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OOULUNATIBHOE 3AABJIIEHUE

OPULIMATIBHOE 3AABIIEHUE

ToproBasa mapka MedDRA® 3aperucTpupoBaHa MexagyHapoaHbIM KOMUTETOM MO
rapmoHusauum (International Council for Harmonization, ICH).

OTKa3 OoT OTBETCTBEHHOCTU U YBeAOMIEHNe 06 aBTOPCKOM npaBe

HacToawunn AOKyMeHT 3aLUnLLeH aBTOPCKUM NMPaBOM U MOXET, 3a UCKINIYEeHNneM
norotunos MedDRA un ICH, ncnonb3oBaTtbcs, BOCNPON3BOAMTLCS, BKIIOYATLCS B
apyrue paboTbl, aaanTMpoBaTbCA, UBMEHSTLCS, NEPEBOANTLCS UM PACNpPOCTPaHATLCA
Nno o6LeCTBEHHOW NULIEH3MN NPU YCNOBUK, YTO B JOKYMEHTE BO BCEX Cry4vasax byaer
npu3aHaBaTbCcs aBTopckoe npaso ICH. B criyyae agantupoBaHus, UISMEHEHUS Unu
nepeBoga AOKyMEHTa AOKHbI ObITb NPUHATLI HEO6X0ANMbIE MEpPbI, YTOObI YETKO
yKasaTb, BblAENMUTb UMK UHbIM 06pa3oM NokasaTtb, YTO 3TN N3MEHEHUST ObiNn BHECEHDbI B
opurMHan gOKYMeHTa Uinn CaenaHbl ¢ ero ncnosnb3oBaHneM. Heobxoanmo He
aonyckaTtb BnevatneHus, 4to ICH yTeepann agantnpoBaHue, n3aMeHeHne unm nepesos
opurMmHana gOoKymeHTa nNnbo BbICTYNaeT ero CoOHCOPOM.

[loKyMEeHT NpeaoCcTaBnNseTCs Ha YCroBMAX «Kak eCTb» 6e3 kakux-nubo rapantui. ICH
UNN COCTaBUTENM OpUrMHana AOKYMEHTa He HECYT OTBETCTBEHHOCTM 3a NPETEH3UMN,
ybbITKM 1 gpyrve 06a3aTenbCTBa, CBA3AHHbIE C MCMOMNb30BaAHMEM AOKYMEHTA.

BhlweykasaHHble pa3peLleHnsi He OTHOCSTCS K CoaepKaHuto, NpefoCcTaBsieMOMyY
TpeTbMMK Nuuamun. NoaTomMy B crydyae JOKYMEHTOB, B KOTOPbIX aBTOPCKOE NpaBo
NPUHAANEXUT TpeTbemy Nnuuy, HeobXxoaMMOo NonyyYyeHne paspeLLeHns Ha
BOCMpPOM3BEAEHME OT BrajenbLa aBTOPCKOro npaea.
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MamsaTKa ynTaTtenam

MHPOPMALIUA ANA YNTATENA

BeooHoe pykosodcmeo rno cmaHOapmu3upoeaHHbIM 3arpocam MedDRA (SMQ)
npegHasHa4vyeHo TonbKo Ans ncrnonb3oBaHmsa ¢ MedDRA n ¢ SMQ, cneundounyHbiMu Ans
Bepcumn. PykoBoACcTBO BKovaeTcs B Kaxabin Bbinyck MedDRA, n goctynHo Ha Beb-
cante MedDRA B pasgene «ConpoBoguTtenbHast AOKyMeHTauus». Takke
noaroToBneHbl nepesoabl BeoOHO020 pykogodcmea rno cmaHdapmu308aHHbIM
3anpocam MedDRA (SMQ) Ha gpyrue s3blkun, KOTopble BKIMIOYEHbI B COOTBETCTBYIOLLNE
Bbinycku Bepcuin MedDRA.

O6paTtute BHUMaHue, 4to SMQ He oxBaTbIBalOT BCE MEULMNHCKME TEMbI UK
npobnembl ons 6es3onacHoctTn. Takke cogepkaHne SMQ MoXeT MeHATbCS nocne
BHeOpeHus1, Nockonbky Bce SMQ NOCTOSAHHO YTOYHAOTCS B NOCNEnYOLWNX BEPCUAX
MedDRA.

B cnyyae BHeceHMs1 NOANNCYMKOM UK NOSb30BaTENEM KaKNX-NMOO N3MEHEHWI B
cogepxxaHve TepMuHa unu cTpyktypy SMQ, oH 6onbLle He MoxeT Ha3BaTbcs «SMQ», a
BMECTO 3TOro JO/MKEH MMeHoBaTbCA «MoanduumpoBaHHbIny» 3anpoc MedDRA Ha
ocHoBe SMQ». Hu B KoeM crniy4ae 3anpoc, co3faHHbIN ANA YAOBNETBOPEHUSs
cneuyuncpmryeckom NnoTpedbHOCTU OpraHM3auum, He AOMKeH Ha3biBaTbcA «SMQ»
cBOMM co3paTtenem. 310 HeobxoaMMo Ans Toro, YTobbl HE BO3HUKANO NyTaHWLbl C
SMQ, ogobpeHHbIMK ICH, KoTOpbIE ObINM NogaHbl Apyrumu nonb3oBatensamm MedDRA.
HonyckaeTcsa noboe anbTepHaTUBHOE Ha3BaHME 3anpoca, CO34aHHOro opraHu3auven,
npw yCroBumn OTCYTCTBUS BO3MOXHOCTK cnyTaTb ero ¢ SMQ, ogobpeHHbimM ICH.

Bo Bcem aTtom BeodHomM pykosodcmee no cmaHOapmu3osaHHbIM 3aripocam MedDRA
WHOr4a BCTPEYatoTCs CChbIIKM Ha «ucnbiTaHna asbl I1». PaHee npu coctaBneHnn SMQ
ObIn1 Nnepuog BpeMeHu, Koraa 3anpockl nepegasanucb nognucdnkam MedDRA ons
npeaBapuUTenbHbIX UCMbITAHUW U 3aMeYaHnin; 3TO HasbiBanock «dason ll». o
cocTosiHuio Ha monb 2006 roga dasa Il 6eina ncknyeHa.

OTOT AOKYMEHT COAEPXKUT PSIA CChINOK Ha BEG-CalTbl U FTMNEPCCHINKA B NEPEYHSIX
MCNONb30BaHHOW Hay4HOW NuTepaTypbl Ans nHavemayansHbix SMQ, a Takke B Apyrmx
pasgenax. O6paTuTe BHUMaHME, YTO HEKOTOpble BEG-CalThl yke MOryT ObiTb
HEeaKTMBHbLIMWU UMW MOTTIN U3MEHUTBLCS, HO OHU NO-MPEXHEMY BKIHOYAKOTCS B UX
nepBoHavansHoMm cdopmate ans UICTOPUM.
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1. BBEAEHUE

1.1 OnpepgeneHue ctaHgapTusoBaHHoro 3anpoca MedDRA

CraHpapTtunsoBaHHble 3anpockl MedDRA (SMQ) npegctasnsatoT cobou rpynnbl
TepmnHoB MedDRA, 06bl4HO Ha ypoBHE NpegnodTutTensHoro TepmunnHa (PT), koTopble
OTHOCATCA K onpeaeneHHOMY MeANLMHCKOMY COCTOSIHUIO Ui o6nacTn nHrepeca.
Mpegnonaraetcs, 4yto SMQ 6yayT nomoratb B MAEHTUMUKALUKN U NOUCKE
NnoTeHUManbHO 3Ha4YMMbIX UHOVBMAYaNbHbIX OTYETOB NO 6e3onacHOCTU. BkNoYeHHbIe
TEPMUHbI MOTYT OTHOCUTBCS K NPU3HaKkaM, CUMnTomMam, AnarHos3am, CUHOpoMam,
dun3nyeckMm nokasaTensam, AaHHbIM NabopaTopHbIX U APYINX PU3NONOTNMYECKNX
UcnbiTaHWn 1 T. N. EQMHCTBEHHBIMU TEPMUHAMU HXKHEro YpoBHS (LLT),
npegcrasneHHsIMM B SMQ, aBnstoTca Te, KoTopble cBA3aHbl ¢ PT, ncnosnb3yemsiM B
SMQ; Bce ocTanbHble UCKITHOYEHDI.

1.2 O6was nHcgpopmaums

SMQ BO3HUKNK B CBSA3M C NPU3HAHHOW NOTPeBOHOCTbIO coobLiecTBa nonb3oBartenem
MedDRA B cTaHOapTHbIX cpeAcTBax, MoMoralwmx B AeHTUMKaLUM N n3srnevyeHnm
AaHHbIX No 6e3onacHocTn. N3HavYanbHO npegnonaranock, YTO KaTeropun
cneumansHoro noncka B MedDRA (Special Search Categories, SSC) 6yayt
NCNONb30BaTbCA C TAKOW e Lieribio, HO MOCMe HECKOSbKMX NeT NCNOoSb30BaHUS
MedDRA, 6uodapmaneBTrnyeckoe coobLecTBO (PErynaTopHble OpraHbl 1
NMPOMBILLNEHHOCTb) NPULLIIO K BbIBOAY, YTO 3TW CPeACcTBa HE B NOSIHON Mepe
yOOBNeTBOPSAIT 3Ty NoTpebHocTb. B oTBeT OpraHnsauns no nogaepxke n Be4eHWto
(Maintenance and Support Services Organization, MSSO) MedDRA B Havane 2002
roga Hayana cocraBnatb aHanutuyeckue rpynnsl MedDRA (MedDRA Analytical
Groupings, MAG). pynnbl MAG onpeaensanucb Kak Habopbl TEPMUHOB M3 MO6Oro
ypoBHsa nepapxmm MedDRA (kpome, kak npasuno, LLT) n n3 noboro, HECKONbKUX NNu
Bcex SOC MedDRA, KoTOpble OTHOCATCSA K MEeULIMHCKOMY COCTOSIHUIO Unu obnacTu
WHTepeca, onpegensemon no HassaHuto rpynnel MAG, Bknovasi NpusHakm, CUMATOMBI,
dunsnyeckme nokasarenu, AaHHble NabopaTopHbIX UCCIeLOBaHUN N OPYruX
dusnonorndeckmx obcrnegoBaHUn, a Takke CBA3aHHbIE C HUMU counarnbHble
o6cToATENLCTBA, OTHOCALLMECHA K MEAULMHCKOMY COCTOSIHMUIO N 06niactu nHtepeca.

OpHoBpemeHHO ¢ cocTasrnieHmem rpynn MAG opraHmnsauuen MSSO CoseTt
MeXOYHapOOHbIX MeAULMHCKMX HayYHbIX opraHm3auun (CIOMS) Havwan npopabaTtbiBaTb
HeobXxo4MMOCTb crneunanbHbiX 3anpocoB/rpynn ¢ MCNOMb30BaAHNEM OAHHbIX,
3akogupoBaHHbiX B MedDRA; ero rpynnbl HasblBanucb CTaH4apTU3MPOBAHHBIMUA
nouckoBbiMu 3anpocamu (SSQ). bbino sAcHo, 4To kKoHuenuun MAG n SSQ Gbinu
AOBOSBbHO NOXOXMW APYr Ha Apyra v npegHasHavanvcb aAng yaoBrneTBOPEHUs
npegnonaraemon NOTpebHOCTN B MHCTPYMEHTE NomcKa, KOTOPbIN Bbl 4ONONHAN
MedDRA. Takum obpazom, CIOMS n MSSO pelumnun, 4to B HTEpecax coobLuecTtsa
nonb3oBaTenen paboyvas rpynna CIOMS u opranunsauna MSSO gomxHbl 06beanHUTb
CBOM ycunusa B paspaboTke aTOro UHCTpyMeHTa. YTobbl Npu3HaTb COBMECTHbIE YCUIUS,
oTKasanucb oT nNpexHux HasBaHun «MAG» n «SSQ», 1 6bINo JOCTUTHYTO corracue no
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Ha3BaHWIO 3TUX HOBbIX cTaHAapTHbIX rpynn. C mas 2003 roga COBMECTHbIE YCUIUS
paboyen rpynnbl CIOMS n MSSO HasbiBaloTCA CTaHAAPTU3NPOBaHHbLIMUK 3anpocamm
MedDRA (SMQ). B Hosibpe 2003 roga Ynpasnstowmin kommteT MedDRA ogobpun
COBMECTHbIE ycunus, n gnga coctasneHna SMQ 6bin npuHaT npouecc ICH.

B coctas pabouyen rpynnel CIOMS Bxoannu Beayuine yyeHble U3 HECKOSTbKNX
PErynaToOpHbIX OPraHoB, MeXAyHapoaHbIX dapMaLeBTUYECKNX KOMNAHUA, OpraHm3aLmm
MSSO, AnoHckon opraHmsaunn BegeHus (Japanese Maintenance Organization, JMO),
BcemupHo opraHnsauumn 3gpaBooxpaHeHNsa 1 Apyrnx y4pexxaeHun.

1.3 CocTaBneHue SMQ

Ha paHHem aTane cocTtaBneHmss SMQ OCHOBHOE BHUMaHWE yaensanoch onpeaeneHunto
TOro, Kakme obnact nHTepeca siIBNsATCA NOAXOAAWMMIN Ana pa3paboTku.
N3HayanbHO 6bino onpeaeneHo okorio 100 BO3MOXHbIX TEM.

OnpepeneHuvsi, KpUTEPUN BKITHOYEHNSA N UCKIIOYEHUS, nepapxms (ecrv NnpuMeHMMO) 1
anroputm (ecnn npumMeHnmo) Ans kaxgoro SMQ BKNOYEHbI B JaHHOe BBOOHOE
pykoBoAcTBO. bonblias 4acTb aToM MHpopmMaumm 6bina nonyyeHa nua
aHOHMMW3NPOBaHHOW AeTanbHON JOKyMeHTauun paboyen rpynnel CIOMS no SMQ, ¢
KOTOPON MOXXHO 03HaKOMUTbLCA Ha Beb-canTe: https://www.meddra.org/software-
packages. OO METOAONOMMYECKMI NMOAXOA K COCTaBMEHNIO U MCMONb30BaHMIO
3anpocoB SMQ 6bin onybnukosaH B AOKyMeHTe, onybnvkoBaHHom CIOMS
«CocmasrneHue u payuoHaribHoe UCrosb308aHue cmaH0apmu308aHHbIX 3arpocos
MedDRA (SMQ) nouck uHghopmayuu o0 HexeriameribHbIX JIeKapCmeeHHbIX peakyusix 8
cnosape MedDRA». Yutatento npeanaraetcs nocetntb Beb-cant CIOMS ansa
nonyyYeHns AONOMNHUTENBHON HOpMaLMKn 0 BTOPOM nsganum (2016 r.) aToro goknaaa,
Takke n3BecTHoro kak «Red Book/KpacHas kHuray http://www.cioms.ch/.

B 2020 roay pa6bo4as rpynna CIOMS no SMQ 3aBepwmna paboTty Hag nocrneaHmm
SMQ B cBoen nporpamme paspaboTkn, JoBeasa obuiee konmyectso SMQ,
paspaboTaHHbix rpynnon, o 107. HaumHasa ¢ KopoHasupycHas uHgpekyuss COVID-19
(SMQ) B MedDRA Bepcun 23.1, MedDRA MSSO oTtBeyvaeT 3a sHeoyepeOHyto (ad hoc)
pa3paboTky HOBbIX TeM SMQ npu B3auMOAENCTBUM C MEXAYHAPOAHBbIMWN 3KCnepTamm
N3 perynaTopHbIX OPraHoB U UHOYCTPUN.

1.4 KoHuenuun gnsamHa SMQ

B SMQ moxeT 6bITb NpeacTaBneHo codeTaHme 04YeHb cneumduyecknx TEPMMHOB U
MeHee crneumduyecknx TEPMUHOB, KOTOPbIE COMNacytTCcsa C onncaHnemM obLlero
KNMUHNYECKOro CMHAPOMaA, CBA3aHHOIO C onpefeneHHbIM HeXXenaTernbHbIM SBNEHNEM U
BO34ENCTBMEM NIEKAPCTBEHHOro npenapaTta. Hekotopble SMQ npeacrtasnsaoT cobon
npocTon Habop TEPMUHOB; ApYrne CoCTaBreHbl ANs y4eTa KOMOUHaUUn TEPMUHOB U3
Heckonbkux rpynn (cMm. pasgen 1.4.2 «<Anroputm» Huxke). [Ons oTpaxeHusa aTmux
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pa3HoobpasHbix acnektoB SMQ moryT nmeTb onpefeneHHble cneumguyeckmne
0CcOBEeHHOCTU aM3anHa:

1.4.1 Y3kaa n wmpokas ob6nactm npuMeHeHus

OTOT noaxopn y4MTbIBaET Te crlyyan, Koraa nonb3oBaTternto MoXeT notTpeboBaTbcs
NaeHTUOULNPOBATL CrlyYan, KOTOPbIE C BbICOKOM BEPOSITHOCTLIO NPEACTaBNSAOT
nccnegyemoe coctosiHue («y3kasi» obnacte NpUMEHeHUs), 1 Te cny4vau, koraa
nonb3oBaTenb NbiTaeTcs NAeHTUOULMPOBATL BCe BO3MOXHbIE Cry4Yau, BKMo4Yas Te,
KOTOpble MOTyT NpeacTaBnaTb HEOONbLUOW MHTEPEC UK BOOGLLIE HE NPeACTaBNSATbL
nHTepeca npu 6onee geTarbHOM pacCMOTPEHUN («LIMpoKasiy 06nacTb NPUMEHEHMS).
Takum obpa3oM, «y3kuin» nonck obecneymBaeT «CNeLMPUYHOCTbY, a «LUIMPOKMIAY» MOUCK
— «YyBCTBUTENbHOCTbY. «LUnpokuii» nomck BkntovaeT B cebs kak «y3Kne» TEPMUHBI,
TaK U JOMOSNTHUTESbHbIE KLUMPOKUE» TEPMUHbI, YacTO MeHee crneumdUyecKkoro
XapakTepa.

Y IKMA - TepMmuHbI
y3Kkou obnactu
MOKCK

\ npumMmeHeHuaA

LWupokui

TepMuHbI NOWCK

LUMPOKON
obnactu
NpYMeHeHnst

PucyHok 1-1. Y3Kum nOMCK No CpaBHEHUIO C LLUPOKMUM NOUCKOM

1.4.2 Anroputm

Hapsigy ¢ y3kum 1 LUMPOKMM nouckamm ans Hekotopbix SMQ nmeetcs
anropuTMUYECKMIN Noaxon K NOUCKy. ATO KOMOMHALIMSA TEPMUHOB MONCKA U3 pasnUYHbIX
noaKkaTeropui TEPMMHOB LLUMPOKOrO NOMCKa AN AanbHeNLero coBepLleHCTBOBaHUS
naeHTUUKaLumn NpeacTaBnsaoLWNX MHTEPeC CryyYyaesB Mo CPaBHEHMIO C pedynbTaTamu
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LUMPOKOro noucka. MeTogonornst anropuTMUYECKoro noncka gaet 60onbLuyto
YyBCTBUTENBHOCTb MO CPABHEHMUIO C Y3KMM NOUCKOM M BOMbLUYIO cneumdUyHOCTb No
CPaBHEHWIO C LUMPOKMUM NMOUCKOM. TunnyHbin npumep — Ocmpsit naHkpeamum (SMQ),
B KOTOPOM TEPMMHbI LUMPOKOro Nomncka crpynnupoBaHbl B ABe kaTeropun: Kateropusa B
npeacrasnsaeT cobon nepeyeHb AaHHbIX NabopaTopHbIX aHann3oB, a kateropmst C —
nepeyeHb NPM3HaKoB U CUMNTOMOB. ANropuTM B oTHowweHun Ocmpabil naHkpeamum
(SMQ) onpegenseT npeACcTaBNAIOLWMNIA MHTEPEC ClyYan Kak 3anucb, cogepxallyto Kog
Nno MeHbLUEN Mepe 04HOro TepMuHa kateropum A (y3kasa obnactb npumeHeHust), nnbo
copgepxaiume koMbnHaumo KO4OB NO MEHbLLEN Mepe OAHOro TepMuHa KkaTteropum B
ofHOro TepmuHa kateropum C.

Wcnonb3oBaHne anroputma He TpebyeTtca anst Toro, 4Tobbl UMETb BO3MOXHOCTb
HaxoAnTb NpeacTaBnAlLLne UHTEPEC Crydam ¢ NOMOLLBIO onpeaeneHHoro SMQ.
MpumeHeHne anropnTMa MOXeT oKa3aTbCs Hanbonee nonesHbiM, kKorga
npegnonaraeTcs, YTo 6onbLuoe YMcno cnyvaes byaeT n3sBreyYeHo ¢ NOMOLLbIO
TEPMUHOB LLUMPOKOW 06MacTy NPUMEHEHUS; anrOpUTM MOXET YMEHbLUNTbL NOTPEBHOCTb
B PYYHOM COPTMPOBKE NPEeACTaBnSALWLMX UHTEPEC CIyYaeB.

1.4.3 Karteropus

Ana Tex SMQ, koTopble ABMAITCS anropuTMUYECKUMU, TEPMUHbBI LLUMPOKOrO Nnomucka
AENATCA Ha pasnuyHble KaTeropuu, YTobbl Morna NPUMEHATLCS onpeaeneHHas
KOMBUHauusa TepmuHoB. B anroputmudecknx SMQ TepMuHbI Y3KOro novcka sceraa
ABNAOTCA KaTeropmen A, a TepMUHbI LUMPOKOro noucka — Bceraa kateropusamu B, C, D
n 1. a. Hanpumep, B Ocmpsiti naHkpeamum (SMQ) TEpMUHBI LLMPOKOro noncka
crpynnupoBaHbl B Be kateropuu: Kateropus B npeacraenseTr cobor cnmcok AaHHbIX
nabopaTtopHbIX aHanu3oB, a kateropust C — CnNMCOK NPM3HAKOB M CUMNTOMOB.
Anroputm B oTHoweHun Ocmpsit naHkpeamum (SMQ) onpegenseT npeacTaBnAoLWLnmI
WMHTEepeC cry4van Kak 3anucb, CoaepKallyto Kog 0QHOro n3 TEpMUHOB kaTeropum A
(y3kasa obnactb npumeHeHuns) NN 3anuck, cogepkallyto Kog OAHOro U3 TEPMUHOB
kateropum B U kog ogHoro ns tTepmmnHoB kaTeropumn C.

1.4.4 3Ha4YMMOCTb

3HaunmocTb TepMmHa SMQ Takke MOXeT UCMOMb30BaTbCHA C anropuTMOM.
3Ha4YMMOCTb TEPMMHA YKa3bliBaeT HA peneBaTHOCTb KaXXaoW KaTeropun B anroputme.
Hanpumep, TepmuHbl B CucmemHas kpacHasi eondaHka (SMQ) crpynnupoBaHbl B 9
KaTeropum, npuyem kateropmst A — 3TO TEPMUHbI Y3KON 06nacTn NpMMeEHeHus, a
Kateropum B—l — TepMuHbI WMpokon obnacty npumeHeHus. Kaxagow kateropum
LUMPOKOM 06racTn NpMMeHeHns npucesameaeTcd 3HaveHue ot 1 go 3. Ha ocHose
anroputMma B oTHoweHun CucmemHasi KpacHas gondaHka (SMQ) npeacrasnsioLwmmn
NHTEepec crny4yan — 3anncb, Coaepallasi kKog 04HOro U3 TepMMHOB KaTeropum A (y3kas
obnactb npumeHeHus) U 3anuck ¢ pasnnyHbIMM TEPMUHAMN KaTErOPUN LLIMPOKOTO
rnoncka ¢ CyMMOK 3HadeHun kaTeropuin 6onee 6.
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1.45 MWepapxus

HekoTopble SMQ npeacTaBnsitoT cobon ceputo 3anpocoB, CBA3AHHbLIX APYr C A4PYroM B
nepapxnm4ecKknx OTHOLLEHUNAX, aHANOMMYHbIX MEPAPXNUYECKON CTPYKTYpe CaMoro
MedDRA. OHu cocToaT n3 SMQ HM3LLEro ypoBHS, KOTOPblE MOTYT ObITb
CKOMBUHMPOBaHbI A58 co3aaHus 6onee nHknoansHoro SMQ Bbicwero yposHs. B
HEeKOTOpbIX nepapxmyecknx SMQ He cyLecTByeT OTAEMbHbIX «Y3KUX» U «LUMPOKMUX»
kateropun B SMQ Huawero ypoBHs (cyb3anpocax SMQ). Cneuundunyeckmii TepMmmH
MOXET BKNto4aTbCs B HECKOmbKo cy63anpocoB SMQ B nepapxmyeckom SMQ npu
YCIOBWUK, YTO TEPMUH UMEET OANHAKOBYO 061acTb NPUMEHEHMUSA (Y3KYHO UK LLUMPOKYHO)
B kaxxgom cyb3anpoce SMQ.

Nepapxunsa obecneumBaeT rubKoCcTb AN nonb3osaTtens. Hanpumep, nonb3oBarternb
MOXET 3aX0TeTb NMPUMEHNTb BCHO 06nacTb NnpumMeHeHus Tembl SMQ (Hanpumep, Bce
HapyweHusi co cmopoHbi nedeHu (SMQ), Bkntoyas Bce cyb3anpockl SMQ), 4ToObl
n3BreYyb BCe criyyau, CBs3aHHble C MeYeHOYHbIMU paccTponcTBamu, B 6ase AaHHbIX.
lMonb3oBaTenb MOXET NPUHATL pelleHne 06 ncnonb3oBaHmMm ogHoro cybsanpoca SMQ
HapyweHusi co cmopoHbl nedeHu (SMQ) (Hanpumep, HapyweHusi CoO CmMOpPOHbI MeYeHU,
cesizaHHble ¢ bepemeHHocmbio (SMQ)) nnn koMbUHaUUn HECKONBKMX CyB3anpocos
SMQ B nepapxum B 3aBUCUMOCTM OT NOTPeBHOCTEN NoNb3oBaTenNs.

1.4.6 PT/LLT

B dpanine SMQ_Content PT (ypoBeHb 4) He oybnupytotca Ha ypoBHe LLT (ypoBeHb 5).
lMonb3oBaTenun MoryT BbIMOMHATL MOUCK TONbKo No PT, ecnun gaHHbIe XpaHATCH Ha
ypoBHe PT. lNonb3oBatenu Takke MOryT BbINOMAHATL NOUCK Kak no PT, Tak n no LLT,
ecnu AaHHble XpaHaTcs Ha ypoBHe LLT, nockonbky B MedDRA Bce PT gybnupytoTcsa Ha
ypoBHe LLT.

1.4.7 CraTyc TepMMHHa

Kaxxgomy SMQ, B ToM uncne ero PT/LLT Hu3wero ypoBHS, npucBanBaeTcs craTyc.
Q10T cTaTtyc MoXeT ObITb MO0 «aKTUBHLIMY», NMNOO «HEAKTUBHBIMY.

AkTMBHBbIN SMQ — 3TO TOT, KOTOPbLIN B HACTOsILLEE BPEMS NOALEpPKMBaAETCA
opraHmnsaumnen MSSO. HeaktueHbin SMQ Gonblue He NoaAepPXKNBAETCS, XOTS OH Obis
BKMNtOYEH 1 pacnpocTpaHanca ¢ dannamm SMQ ASCIl no meHbLlen mepe Ans 0gHOro
Bbinycka. SMQ 6bin n3MeHeH Ha HeakTUBHbINA, €CnN BbINO YCTaHOBIIEHO, YTO OH
GecnoneseH ons nonb3oBaTtenen, yctapen unm cumtaetcsa npobnemaTnyHbIM MO UHbIM
NpUYnHaM.

PT n LLT, koTopble Obinu caoenaHbl HeakKTUBHbLIMK, ocTaroTcs B X SMQ n Hukorga He
yoansTcs. «HeakTUBHbBINY CTaTyC MOXET ObiTb NPUCBOEH MO CreayLWmMM NpUYnHam:

e PT ObIn BKOYEH No owwnbke nnmn bonblle He anaeTcsa Yactbio SMQ
(Hanpumep, 13-3a N3MEHEHNSI KPUTEPUEB BKITHOYEHUS N UCKNoYeHnst SMQ)
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e LLT 6b1n nepemelyeH B PT, He aBnstowemycsa Yacteto SMQ. Takon LLT He
OyneTt otobpaxartbcs B nepapxun SMQ MedDRA B 6pay3sepax MedDRA MSSO.
OpHako «HeakTuBHbINY cTaTyc aToro LLT B ero npegbigywem SMQ oyget
oTobpaxaTbcs B 6paysepe B pasgene «OTKpbITb CBEAEHUSI O TEPMUHE U
MECTOMONOXEeHUU» U B UHopmauumn «oapobHble cBeAeHNs 0 TEPMUHE Ha
OCHOBHOM $13bIKEY.

Mpn npumeHeHnn SMQ ans noucka AaHHbIX HeakTueHble LLT n PT HeobxogmMmo
yaanuTb 13 noucka.

15 NMpumeyanunsa no BHeapeHuto SMQ u oxxnaaHuwe pesynbTaTta 3anpoca

PaanunyHble ocobeHHOCTM au3ariHa, onucaHHble B pa3genax 1.4.1-1.4.5, BnvsaioT Ha
BHegpeHne SMQ 1 KOHeuYHble pe3ynbTaThl 3anpocoB. B cneayrouwmx pasgenax
onucaHbl BapuaHTbl BHEAPEHUSA U ncnonb3oBaHnsa SMQ.

1.5.1 BbinonHeHMe nNoucka 6e3 UCNONIb30OBaHUSA creunanbHbIX BO3MOXHOCTEN
SMQ

Bo3MOXHOCTU (Y3KWUIA U LUMPOKUIA MOUCKKU, anrOPUTMUYECKUIA MOUCK N nepapxmmn)
npegHasHayYeHbl 4n4 ynyydlleHnsl KayecTBa pesyrbTaTa 3anpoca 3a CYeT NoBbILEHNS
cneun@uUYHOCTU U CHWXKEHUS YPOBHSA Wyma. Cnefyet OTMETUTb, YTO OHU SABNSAKOTCA
Heobsa3aTenbHbIMK, YTO O3HAYaET, YTO NoNb3oBaTeNN MOryT ucnonb3osate SMQ B
kayecTBe cnucka TepmmHoB MedDRA 6e3 kKaknx-nmbo cneuunanbHbIX BO3MOXHOCTEN.

1.5.2 BbinonHeHUe Noucka C Ucnonb3OoBaHUEM crneuuanbHbIX BO3MOXHOCTEN
SMQ

1.5.2.1 Y3Kui " LLMPOKUN
C yyeTom cneumduYHOCTM NOMb30oBaTENb MOXET BbINOSTHATD:

e Y3KNn nouck ans cneuymuyHOCTN N3BMEYEHNs Cny4vyaes: B 3anpoce
NCMNONb3YHTCHA TONbKO Y3KNe TEPMUHbI

nnu

e LUnpokunii nonck ons YyBCTBUTENbHOCTU U3BMEYEHUS CllyYaeB: B 3anpoce
NCMNOMNb3YTCA Kak y3kne, Tak U LUMPOKNE TEPMUHBI

HecmoTpsa Ha TO, 4To 6onblmMHCTBO SMQ cogepaT TEPMUHbI KaK Y3KOW, Tak U
LUMpPOKON o6nacT NnpuMeHeHus, HekoTopble SMQ cogepkaT TONbKO Y3KMe, KOTopble
BNUSAKOT Ha 3anporpamMmnpoBaHHbI BbiBOA AaHHbIX SMQ cneayrowmm obpasom:

e SMQkakc Y3KUMU, TaK N LLMPOKNMUN TEPMUHAMWU. Pe3YIibTaTbl Y3KOIo U
LUMPOKOIro NonCKoB OTIINHAKOTCA. Pe3yﬂbTaTbI LLUMPOKOIo Nnoncka BKIIKO4aroT
cny4yau, n3srievyeHHble C MNOMOLL b Y3KUX TEPMUHOB, N OONOJIHUTEJIbHbIE,
n3BJrie4eHHble C MOMOLLbIO LLUNPOKNUX TEPMUNHOB.
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e SMQ TOMbKO C Y3KMMU TEPMUHAMU: U3BIIEYEHHbIE U3 Y3KOIO U LLIMPOKOrO
MOMCKOB CIny4aun coBnagatoT, Nockosribky B SMQ HeT AOMNONHUTENbHbIX
LLIMPOKUX TEPMMHOB.

1.5.2.2 BO3MOXHOCTb anropuTMM4YecKoro nomcka

Anroputmuyeckun SMQ npegHasHayYeH aAns CHWKEHUS YPOBHS «LyMay cpeau LLUMPOKUX
TepMUHOB. AnropuTtMm ectb He Yy Bcex SMQ. [ns Tex SMQ, y KOTOpbIX €CTb anroputMm,
KaXkabl anropMTM YHUKanNeH 1 OOMMKeH BHeAPATbCA MHAMBMAYANbHO. [ns nonyyeHus
nogpobHom nHdopmaunmn cm. pasgen «AnroputmMm» nog cneumndnyecknm
anroputmmyecknm SMQ.

1.5.2.3 BO3MOXHOCTb Mepapxm4yeckoro nomcka

B 6onblimHcTBe nepapxmyecknx SMQ cybsanpockl SMQ, a Takke SMQ BbicLero
YPOBHSA SABMATCA HE3aBMCUMbIMW NMOUCKOBbIMM 3anpocamu. [Nonb3oBaTenb MOXET
B34Tb ntobon n3 cybszanpocos SMQ unm SMQ BbICLLErO YPOBHA 1 NOSyYUTb BCE
cooTBeTCTBYOWME TepMmHbl MedDRA, oTHOCALWMECS K 3TOM NogTEME UK TeMe
BbICLLEro nopsigka. Tem He MeHee, HECKONMbKO nepapxmyecknx SMQ mmetrot
YHUKanNbHblE BO3MOXHOCTU, Kacarowmecs cybzanpocos SMQ, B TOM, Kak UCMONb3YyHTCA
y3KMe 1 Lnpokme nonckn. Hekotopble n3 atux SMQ nepeuncneHbl HUXe:

o [lamonozaus xen4yeabigodswux nymet (SMQ)

e HapyweHus cepdeyHoeo pumma (apummuu cepdua) (SMQ)
e  Ombonuu u mpomb6o3bi (SMQ)

e HapyweHus co cmopoHbI nedyeHu (SMQ)

[ns nonyyeHns nogpo6bHoN nHopMaLum 0 TOM, Kak 3TN YHUKArbHbIE nepapxmnyeckme
SMQ gomkHbI BHEOPSATLCS UMK UCMONb30BaTbLCS, CM. crieunduyecknii pasnen aToro
SMQ.
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2. MHOUBUAOYAJIbHbBIE SMQ
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211

21.2

2.1 HecuacTHble cniy4yau u TpaBmbl (SMQ)
(paboyas Bepcus, ceHTs16pb 2007 roga)

OnpepeneHue

HecuyacTHble criyqam u TpaBMbl/NMoBpeXaeHNs 6binn cBsidaHbl C NPUMEHEHNEM
neKapcTBEHHbIX NpenapaTos

- B yacTHocTW, ycTapeBLUMX NCUXOTPOMHbIX NIEKAPCTBEHHbIX NPenapaToB

—  Oco6€eHHO y NaUneHTOB C BLICOKMM YPOBHEM pUCKa U (Unn) ANUTENBHO
NpOTEKAKLUM MCUXNUHECKUM PaCCTPONCTBOM

- PesynbTtaTbl UcCnenoBaHnsa NageHun y noXunblx Nogen nokasanu, Y4to
NpPUMEHEHNE HEKOTOPbIX NIEKAPCTBEHHbIX NpenapaToB (6eH3041Ma3ennHoB,
PeHOTMa3nMHOB 1 aHTUOENPECCaHTOB) BbINIO HE3aBUCUMbIM (PaKTOPOM
pucka nageHun

- WccnepoBaHue pucka nonyyeHust Crny4anHoro noBpeXxaeHus u
npUMeHeHnss GeH30ana3ennHOB Takxke NOATBEPAUIO MOBLILLEHME pUCKa,
0coBEeHHO Y NaumMeHTOB, KOTOpblE HaYanu HegaBHO NPUHMMATL NeKapcTBO

«HecyacTHbIN cnyyany — 3TO «He3annaHMpoBaHHOE UK HenpeaHaMepeHHoE,
HO MHOrAa npeackasyeMoe cobbiTUe, NPUBOASILLEE K NMOBPEXAEHWNIO, Harpumep,
B YCINOBWSIX LOPOXXHOTO ABWXEHUS, HA NPOM3BOACTBE MIN B JOMALLHEN
obcTaHoBKe, UNK Takoe cobbITUE, HacTynawLee B xoae 60nesHn».

B meamuuHe TEpMUH «TpaBMa/NoBpeXaeHNE» MOXET UMETb OYEHb LUMPOKOE
3Ha4yeHue.

- B koHTekcTe atoro SMQ uncnonb3yetcs 6onee y3koe onpegeneHue, T. €.
«TpaBMUpOBaTb/NOBpEXAATb» — «PaHUTb, MPUYNHUTL 6Orb UNK Bpeay.

AkueHT aToro SMQ genaeTcs He Ha «MeTaboNMYecKkoM» NOpPaKeHUN
(TOKCMYHOCTU U T.4.), @ Ha TpaBMe Y MHANBMAYYMA U Ha HECYACTHOM criyyae C
CcyObeKTOM B pe3yrbTaTe U3MEeHEeHUs BOCNPUSTUS, CO3HAHUS, BHUMAHWS,
nosegeHus u T. 4. (cm. MPUMEYAHUE Huxe)

Kputepun BKnoYeHUA/MCKNoYeHus
BkntovatoTca:

—  TepMuHbI, KOTOPbIE OTHOCATCS K ONPEAENneHunto, T.€. TEPMUHbI
«HEeCYaCTHbIV CnyyYany, «NnopaxeHne», «OXOorm», «TpaBmay, «nageHuey,
«MEpPENoMy, «paHay, «pasgaBnuBaHuey, «ywmb» un T.4.

— PT PaHa, HO He TepMUHbI ANsi 0003HAYE€HMSI OCITOXXHEHWUI paHbl,
Hanpumep PT PaHesas uHpekyus

- PT Ykyc ameu v gpyrne TepmmnHbl Ansa 0603Ha4YeHNs «yKycay >XMBOTHOIO U
yenoBeka (Kpome YKyCOB 1 yXXanuBaHWUA YNIEHUCTOHOTMMN)
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- CooTtBeTcTByOLMNE TEPMUHBI KMHOPOAHOE TEMO», HO HE TEPMMHBI
«OLLYyLLIEHNE NPUCYTCTBUS HOPOOHOIO Ternay

-  TepmuHbl ans o603HavYeHnst npoueayp, KOTopble MOryT TOSbKO
OTHOCUTLCA K TPaBMe/MOBPEXOEHMIO.

e VcknwovarTcq:

- TepMuHbI, KOTOpble 0603HaYatT haKTOPbl pUcka HECHACTHOrO Criyyas unm
TpaBMbl

— TepMuHbl ons 0603HavYeHNsa oTpaBneHus / Tokcndeckoro addekTa, a Takke
HecYyacTHbIX CrnyyYaeB U TpaBM, CBA3AHHbIX C 06Ty4YeHnem

— TepMuHbI AN 0603HAYEHNS OCINOXHEHWUI, CBSA3AHHBIX C MPOBEAEHUEM
npoueayp v NpUMeHEHMEM MeONLIMHCKOIo N3genus

- TepMuHbl Anst 0603HaYeHns TpaBM B pe3dyrbTaTe NOBTOPSIHOLLMXCS
MHOTOKpaTHbIX OBVXEHUI

— TepMuHbl onsa 0603Ha4YeHNA TPOPUUECKMX NOCNEACTBUN NOBPEXKAEHNA TKAHN
— TepMuHbI 4na 0603HAYEHUS YKYCOB U YXXKaneHUn YneHUCTOHOrMMHN

- TepMuHbI Anst 0603HaYeHNs POAOBLIX TPABM; OH BKIOYaeT B cebs
OCIOXXHEHUS1 Y MaTepu - paspbIB LLUENKM MaTKK

- TepMI/IHbI Ans obo3HaveHus NPU4YNHEHNA cebe TenecHoro nospexgeHms

- TepMmuHbl Anst 0603HaYeHns ownbok B Npreme npenapaToB, STPOreHHbIX
NoBpEXaeHW 1 Nepeao3npoBoK

- TepMuHbI Anst 0603HaYeHMs KepTB NPECTYNIEHNIA U KECTOKOro obpalLeHus

TepMVIHbI «Nn3BJie4eHne NHopoaHOoro Tena»

NMPUMEYAHUE. Heckornbko cneumguyecknx TepMmMHOB, OTHOCALLMXCS K
KPOBOU3IMAHUIO U remaToMe, NepBoHaYarnbHO Obinn BKoYeHbl B 3TOT SMQ, NOCKOMNbKY
OHW ObINM NpU3HaHbI NONE3HLIMMK NPY BbISIBNIEHUM CNy4aeB, CBSA3aHHbIX ¢ HecyacmHbie
cnyyau u mpasmbl (SMQ). OgHako aTn 3aboneBaHMa MOryT BO3HUKATb B pe3ynbTate
MHOXECTBEHHOW 3TUOMOrMK, BKITKOYasi, B YaCTHOCTW, TpaBMy. Hapsigy ¢ BbIOpaHHbIMUK
TEPMUHAMN O KPOBOM3NUAHUAX B 3ToM SMQ, no6aeneHo 310 npuMevaHme, YToobl
HaNOMHWUTb Nonb3oBaTento, YTo KposomeueHusi (SMQ) Takke MOXET ObITb NONe3eH
ANS BbIABNEHNA NOTEHLMaNbHbIX COOOLLEHNIN O HECHACTHbIX Cry4asix u
TpaBMax/noBpexXaeHnsX.

NMPUMEYAHUE. B HacToswwee Bpems mHorne PT ns MedDRA umetoT 4BOMHYO CBSA3b C
rpynnammn B SOC Tpasmbl, UHMOKCUKaUUU U OCITIOXXHEHUS rnpouedyp v rpynnamMmu B
SOC, kacarowerocs COOTBETCTBEHHOIO «HapyLLeHUs», nogpasymMmeBas, YTo 3Tu
TEPMUHbI MOTYT NPeaCcTaBNATbL cobon NMbo meTabonunyeckoe, NMBO TpaBmaTUyeckoe
nopaxeHune. 3TO HEOOBXOAMMO yuYNTbIBATb MPU PACCMOTPEHUN Cry4aeB, U3BMNEYEHHbIX C
nomoLlbio atoro SMQ.
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2.1.3 Tpume4yaHusi No BHeAPEHUIO U (UITN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

HecyacmHblie criydau u mpasmbl (SMQ) cogepXUT TEPMUHBI Y3KOTO U LUMPOKOTO
nouckoB. [NogpobGHble NpuMmevaHnsa npuBeaeHsl B pasgene 1.5.2.1.

2.1.4 TlepevyeHb UCNONbL30BaHHOWM Hay4yHOM nuTepatypbl Ana HecyacmHsbie
cay4yau u mpaemsi (SMQ)

e Wadsworth, EJK, Moss, SC, Simpson, SA, and Smith, AP. Psychotropic
medication use and accidents, injuries and cognitive failures. Hum
Psychopharmacol Clin Exp 2005; 20: 391-400.

e Tinetti, ME, Speechley, M, and Ginter, SF. Risk factors for falls among elderly
persons living in the community. N Engl J Med 1988; 319(26): 1701-1707.

e Oster, G, Huse, DM, Adams, SF, Imbimbo, J, and Russell, MW. Benzodiazepine
tranquilizers and the risk of accidental injury. Am J Public Health 1990; 80: 1467-
1470.

e Stedman’s Medical Dictionary, 27™ edition, 2000.
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2.2

OcTtpoe yrHeTeHue AabixaHusi [ocTpas AbixaTeNbHasA HeJOCTAaTOYHOCTb]
LeHTpanbHoro reHesa (SMQ)

(pabouyas Bepcus, ceHTs16pb 2007 roga)

NMPUMEYAHUE. B ucxogHon gokymeHtauum PIT CIOMS atot SMQ nHorga
YyNOMUHAETCH KaK «YTHeTeHNe AblXxaHus LeHTpanbHOro reHesay; BnocneacTsum oH 6bin
nepenmeHoBaH B Ocmpoe yeHemeHue ObixaHusi [ocmpas ObixameribHasi
Hedocmamo4yHOCMb] yeHmparnbHo20 2eHesa (SMQ).

221

OnpepeneHue

OcTpoe yrHeTeHune AbixaHus [ocTpas AblxaTernbHasi He4OCTaTOYHOCTb)
LileHTpanbHOro reHesa — 3710 oopma AblXxaTenbHOW HeQOCTaTOYHOCTH

[bixaTenbHas HegoCTaTOYHOCTb — 3TO HapyLUeHUe rasaoobMeHa Mexay
aTMocdepHbIM BO3OYXOM, U LIMPKYIUPYHOLLIEN KPOBbLIO

— [NpobGnembl C BHYTPUNErOYHbIM ra3006MeHOM NPUBOANAT K rMNoKCeMum
— [Npobnemsbl c ra3006MeHOM BbI3bIBAOT rMnepKanHuto

YrHeTeHue AbixaTernbHOro LeHTpa ¢ pe3ynbTUpYoLWUM pecnmpaTopHbIM
auna030M MOXKET NPOUCXOONTD:

— OcCTpo Npu NpUMEHEeHUN CPEeACTB AN 06LLel aHecTe3nm, ceaaTuBHbIX
CpeacTB U YepernHo-Mo3roBol TpaBme

—  XpOHWYECKM NpY NPUMEHEHUWN CEAATUBHbIX CPEACTB, YNoTpesrneHnm
ankoronsi, BHyTpU4YepenHbIX onyxonsix U Hanm4iMm CUHAPOMOB C HapyLUEHVEM
AblXaHWS BO CHe, BKMoYasi NnepBuYHble anbBeossipHble CUHAPOMbI U
CUMHOPOMbI FTMNOBEHTUNSALMM BCNIEACTBUE OXUPEHUS

OCTpaFI r’MNOKCeMmnA MOXET BblI3blBaTb CepAeYHHY0 apUTMUIO N KOMY.
M3MeHeHne co3HaHUs SBNSeTCs TUMUYHBIM, a CNYyTaHHOCTb CO3HAHNA — 4YaCTbIM
ABI1eHNneEM

OCTpaFI rmnepKkanHna MoXXeT Bbl3biBaTb:

- EpBa 3ameTHble N3MEHEeHUs1 MIMYHOCTHbIX XapaKTepUCTuK n rorioBHyo 6onb
BMJ1OTb A0 Bblpa)KeHHOIZ CNYTAaHHOCTU CO3HaAHUA N Gecco3HaTenbHOro
COCTOAHUA

- LlepebpanbHyto Basogunataumio 1 noBbILLEHNE AaBrieHNs CIMHHOMO3rOBOW
xngkoctun (CMX)

- Aumaemuto, kKoTopasi npu Tshkenon gopme CrnocobCTBYET CYXKEHUIO NErOYHbIX
apTepuorn, CUCTEMHOMY PacLUMPEHUIO COCY0B, YMEHbLUEHNIO COKPaTUMOCTU
Muokapaa, runepkanMeMnn, rmnoTeH3NN 1 NOBbILLEHUIO BO3OYANMOCTM

cepaua

YrHeTeHue ablXxaHus LUeHTpalribHOro redHe3a B OCHOBHOM MNMpoucxognT y
HEOOHOLUEHHbIX HOBOPOXAEHHbIX UITN NpKX arnHo3 CHa
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MpynymHOM anHO3 HEAOHOLLUEHHbBIX MOXET ObITb He3penocTb LIHC
(ueHTpanbHoOro reHesa) unm obCTPyKUUA ObiXaTeSbHbIX NyTEN

LlenTpanbHoe anHoa cHa (LAC) umeeT ase kateropuu:

o [unepkanHusa ¢ NOHWXEHHOW aKTUBHOCTbLIO AblXaTerbHOro LeHTpa unm
CHWKEHHOW CNOCOBOHOCTLIO AblwaTh. [NpniyMHammn aBnsoTCA NopaKeHus
LEeHTpanbHOro reHesa, HanpuMmep MHgapKTbl CTBOMA rofloBHOro MO3ra,
3HUedanuT, manbcopmaums ApHonbaa-Kuapu.

o HopmokanHusa nnu runokanHUs ¢ NOBbILLEHHOW aKTUBHOCTbIO
AbIXaTeNbHOro LIEHTPa, HO C anHo3, BbI3BaHHbIM CHOM U MEPUOANYECKUM
AbixaHmeMm. [IbixaHne YenHa-Ctokca — 3TO OTAENbHbIA TUMN 3TOM POPMbI
LIAC. MpuunHamn aBnsoTCa cepaevHas He4oCTaTOMHOCTb, 6onbLuas
BbiCOTa, 60nb, TPEBOXHOCTL. ([bixaHne YenHa-CTokca Takke
HabnogaeTcs Npu yrHeTeHUN AblXaHusl, BbI3BAHHOM NPUMEHEHNEM
onuartos).

2.2.2 KpuTtepumn BKNOYEHUA/NCKITIOYEHUA

e BknoyvatoTcs:

CooTBeTCcTBYOWME TEPMUHbI 5151 0003HaYeHUs UCCnefoBaHUN, coaepxallme
CINOBO «aHOMarnbHbINY, HAaNpPUMep, TEPMUHbI, KOTOpble HaxoaaTcs noa HLT
AHarnu3sbl 2a308 Kposu, a makxxe Kucsiom u 0OCHogaHul, BKMOYaOTCS B
LLUMPOKNIA NOUCK

Lnpokne «obobLuatome» TepMuHbl, Takme kak PT [bixamernbHas
HedocmamoY4YHOCMb, BKINOYAOTCS B Y3KUA MOUCK

[pyrne noteHumnanbHble obobLatolmne TepMnHbl, Hanpumep, PT
PecriupamopHsbil ayudo3s, BKOYaKTCSA B LUMPOKMIA NOUCK

TepMI/IHbI, obo3Havawuwme yrHeTeHne AblXaHn4g y HOBOPOXOEHHbIX

e lckniovatoTcs:

PT, conepxalme dpasy «B HOpmMe»
TepmuHbl 6€3 kKBanudukatopa

PT, KOTOpPbIE YKa3blBakOT Ha 3TUOJIOTNKO, KOTOpad noTeHuunaribHO He Bbi3BaHa
JIeKapCTBEHHbLIM MnpenapaTtom

Hecneumndunyeckme cumMnTombl, CBS3aHHbIE C pecnnpaTopHbIM
aumMao3oM/HegoCTaTOYHOCTBIO, HanpumMep, nepudepunyeckas apTepuanbHas
BasoaunaTtaums 1 LeHTpanbHas Ba3OKOHCTPUKLMS, a TaKKe OTEK Nerkoro

M3BecTHble NPUYNHbI YTHETEHUA ObIXaHNA BCIeOCTBME BbICOKOIo ypOBHA
«Lymar

MPUMEYAHUE. TepmuHbl B Ocmpoe yeHemeHue ObixaHusi [ocmpas ObixamersibHasi
Hedocmamo4yHocmb] ueHmparnbHo20 2eHe3a (SMQ) 6binu obHoBreHb! B Bepcun 18.0
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Ha OCHOBE HOBbIX pe3ynbTaToOB TECTUPOBaHUSA. lNepBoHavanbHOe TeCTMpOBaHNE
Ocmpoe yeHemeHue ObixaHusi [ocmpasi ObixamesibHasi Hedocmamo4yHoCmb]
ueHmparsibHo20 2eHesa (SMQ) BbinonHanock ¢ nomowbio MedDRA Bepcun 10.1. Bo
BpeMsi nocneayroLwen nHumaTuBbl NO pacumpeHmnto obnactn npumeHeHns atoro SMQ,
4YTOObI BKNIOYNTL TEPMUHbI KaK ANs1 XPOHUYECKUX, TaK N HELLEHTParnbHbIX NPUYnH, 6bino
npoBefeHO NOBTOPHOE TECTUPOBaHUe C ucnonb3oBaHnem PT n3 cywecTtsytowiero
Ocmpoe yeHemeHue ObixaHusi [ocmpasi ObixamesibHasi Hedocmamo4yHocmb]
ueHmparnbHoz20 2eHe3a (SMQ) v Habopa HoBbIX Npeanoxernnn PT ana 6onee
LMpoKoro 3anpoca [bixameribHass HedocmamoyHocmb (SMQ), KOTOpbI HAXOAUICA Ha
cTtagun paspaboTku. NMocne nayyeHnsa pesynbTaTtoB aHanu3a ata nHuumaTuea He bbina
peanu3oBaHa, NOCKOSbKY BbINo YCTaHOBMEHO, YTO cneundmnyHocTb SMQ ymeHbLuMnach
Obl, @ Ype3MepHbIN «LWyM» 3aTpyaHWU Obl NOUCK Cryvaes, cneumpPuyHbIX 4ns
npenapaToB LEHTpanbHOro 4eNCTBMSA, NOTEHUMANBbHO CBA3AHHbIX C OCTPbIM
yrHeTeHneM [blxaHus [OCTPON AbiXxaTeNbHON HEAOCTAaTOYHOCTLIO] LLEHTPanbHOro
reHesa. CnepoBatenbHo, [bixamenbHas HedocmamoyHocmb (SMQ) 6bin paspaboTaH
B KayecTBe JO0MNONHUTENbHOro camoctoaTensHoro SMQ. B pesynbtarte aToro
TecTupoBaHus B Bbinyck MedDRA Bepcun 18.0 Obino BkNOYEHO 28 N3MEHEHNI
TepMuHoB B Ocmpoe yeHemeHue ObixaHusi [ocmpas ObixamersibHasi
Hedocmamoy4YHoCcMb] ueHmparnbHo20 eeHe3a (SMQ). MNogpobHasa nHpopmauus
npvBeaeHa B UCXOOHOW AoKyMeHTaumm no Ocmpoe yeHemeHue ObixaHusi [ocmpasi
ObixamerbHasi He0ocmamo4yHOCMb] UueHmparsbHo20 2eHe3a (SMQ), kK koTopon bbinu
pobaBneHbl nocnegHne pesynbTaTbl NOBTOPHbLIX TECTUPOBAHWUNA.

2.2.3 Tpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

Ocmpoe yeHemeHue ObixaHusi [ocmpas ObixamesibHast Hedocmamo4YyHoCcmb]
ueHmparsbHo20 2eHe3a (SMQ) coaepXXnT TEPMMHBI Y3KOTO U LLUIMPOKOTO NOUCKOB.
MoapobHble npumedaHnsa NnpueeneHsl B pasgene 1.5.2.1.

2.2.4 TlepevyeHb UCNONMb30BaHHOM Hay4YyHOW nuTepatypbl ana Ocmpoe
ye2HemeHue ObixaHusi [ocmpas ObixamenbHasi Hedocmamo4YyHocmb]
yeHmpasibHo20 2eHe3a (SMQ)

e The Merck Manual accessed online on 12 January 2006.
http://mwww.merck.com/mmpe/sec06/ch065/ch065c.html?gt=acute%20respiratory
&alt=sh

e Harrison’s Principles of Internal Medicine, accessed online on 12 January 2006.
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2.3  OcTpbi naHkpeaTut (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.3.1 OnpepeneHue

e JlekapCTBEHHbIV NAHKPEATUT, KaK NpaBuro, ABNAeTCs ocTpbiM 3abonesaHnem. B
cnyyae KIMHUYeCKnX No4O3PEHNIN, OH BCerga AOMKeH noaTeepxaaTbes
BMOXMMUYECKMMN NCCneaoBaHUSAMM.

e OnpepgeneHve OCTPOro NaHkpeaTuTa:

BocnanutenbHoe 3aboneBaHne NoaxenyaouHoN xenesbl,
XapakTepuaytoLieecs 60nsaMn B BEPXHEN YacTu KUBOTA U PBOTOM; B TSXKENbIX
cryyasix — HanpsiKEHHOCTb MbILLULL XMBOTA, PUrMOHOCTb, 6ONEe3HEHHOCTb Npu
ocrnabneHun aaeneHns N yMeHbLUEHWE UM UCHE3HOBEHME KULLIEYHbIX
LLYMOB.

MoyTn BCerga conpoBoXaaeTcs NoBbILLIEHNEM YPOBHS (DEPMEHTOB
noaxenyaovHom xernesbl (aMunasbl U nvnasbl) B KPOBU 1 MOYeE.

Apyrue npusHaku/pesynbTaTbl aHaNM30B — XenTyxa, NOBbILEHHbIN YPOBEHb
LwenoyHon gocgaTtasbl n (Mnu) GunmpydbmHa, KueyHas HenpPoOXoaUMOCTb,
acuuT, runeprivkemMmsl, rmnokanbLmMeMmst U NeNKoLMTOo3.

Cumntom KynneHa MoXeT 6biTb NpY TSHXKENOM HEKPOTU3NPYHOLLLEM
naHkpeaTtuTe.

e TaxXenbir aNM304 MOXET BbI3BaTb LLOK C MOYEYHON N NIEFOYHON
HEe4O0CTaTOYHOCTbIO, YTO MOXET NPUBECTU K CMEPTW.

2.3.2 KpuTtepum BKNoYeHUA/MCKNIOYEHUA

e Bknioyvatotcs:

PT co cnoBom «naHkpeaTuT» (KpoMe TeX, KOTOpble yKa3bIBalOT Ha
XPOHUYECKNE COCTOAHMS)

PT, ykasbiBatloLme Ha naHKpeaTUYecKyo OUCHYHKLMIO (Hanpumep,
naHKpeaTo-peHarnbHbI CUHAPOM)

PT, ykasbiBaloLlme Ha KIMHUYECKME NPU3HaKM OCTPOro naHkpeaTuTa

TepMuHbl 4na 0603Ha4YeHMA faHHbIX NabopaTopHbIX aHanNM30B
(aHOManbHbIe/MOBbLILWEHHbIE 3HAYEHNS), @ TaKKe NPU3HAKOB 1 CUMMTOMOB,
XapaKTepHbIX ANs1 NaHKpeaTuTa No onpeaeneHnto

TepMUHbI Anst 0603Ha4YeHUsT 0ObIYHBLIX OCIOXKHEHUIA OCTPOro NaHKpeaTuTa,
HanpuMep, KACTbI U NCEBOOKNUCTbI

e VcknwvarTcq:

- TepMuHbI Anst 0603HaYeHMS XPOHMYECKOro NaHKpeaTuTa
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- TepMmuHbl, NpeacTaBnsowmne dopMbl NaHKpeaTuTa, He cunTaroLnecs
CBSI3aHHbIMW C MPUMEHEHNEM NEKapCTBEHHbIX NpenapaToB, Hanpuvep,
CBSI3aHHbIE C MHAEKLMAMM

2.3.3 Anroputm

[na npyumeHeHns anropytma B OTHoweHun atoro SMQ coobuieHne cuntaeTcs
COOTBETCTBYHOLLMM CrydaeM ANns AarbHENLWero pacCMOTPEHUS, €CINN:

e OHO BKIMOYaeT TEPMUH 13 KaTeropun A
NN

e OHO BKIKOYAET NO MEHbLUEN Mepe OAUH TEPMUH U3 kaTeropum B (cnmcok
nabopaTopHbIX 3HAYEHWI) U NO MEHbLLEN Mepe OAMH TEPMUH U3 kaTeropun C
(cnncok nprM3HakoB U CUMMNTOMOB).

2.3.4 TpuMme4yaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

Hapsay ¢ y3kum un wnpoknm novckamm Ocmpeit naHkpeamum (SMQ) npeacrtaenset
cobon anroputMmmndecknn SMQ. Anropntm npeacrasndeT cobon KoMOGuHaunio
TEPMUHOB LLMPOKOroO NomMcKa Cpeamn pasnuyHbIX KaTeropui Anst ganbHenwero
COBEPLUEHCTBOBaHUA naeHTUmKaumm npeacTaBnaowmnx MHTepec cnyyYaes. Anroputm
MOXeT ObITb peann3oBaH Nocrne N3BMEeYEHUS CrydaeB, Kak OTMEYEHO HMKE:

e CHavana u3BreknTe COOTBETCTBYOLWME Crnyyau, npumeHns SMQ B kayecTBe
Y3KOro 1 LUMPOKOro nonckos (cM. pasgen 1.5.2.1).

e [locne n3BneyeHus nporpaMMmHoe obecrneyeHne NPUMEHsIeT anropuTMUYECKYHO
KOMBVHaLMIO ANS CKPMHUPOBAaHUA U3BMNEYeHHbIX cnyyaes. [Ana HebornbLlumx
HabopOoB AaHHbIX U3BMEYEHHbIX CryYaeB anropuTM MOXeT NPUMEHSATLCS Mpu
aHanuse crny4aes BpPYyYHyt0. ANropuTMm B OTHoWeHUn Ocmpsbil naHKpeamum
(SMQ) — A vnu (B n C). BbiBog OaHHbIX COCTaBASAOT cryyau,
OT(PMNbTPOBaHHBLIE MO anropuTMy.

2.3.5 [TlepeyeHb uncCnonb3oBaHHOW Hay4yHoOM nuTepatypbl ana Ocmpsbilu
naHkpeamum (SMQ)

e Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of
Terms and Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al
(Eds). Council for International Organizations of Medical Sciences: Geneva,
1999, pp 53-54.

e Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, NY. 1999. pp 701-715.

e Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic
pancreatitis. Harrison’s Principles of Internal Medicine (14th Ed). Fauci AS,
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Braunwald E, Isselbacher KJ et al (Eds). McGraw-Hill: New York, NY. 1998. pp
1741-1752.
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2.4  OcTpas noye4yHas HegocTaTto4yHocTb (SMQ)
(pabo4as Bepcus, anpenb 2005 roga)

2.4.1 OnpegeneHue
OcTtpas noyevHas HegoctaToyHoCTb (OlNMH) — 3TO CMHAPOM, XapaKTepU3yoLLMNCS:

e OTHOCUTENBLHO 6bICprIM CHWXXEeHnem (*)yHKLl,I/II/I noyek, 41o NpmnBOOUT K
HaKonmneHnio BoAbl, KpUcTaniongoB  a30TUCTbIX MeTabonuToB B OopraHmsme.

e [pyrMn KNMHUYECKUMM NPU3HAKaMN ABNSAKOTCS: YBENNYEHNE YPOBHS
KpeaTUHUHa B CbIBOPOTKE M a3oTa (a3oTemus) B Mode bornee, yem Ha 0,5 1 10 mr
Ha AeunnnTp, COOTBETCTBEHHO; ONIUIYPUST; U U3MEHEHUS CKOPOCTM 0Opa3oBaHus
MOUYN.

OrlMH moxeT paebroTmpoBaTh de NoVo y nuy, Y KOTOpbIX ncxogHast yHKUMSA novek boina
B Npegenax HopMbl. Kpome Toro, OMNH MoxeT NnposiBNATLCA ObICTPbIM YXYALLEHNEM
YK€ NMEIOLLENCA XPOHUYECKOW NOYEYHON HEAOCTAaTOUYHOCTH.

2.4.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

- Y3kast obnactb NPMMEHEHUSN: BKNIOYAOTCS ANArHO3bl U CUMNTOMbI, KOTOPbIE
ABMISAOTCA YHUKaNbHbIMWU UITM HEMOCPELCTBEHHO NPUBOAAT K OCTPOM
NnoYe4yHoOM HeJOCTaTOYHOCTMW.

- UJMpOKaFI obnacTtb NPUMEHEHUA: oK TEPMUHbI MOTYT BbIABUTb
(I'IOTeHLl,I/IaJ'IbHO peJ'IeBaHTHbIe) NOJIOXUTESIbHbIE Clly4au.

- PesynbTaTtbl aHanuMsa, KOTOpble TECHO CBsi3aHbl C OCTPON MOYEYHOM
He4oCTaTO4YHOCTbLI, HanprMep, NOBLILEHNE YPOBHS MOYEBUHBI B KPOBMW.

— OcHoBHble naTtonornyeckue nameHeHnsa ONNH, Takne kak ocTpbli TyOYyNApHbIv
HEeKpo3

- W3BecTHble aTuonorum OlH, obycrnoBneHHble OEWCTBUEM NEKAPCTBEHHbIX
npenapaToB, TakMe Kak MHTepcTMumnanbHbIn HedppuT

- HekoTophble yacTo coobLiaembie peakumnm, BbISBIIEHHbIE NPU OCTPON
NoYe4YHOM HeaOCTaTOYHOCTH, KOTopasa obycrnoBneHa AeNCTBUEM
neKapCTBEHHbIX NpenapaToB, HaNpMMep TePMUHbI Ansi 0603HaYeHMs OCTPOro
TyGynapHOro HeKpo3a, NpepeHanbHOM He4OCTaTOMHOCTUN, COCYAMUCTOM
HedponaTum 1 TyBynapHOn oBCTPYKLMN.

- PT gns o6o3HaveHns nodeyHoro guanusa n3 SOC «lpouenypsl
onepaTUBHOIO N KOHCEPBATUBHOIO SleYeHNA», HanpumMep, auanms,
remogmanus n nepuToHeanbHbI guanus

e VcknwvatTcs:
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- HopmanbHble n HeyTOYHEHHbIE pe3ynbTaThl MCCIIE4OBaHUN, 3a UCKINIOYEHNEM
PT @pakyuoHHas akckpeyus Hampus (CM. NpUMeYaHne HXe)

- PT ans o6o3Ha4yeHnss XpOHMYECKOM MOYEYHON HEAOCTAaTOYHOCTH

— JnekTponuTHble ancbanaHchl (T.e. TepMUHbI Anst 0603HaYeHUs
rmnepkanMeMmnn, rMnoHaTpPUeMmm 1 NOBbILLEHNSA YPOBHSI Kanus B KPOBW):
OLIEHKM Cry4yaeB npu TecTupoBaHum ¢asbl | nokasanu, 4to aTu
ANEeKTPoNUTHbIE AncbanaHckl He BbInn 4oCcTaTovHO cneundunyHbl ans OlMH,
4YTOObI MOAEHTUMUMPOBaTL peNpe3eHTaTUBHbIE CryYaun.

- TepMuHbl, 06o3HavawLwme npepeHanbHy 3TUOMOMMI0 UM TEPMUHBI,
yKasblBaloLLMe Ha NOYEYHY0 HEeAOCTaTOYHOCTb, KOTopas He obycnosneHa
AEeNCTBMEM JTeKapCTBEHHbIX NpenapaToB, Hanpumep, oCTpbIn
rnomepynoHedput

- 37101 SMQ opureHTNpoBaH Ha ocTpyto dasy, T. €. BHe3anHoe, obpatnmoe
HapyLwleHne OyHKUMM nodek. TepMuHbl Ans 0603Ha4YeHNa 4ANTENbHbIX
peakunin UCKIToYEHbI, Hanpumep okanbHbIA rTOMEpPYIIOCKIepos, KOTOPbLIN
BO3HMKaeT, Koraa pybuoBas TkaHb 06pasyeTcs B HEKOTOPbIX KnybBoukax
MOYKK; NPONNMepaTMBHbLIN rMoMepyroHedpPUT 1 BbICTPO NPOrPECCUPYIOLLINIA
rMoMepynoHedpUT, KOTOPbIE BKNKOYAOT COCTOSAHUS, NPU KOTOPbIX
nporpeccupytowian notepst PyHKLMM NOYEK NPONUCXOANT B TEYEHNE
HECKOMbKUX HeAenb NN MeCSLEB.

NMPUMEYAHUE. B Bepcumn 18.0 PT @pakuyuoHHas skckpeyusi Hampusi bbin gobasneH B
KayecTBe TepMUHa LUMPOKON obnacTtn npumeHeHnst K Ocmpas noyeyHasi
Hedocmamo4Hocmb (SMQ), Kak UckrntodeHne ns kputepusa nckniodeHnss « ObblyHble 1
HeyTOYHEHHble uccnegyemble TepMuHbl». OueHka MHOEeKCa SKCKpeLmn HaTpusa nonesHa
npv OLLEeHKE OCTPOM NOYEYHON HEQOCTATOYHOCTU ANS ONpeaesieHns Toro, SABnseTcs nu
noyeyHas He4OCTaTOYHOCTb CreACTBUEM NPEpPEHaribHON, NOCTPEeHanbHOM Nnn
BPOXXAEHHOW NaTonorum noyek. Takmm obpasom, PT @pakyuoHHass IKCKpeyus Hampusi
UMeeT NoTEHUManbHO BaXXHOE 3HaYeHne s BKNYeHnst B 3ToT SMQ ¢ uenbto
BbISIBIIEHUA CrlydaeB OCTPOM NOYEYHON HeJOCTaTOYHOCTMW.

2.4.3 TpuMme4yaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNibTaToOB 3anpocoB

Ocmpas noye4yHass HeAdocmamo4yHocmb (SMQ) COAepXUT TEPMUHBI Y3KOTO U LLMPOKOrO
nouckoB. lNogpobHble NpumMeyaHus npueeaeHsbl B pasgene 1.5.2.1.

2.4.4 TlepevyeHb MCNONIb3OBAHHOW Hay4YHOW nNuTepaTtypbl ana Ocmpasi no4ye4yHasi
Hedocmamo4Hocmb (SMQ)

e The Merck Manual, 17th Edition.
e Cecil Textbook of Medicine, 19th Edition.
e Harrison’s Principles of Internal Medicine, 13" Edition.
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2.5 ArpanynouuTto3 (SMQ)

(nepecmoTpeH B ceHTAbpe 2019 r.; nepBoHavanbHasa pabovasa Bepcusi, HOSOpb
2005 roga)

2.5.1 OnpepeneHue

e ArpaHynounTo3 MOXeT BO3HUKaTb B BUAE peakLun Ha LLUMPOKUIA CEKTP
TOKCMYHbIX BELLECTB (BKIHOYas fekapCTBEHHbIE CPEACTBa).

e OnacHbIN NS XN3HW BCreaCcTBUE MOBbILLEHHON BOCMPUNMYMBOCTU K MHApEKLMN

e O6wasn exerogHasa 3abonesaemoctb — MeHee 1:100 000 cpean HaceneHus B
Lernom

o Tsaxenas HelTponeHus (< 0,5 x 109N UMPKYNUPYIOLLMX rPaHynounToB) Ha hoHe
BHE3arnHoro NosIBAEeHMs NPM3HAKOB 1 CUMNTOMOB HakTepunanbHON NHGEKLMH,
TaKkuX Kak:

- JInXopapgka, HegomMoraHmne n npoctpauus;

- opod)aplereaanble NN aHOPeKTallbHbI€ NMOopaXXeHus.

2.5.2 Kputepumn BKNOYEHUA/NCKIIOYEHUNA
e BkntovatoTtcs:
- Bce tepmuHbl MedDRA co cnoBom «arpaHysnioumTos»

— TepMuHbl, 0603HavaKrLWme Cepbe3HbIE HAPYLLEHWUS, BIIMSIOLLME HA
nenkounTsl

- «KomMbBuHauNoHHbIe» TepMUHbI AN 0603HaYeHNsa HapyLLIEHUI CO CTOPOHDI
NENKOUUTOB U MHAEKLMIA/NNXOpaaKm

-~ TepMuHbl, 0603HaYaKOLNE CHKEHME YnUCTa HENTPOUNOB/rpaHynounToB
6e3 cneymdmryeckoro ynoMmHaHNsa CTENEHN TSXKECTU TaKoro CHMKEHUS,
BKIMIOYEHbI B Ka4eCTBE TEPMUHOB LUMPOKOM 0BnacTn NpuMeHeHns

- TepMI/IHbI, obo3HavaroLwme obblyHbIE nopa>xxeHumA CINM3NCTON 0DONOYKN U
MWUHOaNnnH

e VcknwvatroTcs:

e Hecneunduryeckne TepmunHbl, 0603HavaoLWme obLme NpU3HakM U CUMMNTOMbI

arpaHynouuTosa (Hanpumep, apTpanrus, nMxopagka, o3Hob, yBennyeHve
LUEeNHbIX NMMdaTUYECKMX Y30B, HEAOMOraHve 1 NPoCTpauus)

NMPUMEYAHUE. Ecnn aTto BO3MOXHO, cneayeT coobuaTtb 06 00LmMx aHanmsax KpoBm

1 NOBTOPHbIX aHanM3ax ypoBHS NENKOLMTOB B KPOBU, UCKATb UX B JOMONHUTENbHbIX
coo0bLLEeHMAX U KoanpoBaTb. YTo kacaeTcs 3anpocoB k 6a3e AaHHbIX C TEPMUHAMM
LLIMPOKOTO MoucKa, TO 3aKoANUPOBaHHbIE AaHHbIE O FeMaToNOorM4YeckUX 3Ha4YEeHNsIX B

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

AONONHUTENbHbLIX COOBLLIEHNSIX NOMOralT fierye HaxoAuTb COOTBETCTBYHOLLME CIlyYau.
B cnyyae, ecnn nabopaTopHble 3Ha4YeHUs1 He kKoaupyloTcs B 6ase AaHHbIX, Toraa

Heo6Xxoa4nMOo NPOBECTU MHAMBUAYANbHbLIA aHanu3, YToObl onpeaennTb PereBaHTHOCTb
ANs arpaHynouunTosa.

NMPUMEYAHMUE. [Insa BbINONHEHMS KOMIMMEKCHOrO Noucka sBfIeHNN arpaHynoumTosa
MOXeT noTpeboBaTbcs 06beanHUTL AgpaHynoyumos (SMQ), Cencuc (SMQ) n
CocmosiHue moKcuko-cernmu4eckozo woka (SMQ).

2.5.3 Tpume4yaHusi NO BHeAPEHUIO U (UNN) OXKNAAHUIO pe3yNibTaToOB 3arnpocoB

AepaHynoyumos (SMQ) nmeeT 0COBGEHHOCTU M Y3KOrO, U LUMPOKOrO NMOUCKOB.
MoapobHble npumedaHnsa NnpuBeaeHsl B pasgene 1.5.2.1.

2.5.4 TlepevyeHb MCNONbL30BaHHOW Hay4YHOMW nuTepatypbl AnA AzpaHysioyumo3s

(SMQ)

e Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use,
CIOMS, Geneva, 1999.

e Harrison’s Principles of Internal Medicine, 15th edition, Eugene Braunwald [et
al.], McGraw-Hill, 2001.
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2.6.1

2.6.2

2.6  AnHadmnakTnyeckas peakuumsa (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

OnpepeneHue

OcTpasi cucTeMHas peakumsi, XapaKTepuayoLLytocs 3y4oM, reHepanm3oBaHHbIM
MoKpacHeHNeM, KpanuBHULIEN, pecnupaTopHbIM AUCTPECCOM U COCYAUCTbIM
KOSriarncom.

BosHukaeT y paHee ceHCUBMNmM3npoBaHHOIo YerioBeka Nnpu NOBTOPHOM
BO34ENCTBUN CEHCUBUMNN3NPYIOLLIErO aHTUIEeHa.

,El,pyrme NPU3HAKMN N CUMIMTOMBbI. BO36y)K,£I,eHHOCTb, cepp,u,e6|/|eHme, napecrteaund,
Xpunbil, aHFMOHeBpOTMHeCKMVI OTeK, Kallellb, YnxaHme n 3aTtpyagHeHHoOe AblXaHne
Bcneacrtene cna3mMa roptaHun nnun 6p0oncnasma.

- MeHee vacTble KIMHU4Yeckue nposABneHnd: cyaoporu, ppoTta, Crna3mMmbl B
XNUBOTE N HEeJepXaHUe.

Kputepum BKnovYeHUA/MCKNIOYEHUA
BknrovatoTcq:

- JTlioGble TepMuHbI Ha ypoBHe PT, o603HavatoLme SBNeHUs!, KoTopble MoryT
oTMeYaTbCs BO BpeMsi aHadunakcum

- B dopmate anekTpoHHbIX Tabnuu, CNMcok TecTupytowen dapmaueBTU4eCKom
KOMMaHUM 1 CNINCOK TECTUPYIOLLETO PEryNIATOPHOro opraHa obinu
npegcrasneHsl BMecte co cnnckom SSC B MedDRA gnga aHadunakcum, a
3aTeM 3Ta Tabnuua u3 Tpex ctonbuoB cucTeMaTMyeckn npocmaTpusanach
cBepxy BHM3. [pynna gocturna eanHogyLLHOro corracus 3a/npoTus
BKIMIOYEHUS KaXOoro TepMmnHa

UcknodarTea:

~ TepMmuHbl Ana 0603Ha4YEeHMA NPU3HAKOB U CUMMITOMOB, KOTOpbIE HE NonaaatoT
B TpY onpefeneHHble Kateropum (BepxHue AbixaTenbHble nyTH,
aHMMOHEBPOTMYECKUN OTeK/ KpanueHuUa/ 3ya/ Npunue u cepaeyHo-
cocyauctble 3aboneBaHus/ rmnoTeH3Ms) UCKIOYAOTCS B LUMPOKOM MOMCKE.

NMPUMEYAHUME. Ectb gBa SMQ, cBs3aHHbIX C aHadunakcuen: AHagunakmudyeckas
peakuus (SMQ) n CocmosiHue aHaghunakmu4eckoeao usu aHagunakmouOHO20 woka
(SMQ). 311 gBa SMQ MMeIT pasHy OpUeHTMPOBaHHOCTL. CocmosiHue
aHaguakmu4eckoz20 unu aHaghunakmoudHoeo woka (SMQ) cneundunyeH ansa 6onee
TSHKENbIX aHaUNaKTUYECKUX NPOSIBIIEHUN, T.€. TEX, KOTOPbIE BbI3bIBAOT LLOK, a He
MEHee TSXKenbIX, TaKNX Kak CbinNb. AHagunakmuyeckas peakyus (SMQ) pacwmpsieT
MouCK 3a npegernbl LWOKOBbIX COCTOAHWI, BKNOYAst TEPMUHbI AN KITMHUYECKNX
NMPU3HAKOB 1 CUMMNTOMOB B anropUTMUYECKOM Noaxoae.
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2.6.3 Anroputm

SMQ AHagpunakmu4eckasi peakyusi COCTOUT U3 TPEX YacTen:

e Y3KuM NOMUCK, cogepxalwumun PT, KoTopbie NnpeacTaBnsaoT cOO0M OCHOBHbIE
TEPMUHbI ANa 0003Ha4YeHUs1 aHadMnakTUYeCKon peakumnm

e LLUnpokun Nnouck, KOTOPLIN COAEPXKUT AONOSNHUTENBHbIE TEPMUHBI,
AoGaBnsiemMble K TeM, KOTOpble BKMOYEHbI B Y3KNIA MOUCK. ATUMMU
AONONHUTENBHBIMU TEPMUHAMU SABMAOTCS NPU3HAKN Y CUMNTOMbI, BO3MOXXHO,
yKasblBaloLLMe Ha aHaUNaKTUYECKYO peakLmIo;

o AnrOpMTMVI'-IeCKMﬁ noaxoAa, KOTOprIZ coyeTaeT B cebe paa cCMMnNToMoB

aHadMNaKTUYECKON peakuumn aAns nosblleHns cneundunyHoctTn. Cnyyan gormkeH

BKIno4YaTb OAMH U3 cnenyrwmx BapnaHToB:

—  Y3KuiA TEPMUH UM TEPMUH U3 KaTeropum A;

— TepmuH n3 kateropmm B — (BepxHune gbixatenbHbole nyTn) I TepmMuH 13
kateropun C — (aHrMOHEBPOTUYECKUIN OTEK/ KpanusHuua/ 3ya/ npunme
KpoBW);

- TepmuH n3 kateropum D — (cepaeyvHo-cocyaucTtble
3aboneBaHusa/rmnoteH3uns) N [TepmuH 13 kateropmm B — (BepxHue
abixatenbHble nyTn) I TepmuH n3 kateropmum C — (@HrMOHEBPOTUYECKUIA
oTek/ KpanusHuua/ 3ya/ npunmne Kposu)]

2.6.4 Tlpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Hapsay ¢ y3kum u Wnpoknm novckamu AHagbunakmudeckas peakyusi (SMQ)
npeacrtasnset cobon anroputmmyeckun SMQ. Anroputm npeacTtaBnaeT cobon
KOMOUHaUNIO TEPMUHOB LLUMPOKOTO MOMCKa Cpean pasnuyHbIX KaTeropun ons
AarnbHEWLEero COBEPLLIEHCTBOBAHUA MAEHTUMMKauum npeacTaBnsaloLWLmx MHTepec
cny4aeB. AnropuTM MOXeT ObITb peanu3oBaH Nocre U3BnevYeHns criydaeB, Kak
OTMEYEHO HUXE:

e CHavana u3BreknTe COOTBETCTBYOLME Cnyyau, npumeHns SMQ B kayecTBe
y3koro/wmpokoro SMQ (cm. pasgen 1.5.2.1).

e [locne n3BneyeHnsi nporpaMMmHoe obecneyeHne NPUMEHSIET anropuTMUYECKYHO
KOMOBUHaUWIO ANs1 CKPMHMPOBAHUS U3BIEYEHHbIX criydaeB. [1na HebonbLumx
HabopOB AaHHbIX U3BMEYEHHbIX CIyYaEeB anropnuTM MOXeET MPUMEHSATLCS MpK
aHanuae criydaeB BPy4YHyt0. ANropuTM B OTHOLIEHUU AHagbunakmuyeckasi
peakuus (SMQ) — A vinun (B n C) nnu (D n (B unun C)). BbiBOA AaHHbIX
COCTaBMASAOT Cnyyan, oTOUIbTPOBAHHbLIE NO anNropuTmy.
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2.6.5 [MepeyeHb ncnonb3oBaHHOMU Hay4YHOW nutepartypbl ans
AHadhunakmuyeckas peakyusi (SMQ)

e The Merck Manual. 15" edition. Merck, Sharp & Dohme Research Laboratories.
(1987): 306-7.
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2.7.1

2.7.2

2.7  AHruoHeBpoTuyeckum otek (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

OnpepeneHue
Kpanuenuua (onpeaenenune CIOMS):

- MHoXecTBO BO3MOXHbIX NPU4nNH (Hanpmmep, YKYCbl HACEKOMbIX, NMPOAYKThblI
NMNTaHNA N J1IeKapCTBEHHbIE npenapaTbl)

- XapakTepuayeTcsi MHOXECTBEHHbIMW MPEXOASLLMMU BONALIPSIMU, 0BbIYHO C
3y[0M; OTAEeNbHblE NOPaXXeHWUs1 MOTFYT NOSIBNSTLCS U UcYe3aTb, HO UMELOT
KOPOTKYH MPOAOIHKUTENBHOCTb

AHIMOHEBPOTUYECKMI OTEK (TaKKe HasbiBaeMbll OTEKOM KBUHKE):

-~ [lopo6Ho kpanuBHULE, HO C y4acTnem 6onee rnyBboKMX KOXKHbIX,
NOACHAN3UCTBIX U NOOKOXHbIX TKaHeMN

- VIHorga cBsizaH ¢ TaKenblm pecnnpaTtopHbiM ANCTPECCOM BCIeOCTBME OTEKa
BEPXHUX ObIXaTeJ1IbHbIX nyTe17|

— OrTek BO3HUKaET n3-3a pacwmnpeHna n noBbllLeHnsA rnNpoHNMUaemMoCcTu
Kanunnnapos

KpaI'II/IBHl/ILl,a n aHFI/IOHeBDOTVI‘-IeCKI/IIZ OTEK MOIyT BO3HUKATb OTAENIbHO UITN
BMeECTE B BUAE KOXHbIX I'IpOFIBJ'IGHVII?I MECTHOro oTeka 6€3 BO3HMKHOBEHUSA MKW
npun HagaBrinBaHUN.

- |-|O,EI,O6HbII7I npouecc MoXeT BO3HUKaTb Ha NOBEPXHOCTAX CNU3ncTomn
obornoyku BEPXHUX ObIXaTeJ1IbHbIX nyTe|7| nnn >XenyagovHo-KMLWLEYHOro Tpakta

- AHFI/IOHeBpOTI/I‘-IeCKI/IIZ OTeK BEPXHUX ObIXaTeJ1bHbIX I'IyTEI7I MOXeT bbITb
onacHbIM A4 XKXWU3HW BCneactene OﬁCprKLI,VIVI ropTaHum

KpanueHuua v (Mnn) aHrmoHEBPOTUYECKNIA OTEK KNnacCUULMpYHTCs Kak:

- IgE-3aBuCKMBIN, Hanpumep, YyBCTBUTENbHOCTb K Cneuudrnyeckomy aHTUreHy:
NbinbLe, NMLLEBOMY NPOAYKTY, eKapCTBEHHbIM nNpenapaTtam v T.4., rpubam,
nreceHn, aay NepernoH4YaToKpbINbIX HACEKOMbIX 1 T. A.

- KomnnemeHT-onocpenoBaHHbIN (HAacCNeACTBEHHbIN TUn 1 1 2;
npuobpeTeHHbIn TUN 1 1 2, BaCKynUT HEKPOTUIUPYIOLLINIA, CbIBOPOTOYHASA
bonesHb n 1.4.)

- HeummyHonornyeckun (onnaTtbl, aHTUOMOTMKKN, pagUOKOHTPacTHas cpeaa,
acrnupuH, asokpacutTenu n T1.4.)

- Wanonatmnyeckun

Kputepun BKnoYeHUA/MCKNoYeHus

BkntovatoTcs:
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TepMuHbI, coaepkallme CcroBa «aHrmooTek» UMM «aHIMMOHEeBPOTUYECKMIA
oTEeK»

Bce PT cBasaHbl ¢ HLT AHauoomeku, Bkntoyasa HacneacTBeHHble (OOpMbl
AN ONUMOHaNbHOro UCMONb30BaHWS.

PT, ob6osHavatlowme aHanornyHble COCTOAHNA, OTEK UKW NPUNYXIOCTb,
3aTparvBaroLme nuuo, BepxHue abixaTernbHble NyTh 1 Apyrue Yactu Tena, B
TOM YmCre XeNyao4YHO-KULIEYHbIN TPaKT

Bce PT, cogoepxalume cnoBo «KpanueHULAy, KOTOpble cBs3aHbl ¢ HLT
KpanusHuya v KoTopble He YKa3blBaloT Ha CBSI3b C MECTOM NPUMEHEHUS UIK
NPUYNHY, HE CBA3AHHYHO C NPUMEHEHNEM NIEKAPCTBEHHbIX NpenapaToB

Nckniovarotes:

TepMuHbI, yKasblBaloLLMe Ha CBA3b C MHbEKUMEN/MHY3Men/HaHeceHEeM
NeKkapCTBEHHOro npenapaTta, HanpyMmep OTEYHOCTb B MeCTe UHAY3UK, OTEK B
MecTe MHQY3UM 1 T. 4.

KpanuBHuLUa, NUrMEHTHas, NOCKONbKY 3TO COCTOSIHNE — KOXHbI MAcTOLMUTO3

TowHoTa un pBOTa (Hecneu,l/lcbmqecme CAMMNTOMBbI, KOTOPbIE CO30al0T
CITMLUKOM MHOrIo «Lwyma», HeXxesrun cmrHana)

2.7.3 Tlpume4vyaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaTOB 3anpocoB

AHauoHespomuyeckuti omek (SMQ) cogepXuT TEPMUHBI Y3KOro U LUMPOKOTO NOUCKOB.
MoapobHble npumedaHnsa NnpuBeneHsl B pasgene 1.5.2.1.

2.7.4 TMepe4eHb MCNoJSIb30BaHHOWM Hay4YHOWM nutepartypbl ans
AHeuoHeepomu4eckuti omek (SMQ)

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,

definition of terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS) 1999 pp 12 -13.

Dorland’s lllustrated Medical Dictionary, 28th Edition 1994 p78.

Braunwald E, Fauci A and Kasper D. Harrison’s Principles of Internal Medicine,
15th Edition, 2001 p 341 and pp 1917-1918.

Beers M and Berkow R. The Merck Manual of diagnosis and therapy, 17th

edition, dated 1999 pp 1054-56.
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28.1

2.8.2

2.8  AHTMXONUHepruyeckum cuHgpom (SMQ)
(pabo4as Bepcus, ceHTs16pb 2006 roga)

OnpepeneHue

AHTUXONUHEPTrUYECKUIA CUHOPOM NpeacTaBnseT cobon COCTOAHNE CMyTaHHOCTU
CO3HaHNA C XapaKTepHbIMU MpU3HaKaMu, CBA3aHHbIMU C ANCHYHKLNEN
aBTOHOMHOW NapacMmnaTU4eckon (XONMHepPrnieckomn) HEPBHOM CUCTEMBI.

KpanHe BaXXHO Hannune MKCUPOBAHHbLIX N pacCLUMPEHHbIX 3PaYKOB.

AHTUXONMHEpPrmyeckne coeauHeHns (aHTaroHNCTblI MyCKapMHOBbLIX PEeLEenTOpPOB)
WHIMBUPYIOT OENCTBUE aLETUIXONMHA Ha peLenTopbl Ha HEMPOHAX, raHrusX,
aBTOHOMHbIX 3(pPEKTOPHbIX y4acTkaxX, UHHEPBUPYEMbIX NOCTraHMIMOHAPHBIMM
XONTMHEPIrNYECKMMM HEPBAMU, a TaKKe B MecTax, rae oTCcyTCTByeT
XONMHepruyeckas HHepBauus.

KnnHnyeckasa kapTuHa onucbiBaeTCsl Kak «BO30YXXAEHHbIN KaK KPOJSIMK, Crenon
KakK fieTyyasi Mblllb, CyXOW Kak OnaBLUMK NIUCT, KPACHbIN KaK pak N OKOHYaTeNbHO
CNATUBLLUUNNY .

CI/IMI'ITOMI:I, KJ'IaCCI/ICbI/ILI,VIpOBaHHbIe KaK CUCTEMHbIE N NPOABIIEHNA CO CTOPOHbI
LIHC.

- CucTtemMHble (Nnepudepnyeckne) CUMNTOMBbI: HeYeTKoe 3peHne, poTodobus,
Muapuas c yTpaTon peakumm 3padka Ha CBET, MCYE3HOBEHME peakunm
akkomMoZauuu, NoKpacHeBLLUAsi U Cyxas Koxa, CyxXOCTb BO PTy, Taxukapaus,
rmnepTeH3usa u nnxopagka. Yacto CHUxaeTca MOTOpPUKA XKenyaodHo-
KMLLIEYHOro TpakTa 1 MOYEBbLIBOAALLNX NMYTEN.

- LleHTpanbHbIi aHTUXONMHEPTMYECKNA CUHAPOM NpeacTaBnseT cobom ocTpyro
Ncuxo30nofo0HY KapTUHY, XapakTepPU3YIOLLYIOCA OeNTMPUEM,
BO3Oy>XgeHneM, Ae3opueHTaumen n 3puTenbHbIMIU rannoumHaumsamm. Takke
MOTyT BO3HWKaTb aTakCus, XopeoaTeTos, MMOKIOHYC 1 cygoporn 6es
nepudepnyeckmx CMMNTOMOB.

Kputepun BKnoYeHUA/MCKNoYeHus
BkntovatoTca:

- PT, cBa3aHHble C aHTUXoJInHeprm4ecknm CMHAPOMOM N €ero OCHOBHbLIMW
npoasrieHnAMN, Kak onncaHo Bbille

- 3101 SMQ OpUEeHTNPOBaH Ha OCTPbIN AHTUXOSTIMHEPTUYECKUA CUHOPOM
WcknrovaroTces:

- Hwkakue CI'IeLl,I/I(bI/I‘-IeCKI/Ie TePMUHbI HE UCKIHOYalOTCA
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2.8.3 Anroputm

KaTeropuu onpegenstorcs cneayolmmM obpasom:

Kateropus A (yskas obnactb npumeHeHus): Cnyyaun, kognpyemolie B PT
AHMuxonuHepau4yecKkuli CUHOPOM

KaTeropus B (lumpokas obnactb npumeHeHns): PT, cBsi3aHHbIE C HEPBHON
cuctemom

Kateropus C (wmpokasa obnactb npumeHeHust): PT, cBsi3aHHblE C NCUXUYECKUMM
3aboneBaHuAMM

Kateropus D (wmpokas obnactb npumeHeHus): Opyrue cootseTcTBytowme PT,
CBSAI3aHHbIE C aHTUXONMHEPINYECKUM CUHOPOMOM

ANroputTMUYECKNA NOAXO0S UNOXKEH HUXE: U3BNEKaeMble Criyyaun Ans AanbHenwero
paccMoTpeHnsa byayT BkNoYaTb B cebs nobble cnyyan, B KOTOpbIX coobuaeTcs PT,
yKa3aHHbIA ans kateropum A, unu nobon cnyyanm, B KOTOPOM cOObLLIaeTCsi O HEKOTOPOM
coyeTaHum No MeHbLlen mepe ogHoro PT 13 kaxgon ua Tpex rpynn PT, ykaszaHHbIX Kak
kateropuun B, C n D.

MprmeyaHue. HekoTopble UCTOYHMKM COOBLLEHUI BKITOYANM TONbKO TepMuHbl M3 SOC
lNcuxuyeckue paccmpolicmea; Apyrme UCTOUHNKM COODLLEHMI BKOYANN TOMbKO
TEPMUHBI, He oTHocAwmecsa K LUIHC. Ecnu cumMtaeTtcsa BaXKHbIM BbISIBIATL 9TU Criydaun, TO
ANS LWMPOKOro Nomcka cnefyeTt Ucnosfb3oBaTh HeanropuTMUYEeCKUn NoAX0A4; OAHAKO
3TOT NOAX04 MOXET BbIABNATL 60MbLLIOE KONIMYECTBO HECOOTBETCTBYHOLLMX ClyYaes.

2.8.4 Tpume4vaHusi NO BHeAPEHUIO U (UNTN) OXXMAAHUIO pe3yNbTaTOB 3anpocoB

Hapsay € y3kuM u LWMPOKUM nonckamn AHmMuxosnuHepaudeckul cuHopom (SMQ)
npeacrtasnsaet cobon anroputmmyecknn SMQ. Anroputm npeacrtaBndeT cobon
KOMOUHaLNIO TEPMUHOB LLUMPOKOrO MOMCKa Cpean pasnuyHbIX KaTeropun ans
AanbHelnLwero CoBepLUEHCTBOBAHNSA MAEHTUMKaUUN NpeacTaBnaoWwmnX nHTepec
cny4aeB. ANropuTM MOXeT ObITb peanv3oBaH Nocre U3BnevYeHns criydaen, Kak
OTMEYEHO HUXeE:

CHavana u3BnekuTe CoOoTBETCTBYHOLLME Cryyan, npuMmeHns SMQ B kayecTse
Y3KOro 1 LUMPOKOro Nonckos (cM. pasgen 1.5.2.1).

MNocne n3BneyeHns nporpaMMmHoe obecneyeHne NpUMEHSET anropuTMUYECKYHO
KOMBVHaLMIO ANS CKPMHUPOBAaHUA U3BMNEYeHHbIX cnyyaes. [na HebonbLlumx
HabopoB AaHHbIX U3BMEYEHHbIX CryYaeB anropuTM MOXeT NPUMEHSATLCS Mpu
aHanuse cryyaeB BPY4YHY. ANroputM B OTHOLWWEHUU AHMUXOIUHepaudeckul
cuHOpom (SMQ) — A vinn (B n C n D). BbiBog OaHHbIX COCTaBASAOT Cryyau,
OT(PMNbTPOBaHHbIE MO anropuTMy.
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2.8.5

MNepeyeHb ncnonb3oBaHHOMU Hay4YHOW nutepartypbl ans

AHmuxonuHepau4eckuli cuHOpom (SMQ)

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of 1. Terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS), 1999. Pages 24-25.

Heller Brown J, Taylor P. Muscarinic receptor agonists and antagonists. In:
Hardman JG, Limbird LE, Molinoff PB, Ruddon RW eds. Goodman and Gilman:
The Pharmacological Basis of Therapeutics. New York, NY: McGraw Hill;
1996:141-160.

Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of
Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.
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2.9 Aptput (SMQ)
(paboyas Bepcus, ceHTs16pb 2013 roga)

2.9.1 OnpegeneHue

e Apmpum (SMQ) npegHasHa4yeH Ans MaeHTUuKaunum noTeHumManbHbIX cryyaes
apTputa n o60CTpeHnsa apTpuTa, KoTopble MOryT 6bITb CBA3aHbl C MPMMEHEHNEM
neKapCTBEHHbIX NpenapaTos.

e ApTpuT — BOCNasieHMe 0gHOro UM HECKOSbKUX CYCTaBOB, Bbl3blBaloLLEE:
- [lokpacHeHue;
- [loBbiWweHne TemnepaTypbl KOXHU
- bonb
- [lpunyxnoctb
— CkoBaHHOCTb
— OrpaHnM4YeHHOCTb ABMXEHUN

e CyulecTByHOT MHOMOYMUCIIEHHbIE BUABI apTpuTa, B TOM YMCheE:
-~ OcteoapTpuT (oereHepatmHoe 3abonieBaHMe CyCTaBoOB)
- WHMEeKUNOHHbIN apTpuT
- peBMaToMAHOM apTpuTe.
-~ [lcopuatudeckun apTput
- PoacTtBeHHble ayTOMMMYHHble 3aboneBaHus

e bonb, Bbi3BaHHast BHyTPUCYCTaBHbIMW HapyLLUEHUSIMU, MOXXET BO3HUKATb
BCneacTBue:
- BocnanutenbHoro aptputa (Hanpumep, UHdekuumn, PA, oTnoxeHuns
KpucTansos)
- HeBocnanuTtenbHOro npouecca (Hanpumep, octeoapTpuTa)

e BocnanutenbHbl apTpUT MOXET NopaxaTb:
-~ Tonbko nepudepnyeckne cyctaBbl (Hanpumep, KUCTU, KONEHHbIE CyCTaBbl,
CTOnNbI); UK
- Kak nepudepuyeckme, Tak n ocesble CyCTaBbl (Hanpumep, KPeCcTLoBO-
NoAB340LWHbIA, anodu3apHbIN, ANCKOBO-MO3BOHOYHLIN, pebepHo-
MO3BOHOYHbIN).

o [lepudepunyecknin oniMro- n NOANAPTPUT UMEIDT creununyeckne BepoATHbIE
NPUYMHbI Pa3BUTUS, TaKNe Kak:
- HOBeHWnNbHbBIV nguonaTUyYecku apTpuT
-~ ApTpuTt npu 6onesnHu Jlanma

e OcCTpblii NONMaPTPUT:
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- Yawe Bcero BcrneacTame nHgeKunn (06bI4HO BUPYCHOWN) UM BHE3AMHOIO
obocTpeHust peBmaTmnyeckoro 3abonesaHus

e  XpOHMYECKUM NONUAPTPUT:
- Y B3pocCnbIX:
o Yalue Bcero BcrneacTene peBMaToMaHoro aptTpuTa (BocnanutenbHoro)
NN ocTeoapTpuTa (HeBOCNANUTENbHOrO).
- Y perten:
o Yalle Bcero BcneacTane HOBEHUBHOMO nanMonaTMYecKkoro apTpuTa.

e Y MHOMMX NauveHTOB apTPUT YacTo ABMSETCH Npexoasiwmm, paspellaetcs 6es
AnarHosa unm MoxeT He COOTBETCTBOBaTb KPUTEPUSAM KaKOro-To
cneundunyeckoro peBMaTn4eckoro 3abonesaHus.

2.9.2 Kputepumn BKNOYEHUA/NCKIIOYEHUNA

e BknoyvatoTcq:

- TepMuHbI Anst 0603HaYeHMs pasnuyHbIX OpPM apTpuTa, BKoYas
NHMEKLUMNOHHbIE, peaKkTMBHbIE U peBMaTUYeckme 3aboneBaHms

- TepMuHbI Anst 0603HaYeHMs TPU3HAKOB 1 CMMMNTOMOB BOCManeHuin CycTaBos,
HanpumMmep, CKOBaHHOCTM CYCTaBOB

- TepMuHbI Anst 0603HaYeHMs1 COOTBETCTBYIOLNX NabopaTopHbIX U
WHCTPYMEHTarbHbIX UCCrieoBaHWi, a Takke npoueayp, KoTopble NoMoratT
BbISIBUTb U N€YUTb apTPUT U YacTble OCNOXHEHUS]

— TepMuHbI AN 0003HAYEHNS CUCTEMHBIX ayTOMMMYHHbIX 3aboneBaHuii, Ans
KOTOpPbIX BOCNarieHne CycTaBoB SIBMSAETCS YacCTbio KOHLENLMn

— TepmuHbl onsa o6o3HavYeHnsa 3aboneBaHnin, KOTOpbIE MOTYT UMUTUPOBATL
apTpuUT U3-3a CXOOQHOW KapTUHbI

— TepMuHbl onsa 0603HAYEHNA FTEHETUYECKUX CUHAPOMOB C MOPAXEHNEM
CyCTaBoB
e VcknwvarTcq:

- TepMI/IHbI ans obo3HavyeHus HeJleKapCTBEHHbIX 3TUONOMNHK, KOTOpblE He
BCerga cBsA3aHbl C apTpUTOM

- TepMuHbl Anst 0603HaYeHMs NaToNorMin opraHoB B pesyrnbTaTe
peBMaTonaHbIX 3aboneBaHuin, NPy KOTOPbIX aPTPUTHBINA KOMMOHEHT He
HaxoauTCcs B LLEHTPE BHUMaHWS

— TepMuHbI Ana 0603Ha4YeHNs NpUYMH GonesHen

- TepMuHbI Anst 0603HaYeHMs HeCNeUMMUYECKMX U LLMPOKUX KOHLIEMUNIA,
KOTOpble 0BYCNaBnMBaloT «LUYM» MPY BbIBOAE AaHHbIX
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2.9.3 TMepeyeHb ucnonbL30BaHHOW Hay4yHOU nuTepaTtypbl ana Apmpum (SMQ)

e Polyarticular joint pain. The Merck Manual for Health Professionals,
http://www.merckmanuals.com/professional/musculoskeletal and connective tis
sue disorders/symptoms of joint disorders/polyarticular joint pain.html
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2.10 BpoHxmanbHasa acTma unu 6poHxocnasm (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.10.1 OnpepeneHue

BpoHxnanbHasa actma:

XpoHn4yeckoe BocnanntenibHoe pacCTPOMUCTBO AblXaTerbHbIX NyTeu, B
KOTOPOM orpeaesieHHYI0 porib UrpatoT TyYHbIe KNEeTKU, 303MHOpUIIbI u T-
nmmooumTbl.

BocnaneHne npnBoanT K NOBbILLEHNIO PEAaKTUBHOCTU OblXaTerbHbIX NyTEN K
pasfMyHbIM CTUMYaMm, NPUBOLALMM K BpoHX0Ccna3mMy/6pOHXOKOHCTPUKLMN.

C KNMHMYECKOW TOYKM 3PEHUST XapaKTepusyeTcs peunanBupyowmnmm, kak
NpaBuIo, HENPOAOIMKUTENbHLIMU 3NM3o4amMn (0OCOOEHHO HOYbIO NN paHO
YTPOM) CBUCTSILLIETO AblXaHWUs!, OAbILLIKW, COABNEHHOCTU B rpyan U Kaluns.

XapaKTepHbIM Ang 3TUX 3NN3040B ABMSETCA MU3BMEHUYMBOE HapyLUeHWEe
NPOXOAMMOCTM AbIXaTeNbHbIX MYyTEN; OHO MOXET pas3peLUnNTbCA UNN YaCTUYHO
perpeccupoBaTb MO0 CNOHTaHHO, NGO BCNeACTBME NEYEHNS.

BpoHxocna3m/6pOHXOKOHCTPUKLNSA

OrpaHuyeHne NoToka Bo3ayxa BCNEACTBUE COKpaLLEHMUS FNaaKom
MycKynaTypbl GPOHXOB; NOBbILIEHNE NOTOKA BO3AyXa B OTBET Ha
GpoHxoaunaTaTopbl UMeEeT BaXKHOe 3HayYeHWe Ansi ANarHoCTUKMN.

BpoHxocnasm, Hapsgy ¢ BocnaneHnem AbixaTernbHbIX NyTen, ABNSeTcs
hakTopoM, CNOCOBCTBYIOLLNM HAPYLLUEHNIO NPOXOAUMOCTU AblXaTeSbHbIX
nyTen y acTMaTUKOB.

«O6ocCTpeHHbIN BPOHXOCNAa3M/BPOHXOKOHCTPUKLMNA» U «NapagoKcanbHbIN
OpoHxocnasm» — 3TO TEPMMHbI, UCNOSIb3YyEMbIE B Cly4Yae HEOXMAAHHOIO
anu3oga 6poHxocna3ma/6pOHXOKOHCTPUKLNK NOCIEe UHranauum
a3p030/1bHOro NieKapCTBEHHOrO nNpenapara; ero (ee) npudnHamn MoryT ObiTb
nnbo npoueaypa nHranauuu, nnbo pasgpaxeHue, BbI3BaHHOE aspo30sieM
(aKTUBHBIMW NN HEAKTUBHBIMW UHIPEANEHTaMN).

2.10.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUA

BkntovatoTca:

TepMuHbI, onucbiBaloLWmne pasnnyHble opmMbl BpOHXManbLHON
acTMmbl/6poHxocna3ma (3a ucknodvenmem PT Acmma cepOeyHas)

TepMuHbI, 0603HavaloLWmne pasnuyHble NPU3HakM U CUMNTOMbI, B OCHOBHOM
pecnupaTopHOro xapakrepa

TepMUHbI Anst 0603Ha4YeHUs BCrioMoraTesbHbIX TabopaTopHbIX 1
WNHCTPYMEHTarnbHbIX UCCreoBaHWiA; TEPMUHbI 45151 0003HaYeHUs
AONONHUTENbHbLIX NabopaTOPHbIX U MHCTPYMEHTArbHbLIX MCCeaoBaHWI,
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XapaKTepHbIX ANs OTKNOHEHU OT HOPMbI pe3ynbTaToB UccnenoBaHus
YHKUMM NErkmx

e VcknwovaroTcs:
- ConyTtcTtByowme NHEKLUMOHHbIE 3aboneBaHus
— TepMUHbI, OTHOCALLMECS K NTeYEeHNIo 1 (Mnn) NpodmnakTmke

- PasnuyHble pecnvpaTopHble NPpU3HaKnM 1 CUMNTOMbI, KOTOPbIE CHATAKTCS
CINULLIKOM HecneunduyHbIMKU, YTOObI NOBLICUTL 3 EKTUBHOCTL Npun
noeHTugukaumm cnyyaes 6poHxmnanbHoOM actmbl / GpoHxocnasma.

2.10.3 lMpumeyaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

BpoHxuansHas acmmMa unu 6poHxocnasm (SMQ) cooepXntT TepMuHbI Y3KOro n
LUMpOKoro nomnckos. lNogpobHble NnpumeyaHus npueeneHbl B pasgene 1.5.2.1.

2.10.4 Mepe4yeHb UCNONbL30BaHHOW Hay4yHOW nuTepaTypbl Ansa BpoHxmnanbHas
acTma unm 6poHxocnasm (SMQ)

e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use”, pp 89 — 90, 1999.

e The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.
e “Harrison’s Principles of Internal Medicine”, 14th edition, pp 1419 — 1426, 1998.
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2.11 Matonorus xen4yeBbiBoaAwWmMX nyten (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.11.1 OnpepeneHue

e SMQ cocTaBneH ans BbIABNEHUSA BCEX BUOOB HAPYLLUEHWIA CO CTOPOHbI
Ken4yeBbIBOAALLMX NYTEN (KaK CBSA3AHHbIX C fIe4YeHNeM, Tak 1 yKasaHHbIX B
MEANLMHCKOM aHaMHe3se).

o KacaeTtcsa Bcex BUOOB NaTonorMm Xen4yHoro ny3blpA N XKEJMYHbIX NMPOTOKOB.

e BkntoyaeT B cebs HOBOOOGpa3oBaHUS U BPOXKAEHHbIE HAPYLLEHUS CO CTOPOHbI
)Ken4eBbIBOASALLMX NYyTEN.

2.11.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUsA
e Bknovarorcs:

- [lamornoeus xenyesbisodsawux nymed (SMQ) oxsaTtbiBaeT BCe BUAbI
COCTOSAAHUWN, CBA3aHHbIE C NaTOSIOrMeNn XenyeBbliBOAALLNX NyTEeN, B TOM YUCHeE:

o HoBoobGpasoBaHus

o BpoxgeHHble HapyLLueHns

o JlabopaTopHble N UHCTPYMEHTanbHbIE AAHHbIE

o [MpusHaku n cMMNTOMbI NATONOMMK XXeNYeBbIBOALLNX NyTEN

- Cy63anpoc SMQ ®yHkyuoHanbHbIe, 8ocnanumersnbHbie paccmpolcmea u
KaMHU xen4eebieodsuwux nymeu (SMQ)

o Bce dyHKUMOHaNbHbIE, BOCNanMTeNbHbIE PAcCTPONCTBA U KAMHW
)Ken4yeBbIBOAALNX NyTeln

- Cy63anpoc SMQ JlabopamopHbie u UHCmpymeHmaribHble uccrie0o8aHus
XKern4esbIigodsWUX nymed, npusHaku u cumrnmoms! (SMQ)

o JlabBopaTopHble N MHCTPYMEHTanbHbIE AaHHbIE
o [lpusHaku n cumMnToOMBI
- Cy63anpoc SMQ HapyweHus, cesidaHHbIe C Xenn4yHbiM ry3bipem (SMQ)
o Cneunduryeckme HapyLLIEHNS XENYHOro ny3bips
- Cy63anpoc SMQ HapyweHusi co cmopoHsbI xendeabigodswux nymed (SMQ)
o Cneundunyeckme HapyLLEHWUS XerYHOro NpoToka
- Cy63anpoc SMQ UHpekyuu xenyeabigodsawux nymed (SMQ)
o WHdekuumn xenyesbiBOAALWLMX NYyTEN

o BocnanuTenbHble COCTOSAHNSA, KOTOPblE, BO3MOXHO, SIBMSIOTCS
pe3ynbTaToM MHAEKLNN
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NMPUMEYAHWME. Ecnn nonb3oBaTernto He0O6Xo0AMMO BbINOMHUTL MOJTHbIA NMOUCK BCEX

Cy63anpoc SMQ KamHu xenn4HO20 My3bIps U Xe4e8bigodsawux nymed
(SMQ)

o CocTosiHuA, cBA3aHHble C 06pa3oBaHNEM XEMNYHbIX KaMHEN
Cy63anpoc SMQ Hoegoobpa3zosaHus xendeabigodsuux nymet (SMQ)

o HoBoobpasoBaHus xenyeBbIBOAALLNX NYTEN (AOOPOKAYECTBEHHbIE U
3r10Ka4yeCTBEHHbIE)

Cy63anpoc SMQ Hoeoobpa3soeaHus xen4eabigodsawjux nymed,
3/10Ka4ecmeeHHble U Heymo4YHeHHble (SMQ)

o 3nokayecTBeHHble HOBOOOPA30BaHWS XeNYeBbIBOASALLMX NYTEN

o) HOBOOGpa3OBaHMFI xXenyesbiBOOAALNX nyTe|?1, HE YTOYHEHHbIE KaK
,D,O6pOKa‘-IeCTBeHHbIe nInn 3nokavyecTtBeHHble

Cybsanpoc SMQ [obpokayecmeeHHble HO8006pa308aHUsI
Xxenyesbigoosswux nymeu (SMQ)

o [obpokayecTBeHHble HOBOOOPA30BaHMS KENYEBLIBOASALLMX NyTEN

Cyb3anpoc SMQ Bpox0eHHble HapyuweHUsl xendesbisoosiuwux nymed (SMQ)

o BpO)K,EI,eHHbIe HapyLlleHnd XenyeBblaennTenbHOW CUCTEMBI

WckniovaroTtes:

- Cy63anpoc SMQ ®yHkyuoHanbHbIe, 8ocnanumesnbHbie paccmpolcmea u

Hecneu,vlcbmqecme pe3ynbTaTthbl na60paTopr|x aHanm3oB

KaMHU xxen4eebieodsuwux nymeut (SMQ)
o HoBoobGpasoBaHus

o BpoxgeHHble HapyLeHus

TEPMUHOB AN 0603HaYeHUs 06crnenoBaHUA NPV NATONOMMY KeNYeBbIBOASALLMX NyTen U
neyeHn, pekoMeHayeTcs ucnosnb3oBaTth JlabopamopHbie U UHCMpPYMEHMaslbHbIe

uccnedosaHus nedYeHu, npusHaku u cumnmomsi (SMQ) (cyb3anpoc SMQ HapyweHus

€0 cmopoHbI rnedeHu (SMQ)) Hapsgy ¢ JTabopamopHbie U UHCMPYMeHmMarsibHble
uccrie0o8aHus Xes4eabli8oosWUX nymed, npusHaku u cumrnmomsl (SMQ).

NMPUMEYAHUE. Cy63anpoc SMQ JlabopamopHble U UHCMpyMeHmaribHble
uccnedosaHus xen4eabigodsawux nymed, npusHaku u cumnmoms! (SMQ) HasbiBaeTca
UccrnedosaHus xendesbigodsiuiel cucmeMsl, npudHaku u cumrnmomsl (SMQ) B
ncxogHou gokymentauum PIT CIOMS.
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2.11.3 Uepapxuyeckasi CTpyKTypa

Marenons
(20000118)

WEMUEELIBODALIY MYTE

I

T OynupRHENbHalE, Mrerm HozoofpasosaHka BpomgesHbie
BOCTIANMTENEH:IE PACCTDOACTES M WEMMEERIBOALLI HEMUEBLE0ALIN HEDYLERS
KM HETHEBIBOIRLIN MyTed myTed myTEM HEMMEELIBORALIM MYTEl
(20000118 (200001210 . [20000121) 2000014 22
I
: | [ | | [
NaGopatopkele 1 HapyweHHs, [ Hapywetua HoeoofpasteshMA | nospopsuscreekssie
HCTRYMEHTANE LS AA3EHHBIE © WEMHHOM 0 CTOPOHE! HEMUEELENALIME HogooBoazoEakMF
x:;":':;‘: ::;"“M HETMHEIM My3LER 1 WEMTSEERIED- TyTEl, R
e, e B, MyTRIpEM WEMHEERIB0- | DALWDL MyTES SMOKEMECTESSEIE | mymeii (Bkn. KHcTel o
p iy (20000124) | | prwecnyred | (20000125) W HEYTOHHEHHBIE -~
[20000123) | f20000127) | (20000128) [20000123)

BNoKEMECTERHHEIR My WEMUEE:IBOIALIMY

onyzank . MYTEA HEYTOUHEHHOW CTENEHA
HEMEALIBARALIY MYTEH INOKEYECTEEHHOCTH (ST
[5h) [20000197)

[20000105)

PucyHok 2-1. Uepapxu4yeckasa cTpykTypa lTamousioausi xenyeebieodsiujux nymeu

(SMQ)

2.11.4 Tpume4yaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

lMamonozaus xenyegbigodsauwux nymed (SMQ) — ato nepapxmdeckmn SMQ TonbKo ¢
TepMMHaMm y3Koro novcka Ans oanHHaguatn n3 agpeHaguartm cybsanpocos SMQ
(cyb3anpoc SMQ JlabopamopHble u UHCmMpymMeHmaribHble uccrie0o8aHusi
Xxenyesbleodsawux nymed, npusHaku u cumnmombl (SMQ) BkniovaeT B cebsi Kak
LUMPOKME, TaK 1 y3Kkne TepMuHbl).CnegosaTensHo, Ana oanHHaguaTt n3 cybsanpocos
SMQ y3KMI MOUCK 1 LUMPOKNIA MOUCK Aal0T OOUH U TOT Xe pesdynbtat ansg SMQ Bbicliero
N HU3LLIEro YpoBHEN. 3a UCKIIOYEHNEM NEPAPXMYECKON CTPYKTYPbl, BHEAPEHNE TakKoe
Xe KaK y Henepapxuyecknx SMQ ¢ TepmMrHamMm y3Koro v LUIMPOKOTO MOUCKOB (CM.
pasgen 1.5.2.1). SMQ BbICLLEr0 YPOBHA MOXET UCNOSIb30BaTbCA NyTeM 00beanHEeHUN
TepMrnHOB U3 SMQ Hu3Lwero ypoBHS.

lMockonbKy TepMUHbI Ansi 0003HaYEeHNsT MIHCTPYMEHTasbHbIX 1 nabopaTopHbIX
nccnegoBaHnii, NPU3HaAKoB M CUMNTOMOB CrpynnNMpoBaHbl B cy63anpockl SMQ
JlabopamopHbie u uHcmpymeHmarsbHble uccriedo8aHUs XXen4e8biso0suux nymed,
npu3Haku u cumnmomsl (SMQ), SMQ Huawero ypoBHs [Tamonoaus xen4eebigo0auux
nymet (SMQ) — He ABNATCA He3aBMCUMbIMU 3anpocamu. Hanpumep, 4ToObl HAaNTH
COOTBETCTBYHOLUNE Cryvan «KaMHEMN XEMYHOro Ny3bIpsa U KeNYEBbIBOAALLMX NyTEN»,
crny4vaeB, U3BNeYeHHbIX C NoOMoLLbIo cyb3anpoca SMQ KamHu xendyHo20 ny3bips u
Xxendeebigodsawux nymel (SMQ), MoxeT okasaTbCa HE4OCTAaTOUHO. BO3MOXHO,
notpebyeTcsa BKMOYMTL Criy4aun, U3BMNEYEHHbIE C MOMOLLbIO TEPMUHOB ANS
0003Ha4YeHMs1 COOTBETCTBYIOLLNX MPM3HAKOB M CUMNTOMOB, Takunx kak PT )Kenmyxa, a
Takke TEPMUHOB 41151 0603HaYeHMs pe3ynbTaToB NabopaTopHbIX NCCIeAOBaHUN, TaKNX
Kak TepMuHbI Ansi 0603Ha4YeHnst aHanmaa Ha 6unmpybuH (pacnonoxeHbl B cyb3anpoce
SMQ JlabopamopHbie u UHCMpyMeHmarsibHble UCCe008aHUSs Ken4yeabi8o0suuX
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nymed, npu3Haku u cumrnmombi (SMQ)), 4TOBbl NONYYUTb NONHbLIN Habop
COOTBETCTBYHOLWMX crnydaeB. CnegoBaTtenbHO, Npy ncnonb3osaHm SMQ HusLwero
YpOBHS TpebyeTcst onpeaeneHHbIn ypoBEHb PYYHOro BMelwatensctea. MoxeT
NoHagobuTbCa MeguLMHCKoe CyXXaeHue.

2.11.5 MepeyeHb wuUCNONbL3OBaHHOW Hay4yHoOU nuTepaTypbl Ana [lamonozausi
Xenyeebieodswux nymet (SMQ)

e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp
1880-1891.
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2.12 HoBooOOGpa3oBaHMA MONOYHOMN Xere3bl, 3TI0Ka4YeCTBEHHbIE U
HeyTO4YHeHHble (SMQ)

(pabouyas Bepcus, ceHTs16pb 2008 roga)

2.12.1 OnpepeneHue

e CocTtaBneH N4 BbISIBIIEHUSI BCEX 3MT0KAYE€CTBEHHbIX N HEYTOYHEHHbIX
onyxosnen MOSI04YHOM Xenesbl.

e OxBaTblBaeT BCE 3510Ka4eCTBEHHbIE U HEeYTO4YHEHHbIe H08006p33OBaHl/IF|
MOJI0YHOM Xeresbl, U, KpOMeE TOro:

— CocTosiHUS, cBA3aHHbIE CO 31TOKa4YeCTBEHHOM onyxoJiblo

- TepaneBqueCKme n anarHoctnyeckme npoueaypbl, CBA3aHHbIE CO
3J10Ka4eCTBEHHbIM HOBOOGpa3OBaHI/IeM

- MapKepr onyxornu, CI'IeLl,I/IC*)I/I‘-IHbIe O5nA 3TOro opraHa

2.12.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

- TepMI/IHbI Anst 0603Ha4YeHNs 3r1o0Ka4eCTBEHHbIX UK HEYTOYHEHHbIX
HOBOO6DGSOBaHI/IIZ C YETKMUM YKa3aHMEM Ha MOJIOYHYIO Xeneay

— TepMuHbl 4nsa 0603HaYEHNA COCTOAHUIN, CBSA3AHHbLIX CO
3110Ka4eCTBEHHbLIMW UM HEYTOYHEHHBIMWU HOBOOOPa30BaHNAMMN MOSIOYHON
»Kenesbl, B TOM YnCcne:

Mpouenypsl
o JlabopaTopHble N MHCTPYMEHTarnbHble AaHHble

(@]

o Mapkepbl onyxonu
o [Npu3Hakn n cMMNTOMBI, yKasblBaloLMe Ha Takyt NaTonoruno

- Myxckune Bepcun TepMnHOB AN 0603Ha4veHnsa HoBooGpasoBaHui
MOJI0OYHOM Xene3bl

- PT @unnoudHas onyxone (0603Ha4aeT peakyro, NpenmyLLeCTBEHHO
A06pOKaYeCTBEHHYIO ONYXOflb, KOTOpas MOXeT ObITb 3rI0Ka4eCTBEHHON)

e lckniovaroTcs:

— TepmuHbI Ana 0603HaYEHMSA 3MTI0KAYECTBEHHbIX UM HEYTOYHEHHbIX
HOBOOGpa3oBaHM 6e3 YETKOro yKazaHusa Ha MOSIOYHYIO XXeneay

- TepmMmuHbI ANa 0603HaAYEHUS TepaneBTUYECKMX U ANAarHOCTUYECKUX
npouenyp, CBA3aHHbIX CO 310Ka4eCTBEHHbIM HOBOOOPa3oBaHMEM, a Takxke
MapKepoB OMyxonu

- TepmuHbI ANa 0603HAYEHUS METAcTa30B B MOJTOYHYIO Xerneay
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- PT OnepamuesHoe neyeHue MOI04HOU Xere3bl, Tak Kak 3TO He
TepaneBTMyeckasi npoueaypa, 3aBucsLLas ot CTeneHu
3r10Kka4ecTBEHHOCTU. (Tem He MeHee, 3TOT TEPMUH MOXHO A06aBUTb,
ecnun TpebyeTcsl OYEHb LUMPOKNIA MOUCK).

MPUMEYAHWME. [Ins noucka Hecneumpuniecknx COCTOSAHUN, CBA3aHHbIX CO
3r10Ka4YeCTBEHHOM OMNYXOJblo, a Takke TepaneBTUYECKNX U MarHoCTUYECKUX npouenyp,
CBSI3aHHbIX CO 3fI0Ka4eCTBEHHbIM HOBOOOpa3oBaHNeEM, pekoMeHayeTCs NCMoMb30BaTb
cooTBeTcTBYHOWMUIN cyb3anpoc SMQ HUXHEro ypoBHS 3510ka4ecmeeHHbIe
Hosoobpa3osaHus (SMQ).

NMPUMEYAHUE. PT OnepamuegHoe rie4eHue MOosI0YHOU Xerse3bl UCKITIOYEH U3 3TOro
SMQ, HO MoXeT 6bITb JobaBneH B criydyae Heo6X0AMMOCTU BbINONHEHUS OYEHb
LLUIMPOKOro nomcka.

2.12.3 Uepapxuyeckas CTpyKTypa

HoeoobpazoeaHmA
MOMOYHOR Henesz.l,
3NOKAYECTEEHHLIE W

HeyToYHeHHule (SMQ)

(20000149)
|
| |
3noKaJyec TEEHHEIE OMyXOMM Onyxonu MoNOYHOR Henesel
MonoduHoi ¥enesel (SMQ) HEYTOUHEHHOH CTEMNEHM
(20000198) snokavecTeeHHooTH (SMQ)
(20000159)

PucyHok 2-2. Uepapxu4eckasa cTpykTypa HoeoobpasoeaHusi MO/IOYHOU Xene3bl,
3/10Ka4yecmeeHHble U Heymo4YHeHHble (SMQ)

2.12.4 Tpume4vaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Hoeoobpa3osaHusi MOIIOYHOU Xere3bl, 3/loKa4yecmeeHHble U HeymoyHeHHble (SMQ)
COAEPXUT TEPMUHbI Y3KOro 1 LULMPOKOro NoMckoB. [logpobHble npuMeyaHus npuseneHsl
B pasgene 1.5.2.1.

2.12.5 MNMepe4veHb NCNONMbL30OBaAHHOM Hay4YHOW nuTepaTtypbl Ana Hoeoobpa3oeaHus
MOJ1I0YHOU Kese3bl, 3/I0Ka4yecmeeHHble U Heymo4YHeHHble (SMQ)

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.

e Peckham, M; Pinedo, H, Veronesi, U., Oxford Textbook of Oncology. 1995.
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e European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-
muenchen.de.
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2.13 HapyweHusn cepgeyvHoro putma (aputmum cepgua) (SMQ)
(pabo4as Bepcus, ceHTs16pb 2006 roga)

2.13.1 OnpepeneHue

e Aputmus npeactasnseT cobon nwoboe HapyLieHne hopmMmpoBaHus n
NnpoBeAEeHNst CEPAEYHOro NMNyrbca.

e ApuTmMMa MOXeET ObiTb NEPBUYHONM (BCNEACTBME ANEKTPOPM3MONOrMYecKoro
paccTponcTBa) UM BTOPUYHOM (BbI3BAHHOW reMOANHAMMKOWN NI APYrMMin
HapyLUeHUsIMN).

e ApuTMuM nNoapasgensaTcs Ha ABe OCHOBHbIE TPYMnbI:
- bpagvapntmun

- Taxuaputmun

2.13.2 KpuTtepum BKNOYEHUA/NCKITIOYEHUA
e Bknovatorcs:

- Bce tvnbl cocTosiHMI, KOTOPbIE CBA3aHbI C HAPYLLUEHUSIMU CEPOEYHOro puTMa
(apuTmMMsaMK, BKNOYAA HaApyLLEHUS NPOBOAMMOCTM 1 penonspusaummn.
BkntovaeT B ceba cooTBeTCTBYOWME TEPMUHBI A51s1 0603HaveHuss KT,
WHCTPYMEHTanbHbIX U NabopaTopHbIX NCCNeaOoBaHUI, a Takke YacToTbl
cepAeyHbIX CoKpaleHnmn

e VcknwvarTcq:

- [Mpoueaypbl 1 UccnefoBaHUs, CBSAA3aHHbIE C KAPAMOCTUMYNIATOPOM, a Takke
TEPMVHbI, OTHOCSLLIMECS K YacToTe CepaeYHblX COKpaLLeHMn ans
0603HaYeHNs1 HopMarbHbIX 3HAYEHUI UNN He yKa3bliBatoLMe Ha NaTosormio

MPUMEYAHWNE. lNonumopgbHas xerliydoukoeas rnapokcusmasibHas maxukapous umnu
yonuHeHue udmepeana QT (SMQ) — nHansmayanbHbii SMQ ypoBHa 1. [Ansa aHanusa
BCEX CNy4aeB cepaeyvHON apuTMUM PEKOMEHAYETCA BKIOUYNTDL B NOUCK [TosiumMopgpHast
XXernyo0o4Kosas rnapokcuamarnbHas maxukapous unu yonuHeHue uHmepsana QT (SMQ).
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2.13.3 Uepapxuyeckasi CTpyKTypa

Ha Fl'!.I'I.I]EHHﬂ CEpASUHOND
DHTME (3PHTMHR
cepoual

|

TepMUHE! BPHTIMIK CEpALA VHCTEY MEHTENEHE 1
{BEnED4EA GAOHADUTMHM M nafopaTopHee BposasHHEE
TEXWAPUTMAN) WCCMegoBSHUA, NPHEHEKNA HEOHATANEHLIS
(20000050) M CMMTOMEI MW SPHMTMME APUTIMHA
(20000051) (20000052)

| |
BRaANapUTMAR (B T. 4. TaxuapuTimm (EKI0HAR
CYNPEESHTRMKYNARHEE W

TepMuHbl SPHTHMUL

HEDYLLIEHWA NPOBOOMMOCTH K cepaua,
hyHELN ’ HEMYA0HKOSHIE TAXKALHTMIEH)
HECNELUMDIYES ME (20000054)
CUHYCOBOrD yana) (2000D0182)

(20000053)

| HegyweHIRA

TEpMHRE]
HEpyLEHKR — Epa.uup:;mwuv_ Hag®enyaoHEnEse HEMYI0HEDERIE TEpMHHE ANR
PCECARMCT CHHYCOEara HECMELHIWHSCINE TERIS]HTHHE TAXHBPATMEH ofi0zHE4EHIA
{20000056) yane (20000463 (20000057 (20000058) TEXHELATIIAN,
[20000055) ! HemEldHYECKAE
[20000154)

PucyHok 2-3. Uepapxuyeckasa cTpykTypa HapyweHusi cep0e4Ho20 pumma
(apummuu cepduya) (SMQ)

B otnuume ot gpyrmnx cy63anpocos SMQ yposHs 3 (Hanpumep, bpaduapummuu (8 m. u.
HapyweHusi rnpogodumocmu u pyHKyUU CUHYyco8oe2o0 y3na) (SMQ), TepmuHbl apummuu
cepdua, Hecneyuguveckue (SMQ) He aBnsaeTca camocTtoaTensHon Temon SMQ. Ero
cnegyeT UCMonb30BaTh TONBKO B paMkax TeMbl SMQ BbicLero ypoBHss — TepMUHBbI
apuTMumM cepaua (Bkniodas opagnaputmum n Taxmaputmumn) (SMQ).

C aTon xe uenbto Ha ypoBHe 4 6bin gobasneH TepmuHbl 6paduapummuu,
Hecnieyuguyeckue (SMQ), 4tobbl crpynnmpoBath PT, KOoTopble Obinn CBA3aHbI C
bpaduapummuu (8 m. 4. HapyweHus MPo8oouMocmu U byHKUUU CUHYCcO80&20 y3ra)
(SMQ), a Takke Ha ypoBHe 4 6bin gobasneH TepMuHbI maxuapummudu,
Hecrnieyugpudeckue (SMQ), utobbl crpynnupoBath PT, koTopble 6binn cBA3aHbI €
Taxuapummuu (8krrodasi cynpaseHmMpPUKYsiPHbIE U Xesly0o4YKoeble maxuapummuu)
(SMQ). Kak TepmuHbl 6paduapummuu, Hecrieyugpudeckue (SMQ), Tak n TepMuHbI
maxuapummuu, Hecrieyugudeckue (SMQ) He aBNAOTCA CaAMOCTOATENbHBIMY TEMaMM
SMQ. Wx cnegyeT MCnonb3oBaTh TOMBKO B paMkax cooTBeTcTByowmx SMQ BbiCcLIero
YPOBHSI.
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2.13.4 TMpumeyaHusi N0 BHeAPEHUIO U (UITN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi cepdeyHoeo pumma (apummuu cepoua) (SMQ) npencraBnsieT cobom
nepapxmdecknn SMQ ¢ TepMrUHaMM Kak LULMPOKOro, TakK 1 Y3KOro noucka.

Cnepytowme cemb cyb3anpocos SMQ cogepxaT TEPMUHBI Kak LLUMPOKOro, Tak 1 Y3KOro
MOUCKOB. 3a NCKNIOYEHNEM NEPAPXUYECKOM CTPYKTYpbI, BHegpeHue atoro SMQ Ttakoe
Xe, KaK y Henepapxmyecknx SMQ ¢ TepMrMHaMM Y3KOro U LUIMPOKOro NOUCKOB (CM.
pasgen 1.5.2.1). SMQ BbICLLErO YPOBHSA MOXET UCNOSb30BaTbCA NyTeM 00beaMHeHUs
TepMuHOB U3 SMQ HuK3LIEro ypoBHS.

e UHcmpymeHmarnbHble u nabopamopHble uccrnedo8aHus, NPU3HaKu U CUMIMOMbI
npu apummuu (SMQ)

e bEpaduapummuu (8 m. 4. HapyuweHuUs nPo8ooUMOcMuU U OyHKUUU CUHYCO8020
yana) (SMQ)

o TepMuHbl apummuu cepOuya (8Kkrntodasi bpaduapummuu u maxuapummuu) (SMQ)
e BpoxOeHHble u HeoHamarsbHble apummuu (SMQ)
e Hadxenydoykosebie maxuapummuu (SMQ)

e Taxuapummuu (8Kto4asi CyrnpaseHmMpPUKYsPHbIE U Xesly004YKosble
maxuapummuu) (SMQ)

e Kenydoykosbie maxuapummuu (SMQ)

Cnepytowme nate cybsanpocoB SMQ cogepxaT TONbKO TEPMUHbI Y3KOrO NMOUCKa.
[Mo3TOMY Y3KMIA NOUCK U LUMPOKMIA NOUCK JAKOT OQMHAKOBLIN pesynbTaT. NMoapobHbie
npumMmedaHus npmseneHol B pasgene 1.5.2.1.

e TepmuHbl 6paduapummuu, Hecreyuguydeckue (SMQ)

e TepmuHbl apummuu cepdua, Hecrieyuguyeckue (SMQ)
e HapyweHus npogodumocmu (SMQ)

e HapyweHus pyHKyuUU cuHycogsoeo y3na (SMQ)

e TepMuHbl maxuapummuu, Hecrieyugudeckue (SMQ)

lMockonbKy TepMUHbI Anst 0003Ha4YeHNs1 BCoMoraTenbHbIX TabopaTopHbIX U1
WHCTPYMEHTarnbHbIX UCCIIEA0BaHUN, NPU3HAKOB 1 CUMMTOMOB CrpynnMpoBaHbl B
cybsanpoc SMQ UHecmpymeHmarnbHbie u nabopamopHbie uccriedo8aHus, NPU3Haku u
cumnmomsi npu apummuu (SMQ), SMQ Huswero ypoBHs HapyweHusi cepdeyHo20
pumma (apummuu cepduya) (SMQ), koTopble cogepXaT TONbKO TEPMUHbI A5
0603Ha4YeHns gMarHo3a u NaToOrHOMOHUYHbIX NPU3HAKOB, CUMMTOMOB UK Pe3ynbTaToB
nabopaTopHbIX U MHCTPYMEHTarbHbIX UCCEeA0BaHUI, He ABNATCA HE3aBUCUMbIMU
3anpocamu. Hanpumep, 4Tobbl HANTU COOTBETCTBYHOLLUNE Cryvan «HapPYyLUEHWUN
NPOBOAMMOCTUY, TEX CNy4aeB, KOTOpPble Obinn N3BMEeYEeHbl C MOMOLLbI cyb3anpoca
HapyweHus nposodumocmu (SMQ), MOXeT okaszaTbCs He4OCTaToOYHO. [1ns nonyyeHus
NonHoro Habopa COOTBETCTBYHOLLMX CITy4aeB MOXET NoTpeboBaTbCA BKOYMTDL Criyyau,
N3BMNEeYEHHbIE C NOMOLLbIO TEPMUHOB ANA 0603Ha4YeHns pe3ynbLTaToB

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 44
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

BCNomoraTenbHbIX N1abopaTopHbIX U MHCTPYMEHTarbHbIX UCCReaoBaHum, Hanpumep
TepMuHoB gnga obosHaveHna SKIM-nccnegosaHms (pacnonoxeHbl B cyb3anpoce
UHCcmpymeHmarnbHbie u 1abopamopHbie uccriedosaHus, MpU3HaKku U CUMIMOMbI rpu
apummuu (SMQ)).

2.13.5 lMepeyeHb uncCNonb3oBaHHOW Hay4yHOW nuTepatypbl ana HapyweHus
cepdeyHo20 pumma (apummuu cepduya) (SMQ)

e Harrison’s Textbook of Internal Medicine.
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2.14 CeppeyHasa HegocTaTo4yHOCTL (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.14.1 OnpepeneHue

CocTosiHMe, Npu KOTOPOM cepaLe He CnocoBHO NpokayaTb 4OCTAaTOYHOE
KONM4eCTBO KPOBM ANS yOOBMETBOPEHUST MeTaboNn4ecknx n pmanonormyeckmx
noTpebHOCTEN OpraHn3mMa.

KnaccudumumpyeTtcsa Ha OCHOBE CTEMNEHUN TSXKECTU B COOTBETCTBUM C KPUTEPUAMMU,
ycTaHoBneHHbIMU Hbto-opkckon kapanonornyeckom accouyunaumen (New York
Heart Association, NYHA)

- Knacchbl -1V, HaunHasg ¢ oTCcyTCTBUS OrpaHnyeHnin pmnanveckomn akTMBHOCTU
N HE3HAYUTENBHOIO UM 3aMETHOrO OrpaHNYeHns, BNIOTb A0
HEBO3MOXHOCTM BbINOSTHEHMS KAKON-NMOO hmanyeckomn akTmBHOCTM Be3
oLyueHnsa guckomaopTa.

KnuHnyeckne Haxookm pas3nn4arTCd, HO BKIMKOYAKT: TMNOCTAaTUYECKNE OTEKMN,
noBbIlLEHHOE ApEeMHOE BEHO3HOE OaBJrieHne, renatomerarnuio, 3aCTOVHble
SIBMIEHUSI B NErknux/oTek Nerkux, Taxukapauto, Kapamomeranumio n o4blLLKY.

dpakumns cepaedHoro Bbibpoca coctaBndeT MeHee 35%.

2.14.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

10T SMQ He NpoBOAMT Pa3nMuna Mexay HeAOCTaTOYHOCTbLIO JIEBOMO 1 NPaBoro
XKenyaou4KoB.

BkntovatoTca:
- Y3kas obnacTtb NPUMEHEHUS:

o TepMUHbI, ONUCbIBaOLLNE MMERLLYIOCS CepAEYHY0 HEOCTaTOYHOCTb B
ee pasnnyHbiX hopMax C ykazaHMeM NpaBoro/neBoro xenygoyka nnv 6es
Hero

o Hebonblloe KoNM4YecTBo TEPMUHOB Anst 0603HAYEHMSI CUMMITOMOB,
NPU3HaKoB, pe3ynbTaToB NabopaTopHbIX U UHCTPYMEHTanbHbIX
nccrnegoBaHuin, a Takke Npoueayp, KoTopble ABNATCA
NaTOrHOMOHMUYHBLIMWU B OTHOLLEHUW COCTOSIHUS

- LUWwnpokasa obnacTtb NpyuMeHeHus:

o [Mpun3Haku, cMMNTOMbI UNW pe3ynbTaTbl NAabopaToOpHbIX 1
WNHCTPYMEHTarbHbIX UCCNeaoBaHWIi, KOTOpble YKa3bliBaloT Ha BbICOKYHO
BEPOSITHOCTb TEKYLLMX U UMEIOLLIMXCS B MPOLLIIOM SIBNIEHUIN CEpAeYHON
HeLOCTaTOYHOCTM.

o CeppaeyHblii LMPPO3 NeYeHn

NckniovaroTtcs:
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- TepmuHbl Ana 0603Ha4YEHMA NPUYMHHO-CIEACTBEHHOMW CBA3N CEpAEYHON
HeJOCTaTOYHOCTU, HaNpUMep Xenyao4ykoBas TaxmapuTMus Unv MHAapKT
Muokapaa

- [Mpur3HakM 1 CMMNTOMBI, KOTOPbIE MOTYT BO3HWKaTb B pe3ynbTaTe cepaeyHom
He4OCTaTOYHOCTW, HO MPUCYLLN MHOTUM APYTMM 3TUOSOMMSIM, MO3TOMY OHM
MOTyT NPOCTO [06aBUTb LLYM UM BHECTU AOMOSTHUTENBHYHO NyTaHULy B
nouck (Hanpumep, oAblLWKa, OTIIMYHAA OT NAPOKCU3ManbHON HOYHOW OAbILLUKM
N OPTOMHO3)

— OO6uwee BnNusHne cep,qequVl HEeOOCTaTO4YHOCTU Ha NeYeHb U NMOoYKn

2.14.3 TpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3ybTaToOB 3anpocoB

CepdeuHass HeOocmamoy4yHocmb (SMQ) coaepXXnT TEPMUHBI Y3KOrO U LLIMPOKOro
nouckoB. lNogpobHble NpumMeyaHus npueeaeHsbl B pasgene 1.5.2.1.

2.14.4 MNepe4vyeHb WUCNONbL30BaHHOW Hay4YHou nuTepatypbl Ana CepdeyHasi
Hedocmamo4Hocmb (SMQ)

e Council for International Organisations of Medical Sciences (CIOMS).
Reporting Adverse Drug Reactions. Definition of terms and criteria for their
use. 1999: p 64-65.
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2.15 Kapauomuonartusa (SMQ)
(paboyas Bepcus, ceHTs16pb 2008 ropa)

2.15.1 OnpepeneHue

e KapguomwumonaTtus: oM AnarHoOCTUYECKUA TEPMUH, 0603HaYaoLLNI

lMepBnYHOE HeBOcNanuTenbHoe 3aboneBaHne cepaeyHON MblLLLIbI.
YacTo HesACHOM NN HEM3BECTHOWM 3TUONOTUMN.

He aBnsaeTtca pesynbtaTom:

o Nwemunu;

o ['vnepteHsuu;

o BpoxageHHon aHoManuu;

o lMaTonorun cepaeyHbIX KnanaHos;

o 3aboneBaHus nepukapaa.

O6bI4HO NoapasgendeTcsa Ha cnegyowme opMmbl:
o AunaTtaumoHHas;

o 'mnepTpoduyeckas;

o PectpuktnsHas.

e [lo gaHHbIM BcemupHom opraHunsaumm 3gpasooxpaHeHns (BO3):

Tonbko Te HapyLUEHWs!, MPU KOTOPbIX B NATONOMMYECKUA NPOLIECC
BOBJI€YEH TONbKO MUOKapA;

MpuynHa HensBecCTHa;
He aBngaeTtcsa yacTbio 3aboneBaHus, 3aTparmBaroLero apyrme opraHboi;

Takxke HasblBaeTCs «MNEepPBUYHON KapanomuonaTnen.

2.15.2 Kputepumn BKNOYEHUA/NCKINIOYEeHUsA

e BkniovaroTcs:

PT, cogepxalune crnosa «kapauommonatusa» UM « MMoKapanT»

OTHocsawwmecs k kapanomumonatm PT, koTopble cBsa3aHbl ¢ HLGT
GonesHu muokapOa

TepMUHbI ANt 0603HaYEHUsI TMNEPTOHUYECKOW KapanommonaTim

TepMI/IHbI anA 0003Ha4YeHMs1 BocnanuTenbHbIX COCTOAHUN, KOTOpPbIE MOTYyT

npunBOONTb K KapanomMumonatTun

PT ans 0603HavyeHns BTOPUYHBLIX hopM KapanomuonaTtm
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- OrTtHocswmecs kK kapgnommonaTtum PT, koTopble cBaAdaHbl ¢ HLGT
UccnedosaHus cepdya u cocy0os (UCKr. chepmeHmMHbIe rpobbi)

- COOTBeTCTByI-OLLI,VIe TEPMUHBbI ONA obo3HaveHuns Kapanonorn4ecknx
npoLeayp

— TepmuHbI Ana 0603Ha4YeHMA NOCTYpPanibHON MMNOTEH3UN
— TepmuHbl onsa o603HaveHnsa buoncum mmokapaa
e WcknovatoTes:
— TepMuHbl onsa 0603HavYeHnsa 6onesHen KOPOHaPHbIX apTepui
— TepmuHbl onsa 0603HaAYEHNA NATONOrMM CepPAEYHbIX KnanaHoB
- TepmuHbl ons o6o3HaveHnsa 3abonesaHni Nnepukapaa
— TepmuHbl onsa o603HaveHnsa 3aboneBaHn anvkapaa
- TepmuHbl ons 0603HaveHnsa 3aboneBaHuin aHAoOKapaa
— Bce TepmuHbl ong 0603HauYeHns BPOXAEHHbIX 3aboneBaHnin

— TepmuHbl ons 0603Ha4YeHNs pesynbTaToB nabopaTopHbIX UCCnegoBaHUn
N pe3ynbTaToB aHanM3oB, KOTOPbIE He ABMAKTCA cneumguyHbiMmn ong
cepaevyHoOn HeoCTaTOYHOCTH

MPUMEYAHUE. Y3knin nonCK o4eHb cneunduyeH, a kapgmommonaTtus (C TOYKU 3peHuns
KOAMPOBaHMSA COOBLLEHUS N HeXeNnaTeNbHOro SIBfIeHUS) He UMeET OYEeHb CneUnUYHbIX
npu3HakoB nnu cumntomoB. Ofbilika MOXeT co3aTb 3HAYUTENbHbIA «LLYM» Mpu
N3BIIeYEHUN Cny4YyaeB 1 NO3TOMY MOXET UCKIYaTbCH U3 3anpoca.

Monb3oBaTeny MOryT Takke paccmaTpyBaTbh TEPMUHBI LLMPOKOro noucka u3 CepdeyHasi
Hedocmamoy4Hocmb (SMQ) B kadecTBe 6onee NOMHOro NepPeYHsi NPU3HAKOB U
CMMMTOMOB CEPAEYHON HeJOCTAaTOYHOCTU, KOTOPbIE MOTYT UMETb AOMNONHUTENbHYIO
NOTEeHUMNanbHY 3HAYMMOCTb AN MAEHTUMKALUN CriyjaeB KapamoMmonaTum.

2.15.3 lMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNibTaToOB 3anpocoB

Kapouomuonamus (SMQ) cooep>XuT TEPMUHbI Y3KOrO U LLUMPOKOrO NOUCKOB.
MoapobHble NpuMeYaHns npuBeaeHsbl B pasgene 1.5.2.1.

2.15.4 Mepe4vyeHb UCMONbL30BAaHHOW Hay4YHOW nNuTepaTtypbl ana Kapduomuonamus

(SMQ)
e Dorland’s lllustrated Medical Dictionary, Saunders, Philadelphia, 2000.

e Towbin JA, Lipshultz SE.: Genetics of neonatal cardiomyopathy. Curr Opin
Cardiol. 1999 May;14(3):250-62.
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2.16 CocyaucTtble 3aboneBaHNA LLeHTPanbHON HEPBHOW cucTteMbl (SMQ)

[pabouasg Bepcus, ceHTabpb 2006 roaa;
nepenmMmeHoBaH B mapTe 2015 roga co cTtaporo Ha3BaHus: HapyweHusi M03208020
KposoobpauweHusi (SMQ)]

2.16.1 OnpepeneHune

e KacaeTtcsi KpOBOM3NUSHUI B LEHTParibHY0 HEPBHYH CUCTEMY U OCTPbIX
HapyLUEHNA MO3roBOro KpoBoOGpaLLeHNs

- MoppasgensietTcs Ha ABE OCHOBHbIE PYMMbl: ULLEMNYECKMX W
remMopparm4ecknx HapyLueH1ii MO3roBoro KpoBoobpalleHums

- [ononHutenbHas HebonbLas rpynna cooep>Xmt TepmMunHbl, HE OXBaYeHHbIe
3TUMN OCHOBHbIMU TpyrnnamMu

2.16.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

- TepMuHbI ANA 0603HAYEHUSA COCTOAHMI, CBA3AHHbIX C HAPYLLIEHUAMMN
MO3roBOro KpoBOOGPALLEHUS, HE3AaBUCUMO OT MPUYUHBI U HE3ABUCKUMO OT
OCTPOrO UMM XPOHUYECKOro XapakTepa

- TepmMmuHbI Ana 0603HaYEHMA BPOXKAEHHbBIX HAPYLUEHWUIA MO3roBOro
KpoBoobpalleHus

- TepMuHbI Anst 0603HaYeHMs HapyLLIEeHUA MO3rOBOro KpoBOOGpaLLeHus,
CBsi3aHHble C MHeKUnamm

- TepmuHbI, onucbiBaloLwmne LepebpoBacKynsapHble npoLeaypbl
e VcknwvarTcq:

- TepMUHbI HapyLIEHUIA MO3roBOro KpOBOOOpaLLEHUS], CBSI3aHHbIE C
HecYacTHbIMW criyyasiMu 1 TpaBmamu, Hanpumep, PT Tpasmamuuyeckoe
8HymMpUYEPErHOe KPOBOMeYeHUe

NMPUMEYAHUME. B cnyyae noucka B OTHOLLEHMM COCYQMCTON NaToOsNOrMm cetyaTkm y
NoANMCYNKOB €CTb HECKOSBbKO AOCTYMHbIX BapuaHTOB, BKIoYasa 3abonesaHusi
cemyamku (SMQ), Smbonuu u mpombossl (SMQ), a Takke cos3gaHue
mMoandmumpoBaHHoro 3anpoca MedDRA Ha ocHoBe SMQ.
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2.16.3 Uepapxuyeckasi CTpyKTypa

CocyaucTelie 23afoneeaHus
LEHTPANLHOR HEPEHOW CHCTEMEI
{20000060)

HapyleHusa Mo3rosoro CocyancTele 3adoneeadua LUHC,
KPOBEOOOPALLEHUA W NATONOrKMA He YTOYHEHHLIE K3K remMoppard4eckns
COCYOOE ronOBHOMD MO3ra WM |MeMydeckEne
(20000061} (20000185)

Mwemryecke COCTOAHMA MeMoppariyeckMe HapyLLeHWA CoOCTOAHKMA, CBR3. ¢ OCTP.
H&HTpaﬂhHDﬁ HEDBHDﬁ CHCTEMEI LeHTpan LHOW HEDEHOE CUCTEMbI remMopparMyecEMmMKe W MIIERMYECEUMKA
BCNEOCTEME NATONOMMK COCYO0B BECNEeACTEME NATONOMMK COCYO0B HaPYLWEHAAMW MOZMOBOIO

(20000063) (20000064} kpoeoobpalyeHun
(20000166)

PucyHok 2-4. Uepapxuyeckas cTpyktypa Cocyducmsie 3abosneeaHusi
yeHmparsnbHol HepeHol cucmembi (SMQ)

NMPUMEYAHUE. YeTbipe SMQ 6binn nepenmeHoBaHbl B MedDRA Bepcumn 18.0 ang
©onee TOYHOro NpeacTaBneHns Toro, YTo COOTBETCTBYHOLME TEPMUHBLI B SMQ mMoryT
OTHOCUTbCS KaK K FONTOBHOMY, Tak M K CMIMHHOMY MO3ry LIeHTpanbHON HEPBHOW CUCTEMBI:

Mpeabiaywee HasBaHne SMQ HoBoe HazBaHue SMQ
HapyweHusi mo3208020 Cocyducmeie 3abonesaHusi
KposoobpauwieHusi (SMQ) ueHmparnsHol HepsHoul cucmembl (SMQ)

HapyweHusi Mo3208020
KpogoobpalwieHusi, He YMOYHEeHHbIe KakK
2emMoppazuyeckue uniu uwemudyeckue

(SMQ)

Nwemuyeckue HapyuweHUs1 MO3208020
KposoobpauwieHusi (SMQ)

Cocyducmeie 3abonesaHus LIHC, He
YMOYHEHHbIE KaK 2emMoppasuyeckue unu
uwemuyeckue (SMQ)

HNwemuyeckue cocmosiHusi ueHmparsibHoU
HepsHoOU cucmemsl ecriedcmeue
namosnoauu cocydos (SMQ)
'emMoppazuveckue HapyuieHuUsi
ueHmparnbHoU Hep8HOoU cucmemb|
ecrnedcmeue namosnoauu cocydos (SMQ)

lemoppazuyeckue HapyuweHus
MO03208020 KpogoobpaweHus (SMQ)

Ta6bnuua 2-1. \ameHeHUs Ha3BaHMK cyb3anpocoB SMQ, Haxoaawmxcs B
Cocyducmeble 3abonesaHusi yeHmpasnbHOU HepeHoU cucmemsbi (SMQ) B Bepcumn
18.0
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SMQ ypoBHs 2 HapyweHusi M03208020 KpogoobpauwjeHuUs u namosio2usi cocy0os8
20/108H020 Mo32a (SMQ) nogpasgensieTcs Ha «y3KMe» N «LLUMPOKNE» TEPMUHDI.
«Y3kas» rpynna nogpasgensercs Ha gga SMQ ypoBHS 3, a UMeHHO: Mwemudeckue
COCMOSIHUS UeHmparsbHOU Hep8HOU cucmeMbl 8criedcmeaue namosio2uu cocyoos
(SMQ) u l'emoppazuyeckue HapyweHuUs1 yeHmparsbHOU Hep8HOU cucmemb|
ecniedcmeaue namosio2uu cocydos (SMQ).

B Bepcuu 2.0, no npocbbe nonb3oBaTens, HapyweHusi M03208020 Kpo8oobpauw,eHus,
He YMOYHEHHbIE KaK eeMoppazudeckue unu uwemudeckue (SMQ) 6bin gobasneH Ha
ypoBHe 2, 4Tobbl crpynnupoBaTb PT, KoTopble Obinn CBA3aHbl C HapyweHuss M03208020
KposoobpauweHus (SMQ), Ho He oTHocunuck K cybaanpocy SMQ ypoBHs 2 HapyweHusi
M03208020 Kpog8oobpaueHus1 U rnamosioausi cocyodos 20/108H020 mo3za (SMQ). B
oTnunume ot HapyweHusi M03208020 Kpo8oobpaw,eHus U namosoausi cocydos
20/108H020 Mo32a (SMQ), HapyweHusi M03208020 Kpogoobpaw,eHuUs!, He ymOYHeHHbIe
KaK eeMoppazudeckue unu uwemudeckue (SMQ) He ABNsieTCA CaMOCTOATESbHOM
Temor SMQ. Ero crnegyeTt ncnonb3oBaTh TOMNbKO B pamkax Tembl SMQ BbicLiero
ypoBHS — HapyuweHusi Mo3208020 KposoobpawieHus1 (SMQ).

C aTom xe uenbto CocmosiHusl, c8513. C OCMp. 2eMOpPpac2uYECKUMU U ULWEMUYECKUMU
HapyweHUsIMU M03208020 KpogoobpaujeHus (SMQ) 6bin nobasneH Ha ypoBHe 3,
4TOObI CrPYNMNMPOBAaTh LUMPOKME TEPMUHbI, KOTOPbIE ObiNM CBA3aHbl ¢ HapyweHusi
M03208020 Kpo8oObpalweHuUs u namosioausi cocydos 205108H020 mo3za (SMQ).
CocmosiHus, c8513. C OCMp. 2eMOppPacuYeCcKUMU U UWEMUYECKUMU HapyweHUsiMu
M03208020 KposoobpaweHusi (SMQ) He aBnseTca camocTosTenbHon Temon SMQ. Ero
crnegyeT UCnonb3oBaTh TONbKO B pamkax TemMbl SMQ BbICLLETO YPOBHS.

2.16.4 TMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3ybTaToOB 3anpocoB

Cocyducmbie 3abosiegaHusi ueHmpasibHoU HepeHou cucmembl (SMQ) npeactasnsaeT
cobon nepapxudecknn SMQ ¢ TepMrUHaMM Kak y3Koro, Tak 1 LUMPOKOro nonckos. 3a
NCKMIOYEHNEM MEPAPXUYECKON CTPYKTYpPbl, BHEAPEHNE aToro SMQ Takoe xe, Kak y
Heunepapxuniecknx SMQ ¢ TepMMHaMK Y3KOro 1 LMPOKOro MOUCKOB (CM. pasgen
1.5.2.1). SMQ BbICLLIErO YPOBHS MOXET MCMNOMBb30BaThCH NyTEM 06 beaANHEHMS
TepMUHOB U3 SMQ HU3LIErO YPOBHSI.

2.16.5 MepevyeHb UCNONbL30BAaHHOW Hay4YyHoOM nuTepatypbl ana Cocyducmsbie
3abosiesaHusi yeHmMpasibHolU HepeHol cucmembi (SMQ)

e The Merck Manual (Seventeenth Edition), 1999.
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2.17 XpoHuyeckoe 3aboneBaHue noyek (SMQ)
(paboyas Bepcus, mapt 2013 roga)

2.17.1 OnpepeneHue

XpoHunyeckoe 3abonesaHne no4vek (X3I1) — reTeporeHHble HapyLleHus,
BNUAOLLME HA CTPYKTYPY U PYHKLIMIO MOYEK.

Pa3nunyHble NposiBNEHUs B 3aBUCUMOCTU OT NMPUYMHbI, NaTONOMMK1, CTENeHN
TSKECTU U CKOPOCTM MPOrpeccupoBaHuns

CMMNTOMbI BKIOYAIOT: aHOPEKCUIO, TOLLIHOTY, PBOTY, CTOMATUT, AUCFEB3MIO,
HOKTYpUIO, anaTuto, yCTanocTb, 3yA, CHUKEHME SICHOCTU YMa, MbILLEYHbIE
noAeprMBaHus U Cyaoporu, 3agepxKy XUAKOCTU, UCTOLLEHME, N3bSABINEHMS
)Keny[ao4YHO-KULLEYHOro TpakTa U KpoBOTEYEHMS, Nepudeprnyeckme Helponatum
N CyOpPOXHbIE NMPUNagKW.

[narHo3 ocHoBaH Ha NlabopaTopHbIX UccnegoBaHMsX PyHKUMM NOYEK U MHOrAa
ouorncuun noyex.

JleueHwe, HanpaeJieHHOe Ha nepBnU4HoOEe 3aboneBaHune, HO BKNOYatoLLee
KOHTPOJ1b XXUOKOCTU N SNEKTPOJTIUTOB, SPUTPONOI3ITUH NP aHEMWUN, ONANTN3 UTTN
TpaHCIJ1aHTauunko NMOYKN.

X3l MoxeT BO3HUKaTb MO psay MPUYKMH, BKIIKOYas:
- Cocyauctoe 3abonesaHue:
o CTeHo3 novyeyHon apTepum

o BackynuTtbl ¢ nonoxmntenbHbiM pe3ynbTaTtoM aHannsa Ha uAHLIA,
NOSTIOXNUTENbHLIM pe3ynbTaTtoM aHanuisa Ha NAHLA n oTpuuartensHbiM
pesynbTatomM aHanusa Ha AHLA

o OMbBonbl aTepOCKNepPOTUYECKOrO NPOMUCXOXOEHUS
o [unepToHnyecknn Hedpocknepos
o Tpomb03 NOYEYHOWN BEHBDI
- [lepBuyHoe rnomepynapHoe 3abonesaHue:
o MembpaHo3Hasa HedponaTus
o WmmyHornobynuH A (IgA)-Hedponatus
o ®okanbHbIM U CerMeHTapHbIV rMoMepyriocKNepo3
o bonesHb MUHUManNbHbBIX U3MEHEHNI
o MembpaHonponugepaTBHbIN rmomMmepynoHedpuT
o bbicTponporpeccupytowmin (CepnoBuaHbIN) rnoMmepyroHepuT
- BtopuyHoe rmomepynspHoe 3aboneBaHue:

o CaxapHbin gnabet
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o

@)

CUCTEMHOW KpacHOW BOMNYaHKE;
peBMaToONaHOM apTpuTe.

CwmelwaHHoe 3aboneBaHne coegMHUTENbHOWN TKaHW
Cknepogepma

Cunpgpom Nyanac4depa

'paHynemato3s BereHepa
KpunornobynnHemusa cmellaHHas
[MOCTUHDEKLMOHHBIV rnoMepynoHepuT
QHaoKkapanT

lenatutBuC

Cudpunuc

Bupyc ummyHogeduumta yenoseka (BAY)
MapasuTtapHasa nHgekumns

YnotpebneHune repomHa

3onoto

MNeHnumnnammH

Amunongos

BonesHb OTNOXeHUs nerkmx uenen
Heonna3sus

TpomboTudeckas TpomboumTOoneHnyeckas nypnypa
CnHAPOM reMOonUTUKO-YPEMUNYECKNI
Mypnypa WennenHa-leHoxa

CuHgpom AnbnopTa

PedontokcHasa HedponaTus

- TybynouHTtepctnumnanbHas 60onesHsb:

o JlekapcTBeHHble nNpenapatbl (HaNpPUMep, BakumMHa, anmnonypuHos)

o WHdekuus (BupycHas, baktepunanbHas, napasuntapHas)

o CwuHgpowm WerpeHa

o XpoHMYeckKas runokanmemMmsi 1 XpoHn4eckasa runepkannemms

o Capkongos

o MHoxecTBeEHHasa MMenioma, kaHanbLeBasa HedponaTus

o Tskenble meTannbl
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o Hedput nyyeson
o [lofMKMCTO3HbIE MOYKK
o UuctnHos
- OOGCTpPYyKLMS MOYEBBLIBOASALLMX NYTEN:
o Yponutnas
o [lobpokayecTBeHHas runepTpodus npeacraTenibHOM Xeneabl
O  ONyXOsiu.
o PeTponeputoHeanbHbIn prnbpo3s
o CTpuktypa ypeTpsbl
o HewnporeHHbIn MO4YEBOW My3bIpb
Mapkepbl NoBpexaeHusi NoYek, B 4OMNOMHEHNE K MPOTENHYPUN, BKIOYAIOT:
— AHOManuu ocagka Moum
- AHOManuu nNpu BU3yanusnpyroLmnx nccrnegoBaHnax
AByms ocHoBHbIMK ncxogamu X3l ansawTcs:
— CHwXeHne yHKUMN NoYekK, NpMBoasLLee K He4oCTaTOYHOCTH
- PasButne cepgeyHo-cocyamncToro sabonesaHus

Bbicokoe apTepuanbHoe gaBneHne SBnsieTcst O4HOBPEMEHHO NPUYMHON U
ocnoxHeHnem X3[1, n oHo cBA3aHO ¢ 6onee GbICTpon NnoTepen PYHKLMM NOYEK U
pa3BUTUEM CEPAEYHO-COCYANCTbIX 3aboneBaHui.

[lononHUTEnNbHbIE OCMOXHEHUS BKITHOYaIOT:

AHemMUIo;

NcTowleHune

3aboneBaHue KocTen 1 HapyLweHna metabonuama kanbumna n ocdopa

- HewnponaTtum
Kputepumn X3I1, yctaHoBneHHble HaumoHanbHbIM OHAOM MOYeEK:

- MoBpexaeHne novek B TeveHne = 3 MecsiLeB (CTPYKTYPHbIe Unu
pyHKUMOHANbHbIE aHOMarMKN) CO CHUXXEHNEM CKOPOCTM Kiyb0o4KoBOM
unbTpauum unn 6es, nposiensoLieecs nNnbo:

o [Matonornyeckummn HapyLueHusamMmu, Nnbo

o Mapkepamu noBpexaeHnst noyek (NaTonornyeckme N3MeHeH1st MoYU Unm
KPOBM, UN aHOManuu npu npoueaypax Busyanusaumm)

CkopocTb kny6o4koBo punbTpauun < 60 mn/muH/1,73 M? B TedyeHne = 3
MecsLeB, CONPOBOXAALIMECH UMM HE COMPOBOXAatoLLMecs NoBpexaeHnemM
MOYeEK.
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e [laTtb ctagmnn X3l onpegenstoTca cnegyowmm obpasom:

Cragusa OnucaHue flie
(Mn/MuH/1,73m)
1 [MoBpexaeHne noyYek ¢ HopmarnbHOW Unn > 90
T CKo
[MoBpexaeHne noyYek ¢ HopmarnbHOW Unn _
2 | CKa 60-89
3 YmepeHHoe | CK® 30-59
4 BoipaxxeHHoe | CKD 15-29
5 HepocTtaTo4HOCTb NoOYek <15 (wnn gnanus)

Tabnuua 2-2. MNATb cTaAMN XPOHNYECKOro 3aboneBaHUA No4vek

2.17.2 KpuTepuu BKNOYeHUA/MCKNIOYEHUS

e BknovatoTcs:

— TepMuHbI, OTHOCSALWMECSH K ONpeaenieHnto, BKNYas NpU3Hakm 1 CUMNTOMbI, a
Takke gonrocpoyHble nocneacteus X3

- TepMuHbI Anst 0603HaYeHNs1 COOTBETCTBYOLWMNX NabopaTopHbIX aHanM3oB, B

TOM 4YUCIE ONd TeX, KOTOpble onpeaendarTcd KaKk « OTKITOHEeHUE OT HOPMbI»

— TepMuHbl onsa 0603Ha4YEeHN METOAOB NEeYeHust, cBa3aHHbIX ¢ X3l

e VcknwvatrTcs:

— TepMuHbl ons 0603HAYEHNA OCHOBHbIX MPUYMH UK hakTOPOB pUCKa
passuTtua X3l1, Hanpumep, caxapHbi AuabeT unm rmnepTeH3ns

o WcknoyeHnsmu sSBRsoTCs HedoponaTm u apyrme aTMonornyeckme

TEePMUHbI, HENOCPEeOACTBEHHO CBA3aHHbIE C 3aboneBaHneM no4ek

- TepMuHbl Anst 0603Ha4YeHns Hecneungduyeckmx CMMNTOMOB, Hanpumep,

TOWHOTa M yCTalioCTb

— TepMuHbI AN 0603HaYeHNs BPOXAEHHbIX U HEOHATanbHbIX GonesHen

- TepMVIHbI anA 0003Ha4YeHMs1 OCINTOXHEHNI npu TpaHcnsiaHTaunn noYkn mn

OTTOPXXEHWNA TpaHcnnaHTaTa, Kpome PT XpoHuyeckas
mpaHcrnaHmayuoHHasi Hegbporiamusi
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2.17.3

MNepeyeHb UCNONb3OBaHHOW Hay4yHON nuTepaTtypbl ANA XpoHu4Yeckoe

3aboniesaHue noyek (SMQ)

Levey AS, Coresh J. Chronic kidney disease. The Lancet published online
August 15, 2011. DOI:10.1016/S0140-6736(11)60178-5

Merck Manuals Online Medical Library for Health Professionals, Chronic Kidney
Disease, accessed 2011-09-26:
http://www.merckmanuals.com/professional/genitourinary _disorders/renal failure
[chronic_kidney disease.html

Verrelli, M. et al Chronic renal failure. eMedicine, accessed 2011-09-26:
http://emedicine.medscape.com/article/238798-overview

Harrison’s On-line (Harrison’s Principles of Internal Medicine, 17¢), Ch. 280,
Chronic Kidney Disease, accessed 2011-09-26
http://accessmedicine.com/content.aspx?alD=9130075&searchStr=kidney+failur
e%2c+chronic#9130075

K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease: Evaluation,
Classification and Stratification. Am J Kidney Dis 39:S1-S266, 2002 (suppl 1)
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2.18 HapyweHus co CTOPpOHbI KOHBIOHKTUBLI (SMQ)
(pabo4as Bepcus, ceHTs16pb 2009 roga)

2.18.1 OnpepeneHue

2.18.2

KoHblOHKTMBA — 3TO crimauctas oboroyka, NokpbiBatoLas

- [lepegHtoto noBepxHOCTL rnasa (bynbbapHas KOHBLIOHKTUBA);
- 3agHI010 NOBEPXHOCTL Bek (nanbnebpanbHasi KOHbOHKTUBA).
HapyLeHus, KoTopble 3aTparnBatloT KOHbIOHKTUBY:

— OcCTpbIft KOHBIOHKTUBUT (BUPYCHbIN, BakTepuanbHbIN, C BKIOYEHUSMU,
Ce30HHbI/annepruiecknin;

— XPOHUYECKNI KOHBHOHKTUBUT (Tpaxoma, KpyrioroguyHbIn anneprimyeckun,
BECEHHUI KEPaTOKOHbIOHKTUBUT);

TpaBma (CyOKOHBIOHKTUBANbHOE KPOBOTEYEHNE, MHOPOAHbIE TENa, pBaHbIe
paHbl);

- [JlereHepaTuBHble COCTOSIHUSA (CTapyeckas bnswka KoraHa, nuHreekyna,
NTePUrMyM, KOHKPELUN, peTEHLNOHHbIE KUCTbI);

- 3aboneBaHns KOXM U CNN3NCTbIX 060MI04YeK ¢ 0bpa3oBaHMEM My3bipen
(pybuoBbi nemdurons, cuHgpom CtuseHca-[)KoOHCOHA);

- Hapywenuns nurmeHTaumu;
- Onyxonw.

CMMNTOMbI BapbUpylOTCst B 3aBUCMMOCTI OT OCHOBHOMO 3aboneBaHus;
HEKOTOPbIMM OBLLIMMM NPU3HaKaMu ABNAKTCS:

-~ 2KanoObl Ha KpacHOTy rnas;
- 3nudopa (M36bIToOYHOE Cre3ooTaeneHme);

o Pa3,u,pa>|<eH|/|e, TaKoe Kak ollyLieHne nHopogHoro tena, scneacrtene
Hanm4unAa (*)OJ'IJ'IVIKyJ'IOB nnn 6yF0pKOB;

o 3y,1:|, — MPU3HaK anneprm4eckoro KOHbIOHKTUBUTA, HO MOXET TaKxKe
BO3HUKaATb Npu 6neq)ap|/|Te UM CyxXomM KepaTOKOHbHOHKTUBUTE;

o bonb — 06bI4HO cnabas. Mpu oTCyTCTBUKM TPaBMbl BblpaKeHHas 6onb
ABNAETCA HEOObIYHbIM SIBNEHNEM.

o XKanoObl Ha BblgeneHus.

KpI/ITepMM BKINHOYEHUA/MCKNIOYEeHUA

BkntovatoTca:
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- TepMI/IHbI Ans obo3HaveHus pasapaxeHund, BocnaneHna, gereHepauuu,
OTIIOXEHUA N APYrnx HeTpaBMaTUH4ECKUX N HeVIHCbeKLI,VIOHHbIX
KOHBHOHKTMBASbHbLIX COCTOSIHUI

— TepMuHbI Ans 0603HaYeHNs1 NabopaToOPHbIX U MHCTPYMEHTAaNbHbIX AaHHbIX,
MOMNYYEHHbIX ANst KOHbIOHKTUBbI

- TepMI/IHbI Ansa o603Ha4YeHns MeTOA0B NIeYEHNS KOHBHOHKTUBbI
- TepMI/IHbI Ans o6o3HavYeHus HOBOO6pa3OBaHI/IIZ KOHBIOHKTUBbI

- PT Annepauyeckut kepamum, Tak kak LLT Annepaudyeckut
KepamoKOHBIOHKMUBUM cBA3aH ¢ 3TuM PT 1, BeposaTHO, ByaeT no3sBonsTb
n3BriekaTb COOTBETCTBYHOLLME Criyvaun

— TepMUHbI, B KOTOPbIX NMPOUCXOXAEHME SABIEHUSA MOXET OblTb NGO
NHMPEKLMOHHBIM, MO0 HEMHMEKUMOHHBIM (CM. KpuTepumn nckniodeHus B
OTHOLLUEHUMN UCKIHYEHUI)

e VcknwovarTcq:

- TepMuHbI Anst 0603HaYeHMs NPU3HAKOB 1 CUMMTOMOB HapyLUEHWU CO
CTOPOHbI KOHBIOHKTMBbI, KOTOPbIE MOTYT ObITb O6LLUMMMK C APYTUMUA
HapyLUEHUSIMU CO CTOPOHbI rnas

- TepMVIHbI Ansa 0603Ha4YeHNs1 N3BECTHbIX NPUYNH Uin CMHAPOMOB, CBA3AHHbIX
C HapyweHUAMn Co CTOPOHblI KOHBHOHKTUBDI

- TepMuHbI, KOTOPbIE YETKO YKa3blBaloT Ha MHPEKLMM KOHBIOHKTMBBI

- TepMI/IHbI, OTHOCALWNECHA K TopaBME KOHBbIOHKTUBLI, 3a UCKITIOYEHUEM Crly4aeB,
Korga 3ToT TepMUH MOXET OTHOCUTbCA HenocpeaCTBeHHO K NPpUMeHeHUto
rMa3HOoro rnpenaparta

- TepmuHbl Ana 0603Ha4YeHMA BPOXAEHHbIX 3aboneBaHni

- TepMI/IHbI Ans obo3HaveHus HapyLLIeHI/IIZ CO CTOpPOHDbI CKInepbl

2.18.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi co cmopoHbl KOHbIOHKMUBbk! (SMQ) coaepXnUT TONbKO Y3KNe TEPMUHBI.
[Mo3aToMYy Y3KMIA NOUCK U LUMPOKMIA NOUCK JAKOT OAMHAKOBLIN pedynbTaT. MNoapobHbie
npumedaHusi npmseneHol B pasgene 1.5.2.1.

2.18.4 lMepeyeHb UCMONb3OBaAaHHOW Hay4YyHOW nuTepatypbl AnA HapyweHusi co
CMOPOHbI KOHBLOHKMUEBbLI (SMQ)

e Scott, O. Conjunctival problems. Patient UK,
http://www.patient.co.uk/showdoc/40025324/, May 2008.

e Conjunctival disorders. Merck Manual, 17" edition, pp 710 — 717, 1999.
e Stedman’s Medical Dictionary, 27" Edition.
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2.19 Cypoporu (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.19.1 OnpepeneHue

e  JnunenTuyecKkMin NPUCTYN — NapoKCU3mMarnbHOE COCTOSIHME, pa3BMBatOLLEECs
BCIeACTBME aHOMarlbHbIX, YPE3MEPHBIX, TMNEPCUHXPOHHbBIX Pa3psiaoB rpynnbl
HENPOHOB LleHTpanbHon HepBHon cuctembl (LUHC).

-~ [lposiBneHnst BapbmpytoTCsa OT 3HAYMTESNbHOW CYA0POXHOW aKTUBHOCTU [0
heHOMEHOB, KOTOPbIE MOrYT OblTb HEPA3NMYNUMbl HEOMbBITHLIM
HabniogaTenem.

e Jnunencusa — peumanBmpytoLmMe npunagkn BCneacTeme XpOHUYECKoro,
OCHOBHOrO MaTOJIOMMYECKOro NPoLLECCa; He ABNAETCS OQHOW HO30J10MMYECKOM
dopmon.

e Cypnoporu SBNsiOTCA ABUraTenbHOW cocTaBnsoLLeln uepebpanbHbixX
npvnagkos.

- XapaKTepvlserTcn COKpaweHnAMN cKkeneTHblX Mblilll, BO3HUKaOLWNMN
BHe3arnHo n HeENpPoun3BOJIbHO.

- COKpaLU,eHI/IFI MOryT ObITb TOHUYECKUMM UITN KNOHUYECKUMW, U OHN MoryT
ObITb O4aroBbIMU UK redHeparnim3oBaHHbIMW.

e MexayHapogHas knaccudukaums anunentmnyecknx npuctynos (1981 r.):
- [lapumanbHble cygoporu

o npOCTbIe YaCTuU4iHble nNpunagku (C aBurateribHbIMU, 4YyBCTBUTEJIbHbIMMN,
BeretTatuBHbIMN UM NCUXNHECKNUMIA I'IpI/ISHaKaMI/I).

o CnoxHble napumanbHble Npunagku
o lMapumanbHble NPUCTYMblI C BTOPUYHOW FreHepanuaaumnen
- [lpenmyLiecTBeHHO reHepann3oBaHHbIe NpUNagku
o ABcaHCHbIN (ManbIn anunenTudeckun npunagok [petit mall)
o TOHUKO-KIOHUYecknin (6onbLLOn anunenTu4eckMi Nnpunagok [grand mal])
o ToHuyeckuu;
o ATOHMYECKUn;
o MwuoknoHu4yeckui;
- HeknaccuguuupoBaHHble npunagku
o [MpucTynbl y HOBOPOXAEHHOIO
o MnapeH4eckue cygoporu
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2.19.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

e BknoyvatoTcs:

PT, cogepxalwiue cnosa «cygopormn», «3nunencus» unn «BHe3anHbIn
NPUCTYN»; HE3aBUCMMO OT TOrO, BKIoMana nu goopma anumnenTn4ecKoro
npunagka MbllleYHble cokpalleHus (Hanpumep, PT Manbit
anunenmuyeckud rnpurnadok) Unu HeT

TepMuHbl Anst 0603HaYEeHMsT OCITOXXHEHUI Nocne cyaopor

CooTBeTcTBYIOLME BCoMoraTenbHble TepMuHbl U3 SOC JlabopamopHsie
U UHcmpyMmeHmaribHble 0aHHble, cogepXallne onpeaeneHne
«OTKINMOHEHME OT HOPMbI» B LUMPOKOM MOKCKe

TepMUHbI, 0603HavatoLwmne pasnuyHble NPU3HakM 1 CUMMNTOMbI
CYAOPOXHbIX SBNEHWI, HanpumMep, NpUKycbiBaHNe si3blka

BpoxxaeHHble U reHeTUYecke HapyLLEeHWs!, ECNN Cya0pOoru sSiBNsItOTCS
OCHOBHbIM NPOsIBfieHNeM 3ab0reBaHUs UM CMHApPOMa

TepMUHbI, OTHOCSLLMECS K NEYEHMIO 1 (MNn) NpodbmnakTmke

D,I/IaFHO3bI, KOTOpbIEe TPYAHO OTIIMYUTL OT Npunagkos

e lcknwovarTcq:

TepMuHbl ans o6o3HaveHns SOC JSTabopamopHsie u
UHCmMpyMmeHmaribHble 0aHHble C KBanuduKaTtopom «B HopMe» 1 6e3
KBanudukatopa

PT, onuceiBatowme «HeaepkaHme», bbinm HecneundudHbIMU 1
n3Briekanu HepeneBaHTHbIE Cryyau.

PT lNomeps cosHaHusi n PT CHUXeHue ypo8Hs CO3HaHUs, co3aatoLune
3HAYUTENbHbIA «LLIYM»

PT, koTopble ONMCLIBaOT TONbKO ABMXEHME 6e3 ynoMnHaHUs TepMuHa
«3NUNEenTUYECKUA NPUCTYN»

2.19.3 MNpumeyaHusa No BHeQPEHUIO U (MNN) OXKMOAHUIO pe3yibTaToB 3anpocoB

Cydopoau (SMQ) cogepXuT TEPMUHbI Y3KOro U LUMPOKOro NOUCKOB. [loapobHble
npumMeYaHus npuseaeHol B pasgerne 1.5.2.1.

2.19.4 MNepe4veHb UCNONIb3OBaHHOW Hay4YHOM nNuTepaTtypbl ana Cydopoau (SMQ)

e Harrison’s online, Chapter 348, accessed on 29 May 2005
http://accessmedicine.com/public/about am.aspx

e Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug
reactions, definition of 1. Terms and criteria for their use. Council for
International Organizations of Medical Sciences (CIOMS), 1999. Pages 24-

25.
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e Commission on Classification and Terminology of the International League
Against Epilepsy. Proposal for revised clinical and electroencephalographic
classification of epileptic seizures. Epilepsia 22:489-501, 1981.
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2.20 3aboneBaHus poroBuubl (SMQ)
(paboyas Bepcus, mapt 2009 roga)
2.20.1 OnpepeneHue
e 3aboneBaHnsa poroBuLbl CrpynnMpoBaHbl Crieayowmm obpasom:

- Pe(bpaKLl,l/IOHHble HapylweHuna scnencrene HENOCTOSAHHOW KPUBU3HbI (MMOI'II/IFI,
rmneponna mn aCTI/IFMaTI/I3M).

-~ 3aboneBaHus HapyXHbIX CTPYKTYpP rnasa, nopaxatroLime porosuuy (annepruu,
KOHBIOHKTUBUT, cuHapom LLlerpeHa).

- HapylweHnsa co CTopoHbl poroBuLbI:
o WHekunm porosuubl.
o HAductpodum porosuubl.
o [lTepurun.

o 3aboneBaHus, Bbi3BaHHbIE NPYMEHEHMEM NIEKAPCTBEHHbIX NpenapaTos,
Hanpumep cuHapom CTmBeHca-[)KOHCOoHa.

e SMQ onpenensieTcs kak 3aboneBaHNs POroBuLbl C COOTBETCTBYHOLLIMMU
cneundryeckuMn 1 oTaenNbHbIMU HecneuMUYECKUMUN NPU3HaKaMu 1
CMMNTOMaMM, OTHOCSLLUMUCS K OAHOMY UIN HECKOSBbKMM CMOSIM POroBuUb:

- Onutenuio;
- boymeHoBoON MembpaHe;
- Crtpowme;
- [ecuemeTtoBon membpaHe;
- JHpoTenuio.
2.20.2 Kputepumn BKNOYEHUA/NCKNIOYeHUsA
e BknwoyvatoTtcs:
- Bce TepmuHbI, KacatoLwwmecsa poroeuubl.
e WckntovatoTes:
- BpoxgeHHble HapyLleHns CO CTOPOHbI POroBULbI;
- WHdekunn, nopaxatowme porosuy;
- MexaHunyeckune noBpexaeHns porosuLbl.

NMPUMEYAHUME. Hecneumndmyeckme TepmuHbl, Takue kak PT Crienoma, PT
Paccmpoiicmeo 3peHus u PT YMeHbweHUe ocmpomal 3peHusi Bbinn yaaneHbl
nocre TeCTMPOBaHUs, MOCKOSbKY OHU cO3aBasiv 3HaYUTENbHbIN «LLYM».

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 63
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

2.20.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

3abonesaHus pozosuubl (SMQ) conepXuT TePMUHbBI Y3KOTO U LLIMPOKOrO NMOUCKOB.
MoapobHblie npumeyaHnsa npueeneHsbl B pasgene 1.5.2.1.

2.20.4 MepevyeHb WUCNONbL30BAaHHOW Hay4YyHOM nuTepaTtypbl AnAa 3abosieeaHus
pozosuuybl (SMQ)

e Anon. Facts about the Cornea and Corneal Disease. National Institutes of
Health, National Eye Institute. December 2007.
(http://www.nei.nih.gov/health/cornealdisease/index.asp#0/)

e Hollander DA; Aldave AJ Drug-induced corneal complications. Curr Opin
Ophthalmol 2004 Dec;15(6):541-8.

e Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious
disease. Eye 2003 Nov; 17 (8):886-92.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 64
MapTt 2023 .
000912


http://www.nei.nih.gov/health/cornealdisease

MHONBUAOYAJIbHbBIE SMQ

2.21 KopoHaBupycHas nHdekuma COVID-19 (SMQ)
(paboyas Bepcus, ceHTs16pb 2020 roga)

2.21.1 OnpepeneHue

KopoHaBupycHasa nHdekums 2019 roga (kopoHaBupycHasa nHdekums COVID-19)
— WHeKkunoHHoe 3aboneBaHne, Bbi3biIBAEMOE KOPOHABMPYCOM TSDKENOro
OCTpOro pecnmpaTopHoro cnHgpoma-2 (SARS-CoV-2).

B mapTte 2020 roga o6bsiBneHa BO3 naHaemuen.

I'Iepep,aeTCH OT YeJioBeKa K 4YeJioBEKY NMpu TeCHOM KOHTaKTe, B OCHOBHOM
BO3AYLIHO-KanesrbHbIM NMNyTeM nepeaavun.

Ctparternv npounakT1kn NpoTMB pacnpoCTPaHEHUS BKMOYAOT MbITbe PYK,
HOLLEHWe Macok, usanyeckoe ANCTaHUMPOBaHNE, KAPAHTUH, U30NSALMIO
nauneHToB 1 Apyrne Mepbl KOHTPOMS MHAEKLMOHHbLIX 3aboreBaHuUi.

Bpemsi 0T 3apaxkeHuns 4o NosiBNEHNA CMMNTOMOB KornebneTcs ot 2 Ao 14 gHen.

BonblwKnHCTBO cnyvaeB NnpoTekaeT 6eCcCMMNTOMHO UK XapakTepuayeTcs
NerkMMm cumnToMamu, HO B APYrnx crydasx pasBuBatoTCs TshKenble unm
cMepTenbHble MHAEKLNN.

YacTble CMMNTOMBbI BKITHOYaAOT:

- [loBblWweHne TeMmnepaTtypbl;

- Kawens;

- [dwucnHos;

- O3Ho06;

- Mwanruio;

- Hosyto noTepto BKYCOBOW YyBCTBUTENBHOCTWN UM OBOHSAHNS.
TspKenble KNUHUYECKNEe NposaBNEeHNs BKINKOYaLoT:

- [THeBMOHMIO;

- OcTpbIvt pecnupaBTopHbIN gnctpecc-cuHapom (OPLC).

- MynbTUoOpraHHble U CUCTEMHBIE AUCHYHKLUMK, BKIHOYaAs NoBpexaeHne
cepaua, NoYeYHy HegoCTaTOYHOCTb, ANN304bl TPOMBO3IMBONUK U
BOCManuUTeNbHbIe OCMOXHEHNS.

JleyeHne cocpejOTOHEHO B OCHOBHOM Ha CUMNTOMATUYECKOWN U
nogaepkueatroLlen Tepanuu.

Mo coctosaHuo Ha cepeauHy 2020 roga NpoBOASATCA UCCNefoBaHNA PasfUYHbIX
3KCMEePUMEHTAarbHbIX METOAOB NIEYEHUS 1 NPOUNAKTUYECKNX BAKLUH.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 65
MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

O1oT SMQ paspaboTaH cneunanbHO Ansa kopoHasnpycHon nHgekumnn COVID-19 un
MOXET MCMNOMb30BaTbLCS B pas3nunyHbIX cueHapusax. Ero MoxHo ncnonb3oBatb AN
BbISIBNEHNA N perncTpaumm criydyaes MHGEKLMOHHOIo 3abonesaHunsi, BbI3BBaHHOMO
kKopoHaBupycom SARS-CoV-2 / kopoHaBmpycHon nHgekumen COVID-19, a Takke ans
cbopa nHdopmaumm 0 Apyrnx acnekrax naHgemMum, BKNoYasi TeCTUPOBAHNE N KOHTaKTbl
C UCTOYHMKOM MHpeKUMn/3apaxeHue.

Hanpumep, B KOHTEKCTE KNMHMYEeCKNX nccnegosanni SMQ moxeT nomoudb B cbope
MHdopMaLnK, CBSA3aHHOM C KOpoHaBupycHon nHgekumen COVID-19, B Buge
HexenaTenbHbIX ABMEHUN, KPUTEPUEB BKIKOYEHMS, NOKa3aHWU K NPUMEHEHWNIO U NPUYMH
cpblBa nposefeHns uccnegosaHnin. Kpome Toro, obnactm npuMeHeHus B
dhapmakoHaa30pe MOryT BKNtovaTb B ce65 pernctpauunio crydaeB UCMNONb30BaHUS
NeKapCTBEHHbIX CPEeACTB UMY MeOULMHCKUX U3AENUiA, He NpeayCMOTPEHHOIO
WHCTPYKUUWENn, NS fie4eHns unm npoguriakTukn KopoHasupycHon nHgekumm COVID-19.
SMQ Takke MOXeT MCcnonb3oBaTbCH B 6a3ax AaHHbIX Ans cbopa n aHanmsa gaHHbIX Ha
nonynAUNOHHOM YPOBHE MO YacTOTe Cly4YaeB, KOHTAKTOB C MICTOYHUKOM
NH(pEeKLMM/3aparKeHNto, TECTUPOBAHNS C LieSNIbio MOHUTOPUHIa U BbISBNEHUS
nonynsaunen, OTHOCALLMMCS K rpynnam pucka.

KopoHasupycHas uHgbekuyusi COVID-19 (SMQ) 6bin paspabotaH MedDRA MSSO wu
MEeXayHapOaHOW rpynnow CrneumnannucToB B YyCKOPEHHOM NOpPsiAKE Ha OCHOBaHUK
Bpa4ebHOro Cy>kaeHns; CNMCOK TEPMUHOB He Obin NPpOTECTMPOBaH B 6a3ax AaHHbIX U3-
3a OrpaHn4YeHun No BpeMeHn n HeobxogmmocTn caenatb SMQ AocTynHbIM Ans
nonb3oBaTeNnen kak MOXXHO CKOpee BO BPEMS NAHAEMUMN.

2.21.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUNA
e BknovaroTtcs:
- TepMuHbI, OTHOCALLMECH K KOPOHABMPYCHOM nHpekumm COVID-19

- CooTBeTCTBYOLME TEPMUHBI ANA 0603Ha4YeHnsa nabopaTopHbIX U
WHCTPYMEHTarnbHbIX UCCreaoBaHUN Ha kopoHaBupyc SARS-CoV-2

- Bknovatotces TepMUHbI ansd 0003HaveHns Ha3BaHUs nccnegoBaHms 6e3
KB&J'II/Id)VIKaTOpa, MOCKOJ1bKY TECTUpPOBaHME Ha BUPYC MOXET yKa3blBaTb HA
KnnHn4eckoe noao3peHne Ha Halnn4dmne I/IH(*)eKLI,I/WI Yy 4enoBeka nnm
npeacTtaBnATb cobon yacTb nporpamMmmbl TECTUPOBAHUA N OTCIIEXNBAHUA
KOHTakToB. OHM BKNIOYAKOTCS Kak TEPMUHDbI LLII/IpOKOIZ obnactu NPUMEeHEeHUA.

- TepmuHbI Ana oTpuuaTensHOro pesyrnbTaTa Tecta Ha KopoHaBupyc SARS-
CoV-2 nnu KopoHaBUPYC BKMOYEHBI B KAYECTBE TEPMUHOB LLUMPOKOKN obnacTu
NPUMEHEHNS. DTN TEPMUHbI UCMOJNb3YIOTCA B KOHTEKCTE KpUTEPMEB
BKITHOYEHMS B KITMHUYECKNE UCCNeaoBaHUs / UCKITOYEHMS N3 KITMHUYECKNX
NccrnegoBaHni M A1 MOHUTOPUHIA YacToThl OTpULIATENbHBIX CrlyvYaeB B
nporpammMe TeCTUPOBaHWS.
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- Hecneuunduyecknin TEpPMUH «KOPOHABUPYC» U Apyrne obLime TeEPMUHLI,
KOTOpble MOrfY UCMNOMNb30BaTbCA ANA KOANPOBaHUSA OO NOABMNEHUS
cneunduyecknx TepMUHOB ANA KOpoHaBUpyCcHon nHdekumm COVID-19.

- TepmuHbI Ans 0603HAYEHMS KOHTAKTa C UICTOYHUKOM MHAEKLMN/3apaKeHu s
kopoHaBupyca SARS-CoV-2

e VcknwovarTcq:

- WcknovaloTca npusHaku, CUMATOMbI Y OCITIOXKHEHNSA KOPOHABUPYCHOM
nHdekumm COVID-19, notomy 4TO HeuenecoobpasHo oTobpaxkaTb 6oMbLION
N NOCTOSIHHO MEHSALWMICA HAabop COCTOSIHMI B cTpaTernn noucka. axe Te,
KOTOpble TECHO CBSA3aHbl C KOPOHaBupycHon nHgekumen COVID-19, Takune
Kak HapyLleHnsa BKyca M 3anaxa, AblxaTenbHas HeJOCTaTOYHOCTb,
rmnepkoarynsiumsi, CENTUYECKUI LLIOK U T. N. MOTyT CO34aBaTb «LUYyM» B
HEKOTOpPbIX HAabopax AaHHbIX.

- TepmuHbl Ana 0603HavYeHMsa NabopaTopHbIX U UHCTPYMEHTANbHbIX
nccrnegoBaHuiA U opyrue pesynbTaThbl, KOTOPbIE HE ABMASKTCA CneunduyHbIMm
ans kopoHasupyca SARS-CoV-2, Hanpumep, pesyrnbTaThl
PEHTIreHONOrMYeCKOro UCCNeaoBaHns NErknx, onpeaeneHns
CBEpPTbIBAEMOCTUN KPOBU U MapKepoB BOCManeHus, 1 T. 4.

- Wckniovatotes obwme metoabl NogaepKMBaKOLLETO NIEYEHUS, MOCKOSTbKY OHU
He crneunuyHbl 4ns KopoHasupycHon nHgekumm COVID-19; K HUM
OTHOCATCSA MHAY3NOHHAA Tepanus, KNCNopoaHas Noaaepka, MexaHmyeckas
BEHTUNAUMA U T. A.

- dakTopbl prcka nnn 3aboneBaHusi, KOTOpbl€ CBA3aHbl C NOBbILLEHHbLIM
PUCKOM 3apakeHUs UNn TSXKECTbIo MHEKLMK, Hanpumep, UMMYHOCYNpeccus,
caxapHbin guaber.

2.21.3 lMpumeyaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3ybTaToOB 3anpocoB

KopoHasupycHas uHpekyussi COVID-19 (SMQ) cooepXuT TePMUHbI Y3KOTO U LLUMPOKOrO
nouckoB. lNoapobHble NpumMmeyaHus npueeaeHsbl B pasgene 1.5.2.1.

Cnepnyet paccMOTpeTb BO3MOXHOCTb MCMNONb30BaHNA KopoHasupycHasi UHheKyus
COVID-19 (SMQ) He ToNbKO B NOMsX AaHHbIX O HeXenaTeSlbHbIX SBIIEHUSIX, HO U B
APYrnx peneBaHTHbIX NONSAX AAaHHbIX, TAKMX Kak nctopus 3abonesaHns, nokasaHus,
nabopaTopHble aHanu3bl U T. 4.

[Monb3oBaTenu Takke AOMKHbI PACCMOTPETb BO3MOXHOCTb UCMOMb30BaHUA AaTbl
OKOH4YaHMA cbopa gaHHbIX NPY N3BNEYEHNN CryYaes, HanpuMep, criyvau,
npeacTaBnsAoLLne BO3MOXHbIM MHTepeC, AaTupoBaHbl koHLOoM 2019 roga, korga 6b1m
3aperncTpupoBaHbl NepBble Crlydan HOBOW KOPOHaBUPYCHOW MHAEKLMN.

Mockonbky atoT SMQ 6bIin paspaboTaH cneumansHO ANS KOPOHABUPYCHON UHADEKLMN
COVID-19, nonb3oBaTteny MoryT 3axoTeTb 06beanHUTL KopoHasupycHasi UHgbeKyusi
COVID-19 (SMQ) ¢ gpyrumn SMQ B 3aBUCUMOCTM OT UX OCOBEHHOW CTpaTernm Nomcka,
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4yTOObI BbINOMHUTE Bonee ncyepnbiBaloLWwmm NOUCK PasfnNYHbIX KIMHUYECKNX
nposieneHnn nHgekumn. Npumepamm ssnatotca: Ocmpas noYyeyHasi
Hedocmamoy4Hocmb (SMQ); CepdeyHasi HeOocmamoyHocmb (SMQ); Ombonuu u
mpomb603bi (SMQ); Nwemuyeckue cocmosiHUS UeHmparibHOU Hep8HOU cucmemabl
ecriedcmeaue namorsiozuu cocydos (SMQ); NMwemuyeckas 6onesHb cepdua (SMQ);
LbixamenbHas HedocmamoyHocmb (SMQ); Paccmpolicmea gocripusimusi 8kyca u
060HsHUSI (8Kyco8ble u 0boHsimernbHble HapyweHus)) (SMQ); CocmosiHue moKcuko-
cenmuyeckozo woka (SMQ).

2.21.4 TMepeyeHb ucnosib3oBaHHOW Hay4yHoW nuTtepaTtypbl AnA KopoHasupycHasi
uHgekyusi COVID-19 (SMQ)

e ZhuN., Zhang D., Wang W. A Novel Coronavirus from Patients with Pneumonia
in China, 2019. N Engl J Med. 2020;382(8):727-733. doi:
10.1056/NEJM0a2001017.

e Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment
Coronavirus (COVID-19) [O6HoBneHo 6 anpensa 2020 r.]. In: StatPearls [Internet].
Treasure Island (FL): StatPearls Publishing; 2020 Jan-. Available from:
https://www.ncbi.nim.nih.gov/books/NBK554776/

e Zaim, S., Chong, J. H., Sankaranarayanan, V., & Harky, A. (2020). COVID-19
and Multi-Organ Response. Current Problems in Cardiology, 100618. Advance
online publication. https://doi.org/10.1016/j.cpcardiol.2020.100618
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2.22 0O6e3BoxunBaHue (SMQ)
(paboyas Bepcusi, mapt 2018 roga)

2.22.1 OnpepeneHue

O6e3BoXXMBaHNE — 3TO HEQOCTATOK BOAbl B OPraHn3me.
— O06e3BoXMBaHME NPOUCXOOUT NPU HEAOCTATOMHOM NOTPebneHnn Boabl Unu,

Yalie, Korga Ype3amepHoOe KONMYeCTBO BOAbI M HATPUSA TepAETCa NoYKamu,
Xenyao4YHO-KMLIEYHbIM TPaKTOM UIn Koxen. M'mnornapataums MoOXeT BMUATb
Ha BHEKITETOYHbIN UM BHYTPUKIIETOUHbIN O6BbEM, UK Ha TO, U Ha apyroe.
O6e3sBoxMBaHNE MOXET ObITb CNeaCTBMEM aHOMAasbHOIro NOTpebneHnsa Boabl
(HapyLweHue dyHKUUKM rmnoTanamyca) unvm notTepu BoAabl NOYKamm
(HecaxapHbI gnabeT). [unepHaTpuemus (ypoeHb Na > 145 mmonb/n)
ABNseTca YacTtbiM aBrneHmeM. Korga ncrowatotcsa 3anacbl BOAbl U HATpuS,
4YacTo BO3HMKAIOT Taxukapaus, rmnoTOHUS N CHUXKEHNE Macchbl Tena.

KnuHnyeckne Haxogku MoryT BapbMpoBaTbCs B 3aBUCUMOCTU OT CTENEHU
00e3BOXMBaHWS.
- Cna6oe 06e3BOXNBaHNE XapaKTEPU3YETCA HAXOXOAEHNEM B CO3HAHUM,

HaNOSIHEHMEM KanunnsapoB 3a 2 CeKyHAbl UM MeHbLLUE, a CIIN3UCTbIe
obono4ku, crnesootaeneHme, cnocob/vHacToTa AbiXxaHus, apTepuansHoe
AaBrieHne, nynbC 1 TYprop KOXHbIX MOKPOBOB HAaxXoAsTCs B HopMme. YacToTta
CepAeYHbIX COKpaLLEHUn HEMHOIO yBENNUYMBAETCS, a AMYpPe3 CHUXKaeTCs.

Mpw ymepeHHOM 06e3BOXMBAHMMN NALUUEHT NETapruyeH, HanonHeHne
Kanunnsipos NpoucxoauT 3a 2—4 cekyHAbl, CNN3ncTble 060M104KKM cyxme,
cnesooTaeneHne yMeHbLlUEHHOE, YacToTa AblXaHWsi U YacToTa cepAeydHbIX
COKpaLLleHU NOBbILLEHHbIE, apTepuarnbHoe AaBneHne B Hopme (XOTs
CHWXaeTcs B opTocTase), NyfbC HUTEBUAHbIN, TYProp KOXHbIX MOKPOBOB
CHWXeH (KoXHasi ckrnagka MefaJfieHo pacnpaBnsieTcsl), OTKPbITblE POOHUYKM
3anagatoT, rnasa 3anasLuve U UMeeTcs ONUrypusi.

MauneHT ¢ cunbHbIM 06E3BOXMBAHMEM 3aTOPMOXEH, HaMOMHEHWE
KanunmsipoB y HEro NpoucxoauT B TedeHne bonee 4 cekyHa, KOHEYHOCTH
XONoAHble Ha OLLYMb, CIM3UCTbIE 0BOMOYKN NEPECOXLUME UMW NOKPbITbIE
TPeLnHaMm, crie3ooTaeneHne oTCyTCTBYET, YacToTa AblXaHUsl NOBbILLEHHAs
1 HabngaeTcs rMnepnHoa, YactoTa cepaeYHbIX COKPaLLEHUI BbIPaXXeHHO
NoBbILLEHA, apTepuarnbHOe AaBreHNe NOHKEeHHOe, MynbC criabbli unm
Henanbnupyemblii, Npy onpeaeneHMmn Typropa KoxHbIX MOKPOBOB TYprop
pe3Ko CHUXKEH (KOXHas ckrnagka Aonro He pacnpaBnsieTcsi), OTKpbITble
POAHUYKM 3anaBLUKe, rfa3a OYeHb 3anaBLuve U UMeeTCs Onurypusi/aHypust.

2.22.2 Kputepumn BKNOYEHUA/NCKNIOYEeHUsA

Bknrouarorcsa:
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- TepMuHbI Anst 0603HaYeHNs NPU3HAKOB 1 CUMMTOMOB 06€3BOXMBaHUS OT
Nerkon 4o yMepeHHON CTeNeHM, BKITKOYAs Xaxay, CyXOCTb BO PTY, CHUXEHWNE
4acTOTbl MOYEUCTYCKaHNSI U CHKEHNE NOTOOTAENEHNS

— TepMuHbI AN 0603HaYeHNss AaHHbIX NabopaTopHbIX aHanNM30B, KOTopble
aBnaTca 6onee cneunduyeckuMm MapkepaMmm 06e3BOXMBaHUS

— Bce PT n3 HLT CHuxeHue obweao obbema XuOKocmu 8 opaaHu3me, Kpome
PT LLlok eemoppazuyeckul

e Wcknrovarorcs:
- Hecneuunduyeckne TepMmnHbI, OTHOCALLMECS K XKNUOKOCTHOMY U
3aNeKTponuTHOMy amcbanaHcy, KoTopble MOryT co3aaBaTh CAULLKOM MHOIO
«LLyMay 1Mo CPaBHEHMIO C CUTHAIIOM.

— JlaGopaTopHbIil aHanNM3 Ha 3NEeKTPONUTLI (KPOME NOBLILLEHHOTO YPOBHS
HaTpwusi), remaTonornyeckme nokasaTenu.

- PT Lok 2emoppacuyeckuli NCKNoYaeTcs

2.22.3 lMpume4vyaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

ObessoxusaHue (SMQ) coaepXUT TEPMUHbI KaK Y3KOro, Tak 1 LLMPOKOro NMOUCKOB.
MoapobHble npumMmevaHus npueedeHsl B pasgene 1.5.2.1.

2.22.4 MNepe4vyeHb UCMONb3OBAaHHOM Hay4YHOM nuTepatypbl ana O6e3soxusaHue

(SMQ)

e Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their
Use; 1999. ISBN 92 9036 071 2
MedScape: Drugs and Disease: Dehydration, updated 2016-11-27, accessed
2017-08-29
http://emedicine.medscape.com/article/906999-overview?src=refgatesrcl
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2.23 [OemeHuums (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.23.1 OnpepeneHue

[emeHuna — aTo ocnabneHne nnmn ytpata KOrHUTUBHbIX PYHKLMIA, YTO BeaAeT
K HapyLLeHUo CNoCcOBHOCTM K NOBCEAHEBHOW OeATENBHOCTW.

MHOrouncneHHble N3BECTHbIE NPUYMHbI:

- MeTtabonunyeckas, Tokcudeckas (Hanpumep, gepuunT ButammnHa B12);
- CrtpykTypHas (Hanpumep, 6onesHb Anburenmepa);

- WHdekumnoHHaa (Hanpumep, BY-accounnpoBaHHas).

Bbi3biBaemasi npMMeHEHNEM NeKapCTBEHHbIX NpenapaToB (Kak NpaBuso,
obpaTumasl), B YaCTHOCTU, aHTUXONMHEPIMYECKUX CPEACTB, CeAaTUBHbIX
cpencts 1 6apbuTtypaTos.

Hpyrne oopmbl JemMeHUNN:

- bonesHb Anburenmepa (xapaktepmsyeTcsa Hanninem amunongHbIX
Ondawek n HenponbPUNNAPHBIX BONTOKHUCTBIX CANETEHUN B LLEHTPanbHOM
HEepBHOWN cucTeme);

- Cocyauctas gemeHumsa (ot 10 go 20% cny4aeB); MOXET CONyTCTBOBATb
oonesHn Anburenmepa;

- HekoTopble nekapcTBeHHbIE cpeacTBa (Hanpumep, CHOTBOPHbIE,
aHTUXONMHEpPr1yeckne cpeactsa, 6rokatopbl H2), kak N3BECTHO,
ycyrybnsitoT AeMeHUMNo ApYrmx STUOMOTUA.

[lononHuTenbHble onpegeneHna n3 HECKOJTIbKMX NCTOYHUKOB:

— [Mporpeccupytolas yTpata KOrHUTUBHOWM U MHTENNEKTyanbHOM yHKUUN;
Ae30pueHTaLus], HapyLleHe naMaTn, CnocobHOCTU 34paBo paccyaaTthb U
WHTENmMeKTa, a Takke NoBEPXHOCTHas adpekTUBHaA NabunbHOCTb.

- YXypOlweHne KOTHUTUBHbBIX CNOCOBHOCTEN; YXYALLEHNE paHee YCNeLIHOro
BbINOSTHEHMS MOBCEAHEBHOW AeaTenbHOCTU. MoXeT ObITb HapyLLUeHO
CY)XOEeHWe, NOHUMaHue, opueHTauusi, obyyeHune, pacyeTnMBOCTb,
cnocobHocTb pellaTtb Npobrnembl, HaCTPoeHne 1 noBedeHne. HapyweHus
ucriosiHumesibHol (hyHKYUU — YMCTBEHHOW OeATENbHOCTU, CBA3AHHON C
NnaHNpoOBaHMEM, MHULIMMPOBAHWEM W PEryMpoOBaHNEM NoBeAEHMS

- YXyAweHune KOrHUTUBHOW OeATENbHOCTU (MaMsATU, OpueHTaunmn, peyn),
noteps PyHKUNOHaANbLHOW aBTOHOMUKN, HENPONCUXnaTpuyeckne
npu3Haku/cMmnTombl (BO30y>KAEHHOCTb, anaTtus, coctosHna 6peaa,
arpeccuBHOCTb)

M3meHeHne KpuTepmeB U3 pyKoOBOACTBA MO ANArHOCTUKE U CTaTUCTUYECKOMY
y4yeTy ncmxudeckux 3abonesanun, IV nepecmotp (DSM-IV) ons pemeHuum:
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- Hapywenue namstu

— OpaHo nnu Heckomnbko M3 HWXenpmBeaeHHbIX KOTHUTUBHbIX paCCTpOVICTBZ

o Adasus;

o Anpakcus;

o ArHosus;

o HapylweHne ncnonHMTenbHOro pyHKLMOHNPOBAHWS;

o HapyuweHue coumarnbHoro nnu npodeCccnoHanbHOro
JYHKLMOHNPOBAHUA.

e l13MeHeHne KpuTepues U3 pyKoOBOACTBA NO AMArHOCTUKE U CTaTUCTUYECKOMY
yyeTy ncmxudeckmx sabonesanun, IV nepecmotp (DSM-1V) ans 6onesxm
Anburenmepa:

— WCKINo4YeHne Jpyrnx NpuymnH;
— NnoTeps HEMPOHOB B NMOLKOPKOBbLIX CTPYKTypax KOpbl FOSIOBHOrO MO3ra;

- noTeps NamATh, HeCNOCOBHOCTb M3yvaTb HOBYIO MHOPMaLNIO, A3bIKOBbIE
npobnemsl (B 4YaCTHOCTK, TPYAHOCTM B Nnogbope crnoe), nepenagpl
HACTPOEHNSA, UBMEHEHNS NMIMYHOCTHbIX XapakTepPUCTUK, Npobnemsbl ¢
BbINOSIHEHMEM NOBCEAHEBHOM AEATENBHOCTN, ocnabneHHoe abcTpakTHoe
MbILUMEHNE, ocrabneHHoe CyXXaeHne, pa3npaXXMTenbHOCTb,
BpaxaebHoCTb, BO3OYXAEHHOCTb, acdasns, 3puTenbHo-
NpPOCTPaHCTBEHHbIE TPYAHOCTU, CTPAHHOE NoBeAeHNe, AMOLMOHanbHas
nabunbHOCTb, NoBeAeHYECKasa Ae30praHm3auus, nyTaHnua, «Be4epHss
CMyTaHHOCTbY.

2.23.2 KpuTtepum BKNOYEHUA/MCKIIOYEHUA
e Bknovarorcs:

— TepMuHbI, KOTOpPblE OTHOCATCS K 06LLeMy onpeaeneHunio gemMeHunn (Kak
OMNMCaHo BbILLE).

- TepmuHbl gnga 6onesHn Anburenmepa (M3-3a BEPOSTHOCTU TOrO, YTO
HanpaBuTenb cCOObLLEHNA NpeanonaraeT, YTo AeMEHUUNSA ABNSETCS
©onesHblo AnbLrerimepa, 1 coobLaeT O HEN Kak O TakOBOMW).

- Cocyaucrtas gemeHuums.

- HecmoTps Ha TO, 4YTO pe3ynbTaTbl TECTUPOBAHMS NO TEPMUHAM
«aMHe3us» N «rannuuHaumMn» He nokasanu nx nonesHoctb, PIT CIOMS
pelumna coxpaHuTb 3Tn TepMuHbl B SMQ. B yactHocTh, 6bin gobasneH
PT AMHecmu4eckoe paccmpolcmeo.

- PT Bped n PT bpedosoe paccmpolicm8o, HeymMOYHEHHbIU murl
BKMoYaroTcs B 3ToT SMQ. [Ansa nonyveHus nHdopmawmm o gpyrnx 6onee
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cneundmyecknx Tunax bpegoBbLIX PAaCCTPONCTB MOXHO 00paTUTLCA K
lNcuxo3bl u ncuxomuyeckue paccmpoticmsa (SMQ).

e VcknwovarTcq:

- [pyrne cneundunyeckne 3abonesaHns, NPOsBASAOLLNECS AEMEHLNEN
(Hanpumep, HOPMOTEH3MBHaA rmapouedanus).

— [NceBpopemeHUms.

NMPUMEYAHUE. B Bepcuto 15.0 6b1n1 gobasneH HoBbin PT [Ncuxomuyeckoe
paccmpolicmeo, 8bi3gaHHoe yriompebrieHueM gew,ecms 1 Heckornbko LLT, koTopble
paHee pacnonaranucb Hxke PT lNcuxomuyeckoe paccmpoticmgo (Hanpumep: LLT
JlekapcmeeHHsble rcuxo3dbl, opyaue; LLT HeymouyHeHHbIU riekapcmeeHHbIU rcuxos; LLT
CmepoudHbIl ncuxos), bbinn nepeHeceHsbl K aToMy HoBoMy PT. COOTBETCTBEHHO, 3TU
LLT 6onbwe He Bkntovatotca B [JemeHyusi (SMQ) HecmoTp4a Ha To, 4Tto PT
lNcuxomuyeckoe paccmpolicmgo OCTaeTCca TEPMUHOM LLUMPOKON 06r1acT NpUMeHeHUs
B aToM SMQ. bBbIno pewweHo, 4To KoHuenuun, obosHavyaemble PT [Mcuxomuyeckoe
paccmpoulcmeo, ebl3gaHHoe yriompebrieHueM gewecms, He UMET CEPbe3HOro
OTHOLLIEHMS K BbISIBNEHNIO COOBLLEHN O AeMeHLmMK. [lonb3oBaTenb MOXeT BbIGOPOYHO
BKNtovaTtb B 3anpoc PT lNcuxomuyeckoe paccmpolicmeo, 8bi3gaHHoe yriompebrieHuem
gewjecms, ecriv OH OTHOCUTCA K nNpenaparty unmn nccrnegyemMon Kateropun naumMeHToB.

2.23.3 lMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HemeHyusa (SMQ) coaepXXvut TeEpMUHBI Kak Y3KOro, Tak 1 LUMPOKOro novcka. NoapobHble
npumeYaHus npmseeneHol B pasgene 1.5.2.1.

2.23.4 TMepeyvyeHb ucnosnb3oBaHHOW Hay4YHOU nuTepaTtypbl Ana JemeHyus (SMQ)
e Stedman’s Medical Dictionary, 27th Edition, 2000.
e Harrison’s Principles of Internal Medicine, 14th Edition, 1998, pp 142 — 149.
e The Merck Manual 17th edition, 1999, pp 1393 — 1400.

e Fago, JP. Dementia: Causes, Evaluation, and Management. Hospital
Practice. www.hosppract.com/.
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2.24.2

2.24 [OemuenuHusauus (SMQ)
(paboyas Bepcus, ceHTs16pb 2008 ropa)

OnpepeneHue

pynna 3aboneBaHnin HEPBHOW CUCTEMbI C NOBPEXAEHNEM U pa3pyLUEHNEM
MUENUHOBBLIX 0B0NOYEK, OKPYXKaOLLMX HEPBHbIE BOSTOKHA.

Takxe MOTyT noBpexXaaTbCA aKCOHbI

MexaHn3Mm NoBpeXaAeHNa MUennHa MOXeT ObiTb pas3nUYHbIM NPU PasfnmnyHbIX
3aboneBaHuAxX

CHwuxaet npoBOAMMOCTb CUTHasnoB B NopaxeHHblX HepBaX

Bbi3biBaeT yxyglleHme owyLWweHnn, ABMKEHUIN, KOTHUTUBHBIX UKW OPpYrnX
dYHKUMI

Hanbonee yacTbiM AeMUENNHU3NPYIOLLIMM 3a60rneBaHem SBNsSeTCs
paccesiHHbIN CKNepo3

Adpyrumu npumepamn SBRsOTCS LeHTParnbHbIA MOHTUHHBIA MUESTMHONNS,
nporpeccupytowas MynbTudokanbHas nenkoaHuedanonatna n nogocrpas
coyeTaHHas gereHepaumns CrMHHOro Moara.

[emnenvHusauns: notepst MMenuHa ¢ CoxpaHeHMeM akCOHOB UM HEMPOHHbIX
NpoBOASALLMX NYTEN.

- LUeHTpanbHas gemuennHusaumns nponcxoanT B LLeHTpanbHON HEPBHOM
cucTeme (Hanpumep, paccesiHHbIA CKNepoa)

- [lepudpepuyeckasn gemmenmHmsaunsa okasblBaeT BNAHNE Ha
nepudepryeckyto HepBHY cucTemy (Hanpumep, cnHapom mneHa-bappe)

- [pyrve npnymHbi:
o [leHeTnveckas;
o AyTOMMMYHHasi peakuus;
o WMmMmmyHonormyeckne HapyLleHus;

o HapymeHme nuTaHusa unn metabonuyeckoe HapyLlleHne;

o TOKCWHbI (B TOM YMCre HEKOTOPbIE, UCMONb3yeMble B Tepanuu, Takne kak

aHTUMUTOTUHECKMNE CpeacCTBa U JiyydeBad Tepanvm);

o HewussectHO

Kputepun BKnoYeHUA/MCKNoYeHus

e BknoyvatoTcs:

— TepmuHbl Ans nepndeprnyecknx 1 LeHTpanbHbIX 4EMUENNHN3NPYIOLLINX
3aboneBaHumn
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TepMuHbI C KOPHEM «OeMUes»

TepMuHbI AN HApYLLEHUIA CO CTOPOHbI YEPENHbIX HEPBOB, XapaKTepHbIX Ans
AEMUENUHMU3UPYIOLLNX HapYyLLEHWIA

TepmuHbl Ans aHuedanoMmmenuTa n nenkoaHuedanonaTmn, CBA3aHHbIX C
JeMunennHmnsaumnen

TepMuHbI 4ns 0603HaYeHNs o4eHb cneumduYecknx NPU3Hakos NNn
CMMMTOMOB, KOTOpblE He BKrtovatoTcs B [lepugbepuyeckass Hegponamusi
(SMQ) unn CuHdpom lutieHa-bappe (SMQ), Bkno4atoTCa B LUMPOKNE
TepMuHbl (cM. NMTPUMEYAHUE Huxe)

PT TpueemuHanbHas Hegpariausi BKo4YaeTCcs B LUMPOKNE TEPMUHDI
BCINeACTBME BO3MOXHOW CBSI3N C pacCesiHHbIM CKNEpPO30M MIn ApyriMm
AEMUENUHM3NPYOLWNMN 3a6oreBaHUAMI

TepMuHbI, NpeacTaBNALLME LWKany OLEeHKN MHBanMansaunm, Kotopas ovYeHb
xapaktepHa ana PC

Ucknrovarotes:

TepMuHbl Ans 0603Ha4YeHNs BpOXaeHHbIX 3abonesaHnm
TepMuHbl 4ns 0603HaYeHNsT AeMUENUHU3NPYIOLWNX 3aboneBaHnm

TepMuHbl Anst 0603HaYEHNSI MPUYMH AEMUENNHN3ALMN, HAaNpUMep,
ankoronuama v HegocTaToYHOCTM BuTamuHa B12

TepMuHbI 4ns 0603Ha4YEHMA NPU3HAKOB U CUMMTOMOB, KOTOPbIE yXe
BKNtoYeHbl B [Nepugbepuyeckas Hespornamus (SMQ) nnn CuHOpom lutieHa-
Bappe (SMQ)

TepMuHbI ANA 0603HAaYEHNs NPU3HAKOB U CUMMNTOMOB, KOTOPbIE OYEHb
HecneunuYHbl NN 0603HaYaKT PAcNPOCTPAHEHHYIO AeMUENUHU3ALIO,
BKIIOYaAs roNOBOKPYXXEHWE, YCTanocTb, HefepXaHne Kkana v MblLLeYHYo
CNacTUYHOCTb

TepMUHbI Anst 0603Ha4YeHNss NabopaTopPHbIX U MHCTPYMEHTarbHbIX
nccrnegoBaHui, Kak NpaBuo, UCKMYaoTCs, 3a UCKIIOYEHNEM OYEHb
cneumgpuUYecKkmx AUarHoCTUYECKMUX U MPOrHOCTUYECKUX KOHLIENLMIA

TepMuHbl Ans 0603HavYeHnss Hecneumuyecknx HemponaTuim N NOPaXKeHUN
YyepernHo-MOo3roBbIX HEPBOB

TepmuHbl ans ob6o3HaveHns BAY-nHdekumin

NMPUMEYAHUME. B cnyyae noucka Ho8020 curHana o gemMmenuHmsauum B atom SMQ
pPEKOMEHOYETCsl MCMOMb30BaTh Y3KMEe U LUMPOKME TEPMUHDI, @ TakKe B
lNepugpepuyeckas Hesgpornamusi (SMQ) n CuHOpom lutieHa-bappe (SMQ). lupokue
TepMUHbI 4151 0603HaYeHNsI MPU3HAKOB M CUMNTOMOB AEMMUENUHU3NPYIOLLMX
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3aboneBaHUN GbINN UCKITHOYEHbI N3-3a TOFO, YTO OHW eCTb B [lepugpepuyeckas
Hesporiamus (SMQ) n CuHdpowm [utieHa-bappe (SMQ). HekoTopble LUMPOKME TEPMUHDI
TaKKe UCKIYanuCch Kak CINWKOM HecneumdunyHble, CBA3aHHbIE C pacnpoCTpaHEeHHOWN
AeMunennHusaumnen nnm ns-3a HM3kom acdekTnBHoCcTn Npu nposepke SMQ. 3Tu
NCKIMOYEHHble TepMUHbI (CM. Tabnuubl 1 1 2 B ucxogHon gokymeHtauuun PIT CIOMS)
MOTYT BKNIOYATbLCS B MOUCK MO YCMOTPEHUIO NONb30oBaTens.

2.24.3 TpumMeyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HemuenuHusayus (SMQ) cogepXnt TepMmUHbI Y3KOTo U LUMPOKOIO NMOUCKOB.
MoapobHbie npumeyaHnsa npueeneHsbl B pasgene 1.5.2.1.

2.24.4 TepeyvyeHb UCNONbL3OBaHHOW Hay4YHOMW nuTepaTypbl Ana [emuenuHusaums

(SMQ)
— http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902.

- Gale Encyclopedia of Neurological Disorders. 2005. The Gale Group, Inc.
- Stedman’s Medical Dictionary 26th ed.

- Demyelinating Diseases. Walter R. Timperley, M.D. Lecture. 2000.
http://www.dokkyomed.ac.jp/dep-k/cli-path/a-super/super-demyeli.html
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2.25.2

2.25 [enpeccusa n cymuma unu yneHospeautenscTeo (SMQ)
(paboyas Bepcus, mapt 2006 roga)
OnpepeneHue

Nenpeccus npeacraenset coboit 6onesHeHHoe NCUXMYECKOEe COCTOSIHIE, B
KOTOPOM MpeobriafaeT CHKEHNE HAaCTPOEHWS.

- YacTo BKntoYaeT B cebs1 MHOXXECTBO COMyTCTBYIOLLMX CUMNTOMOB, B
YaCTHOCTU TPEBOXHOCTb, aXMTaLuto, YyBCTBO COBCTBEHHON HEHYXXHOCTH,
cyvumaanbHble MbICIU, U3MEHEHWE anneTuTa U NonoBov pyHKLUMN,
MCMXOMOTOPHYH 3aTOPMOXXEHHOCTb, PACCTPOWCTBO CHa, a TaKkKe pasnnyHble
comaTtuyeckme npusHakm 1 CUMMNTOMBbI.

OTNONOrNA CrnoXHas K, Kak nonararT, oTpaXaeT N3MeHEHNS YPOBHS
HenpomMeanaTopoB roflIoBHOrO MO3ra, B YHaCTHOCTU, HOP3NUHePUHa,
CEpPOTOHMHA U godamuHa.

MoxxeT cnegoBaTb 3a TSKENbIM NCUXocoumanbHbIM CTpecCOBbIM (b&KTOpOM.

Yacto pa3BnBaeTCA B CBA3N C XPOHNYECKNMIA 3aboneBaHusMM (TaKI/IMI/I KaK
anaober, MHq)apKT M1OKapda, KapunHOMbl, l/IHch'IbT).

Bbi3biBaeTCA NPUMEHEHNEM Pa3fMYHbIX NNEKAPCTBEHHbIX CPEACTB (TaKMX Kak
TMNOTEH3MBHbIE CPEACTBA, NepoparbHble KOHTPaLEenTMBbl U KOPTUKOCTEPOUAbI).

Takxe y nauneHToB 4YaCTo pa3BMBarOTCA gpyrmne ncuxmyveckne 3aboneBaHus,
rmaBHbIM o6pa30M, TPpEeBOXHbIE UIMN NaHNYECKNE HapyLUEeHUA, a TaKkxke
3noyr|0Tpe6neH|/|e arikoronem unm nCnxoaktTnBHbIM1 BeLLECTBaAMW.

Mbicnu o CMepTU, cynumgarnbHbl€ MbICITU 1 MONbITKU CaM0y6MVICTBa — YacTble
OCINOXHEHUA aenpeccun.

[dunarHocTnyeckne Kputepum, onmcaHHole B Pykogodcmee no duazHocmuke u
cmamucmuyecKkoMy ydemy ricuxudeckux 3abonesaHuul, yemeepmoe u3daHue
(DSM-IV)©, onga cBA3aHHbIX C Aenpeccuen HapyLeHUN BKIKYalT Hanuvme
nogaBIieHHOro HAaCTPOEHUS UNN 3aMETHO YMEHbLLUEHHbIA UHTEPEC U
yOOBOJSIbCTBME OT BCEX UM NOYTU BCEX BUOOB OEATENBHOCTU HA NPOTSXKEHUN
OonbLLEN YacTn OHSA, MNOYTU KaXkablA OEHb.

Kputepun BKnoYeHUA/MCKNoYeHus
BkntovatoTca:

- CootBetctBytowme PT, BbIGpaHHble NyTeM CpaBHEHUS OUArHOCTUYECKNX
KputepueB u3 pykosoactea DSM-1V, ons 6onbLIoro 4enpeccmMBHOro ann3oaa,
60onbLIOro AenpecCcuBHOro paccTponcTaa, Manoro 4enpeccnusHOro
paccTponcTBa, AMCTUMUYECKOrO pacCTPONCTBA N pacCTPONCTBA HAaCTPOEHUS,
WHAYLMPOBAHHOIO NCUXOAKTUBHBLIMU BELLECTBaAMMU.

- PT, cBa3aHHble C ,D,enpeccme|7| nnm ceA3aHHbIMA C ,u,enpeccme|7| CMMIMNTOMaMM,
nogasri€eHHbIM NN U3BMEHEHHbIM HacTpoeHneMm, 4yBCTBOM BUHbI NN
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OTYasiHMSA, NCUXOMOTOPHOW 3aTOPMOXXEHHOCTbBIO UK BO30YXOAEHNEM,
cneundn4ecknMmn paccTponcTBamm cHa, CBA3aHHbIMWU C AeNPeCcCUen,
3noynotpebneHnem NncUxoakTUBHbIMY BeLLECTBAMM, CYyULNOOM U
ncmxoTepaneBTUYECKUMU BUAAMU NEYEHNS, YTO yKa3biBaeT Ha OENPECCUIO.

- PT lpedHamepeHHas nepedosuposka n PT [NpedHamepeHHoe ompasrneHue

BKIMOYAKTCS B y3kunin nonck Cyuyud unu 4yneHospedumeriscmeo (SMQ),
nockonbKy nx LLT ykasbiBalOT Ha cynuua unmn camornoBpexaeHue.

- PT, cBasaHHble ¢ 6eccoHHnuen (PT TepmuHanbHast 6eccoHHuuya, PT
HapyweHue 3acbinaHus n PT MHmpacomHu4eckoe paccmpolcmeo
HeCcKonbko bonee cneundnyHbl 4ns TMNa YactTo permcTpmMpyemon
6EeCCOHHMLBI Y NAUMEHTOB C Aenpeccuen, n oHn 6binn BroYeHbl B SMQ.

- KoHuenummn 3noynotpebneHns n 3aBUCMMOCTU BKITHOYEHbI B KA4eCcTBe
TEPMUHOB LUMPOKOWN oBnacTu npumeHeHus gna cybsanpoca SMQ ypoBHSa 2
Lenpeccus (6e3 cyuyuda u 4yneHospedumernscmesa) (SMQ).

e VcknwvarTcq:

- PT ansa o6o3HavyeHnst TPEBOXHOCTU, HE CBA3AHHOWN C Aenpeccuen,
BO3bYyaeHusi, 6ecnokoncTea, ycTanoctu Unm naMeHeHnin Beca

- PT BbeccoHHuya, NOTOMY YTO OH TOJIbKO CO34aeT «LyM» Mo pesynbTaTtam
TecTupoBaHus asbl |

2.25.3 Uepapxuyeckas CTpyKTypa

Jenpeccya 1 cynuyma unu
CaMONOEPEXIEHNE
(20000035)

Cynuma unm [enpeccua (Ge3 cymymnaa
CaMONOBpEXaeHUE M CAMOMNOBPEXAEHHA)
(20000037) (200001867)

PucyHok 2-5. Uepapxuueckas cTpyktypa [Jenpeccusi u cyuyud unu
4ynieHoepedumenbcmeo (SMQ)

Henpeccus u cyuyud unu 4yneHospedumeriscmgo (SMQ) — nByXypOBHEBbIV
nepapxudecknn SMQ. cxogHein SMQ nveet gea cybsanpoca SMQ:
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e [lenpeccus (6e3 cyuyuda u 4yreHospedumersibcmea) (SMQ) BknoYaeT TEPMUHBDI,
cneundmyHble gna genpeccun. OH COAEPXUT TEPMUHBI KakK Y3KOro, Tak u
LUMPOKOro nonckos. AToT cybaanpoc SMQ He aBnaeTcs camocTtoaTesibHbiIM SMQ
N ero cnegyeT UCMonb30BaTh TOMbKO B pamMkax Tembl SMQ BbICLLErO YPOBHA —
Henpeccus u cyuyud unu 4yneHogpedumeribcmeo (SMQ).

e Cyuyud unu 4neHospedumersibcmeo (SMQ) BkntovaeT TepMuHbI, cCneunduyHble
Ansa cynumnaa n uneHospegutensctBa. OH COOAepXXUT TONbKO TEPMUHBI Y3KOro
noucka. AtoT cyb3anpoc SMQ He aBnAeTca camoctosTensHon Temon SMQ.

2.25.4 Tpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

B atom nepapxudeckom SMQ ncxogHein SMQ Lenpeccusi u cyuyud unu
ynieHospedumesnibemeo (SMQ) coaepXmMT TEPMUHbLI Kak y3KOro, Tak U LUMPOKOTo
nouckoB. Tem He MeHee, OAWNH 13 ero AByx cybsanpocos SMQ (Cyuyud unu
ynieHospedumesnib.ecmeo (SMQ)) coaepXuT TONbKO TEPMUHbI Y3KOro Noucka. Takum
o6pasom, y3kme 1 LUIMpoKMe nonckmn atoro cybaanpoca SMQ ganu 6bl 0ANH U TOT XKe
pesynbTaTt. 3a MUCKNIYEHNEM Nepapxmyeckon CTPYKTYpbl, BHeapeHue atoro SMQ
Takoe xe, Kak y Henepapxumyeckmx SMQ ¢ TepMMHaMK y3KOro 1 LLMPOKOro NOUCKOB (CM.
pasgen 1.5.2.1). SMQ BbICLLEr0 YPOBHSA MOXET UCNOSIb30BaTbCA NyTeM 00beaMHEeHUN
TepMnHOB U3 SMQ Hu3Lwwero ypoBHS.

2.25.5 lMepeyeHb UCNONbL30BaHHOM Hay4YHoOW nuTepatypbl ana [fenpeccus u
cyuyud unu yYyneHospedumesnbcmeo (SMQ)

e Definitions and basic requirements for the use of terms for reporting adverse
drug reactions (IV). Pharmacoepidemiology and Drug Safety 1993; 2:149-
153.

e Depression. Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds).
Council for International Organizations of Medical Sciences: Geneva, 1999,
pg. 43.

e Kando JC, Wells BG, and Hayes PE. Depressive disorders.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert
RL, Yee GC et al (Eds). McGraw-Hill: New York, 2002, pg. 1243-1264.

e Major depressive episode. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994,
pg. 320-327.

e Major depressive disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994,
pg. 370-375.

e Substance-induced mood disorder. Diagnostic and Statistical Manual of
Mental Disorders (4th Ed). American Psychiatric Association: Washington
DC, 1994, pg. 370-375.
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Dysthymic disorder. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 345-
350.

Minor depressive disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994,
pg. 719-721.
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2.26 3noynoTpebneHue nekapcTBeHHbLIMU NpenapaTtamMu, 3aBUCUMOCTb U

CUHOpPOM OoTMeHbI (SMQ)
(pabouyas Bepcus, ceHTs16pb 2007 roga)

2.26.1 OnpepeneHue

e 3noynotpebreHne nekapcTBeHHbIMU NpenapaTamMu:

MpuBbIYHOE ynoTpebneHne nekapCTBEHHbIX NpenapaTos:

o He TpebytoTcs ana TepaneBTUYECKMX Lenen (Hanpumep, € Lenbio
N3MEHEeHUs HaCTPOEHUS);

o [nga BbINOAHEHNSA PYHKLMM opraHn3ama 6e3 HeobxoanumocTu (Hanpumep,
cnabutenbHoOro);

o HemeauuuHckoe ynoTpebneHne nekapcTBEHHbIX NpenapaTos.

YacToTa cny4daeB 3roynotpebrneHns KokanHom, apyrumm
NCUXOCTUMYNATOpamMu, NO-BUANMOMY, YBENNYMBAETCS B HEKOTOPBIX KPYMHbIX
ropogax.

Hauyano n npogomkeHne 3noynoTpebneHns nekapcTBeHHbIMI NpenapaTamu,
KOTOpblE ONPeAenstoTCs CrOXHbIM B3aUMOAENCTBUEM:

o ®dapMakonormyeckmx CBOMCTB 1 OTHOCUTENBHOW JOCTYNHOCTH
npenapaTos, JIMYHOCTHbLIX CBOWCTB M OXnaaHnem ynotpebnstoLuiero, a
TaKkke OKpyxatoLien o6CTaHOBKM, B KOTOPOMW ynoTpebnseTca aToT
npenapar.

3noynoTpebneHne HeCKONbKMMI NeKapCTBEHHbIMU NpenapaTamMu nonyyaeT
BCe Gonbluee pacrnpocTpaHeHue.

MoxeT ObITb OoCTpad nnn XpoHn4veckasda MHTOKCUKauunA.

CYMNTOMbI BapbUPYOTCS B 3aBUCMMOCTU OT hapMaKoorMyeckmux CBOMCTB,
[03bl U perynsipHocTn ynotpebrneHus npenapara.

e CuWHOPOM OTMEHBI:

Peskoe npexkpaweHne npuMmeHeHnsa rimluom, KOTopoe MNMpUBLIKIIO K Nnpenapary.

3a npekpalleHneM 1nm cokpalleHnem noTpebreHns NCUXoakTMBHOMO
BelLleCcTBa, KOTOpOe paHee MCNob30Barock PerynsipHo, crieayet CUHAPOM,
XapaKTepHblIi AN 3TOro BELLECTBA.

CuMNTOMbI OTMEHBI npenaparta BapbnpyroTCA B 3aBUCUMOCTU OT
MCNOoJIb3yeMOro ncnMxoakTMnBHOro BellecrBa:

o OB6bI4YHO «NPOTMBOMONOXEH» ObICTPO HAcTynarLweMy apdekTy
BeLlecTBa.
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2.26.2

o Bknoyaet Hecneunduyeckne CMMNTOMbI, HanNpuMep, TOLLHOTY, AMapeto
WUNKN CTOMKUI 3anop, NOBbILIEHHOE NOTOOTAENEHNE, YyBENTMYEHME YacTOTbI
AbIXaHus, Taxukapauto.

o YacTo cMmMnTOMbI BKITHOYAOT TPEBOXKHOCTL, DECMNOKOMNCTBO,
pasgpaxuTenbHOCTb, 6eCCoHHULY, ocnabneHme BHUMaHUS.

Kputepum BKnovYeHUA/MCKNIOYEHUA
BknrovatoTca:

- 3noynoTtpebrneHne NCMXO0aKTUBHBIMW BeELLECTBaMU/NEKapCTBEHHbIMU
npenapatamu 1 3aBUCUMOCTb:

o Bce cooTBeTCcTBYOLMNE TEPMUHDBI, OTHOCSLLIMECS K
«3M10ynoTpebneHno» Unm «kHaMepeHHOMyY HenpaBubHOMY
NCMNONb30BaHUIO» NCUXOAKTUBHLIMU BELLECTBAMW/NEKapCTBEHHBIMM
npenapatamMmu, «3anpeLeHHomy npenapaTty» Unmn «3aBUCUMOCTUY
BKIIOYAIOTCS KaK Y3KMEe TEPMUHbI.

o TepmMuHbl, Habngaemble co 3n0ynoTpebneHnem, HoO KOTopble Takke
BCTpeyvatTca 6e3 3anoynotpebneHnsa (Hanpmmep, «noBbILEHNE
NepeHOCUMOCTUY» UNN «Nepeao3vpoBKa» NN «MNOBbILLEHNE YPOBHS
npenapara» Unmn «MHTOKCUKaLMSA NEKapCTBEHHbIM NpenapaTtoM»)
BKIMOYAKOTCS B KAYECTBE LUMPOKNUX TEPMUHOB.

o TepMuHbl, 0603HaYaroLWmne SBMNEHNS Y HOBOPOXAEHHbIX
- CvHOPOM OTMEHBI:

o Bce TepmuHbIl, cogepxaluue gpasy «oTMeHa npenaparay,
BKMNIOYAIOTCS B KAYECTBE Y3KUX TEPMUHOB.

o TepMI/IHbI, cogepXxalne ToJibKO CrioBa «OTMEHa» UM «PUKOLLET»,
BKIMHOYalOTCA B Ka4eCTBe LUIMPOKNX TEPMUHOB.

o TepMuHbl, 0603Ha4aOWme ABNEHNSA Y HOBOPOXAEHHbIX
NckniovaroTtcs:

- 3noynoTtpebneHne NCMX0aKTUBHbLIMK BellleCTBaMU/NeKapCTBEHHbIMU
npenapaTaMy 1 3aBUCUMOCTb:

o) TepMI/IHbI Ans o6o3Ha4YeHns CUMNTOMOB 3ﬂ0yHOTp66ﬂeHM$I
NCUXOAKTUBHbIMU BeLIJ,eCTBaMI/I/J'IGKapCTBeHHbIMI/I npenapartamMmm Unm
MHTOKCUKaLUUnn nekapCcTtBeHHbIMU npenapatamm

o TepMuHbI Ans 0603Ha4YeHNst 4aHHbIX NabopaTopHbIX aHanM30B,
yKasblBaloLLMe Ha NOBbILLEHWE YPOBHS CNeUnduYeckmx
neKapcTBEHHbIX NpenapaTos

- TepMI/IHbI, CBA3aHHblEe CO 3noyn0Tpe6neHmeM ankorona n HUKOTUHa.
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— TepMuHbI «OLIMGBKM NPUMEHEHUS NlekapCTBEHHOIO npenapaTa» u
«HenpaBwUrbHOE Ha3HaYeHWe U NPYMeHeHNe NeKapCTBEHHOMO Npenaparay,
Kak NpaBuo, CKN0YaloTCsl, KPOME TEPMUHOB, CBSA3aHHbIX C MPYMEHEHUEM
NeKapCTBEHHOro npenaparta He Mo HasHa4YeHuto, Hanpumep, HenpaBuIlbHOE
MECTO NPUMEHEHMS, HenpaBUIbHbIN MNyTb BBEAEHUS, MOCKOSbKY OHU MOTyT
03HavaTb 3roynoTpebrieHne nekapcTBEHHbIM NpenapaToM.

- CI/IHﬂ,pOM OTMEHDbI:

o TepMuHbl 4ns 0603HayYeHNss CUMNTOMOB CUHAPOMA OTMEHDI
neKkapCTBEeHHOro npenaparta (CNuLWKoOM Hecneundguyeckme u cosgaroT
CINIULLKOM MHOFO «LUymMay).

o TepMI/IHbI, CBA3aHHble C CMHOPOMOM OTMEHDbI arikorosna n HUKOTUHa.

o TepMVHbI NS «CUHOPOMA OTMEHbI», KOTOPble HE COOTBETCTBYIOT
onpeaenenuto atoro SMQ, T.e. npenapaTtbl, KOTOPbIE HE SABMISOTCA HU
NMCUXOAKTUBHBLIMUN, HA MPUBBLIYHO YNOTpebnsemMbiMu.

2.26.3 Uepapxuyeckasi CTpyKkTypa

AnoynoTpebnsHMe
NEXEPCTEEHHBIMK
NpENAQATAMM,
IFEMCHMOCTE 1

CHHODOM OTMEHI

(20000700
| |
Jnoynorpebnexus -
NEXBPCTESHHBIM MHIDOM OTHEHEI
NPENapaToM 1 NEXapCTEEHHOM
npEnapara

PucyHok 2-6. Uepapxuuyeckas cTpykTypa 3s10ynompebrieHue siekapcmeeHHbIMU
npenapamamu, 3a8UcUMOCIMb U CUHOpPOM ommeHbI (SMQ)

NMPUMEYAHUE. (gobasneH B Bepcumn 17.1) 3toT SMQ He coaepXUT NpOosiBIIEHNI U
CMMMTOMOB, YacTO CBA3aHHbIX CO 3110ynoTpebneHmnemM nekapcTBEHHbLIMM Npenapartamm
N 3aBUCMMOCTbHO, BKITHOYasi HEBPOOrMYeCcKne NposiBNEHUS U CUMMTOMbI, Takne Kak
rONOBOKPYXXEHME, HapYLLUEHUS1 CO3HAHUS, TPEBOXHbIE CUMMTOMbI U pacCTponcTea
BOCMNPUATUSA, TAKME Kak ranmoumHaumm n 1.4., KOTopble B OCHOBHOM BCTPEYaloTCH B
SOC HapyweHusi co cmopoHbl HepsHol cucmembl u SOC [Ncuxuydeckue
paccmpoticmea. 3Tu BuAbl TEPMUHOB He fobasunu kK SMQ n3-3a nx notTeHumnanbLHoOn
BO3MOXXHOCTW cO3aBaTb «LyM», U MOTOMY, YTO, B 3aBMCMMOCTM OT UCCReayeMoro
npenaparta, NPosABneHus 3roynoTpebneHns nekapcTBEHHbIMW NpenapaTamMm 1

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 83
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

3aBMCUMMOCTb MOTYT 3HAYUTENbHO pasnnyaTbcs. TeM He MeHee, UX credyeT YYnTbiBaTb,
€CIMnN OHU CYMTAaIOTCH NOAXOASALLMMN ANs cneumMdruyYeckoro nomcka.

2.26.4 lMpumeyaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

3noyrnompebrnieHue rnekapcmeeHHbIMU rpernapamamu, 3agucumMocmb U CUHOPOM
ommeHbl (SMQ) npeactaBnsaet cobon nepapxmdeckmin SMQ ¢ TepMrMHaMm y3KOro u
LLIMPOKOro MOMCKOB. 3a UCKMOYEHNEM NEPAPXUYECKON CTPYKTYpPbl, BHEAPEHNE 3TOr0
SMQ Takoe xe, KaK y Henepapxmyecknx SMQ ¢ TepmmHaMn y3Koro u LLUIMPOKOro
nouckoB (cM. pasgen 1.5.2.1). SMQ BbICLIEro YpOBHA MOXET UCMNOMNb30BaTbCA MyTEM
ob6beanHeHns TepMuHOB M3 SMQ HM3Lero ypoBHS.

2.26.5 Mepe4vyeHb UCNonNbL30BaHHOW Hay4YHOW nNuTepaTypbl Ana 3s1oynompebreHue
JiekapcmeeHHbIMU npenapamamu, 3aeUcuUMocmsb U CUHOPOM omMeHbI (SMQ)

e Stedman’s Medical dictionary 5th Edition, Lippincott, Williams & Wilkins, 2005.
e Harrison’s Principles of internal Medicine, 16™ Edition, McGraw Hill, 2005.

e Huang B, Dawson DA, Stinson FS, Hasin DS, Ruan WJ, Saha TD, Smith SM,
Goldstein RB, Grant BF. Prevalence, correlates, and comorbidity of nonmedical
prescription drug use and drug use disorders in the United States: Results of the
National Epidemiologic Survey on Alcohol and Related Conditions. J Clin
Psychiatry 2006 Jul;67(7):1062-73.

e |saacson JH, Hopper JA, Alford DP, Parran T. Prescription drug use and abuse.
Risk factors, red flags, and prevention strategies. Postgrad Med 2005.
Jul;118(1):19-26

e Haydon E, Rehm J, Fischer B, Monga N, Adlaf E. Prescription drug abuse in
Canada and the diversion of prescription drugs into the illicit drug market. Can J
Public Health 2005 Nov-Dec;96(6):459-61.

e Woody GE, Senay EC, Geller A, Adams EH, Inciardi JA, Schnoll S AU - Munoz A
Tl - An independent assessment of MEDWatch reporting for abuse/dependence
and withdrawal from Ultram (tramadol hydrochloride). Drug Alcohol Depend 2003
Nov 24;72(2):163-8.

e Brady KT, Lydiard RB, Brady JV. Assessing abuse liability in clinical trials. Drug
Alcohol Depend 2003 Jun 5;70(3 Suppl):S87-95.

e Johnson MD, Heriza TJ, St Dennis C. How to spot illicit drug abuse in your
patients. Postgrad Med 1999 Oct 1;106(4):199-200.

e Widlitz M, Marin DB. Substance abuse in older adults. An overview. Geriatrics
2002 Dec;57(12):29-34.
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2.27

CuHApPOM nekapCTBEHHOM peakuumn ¢ 303MHocunmen 1 CUCTEMHbIMU
cumntomamm (SMQ)

(paboyas Bepcus, mapt 2016 roga)

2.27.1 OnpepeneHue

e JlekapcTBeHHada peakuunsi ¢ 303MHOPUINEN U CUCTEMHBIMU CUMNTOMaMU
(DRESS) npegcraBnsaeT cobomn Taxenyto, NoOTEHLUMANbHO XU3HEYIPOXKatoLLyHo
peakuuio 3aMefieHHOro Tuna Ha npenapar, XxapakTepuayoLLyHCA KOXXHbIMU
BbICbINaHUAMM, NIMXOPAAKOW, reMaTonorMyeckumMm HapyLLeHNAMu
(303MHOMNMEN, aTUNUYHBIMK NMMdoUMTamMK), IMMdageHonaTnen n
nopaxeHnem BHYTPEHHUX OpraHoB. HeCcMOTps Ha TO, YTO Takas peakuus
N3Ha4anbHO perncTtpupoBanachb nNpyM NPUMEHEeHNN NPOTUBOINUNENTUYECKNX
NeKapCTBEHHbIX NpenapaToB, CUHAPOM TaKkKe pernctTpupoBarncs npu
NPUMEHEHNN OpYyrnx npenapaToB. OTO CBSA3aHO C BbICOKOBapuadensHom
KIMHMYECKOM KapTMHOW, MpW 3TOM Y NaumMeHToB HabnogaeTcst LUMPOKMIA CNEKTP
cMmMnToMoB. B pesynbTate OTCYTCTBYET CTaH4apTM3auUUs Kak AUarHoOCTUYECKNX
KpuUTepueB, Tak U HOMEHKNATYpbl.

e Onpenenntb UCTUHHYIO YacToTy nosierieHns DRESS okasanock CrnoXHo, HO
oueHkun Bapbupytotca ot 1:1000 go 1:10000.

e To4Hble naTtoreHHble MexaHn3ambl DRESS HensBecTHbI; 0AHaKo cYMTaeTCs, YTo
3TO pe3ynbTaT CoMeTaHUS reHETUYECKMX U UMMYHONorMYeckux akropos. B
MeANLMHCKON NuTepaTtype COAEepXUTCA pag rmnoTes.

HapylwweHusa getokcukaumm B Nyt metabonuama nekapcTBEHHOro npenapara
MOTyT NPMBOAUTbL K 06pa3oBaHMI0 TOKCUYHBbIX METaboNNTOB U BbI3blBaTb
WMMYHHbI OTBET.

JlekapcTBeHHbIE Npenapatbl, MeTabonnanpyemble nyTem MeaneHHoro
aueTUNMpOBaHNA, MOTYT NPUBOANTL K HAKOMMEHMIO NMMMMOTOKCUYHBIX
MeTabonumToB.

OnocpepoBaHHOe nekapCTBEHHBIMW NpenapaTamMmu BbICBOBOXaeHUe
LUMTOKMHOB MOXET UrpaTtb posib B UMMYHHbIX MexaHunaMmax DRESS;
HanpuMep, BbICBOOOXAEHNE NHTEPNENKMHA-5 MOXET aKTBMPOBaTb
303MHOUIbI.

OnocpepoBaHHas nekapcTBEHHbIMY NpenapaTtamMmn peaktuBaums Bupyca
repneca (BIM4-6, BIM'4-7, SnwrenHa-bapp) moxeT BbI3biBaTb UK ycunueaTtb
UMMYHHYIO peakLuio.

3a nocnegHue roabl 66110 0OHapYXeHO, YTO HeKoTopble annenn reHa HLA
CBsi3aHbl CO crneumgnyecknmMm nekapCTBEHHbIMM Npenapartamu,
BbI3biBatowmMn DRESS. B HekoTopbIx criyvasix annens reHa HLA, no-
BUOMMOMY, NpeackasbiBaeT cneunduyeckue nposBrieHus, KOTopble
HabngalTca y naumeHTa.
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e 3apernctpupoBaH psf nekapCTBEHHbIX NpenapaToBs, BbidbiBatowmnx DRESS, B
TOM 4vncne:
— annonypuHorT;
- kapbamasenuH;
— [JancoH;
— JTaMOTPULXKUH;
— MEKCUNETUH;
— MWHOUMKINH;
— HeBupanuH;
- OKckapbasenuH;
— eHobapbuTan;
- (eHUTOouH;
- cynbacanasuH;
- Tenenpasup;
— BaHKOMWULMH.

K opyrum nekapCTBeHHbIM npenapartam ¢ MeHbLUMM KONIMYECTBOM COOBLLEHNIA O
DRESS B nutepatype sBnsoTCA (He ncyepnbiBaloLWnn nepedeHb):
aMOKCUUMNNWH/KNaBynaHoBasi KUCNoTa, aMUTPUNTUIMH, aTopBacTaTWH,
acnupuH, kantonpun, Luedanpokcun, Lenekokemod, xnopamOyuus, KnoMmnpamMmumH,
KogeuHa cgocdaT, KoTpuMokcason/uedukenum, unaHammg, acpanmsymao,
330Menpason, rmapoKCUXIOPOXmH, nbynpodeH, MMaTnHMb, onaHsanuH,
heHnNByTasoH, XMHWH U TUaMVH, canasocynb@annmpuand, HaTpus U MernyMmmHa
NokcuTanamar, HaTpua BanbnpoaT/aTOCyKCUMUA, CMUPOHOMAKTOH,
CTPENTOMMULMH, CTPOHUMS paHenaT, cynbameTokcason, TpubeHosna u
30HMcCamug,.

e DRESS guarHoctupyeTcs Ha OCHOBE KITMHUYECKOW KapTUHbI, Kak OMMCaHO BbiLLE.
«3onoToro ctaHgapTa» ons anarHoctmkn DRESS He cyuwiectByeT; TeM He
MeHee, HECKONbKO rpynn NpeanoXunun AnarHocTu4eckne Kputepmm, Kotopble
paccmaTpmBanuch npu Bblbope TepmnHa ana CuHOpom nekapcmeeHHoU
peakyuu ¢ 303uHogbunuel u cucmemMHbiMu cumnmomamu (SMQ).

e OnucaHusa cnegylowmnx ANarHOCTUYECKNX KPUTEPUEB BKITHOYEHDBI B UCXOOHYHO
AoKyMeHTauuto no atomy PT OcCTpblin reHepanM3oBaHHbIA 3K3aHTEMATO3HbIV
nyctynes, PT Cungpom SMQ: npoekT no ctaHgapTusauumn eHotmna
(Phenotype Standardization Project, PSP); RegiSCAR n AnoHckas rpynna
KOHCeHcyca.

e JleyeHue BKNOYaET:
- [lpekpalieHne npnema «BUHOBHOIO» fIEKApPCTBEHHOrO npenapara u
npoBeaeHne NoaaepXXmBatoLLEN Tepanuu;
— CuncTtemMHble cTepounabl MOTYT UCMOSb30BaTbCA AN NEYEHNSA KOXHbIX
NPOSIBIIEHMI 1 NOPaKEHNN BHYTPEHHMUX OPraHoOB.
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DRESS obycnasnueaeT npoueHT cMepTHOCTK He 6onee 10 %. PaHHss
ANarHoCTUKa U CUHOPOM OTMEHbI NIeKapCTBEHHOIO npenapara MMetoT
peluatoliee 3Ha4YeHe aAng ynyyleHnst pe3ynbTaTtoB U NpeaoTBpaLleHns
neTarnbHbIX MCXOO0B.

OundbdepeHumansHbii gnarHo3 ana DRESS sknovaeTt (noMmmo npoyero):

3aboneBaHnst COeaNHUTESbHbIX TKAHEN;

NOMONaTUYECKYIO rMNep303nHOUNNIO;

rMNep303NHOUNbHbBIN CUHLPOM;

aHr’MoOMMMYHOBNACTHYO NUMdageHonaTuio;

CuHagpom CTtuBeHca-[)KOHCOHa:

TOKCUMYECKNIN annaepManbHbI HEKPOSNS;

OCTpbIV FreHepanM3oBaHHbIN 3K3aHTEMAaTO3HbIN MyCTynes;

oones3Hb KaBacaku;

CbIBOPOTOYHYO BOME3Hb;

nmmgomy;

ncesgonnumcomy;

pasrnnyHble OCTpble BUPYCHbIE MHPeKUMN (Hanpumep, BUpyC SnwTenHa-
Bapp, renatuT, rpmnn, uMTomMeranoBupyc n BUpyc MMmyHogeduumTta
Yyernoseka).

Bbi6op kputepues ansa cnydaes DRESS

Bkntovatotca:

Cnyu4au, npu KOoTopbIX coobLiaeTcs o:

o [losiBNeHMM CMMNTOMOB B TEYEHME TPEX MECSLIEB MOCIE Havyana Tepanum
neKapCTBEHHbIM rnpenapaTom
n

o [MpusHakax nopaxxeHnsa KOXu u (Unun) gpyrmx CUCTeEM OpPraHoB,
n

o [lo mMeHbLlen Mepe ABa U3 HUXKENPUBEOEHHbIX ABMEHUN:
e [loBblleHVEe TeMnepaTypsl;
e DosuHOUNUA (M [MNKU] aTUNUYHbIE IMMAOLUTI);
o JlnmdcpageHonaTus.

NckntoyatoTtes:

WcknrovatroTtes criydam, npu KOTopbIX:

o He coobwanocb 0 BpeMEHHON B3aMMOCBA3N MeXAy Nog03peBaEMbIM
neKapCTBEHHbIM NpenapaTtoM U peakunen; npuMmedaHmne: 3To MoXeT
BKMNtOYaTb Criydam, Npy KOTOPbIX MHOXECTBEHHbLIE NPU3HAKM U CUMMTOMbI,
cBsasaHHble ¢ DRESS, He BO3HMKann B Te4eHne ogHOro mecsiua gpyr ot
apyra (Hanpumep, KOXXHOe BbICbiNaHue, 3a KOTOpbIM criegoBana
nuMmdageHonaTms n nuxopagka yepes 6 mecsiuen);

o He cooTBETCTBYIOT BbILLENINTOXKEHHBIM KPUTEPUSIM BKITIOYEHNS;
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o CoobLanock 0 COCTOAHNN, yKa3aHHOM B pa3ferne O NOCTaHOBKe
AndbdepeHUMpoBaHHOIO anarHo3a, Unun cnyyasx, Kotopble OnucbiBatoT
Apyron 6onee BEPOSATHbIN OMArHO3;

o Knaccndpuumpyotcs Kak « ToKcuyeckas nekapcTBeHHas ak3aHTtemar». K
HUM OTHOCATCS Crydaun, Korga y naumeHToB HabnogaeTcs ak3aHTeMa u
nuxopagka, Ho apyrne NnposiBNeHns He Oblnn obHapyKeHbl, NOTOMY YTO
nabopaTtopHble nccrnegoBaHus NMbo He BbIMONHANMCH, NMOO He Mornn
ObITb BbIMNOSHEHbI.

2.27.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

BkntovatoTcs:

TepMuHbI, HenocpeacTBeHHO oTHocAwmecs K DRESS-cnngpomy
(BKITHOYAKOTCA KaK TEPMUHbLI Y3KOM 06nacTn NnpuMeHeHus, kateropms A)
TepMUHbI, CBA3aHHbIE C KOXXHBIMW NPOSIBIIEHMSIMU U CUCTEMHbIM
nopaxeHnem/noBpeXaeHNEeM BHYTPEHHMX OpraHoB, 06bIYHO HabaAaemMbIMu
B criydasx Bo3HukHoBeHns DRESS, Bkrntoyas cooTBeTCTBYHOLLME TEPMUHDI
ansa 0603HayveHnsa nabopaTopHbIX U MHCTPYMEHTAaNbHbIX UCCNegoBaHum
(BKIHOYAOTCA KaK TEPMUHbI LULMPOKOW 061acTu npuMeHeHust, kateropus B)
[pyrve cooTBETCTBYOLINE TEPMUHBI, CBA3AHHbIE C MOPaXXEHNEM CITM3UCTON
000M0YKN N KOXK, OBBIYHO BCTpeYaloLmnecs B Criyvyasx BO3HUKHOBEHUS
DRESS (Bknto4aloTca Kak TEPMUHbI LULMPOKOW 06nacty npuMeHeHuns,
Kateropus B)

TepMUHbI, OTHOCALLMECH K peaKkTUBaLMm BUPYCHOWN MHAEKLMKN (BKITHOYaloTCA
Kak TepMUHbI LUMPOKOW 061acTu npuMeHeHus, kateropus B)

TepMUHbI, OTHOCALLMECH K 0OLEen rmnepyyBCTBUTENBHOCTU (BKITHOYAKOTCA Kak
TEPMUHbI LUIMPOKOK 0BnacTn NnpuMeHeHus, kateropmna B)

TepMUHbI, CBA3aHHbIE C NMXOPaaKoW (BKINOYAKTCS Kak TEPMUHbI LUMPOKOW
obnacTtu npumeHeHus, kateropus C)

TepMuHbI, CBA3aHHbIE C NMMdageHonaTmen (BKNYarTcs Kak TEPMUHDI
LUMpPOKOWN obnacTn npumMmeHeHus, kateropus D)

TepMUHbI, CBA3aHHbIE C reMaTonorMyeckumMm HapyLleHnAamMmn, obbIYHO
HabnogaembiMn B cnyydaax DRESS (Bknto4aloTca kak TEPMUHbI LLIMPOKOWN
obnactu npumeHeHus, kateropus E)

NckniovaroTtes:

TepMuHbl Ans 0603Ha4YeHNs BpOXaeHHbIX 3aboneBaHum

TepMuHbl Ana 0603Ha4YeHMa NabopaTopHbIX U UHCTPYMEHTaNbHbIX
nccnegosaHuin 6e3 kBanmgukaToposB

TepMuHbI 4ns 0603Ha4YEHMA UHAPEKLMOHHBLIX 3TUONOMNI
TepMUHbI, CBA3a@HHbIE C COCTOSHUSAMU «MecTa»

2.27.3 Anroputm

KaTeropum onpegensitotcst cnegyrowmm obpasom:

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 88
MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

KaTeropuss A — TepMUHbI Y3KOro rnoucka;

KaTteropusi B — TepMuHbI, CBSA3aHHbIE C NOBPEXAEHMEM OpPraHoB, BKO4Yas
NopaKeHUs KOXW, peakTUBaLnio BUPYCHON UHADEKL MU,
0oOLLYI0 rMNepYyBCTBUTENBHOCTD;

KaTteropuss C — TepMUHbI, CBA3aHHbIE C NUXOPaAKON;

Kateropus D — TepMuHbI, CBA3aHHbIE C NUMdazeHonaTuen;

KaTeropust E — TepMuHbI, CBS3aHHbIE C reMaToNorM4eCckuMm HapyLIeHNSMU,
06bl4yHO HabnogaembiMu B criydasix DRESS.

Coo0LleHne cunmTaeTcsi COOTBETCTBYHOLLMM CriyYaem AN AanbHenwero
PacCMOTPEHUS, ECITM OHO BKIOYaeT:

TepmuH n3 kateropum A (y3kune TEpMUHBI)

17

Mo MeHbLLEN Mepe OANH TEPMUH N3 KaTeropuu B n TepMuH 13 aByX U3 Tpex
kateropun C, D, E.

B kpatkom mnanoxermm: Amvnimn (Bu CuD)unmm (BMCuE)nnm (BuD un E)

2.27.4 Tlpume4vaHusi NO BHeAPEHUIO U (UNTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

CuHOpoMm riekapcmeeHHoU peaKyuu ¢ 303uHoguuel U cucmemMHbIMU cuMimomamu
(SMQ) npegcraensieT cobon anroputmudeckmin SMQ. Anroputm npegcrasnseT cobon
KOMOUHaLNIO TEPMUHOB LLUMPOKOrO NOMCKa Cpean pasnuyHbIX KaTeropun ans
AanbHenLwero CoBepLUEHCTBOBAHNS MAEHTUMKaALUN NPeacTaBNAoLWNX UHTEPEC
cny4aeB. Micnonb3oBaHue LWMPOKOro noncka anst atoro SMQ nmeeT CMbICN TONbKO Npu
npuMeHeHnn ¢ anroputMoM. AToT SMQ npegHasHavyeH aAng n3BneyYeHns
COOTBETCTBYHLUUX CNyYaEB C LeNbto AanbHenwero MeamumHCKoro aHanmaa, Kotopbin
3aTeM MOXeT UCMNOSb30BaTb METO OLEHKN 3HaYUMOCTU OS5 aHann3a U3BrnevYeHHbIX
cny4vaes. [Nonb3oBaTenam cnegyet pacCMOTPETb BO3MOXHOCTb MCMNONb30BaHNSA
kputepmeB RegiSCAR ana DRESS c uenbto oueHkn crniydyaes nsi BKNOYEHWS; O4HaKO
NMHpopMaLUmsa N3 CNOHTAHHbIX MOCTPErMCTPaLUMOHHBLIX COOBLLIEHMSIX, KaK NpaBuno,
orpaHu4yeHa, u, BO3MOXHO, ByaeT TpyaHo obecneuntb NPUMEHEHNE 3TUX KPUTEPUEB,
Takum o6pas3omM NprMBOASA K UCKNOYEHMIO COOTBETCTBYHOLLMX CIy4aeB.

Mpun noucke B 6onee paHHMx gaHHbIx onss DRESS pekomeHnayeTcs ogHOBpeMEHHO
NCNonb30BaThb TsXesble KOXHbIe HexernamersbHble peakyuu (SMQ), CuHOpom
JilekapcmeeHHoU peaKkyuu ¢ 303uHogbuniuel u cucmemMHbIMu cumnmomamu (SMQ), PT
['unepyyscmeumeribHoCMb K fiekapcmeeHHoMy npernapamy n PT
'unepyyscmeumersibHOCMkb.
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2.27.5 MNepe4yeHb UCnonb30BaHHOW Hay4YHOW nuTepaTtypbl ana CuHdpom
JiekapcmeeHHOU peaKyuu ¢ 303uHogunuell U cucmeMHbIMU cuMnmomamu

(SMQ)

e Cacoub P, Musette P, Descamps V. The DRESS syndrome: a literature review.
Am J Med 2011;124:588-97.

e Tas S, Simonart T. Management of drug rash with eosinophilia and systemic
symptoms (DRESS syndrome): an update. Dermatology 2003;206:353-6.

e Bocquet H, Bagot M, Roujeau JC. Drug-induced pseudolymphoma and drug
hypersensitivity syndrome (Drug Rash with Eosinophilia and Systemic
Symptoms: DRESS). Semin Cutan Med Surg 1996;15(4):250-7.

e Pirmohamed M, Friedman PS, Molokhia M, et al. Phenotype standardization for
immune-mediated drug-induced skin injury. Clin Pharmacol Ther
2011;89(6):896-901.

e Chaiken BH, Goldberg BI, Segal JP. Dilantin sensitivity. Report of a case of
hepatitis with jaundice, pyrexia, and exfoliative dermatitis. N Engl J Med
1950;242(23):897-8.

o Saltzstein SL, Ackerman LV. Lymphadenopathy induced by anticonvulsant drugs
and mimicking clinically pathologically malignant lymphomas. Cancer
1959;12(1):164-82.

e Kardaun SH, Sidoroff A, Valeyrie-Allanore L, et al. Variability in the clinical
pattern of cutaneous side-effects of drugs with systemic syndromes: does a
DRESS syndrome really exist. Br J Dermatol 2007;156:609-11.

e Walsh SA, Creamer D. Drug reaction with eosinophilia and systemic symptoms
(DRESS): a clinical update and review of current thinking. Clin Experimen
Dermatol 2011;36(1):6-11

e Sullivan JR, Shear NH. The drug hypersensitivity syndrome: what is the
pathogenesis? Arch dermatol 2001;137(3):357-64.

e Shiohara T, Inaoka M, Kano Y. Drug-induced hypersensitivity syndrome (DIHS):
A reaction induced by a complex interplay among herpesviruses and antiviral and
antidrug immune responses. Allergol Int 2006;55:1-8.

e Phillips EJ, Chung WH, Mockenhaupt M, et al. Drug hypersensitivity:
pharmacogenetics and clinical syndromes. J All Clin Immunol 2011;127(Suppl
3):S60-6.
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RegiSCAR website. Heep://regiscar.uni-freiburg.de/. Accessed April 5, 2012.

Incivek (telaprevir) Prescribing Information. Vertex Pharmaceuticals Inc.
Cambridge;MA. June 2012.

Shaughnessy KK, Bouchard SM, Mohr MR, et al. Minocycline-incudes drug
reaction with eosinophilia and systemic symptoms (DRESS) syndrome: a
systematic review. Drug Saf 2009;32(5):391-408.

Ganeva M, et al. Carbamazepine-induced drug reaction with eosinophilia and
systemic symptoms (DRESS) syndrome: report of four cases and brief review. Int
J Dermatol 2008;47(8):853-60.

Elzagallaai AA, Knowles SR, Rieder MJ, et al. Patch testing for the diagnosis of
anticonvulsant hypersensitivity syndrome: a systematic review. Drug Saf
2009;32(5):391-408.

Chen YC, Chir HC, Chu CY. Drug reaction with eosinophilia and systemic
symptoms: a retrospective study of 60 cases. Arch Dermatol
2010;146(12):1373-9.

Pirmohamed M, Aithal GP, Behr E, et al. The phenotype standardization project:
improving pharmacogenetic studies of serious adverse drug reactions. Clin
Pharmacol Ther 2011;89(6):784-5.
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2.28 [Oucnunupemusa (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.28.1 OnpepeneHue

e OnpepgensieTcs Kak M3MEHeHHas!, Yalle Bcero u3bblTouHasi, KOHUEHTpauns
nMnnaoB (xonectepuHa v [Unu] TpUrnuuepuaoB) B KPOBW.

o Pe3yanaT reHeTU4eCcKom npegpacrioyioxXeHHOCTn, BTOPUYHbLIX MPUYNH NI
co4yeTaHuAa n Toro, 1 gpyroro.

o [latb hopm:
- BbIcokun xonectepuH B KpoBMU;
-~ [loBbIWeHHOE coaepxaHue TPUrnuuepuaoB B KPOBY;
- KombuHupoBaHHas runepnmnngemMms
- BropuyHaga gucnvnuaemms
- Tvnonunngemmnsa

e JlvnonpoTewnHbl, NepeHocsALmMe X0NecTepuH, AnddepeHUnpyoTcs ¢ y4eTOM UX
nnotHoctn Kak JIMHI, JINOHIT v JIMNBIM, n moryT BapbMpoBaTbCA B 3aBUCUMOCTU
OT KONMn4ecTBa XonecTepuHa, NPUCYTCTBYIOLLEro B KaX40oW YacTuue, yucna
LUUPKYITMPYIOLLMX YacCTuL, UK 1 TOro, U ApYroro.

e 3a uckno4veHnem Bbicokoro yposHs JITBI, noBbileHe KOHLEHTpaUUn NMnngos
B KPOBW, B YACTHOCTU XONECTEPUHA, SABNAETCHA O4HNUM N3 OCHOBHbIX (hakToOpoB
pucKa pa3BuUTUA aTepoCKeposa.

e [vnepxonectepMHeMMUs 1 rMNepTpUrnMuepunaemMmus camu rno cebe He Bbi3biBAOT
cneumdunyecknx CMMNTOMOB, €CNN TONbKO OHU He CBA3aHbl ¢ 3aboneBaHnemM
opraHa, yvacTByloLlero B metabonname nunngos (HanpumMep, NaHKpeaTuT).

e HekoTopble KNMHUYECKNE NPOSBNEHNs aTepockriepo3a HabnoaaTca nocne
AecaTuneTuin 6eccMMNTOMHOIO Havarna v NporpeccupoBaHnsa 3abonesaHui.

e Huyero He N3BECTHO O Crny4asix OCTPOW rMNepxonecTepuHeMmm B Ka4ecTee
He)XkenaTenbHOW peakuuu Ha npenapar.

e Ocrtpas runeptTpurnuuepnaeMmst MOXeT ObiTb BblpaXXeHMEM YPEe3MEPHOro
(v3nnwHero) ynotpebneHns nueBbiX NPOAYKTOB C BbICOKUM COAEpPXaHNEM
XUPOB UIK ankorosisi, UM oHa MOXeT BbITb CcBA3aHa ¢ AnabeTom (0cobeHHO npu
HenpaBUITbHOM KOHTPOJSIE) UK NaHKpeaTUToM.

2.28.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUA
e Bknovarorcs:

— TepMUHbI C KOPHAMU «IUMUAY, «XONECTEPUH», «TPUrMMLIEPUO» U
«NIMMOMNPOTENHY.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 92
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

- MeagnunHckme TEPMUHBI, TECHO CBSAI3aHHbIE C NUNMAAMM, NTMNONPOTENHAMMU,
XONEeCTEPUHOM U TPpUINMLepunaamMmmn B KPOBMU.

- TepMuHbl 6binn nony4veHsl n3 Tpex SOC (SOC HapyweHusi Memabonu3ma u
numanus, SOC JlabopamopHbie u uHcmpymeHmaribHbie 0aHHble n SOC
Bpox0eHHbie, cemeliHble U 2eHemuy4ecKue HapyuweHUsl)

- [eBsTb TepMMHOB, 0603HaYarLLMe ceMenHble n3MeHeHns meTabonuama
nMNUaoB (4119 U3BNeYeHns criydaes, ONUCHIBAKOLLMX BPOXOEHHOE
HapyLeHne meTabonmama nMnonpoTeNHOB, KOTOPOE MOTTIO YCyrybnaTbes
[wnun yny4dwaTtbes)).

- Knaccudmkauma «HapyweHnus nunongHoro metabonmama» B MKB-9 Takke
ncnosb3oBanack B Ka4eCTBe CpaBoOYHOro Marepuana.

- B xope nayvenuns Ha npoTsxkeHun 18—-24 mecqaues rpynna coctasutenen Pl
CIOMS nogTtBepamna, YTO Ha OCHOBaHMM pe3ynbTaToB TECTUPOBAHUSA
TepMuHbl 4N 0603HayYeHNs pe3ynbTaTtoB UccnegoBaHNi NMNNO0B, KOTOPbIe
OTHOCATCA K aToMy SMQ, BKMNtOYalOT: YPOBEHb XONecTeprHa B KpOBH,
YPOBEHb TPUIMNLEPNOOB B KPOBU U runepnvnugemuto. [pyrme TepMuHbl Ans
0b03Ha4YeHus pe3ynbTaToB aHannsa Ha Nnuabl He NO3BONANN U3BMNeKaTb
npeacTaBnsAoLLNe NHTEPEC CriyYaun.

e lckniovatoTcs:

- TepMuHbl onsa 0603HavYeHnsa HapyLeH nunugHoro obmeHa, Hanpumep, PT
bonesHb lNowe

— TepMuHbl Ans 0603HaAYEHNSA KOHLUENLUWIA, HE OTHOCSILLMECS HeNoCPeaCTBEHHO
K obnactn npumeHeHnsa gaHHoro SMQ, BkItouas XonecTepuHo3, XKMpoBasi
amMbonuns 1 BCce TePMUHbI, COAepKaLLme CNoBO «MMNOUAHBLIAY»

2.28.3 lNMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Hucnunudemus (SMQ) coaepXuT TONbKO TEPMUHbI Y3KOro noucka. NoaTomy y3kun
MOUCK W LUMPOKNIA MOUCK Aat0T OANHAKOBbLIN pe3ynbTaTt. MoapobHble npumedaHuns
npueeaeHsl B pasgene 1.5.2.1.

2.28.4 MepevyeHb MCNONb30BaHHOW Hay4YyHou nutepatypbl ana fucnunudemusi
(SMQ)

e Harrison’s Principles of Internal Medicine, 16th Edition.

e Ross R: Atherosclerosis - an inflammatory disease. N Engl J Med 340:115-126,

1999.
e Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults Adult
Treatment Panel Il — Third Report of the National Cholesterol Education Program

(NCEP) NIH - U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES - NIH
Publication No0.02-5215, September 2002.
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2.29 3mbGonun un Tpomb603bI (SMQ)
(paboyas Bepcus, mapt 2007 roga)
2.29.1 OnpepeneHue

e Tpomb603 BO3HMKAET B pe3ynbTaTe B3auMogencTBmst MHOrmx paktopoB. Bupxos

(Virchow) oTMeTun, 4TO OCHOBHbLIMU (pakTopamu, BAMSIOLWLMMM Ha NaTtoreHes
Tpomb03a, ABNATCA HAPYLLUEHUS] CTEHKN COCYA0B, KOMNOHEHTOB KPOBU U

OVNHAMWKN KPOBOTOKA.

e TpomGoTMYeCcKMe HapyLLEHUs — 3TO 3aboneBaHus, XxapakTepuayLmnecs
obpa3oBaHneM TpomMba, KOTOpbIi JTOKarnbHO NepekpbiBaeT KPOBOTOK B cocyaax
UNK OTpbIBaeTCs U aMOONU3MpyeTCs, 3aKynopmusas KPOBOTOK B HUCXOASALLEM

HanpaBJieHNW.

e 3OMbonus — 370 BHE3aMHOE NepekpbITUE COCyAa CryCTKOM UIN Yy)XepOoaHbIM
maTepuanom, KoTopbiil Bblfl JOCTaBNEH 40 MecTa ero OTIIOXKEHUS TOKOM KPOBW.

e (Tpombo-)hnedbut — 310 BocnaneHne BeHbl (onedbuT), cBa3aHHOE C
obpasoBaHnem TpomMboB (TPOMOBO30M).

2.29.2 KpuTtepum BKNOYEHUA/NCKIIOYEHUA

BkntovatoTcs:

Imbonusa n Tpombo3 3 HLGT Smbosius u mpomb60o3
ABneHus, cBaA3aHHbIE C MH(PAPKTOM U MHCYSTbTOM
TepMUHbI, KOTOpblE CBA3aHbI C NpoLeaypamm

TepmuHbl 4na 0603HavYeHMa NPomNakTMKK, CBA3aHHOM C aMbonuen n
Tpomb0o30Mm

TepMuHbl Ans 0603Ha4YeHUss NabopaTopHLIX M UHCTPYMEHTAarbHbIX AaHHbIX,
CBsi3aHHbIE ¢ ambonnen n TpomMb60o3om

TepmuHbl ansa obo3HavyeHus Tpomdodnebuta, cesasaHHble ¢ ambonnen n
TpombG0o30Mm

TepmuHbl, 0603Ha4aloLLMe OKKINIO3MI0 apTepui U BEH, CBA3aHHbIE C
ambonn3mMom u (1nm) TpoMB6o3oM

TepMuHbI, 0603HavaloLmMe Me3eHTepranbHble SBNEeHUs, CBA3aHHbIE C
ambonuen n Tpom6o3om

TepMUHbI Anst 0603Ha4YeHnss amaBpo3a

TepMuHbI, 0603Ha4aloLne TPAH3UTOPHbIE (MLEMUYECKME) SBMNEHNS,
CBsi3aHHbIE ¢ ambonnen n TpomMb603om

BknioyaloTcs TepMUHBI, OTHOCSALLMECS K OUNNErMun, remmunapesy, reMmunmneruu,
reMunnerim TpaH3uTOpHOMN, MoHoNapesay, MOHoMMerny, napesy, napanapesy,

napanneruu, Keagpvnapesy u ksagpunnernm (UICKNYarTcs TEPMUHDI,
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OTHOCALLMECH K Napanuyy, napeay, nnerum n napanuyy 6e3 BeposiTHON CBA3N
¢ ambonuen n Tpom6030m)

TepMUHbI, OTHOCSLWMECS K AIMBONUM U TpoMGO3y B MOMyLIAPUSIX FONIOBHOMO
MO3ra Unmn Mo3xeuke

e VcknwovarTcq:

TepMUHbI Ans 0603Ha4YeHUss hakTopoB pucka (Hanpumep, CBsA3aHHbIe C
NOBbILLIEHNEM BSA3KOCTM UMK C HacneacTBEHHbIMU, MHAEKLNOHHBIMM /
CenTUYeCKUMN UM ayTOMMMYHHbIMU NPUYMHaAMK)

TepMuHbl Ans 06o3HaveHnst nabopaTopHbIX aHanM3oB 6e3 yKkasaHus
pesynbTaTta (T.e. TepMUH Anst 0603Ha4YeHnst aHanm3a 6e3 kBanudukaTopa)

TepMuHbl Ans 0603Ha4YeHNs1 BO3AYLLHON, LIEMEHTHOM M XXNMPOBOW amBonnm
TepMuHbl Ans 0603HavYeHnss Hecneumguyecknx aHoManum cocyos

TepMuHbI, OTHOCALLMECA K Napanuyy, napesy, nneruM n napanudy 6es
BEPOATHOWN CBA3M C ambonmen n TpoM6030oM (BKNHOYAKTCH TEPMUHDI,
OTHOCSALUMECS K OMNAErnn, remmnapesy, reMmnnerum, reMmnierum
TPaH3UTOPHOW, MOHOMAape3y, MOHOMNMernu, napesy, napanapesy, napanneruu,
KBagpunapesy 1 Ksagpunnerum)

2.29.3 Uepapxuyeckas CTpykTypa

Smbonne 1 Tpomooasl
(20000081}

IM0onuK U TpomMBoasl,

SME0NMK W TpoMBO3kI, THN COCYAR HE YRa3aH, SME0NUA 1 TPOMBO3LI,
apTepHankHLIe H CMellaHHbIE BEHOIHLIE
{20000082) APTEPMANBHEIE | {20000084)

BEHO3HEI2
(20000083)

PucyHok 2-7. Uepapxunyeckas cTpyktypa Imbosiuu u mpomb6o3ni (SMQ)

3Ambornuu u mpombo3ssl (SMQ) (ypoBeHb 1) nogpasgendaercsa Ha Tpu cyb3anpoca SMQ

YPOBHSA 2:

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 95
MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

e OMbonun n Tpomb0o3bl, aptepuansHble (SMQ) (PT, npegHasHayeHHble ong
y3KOro nowmcka)

e OMmbBonuu 1 TpoMb03bl, BeHo3Hble (SMQ) (PT, npegHasHaYyeHHble Ans y3Koro
noucka)

e 3OMb6onum 1 Tpomb03bI, TUM COCyaa He YKkasaH, U CMELLaHHbIe apTepuarnbHbie U
BeHO3Hble (SMQ) (PT, npeaHasHayeHHble AN LUMPOKOro Noucka)

YUTto6bl n3BneYvb BCe COOTBETCTBYOLINE TEPMUHBLI ANt 0603HaAYEHNA ambonmn n
Tpomb0o3a, moxeT notpeboBaTbca 06beanHNTL cyb3anpocbl SMQ atoro SMQ.
Heobxoanmo Takke yuntbiBatb Cocyducmsie 3abonesaHusi UeHmparbHOU Hep8HOU
cucmemebl (SMQ) (paHee HapyweHusi Mo3208020 KposoobpawieHusi (SMQ)), Backynum
(SMQ) n Tpomboghnebum (SMQ).

2.29.4 TpumeyaHusi NO BHeAPEHUIO U (UTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Ambosnuu u mpombo3ssl (SMQ) npencrasnseT cobon nepapxmyeckun SMQ n cogepxut
TONMbKO y3Kne TepMUHbIL. [103TOMY Y3KM1in MOMCK M LUMPOKUIA MOUCK Aat0T OANHAKOBbIV
pesynbTtat. NMogpobHblie npumedaHnsa npueeneHsl B pasgene 1.5.2.1.

2.29.5 MNMepevyeHb UCNONbL30BaHHOW Hay4YHOW nuTepatypbl Ana 3mbosiuu u
mpom603b1 (SMQ)

e Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell, David A.
1st Edition © 2000 Oxford University Press.
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2.30 Jos3uHodmnbHas nHeBMoHUA (SMQ)
(paboyas Bepcus, mapt 2009 roga)

2.30.1 OnpepeneHue

e J03MHOMUIbHbIE MHEBMOHUN XapakTepPU3yrTCs HaKoMeHnem 303MHOUIIOB B
anbBeonsipHbIX NPOCTPaHCTBAX, MHTEPCTULMANBHON TKaHW UM B 000MX MeCTax.
Mepudrepuyeckas 303MHOPUNUS — YacToe ABMneHne.

° |_|pVI'-IVIHaMI/I ABNAKOTCA:

NHdekunmn (0COBEHHO reNbMUHTHbIE);

MHEBMOHUT, BbI3BaHHbLIN NleKapCTBEHHLIM CPeACTBOM (Hanpumep,
aHTUBNOTUKaMK, heHnToMHOM, |-TpuntodaHom);

Bobixaemble TOKCUHbBI (HanpuMep, KOKauH);
CuctemHoe 3aboneaHune (Hanpumep, cuHgpom Yepaxa-Crpocca);

Anneprnyecknin 6POHXONErOYHbLIN acneprunnés.

e [lnarHo3 oCcHOBaH Ha:

Qo3nHounnn B nepudepundeckon Kposu (> 450/Mkn), XNOKOCTH
OGpoHxoanbBeonsapHoro nasaxa (> 5 % pasHoctn) unu uoncmm nerkmx

TeHsIX Ha peHTreHorpaMmme rpygHon KneTku (MHorga HasblBaeTcsl CUHAPOM
PIE vnun neroyHon nHUNbTpaUumn ¢ 303MHOUNneEn)

e XpoHu4yeckasi 303MHOUNbHAsH MHEBMOHMUS

HeunssecTtHasa atnonorus. llogo3peHne Ha annepruieckun gnartes.

dynbMmMHaHTHOE 3aboneBaHMe C KalneMm, NMXxopankon, NnoTepen Beca,
conpoBoOXgaemas unu ¢ npeguectaytowlen actmon B 50 % cnyyaes

BunatepanbHble nepugepndeckne ferovHble TeHU, ONMCaHHbIe Kak
«oTorpadunyecknin HeraTMBy» OTeKa Nerkux, ABMSATCA pakTUYeckm
NaTOrHOMOHWUYHbLIMW.

e OcTpas 2031MHOUIbHAA MHEBMOHMS

HewnsBecTHasa aTMONOrno, HO MOXET BbITb OCTPON peakumen
rMNepvyBCTBUTENBHOCTU K HEMOEHTUMOULNPOBAHHOMY UHIANSLNOHHOMY
aHTUreHy.

OcTpoe nuxopago4yHoe 3abonesaHne ¢ Kalunem, oabILLKOW, HeAOMOraHNEM,
MUanrmen, HOYHOM NOTIMBOCTLIO U NNEBPUTHOM GOMbIO B rpyau.

e CwuHgpowm Nledbdhnepa

XapakTepusyeTcs OTCYTCTBYIOLMMUN Ui cnabo BbipaXXeHHbIMU
pecnmpaTopHbIMU CUMMNTOMaMM, KPaTKOBPEMEHHBIMU MUTPUPY LMK
NeroYHbIMN TEHAMU N 303MHOUNnen nepudepmnyecKon Kposu
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e JTHonornen MoryT ObITb NapasnTapHble UHGEKL MU, 0cOBeHHO Ascaris
lumbricoides, HO naeHTUPULMpPYEMbIA BO3OYyaMTENb YacTo HE OBHapyXMBaeTCs.

2.30.2 Kputepum BKNOYEHUA/MCKNIOYEHUA
e BkntovatoTtcs:
- Cneunduyeckne TepMUHbI, CBA3AHHbIE C 303UHOUNBHON BONE3HBbIO NErknX,
BKMNOYAKOTCS B Y3KUIA MOUCK

- TepMuHbI Anst 0603HaYeHMs PasfUYHbIX NIErOYHbIX COCTOSIHUI, KOTOPbIE HE
ABNAKTCH cneunduyeckn 303MHOMUIbHBIMU, HO, BO3MOXHO, YKa3sbiBatloT Ha
MHEBMOHWIO, BKIMOYAOTCS B LUMPOKUIA NOUCK

- TepMI/IHbI Ans o6o3HavYeHus APKO Bblpa>X€eHHbIX KIMMHN4YeCKNX CUMMNTOMOB
NMHEBMOHWNW BKJTHOHAOTCA B LIJI/IpOKI/IVI NMOUCK

— TepMuHbI, KOTOpbIE KacaloTcHa Yncna 303MHOUITOB B Nnepudepnyeckomn
KpoBW, cogepxawme gpasy «OTKIIOHEHME OT HOpMbI» (Hanpumep, PT
OmkroHeHuUe om HOpMbI Yucsia 303UHOGUIIOS).

e VcknwovarTcq:

- Bce TepMmuHbl ans 0603HaveHnsa nHgekumi, prnbposa, capkongosa u
KpOBOTEYEHUN

- TepMI/IHbI Aanst obo3HaveHns Hecneuwcbvlqecmx NPpMU3HaKoB N CUMIMTOMOB
NMHEBMOHUUN, TaKMNE KaK Kalleslb 1 OAblLlLKa

- TepMuHbI Anst 0603HaYEHMS1 303MHOMUIBbHBIX COCTOSIHUIA B APYrMX MEcTax,
Kpome nerkmx

-~ TepMuHbI, KOTOpbIE KacalTcs Ymcna 303MHOMUNOB B nepudeprnyeckomn
KpOBMU, cofepxatume dpasy «B HopMe»

— TepMuHBbI, KOTOpbIE KacarTcsa Yncra 303MHOMNOoB B nepmndepnyeckomn
KpoBu 6e3 KBannmgukaTopos

— TepMuHbl onsa 0603Ha4YeHN HeoHaTanbHbIX 6onesHen

-~ TepmuHbIl, ykasbiBaloLne Ha HacnegCcTBeHHoe 3aboneBaHne

— TepmMuHbI Ans 0603HaA4YEHMS ONYyXONnen UNu 3nokavyeCcTBEHHbIX
HOBOOOpa3oBaHNN NErknx

NMPUMEYAHUE. B wmnpoku nonck BKAOYaTCa ABa Hecrneundunyecknx Tepmuna: PT
[MHeemoHus n PT Muanaus. Ecnv LUMPOKUIA NOMCK Ucnonb3dyeTtcs 6e3 anroputma, atu
TEPMUHbI, BO3MOXHO, HEOOXOAMMO UCKNIOYNTE Kak Co3aatoLime CrIMLLKOM MHOMO
«wyman.
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2.30.3 Anroputm

Bo3uHogbunbHas nHeamMoHusi (SMQ) cocTouT na:

e Y3KOro noucka (kateropus A nnu yskasi obnactb NpUMMeEHeEHUs), cogepxallero
cneumdgudeckmne PT, KOTOpble ONUCHIBAOT 303UHOUIbHYIO MHEBMOHMIO.

e LLnpokunii nonck coaepnT AONONHUTENbHbIE TEPMUHBI (LUMPOKOI obnacTu
NPUMEHEHUST), KOTopble [O0OABMAOTCA K TEM, KOTOPbIE BKITHOYEHbI B Y3KUIA MOUCK.
TepMUHbI LIMPOKOWN 06nacTn NpUMEHEeHNUsI NoApasaensoTCs Ha ABe KaTeropum:

- KaTteropusa B: TepMmuHbl ons 0603Ha4eHnsa 3031HOmUnum

- KaTteropus C: TepMuHbI, BO3MOXHO, yKa3blBaloLLMEe HA NMHEBMOHMIO N ABa
Hecneumndundecknx tepmuHa PT HeemoHus v PT Muanaus.

Cnyyvau, BblbpaHHble A8 fanbHenwWwero paccCMOTPEHUS, BKOYaloT ntobble cnyyaun, B
KOTOpbIX coobLlaeTcs MO MeHbLUEeN Mepe oanH 3 PT, ykasaHHbIX ons kateropmum A
(TepMUHbI y3KkOM 061acTn NpUMeEHeHNs ), Unn nbon cryyan, B KOTOPOM coobLiaeTcs o
coveTaHuM No MeHbLUen Mmepe ogHoro PT n3 kaxgon na asyx rpynn PT, ykasaHHbIX Kak
kateropum B n C TepmuHoB wimpokon obnactu npumeHeHus. A unm (B n C).

2.30.4 TMpume4vaHus NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Hapsay € y3kuM u LWWMPOKNM nouckamm 303uHouribHas nHeemoHus (SMQ)
npeacrtasnset cobon anroputmmyecknn SMQ. Anroputm npeacTtaBnaeT cobon
KOMOUHaLUNIO TEPMUHOB LLUMPOKOrO NMOMCKa Cpean pasnuyHbIX KaTeropun ans
AarnbHENLLEro COBEPLLIEHCTBOBAHNA MAEHTUMKaLUM NpeacTaBnsaoLWmnX MHTEpPeC
cny4aeB. ANropyMTM MOXeT ObITb peanu3oBaH Nocre U3BnevYeHns criydaeB, Kak
OTMEYEHO HUXE:

e CHavana n3BfeknTe COOTBETCTBYOLIME Crnyyaun, npumeHns SMQ B kayecTBe
Y3KOro 1 LUMPOKOro nonckos (cMm. pasgen 1.5.2.1).

e [locne n3BneyeHns nporpaMMmHoe obecneyeHne NPUMEHsET anropuTMUYECKYHO
KOMBVHaLMIO ANS CKPMHUPOBaHUA U3BMNEYeHHbIX cnyyaes. [na HebornbLlumx
HabopOoB AaHHbIX U3BMEYEHHbIX CryYyaeB anropuTM MOXeT NPUMEHSATLCS Mpu
aHanuse crny4aes BPYYHyt0. ANropMTMOM B OTHOLLUEHUU S03UHOGUIIbHAs
nHesemoHus1 (SMQ) sasnsietcss A nnn (B n C). BbiBoa AaHHbLIX cocTaBnsAoT
cnyyau, oTUNbLTPOBAHHbLIE MO anropuTMy.

2.30.5 lMepeyeHb UCNONMbL30BaHHOM Hay4YHOW nuTepaTtypbl Ans 303UHOUIIbHas
nHeeMoHusi (SMQ)

e The Merck Manual assessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html .

e Harrisons Principles of Internal Medicine, McGraw Hill accessed online as
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http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosino
philic+pneumonia+&rootTerm=eosinophilic+pneumonias&searchtype=1&rootID=
12837&qgobacklink=1&drug=1
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2.31 3JkcTpanupammgHbii cuHgpom (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.31.1 OnpepeneHue

e MeavkamMeHTO3Hble HapyLUEHUS ABMXXEHUI MOTYT BO3HUKaTb B CBSA3M C
NeBoJoNOoN UK Tepanuen aroHMCTOM AodaMnHa Unu npenaparamm ¢
OCHOBHbIMW CBOWCTBaMM aHTaroHNCTOB A0(aMUHOBLIX PELIENTOPOB,
aHTUXONUHEPrMYEeCKUMU NnpenapaTaMmm, HEKOTOPbLIMI NMPOTUBOCNA3MaTUYECKUMMN
cpencTeammn 1 amdetTammHamm

e OnpegeneHue: HapyLleHWe ABUraTenbHOM YHKLUMKN, BbI3BAHHOE NOPaXXeHUSMU
NN ANCPYHKLUMAMN SKCTPaNMPaMUAHON ABUraTENBHOW CUCTEMBI.

- MoxeT nposiBNSATbCS Kak rMnepKUHETUKO-TMNOTOHUYECKUIA UK KaK akKMHETUKO-
PUrMOHbLIA CUHAPOM.

e MeaukameHTO3HbI NAPKMHCOHN3M, OUCTOHMUS, akaTU3NsS U NO3OHAS ANCKUHE3NS,
a Takke CBA3aHHble C HUMU KNUHUYECKNEe HaxoaKN — KOHLLEeNLUMU, BKIHOYEHHbIE B
aTtoT SMQ.

e Cyb63anpocbl SMQ gns:

- AkaTnausi: cybbekTuBHbIE OLLyLLeHMs 6ecrnokoncTBa, 06 LEKTUBHBIE NPU3HAKK
GecnokoncTea unu v To, U Apyroe.

- [OncknHesus (B TOM Yncrie No3aHss ANCKUHE3US): HENPOU3BOSIbHbIE
XopeoaTeTonaHble ABMKEHUS, 0ObIYHO BKIoYatoLme opodaumanbHyo
obnactb, nanbLbl pyk 1 HOr. Takke MOryT HabnogaTbcs ateTonaHble
ABWXEHUS TONoBbI, Wen n beaep.

— [OUCTOHUS: KOPOTKNE UMK ANUTENbHbIE COKPaLLEHUsI MblLLLL, NPUBOASLLNE K
aHOMarbHbIM OABUXEHMSAM UK NO3aM, B TOM YMCIe OKYIOTMPHBIM Kpr3am,
BbINAYNBAHUIO A3bIKa, TPUCMYCY, KPMBOLLEWN, FOPTAHHO-TNOTOYHbLIM
AUCTOHUSIM U ANCTOHUYECKMM NOMNOXEHUSIM KOHEYHOCTEN U TyrnoBuLLa.

- [lapknHcoHonoaobHbIe SBNEHUN: Tpuaga Tpemopa nokosi, pUrngHoCTb M
OpaanknHesuns, KOTopble MOryT Ka3aTbCa OEHTUYHLIMU NOMONAaTUYECKOMN
6onesHu MNapknHcoHa. [pyrvne napkKMHCOHOMOAOOHbIE NPU3HAKM BKNHOYAOT
OpaavdpeHunio (3amenneHHoe MblLEHNe), Ype3mMepHoe CIIIOHOOTAENEHE,
CMNIOHOTEYEHME, LWapKaoLLY NOXOAKY, MUKporpaduio, rmnogoHmto 1 crabble
nocTtyparnbHble pedriekcol.

2.31.2 KpuTepum BKNOYEHUA/NCKIIOYEHUA
e Bknovarorcs:

- TepMI/IHbI Ans obo3HavyeHus donesHn napKMHCOHa N MNAapKMHCOHN3MA,
BKIto4aa KInnHN4eckmne npmn3Hakm 1 CMMNTOMbI
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Apyrve popmbl SKCTpanupaMmmnaHbIX HapyLEeHUN, Takue Kak TpemMop, He
CBsI3aHHbIN ¢ 6ones3Hbto NapkMHCOHa, dhokanbHas AUCTOHUSA (Hanpumep,
KpuBoLLest), ABUraTernbHble HapyLEeHUs, Bbl3BaHHbIE MPUMEHEHNEM
neKkapcTBEHHbIX NpenapaTos (Hanpumep, NO3gHAA ANCKUHE3NS) U aKaTU3US

TepMuHbl Ans 0603Ha4YeHUs HeoHaTarnbHbIX 6onesHen, OTHOCALLMECS K
BblLLIEYKa3aHHOMY

- ACCOLI,I/IVIpOBaHHbIe na6opaToprle N NHCTPYMEHTalbHbl€ UCCIie40oBaHUA

UcknrovaroTtcs:

[Mporpeccupyownm HagbaaepHbI napanuy

KopkoBo-6a3anbHas raHrnMoHapHas gereHepaums
CtpunaToHurpanbHas gereHepaums

bonesHb Mavago-[xo3eda (cnuHouepebenndapHasa atakcus 3 Tvna)
Henponentnyecknn 3nokavyeCcTBEHHbIN CUHAPOM

TypeTTOBO HapyLLueHne

TpemMop HeaKcTpannupaMuaHOro NPOUCXoXKAEHMs (3cceHUmManbHbIi TpemMop,
WHTEHUWOHHbLIN TPEMOp, APOXKaHWUE roNnoBbl)

TepMI/IHbI Ans 0603HavYeHns HeoHaTanbHbIX I'IapKVIHCOHOI'IO,EI,O6HbIX SABNEHNN

2.31.3 UNepapxuyeckas CTpyKTypa

DHCTRANMpPaMHOHEIR
CHHAPOM
(20000005)
A¥ATWIUA O kMHE3uA JucToHKA ”ﬁgg;ﬁﬂu'
(20000096) (20000097) (20000098) ABMEHHA
(20000088)

PucyHok 2-8. Uepapxu4yeckasa CTpyKTypa SkcmpanupamMuOHbIli cuHdpom (SMQ)
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2.31.4 MpumeyaHusi N0 BHeAPEHUIO U (UTN) OXXMAAHUIO pe3yfbTaToOB 3anpocoB

AkempanupamudHbit cuHOpom (SMQ) npencraBnsieT cobon nepapxmyecknn SMQ ¢
TEPMUHAMM Y3KOTO W LUMPOKOrO MOMCKOB. 3a MUCKITYEHNEM MEePaPXNYECKON CTPYKTYpbI,
BHegpeHue atoro SMQ Takoe xe, kak y Henepapxmyecknx SMQ ¢ TepmrmHamMm y3Koro u
LWwmpokoro nounckos (cM. pasgen 1.5.2.1). SMQ BbICLLErO YPOBHA MOXET
Ncnonb3oBaTbCcs NyTeM 00beANHEHUS TEPMUHOB M3 SMQ HU3LLErO YPOBHS.

2.31.5 MNepeyeHb MCNosnib30BaHHOM Hay4YHOWM nuTepartypbl Ans
AkcmpanupamuOdHbIl cuHdpom (SMQ)

e Stedman’s Medical Dictionary, 27™ edition, 2000.
e Harrison’s Principles of Internal Medicine, 14™ edition, 1998, p 2356 — 63.
e CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 — 30.

e Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and clinical
psychiatry, 8" edition, 1998, pp 955-963.

e The case of the frozen addicts by J W Langston and Jon Palfreman —
Publisher New York: Pantheon Books © 1995 ISBN: 0679424652 OCLC:
31608154.
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2.32 SlBneHus akcTpaBasauuu (MHbEKUUU, UHPY3MKU U nmnnaHTatsl) (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.32.1 OnpepeneHue

e OKCTpaBasauus flekapCTBEHHOrO npenapaTa npu BHYyTPMBEHHOM BBEAEHUM
ABNAETCS MECTHbIM OCITOXXHEHWEM BEHO3HOro A40CTyna

— MoxeT bbITb accoummpoBaHa ¢ 60Mblo 1 OTEKOM.

- [MpumeHeHne HekOTOpPbLIX NpenapaToB (Harnpumep, onpeaeneHHbIX
XMMMOTEpaNeBTUYECKUX CPEACTB) MOXET NPUBOANTL K Gonee cepbe3HbIM
nocneacTBUAM, BKIHOYAsS HEKPO3 TKaHEN.

e MoXeT BO3HMKATb BCNeaCcTBUE:
- [loBpexpeHna 3agHen CTEHKU BEHbI;
—~ OKKNH3MK BEHbI NPOKCMMAaribHO OT MecTa MHBbEKLUN.

e OKCTpaBasauus B LUMPOKOM MOHUMaHUKN NpeacTaBnsieT cobon Bbixoq Unm
npocaymMBaHne KPOBU UMK OPYrom KMOKOCTU, 0ObIYHO HaxoasLwencs B cocyae, B
OKpY>KatoLL e TKaHW.

- B koHTekcTe HacTodwero SMQ TepMUH «3aKCcTpaBasaunsa» OTHOCUTCS K
OCIOXHEHMIO AOCTaBKM npenaparta (MHbeKuMn, BBEAEHWUIO U T.4.) UK K
MEeANLMHCKOMY U3LENNIO.

- BkrnovaeT noteHumanbHble NocneacTeus JKCTpaBasauunn.

— OO6bIyHO HabnogatoTca 6onb, apuTeEMa n OTEK.

2.32.2 KpuTtepum BKNOYEHUA/MCKIIOYEHUA
e Bknovarorcs:

- TepMI/IHbI CO CJ10BOM «3KCTpaBasauuna», KOTopble CBA3aHbI C [OCTaBKON
npenaparta nnm MegnunHCKMMun n3aenmnamm

- PT Bkcmpasasauyus

o PT Okcmpasasayusi He cBA3aH C KakKMM-NMHGO MEXaHM3MOM AOCTaBKM
nekapcTBeHHbIX npenapatoB (oH ecTb B SOC Obwue HapyweHus u
peakuuu 8 mecme 88e0eHUSI)

o Ha ocHoBaHWM pe3ynbTaToB TECTUPOBaHUS hapMaLEeBTUYECKON
KOMnaHuK BbInn N3BNeYeHbl NpeacTaBnsloWwmne MHTepec criydam u bbino
YCTaHOBIIEHO, YTO OHM MOAXOAAT AN BKIOYEHUS

— TepMuHbI CO CrOBaMmn «MHBEKLUMSAY», KMHAY3NAY, <MMNNaHTaTy, «KkaTeTepy,
«COCYAUCTBIN AOCTYN» N «MEANLMNHCKOE n3genve» B COMeTaHNM CO CrioBaMm
«YMNIOTHEHNEY, KOTEKY», KIKCCYOaT», KOTEYHOCTbY, «pasapakeHney,
«HEKPO3» N «s3BaY.
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o WHauBmayanbHble TEPMUHBI C TAKMMW KOMOMHaUMAMN Obinn
BMOCNeACTBUN OTOOpaHbl ANs BKMOYEHUS] HA OCHOBAHUM UX COOTBETCTBUS
obnactu npumeHeHus SMQ.

- [nsa ganbHenwen nogaepxkn atoro SMQ MOXHO paccMOTPEeTb BO3MOXHOCTb
BKINOYEHNSA TEPMUHOB PT CO COBOM «MHCTUNNALMS», €CINU OHN
COOTBETCTBYHOT onpegeneHmtio SMQ;

- TepmuHbl Ana o6o3HaveHuss 6onu B MecTe BBEAEHNUS N 3pUTEMbI (CM.
NMPUMEYAHUE Huxe).

e VcknwovatoTcs:
- PT Bbixo0d kposu u3 cocyducmoeo pycna n PT Gkecmpaesasauyusi Mmoyu
— TepMuHbl «MecTo npumMmeHeHnsa» (cm. NMPUMEYAHUE Huxke)

- Peakuusa B MecTe MHBbEKUUM U B APYroM MecCTe, NOCKOSTbKY OHU
HecneumMUYHblI.

NMPUMEYAHUME. Bonb B MecTe BBeAEHUSA U apuTeMa SIBASOTCA CUMNTOMaMU
3KCTpaBasauun (M B HaCToslLLIEE BPEMSI BKITHOYEHbI B 3TOT SMQ), HO MOryT BO3HUKaTb U
6e3 Hee. C NOMOLLBI0 3TUX TEPMUHOB MOXHO BbIN0 Obl M3BMEeYb GonbLle crnyyaes,
nNpeacTaBNALWNX UHTEPEC, YEM ITO NPAKTUYECKN BO3MOXHO B HEKOTOPbIX Basax
AaHHbIX, B 3aBUCMMOCTW OT NpakTUKn kogupoBaHna. O6 aToM criegyeT NOMHUTL Npu
ncnonb3oBaHum atoro SMQ.

NMPUMEYAHUE. B uenom, TEpMUHBI «B MECTE NPUMEHEHNSA» CHNTAKOTCA
HenpuemnemMbiMun gnga obnactn npumeHeHna atoro SMQ, XoTa N0 HUM MOXHO ObIno
n3BreYb HECKOMbKO Cny4vaes, NpeAcTaBnsAlLWmMX MHTepeC, BO BpeMs dasbl UCTbITaHWN.
Monb3oBatenn MedDRA fomkHbl paccMaTtpuBaTh (Ha OCHOBE COBCTBEHHbIX JAaHHbIX)
BO3MOXHOCTb MCMNONb30BaHNA TEPMUHOB «B MECTE MPUMEHEHMUSA» NPWU KOANPOBaHUN
Crny4yaeB, CBA3aHHbIX C 3KCTpaBa3aLuunen, 1 BKNoYaTb COOTBETCTBYHOLLUME TEPMUHBI MO
Mepe HeobxoanmMocCTu.

NMPUMEYAHWE. MNMonb3oBaTenu SOMKHbI PACCMOTPETb BO3MOXXHOCTb BKITHOYEHMS
cny4vaes, 3akoaupoBaHHbIX B LLT OcrioxHeHue, ces3aHHoe ¢ npuMeHeHuUem
Kamemepa. JTOT TePMUH B HacToslLLiee BpeMsi He cBs3aH ¢ PT, BKIOYEHHbIM B 3TOT
SMQ, HO MOXeT u3BrekaTb crnyyaun, NnpeacTaBnsoLmMe NHTEPEC.

2.32.3 MpumeyaHusa Nno BHeQPEHUIO U (MNK) OXKMOAHUIO pe3yibTaToOB 3anpocoB

HeneHusi akcmpasasayuu (UHbeKyuu, UuHgy3uu u umnnadmamsl) (SMQ) coaepxuT
TEPMWHbI Y3KOrO M LUMPOKOro Nonckos. MoapobHble npyuMmeYvaHns npuBeaeHsbl B
pasgene 1.5.2.1.
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2.32.4 MepeyvyeHb UCNONIb3OBaHHOW Hay4YHOU nuTepaTtypbl Ansa SeseHus
3Kcmpaeasayuu (UHbekyuu, uHgy3uu u umrniaimamel) (SMQ)

e Brown, S. Complications with the Use of Venous Access Devices. U.S.
Pharmacist. http://www.uspharmacist.com/
http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ACF2FF9
.cfmé&pub_id=8&article_id=131.

e Stedman’s Medical Dictionary, 27" Edition, 2000.

e Wickham, R. Long-Term Central Venous Catheters: Issues for Care. Semin
Oncol Nurs 1992;8,2(May):133-147.
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2.33 HapyuweHus ¢eptunbHocTu (SMQ)
(paboyas Bepcus, ceHTs16pb 2011 roga)

2.33.1 OnpepeneHue

Bo Bpemsi coctaBneHunsa Tewmbi, kacaroujuecs bepemeHHocmeul u
HoBopOXx0eHHbIX (SMQ) paboyas rpynna CIOMS no SMQ pelwvna, 4To 3anpoc
«HapyLweHus epTUnbHOCTU» cneayeT npespaTuTb B SMQ ypoBHs 1.

Becnnogue:

- HecnocobHocTb 3a4aTb (He3aBMCMMO OT MpuYKHbIl) nocne 1 roga
He3alWNLEHHOW NOOBOW XU3HMU.

- Wm ctpagaeT 0o 15 % nap penpoaykTMBHOro Bo3pacTa.

- Takxke cdbakTopom ABNAETCS TEHAEHUMS MHOMMX XXEHLLMH K OTKNagblBaHUIO
B6epemMeHHoCTN.

Kak My>ckue, Tak 1 XeHckme bakTopbl UrpatoT posib B 6becnnoguum, npym aToM Ha

Kaxkabli non npuxoautca npumepHo 35 % cny4yaes:

- Ha codeTaHne Myxcknx n xeHckux aktopon npuxogutca 20 % cnyvaes
oecnnogus;

— B octaBwmuxcsa 10 % atmonorust Hem3BecTHa.

Y HekoTopbIX Nap pes3ynbTaTbl CTaHOAPTHLIX aHanM3oB Ha 6ecnnoane B HOPME;
npeanonaraemasl 3TUONOrus:

- [OucdyHKumMoHanbHoe B3auMoaencTBne Mexay CnepMoin 1 OOLUTOM;

— Huskoe kayecTBO 9IMOPUOHa;

— HapyuweHne Ha mecTe umnnaHTaumu.

B 6yaywiem MoXeT NosiIBUTbCS BO3MOXHOCTb MAEHTUMKALUM MyTaumum Unm
OTCYTCTBUSI ONpeaeneHHoro reHa B kayecTse npuYmHbl Gecnnoamsi.

HekoTopble hakTtopbl 06pasa u3Hu cBsi3aHbl C pUckom becnnogusi:

- Jkonornyeckne n NPon3BoLCTBEHHbIE (PaKTOPbI;

- Tokcuuveckme acppekTbl, CBA3aHHbIE C ynoTpebneHmem Tabaka, MapuxyaHbl
UNn Opyrnx HapKOTUKOB;

- UYpeamepHble husnyeckune Harpysku;

- HenpaBunbHasa gueTa, cBA3aHHasi C AKCTpeMarnbHON notepen unm Habopom
Beca;

-~ [loxwunon BospacrT.

JlekapCTBEHHbIMKM NpenapaTtamu, CBsA3aHHLIMK C pa3BuMTMEM Becnnoaus,
ABMNAOTCA:

- [lpoTtuBoonyxonesasa Tepanus (umknodochammng, xnopambyumn n T.4.);
- KombBuHauumn npoTnBOONyXoneBbiX CPEACTB U CTEPOUAHbIX NpenapaTos;
- HekoTopble aHTMBNOTUKY;

— [obGaBku Ana WMUTOBUAHOMN XENes3bl,

- [Hpyrue.
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2.33.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknoyvatorcs:

— TepMmuHbI Ana 0603Ha4YEHMA MEANLIMHCKNX COCTOSIHUI, OTpaKaroLumne
npobnembl ¢ PEepPTUNLHOCTBIO

- TepMuHbI Anst 0603HaYeHns Npoueayp, CBA3aHHbIX C PepTUNbHOCTbIO

-~ TepmuHbl Ana 0603HavYeHnsa nabopaTopHbIX U UHCTPYMEHTAasbHbIX AaHHbIX
(OTKNOHEHUN OT HOPMbI), CBA3AHHbLIX C Npobnemamm epTUNbLHOCTU

e lcknwovarTcq:

- TepMuHbI Anst 0603HaYeHns cekcyanbHON AncdyHKLMM, KoTopast
HEenocpeACTBEHHO He OKa3blBaeT BNusiHME Ha hepTUrnbHOCTb (Hanpuvep,
TEPMVHbI, CBSI3aHHbIE C NMBKA0)

- TepMuHbl Anst 0603HAaYEHMS COCTOSIHWI, KOTOPbIE ABMSIIOTCSA pe3ynbTaToM
XPOMOCOMHbIX aHOMarnuin Unn KOTopble nHave BpsiA N CBSA3aHbl C
NPUMEHEHNEM fiekapCTBEHHbIX NpenapaToB

NMPUMEYAHWUE. [Ins nonb3oBaTenen, KOTopble XOTAT UCKaTb AaHHbIE O
ABreHusIX/cnyyanx cekcyanbHOW AUCPYHKLMK, obpaTuTe BHUMaHME, YTO NOYTK BCE
cooTBeTcTBYylOWmMe TepMuHbl M3 MedDRA moxHo Hantu B AByx HLGT, a umeHHo: HLGT
CekcyanbHble QuchyHKUUU, HapyweHuUsi u paccmpotcmea 2eHOepHoU udeHmu4YHocmu
n HLGT Paccmpoticmea rnosnogol u 0emopodHoU pyHKyUU.

2.33.3 lMepeyeHb unCNONb3OBaHHOW Hay4YHOW nuTepatypbl Aana HapyweHus
pepmunbHocmu (SMQ)

e Puscheck, EE and Woodward, TL. Infertility. eMedicine, 21 December 2010,
http://emedicine.medscape.com/article/274143-overview.

e Buchanan, JF and Davis, LJ. Drug-induced infertility. Drug Intell Clin Pharm,
1984, 18(2): 122 — 32.
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2.34 Hecneuuduyeckoe BocnaneHne u aMcyHKLUMOHaNbHbIe COCTOSHUA

XenynoyHo-KMweYvHoro Tpakrta (SMQ)
(pabouyas Bepcus, ceHTs16pb 2007 roga)

2.34.1 OnpepeneHue

e Llenbto aToro SMQ aBnseTcsa cbop v pacnpeaeneHune psaa xenygoyHo-
KMLIEYHbIX Hecrneundunyeckmnx COCTOSSHUN.

lMocTpoeH BOKpYr CMMNTOMOB, YacTO CBSA3bIBAEMbIX C NlekapCTBamMu
(Hanpumep, TOWHOTA, pBOTA, AUCMENCUS, XXEeNYA0YHO-NULLLEBOAHAS
pedritokcHasa 6onesHb, Anapes u 3anop).

anIMeHFIeTCFI K Xenyao4HO-KMWEe4YHOMY TpaKTy OT nuuiesoda oo HpFIMOVI
KULLIKW.

e [1na atoro SMQ «Hecneundunyecknm» o03HavaeT, YTO COCTOSIHUS — BO3MOXHbIE
NPOSIBNEHNS MHOXXECTBEHHbIX 3aboneBaHun.

2.34.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

e BknioyatoTcs:

JTroboe Hecneundunyeckoe PyHKUMOHANbHOE COCTOSIHME, BNMSIOLLIEE HA
KaKyro-nmbo 4acTb XKenygoyHO-KULLEYHOro TPakTa;

Hecneu,mpmqecme BocCnarnmTerbHble NMPOoABJ1IEHUA, BITUAIOLLNE Ha KaKylo-
nnbo vacTtb Xenygo4HOo-KMLWEYHOro TpakKkTa,

Hecneuundunyeckne anchyHKUNOHaNbHbIE NPOSIBNEHUS, BNUSIOLLME HA KaKyHO-
NMB0 YacTb XeNnyao4HO-KULIEYHOro TPaKTa;

HapyLweHus, cBa3aHHbIe C 3pO3nNEN CriM3UCTON 000M0YKN;
TepmuHbl n3 SOC SlabopamopHbie U UHCMpPyMeHmMarsbHble 0aHHbIe

TepmuHbl n3 SOC Xupypeauveckue u meduyuHckue rnpouedypbi Bbinn
BKIOYEHbI.

e lckniovatoTcs:

IMobas ,D,MC(byHKLI,I/Iﬂ nUin BocnasieHne B NnoJioCTn POTONTIOTKA,

BocnanutenbHble unu ancyHKLUNOHANbHbIE COCTOSAHUS, KOTOPbIE SABMNAKTCA
He3aBMCUMbIMU, YETKO ONpeaerieHHbIMU HO30ST0MMYECKUMUN egnuHULamMu; (CM.
NMPUMEYAHUE Huxe);

NHMEeKLMOHHBIN racTpO3HTEpPUT.

NMPUMEYAHUE. [Ina noucka cnyyaes 6onee cneumdu4eckon natoniornm MoxHo 6bino
6bl paccmoTpeTb cnegytowme SMQ: Ocmpesit naHkpeamum (SMQ); lNepghopayuu
XKT, uzbsazeneHus, KpogomeyeHus unu Herpoxodumocmu (SMQ); n
lNcesdomembpaHo3HbIl kKonum (SMQ).
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NMPUMEYAHUE. KoHuenums «3noynotpebneHme cnabutenbHbiMM cpeacTBamMmm»
bonbLle He aBnseTCa YacTbto Hecrieyuguydeckas namonoaus xesy004YHO-KUWEYHO20
mpakma (SMQ); ecnu nonb3oBaTesNb CHATAET, YTO OHa Bbina 6bl NonesHon npu
noeHTumkaumm cnyyas, MmoxxHo gobasutb LLT 3noynompebneHue crabumernbHbiMu
cpedcmeamu B 3anpocC Nosfb3oBaTens.

2.34.3 Nepapxuyeckasi CTpyKkTypa

Hecneuwdnyeckos
BOCMANEHWE W
OWCEYHEUMOHANEHEIS
COCTOAHMA HenyaodHo-
KMLLIEYHOMD TPAKTA

(20000137)
| |
Hecneumuueckoe Hecneumduueckan : He L ﬁzq :i;ﬂj:f :HHEHE
BOCMaNeHwe Xemyq04Ho- NaTONOMMA ¥Eenyao4Ho- I:Hh:LI'IT MBI I
KMLLEYHOrD TRAKTa KMLLIEYHOTD TRAKTA TepaneETHYSCEHE
(20000133} (2000013%) NpOLEAYpE!
(20000140)

PucyHok 2-9. Uepapxuyeckas cTpyktypa Hecrneuyugudyeckoe socnasieHue u
ducpyHKUUOHalIbHbIE€ COCMOSIHUSI KesTy00YHO-Kuwe4YHo20 mpakma (SMQ)

2.34.4 NMpumeyaHUsa NO BHeAPEHUIO 1 (MNK) OXXKMOaHUIO pe3ysibTaToOB 3anpocoB

Hecneyuguyeckoe socrnaneHue u OucyHKUUOHaIbHbIE COCMOSTHUS XeslyO04YHO-
Kuwe4Ho2o mpakma (SMQ) npeactasnset cobon nepapxumdecknin SMQ ¢ TepmmHamn
Y3KOro U LUMPOKOro NOMCKOB. 3a UCKIHYEHNEM NEPaPXNYECKON CTPYKTYPbI, BHEAPEHMEe
atoro SMQ Takoe xe, kak y Henepapxudecknx SMQ ¢ TepMrMHaMM y3KOro 1 LLMPOKOro
nouckos (cM. pasgen 1.5.2.1). SMQ BbICLLErO YPOBHA MOXET UCMOMb30BaTLCS NyTEM
o6beanHeHnsa TepMUHOB M3 SMQ HM3LLErO YPOBHS.

2.34.5 MNepeyeHb ucnosnb3oBaHHOW Hay4YHOU nNuTepaTtypbl Ana Hecneyuguyeckoe
eocnasieHue u OUcyHKUUOHaJIbHbIE COCMOSIHUSI XXesTyO04YHO-
Kuwe4yHo20 mpakma (SMQ)

e Harrison's Principles of Internal Medicine, 16th Edition.
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e Medline database.
e The Merck Manual.
e Dorland’s illustrated medical dictionary.
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2.35 Mepdopauunm XKT, nabassrneHnsa, KpOBOTEHYEHUA UM HENMPOXOAMMOCTH
(SMQ)

(pabouyas Bepcus, ceHTs16pb 2007 roga)

2.35.1 OnpepeneHue
e [lepdopaumnsa xxenygoyHO-KULWLEYHOro TpakTa:

- [epdopaums — ato nepdopupoBaHne Unm NPOHNKHOBEHNE HACKBO3b YacTu
NN OTBEPCTUA C NPOHUKHOBEHMEM B CETMEHT UMM BELLECTBO.

- NMepdopaums xenyao4HO-KULLIEYHOrO TpakTa — nepdopaums BCex crioes
XKenyAo4YHO-KULLEYHOro TpakTa.

o HenpukpbiTas — HenocpeacTBEHHO KOHTaKTUPyeT CO BCEW MOSOCTbHO
OpPHOLLVHBI.

o [MpuKpbITas — y4yacTok NonocTy GpHOLLNHLI OFPaHNYMBaAETCS CarlbHUKOM
N Apyrummn opraHamu.

- XapaKTepl/lsyeTc;l JTOKalrin3oBaHHbIM UJTN ,D,VI(bey3HbIM NepuToHNTOM.

o [lposiBnsieTcs B BMAE pPacnpoCTPaHEHHOW PUrMOHOCTU OpPIOLLIHOM
CTEHKW, CUIbHON 60N 1 KMLLIEYHOW HEMPOXOANMOCTMW.

HenpukpbiTas nepgopauns noaTsepxaaeTcs Hanmunem cBo6oaHOro rasa B
GptoLwHOM nonocTu (peHTreHorpadus (noag)anadparmansHon obnacTn npu
BEpPTUKaIIbHOM MOSIOXKEHUM NaUneHTa).

e {H3Ba:
~ JlokanbHbi gedekT unu yrinybneHme Ha NOBEPXHOCTN OpraHa Uin TKaHu;

- OG6pa3syeTcs B pe3ynbTaTe OTCMOEHUS MOBEPXHOCTM BOCNANEHHOW TKaHU C
y4aCTKOM HeKpo3a .

o KenypouHo-kuwe4vHoe kposoteyeHue (PKKK):
- KpoBoTeueHne — ncteveHne KpoBm M3 Kakoro-nmbo cocyaa Unm TKaHw.

- )Kenyp,quo-Kmmeque KpoBOoTEe4YeHNne — ncte4eHmne Kposn U3 Kakon-nnbo
YacCTu Xenyao4HO-KMLLEYHOro TpakTa.

° )Keny,u,oq HO-KMe4vyHasa HenpoxoanmMocCTb:

- HenpoxognmocTb — 3TO aKkT GNIOKMPOBKM N 3aKyNnopuBaHus, UNin
COCTOSIHME 3aKyMOPKW.

- )Kenyp,quo-KmmeqHaﬂ HEeNnpoxXoanMoCTb — HapyLlleHne npoxoxXaeHuaA
coaepXXUMOro Xenygo4Ho-K1MLwe4YHOro Tpakra.

2.35.2 KpuTtepum BKNOYEHUA/MCKIIOYEHUA

e BknovatoTcs:
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TepMmuHbI, CBA3aHHbIE C Nnepdopaumen ntobon YacTn XKenyao4yHO-KULWEYHOIo
TpakTa

TepMUHbI Anst 0603HaYeHUs 3B NOOOIM YacTU KenyOao4HO-KMLLIEYHOro TpakTa

— TepMuHbl ons 0603Ha4YeHNA 06CTPYKLMM U CTEHO3a Ntobon YacTm
KEenyao4YHO-KMLEYHOro TpakTa: BO3MOXHbIe NocneacTsust pybueBaHus
BCNEeACTBME U3bS3BIEHMNS

- TepMuHbl onsa 0603Ha4YeHNA KpOBOTEYEHMS B NOOOM YacTn Kenygo4Ho-
KMLLEYHOro TpakTa

- TepMI/IHbI Ans 0603Ha4YEeHN MegULIMHCKUX K Xnpyprmyecknx npoueayp, a
Takke Ons AnarHoCTUYEeCKUX NccrieqoBaHuin, CBA3aHHbIX C nepd)opau,vleﬁ,
N3bA3BIIEHNEM UMK KPOBOTEYEHNEM

e VcknwovarTcq:

- TepMuHbI, CBSAA3aHHbIE C HOBOOGPA30BaHUSMM KeNya0YHO-KULLEYHOro TpakTa,
BKIOYas 31T0Ka4YECTBEHHbIE A3Bbl

- TepMuHbI Anst 0603HaYeHNs HapyLLEHUA YyBCTBa BKyca

- TepMuHbI, CBSI3aHHbIE C MOPaAXXEHUSIMU POTOrNOTKM (MONb30BaTeNb AOMKEH
paccMOTpeTb ucnonb3oBaHue 3abosiesaHusi pomoznomku (SMQ))

- TepMuHbI Anst 0603HaYeHN BPOXKAEHHbIX HapyLLEHWI

2.35.3 Uepapxuyeckas CTpykTypa

Nepdopayum KT,

W3IBRIBENEHWA, KDOBEOTEYEHMA
WM HeNpoXodWMOCTH

(20000103)

Mepdopaumi HEKT, OEcTpyKUMA H3Bkl #enyaoUH0- Mepdopayun Henynouso-
A3EkI, HEMy AOUHO- KMLLBYHOMO HEMY LOUHO- KWLIEYHOS
KDOBOTEUEHHA, EMIWEYHOMD TpaxTa KMLWEYHOrO KpOBOTEYEHWE

HENPoX0AMMOCTH, TpakTa (20000106} TpaKkTa (20000108}
HecneyrduJueckue (20000108} (20000107}

HaXOOKM MMM

npoueqypel

(20000104)

PucyHok 2-10. Uepapxuueckas cTpyktypa lMepgopayuu KT, usbsizeneHus,

Kposomeu4eHusi unu Herpoxodumocmu (SMQ)

[nsa n3eneyeHna Bcex COOTBETCTBYIOLLUX CryYyaeB, CBA3aHHbIX ¢ nepdopaumsamm XKKT,
N3bA3BMIEHNAMM, KPOBOTEYEHNSIMIN NN HEMPOXOOUMOCTSIMN, MOXET noTpeboBaTbCs
00beanHnTb cyb3anpockl SMQ, 4TO NpuBEAET K LUMPOKOMY noucky. Kpome Toro,
3abonesaHusi pomoeanomku (SMQ) [omKeH NPMHUMAaTLCA BO BHUMaHME.
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2.35.4 lMpumeyaHusi NO BHeAPEHUIO U (UTN) OXXUAAHUIO pe3ynbTaToOB 3anpocoB

lMepgpopayuu XXKT, usbsazeneHus:, KpogomedeHus unu Herpoxodumocmu (SMQ)
npeacrasnsaet cobon nepapxmyecknin SMQ ¢ TepmmHamMm y3Koro 1 LUIMPOKOrO MOMCKOB.
3a UCKIOYEHEM MepapXnMYECKoOn CTPYKTYpbl, BHeapeHne atoro SMQ Takoe xe, Kak y
Heunepapxudecknx SMQ ¢ TepMrHaMK y3KOro 1 LWMPOKOro NOUCKOB (CM. pasaern
1.5.2.1). SMQ BbICLLIErO YPOBHSA MOXET MCMONb30BaThCA NyTeM 06beaANHEHMS
TepMrHOB U3 SMQ Hu3Lwero ypoBHS.

2.35.5 lNepeyeHb ncnonb3oBaHHOW Hay4YHoOU nuTepaTtypbl Ana lNepgopayuu KT,
uU3bs36JI€HUS, KpO8OMeYeHUs1 unu Herpoxooumocmu (SMQ)

¢ Reporting Adverse Drug Reactions — Definitions of terms and criteria for their
use. Council for International Organizations of Medical Sciences (CIOMS);
1999.

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30™" Edition.
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2.36 TleHepanu3oBaHHble cygoporu nocne MMmyHusauum (SMQ)
(paboyas Bepcus, ceHTs16pb 2012 roga)

2.36.1 OnpepeneHue

e [eHepanu3osaHHble cydopoau rocre ummyHudauuu (SMQ) 6bin paspaboTtaH
ANns peleHnsa npobnemMbl BO3HUKHOBEHNUS 3TON (hOpPMbl CYA0POXKHbIX
NpvNagKoB Kak HeXXenaTerbHOro ABMeHns nocrne MMMyH13aLumm, B
COOTBETCTBUM C ONpeaerieHneM crnyyas «reHepanm3oBaHHOro Cy40POXHOro
NPUCTYNa Kak HeXxenaTenbHOro ABMeHMs Nocne MMMyHU3auum»,
pa3paboTaHHbIM «bpanToH KonnabopaniwHy».

o «CynopoxHbI NpUNagok/AnNuNenTm4eckui NPUCTyn» — 3T0 aHOMasbHbIN
napokcmMamarnbHbIA pa3psg U3 HEMPOHOB rOfIOBHOMO MO3ra u3-3a
rmnepeo3byanmMocTu Kopbl. Kateropum BkntovaroT B cebs:

- YacTnyHble npunagku (T. €. CBSA3aHHbIE C 04aroM Unn fiokanusauuen);
- [eHepanuaoBaHHblE NPUNAOKW.

e [eHepanusoBaHHble NpUNagKN KIaccuuUNpyoT Kak:
— ATOHMYecKue;
— ToHun4veckue;
- KnoHwuyeckue;
— TOHMKO-KNOHNYeckKkune;
- MwuoknoHuyeckme;
- AObGcaHchl.

e CynopoxHble npunagkn xapakrepusyTcs:
-~ BHesanHbIMK, HENPOM3BONBHBIMU MbILLEYHBIMU COKPALLLEHUAMM;
— CeHCOopHbIMW HapyLLEeHUAMN;
- BeretaTtuBHOM gucdyHKUmen;
- Hapywenuamm noseaeHus;
- HapyweHuem nnu notepen cosHaHus.

° FeHepanmsoBaHHbM Cy,D,OpO)KHbIIZ npunagok: nauneHT TepaeT CoO3HaHne "
BCe ero Tesjio oxea4eHo cyaoporamm

e OnpegeneHne crnyyasa reHepanM3oBaHHOIO CyJOPOXHOro Npunagka Kak
HAMW (HexxenaTenbHbIX ABNEHWI NOCNe MMYyHU3auun), paspaboTaHHoe
ceTbto «bpantoH KonnabopanwHy», onnuceiBaeT cnegyowme ypoBHU
ANarHoOCTU4YECKOWN JOCTOBEPHOCTMU:

— YpoBeHb 1 AnarHOCTUYECKOM JOCTOBEPHOCTM:
o WmeroTca cBngetenm BHe3anHom notepm cosHaHus U
o [eHepann3oBaHHbIX, TOHNYECKUX, KNOHNYECKNX, TOHNKO-KITOHUYECKNX
NI aTOHNYECKNX MOTOPHbIX MPOSIBIIEHUN.
- YpoBeHb 2 ANnarHoCTUYeCKon OCTOBEPHOCTH:
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o AHamHe3 noTepu co3HaHua U
o [eHepann3oBaHHble, TOHUYECKUNE, KNOHNYECKME, TOHUKO-KITOHUYECKMe
NN aTOHNYECKME MOTOPHbIE NPOSBIIEHMS.
- YpoBeHb 3 AnarHoCTUYeCKon OCTOBEPHOCTH:
o AHamHe3 noTepu co3HaHua U
o [pyrve reHepanu3oBaHHble MOTOPHbIE MPOSBEHUS.

2.36.2 Kputepumn BKNOYEHUA/NCKIIOYEHUNA

e BknovatoTcq:

— TepMuHbI, KOTOPbIE ONUCLIBAKOT TOSNTbKO POPMbI reHepanmn3oBaHHbIX
CyZopor NUnNu KoTopble MOrNn UCNONb30BaTbCA AS151 KOANPOBAHNA TaKNX
ABIMEHUN

- TepMuHbI Anst 0603HaYeHMs XxapakTepHbIX NPU3HAKOB U CUMNTOMOB
reHepanu3oBaHHbIX Cy4opor, 0COBEHHO B TOM, YTO KacaeTcsi YpOBHS
CO3HaHWsI U reHepanmM3oBaHHbIX MOTOPHbIX NMPOSIBIIEHNI

- TepMuHbI Ana o6o3HavYeHnsa ABNEHNA B COOTBETCTBUKN C onpeaeneHmsaMm
cetn «bpantoH KonnabopanwH» (BK) 1 kputepmsmmn reHepanmn3oBaHHbIX
cynopor.

e VcknwovatoTcs:

- TepMmuHbl Anst 0603Ha4YeHns hopm Cyaopor, korga BO3MOXHa noTepst
CO3HaHWus1, HO 6e3 reHepanM3oBaHHbIX MOTOPHbIX NPOSIBIEHUI

- TepmuHbl Ans 0603HaveHns bopm anunencun, NPy KOTOPbIX 3TUONOrMA
yCTaHOBIEHa U (MNN) He CBA3aHa C HexenaTtenbHbIM SBlIeHneM nocre
nmmyHmusauumn (HAMN)

— TepmuHbl onsa 0603Ha4YeHNsa NabopaTopHbIX U MHCTPYMEHTaIbHbIX
nccnegoBaHni, a Takke npouenyp, CBsiI3aHHbIX C reHepanuM3oBaHHbIMU
cygoporamu. O60CHOBaHMEM 3TOMO UCKIKOYEHNSA CIYXUT TO, YTO B
onpegeneHun bK roBoputcs, 4To reHepann3oBaHHbIE Cy40OpOorn nocne
UMMYHM3ALUN 0ObIYHO MMEIOT KOPOTKYH MPOAOIIKUTENBHOCTb, @ AMarHo3
4acTO OCHOBbLIBAETCS TONMbKO Ha KITMHMYECKOM aHaMHe3e. Kpome Toro,
pesynbTaTtbl TAKUX UHCTPYMEHTanbHbIX UCCNEeA0BaHNN, Kak
anekTpoaHuedganorpamma (33I), umeroTcsa pegko, U, ecriv UMeKTCA,
NMHTepnpeTaums SBNAETCA CIOXHOMN (YyBCTBUTENBbHOCTb MEXMPUCTYMHOMN
O3l coctaBnseT okono 40 %)

NMPUMEYAHWE. Mo pe3ynbTatam nNpoBepku eHepanu3oeaHHbIe cyOopoau nocrie
ummyHu3sayuu (SMQ), atotr SMQ cuuTaeTca HENPUrogHbLIM AA NIEeKaPCTBEHHbIX
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npenaparoB, TaK Kak HECKOSbKO paHee NCNOoSib30BaBLUNXCA «y3kux» PT, koTopble
UMEIOT OTHOLLIEHME K NeKapCTBEHHbIM rnpenapaTam, OTCYTCTBYIOT B 3TOM
anroputmumyeckom SMQ.

2.36.3 Anroputm

[ns npuMeHeHust anropuTma B OTHoweHun 3Toro SMQ cooblieHne cumTaeTcs
peneBaHTHbLIM CrlydaeM A AanbHENLEero pacCMOTPEHMS, eCru:
e OHO BKNOYAET TEPMUH U3 KaTeropumn A

nnm

e OHO BKNtOYaET TEPMUH U3 KaTeropmm B (TEpMUHBI, CBA3AHHbIE C YPOBHEM
CO3HaHUA N APYrMMN HEBPOSTOrMYECKMMM NPOABAEHNSIMAN) U TEPMUH N3
kateropuun C (TepMMHBI MOTOPHbIX NPOSIBIIEHUN N HabnogaemMble 3dEKTbI
reHepann3oBaHHbIX Cyaopor)

2.36.4 lMpume4vyaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Hapsagy ¢ y3kum 1 LUMpOKMM nomnckammn 'eHeparnu3oeaHHble cydopoau rnocre
ummyHu3ayuu (SMQ) npegctasnseT cobon anroputMmmyecknn SMQ. Anroputm
npeacraenseT cobon KOMOBMHaLMIO TEPMUHOB LLMPOKOrO Noncka cpeaun pasnunyHbix
KaTeropui gnsi JanbHenLwero CoBepLUEHCTBOBAHMSA NOEHTUUKALMM NPEACTaBMSOLLIMX
NHTEepec cny4aeB. AnNropuTM MOXeT ObITb peann3oBaH NOocne U3BnevYeHns criyvaes,
Kak OTMEYEHO HMXeE:

e CHavana u3BfeknTe COOTBETCTBYOLME Cnyyau, npumeHns SMQ B kayecTse
y3koro/wmpokoro SMQ (cm. pasgen 1.5.2.1).

e T[locne n3BneveHuss nporpaMmmHoe obecrnevyeHne NPUMeHsSET anropUTMUYECKYHO
KOMOUWHaLMIO AN CKPUHUMPOBAHMWS N3BMIEYEHHbIX cny4vaeB. [ns HebonbLumx
HabopOB AaHHbIX N3BMEYEHHbIX CIly4aeB anropuTM MOXET NPUMEHSTBCS NpK
aHanuse crny4vaes BPy4Hyt0. ANropuTM B OTHOLWIEHUW [eHepanu3o8aHHbIe
cydopoau nocne ummyHuszayuu (SMQ) — A vinu (B n C). BbiBOA AaHHbIX
COCTaBIAOT cry4an, oTOUNbTPOBAHHbIE MO anropuTmy..

2.36.5 lNMepeyeHb ncnonbL30BaHHOW Hay4YHOW NUTepaTypbl AN
leHepanu3soeaHHbIe cydopoau rnocsie uMMyHu3ayuu (SMQ)

e Ko, DY. Generalized tonic-clonic seizures.
http://emedicine.medscape.com/article/1184608-overview

e Bonhoeffer, J et al. Generalized convulsive seizure as an adverse event
following immunization: case definition and guidelines for data collection,
analysis, and presentation. Vaccine 22 (2004) 557-562
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2.37 Tnaykoma (SMQ)
(paboyas Bepcus, mapt 2008 roga)

2.37.1 OnpepeneHue

"pynna rnasHbix 6onesHen xapakrepusyeTcs NoBblLeHNeM BHYTPUIIasHoro
Aasnenns (BrO).

MpnBOAUT K NATONIOrMY4ECKUM U3MEHEHNAM B UCKE 3pUTESTbHOro HepBa U
TUNNYHBIM aedoeKkTam rnosneun 3peHunst.

CepbesHyto NoTepto 3peHUs 1 CNenoTy MOXHO NPeAoTBPaTUTL C MOMOLLbIO
CBOEBPEMEHHOrO NneYeHus

J[1Ba OCHOBHbIX BMAa:

- 3akpbITOyronbHas rnaykoma: ApeHaxHble KaHarnbl BHYTpU rnasa
dunanyeckn 3abrnokMpoBaHbl.

o OcTtpas copma: BHe3anHoe noBbiweHne B[l BcneacTeme HakonneHns
BOoASHUCTOM Bnaru. lloBpexaeHne 3puTeribHOro Hepea 1 noTeps
3pEeHUsA MOryT NPOU3ONTUN B TEYEHNE HECKOSbKUX YaCcoB.

o XpoHu4yeckasi opMa: MOXET NPUBOAUTL K HApYLLEHUIO 3peHnst 6e3
CMMMNTOMOB.

- OTKkpbITOyronbHas rnaykoma: ApeHaxHasi cucTema OCTaeTCsi OTKPbITOW;
MOXXET NPMBOAMWTL K HapyLLUEHNIO 3peHnst 6e3 CUMMNTOMOB.

o Hanbonee yactas dopma rnaykombi.

o CuMMNATOMbBI BKNIOYAKOT NOTEPIO Nepudepmnyeckoro 3peHns, cnabole
XPOHMYECKME rofioBHble 60N, 3aTyMaHEHHOE NN pas3MbITOE 3peHMe,
TPYAHOCTU Npv agantaumm K TEMHOTE, OpeOorbl BOKPYT NCTOYHUKOB
cBeTa.

Apyrve BuabI:

- [naykoma ¢ HopmaribHbIM (UMY HA3KUM) JaBNeHneM: NoBpexaeHune
3puUTENBLHOro Hepea, Ho BI'[] B HOpwMme;

- [naykoma aeTckoro Bo3pacrta: peakasi; HauMHaeTcs B MnafeH4ecTBe,
JETCTBE UMW IOHOCTK;

o [MopobHa OTKPLITOYronbHOM rnaykomMe; Masoe YMCro paHHNUX
CMMMNTOMOB, €Cfn BOObGLLe UMEIDTCS;

o MoxeT pa3BuTbCs crienoTta B criyyae OTCYTCTBUS NEYEHUS;
o CuutaeTtcsa HacnegCTBEHHOMN.

- BpoxpgeHHas rmaykoma: o6bl4HO BO3HMKAET BCKOPE NOCIe poXaeHus,
XOTS MOXET TakKe BO3HWKHYTb Ha NEPBOM FOAY XXU3HMU;
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o an/ISHaKaMVI ABNAKTCA CNe30TO4YNBOCTb, YYBCTBUTEITIBHOCTb K CBETY
M NOMYTHEHMNE poroBuLbl.

o Yaue BcTpeyaeTcs y ManbyYnkoB; MOXET NopaxkaTb 0AuH Unn oba
rnasa.

- BropuyHas rnaykoma: nosbiweHve Bl Bcnegctene CTpyKTypHOU
npobnemsl rnasa.

o MoxeT Bo3HMKaTb BCreAcTBME TpaBMbl rnasa unu gpyrmx
MeANLMHCKUX COCTOAHUMN

o JleyeHune HanpasJieHO Ha YCTpaHeHne nepBornpuynHbl U CHUXXEHUEe
Bra

L] npl/l‘-WIHbI rMayKkoMbl:

- [MpnbnuantensHo B 100 000 cnyyaes rnaykombl B CLUA Habntogaetca
myTaums reHa GLC1A (xpomocoma 1); npegnonoXunu, 4To NPoayKT reHa
MOXET y4acTBOBaTb B PErynALMM BHYTPUINA3HOTO AAaBNEHNS;

-~ [loBblweHne pucka c nosbiweHnem B[, cemenHbin aHamHes, aTHUYecKast
NPUHaLNEXHOCTb U MOXWUION BO3PacCT:

o [naykoma, npuBogsLLlas K crenoTe, BCTpeyaeTcs vyawe y adpo-
amMepuKaHLUEeB;

o [lepBrnYHasa OTKPbLITOYrosfibHas rnaykoma sBnseTcsd OCHOBHON
NPUYNHON CNenoTbl y adppo-aMepuKaHLUEB N KOPEHHOIO HaceneHus
Ansicku, BO3HMKas B 6—8 pas yaule, 4em y 6enbix, 4acTo B paHHEM
BO3pacTe).

-~ [loBbiweHne Bl BO3HWKAET unu B pesynbTaTe NoBbILWEHNS BbipaboTku
UITN CHUWXEHUSI APEHUPOBaHUSA BOASHUCTOW BNaru; gasneHne MoxeT
BbI3blBaTb NOBPEXAEHNE 3pUTENBHOIO HEPBA;

- [pyrue caktopbl MOryT cnocobcTBOBaTbL TOMY, YTO Y NOAEN C
HopManbHbiM BI'[] MOXeT Npon3onTn noTeps 3peHna B pesynbTaTte
rnaykomsl. Kpome Toro, y HEKOTOpbIX niogen ¢ Bbicoknm BT[] Hukorga He
BO3HMKAET NopakeHne 3puUTeribHOro Hepea.

e [lpyrne cMMNTOMbI BKIOYAKOT CUMbHYHO rNasHyo 6onb, nuuesyto 60nb,
HEeYyBCTBUTENbHOCTb 3payka K CBETY, MOKpaACHEeHWe rnasa, TOLWHOTY, PBOTY,
Oorb B XMBOTE U BbiNA4YMBaHUE rrasHoro 90oka.

2.37.2 Kputepum BKNOYEeHUA/MCKIIOYEeHUNA
e Bknovarorcs:
- Bce PT B HLGT Maykoma u ena3Hasi 2urnepmeH3usi

- TepMI/IHbI and obo03HaveHnsa TepaneBTU4eCKNX N ANarHoCTN4eCKnxX
npoueayp
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- TepMI/IHbI Anst 0603HaYeHMs1 B3aMMOCBSA3aHHbIX OCITOXXHEHNI

— TepMuHbI y3koro nomcka: Tonbko AuarHOCTUYECKUE TEPMUHBI, MPU3HAKK U1
CUMNTOMBI, NabopaTopHble JaHHbIE N TEPMUHBLI ANA 0603HaYeHns
npoueayp, KoTopble SABNATCA CneundnyeckumMmn Nnmn 4eTko CBA3aHbl C
rnaykomMmom

— TepMuHbI LIMPOKOro noucka: MpuaHaku, CUMNTOMbI, AWarHO3bl 1
pe3ynbTaTbl aHanM30B, KOTOPbIE HE SBMSATCSA UCKMYMUTENBHO
cneundryeckuMn aAns rnaykombl, HO MOTYT UMETb AOMNONMHUTENbHYHO
LIEHHOCTb B pe3yrnbTaTe BbISIBNEHUS NOTEHLMANbHbIX CryYyaeB

Ucknrovarotcs:

— TepMuHbI Ans 0603HaYeHNs BPOXAEHHbIX 3ab0neBaHuin, B TOM Yucre
reHeTu4yeckne 1 HacneacTBeHHble 3aboneBaHus, NPY KOTOPbIX rnaykoma
BMSIETCS YacTbio CUHAPOMA

- TepmuHbl gnsa obosHadeHna SOC SlabopamopHbie u
UHCMpymeHmarbHble 0aHHbIe C KBanmuKaTtopom «B Hopme» 1 6e3
KBanudukaTtopa

— TepMuHbl 4nsa 0603Ha4YeHNA PakTOPOB pUcka

— TepMuHbI ANs NPUYYH BTOPUYHON rNayKoMbl, KPOME CBSI3aHHbIX C
pasBUTUEM (HaNPUMeEpP, UPUT, YBEUT, KaTapakTa, XMMUYECKMe Unm
hmanyeckmne NnoBpexaeHns rnas)

- TepMmuHbl Ana 0603Ha4YeHMSA rofoBHOM 60NN, TOWHOTLI U PBOTHI (CIIULLKOM
LLUNPOKNE)

NMPUMEYAHWE. B 3aBucnMMoCTM OT Lenun novcka ans cneumanmsanpoBaHHOro nomcka
MOXeT noTpeboBaTbLCS MCNONb30BaTh HECKOMNBLKO odTanbmMonorndeckux SMQ.

2.37.3 lMpume4vyaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

3anpoc maykoma (SMQ) coaep>XuT TEPMUHbI Y3KOTrO U LLUMPOKOrO MOUCKOB.
MoapobHble npumedaHnsa NnpuBeneHsl B pasgene 1.5.2.1.

2.37.4 TepeyvyeHb Ucnosib3oBaHHOU Hay4YHOU nuTepaTtypsbl ana Nnaykoma (SMQ)

Dorland’s Medical Dictionary.

Merck Manual, Sec.8, Ch.100, Glaucoma.
http://www.merckmanuals.com/professional/index.html

http://www.emedicinehealth.com/glaucoma_overview/article_em.htm
http://www.ncbi.nim.nih.gov/disease/Glaucoma.html
Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004.
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e http://www.nlm.nih.gov/medlineplus/ency/article/001620.htm#Definition.

e e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last
updated December 1, 2005 www.emedicine.com/oph/topic141.htm.
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2.38 Cwungpom NneHa-bappe (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.38.1 OnpepeneHue

e CuHpapowm 'mineHa-bappe (CI'b) npegcraensieT cobon MMMYHO-
OMnocpeAoBaHHY0, OCTPY BOCNANUTENbHYHO EMUENTUHU3UPYIOLLYHO
nonuHenponartumo (OBAIM).

e CocTtosHMe 06bIYHO creayeT 3a BUPYCHOM MM MUKOMNNa3MeHHOM 60Me3HbIo,
nopaxatoLen BepxHme abixaTesibHble NyTN UNn NULLEBapPUTENbHbIA TPakKT.

° ,D,pyrwe npegwecTteyouine ABrneHna BKINO4YaT BBeEeHNE HEKOTOPbIX BaKLUWH.

e /IMMyHHblEe peakuuu, HanpasneHHble Ha Bbl3BaBLLME UHMEKLNIO
MUWKpPOOPraHu3Mbl, BEPOATHO, JAIOT MEPEKPECTHYIO peakLmio C HEePBHbLIMN
TKaHAMM, BKITOYas NOBEPXHOCTHYIO MEMOpaHy LLUBAHHOBCKUX KNETOK
(npuBogsa k OBAI) nnn membpaHy akcoHa (oCTpble akCoHarnbHble POpPMBbI).

e CI'b 06bl4HO XapaKkTepuayeTcs:

— CnabocTbio Unun napanuyom, nopaxaroLwmmM HECKOSbKO KOHEYHOCTEWN,
06bIYHO CUMMETPUYHO;

- YTpaTton CyXOXunbHbIX PedrieKkcos;

-~ [loBblWweHneM ypoBHs 6enka B CMHHOMO3roBowu xungkoct (CMXK) 6e3
nneouyuTo3a.

e [lpyrye npusHaku MOryT BKMOYaTb:
- MopaxeHne gBuUraTenbHbIX U YYBCTBUTENbHbLIX HEPBOB;
- MopaxeHne NMUEBOro UK YepenHO-MO3roBOro HepBa;
- OnekTpoduranonornyeckme NnpusHakm geMmennHmsaumm.

e Octpas opma CI'b xapaktepmsyeTtcs TUNINYHO ObICTPbLIM Pa3BUTUEM OT
HECKOJbKMX YacoB 4O HECKOMbKNX AHEN, 0ObIYHO AOCTUrag MakCUManbHOMo
YPOBHs1 cNaboCcTn B TeYEHNE YeTbipeX Heaenb.

e CocTosHME KnaccuuumpyeTcs Kak XpoHU4eckas BocnanmtenbHas
AemuenvHuanpytowas nonunHenponatusa (XBA), ecnu cumntombl naumeHTa
NpogOSMKaKT NporpeccMpoBaTth nocne 4 Hegenb UM NPOUCXOAAT peunanBbl.
MakcumanbHasa nisanuamsauusa npu XBAIM obbi4HO HAcTynaeT vyepes aga
Mecsua.

2.38.2 KpuTtepum BKNoYeHUA/MCKINIOYEHUA
e BknovatoTrcs:

- PT Cundpom lutieHa-bappe, TepMuHbl, oTpaxatowme noatunsl CI'b
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- TepmuHbl Ana o603HavYeHMa napanuya 1 napesa (Mcknovas TepMUHbI 4N
0003HaYeHns1 BPOXOEHHbIX 3a60f1eBaHNUI U HECUMMETPUYHbIE TEPMUHbI)

— TepmuHbl onsa o6o3HavYeHnsa cnaboctn / MmbiwevHon cnaboctu, a Takke
TepMuHbI Ansi 0003Ha4YeHns cnabocTy ONOpPHO-ABMUIraTeNnbLHOro annapaTa

- BsanmocssizaHHble HeBponornm4eckme 1 HeIZpOMbIUJe‘-IHbIe HapyLweHuna

- HeBponornyeckue nposiBNeHMs U CUMNTOMbI, BKItOYasi CEHCOPHbIE U
MOTOPHble AedeKTbI

— TepmuHbI N0 NabopaTopHbIM U MHCTPYMEHTaIbHbIM OAaHHbIM,
nogTeepxaatowme anarHos CI'b

e lcknovatoTcs:
— TepMuHbl ons 0603Ha4YEHNA BPOXAEHHbIX 3aboneBaHnm
— TepMuHbl Ansa 0603Ha4YEHNS TPaBM M NOBPEXOEHUN
- LUWwnpokne TepmumHbl ans o6o3Ha4veHus 6onu
-~ TepMuHbl onsa 0603HaveHnsa remunnernn/remmnapesa

- [uctonornyeckue npouenypbl 4nst HEPBOB M MblwL, (kpome PT
OmkKroHeHUe om HopMbI pe3yribmamos buorcuu nepughepuyecKo2o
Hepesa)

- MeToabl neyenunsa CI'b

2.38.3 Anroputm

MPUMEYAHUE. Cnyyau, npeacraensaowme NMHTepec, MoryT 6biTb 3BneYeHbl 6e3
anroputma. Pl CIOMS npoTecTtupoBana HeCKOSbKO anropuTMOB BO BpeEMS
coctaBneHust atoro SMQ, 1 HM 0aNH N3 HUX He Bbin NpyM3HaH nyvywum. WM3-3a aToro
anropuTM 1 KaTeropum He BKOYaTCa B dpannbl AaHHbIX. OgHaKo NpUMeEHeHue
anropuTMa MOXeT OKa3aTbCH NOMe3HbIM, KOrga OXuaaeTcs, YTo 6onbLIoe KONMYeCTBO
cnyyaes GygeT M3BMEYEHO C NOMOLLLI TEPMUHOB LLMPOKOM 0611acTn NPUMEHEHUS.
[Monb3oBaTensam, KOTOpble 3aMHTEPEeCOBaHbl BO BHEOPEHUW anropuTMUYECKOro
nogxoga B oTHoweHun atoro SMQ, pekomeHayeTca obpaTuUTbCs K AOKymMmeHTauun Pl
CIOMS (https://www.meddra.org/standardised-meddra-queries) gns nony4yeHus
nogpobHon nHdopmauunmn o anroputMme B OTHOLEHMM aToro SMQ, B TOM uncne
nepevHen kKaTeropun TEPMMHOB.

HecmoTpsa Ha TpyaHocTu npu Bbibope anroputma PIT CIOMS, oHn nonpocunmn
opraHmnsaumio MSSO 3a40KyMeHTMPOBaTL CrieayoLWnii pekoMeHayeMbIN NOAXOA:

BbiGupaemble Ans AanbHENLero paccMoTpeHUs criydan byayT BkroyaTth B cebs
ntobble cryyau, yooBrneTBopsitoLmne kKakomy-nmbo ogHOMY M3 NepeYnCIIEHHbIX HMKe
KpUTEpUEB:

e [lo meHblen mepe oguH M3 PT, ykasaHHbIX ansa kateropumn A (y3kast obnactb
NPUMEHEHNSA) 1NN
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JTrobon cnyyan, B KOTOPOM coobLuatoTcs No MeHbLLen mepe asa PT u3
KaTeropun B, nnum

JTrobon cnyyan, B KOTOPOM coobLiaeTcs No MeHblen mepe oguH PT n3
kateropuun B 1 no meHbLlen mepe oanH PT u3 kateropum C, nnm

JTobon cnyyan, B KOTOpoM coobLuiaeTcsa No MeHbLUen mepe no ogHomy PT u3
kateropun B, C n D.

HekoTopble nekapcTBeHHbIe npenapaTbl ¢ 60MbLWNM KONTMYECTBOM
coobLeHnn gnsa Takux TePMUHOB, Kak Napecte3nn, rnoacte3nmn n
MbiLeyHasa cnabocTb, AENCTBUTENBHO 3axBaTbiBalOT 6osbLUe «LyMa» C
nomoubto anroputma 2B n 1B + 1C. [0na nogo6HbIX NpenapaToB
pekomeHayeTca ncnonb3oBaTb anroputm 1B + 1C + 1D, Tak Kak OH MOXeT
YCTPaHUTb MHOTO «LUyMay, NPUBOAALLEro K NosTly4eHUIo NTIOXHbIX COBNageHnn.

KaTeFOpI/II/I onpepnenAarTcAa cnegyrowmm 06pasoM:

Kateropus A (y3kas obnactb npumMeHeHus)

- PT XpoHu4eckas socrnanumenbHas 0emMuenuHu3upyrouas
nonupadukynoHedponamus, PT JemuenuHusupyrow,as
nonuHedponamus, PT CuHdpom lutieHa-bappe n PT CuHdpom Munnepa-
Quwepa, koTopble ob6o3HayaT CI'b n nogtmnel CI'b

KaTeropus B (wmpokue)

-~ OueHb yacTo Habngaemble NPU3HaKU U CUMATOMbI U3 OKYMEHTaNbHO
noaTBePXAEHHbIX cnyyaeB cnHgpoma Mmnena-bappe u ero
pasHoBMAHOCTEN (m.e. kateropum A) B pesynbTaTte NpoBepku 13 6a3
AaHHbIX hapmaLEeBTMYECKON KOMMAHUN U PErynaTopHOro opraHa. Takke
BKMNtOYaeT creundunyeckne Buabl napectesnini u rmnoscTe3uni.
BONbWNHCTBO TEPMUHOB OTHOCSATCH K MAapecTeaunsiM, rmnoacTe3nsam u
HenponaTusm.

KaTeropus C (Lumpokune)

- Yacto Habnogaembie NpM3HakM, CUMNTOMbI M AMarHoCTU4ecKkas
nabopaTtopHas paboTa n3 LOKyMeHTanbHO NOATBEPXKAEHHLIX Cry4YaeB
cuHgpoma 'mneHa-bappe n ero pasHoBUAHOCTEN B pe3yrbTaTte NPOBEPKU.

KaTeropus D (wmpokue)

- MeHee 4acTo Habnogaemble NpU3HaKku, CUMNTOMbI U AUarHoCTU4eckas
nabopatopHas paboTa B pesynbTate NPOBEPKU, a TaKKe NPU3HaKN,
CUMNTOMbI 1 gnarHoctnyeckasa naboparopHasa paboTa, KoTopble MOryT
HabnogaTbes Npu cnHapome MmneHa-bappe n ero pasHOBUAHOCTAX, HO
KOoTopble He Habnganacb B NPOTECTMPOBaHHbLIX 6a3ax AaHHbIX.
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2.38.4 lMpumeyaHusi NOo BHeAPEHUIO U (UITN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

CuHdpom [utieHa-bappe (SMQ) conepXnT TePMUHBI Y3KOTO U LUMPOKOTO NOUCKOB.
MoapobHblie npumeyaHnsa npueeneHsbl B pasgene 1.5.2.1.

2.38.5 MepeyvyeHb ucnonb3oBaHHOW Hay4yHOW nuTepaTtypbl ana CuHdpom lulieHa-
Bappe (SMQ)

Textbook of Clinical Neurology, 2" Edition, pp1085-1089, 2003.
Cecil Textbook of Medicine, 22" Edition, pp 2379-2381, 2004.
Harrison’s Internal Medicine, 16" Edition, pp 2513-2518, 2005.

Ferri F. Guillain-Barré syndrome. Ferri’s Clinical Advisor: Instant Diagnosis
and Treatment, 2006 ed. Available at
http://www.mdconsult.com/php/231760506-2/homepage

Cha-Kim A. Guillain-Barré syndrome. eMedicine. Available at
http://www.emedicine.com/pmr/topic48.htm. Accessed May 22, 2006.

Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal
Chemistry. 2003; 10:1931-1937.

Stedman’s Medical Dictionary, 26th Edition. Williams & Wilkins. Baltimore,
MD; 1995.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 125
MapTt 2023 .

000912


http://www.mdconsult.com/php/231760506-2/homepage
http://www.emedicine.com/pmr/topic48.htm

MHONBUAOYAJIbHbBIE SMQ

2.39 TlemaTonoatuyeckue uutoneHum (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.39.1 OnpepeneHue

e OnpegeneHnsa n knaccudukaumm HacrneacTBEHHOM U NpMobpeTeHHON
HeJOCTaTOYHOCTM KOCTHOrO MO3ra, NpBeAEeHHbIE B CTaHAAPTHBIX MEOULMHCKNX
yyebHuKax, He MOryT UCMONb30BaTbCA B KA4ECTBE OCHOBbI 41151 onpeaeneHuns
aTtoro SMQ.

- O KnaccMdukaLmm He pasnuyatoT HacneacTBEHHbIE 3aboneBaHnsa n
NpUoBpeTeHHbIE COCTOSHUSA

— OHn BknitovaroT paao npegpakoBbIiX Ui 3rToKa4eCTBEeHHbIX COCTOSAHUN

e Cyuwectsytot onpegenexHmns CIOMS TepMUHOB 1 KpUTEPUEB UCMONb30BaHUSA OIS
annacTMyYeckon aHemMun, arpaHynoumTosa, nogaBneHns QyHKLMIA KOCTHOMO
MO3ra, rpaHyfoLuUTONEHNN, NEVKONEHUN, HEUTPOMEHUN N NAHLUTONEHUN; OAHAKO
ObIN10 HEBO3MOXHO CTPOro criefoBaTh 3TUM onpeaeneHUsM.

- OnpegeneHus BKNHOYaOT NPU3HAKN U CUMMNTOMbI LIUTONEHNYECKNX
COCTOSIHUN.

— HekoTopble ABNSATCA HECNELNMUYHBIMU U HE CHUTAKOTCS MOMNE3HbIMN Aaxe
ANS LWMPOKOro nomcka ¢ nomotubto SMQ.

- Kpowme Toro, onpegeneHusi BKNo4aoT pasnmyHble AnanasoHbl TabopaTopHbIX
3Ha4YeHNN, KOTopble He oTpaxatoTca B TepMmuHax MedDRA.

2.39.2 Kputepum BKNOYEeHUA/MCKIIOYEHUNA
e BkniovatoTcs:
-~ TepMuHbl, 0603HavarLWmMe HENOCPEACTBEHHbIE N3MEHEHUSI KPOBETBOPEHMS

- [emaTonornyeckne NPpU3HaKn " cny4vyan gnarHo3a «nogasrieHmne (*)yHKLI,MVI
KOCTHOro mosra»

- Pe3yJ'IbTaTbI remMmaTosriorm4eckoro nccriegoBsaHma nogasreHndA q)yHKLI,I/II‘/'I
KOCTHOro moasra

- CneumnanbHble gnarHoctTmyeckue npouenypbl

— TepMuHbI CO CITIOBOM «HeOHaTalsbHbIN» BKNHOYAOTCH B LUMPOKUM MOUCK
(TEpMWH «HeoHaTarnbHbIV» HE NO3BONSAET caenaTbh BbIBO4 O TOM, ABNAETCA
NN COCTOSIHME NPUOBPETEHHBIM MW YHACNe4OBaHHbIM)

— OnpepaeneHHble TepMUHbI C Pa3oi «OTKNOHEHME OT HOPMbI» BKIOYAKOTCS B
LLUMPOKNIA NOUCK

e VcknwvatTcs:

- KnunHuyeckue NMPU3HAKN N CUMNTOMBbI
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- TepaneBTuyeckas npouenypa, Takas Kak TpaHcnnaHTaumMs KOCTHOro Mo3ra
WY TpaHCNaHTaumnsa CTBOMOBLIX KNETOK (MOTOMY YTO OHM SIBMASIOTCSA
Hecneunpunyecknmm)

- Crtporo HacneacTBeHHble (U, cnefoBaTesnbHO, HE MeANKAMEHTO3HbIE)
3aboneBaHnsi KOCTHOroO Mo3ra

— TepMuHbI, 0603HaYaKLLME rEMONTUTUYECKYHD aHEMUNIO, aHEMUIO, BbI3BaHHYHO
aHTUTENnamu, xenesoneduunTHY0 aHEMMIO 1 MeranobnacTMyeckyto aHemMuto

- ArpaHynoumuTos paccMmaTtpuBaeTcsl B caMmocTosiTennbHoM SMQ.

- Kak npasunno, UCKIN4arTCA yHaclieaoBaHHblI€ NpeapaKkoBbie U
3J10Ka4eCTBEHHbIE€ COCTOAHUA.

NMPUMEYAHUE. B Bepcumn 15.1 PT CHuxxeHue yposHs cemoanobuHa n PT
OmknoHeHUe om HOPMbI YPOBHST 2emoariobuHa 6binn aobaBneHbl B Ka4yecTBe
TEPMUWHOB LLUMPOKOTro noucka k emonosmuyeckas apumporneHus (SMQ) Ha
OCHOBE KOMMMEKCHOrO TECTUPOBAHMSA C MCMNOSIb30BaHNEM LLUMPOKOro crnekTpa
AaHHbIX O NeKapCTBEHHbIX Npenapartax. CneayeT NOMHUTb, YTO, HECMOTPS Ha TO,
YTO 3TN TEPMUHBI ObINN yCNeLHbIMU NPU BbISIBIEHMM NPeACTaBnALWNX MHTepec
Crny4aeB, OHU Takke 4acToO accoLMmMpoBanunCcb ¢ COOBLLEHNSAMU, HE CBA3AHHBbIMU
C remMaTtono3aTU4YECKON IPUTPOINEHNEN.

2.39.3 Uepapxuyeckas CTpyKTypa

FemMaTono3THUEC KHE
LHMTONEHMK (SMQ)
(20000027}
I
| | | |
[eMaToOno3ITUYECKME UWTONSHWA, [eMono3THYeCEaR
EMNWAKILME HE HECKOMEKD THNOE lemono3THyeckan lemMonoaTHieckan TPOMBOLMTONEHMA
KNEToK Kposu (SMQ) APUTRONEHKA (SM) nelkoneHdA (SMQ) (M)
(20000028) (20000029} (20000030} (20000031}

PucyHok 2-11. Uepapxunyeckan cTpyktypa leMmamonoamu4eckue yumorneHuu

(SMQ)

2.39.4 TlMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNibTaToOB 3anpocoB

F'emamonoamu4yeckue yumoneHuu (SMQ) npeacrtasnseT cobon nepapxumdecknin SMQ c
TEPMUHAMM Y3KOTO W LUMPOKOIO MOUCKOB. 3a MCKITYEHMEM MepapXmnYeckon CTPYKTYpbI,
BHegpeHue atoro SMQ Takoe xe, kaK y Henepapxmyecknx SMQ ¢ TepmmHamMm y3Koro u
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LWwmpokoro nomnckos (cM. pasgen 1.5.2.1). SMQ BbICLLErO YPOBHA MOXET
ncnonb3oBaTbcAa NyTeM 06beanHeHns TepMmHoB B SMQ HM3LLEro ypoBHS.

2.39.5 MNepeyeHb ncnonb3oBaHHOMU Hay4YHOW nutepartypbl ans
F'emamonoamu4eckue yumoneHuu (SMQ)

e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use”.
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2.40 TemoauHamMunyeckumn oTeK, BbINOTbI U Neperpy3ka xuakoctbio (SMQ)

(paboyas Bepcus, mapt 2008 roga)

2.40.1 OnpepeneHue

NekapcTBeHHbIN OTeK Gbln onmncaH A5is psaa NekapCTBEHHbIX NPenapaTos.

MexaHu3mbl:

lMoBblleHNE pea600p6u,|/||/| HaTpua 1 BOAbl NOYKaMW;

MollHble BazoamnaTaTopbl U 6NokaTopbl KanbLMeBbIX KaHanoB
(BbI3bIBAKOT CUHAPOM MOBbLILLEHHOW NPOHULIAEMOCTU KanumimisipoB);

HecTtepounaHble npoTnsoBocnanuteneHble npenapatbl (HIMBIT)
WHIMOMPYIOT CMHTE3 NOYEYHOro NpocTarnaHgnHa.

[pyrue nekapcTBeHHble nNpenapaTbl, Bbi3blBatoLme nepudepmnyeckmii
OTeK:

O aHTMAenpeccaHThbl;
O 3CTPOreHbl;
o KOpTUKOCTEpoMabI;

NHrM6uTopsl LJOI-2.

O

OnpegeneHne oTeka:

Hanunune aHomanbHO 60MbLUNX KONMYECTB XXUAKOCTU B MEXKNETOUHbIX
TKaHEeBbIX MPOCTpPaHCTBax.

O6bI4YHO cBSA3aH CO 3HAYMTENbHbLIM KONTMYECTBOM XNOKOCTU B MOOKOXHbIX
TKaHAX.

MoxeT ObITb NoKann3oBaHHbIM (BCreaCcTBME BEHO3HOW UIu
numMdaTtn4eckor 06CTPYKLMN MW NOBbILLEHUSA NPOHMLAEMOCTM COCYAO0B)
NN cMCTEeMHbIM (BCreacTBMe cepAeyHON HEAOCTAaTOMHOCTU UM
3aboneBaHns NOYEK).

WHorga o6o3HavaT gpyrumm TepMMHaMn B 3aBUCMMOCTH OT
nokanusaumm (acumT, rmgpoTopakc unu rugponepukapa).

MaccuBHbIN reHepannu3oBaHHbIN OTEK Ha3bliBa€TCS aHaCapKoW.

CWHOHUMBI: BOASAHKA U rmaponc.

OnpepeneHne BbinoTa:

I'IpocaqleaHVle XNOKOCTU N3 nmmcbamqecmx MM KPOBEHOCHbLIX COCyO0B
B NMOJIOCTb UJTN TKaHW;

Bo3HukaeT B pe3ynbtate nuaMeHeHnAa rmgpoCcTaTn4eCcKmnx cun.
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2.40.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

- TepMI/IHbI, COOTBETCTBYIOLWME onpeaeneHnto, BKn4Yada TepMnHbl an4d
onpepneneHHbIX nosiocTen un y4acCTKOB Tena

- TepMVIHbI anda Tepanunm unn nevdeHna oTeka

- TepMuHbI Anst 0603HAYEHMS1 COCTOSIHUIA LMPKYNATOPHOW Neperpysku nnm
neperpyskn XXMaKoCTbio

- TepMI/IHbI Anst 0003HaYeHMs1 OTEKOB U BbINOTOB, CBA3AHHbLIX C
ncnoJsib3oBaHMemMm MeamumMHCKOro n3genna nnm npuMeHeHmnem
JIEKapPCTBEHHOIO npenaparta

e VcknwvarTcq:
— TepMuHbI, OTHOCSLLMECSH K OTEKY, Bbl3bIBAEMOMY NpoLeaypom

o WcknoyeHue: oTek, CBSI3aHHbIM C UCMOMb30BaHMEM MEONLIMHCKOrO
N3genus unu NpUMeHeHNneM fnekapcTBEHHOro npenapaTta (Hanpumep,
eknroyaemcsi PT OTek B MecTe YCTaHOBKM KaTeTepa)

- TepMuHbl Anst 0603HaYeHns oTeka, KOTopble MMEOT OTAANEHHYIO NN
MarnoBeposTHYIO CBSI3b C Tepanuei npenapatamm

— TepmuHbl onsa 0603Ha4YeHNsA oTeka rnasa, npunyxnocTy U BbINOTOB
— PT BbonesHb nepugepudeckux eeH

- AHFI/IOHeBpOTI/I‘-IeCKI/IIZ OTEK, NMOCKOJIbKY OH BO3HUKaET BClieaACTBME XOPOLUO
OonnMcaHHOro MUMMyHoonocpeaoBaHHOIro ABNEeHNA

MHorne n3 TepMMHOB, KOTOPbIE CoAepKaTcs B cywecTByrowem SMQ
AHauoHespomuyeckuli 0mekK, B YaCTHOCTU Te, KOTOPblE OTHOCUTENBHO
XapaKTepHbl OS5 3TOro COCTOSIHUSA

2.40.3 lMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

'emoOuHamuyeckul omek, 8blnomsl U rnepezpyska xudkocmsto (SMQ) coaepxuT
TONbKO TEPMUHbI Y3KOro nomncka. NMoatomy y3knin NOMUCK U LLUMPOKNIA NOUCK SatoT
ofMHakoBbIN pe3ynbTaT. NMoapobHble npumMeyaHnsa npueeneHsl B pasgene 1.5.2.1.

2.40.4 MNepe4yeHb NUCNOJNb30BAHHOM Hay4YHOMW NUTepaTypbl ansa FemoOuHamu4vyeckul
omek, ebinomsl U nepezpy3Ka xudkocmsbto (SMQ)

e Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad
Phys Assist, www.jaapa.com/.

e Harrison’s Internal Medicine.

e Dorland’s Medical Dictionary.

e Stedman’s Medical Dictionary 27" Edition, 2000.
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2.41 Tlemonutuyeckue HapyweHus (SMQ)
(pabo4as Bepcus, anpenb 2005 roga)

2.41.1 OnpepeneHue

e [‘emMonuTMyecKkoe HapyLLleHue onpeaenseTcs Kak aHeMnsa ¢ NnpusHakamm
npeXXaeBpeMeHHOro paspyLleHns 3pUTpoLUTOB U KOMMEHCATOPHON
3pPUTPONLHON runepnnasnen.

e [emMonuTunyeckasi aHeEMUS XapakTepusyeTcs:
- [loBblWEeHNEM 3Ha4YEHNIN YPOBHS PETUKYOLMTOB;
— [loBblWIEHNEM YPOBHSA HEKOHBIOMMPOBAHHOIO BUNUPYOUHa B CbIBOPOTKE;
-  YMeHbLUeHNeM (Unn OTCYTCTBMEM) CbIBOPOTOYHOIO rantornobuHa.

e [1pMYUHBI MOTYT BbITb CrPYNNMPOBaHbI CrieayoLwmm obpasom:

—~ BHyTpeHHME OTKNOHEHNSI CO CTOPOHbLI 3PUTPOLIMTOB (Hanpumep,
depMeHTOoNnaTUKN, remornodbmHonaTun);

— OTKNOHEHMA cO CTOPOHbLI MeMBpaHbI 3PUTPOLIMTOB (Hanpumep,
HacneAcTBEHHbIN chepounTos, NapokcnamMarnbHas HoYHasd
remMornobuHypusi, LUNOPOBMAHO-KNETOYHAsA aHEMUS);

- BHewHue dakTopbl (Hanpumep, cnreHoMeranusi, ekapcTBEHHbIE
aHTUTENa, MUKpOaHrMonaTUYeCKMin reMonmnsa, MHEKLUM, TOKCUHDI).

2.41.2 Kputepumn BKNOYEHUA/NCKINIOYeHUsA

e Y3kas obnactb NPUMEHEHUA: 00bI4YHO BKNOYaTCS TEePMWUHHbI,
0603Ha‘-|aPOLLI,Me remMmosring, T. €. coaepxaliune crnoBa «remosnnms» nin
«reMOoNnIMTUYECKU» . Takke BKNHYaTCA HECOBMECTUMOCTb rpynn KpoBu, a
TakXe UMMYHOJTI0rm4eckne npu3Hakm nnun pedyribtatbl aHaJin30B,
yKa3blBakoLne Ha remonmns. BkntovatoTca BblLLeyKa3aHHble COCTOAHUA,
CBA3aHHble C KHOBOPOXAOEHHbIM».

e Llnpokas 06nacTb NPUMEHEHUS: HECKONBKO AOMNONMHUTENbHLIX TEPMUHOB
Ans 0603HaYeHNs pe3ynbTaToB NabopaTopHbIX UCCneaoBaHuI, KOTopble
BO3MOXHO, HO He 06s13aTernbHO, CBA3aHbl C FeMOIU30M.

e Hecneuudunyeckne CUMNTOMbI aHEMUK, TaKME KaK yCTanoCTb, Kak NpaBuso,
ObININ UCKITHOYEHDI.

e VcknovaroTes gpyrve npusHakui, CMMATOMbI U pe3ynbTaTbl UCCreaoBaHuN,
KOTOpble He ABMSTCH CNeUnUYHbIMU ONs reMONUTUYECKON aHeEMUM,
Hanpumep, Xentyxa, UKTepyc, LyMm TokKa, nosbiweHne yposHs JIAIN, aHemns
(6e3 [oONONHUTENBbHBIX YTOYHEHUI) 1 BunupybuHemns (6e3
AOMOMNHUTENbBHBLIX YTOYHEHUN).

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 131
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

Kak npaBuno, nckno4arTcsa pasnuyHble Buabl remornobuHonaTtui. lMpu
TaKnx o0CTOATENBCTBAX rEMONN3 ABMAETCA OOAHUM U3 KITMHUYECKNX
nposiBneHnn, obycnoBneHHbIX OCHOBHOW remorfiobnHonaTtnen, a He
BITUSAHMEM MENKaAMEHTO3HOro fIe4YeHus.

WNckntoyatoTes nposoumpytoLmMe akTopbl, TakMe Kak HacneacTBeHHbIe
aHoManun bepmMeHTOB 3PUTPOLUTOB U AedeKTbl KNEeTOYHOM MeMOpaHbI.
OpQHako He UCKNYaTCA TEPMUHbI, CBSI3aHHbIE C AeULUTOM [THKO30-6-
docdaTt-germaporeHasbl, NOCKONbKY reMONUTUYECKasi aHEMUS SIBNSIETCS
0O4YeHb YacTbIM NposiBieHMeM 3Toro 3aboneBaHus.

ckniovaroTcs TepMuHbl Ang 0603Ha4YeHU MHAEKLMIA NN MHTOKCUKaLUNN,
KOTOpble He cogepXaT SIBHO BbIpa)XeHHbIX CII0B «reMosSiu3» unm
«reMONMUTUYECKUN Y .

2.41.3 lMpume4yaHusi N0 BHeAPEHUIO U (UNN) OXKMAAHUIO pe3yNbTaToOB 3arnpocoB

emonumu
Moapo6HbI

yeckue HapyweHusi (SMQ) cooepXXvuT TeEpMUHbI Y3KOrO U LLUMPOKOrO MOUCKOB.
e npumeYyaHuna npueseaeHbl B pasgene 1.5.2.1.

2.41.4 TepeyeHb UCNONMbL30BaHHOM Hay4YHOW nuTepaTypbl Ana eMonumu4yeckue
HapyweHus (SMQ)

Reporting Adverse Drug Reactions. Definitions and criteria for their use.
CIOMS publication, Geneva, 1999.
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2.42 KpoBoTteueHus (SMQ)
(paboyas Bepcus, mapt 2006 roga)

2.42.1 OnpepeneHue
e KpoBousnusaHne — npocaynBaHue KPOBU N3 COCYAOB; KPOBOTEYEHME.

e HesHauuTenbHbIE KPOBOUINUAHMSA KNAacCUMPUUMPYIOTCS NO pasmMepy Kak
netexun (0MeHb ManeHbkue), nypnypa (4o 1 cm) n akxumo3sbl (6onbLune).

e bonblioe ckonnenve KpOoBU BHYTPU TKaHN Ha3blBa€TCA reMaToMomn.

2.42.2 Kputepumn BKNOYEHUA/NCKIIOYeHUsA
e BknovaroTtcs:

— TepMuHbI, NPSIMO OTHOCSILLMECS K KPOBOU3NUSIHUIO, remaTome,
KPOBOTEYEHMIO, IKXMMO3Y, Nyprype, NeTexuu, Ne4YeHnto reMmaTombl /
KpOBOTEYEHMS1 / KPOBOUSMMSHMS U pa3pbiBY KPOBEHOCHbLIX COCYAO0B,
BKIlOYas cepaue v ero kamepbl.

- PT Hanu4ue Kposu 8 moye Gbin BKNtOYEH B TepMUHbI KDOBOMEYEHUs (3a
uckn. nabopamopHbix mepmuHos) (SMQ), n B JTabopamopHbie mepmuHbi
KposomeyeHus (SMQ), xoTsi ero MOXXHO ObIfio Obl MHTEPNPETUPOBATL Kak
nabopaTopHbIN aHanu3, He ykasbiBas sIBHO, YTO B MOYe NPUCYTCTBYET
KPOBb.

o JTOT TEPMUH 06bIYHO ncnonb3dyeTcd Anda onncaHnAa Hanm4ma Kpoeu B
Mo4e.

e VcknwvaroTca:
— TepMuHbI, OTHOCALWMECS K OBCTPYKLMAM XKenyaouYHO-KALLEYHOro TpakTa

- TepMuHbI, OTHOCSLLMECS K si3BaM U nepdopaumnsiv 6e3 SBHOro
YNOMWHaHWNSI O KPOBOTEYEHMM

— TepMuHbI ANg HOpMarbHbIX 3Ha4YeHU NabopaTopHbIX aHaNM30B, KpoMe
PT Hanu4yue kposu 8 Mo4ye, NOTOMY YTO 3TO MOXET ObITb NPU3HAKOM
KpOBW B MOYe, @ He TONMbKO TEPMUHOM A11s1 0603Ha4YeHUs nabopaTopHbIX 1
WMHCTPYMEHTanbHbIX UccnegoBaHumn 6e3 kBanudukatopa (CM. BbiLLE)

- TepMI/IHbI anA reMOpparmquKon JINXopanku, NOCKOJTIbKY OHU UMEKOT
l/IHCbeKLI,I/IOHHyI-O 9TUONOIMIKO N He CBA3aHbl C HeXXellaTeJlbHbIMA
J1IeKapCTBEHHbLIMU peaKLunAMN
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2.42.3 Nepapxuyeckasi CTpyKTypa

KpoBoTeueHusi
(20000038)
TepMuHbI JTabopaTopHbie
KpoBoTe4eHus (3a TEPMUHbI
nckrn. nabopaTopHbIX KpOBOTEYEHMS
TEPMUHOB) (20000040)
(20000039)

PucyHok 2-12. Uepapxmnyeckasa cTpyktypa KpoeomeuyeHusi (SMQ)

10T SMQ XxapakTepusyeTcs OBYXyPOBHEBOW nepapxmen, COCTOALLEN U3 KOMMIIEKCHOMO
rnoncka KpoBoTevyeHUn (NepBbin ypoBeHb) 1 ABYX cyb3anpocoB SMQ (BTOpoM YpOBEHb),
a NMEHHO:

e TepMuHbI KpOBOMEYEHUS (3a UCKI. nabopamopHbix mepmuHos) (SMQ)

e JlabopamopHbie mepMuHbI KpogomeyveHusi (SMQ)

2.42.4 Tpume4yaHusi NO BHeAPEHUIO U (UTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

KposomeueHus (SMQ) npeactaBnsieT cobon nepapxmyeckmin SMQ ¢ TepMmmHamm
Y3KOTrO M LUIMPOKOrO MOUCKOB. 3a UCKINIOYEHNEM NepapxmyecKkon CTPYKTYpbl, BHEAPEHWE
atoro SMQ Takoe xe, kak y Henepapxudecknx SMQ ¢ TepMrUHaMKM Y3KOro U LLMPOKOrO
nouckoB (cM. pasgen 1.5.2.1). SMQ BbICcLIEro ypoBHA MOXET UCMNOMNb30BaTbCA MyTEM
o6beanHeHnsa TepMuHoB B SMQ HM3LIEro ypOoBHS.

2.42.5 lMepeyeHb UCMONb30OBaAaHHOW Hay4YyHOW nutepatypbl Ansa Kposome4yeHusi

(SMQ)

e Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000.
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2.43 HapyuweHus cnyxa u BecTubynsipHbie pacctponcrtaea (SMQ)
(paboyas Bepcus, mapt 2009 roga)

2.43.1 OnpepeneHue

e SMQ npegHasHa4yeH Ans BKIHOYEHMS HAapyLLEHUA CO CTOPOHbI OpraHa crnyxa,
KOTOpble MOryT ObITb CBSiI3aHbl C MPMMEHEHUEM NEKAPCTBEHHbIX NPenapaTos.

e CospgaHo aBa cy63anpoca SMQ ans AByx pyHKUMI yxa:
- Cnyx;
- PaBHoBecue.

e Cnyx MOXeT yxyawwaTbCs, HapyLIaTbCsa UM o6oCcTpATbCS.

- MoTteps cnyxa n aHomarbHbIN CNyx He pasaenstoTcs B 3ToMm SMQ m3-3a
coBnafeHns 3TUX COCTOSAHMIN Y HEKOTOPbLIX NALMEHTOB.

e B atoT SMQ 06bI4HO BKIHOYAKT TEPMUHBI 45151 0603Ha4YEeHUS BECTUBYNSAPHbIX
HapyLUEHWU, KOTOPbIE HAYNHAKOTCH C BHYTPEHHErO yXxa.

e OnpepgeneHune: cnyx — cnocobHOCTb CrbllaTh 3BYK; OLLyLLEHME 3BYKa, a He
BMGpaumn.

- HapyweHune cnyxa moxeT ObITb CreacTBUEM:

o [MopaxeHus Hapy>XHOro CnyxoBOro KaHana unu cpeaHero yxa
(koHAYKTUBHaA NoTeps cryxa); unu

o [lopaxeHus BHyTpeHHero yxa unu VIlI-ro yepenHoro Hepea
(ceHcoHeBpanbHOro).

-~ CeHcoHeBpanbHasi noTepsa criyxa MOXeT OblTb AONONHUTENBHO
AnddepeHLmpoBaHa Kak:

o CeHcopHas (ynuTtka); unum
o HewnpoHHnasa (V-1 yepenHou HepB).
e OnpepgeneHne: BeCTMBYNAPHLI — CBA3aHHbIN C NpegaBepueM yxa.

- BecTnbynsipHble HapyLleHust (HapyLLeHUst BHYTPEHHEro yxa) MoryT
BbI3bIBATb!

o) FOJ'IOBOpr)KeHI/Ie, BEPTUIOo, HapyLwleHne paBHoBeCUA, UISBMEHEHUA CIlyXa,
TOLWHOTY, YCTAJ10CTb, TPEBOXHOCTb, HAapyLleHne KOHUeHTpaunn BHUMaHUA
n apyrme CMMNTOMblI.

2.43.2 KpuTepum BKNOYEHUA/NCKIIOYEHUA
e BkrnovaroTcs:

-~ TepmuHbl Ana 0603Ha4YeHMa HapyLleHUn criyxa ntoboro Tuna (noteps, a
TaKkKe akueHTyaums/rmnepakysus)

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 135
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

- TepMuHbI Anst 0603HaYeHMs HapyLLIeHU NoaaepXxaHns paBHOBECHS,
BO3HMKAOLLMX BO BHYTPEHHEM yXe

- TepmuHbI ANa 0603HAYEHUS ANArHO30B BKITIOYEHbBI B KAYECTBE TEPMUHOB
y3KOro rnowvcka

- TepMuHbI Anst 0603HaYeHMs TPU3HaAKOB, CUMMTOMOB U MpoLeayp, Kak
npaBuo, BKNOYAIOTCS B LUMPOKMIA MOUCK

e lckniovatoTcs:
— TepMuHbl 4na 0603HaYEHNA NPUYNH BPOXKAEHHbLIX 3aboneBaHui

— TepMuHbI Ana 0603Ha4YEHMA NPUYMH MHAPEKUNIA [ NHPEKLMOHHBIX
3aboneBaHun

- TepmuHbl ons 0603Ha4YeHN HOBOOBpa3oBaHUM

- TepMuHbl gns 0603HavYeHnsa HapyLeHui co ctopoHbl LIHC, koTopble
BbI3bIBAOT NPOGIEMbI CO CyXOM (Hanpumep, HapyLleHne KpoBoobpalleHus
rofIOBHOrO Mo3ra) unu npodnembl C paBHOBECUEM (Hanpumep, HapyLIEHNa Co
CTOPOHbI MO3XXeyYKa)

- TepMuHbI Anst 0603HaYeHNs1 COCTOSIHWUIA, BO3HMKAOLMX B pe3yrnbTaTe
dumsnyeckor TpaBmbl

NMPUMEYAHUME. HecMmoTps Ha TO, YTO FONOBOKPYXXEHNE MOXET ObITb BbI3BaHO
pasHbIMU NPUYNHAMU U ABHO MOXET CcrnocobCcTBOBaTbL CO3AaHuIo «Liymay, 6bino
npegnoxeHo octaBntb PT [0/1080KpyxeHuUe B LLMPOKOM noucke (cybaanpoca SMQ
BecmubynspHsie HapyweHus (SMQ)), NOCKOMNbKY «BEPTUIO» N «rONTOBOKPYXXEHNE»
MOTYT UCMNOSb30BaTbCHA B3aUMO3aMeHSEMO.

2.43.3 Uepapxuyeckasi CTpyKkTypa

Hapywerua cnyxa u
BecTHDYNApHLIE

pPacCTPONCTES
(20000170}
| |
Hapywenue cnyxa BecTubynAapHeie
(20000171} HapyLUEHNA
(20000172}
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PucyHok 2-13. Uepapxuueckasi cTpykTypa HapyweHus cnyxa u eecmubynsipHbie
paccmpolicmea (SMQ)

2.43.4 Tpume4yaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHus cnyxa u eecmubynsipHbie paccmpotcmea (SMQ) npeactasnsiet cobomn
nepapxmyecknii SMQ ¢ TepMrUHaAMM y3KOTO 1 LUMPOKOTO MOMCKOB. 3a UCKMHYEHNEM
nepapxmyecKkomn CTPyKTypbl, BHeAgpeHue aTtoro SMQ Takoe e, Kak y Hemepapxmyeckmx
SMQ ¢ TepMUHaMu y3Koro u LLUMPOKOro Nouckos (cM. pasgen 1.5.2.1). SMQ Bbicwero
YPOBHS MOXET UCNOMb30BaTbCA NyTeM 00beanHeHns TepMmmHoB B SMQ HuaLwero
YPOBHSI.

2.43.5 lMepeyeHb Ncnonb3o0BaHHOW Hay4YHOW nNuTepaTtypbl ana HapyweHus cnyxa
u eecmubynsipHblie paccmpolicmea (SMQ)

e Stedman’s Medical Dictionary, 27™ edition, 2000.
e Merck Manual of Diagnosis and Therapy, 17" edition, 1999.

e Vestibular Disorders Association, www.vestibular.org.

e Otorhino-Laryngology, James B. Snow, Jr., 1979.
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2.44 HapyweHus co cTopoHbI neyeHu (SMQ)
(pabo4as Bepcus, anpenb 2005 roga)

2.44.1 OnpepeneHue

HapyweHusi co cmopoHbI nedeHu (SMQ) saBnsieTcst OTHOCUTENBHO CIIOXHbBIM, NOTOMY
YTO OH OXBaTbIBaET SABSIEHMUS, KOTOPblE OTHOCATCS KO BCen cucteme opraHoB. OH
BKIOYaeT B cebs:

e KOMMNMEKCHbIN NOUCK BCEX TepMNHOB, BO3MOXXHO, CBA3aHHbLIX C NEYeHblO,
HE3aBNUCUMO OT TOro ABJIAKTCA JIM OHU TEPMUHaMN, BO3SMOXXHO, CBA3AaHHbIMU C
BO3eNCTBMEM JIEKapCTBEHHbIX MNMpenapaTtos.

e Psap cy63anpocoB SMQ no HEKOTOPbIM creumpuy4ecknm Temam, CBsA3aHHbIM C
NneYyeHbHo.

e [lonck TepMMHOB ANt 0603Ha4YEHUSI HAPYLLEHMWI CO CTOPOHbI NMEYEHH,
MOTEHLMaNbHO CBA3aHHbIX C NPUMEHEHMEM NeKapCTBEHHbIX NpenapaToB.

Kog SMQ TepmuH ns SMQ

20000008 | JlabopamopHbie U UHCMpPYyMeHmMarsbHble Uccriedo8aHus NeyYeHu,
npu3Haku u cumnmoms! (SMQ)

20000009 | Xonecma3s u xenmyxa rne4eHo4YHo20 rpoucxoxoeHus (SMQ)

20000010 | remamum, HeuHgeKyuoHHbIU (SMQ)

20000011 | Hosoobpa3osaHusi nevyeHu, 3/10Ka4€CMeeHHbIe U HeYMOYHEHHbIe
(SMQ)

20000208 | 3nokavYecmeeHHble onyxonu nevyeHu (SMQ)

20000209 | Onyxosu ne4yeHU HeymMo4YHeHHOU cmerneHu 3/10Ka4ecmeeHHocmu
(SMQ)

20000012 | HosoobpasoeaHusi ne4yeHuU, 00bpoKkaYecmeeHHbIe (8 m. Y. KUCMbI U
nonunel) (SMQ)

20000013 | [leyeHo4. HEOOCMamMo4YHoCmMb, hubpPO3 U YUPPO3 NeYeHuU u op.
3abornesaHusi, ces3. ¢ ropax. nedeHu (SMQ)

20000014 | BpoxdeHHble, ceMmeliHble, HEOHamarslbHble U 2eHemu4ecKue
HapyweHusi ne4eHu (SMQ)

20000015 | HapyweHus Koazyrnsayuu u Kpogomoyueocme, c8si3aHHbIe C
namojsioguel nevyeHu (SMQ)

20000016 | UHebekyuu nevyeHu (SMQ)

20000017 | lMamonoaus ne4yeHu, ¢ ykasaHUeM Ha c853b C yriompebrieHuem

ankozosis (SMQ)
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20000018 | HapyweHusi co CmopOHbI NevYeHu, cesidaHHble ¢ bepeMeHHOCMbIO

(SMQ)

Tabnuua 2-3. Tembl HapyweHusi co cmopoHbI nevyeHu (SMQ)

Kaxxaas v3 BbllLeykasaHHbIX TEM SIBNSIETCS caMocTosiTeNnbHoM Temoni SMQ.
HekoTopble 13 HUX ganee CrpynnMpoBaHbl MEPapXUYECcKn Ha OCHOBE UX CBSI3UN C
HexenaTenbHbIMU peakUuMsiM1 Ha NekapCcTBeHHbIe NpenapaThbl (CM. pasgen
«Mepapxuyeckas CTpyKkTypa» HUXe).

2.44.2 Kputepumn BKNOYEHUA/NCKITIOYEeHUA

e SMQ BepxHero ypoBHSA HapyweHusi co cmopoHbl nedyeHu (SMQ) npegHasHayeH

Onda BKINKO4YEHUA BCEX TEPMUHOB, CBA3aHHbLIX C NeYeHblO.

e  HapyweHusi co cmopoHbI neveHu (SMQ) coaepXmT TONbKO TEPMUHDI,
CBsi3aHHble € OCHOBHbIM SOC, HO MHOrne TepMuHbl 13 apyrnx SOC Takxke
nMeroT BTopnyHble ¢Bssn ¢ SOC HapyuweHusi co cmopoHbl nevyeHu u
XKernyesbigodsawux nymed.

e TepMmuH «renaTuT» YacTo HeMpPaBUITbHO UCMONb3yeTcs B COOBLLEHNSAX O
HexenaTenbHbIX peakuusx, 06o3Havas noboe NoBpexaeHNe NneyYeHu,

He3aBMCMMO OT TOro, ObINO N NopaXxeHne NoATBEPXKAEHO MMCTONorMyeckn. Ata
npobnema, KOHEYHO, He MOXET ObITb peLleHa ¢ MOMOLLbIO Kakoro-nnmb6o SMQ u

TpebyeTca aHanM3 onMcaHnm COCTOAHUI 1 Nonen nabopaTopHbIX AAHHBIX.

e JlabopamopHble u UHCMpyMeHmMarsbHble uccriedoeaHus NneyYyeHu, npu3Haku u

cumnmomsi (SMQ): BonbLIMHCTBO TEPMUHOB 3TOro cyb63anpoca SMQ oTHocATCS

kK HLGT NenamobunuapHeie uccnedogaHusi B SOC JlabopamopHsbie u
UHcmpymeHmarbHble 0aHHble. OOHaKo MHorne TepMuHbl 3Toro HLGT

OTHOCATCS K NabopaTopHbIM U MHCTPYMEHTaNbHbIM AaHHbIM Kak TakoBbIM (6e3

KBanugukaTopa, Takoro Kak «noBblLEHNE») UK K NabopaTopHbIM K
WNHCTPYMEHTarnbHbIM UCCNEAOBAHMSIM C HOPMasibHbIM pe3ynbTaToM; 3Tu

TePMUHbI He BKIOYaloTCst B 3TOT nouck. Kpome Toro, atoTr SMQ coaepxuT Bce
TepMuHbl HLT lpusHaku u cumnmomel 2enamobunuapHbix HapyueHut B SOC
HapyweHusi co cmopOoHbI NeYeHu U xendeabisodsuux nymed n Heckonbko PT

n3 gpyrmx SOC.

e Xonecmas u xenmyxa ne4eHo4YHo20 rpoucxoxdeHus (SMQ): IToT nonck

BKItO4aeT BCe COCTOAHUA, CBA3aHHbIE C )KeﬂTyXOVI Ny xonecta3om BO3MOXHOIo

NMeYeHOYHOro NPOUCXOXAEHUS, U, criegoBaTenbHO, UcknovaeT PT, koTopble

yKa3blBalOT Ha XKENTYXY, Bbl3bIBAEMYIO reMONUTUYECKUMUN COCTOSIHUSIMU.
WckniovatoTes pasHble apyrne aTMosormm.

e Hoesoobpa3sosaHusi nevyeHu, 3riokad4ecmseeHHble U Heymoy4HeHHble (SMQ): Bece

TepMuHbl 3Toro cyb63anpoca SMQ otHocaTcs k HLGT 3rokavecmeeHHbie u

HeymoY4HeHHbIe HO800bpa308aHUs nevyeHu U xendesbigoosawux nymed B SOC
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LobpokayecmeeHHble, 3/10Ka4ecmeeHHbIe U HeYyMmOoYHeHHbIe HO800bpa3o8aHUs
(8kn. Kucmbi u nMosunkl). VIckniovarTcsa onyxony ¢ MmetactasamMmum B NeYeHb.

e Hosoobpa3sosaHusi nedyeHu, 00bpokayecmeeHHble (8 m. 4. KUCmbI U 0/1Urbl)
(SMQ): Bce TepmuHbl 3T0ro cy6sanpoca SMQ otHocsaATcs kK SOC
LobpokayecmeeHHble, 35710Kka4ecmeeHHbIe U HeYMOYHEeHHbIe HO800bpa3o8aHusi
(8Kn. KUCMbI U ronunel).

e [leyeHo4y. Hedocmamo4yHocmb, chubpo3 U UUpPPO3 nevyeHu u op. 3abonesaHus,
ces3. ¢ nopax. nedyeHu (SMQ): 3toT cyb3anpoc SMQ, kak npaBuno, He
npeAHasHayeH A8 UCnonb30BaHWUs CaMOCTOATENBHO, @ B COMEeTaHUN C
lenamum, HeuHgeKkyUuoHHbIU (SMQ).

o PT lNopaxeHue ne4yeHu BknovaeTca B [ledyeHoY. HedocmamoyYHoCmb, ¢hubpos u
uuppo3 nedeHu u Op. 3abonesaHus, ces3. ¢ nopax. nevyeHu (SMQ). 1ot
TepMuH 6bin gobasneH k SMQ B MedDRA Bepcun 10.0. BbipaxeHue
«MOpaXXeHe NeYeHN» YacTo NHTEPNPETMPYETCA Kak XMMMUYeckoe BELLECTBO,
KOTOPOE MOXET BO3HMKHYTb B pe3ynbTaTe BO3AENCTBUS NIEKAPCTBEHHOTO
npenapara; 04HaKO B HEKOTOPbLIX ClyYasx OH TakkKe MOXET MCMoNnb30BaTbCs
Ans 0603Ha4YeHNst TpaBMbl NeYeHn. onb3oBaTenu LOMMKHbI BHUMATENbHO
N3y4nTb TUNbI Crly4aes, U3BMEYEHHbIe C NomoLLbio PT, 4TobObl onpegenuTb, He
NPOU3OLLIIO N HETPaBMaTUYECKOE UM TPAaBMAaTMYECKOE NOpaXXeHNe NeyeHm

e HapyweHus koa2ynsyuu u Kpo8omo4ugocms, C8s3aHHbIe ¢ namorioauel
nedyeHu (SMQ): 3tot cyb3anpoc SMQ BkrtoyaeT B cebs CHUXKEHNe ypoBHeEN
hakTopoB Koarynsumm, KOTopble MOryT ObiTb BbI3BaHbl CHUXKEHUEM (DYHKLNN
NneyYeHn, 1 3BMEeHEeHNs NapaMeTpPOB CBEPTbIBAHMSA KPOBM B 3aBUCUMOCTM OT 3TUX
daktopoB. TepmuHbl B 3TOM cy63anpoce SMQ B3aTbl 3 SOC JlabopamopHsie
U UHCMpyMeHmaribHble OaHHbIe.

e [lamonoeus neyvyeHu, ¢ ykasaHueM Ha C853b C yrnompebrieHueM asikozossi
(SMQ): 31oT SMQ coaepXnT TEPMUHBI, KOTOPbIE HENOCPEACTBEHHO KacakTCs
HapyLleHWi, cBA3aHHbIX C ynoTpebneHnem ankoronsi. OHU He ObINN BKITHYEHbI
HV B OA4VWH 13 apyrnx cyb3zanpocoB SMQ, NOCKONbKy TEPMUHbI, CBSI3@HHbIE C
ynoTpebneHnem ankoronsi, 06bIMHO HE ULLYYTCS MPU NMOUCKE NOPaXXEHU NeYeHMu,
BbI3BaHHbIX JIEKAPCTBEHHbIMW Mpenapatamu. Bo3amoxHble ABNeHUs, CBA3aHHbIE
c ynoTpebneHnem ankoronsi, KOTopble Takke MOryT UMeTb Apyrne Npu4mHbl
(Hanpumep, LMpPpPO3 NneveHun), He BbiNn BKMOYEHbI B 3TOT cyb3anpoc SMQ.

e  HapyweHusi co cmopoHbI edYeHu, cesizaHHble ¢ bepemeHHocmbo (SMQ): dToT
MOMCK COOEPXUT TEPMUHbI, KOTOPblE HENOCPEACTBEHHO KacatoTCA HapyLLUEHWMN,
CBSA3aHHbIX C 6epeMeHHOCTbI0. OHM He Obiny BKMOYEHb! HU B O4WH U3 ApYrnX
cy63anpocoB SMQ, NOCKOSMbKY OHM OBbIYHO HE MLLYTCS NPU NOUCKE NOPaXXeHU
NeYyeHu, BbI3BaHHbIX JIEKAPCTBEHHLIMM NpenapaTamMu.

° WcknrovatoTes TEPMUHbI, CBA3AHHbIE UCKITHYUTESIbHO C HApyLUEeHUAMWM XeJ4YHOoro
ny3blpA N XKEJN4YHOro npoTokKa.
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WcknioyatoTes TepMuyHbI Anst 0603Ha4YeHUst nabopaTopHbIX U
MHCTPYMEHTarnbHbIX UCCNeAOoBaHWI, KOTOPble HE YKa3blBalOT Ha pe3ynbTaTt unu
yKa3blBalOT Ha HOpManbHbIV pe3ynbTaTt

WcknioyatoTest TepMUHbI Anst 0603HaYeHUs1 COCTOSIHMI NeYeHn BcrneacTeme
TpaBMbl.

2.44.3 Nepapxuyeckasi CTpyKkTypa

HapyweHua co
CTOPCHSI NEYSHW
(ShCY)
(20000005

e AMEaMEHTOEHEIS EpomgesEbe, CEMERRIR, MaTonorua NeYeqn, © HapylweHua co
HAPYLUSHWA GO CTOPOHE! HEOHATANEHLIE M HMHhekLIM NEYEHIA YESIZHWEM HA CEA3L CTOPOHE NEYEHM,
MEUEHN — KOMANEKEHEI | | reyersiecae HapyLUSHHA (SMIQ) ¢ YNOTREGNEHKEM CEAJAHHLIE C

HZE?DESUEBE:I neveHM (SMC) (20000016} ankorons (SO GEpEMEHHOCTEID
( ) {200000714) (20000017) (M)

CERsaHHEER © NafopaTopHEiz W KONSETas W HENTYXE HapylueHrs koarynagm
NpEnapaToM HapYLUEHUR WHCTDYMEHTENEHEIE MEYEHOSHOM M KPOBOTOUMEOTTH,
CO CTOPOHL] NEUEHW — MCCNEA0BSHHR NEUSHH, CERZSHHEIE

TONEKE TRHENLIE MPMZHSIN W CEMITOME MEPCMCKOEAEHIR NaToNorMel neusHn
ABNEHKA (SMD) [SRC) [SMCT) (SMQ)
(20000007} (20000005) (20000009) (20000015}
|
T | . I 1
MenaTtur, HoeooBpazoeaHun HoEoOEpa306aHUA NEYSHM, MeueHoU. HEADCTATOWHOCTE,
HEMHAEKLIMOHHBI pir—y AoGpOKEHECTEEHHIE (B T. U, thwlpos W UWPPOS NEUEHK W Ip.
(SMQ@) ANOKAUECTESHHEIR EMCTRI HE%?I [SMC) 3559“9:2:::;15:_?51';& TOpEs.
S 1
(20000010) e e ( (20000013)
- J ke
|
[ 1
3N0KaYEC TEEHHLIE Cny=onm neueHm
OMyX0NK NEYSHK HEYTOUHEHHOH CTEnaH"
I:SMQ:I GHDKEHI’ESGFET]EHHEGTH
(20000203) q;aUuuurzE)u;.

PucyHok 2-14. Uepapxuueckasa cTpyKktypa HapyweHusi co cmopoOHbI ne4yeHuU

(SMQ)

HapyweHusi co cmopoHbl nedyeHu (SMQ) coctont n3 psga SMQ B nepapxmyeckon
CBSA3WN OpYr C APYroMm:

SMQ BepxHero ypoBHS HapyweHusi co cmopoHbl nedeHu (SMQ) npencrasnseT
coboW KOMMMEKCHbIN NOUCK BCEX TEPMMHOB, BO3MOXHO, CBA3aHHbIX C MEYEHbIO,
HEe3aBMCMMO OT TOrO SBMIAKOTCS S OHW TEPMUHAMU, BO3MOXHO, CBSA3aHHbIMU C
BO3ENCTBMEM NleKapCTBEHHbIX NpenapaTos.

MedukameHmMOo3Hble HapyuweHUs1 CO CIMOPOHbI NeYeHU — KOMIIIEKCHbIU MoucK
(SMQ) uckntovaeT ABNeHus!, He CBA3aHHbIE C MPUMEHEHMEM NEKAPCTBEHHbIX
npenapaToBs, TakMe Kak BpOXaeHHble 3aboneBaHns, MHPEKUUN, ABMNEHNS,
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cBsA3aHHble ¢ ynoTpebneHnem ankoronsa n 6epemMeHHOCTbIo, 13 nomcka no SMQ
BEPXHEro ypoBHsi HapyweHusi co cmopoHbI nevyeHu (SMQ)

e B cooTtBeTcTBUMM C MeOukamMeHmMO3Hble HapyWweHUs CO CMOPOHbI Nne4YeHu —
KoMrneKkcHbIlU nouck (SMQ) elue ogmH cybrnonck TSKenom renatoToOKCUYHOCTH,
CBSI3aHHOW C NMPUMEHEHNEM NeKapCTBEHHOrO Npenapara, npeacraBneH
CesizaHHbI€e C rpernapamom HapyWweHUs1 CO CMOPOHbI Me4YeHU — MOJIbKO
msixernble seneHusi (SMQ).

2.44.4 Tlpume4vaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi co cmopoHbI nedeHu (SMQ) npegcrtasnseT cobon nepapxudeckun SMQ c
TepMMHaMIM Kak LUMPOKOro, TaK M Y3KOro noucka.

Cnepytouwme BocemMb cyb3anpocoB SMQ cogepxaT TEPMUHBI Kak LUMPOKOro, Tak U
Y3KOro NMOMCKOB. 3a NCKITIOYEHMEM NEPAPXNYECKON CTPYKTYpPbI, BHEApPEHME 3TuX SMQ
Takoe xe, Kak y Henepapxmyeckmx SMQ ¢ TepMrMHaMK y3KOro 1 LLIMPOKOro NOUCKOB (CM.
pasgen 1.5.2.1). SMQ BbICLLErO YPOBHSA MOXET UCNOSb30BaTbCA NyTeM 00beanHeHUN
TepMUHOB U3 SMQ HU3LIEro YPOBHS.

e Xornecmas u xernmyxa rne4yeHo4YHo20 rpoucxoxoeHusi (SMQ)

e BpoxOeHHbIe, ceMelHble, HEOHamalslbHble U 2eHemu4ecKue HapyweHUs nevyeHu
(SMQ)

o MedukaMeHmMOo3HbIe HapyWeHUs1 CO CMOPOHbI MEYEHU — KOMIMIEKCHbIU MOUCK
(SMQ)

e (Cesi3aHHbIe C npenapamomM HapyweHUs CO CMOPOHbI NeYeHU — MOoJsibKO
msixernble seneHusi (SMQ)

o [leyeHo4. HeOocmamo4YHOCMb, hubpo3 U yUpPpPO3 NeveHu u op. 3aboriesaHusi, ces3. ¢
rnopax. ne4yeHu (SMQ)

e [enamum, HeUHEeKUUOHHbIU (SMQ)

e UHekyuu nevyeHu (SMQ)

o JlabopamopHble U UHCMpPYMeHmMarbHble uccriedo8aHusi NevYeHu, rnpusHaku u
cumnmomsl (SMQ)

Cnepytowme natb cybsanpocoB SMQ cogepxaTt TONbKO TEPMUHbI Y3KOrO MOMCKa.
[Mo3TOMY Y3KMIA NOUCK U LUMPOKMIA NOUCK JAKOT OOMHAKOBLIN pe3ynbTaT. MNoapobHbie
npumMmedaHus npmseneHol B pasgene 1.5.2.1.

e [lamonozaus neyeHu, c ykazaHueM Ha ces3b ¢ yriompebreHuem ankoeaorns (SMQ)

e HoeoobpasosaHus nevyeHu, 00bpokadyecmseeHHble (8 M. Y. KUCMbI U MOJUrbl)
(SMQ)

e Hoeoobpa3oeaHuUs NeYEHU, 3/10Ka4eCmMEEHHbIE U HEYMOYHeHHbIe (SMQ)

e HapyweHus Koaz2ynsayuu u Kpo8omoYyu8oCmb, c85i3aHHbIe C namosoauel
neyeHu (SMQ)

e HapyweHusi co cmopoHbI neyYyeHu, cesizaHHble ¢ bepemeHHocmbio (SMQ)

nOCKOJ'Ibe TepMUHbI ansd 0003Ha4YeHMs1 BCnomoraTesbHbIX na60paToprlx n
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WHCTPYMEHTanbHbIX UCCIIeA0BaHUN, NPU3HAKOB 1 CUMMTOMOB CrpynnMpoBaHbl B
cyb3sanpoc SMQ JlabopamopHbie u UHCMpyMeHmarbHble Uccrie0o8aHUs MeYEHU,
npu3Haku u cumnmomsl (SMQ), SMQ Hu3wero ypoBHA HapyweHusi co CmopOHbI
nevyeHu (SMQ), koTopble cogepXxaTt TONbKO ANnarHo3 1 NaTOrHOMOHUYHbIN pe3ynbTaT
nabopaTopHbIX U MHCTPYMEHTasNbHbIX UCCNEA0BaHUI, He ABNAOTCA HE3aBUCUMbIMN
3anpocamu. Hanpumep, 4ToObl HAWTKM COOTBETCTBYIOLLMNE CryYan KMHAEKLMIA NEeYEHNY,
cryyaeB, U3BMEeYEHHbIX ¢ nomoLbto cyb3anpoca SMQ UHpekyuu nedeHu (SMQ),
MoXeT OblTb HegoCTaToOuYHO. [nd nonyyeHust NonHoro Habopa COOTBETCTBYHOLLMNX
crniy4daeB MOXeT NoTpeboBaTbCA BKHOUNTD Crydan, N3BMEYEHHbIE C MOMOLLbIO
TEPMUHOB A5 0603Ha4YeHMs pe3ynbTaToB BCNOMOraTesibHbIX abopaTopHbIX K
WHCTPYMEHTarbHbIX UCCIIEA0BaHUN, TakMX Kak pyHKLUMOHanNbHbIE NPO6bI NeYeHn
(HaxogaTtca B cyb3anpoce SMQ JSlabopamopHbie U UHCMpPYMeHmarbHble
uccriefosaHus nevyeHu, rnpusHaku u cumnmomsbi (SMQ)). MNogo6bHo MNamonoaus
Xxendyesbigodswux nymed (SMQ), npu ncnonb3osaHmm SMQ HM3LLEro YpOBHS
TpebyeTca onpeaeneHHbi YpOBEHb Py4HOro BMelwatenscTea. MoxeT noHagobuTtbes
Bpa4yebHoe MHeHwMe.

2.44.5 lNepevyeHb MCNONb3OBaAaHHOW Hay4YyHOW nuTepatypbl AnAa HapyweHusi co
cmopoHbI neyeHu (SMQ)

e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-
1880.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 143
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

2.45 BpaxaebHocTb unu arpeccus (SMQ)
(pabo4as Bepcus, ceHTabpb 2007 roga)

2.45.1 OnpepeneHue

e Arpeccusi: opMa NnoBeaeHUs, KoTopasi NPMBOAMT K CaMOyTBEPXAEHUIO; OHa
MOXXET BO3HUKHYTb BCMEACTBMNE BPOXAEHHbLIX MOTMBOB U (UNW) OTBETA Ha
dpycTpaunto; oHa MOXET NPOSIBNSATLCS AECTPYKTUBHBLIM M aTaKyoL MM
NOBEAEHNEM, CKPbITbIMM YCTAHOBKaMU BpaxaebHOCTH 1 06CTPYKLUMOHM3MA UK
300pOBbIM CaMOBbIPa3UTENbHLIM CTPEMIIEHNEM K OLLYLLEHNIO KOHTPONS.

° Bpa)K,D,GGHOCTbZ CKITOHHOCTb UCMbITbIBATb THEB N CTPEMUTLCA HAHECTU Bpe
YeJlioBEeKYy uinu rpynne nuu.

2.45.2 Kputepum BKNOYEHUA/NCKIIOYEHUA

e Bknovatorces:

PT, o6o3Havalowme BbICOKUIA PUCK BpaXkaeBGHOCTN Unn arpeccum

PT, cogepxawue LLT ¢ BbICOKMM PUCKOM pa3BUTUS BpaxxaebHOCTN unm
arpeccuu

CuMnTOMBI/CMHAPOMbI, TECHO CBSI3aHHbIE C BpaxaebHOCTbo/arpeccuen,
KOTopble 06bIYHO ABNAOTCS YacTblo 6one3Hn (Hanpumep, PT, cBa3aHHbIe
¢ GunonsipHLIM PacCTPONCTBOM)

e lckniovatoTcs:

PT, cBsi3aHHble C cyuumnaom u camonospexaeHnem, a Takke PT,
CBSI3aHHblE C AeMEHUMNEN N JenupueM, NCKoYanncb BBUAY Hanuyus
SMQ ans 3TUX COCTOAHMN

PT, cBs3aHHbIE C NCUXO30M, KOTOPbIE HE TECHO CBSI3aHbI C
BpaxagebHocTbo/arpeccuen. (CywecTteyeT nHanemnayarnbHbeii SMQ
lMcuxo3bl u ncuxomuyeckue paccmpotcmea (SMQ)).

PT, cBsi3aHHble C ynoTpebneHnem ankorons 1 3anpeLeHHbIX Npenaparos,
MOCKOIbKY ManoBepoATHO, YTOObI OHM BbI3bIBANMCh NEKapCTBEHHbIMU
npenapartamu

MeTtabonuyeckme cMHAPOMbI (rMNepTUPEO3 U T.4.), KOTOpble MOryT
NPUBECTU K BpaxaebHocTu/arpeccuu, Obinm NCKIOYEHbI KakK CIIULLIKOM
HecneunuyHble

TepMuHbI, yKasblBaloLMe Ha NaLMEHTA KaK Ha XXepTBY NPecTynneHus nunm
arpeccyBHOro noBeAeHnst (koraa Gbino SICHO, YTO NauMEHT Obln XXepTBOW)

Bbinn ncknioveHbl TEPMUHBLI CO CIIOBOM «OCKOPONEeHnny, a He TEPMUHbI
Ans o6o3HaveHus 3noyrnompebrieHul, NOCKONbKY OHWM Bpsag niv byayT
caMoCToATENbHbIMU. T€M HE MeHee, B HEKOTOPbIX Ba3ax AaHHbIX MOXET
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noTpeboBaTbCA BKIOYMTbL 3TV TEPMUHbI, MOCKOSbKY ONpeaeneHHbIe
MeTOAbl KOANPOBAHUSA MOTYT BKIHOYATb TEPMUH CO CIIOBOM
«OCKOpBOneHnn» BMeCTo «3noynotpebneHme.

— TepMUHbI, KOTOpbIE He ABMSTCA cneundruyeckuMmn ans arpeccumn

2.45.3 lMpumMeyaHusi No BHeAPEHUIO U (UTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

BpaxdebHocmeb unu agpeccusi (SMQ) coaepXuT TEPMUHBI Y3KOrO M LUMPOKOTO NOUCKOB.
MoapobHblie npumeyaHns npueeneHsbl B pasgene 1.5.2.1.

2.45.4 MepevyeHb UCNONMb30OBAaHHOM Hay4YHOW nuTepaTtypbl onsa BpaxdebHocmb
unu agpeccusi (SMQ)

e Dorland's lllustrated Medical Dictionary, 29th Edition, 2000.
e The On-Line Medical Dictionary, CancerWEB project, Dec 1998.
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2.46 T'vneprnukemMus unu BnepBble BbIABMNEHHbIN caxapHbii gnabeTt (SMQ)

(paboyas Bepcus, mapt 2006 roga)

2.46.1 OnpepeneHue

e [lnarHos «caxapHblin AnabeT», Kak NpaBuo, OCHOBLIBAETCS Ha NOBbILLEHUN
YPOBHS [MH0KO3bl B Nia3mMe HaToLaK U YPOBHS MMIOKO3bl B Nria3me B nobon
MOMEHT BPEMEHW B COYETAHUN C KNAaCCUYECKUMU CUMNTOMaMM.

e [mnepravkemus npu caxapHom anabeTte BO3HMKAET B pe3yfbTaTe CHKEHUSA
CeKpeuun NHCYNNHA, CHUXKEHUSA NOTPebneHns rMoKo3bl UNN YBENNYEHWS
BbIpabOTKM IMOKO3bI.

CaxapHbi gnabert | Tvna:
- Okono 10 % Bcex cnyyaes;

- [edvumnt nHcynuHa B pesyrnbTarte ayToMMMYHHOrO paspylieHus beta-
knetok (Tun |A) unu nagnonatmnyeckun (tun 1B).

CaxapHbi gnaber Il Tnna:
- Okono 90 % Bcex cnyyaes;

- [eTeporeHHoe HapylleHe MeTabonuama rioKo3bl XapakTepuayeTcs
PasnUYHbIMK CTENEHSAMU PE3UCTEHTHOCTU K UHCYINHY, HapyLUEHUEM
CeKpeLun MHCYN1Ha 1 YBENMYEHNEM BbIPabOTKM FMHOKO3bl B NMEYEHM.

O6a T1na BKMOYaKT HAacNeACTBEHHYIO NPeapacnoNOXeHHOCTb:
- B cnyyae tvna | umeeTca Bo3gencTeme okpyxarollen cpeabl;

- B cnyyae tuna Il BkntovaeT goakTopbl pucka (Hanpumep, OXXUpPEHNE).

,El,pyrl/le MeHee 4YacCTble 3TUOJIOTUNn:

- Cneumnduyeckme reHeTUYeckme HapyLLIeHNst Cekpeuun unm AencTBus
WHCYNWHa

-~ 3aboneBaHnsi 3K30KPUHHOW YaCTW NOAXKENYAOYHOW Xenesbl (Hanpumep,
XPOHUYECKMI NaHKpPeaTunT)

— OHOOKpUHONATMKM, NPOAYLMPYIOLLNE NHCYIIMHOBBLIE KOHTPPErynaToOpHbIe
ropMoHbI (Hanpumep, cMHapom KyLumHra)

- BupycHble nHdekuyumn (Hanpumep, UMTOMEranoBupyc)
- OnpegeneHHble NekapcTBEHHbIe NpenapaThl U XMMUYECKNE BeLLecTBa

-~ CBsi3aHHble C APYTMMU reHETUYECKMMN CUHOPOMaMn (Hanpumep, CUHAPOM
[ayHa)
- OcnoxHeHune B npnbnuantensHo 4 % cnydvasx 6epeMeHHOCTH

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 146
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

e [lpumeHeHMe npenapaToB GbINO CBA3aHO C MMNeprinMkeMmnent, Kotopas MoXxeT
nporpeccupoBaTh 40 Ha4yana caxapHoro gnabera:

- MOXeT nmutuposatb | unu Il Tun.
- MexaHusmsl:

o YMeHbLUueHMe BbIpabOoTKM MHCYNMHA, UHIMOMpPOBaHME CeKpeLmm
WHCYNMHa N CHWKeHne obbema GeTa-kneTok (Hanpumep,
LMKITOCMOPUH);

o AyToMMMYyHHOe paspylleHne 6eTa-KneTok n yBennyeHme TMTpoB
aHTUTEN K MHCYNUHY (HanpuMmep, UHTEPNENKNH-2);

o [niokoHeoreHes co CTUMYMSILMEN TOPMOHAMUN U CHUKEHME
YyBCTBUTENBHOCTY K MHCYNMHY (Hanpumep, rioKOKOPTUKOCTeEpouabl);

o CHMXeHne YyBCTBUTENBHOCTU K MHCYNMHY (Hanpumep, UHIMGUTOpbI
npoTeasbl);

- YacTo obpaTtum nocre npekpalleHnsa npuema nekapcTBeHHOro npenapara
NN MOXET KOHTPONMPOBAaTbLCA NepoparnbHbIMU NPoTUBOAMabeTUYECKNMN
cpeacTBamMu 1 (M) MHCYINTMHOM.

YacTble cuMnTOMbI: NONMAMNCUS, nonudarus, Nonnypus 1 notepst Beca

[pyrne metabonuyeckne HapyLIEHNS: rMNepxonecTepmHemms n (unm)
rmnepTpurnMuepmaemms

KoHueHTpauuun nHcynmHa:
- Hwnskas npu tnne |

— Bebicokas B camom Havane Bo Bpemsi Tuna ll; cHukeHne no mepe
nporpeccupoBaHus 3abonesaHuns

OcTpble 0CNOXHEHUS:
- [wabetnyecknin ketoaunaos (AKA), ocobeHHo Tun I;

- HekeTtotnyeckoe runepocmonsipHoe coctosiime (HKIFC), B yacTtHOCTH
anabdert Il Tuna;

o O6a MOTYT NpMBeCTU K HEBPOJ1IOTNM4YECKMM CUMITTOMAaM, B TOM 4YUCIIE K
KOMe.

e [lonrocpoyHble OCMOXHEHUS NPEACTaBNSAT cobo MUKPOCOCYAUCTbIE
(Hanpumep, peTMHoNaTUIo), MakpOCOCYAUCTbIE (HanpumMep, aTepockrepos
KOPOHaPHbIX apTepwuii) 1 HeponaTuyeckne (Hanpumep, napecTesnn).

- MwukpococyauncTble apekTbl, NO-BUOMMOMY, CBA3aHbI CO CTENEHbIO
rMNeprrivkeMmnm.

- MakpococygucTtble acbdekTbl MOryT BbITb CBA3aHbI C XPOHNUYECKOM
rmneprivkeMmen n BO3MOXHbIMU APYrMMuM COMyTCTBYOLWNMU dhakTopamMu
(Hanpumep, rMnepTeHs3nen).
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2.46.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarotcs:

— TepMuHbl, 0603HavatoLWmne OCTpblie NPOSBEHNA caxapHoro anabdeta /
rMneprivkeMmnm

- [pyrve TepMuHbl, 0603HavatoLme:
o CaxapHbli AgnabeT 1 OCHOBHbIE OCMOXHEHUS

- HapyweHns meTabonuama MHCYNMHA UK FOKO3bl OXXNMOATCSA Y
NnauMeHTOB C caxapHbiM AnabeTom UM rmneprivkemMmnen

— TepMUHbI C KOPHAMU «anabeT-», «IMKo3a», «UHCYNUHY, KKETOHY» U
«KeTo3»

- bBbonbwunHcTBO TepMmuHoB npusenu Kk HLGT HapyweHuss memabonu3ma
2/110K03bI (8KI1. caxapHbIl duabem)

- K TEPMUHAM Y3KOro noncka OTHOCUITNCb T€, KOTOPblEe CHUTAIIUCb O4YEHDb
CI'IeLl,I/IC*)I/I‘-IeCKI/I CBA3aHHbIMW C HOBbIM AMArHO030M UI NMPOABIEHUAMMN,
npu3HakamMmm nin cCMMnToMamum BnepBbli€ BO3SHUKLLETo CaxapHOro anaberTa.

- TepMI/IHbI LLUIMPOKOIo NOnUCKa, TakxXe yKa3biBatolmne Ha Bnepsbie
BO3HUKLLMIA anabeT, HO MeHee CI'IeLI,I/Id)VI‘-IHbIe 054 Hero

e lckntovatoTcs:

- TepMI/IHbI, obo3HavatoLwme OONnrocpo4Hble OCNOoXHEeHUA

2.46.3 lMpumeyaHusi NOo BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

lunepanukemus unu enepable 8bis8NeHHbIU caxapHbil duabem (SMQ) conepXxut
TEPMUHbI Y3KOrO M LUMPOKOro NOUCKOB. MoapobHble NpuMeYaHns NpuBeLeHbI B
pasgene 1.5.2.1.

2.46.4 lMNepe4vyeHb UCNONIbL30BAaHHOW Hay4YHOMW nuTepatypbl Ana lunepanukemusi
usu enepesbie 8bisiesIeHHbIl caxapHbil duabem (SMQ)

e Oki JC and Isley WL. Diabetes mellitus. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill:
New York, 2002. pg. 1335-1358.

e Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine (15th
Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New York,
2001. pg. 2109-2137.

¢ Vanrenterghem YFC. Which calcerineurin inhibitor is preferred in renal
transplantation: tacrolimus or cyclosporine? Curr Opin Nephrol Hypertension
1999; 8(6):669-674.
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Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia gravis,
myositis, and insulin-dependent diabetes mellitus by high-dose interleukin-2 in a
patient with renal cell cancer. J Immunother 2002; 25(4):373-378.

Costa J. Corticotrophins and corticosteroids. Meyler’s Side Effects of Drugs
(14th Ed). Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1364-1395.

Coates P. Miscellaneous hormones. . Meyler's Side Effects of Drugs (14th Ed).
Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1520-1526.

Heck AM, Yanovski LA, and Calis KA. Pituitary gland disorders.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert
RL, Yee GC et al (Eds). McGraw-Hill: New York, 2002. pg. 1395-1411.

Currier J. Management of metabolic complications of therapy. AIDS 2002;
16(Suppl 4):S171-S176.

Fantry LE. Protease inhibitor-associated diabetes mellitus: a potential cause of
morbidity and mortality. JAIDS 2003; 32: 243-244.

Henderson DC. Atypical antipsychotic-induced diabetes mellitus. CNS Drugs
2002; 16(2):77-89.

Citrome LL. The increase in risk of diabetes mellitus from exposure to second-
generation antipsychotic agents. Drugs of Today 2004; 40(5):445-464.

Melkersson K and Dahl M-L. Adverse metabolic effects associated with atypical
antipsychotics: literature review and clinical implications. Drugs 2004; 64(7)701-
723.
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247.1

2.47.2

2.47 T'vnepyyBcTBUTENbLHOCTL (SMQ)
(paboyas Bepcus, mapt 2013 roga)

OnpepeneHue
Llenb atoro SMQ:

— CnocobcTBoBaTh NOUCKY B 6a3e AaHHbIX CrlyYaeB rmnepyyBCTBUTENBHOCTH
UNn annepruyecknx peakumii, NoTeHUManbHO CBA3aHHbIX C
npenapaTtoM/BakLUUHOW, ANS NNaHOB yNpaBreHnsi pyuckamu, Nepuoanyeckmnx
OT4YeTOB Mo 6€30MacHOCTU NieKapCTBEHHOIO cpeacTBa U ApYrMx BUAOB
AEeATENbHOCTN NO MOHUTOPMPOBaHMNIO 6Ge30MacHOCTM NpoayKTa.

- [MpegHasHayeH 4ns noucka BCeX BUOOB CryYaeB, BO3MOXHO CBA3AHHbIX C
rMNepYyBCTBUTENbHOCTLIO / anmneprryeckuMm peakumnsiMm;

- SMQ He npegHasHayeH Ans pasrpaHNYeHns pasnnyHblX BUOOB peakumii
rMnepyyBCTBUTENBHOCTU, HanpuMep ans knaccudukauumn Kymbea.

Yxe cywectsyeT psa SMQ ons cneuyndunyecknx anneprmyecknx CoOCTosiHUM
(Hanpumep, AHagbunakmudeckas peakuyusi (SMQ), AHauoHespomu4eckul omek
(SMQ))

TepMUH «rMNepyYyBCTBUTENBHOCTbY YacTO MCMNONb3yeTcsl Hecneumndunyeckn ons
onvcaHmsa 60rmbLLOro KoniM4yecTBa COCTOSAHUI, CBA3aHHbIX C NATOMNOrMYeckn
YCUINEHHOWN peakumen opraHmaMa Ha MHOPO4HOE BELLECTBO.

- bonee cneungunyeckoe ncnonb3oBaHne — Ans annepruyecknx peaxkumm
BCEX TUMOB.

MHorne TepMuHsbl, BKIOYEHHbIE B [UnepyysecmeumernibHocms (SMQ), He
NO3BOMSIOT pa3rpaHNyYMBaTh rMNepPYyBCTBUTENBHOCTL / annepruieckne peakumm
W Opyrue npuynHbl HOMBUAYANBbHOIO SBIEHUS, 1 NO3TOMY Heobxoanm
AanbHENLWNN aHanua cry4aes, U3BNeYEeHHbIX C MOMOLLbIO 3Toro SMQ.

Kputepun BKnoYeHUA/MCKNoYeHus
BkntovatoTca:

- Bce TepmuHbI, ykasbiBatoLmMe Ha NOTeHUManbHyo rmnep4yBCTBUTENBHOCTL /
annepruyeckmne CoOCTosHUS, CBSA3aHHbIE C NPUMEHSIEMbIMU NEKAPCTBEHHbLIMU
npenapatamu / BakuMHamMmn 1 Apyrumm MeavLMHCKUMMK U3aenmsimm

o Y3KuUnN — COCTOSIHUS, AN KOTOPbIX anneprna ABndetcd oaHOW 13
OCHOBHbIX MPUYUNH

o) UJI/IpOKI/IIZ — COCTOAHUA, ONA KOTOPbIX Apyrne Nnpu4vnHbI bonee BEpPOATHbI

- TepMuHbI Anst 0603HaYeHns pe3ynbTaToB NlabopaToOpPHbIX U
WHCTPYMEHTanbHbIX UCCreoBaHWi, yKasbiBaoWUX Ha
rMnepYyBCTBUTENbHOCTbL/annepruio
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NMPUMEYAHWE. B page cny4vaeB ans SBNeHUn, UMeLmMX CXogHoe
deHoMeHoornYeckoe nNposifieHne, Hekotopsle PT BknNoYanncb NMbo Kak TEPMUHBI
Y3KOM, MO0 KaK TEPMUHbI LULMPOKOW 06n1acT NPUMEHEHUS, a HEKOTOPbIE COBCEM HE
3aBUCENM OT BEPOSATHOCTU CBSA3M C BBEAEHNEM NeKapCTBEHHbLIX NpenapaToB / BaKUMH.

Wckniovarotcs:

TepMUHbI Anst 0603HaYEHUS ayTOMMMYHHbIX HapYLLEHWIA.

o Ecnu Bce xe HeoBXxoaMMO BKNIOYNUTL B MOUCK 3TN COCTOSHUSA,
nonb3oBaTento npeanaraetca obpatutecsa K HLGT AymoumMmyHHbIe
HapyweHusi, B KOTOPOM €CTb MOfHaga rpyrnna Takux TePMUHOB.

TepMuHbl Anst 0603HaYEHNsT OTTOPXKEHUIN TpaHCNaHTaTa, npu
HeobGxoaumocTu, oxeaTtbiBatotcs HLT OmmopixeHust mpaHcrnnaHmama

TepMuHbI Ans 0603Ha4YEHUS NONOCUHKPA3UYECKUX PeaKLUNA.

o Ecnu tpebytoTca 3T TepMUHbI (peakunn, npegcrasnsaowme cobon
aHOMarnbHY peakumnio Ha NEKapCTBEHHbIN NpenapaT, He BbI3BaHHYHO
annepruen), nonb3oBaTesnto npeanaraetca obpatutbes kK PT Peakyus
UOGUOCUHKpa3uu rpu npUMeHeHuUU rpenapama

TepMUHbI Anst 0603HaYEHUs anneprumn, CBs3aHHbIe ¢ APYIrMMU NpUYMHaAMU
(Hanpumep, Ha XMBOTHbIX, NPOAYKTbI MUTAHUS U T. N.)

TepMuHbl 4ns 0603HavYeHns NpounNakTnKm

TepMuHbI Ans 0603HaYeHUs! KpanBHULbI, OTHOCSALLMECS K NPUYMHAM, He
CBSI3aHHbIM C NeKapCTBEHHbLIMU NpenapatamMu / BakLMHaMM

2.47.3 MNepeyeHb MCNoJSIb30BaHHOWM Hay4HOWM nutepartypbl ans
lunepyyecmeumensHocmb (SMQ)

[He ykasaHa]
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2.48 TIvnepTteH3usa (SMQ)
(pabo4as Bepcus, ceHTs16pb 2008 roga)

2.48.1 OnpepgeneHue

'MnepTeH3na onpegenseTca Kak BbICOKOe apTepuanbHoe AaBneHue.
MpuynHbI:
- HensBecTHbI (3CcCeHumanbHaga nnu nanonaTnyeckas runepTeHauns);

-~ CBaA3aHbl ¢ gpyrMmu nepBuYHbIMK 3abonesaHnaMm (BTopuyHas
rmnepTeH3uns).

PaanuyHble kpuTepum ansa ee nopora sapbupytotcs ot 140 mm pT. CT.
cuctonuyeckoro 1 90 mm pT. cT. gnactonudeckoro go 200 mm pT. CT.
cuctonumyeckoro n 110 mm pT. CT. AMACTONMYECKOro AaBNEHUN.

CornacHo pekomeHgauuam ESH/ESC no runepteHsnn 3a 2003 rog n
HaunoHanbHoro LeHTpa uccnegoBaHns cepaua, nerkux n kposm (NHLBI),
onTuManbHoe apTepuanbHoe gasreHne coctasnsiet meHee 120/80 mm pT.CT.
MpernnepteH3nsa onpenendeTcs Kak aptepuanbHoe gasneHne 120-139/80—
89 MM pT. CT.

Bonee HoBble onpeaeneHnst XxapakTepuayT MrMNepTEH3NI0 Kak CrOXHbIN
MPOrpeccupyoLLnii cepaeyHO-CoCyaNCTbIA CUHOPOM.

BonbWNHCTBO NauMeHTOB He 0GHapPYKMBaOT CUMMNTOMOB 3aborneBaHus;
rMNepTeHs3ns onpeaenseTcs TONbKo NyTeM U3MepPeHUst apTepuarnbHOro
AaBneHus.

[Mpn3HaKn n CMMNTOMBI:
—~ [onoBHas 60nb (TOMBLKO NPU TSXKENOWN TMNEPTEH3UN).

- [pyrve, BO3MOXHO, CBSI3aHHbIE C HEW Kanobbl: FoNoBOKPYKEHUE,
nokpacHeHue nuua, NnpexxaeBpemMeHHast yTOMsieMoCTb, cepaLebneHmne
HEPBO3HOCTb.

- XanoGbl, cBA3aHHbIE C NOpa)keHneM COCyA0OB: HOCOBOE KpOBOTEYEHME,
remMaTypusi U MOMyTHEHWE 3PEHMS.

- YacTble nposiBNeHnst rmnepToHMYeCcKnx Kpu3os: 60nb B rpyau, ogpbllika u
HEeBPOJSIOrM4yecKkoe paccTponCTBO.

- Hesponorunyeckme nposiBneHns: ronoBHas 60nb € 3aTbINIOYHON
nokanuaaumen, uepedpanbHbli UHPAPKT UM KPOBOU3NNAHNE,
HapyLLeHWe 3peHNa Unu runepTeH3nBHas aHuedanonaTuns.

Mpu NepBUYHON rMNEPTEH3UN PaHHME NaTONOrMYeckue N3MeHEHUs! He
NpoucxoaaT. B KoHe4YHOM uUTore pasBuBaeTCcs reHepann3oBaHHbIN
apTepPUONSAPHBIN CKNEpo3, B YaCTHOCTU B NMoYKax.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0

152

MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

MMnepTeH3na aBnaeTcs BaXXHbIM (PaKTOPOM pucKa cepaevHO-CoOCYyaUCTbIX
SIBMEHUN, TAKNX KaK MHPaPKT MMOKapaa n MHcynbT. Heobxogmma paHHAas
ANarHocTuKa n nevexHue.

2.48.2 Kputepumn BKNOYEHUA/NCKNIOYEeHUNA

BkntovatoTcs:

Bce TEPMUHbI, OTHOCALLMNECA K TOMY, YTO onpeaendeTcd Kak
I'IepBVI‘-IHaFI/GCCGHLlVIaHbHaﬂ/Vlﬂ,VIOHaTVIquKaﬂ rmnepTeH3nd

BTOpW—IHbIe (*)OprI rmnepTeH3nn, Harijpumep, Bbl3BaHHbIE Ba3opeHaan0|7|
rmnepTeHsmeVl N NapeHXnmMmaTo3HbIMA 3aboneBaHnamMu, unm rTMNepTeH3nn,
BbI3BaHHOM QHOOKPUHHBIMU NPUYNHaAMN, €CIi YKa3aHO KaK TakoBOe

PT Memab6ornuyeckuli CUHOPOM, MOCKOSbKY FMNepPTEH3Us ABMNSeTCS
4acTblo onpeaeneHns

rI/II'IepTeHSVIBHbIe HapyLweHund, cBA3aHHbIe C 6€peMeHHOCTbFO

AHOMarbHble 3Ha4YeHNS, CBA3AHHbIE C aKTUBaLMEN pPEeHnH-
aHMOTEH3NHOBOW CUCTEMBI

AHOManbHbI€ 3HAYEHMUST CUMMATOMUMETUYECKNX TOPMOHOB /
HenpomeauaTopos

[narHoctnyeckne MapKepbl U TEPMUHbI METOOOB J1e4eHnA O
rmnepTeH3nn

TepMUHbI, OTHOCALLMECSH K ULLEMUYECKNM NOPaXEHNSIM OpraHoB, Npwu
YCIOBUK, YTO TEPMMHbLI COAEPXKAT CMTIOBO «IMMEPTEH3NBHAsS» KaK YacTb
KoHuenumun. [Ina nonHoro Habopa BO3MOXHbIX TEPMUHOB, OTHOCALLIMXCA K
NLLEMNYECKMM NOPaXXeHUsIM OpraHoB, HeobxoaMmo ncnonb3oBaTb 6onee
cneunduydHole SMQ, Hanpumep, Nwemuyeckasi 6onesHb cepdua (SMQ),
HapyweHusi M03208020 KpogoobpalieHus u namosoausi cocydos
205108HO20 M0o32a (SMQ)

NcknovaroTtes:

BpoxaeHHble COCTOAHUSA/HaPYLLEHUS, KOTOPbIE MOTYT ObITb CBSI3aHbI C
rmnepTeH3nen unu NPUBOAUTb K HEN

JleroyHas rmnepTeH3nd, nopTaribHad rminepTeH3nd, BHyTpu4depenHas
r’mnepTeH3nd, BHyTpurnasHad runepTteH3nd, a Takkke nx cneumd)mqecme
Npu3Hakm n CMMNTOMbI

MeauunHCKMe COCTOSIHUS, BKMOYas OTAaneHHoe AeCTBME Ha OpraHbl,
KOTOpble MOXeT ObITb CrieaCcTBMEM TMNEPTEH3MU, HanpuMmep NHAaPKT
MUOKapAa, UHCYNbT, aTepoCKNepos, ECNN TOSNbKO CINOBO
«rMNepTeH3nBHas» He ABMNAETCS YacTbio KOHLENLMN.
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- HeBponoruyeckoe nposiBrieHMe rmnepTeH3nBHON dHLedanonaTtum npu
3r10Ka4YeCTBEHHOM rMnNepTeH3nn, HanpumMmep OTeK rofIoBHOro Mo3ra,
cygoporu, koma

— CeppaeyHo-cocyancTble hakTopbl pucka, Hanpumep, LeHTpanbHoe
OXWpEeHWe, caxapHbli AMabeT, KypeHue, rmnepnunuaemMmm u MHorme

npyrve

— O6bl4HO Habnogaemble NPU3HaKN M CUMNTOMbI FTMNEPTEH3UK, Hanpumep,
ronoBHasi 605b 1 roNoOBOKPYKEeHME

- TepMI/IHbI, OoTHOCALWMEeCA K NoTeHUManbHbIM NpU4YnHam BTOpI/I‘-IHOI?I
rTMNepTeH3nmn

NMPUMEYAHUE. Nonb3oBaTtenam atoro SMQ AomkHbl paCCMOTPETb BO3MOXKHOCTb
novcka TEPMUHOB AN 0603HAYEHUSA 3TUOSOrMK, NMPU3HAKOB 1 CUMMNTOMOB, a TaKXKe
nocreacTBum, KOTopble UCKNYeHb! n3 aToro SMQ (cm. Tabnuuy 2 B UCXoaHOM
aokymenTauum PIC CIOMS), ecnun runepTeH3nst MOXET ObiTb HOBbIM CUTHAIIOM.
Monb3oBaTeny MOryT Takke pacCMOTPETb BO3MOXHOCTb MCNONb30BaHMsA apyrux SMQ,
Takux Kak Mwemuyeckas 6onesHb cepdua (SMQ) v HapyweHusi M03208020
KpogoobpauweHusi u namosiogusi cocyodos 20/108H020 Mo32a (SMQ) Ans BbiABNEHNs
nocneacTBuiA TMNEPTEH3NN.

2.48.3 lMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

l'unepmen3usi (SMQ) cogepXuT TEPMUHBI LLUMPOKOrO U y3KOro NonckoB. [NoapobHble
npumMeYaHus npmeeaeHsl B pasgene 1.5.2.1.

2.48.4 lMepeyeHb UCNONb30BaHHOM Hay4YHOW nuTepartypbl agna [unepmeH3usi

(SMQ)
e Journal of Hypertension 2003, Vol 21 No 10.
e Journal of Hypertension 1999, Vol 17 No 2.
e Harrison’s Principles of Internal Medicine, 16" Ed (2005). Part 8, Sect. 4.
e Dorland’s Medical Dictionary, 30" Edition, 2003.
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2.49 TI'vnornukemus (SMQ)
(paboyas Bepcusi, mapt 2016 roga)

2.49.1 OnpepeneHue

e [MNornnkeMus xapakTepusyeTcsi CHUKEHNEM YPOBHS MOKO3bl B Nnasme 4o
YpOBHS (06bI4HO MeHee 50 mr/an), KOTopbl MOXET NPUBOAMUTL K MOSABNEHNIO
NMPU3HAKOB NN CUMNTOMOB (Hanpumep, U3MEeHEeHWsi NCUXMYECKOro cTaTyca).
'MnornvkeMusi 06bIYHO BO3HUKAET MU3-3a HapyLLUEHU B MeEXaHn3max,
3a4eNCcTBOBaHHbIX B FOMEOCTa3e rioKo3bl.

— [Mpwu anarHocTnpoBaHuM rmnornMkemMun obbidHO HabnaaeTcs «Tpuaga
Yunnna» B BUAe HU3KOro YPOBHS caxapa B KPOBU, HANMYUs CUMMNTOMOB U
KynMpoBaHMs 3TUX CMMMTOMOB, KOrja ypoBeHb caxapa B KpoBu
BOCCTaHaBNMBaETCsA 4O HOPMbI.

- WcTtuHHas vactota cnydaeB coctasnseT 5-10 % nauneHToB ¢ CUMATOMaMu,
YKa3blBaloLLMMWN HA TMMNOrMMKEMUIIO, MPU NEPBUYHOM 0BCnegoBaHnN.

- Tvnornukemmnyeckne CUMNTOMbI CBSAA3aHbl C CUMMNATUYECKONM akTMBaLUMENn 1
ANCYHKLMEN FONIOBHOIO MO3ra BCNEACTBUE CHUMKEHWUS! YPOBHSI TITHOKO3bI.
3TOo NpMBOAMT K NOTAMBOCTU, CEPALEONEHMNIO, TPEMOPHOMY COCTOSIHUIO,
TPEBOXHOCTU U ronoay. CHUXeHUe AOCTYMHOCTU IM0KO3bl B FONIOBHOM MO3re
(HEMpPOrNNKOMNEHNS1) MOXET Bbl3blBaTb CMYTAHHOCTb CO3HaHWUS, TPYAHOCTU C
KOHUEHTpaumen, pasapaxXMTenbHOCTb, rannoumMHaLnmn, o4aroBble
HapyLUeHUs1, KOMY U, KOHEYHOM cYyeTe, CMepTb.

e PasnnyHble C*)OprI N NMPUYnNHBbI TMNOTMMKEMUN BKIMTHOYAKOT:

— JlekapcTBeHHble nNpenapaTbl — 3TaHO/, ranonepuaosn, NeHTaMUanH, XUHWH,
canuuunarbl, cynbgoHamuabl («ekapcTBEHHbIE CynbdamuaHble
npenapaTbl») U nepoparnbHble TMNOrnInkeMmyeckne cpeactea Obinm CBsi3aHbl
C MMMOrnNUKeMUeENn, Kak 1 MHOrve Apyrue npenaparbl.

- CkpbITOe ucnonb3oBaHue / 3noynotpebdnenne cyppoHMIMOYEBUHON —
CaMOCTOSATENBHO CNPOBOLMPOBaHHAs MMMNOrMMKEMUS, KOTOpasi MOXeT
HabntogaTbes y paboTHMKOB cdepbl 30paBOOXPAHEHUS UMK Y
POACTBEHHUKOB, KOTOPbIE YXaXXMBatOT 3a YrieHaMu CEMbU, CTpadaloLwnuMm
anadetom.

— OK30reHHbIN UHCYNNH — HanpumMep, Onyxonun NogKenyao4Hon Xenesbl,
NpoAYLUMPYIOLLNE UHCYITMH (ONYXONM OCTPOBKOBBIX KNETOK) N He 6eTa-
KNneTo4YHble OnyXOonMw.
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'Mnornukemust nocne eabl — nguonaTuyeckas, Bcrneactane npobnem c
nUTaHWeM (Hanpumep, y NauneHToB C paHee NPOBEAEHHbIM XUPYPrniyeCcKnm
BMeLLaTeNbCTBOM B BEPXHUX OTAENax Xenyao4yHO-KULEYHOro TpakTa) unm c
BPOXAEHHOW (hePMEHTHOM HEQOCTATOYHOCTLIO (Hanpumep, HacneacTBEHHON
HenepeHOCUMOCTbLIO PPYKTO3bl).

'MnornnkemMmna HaTowak

o Heangobnactos aBnaetTca MegULMHCKUM TEPMUHOM A51s1 0603Ha4eHNs
rmnornukeMmnn, obycrnoBneHHON rmnePUHCYIMHEMNEN, KOTOPLIN
CBS3bIBAlOT C MNOBbILEHHOW OYHKLUMEN BeTa-KNeToK NoaXenya04HON
enesbl C OTKITOHEHNEM OT HOPMbl BHELLHErO BMUAa Npu
MMKPOCKOMNYECKOM MCCcreaoBaHuU. He Tak 4aBHO TEPMUH
«He3ngobnacTos3» Mcnonb3oBarncsa Ansa onMcaHus opMbl
NPUoBpPETEHHOIO NMNEPUHCYNIMHM3MA C rnepnnasnen beta-KneTok,
oBGHapyXeHHOro y B3pOoCHbiX, 0COBEHHO NOcne onepaunm Ha Xenyao4yHo-
KMLLIEYHOM TpaKTe.

o Takke MOryT BKNoYaTbCsa yHacneaoBaHHble (pepMeHTHbIe
HeLOCTaTOUYHOCTM M HapPYLUEHUS OKUCIEHNS XKUPHbIX KACIIOT.

Apyrumu npudnHamm runornvkeMmmn SBsITCA cnegyrowue:
AyTOMMMYHHas rMNorfMkeMmns

KpuTtnueckme 3aboneBaHus

dusmnyeckne Harpysku (naumneHTbl ¢ anabeTom)
bepemeHHOCTb

MoyeyHas rnoko3ypus

KeToTuyeckas runornnkemus y geteu
Hagnoye4yHvkoBasi HeAOCTATOYHOCTb
MMnonutyntapmnam

lonopaHue

ApTedakT npun nposBegeHMmM nabopaTtopHOro aHanuaa

O O O O O O O O O O

Cpeﬂ,CTBOM OnAa nevyeHna rmnorinnkeMnmn ABndaeTca rmrokKo3a. ,D,pyrvle
J1eKapCTBEHHbIE npenapartbl MOryT UCNoJ1Ib30BAaTbCA, UCXOOA U3
nepBonpuynHbl N conyTCcTBYOLWLNX CUMMNTOMOB.

2.49.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUNA

BkntovatoTca:

TepMUHbI ANt 0603HaYEHUS pa3fMyHbIX OPM TMMNOrNIMKEMUK, KOTOPbIE, Kak
npaBumno, BKNOYAKT CMOBO «TUMOMMUKEMUSI» UM BapuaHT CroBa
«TUMNOIMIUKEMUSA» B TEPMUHE

TepMUHbI Anst 0603Ha4YEHNss COOTBETCTBYHIOLLMX pe3ynbTaToB f1abopaTopHbIX
nccnenoBaHuii, NOATBEPXKAALWMNX ANArHO3 «TUMOrTIUKEMUSI»
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TepMI/IHbI Ans obo3HaveHus XapaKTepHbIX NMPU3HAKoOB 1 CUMNTOMOB
rmnornnkemMmnmn

TepMVIHbI Ans obo3HaveHus COOTBETCTBYIOLLNX TEPANEBTUHECKNX

BMeLlaTesribCTB, KOTOPble MOryT yKa3biBaTb Ha cnyqa|71 rmnorsfinkemMmn.

e lckniovatoTcs:

2.49.3 lMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

TepMVIHbI Anst 0003HaYeHNs1 3TUOMNOMMIA TMNOTTIMKEMINN
TepMVIHbI Aanst obo3HaveHus BPOXOEHHbLIX C*)OpM rmnorrnmkemMmnm

TepMUHbI, OTHOCSALLMECS, MMaBHbIM 06pa3oM, K caxapHoOMy AvabeTy

TepMI/IHbI Ans obo3HaveHus HecneumcbmquKle CMMIMNTOMOB, KOTOpPbIE

BO3HUKAIOT MPU MMNOrMUKEMUN, HO HE OYEHb XapaKTePHbI U MOTyT
MOTEHUManNbHO BbI3blBaTb «LUYM» (Hanpumep, KOHUEenuuu, Takne kak
aHoMmarnbHoe NnoBeAeHVe, HeJoMoraHue 1 ycTanocTb)

lunoenukemusi (SMQ) cogepXuT TEPMUHbI Y3KOro U LUMPOKOro NoMckoB. [loapobHble
npumMmeYaHus npmeeaeHsl B pasgene 1.5.2.1.

LLInpokuin nonck cneayeT UCMONb30BaTb C OCTOPOXHOCTLIO, MOTOMY YTO, Kak NpaBuIo,
Hecneunduyecknii xapaktep NPM3HaAKoB U CUMMTOMOB MMMOTNIMKEMUN MOXET NPUBECTU

K dpoHOBOMY LUyMYy. Bo Bpemsi NpoBepkM TEPMUHBI LUIMPOKOI 061acTu NpuMeHeHUs

nokasanu HebonbLume pas3nnyna mexay noJioXUTErIbHbIM U OTpULUaTes1IbHbIM
KOHTpOsnem.

2.49.4 lMepevyeHb UCNONb30BaHHOM Hay4YyHOW nuTepaTtypbl Aana lunoanukemusi

(SMQ)

e Hamdy, O. Hypoglycaemia. Medscape Reference.
http://emedicine.medscape.com/article/122122-overview#showall

e Merck Manual, 17th ed.
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2.50 TI'vnokanuemusa (SMQ)
(paboyas Bepcus, mapt 2019 roga)

2.50.1 OnpepeneHue

e [uMnokanuemus — KoHueHTpauna kanus (K) B nnasme meHee 3,5 Maks/1,
Bbl3BaHHas AeduUMTOM 3anacoB Kanus B OpraHuamMe Unm aHomasibHbIM
nepemMeLleHem kanusa B kneTtku.®

e [Ipn4ynHbI:
— CHwmxeHune notpebneHus kanus
-~ YpesmepHoe BbigeneHne Kanusa n3 noYek nnm xenyao4yHo-KMWeYHoro Tpakra

- K npenapartam, KoTophble, kak M3BECTHO, BbI3bIBAKOT rMMNOKanMeEMuIo,
OTHOCATCS ANYPETUKN, cnabuTenbHble, NPOTMBOMUKPOOHbIE NpenaparThbl,
MUHepano- 1 rMioKOKOPTMKOUALI, a TakKe aroHUCTbl 6eTa-2-peuentopos.®?)

o KnuHunyeckne NPU3HaKn 3aBUCAT OT CTEMNEHN UCTOLLEHUA Karnna n MoryTt
BKInO4aTb:

— Mbiweynyto cnabocTb, MbllLEYHbIE Cra3Mbl, hacumKynaumm
- [MapanuTtuyeckyto HENPOXOANMOCTb KULLIEYHMKA
- [MnoBeHTUNAUMIO Y TMNOTEH3MIO (MPY TAXKESON rmMnokanuemMmm)

e WameHeHnsa Ha OKI, kak NnpaBuno, HabngawTcs, Korga YpoBEHb Kanus B
CbIBOPOTKE COCTaBNSAET < 3 MAKB/N, U BKIKOYaKOT B cebs

- CHwxeHune cermeHTa ST, genpeccuto 3ybua T 1 yBennyeHne amnnutyapl
3ybua U

-~ [lpu BbipaxxeHHON rmnokanuemmun 3ybel, T NOCTENEHHO YMEHbLUaeTcs, a
amnnutyaa 3ybua U ctaHoBuTCA BCe BonbLue

e [uMnokannemusi MOXeT Bbl3blBaTb apuTMnn, B TOM 4nucrne:

- [lpexaeBpeMeHHble COKpaLLeHWs XenygoyKkoB U npeacepavn,
Xenyao4KkoBYIO U NpeacepaHyto TaxmapuTMUIO N aTPUOBEHTPUKYNSPHYIO
6nokagy 2-1 unu 3-m cTenexHu

-~ B KoHe4HOM nTOre MoXeT BO3HUKHYTb (OMBpUNnsaumna xenynoyukos
e JleyeHue:

— C nomoubto nepopanbHbix 4ob6aBok kanus, B go3ax ot 20 go 80 Make/aeHsb,
€CNnun y NauneHToB HEeT naMeHeHnn Ha SKI™ nnmn Taxenbix CMMNTOMOB

- [pn rmnokanuemMmnyeckon apuTMmn Yepes LieHTparibHy0 BEHY BBOOAT
BHYTPUBEHHbIN XNOpuA Kanusi, Makcumym 40 M3IKB/Y 1 TONbKO Npu
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NOCTOAHHOM KapANOMOHUTOPUHIE; CTaHAapTHas B/B MHAY3ns 4OrmkHa 6bITb
He bornee 10 MaKB/.

2.50.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bkniovarorcs:

- Tele/IHbI, HenocpeacTtBeHHO OTHOCALLMECH K rmnokanimemMmn ninn notTepu
Kanusa

- J'Ia6opaTopr|e N MHCTPYMEHTAallbHblE UCCNEeNOBaHUA, HENOCPEOCTBEHHO
OTHOCALWMECA K CHMXKEHUIO UITN OTKITOHEHUIO OT HOPMbI YPOBHA Kalrind B KPOBU
UIn mo4ye

- JlaGopaTopHble M MHCTPYMEHTarbHble NCCNEAOBAHMS, TECHO CBSI3aHHbIE C
runokanuemuen, Hanpumep, IKM-uccnegoBaHnst, XxapakTepHble AN HU3KOro
YPOBHS Kanusi

- CepgaeyHble apuTMnK, XxapakTepHble A1 rMnokanmeMmm

- ,D,pyrme NPU3HaKm " CUMNTOMbI, HaCTO CBA3aHHbIE C HU3KUM YPOBHEM Kallnd,
TakKne Kak rmnoTeH3nd mn FI/II'IOBeHTI/IJ'IFILl,I/IFI)

e WcknwovaroTtcs:

-~ OuyeHb cneymdmryeckme n TECHO CBsI3aHHbIE MPUYUHBI rMnokanMemumn (Takue
Kak cuHAPOM DaHKOHM 1 NOYEeYHbIN TYBYnsapHbIA aungos)

- Hecneuunduyeckne npmMsHakm n CUMNTOMbI, CBA3aHHbIE C MbILILAMU, a TaKKe
aHoManum ToHyca

— TepmMmuHbl Ana 0603HavYeHMsa NabopaTopHbIX U UHCTPYMEHTAsNbHbIX
nccnegoBaHuin 6e3 kBanmdukaTopoB

-~ [lpn3Hakm n cMMnToMbI, CNabo CBsA3aHHbIE C HU3KUM YPOBHEM Kanus

- BpoxaeHHble dopMbl rmnokanemMmn

2.50.3 lMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNibTaToOB 3anpocoB

lunokanuemus (SMQ) cooepXnT TeEPMUHBI KaK Y3KOro, Tak 1 LUMPOKOro NOUCKOB.
MoapobHble npumedaHnsa NnpuBeaeHsl B pasgene 1.5.2.1.

2.50.4 MepeyeHb UCNONbL30BaHHOW Hay4HoOW nuTepatypbl Ana lunokanuemusi

(SMQ)

1. Merck Manual, Professional version; March 2018

2. Kardalas E. et al. Hypokalemia: a clinical update ; Endocr Connect 2018 Apr; 7 (4):
R135 — R 146. Published online 2018 Mar 14. doi: 10.1530/EC-18-0109
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2.51 T'vnoHatpuemus unu CHCAI (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.51.1 OnpepeneHue

e O rTMNoHaTpneEMnn coobLianoch B CBA3U C pas3nn4yHbiMn MeOULNHCKUMHA
COCTOAHNAMU, TAKMMWN KaK:

- HagnoyeyHnkoBasi He4OCTAaTOYHOCTb, 3aCTONHAs cepaedHas
HeOCTaTOYHOCTb, UMPPO3 NeYeHn, HedpPUTUYECKUA CUHOPOM,
rMNoTMpPeons, NCUXoreHHas NonMAaunNcusl, rMNepriiMkemMusi, octpasa unm
XPOHUYeCKas novYevyHasi He4oCTaTOYHOCTb, PBOTA, Anapes U CUHOPOM
HeaZlekBaTHOW ceKkpeuumn aHtuanypetmndeckoro roomoHa (CHCAT).

e [MNoHaTPUEMUSI MOXKET ObITb:

- [mnoBonemun4yeckomn: CBA3aHHON C runoBonemuen (B pesynbtaTe pBOThI
unu gnapemn)

- [unepBonemMunyeckomn: CBA3aHHOWN C rMnNepBosiEMUEN N OTEKOM (B
pesynbTate 3aCTOMHOM cepaevyHOM He4oCTaTOYHOCTUN UIn
HedpPUTUYECKOrO CUHAPOMA)

- W3oBonemuyeckomn: cBA3aHHOW C HOPMarnbHbIM UM YMEPEHHbIM
yBenuyeHnem obbema BHEKIETOYHOM Xnagkoctn (Hambonee yacrtas
npnynHa — CHCAT)

e CHCATI cBsi3aH ¢ pasnMyHbIM1 MEANLNHCKUMWN COCTOSIHUSIMU, TAKUMK KaK:

- HoBoobpasoBaHus (B 4aCTHOCTU, KApLUUHOMBI), HAPYLUEHNSA CO CTOPOHbI
ueHTpansHou HepBHon cuctembl (LIHC) (MHCynbT, BHYTpUyepenHoe
KPOBOU3MUAHWE UK remMaToma, aHUedanuT unu MeHNHIUT, NN OCTPbIN
MCUX03) UNWN HapYLLEHNsI CO CTOPOHbI Nerknx (MHeBMOHUS, Ty6epkynes,
acTma unm xpoHmyeckasi 06CTpyKkTnBHast 60nesHb nerkux).

e Kak runoHaTtpuemus, Tak u CHCAI Takke cBsi3aHbl C NPUMEHEHNEM
pasfinYHbIX JIEKApPCTBEHHbIX NpenaparTos, Taknx Kak:

- [lpenapartsbl, Bnusawwme Ha LIHC: Tpuuuknuyeckme aHTuaenpeccaHThbl
(TUA), uHrmbutopbl MoHoamuHokemaasbl (MMAQ), cenekTBHbIe
MHrMBuTOopbl 06paTHOro 3axearta cepotoHmHa (CMOSBC), TpaszoaoH,
NPOTUBOCYOOPOXHbIE NpenapaThl (B YaCTHOCTU, kapbamasenuH) u
HEeNpOnenTuKN;

- HectepougHbie npoTnBoBocnanuTernbHble npenapatsol (HIBIM) n
aueTaMnHoEeH;

- TwnasngHble anypeTnkm n dypocemua;
— CynbdOoHUNMOYEBUHBI (B YAaCTHOCTU, XnopnponamMmmg);

- WHrmbutopbl aHrmoTeHamHnpespatatowiero pepmerta (Arod);
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- MHorue npoTuBoonyxosnesble cpeacTsa (B YaCTHOCTU, Luknodgochamua).

e [MnoHaTpueMunsi 0ObIYHO OnpeaenseTcs Kak ypoBEHb HAaTPUS B CbIBOPOTKE <
135 maks/n.

- B cnyyae nerkon nnu nocteneHHO pa3BUBatoLLENCA MOXET BbITb
B6eccumMnToOMHON

- B cnyyvae taxenon (ypoBeHb HaTpusi B CbiBOpOTKe < 120 Maks/n) unu
BbICTPO pa3sBuBatoLLencs, HabnogarLwmecs NpUsHakm 1 CUMNTOMBbI
YKa3blBalT Ha BOAHYIO MHTOKCUKaLMIO.

o CuMNTOMBI OTEKa rofloBHOro Mo3ra: rosioBHasi 6onb, ncuxmyeckas
CNyTaHHOCTb, Ae30pueHTaums, aHUedanonaTms, Tpemop, HapyLleHus!
MOXOAKM, CyA0pOrn n koma.

o [pyrue cMMNTOMbI: TOLIHOTA, PBOTA M MbllleYHas crnabocTb Unm
cygoporu.

o [pyrve oTKNoOHeHUs NabopaTopHbIX NokasaTenen oT HoOpMbl (Hapsay
CO CHWXEHNEM YPOBHSI HATPUsi B CbIBOPOTKE): CHUXKEHUNE
OCMONSNBbHOCTY Ma3mbl, yBENUYEHME UMN YMEHbLUEHNE
OCMOSISANIbHOCTM MOYM 1 YBENTMYEHME UNN YMEHbLUEHWE KOHLIEHTPaLMK
HaTpusi B MOYe.

e [narHo3 «CHCAI» cTaBuTCA HA OCHOBE UCKINIOYEHUSA OPYTNX MPUYMNH
rmnoHaTpuemMmm

2.51.2 Kputepum BKNOYEeHUA/MCKIIOYEeHUA
e BknovatoTcs:
— TepMuHbl onsa 0603HaAYEHNSA CReayOLWNX KOHLENLNIA:

Hu3knin ypoBeHb HaTpUs B KPOBU

(@]

O

CI/IH)J,pOM HeagekBaTHOM cekpeunn aHTngnypeTmn4eckoro ropmoHa

NaGopaTopHble MoKas3aTenu CHWXKEHMSI KOHLUEHTpauuuM HaTpus B
CbIBOPOTKE

(@]

NaGopaTopHble NokasaTenu CHUXKEHUSI OCMOIATNIBHOCTM CbIBOPOTKU

O

o NabopaTopHble nokasaTeny M3MEHeHU KOHLEHTpaLWUM HaTpusl B Moye
o NabopaTopHble nokasaTenu M3MeHeHUn OCMOSISANIBHOCTM MOYM

— Y3kun nouck BknovaeT B cebs PT, HenocpeacTBEHHO CBSA3aHHbIE C
runoHaTpuemmnen, CHCAI n oTKNOHEHMEM OT HOPMbI NN CHUXKEHUEM
KOHLEHTpaLMN HaTPUA Unn aHTUONYpPEeTUYECKOro ropMoOHa B CbIBOPOTKE.

— LWwnpoknin nouck BkntovaeT B ceba gononHutensHole PT ans o6o3HaveHns
OTKITOHEHUSI OT HOPMbI YPOBHS 3NIEKTPOSINTOB B KPOBU MU
OCMONANBHOCTN, NN OTKIIOHEHMSI OT HOPMbI YPOBHS HaTpUs B MOYE U
OCMONSANbHOCTU, CBMAETENLCTBYOLWMNX O rmnoHatpuemun n (nnn) CHCAI
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e VcknwvarTcq:

- Cwm. MPUMEYAHUE Huxe OTHOCUMTENBHO CriyvaeB, U3BfEYEHHbIX C
nomoLlbo atoro SMQ.

NMPUMEYAHWME. OuarHoctuka runoHatpmemun n (unv) CHCAI 3aBucuT oT Hann4yus
COOTBETCTBYHOLLMX OTKITIOHEHMI NabopaTopHbIX NokasaTenien oT HopMbl. [1OCKOMbKY
3T nabopaTopHble aHanuM3bl, BEPOSITHO, BbIMOMHANMCE B pamkax anddepeHumnanbHOn
ANarHOCTUKM U BNOCHEACTBUM COOBLLAnNUChb, ecrniv Ux pesynbTatbl OTKNOHANNCL OT
HOpMbI A4na 6onee TskenbiX NPosiBNeHnn co cTopoHbl LIHC aTMx cCOCTOAHUI (Takux Kak
CyOoporn unu Koma), cryyau, B KOTOpbIX COOOLLANOCh O TakMX TSXKESbIX NPOABEHUSIX,
a Takke He coobLLanocb 0 COOTBETCTBYIOLNX aHOMarbHbIX JTabopaTopHbIX
pesynbTaTax, UCkntoYeHbl n3 atoro SMQ. AHanornyHbiM o6pasom, criydaum, B KOTOPbIX
coobLLanocb 0 MeHee BbIpaXKeHHbIX NPOSIBIIEHUNAX (TaKMX Kak TOLWHOTA, pBOTA,
CMyTaHHOCTb CO3HAHWUA UK ronoBHasa 6orb), a Takke He coobLanock o
COOTBETCTBYHLUNX aHOMarbHbIX pe3dyrbTaTax nabopaTopHbIX UCCIeAOBaHUN, TakKe
NCKItoYEeHbl M3 3Toro SMQ, NOCKOSbKY, €CNN MeHee BblpaXXeHHble CUMMNTOMbI SIBNSAOTCSA
€0MHCTBEHHbIMU PErMCTPUPYEMbBIMWN ABMEHUSMU, OHU, BEPOSTHO, ByayT
HenHdopmaTUBHbLIMK M ByAyT coaepaTb HELOCTAaTOUYHYH MHAOPMALMIO AN OLIEHKM
BO3MOXHOW ponu runoHatpuemmm n (unn) CHCAI B 3TMONoOrm permctpmpyemMbix
ABNEHUN.

2.51.3 lMpume4vyaHus N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

lunoHampuemus UM CHCAI (SMQ) cogepXvT TEPMUHbI LUIMPOKOTO U Y3KOrO MOUCKOB.
MoapobHble NnpumedaHnsa NpuBeaeHsl B pasgene 1.5.2.1.

2.51.4 Mepe4yeHb UCNOSIL3OBAaHHOW Hay4yHOW nuTepaTtypbl ana 'unoHampuemusi
UJIN CHCAT (SMQ)

e Foote EF. Syndrome of inappropriate antidiuretic hormone secretion and
diabetes insipidus. Drug-Induced Diseases: Prevention, Detection, and
Management. Tisdale JE and Miller DA (Eds). American Society of Health-
System Pharmacists: Bethesda, MD, 2005. pg. 611-624.

e Joy MS and Hladik GA. Disorders of sodium, water, calcium, and phosphorus
homeostasis. Pharmacotherapy: A Pathophysiologic Approach (5th Ed).
DiPiro JT, Talbert RL, and Yee GC et al (Eds). McGraw-Hill: New York, NY.
2002. pg. 953-979.

e Robertson GL. Disorders of the neurohypophysis. Harrison’s Principles of
Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al
(Eds). McGraw-Hill: New York, NY. 2005. pg. 2097-2104.

e Singer GG and Brenner BM. Fluid and electrolyte disturbances. Harrison’s
Principles of Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci
AS et al (Eds). McGraw-Hill: New York, NY. 2005. pg. 252-263.
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2.52 T'MNOTOHMYeCKU rMnopeakTuBHbIN anu3opn (SMQ)
(pabo4as Bepcus, ceHTs16pb 2011 roga)

2.52.1 OnpepeneHue

M'MnoToHn4eckun rmnopeakTuBHbIn anusog (M3) xapakTtepusyeTcs:

— BHe3anHbIM Ha4yanoMm CHMXEHUS MbILLEYHOrO TOHYCa;
-~ [MNopeakTMBHOCTLIO (Ha CNIOBECHbIE UMW Apyrne CTUMYIbI);
- W3meHeHuem ugeTa Koxu (6negHoCTb, LMaHo3).

lMpownsoLwien nocne UMMyHM3aLuKn cnegyownuMm BakUMHaAMMU:
Ovdptepus;

CTonOHsK;

Haemophilus influenzae Tuna b;

BakunHamu npoTtumB renatuta B.

BonblMHCTBO coobLLeHnn Bbino nocre BBeAeHUS BaKLUMH NPOTMB KOKNOLLIA.

Yawwe accounmmnpoBaHo C.
- LleJ'IbHOKJ'IeTOquIMVI BakKUMHaMK Mo CpaBHEHUIO C OecKkneTouHbIMY;
- Bo BpeMA I'IGpBI/I‘-IHOIZ MMMYHU3aUWMKN, Kak npasuio, nocrne nepBoﬁ O03bl.

HesicHo, cBsi3aHbl N HabngaemMble PeHOMEHDI C:
OcobeHHOCTAMM BaKUMHbI;
MMyHonormyecknm oeHOMeHOM;
TOKCMYHBIMM KOMMNOHEHTaMN B BaKUMHE;
KombuHaumen ¢akTopos.

B cucteme HabnogeHus 3a BakuynHaumen B CLLUA (VAERS) y He3HauMTenbHO
BonbLuero Yyncna xxeHwuH (53 %), 4em Myx4uH, 6bin M3, ogHako B cucteme
HabnogeHns 3a BakumMHaumen B Hngepnangax 6bino 3agumkcMpoBaHo
6onbLie coobueHnin 0 T3 y My>X4nH.

Bpemsi 4o nosiBneHus NpU3HakoB Nocrie MMMyHMU3auum o6bI4HO CocTaBnseT
OT TPexX A0 YEeThbIPEX YACOB, HO MOXET BapbUPOBaTLCS OT MIHOBEHHOTO
nosiBfeHnst 0o 48 4acos nocne MMMyHU3aLUN.

Onun3on 06bIMHO ANUTCS OT LWIEeCTM A0 TpUALATM MUHYT.

MakcnmanbHO anst ogHoun TpeTn cny4aeB TakXe OMNMnNCbIBAETCA JIMXOpaaKa.

Pabouas rpynna no nsydenunto M3 «bpanTtoH KonnabopanwH» (BK), npu
pa3paboTke onpeaeneHus cnyyas 'O, onucana guarHoctuyeckue
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anropnTtmMbl C TpemMsa ypoBHAMU OOCTOBEPHOCTU, OCHOBAHHbIE Ha KIMTMHUYECKNX

HabnaeHMAX BO Bpems anusoaa:

YpoBeHb ANarHOCTU4YECKOW 4OCTOBEPHOCTHU:
lMokasaTenb
YpoBeHb 1 YpoBeHb 2 YpoBeHb 3
OcnabneHHas OcnabneHHas OcnabneHHas OcnabneHHas
eakuuns nnm eakuunsa nnm eakuus nnm eakuuns nnm HewnseecTH
PeakTUBHOCTb peaku peaku peaku peaku
oTCyTCTBME OTCYyTCTBME OoTCyTCTBME oTCyTCTBME o
peakumm peakumm peakuum peakumm
MblILeYHbIN 'MnoToHna MMNoToHKUA HewnsBecTHO HopmanbHbIn 'MNoToHnA
TOHYC
N3meHeHuns bnegHocTb unu Hen3BecTHO bnegHoctb unn | bnegHoctb Mnn | BnegHocTb
KOXW uMaHo3 umMaHo3s LUnaHo3 U unaHo3

Ta6bnuua 2-4. AnroputMmuyeckne ypoBHU AUarHOCTUHECKOW JOCTOBEPHOCTH
rMNOTOHUYECKUX MMNopeakTUBHbIX aNU3040B

2.52.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUsA
e BknovaroTrcs:

— TepMuHbI AN 0603HaAYEeHNS CaMoro AMarHOCTUYECKOro 06 LEKTUBHOTIO
npu3Haka

- TepmMmuHbl Ana 0603Ha4YeHMs NPU3HAKOB U CMMNTOMOB, NGO NpsiMo, NMnbo
KOCBEHHO onucaHHble B onpeaenexHunn M3 BK, Hanpumep, unaHo3

e |cknwuyatroTcs:

— TepMuHBbI, KOTOpbIE HE CBA3aHbl C AnarHo3om «IMMa»

NMPUMEYAHWME. B onpenenenun BK cneumduyeckm ykasbiBaeTcs, YTO OTCYTCTBYIOT
nabopaTopHble UCCneaoBaHUsl, KOTopble NoMoratoT noaTeepanTb gnarHos «I'T3». OHu
He JOSPKHbI paccMaTpmMBaTLCSA Kak OKOHYaTeNbHO UCKITOYEHHbIE M3 SMQ, NOCKONbKY
OyayLime OOCTMXKEHUS B AMarHOCTUKe u nedeHum M3 MoryT BkNoyaTb NabopaTtopHble
nccregoBaHuns.

NMPUMEYAHWME. Ha ocHoBe pe3ynbTtaToB BCeX UCMNbITaHnn anropntm BK yposHs 1
ABNAETCA PEKOMEHAYEMbIM anropuTMoM, Ha KOTOPOM HeobxoaMmo ocHoBbiBaTb SMQ.

2.52.3 Anroputm

KaTeropuu anroputMoB B OTHOLLEHUU [UNOMOHUYECKUU 2urnopeakmueHbIt 3rnu300
(SMQ) onpegensioTca cnegyowmm obpasom:
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e Karteropus A: Y3kue TEpMUHBbI

e Karteropus B: 'MnotoHus

e Karteropusa C: N'mnopeakTnBHbIN

e Kateropusa D: bnegHocTb unm umMaHos

[ns npuMeHeHus anropMTmMa B OTHOLEHUM 3Toro SMQ coobuleHne cumTaeTcs
COOTBETCTBYIOLLMM Cry4aeM Ans AarbHENLIEro pacCMOTPEHMS, eChu:

MpencraBnawoWMM MHTEPEC Crlydan 3TOT Criyvaun C:

e OH BKknto4aeT TepMuH 13 KaTeropmm A (y3kas obnactb NnpUMeHeHns)
Unu

e OH BKNIOYAET NO MEHbLUEN MEPE OA4MH TEPMUH M3 KaTeropum B + kateropun
C + kateropuu D

MNonb3oBaTtenu MOTyT npeanovynTaTb UCNOJ1Ib30BaATb AOMOJTHUTESIbHbIE arnroOpUTMblI.

2.52.4 TpumeyaHusi No BHeAPEHUIO U (UTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

Hapsay € y3kuM 1 LWMPOKNUM nonckamm unomoHu4ecKkuli 2urnopeakmueHbIl 3r1u300
(SMQ) npegcraensieT cobon anroputmudeckmn SMQ. Anroputm npeacraBnseT cobom
KOMOMHAaLMIO TEPMUHOB LLUMPOKOro MOMCKA Cpean pasnuyHbiX kKaTteropun ans
AanbHenLwero CoBepLUEHCTBOBAHNS MAEHTUMKaALUN NPpeacTaBNAoLWNX UHTEPEC
cny4yaeB. Anroputm MoxeT ObiTb peann3oBaH nocne N3BnevYeHns crnyyaes, Kak
OTMEYEHO HUXE:

e CHavana usBnekute COOTBETCTBYIOLLME Ccnyyan, npumeHns SMQ B kadecTBe
y3koro/wmpokoro SMQ (cm. pasgen 1.5.2.1).

e [locne nsBneyeHus nporpamMmHoe obecrneyeHne NPUMeEHSET anropuTMUYECKYHO
KOMOBUHaUUIO ONs1 CKPMHMPOBAHUS U3BIEYEHHbIX criydaes. [1na Hebonbmnx
HabopPOB AaHHbIX U3BIIEYEHHbIX CITy4aeB anropuTM MOXET MPUMEHATLCS NPU
aHanuse cryyaes BPYYHY. ANroputM B OTHOLWIEHUU [urnomoHuYeckul
auropeakmuegHblIl 31u300 (SMQ) — A vnu (B n C 1 D). BbiBog AaHHbIX
COCTaBIAOT Ccriydaun, OT(PUNbLTPOBAHHbLIE MO aniropuTMy.

2.52.5 MepeyeHb Ucnonb30BaHHOM Hay4YHOW nuTepaTtypbl Ans unomoHu4eckul
aurnopeakmueHbIl 3nu3od (SMQ)

e Buettcher, M et al. Hypotonic-hyporesponsive episode (HHE) as an adverse
event following immunization in early childhood: case definition and
guidelines for data collection, analysis, and presentation. Vaccine 2007; 25:
5875 — 5881.

e DuVernoy, TS, Braun, MM and the VAERS Working Group. Hypotonic-
hyporesponsive episodes reported to the Vaccine Adverse Event Reporting
System (VAERS), 1996-1998. Pediatrics 2000; 106(4): e52.
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Cody CL, Baraff LJ, Cherry JD, Marcy SM, Manclark CR. Nature and rates of
adverse reactions associated with DTP and DT immunizations in infants and
children. Pediatrics. 1981;68(5):650-659.

Daptacel® [nucTok-Bknagbilw B ynakoske]. Toronto, Ontario, Canada: Sanofi
Pasteur Limited; 2008.

Recombivax® [nucTok-Bknaabiw B ynakoske]. Whitehouse Station, NJ: Merck
& Co, Inc.; 2007.
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2.53 WmmyHoonocpenoBaHHble/ayTOMMMYyHHbIe HapyweHus (SMQ)
(paboyas Bepcus, ceHTs16pb 2020 roga)

2.53.1 OnpepeneHue

e /IMMyHOOMNOCpenoBaHHbIE HapYLUEHMS XapaKTePU3yTCS UIMMYHHOM
Ancperynsiuven, Bbi3biBatoLLein BocrnaneHne, HanpasneHHoe NpoTuB
COOCTBEHHbIX TKAHEN opraHnama, YTo NPMBOAUT K NMOBPEXOEHUIO TKAHEN.

e  AyTOMMMYHHbIE 3ab0neBaHms cneunduyeckn BKITOYaT pasBuTmMe MMMYHHON
rmneppeakTUBHOCTM C ayTOaHTUTENAMN N aHTUreH-cneumdpmnyecknmm T-
KneTkamu, HaueneHHbIMW Ha HAaTUBHbIE aHTUIEHBbI.

e  OTMONOrNA MMMYHOONOCPEAOBAHHbIX HAPYLUEHUA HESICHA, HO BKIIOYaeT:
- [eHeTnyeckune dakTopsl;
- WHdekunu;
- TpaBmbl;
- [lpenapatbl, BAVSAIOWNE HA UMMYHHYIO CUCTEMY.

e [laTodmanonorus MMMyHOONOCPEAOBaAHHOIO BOCMNaNeHusi, Bbi3blBalOLLIETO
paspyLUeHne TKaHel, MOXeT BKIto4aTb KOMOMHaUMK:

- AyTopeakTuBHbIX T-KNeTok;

- AyToaHTUTEn;

- BocnanutenbHbIX LUWTOKNHOB;
- AKTuBaUUIO KOMMIEeMeHTAa.

e He ans Bcex MMMyHOOMNOCpeAOBaHHbIX HapyLLUEHUA MOXHO NOATBEPANTL
Hanm4ume cneumduyYeckoro ayTouMMyHHOIO MexaHu3ma.

e B cnyvyae nmmyHoTepanum paka Takme cpeacTtsa, Kak LUTOKUHBLI U
MOHOKIOHasbHble aHTUTenNa, cBs3aHbl C UMMYHOONOCPEAOBaHHbLIMU
HexenaTenbHbIMU SBIIEHUSIMU, KOTOPble UMEKT BOCNanUTENbHbIA NN
ayTOMMMYHHbIN XapakTtep. MexaHn3ambl MOryT NnpeacTaBnaTb COOON:

- HoBoe nmmyHoonocpeaoBaHHOE HapyLLEHWE;
- Ob6ocTpeHue yxe nmetoLerocsi 3abonesaHus.

o MMMyHOOﬂOCpeﬂ,OBaHHbIe HapyLweHnAa TakxXe npeacrtasnaoT cobon
noTeHumMarnbHYH npo6nemy 014 BakUnH, B KOTOPbIX UCMOJIb3YHOTCA HOBbIE
aabloBaHThbI AnA ycuneHnda MMMyHHOrro otBeTta.

e TOKCMYHOCTb pasnuyHa, 1 NoTeHUManbHO MOXeT nopaxartbces nobas cuctema
OpraHoB.

- Yactble npoAasieHnA CeBA3aHbl C KOXeMn, XenygoyHo-KMWeYHbIM TPakKToOM U
AbiXaTeJibHbIMU NYTAMU.
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- MeHee 4acTble peakumu BKOYaAKT HEBPONOrMyeckme sBreHNs N HapyLleHne
JOYHKLUMM XKernes BHYTPEHHEN CeKkpeLmn.

e JleyeHne UMMYHHbIX SIBNEHWUIA, BbI3BaHHbIX UMMYHOTEPanuen, BKIHOYaeT:
- [MopaBneHne MMMyHUTETa KOPTUKOCTEPMOOAMMU;

- [lNpumeHeHue cneumduyecknx UMMyHOMOAYIMPYIOLLME CPEACTB, TaKMX Kak
MHrMbuTopbl baktopa Hekposa onyxonu (PHO)

2.53.2 Kputepum BKNOYEeHUA/MCKNIOYEHUsA
e BkniovatoTcs:

- TepMuHbI, OTHOCSALLMECS K UMMYHOOMOCPEAOBAHHbLIM M @y TOMMMYHHbIM
HapyLUEHUsIM, KOTOPbI€ NMOTEHLMANBHO MOFYT ObiTb CBSAA3aHbl C NPUMEHEHMEM
MMMYHOTEepPaneBTUYECKNX CPEACTB UM BBEAEHNEM BaKLMH.

- 3aboneBaHus, Npu KOTOPbIX UMEKTCA yoeamTenbHbIe JoKas3aTenbCTBa, Aaxe
€CIN OHM He MOMHOCTbIO NOATBEPXKAEHbI, ayTOMMMYHHOIO UM
MMMYHOOMOCPeaoBaHHOro NaTogU3NOoNorMYeckoro npotecca (Hanpumep,
peBMaToVAHbIN apTpuUT, apuTema ysnosaTtas).

o BkntovatoTtcs HeVIpOHaTMM YeperHbIX HEPBOB Bcreancrteune
noTeHUnanbHOW CBA3M C BBedeHueM BakuuH. OHM BKMAOYAKTCSA Kak
TEPMUHDbI LIJI/IpOKOI7I obnactu NnPUMEHEHNA.

— AHanormyHble TepMmnHbl 6€3 KBanNnMUKaTopoB AN «ayTOMMMYHHbIX» UIN
«MMMYHOOMOCPEeAOBaHHbIX» 3aboneBaHun, Hanpuvep, PT MNenamum
BKItOYaeTcs B kKayecTse aHanornyHoro PT AymoummyHHbIU eenamum v PT
UmmyHo-onocpedosaHHbIlU 2enamum. 3TN TEPMUHbI 6€3 KBanmMguKaTopos,
Kak NpaBuno, BKNIOYaTCs B KA4eCTBE TEPMUHOB LLUMPOKOM obriacTtu
NPUMEHEHNS, MOCKONbKY OHN He 06A3aTenbHO MoryT o6o3HavaTb
MMMYHOOMNOCPEeAOBaHHbIE/ayTOMMMYHHbIE HapyLLeHUs. TeM He MeHee, OHU
NCMonNb3YyHTCH OS5 U3BeYeHUs NoTeHUMarnbHbIX Cryvyaes, korga
OTCyTCTBOBana cneumunyHoCTb B oMKCaLUmn Unm KognpoBaHum
COOTBETCTBYHOLLMX UMMYHOOMNOCPEAOBAHHbLIX KOHLUEMNLUMNA.

o AHanornyHble TepMuHbl 6e3 KBanuUdUKaTopoB A 0603HaYeHus
obLero aHanu3a KpOBM He BKNOYaKTCA U3-3a MNOTeHUManbHOW
BO3MOXHOCTM co3daBaTb «LymM» Mpu u3BneydeHun (Hanpumep, PT
HelmponeHusi).

- CootBeTcTBYHOLME TEPMUHBI ANS 0603HaYeHUs NabopaTopHbIX U
WHCTPYMEHTarsbHbIX MCCeLOBaHNN MMMYHOONOCPEAOBaHHbIX MPOLECCOB,
BKITIOYasi aytoaHTuTena n 6enkm umMMmyHHoro oteeta. OHM BKOYAKOTCSH Kak
TEPMUHbI LUMPOKOM 061acTn NpUMEHEHNS.

e VcknwvatTcs:

- |_|pVI3HaKVI M CMMINTOMBbI, CBA3aHHbleE C UMMYHOONOCPEAOBaAHHbIMU U
adyTOMMMYHHbIMW HapyLleHNAMIN, KaK npaBuIo, UCKINo4YarTCA N3-3a X
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Hecneunduyeckoro xapakrepa 1 NoToMy, YTO OHM MOFYT CO34aBaTb «LUYM»
(Hanpumep, KOHUENUMK «anapes» n «kpanuBHULIa»).

MmmyHoonocpeaoBaHHble 3aboneBaHms nocne MHPEKLNOHHOMO
3aboneBaHus

TepMI/IHbI OIS OLIEHKM MO LLKanam CTeneHn Tskectn 3abonesaHum

Peakuun rmnepyyBCcTBUTESIbBHOCTU, aHTMOOTEK NI aHacbmnaKqueCKme
peakunn, npn KOTOpbIX HEBO3MOXHO NMPOoAEeMOHCTPUpOBaTb ayTOMMMYHHbIE
MEeXaHU3MbI.

JTlokann3oBaHHbIE KOXHblE peakunmn

BpoxxaeHHble ayToMMMyHHble 3aboneBaHus

2.53.3 lMpumMeyaHusi No BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

UmmyHoonocpedoeaHHbIe/aymouMMyHHble HapyueHus (SMQ) nmeeT 0co6eHHOCTU
TEPMUWHOB Y3KOrO M LUMPOKOro NOUcKoB. MogpobHble NpyMeYaHns NpuBeAEHbI B
pasgene 1.5.2.1.

2.53.4 MNepeyeHb MCNosib30BaHHOWM Hay4HOWM nutepartypbl ans
UmmyHOoOonocpedoeaHHbIe/aymouMMyHHbIe HapyuweHusi (SMQ)

Brahmer JR, Lacchetti C, Schneider BJ, et al. Management of immune-
related adverse events in patients treated with immune checkpoint inhibitor
therapy: American Society of Clinical Oncology Clinical Practice Guideline. J
Clin Oncol. 2018;36(17):1714-1768.

Champiat S, Lambotte O, Barreau E, et al. Management of immune
checkpoint blockade dysimmune toxicities: a collaborative position paper. Ann
Oncol. 2016;27(4):559-574.

Da Silva, FT, De Keyser, F, Lambert, PH, Robinson, WH, Westhovens, R,
and Sindic, C. Optimal approaches to data collection and analysis of potential
immune mediated disorders in clinical trials of new vaccines. Vaccine. 2013;
31: 1870-1876.

Kieseier B, Mathey E, Sommer C, Hartung HP. Immune-mediated
neuropathies. Nature Reviews Disease Primers. 2018; 31 (4).

Kuek A, Hazleman BL, Ostoér AJK. Immune-mediated inflammatory diseases
(IMIDs) and biologic therapy: a medical revolution. Postgrad Med J. 2007 Apr;
83(978): 251-260. doi: 10.1136/pgm;j.2006.052688.

Puzanov |, Diab A, Abdallah K, et al. Managing toxicities associated with
immune checkpoint inhibitors: consensus recommendations from the Society
for Immunotherapy of Cancer (SITC) Toxicity Management Working Group. J
Immunother Cancer. 2017; 5:95.
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e Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on
newer treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.

e Thompson JA, Schneider B, Brahmer J, et al. Management of
Immunotherapy related toxicities, Version 1.2019. NCCN Clinical Practice
Guidelines in Oncology. 2019; 17 (3): 255-289.
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2.54 WHdpekunoHHasa nHeBMOHMA (SMQ)
(pabo4as Bepcus, ceHTs16pb 2017 roga)

2.54.1 OnpepeneHue

MHEBMOHNA — 3TO OCTPOE BOCManeHue rerkmx, BblaBaHHOE MHMEKUMNEN.

MHeBMOHUSA siBNsSieTCS Hanbonee 4acton cMepTernibHON HO30KOMMarbHOM
NHpekumen n Hambonee YyacTon obLLEN NPUYNHON CMEPTU B pa3BMBAIOLLNXCA
cTpaHax.

Mo oueHkam, B CoeanHeHHbIX LLTaTax AMepukn oT ABYX OO TPEX MUSSTIMOHOB
4YenioBeK exerogHo 3abonesatoT NHEBMOHMEN, N3 KOTOPbIX okosio 60 000
ymMupator.

B CLUA nHeBMOHMS Hapsaay C rpunnom siBAsSieTCA BOCbMOW MO 3HAYMMOCTU
NPUYNHON CMEPTU U OCHOBHOW UHAPEKLMOHHOM MPUYMHON CMEPTN.

an‘-IMHbI, CAMMNTOMBbI, NIe4eHne, I'IpOC*)VIJ'IaKTI/I‘-IeCKI/Ie Mepbl 1 MPOrH03
I/IH(*)GKLI,I/IOHHOVI NMHEBMOHUN pa3indaroTcAd B 3aBUCUMOCTU OT:

Toro, aBnseTca nu nHgekums 6akrepmanbHOn, BUPYCHON, rpubKoBON Unn
napasmutapHom;

Toro, saiBnsieTcsa nn oHa NpMobpeTeHHON BHe 6oMbHMLUbI, B 60NbHULE UK B
APYroMm MecTe oKaszaHus MeANLMHCKON MOMOLLN;

Toro, pas3BmBaeTCs N OHa Y NaUNEeHTa, He CTpagaoLLnm
UMMYyHOO4EeULNTOM, UK Y NauMeHTa ¢ ocrnabneHHbIM UMMYHUTETOM.

KnuHnyeckne nposABIeHnA:

MoryT BapbupoBaTbCs OT HEBbIPAXXEHHOIO 40 MOMHUEHOCHOrO NPOSIBNEHUS U
OT YMEPEHHbIX 4O CMePTENbHbIX MO TSKECTH;

Y nauueHTa yacTto HabnwogalTca nMxopagka c Taxvkapaven nnum MoxeT
ObITb 03HOO 1 (MNK) NOTNMBOCTL B aHaMHE3e;

Kawenb MmoxeT ObITb IMGO HENPOAYKTUBHBIM, NMMOO NPOAYKTUBHBLIM; MOXET
BO3HUKHYTb NnesBputHas 6onb B rpyam;

Apyrne cMMnToOMbl MOTYT BKIHOYaTb YCTaNoCTb, rONOBHYKO 60Mb, Muanruio,
apTpanruio U CUMNTOMbI CO CTOPOHbI XXeNyA04YHO-KULLIEYHOro TPakKTa;
YacTble OCNOXHEHWS MHEBMOHWUM TSXKENOW CTENeHW BKIHOYaloT B cebs
AblXaTerbHYy0 He4OCTaTOYHOCTb, CENTUYECKUI LLOK U MYNbTUOPraHHYo
AMCAYHKLMIO, KoaryrnonaTtuio n 06oCcTpeHne conyTCTByOWMX 3abonesaHuni;
MposiBneHne moxeT BblTb HEOYEBUAHBIM Y MOXUIbIX NIOOEN, Y KOTOPbIX
N3Ha4vanbHO MOXET NPOSBNATLCA BHOBb HayaBLUascsa nnvm obocTpusLuascs
CNYTaHHOCTb CO3HAHUS C APYrMMU NPOSIBNEHUSMMU.

MepBoHaYanbHbIN AnarHo3 0b6bIYHO OCHOBbLIBAETCS Ha peHTreHorpadun rpyaHon
KNeTkn 1 uankanbHbIX AaHHbIX.

Ll,pyrme mMeToObl ANArHOCTUKA.

OkpawmsaHue no ['pamy 1 noces MOKPOTHI;
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- [loces kposwy;

— AHanusbl Ha MHEBMOKOKKOBbIE U NTerMOHenNne3Hble aHTUreHbl B MOYE;
— AHanusbl METOAOM MOMMMEPA3HOW LIENHON peakumm Ha pecnmpaTopHyH

BUPYCHYIO MH(PEKLMIO;

- CepOJ'IOFI/I‘-IeCKOG ncenengosaHne — yBerimdyeHne I'IaTOFeH-CI'IeLl,I/Id)I/I‘-IeCKI/IX

TUTPOB aHTUTEN Knacca IgM;
- bBwnomapkepsl, Hanpumep, C-peakTnBHbBIN 6EMOK U NPOKaNbLUTOHMH.

e B neyeHnn Yawie Bcero MCnosnb3yrTCs COOTBETCTBYHOLLME NPOTUBOMUKPOBHbIE

cpeacrtea U BCrioMoraTtesibHble Mepbl.

2.54.2 Kputepum BKNOYEHUA/NCKIIOYEHUA

e Bknioyvatotcs:
- TepMuHbI, 06o3Havarowme NHPEKLUNOHHbIE MHEBMOHMM (CO CITOBOM

«MHEBMOHUA» UMN «KNMHEBMOHUT» UN 6€3 Hero), BKN4Yasa TepMuHbl, 06bIYHO

CBi3aHHbIE C NAUMEHTOM C ocnabneHHbIM MMMYHUTETOM.

- TepMI/IHbI Ans o6o3HavYeHus I/IHC*)GKLI,I/IVI HeyTOLIHeHHOIZ J1OKarnns3auuu,

BbI3blIBA€MbIX MAaTOr€éHHbIM MUKPOOPraHM3mMamMm, KOTopble 4YaCTO BbI3bIBalOT

nNHeBMOHUIO (Hanpumep, PT THeemMoKokko8asi UHGbeKUUsT), BKNoYas Te,

KOTOpble 06bI4HO BbI3bIBAOT MHAEKLMN Y XO39MHA C OcnabneHHbIM
UMMYHUTETOM

- [laToreHHble MUKpPOOpraHmn3msbl, npenmyLeCTtBEHHO Bbl3blBakOLLnNe
NMHEBMOHUWIO, BKIMHOYAKOTCA B y3KI/IIZ NOUCK. ,El,pyrl/le NnaToreHHble

MUKPOOPraHn3mbl, KOTOpPbl€ MOTYT Bbi3blBaTb MHEBMOHUIO, BKITIOYAKOTCA B

LLUMPOKNIA NMOUCK.
— [lpn3Hakm n cMMnTOMbI, XapakTepHble 5151 MTHEBMOHUN

- [lonoxuTtenbHble pe3ynbTaTbl aHanM3oB B pamkax HLGT

Mukpobuornoaudeckue u ceposiocudeckue ucciedo8aHusi, CBA3aHHbIE C
naToreHHbIMU MUKPOOPraHM3MaMm, KOTOPbIe YacTo BbI3bIBAKT MHEBMOHUIO

— TepMuHbI, OTHOCSALLMECS K AUArHOCTUYECKON BM3yanusauum, razam KpoBw,
aycKynbTauum unu apyrme TepMuHbl Ans 0603HavYeHnss nabopaTopHbIX U
WNHCTPYMEHTarbHbIX UCCreoBaHWIA, TECHO CBSI3aHHbIX C MHEKLMOHHOM

NMHEBMOHUNEN

e VcknwvatroTcs:

- WmmyHo-onocpegoBaHHas 1 303MHoUNbHas NHEBMOHMK (KOTOPble MOryT
NOeHTUPUUNPOBATLCSA C NOMOLLLI0 S03UHOUIIbHas MHeeMoHUs1) (SMQ)
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MHEBMOHMK, BbI3BaHHbIE TPaBMOW, 0BNy4YeHneM, TOKCUHHOCTLIO UK
MeanumMHCKMMKM npoueaypamu, kpome PT INocmnpouyedypHas nHe8MoHuUs,
NMOCKONbKY nocneonepaumoHHble/nocnenpouenypHblie NHEBMOHUN 0ObIYHO
SABNSAOTCA TUMNOM rocnuTanbHON MHEBMOHUN, Bbl3blBAEMON UHMPEKLMEN.
Takke uckntovaetcs PT HesmoHus1, acriupayuoHHasl.

TepMuHbI 4ns 0603HaYEHNA MHPEKLMIA HEYTOYHEHHOW NoKanusaumm,
BbI3bIBAEMbIX NATOr€HHLIMY MUKPOOPraHM3MamMm, KOTOpble PeAKO Bbi3biBaOT
MHEBMOHUIO

TepMVIHbI Aanst obo3HaveHus 6pOHXVITa

Hecneumnduyeckme npuaHakm 1 CUMATOMbI MHEBMOHMU (HEAOMOraHue, 03Ho0,
oLeneHeHne, nMxopazka, oAblLKa)

TepMuHbl Anst 0603Ha4YeHNs BpOXaeHHbIX 3aboneBaHnm
JTaGopaTopHble N MHCTPYMEHTanbHble nccrneaoBaHus 6e3 kBanndnukaTopoB

nnun nabopaTopHble U UHCTPYMEHTarbHbIE UCCNEAOBAHMUS, KOTOPbIE He
ABNAKOTCS CneunpUYeckMMm ans NTHEBMOHUM

2.54.3 TMpumeyaHusi NO BHeAPEHUIO U (UNN) OXXMAAHUIO pe3yNibTaToOB 3arnpocoB

UHekyuoHHas nHeemoHusi (SMQ) coaep>XUT TEPMUHbI Y3KOTO U LUMPOKOro
nouckoB. lNogpobHble NpumMeyaHus npueeaeHsl B pasgene 1.5.2.1.

2.54.4 TMepeyeHb UCMNONb3OBaAaHHOW Hay4yHOW nuTepatypbl AnNA UHeKyuoHHast
nHeeMoHusi (SMQ)

Harrison's Principles of Internal Medicine, 19" edition
Merck Manual, 19th edition
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2.55 WHTepcTMumnanbHoe 3aboneBaHue nerkux (SMQ)
(paboyas Bepcus, mapt 2006 roga)

2.55.1 OnpepeneHue

NHTepcTuumansHble 3abonesanuns nerknx (U3J1) npeactasnsaioT cobon
reTeporeHHyo rpynny COCTOSHUIN, KOTOpble NopakatoT anbBeOoNsipHblE CTEHKM
N NepuanbBeONAPHYHO TKaHb.

- $BNg0TCA HE3MOKaYeCTBEHHLIMU U HE BbI3bIBAOTCA KakKMMU-NNG0
onpeaeneHHbIMN Bo3byaMTeNAMN MHAEKLIMOHHbLIX 3a00neBaHuiA.

[MepBOHaYanbHbIN OTBET — BOCMANEHNE B CTEHKAX BO34YXOHOCHbIX NyTEN U
anbBeor.

- Ecnu sBnsieTcsa xpoHnyeckmum, BocnaneHme pacnpocTpaHsieTcs Ha
coceHue y4acTkn MHTePCTULMANbHON TKaHW U COCYAMCTON CUCTEMBI, U B
KOHEYHOM MTOre Bbi3blBaeT MHTEPCTMUMANbHBIN rMbpo3.

Cknepo3unpoBaHue 1 gedopmMaunsi TKaHU Nerkux NPUBOANUT K 3HAYNTENbHOMY
HapyLUEeHWN0 ra3006MeHa 1 BEHTUNALUN.

BocnaneHue Takke MOXeT 3aTparnBaTb AblXxaTenbHble NyTW, B KOTOPbIX HE
NpPoOMCcxXoauT ra3oobMeH.

- O6nuTepupyoLWnin GPOHXNONNT, BbI3bIBAIOLLNN OPraHM3yoLLYCS
NMHEBMOHUIO, BEPOSTHO, ABMNSETCS YacTbto cnekTpa N3J1.

N3J1 6b1n0 CnoXHO KnaccudunumpoBaTb, NOCKONbKY NpubnunantensHo 180
N3BECTHbIX OTAENbHbIX 3a00NeBaHn XapakTepuayTCs MHTEPCTULMANbHbIM
nopaxeHvem nerknx (NMMbo nepBuYHbIM 3abonesaHnem, NMBO YacTbio
NosIMopraHHoOro npouecca, Hanpumep, anddy3Hble 3abonesaHuns
COEaUHUTENBHOW TKaHW).

311 MoXxXHO pa3genuTb Ha ABe rpynmnbi:

- W3BecTHble NpuYmrHbI

- HewnsBecTHble NPUYNHDI

Kaxkgyto 13 aTux rpynn MOXHO pasfaenntb Ha noarpynnbl:

- Hanunune rucrtonornyeckunx NPU3HaKOB rpaHynem B MHTepCcTuumnaribHbIX
nnnm cocyamncCTbiX obnactsax

- OrTcyTcTBME rpaHynem

2.55.2 Kputepum BKNOYeHUA/MCKIIOYEeHUNA

BkntovatoTca:
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TepMUHbI, OTHOCALLMECH K 3a00neBaHUAM NErkux, Kotopble
XapakTepuaylTcs anbBeonMTOM, MHTEPCTULMATbHBIM BOCNaneHnem u
durbpo3om

N3J1 c n3BecTtHOM NPMYMHON N HENIBECTHOW MPUYNHON

N3J1 c rpaHynemamu (Hanpumep, capkomaos) u VIBJ1 6e3 rpaHynem
(Hanpumep, cuHgpom Nyanacyepa).

TepMuHbI Y3KOro novcka BKIOYalT Te, KoTopble cneumdguyecku
yKasblBaloT Ha MHTEPCTULMANBHYIO NTEFrOYHYIO peakumio UM, BO3MOXHO,
yxyaweHue M3J1 npu neyeHnn nogo3peBaeMbiM NeKapCTBEHHbIM
npenapaTtom.

o B TOM vncne N3J1 ¢ BOBMOXHbIM anneprmyeckum KOMNOHEHTOM U
MHTEepPCTULMNANbHLIMU peakUnAaMM Nerknx Ha obnyyeHve

o Orkmpaetcs, 4To ByayT TakKe BKNHOYATLCS MHTEPCTULMAnNbHbIE
peakumn nerkmx Ha obnyyeHne, NOCKOmbKY OHU MOTYT YKa3blBaTb Ha
MOBbILLUEHHY0 YYBCTBUTENBbHOCTb K paanaumMOHHON TOKCUYHOCTH B
coyeTaHUn C BO3AENCTBUEM JTIEKapPCTBEHHbIX NpenapaToB U, TakuM
obpas3om, ByayT no-npexxHemy paccmMaTpmBaTbCs B Ka4ecTBe
HexenaTtenbHOM peakumu.

TepMUHbI LLMPOKOro NOMCKa BKIOYAOT Te, KOTOPbIE OTHOCATCS K
NHTepCcTULManbHOM 6onesHn Nerknx, Aaxe ecnm He OXWAaeTCs, 4YTo 3TO
OyoeT siBneHue, CBA3aHHOE C NPMMEHEHMEM NEKapCTBEHHbIX NMpenapaTos
(Hanpumep, TepMUHbI 4Nst 0603HaYeHNs pecnpaTopHOro AucTpecc-
CMHOPOMa B3POCIIbIX M CUHOPOMA JTIErOYHOro KPOBOTEYEHMS, KOTOPbIE
ykasbiBatoT Ha N3J1)

e VcknwvarTcq:

rlpVI3HaKVI N CUMIMTOMbI UHTEPCTULMANIbHOIO 3aboneBaHuns nerkux

TepMuHbI, OTHOCALLMECH K MH(PEKUNAM U BO3LENCTBUIO, CBA3AaHHOMY C
pPOLOM 3aHATUN

TepMUHbI, HE CBA3AHHbLIE C HEMOCPELCTBEHHOM UMK anneprn4eckon
TOKCUYHOCTBLIO NOAo03peBaeMoro tepaneBTn4ecKkoro ne4yeHnd

TepMUHbI AN 0603HaYEHUSI HAPYLLEHMIN Ha PEHTreHOrpaMmMe rpyaHoM
KNeTKu

TepMI/IHbI Ans obo3HaveHus HEKapAMOreHHOro oTeka Jrierknx

KMckntovatoTca cnegyrolime COCTOAHUSA, eCii B ONUCAHUM HE yKasaHo
HabngeHne NHTepCTUUManbHOM NIEFOYHON peakuum: aMmmnongos,
HacneaCcTBEHHbIE MHTEPCTMUMATbHbIE 3ab0neBaHNs NErknx, XXenyao4Ho-
KuLleYyHble 3aboneBanusa unm 3abonesaHunsa nedyenun, PTIX,
WMHTepCcTUUMNanbHble 3ab0neBaHns Nerkux, Bbl3aBaHHbIE HEOPraHUYEeCKOM
MbiNbO
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2.55.3 lMpumeyaHusi Nno BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

UHmepcmuyuansbHoe 3abonesaHue nezkux (SMQ) cogepXvuT TEPMUHBI Y3KOro U
LUMPOKOro nonckoB. [logpobGHble NpumevaHnsa npueedeHsl B pasgene 1.5.2.1.
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2.56 Wwemnyeckum konut (SMQ)
(paboyas Bepcus, mapt 2008 roga)

2.56.1 OnpepeneHue

Nwemmnyecknm Konut — 3TO NOpaXeHne TONCTON KULLKK, KOTOpoe SBAAeTCs
cnefcTBMEM HapyLLIEHNSA €€ KpOBOCHaBXEHNS.

Bbi3biBaeTcs BpeMEHHbLIM CHW>XXEeHNEeM KPpOBOTOKa B TONCTOWN KULLKE.

BonbWNHCTBO NaUMEHTOB — MOXUIble NOAN, HO Takke HabnoaaeTcs B
6onee paHHUX BO3PACTHbIX Frpynnax B CBA3W C UCNOSIb30BaHNEM
nepoparnbHbIX KOHTPaLENTUBOB, BACKYIUTOM W rMnepKoarynsiuMOHHbIMU
COCTOSIHUSIMMU.

KnnHnyeckasa kapTuHa 3aBUCUT OT CTEMEHN U CKOPOCTU PasBUTUS ULLEMUMN.
— OcCTpbIt MONMHMEHOCHbIN ULLEMNYECKUIA KOSTUT:

o CwunbHas 605b BHU3Y XXMBOTA, peKTanbHOe KpOBOTEYEHME U
TMNOTEH3NS;

o [unaTaums TONCTOW KULLKN (TSDKENble crnyyan);
o [MpusHaku neputoHuTa (TSXEnNbIe cnyyan).

- [lopocTpblin LIEMNYECKUI KOSUT:
o Haunbonee 4acTblin KNMHMYECKUIA BApUaHT;

o BbI3biBaeT MeHbLUMe cTeneHn 60nm n KpoBoTeYeHNs (HabnogaTca B
Te4YeHne HECKONbKUX AHEN U Heaenb).

Nwemmnyeckuin Konut siBNgeTca BTOPOM MO YacTOTe NPUYMHON KPOBOTEYEHNSA
B HWXKHME OTAENbI XXENyA04YHO-KULIEYHOro TpakTa.

[dnarHos ctaBuTCs No pesynbTaTam KOSTOHOCKOMUN.

O6bI4HO pa3BMBaeTCsA B OTCYTCTBUE OKKMHO3MM KPYMHbIX COCYAO0B.
AccouumnpoBaHHble PakTopbl:

-~ CHwmxeHune cepaedHoro Bblbpoca;

- Aputmung;

- TpaBmbl;

- OnepaTuBHOE NeveHne (Hanpumep, onepaTtMBHOE fievYeHne
aopTONOAB3AOLLHbIX COCYAOB);

- Backynur;
- HapyweHus ceepTbiBaeMOCTU KPOBY;

— XpoHu4yeckas obCTpyKTMBHAsS BONE3Hb NErkux;
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— CuvHapoMm pasgpakeHHOro KULLIEYHUKA;
- Cneunduyeckme nekapcTBeHHbIe Npenaparbl.

e bonee oByx TpeTen naLMeHTOB OTBEYAOT Ha KOHCEPBATUBHbIE Mepbl
(>kngkocTn onsa B/B BBEAEHUS, ronod, aHtnbmnotnkm). Pegko Tpebyetcs
onepaTtuBHOE fneyeHune

2.56.2 Kputepum BKNOYeHUA/MCKIIOYEeHUNA
e BknovaroTcs:

- TepMI/IHbI Anst 0603HaYEHNS ULLIEMUYECKOTO KonnTa 1 Apyrnx (bOpM
KOJINTa

- TepMuHbI Anst 0603HaYeHMs COMYTCTBYOLLMX COCTOSIHUIA, KOTOpbIEe
06bl4HO pa3BMBaIOTCA B pe3yrbTaTe ULEMUYECKOro KonuTa

-~ CBA3aHHble TEpMUHBbI AN 0603Ha4YeHNs NabopaTopHbIX U
WHCTPYMEHTarsbHbIX MCCNeLOBaHN

e VcknwvarTcq:

- TepMuHbI, OTHOCALLMECS K KeNyA0YHO-KULIEYHBIM CTPUKTYPaM M
CTeHo3aM

- Tele/IHbI Ans ob6o3HaveHus Hecneumcbmqecmx KIMMHNYECKNX CUMNTOMOB
nemMmn4yecKkoro KosmnumTa

- PT MeneHa

o OTHOCUTCA K KPOBOTEYEHWIO B BEPXHME OTAENbI XKenyao4HO-KULLEYHOTO
TpakTa

o CosgaeTt CrnLKOM MHOro «wyma» npu tectmposaHumn ©as3sbl JaHHbIX

(MPUMEYAHUE. B LUMPOKOM NOUCKE TEPMUHbI, ONUCHIBAOLLME KPOBOU3NUAHNE, UMENU
TeHOEHUMIO HaxoauTb Cry4vaun, KoTopble npeacTaBnsany cobom «wymy», ocobeHHo ans
OHOro U3 NPOBEPEHHbIX NPenapaToB NOMOXUTENLHOrO KOHTPoNsA. «LUym» moxeT BbITb
3Ha4YUTENbHbLIM, €CNK NpenapaT UCMOoNb3yeTCs NnaumMeHTamMm C Xenyao4yHO-KULWEeYHbIMU
3aboneBaHuaAMN.)

2.56.3 lMpume4vyaHusi NO BHeAPEHUIO U (UTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Nwemuyeckut konum (SMQ) cogep>XUT TEPMUHBI Y3KOTO U LLUMPOKOIO NOUCKOB.
MoapobHble npumedaHnsa NnpuBeaeHsl B pasgene 1.5.2.1.

2.56.4 lMepeyeHb UCNONbL30BaHHOW Hay4YyHOW nuTepaTypbl ana Uwemuydeckuu
konum (SMQ)

e Satyaprasad V Alapati SV, Mihas AA. When to suspect ischemic colitis.
Postgrad Med 1999;105 (4).
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Michel Huguier et al.Ischemic colitis; Am J Surg 2006; 192: 679 — 684.

Higgins PDR, Davis KJ, Laine L. Systematic review: the epidemiology of
ischaemic colitis. Aliment Pharmacol Ther 2004; 19; 729 — 738.

Harrison’s Principles of Internal Medicine, 11th edition 1987; 1297.
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2.57 Wwemunyeckana 6onesHb cepaua (SMQ)
(paboyas Bepcus, mapt 2006 roga)

2.57.1 OnpepgeneHue

e Mwemwneln mnokapaa HasbiBaeTCs HeOCTaTOK KMCrnopoaa BcneacTeme
HeagekBaTHoOW nepdy3un M1okapaa; BbidbiBaeT AucbanaHc Mexay
NoCTynrieHMeM 1 NoTpeBGHOCTLIO B KUCIOpOoae.

e Haunbonee 4YacTon NPUYMHOM ULLEMUN MMOKapaa ABsieTca 06CTPyKTUBHAA
aTepocknepoTnyeckas 6onesHb anMkapamanbHbIX KOPOHaAPHbLIX apTEPUNA.

2.57.2 Kputepum BKNOYEHUA/NCKIIOYEHUA
e BkniovatoTcs:
- Bce Buabl cocTosiHMI, CBA3AHHbIX C ULeMUen Muokapaa
e lcknovatoTca:

- TepMuHbI, 0603Ha4YaKoLLMe N3BECTHbIE (DAKTOPbI pUCKa pa3BUTUS ULLEMUN
Muokapaa

- PT OmkrnoHeHue om HOpMbI ypOBHSI acriapmamamMuHompaHcgepasbl U
PT lNosbiweHue yposHs acrapmamamMuHompaHcgepasbl UCKNI0YaoTCS,
MOCKOSbKY OHM NO3BONAIT N3BMeYb 60MbLIOe YACNO HEPENEBAHTHbIX
cnyyaeB npu TectTupoBaHun dasbl .

NMPUMEYAHUE. NMepBoHavyanbHas Bepcus LUMPOKOro noucka Bkntovana B cebsa PT
OmkioHeHUe om HOPMbI YPOBHS acriapmamamuHompaHcgepassl n PT lNosbiweHue
YPOBHS acrnapmamamuHompaHcgepasbl. TN TEPMUHbI ObINN yaaneHbl nNo
pesynbTtatam TecTMpoBaHuns (6bino n3eneyveHo BoNbLLIOE YMCNO HEPENEBAHTHbBIX
cny4aeB). [Mpu paccmoTpeHun 6onee ctapbix AaHHbIX (T. €. 4o 2000 roga) MOXHO
ObIn10 6bl pacCCMOTPETL BKITHOYEHME 3TUX TEPMUHOB B 3anpoc.
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2.57.3 Uepapxuyeckasi CTpyKTypa

WMwemuyeckan
bonesHs cepauya
(20000043)

WMndapkT Muokapna Apyras

(20000047) MLLIEMWYECKAA
bonesaHs cepaua

(20000168)

PucyHok 2-15. Uepapxu4yeckasa cTpykTtypa Mwemudeckasi 6os1e3Hb cepouya (SMQ)

B otnuune ot MHpapkm muokapda (SMQ) cybsanpoc Lpyeas uwemudeckasi 6ore3Hb
cepoua (SMQ) He siBnsieTcs camocToATensHon Temon SMQ. Ero cneayet
NCNonb30BaTb TONbKO B pamkax Tembl SMQ BbIcLiero ypoBHs — Mwemudyeckas
6ones3Hb cepdua (SMQ).

2.57.4 TpuMme4yaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Nwemuueckas bonesHb cepdua (SMQ) npeactaenset cobon nepapxudeckun SMQ c
TEPMUHAMM LLUMPOKOTO M Y3KOro MOMCKOB. 3a UCKMOYEHNEM MepapXNYeCcKom CTPYKTYpbI,
BHegpeHue atoro SMQ Takoe xe, kaK y Henepapxmyecknx SMQ ¢ TepmmHamMm y3Koro u
LWMpokoro nomckos (cM. pasgen 1.5.2.1). SMQ BbICLLEIO YPOBHA MOXET
NCNonb30BaTbCA NyTeM 06beANHEHUSA TEPMUHOB M3 SMQ HU3LLErO YPOBHS.

2.57.5 MepeyeHb UCNONbL3OBAaHHOW Hay4yHOM nuTepatypbl Ana Mwemuyeckas
6on1e3Hb cepdya (SMQ)

e Harrison’s textbook of Internal Medicine.
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2.58 HepocTtaTtoyHas acpdekTUBHOCTL Unu oTcytTcTBue adpchekra (SMQ)

(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.58.1 OnpepeneHue

« AP PEKTUBHOCTLY ONpeaensaeTcs Kak:

- CnocobHocTb BMeLLaTenbCcTBa Nnpon3BecCTn »Xenaembln NONOXUTESbHbIN
3(*)(beKT noA 3KCNepTHbIM KOHTPOJIEM U NpU naearibHbIX yCIoBUAX.

- B dapmakonorun cnocobHoCTb nekapcTBEHHOro npenapara,
BGuonormnyeckoro npenapaTa UM MeanLUHCKOro n3aenusa NnpomsBoauTb
XXenaemblin TepaneBTUYECKUNn apdekT

o HesaBUCMMO OT aKTMBHOCTM (KONMYECTBO NPOAYKTa, HE0BXoaMMOro
ANs OOCTUMXKEHUS Xenaemoro adpdekra).

«OhhekT» onpenenseTcs Kak pesynbTarT, NofyYeHHbIn NoOCPeacTBOM
JEencTBuS.

HepocTtaTtoyHasa apekTUBHOCTbL UM oTCyTCTBUE adhdheKkTa ABNSeTCA
CBMAETENbCTBOM MEHbLUEN0, YeM OXnaanock, addekta npenapara.

MoryT cywectBoBaTtb cybnonynsaumm ¢ 6onee BbICOKUM PUCKOM
HeJoCTaTOYHON 3PEKTUBHOCTU UITN OTCYTCTBUA S(pdeKTa; AS1S BbisiBIIEHUS
Takux cnyyaeB HEOOBXOANMO pacCMOTPETb BUAbI ABMEHUIA, KOTOPbIE MOTYT
ObITb COOBLLEHBI B TAKUX CUTYaUMsX Ans cneunduyeckoro npoaykra u
nokasaHus.

B 6a3ax gaHHbIX HEKOTOPbIX KOMMaHM MOrfa co3gaBaTbCs MeTKa-
naeHTudurkaTop «HegoctatovHass adpdPeKTUBHOCTbY Ha YPOBHE Criy4as,
KOoTopas Takke MOXeT UCMOoNb30BaTbCA OS5 NOMCKa Crlyvaes.

2.58.2 Kputepumn BKNOYEHNA/NCKNIOYEeHUsA

BknirovatroTcs:

- «O6006LLEHHbIE» TEPMUHBI, KOTOPbIE NMPUMEHSIIOTCS K LUMPOKOMY NPOduio
npenapaToB UMK KaccoB npenapaToB

o 3T10T SMQ MOXET NPUMEHATLCS K NTEKapCTBEHHBIM NpenapaTam,
KOMMOHEeHTaM /npenapaTtamM KpoBu (Hanpumep, apuTpouuTapHoOm
Macce, UMMYHHbIM roBynnHam), MEQULMHCKUM U3AENUAM, U
npenaparam KrneTo4YHOW, TKAaHEBOW U FreHHOW Tepanuu.

- «[lononHuTenbHble cneunduyeckme ans npenapata TePMUHbIY
OTHOCATCS K BaKLMHAM, MEAULUNHCKUM U3AENUsSIM U OYeHb
cneumMgpuUYeckMM B1aaM Unu Krnaccam npenapaTos

NckniovaroTtcs:
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— TepMuHbI, KOTOpblE NPUMEHSIIOTCS TOSTbKO K O4eHb cneundunyeckum
BMAaM UIu Kraccam npenapartos (Hanpumep, rmnoTeH3nBHbIM
npenapaTtam, aHTUreMounbHbIM pakTopam)

- [lonb3oBaTtensm, KOTOpbIX UHTEPECYET NOUCK ClyYaeB HeLOCTaTOYHON
3PPEKTUBHOCTU N OTCYTCTBUSA acpbpeKTa BakLMH, OYEHb
cneumdunyecknx BUOOB UK KNaccoB NpenapaTtoB, peKOMeHayeTCs
03HaKOMUTbLCS C COOTBETCTBYIOLLUM pasaerniom B nepBoHavaribHOM
pokymeHTe PIT CIOMS gnsa HedocmamoyHas aghgbekmugHoCcmb unu
omcymcmeue aghgpekma (SMQ).

2.58.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXKUAAHUIO pe3yNbTaToOB 3anpocoB

HedocmamoyHas agpgpekmusHocmb unu omcymcemeue agpgpekma (SMQ) copepxuT
TONbLKO TEPMUHbI Y3KOro nouncka. NMoatomy y3kni NOMUCK U LLUMPOKNIN NOUCK SatoT
oAuMHakoBbIn pe3dynbTaT. NMoapobHble NnpuMeyaHna npueeneHsl B pasagene 1.5.2.1.

2.58.4 Mepe4vyeHb UCMNONb30BaHHOW Hay4yHOW nuTepaTypbl ana HedocmamoyHas
agpgpekmusHocmb unu omcymemeue aghgpekma (SMQ)

e Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003. pp 590-2.
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2.59 HapyweHue cnesootaeneHus (SMQ)
(pabo4as Bepcus, ceHTs16pb 2009 roga)

2.59.1 OnpepeneHue

e HapyuweHus, BnusoLme Ha cresHble Xenesbl U APeHaXHY CUCTEMY:

CekpeTopHasa guchyHKUmMs (NakpumarnbHas HegOCTaTOYHOCTb);
3akynopka crnes3Ho-HOCOBOro KaHana;

OKKNHO3MA/CTEHO3 CNE3HOM TOYKY;

HoBoob6pa3oBaHus Cre3Hon xenesbl;

BocnaneHus v nHgekumn.

¢ KnuHnyeckne nposABIeHnA:

UpeamepHoe KONMUYECTBO CIE3HOW XUOKOCTH;

CyxocTb rmnas

e [IpnynHbI:

CucTtemHble 3ab6oneBaHnsi, HanpUMep, PEBMATONOHbIN apTPUT;

MpuMeHeHNe nekapcTBEHHbIX NpenapaToB (Hanpumep, AMYPETUKOB),
KOTOpble Takke MOryT yCyryoutb CUMNTOMbI CUHAPOMA CYXUX rnaas.

2.59.2 Kputepum BKNOYEeHUA/MCKIOYEeHUNA

e BknoyvatoTcs:

TepmuHbI ANA 0603Ha4YeHUs npoueayp nedeHns 3abonesaHuii Cne3Horo
annapara

TepmuHbl Ans 0603Ha4YeHns HOBOOOPa3oBaHUI CIIE3HON XXene3bl U NPOTOoKa

TepmuHbI AN 0603Ha4YeHNs 3a6oneBaHnii U HapyLLEHWI CNIe3HON Xenesbl 1
MPOTOKOB

TepMmuHbl 4ns 0603HavYeHMa BocnaneHnn n MHekLmin cnesHoro annapara

e VcknwvatroTcs:

TepMUHbI Ansi 0603HaYeHUs HecneLumgrUYeckmx CMMNTOMOB OCTPOro
AaKpUOLMCTUTA, TakUX Kak NMxopaaka v nemkoumTos

TepMuHbI Ans 0603Ha4YeHUS BPOXKAEHHbIX CNE3HbIX COCTOSIHUIA

TepMI/IHbI Ans obo3HaveHus TpaBMbl CIIe€3HOM CUCTEMBI
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2.59.3 lNMpumeyaHusi No BHeAPEHUIO U (UTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHue crnesoomdeneHusi (SMQ) coaepXuT TONbKO TEPMUHbI Y3KOro noucka.
[Mo3TOMY Y3KMIA NOUCK U LUMPOKMIA NOUCK JAOT OOMHAKOBLIN pe3ynbTaT. NMoapobHbie
npuMeYvaHus npmBeneHsl B pasgene 1.5.2.1.

2.59.4 lMepeyeHb uUCNONbL3OBaHHOW Hay4yHOW nuTepatypbl Ana HapyweHue
cnezoomoeneHusi (SMQ)

e Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988
August 13; 297(6646): 473-477.

e Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6;V: 100 — 104

e Thampy, H. Eyelid and lacrimal disorders.
http://www.firstinmedicine.com/summarysheets_files/Ophthalmology/Eyelid%
20and%20Lacrimal%20Disorders.pdf (specific url not currently accessible)

e Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999.
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2.60 Jlakraumpos (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.60.1 OnpepeneHue

JTaktaumpo3s npeacrtaenseT cobon gopmy meTabonnyeckoro aumaosa c
BbICOKOW aHMOHHOM pa3Huuen (YMeHbLUeHME YPOBHSA pH KpOBU N CHUXEHME
HCOs, conpoBoxgaemoe KOMNeHCaTOPHbIM yBeNnYyeHneM BeHTUNALNN
(ocobeHHo abixaHne Kyccmayns), npuBoaawimm K ymeHsiueHuio PCO2

NcTrHHaAs cokpaTUMOCTb MMOKapaa MOXET CHUXKATbCS, HO MHOTPOMHas
dyHKUMSA cepaua MOXeT ObiTb HOpMarbHONM U3-3a BblaeneHns
KaTexonamMmuHOB.

MoxxeT HabntogaTbcsa I'IGpVI(*)GpI/I‘-IGCKGFl apTtepuarnbHaa Ba3ogusiatauna n
LeHTparibHada Ba3OKOHCTPUKUUA,; CHWXKEeHNE nogaTiiMBOCTUN LEHTpPalibHbIX U
J1Iero4vHbIX COCyAoB npefpacnonaraeT K OTEeKY JTIerkux.

DYHKUMNA LEeHTpanbHOM HEPBHOWM CUCTEMbI NOAABAETCS, C FONTIOBHON BOMblo,
netapruen, CTynopom, a B HEKOTOPbIX Cryyasax gaxe KOMOW.

MoxeT BO3HUKaTb HenepeHoOCMMOCTb IJTHOKO3bl.

XapakTepusyeTcs yBenmyeHnem L-nakrata B nnasme, KOTopoe MoxeT
HabngaTbCcs BcneacTeme ocnabneHmst TkaHeson nepdysum (tmn A) nnu
aspobHbIX HapyLweHun (Tyn B; BKNOYaeT nekapCTBEHHbIE NpenapaThbl 1
TOKCWHbI).

Aumnaos pegko 3HadMM, ecrniv YpoBeHb fakTaTa B KpOBM He MpeBbiaeT 5
MMOnb/N.

KnnHuyeckne nposABreHnd npn nakraungose tmna B:

- CumMnTOMBI, YKa3aHHble B NOPSAKE YacTOTbl BO3HUKHOBEHMS:
rMMNEPBEHTUNALMA UK OAbILLIKa, CTYNOp UK KOMa, pBOTa, COHIMBOCTb U
Oornb B XuBOTE.

- Ha4vano cumnToMOB 1 Npn3HakoB 06bIYHO BLICTPO CONPOBOXAAETCA
yXyALeHneM YpOoBHS CO3HaHUA (OT Nerkoro samellatenscTBa 40 KOMbI,
MOXET COMpOBOXAAaTbCA rNyOoKon netapruen).

— OkoHyYaTernbHbI AMarHo3 3aBUCUT OT MaeHTUdMKaUMM NakTaTa Kak
OpraHM4ecKoro aHnoHa, Bbi3bliBatoLLIEro aLnaos.

2.60.2 Kputepumn BKNOYEHUA/NCKNIOYEeHUsA

BknirovatoTcs:

- CootBetcTBytowme TepmuHbl n3 SOC JlabopamopHsie u
UHCMpyMeHmarbHble 0aHHble, coaepXawme pasdy «OTKNOHEHNE OT
HOPMbI» B LUMPOKOM MOUCKE
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- PT Memabonu4eckut ayudos vnv PT Ayudos B LULMPOKOM MOUCKE

e VcknwvarTcq:

- TepmuHbl ansa ob6o3sHaveHna SOC JlabopamopHsie u
UHCMpYMeHmMarbHble 0aHHbIE C KBanMUKaTOPOM «B HOPME» U TEPMUHDI
6e3 kBanudukaTopa

- PT, KOTOpPblE€ ACHO yKa3blBalOT Ha TO, YTO TUN aungo3a He ABJIAETCA
JTakKTaunao3om, a umeeT 4pyryro aTnosiormo

— TepMuHbl onsa 0603HaYEHNA ABNEHUIN Y NNoga N HOBOPOXKAEHHOIO
- PT, ykasbiBaoLwime Ha HacneLCTBEHHOE HapyLleHne

-~ TepMuHbl, 0003HaYaKLWme ApyrMe N3BECTHbIE MPUYMHbI NakTaungosa
(Hanpumep, TEPMUHbI «LLIOK», KAHEMUSI», «3MNOKAYECTBEHHbIE
HOBOOOpasoBaHua» U T. A.)

2.60.3 lMpumeyaHusi NOo BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3ybTaToOB 3anpocoB

Jlakmayudos (SMQ) coaepxmT TEPMUHbI Y3KOrO U LLUMPOKOro nouckos. NMoapobHbie
npumMeYaHus npmeeaeHsl B pasgene 1.5.2.1.

2.60.4 Mepe4veHb UCNONbL30BaHHOM Hay4YHOM NUTepaTtypbl ana Jlakmayudo3 (SMQ)

e Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine. 15th
Edition, 2001 pp 285-9.

e Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine. Third
edition, 1996; volume 2 pp 1541-44.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 187
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

2.61 HapyweHus co cTopoHbl xpycTanuka (SMQ)
(paboyas Bepcus, ceHTs16pb 2008 ropa)

2.61.1 OnpepeneHue

e Haunbonee yacTtasi npMyYMHa CHUXKEHMS 3peHNS (0COBEHHO KaTapakThbl).

e OtBevaeT 3a NpnbnManTenbHO 35 % crnyvyaeB HapyLUEHUSA 3peHus.

o KaTapakrbl

MoryT 6bITb pe3ynbTaToM psga NPoLeccoB (B OCHOBHOM CBA3a@HHbIX C
BO3pacTOM);

OO6bI4HO NporpeccupyoT MeaneHHo, HO YacTo OGHapPYXXMBAOTCS TONbKO MpK
AOCTUXKEHMWN ONPEAENEHHOro YPOBHS TSHXKECTU UK Npy
obTanbMONOrM4eckoM OCMOTPE;

CumnTOoMBI, YacTo cnaboBblpaXKeHHbIE (HAaNPUMeEp, BOCNPUATUE 3PUTENBHOM
KapTWHbI B XXENTOM LiBETE) M YAaCTO aHAaTOMUYECKN TshKenas kaTapakTta, He
OyayT CBsi3aHbl CO CTOSIb K€ CUITbHOW OYHKLMOHAIbHOW NOTEpPEN
CNOCOBHOCTM BUAOETD;

CMMNTOMbI MOFYT BKMtoYaTb GNIMKM, MOMYTHEHME 3PEHUSs, UBMEHEHMWE
BOCNPpUATUS LUBETa, MU3MEHEHNe pedpakLmMn 1 MOHOKYNSAPHYO AUMNIIONUIO.

e «BHeszanHoe nosiBnenuey, o KOTOPOM coobLiaeTcs B Ka4eCcTBe HexenaTenbHOro
ABJ1IEHUA, (paKTVI‘-IeCKVI MOXET ObITb BbI3BAHO y>Xe UMELLNMCA 3aboneBaHuem.

e CnenyeT NposiBNSATb OCTOPOXHOCTb MPU OLeHKE SIBHOW CBS3N MeXay 3TUMu
nopaxeHNsIMU 1 MeaNKaMeHTO3HOW Tepanuen.

e OnpegeneHus (U3 HECKOSbKMUX MCTOYHMKOB):

Adakna: oTcyTCTBUE XpycTanuka; MOXeT OblTb BPOXKAEHHOWN UMK
pa3BuBaTbLCA B pe3yrnbTaTe TpaBMbl, HO Yallle BCEro BbI3blBAETCS yaaneHmem
KaTapakTbl.

KatapakTa:

o BpoxaeHHoe nnm NnpuobpeTeHHOe OTCYTCTBME NPO3PaYHOCTH
XpycTanuka;

o [lomyTHeHue xpycTanuka;

o HenpospayHocTb XxpycTanuka unu Kancyrnbl rnasa, Bbi3blBaroLlas
HapyLUeHWe 3peHnst Uin crenory.

2.61.2 Kputepum BKNOYEeHUA/MCKIIOYEeHUNA

e BknoyvatoTcs:

TepMuHbl 4nst 0603HaYEHNST BO3HMKAKOLLMX OCINOXHEHWI
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TepMI/IHbI Anst 0603Ha4YeHNs1 METOAOB NIEYEHNSA N CBA3AHHBIX C HUMU
OCJTO)KHEHUAMU

BbibpaHHble PT, cBasaHHble ¢ HLT CmpykmypHbie u3MeHeHUsl, OmioXeHus
u OeeeHepauus xpycmanuka (uckn. kamapakmsi), HLT lNpouedypbl nedyeHusi
3abonesaHul xpycmanuka, w HLT Kamapakmbi ena3sa

e VcknwovarTcq:

TepMuHbl Anst 0603Ha4YeHNs BPOXKOEHHbIX HAPYLLEHUI C KaTapaKTom Kak
4YacTbl CUHOpOMA.

TepmuHbl B SOC CouyuarnbHble o6cmosimernbcmea

TepMI/IHbI Ans obo3HaveHus I/IHC*)eKLI,I/IOHHbIX OCIOXHEeHUN nocne
onepaTtnBHOIO JIe4YEHUA KaTapaKThbl

TepMUHbI AN 0603HaYEHUS HApPYLLEHMI pedpakLUM U akkoMogauun rnasa

TepMuHbI, OTHOCSLLMECS K TpaBMe

NMPUMEYAHWE. B 3aBUCMMOCTM OT Lenun noucka Ansi cneumanmsanpoBaHHOro nomcka
MOXeT noTpeboBaTbCA MCNONb30BaTh HECKONBLKO odTanbmonorndyecknx SMQ

2.61.3 lMpumeyaHusi No BHeAPEHUIO U (UTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi co cmopoHbl xpycmarnuka (SMQ) copepXuT TEPMUHBI Y3KOTrO U LLIMPOKOTo

MOUCKOB.

MoapobHble npumedaHns npuseaeHbl B pa3gene 1.5.2.1.

2.61.4 lMepeyeHb MUCNONb3OBaAaHHOW Hay4YyHOW nuTepatypbl Ana HapyweHusi co
CmMopoHbI xpycmarsuka (SMQ)

West S Epidemiology of cataract: accomplishments over 25 years and future
directions. Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8.

Abraham AG; Condon NG; West Gower E The new epidemiology of cataract.
Ophthalmol Clin North Am 2006 Dec;19(4):415-25.

Robman L; Taylor H External factors in the development of cataract Eye 2005
Oct;19(10):1074-82.
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2.62 Jlwnoguctpodusa (SMQ)
(pabo4as Bepcus, ceHTs16pb 2009 roga)

2.62.1 OnpepeneHue

BWY-accouunmpoBaHHas nunognctpodus:

aHoMarbHOe HaKorMneHue LieHTparbHOro Xxupa (nnorunepTpodus) n
noKanuaoBaHHas NoTeps XXMPOBOKW TKaHU (nMMnoatpocus).

Y HeKOTOpbIX NauMeHToB HabN4aeTcs TONbKO NUNOrMNePTPoOdUA NN TONbKO
nunoatpodus; y Apyrnx HabnogaeTca cMeLlaHHas KnMHUYeckas kapTuHa
(MeHee yacTas).

JlnnornnepTtpoduma n nunoatpodus SBASAOTCA pa3HbIMK 3aboneBaHmMsaMN C
pasnu4YHbIMK bakTopamun pucka u nexawumMmm B OCHOBe npoleccamn obmeHa
BELLECTB.

JInnoruneptpodms:

- YBenuyeHHas gopcouepBuKarbHas XUposas NnoayLuka;

- YBenu4yeHue OKPYXXHOCTU Luew;

- YBenuyeHue MOMOYHbIX Xenes;

- HakonneHue GpOLWHOro BUCLIEPanbHOro Xunpa.

JInnoatpodus:

- YTparta nepudepnyeckon XXMpoBOW TKaHW;

- [loTeps NOAKOXHOM TKaHW Ha nuue, pykax, Horax, aroguuax;

- Yaule Bcero aTo NpouCXoauT Ha nuue (MoXeT CTUrMaTu3MpoBaThb NauneHTa).
[lononHuTenbHble NpU3HaKkn cuHapomMa nmnoguctpocdum npu BUY:

- [vnepnunugemus;

— Pe3nCcTeHTHOCTb K NHCYIWHY;

- [unepuHcynnHemus;

- [uneprnukemunyeckoe CoCTosiHME.

-~ [loBbiWweHne pucka pasBuTua caxapHoro auabeta u atepockreposa

MexaHu3mbl pas3BUTUA 3TOMO CUHAPOMA eLle He NOJSTHOCTLIO N3YYeHbl.
Mpenapatbl-uHrMbuTopsl BUY-1-npoteasbl n MHIMIMOBUTOPLI 0BpaTHON
TpaHCKpunTasbl HyKNeo3naoB y4acTBYIOT B CriefyoLmx npoueccax:

— CHwxeHumn O6pa3OBaHI/1$I peTMHDeBOIZ KUCNOTbl N NornoweHnn
Tpurnnuepumnaos,

- WHrmbuposanun mntoxoHgpuansHon OHK (MTOHK) nonnmepasbl ramma;
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— WHrmbuposaHun metabonmama nmnmaos;
— [pepoTBpalleHun pasBuTUs aaunoLuToB.

e HabniogeHusa npegnonaratoT CHUXKEHUE YyBCTBUTENbHOCTU K UHCYNNHY, beTa-
KNEeTOYHY0 ANCKYHKLUUIO U NOAAaBNeHne 3KCnpeccumn peLentopa 3CTporeHa B
XUPOBOW TKaHW.

e [laxe 6e3 BbICOKOAKTMBHOM aHTUpeTpoBupycHon Tepanuu (BAAPT) BUY-1 cam
no cebe MOXeT BbI3BaTb AUCIUMMAEMUIO N NIUNOAUCTPODUIO Pa3NINYHBIMU
MexaHU3Mamu.

e Pacxopg aHeprum B COCTOAHUN NOKOA N OKUCHEeHNe nunuaos Belwe y BUY-
NONOXUTENbHbIX NauMeHToB, nonyyatowmx BAAPT, He3aBnCMMO OT Hann4ng
nunogucTpocum

e CuMNTOMbI BKNHOYAIOT:

- YBenun4yeHune OKpY>XHOCTU XMBOTa (YBENUYEHNE pa3Mepa nosica unm tanun)
- BcnyunsaHue/B3gyTtue

- HakonneHwue xupa B 3agHen YacTtu wen («Oblunin ropd») / ysennyeHmne
OKPY>XHOCTU LLEMN

- YBenu4yeHune pasamMmepa MOSIOYHbIX XKenes (BKYas rMHeEKOMacTuio) ¢ 60nbio B
MOJIOYHbIX XXenesax unm 6es

-~ [pyrve HOBble HAKOMMEHMWS Xunpa:
o OrpaHn4yeHHble (MMNOMBbI)

o PacnpocTtpaHeHHble (Hanpumep, yBenuyeHne pasMmepa rpyaHom
KNeTKn)

e PesynbTaTbl NUNoaTpoum:
- 3ameTHasd noTepsi xupa B HOCOryGHOM 1 ByKKanbHOM XNUPOBOWN NOAYLLKE
- WcToH4YeHne KoHevHOCTEN C BbiNgYnBaHNEM BEH
- [oTteps o6bema B nogbsarognMyHon obnactu
e PesynbTaTthl nabopaTopHbIX UCCNeaoBaHUN:
- [loBblWeHHOE coaepxaHne B KpOBU TPUrNULLEPUOOB;
- Bbicokun xonectepuH B KpoBWU;
- Huskuin ypoBeHb NMNONPOTEMHOB BbICOKOM MIOTHOCTM;

- rI/II'IeplTII/IKeMW-IeCKoe COCTOAHME.

2.62.2 Kputepum BKNOYEHUA/MCKIIOYEHUA
e BkniovatoTcs:

— TepMuHbI Anst 0603HAYEHNA COCTOSIHWUIA NIMNOAMCTPOMUN, NMNoaTPOdOUN 1
nunornnepTpodun
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- TepMuHbI Anst 0603HaYeHMs NPU3HaAKOB 1 CUMMTOMOB NUNOANCTPOUN

— TepMuHbI Ana 0603Ha4YeHMs CBA3AaHHBIX MeTaborMyecknx COCTOAHUN,
XapakTepHbIX Ansa nunognctpodumn y naumeHtToB ¢ BUY; cm. Kputepum
NCKITOYEHNST ANSA UCKNIOYEHNI

- TepMuHbl ons 0603HavYeHNa pesynbTaTtoB nabopaTopHbIX nccnegosaHum (U
CBSI3@HHbIX C HUMWN KITMHUYECKMX COCTOSHWNI), XapakTepHbIX AS1s
nunoguctTpodun y naumeHToB ¢ BUY; obpaTute BHUMaHMe, YTO Takke
BKMNtoYatoTCs nabopaTopHbie TEPMUHBI, onpeaensdemsie gpa3on
OTKSTOHEHME OT HOPMbI»

— TepmuHbl onsa o603HavYeHns npoueayp, CBsA3aHHbIX ¢ nMnoguctpoduen
e VcknwovaroTcs:
- TepMuHbl gns 0603Ha4YeHNA BPOXKOEHHBIX COCTOSAHNI

- PT CuHdpom ucmouweHusi, obycnosneHHbili BUY-uHgekyued, Tak Kak 310
OTAENbHbI CUHAPOM, He CcBsi3aHHbIM ¢ BNY-accoummpoBaHHom
nunogmnctpodguen

— TepMuHbl Ans 0603HaYeHnss 4ONrOCPOYHbIX NocneacTBuUM Ans metabonunama,
CBAA3aHHbIX C NUNoancTpoduren, Hanpmmep, TePMUHbI, CBA3aHHbIE C
aTepOCKNepo3omM

-~ TepmuHbl Ana o6o03HaveHnsa caxapHoro gnabeta u runeprivkemmm (nNo
pesynbTatam aHanm3oB)

2.62.3 lNMpumeyaHusi No BHeAPEHUIO U (UTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Jlunoducmpogpusi (SMQ) cooepXxuT y3kue n LNpokne TepMnHbl. MNoapobHbie
npumMeYaHus npmeeaeHol B pasgene 1.5.2.1.

HecmoTpsa Ha TO, YTO KNMHUYECKMe 1 nabopaTopHble TEPMUHBI, BKITHOYEHHbIE B
Jlunoducmpocgpusi (SMQ), B OCHOBHOM NpeacTaBnaT cobon cneyndunyeckme
KOHLIeNnummn, KOTopble MMEKT OTHOLLEHWE K BbISBMEHUIO CllyYaeB NMnoancTpogun,
BKITOYEHHbIN B LUMPOKMIA Nouck TepMuH PT Jucnunudemusi gokasan CBOK LEHHOCTb
ANS U3BNEeYEeHNs NpeacTaBnsaowWmx nHTepec coobLueHnin npu paspadoTtke atoro SMQ B
dase tectupoBaHus. Mpn HeOBGXOAMMOCTN BbINOMHUTL KACTOMU3NPOBAHHBIV 3anpoc C
ncnonb3oBaHuem Jlunoducmpogbusi (SMQ), koTopbIv BKMAoYan 6bl 4OMNONHUTENbHbIE
KOHLIENUMW, OTHOCSLLMECS K HAPYLUEHUSIM NMUNNOHOro obmeHa, nonb3oBaTenu MoryT
paccMOTpPETb BKIOYEeHME n3bpaHHbIX TepMnHOB 13 Jucnunudemus (SMQ) unum
Hucnunudemus (SMQ) B nonHomMm o6beme Angd Takoro noucka.

2.62.4 Mepe4vyeHb UCNONb30BAaHHOM Hay4yHOM nuTepaTypbl agnsa Jlunoducmpoghus

(SMQ)

e Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008.
http://www.emedicine.com/derm/topic877.htm
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e WHO/Forum for Collaborative HIV Research Joint Meeting: ARV Drugs
Adverse Events, Case Definition, Grading, Laboratory Diagnosis and
Treatment Monitoring, Background Document (Draft), 28 — 29 February 2008.
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2.63 3nokayecTBeHHble HOBOOOGpa3oBaHuAa (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.63.1 OnpepeneHue

e [Inga onpeneneHnst 3nokayecTBEHHbIX OMyxoren Obina caenaHa cebifika Ha
cooTBeTCcTBYlOWME y4ebHUKKN (Hanpumep, DeVita et al 2005, Peckham et al 1995)

e 3nokayecmeeHHble HogoobpaszosaHus (SMQ) BknoYaeT TEPMUHBI ANS: BCEX
BMOOB 3/10KaY€CTBEHHbIX NN HEYTOUYHEHHbIX OMYXONEeNn; COCTOSIHUI, CBA3AaHHbIX
CO 3110Ka4YeCTBEHHOM OMyX0Sblo; METOO0B NeYEeHUs U AUarHoCTUYECKUX
npouenyp, CBA3aHHbIX CO 311I0Ka4eCTBEHHbIM HOBOOOpa3oBaHNEM 1 MapKepoB
onyxonu. [[Mpumeyvanue. NpeapakoBble COCTOSHUA coaepXaTca B OTAENTbHOM
SMQ: lpedpakosbie cocmosiHus (SMQ).]

e Ot1oT SMQ cocTouT 13 gecatn cybsanpocos SMQ, koTopbie MOryT
NCNonb30BaTbCA MO OTAENBHOCTU UM COBMECTHO.

e 3r510kavyecmeeHHble HO800bpa3osaHusi (SMQ) nogpasgensieTcs Ha YeTbipe
cyb3anpoca SMQ:
- 3rnokadecmeeHHbIe unu Heymo4HeHHble ornyxonu (SMQ)
- CocmosiHus, cesizaHHble co 3riokadecmeeHHoU oryxorsibio (SMQ)
- Tepanesmuyeckue u duazHocmu4eckue npouedypbl, C8s3aHHbIE CO
3/10Kka4ecmeeHHbIM Hogoobpa3soeaHuem (SMQ)
— Mapkepsbi onyxonu (SMQ)

e Cy63anpoc SMQ 3r0kayecmeeHHble unu HeymoyHeHHble onyxonu (SMQ)
cogepxut Bce TepmuHbl 3 MedDRA ans 3nokayeCTBeHHbIX UM HEYTOYHEHHbIX
onyxornemn, KOTopbln Jarnee noapasgensercsa Ha ABa CaMOCTOSATENbHbIX
cyb3anpoca SMQ:

- 3nokayecmeeHHbie onyxonu (SMQ)
- Onyxonu Heymo4HeHHoU 3r1okayecmeeHHocmu (SMQ)

e Cy63anpoc SMQ 3rokayecmeeHHbie ornyxonu (SMQ) ssnsieTcs
BTOPOCTEMNEHHbIM MO OTHOLLEHMIO K 3anpocam:
- [emamornoauydeckue 3rioka4ecmeeHHble oryxonu (SMQ)
- Hezemamornozau4yeckue 3roka4ecmeeHHbie oryxonu (SMQ)

e Cy63anpoc SMQ Onyxonu Heymo4YyHeHHOU 3nokadyecmeeHHocmu (SMQ)
ABNSETCA BTOPOCTEMNEHHbIM MO OTHOLLEHMIO K 3anpocam:
- [emamornoau4eckue onyxonu HeymoYHeHHOU cmeneHu
3nokadyecmeeHHocmu (SMQ)
- Heezemamornoau4eckue ornyxonu Heymo4YyHeHHoU cmeneHu
3nokad4ecmeeHHocmu (SMQ)
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2.63.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

e Bkniovarorcs:
- 3rnokadecmeeHHble unu Heymo4HeHHble onyxonu (SMQ)
o Bce TepmuHbl 13 MedDRA ans 3nokayecTBeHHbIX UMM HEYTOYHEHHbIX
onyxoneu
- CocmosiHus, cesizaHHble co 3riokadecmeeHHoU oryxorsbio (SMQ)
o TepMuHbI ans ob603Ha4YeHmns COCTOSAHUNA, CBA3aHHbIX co
3110Ka4eCTBEHHOW ONyXOrbio

- Tepanesmuuyeckue u duasHocmu4yeckue rnpouyedypbl, C8s13aHHbIE CO
3/10Ka4ecmeeHHbIM HogoobpasosaHuem (SMQ)

o TepMuHbl ons 0603Ha4YeHMs TepaneBTUYECKMX U UArHOCTUYECKNX
npoueayp, UCNonb3yeMbiX A1 NIeYeHUs1 31T0Ka4eCTBEHHbIX
HOBOOOpa3oBaHUN

o HekoTopble 13 aTMx Npoueayp Takke UCMoNb3yHTCA AN NeYeHus
He310Ka4YeCTBEHHbIX COCTOSHUM

- Mapkepsbi onyxonu (SMQ)
o TepmuHbl 3 MedDRA, oTHOCALWMECH K MapKepam Onyxonu
o [na nonyyeHusa nHdgopmaumm o EBponenckon rpynne no
OHKOMapkepam noceTute Beb-canT No cebisike:
http://ar.iiarjournals.org/content/27/4A/1901

e VcknwovarTcq:
— TepMuHbl onst 0603HAYEHNSA KNCT

- TepMI/IHbI, OoTHOCALWMECA K ,D,O6pOKa‘-IeCTBeHHbIM onyxondam

- Urto kacaeTtcsa 3r1okavecmeeHHble unu HeymoyHeHHble oryxonu (SMQ)
o TepmuHbI Ans 0603Ha4YeHUs1 COCTOSIHUI, CBA3AHHbBIX CO
3r10Ka4eCTBEHHbIMU HOBOOOPA30BaHUAMM, UCKIOYAKOTCA U3 3TOro
cyb3anpoca SMQ.
o WckntovatoTcst TepMUHBI CO CITOBOM «HEBYCY

NMPUMEYAHUE. B Bepcuu 20.0 k 3rnokayecmeeHHbie Hogoobpa3osaHusi (SMQ) 6binu
aobaeneHbl YeTbipe cyb3anpoca SMQ, 4Tobbl yny4yLWwnTb NapameTpbl 44
naeHTnduKauumn cnyvae: [emamoroauyeckue 3/10kayecmeeHHblie onyxonu (SMQ) n
Hezemamornozauyeckue 3riokadecmeeHHble oryxonu (SMQ) 6binm gobasneHsbl K
3nokayecmeeHHble onyxonu (SMQ); cyb3anpockl [emamoroaudyeckue onyxonu
Heymo4HeHHoU cmerieHu 3rokadyecmeeHHocmu (SMQ) n Heezemamornozauveckue
OMnyXxosnu HeymoYHeHHOU cmereHu 3rokadecmeeHHocmu (SMQ) 6binn gobasneHsl K
Onyxonu HeymoYHeHHoU 3r1okadecmaeHHocmu (SMQ).
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NMPUMEYAHUE. 3nokayecmeeHHbIe unu Heymo4YHeHHble onyxonu (SMQ) pormkeH
npeacraBnATb BCe aHaToMU4Yeckne nokanmsauuun. Cyuwectsytot apyrne SMQ um
cyb63anpocbl SMQ gns aHaToOMMYeCKN cneundunyHbIX 3110KaYeCTBEHHbIX U
HeYyTOYHEHHbIX HOBOOBpa3oBaHUK, Hanpumep HosoobpasoeaHus npedcmameribHoU
)Kernesbl, 3/l0Kka4eCcmeeHHbIe U Heymo4dHeHHble (SMQ), cyb3anpoc SMQ
HosoobpaszoeaHusi ne4eHu, 3/10Ka4€CmeeHHbIe U HeymoYHeHHble (SMQ).

MPUMEYAHUE. CocmosiHusi, cesidaHHble CO 3r10Kka4ecmeeHHOU onyxosnbto (SMQ)
BMeCTe C TeEpMUHaMUN B 3/10Ka4ecmeeHHble Unu HeymoYHeHHble onyxonu (SMQ) n
Tepanesmuyeckue u QuasHocmuyeckue rnpouedypsbl, c8si3aHHbIe CO
3/10Ka4ecmeeHHbIM HogoobpasosaHuem (SMQ) 6yayT onpeaensaTtb criyyaw,
OTHOCSILLMECS K 31I0Ka4eCTBEHHbIM HOBOOBPAa30BaHUSAM, U Criydan COCTOSHUN,
CBSI3aHHbIX CO 31I0Ka4eCTBEHHOMN OMNyXOribio, UMK Npoueaypbl, O KOTOPbIX coobLLanoch B
OTHOLLEHWNM paHee CyLLEeCTBOBaBLUMX 3110Ka4yeCTBEHHbIX HOBOOBpa3oBaHui

NMPUMEYAHUE. Cyb3anpoc SMQ Teparnesmudeckue u OuazHocmuyeckue rnpouedypsl,
c8s13aHHbIe CO 3/10KaYecmeeHHbIM HogoobpasosaHuem (SMQ) BkntovaeT B cebsa PT,
KOTOpbl€ ONUCBLIBAKOT XMMMOTEpanuto 1 nyyeByto Tepanuio. OgHaKo yuTuTe, YTo eCcTb
HekoTopble LLT B MedDRA, kOoTOpble OTHOCATCA K HEXeNaTellbHbIM ABIEHNAM,
BbI3BaHHbIM XMMUOTEPANUen unu ny4yeBon Tepanmen, KoTopble He BKINOYEHbI B 3TOT
cyb3anpoc SMQ, nockonbKy aTn LLT He cBsidaHbl ¢ PT ans o6o3HaveHus
XMMmmnoTepanmm unm nyy4eBon Tepanuun. Hmke NnpMBoaMTCS HECKOMBbKO NPUMEPOB:

SOC PT LLT
HapyweHrust memabonusma u CHuxxeHue AHopekcus nocrie Kypca
numaxusi annemuma xumuomepanuu
HapyweHusi co cmopoHbI Kposu U AHEMUS] AHeMmus nocrie Kypca
numebamuyeckol cucmembl xumuomepanuu
XKenydoyHo-KuweYHble Luapes Huapes nocne nposedeHus
HapyweHus P Kypca xumuomepanuu
XKenydoyHo-KuweYHble Peoma Peoma nocnie kypca nyyesol
HapyweHus mepanuu
HapyweHusi co cmopoHbI BmopuyHbit UmmyHoOBeguuum ecriedcmeue
UMMYHHOU cucmemb| umMmyHodegpuyum xumuomepanuu

Ta6bnuua 2-5. TepMuHbI, He BKNKOYEHHbIe B cyb63anpoc SMQ
Tepaneemuyeckue u QuazHocmu4eckue npoyedypbl, c8siI3aHHbIE CO
3/10Ka4ecmeeHHbIM Hoeoobpa3osaHuem (SMQ)
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2.63.3 Uepapxuyeckas CTpyKkTypa
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PucyHok 2-16. Uepapxuyeckasa CTpykTypa 3/10ka4ecmeeHHble HO8006pa3oeaHus
(SMQ)

2.63.4 lMpume4yaHusi N0 BHeAPEHUIO U (UNTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

3nokayecmeeHHble HOBoObpa3osaHus (SMQ) npeactaBnseT cobon nepapxmyeckmi
SMQ TOMbBKO C TEpMUHaMM y3Koro noucka. CnegosaTtenbHO, Y3KUWA NOUCK U LLUMPOKUIA
MOWCK Aal0T OOUH U TOT Xe pesynbtaTt ana SMQ Bbicwero ypoBHsa n scex SMQ
HU3LLEro YPOBHSA. 3a UCKMOYEHNEM MepapXmyeckon CTPYKTYpbl, BHeApeHne atoro SMQ
Takoe xe, KaK y Henepapxmyeckmx SMQ ¢ TepMrMHamMK y3KOro 1 LWMPOKOro NOUCKOB (CM.
pasgen 1.5.2.1). SMQ BbICLLIErO YPOBHSA MOXET UCMONb30BaTbCA NyTeM 06beanHEHMUS
TepMrHOB U3 SMQ Hu3Wero ypoBHs.

2.63.5 Mepe4yeHb UCNONbL30BAHHOW HAay4YHOM NUTepaTypbl ANA 3/10Kka4YecmeeHHbIe
Hoeoobpa3soesaHus (SMQ)

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.
e European Group on Tumour Markers (EGTM). http://egtm.eu/
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2.64 3nokayecTBeHHble nuMdombl (SMQ)
(paboyas Bepcus, mapt 2013 roga)

2.64.1 OnpepeneHue

JInmpoma — reTeporeHHas rpynna 3noka4eCcTBeHHbIX HOBOOOpa3oBaHUn,
KOTOopble, Kak NpaBuro, NoapasaensanTca Ha HEXOMXKKNHCKYO numdomy (HXJT) n
©onesHb XOMKKMNHa.

HXI

Okono 85% numdom.

MeganaHHbIM BO3pacT Npu NOCTaHOBKE AMarHo3a — LUeCTOM OeCATOoK neT.
Y monoabix nauneHToB BcTpeyatotTcs hopmbl HXJ1, Takne kak numdcpoma

BepkutTta n numdobnactHas numdgoma.
MmeeTcs HECKONbKO pasfiMyHbIX Knaccudukaumm (Hanpumep, paboyvas
Krnaccmukauma ona KnmHn4eckoro ncrnonb3osaHma [Working
Formulation], knaccudpumkauna REAL) Ha ocHoBe Mopdonornm un
KIMUHNYECKOro TeYEHUS.
[ns oueHkn n onpegenexns ctagum HXJT ncnonbsyetcsa psag
nabopaTopHbIX U BU3yanu3aLuMOHHbIX MCCeLOBaHNN.
IleyeHwne 3aBuCUT OT CTaaun, CTeNEHW, BUAA U PasfnyHbIX hakTopoB
naumeHTa (CMMNTOMbI, BO3pacT U T. 4.).
MoxXeT BO3HUKaTb B pe3ynbrare:

o XPOMOCOMHbIX TpaHCNoKauui;

o WHdekuun (Bupyc SnwtenHa-bapp [BOB] n Bupyc renatuta C);

o ®akTopoB oKkpyxawLen cpebl (BO3gencTeme paguaumoHHOro

0bnyyeHus n xmummoTepanun);

o CocTosiHMa nMMyHooeULMTa;

o XpOHMYECKOro BocnaseHus.
KnuHudeckas kapTuHa 3aBMCUT OT fiokanu3aumm 3abonesaHus u
BGuonormnyecknx ocobeHHoCTen (Hanpumep, HM3Kasi U BbICOKasi CTENEHN
3r10Ka4eCTBEHHOCTH).

[nsa HekoTopbix popm HXJT xapakTepHbl nepudepuyeckas ageHonatus u
B-cuMmnTOMbI (NUXopagka, HoYHasa NOTAIMBOCTb, CHUXKEHME MacChl Tena).

JlIumdpoma XogxknHa

Otnnyatotcs ot HXJ1 ructonormyeckon KapTMHON, BUONOrMYECKNM
noBefieHNEM U KNMHUYECKON KapTUHOWN.

[na noctaHoBKW gMarHo3a 06blYHO PEKOMEHOYETCH BbINONIHEHNE
9KCUU3NOHHOM Broncnm numMmdaTU4ecKmx y3nos.

[ns onpegeneHus ctagum 3aboneBaHns UCNONb3YHTCA pasfinyHble
BU3yanunsaunoHHble UccregoBaHus.

XapakTtepHbl ninmdageHonatnsa n obwme B-cumntomebl.
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- Jleuntca nonuxmMmmoTepanuen B codeTaHum ¢ ny4eBon Tepanuen unm 6e3s
Hee.
- JTnonorusa NUMdoMbl XOAXKMHA HE YCTaHOBIEHA.
o MoryT yyactBOBaTb HEKOTOPbIE BO30YAUTENN NH(EKLUMOHHBIX
3abonesaHun, Hanpumep, BOB.
o BWY-mHpuumpoBaHHbie nauneHTbl nMeloT 6onee BbICOKYHO
3aboneBaeMoCTb.
o [eHeTnyeckasa npeapacnonoXeHHOCTb TaKkke MOXeT urpatb
HEKOTOPYIO pOrb.

2.64.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUNA

BknrovatoTcq:

— TepMuHbI, KOTOpblE ONUCBLIBAKOT PasnunyHble TUMbl HEXOLXXKUHCKON JIMMAOMBI
- TepmuHbl 4nsa pasnuyHbix opm 6onesHn XomkkuHa / nuMd oMbl XO4XXKMHa

- CooTBeTcTBYOLLME TEPMUHBI AN 0603HaYEeHNsI TabopaTOPHbIX U

NHCTPYMEHTarbHbIX UCCreaoBaHui, KOTopble NOTEHUManbHO MOryT
n3BnekaTb NpeacTaBnsloWmne MHTEPEC criydan ¢ MUHUMarbHbIM LLYMOM; 3TK
TEPMVHbI, KaK NpaBuo, NPeacTaBnsaioT COO0N TePMUHBI LUMPOKOW obnacTu
NPUMEHEHUS!

Nckniovarotes:
— TepmuHbl 4nsa 0603Ha4YEHNSA BPOXKAEHHBLIX COCTOSHWIA

- TepmMmuHbl Ana o6o3HaveHnsa numdonponudepaTUBHbIX HapyLIEHWI, 3a

WCKNIOYEHNEM OTAENbHbIX HAPYLLUEHUN, Taknx Kak PT
lNocmmpaHcnnaHmayuoHHoe numgonponugepamugHoe 3aboriesaHue U3-3a
CBA3N C UMMYHOCYNPECCUBHOW Tepanuen n noTeHunanomM passuTtms B
nmmdgomy

TepMuHbl Ans 0603HavYeHns Hecneumpuyecknx NPU3Hakos 1 CUMNTOMOB
nnmdomsl. MoyTy BCe NpusHaKkm n CUMNTOMbI MIMMEOMbI ABNAOTCS
Hecneunduyecknmn. Hamnbonee xapakTepHbIn NPU3HaK JIMM{OMbI
(MMmdbageHonaTmio) MOXXHO HabnogaTb NPU Pa3NMYHbIX HENUMAATUYECKUX 1
HeonyxosieBbIX COCTOsIHUSAX. Kak npaBunno, CMMNTOMbI BAISKOTCA 06LWuMN,
Hanpumep, «B-cumnTombl», Takme Kak noTeps Beca, nuxopagka, HoYHas
noTNMBOCTb U T. A.)

- TepMI/IHbI Ans 0603Ha4YeHNs rMCTUOLNMTO30B
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2.64.3 MNMepevyeHb UCNoNbL30BaHHOW Hay4YHOW NuTepaTypbl Ans 3/10ka4ecmeeHHbIe
numepomsbi (SMQ)

e Vinjamaram, S. Non-Hodgkin lymphoma.
http://emedicine.medscape.com/article/203399-overview

e Dessain, SK. Hodgkin lymphoma.
http://emedicine.medscape.com/article/201886-overview
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2.65 OwnbkM NnpuMeHeHUA NnekapcTBeHHOro npenapara (SMQ)
(paboyas Bepcus, mapt 2016 roga)

2.65.1 OnpepgeneHue

Owmnbkn NpuMeHeHNs NeKapCTBEHHOro nNpenapara onpeaensitoTcs Kak noodble
npeaoTBpaTMMble BNEHNSA, KOTOPbIE MOTYT BbI3blBaTb UV NPUBOAUTD K
HenpaBWibHOMY NPUMEHEHUIO NNEKAaPCTBEHHbIX NPenapaToB NN NPUYNHATL Bpes
naumeHTy, Noka NeKkapCTBEHHbIV NpenapaT Haxo4MTCs Nog KOHTPONem
MeauuuHcKoro paboTHuKa, nauneHTa unu notpedutens.

- Takue siBneHust MoryT OblTb CBSiI3aHbl C NPOdECCUOHANbBHOW AeATEeNbHOCTbIO,
MeAMLMHCKUMU U3OENUSAMUN N NEKapCTBEHHbIMU CpeACTBaMU, NpoLesypamu u
cucTemMamu, BKMoYas HasHadeHue, BbINUCKY peLenTa, MapKMpoBKY, YNakoBKy
1N HOMEHKNaTypy NPoAyKLMKU, MPUrOTOBIEHNE, OTMYCK, pacnpeaenexne,
BBeAEeHUe, 06y4eHne, MOHUTOPUHT U UCMONb30BaHUE.

- Owwubka npumMeHeHnsa NekapCTBEHHOro npenaparta MoXeT NPUBECTU K
HexenaTesflbHON NeKapCTBEHHOW peakumu (ownbka npuMeHeHus
nekapcTeBeHHoro npenapata ¢ HJ1P) nnm moxeT He MeTb KIMUHNYECKNX
nocnencTeui (owmnbka npuMmeHeHus npenapata 6e3 HIP).

- Takxke owmnbka NpMMEHeHUs NeKkapCcTBEHHOro npenapata MoOXeT ObITb
npefoTBpalleHa 40 Toro, Kak OHa OKaXXeT BO3AENCTBME Ha MauneHTa.

- BosmoxHas ownbka npumeHeHUst nekapcTBEHHOro npenapara — 3T0
CLleHapui1, KOTOpPbIV HE KacaeTcs peanbHOro nauueHTa u npeacTaBnsieT
coboit 06cToSATENBCTBA UNN AaHHbIE, CMOCOGHbLIE MPUBECTU K BO3HUKHOBEHUIO
OLLUMGKe NPMMEeHeHUs1 NekapCTBEHHOro npenaparTa.

Owunbkn nNpUMEHEHNsT NeKapCTBEHHbIX MpenapaToB eXerogHo MnpuBoaAT K

nosisneHuto 6onbLuoro ymucna HIP:

-~ Co30aloT cyLeCcTBEHHYO Harpy3Ky Ha obLLiecTBEHHOe 34paBOOXpPaHEHNE,
cocTaBnsasa 18,7-56 % Bcex HexxenaTerbHbIX NEKapCTBEHHbIX peakunin cpeam
rocrnMTann3npoBaHHbIX NaUNEHTOB;

- MoryT HaHeCcTn HenpeaBUAEHHbIV Bpes;

- Cuutarotcsa npegoTepaTUMbIMMU.

Owmnbkn NpMeHeHNs NeKapCTBEHHbIX NpenapaTtoB 06yCnoBreHb! LenbiM pPsiaom
MPUYMH, CBA3AHHBIX C YernoBeyYeckumM akTopom (Hanpumep, cneumanmncTom
34paBOOXPaHEHMs, NMULOM, OCYLLECTBASIOWNM YXOA4, NaUNMeHTOM) 1 npenapaTomMm,
Hanpumep:

- HeponoHumaHme peuenToB Ha NekapcTBa M3-3a NNOXOro NoYepKa;

- [lyTaHuua B nekapcTBax C NOXOXUMU Ha3BaHUSMU;

- [1noxon gusanH ynakoBku;

- [lyTaHuua B eanHMLax JO3MPOBKY;
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HenoHATHbIE MHCTPYKUNN.

Ownbku NPpUMEeHEHUA NEKapCTBEHHbIX NpenapaTtoB MOryT oka3bliBaTb BJIMAHUE Ha!

[ayneHToB;

CneumanucToB 34paBOOXpPaHEHUS;

dapmaueBTMYECKUX NPOM3BOAUTENEN;

PerynatopHble opraHbi;

MeanumMHCKNX CTPaxoBLUNKOB;

"ocymapcTBEHHbIE OpraHM3aumm no obecneyeHnto 6€3onacHOCTN NaLNEHTOB.

2.65.2 Kputepumn BKNOYEHUA/NCKIIOYeHUsA

BkntovatoTcq:

TepMUHbI, OTHOCSALWMECS K omnbKam NpUMEHEHNsI NNeKapCTBEHHOMO
npenapata unu obo3HavatoLLmMe Ux cornacHo NnpMBeaeHHOMY Bbille
onpeneneHunio. 3TN TEPMUHbI BKIOYAOTCS Kak TEPMUHbI Y3Ko obnactu
NPUMEHEHUS.

TepMuHbI, KOTOpbIe cneundryeckn He NpeacTaBnaT cobor owmnodky
NPUMEHEHUS NeKapCTBEHHOIO Npenaparta, HO UMEeKT 3HAYNTESbHbIV
noTeHunan ans BbiSBIIEHNS OLMOOK NPUMEHEHUS B CBA3M C MX YaCToOW
CBSI3bl0 C HUMW, HaNpUMep, TEPMUHbI C NPobneMamu Bbinycka UHCTPYKLMIA NO
MEeOVLNHCKOMY NMPUMEHEHUIO U TEPMUHBI ANsi 0003HaYeHNS NPUMEHEHUS
npoaykTa. AT TEPMUHBI, Kak NPaBUIO, BKMOYAKTCS Kak TEPMUHbI LUMPOKOWN
o6nacTn NpUMMEHEHMS.

UcknodarTea:

TepMuHbI AN 0603HaYEHUss HaMepeHHOro/npegHaMepPeHHOro
MCMOMb30BaHUSA: MO ONpeAeNeHnto 3TO He OLLIMBKN NPUMEHEHNS
NeKkapCTBEHHOro npenapara

TepMuHbI Ans 0603HaYEeHUS KOHTaMUHALMKW NPOAYKTa
TepMuHbl Ans ob6o3HavyeHUs nepeaadm MHPEKLMOHHOIO areHTa

TepmuHbl Ans 0o603Ha4YeHnsa NCNONb30BaHNA HE B COOTBETCTBUU C
NHCTPYKUnen

TepMI/IHbI ans obo3HavyeHus MeXxJneKkapCcTtBeHHOro B3anMOLENCTBUS
TepMI/IHbI Ans obo3HaveHus KOHTpa(baKTHOFO npoAaykTa
TepMI/IHbI anA 0003Ha4YeHns1 HECOBMECTUMOCTHU C npenapatamMmu

TepMuHbI Ans 0603Ha4YeHUs BO3OENCTBUS, KOTOPbIE HE OTHOCSTCS K
BO34EWCTBUIO NPOAYKTA UMK NeKapCTBEHHOro npenapara
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2.65.3

— TepmuHbl onsa 0603Ha4YeHNA HecneunnUecKknx 1 LWNPOKNUX KOHLEMNLUNA,
KOTOpble MOryT co34aBaTb 3HAYUTENbHbIN «LLYM» NPU NOUCKE AaHHbIX,
Hanpumep, oTpaBneHue

MpumeyaHnsa Nno BHeApPEHUIO U (UNK) OXXUAAHUIO pe3yNibTaToB 3anpocoB

OwubKu npumeHeHuUs1 riekapcmeeHHo20 rpernapama (SMQ) cooepXnT TepMUHbI Y3KOro
N LWWMPOKOro nonckos. [NoapobHble npumMeyaHus npueeaeHsl B pasgene 1.5.2.1.

2.65.4 MNMepevyeHb KUCNONb3OBaHHOM Hay4yHouM nuTepatypbl Ana Owubku
npumMeHeHuUsi JiekapcmeeHHo20 npenapama (SMQ)

Creation of a better medication safety culture in Europe: Building up safe
medication practices Expert Group on Safe Medication Practices (2006).

Guideline on good pharmacovigilance practices (GVP). Module VI —Management
and reporting of adverse reactions to medicinal products.

Center for Drug Evaluation and Research (CDER), the Division of Medication
Error Prevention and Analysis (DMEPA):
http://www.fda.gov/drugs/drugsafety/medicationerrors/

Guidance for Industry. Safety Considerations for Product Design to Minimize
Medication Errors. U.S. Department of Health and Human Services Food and
Drug Administration Center for Drug Evaluation and Research December 2012
Drug Safety.

European Medicine Agency: Medication errors.
http://www.ema.europa.eu/emal/index.jsp?curl=pages/special topics/general/gen

eral content 000570.isp

Health Canada's role in the Management and Prevention of Harmful Medication
Incidents. http://www.hc-sc.gc.ca/dhp-mps/medeff/cmirps-scdpim-eng.php#al

HaunoHanbHbIN KOOPAMHALNOHHLIN COBET MO cOopy MHGOpMaLUKN 1
npodmnakTmke owmbok NpUMeHeHnsa nekapcTBeHHbIX npenapatoB (CLUA)
(National Coordinating Council for Medication Error Reporting and Prevention
[US]); 2001. O6 owmnbkax B NPUMMEHEHNM NEKAPCTBEHHbIX NpenapaTos.
https://www.nccmerp.org/about-medication-errors. Accessed December 1, 2017.
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2.66.1

2.66 MwuenogucnnacTuyeckumn cuHgpom (SMQ)
(paboyas Bepcus, ceHTs16pb 2013 roga)

OnpepeneHue

Mwuenoancnnactudeckun cungpom (MAC) — reteporeHHas rpynna
B3aMMOCBA3aHHbIX KITOHAlbHbIX HAPYLLUEHWUIA KPOBETBOPEHUS.
XapakrepusyeTcs:

MMnep- nnn rmunouenniNsPHbIM KOCTHBIM MO3roM;
AHOManbHOM MOPdIONOrMen KNeTok;
AHOManbHbIM pa3BUTUEM;

LinToneHnamn nepudcepmnyeckon Kposu;
HeadhdekTnBHbIM 0O0pa3oBaHNEM KITETOK KPOBW.

MoryT nopaxaTbCsi BCE TPW NMHUM MUENOUAHbIX KNEeTOK (3pUTpoLMTapHbIX,
rpaHynounTapHbIX N MerakapuoumTapHbIX).
CunTtaeTcs npeapakoBbiM COCTOSIHUEM

- B noarpynne naumeHTOB 4acTo HabnogaeTca NPoOrpeccMpoBaHne 4o OCTPOro
mMuenoungHoro nenkosa (OMII).

MoxeT n POABITIATLCA:

- AHemuen;
- TpombouuToneHuen;
- HentponeHwuen.

J[lnarHocTnyecknin nogxon BkOYaeT B cebs:

-~ PasBepHyTbIN KITIMHNYECKMUIA aHanNn3 KPoBU C NOACYETOM (POPMEHHbIX
3N1IEMEHTOB, Ma30K NepudepmnyecKkon KpoBHU;
- WcecnepoBaHmsa KOCTHOro Mo3ra.

JleyeHne:

MopaepxuBatoLlas Tepanus, BKIoYas nepenvBaHuns;
Bo3MoxkHasi CTUMYNSUUS KOCTHOTO MO3ra;

LInToTOKCcHMYecKo XxummoTepanuu;

TpaHcnnaHTaumMs KOCTHOro Mo3ra UrpaeT orpaHUYeHHY porb.

MoxeT Bbl3biBATbCSH BO3OENCTBUEM:

LinToTokcmyeckon xummotepanuu;

O6nyyeHus;

BupycHon nHpekumm;

"@HOTOKCMYHbBIX XMMUYECKNX BeLecTB (Hanpumep, 6eH3ona).

MoxeT 6bITb NePBUYHbIM (T. €. HU4YEro He M3BECTHO O BO3AENCTBUM) UMK
BTOPUYHbIM (T. €. CBA3AHHbLIM C BO34ENCTBNEM, OMUCAHHbLIM BhILLE)
LinToreHeTuyeckne BapmaHTbl:
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HopmanbHbIN KapuoTun;
XpOMOCOMHbIE HapyLIeHNa n obpasoBaHne rmbpuaHbIX/CrMBHbLIX OHKOrEHOB;
KomnrnekcHble kapuoTunel (00bIYHO Bonee Tpex HapyLUeHUn).

MoxeT BO3HUKHYTb B Nto6OM BO3pacTe, HO B NEPBYIO ovepeab nopaxaeT
MOXunbiX Nogen
dpaHKko-amepukaHoO-OpuTaHckas Knaccugukaums:

PedpakTtepHasa aHemusa (PA);

PA c konbuesbiMu cngepobnactamu (PAKC);

PA ¢ n3bbiTouHbiM ¢ konndectsom 6nactos (PAUB, 6—20 % muenobnacTos);
PAWB npu nepexone B8 OMJ1 (PAUB-IT; 21-30 % mmnenobnacTos);
XpOHMYECKNN MMenOMOHOoUMUTapHbIN nenkos (XMMIJT).

Knaccudgumkaumns BO3 ot 2008 r.:

PedpakTtepHasi uutoneHnsa ¢ ogHONMHENHOW AnCnasnen;
PAKC,;

PAUE;

PedpaktepHas unToneHna ¢ MynibTUNMHENHOW Ancnnasuen;
MIC c nsonupoBaHHoOM aeneumen 5q;

MIC, Heknaccmbnumnpyembli;

MIC B oeTckom Bo3pacTe.

2.66.2 Kputepum BKNOYeHUA/MCKIIOYEeHUNA

BkntovatoTcs:

TepMuHbl ons 06o3HaveHns 3abonesaHuii/HapyLLEeHUI, NPpeacTaBeHHbIE B
MeXayHapoaHbIx knaccudpukaumnax MAC

TepMuHbl Anst 0603HaYeHNs1 pe3ynbTaToOB COOTBETCTBYHOLLMX NTabopaTopHbIX
nccnegoBaHui, BbiCoko cneumdpunyHble ona MAC, B ToM 4ncne HekoTophble
TEPMUHbI AN9 0603HAYEHNA KOCTHOro Mo3ra

TepMuHbI 4ns 0603HaYEHUSA OPYIMX CONYTCTBYHOLMX COCTOSIHUIA, CBA3AHHbIX
C KnuHudeckum nposieneHnem MAC, naxe ecnvm oHM He CBA3aHbl C KaKUM-
nmbo ogHUM unu cneundmryecknm pesynbTaToM UccrnegoBaHusa (Hanpumep,
PT lNaHyumoneHus)

TepMmuHbI Ana 0603Ha4YeHMA TepaneBTUYECKUX Npouenyp, BbICOKO
cneundunyHbix gna MAC

UcknrovaroTtcs:

TepMuHbI Ana 0603Ha4YeHMs Hecneumuyecknx NpnU3Hakos, CUMMATOMOB U
METOO0B JIeYEeHUs1, CBA3AHHbIX C TpeXNMHeNHbIMK uuToneHmammn MOC
(Hanpumep, TepMUHbI NSt 0603HAaYEHMS YCTANOCTM B CryvYae aHeMuK;
TePMUHbI 4na 0603Ha4YeHuns ywmba B criydae TpoOMOOLMTONEHUN, TEPMUHBI
Anst 0603HavYeHns1 MHPEKUNI B Crydae HENTPONEHUU, N T. 4.)

TepMuHbl 4ns 0603HavYeHns TpaHcdy3ni
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MPUMEYAHUE. Muenoducnnacmudeckuli cuHopom (SMQ) dokycmpyeTca Ha cnyyasx,
KOTOpble MOryT NPeAcTaBnsaTb 3TO COCTOSAHNE; creaoBaTeNbHO, LUMPOKME KOHLENUUH,
KOTOpble MOryT NpeAcTaBnsaTb NofnyyeHHble pesynbtaTtel B MAC, Hanpumep,
NENKONeHns, HO TaKkke MOryT NPeAcTaBnsaTb MHOXECTBO HECBSA3aHHbIX COCTOSHUN,
crneumanbHO UckrtoyeHbl 3 atoro SMQ. lMonb3oBaTens MOXeT cHavana NpUMMeEHNTb
Muenoducnnacmuyeckut cuHOpom (SMQ) onsi u3sneveHus cnyyaes,
NnpeacTaBNALWNX UHTEPEC; NONb30BaTellb MOXET TaKkkKe JONONMHUTENBHO 3aX0TeTb
npumMeHnTb 'emamonoamudyeckue yumoneHuu (SMQ) onga pacwmpeHusi ananasoHa
crny4vaeB, KOTOpble NPeaCTaBnsoT LMTONEHNN, N KOTOPbIE TakKe MOryT OnncbiBaTb
dopmbl MIAC.

2.66.3 lNepeyeHb MCNONIb30BaHHOMN Hay4HoOM nutepartypbl ans
Muenoducnnacmu4yeckul cuHopom (SMQ)

e Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome. eMedicine,
10 October 2011; http://emedicine.medscape.com/article/207347-overview

e Tefferi, A and Vardiman, JW. Myelodysplastic syndromes. N Engl J Med 2009,
361(19): 1872 - 1885
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2.67 3noka4yecTBeHHbIN HeMponenTu4eckum cuHapom (SMQ)
(paboyas Bepcus, mapt 2006 roga)

2.67.1 OnpepeneHue

2.67.2

3nokadecTBeHHbIN HenponenTuiecknn cnHapom (3HC) aensetcsa peagkum, HO
noTeHuManbHO CMepTENbHLIM PAaCCTPONCTBOM, XapakTepusyrLnMcs
rmnepTepMmnEn, MbILLEYHON PUTNOHOCTLIO, MBMEHEHHBIM CO3HaHUEM U
BEreTaTMBHOM ANCHYHKLMEN KaK OCNOXXHEHNEM NeYEeHU HEMPONENTUYECKUMM
npenapartamu.

MexaHn3Mm, nyteM KoToporo Bo3HukaeT 3HC, no-BMaumomy, cBs3aH ¢
aHTMOONaMUHEPTMYECKUM AENCTBMEM HENPONENTUYECKMX NpenapaTos.

CvmnTombl, nogobHble 3HC, Bbinn 3aperncTpmMpoBaHbi:

- Y naumeHTOoB, He cTpajarowmx WN3opeHnen, KOTOpbIX Sieumnu
aHTaroHMcTamu godammHa/cuMmnaTonUTUKaMn (TakuMm, Kak pe3eprmnH);

- Tlocne oTMeHbl HeNpsSIMbIX aHTaroHNCTOB A0haMUHOBOro peLenTopa y
nauneHToB ¢ 605ne3Hblo [apkMHCOHa;

- B co4eTaHuu ¢ MHTOKCHMKaUMEN AHTUXOJIMHEPIrn4eCcKnmmn sBelectBamu,
aMCbeTaMI/IHaMl/I, Kap6OHaTOM JINTNA, KOKaMHOM U QJGHLI,I/IK.I'II/I,D,VIHOM;

Kak npaBuno, gnarHo3 oCHOBaH Ha pasBUTUN TSXKENOW MbILLEYHOWN PUTUAHOCTU U
NoBbILLEHMM TEMMNEPATYpPbl Y NALMEHTOB, NOMyYaBLUMX HEMpPONenTU4ecKne
npenapaTbl, KOTOPbIE COMPOBOXAAKTCA HEKOTOPOWN KOMOMHaUNeNn BereTaTMBHON
AncyHkuumn (onadopesom, HegepKaHMeM, Taxmkapanen, NoBbILWEHHBIM U
nabunbHbIM apTepuanbHbIM AaBneHnem), gucdarnen, TPEMOPOM, MUOKITOHUEN,
N3MEHEHNEM CO3HAHUS, HAYMHAsA CO CNYTaHHOCTU U 3aKkaH4YMBasi KOMOW,
MYTM3MOM, NIEMKOLUTO30M U NlabopaTopHbIMU JoKa3aTeNnbCTBaMm NOBPEXAEHMNS
MbILLUL,, HAaNnpMMep NOBbILWEHHBIM YPOBHEM KpeaTuUHdochokmHasbl (KOK).

Mo-BAMMOMY, He CyLLECTBYET KaKMX-MOO CyLLECTBEHHbIX pas3nuynii B
KNMHMYECKOW KapTuHe, HabnoaatoLwencs npu NpUMMeHeHnn TpaanuLUMOHHbIX
HelponenTUYeCcKNX NpenapaToB 1 HOBbIX aTUMNYHBIX aHTUNCUXOTUYECKNX
npenaparos.

Kputepun BKnoYeHUA/MCKNoYeHus
BkntovatoTca:

- PT, cBsaszaHHble ¢ 3HC 1 ero 0oCHOBHbIMW NPOABNEHUSAMUN, TAKUMU KaK
nuxopagka, purmgHoCTb, MUOKITOHNSA, TPEMOP, NOBPEXOEHNE MbILLL,
N3MEHEHNE CO3HaHUs, BereTatmBHast ANCHYHKUNA, NENKOLMTO3 U
noBbileHne ypoBHA KOK.

NckniovaroTtcs:

- Hwkakue CI'IeLl,I/I(bI/I‘-IeCKI/Ie KpUtTepun NCKNno4YeHnAa He NCnosb3oBarnunchb.
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2.67.3 Anroputm

Cniyyan, koTopble AoSmkHbl 6bITb 0OTOBpaHbl ANs AanbHENWero aHanmaa, byayT
BKMOYaTb B cebs nobble cnyyan, B KOTOPbIX coobLiaeTcs No MeHbLien mepe oanH PT
kateropumn A (y3kast obnactb NnpUMeHeHus ), nnu nbon cnyyan, B KOTOPOM
coobLiaeTcst 0 HEKOTOPOM COYEeTaHUM MO MeHbLUEN Mepe oaHOro PT OT kaxgomn 13 Tpex
rpynn PT, ykasaHHbIX Kak kateropun B, C un D (lumpokast obnactb NnpMMeHeHus).

e Karteropusa A* (y3kast obnactb NnpuMMeHeHUs)

- PT Hedponenmu4eckul 3noka4yecmeeHHbIl cuHOpom, PT CepomoHUHO8bIU
cuHOpom unn PT 'unepmepmus 3nokadecmeeHHasi NpeacTaBnsatoLwmx
cneundunyHble coobuieHmnst 0 SHC unm aHanormyHbIX COCTOAHUAX
CEPOTOHMHOBOIrO CUHAPOMA UIM 3110KAa4YECTBEHHOM rnepTepmumn (kotopas
MOXET Nerko ownbo4Ho anarHoctmpoBatbes kak 3HC).

e Kateropusa B, C n D* (wunpokasa obnactb NpUMeHEHNs): onpeaeneHuns Kateropum
B, C n D npuBogatcs Huxe:

- KaTteropusa B (PT, cBsizaHHbIe C NIMXOpanKon);

- KaTteropusa C (PT, cBA3aHHble C MbILLEYHOWN PUTMOHOCTBIO NNK
NoBpeXAEHNEM MbILLLL);

- Kateropusa D (gpyrne PT, cBazaHHble ¢ 3HC, B TOM Yucne pesynbtaTbl
nabopaTopHbIX N UHCTPYMEHTanbHbIX UCCeA0BaHNN).

*ObpaTtnTe BHMMaHue, 4To Kateropust A COOTBETCTBYET kaTteropun 1 cornacHo
nokymeHTauum CIOMS. Kateropuu B, C n D cCOOTBETCTBYIOT TEPMUHAM KaTeropum 2,
CBSI3aHHbLIM C NINXOPaAKoON, TEPMUHAM KaTeropum 2, CBA3aHHbIM C MbILLEYHOM
PUTMOHOCTBLIO NN NOBPEXAEHNEM MbILLL, U APYrMM COOTBETCTBYHOLMM TEPMUHAM
Kateropum 2, ceazaHHbiM ¢ 3HC, COOTBETCTBEHHO.

2.67.4 Tpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Hapsagy ¢ y3kum 1 LUIMPOKMM NomncKamun 3r1oKkavyecmeeHHbIlU Helponenmuyeckul
cuHopom (SMQ) npeactasnset cobon anroputmmyeckmin SMQ. Anroputm
npeacrasnseT cobon KOMOMHaLMIO TEPMUHOB LLUMPOKOrO NOMCKa cpeaun pasnunyHbiX
KaTeropumn gns ganbHenLwero CoBepLUEHCTBOBAHNS MAEHTMMKALUN NPeacTaBNAOLWLNX
NHTepec crny4yaeB. ANropuTM MoOXeT ObITb peann3oBaH Nocne U3BnevyeHns criyvyaes,
Kak OTMEYEHO HUXKe:

e CHavana u3BneknTe COOTBETCTBYOLME cnyyau, npumeHns SMQ B kayecTBe
y3koro/wmpokoro SMQ (cm. pasgen 1.5.2.1).

e [locne n3BneYyeHnsi nporpaMMmHoe obecrneyeHne NPUMEHSIET anropUTMUYECKYHO
KOMOMHaLMIO A411S1 CKPMHUMPOBAHUS M3BMNEYEHHbIX cnydaes [1ns HebonbLumx
HabopPOB AaHHbIX U3BMIEYEHHbIX CIly4aeB anropuTM MOXET NPUMEHSITLCS NpK
aHanuse criyvyaeB BpPYYHyt0. ANropuMTM B OTHOLLEHUWN 3/710KkayecmeeHHbIl
Helponenmuyeckuli cuHOpom (SMQ) — A vinn (B n C n D). BbiBog gaHHbIX
COCTaBNSAT cryvyaun, oTOUNbLTPOBAHHbIE MO aNrOPUTM.
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2.67.5 MNMepevyeHb NCNoNb30BaHHOW Hay4YHOM NUTepaTypbl ANA 3s10Kka4YecmeeHHbIU
Heliponenmu4eckuti cuHOpom (SMQ)

Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985;
142(10):1137-1145.

Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical Clinics of
North America 1993; 77(1):185-202.

Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of Mental
Disorders (4" Ed). American Psychiatric Association: Washington DC, 1994, pg.
739-742.

Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention and
management. Drug Safety 1998; 19(1):73-82.

Neuroleptic malignant syndrome. Reporting Adverse Drug Reactions: Definitions
of Terms and Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al
(Eds). Council for International Organizations of Medical Sciences: Geneva,
1999, pg. 31-32.

Simpson GM, Pi EH, and Sramek JJ. Neuroleptic and antipsychotic drugs.
Meyler’s Side Effects of Drugs (14" Ed). Dukes MNG and Aronson JK (Eds).
Elsevier: New York, 2000, pg. 139-163.

Crismon ML and Dorson PG. Schizophrenia. Pharmacotherapy: A
Pathophysiologic Approach (5" Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002, pg. 1219-1242.

Hasan S and Buckley P. Novel antipsychotics and the neuroleptic malignant
syndrome: a review and critique. Amer J Psychiatry 1998; 155(8):1113-1116.

Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and neuroleptic
malignant syndrome. Psychiatric Annals 2000; 30(5):314-321.

Ananth J, Parameswaran S, and Gunatilake S et al. Neurolepetic malignant
syndrome and atypical antipsychotic drugs. J Clin Psychiatry 2004; 65(4):464-
470.
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2.68 HeuHdekumoHHan anapes (SMQ)
(pabo4as Bepcus, ceHTs16pb 2013 roga)

2.68.1 OnpepeneHue

HeuHgekyuoHHas duapes (SMQ) npegHasHa4yeH Ans U3BreYeHns Cny4yaes,
KOTOopble MOryT ObITb CBA3aHbI C MPUMEHEHMEM NEKAaPCTBEHHbIX NPenapaTos.

MoXeT BKMoYaTb aHTMONOTUK-MHAYLMPOBAHHYIO ANapeto, He Bbl3bIBAEMYIO
Clostridium difficile unn gpyrummn Bo3éyantensimm MHEKLMOHHbIX
3aboneBaHun.

[vapes onpegendaeTcs Kak:

YBenu4yeHue yactoTbl gedekaunn (> 3 3a 24 vaca); n (unm)
CHWKeHMe KOHCUCTEHUMN Kana; n (unwm)
YBenunyeHne maccol kana (> 200 r 3a 24 vaca).

YacTbin N0604YHbIN 3hdEKT MHOMMX KIaccoB fIEKapCTBEHHbIX NpenapaToB

Ha Hee npuxoanTcs BLICOKMI MPOLIEHT BCEX HEXenaTenbHbIX JIEKapCTBEHHbIX
peakunin.

COTHM NekapCTBEHHbIX NpenapaToB ObINN yrIMYeHbl B TOM, YTO OHU CITYXXUNK
npuynHon guapen. Yaule Bcero 3T0:

AHTNONOTUKN;

CnabutenbHble cpeacTsa;

'MNoTeH3nBHbIE CPEACTBA;

lMpenapatbl, cogepxawme nakTynosy unnm copburon;
[MpoTmBOONYXONEBbIE NpenapaTbl;
AHTUPETPOBUPYCHbIE NpenapaThl;
MarHuncogepalime nekapcTBeHHble npenapaThl;
AHTHapuTMn4eckne npenapartbl;

HecTtepounaHble NnpoTnBoBOCNanNMTENbHbIE Npenaparhbl;
KonxmumHbi;

AHTauuMabl 1 CpeacTBa, CHUXKaKLWME KUCNOTHOCTD;
AHanoru npocrarnaHauHa;

MHorve nuweBble AoOaBKM.

MexaHn3mbl HEMH(PEKLMOHHON anapen:

HeBocnanuTtenbHble (HaNpUMep, OCMOTUYECKAs UK CekpeTopHas anapes);
BocnanutenbHble (Hanpumep, UMTOTOKCUYeCckme apdekTbl CpeacTs,
NPUBOAALLME K KULLEYHOMY MYKO3UTY).

2.68.2 Kputepum BKNOYEeHUA/MCKIIOYEeHUNA

BkntovatoTca:

TepMuHbI, 0603HavaloLme guapeto
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TepMuHbI AN 0603HAaYEHUS XKENYA0YHO-KMLLIEYHbIX BOCNANMTENbHbIX
COCTOSIHUI, B OCHOBHOM CBSI3aHHbIX C AMapeei, Takux Kak SHTEPUT, KOSUT,
BOCMarneHue Crenon KULLKW, EIOHNUT, KOHLEeNUMn, o603HavatoLLme
racTposHTEpPUT

TepMuHbI AN 0603HAYEHUS KEeMNYA0YHO-KMLLIEYHbIX NPOSIBNEHUA Anapen,
Hanpumep Hedep)kaHue Kana

TepmuHbl ANA 0603Ha4YeHNs NabopaTopHbIX KOHLENLWIA, yKasbiBaloLWne Ha
HEVH(EKLMOHHYIO 3TUOOMI0 Anapen

TepmuHbI ANA 0603HaYEHNs KOHLIENUMIA Tepanuy anapeu

Nckniovarotes:

TepMuHbI C MHEKLMOHHOW 3TUONOrNen

TepMuHbl Ans 0603Ha4YeHNss CUHAPOMOB Manbabcopbuunmn un
HenepeHoOCNMMOCTU, 0ObIYHO CBSI3aHHbIX C Anapeen

TepMUHbI 4NS KOHLEeNUUA AnarHOCTUKU/3TUONOMMK, NS KOTOPbIX Anapes
ABNSAETCHA YacTbIM NPU3HAKOM, Hanpumep, AMBepTUKynuT, PT,
o60o3HavaroLme BocnanuTenbHoe 3aboneBaHne KuevyHuka

2.68.3 lNepeyeHb UCNONbL30BaHHOM Hay4YHOW nuTepaTypbl ana HeuHgekyuoHHas
duapesi (SMQ)

Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea.
Drug Safety, 2000; 22(1):53-72
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2.69 HeuHdeKUNOHHBbIN 3HUedanuT (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.69.1 OnpepeneHue
e OHuedanut onpegenseTca kak BocnaneHne ronoBHOro Moasra.
e OO6bI4YHO NMEET MHMEKLMOHHYHO 3TUOSOIUIO.
e Takke MOXeT OblTb MeAMKaMeHTO3HbIM (akueHT aToro SMQ).

e CwMmelaHHble HapyLweHnA, Takme Kak SHLI,e(baJ'IOMI/IGJ'IMT,

aHued)anommenopap,MKynMT nnn 3HLl,e(baJ'IOMI/IeJ'IOI'IaTVIFI, MOTYT NPOABIIATLCA C

COYEeTaHHbIMU CUMITOMaMMU.
e [lpu3Hakn 1 CMMNTOMbI BKITHOHAIOT:
— Octpoe hebpunbHoe 3aboneBaHne, xapakTepHoe ANns MEHUHINUTA;
-~ CnyTaHHOCTb CO3HaHWS;
- [loBegeH4yeckne aHoManuu, BKIOYasa pas3BEPHYTLIN NCUXO3;
- VI3meHeHune ypoBHS CO3HaHUS;

— QOuarosble unun reHepasjin3oBaHHbl€ npunagku;

- OuaroBble HEBPOOrMYeckme paccTponcTea, BKMoYasa adasmnio, aTakcuio,
remMunapes, Henpou3BOrbHbIE ABUKEHUS, ANCHYHKLNIO YepenHbIX HEPBOB.

e [lopaxeHue runotanamo-runouaapHoi ocu MoXeT NPUBECTUN K AUCPerynsauum
Temneparypbl, HecaxapHoMy AnabeTy Unu pasBUTUIO CUHAPOMA HeagekBaTHOW

cekpeunn aHtTuamnypetmyeckoro ropmoHa (CHCAT).

e XapaktepHbI Npounb cnMHHOMOo3roson xuakoctu (CMXK) coctonT mns

nuMmdounTapHOro NeoLmMTo3a, cnerka noBbILEHHOM KOHLEeHTpaumm 6enka u

Hopmaanon KOHUEHTpauunn rmoKOo3bI.

e MoryT HabntogaTbCs OTKNOHEHNS OT HOpMbI pe3dynbTatoB MPT, KT n 93Tl

2.69.2 Kputepumn BKNOYEHUA/NCKNIOYEeHUsA
e BkrnitovaroTcs:

- TepMI/IHbI, Kacawwmecad pa3gpaXKnTerbHOCTU, CNYTAHHOCTU CO3HaAaHUA,

CTynopa, KOMbl, NPUMNaAKoB, HENPONaTUN YepenHbIX HEPBOB, N3MEHEHUS!
CO3HaHWs, U3BMEHEHUI NTIMYHOCTU M Napesa (B LUMPOKOM MOUCKE, NOCKOSbKY

OHMW MOTYT BbI3bIBaTb LUYM)

- PT ansa obo3HayeHus pa3rnin4vHbIX NMCUXmMaTpmny4eCcknx CMMNTOMOB, KOTOPbIE

MOryT perMcTpupoBaTtbcs Npu sHuedanuTe
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- PT, cogepxaline cnoBo «HOBOPOXAEHHbLIX» (KOrga Hernb3s UCKMIOYNTb
BO3MOXHYH MPUYNHY, 0BYCrOBMAEHHYIO AENCTBUMEM NEKAPCTBEHHOIO
npenapaTa)

- PT ansa obo3HavyeHus aenvpus (BO3MOXHOIO NocrnencTems aHuedanuta)

- TepMuHbl onsa 0603HavYeHnsa nabopaTopHbIX U MHCTPYMEHTarbHbIX AaHHbIX C
KBanvukaTopom

— TepMuHbl Ans 0603HayYeHnsa NpUNagkos, 3a UCKITIOYEHNEM TEPMUHOB C
U3BECTHOW 3TUONOrmen

- TepMI/IHbI, OTHOCALMEeCA K o4aroBbiMm npun3Hakam LLeHTpaJ'IbHDﬁ HepBHOVI
CUCTEMDbI, TaKUM KaK aTaKCus, a(basvm M KOpPKOBad criernoTta

e VcknwovatoTes:
- PT, ykasbiBaowime Ha MHGEKLMOHHOE NMPOonUCXoXaeHme

- TepMuHbI Anst 0603HaYeHns 3HLedanoMmenopaankynuTa oTCyTCTBYIOT B
MedDRA

- PT Bon4aHo4Hbil sHUeghanum (ManoBeposiTHO, YTobbl OH Bbin obycrioBneH
NpYMeHeHneM NnekapcTBEHHOro npenapara)

- PT, ykasbiBaoLwmne Ha BpoOXXaeHHOe/HacneaCTBEHHOE HapyLleHne

- Hecneuundunyeckme PT, cBsA3aHHbIE C HEAOMOraHMEM, NMMXOPaLAKOWN, rONIOBHOMN
00nblo, TOWHOTON, PBOTON, 06E3BOXMBAHMEM, HAPYLLUEHUSIMU CHA,
HacTpoeHnem / TPEBOXHOCTbIO (3a nckniodeHnem PT HacmpoeHue
usMeHeHHoe), atppeKkToM, BacKynApHbIM KOMancom U LWOKOM

- PT, ykasbiBaroLwme Ha nopaxeHue runotanamo-runogunsapHon ocu npm
3HUedganute (Hanpumep, PT, oTHOCAWMECS K gucperynaumm temnepaTypbl,
HecaxapHOMy anabeTy unm pasBuTUIO CMHAPOMA HeadeKBAaTHOWN cekpeLunn
aHTManypetunyeckoro ropmoHa [CHCATI).

- TepmuHbl Ana o603HavYeHns nabopaTopHbIX U UHCTPYMEHTasbHbIX AaHHbIX
6e3 kBanudurkaTopa

- TepMuHbI, cogepxalime ppasy «B HOpMeE»

2.69.3 lMpume4vyaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

HeuHgekyuoHHbIU sHYUeganum (SMQ) cooepXntT TepMuHbI Y3KOro 1 LUIMPOKOTO
nouckoB. lNogpobHble NpumMeyaHus npueeaeHsbl B pasgene 1.5.2.1.

2.69.4 lMepeyeHb UCNONbL30BaHHOW Hay4YHOU nNuTepaTypbl Ana HeuHeKyUOHHbIU
3Hyeghanum (SMQ)

e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical
Dictionary, 30" edition, dated 2003. Saunders, Philadelphia.
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e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17
edition; 1999: 1431-42.

e Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal Medicine.
16th edition, 2005, page 2480-83.
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2.70 HewuHdekumoHHas 3HuedanonaTus unu gaenupun (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.70.1 OnpepeneHue

e DHuedanonaTna n gennupunm odblMHO MMEIOT MHAEKLMOHHYIO UK
MeTabonmMyecKkyo 3TUONOTUI0.

e Takke MOXeT ObITb MeauKaMeHTO3HbIM (akueHT aToro SMQ). B cny4vae
HapyLueHu obMeHa BeLecTB, BO3MOXHO, YTO flekapCTBEHHbIN npenapat
ABNSeTCA PhakTopoMm, CrOoCOBCTBYOLNM BO3HUKHOBEHNIO OCHOBHbIX
MeTabonnyecknx OTKNOHEHUI, UMW BbI3bIBAKOLLMM 3TV OTKITOHEHUS.

e DOHuedanonaTuio 1 AenMpuii MOXHO PEFMCTPUPOBATbL Kak CUHOHUMbI; OHAKO
Aenvpuii MoxeT ObITb 6oree y3kMM Nno o6racT NPUMEHEHMS.

e DOHuedanonaTtus

- OnpegenseTcs kak noboe gereHepatneHoe nnu andgdysHoe 3abonesaHune
rONIOBHOrO MO3ra, KOTOPOE N3MEHSAET CTPYKTYPY Uin (OYHKLMIO MO3ra.

- MHorve noggopmebl BKItOYatoT:
o CBs3aHHble C NaTONOrNemn xXen4yeBbiBOALMNX NyTeN,;
o [HdemunennHusumpyrowime;
o BepHuke;
o Bbi3BaHHbIE MHGEKLMAMK (Hanpumep, BUY, uuTomeranosupyc);

o BTopunyHble aHUEedanonaTUmn Npu HapyLLeHNsaX obMeHa BELLEeCTB,
BbI3BaHHbIX NIEKAPCTBEHHbLIMY NpenapaTamu, TakMe Kak nevYeHo4YHas
aHUedanonatus, rmnepaMmmoHeMusi, TMNOrfINKeMUS], TMNoHATPUEMUS,
ypemus.

o JlenkoaHuedanonatms (sHUedanonaTnsa ¢ nopaxeHnem 6enoro
BELLEeCTBa rofIOBHOrO Mo3ara) MoXeT ObITb Npy rMNepTeH3nn, Bbi3BaHHOM
rNekapCTBEHHbIMM NpenapaTtamu.

-~ XapakTepHon 0COBEHHOCTbLIO ABAAETCA UBMEHEHNE NCUXNYECKOTO
COCTOSIHUS.

- [pyrve cumnToMbl BKIOYAKOT NETapPruo, U3MeHeHNe YPOBHSI CO3HaHWS,
HUCTarMm, TpemMop, AEMEHLMIO, CyA0POXKHbIE MPUCTYMbI, MUOKITOHWUIO U
MbILLIEYHYO CNnabocTb.

- YacTto pasBrBaeTCcs OTeK rofiloBHOTO MO3ra.
e [lenvpui (oCcTpoe COCTOsIHME CryTaHHOCTU CO3HaHWUS)

- [enupwuin npeactaBnaeT cobon KNMHNYECKOe COCTOSHME,
XapaKkTepuaytoLeecs HeyCTOMYUBbIMU UBMEHEHUSMU CO3HaHUS, HACTPOEHUS,
BHMMaHWS, BO30YXOEHNSA 1 CAMOCO3HaHMS.
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MoXeT BO3HMKaTb BCreacTBme nepBUYHbIX 3aboneBaHU ronoBHOro Moara
M1 Bbi3biBaTbCA APYrmMmn 3aboneBaHuaMN. anI‘-IVIHaMVI ABNAKOTCA:

o MeTtabonuueckue;

o Tokcuyeckue (nekapcTBeHHbIE npenaparthbl);

o CTpyKTypHbIe (cocyancTas OKKMO3NSA U UHCYIbT);

o KpoBousnusiHue B TKaHM rofiOBHOrO MO3ra;

o [lepBu4HbIE NN MeTacTaTUYeCKme Onyxosnm rofloBHOr0 MO3ra;
o WHekumm.

Mpr3HaKm n CUMNTOMbI BKINOYAKOT NOMYTHEHME CO3HAHMA C Ae30pUeHTaLmeEN,
N3MEHEHUS NMNYHOCTHBIX XapakTePUCTMK N HACTPOEHWS, COCTOSIHMSA Gpeaa,
rannoumHaumm (06bI4HO BU3yaribHbIE), NApaHOMI0, OTHYXXAEHHOCTb,
BO30OYyXaeHne, HapyLleHne peyun.

2.70.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

BkntovatoTcs:

TepMVIHbI, OTHOCALWNECA K pa3apaXnTesibHOCTU, CNyTaHHOCTU CO3HaHWA,
COHJTNBOCTU, CTYMNOpy, KOMe, npunagkam, "SMEHEHNKO CO3HaHUA U
N3MEeHEHUNAM JTIMYHOCTU (B LLIMPOKOM NOUCKe, NOCKOJIbKY OHU MOTYT Bbl3BaTb
Lwym)

PT, cogepxalime TepMUHbl «3HUeddanonatusa» UM «4ennpum»

PT lNcuxuampuyveckuli cumnmom (TeCTMpPOBaHMe nokasaro, YTO B HEKOTOPbIX
KyrnbTypax OH UCMonb3yeTcs Ansi KOAMPOBaHWUS Oennpust)

PT, coaepxallme cnoBo «HOBOPOXAEHHbLIX» (HENb3S UCKMHYMUTL BO3MOXKHYIO
NpUYMHy, 0ByCcnoBreHHy OeNCTBUEM fleKapCTBEHHOIO npenapaTa)

PT lNodocmpas mueno-onmukoHelponamusi — KITMHUYECKUIA CUHOPOM,
3aperncTpuUpOBaHHbIN B ANOHUN; TMAPOKCUXMHOMOHBLI ObINM BOBEYEHbI B
KayecTBe 3TMONOrM4YecKoro gpakTopa

TepmuHbl 4na 0603Ha4YeHMa NabopaTopHbIX U UHCTPYMEHTaNbHbIX AAHHbLIX C
KBanvukaTopom

TepMuHbl Anst 0603HavYeHNss NpMNagKkoB, 3a UCKITHOYEHNEM TEPMNHOB C
M3BECTHOW 3TUONOrmen

KoHuenummu koMbl 1 6ecco3HaTENbHOrO COCTOSIHUS, 3a UCKITIOYEHMEM TEX,
KOTOpbIE MMEHT U3BECTHYIO 3TUOMOMMIO (CM. KPUTEPUM UCKITHOYEHWST)

NcknovaroTtes:

PT, ykasbiBatowwme Ha MHPEKLMOHHOE NPOUCXOXKAEHNE
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- PT BonyaHouHblIl sHUeghanum, KoTopbin cogepxut LLT SHueganonamus
rnpu CKB (manoBeposiTHO, 4TOObI OH 6bIn 06yCnoBNEH NPUMEHEHNEM
nekapCTBEHHOro npenapara)

- PT, ykasbiBatoLme Ha BpoXXaeHHoe/HacneaCcTBeHHOe/reHeTu4Yeckoe
HapyLueHne

- Hecneuundunyeckme PT, cBs3aHHbIE C HEAOMOraHMEM, NMUXOPaLAKOWN, rONIOBHOM
60onbio, TOLWHOTOW, PBOTON, 06E3BOXMBAHNEM, HAPYLUEHUSIMW CHa,
HacTpoeHnem / TPEBOXHOCTbIO (3a nckniodeHnem PT HacmpoeHue
usMeHeHHoe), atpPeKkToM, BacKynApHbIM KOMIancom 1 LWOKOM

- PT, oTHOCcAWMECA K BO3MOXHbLIM NpUYMHaM aHUedanonatum (Hanpumep,
rmnepaMmmMoHeMUS, MMNOrfIMKeMNd, TMMNoOHaATPUEMUS, YPEMUS, TMNEPTEH3NSA U T.
A.) 6bINn UCKNIOYEHDI

- PT lunoanukemuyeckul anunenmu4yeckuli npunadok

— TepmMmuHbl Ana 0603HavYeHnsa nabopaTopHbIX U UHCTPYMEHTAasbHbIX AaHHbIX
6e3 kBanudurkaTopa

- TepMuHbl, cogepxalime ppasy «B HOpMe»

— KoHuenumn kombl 1 6ecco3HaTenbHOro COCTOAHNA, UMetoLLIne
YCTaHOBIEHHYIO 3TUOSOINIO

2.70.3 lMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HeuHgbekyuoHHas sHuechanonamus unu denupud (SMQ) coaepXnT TEPMUHBI Y3KOTo U
LUMPOKOro nounckoB. [logpobGHble NpymevaHnsa npuBeaeHsl B pasgene 1.5.2.1.

2.70.4 MNMepeyeHb UCNONbL30BaHHON Hay4HOWN nuTepaTypbl Ana HeuHgekyuoHHas
3HUyeghanonamus unu denupull (SMQ)

Jain K. Drug induced neurological disorders. 2001; 2" edition: p. 23.
National Institute of Neurological Disorders and Stroke, 2006.

Encephalopathy. Gale Encyclopedia of Neurological Disorders 2005. From the
Thomson Gale Group Inc.

Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17"
edition; 1999: 362-3.

Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th
edition; 1999: Chapter 171.
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2.71 HeuH(EKUNOHHLIN MeHUHIUT (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.71.1 OnpepeneHue
e MeHUHINT onpeaensieTca Kak BocnaneHne o60mo4eK rofioBHOro Moara.
e OO6bI4YHO NMEET MHMEKLMOHHYHO 3TUOSOIUIO.
e Tarke MoXeT ObITb MeAMKaMeHTO3HbIM (akueHT aToro SMQ).
e MEeHUHINT acenTU4eCKuii:

- XapakTepusyeTcsi MOHOHYKMeapHbIM nneounto3om B CMXK 1 oTcyTcTBUEM
GakTepuii Npu UccrnegoBaHUM U B KyNbType.

- MoxeT Bbl3blBaTLCSA BMpyCaMu.
- Pegkoe, HO s1IBHO pacrno3HaBaemMoe OCJ1I0XXHEeHNe MeaNKaMeHTO3HOM Tepanmn.

- MeavkameHTo3HbIN acenTnyecknn MeHuHriT (MAM) oT4eTnnBO NpPoABNSETCH
C NMXopajKon, CKOBAHHOCTbLIO LLEW, FONTOBHOM BOIIbIO, CYTaHHOCTBIO
CO3HaHu!s, TOLIHOTOM N PBOTOWN.

— OCHOBHbIMY 3TUOSTOMMYECKMMU (haKTOpaMK SABMAIOTCA HECTEPOUAHbIE
npoTusoBocnanutenbHble npenapatsbl (HMNBI1), npoTMBOMUKPOGHbIE
npenapaTtbl, BHYyTPUBEHHbIE MMYHOIrNOBYNMHbLI, MOHOKITOHAlbHbIE aHTUTEenNa
N BaKUWUHBbI.

o  XPOHNYECKNUA MEHUHIUT:
- MeHuHreansHoe BocnaneHve gnutca 6onee ogHoro mecsua.

- JTnonoruyeckue akTopbl BKNHOYAOT XMMMOTEpPaneBTUYECKMe npenaparhl,
KoTopble BBOAATCSA HenocpeacTeseHHo B CMXK (Hanpumep, meToTpekcar),
rneKapCTBEHHbIE NpenapaThbl, UCNOoNb3yeMble NPU TpaHCNnaHTauum opraHoB
(Hanpumep, umknocnopuH n OKT3 (Muromonab-CD3)) n gaxe HIBIT.

- CuMNTOMbI CXOAHbLI C CUMNTOMaMKU OCTPOro 6GakTepmnanbHOro MEHUHIMUTA, HO
pa3BMBalOTCA MeANIEHHEE M NMOCTENEHHO; NMXopajka YacTo MeHee
BblpaxkeHa. BknoyatoT ronoBHyo 601b, CNyTaHHOCTb CO3HaHWs, 6onu B
cnuHe, cnabocTb, OHEMEHME W Napanuy NMUEeBoro Hepaa.

e CMellaHHble HapyLleHUsl, TakMe Kak aHUuedanoMmnenur,
aHUedanomMmenopagukynuT Unmn aHuedanoMmenonaTnsi, MOryT NPosiIBNATLCSA C
COYEeTaHHbLIMU CUMMTOMaMMU.

2.71.2 Kputepum BKNOYEHUA/MCKIIOYEHUA
e BknovatoTcs:

- TepMVIHbI, OTHOCALWNECA K pa3apaXnTesibHOCTU, CMyTaHHOCTU CO3HaHNA,
CTynopy, KomMme, npunagkam, HeIZpOI'IaTI/IFIM YyepernHbliX HepBoB, N3MEHEHUIO
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CO3HaHWs U Napesy NMLEeBOro UM YepenHoro Hepea (B LUMPOKOM MOUCKe,
MOCKOSIbKY OHU MOFYT BbI3BaTb LUYM)

- Henb3sa ncknovats PT, cogepxalume cnoBo « HOBOPOXAEHHbBIX», KaK
BO3MOXHYH NPUYMNHY, 06YCNOBNEHHYIO 4ENCTBMEM FIEKAPCTBEHHOMO
npenapaTa

- PT Axumauyusa n PT Bo36ydumocmb HOBOPOXOEHHbIX (MOXET
pPErmcTpupoBaThbCs Y HOBOPOXAEHHbIX UM AETEN B KQ4YeCTBe rMaBHOro
npu3Haka MEHNHINTA)

- BknovaloTca TepMuHbl Anst 0603HaYEHMsT CyQOPOXHbIX NPUNaaKoB, 3a
WCKINIYEHNEM TEPMNHOB C ABHOW 3TUOSNOrMEN, He CBA3aHHOM C MEHUHINTOM
(CM. KpUTEPUM UCKINIOYEHUS HUXKE)

e VckniovatoTcs:
- PT, ykasbiBatoLme Ha MHPEKLMOHHOE NMPONCXoXaeHne

— B MedDRA oTcyTcTBYIOT TEPMUHBI AN 0603HaYeHns
SHUedanomMuenopagnkynura.

- PT, ykasbiBaowmne Ha BpOXXAeHHOe/HacneCTBEHHOE HapyLleHne
- PT, cBsA3aHHbIE C HOBOOOpa3oBaHNAMM

- Hecneuundunyeckme PT, cBs3aHHbIE C HEAOMOraHMEM, NMMXOPaaKOWN, rofoBHON
60nbio, TOWHOTOW, PBOTOW U Aerngpataumnen

2.71.3 Tpume4yaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HeuHgekyuoHHbIU meHuHaum (SMQ) cooepXXnT TepMUHBbI Y3KOro 1 LUMPOKOrO NMOUCKOB.
MoapobHble npumedaHnsa NnpuBeneHsl B pasgene 1.5.2.1.

2.71.4 TepeyeHb UCNONbL30BaHHOW Hay4YHOU nNuTepaTtypbl ANA HeuHeKyUOHHbIU
MeHuHaum (SMQ))

e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical
Dictionary, 30" edition, dated 2003. Saunders, Philadelphia.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17t
edition; 1999: 1431-42.

e Nettis E, Calogiuri E, Colanardi M, et al. Drug-induced aseptic meningitis. Curr
Drug Targets Immune Endocr Metabol Disord. 2003 Jun;3(2):143-9.
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2.72 HeuHdeKUNOHHbIN MMOKapauT/nepukapaut (SMQ)
(paboyas Bepcusa, mapt 2022 roga)

2.72.1 OnpepgeneHue

MuokapauT onpeaensieTcs Kak BocnaneHne Mmuokapaa.
MepukapauT onpegensieTcs kak BocnaneHue nepvkapaa.

MuokapauT n nepukapamt MoryT BbiTb OCTPbIMU, MOAOCTPLIMU UK
XPOHUYECKUMM.

Kak MvokapauT, Tak 1 nepmkapauT MOryT MMeTb pasfivyHyto 3TUOSOIMIO,
BKNtoYasa MHgeKunn (BUpycHbole, 6aktepmnarnbHble Ui rpnbKoBbie), TOKCUHDI
(Takue Kak cBMHeL, pagvaumoHHoe obny4eHne 1 Aabl XKUBOTHbBIX/HACEKOMBbIX),
ayTOMMMYHHbIE HApYLUEHMS N peakuun runepyyBCTBUTENBHOCTM (Ha
nekapcTBEHHble npenapaTbl, Guonorneyckme npenapartbl U BaKUMHbI).

HaHHbIin SMQ HaueneH Ha ngeHTuukauno cnyvyaeB HeMHGEKLMOHHOIO
MuokapauTa u (unu) nepukapaurta, BO3MOXHO CBSA3AaHHOMO(-bIX) C BO3AENCTBMEM
fleKapCTBEHHbIX Npenaparos, BakuMH 1 buonornyeckmx npenapaTos. [1pumepbl
BO3MOXHbIX «BMHOBHbIX» MpenapartoB:

- JlekapcTBeHHble npenapaTbl (PEHOTUA3UHBI, TPULUUKIMYECKNE
aHTMOENpPEeccaHTbl, NUTURA)

- BakuuHbl (MPHK BakumHbl npotnB SARS-CoV-2, KOHbIOrMpoBaHHbIE A5
MeHUHrokokka C, renatuta B, CTONGHAYHbLIN aHaTOKCUH)

- bwuonornyeckune npenaparbl (HeKOTOpre MOHOKITOHaJ1bHbIE aHTI/ITeJ'Ia)
rlpVISHaKVI M CUMINTOMbI MNOKapauTa BKITHOYaOT:

- Hecneundwuyeckme npusaHakm 1 CUMNTOMbI, BKMoYas 6onb B rpyau,
cepauebreHne, oabilKy Npy U3nYeckor Harpyske, NOTOOTAENEHNE UK
BHE3amnHyt CMepTb

— OTKNOHEHNE OT HOPMbI Pe3ynbTaTOB FIMCTONATONOrMYeCcKoro UccneaoBaHns
Muokapaa

- OTknoHeHus oT HopMbl pesynbTatoB MPT cepaua, axokapavorpadpumn n (unm)
OKTI (Bkntovas genpeccuto cermeHTa PR, nogbem cermeHTa ST, HapyLueHne
npoBeaeHns1, NapoKCn3MarbHbl€ U MOCTOSIHHbIE TaXMapuUTMumn)

- OTKknoHeHus nabopaTopHbIX NoKasaTenen OT HOPMbI, BKIOYasi NOBbILLEHNE
YPOBHS1 M1OKapAManbHbIX 6oMapkepos

anISHaKM N CUMNTOMbI NepUKapanTa BKIKOYatoT:

- Hecneumnduyeckme npuaHakm 1 CUMNTOMbI, TakMe kak 6onb B rpyau,
cepauebveHne, oabilika Npn dU3NYECKon Harpyske, MOTOOTAENEHNE UMK
BHe3anHas cMepTb
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- Pesynbtatbl usmkanbHoro obcrenoBaHus, BKYas WyM TPEHUS
nepukapaa vunv napagokcarnbHbI NyrbC.

— OTKNOHEHNE OT HOPMbI Pe3yNbTaTOB FIMCTONATONOrMYeCKOro UCCneaoBaHns
nepukapaa

- OTknoHeHus ot HopMbl pesynbTtatoB MPT cepaua, axokapguorpadpun, 9K
(Bkntovas genpeccuto cermenTa PR, nogbem cermenTa ST, nHBepcuto 3ybua
T, HU3KUW BOSbTaX), PaANOHYKIMOHOE CKaHUpOBaHWE U (UNn) yBenuyeHme
cepaeYvyHON TEHN Ha pPeHTreHorpamMme rpyaHon KneTkm

2.72.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

BkntovatoTcq:

- TepMuHbI, OTHOCSALLMECS K NOTEHUManbHbIM NpU3HakaMm 1 CMMNTOMam
MUoKapauTa u (Mnu) nepukapamTa npu BO3OenCTBUN NeKapCTBEHHbIX
npenapToB, BakUMH U1 GMONorMyecknx npenapatos

- TepMuHbl ons pe3ynbTaToB NabopaTopHbIX U MHCTPYMEHTanNbHbIX
nccnefoBaHU, KOTOpbIe YKasblBalOT HA MUOKapanUT U (Unn) NnepukapauT, npu
3TOM ocoboe BHMMaHWe yaenseTcsa Busyanusauumn cepaua,
axokapauorpadum, anekTpokapamorpadun, rmctonaTonormyeckomy
nccnegoBaHmio TKaHen U MMokapauaneHbIM Buomapkepam

— TepMuHbI 4N METOAOB NleYeHNs 1 npoueayp, UCNosib3yeMbliX AN nevYeHus
MuUokapauTa u (unu) nepukapauta

Ucknrovarotcs:
— TepMuHbI, yKasbiBalOLLMe Ha MHPEKLMOHHYIO 3TUONOMUIO

- TepMI/IHbI, YKa3biBakoLne Ha o6nyqu|/|e, BO34eCTBUE TAXerbIX MeTasjioB
NN 00B HACEKOMbIX/>KUBOTHbIX

- TepMuHbI, yKkasblBaloLLMe Ha BPOXAeHHOe/HacneACTBEHHOE HapyLleHne

-~ TepmuHbI, yKasbiBaloLmne Ha Hecneundumyeckme KNMHNYECKMe CUMNTOMbI U
NPU3HaKK, KOTOPbIE CYMTAKTCS HACTONLKO LLUMPOKUMM, YTO MOTYT NPUBECTYU K
N3BIIEYEHMIO YpE3MEPHOro KONMMYECTBa «LyMay MNpu «NporoHe» atoro SMQ
(Hanpumep, 6onb B rpyaun, nuxopagka, yToMnsieMoCTb, OTeK, oAbllika u
notooTaenexHune)

- TepMmuHbI Ans pe3yrnbTaToB NabopaTopHbIX U MHCTPYMEHTasbHbIX
nccnenoBaHuii, KOTOPbIE CYMTAOTCS HACTOMbKO LUMPOKMMU, YTO MOTYT
NPUBECTM K U3BINEYEHUIO YPE3MEPHOTO KONMMYECTBA «LUYMay NpU «MPOroHe»
aToro SMQ (Hanpumep, OTKNOHEHUS OT HOPMbI Pe3yNbTaToB UCCNEAOBaHUN,
KOTOpble MOryT BO3HMKATb NpU ApyrMx 3aboneBaHusix, TOMUMO MUoOKapauTa
Unu nepvkapauTa).

- TepmMmuHbI Ana nabopaTopHbIX U UHCTPYMEHTarNbHbIX AaHHbIX 6e3
KBanudukaTopa
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- TepMuHbl, cogepxalime pasy «B HOpMe»

2.72.3 Tpume4vyaHusi N0 BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HeuHgekyuoHHbIU muokapoum/nepukapoum (SMQ) cooepXuT TEPMUHbI Y3KOro K
LWMpokKoro nounckos. MNogpobHble NpumeyaHus npueeneHbl B pasgene 1.5.2.1.

HeuHgekyuoHHbIl  mMuokapOum/nepukapoum  (SMQ) 6bin paspaboTtaH
opraHumsaumen no nogaepxke u sBegeHuto MedDRA (MSSO) mexagyHapogHom
rPynrnon SKCNepToB W3 PErynaTOPHbIX OpraHoB WM WHAYCTPUM Ha OCHOBE
Bpa4yebHOro cy>xaeHus.

Monb3oBaTtenn MOryT 3axoTeTb 006beanHUTb 3anpocbl HeuHEeKUUOHHbIU
Muokapdum/nepukapdum (SMQ) c 3anpocom HapyweHusi cepdedyHoz20 pumma
(apummuu  cepduya) (SMQ), 4yTOobbI nNpoBecTn 6Gonee LWMPOKMA  MOMUCK
anekTpokapamorpadnU4eckmx Haxo4oK U apuTMUIN, CBA3AHHbBIX C MUOKaApAUTOM U
nepuKkapamToM.

2.72.4 TepeyeHb UCNONb30BaHHOW Hay4YHOW nNuTepaTtypbl Ana HeuHgeKyUuOHHbIU
muokapoum/nepukapdum (SMQ)

Bozkurt B, Kamat | and Hoetz PJ. Myocarditis with COVID-19 mRNA Vaccines.
Circulation 144 (2021) 471-484

Brighton Collaboration myocarditis/pericarditis case definition (accessed online
on 14 December 2021)
https://brightoncollaboration.us/myocarditis-case-definition-update/

Butta C, Zappia L, Laterra G and Roberto M. Diagnostic and prognostic role of
electrocardiogram in acute myocarditis: A comprehensive review. Annals of
Noninvasive Electrocardiology 25 (2020) 125-134

Daniels PR, Berry GJ, Tazelaar HD and Cooper LT. Giant cell myocarditis as a
manifestation of drug hypersensitivity. Cardiovascular Pathology 9 (2000) 287-
291

Imazio M and LeWinter M. Evaluation and treatment of pericarditis: a systematic
review. JAMA 314 (2015) 1498-1506

Masek KP and Levis JT. ECG Diagnosis: Acute pericarditis. The Permanente
Journal 17(4), (2013)

Mevorach D, Anis E, Cedar N et al. Myocarditis after BNT161b2 mRNA Vaccine
against Covid-19 in Israel. New England Journal of Medicine, October 6, 2021

Patone M, Mei XW, Handunnetthi L, Dixon S et al. Risks of myocarditis,
pericarditis, and cardiac arrhythmias associated with COVID-19 vaccination or
SARS-CoV-2 infection. Nature Medicine (2021) (accessed on 14 December
2021)

https://www.nature.com/articles/s41591-021-01630-0

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 222
MapTt 2023 .

000912


https://brightoncollaboration.us/myocarditis-case-definition-update/
https://www.nature.com/articles/s41591-021-01630-0

MHONBUAOYAJIbHbBIE SMQ

e Taliercio CP, Olney BA and Lie JT. Myocarditis related to drug hypersensitivity.
Mayo Clinic Proceedings 60 (1985) 463-468

e Witberg G, Barda N, Hoss S et al. Myocarditis after Covid-19 Vaccination in a

Large Health Care Organization. New England Journal of Medicine, October 6,
2021
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2.73 WHdekumn rnas (SMQ)
(paboyas Bepcus, ceHTs16pb 2010 roga)

2.73.1 OnpepeneHue
e Tpwn OCHOBHblE OOPMbI:
- 3aTparusatome poroBuLy U KOHbIOHKTUBY;
- JHaodTanbMuUT (MHMEKUMS BHYTPU rnasa);
- WHdekunn npngatoyHoro annapata rinasa u opouThbl.
e JleyeHune nHdekunn rmasa

— 3aBuUCUT OT CTeneHn TAXECTU CUMMTOMOB U 3HAYNUMOCTU BO3MOXHbIX
NCXOMOB.

— Tsxenbin KOHbIOHKTUBUT TPEBYET MHTEHCMBHOTO NEeYeHNst aHTUBNOTUKaMm
LUMPOKOro crnekTpa 4eNCTBUA.

- I'IOTep$| 3peHNnA MOXeT I'IpOI/I3OI?1TVI, HECMOTPA Ha Jie4HeHune.

- MauneHTbl, KOTOPblE HEeAABHO NEPEHECITN XUPYPrMYecKoe BMELLATENbCTBO,
MUMEIOT BbICOKMI PUCK pasBUTUSA SHAOdDTaNbMUTA.

e MHoroyncrneHHole 68KTepVIaJ'IbeIe, BUPYCHbIE N FpI/I6KOBbIe OpraHn3mMmbl MOTyT
BbI3blBaTb I/IH(beKLl,I/II/I rnas.

2.73.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUA
e BknovaroTrcs:

- Bce TepmuHbI, HenocpeaCTBEHHO CBA3aHHbIE C MHADEKLMEN rnas unm
OnucbIBaloLLME ee — 3TO, KaK NPaBuUIIo, y3KNne TePMUHbI. ITO BKIOYaeT
NHpEeKLMM OpBurTanbHbIX U NepnopbUTanbHbIX CTPYKTYP: KOHBHOHKTUBLI, BEK U1
PEeCHUL,, CNEe3HOM CUCTEMbI, POrOBULbl, ANUCKNEPbI, Pagy>KHON 060M04KM,
ceTyaTKu U 3pUTEeNbHOro HepBa

— TepMuHbI, KOTOPbIE MOTYT M HE ObITb PaKTUYECKUMN TEPMUHAMW LS
0003Ha4YeHns1 MHPEKUNIA, HO MOTYT NPeACTaBNATb MHEKUUM rnas3
(Hanpumep, PT Yeeum) — aT0O, kKak NpaBuio, LUMPOKMNE TEPMUHDI

e VcknwvarTcq:

- TepMuHbl ana 0603HaYeHNs1 4Ns1 HAPYLIEHUI CO CTOPOHbI [Mas, Bbl3BaHHbIX
HENHMPEKLMOHHBIMU NPUYMHAMK (Hanpumep, anneprus, ayTouMMyHHble
COCTOSIHMSA, TpaBma)

- TepMI/IHbI Ans obo3HaveHus BPOXOEHHbLIX N HEOHATAJIbHbIX 3aboneBaHun
rnas

- TepMI/IHbI, KOTOpbIe npeacTtaBAaloT cobon Hecneu,mcpw-lecme CMMNTOMbI CO
CTOpPOHbI Iasa
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2.73.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

UHpekyuu anas (SMQ) cogepXuT TePMUHbI Y3KOTO U LUMPOKOro NonckoB. NogpobHble
npumMeYaHus npueeaeHol B pasgene 1.5.2.1.

2.73.4 TepeyeHb UCMONb30OBAaHHOW Hay4YHOW nutepaTtypbl ansa MUHeekyuu anas
(SMQ)

e Donahue SP, Khoury JM, and Kowalski RP. Common ocular infections. A
prescriber's guide. Drugs. 1996 Oct;52(4):526-40.

e Sherwal, BL and Verma, AK. Epidemiology of ocular infection due to bacteria
and fungus — a prospective study. JK Science Vol. 10 No.3, July-September
2008.
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2.74 HapyweHusa aoBWXeHUs rnasHbix a6nok (SMQ)
(paboyas Bepcus, ceHTs16pb 2010 roga)

2.74.1 OnpegeneHue

e HapylweHnsa aBmxeHuns rnasHblix S6M0K
- [Mapanwuu B3opa;
- MexbagepHasa odpTanbmonnerus;
- [loBpexaeHus rnasogsuraTenbHOro HEpPBa;
— [loBpexaeHust BNOKOBOro HeEpBa;
-~ [loBpexaeHusa oTBOASALLENO HEPBA;
- [nabetnyeckas oprtanbmonneruns;
- bonesHeHHble odbTanbmonnerny;
- MwuacteHuna rpasuc;
— [nasHble mmonatumn.

e [nasogsuratenbHble MbILLbl, KOHTPONUPYHOLLNE OBUKEHUSA rNas:
- MeguanbHas 1 naTepanbHas npsaMas mMbilua;
— HwxHAa n BepxHAa npsMasi MbllLa;
— BepxHsisa 1 HAXKHASA KOcas Mbiwua.

e [lapanunum yepenHo-MO3roBbIX HEPBOB
- [Mapanuu rmasogsuraTenbHOro Hepea

o MoxeT BbI3blBaTbCS TPAaBMOM FOSIOBHOIO MO3ra, aHeEBPU3MOWN,
KPOBOU3NUAHMEM, ONYXOSNb0 U1 anadbeTowm;

o [lopaxeHHbI rna3s NnoBopa4ymMBaeTCs B CTOPOHY, B TO BPEMS Kak
HenopaxeHHbIM rna3 CMOTPUT NPSIMO Briepes; 3TO Bbi3blBaeT 4BOEHME
noss 3peHus.

- [Mapanuy 6rokoBoro HepBea:

o YacTo xapakTtepusyeTcs OTCYTCTBMEM BbISIBNEHHON NMPUYUNHBI, HO MOXET
ObITb BbI3BaH TPaBMOW rONoBbI;

o MoryTt nopaxatbcs 06a rnasa unm ToNbKO OAWH;

o) nOpa)KeHHbIIZ rma3 He MOXeT NoBOpPa4YnMBaTbCA MO HanpaBJ1IEHNIO BHYTPb
U BHM3. ITO BbI3bIBAET ABOEHMUS NOMs 3peHn.

- [Mapanuy oTBOASALLEro HepBa:

o MoxeT nmetb pag NpUYKnH, BKIKOYasa TpaBMy rosioBbl, OMYXOSu,
pacCesiHHbIN CKNepo3, aHeBpu3mbl, MHdekumo LUHC n 1. a.;

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 226
MapTt 2023 .
000912



MHONBUAOYAJIbHbBIE SMQ

o [lopaxeHHbI rna3 He MOXeT NOBOpPaYnNBaTLCA B CTOPOHY.

2.74.2 Kputepum BKNOYEHUA/MCKIIOYEHUA
e BkniovaroTca:

-~ TepMuHbI, onucbiBalOLnE HapYLUEHUS] ABMXEHUS rnas, Hanpumep,
odranbmonserna

- TepMI/IHbI, onucbiBarwwmne HapyweHnda COOTBETCTBYHOLWNX YePErnHbIX HEPBOB

- TepMVIHbI Ans obo3HaveHus Nnpun3HakoB 1 CUMIMTOMOB HapyLleHNA OBMXXEHUA
rnasHbix 9650k (TepMMHbI LLIMPOKOIo nov|0|<a), Hanpumep, aunnsonna

e VcknwovatoTes:

- Hecneuunduryeckme TepmMuHbl Ans 0603Ha4YeHUs paccTPOMCTBA 3PEHUS

NMPUMEYAHUE. Pabouyas rpynna CIOMS no coctaBnexHmto SMQ otmeTuna, 4to npu
ncrnonb3oBaHun HapyweHus 0suxxeHus anasHbix 1610k (SMQ) MoxHO caenatb
NepPeKPECTHYI0 CCbINKY ¢ AkempanupamudHbil cuHOpom (SMQ), B 4YaCTHOCTH, 3TO
peneBaHTHO A4nsi bonee paHHUX 6a3 AaHHbIX, rAe KOAMpoBaHME MOXET ObiTb
HeAOoCTaToOYHO crneunduyHbIM Ans UCMNOSb30BaHNst TEPMUHOB CO CIIOBOM «rfas».

2.74.3 TpumeyaHusi NO BHeAPEHUIO U (UTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHus dsuxeHusi arna3Hbix 16510k (SMQ) coaepXuT TePMUHBI Y3KOro 1 LLIMPOKOro
nouckoB. [NogpobGHble NpuMmevaHnsa npuBeaeHsbl B pasgene 1.5.2.1.

2.74.4 TepeyeHb WUCNONb3OBaAaHHOW Hay4YHOW nuTepatypbl Aana HapyweHus
dsuwxeHusi 2na3Hbix 516510k (SMQ)

e Clinical Neurology, 7" edition. Simon, R, Greenberg, D and Aminoff, M. Ch.
4, Disturbances of vision.

e Merck Manual. Palsies of Cranial Nerves That Control Eye Movement.
http://www.merck.com/mmhe/sec06/ch096/ch096d.html
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2.75 OnnoptyHuctu4yeckme nHoekumm (SMQ)
(paboyas Bepcus, mapt 2020 roga)

2.75.1 OnpepeneHue

e OnnopTyHUCTMYECKas MHPEKUMS — 3TO MHULMPOBAHNE MUKPOOPTraHU3MOM,
KOTOpPbIN 06GbIYHO He Bbi3blBaeT 3aborieBaHMe y YenoBeka ¢ MHTaKTHOW
MMMYHHOW CUCTEMOMW, HO CTAHOBUTCS NMATOreHHbIM 41151 OpraHM3mMa-xo3siHa ¢
ocnabneHHbIM UMMYHUTETOM.

e Torga kak He CyLecTBYyeT YeTKOro onpegeneHnsa onnopTyHUCTUYECKNX
NHAEKUMI, LUIMPOKO MCMONb3yEMOro A BCEX COCTOSIHMMI C ocnabneHHbIM
UMMYHUTETOM, OBLLMM haKTOPOM pUcKa, CBSA3aHHbLIM C ONMNOPTYHUCTUYECKOMN
NMHEKUMEN, ABNSAETCA CHMXKEHNE UMMYHHOWN PYyHKLUMN. CHUXKEHNE MMMYHHOWN
PYHKUNN MOXET BbITb pe3ynbTaTOM BPOXAEHHOIO NN NPUOBPETEHHOTO
nMMyHogeduuuTa, onpeaeneHHblX 3110Ka4yecTBEHHbIX HOBOODpasoBaHui,
NpoBeaeHUst LMTOTOKCUYECKON XMMMOTepanum, UMMyHOAENPECCUBHON Tepanuu,
npuMeHeHnsa BMONOrMYECKUX UMMYHOMOLYNATOPOB, XPOHMYECKNX 3aboneBaHuni,
TaKkuX Kak caxapHbii AnabeT nnm MykoBUCUMA03, NN MEXAaHUYECKOTO
NOBPEXAEHUS KOXMN UITU CIIN3NCTON 060SI0YKN, BI3BAHHOIO BOCNaneHnem
(Hanpumep, A3BEHHbIN KOSUT) UK TpaBMoK (HanpuMep, TaXerble OXOrn).

e OTuonornyeckne akTopbl, NPUBOASALLNE K ONMOPTYHUCTUYECKUM NHADEKLNSIM,
MOryT 6bITb Pa3fiMyHbIMK B 3aBUCUMOCTU OT NPUYMHBI OcnabneHus nMmMyHuTeTa.
BonbLUNMHCTBO cepbe3HbIX MHMEKLUIN, BO3HMKAIOLUX B 3TOM Criyyae,
aHanoruyHbl Tem, KoTopble HabnogaTca y HaceneHus B LIerIOM, HeKOTopble
MHPEeKLMM Yallle CBSA3aHbl C NogaBfeHneM MMMyHUTEeTa (MNn CTeneHbio
noAasreHnss UMMYHUTETA), NPOSIBNAIOTCA C 60MbLUEN CTENEHbIO TSHKECTUN Y
nogen ¢ ocnabneHHbIM UMMYHUTETOM UMK UMEKOT BonbLIOe 3HavYeHue Ans
06LLEeCTBEHHOro 34paBoOXpPaHEHUs UMW NPU PACCMOTPEHUN KITMHNYECKON
3Ha4yMMocCTu (Hanpumep, Tybepkynes), 4To OTNMYaeT UX OT UHMEKLNI,
BCTPEYaIOLLMXCS Y HacerneHns B Lenom.

e  ONnopTyHUCTUYECKNE MHAEKLMM MOTYT ObITb MapKepamMun onpeaeneHHbIX TUNoB
noAaBneHns UMMYHUTETA N MOTYT CNYXWUTb KITMHUYECKUMU MHAUKaTOpaMu
onpeaeneHHbIX OCHOBHbIX MMMYHHbIX AedekToB (Hanpumep, Pneumocystis
jirovecii n BUY).

2.75.2 Kputepum BKNOYEHUA/MCKIIOYEHUNA
e BknovatoTcs:

- WHdekummn, BbidBaHHbIE HEOOBIYHBIM NATOreHHLIM MUKPOOPraHN3MOM
(HeOBbIYHbIM UM OTCYTCTBYHOLLMM Y X035MHA, HE CTpajaroLero
UMMyHOOEeUUNTOM), KOTOPbIN BECbMa XapaKTepeH AN COCTOSAHUS C
ocnabneHHbIM UMMYHUTETOM (HanpumMmep, NHEBMOLMCTHAsA NMHEBMOHMS
Wuposeua y BUY-nHbMLMPOBAHHOIO NaumeHTa)
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NHdekunn, BbizBaHHbIE 0ObIYHLIMU NATOFEHHBIMU MUKPOOPraHn3Mamm
X035IMHa, He cTpajaroLwero MMMyHogeUUUTOM, HO C aHaTOMUYECKON
nokanusaumemn, TAXeCTblo, YCTOMYMBOCTBIO K NIEYEHUIO UITU YaCcTOTON
peumanBoB, KOTOPbIE PeaKo BCTPeYalTCs Yy HOPMarnbHOro Xo3siHa
(Hanpumep, AnCCeMMHUPOBAHHBIV OMOSICLIBAKOLLNIA NLLAK Y NnauneHTa ¢
nMmMmdgomon)

[MaToreHHble MUKPOOPraHM3Mbl, NepevncrieHHble B MeXayHapoaHO
NPU3HaHHbIX PYKOBOACTBaX Mo NpounakTuke onnopTyHUCTUYECKNX
NH(EKLMI B KINIMHUYECKM 3HAYNMbIX COCTOSHUAX C OcrabneHHbIM
UMMYHUTETOM, Taknx kak BUY-mHekuuns; TpaHcnnaHTaunsa KOCTHOro mosra
UM NAapeHXUMaTo3HOro opraHa; unu nogasreHne UMMyHUTETa, Bbl3BaHHOE
neyeHuem (Kak 3TO UCMNONb3yeTCHa Npu pake unu Tepannum GUoNorM4ecKkuMm
npenapaTtaMmm MMMYHO-ONOCPea0BaHHbIX BOCNANUTENbHbIX 3a60neBaHnin)

CooTBeTCTBYOLLME TEPMUHBI AN 0603Ha4YeHUs NabopaTopHbIX U
3KCMNepMMeEHTanbHbIX UCCIEAO0BaHUN, CBA3AHHBLIX C 3TUMU
MUKpOOpraHnamamn. At TepMuHbl Ans 0603HavyeHnst nabopaTopHbIX K
3KCMNepUMEHTanbHbIX UCCIEA0BaHUN, Kak NpaBmnno, HAaXo4AaTCA B LLUMPOKOM
noucke, XOTA HEKOTOpble nabopaTopHble aHanM3bl, NUCNONb3yeMble Ans
BbISIBNEHNSA BECbMa XapaKTepPHbIX ONMNOPTYHUCTUYECKMX MUKPOOPraHN3MOB,
OTHOCSITCS K Y3KOM 0611acTu NPUMEHEHWS.

MHC*)GKLI,I/II/I HOBOPOXAEHHbIX C BbILLEYNOMAHYTbIMW 0CODEHHOCTAMM

B 06L1eM, NOBEPXHOCTHbIE MHAEKLMN KOXW, HAPYXKHOTO yXa, POroBuULibl,
Cnm3ncTorn obonoYkmn pTa, POTOrMOTKMA, MOYEBOTrO My3bIPs Y MOMOBbIX
OpraHoB, Kak NpaBuIo, OTHOCATCH K «LLUMPOKOW» 06nacTy NpMMEHeHUs!, B TO
Bpemsi Kak rnyGokme nnm AMcceMUHNpPOBaHHbIE MHAEKLUN YalLle BCero
BKITIOYAIOTCA B «Y3KYylO» 006NacTb NpUMEHEHHUS.

NcknovaroTtes:

BTopuYHbIE COCTOAHUS UMMYHOAEMULMTA, KOTOPbIE ABMATCA NPUYMHON UK
cnocobCTBYHOT BO3HUKHOBEHMUIO OMMOPTYHUCTUYECKUX MHAPEKLMIA, HanpuMep,
nenkeMuu, NMMMAOMbI, COCTOSIHUSI NoAaBneHns YHKLUMIN KOCTHOrO MO3ra,
caxapHblii AnabeT, TsKenble 0XOoru, UCTOLEHNEe U T. 4.

BpoxxaeHHble cocTosHNA (Hanpumep, CUHAPOM NEPBUYHOIO
nMMyHogeduunTa)

TepMuHbl 4ns 0603HavYeHnss nabopaToOpPHbIX U UHCTPYMEHTaNbHbIX
nccnegoBaHun 6e3 kBanudukaTopa

2.75.3 TMpume4vyaHus N0 BHeAPEHUIO U (UNN) OXKNAAHUIO pe3yNbTaToOB 3arnpocoB

OnnopmyHucmuyeckue uHgekyuu (SMQ) nmeet 0CO6EHHOCTN TEPMUHOB Y3KOIO U
LUMpOKoro nomnckos. lNogpobHble NnpumeyaHus npueeneHbl B pasgene 1.5.2.1.
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2.75.4 TMepeyeHb MCNoSIb30BaHHOWM Hay4HOW nuTtepartypbl ans
OnnopTtyHucTu4yeckme nHdekuum (SMQ)

Schreier R. eMedicine [Internet]. Infections in the immunocompromised host.
https://emedicine.medscape.com/article/973120-overview. (Accessed 1 August
2019).

Winthrop KL, et al. Opportunistic infections and biologic therapies in immune-
mediated inflammatory diseases: consensus recommendations for infection
reporting during clinical trials and postmarketing surveillance Annals of the
Rheumatic Diseases 2015;74:2107-2116.

Centers for Disease Control and Prevention. Guidelines for preventing
opportunistic infections among hematopoietic stem cell transplant recipients,
Recommendations of CDC, the Infectious Disease Society of America, and the
American Society of Blood and Marrow Transplantation MMWR. 2000 Oct 20; 49
(RR10): 1-128.

Fishman JA. Infection in solid-organ transplant recipients. N Engl J Med 2007
Dec 20; 357: 2601-2614. doi: 10.1056/NEJMra064928

Tomblyn M et al. Guidelines for preventing infectious complications among
hematopoietic cell transplantation recipients: a global perspective. Bio Bone
Marrow Transplant. 2009 Oct; 15, (10): 1143-238. doi:
10.1016/j.bbmt.2009.06.019

U.S. Department of Health and Human Services [Internet]. Guidelines for
Prevention and Treatment of Opportunistic Infections in HIV-Infected Adults and
Adolescents. https://aidsinfo.nih.gov/quidelines/html/4/adult-and-adolescent-
opportunistic-infection/0. (Accessed 1 August 2019).
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2.76 HapyweHusa co cTOpoHbI 3puTenbLHOro Hepsa (SMQ)
(pabo4as Bepcus, ceHTs16pb 2008 roga)

2.76.1 OnpegeneHue

e [lo 3puTenbLHOMY HEpPBY B rONTIOBHOW MO3r NepeaarnTcs MMNyIbChbl,
reHepupyemble ()OTOPELIENTOPaMMN CETYATKN.

° nOBpe)K,D,eHVIe B ntobom mecTe no XoAay 3puTeribHOoro Hepea U1 B
3PUTETIbHbLIX LEHTPAX roJyIoBHOIro Mo3ra MOXeT NMPMBECTU K NMoTepe 3pEHUA.

e Hert obLiero onpegeneHns HapyLeHUn Co CTOPOHbI 3pUTENBLHOIO HEPBa; B
SMQ ocoboe BHMMaHWe ygenseTcs HemponaTum 3puTernbHOro HepBa,
HEBPUTY 3pUTENBbHOIO HepBa (BOCMNanNeHuno) n 0Teky AncKa 3puTerbHOro
HepBa (OTEKy 3pUTENbHOrO HEPBA).

e [IpnYnHLI HEMponaTuM 3pUTENbLHOIO HepBa:

— Tokcuyeckue BellecTBa, B TOM YnCre CBMHEL,, METaHOS, 3TUNEHININKONb,
Tabak UnNn MblLLbSK;

- HapyuweHHoe kpoBoCcHabxeHue;
- [Jedunumnt nutaTtenbHbIX BELECTB, 0CO6EHHO BUTaMmnHa B12;

- JlekapcTBeHHble NpenapaTbl, B TOM Yncrne xnopaMdeHMKOr, n3oHnasug,
3TamMOByTON UMM OUTOKCUH.

e OcobeHHOCTM NOTEPU 3PEHUS:

— MoxeT ObITb BLICTPON (HECKONBKO MUHYT UMM YacOB) UIM NOCTENEHHON B
TeyeHue 2—7 OHewn;

- I'Iopa>Ka+0Tc;| oAauH nnun oba rnasa, B 3aBUCMMOCTU OT NPUYNHBI.

— 3peHne MoXeT BapbUpoBaTbCA OT NOYTU HOPMarbHOro 40 NOMHOM
cnenoTbl;

— OGbIYHO NpU HelponaTuM 3pUTENBLHOrO HepBa NnopaxarTca oba rnasa
BCNeaCTBUE BO3OENCTBUSA TOKCUYECKMX BELLecTB unu gecduumTa
nuTaTenbHbIX BELLECTB;

- Hebonblwas obnacTtb NOTEpU 3peHNS B LIEHTPE NOMS 3pEHNS MEOSIEHHO
YBENUYMBAETCHA U MOXET NPOrpeccMpoBaThb 40 MOSTHOW CNenoThbl.

2.76.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:
— Y3Kkuu nouck
o Bce TepMuHbBI, KOTOPbIE coagepXaT CMOBO «3pUTESbHbINY

o) TepMI/IHbI, OTHOCALWNMECA K ANCKY 3pUTESTIbHOIo HepBa
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o TepmuHbl ans 0603Ha4YeHus 3aboneBaHnin, KOTOPbIE YAaCTO NopaxawT
3pUTENbLHbLIN HEPB, HaNPUMeEpP, paccesiHHbIN CKNepo3

- LWwnpoknin nonck

o TepMuHbl Ons 00O3HAYEHWs MNPU3HAKOB W CUMMTOMOB HapyLUeHUs
3peHuns

) TepMVIHbI, CBA3aHHblI€ C BOCNasrieHnem cocyoB royloBHoro Mmosra

o Hecneu,mq)mqecme TEPMUHbI, OTHOCALLINECHA K YepernHbiM HEPBaAM U
Hecneumcbmqecme MeTO[bl OonepaTtnuBHOIO JN1Ie4eHnA rmasa " rinasHnubl

e VcknwovarTcq:

- Hecneu,vlcbmqecme HapyLweHnA rorioBHOro Mmoara, o6Hapy>K|/|BaeMb|e
mMeToaamMun Bu3yanm3auunm

- TepMVIHbI Aanst obo3HaveHus BPOXOEHHbLIX 3aboneBaHun

NMPUMEYAHWE. B 3aBucnMMoCTHM OT Lenun novcka Ans cneumanmsanpoBaHHOro nomcka
MOXeT noTpeboBaTbCA MCNONb30BaTh HECKOMNBLKO odpTanbmonorndeckux SMQ.

2.76.3 lMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi co cmopoHbI 3pumersibHo20 Hepga (SMQ) coaep>XUT TEPMUHbI Y3KOTo 1
LUMPOKOro nomnckos. lNogpobHble NnpumeyaHus npueeneHbl B pasgene 1.5.2.1.

2.76.4 lMepeyeHb MUCNONb3OBaHHOW Hay4yHOW nuTepatypbl AnA HapyweHusi co
CMOPOHbI 3pumesibHo20 Hepea (SMQ)

e Merck Manual Online, published by Merck Research Laboratories.
http://www.merckmanuals.com/professional/index.html
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2.77 3aboneBaHus potornoTku (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.77.1 OnpepeneHue

PoTornoTka Bknto4YaeT pOTOBYH MOMOCTb, OFPaHNUYEHHYHO:

BykkanbHon cTtopoHown ryo;
Hébowm;
[lHoM poTOoBOW NONOCTK;

3aaHen CTEHKOW TTOTKWN.

2.77.2 Kputepum BKNOYEHUA/NCKITIOYEHUA

BkntovatoTcs:

TepMI/IHbI, CBA3aHHbI€ C NMOopaXeHnaAMn n HapylweHndamMHn, 3atparmsarolLimMmn
MONMHOCTbIO UMY YaCTU4YHO KaKy}O-J'II/I6O YacCTb MNOJIOCTU PTa UITN TJIOTKK;

OpodapuHreanbHble HOBOOGpa3oBaHUs (POTOrMOTKK), KUCTbI U Npea-
HEONIaCTUYECKNE NOPANKEHWS;

OpodapuHrearnbHble (POTOMMOTOYHbIE) NH(EKLNN
HapyLueHns co CTOpoHbI AeceH
B cnyyae cy63anpoca SMQ HapyweHusi co cmopoHbl OeceH (SMQ)

o Bce TepMuHbI C hpas3on «CO CTOPOHbI AECEH», KOTOPbIE TOYHO He
OTHOCATCH K UHAPEKUMAM NN HoBoobpasoBaHusiM, Hanpumep, PT
UN3meHeHus okpacku deceH, PT [unepmpogbusi deceH

o TepmMmuHbI, OTHOCALMECS K AecHaM, Hanpumep, PT Pa3spyweHue
nepuodoHma v PT NepuodoHmum

B cnyyae cy63anpoca SMQ OpoghapuHeearbHbie (pomo2omoyHsbIe)
nposieneHus annepaudeckux cocmosiHul (SMQ)

o TepMuHbI Ans 0603Ha4YEeHNsT annepruyecknx COCTOSIHMI, KOTopble MOryT
HabnoaaTbCcs B POTOBOM MOMOCTU, HAaNpuMep OTEKM.

B cnyyae cy63anpoca SMQ OpoghapuHeearibHble HO8006pa3oe8aHusi
(pomoenomku) (SMQ)

o TepmuHbl ans 0603Ha4YeHMs HOBOOOpa3oBaHMN, KOTOPbIE NOABNAIOTCS B
pPOTOBOM NOSIOCTH

B cnyyae cy63anpoca SMQ OpoghapuHeearbHbie (pOmo2omoyHbIe)
uHgbekuyuu (SMQ)
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o TepMuHbl gns 0603HayYeHns MHEKUUN, KoTopble MOryT HabngaTeCca B
pPOTOBOM NOSIOCTU, HANPUMeEP Te, KOTOpbIE BbI3bIBAOTCA BUPYyCaMu U
BGakTepusamn.

B cnyyae cy63anpoca SMQ OpogbapuHaearibHbie (pOmo2siomoYHbIe)
rposierieHus (3a Uckr. HogoobpasosgaHul, uHgpekyul u annepauli) (SMQ):
BKIMOYaEeT NopaXkeHusi, KOTOpble SIBHO He CBSA3aHbl CO cneumdunyecknmm
NHEeKUMAMN, HOBOOBPaA30BaAHUAMN NN annepruieckuMmmn peakumsaMm, Ho
00yCnoBneHbl creayoLwen aTuonornen

o TpaBmbl

o f3Bbl

o [wunoectesnn
o [emopparuu

) HeyTO‘-IHeHHbIe HapyLleHnd

WckniovaroTtes:

TepMI/IHbI, CBA3aHHbIE C NMopaXeHnaAMn ninn HapyweHnAamm roptaHm n
CTPYKTYP HMXE ropTaHu;

TepMUHbI, CBSI3aHHbIE C NMOPAXEHUSIMU UMW HAPYLLEHUSIMW HOCOBOW MONOCTY;

TepMUHbI, CBSI3aHHbIE C BPOXAEHHbLIMW, HacreayemMbiMyU U FeHETUYECKUMMU
HapyLUEHUAMU;

Xvpypruyeckue, TepaneBTMYECKNE N MeuLMHCKME npoueaypbl POTOrMOTKY;
WccnepoBaHus, cBA3aHHbIE C POTOrNOTKOWM (Hanpumep, 6uoncus).*

B cnyyae cyb3anpoca SMQ OpoghapuHaearibHble HO800bpa3o8aHUs
(pomoenomku) (SMQ)

o TepMuHbl onsg 06o3HayeHns HoBoobpasoBaHui 3y6oB
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2.77.3 Nepapxuyeckasi CTpyKTypa

JadoneBaHnA poOTOrMOTEM

(20000108}
Dpedhap CpodaprHreantsbie Cpodapureantsbie
mmﬁ?ﬂﬁe (POTOFMOTCMHEE] HapyleHus co (pOTormoTEMHEE)
oo OpodapareantHee MPORENEHIA ANTEp- CTOPOHSI [eceH MPOAENEHA (33 MOKT.
; : (porornoro.ie) MBI COCTORH 20000113 FOB00DpEI08EH A
{20000110) WHEDEK " (20000112) ( ) S
(20000111) (20000114)

PucyHok 2-17. MWepapxuyeckasa cTpykTypa 3abosiesaHusi pomoasiomku

(SMQ)

e Cy63anpoc SMQ OpoghapuHeearbHbie (POMO2/I0MOYHbIE) NPos8eHUs (3a
UcKn. HoeoobpaszoeaHul, uHebekyul u annepauti) (SMQ) nmenyetcsa kak SMQ
lMopaxkeHusi pomoa/10mKuU B UICXO4HOW AOKYMeHTauuun paboyen rpynnsl CIOMS)

2.77.4 Tlpume4yaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

3abonesaHus pomoanomku (SMQ) npencraensiet cobomn nepapxmyeckmn SMQ Tonbko
C Y3KUMU TepMUHaAMU. [103TOMY Yy3KUIM MOUCK U LLUMPOKUIA MOUCK Aa0T O4MHAKOBbIN
pesynbTaTt. MNogpobHblie npumeyaHns npueeneHsbl B pasgene 1.5.2.1.

2.77.5 MNMepevyeHb WUCNONb30BAaHHOW Hay4YyHOM nuTepaTtypbl AnAa 3abosieeaHus
pomozanomku (SMQ)

¢ Reporting Adverse Drug Reactions — Definitions of terms and criteria for their
use. Council for International Organizations of Medical Sciences (CIOMS); 1999.

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition.
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2.78 OcTteoHeKkpo3 (SMQ)
(paboyas Bepcusi, mapt 2010 roga)

2.78.1 OnpepeneHue

OcCTeOHEKPO3 BO3HUKAET B pe3yrbTaTe HapyLUEHNS KPOBOCHAOXEHNS KOCTH.
YacTtblM MecToM nokanmsauumn saensetcs 6egpo (ronoska 6eapeHHOn KOCTH), HO
TaKke MOryT NopaxaTbCsa U ApYyrMe KOCTMU.
[1Be oCcHOBHblE POPMBI:

- TpaBmaTuyeckun:

o Haunbonee yacras;

o BcneacTtBre npsimoro noBpexaeHns 1 HapyLLeHUs KpOBOCHaOXeHNS;
- HeTpaBmaTtnyeckas:

o CBsizaHa Cc HeKoTopbIMU chakTopamm pucka / COCTOSIHUSIMU, BKIHOYas
MCMoNb30BaHNE KOPTUKOCTEPOUIOB, 3NoynoTpebrieHne ankoronem,
CeprnoBUAHOKNETOYHYI0 aHeEMUIO, 6ones3Hb [oLe, CUCTEMHYHO KpacHYHo
BONYaHKy, Koaryrnonatuu, rmnepnMnuaemMuto, TpaHcnnaHTaumo opraHos,
KECCOHHy0 60Mne3Hb, HapyLLUEHNsI CO CTOPOHbI LLIMTOBUOHOM Kenesbl U
reHeTnyeckue akTopbl;

o HekoTopble crnyyan — nguonatnyeckue.
CuMNTOMbI OCTEOHEKPO3a rofnoBkM 6eapeHHON KOCTH:

- bonb B naxoson obnactu (MHoraa 6onb B Aaroguuax); rnybokas,
nynbcupyoLwas n ycunueaeTcsa npu xoabbe;

- Takke MmoxeT ObITb owlyieHmne «TyronogBm>xXHoOCTnU» Unn werikaHbe npu
OBWXEHUN.

dusnkanobHoe obcrnegoBaHue:

— bBonb npu gemxeHnsax n xoawbe;

— OrpaHunyeHne BpaLleHnst BHYTPb;

- Yacrto HabntogaeTca noxogka TpeHaeneHbypra;

-~ [pocTble peHTreHorpammbl 6egpa Yacto ObiBalOT HOpManbHbLIMU.
OcteoHekpos yentoctn (OHY):

— Cs#s3aH ¢ ucnonb3oBaHMem 61MdochoHaToB;

- Kak npaBuno, Bo3HMKaeT Ha poHe HeaaBHO NPOBEAEHHON
CTOMaTONOrMYecKon onepaumm;

— Mpu3sHakm n cumnToMbI BKMOYatoT 605b, NOABMXKHOCTL 3y60B, OTEYHOCTb
CrnM3ncTon 0bonoYKK, IpUTEMY U N3bS3BNEHKE.
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2.78.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e BknovaroTcs:
- PT OcmeoHekpos n PT Jlyyegol HeKpo3 kocmu
- TepmuHbl Ana o6o3HaveHnsa npouenyp B Criydae OCTEOHEKPO3a
— TepMuHbl ons 0603HavYeHNsa nccnegoBaHnii onst AMarHOCTMKM OCTEOHEKPO3a

— TepmuHbl ona 0603HaYEHNA NPU3HAKOB U CUMNTOMOB, OTHOCUTENBHO
cneumduyHbIX 4Nsi OCTeOHeKpo3a. [1oCKoNbKY OCTEOHEKPO3 CKIIOHEH
nopaxartb onpeaeneHHble KOCTU (HanpumMep, rosioBky 6eapa, 4enocTb),
BblOpaHHblE TEPMUHBbI, KaK NPaBUO, OTPaXXalT 3TU Y4aCTKM

— TepMmuHbI Ans 0603Ha4YeHMsA pas3nNNYHbIX MHPEKLMOHHBIX U HEMHMPEKLMOHHBIX
dopm ocTeoMmenmnTa; 3To 0O bACHAET CBA3b OCTEOMUENNTA U OCTEOHEKPO3a
HWKHEN YentoCTN B YCNOBUSAX MCMOMb30BaHNS nNpenapaToB Ha OCHOBE
bucdocdoHaTos.

— TepMuHBbI, CBA3aHHbIE C NpoueaypamMm U OCIIOXKHEHUAMM OCTeOMUENUTa
e VcknwvarTcq:

— LWupokne koHUenumKn, KoTopble HecneundmnyHbl (Hanpumep, KOHLEeNLMs
«513Ba»)

NMPUMEYAHUE. B cnyyae wwupokoro noncka PT bosib 8 Kocmsix MOXeT co3faBaTb
«LWYyM» B 3aBMCUMOCTW OT npenaparta, 1 Nofnb3oBaTenn MoryT pacCMOTpeTb
BO3MOXHOCTb yaaneHus atoro PT B cBoux Lensx.

2.78.3 MpumeyaHusa Nno BHeQPEHUIO U (MNN) OXKMOAHUIO pe3ysibTaToB 3anpocoB

OcmeoHekpo3 (SMQ) cooepXXuT TEPMUHBI Y3KOrO U LUMPOKOro nomnckos. MNogpobHbie
npumMeYaHus npuseaeHol B pasgerne 1.5.2.1.

2.78.4 lepeyeHb UCNONbL30BaHHOM Hay4YyHOW nuTepaTtypbl Ana OcmeoHeKpo3

(SMQ)

e Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html

e Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,
http://www.emedicine.com/orthoped/TOPIC430.HTM

e Tofferi, J. and Gilliland, W. Avascular necrosis.
http://www.emedicine.com/Med/topic2924.htm

e Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J
Australia 2005; 182(8): 417 — 418.
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e Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With
Postmenopausal Osteoporosis in the Health Outcomes and Reduced Incidence
With Zoledronic Acid Once Yearly Pivotal Fracture Trial. J Am Dent Assoc
2008;139;32-40.

e Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw:
diagnosis, prevention, and management. Annu. Rev. Med 2009; 60: 85-96.

e Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection.
New Microbiol. 2008 Apr; 31(2):155-64.
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2.79.1

2.79 OcTteonopo3 unu octeoneHus (SMQ)
(paboyas Bepcus, ceHTs16pb 2009 roga)

OnpepeneHue
OcTeonopo3 — CUCTEMHOE CKENETHOE HapyLLeHMe, XapakTepusyrLeecs:

— YMeHblLUEHNEM KOCTHOMN Macchl (YMeHbLLEHEM Macchl Ha eanHULy obbema
HOpMarnbHO MUHEPanM3oBaHHOM KOCTW);

- YXyOlweHneM MUKPOapXUTEKTOHUKN KOCTEN.
- OcTteoneHns — Gornee nerkasa popma NOTEPU KOCTHON TKaHMW.

[MOBbILLEHHbIN PUCK NEPENOMOB Aaxe NP MUHUManNbLHON TpaBmMe; Hanbonee
4acTo MecTamMu TakoW NOTepn KOCTHOM TKaHW M nokanusaumn nepenomMmos
ABNAOTCA rPYAHOM M NOACHUYHBIN OTAENbI NO3BOHOYHMKA, pebpa, BepXxHAas
YacTb 6eApPEHHON KOCTU, HMXKHASA YacTb NTy4EBOW KOCTU.

OB6bI4HO He NPMBOAUT K NOSABMNEHUIO KaKMX-1MBO NpU3HAKOB MU CUMNTOMOB,
KpOMe YMeHbLLEHNA pocTa U K1ho3a, Noka He NPOM30oNAET Nepenom.
[MaToreHes:

- T[eHeTn4yeckne hakTopbl (Hanpumep, HacneACTBEHHbIE, Tak1e Kak
HECOBEPLLUEHHbI OCTEOreHe3s);

- JlekapcTBeHHble npenapaTbl (0COBEHHO MMIKOKOPTUKONAbI);
- PauuvoH nutanus;

- PacoBas npnHagnexHocTb;

- [om;

- O06pa3 XusHu;

- ®dusnyeckas akTUBHOCTb.

Tun 1 (nocTMeHonay3arnbHbIN)

- Hawnbonee yactbin Tum;

- BosHukaet BCcneacteme geduumta nonoBbIX rOPMOHOB;

- [loBblWweHne pekpyTnpoBaHna / peakTMBHOCTU NpeaLleCTBEHHNKOB
OCTEOKNACTOB M MOBLILWEHNE pe30opbunmn KOCTM NPEBOCXOAAT hopMmMpoBaHmE
KOCTHOWM TKaHW;

— YMeHblleHMe KonmyecTBa rybuaToro BeLlecTsa KOCTU NPUBOAUT K
MOBbLILLEHMIO pyUCKa nepenoMoB Konnuca (guctanbHOro otaena ny4yesom
KOCTM) U NO3BOHKOB;

- [Hedununt acTporeHa MoXeT NPUBECTU K GonbLUen YyBCTBUTENBHOCTM KOCTEN
K napaTMpeongHoOMy ropMOHY, YTO NPUBOAUT K YBENMYEHUNIO BbICBODOXAEHUS

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 239
MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

Kanbumsi U3 KOCTU, YMEHbLLUEHMIO 3KCKPELIMN KanbLMsa U3 NOYEK N YBENUYEHWUIO
BblpaboTkn 1,25-aurmapokcmentammnia D;

- YBenu4yeHue BblpaboTkn 1,25(0OH)2 D3 BbI3bIBaET:
o [loBbllWeHWe BcacbiBaHWs KanbLmsa U3 Xenyao4HO-KULLIEYHOro TpakTa;
o [loBbllweHWe pe3opbuun KanbUnsa U3 KOCTu;
o [loBblleHne pe3opbuun KanbUns U3 NOYEYHbIX KaHanbLes;

- ,D,e(bI/ILI,MT NONOBbIX TOPMOHOB TakKXe MOXeT yBeJIN4nBaTb Bblpa6OTKy
LIWTOKMHOB, KOTOPbIE BITUAIOT Ha OCTEOKI1aCThl.

Tun 2 (cTapyeckun):
- BcTtpeuaetcsa y o6onx nonos;

— CHmxeHne opMnpoBaHNA KOCTHOM TKaHM U YMEHbLUEHNE BbIPaboTKM
noykamu 1,25(0OH)2 D3, koTopble HabMOATCA B KOHLE KU3HMU;

- [MoTepsi kOMNAKTHOrO 1 ryG4aToro BewwecTBa KOCTU NPUBOAUT K YBENMYEHUIO
pucka nepernomMoB 6eaep, ANVHHbLIX KOCTEN, MO3BOHKOB.

Tun 3:

- OO0ycnoBneH OenCcTBNEM NEKAPCTBEHHbIX NpenapaToB (Hanpumep,
rMIOKOKOPTMKONOO0B)

- Wnu BcneacTeue gpyrnx coCTOsIHWIA, KOTOPbIE BbI3bIBalOT YBENUYEHWE
NMOTepPU KOCTHOW TKaHU pasfnyHbIMU MeXaHU3Mamu.

MMHepaanaﬂ NSIOTHOCTb KOCTHOM TKaHW 4acTo UCNoJ1b3yeTCd B Ka4eCTBe
OPMEHTNPOBOYHOIO NokasaTtend Npo4YHOCTU KOCTH.

- BOS3 onpeagenset octeonopos Kak MNMOTHOCTb KOCTHOW TKaHW, KOTopast
cocTaBnsaeT 2,5 cTaHaapTHbIX OTKMOHEHUI HDKE CPeaHero Ans MonoabixX
B3POCIIbIX XXeHLLH 6ernon pachl.

Mapkepbl MeTabonmMama KOCTHOM TKaHM (KOCTHas LwenoyHas gpocdartasa,
OCTeoKanbLWH, NenTuabl NpokonnareHa | Tuna n 4e3oKCUnMpuanHoONnH Moyn)
MHOr4a UCNOb3yHTCS AN KOHTPONSA OTBETA Ha Tepanuio.

2.79.2 Kputepumn BKNOYEHUA/NCKNIOYeHUsA

BkniovatoTcs:

- TepMI/IHbI anA 0003Ha4YeHns1 COCTOSIHUI ocTeonopo3a n ocreoneHnn, B ToM
Yyycne BapmaHToB

— TepMuHbI AN 0603HAYeHNS NPU3HAKOB U CUMMTOMOB, B TOM YMCIe TUMOB
nepenoMoB, KOTOPble XapaKTepHbl Ans OCTEONopo3a, Hanpuvep, nNepernov
Geapa 1 KOMNPECCUOHHbIN NepenioM NO3BOHOYHUKA
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- TepMuHbI Anst 0603HaYeHMs NccneaoBaHuin, UCNONb3yeMblX MPU OLeHKe
naumeHToB; obpaTUTe BHMMaHWe, YTo Takke BKIYaloTcs labopaTopHble
TEPMUHbI, onpeaensieMble Kak «OTKIOHEHUE OT HOPMbI»

— TepMuHbI Ans 0603HaYeHUs npoueayp, CBA3aHHbIX C OCTEONOPO30M

- PT lNocmmpasemamuyeckuli ocmeornopo3 — HECMOTPS Ha TO, YTO NpUYNHA
3TOro COCTOSIHNSA CBsi3aHa C TPaBMOM, BO3MOXHO, NoTpebyeTcs y4ecTb
BEPOSATHOCTb TOrO, YTO NIeKapCTBEHHLIN NpenapaTt MOXeT ycyrybuTb ero

e VckniovatoTcs:
— TepMuHbl gns 0603Ha4YeHNa BpOXAEHHbIX 3aboneBaHui

-~ TepmMuHbl Ana 0603Ha4YeHMA BCEX NEPENIOMOB, 3@ UCKITIOYEHNEM TeX,
KOTOpble OYEHb XapaKTepHbI A11a ocTeonoposa (T. e. 6egep, Ny4eBon KOCTH,
npokcumarnbHoro otaena 6eapa u pebep [B criyqyae nekapcTBEHHOMO
ocTeonopo3sal)

- PT Kugpockonuomuueckas 6onesHb cepduya — HECMOTPS Ha TO, YTO
Knho(CKonmo)3 siBNsieTCst OCroXHEHMEM OCTEOoNopo3a, NPUHATO peLLeHne
OrpaHM4UTbL TEPMUHBI ANt 0003HAYEHUST OCITOXKHEHNI
nepBUYHbIMU/HENOCPEACTBEHHLIMW, @ HE BTOPUYHBIMU OCITOXXHEHNAMMU

— TepmuHbl n3 SOC CouuanbHbie o6cmosimernibcmea anst 0603HayYeHns
KOHUENUMI, Taknx Kak npobnembl ¢ nepeaBmXeHnem

2.79.3 lMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Ocmeonopo3s unu ocmeorneHusi (SMQ) cooepXXvUT TepMUHbI Y3KOrO U LLMPOKOro
nouckoB. lNogpobHble NpumMeyaHus npueeaeHsl B pasgene 1.5.2.1.

2.79.4 MNepeyeHb UCNoNbL30BaHHOW Hay4yHOW nuTepatypbl ana Ocmeornopo3 unu
ocmeorneHusi (SMQ)

e Hobar, C. Osteoporosis. eMedicine, 16 December 2005.
(http://www.emedicine.com/MED/topic1693.htm)

e WHO/Forum for Collaborative HIV Research Joint Meeting: ARV Drugs Adverse
Events, Case Definition, Grading, Laboratory Diagnosis and Treatment
Monitoring, Background Document (Draft), 28 — 29 February 2008.

e Dorland’s Medical Dictionary.
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2.80 HoBooGpa3oBaHMA ANYHUKOB, 3NIOKa4€CTBEHHbIE U HEYTOYHEeHHble (SMQ)
(paboyas Bepcus, ceHTs16pb 2008 ropa)

2.80.1 OnpepeneHue

e CocTaBneH Ans BbisIBIEHUSI BCEX 3ITOKAYE€CTBEHHbIX U HEYTO4YHEHHbIX onyxonel7|
ANYHUKOB.

e OxBaTblBaeT BCe 3510Ka4eCTBEHHbIE U HEYTOYHEHHbIe HOBOO6pa3OBaHVIFI
ANYHUKOB, N, KPOME TOro:

— CocTosiHUS, cBA3aHHbIE CO 31TI0KAa4YE€CTBEHHOM onyxoJibio

- TepaneBTuyeckue 1 anarHocTu4eckue npoueaypbl, CB3aHHbIE CO
3110Ka4eCTBEHHbIM HOBOODOpa3oBaHMeM

- Mapkepbl onyxonum

2.80.2 KpuTtepumn BKNOYEHUA/NCKIIOYEHUNA
e Bknovarorcs:

- TepMuHbI Anst 0603HaYeHMs 310Ka4YECTBEHHbIX UMM HEYTOYHEHHbIX
HOBOOOPa30BaHUI C YETKUM yKasaHWeM Ha SUYHUK

- TepMI/IHbI Anst 0003HaYeHMs1 COCTOSIHUI, CBA3AHHbBIX CO 31T0KAYECTBEHHbIMM
UM HEYTOYHEHHbIMU HOB006pa3OBaHVIF|MVI ANYHUKA, B TOM 4YuUCrie:

o [lpouenypsl

o JlabopaTopHble N MUHCTPYMEHTAarnbHbIE AAHHbIE

o Mapkepbl onyxonu

o [lpuaHaku n cMMnNTOMBbI, yKasbiBatloLLMEe Ha Takyto NAaTONOr1
e lcknovatoTca:

- TepmuHbl Ana 0603HaYEHMS 31TI0KA4YECTBEHHbIX UMY HEYTOYHEHHbIX
HOBOOGpa3oBaHM 6€3 YETKOro ykasaHus Ha SAUYHUK

- TepMI/IHbI anA obo3HaveHus TepaneBTUYEeCKNX 1 AnarHoCtnu4eCkux rnpoueayp,
CBA3aHHbIX CO 3J1T0OKA4YE€CTBEHHbLIM HOBOO6pa3OBaHVIeM HeyTO“IHeHHOl)'I
JlIoKanumsauunmn, a Takke MmapkepoB Ornyxosu

- TepMVIHbI Ans o6o3HavYeHns MeTacTa3oB B SSIMYHMK
- TepMI/IHbI, CBA3aHHbIE C ByJ'IbBOI7I 1 Bl1aranauuem

- PT Onepauyus Ha ssu4HUKe, TaK KakK 3TO He TepaneBTu4eckas npouenypa,
3aBuCHLLada OT CTENEHU 3r10Ka4eCTBEHHOCTU. (Tem He MeHee, 3TOT TEPMUH
MOXHO A06aBUTb, ecrin TpebyeTca OYeHb LUMPOKUIA MOUCK).
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NMPUMEYAHUE. B Bepcum 14.0 k cy63anpocy SMQ Hosoobpa3osaHusi AUHHUKOS,

3/10Ka4YecmeeHHble U HeymoyHeHHble (SMQ) 6uinn nobasneHsbl ABa HOBbIX cyb3anpoca

SMQ, 4To6bI NO3BONUTL NOMBb30BATENAM HAXOANTb TOSNBKO 3M10KAYECTBEHHbIE
saBreHus/cnyyvan; aBneHunsa/cnyy4an HoBoobpasoBaHUi HEYTOYHEHHOW CTEMEHN
3110Ka4eCTBEHHOCTU UM CoMEeTaHme 3roKaveCTBEHHbIX SABNEHN/Cry4aes n

sIBNEeHuii/cny4yaeB HOBOOOpa3oBaHMsA HEYTOYHEHHOW CTaguu.

2.80.3 Uepapxuyeckas CTpyKkTypa

Hoeoobpasosanua
ANYHHKOB,
3MOKa4eCTEEHHbIE U
HeyToYHeHHbIe (SMQ)
(20000151)

3noKa4YecTBEHHBIE OMyXOnu
AWYHKKOB (SMQ)
(20000200)

Onyxonu AMYHUKOB
HEYTOYHEHHOW CTENEHN
3nokaYecTBeHHocTH (SMQ)
(20000201)

PucyHok 2-18. Uepapxu4eckasa cTpykTtypa Hoeoobpa3oeaHusi SUMHUKOS,

3/10Ka4yecmeeHHble U Heymo4YHeHHble (SMQ)

2.80.4 MpumeyaHusa No BHeQPEHUIO U (UNN) OXKMOAHUIO pe3yNbTaToB 3anpocoB

Hoeoobpa3osaHusi AUYHUKOS, 3510Ka4ecmeeHHbIe U HeymoyHeHHble (SMQ) cooepxuT

TEPMUHBbI Y3KOIro " LUNPOKOIro nonCKoB. I'Iop,po6Hb|e npunmMmevyaHmna npmeeaeHol B

pasgene 1.5.2.1.

2.80.5 Mepe4yeHb UcnonbL30BaHHOW Hay4YyHOM NuTepaTypbl Ana Hoeoobpa3oeaHus
SAUYHUKOB, 3/10Ka4YecmeeHHble U HeymoyYHeHHble (SMQ)

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of

Oncology. 7th Edition, 2005.

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.81 HapyweHus co CTOpOHbI NepuopouTanbHon o6nactu n sBek (SMQ)
(pabo4as Bepcus, ceHTs16pb 2009 roga)

2.81.1 OnpepeneHue
o Beku:

- [MoppepxuBatoT 340pOBbE HAXOAALErocs oA HUMU rnasa, 3alumias
porosuuy;

-~ Cnoco6ecTBYOT pacnpeneneHnto n yCTpaHeHuIo cres.
e CTpoeHue Beka:
- [lepegHui cnon KoXn n Kpyrosasi MblllLa rnasa;
- 3agHuin cnon xpsilia Beka U KOHbHHKTUBSI;
- Kpyrosble Mblwwubl rnasa (MHHepBupyemble YH VII) 3akpbiBatoT BEKO;

- BepxHee Beko nogHMMaeTca MbllLEN, MOAHMMAIOLLEN BEPXHEE BEKO
(vHHepBupyemon YH Il) n meiwuen Mionnepa;

- [nasHu4Hasa neperopogka (6epyLias Ha4ano oT rnasHUYHOro Banuka)
BOAETCS B BEPXHEE BEKO M HMXKHEE BEKO;

o [Meperopoaka orpaHM4YMBaeT pacnpocTpaHeHue
KPOBOTEYEHUIN/KPOBOUINUAHWUIA NN UHAEKLIUM Ha 3aHNE CTPYKTYpPbI
rnasa.

— XKenesbl, pacrnonoXeHHble Mo Kpar BEK, BHOCAT CBOW BKMNaj B XXMPOBOW
KOMMOHEHT Cnes;

o MoryTt BocnanaTbcs;
o Mewnbomuesble xxenesbl pacnonoXeHbl B Npedenax xpswa Beka;

o CanbHble xenesbl Llenca, cBa3aHHble ¢ BONOCAHbIMU POMANKynamu, u
anoKpuHoBble Xeneabl Monnsa pacnonoxeHol nepeg MenbommeBbIMU
Xenesamu B JUCTanbHOM Kpae Beka.

e [lpobnembl, KOTOpbIE MOTYT ObiTb C BEKAMU:
- Hosoob6pasoBaHus
- BocnaneHnue un nugekuus;
-~ CTpyKTypHbIE NPOBNEMbI (HanpumMep, SKTPOMUOH).

e BOnbWMHCTBO HapyLeHWI CO CTOPOHbI BEK HE YTPOXatoT 3PEHUI0, HO MOTyT
BbI3blBaTb pasapakaloLne CMMNTOMbI (¥OKeHWe, oLyLleHne NHOPOAHOro Tena
nnun 6onb).

e [Ins 6nedpaputa (BOCNaneHne BeK) xapakTepHbl 3pUTEMATO3HbIE BEKM C
HaKOMMeHMEM BKINIOYEHUI NO Kpak BeEK.
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2.81.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e BknovaroTcs:
- TepmuHbl onsa o6o3HavYeHnsa npoueayp AN BeK
— TepMuHbI CO CNOBOM «BEKU»
— TepMuHbI CO CNOBOM «NEepMopOMTanbHbINY
e VcknwovatoTcs:

— Mpu3HakM 1 CUMNTOMbI HapYLLEHMSI CO CTOPOHbI BEK U NepuopouTanbHOro
HapyLUeHUs, KOTOpble MOryT GbITb OOLLMMY C APYTMMU HAPYLLUEHUSIMU CO
CTOPOHbI rnas

— YacTtble COCTOSAHUS KOXM, KOTOPbIe MOTYT NopaXkaTb BEKO U
nepuopobutanbHyto obnacte (Hanpumep, cebopenHbIn KepaTo3 KOXK), ecrnm
He nobaBneHo CrnoBo, ykasbiBaloLee Ha NnopaxeHne Beka

— W3BecTHble NpUYMHbI, UNN CUHAPOMBI, Bbi3biBalOLLME, HAPYLLEHUS CO
CTOPOHbI BEK U NepnopbuTanbHOro HapyLleHus

— TepMuHbI CO CNOBOM «BPOXOEHHbIN»
— TepMUHbI CO CMOBOM «MHAIEKLMNA»

— TepMuHsbl, oTHocawmecs kK YH Il 1 YUH VII — xoTa u cBAsaHbl ¢ ynpaBneHnem
OBWKEHUSIMWN BEKA, OHN HE CYMTAKOTCHA OTHOCALWMMUCS K aToMy SMQ

- TepMuHbI, OTHOCSLLMECS K TPaBMe BeK U nepuopbuTansHoi obnactm

NMPUMEYAHUNE. HekoTopblie TEPMUHLI CO CITOBOM «BEKM» Ha ypoBHEe LLT He Obinn
BKIMIOYEHbI B CMMCOK TEpMUHOB Ans aToro SMQ, NockonbKy nx ucxogHole PT moryT
ObITb CAMLLKOM LUMPOKNMM ANs BKNtoYeHUs. NMonb3oBaTtenib MOXET 3aX0TETb
npocmoTpeTb 3T LLT 1 pewmTb, Xo4eT N1 oH 3adoMKcMpoBaTh Cryyau,
3aKoAMPOBAHHbIE C MOMOLLIbIO 3TUX TEPMMUHOB, Hapsigy C TEMU, KOTopble Obinn
N3BeYEHbI C MOMOLLbIO BKITHOYEHHbIX TepMnHoB SMQ.

2.81.3 lMpume4vyaHusi N0 BHeAPEHUIO U (UITN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi co cmopoHbI nepuopbumarbHou obnacmu u gek (SMQ) coaepXuT TONbKO
y3Kne TepMuHbl. [103TOMY Y3KUW MOUCK U LUMPOKUIW MOUCK Aat0T OQUHAKOBLI pesynbTar.
MoapobHbie npumeyaHns npueeneHsbl B pasgene 1.5.2.1.

2.81.4 lMepeyeHb MCNONb3OBaAaHHOW Hay4YyHOW nuTepatypbl Ana HapyweHusi co
CMOopOHbI nepuopbumansHol obsacmu u eek (SMQ)

e Carter, S.R. Eyelid disorders: diagnosis and management. Amer. Fam. Phys.
57:(11), June 1998.
http://www.aafp.org/online/en/home/publications/journals/afp.html
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2.82 Mepudepunyeckasn Hesponatua (SMQ)
(pabo4asg Bepcusi, Hos6pb 2005 roga)

2.82.1 OnpepeneHue

e HapylweHune nepundepunyeckon apuratesnibHON, YyBCTBUTENLHOM N BEreTaTUBHON
HEepPBHOW CUCTEMBI.

e [lnarHo3 OCHOBbIBAeTCS Ha KMMHUYECKMX AaHHbIX, JOMONIHEHHbIX AaHHLIMU
3MNeKTPodM3MONOrM4eckoro nccrnenoBaHuns.

e HeobxogmMmo Hanuume xoTsa Bbl 0QHOrO M3 NPUBEAEHHOIO Aanee:

— MblweyHasa cnabocTb CO CHMKEHHBIM TOHYCOM MW BAMbIN Napanuy
(CHWXEHME pedeKCOB CyXOXKUINA N UCTOLLEHNE);

— CeHcopHble paccTponcTBa, Bkovasa 60nb;

- HapyweHne aBTOHOMHOW OyHKLMN.

2.82.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e BknovaroTrcs:

— TepmuHbl onsa 0603HavYeHNs «nepnudepruyeckon HeMponaTnumny» N CBsA3aHHbIX C
HEWN KOHLUEenuumn

— TepMuHbl ons 0603Ha4YEHNSA NPU3HAKOB, CUMMTOMOB U pe3ynbTaToB
nabopaTopHbIX UccnegoBaHuK, kak onncaHo B onpegeneHum CIOMS

- Takxe BkntoYanncb TEPMUHbI CO CITOBOM «BereTaTMBHbIN» N CBA3AHHbIE C
HUAMU pe3yrbTaThbl nccnegoBaHnim MblL,.

e WcknovatroTtces:
— TepMuHbI, OTHOCALLMECS K TpaBMe Nepudepnyeckoro Hepea

- Kak npaBuno, ncknio4artca TepMnHbl Ana o603HayveHns
AeMUENUHU3NPYIOLLEN HerponaTun.

— TepMuHbl ons 0603Ha4YeHNA HeMponaTUi, CBSA3aHHbIX C APYrMMmn
MEANLMHCKAMWN COCTOSIHUSIMUM, Hanpumep, cBa3aHHble ¢ anabeTom.

2.82.3 lMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

lNepucpepuyeckas Hegporiamusi (SMQ) coaep>XUT TEPMUHBI Y3KOTO U LLUIMPOKOro
nouckoB. lNogpobHble NpumMeyaHus npueeaeHsl B pasgene 1.5.2.1.
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2.82.4 Mepe4vyeHb Mcnonb30BaHHOM Hay4yHOW nuTepaTtypbl ansa lMepugepuyeckas
Heeponamus (SMQ)

e Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS), 1999 p 32.
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2.83.1

2.83 Tembl, kacarowmeca 6epeMeHHOCTEN U HOBOPOXAEHHbIX (SMQ)
(paboyas Bepcus, mapt 2011 roga)

OnpepeneHue

Tembl, kacarouwuecs bepemeHHocmel u HoBOPOXOeHHbIX (SMQ) Bbin
COCTaBIEH:

-~ [1ns 3ameHbl nepBoHavanbHoro Hebnazonpusimseil ucxod bepemeHHocmu /
mokcu4eckoe delicmeue Ha perpoOyKmusHy byHKUUIO (8KI. HapyWweHUs y
HOB80POXOeHHbIX) (SMQ)

o B nepsoHavyansHom SMQ 6bI5iM HECOOTBETCTBUSA, BbISIBIIEHHbIE NPWU
BKMOYEHUN TEPMUHOB, YTO BbI3Basio NPo6reMbl C ero nogaepXaHnem.

- D,J'IFI npueeneHnAa ero B COOTBETCTBUE C perynaATopHbiIMA LiENAMU NO TEMaM,
Kacarowmnmcad 6epeMeHHOCTeIZ M HOBOPOXAOEHHDbIX.

Tembl, cBA3aHHbIE C EPTUINBHOCTBIO, M HAPYLLEHUS pa3BUTUS HE ABMSOTCS
YyacTbto aToro SMQ, a 6yayT paccmaTpmBaTbCs B paMKax OTAeNbHbIX
camocTosATenbHbIX SMQ.

Pabouas rpynna CIOMS no SMQ cceinanack Ha pykogodcmeo EMA no
u3y4yeHuro eosdelicmeusi nekapcmeeHHbIX cpedcme 80 8peMsi bepeMeHHoOCmuU 8
rnocmpeaucmpauyuoHHOM rnepuode B Ka4eCcTBe PyKOBOACTBA OISl BKIOYEHUS
TEPMUHOB

B aTom pykoBoacTBe ncxoabl 6epeMeHHOCTN onpeaensaTcsa Kak:

- PoxgeHwne xunBoro pebeHka, HopmarbHOE;
- PoxpaeHwne xuBoro pebeHka, aHoManbHoe:
o [lpexgeBpemMeHHble, CBOEBPEMEHHbIE, NO34HWE POoabl;
o ManeHbkui ansa rectaunMoHHOro Bo3dpacrta / rmnoTpodus noaa;
o CurHApPOM OTMEHbI NpenapaTa y HOBOPOXAEHHbIX;
o Manbgopmauuu;
o 3aboneBaemMocCTb;
- CwmepTb nnoga npy 6epeMeHHOCTU:
o QkTonus;
o HesblHawmBaHue;
o MepTBOpOXAEHME.
- [lpepbiBaHne 6epeMeHHOCTH

HapyLieHus, cBs3aHHble ¢ nakTaunen (PyHKUMOHamnbHbIE U CBSI3aHHbIE C
BO3JENCTBMEM Ha HOBOPOXAEHHbIX Yepes rpyAHOE MOJIOKO) TaKke
npuUcyTCTBYIOT B 3ToM SMQ.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 248
MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

2.83.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

BkntovatoTcs:

- O6uwwue kputepumn BkNoveHnsa ona Temel, kacaruwuecss bepemeHHocmel u
Ho80opOXx0eHHbIX (SMQ):

©)

(@]

TepMuHbI Ans 0603Ha4YeHUS OCNOXHEHUI N NCXO0O0B OepeMeHHOCTU
TepMUHbI Anst 0603HaYEHUS HAPYLLEHWIA U COCTOSIHMIA Y HOBOPOXKOEHHOMO

TepMuHbIl Ans 0603Ha4YeHUS HOPManbHOrO TEYEHUS U UCXOO0B
bepemeHHOCTH

TepMuHbl ans o6o3HavyeHnst abopTa (CaMonpon3BOSILHOMO M
NCKYCCTBEHHOI0) 1 MEPTBOPOXAEHNSA

TepMI/IHbI Anst 0603Ha4YEHNS COCTOSAHUIN, CBA3AHHbIX C pOLlOBOI?I
OeATeNibHOCTbIO

TepMUHbI ANt 0603HaYEHUSI TEM, CBA3AHHbIX C NakTauuen, kak
pYHKUMOHANbHbIX, Tak U CBSA3aHHbIX C BO3AENCTBMEM Ha pebeHka Yepes
rpyAHOE MOJIOKO

TepMuHbl Ans 0603HaYeHNs1 HapyLWeHUn y nnoga

TepMUHbI Ans 0603Ha4YeHUs npoLeayp, CBA3aHHbIX C BPOXAEHHbIMU
HapyLUEHUSIMU 1 HapyLUeHUsIMK y nnoaa

— [na BpoxOeHHble, HacrieOcmeeHHble U 2eHemuyecKkue HapyweHusi (SMQ)

(@]

Bce PT B SOC Bpox0eHHbIe, ceMelHble U 2eHemu4yecKkue HapyuweHusi

- [Onsa OcnoxHeHusi 6epemeHHOcMU, po008 U chakmopbl pucka (Uckn. abopmei
u MmepmeopoxdeHusi) (SMQ)

(@]

TepMuHbl ans 0603Ha4YeHNss aHOMarnbHOW PO4OBON OEATENBHOCTH,
GepeMeHHOCTH, pOAoB

TepMUHbI Ansi 0603Ha4YeHUss COOTBETCTBYHOLLMX NabopaTopHbIX U
WNHCTPYMEHTarnbHbIX UCCreaoBaHUI

TepMUHbI Ansi 0603Ha4YeHUss COOTBETCTBYHOLLMX NpoLeayp
TepMUHbI, CBSI3aHHbIE C 3KTONUYECKOo GEpPeMEeHHOCTbI0
TepMUHbI Ansi 0603Ha4YeHUs NaTONOrMn NNaueHTbl

TepMUHbI CO CITOBOM «MaTkay, CBsi3aHHble ¢ 6epeMeHHOCTbI0, POAOBOM
AEeATENbHOCTLIO U pogamu

TepMUHbI Ansi 0603HaYEHUSI COCTOSIHUI, KOTOPbIE NMOBbLILIAKT PUCK
OCIOXHEeHWI B nepuog 6epeMeHHOCTH

TepMVIHbI anA obo3HaveHus HEeNnpaBUJIbHOIoO NMOoJIoXeHn4d nnoaa
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- [nsa Temel, cesi3aHHbIe ¢ nakmauyueu (8 m. 4. eo3delicmeue Ha
HOBOPOXOEHHO20 Yepe3 epydHoe Mosioko) (SMQ) (BkniovaeT
pononHuteneHble cyb3anpocbl SMQ @yHKYUOHaNbHbIE HapyWeHUs
nakmauyuu (SMQ) n Bosdelicmeue Ha HOBOPOXOEHHbIX Yepes epydHoe
morioko (SMQ))

) TepMVIHbI, CBA3aHHbl€ C HApyLeHNAMU JakTtaumn n COCTOAHNAMMN,
BO3HUKaKLWNMMN B KOHTEKCTE 6epeMeHHOCTI/I

) TepMVIHbI, CBA3aHHblEe C OCITO)KHEHUAMU MOJIOYHbIX XXeJfe3 N COCKOB,
Bbl3blBaEMbIMU NlaKkTauunen

o TepMuHbl Ans 0603HaYEHMS IKCMO3ULMM U MHTOKCUKALIMM
neKkapcTBEHHbIMU NpernapaTaMu Yepes rpyaHoe MOJIOKO

o TepMuHbI Ans 0603Ha4YEHNsI HApPYLLEHMWI MULLEBOrO NOBEAEHUS
- [na 3abonesaHus nnoda (SMQ)

o Bce TEPMUHbBI, CBA3aHHbIE C COCTOAHUEM NJ1oOa

- [na HapyweHusi y HOBOpPOXOeHHbIX (HeoHamaribHble paccmpotcmea) (SMQ)
o Bce TepMuHbI, CBA3aHHbIE C HOBOPOXAEHHbLIMU
o Bce PT, cBAsaHHble ¢ npoueaypamm no ncnpassieHno/ycTpaHeHnto
BPOXAEHHbIX HAapYLUEHWIA B HEOHATaNbHOM Nepuoae
- [na lNpepbisaHue 6epemeHHocmu u puck abopma (SMQ)

o TepMuHbl Ans 0603HaYeHMS1 CaMOMNPOU3BOSbHBIX U UCKYCCTBEHHbIX
abopTOB N MEPTBOPOXKAEHMUS

o TepmuHbI Ans 0603Ha4YeHUs OCNOXHEHUI abopTa 1 NpepbiBaHUS
©epeMeHHOCTH

o TepmuHblI ans 0603Ha4YeHMsi COOTBETCTBYHOLLMX Npoueayp u
nccnegoBaHum

o TepMuHbl ons 0603HayYeHns akTopoB pUCKa BbIKMAbILIEN
o Coctout ns Bcex PT, cBasaHHbIx ¢ HLGT A6opmel u 2ubernk rnoda

- [na HopmanbHoe meyeHue u ucxodbl bepemeHHocmu (SMQ)

o TepMMHbI, OTHOCALLMECS K HOPManbHOMY TEYEHUIO U UCXoOaM
B6epemeHHoCTH, BkNtovasa TepmuHbl 3 SOC CouyuaribHbie
obcmosimenbcmea

o TepMuHbl Ans 0603Ha4YeHns He3annaHMpoBaHHOW 6epeMeHHOCTH
o TepMuHbl Ans 0603Ha4YeHMs pe3ynbTaToB UCCIEA0BaHN, YKa3blBaOLLMX
Ha 6epeMeHHOCTb

e lckniovatoTcs:
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O6wme kputepun nckniodeHns ana Temsl, Kacarouwuecs bepemeHHocmeul u
HOB0POXOeHHbIX (SMQ)

o TepMuHbl gns 0603HayYeHnss NabopaTopHbIX U MHCTPYMEHTalbHbIX
nccnegoBaHuin 6e3 keanmpukaTopoB

o TepMuHbl ons 0603Ha4YeHns pepTUNBHOCTM U CeKCyanbHON OANCHYHKLNN
(npeanaraetcs, YTOBbl OHWM HAXOAMIUCH B OTAENbHOM CaMOCTOATENbHOM
SMQ [ypoBHsa 1])

o TepmMmuHbI Ans 0603Ha4YeHUs HapyLeHUn pa3BuTus (NpegnaraeTtcs, Y4Tobbl
OHUM Haxogunucb B oTaenbHOM camoctosaTensHom SMQ [yposHs 1])

o PT lNpogunakmuka mokconnasmo3da — MarnoBePOATHO, YTO OH CBSA3aH C
NPUMEHEHNEM NEeKapCTBEHHbIX NpenapaToB.

[Ons BpoxxOeHHble, HacrieOcmeeHHbIe U 2eHemu4eckue HapyuweHusi (SMQ)

o Bce TepMuHbl, KoTOpble He oTHOoCcATCA K SOC BpoxxOeHHble, ceMeliHble U
2eHemu4yecKue HapyweHuUsi

Onsa OcnoxHeHusi 6epemeHHocmMuU, podos U chakmopb! pucka (UckKi. abopmbi

u mepmeopoxoeHusi) (SMQ)

o TepmuHbl ans obo3HavyeHns abopToB U CMEPTU NNOAOB

Onsa Temebl, cesidaHHbIe ¢ nakmauuel (8 m. 4. eo3delicmeue Ha

HOBOPOXOEHHO20 Yepe3 epyOHoe Mosioko) (SMQ) BkntovaeT

pononHuteneHble cyb3anpocbl SMQ @yHKYUOHabHbIE HapyWeHUst

nakmauyuu (SMQ) n Bosdelicmeue Ha HOBOPOXOEHHbIX Yepe3 epyOHoe
mosoko (SMQ)

o TepMuHbl AN 0603Ha4YEHNsT COCTOSTHUIA NakTaLun, He CBA3aHHbIX C
6epemMeHHOCTbIO

Ana 3abonesarus nnoda (SMQ)

o TepMmuHbI, CBA3aHHbIE C NpeariexXaHueM Nnoga v NonoXeHnem nroga

o TepMmuHbl Ans 0603Ha4YeHNss PaKTOPOB puUcka ANs HapyLleHun y nroaa

Ansa HapyweHusi y HO80poxOeHHbIX (HeOHamarsibHble paccmpoticmea) (SMQ)

o TepmuHbl ona 0603Ha4YeHNs HapyLleHn pa3BuTua (NpegnararoTca Ans
OTAEeNbHOro camocTtodaTensHoro SMQ)

o TepmMmuHbl ans 0603HaYEeHNS BPOXAEHHbIX 3ab0neBaHnm

Onsa lNpepbisaHue 6epemeHHocmu u puck abopma (SMQ)

o TepMuHbI, YKka3biBaloLWMe Ha Hepa3BMBaIOLLYHCS KTOMUYECKYH
6epemMeHHOCTb
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- [nga 3anpoca HopmanbHoe meyeHue u ucxodbl 6epemeHHocmu (SMQ)

o TepMuHbl Ans 0603HaYeHMs1 COCTOSIHUI, CBSAI3aHHbIX C PUCKOM Ans
nnoga/6epeMeHHOCTH

NMPUMEYAHWUE. B Bepcun 14.0 Temebl, kacarowuecsi bepemeHHocmeu u
Hogopox0eHHbIX (SMQ) 6bin nobasneH B3ameH HebiazonpusamHbil ucxoo
bepemeHHocmu / mokcudeckoe Oelicmaue Ha pernpoOyKMUBHY hyHKUUIO (8KIT.
HapyuweHus y Hoeopox0eHHbIX) (SMQ). CnepoBaTtenbHo, ctatyc HebrnazonpusmHsbiU
ucxod bepemeHHocmu / mokcuyeckoe Oelicmaue Ha perpodyKmugHYro (OyHKUUK (8KI1.
HapyweHuUs1 y HO80POXOeHHbIX) (SMQ) Obin N3MEeHEH Ha HEAKTUBHbIN.

NMPUMEYAHWE. MNockonbky HapyweHusi y HOBOPOXXOeHHbIX (HeoHamaribHble
paccmpoticmea) (SMQ) uckrntoyaeT BpOXAeHHbIE TEPMUHbI, NPU NCNOSNb30BaHUN
HapyweHusi y Hoeopox0eHHbIX (HeOHamarsbHble paccmpotcmea) (SMQ) cnepyet
pewnTb, aBnaeTcsa N gobaeneHne BpoXXOeHHbIe, HacnedCcmeeHHbIe U 2eHemu4ecKue
HapyweHusi (SMQ) K noncky yMeCcTHbIM NS paccMaTpuBaemMoro Bonpoca.

2.83.3 Uepapxuyeckasi CTpyKkTypa

TEMBL KSCEHUMECA
BepeMaHHoCTad 1
HOZOPOXTIEHHEY [SMIZ)
(20000185)

| [ I I I ] ]

BposneHHee, OCNTEERHA TeMel, CER3AHHEIE © Hapywarus ¥ P
HECNEOCTESHHEE ¥ EmemEHHICTH, POnOE M IaKTaUMER (B T. U, ZalanzEaxuA HOBOPUADERHRL | | PED HopuansHoe
FEHETHUECEME PETOPE] PHOKE (0. EQZAscTak: K3 nnoga [ShG) [HEOHGTANEHES “Epm?;:;: TEUEHHE W HEXTAE
HapywennA (S SO00TE H HETEODINIEHE) HOSOPIAOEHHOND Wapas (20000150} paccTpofcTes) P =M GEpEmekHICTH
1 (5hA) FEYGHOS ManoKD) [SHE) [EMa) L (M)
120000077) [xcn::?"aa; (20000187 (20000151} (20000152} (20000133
I
I ]
DYERLMOHANEHEE BragecTEHE HA
HEPYLLEHMA NEETALMA HOBOPOWLEHHSIX JEp2E
(S TR IFOE MONDED {SHG)
(20000188) [20000159)

PucyHok 2-19. Uepapxuyeckas cTpyktypa Temsbl, kacaroujuecsi 6epemeHHocmell
u HoeopoxO0eHHbIx (SMQ)

2.83.4 lNepeyeHb UCNONb30BaHHOM Hay4YHOW nNuTepaTypbl AnA Tembl, Kacarowuecst
6epemeHHOCcmMel U HO8OpPOXXOeHHbIXx (SMQ)

e Guideline on the Exposure to Medicinal Products during Pregnancy: Need for
Post-Authorisation Data. London, 14 November 2005,
EMEA/CHMP/313666/2005.
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2.84 TpeppakoBble cocTossHMA (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.84.1 OnpepeneHue

MpenpakoBble COCTOAHUSA: MOPGONOrMYECKN MAEHTUULMPYEMbIE NOPaXKEHNS,
KOTOpble MHOrAa npeawecTByYOT pa3BUTUIO MUHBA3UBHOMO paka.

Takke Ha3bIBalOTCS npegpaxkoBbiMN COCTOAHUAMM, NMPeHEeOoNM1IacTn4eCKMMN
nopaxeHndamm, pakom B HayanbHOM cTaguu, BHYTpUanuTesrnnalibHbIMU
HOBOO6DGSOBaHI/IF|MI/I N npenHBa3nBHbIM paKoOM.

MoryT oTcyTCcTBOBaTb KOHCTUTYTMBHbIE CBOWCTBA paka.

MoryT nmeTb onpeaeneHHble NPU3HaKKn, OTCYTCTBYIOLLME NPU pake.
He o6si3aTenbHO NporpeccupytoT B pak.

YacTo xapakTepusyrTcsl BbICOKMM MPOLIEHTOM perpeccum.

Mpwn nporpeccuy NpeapakoBoro COCTOSAHNA UCXOO0M MPOrpeccun ABNsSeTcs
pak.

2.84.2 Kputepum BKNOYEHUA/NCKIIOYEHUA

BkntovatoTcs:

ATUNUW, Hanpumep, BHyTpUanuTenanbHble HOBOOGpa3oBaHus,
obHapyxmBaemble Ha ypoBHe LLT, o6bl4HO pa3melwtaemble nog PT co
CMNOBOM «aUCNNasnsa»

Bce TepmuHbl B HLT Muenoducnnacmuveckue cUHOpPOMbI

Bce tepmunbl nog HLT MuenonponugpepamueHbie HapyweHuUs (3a UCKI.
J1etiko3o8)

Bce tepmunbl nog HLT lpeHeonnacmudeckue cocmosiHusi koxu HKP

OtgenbHble TepMuHbl B HLT JJucmpogbuyeckue HapyweHus criusucmou
0605104KU U HapyweHus cekpeuuu XXKT

TepmuHbl n3 SOC SlabopamopHsie u UHcmpymeHmarsbHble daHHblie n SOC
Xupypaudeckue u meduyuHcKue rnpouedypbl, CBA3AHHbIE C BbIABNIEHNEM U
nevyeHnemM npeapakoBbix npoueccos (cM. MckntoyatroTes)

UcknrovaroTtcs:

TepMuHbI, yXXe onpefeneHHble Kak 3f1lokadeCTBEHHbIE NMPoLecChl, Hanpumep,
BCe KapuuHOMbI «in situ»

dakTophbl pycka, NMMbo NPMBOASLLME K NPeApPaKOBbIM NopaxeHusim, nnbo
cBsi3aHHble C 6oree BbICOKOW YaCcTOTOW BO3HUKHOBEHMS 3110KA4Y€CTBEHHOMO
npotiecca
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- KneTto4yHble Mapkepbl U FOPMOHbI UNK Benkn, KOTopble MOFYT UCNOSb30BaTbLCS
B Ka4ecTBe NnokasaTenen 3110ka4eCTBEHHOCTU

- TepMuHbI, 0603HaYaKoLLMe OTKIIOHEHNE OT HOPMbI pe3yrbTaTtoB Guoncum,
MOTOMY YTO OHWM Hecneun@UYHbl U He U3BMEeKanu 3Ha4YMMbIX AaHHbIX NpU
TECTUPOBaHUN

MPUMEYAHUE. TepmuHbl ans 0603Ha4Y€HNA OTKIIOHEHMSI OT HOPMbI PE3YIbTaTOB
6uoncum ncknovatroTes u3 lNpedpakossie cocmosiHus (SMQ). TNocne n3sneyeHns
AaHHbIX ¢ nomoLbto SMQ lMpedpakossie cocmosHus (SMQ) nnu kakoro-nmbo m3 ero
cyb63anpocoB SMQ nonb3oBaTenb MOXeT 06paTUTLCA K 3/10KavecmeeHHbIe
HosoobpasoeaHusi (SMQ) ana naeHTuKkaunmm TePMNHOB C PPa3omn «OTKIIOHEHNE OT
HOPMbI pe3yrnbTaToB BMONcUM», eCnNn n3BrnevyeHne OONOSTHUTENbHbIX JaHHbIX OyaeT
COYTEHO HEOBXOAMMbBIM.

MPUMEYAHWE. MockonbKy Npedpakosbie cocmosiHus, obuue cocmosiHus u opyaue
HapyweHusi omdersibHbIX floKkanusayut (SMQ) cogepXuT TepMuHbl ¢ dopas3on «6e3
yKasaHuna nokanusauuny, Takue kak PT [ucrnnasus, 4ToGbl M3BneYb BCe
COOTBETCTBYHLLUME Cryvaun Ans NOMCKa HMKHEro YPOBHSA C hpasomn «C yKasaHneMm
nokanusaummy» ona lNpedpakoebie cOCMOSIHUS KPO8U U KPO8EMBOPHbIX Op2aHO8
(SMQ), lNpedpakosbie cocmosiHus Xxesly0o4YHO-KUWe4YHo2o mpakma (SMQ),
lMpedpakoebie cocmosiHusi penpodykmugHbix opaaHos (SMQ) v Npedpakosbie
cocmosiHus Koxxu (SMQ), moxeT notpeboBaTtbcsa 06beanHNTE SMQ HU3LWEro YpoOBHSA C
[Npedpakosbie cocmosiHus, obuwue cocCmosiHUS U Opyaue HapyuleHUsi 0moesibHbIX
nokanu3ayul (SMQ). MoxeT noHagobuTbCa MegUUMHCKOE CyXXOEeHME.

MPUMEYAHUE. Npedpakosbie cocmosiHus (SMQ) dokycnpyeTcs Ha camumx
npeapakoBbIX COCTOSHUAX C Lenbto aHanunsa 6e3onacHoctn. 3tot SMQ cneunansHo
NCKNoYaeT TEPMUHbI ANa 0003HaYeHNs1 (PaKTOPOB pUCKa BO3HUKHOBEHUS
3r10Ka4YeCTBEHHbIX HOBOOOpa3oBaHWI, Hanpumep:

e [eHeTnyeckas NpeapacnonoXXeHHOCTb K 310Ka4eCTBEHHbIM HOBOOBpa3oBaHWSIM
e AcnekTbl 06pasa xu3Hu (Hanpumep, ynotpebnenne TabayHbIX U3genuin)

e OnpeaeneHHble BocnanuTenbHble/MHEKLMOHHbIE COCTOSIHUS, KOTOPbIE
MOBbILLAKT PUCK BO3ZHMKHOBEHUS 31T0KaYECTBEHHOIO HOBOOOpa3oBaHms

HekoTopbiM opraHm3aumsam MoXeT NnoTpeboBaTbCsi MOMCK (hakTOpPOB pucka
BO3HWKHOBEHUSA 3110KAa4€CTBEHHbIX HOBOOOpAa30BaHMN HA OCHOBE TEPMUHOB,
3akogupoBaHHbix ¢ MedDRA, Hanpumep, B nonax gna MeguUmMHCKOro aHamHesa.
Moaxopn K 3TOMY MOXET 3aKNi4aTbCs B TOM, YTOObI M3HAYaNbHO COCPEOTOUNTLCS Ha
Kakon-nnbo cucteme opraHnama unm gopme paka. Hanpumep, ecnm nHtepec
npeacTaBnsAT 3M10Ka4eCTBEHHbIE HOBOOOPA30BaHNA KOXN, NONb3oBaTeNb OOSMKEH
paccMOTPETb BO3MOXXHOCTb NMOMCKa TEPMUHOB, CBSI3aHHbIX C BO3AENCTBMEM COMHLA, B
nonsax MeanLUUHCKOro aHamHesa. [Ins 6onee KOMMNIEKCHOro noncka Bcex hakTopos
pUCka BO3HMKHOBEHUS 3110Ka4eCTBEHHbIX HOBOOOpa3oBaHui noTpebyeTca TwaTenbHbIN
N LUMPOKNI NOUCK CBSA3aHHbIX TepMnHOB M3 MedDRA, Bkntoyas TepMuHbI 4N
0003Ha4YeHNs1 reHETUYECKON NPeapacrnonoXeHHOCTU, TEPMUHBI, CBA3aHHbIE C 06pa3omM
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XW3HWU, n onpeageneHHble TepMUHbI O5nA 0b603HaveHus BOCI'IaJ'II/ITeJ'IbeIX/VIHq.)eKLI,VIOHHbIX
3aboneBaHni, KAk OTMEYEHO BbILLE.

2.84.3 Nepapxuyeckasi CTpyKTypa

Mpegpakcssie
COCTORHKUA
(2000008%)
I I I |
Mpegpakossie MNpegpakospie Mpegpakossie Mpeapakoseie
COCTOAHWA KDOSK COCTORHKMA COCTORHKA Mpegpakcasis COSTORMIA, ofiuge
W KDOBETEODHEIX HENY4OYHO- ENPogysTUEHSIX COCTORHMA KoM COCTUAKHE B JDYTHE
OpraHoE FMLLEYHOTD OpraHoE (20000039) HEILEHNR OTASMEHEX
(20000038) TpaxTa (20000023) "“:_“‘-"EH““
(20000087) {20000185)

PucyHok 2-20. Uepapxuyeckasa cTpykTypa lIpedpakoebie cocmosiHusi (SMQ)

NMPUMEYAHUE. B otnnumne ot gpyroro cy63anpoca SMQ ypoBHS 2 (Hanpumep,
[Npedpakosbie cOCMOSHUS Kpo8U U KpogemeopHbIx opaaHos (SMQ)), lNpedpakoesie
COCMOsIHUS, obuwue cocmosiHUS U Opyaue HapyweHUsi omoersibHbIX JloKkanu3ayul
(SMQ) He aBnseTca camocTtoaTenbHon Temon SMQ. Ero crnegyet ucnonb3oBaTtb
TOmNbKO B paMkax TeMbl SMQ BbicLLero ypoBHA — [Ipedpakosbie cocmosiHusi (SMQ).

e YeTblpe nogrpynnebl obecne4ynsatoT 6onee cneunduyeckme NonCKU:
- [lpedpakosbie cOCMOSIHUS KPO8U U KpOBEMB8OPHbIX op2aHos (SMQ)
— [lpedpakosbie cocmosiHus Xenydo4yHO-KUUWe4YHo2o0 mpakma (SMQ)
-~ [Ipedpakosbie cocmosiHus penpodyKkmueHbix opaaHos (SMQ)
-~ [lpedpakosbie cocmosiHus Koxu (SMQ)

TepMUHbI, He OTHOCSILLMECS K BbllLeyka3aHHbIM YeTblpeM rpynnam, cobpaHbl
HenocpeacTBeHHO noa lNpedpakosbie cocmosiHUs, obwue cocmosiHusi u Opyaue
HapyuweHusi omoesibHbIX f1okanu3ayut (SMQ).

e [lonb3oBaTenu MoryT yTOUHSATb NOUCK, AnddepeHunpys:

- «Ob64gaszaTtenbHble» NopaxeHus (onpeaeneHHoe Nnn BeposiTHoe
nporpeccMpoBaHne B 3110Ka4eCTBEHHOE);

- «®akynbTaTMBHbIE» NOPaXeHUs1 (BO3MOXKHOE NPOrpeccupoBaHie).
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2.84.4 Tpume4yaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

lNpedpakoesbie cocmosHus (SMQ) npeactaensieT cobon nepapxmyeckmin SMQ un
COAEPXUT TOMNbKO Y3KNEe TEPMUHBI. [103TOMY Y3KMI NOUCK N LLUMPOKUIN NMOUCK aAl0T
oAMHaKoBbIN pesynbTaT. [logpobHble NpumeyaHus npueeaeHsbl B pasgene 1.5.2.1.

2.84.5 MepevyeHb UCNONb3OBaHHOM Hay4yHou nuTepatypbl Ana [Ipedpakoebie
cocmosiHusi (SMQ)

Classifying the precancers: A metadata approach (Jules J Berman and Donald E
Henson).

Heenan PJ, Elder DJ, Sobin LH (1996) WHO International Histological
Classification of Tumors. Berlin, Heidelberg, New York, Tokyo: Springer.

Berman JJ, Henson DE. A Comprehensive Classification and Data
Implementation for the Precancers.

http://www.pathinfo.com/jjb/preclass.htm, 2002 (This web site may not currently

be active).
Harrison's Principles of Internal Medicine, 16th Edition.

Dorland’s Medical Dictionary.

[MPUMEYAHUE. Cm. ncxoaHyto aokymeHtauuto PIT CIOMS ansa nony4veHus
AONONHUTENbBHbIX CCbINIOK Ha MCNOSb3yeMble BEG-CanTbl]
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2.85 HoBooOGpa3oBaHuA NpegcTaTesibHOM Xene3bl, 3lTI0Ka4YeCTBEHHbIe U
HeyTO4YHeHHble (SMQ)

(pabouyas Bepcus, ceHTs16pb 2008 roga)

2.85.1 OnpepeneHue

e CocTtaBneH N4 BbISIBIIEHUSI BCEX 3M10KAYE€CTBEHHbBIX U HEYTOYHEHHbIX OMyXOonen
npeacraTesibHoOM Xenesbl.

e OxBaTblBaeT BCE 3/10KA4YE€CTBEHHbIE N HEYTOYHEHHbIE HOBOOOpa3oBaHUS
npeacTaTenbHON Xernesbl, U, KpOMe TOro:

— CocTosiHUS, cBA3aHHbIE CO 31TOKAaYeCTBEHHOM onyxoJiblo

- TepaneBqueCKme n anarHoctnyeckme npoueaypbl, CBA3aHHbIE CO
3J10Ka4eCTBEHHbIM HOBOOGpa3OBaHI/IeM

— Mapkepbl onyxonu

2.85.2 Kputepum BKNOYeHUA/MCKIIOYEeHUnA
e BknovatoTcs:

- TepMI/IHbI Ans 0603Ha4YeHNs 3r10Ka4eCTBEHHbIX UK HEYTOYHEHHbIX
HOBOO6DGSOBaHI/IIZ C YETKMUM YKa3aHUEM Ha rnpeacrtatesibHyr Kele3y

- Tele/IHbI Ans 0603Ha4YEeHNA COCTOAHUN, CBA3AHHbLIX CO 31T0Ka4Y€CTBEHHbIMU
UM HEYTOYHEHHbIMU HOBOO6pa3OBaHMFIMI/I HpeﬂCTaTeﬂbHOﬁ xXeJesbl, B TOM
yucne:

Mpouenypsl
o JlabopaTopHble N MHCTPYMEHTarnbHble JaHHblEe

(@]

o Mapkepbl onyxonu
o [Npu3Hakn n cMMNTOMBI, yKasblBaloLMe Ha Takyto NaTonoruno
e VcknwovaroTcs:

- TepmMuHbI ANa 0603HAYEHMS 3NTOKAYECTBEHHbIX UMM HEYTOYHEHHBIX
HOBOOGPa30BaHWin 6e3 YeTKOro ykasaHusl Ha NpeAcTaTenbHYH Xeneay

- TepMuHbI Anst 0603HaYEHMs TepaneBTUYECKUX N AMArHOCTUYECKUX NpoLeayp,
CBSI3aHHbIX CO 3110Ka4eCTBEHHbIM HOBOOOPa3oBaHNEM, a TakKe MapKepoB
onyxonu

- TepMuHbl Anst 0603HaYeHNs MeTacTa3oB B NpeAcTaTenbHY xenesy

- PT Onepauyusi Ha npedcmamerbHOU Xerne3e, Tak Kak 3TO He
TepaneBTMyeckas npoueaypa, 3aBucaLLas OT CTENeHW 3roKavyeCcTBEHHOCTH.
(Tem He meHee, 3TOT TEPMUH MOXHO A06aBUTb, ecnu TpebyeTcsa oYeHb
LLIMPOKMI MOWUCK).
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NMPUMEYAHUE. na noncka HecneumMduyeckmx COCTOSHUIN, CBS3aHHbIX CO
3110Ka4eCTBEHHOW ONYXOsbio, TepaneBTUYECKUX N AMarHoCTU4eCKnX npowuenyp,

CBA3aHHbIX CO 3J10Ka4Y€CTBEHHbLIM HOBOO6pa3OBaHVIeM, pekomeHayeTcAd UCnosib3oBaTb

cooTtBeTCcTBYHOWMN cyb3anpoc SMQ HUXHEro ypoBHA U3 3510ka4ecmeeHHbIe

Hoeoobpa3oeaHus (SMQ).

2.85.3 Uepapxuyeckas CTpykTypa

HoeoobpazoeaHua
NpeacTaTensHOR ¥eneawl,
2N0KAYECTBEHHEIE 1
HeyToUHeHHbIE (SMQ)
(20000152)

3nokayecTEEHHEIE
OMyXOnH
NpeAcTATENEHON
#enesol (SMQ)
(20000202

Onyxonm
NpeAcTATENEHOW HeNe3kl
HecneyudrUeckon CTENEHK
anokaJYecTeeHHoCTH (SMQ)
(20000203)

PucyHok 2-21. Uepapxuyeckasa cTpykTypa HoeoobpasoeaHusi npedcmamesnbHoOU
)Xerie3bl, 3/10Ka4ecmeeHHble U HeymoyYHeHHbIe (SMQ)

2.85.4 lMpumeyaHusi N0 BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HoeoobpasosaHusi npedcmameribHOU Xese3bl, 3/I0Ka4eCMBEHHbIE U HEYMOYHEHHbIE

(SMQ) coaepXXnUT TEPMUHbI Y3KOrO U LUMPOKOro NouckoB. MoapobHble npumedaHms

npueeaeHsl B pasgene 1.5.2.1.

2.85.5 MepeyveHb NCNONbL30BaHHOM Hay4YHOW nuTepaTtypbl Ana Hoeoobpa3oeaHus

npedcmameribHOU Xese3bl, 3JI0Ka4yecmeeHHble U Heymo4YHeHHbIe (SMQ)
e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of

Oncology. 7th Edition, 2005.

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.
e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.86 TpotenHypusa (SMQ)
(paboyas Bepcus, ceHTs16pb 2014 roga)

2.86.1 OnpepeneHue

MpoTenHypumst — 3To Hanmume n3bbiTka CbIBOPOTOUHbLIX 6enkos B Mmoye (>300
Mr/24 4)

N3onnpoBaHHasn NpoTenHypusi o3HavaeT Hanuyue 6enka B moye 6e3 apyrux
CMMMTOMOB UMM aHOMaInui MoYeBbIBEEHNS.

Mpy MHOTUX HapyLLUEHWUsIX CO CTOPOHbI NMOYEK NPOTENHYPUS HabnogaeTcs ¢
APYrMMU aHOManNusMyM MoYeBbIBEAEHUS (Hanpumep, remaTtypusi).

anCyTCTBVIe Oenka B Mo4e TOKCUYHO ANS NOYEK M Bbi3biBaeT noBpexageHne
Mnoyek.

MpoTenHypus, Bbi3BaHHAst HAPYLLEHMSIMW CO CTOPOHbI NOYeK, 0O6bIYHO
ABMNAETCS CTONKON (T. €. NPOSIBMSAETCS U NPU NOBTOPHBIX aHanm3ax).

BepxHen rpaHuuen HopMbl BbiBeaeHUs 6enka ¢ modown cumtaetcsa 150 mr/cyr,
3TOT nokasaTtesnb MoXeT BbITb M3MepPEH B Xo4e CyTOYHOro aHanu3a Moyu unu
onpeaerneH ¢ NOMOLLbIO CITy4alnHOro COOTHOLIEHUSI MOYU/KpeaTUHUHA
(3HayeHns > 45 mr/mMMonb ABNAIOTCA aHOMarbHbIMK); ANA anbbymMuHa oH
coctaBnseT npubnmantensHo 30 Mr/cyT.

Beligenerne anbbymuHa B gnanasoHe ot 30 go 300 mr cyTtkm (oT 20 go 200
MKI/MUH) cYUTaeTCs MUKpoanbByMUHypuen, a bonee BbICOKME YPOBHM
cunTalTCa MakpoanbbyMnHypuen.

Mpu HaxoXaeHUn B HePOTMYECKOM AManasoHe NPOTEUHYPUST MOXET
NPUBECTU K 3HAYUTENbHON NoTepe Gernka.

MoxeT NpUBOAUTL K NEHUCTON MOYeE.

Knaccudukauus npotemHypum:

- Knybo4koeas (2romepyrnisipHasi) npomeuHypusi

o BosHukaeT B pesynbTaTe rmomepynapHbIX HapyLeHnn

o [oBblweHne kNy6o4KoBOM NPOHNLAEMOCTN NO3BOSISAET YBENNUNTD
Konuyectso 6enkoB nNna3mbl (MHOr4a o4eHb DONbLLOE KOMNYECTBO),
NPOHMKaLWNX B hunbTpat

- KaHanbuyeesasi (mybynspHasi) npomeuHypusi

o BosHukaeT B pesynbTate HapylweHus peabcopbumm 6enka B
NPOKCUMarbHbIX KaHanbLuax

o [lpoTenHypusa B OCHOBHOM 13 HebonbLUMX 6ENKOB, TakuX Kak ferkve uenu
NMMyHornobynuHa, a He anbbymuHa
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o YacTo conpoBoxaaeTcs ApYrMMU HapyLLEHNSIMU KaHanbLeBon pyHKLMM

(Hanpumep, nctoweHnem HCO3, rnoko3ypuen, ammHoaumaypuen), a
NHorga n natonorunen knybovkos (koTopas Takke cnocobecTyeT
NPOTEUHYPUN).

- [MpomeuHypusi ecriedcmeue NnepenosiHeHUsi Mo4Yeg8o2o ry3bipsi
o W3bblTouHOE KONMYecTBO HeGOMbLUMX GENKOB Nna3mbl (HanpuMep, Nerkux

uenen nmmMmyHornobynmHa, o6pasyoLmxcs Npyu MHOXECTBEHHOM
Muenome) npesbiwaeT peabcopOLMOHHY CNOCOBHOCTL MPOKCUMAIbHbIX
KaHanbLeB

-  @yHKYUOHasbHasi MpPomeuHypusi

o

©)

YBenu4yeHve no4yevyHoro KpOBOTOKA (Hanpumep, B pesyrnbrarte
BbINOSTHEHUA PUNYECKUX YNPAXKHEHUWN, NMUXOPALKN, TMNEPCUCTONNYECKOMN
cepaevHon HegocTaToyHOCTM) obecneunBaeT AOCTaBKY MOBLILLEHHOro
Konu4yectBa 6ernka B He(pOH, YTO NPMBOAMT K YBESTMYEHUIO KONMYecTBa
6enka B Move (kak npaBuno, < 1 r/geHb)

PaspeluaeTcs, Korga noveyHbl KPOBOTOK BO3BpaLLaeTcs K Hopme

- Opmocmamuyeckasi IpomeuHypusi

o

o

HobpokayecTBeHHOE cocTosiHME (Hanbosee pacnpocTpaHeHo cpean
AeTen 1 NnoapoCTKOB)

[MpoTenHypmsi BO3HNKAET B OCHOBHOM, KOraa naumMeHT HaxoamuTcs B
NONOXEHUN CTOoSA

Kak npaBuno, B Mmoye coaepxutcs 6onblie 6enka BoO Bpemsi
6oapcTBOBaHNA (KOorga ftoam Yalle HaxogaTcs B NOSIOXKEHUN CTOH), YeM
BO BpeEMS CHa

OueHb xopoLunit NPOrHoO3

He TpebyeT cneumnanbHOro BMmeLlaTenscTea

2.86.2 Kputepumn BKNOYEHUA/NCKNIOYEeHUsA

e BkniovaroTcs:

- TepMuHbI, cogepkaline CrioBo «NPOTENHYPUSI»

— TepMuHbl (NnabopaTopHbI€ UK HET), OTHOCSLLMECS K YPOBHAM anbbymuHa B
MOY€E MIM KPOBMU, BKIOYAsA KONMMYECTBEHHOE OnpeaeneHne aKckpeunm
anbbymMmnHa ¢ MOYOW B TEYEHME CYTOK NIMBO NpAMbIMKM MeToAaMu, NMbo
NPOM3BOAHBLIMU (COOTHOLLEHUE anbbyMuH/KpeaTuHUH). Takke BKOYaTCA
TepMuHbl 4nsi 0603HaYEHNS CHXKEHNA NOTePb anbbymuHa
(MUKpoansBbymMuHypus).

— TepmuHbl (NabopaTopHble NN HET), OTHOCSALLMECS K YPOBHSM ApYyrmx 6enkos
(3a ncknoyeHmem anbbymmHa), KoTopble 00blMHO HE OOHapYXMBaTCS C
MOMOLLIbIO TECT-NOSIOCKN B MOYE UMW KPOBU, Hanpuvep, beta-2-
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MUKPOrNobynuH, nerkie uenm nMmmyHornodynuHa (6enok beHca-LxoHca),
MUOrNoduH n T. A.

MprnobpeTeHHbIN HedpoTrnyeckn cuHapom (PT Hegppomuyeckuli cuHOpom)
BKITOMAETCS M3-3a ero TECHOM CBsA3M ¢ bonbLion notepen 6enka B Mmoye, a
Takke PT bernkosass HeOocmamo4yHocmb n PT Omek ecriedcmeue
3abosiegaHull MOYeK, KOTOpble, HECMOTPS Ha TO, YTO OHWU HE ABMAKOTCA
cneundundeckumm anst HedpoTUYECKOro cMHapoma, oba ABNAKTCH ero
3Ha4YMMbIMKN NOCNEACTBUSMMN.

Uckniovarotcs:

Bo3MOXHbIE MPUYNHBI NPOTEMHYPUK, K KOTOPbIM OTHOCATCA KyBo4KoBbIE U
TybynsapHble 3aboneBaHns NoYek, 3a uckndeHnem PT Heghpomuyeckul
CUHOpOM

[pyrne ocnoXxHeHns HedppoTUYECKOro CUHAPOMA (3a ucknoveHmem PT
Genkosasi HeOocmamoyHocmb U PT Omek ecriedcmeue 3abonesaHul
M104eK), Takne Kak runepkoarynsaTMBHoe COCTosiHME, Tpomboambonusa nnum
rmnepnMnuaemMust, n3-3a BEPOSTHOCTM BHECEHMS LyMa B NMOUCK.

O6Lwunin aHanM3 MoYn 1 nccrneaoBaHnsa PyHKLMM NOYEK OObIYHO NPOBOAAT
nocrne unu B pamkax NpoTENHypUKn, Hanpumep, onpeaeneHne ypoBHs
3MEKTPONNTOB B CbIBOPOTKE, MOYEBWNHA, KpEATUHMHA U TTHOKO3bI,
onpeaeneHue yposHa CK® u T. 4.

WckntoyatoTes TepMunHbI Anst 0603HaYeHUs1 BPOXKAEHHbIX 3aboneBaHui

WNckntoyatoTes TepMUHbI A51si 0603Ha4YeHUss NabopaTopHbIX U
NHCTPYMEHTarnbHbIX AaHHbIX 6e3 KBanMgpukaTopos, 3a UcknYeHnem PT
Gernok 8 Moye, KOTOPbI NPUBEN K 3HAaYMMbIM pe3ynbTatam npu
TECTUPOBaAHUM M pacLieHnBarcs kak cnocob coobLleHnst 0 NPOTENHYPUU C
Mcnonb3oBaHNEM TepMmunHa 6e3 kBanudmrkatopa

2.86.3 MpumeyaHusa no BHeQPEHUIO U (MNK) OXXMOAHUIO pe3ysibTaToOB 3anpocoB

lMpomeuHypus (SMQ) coaep>XXUT TEPMUHbI Y3KOrO U LLMPOKOro NOUCKOB. MNoapobHbie
npumMeYaHus npuseaeHol B pasgerne 1.5.2.1.

2.86.4 lMepeyeHb UCNONb30OBaHHOW Hay4YyHOW nutepatypbl ansa [lIpomeuHypusi

(SMQ)

Harrison’s Principles of Internal Medicine: Chapter 44. Azotemia and Urinary

Abnormalities

e Merck Manual for Health Care Professionals: Proteinuria

¢ Merck Manual for Health Care Professionals: Overview of Nephrotic Syndrome

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1.

Approach to the Patient with Renal Disease
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2.87 TlceBpomemMbpaHoO3HbIN Konut (SMQ)
(paboyas Bepcus, mapt 2007 roga)

2.87.1 OnpepeneHue

MceBooMeMOpaHO3HbIN KONMUT — 3TO TSXKEIbI HEKPOTM3NPYHOLLMIA MPOLIECC,
KOTOPbIN NopaXkaeT TONCTYI0 KMLLKY U BO3HUKAET Kak OCITOXXHEHME
aHTMbMoTUKoTEPaNUM.

OH nHoraa BO3HUKaeT B OTCYTCTBME BO34ENCTBUSA aHTUOMOTMKOB; YacTo MMeeTCs
npoBoLMpYOLWNIA hakTop, HaNpUMep, HeaBHSA onepaums Ha KULLEYHMKE,
ypemusi, UeMUst KULLEYHWKA, XMMUOTEpPanus, TpaHcnnaHTaums KOCTHOro Moa3ra.

Ero Bo3byautenb — «Clostridium difficile», anemeHT HopManbHOWM KNLLIEYHOM
driopbl, KOTOPLIN Ype3MEPHO pa3BMBaETCA B NPUCYTCTBUM ONpeaeneHHbIX
aHTMOMOTUKOB MNKN B OTCYTCTBUE HOpMaribHOW BakTepuanbHOn riopbl Nog
BO3JeNCTBMEM ApYruX (pakTopoB.

Ons soiseneHus C. difficile nmeroTca TeCTbl Ha KynbTypy M TOKCUHBI, HO
NONOXUTENbHbINA pe3yrbTaT MUKPOBMONOrM4ecKoro NccrneaoBaHus B OTCYyTCTBUE
KNMMHUYECKMX HAXOL4OK HE NOATBEPKAAET OKOHYATENbHbIN ANArHo3
«nceBaoMeMOpaHO3HbIN KONNTY.

Bo MHOrux coobLieHnsix o guapee, Bbi3blBAEMO aHTUOMOTUKOTEpanven, He
NMeeTcs NoATBEPXKAEHHbIX ANArHo30B UIK cneundmnyeckmx TeCToB Ha
nceBaoMeMOpPaHO3HbIN KOMWUT.

HeocnoxHeHHas anapesi, Bbl3aBaHHasi aHTUBMOTNKaMK, 0ObIMHO NPOXOAUT cama
no cebe B TeyeHMe ABYX HeAernb nocrne npekpalleHust npueMa aHTMOUOTMKOB.

B cnyyae coxpaHeHusi CUMATOMOB UIN KITMHUYECKN BbIPAXXEHHOMO KONUTa MOXET
notpeboBaTbCsA arpeCcCcMBHbIN METO NleYeHNs Ans BOCCTaHOBMNeHNs 6anaHca
BakTepmanbHOM hnopbl B NPOCBETE KULLEYHOro TpakTa.

2.87.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

BkntovatoTca:

— TepMuHbl Ans 0603HaYEHNS «KITOCTPMANANBHOIO KOMTa» N CBA3AHHbIX C
HUM KOHLENUNn

- TepMI/IHbI Ans obo3HaveHus npun3Hakos, CUMNTOMOB U pe3yIibTaToB
na60paToprlx nccrnegoBaHMin, Kak onmcaHo B onpegeneHnn

- TepMuHbl Ana 0603HaYeHNss MUKPOOPraHM3MOB Ha YPOBHE BUAOB, B KOTOPbIX
ynomunHaetcsa «C. difficile»

- Hecneuundguyeckne TepMmnHbl CO CITOBOM «KINOCTpUAUK» (Hanpumep,
KnoctpuguaneHble nHGeKLMn), Tak 4To Bo3amMoxHbIn C. difficile He ocTaeTcs
He3aMe4eHHbIM, HO Takne TepMuHbl, kak «C. perfringensy, He BKNO4arTCA
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- Bkniouenue PT fJuapes v PT Juapesi cemoppazuyeckasi B y3Kne noncku ans
0003Ha4YeHnst aHTUBNOTUKOB BbINO onNpaBAaHoO, Tak Kak Oblfo N3BNeYeHo
HECKONbKO Crny4aeB, KOTopble MHaye He 6binn 6bl 0GHapyXeHbl. Tem He
MeHee, TLaTeNbHbIN aHanM3 onMcaHumn cnyyvyaesB npegHasHavyeH ans
KnaccudurKkauumn Takmx criydaeB Kak OTHOCALLUXCS K NpeacTaBnsaioLemy
WHTEepec MeaNLNHCKOMY COCTOSIHMIO. YTO KacaeTca KOMMNOHEHTOB
oTpuuaTenbHoro koHTpons, PT Juapes B paMkax LUMPOKOro novcka
cosfgasarn MHoro wyma. Takum obpasom, PT Juapes n PT Juapes
2emMoppazuyeckasi pekoMeHAyeTCs NCNOSb30BaTb TOMbKO NPU Y3KNX NOUCKaX
no aHTUOMOTMKaM.

e VcknwovarTcq:

— TepmMuHbI Anst 0603HAYEHMSI MUKPOOPraHN3MOB, B KOTOPbIX YNOMUHAKTCS
Buabl, kpome «C. difficile»

- TepMuHbI Anst 0603HAYEHMS HapyLLIEHWUIA CO CTOPOHbI CM3UCTOM 060104KK, B
KOTOpPbIX HE YKa3blBaeTCs NOpaKeHWe TONCTON KULLIKW.

2.87.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

lNcesdomembpaHo3HbIU Korium (SMQ) coaepXuT TEPMUHBI Y3KOTrO U LUMPOKOTO NMOUCKOB.
MoapobHbie npumeyaHns npueeneHsbl B pasgene 1.5.2.1.

2.87.4 lNepeyeHb MCNONIb30BaHHOMN Hay4HoOM nutepartypbl ans
lNceedomembpaHO3HbIl Konium (SMQ)

e Merck Manual of Diagnosis and Therapy, 1999. 17t Edition.

¢ Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett,
2"d edition.
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2.88 lcuxo3bl N ncnxoTuyeckue paccrtpomcrea (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.88.1 OnpepeneHue

TepMUH «NcrMxo3» 060o3Ha4YaeT NCUXMYECKOE PacCTPONCTBO,
XapakTepuaytoLieecs o0LLMM HapyLLUeHEM BOCMPUSTUS peanbHOCTU, O YEM
CBUAETENbCTBYIOT:

- CocTtosiHus 6peaa;
- [annouuHauny;
-~ 3aMeTHO HecBsA3Has peyb;

- ,ﬂeSOpFaHI/ISOBaHHOG n Bos6y>|<,quHoe nosegeHne, obbl4HO 6e3 ABHOro
NOHMMaHNA nNponcxogdLlero co CTopoHbl naumneHTa.

TepMUH «NCcKMxo3» Takke ncnonb3yetcda B 6onee obLiem cmbicne ons
0003Ha4YeHMsI MCUXMYECKNX PACCTPONCTB, B KOTOPbIX MCUXNYECKOE
YHKLMOHNPOBAHME CYLLLECTBEHHO HApYLLEHO, U CEPbLE3HO BMSIET Ha
CNocoBHOCTb NaumeHTa yaoBneTBOpPATb OObIKHOBEHHbIE XN3HEHHbIE
noTpebHoCTH.

[McrMxo3 MoXeT ObITb npodaBrieHneEM MHOIMrmxX nCUXoTNHEeCKnxX paCCTpOIZCTB, TaKnNXx
KakK:

- LWwsodpeHus;

- LWwnsoaddekTneHoe HapyLleHue;

- bpeposoe HapyLueHue;

- KpaTkoBpemeHHasi ncuxotTmyeckas peakums;
- MaHusa ¢ ncuxosom;

- [enpeccus ¢ ncuxo3om;

- [HemeHuus;

- [Oenupun.

Mcnxo3 Takke Bbi3blBaeTCS:

- 3anpeleHHbIMN HapKOTUYEeCKUMUM BeLLecTBamMu (KOKanHOM, amqeTaMnUHOM U
T.4.);

- JlekapcTBeHHbIMM NpenapaTtamu (aroHucTamu gogamuHa, |-gonon,
NCUXOCTUMYNSATOpPaMu U T. A4.).

- [lpu wmsodpeHnn, wnsoppeHndPoOpMHOM HapyLLeHNK, Ln30adpPEKTUBHOM
HapyLeHUn N KpaTKOBPEMEHHOM MNCUXOTUYECKOM HapyLUEeHUU TEPMUH
KMNCUXOTUYECKUIN» OTHOCUTCS K COCTOSAHMAM Bpeaa, ntodbiM BblpaXKeHHbIM
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rannoounHaumnam, ﬂ,GSOpFaHI/I3OBaHHOIZ pe4yn nnmn ne3opraHn3oBaHHOMY UIn
KaTaTOHM4YeCKOMY noBeaeHUto.

2.88.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

-~ OnpeaeneHHble TUMNbl NCUXO30B 1 T€ 3TUONOrnK, B KOTOPbIX B PT
yrnomMuHaeTca ncuxos (Harnpumep, PT [Ncuxomuyeckoe paccmpolicmeo
gcriedcmeue obuwez2o comamu4ecko2o cocmosiHusl). CunTarTcs y3KMMm no
o6nacTn NpUMEHEHMS.

-~ CumMmnTOMBI, KOTOPbLIE 0ObIMHO Habn4aTCA NPU NCUX03E Un
NMCUXOTMYECKNX PACCTPONCTBAX UMM YKa3bIBAOT HA HaNM4mne ncuxosa
(Hanpumep, PT Heonoausmel, PT lNapaHols). CuynTtaroTcsa y3KuMn no
obnacTn NpMMeHeHMs.

- OnpegeneHHble «wwnpokune» PT (Hanpumep, PT bonbwas denpeccus), 4ToObl
OXBaTUTb HMxXenexaiwme LLT, B KOTOPbIX YNTOMUHAETCS NCUX03 (Harpumep,
LLT Henpeccus ncuxomu4eckasi). C4MTaroTCA LUMPOKMMM No obnactu
NPUMEHEHNS.

- [cuxoTnyeckne paccTponcTsa, KOTOpble, Kak MPaBumo, He Bbi3biBaOTCH
NPUMEHEHNEM NeKapCTBEHHbIX NpenapaToB (Harnpumep, LWN30ppeHns),
4YTOObI 3adhnKCUPOBaTL BO3MOXHOCTb TOr0, YTO NeKapCTBEHHbIN NpenapaT
MOXET ycyrybutb ocHOBHOe 3abonesaHue (Harpumep, aroHUCTbl AoamnHa,
ycyrybnsioLwme wn3oppeHnyHecKkmin NCMxXo3) U YTO aBTop oT4eTa MOXeT
npexaeBpeMeHHO NOCTaBUTb AMarHo3 NCMxmyeckn 60nNbHOMY NaumneHTy ¢
LWn3odpeHnen, npexage Yem pacnosHaTtb NCUX03, BbI3BaHHbIN NPUMEHEHNEM
neKapCTBeHHbIX NpenapaToB

e VcknwvatTcs:

- TepMuHbI Anst 0603HaYeHNs YPOBHSI aHTMNCUXOTMYECKOrO NpenaparTa,
MOCKONbKY 3TV NeKapCTBEHHbIE NpenapaTtbl MOryT NPUMEHSTLCS ANs
yCTpaHEHUsi MHOTMX CUMMTOMOB, MOMUMO MCKX03a

- PT, ykasblBatoLme Ha NCMXMYECKME PacCTPOMNCTBA Y POACTBEHHMKA,
MOCKOIbKY PacCTPOMCTBO NMPOUCXOAUT Y APYroro YernoBeka

- PT, KOTOpble 0603HavaloT BO3MOXHbIE 3TUOSOrMN NCNX03a, HO B HUX
YNOMUHaeTCA NMCnxos.

- PT lWu3oudHoe paccmpodcmeo JIU4HOCMU UCKITKYaeTCA, NMNOCKOJIbKY OHO, Kak
npaBunio, HE CBA3aHO C NCUXO30M U NOTOMY YTO cnenyeT UCKITIOYNTb
NCUXOTUYECKOE PaCCTPOUCTBO, 4TOObI NOCTaBUTbL AMArHO3

— CurmMnTOMBI, KOTOPbIE MOTYT BO3HMKATb NPU NCMX03€ UM NCUXOTUYECKNX
paccTponcTBax, HO Habn4aTCA 0O4eHb YacTo NPU OTCYTCTBUM NCUX03a
(Harpumep, BUObl TPEBOXHOCTU, CNYTAHHOCTU CO3HAHUSA, Ae30pUEHTaUNN U
T.A.)
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- [Jenpeccus (3a ucknoveHmem PT bornbwas Oenpeccusi) n TEPMUHBI,

CBA3aHHbl€ C Cynumnaom, Tak Kak OHM 4aCTO BCTpe4arTCA npu oTCyTCTBUA
ncmxoasa

- Hecneuundunyeckne TepMrHbl AN 0603HaYeHNs1 NabopaTopHbIX U
NHCTPYMEHTarnbHbIX AaHHbIX

2.88.3 lNMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

[Ncuxo3sbl u ncuxomuyeckue paccmpoticmea (SMQ) cogepXuT TEPMUHBI Y3KOTo U
LUMpOKoro nomnckos. lNogpobHble NnpumeyaHus npueeneHbl B pasgene 1.5.2.1.

2.88.4 lMepeyeHb wucnonb3oBaHHOM Hay4dyHou nuTtepatypbl ana [llcuxo3bl u
ncuxomu4eckue paccmpoticmea (SMQ)

e Dorland’s lllustrated Medical Dictionary, 29" Edition, WB Saunders 2004.

e American Psychiatric Association: Diagnostic and Statistical Manual of Mental
Disorders, Fourth Edition. Washington, DC, 1994.
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2.89 Jlero4yHas runepTteH3us (SMQ)

(nepecmoTpeHo B mapTe 2016 roga; nepBoHavanbHas paboyas Bepcusi, CEHTAOPb

2007 ropa)

2.89.1 OnpepeneHue

Ha nsaTom BCEMUPHOM CMMMNO3NyMe Mo fieroyHon rmnepteH3mm B 2013 1. NnpuHAnu
HOBYHO Knaccudumkaunio neroyHom rmnepteHsnn, a B 2015 rogy 6610 BbinyLLEHO
HOBOE onpeeneHne nero4yHon rmnepTeH3nn, KOTopoe NOBNUANO Ha NapamMeTpbl
naeHtTudmkaummn cnyyaa ona fleeoyHas eunepmeH3us (SMQ).

Moapo6HLIN 0630p NCXOOHBLIX TEPMUHOB, BKIKOYEHHbIX B 3TOT SMQ, nokasan
HanMyme HECKONbKNX COCTOSIHUI, KOTOPbIE PEAKO CBA3aHbI C NEFOYHOM
rmnepTeHanen (Hanpumep, PT Luppo3 neyeHu); Ype3MepHOo «LYMHbIE»
NPU3HaKN N CUMNTOMbI; B6bINI0 OTMEYEHO, YTO HE ObINO BKMIOYEHO HECKOSBKO
KOHUENUMn n TEpMMHOB Ans 0603Ha4YeHus NPU3HaKoB U CUMNTOMOB, OObIYHO
CBSI3aHHbIX C FIEFOYHOM MTMNEPTEH3NEN; a Takke BblNo oBHapyXeHo, YTo Apyrue
TEPMUHbI HE NMOMTHOCTBIO COOTBETCTBYIOT KpUTEPUAM OTOOPA.

C y4eTOM BbILLEN3NOXKEHHOrO ObINI0 NPUHATO peLleHne nepecMoTpeThb JlecoyHas
aunepmeH3us (SMQ). BbIno NpUHATO HOBOE onpeferieHne N HOBble KpUTepun
BKNtoueHusa/mcknoveHms ans SMQ Ha ocHoBe BbIBOAOB MSATOr0 BCEMUPHOrO
CMMMO3Myma No nerovHomn runepteHsnm n O6beanHEHHOW LLeneBow rpynnbl no
ANArHOCTUKE M NEeYEHUIo Nero4yHom rmnepteHsnn Esponenckoro obuiectsa
kapguonoros (European Society of Cardiology, ESC) n Esponenckoro
pecnpatopHoro obuiectea (European Respiratory Society, ERS).
OGHOBMEHHbIN CNNCOK TEPMUHOB Oblf1 NPOTECTUPOBAH.

NI paHee onpepenanu Kak cpegHee AaBneHne B Nero4yHon apTepumn B
coctosiHum nokos (MPAP) > 25 mm pT. cT. unu mPAP npu counsnyeckomn Harpyske
> 30 mm pT. cT. B nogrpynny J1I', n3BeCTHyt0 Kak neroyHas aptepuanbHas
rmnepteHaus (JTIAN), gnobasnseTca KpUTepun, YTo AaBeHne 3aknMHMBaHUSA
Nero4YHon apTepun SOSMKHO cocTaBnsaTb < 15 MM pT. CT. HekoTopble
onpeaeneHus Takke BKNIOYaT neroyHoe cocyguctoe conpotusnexuve (JICC),
npu atom TpebyeTcs, 4ToObl OHO cocTaBnAano = 2 unn 3 eguHnubl Byaa.
[MoTeHumanbHble HegoCTaTKM NpeablayLLEero onpenerneHns 3aknio4atoTCs B TOM,
YTO YPOBEHb, BMUA M N03a, B KOTOPOW BbIMOSTHAOTCH YNPaXKHEHWS, HE Bbinu
ykasaHbl. Kpome TOro, HopmarnbHOe AaBrieHne B FIero4HOn apTepun npu
BbINOSTHEHUN yripaxxHeHun (PAP) nsmeHsietcst ¢ Bo3pactom.

Pa3bsicHeHMe onpeneneHnsi, OCHOBAHHOIO Ha MMEIOLLIMXCS OaHHbIX, ABNAETCH
BaXkHOW Lenbto pykoogctea ESC / ERS 2015 roga.

HoBoe onpenenenHune JIIN npeacraBnsier co6on cpegHee faBneHue B
nero4Hon aptepum (MPAP) B cOCTOSIHUM NOKOSA, cocTaBnsilowee 2 25 My pT.
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CT.

TpebytoTcs ganbHenwmne nccrneaoBaHus, YTobbl nydlle onpeaeniTb

€CTECTBEHHYI0 AMHaMunKy 3abonesaHus y naumeHToB ¢ mPAP ot 21 go 24 mm

PT.

CT.

Cnegyet ncknountb omsnyeckyro Harpy3ky m JICC B kayecTBe Kputepues.
YposeHb mMPAP B cocToaHUM nokoda oT 8 o 20 MM. pT. CT. AOSMKEH CHNTATLCA
HOpMasibHbIM C Y4€TOM MMEIOLLMXCSA OAHHbIX.

2.89.2 KpuTtepum BKNOYEeHUA/MCKNIOYEHUNA

e BknoyvatoTcs:

TepMuHbI, HenocpeaCTBEHHO CBA3aHHbIE C NNErOYHON r’MNepTeH3nen, BkNoyas
ee ocTpble hopMbl (KOTOpbIe MOryT ObITb CBA3aHbI C MPUMEHEHNEM
NeKkapCTBEHHbIX NpenapaToBs)

TepmuHbl, onuckiBarowme cneunduryeckne NocrneacTsnd fero4Hon
rMNepTeH3umn

BbicokocneunduyHble aTMONOrM4eckne COCTOSAHUSA, KOTOpble YacTo NPUBOAAT
K JIEerO4YHON runepTeH3nmn

NabopaTopHble U MHCTPYMEHTarnbHbIE UCCNef0oBaHUS U TepaneBTUYEeCKNe
npoueaypbl, creumansHO UCNoNb3yeMble NpY FIEroYHON rMMnepTeH3nm

I'IpM3Ha|<|/1 N CUMNTOMbI, TECHO CBSI3aHHbIE C JIEFOYHOMN FI/II'IepTeH3I/IeI71

e VcknwvatroTcs:

OTNONOrNYeCcKne COCTOAHNSA, KOTOpbIE NULLb N3peaKka CBs3aHbl C JIEr0YHON
rmnepTeH3nen, Takme kak umppo3s unu XOBJ1

Hecneundunyeckne nabopaTtopHble N MHCTPYMEHTarnbHbIE UCCNEN0BaHUSA Un
TepaneBTMYEeCKMe npouenypbl, KoTopble cnabo cBA3aHbl C NEero4HoOn
rmnepTeHanen

anISHaKM N CUMNTOMbI, HE XapaKTepHble OJ14 neroyHom rmnepTeH3nn,
KOTOPbIE€ HaCTO NOABMNAKTCA NMPpU OPYrnx COCToOAHUAX Unn cnHapomMax n MoryT
BbI3blBaTb «LWYM» NMPU NOUCKE, TakKne KaK rofioBOKpyxeHune

TepMuHbI 4na 0603Ha4YeHMa NabopaTopHbIX U MHCTPYMEHTanNbHbIX
nccnegoBaHunin 6e3 kBanmgukaToposB

TepMuHbl Anst 0603Ha4YeHNs BpOXAEHHbIX 3aboneBaHnm

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0 268
MapTt 2023 .

000912



MHONBUAOYAJIbHbBIE SMQ

2.89.3 lNMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

JlezoyHasi eunepmeH3usi (SMQ) coaepXuT TEPMUHBI Y3KOrO M LUMPOKOIrO NOUCKOB.
MoapobHblie npumeyaHnsa npueeneHsl B pasgene 1.5.2.1.

2.89.4 lMepeyeHb MUCNONb3OBaAaHHOW Hay4YyHOW nuTtepatypbl Ana JlezoyHas
aunepmeH3usi (SMQ)

e Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the
American College of Cardiology Vol. 54, No. 1, Suppl S.

e Updated Clinical Classification of Pulmonary Hypertension. Journal of the
American College of Cardiology Vol. 54, No. 1, Suppl S.

e Guidelines for the diagnosis and treatment of pulmonary hypertension. European
Heart Journal (2009) 30, 2493-2537.

e Assessment of right ventricular volumes and ejection fraction by
echocardiography: from geometric approximations to realistic shapes. Ellen
Ostenfeld and Frank A Flachskampf

e Department of Clinical Physiology, Ska°nes Universitetssjukhus, Lund University,
22185 Lund, Sweden.
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2.90 BasopeHanbHble HapyweHusa (SMQ)
(paboyas Bepcusi, mapt 2010 roga)

2.90.1 OnpepeneHue
e BasopeHanbHble HapyLLEeHNS BKIHOYatOT:

— ATepocKnepoTUYECKUn CTEHO3 NoYeYHon apTepun (Hanbonee Yactoe
nepBuYHOE 3aGorneBaHne NoYeyHbIX apTepui);

- OUBpPOMYCKYNSpHYIO OMCNIa3nio NOYEYHbIX apTepun;
- OMOBoNnYecKyto OKKITO3MI0 NOYEYHON apTepun;
- BasopeHanbHble MUKPOCOCYAUCTBIE HAPYLLEHUS.

e Bce 9T0 MOXeT NpUBECTU K NOYEYHON ONCYHKLMK, YTO 0ObIYHO
noaTBepXXaaeTcsa BbICOKMMU YPOBHSMU PEHMHA B Na3me.
e OO6bIYHO NPUCYTCTBYIOT B OAHON U3 Tpex hopm:

- beccMMnTOMHBIN CTEHO3 NOYEYHOU apTepuu;
- BasopeHanbHasa apTepuanbHaga rmnepTeHsns;
- Wwemnyeckas HeponaTtum4.

o [lIpexpae Bcero BcneacTeme cy>keHna adpdpepeHTHOM NoYeYHOW apTepumn, 4YTo
NPUBOOUT K CHUXKEHUIO Nepdy3NOHHOro AaBneHns B apTepusx noyvku un (unm)
MUKPOLMPKY ALK,

- HapyleHne apTepuanbHOro KpoBoTOka 06bIYHO NPOUCXOAUT BCreacTBUe
OHOCTOPOHHErO UMW ABYCTOPOHHErNO CTEHO3a MOYEYHON apTepuun.

- HapyLeHns mukpoumpkynsiumMm obbl4HO NPONCXOANT BCNeacTBue Tpombosa
MEIK1X COCY0B:

o TpombGamu 13 NPOKCUMarnbLHOro cocyaa (Hanpumep, U3 obnactu
CTEHO3MPOBaHUS NMOYEYHOW apTepun);

o W3 6onee yaaneHHbIX y4acTKOB (HanpMMmep, BHYTpMCEPAEYHbIMM
TpombBamu).

¢ MexaHu3mbl UHAYLMPOBAHHOW XUMMOTEpanmen noYyeyHom JUCcqyHKUnm
BKIIOYatoT:

- [loBpexgeHne cocygmucTon ceTn Unm CTPYKTYp NoYyex;
- [emonutnyecknn ypemmyecknm CUHAPOM;
- HapyweHue npepeHansHon nepdysunun.

e Ba3sopeHanbHble HapyLLIeHNsi MOTYT Bbl3biBaTb MPOrPEeCcCUpPYHOLLYIO TSHKENyHo
TMNEepPTEH3MI0 C OObIYHBIMY NOCNEACTBUSIMU 3TOTO COCTOSHUS.
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2.90.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

- Y3kuin nouck: Bce TepmuHbl B HLT CocmosiHus, cesidaHHbIe ¢ cocyOucmbiMu
U uwemMu4ecKuMU riopaxkxeHusimu royek, kpome PT Tpombomuyeckas
MUKpOaHauornamusi N TePMUHbI, CoepKallne CnoBo «HEKPO3» (LLUMPOKMIA
MOWUCK)

- Y3kumn nonck: TepMuHbl, OTHOCALLMECS K NOYEYHOMN rTMNepPTEH3NN

- LWwnpoknin nouck: TepmuHbl B LLT CocmosiHusi, cesidaHHble ¢ cocyducmbiMu U
uwieMu4ecKUMU rnopaxxeHusiMu royek, cogepxalime croBo «HEKpO3»

- LWwupokuin nonck: CooTBeTCTBYIOLME TEPMUHBI A51S1 0603HaYEHUS
nabopaTopHbIX Y MHCTPYMEHTANbHbIX AaHHbIX

e lckniovatoTcs:

- TepMVIHbI Aanst obo3HaveHns BPOXOEHHbLIX 3aboneBaHun

2.90.3 lMpume4yaHus NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

BasopeHarbHble HapyweHusi (SMQ) cogepXuT TEPMUHBI Y3KOro U LUMPOKOTO NOUCKOB.
MoapobHble npumedaHnsa NnpuBeneHsl B pasgene 1.5.2.1.

2.90.4 MepeyeHb MCNONb3OBaHHOW Hay4YHOW nuTepaTtypbl AnA Ba3opeHasibHble
HapyweHus (SMQ)

e Bloch MJ, Basile J. Clinical insights into the diagnosis and management of
renovascular disease. An evidence-based review. Minerva Med 2004
Oct;95(5):357-73.

e Kendrick J and Chonchol M. Renal artery stenosis and chronic ischemic
nephropathy: epidemiology and diagnosis. Adv Chronic Kidney Dis 2008
Oct;15(4):355-62.

e Kintzel PE. Anticancer drug-induced kidney disorders. Drug Saf 2001
Jan;24(1):19-38.

e Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med
2002; 69: 569-574.

e Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors. Postgraduate Medicine1996;100: 1-15.
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2.91 [ObixaTenbHaa HegocTaTo4yHoCTb (SMQ)
(paboyas Bepcus, mapt 2015 roga)

2.91.1 OnpepeneHue

e [lbixaTenbHasi HEAOCTATOYHOCTb NPEeACTaBnsAeT cobol XM3Heyrpoxatollee
HapyLleHNe OKCUreHaumMm Unn BbIBEAEHUS YINEKUCIIOro rasa, KoTopoe BNusieT Ha
DYHKUMIO ObIXaHUS UM CaMUX NErKUX, U MOXET NPUBECTM K HapyLUEHUIO
HOpManbHOro PYHKLUNOHMPOBAHUS NETKNX.

e [1Be OCHOBHble NAaTOPM3NONIOrM4ecKne 3TMoNorMmn (MoryT BO3HMKaTb Nno
OTAENbHOCTU UMW B COMETaHWUN):

- HepocTtatoyHas okcureHauus (HapyweHue rasaoobmeHa);

- HepocTtatoyHoe BbiBEAEHWNE YINIEKUCOro ra3a (CHUKeHne BEHTUNSAUMN
npuBoauT k yBenudeHno PaCoOy).

e YacTtble nposounpyrouine ycnoBsud:

-~ bbicTpo passuBatowmecs 060CTpeEHNA aCcTMbl U XPOHUYECKOWN 0BCTPYKTUBHOMN
O0one3Hn Nerkux;

- [lepeno3npoBku NnpenapaTos, KOTOpble NOAABMSAIOT aKTUBHOCTb
AbIXaTenbHOro LeHTpa;

- CocTosHUSA, KOTOpbIEe BbI3bIBaOT CNabocTb AbIXaTeNbHbIX MbILL (HAanpuvep,
cuHgpoM MnineHa-bappe, MnacteHus rpaBsuc, 60TynNU3m).

e TunNn4YHblEe NPU3HAKN N CUMMATOMBI:
- [OwucnHog;
- TaxunHo3;
- YyacTtne BcriomoraTtesibHbIX AblXaTesbHbIX MbILL, MPW ObIXaHWW;
- Taxvkapgus;
- [wnadopes;
- LUwnaHos;
— W3meHeHHOoe co3HaHue;

- bes neyennsi, B KOHEYHOM UTOre, OrNYLIEHHOCTb, OCTAHOBKA AbIXaHUS U
CMepTb.

e Mepbl AnarHOCTUKMU:
- HabnoaeHne naumMeHToB 1 KNMHUYECKas OLEHKa;
- OnpepeneHne ypoBHS ra3oB B apTepuarnbHON KpoBY;
— PeHTtreHorpagusa opraHoB rpygHOM KIeTKu.

e JleyeHue BKNOYaET:
- WcnpaBneHne oCHOBHOM MNPUYNHBI;
-~ [ononHUTENbHbLIN KNCIOPOA;
— KoHTponb 6poHxunanbHOn cekpeunu;
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- BcnomoraTeanyro BEHTUNALUIO.

2.91.2 Kputepum BKNOYEHUA/MCKIIOYEHUA

e BknovatoTcs:
— TepMuHbI, yKkasbiBaloLmne Ha AblXxaTenbHY HELOCTAaTOUYHOCTb / YyrHETEHME
AblXaHns / OCTaHOBKY AblXaHWsi, BKNoYasi TepMUHbI Ansi 0603HaYeHWs
pecnmpaTopHbIX BNEHUIA Y HOBOPOXAEHHbIX

- Tele/IHbI Ans obo3HaveHus Nnpun3HakoB N CUMIMTOMOB, CBA3aHHbIX C
AblxaTenbHON HeA4OCTaTOYHOCTbIO

- Hapymeva OblXaHUA, yKa3bliBalollne Ha AblXaTellbHYyH0 HEAOCTaTO4YHOCTb

- CootBeTcTBYHOLME TEPMUHBI ANS 0603HaYeHUs cnocoboB nevyeHust
AblXaTenbHOW HeJoCTaTOYHOCTH

- TepMuHbI Anst 0603HaYeHns pe3ynbTaToB flabopaTopPHbIX UCCIEA0BaHU,
yKasblBaloLLMe Ha AblXxaTelbHY0 HEAOCTAaTOYHOCTb

- CooTtBeTcTBYHOLME BM3yanM3aLMOHHbIE UCCedoBaHNS
e VcknwovatoTecs:

- TepMuHbI Anst 0603HaYeHNs1 COCTOSIHWIA, NpeapacnonaratLmx K
AblXaTenbHOW HEAOCTAaTOYHOCTU

— [puumHbl oTpaeneHus, Hanpumep, PT OmpasieHue MOHOOKUCKIO yanepoda

— MpwuunHbl HM3Koro aasneHus PO2, He CBSI3aHHbIE C AbIXxaHUEeM, Takue Kak
aHemus

2.91.3 lMpumeyaHusi NOo BHeAPEHUIO U (UTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

LbixamenbHas HedocmamoyHocmb (SMQ) cogepXuT TEPMUHbI Y3KOrO U LUMPOKOTO
nouckoB. [NogpobGHble NpuMmevaHnsa npuBeaeHsl B pasgene 1.5.2.1.

HbixamenbHas Hedocmamo4yHocmbs (SMQ) 6bin pa3paboTaH B KavyecTBe
camoctosaTensHoro SMQ.
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2.91.4 Mepe4yeHb MUCMNOMb30BaHHOM Hay4yHoOM nuTepatypbl AnA [AbixamenbHas
HedocmamoyHocmb (SMQ)

e The Merck Manual. Professional edition. Critical care medicine. Respiratory
failure and Mechanical Ventilation

e Harrison's Principles of Internal Medicine, 18e. Part 11. Disorders of the
Respiratory System. Chapter 251. Approach to the Patient with Disease of the
Respiratory System

e Harrison's Principles of Internal Medicine, 18e. Chapter 35. Hypoxia and
Cyanosis

e Medscape. Family Medicine. Respiratory Failure
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2.92 3aboneBaHusa ceTyaTku (SMQ)
(paboyas Bepcus, mapt 2009 roga)

2.92.1 OnpepeneHue

e 3aboneBaHus ceTyaTKy NPOSIBNAOTCSA PSAOM NPU3HAKOB U CUMMTOMOB; HET
obLero onpegeneHus.

e SMQ opueHTMpoBaH Ha 3aboneBaHMsX CETYATKN C NOBPEXOEHMEM CETHATKU
BCneacTBue:

HepocTtaTouyHOCTU ee KpOBOCHABXEHUS;

[edvunTta nnTaTenbHbIX BELLECTB;

TOKCUHOB;

3aboneBaHui, nopaxatoLmx ceTyaTky.

2.92.2 Kputepumn BKNOYEHUA/NCKIIOYEeHUNA
e BknoyvatoTcs:
— Y3Kkun nouck:

o Bce TepMuHbI, KOTOpbIE COAepXaT CroBO «ceT4yaTka», KpoMme Tex,
KOTopble 0603HavaT MHAEKLMKN ceTyaTkn (CM. KpuTepum nckniodeHus)

o TepMWHbI, OTHOCALLMECS K XKENTOMY NATHY

o TepMuHbI AN 0603Ha4YEHUSI HAPYLLEHMI 3PEHNSI, CBSI3aHHbIX C CETYATKOMN,
Hanpumep, TYHHeNbHOEe 3peHune

o TepMuHbl gns 0603HayYeHnss NnabopaTopHbIX U MHCTPYMEHTaNbHbIX
nccnegoBaHuin, cneundunyHbix ons 3aboneBaHnn ceTyaTkm

- LWwnpoknin nouck:
o TepMuHbl 4N 0603HaYeHNs NPU3HAKOB U CUMNTOMOB HapyLLUEHUS 3peHNS

o TepMuHbl ons 0603HauYeHns NabopaTopHbIX U MHCTPYMEHTAaNbHbIX
nccnegoBaHuiA, KOTopble He 06si3aTenbHO cneundUYHbl Ans
3abonieBaHuN ceTyaTKu

e VcknwvatTcs:

- TepMmuHbl Ana obo3HaveHnsa gpyrmx 3abonesaHnii, KOTOpble MOTYT NOBANATb
Ha ceTyaTKy B KayecTBe KITMHUYECKOro nocrneacTausi, HO KOTOpble He
obs13aTenbHO NopaxatoT ee, a Takke B crny4vasx, korga B MedDRA Het
crneunasnbHbIX TEPMUHOB, COOTBETCTBEHHO.

— TepMuHbl ons 0603Ha4YeHNA BpOXAEHHbIX 3aboneBaHui

- TepMI/IHbI, OoTHOCALWMECA K I/IH(*)eKLl,I/IFlM CeT4vaTKn
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2.92.3 lNMpumeyaHusi No BHeAPEHUIO U (UITN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

3abonesaHusi cemyamku (SMQ) cooepXuT TePMUHbI Y3KOTO W LLUMPOKOrO MOUCKOB.
MoapobHblie npumeyaHnsa npueeneHsbl B pasgene 1.5.2.1.

2.92.4 MepevyeHb WUCNONb30BAaHHOW Hay4yHOM nuTepaTtypbl AnAa 3abosieeaHus
cemyamku (SMQ)

e The Merck Manual — Online Medical Library.
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2.93 PeTponepuToHeanbHbin pndpo3 (SMQ)
(pabo4as Bepcus, ceHTs16pb 2006 roga)

2.93.1 OnpepeneHue

e PeTponeputoHeanbHbin purdpo3s (PP, apyroe HasBaHne — 6one3Hb OpmMoHaa)
npeacrasnseT cobon peakoe HapyLleHue, KoTopoe B BONbLUNHCTBE Cryvyaes
aBnseTca nguonatnyeckum (68%).

e [laHHble CBUOETENLCTBYIOT 06 ayTOMMYHHOW NpUpoae.

- Peakuus Ha yTeudKy ueponaoB 13 apTele|7|, npn NCTOHYEeHUN CTEHKN apTepun
aTepomMaTto3HbIMU onawkamm.

e MHoro pasHoobpasHbIx Npu4nH Ana 32% HengmonaTUYEeCKMX Criyvyaes.

NekapcTBeHHbIe NpenapaTbl:

o MeTuceprug, aprotaMuH, HekoTopble 6eTa-agpeHeprmyeckue 6nokartopbl,
rmapanasvH u metungona.

[pyrmne accoumnaumm (MMMyHOONOCPEAOBAHHbIE):

o Hanpumep, nepBrYHbIN GUIMAPHLIA LMPPO3, CUCTEMHAs KpacHas!
BOJYaHKa

3nokadecTBeHHas popma (HebnaronpusTHbIN NPOrHo3):

o BosHukaeT B 0TBET Ha MeTacTaTUYECKNE OMyXOreBble KNeTKU B
peTponepuToHeansHOM NPOCTPaHCTBE.

[pyrue siBHble NPUYNHBI BOSHUKHOBEHUS:

o AHeBpu3Ma BpIOLLHON aopTbl, TPaBMa MOYETOYHMKA, UHEKLNS,
peTponepuToHeanbHoe 3rioka4ecTBeHHOe HOBOOOpa3oBaHue, nyvyesas
Tepanusa n xummoTepanus.

e XapakTepuaylTcsl OOLLIMPHBLIM OTNOXEHUEM PUBPO3HON TKaHM B 3aOPHOLLMHHOM
NPOCTPaAHCTBE, CXKUMasi MOYETOYHMKW, XKeNYHblE NPOTOKM, KPOBEHOCHbIE COCyabl

N Opyrue CTPyKTypbl.
e CumnTOMbI 0BLIYHO HE BbIpaXXEHbI; KNMHUYECKas kKapTuHa Hecneungpuyeckas

- Paguwonoruyeckne un apyrne metoabl BU3yarnnm3aumm HeobxoauMbl A4S
noarBepXgeHna gnarHo3sa

e HegaBHas cumnTomaTuka:

- bonb B 60Ky, 605b B cnvHe, 605b BHU3Y XXMBOTA, HEAOMOraHue, aHOPEKCHS,
CHMXXEHMEe MaccChl Tena, NMPEeKCUs, TOLHOTa, PBOTA, OTEKN HUXKHUX
KOHeYHocTen u (nnn) TpombohnebuT, a Takke CUMNTOMbI MOPaXeHUs
abaoMWHaNbHbLIX apTePU UM apTePUn HUKHUX KOHEYHOCTEN (Hanpuvep,
nepemexaroLlasacsa XxpoMmoTa)
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2.93.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

BkntovatoTcs:

PT PempornepumoHearsibHbit ¢hubpo3 n TepMmuHbl, obo3Havarowme
COMyTCTBYIOLLNE COCTOSIHNA, KOTOPbIE pa3BMBalOTCA B pe3ynbrarte 3Toro,
Hanpumep «rMapoypeTepy, «rmapoHedpos» U T. 4.

OTHOCUTENBHO Maro4YUCNEeHHbIE TEPMUHBI ANst 0603HAa4YEeHNS NPU3HAKOB /
CUMNTOMOB, BblOpaHHbIX 449 3anpoca, NOTOMY YTO OHU HE BbIPaXXEHbI;
ANarHo3 4yacTo OCHOBbLIBAETCS Ha pe3ynbTaTaxX A0MNOSTHUTENbHbIX
BM3yannsaunoHHbIX nccnegoBaHui (MCcknodeHune: 6oin BrioveH PT Bonb B
BOKy, NOCKOSbKY 3TO OA4MH M3 HEMHOMMX YacTO BCTPEYatoLLMXCA CUMMTOMOB)
CooTBeTcTBYOLLME NTAabopaTopHbIE N SKCNEPUMEHTArbHbIE AaHHbIE

Ucknrovarotes:

TepMuHbIl, KOTOpPbIE HE BNUCbIBAOTCA B onpeaeneHne PO nnn kotopble
ABNAIOTCA HACTOSbKO HeCneunUYHbIMK, YTO cumTatoTcs becnonesHbiMu

TepMuHbI 4ns 0603HA4YEHMA CONYTCTBYOLWMX UMMYHOOMNOCPEOBAHHbIX
HapyLLeHW (Hanpumep, peBMaTongHbIN apTpuUT)

TepMuHbI, OTHOCALWMECSH K 3nokadyecTBeHHon dhopme PP (Hanpumep,
MeTacTasbl B 3ab6pHOLLIMHHOE NPOCTPaHCTBO)

2.93.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

PemponepumonearibHbit ¢oubpo3 (SMQ) cooepXnt TepMUHbLI Y3KOrO U LUMPOKOTO
nouckoB. [NogpobGHble NpuMmevaHnsa npuBeaeHbl B pasgene 1.5.2.1.

2.93.4 MNepeyeHb MCNONb30BaHHOMN Hay4HoOM nuteparypbl ans
PemponepumoHeanbHbit ¢pubpos (SMQ)

CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21.

Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm

Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
UpToDate®, 27 February 2005 http://www.utdol.com/
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2.94 Pabpgomunonus unu muonartusa (SMQ)
(pabo4vas Bepcus, gekabpb 2004 roga)

2.94.1 OnpepeneHue

MuonaTtus — 3To nopa)keHne nonepevHo-NonIocaTon Mbilllbl, C UBMEHEHUSMU
MbILLEYHOW Macchl U 6e3 Takux N3MEHEHUI, N MOXET CONPOBOXAATbCA
MbILLEYHOW BOONbIO UMM 60Ne3HEeHHOCTLIO.

Pabgomnonuns aenseTcs cnegcTeBnemM OBOLLNMPHOrO HEKPO3a CKeSTeTHbIX MbILUL, C
BbICBOOOXAEHNEM MbILLEYHOrO COAEPXKUMOrO, B YaCTHOCTU KpeaTuHKMHasbl (KK)
N OPYruX MblEYHbIX (hepMEHTOB (TakMx Kak aMMHOTpaHcdepasbl U
naktaTgermgporeHasa), kpeaTUHUHA, Kanusi, MOYeBOW KUCNOTbl, MUOrnobuHa,
Kanbuma n gocgopa B CUCTEMHbIN KPOBOTOK. HekoTopble cryvam cBsidaHbl C
HacneacTBEHHbIMU MeTaboNnMYecKMMmN NN CTPYKTYPHLIMU HapyLLUEHNAMM,
BNUAIOLLMMW Ha KNETKN CKENETHbIX MblLUL, HAanpuMmep, HapylweHus metabonunama
rMuKoreHa n nMnuaoB. Tem He MeHee, BOMbLMHCTBO CNyYyaeB MMEET MECTO Y
3[0POBbLIX 0AEN N3-3a LEerioro paga HeHacrneacTBEHHbIX MPUYNH, TakUX Kak
TpaBma (BCneacTeMe CAABAMBAOLNX TPABM UK YpE3MEPHbBIX PUNYECKMX
Harpysok), 6aktepuanbHble U (M) BUPYCHbIE MHAEKLMM (Takne Kak
CTadUIOKOKK MW rpunn), ekapcTBEHHbIE NpenapaTbl (Takne Kak MHrmbuTopbl
peayktasbl 'MI-KoA n aHTUNcMxoTudeckue npenaparthbl), pekpeaumoHHbIe
HapKOTMYECKNe NpenapaTbl (Takne Kak KokavH, ameTaMmHbl U ankoronb),
TOKCWHbI (Takne Kak CTONBHSK N HEKOTOPbIE 3MENHbIE SAbl) U ULWLEMUS.
Pabgomnonns BapbupyeT OT NIErKOro 1 CamomnsnevmBaroLLErocs 4O TSXKENOoro U,
BO3MOXHO, OMACHOro ANs XXU3HW.

MblILLEYHbIE MPU3HAKU U CUMMNTOMbI, KaK NPaBuIio, BKIHOYAT MbILLEYHYH 60rb,
cnabocTb, 60Me3HEHHbIE OLLYLLEHMS U KOHTPAKTYPbl, 0BbIYHO C NopaXeHNnem
BONbLUMX MbILLL,, TAKUX KaK MbILLbI MKP, 6eaep U HUXKHEN YacTh CnHbI, HO
TaKke MOXET nopaxaTb FpyAHYH KNeTKy, XXMBOT, HEGO U1 ropro, a Takke
)XeBaTeslbHble MbILLLbI.

K apyrmm HeCI'IeLI,I/I(bI/I‘-IeCKI/IM cuMnToMam MoOryT OTHOCUTbCA yBeJTM4HeHNEe MaccChbl
Tena, yCtanocCTb, HegoMoraHue, nmxopagka, TolHoTa, Taxvukapamnda n Mmoda
TEMHO-KpPaCHOro uBeta 1Uin uBeTa KOJlbl. MoTeHumansHo Cepbe3Hble CUCTEMHDbIE
OCINOXHEHUA BKIMKOYAaT OCTPYHO NoYe4Hyro HeaOCTaTO4YHOCTb, KOMMAapPTMEHT-
CnHOgpoMm, AncceMmHMpoBaHHOE BHYTPUCOCYANCTOE CBEPTbIBAHNE KPOBU,
KapaunoMmonaTtuio U AbiXxaTeribHyt0 HeOCTaTO4YHOCTD.

OTknoHeHnsa nabopaTopHbIX NokasaTenen oT HopMbl, 0ObIYHO YKa3sbiBalOLLME Ha
paboomMmonns, BKIYaloT NOBbIWEHME YPOBHS KpeaTuHkuHasbl (KK, B 4acTHoOCTH,
CK-MM, yacTo 3aMeTHO€e MOoBbILLEHWE), MUOTITIOOMHYPUIO 1 MOBbILLEHWNE YPOBHS
mMuornobrHa B CbiIBOpOTKE KpoBU. [pyrne aaHHble nabopaTopHbIX
nccnegoBaHvi MOTYT BKITOYATL MOBbLILLEHNE YPOBHS KpeaTUHUHA B CbIBOPOTKE,
nakraTgermgporeHasbl 1 ammHoTpaHcepas. Takke MOXET BO3HUKHYTb
rmnokanbLmMemMms 1 NoTEeHUManbHO OnacHasa Ans XU3HU runepkanvemums (y
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NaumMeHToB C OCTPOW NOYEYHOM HEAOCTATOMHOCTbI0). [narHo3 MoXeT BbiTb
NoaTBEPXAEH OMONCUNHBIM UCCNeaoBaHNEM MbiLLLbI.

2.94.2 Kputepumn BKNOYEHUA/NCKITIOYEHUA

e Y3kasi 06racTb NPUMEHEHMS: uarHo3bl 1 pe3ynbTaTthbl TabopaTopHbIX aHaNn3o0B.,
KOTOpble ABNATCA YHUKaNbHbIMU UM HEMOCPEACTBEHHO NPUBOAAT K
pabgommonnay unn mmonatum (Hanpumep, TeEPMmUHbI Anst 0603Ha4YeHNS
KNUHN4Yeckon 1 nabopaTtopHON OMarHOCTMKN HEKPO3a MbiLULY)

e Llnpokas obnactb NPUMEHEHUS: TEPMUHBI, KOTOPbIE cneunduyeckn He
YyNOMMHAKTCA Kak pabgoMmonms nnum MmonaTmns, Ho B KOTOPbIX UCMONb3YHTCA
apyrme PT «CckeneTHO-MbILLEYHbINY, «NOYEeYHbIn», «MeTabonnuyeckumn» unm
«nabopaTopHbINY, KOTOpblE MOTYT BKMOYaTh pabaoMmnonms nnum MmonaTuto
(Hanpumep, KoOHUENUUN MbILLEYHOTO YTOMITEHUS MU NOBbILLEHUS] YPOBHSA
KpeaTUHUHA B KPOBW). TN TEPMUHBLI MOTYT BbISIBUTb (MOTEHLUMANBHO
peneBaHTHbIE) NOSTOXUTENbHbIE CrlyYaun.

e B cBA3n c pasHoobpasnemM KNMHUYECKUX NPOsIBNEHNIA, pabaomumonnsa unm
MuonaTunn, BNOJSIHE BEPOSATHO, YTO CrydYan He Oblnn NnepBOHaYanbHO
KnaccuduumpoBaHbl 1 3aKOANPOBaHbI Kak TakoBble. YTobbl obecneunTs
A0CTaTO4YHY YyBCTBUTENBHOCTb SMQ, OH OXBaTbIBas Takue SBfIEHUs, Kak
KOMMapTMEHT-CUHAPOM U pyrue, He CBsA3aHHble C MUOMaTUEN, MblLLEYHbIe
ABMeHns (Mmanrusi, MbllLeYyHas yCTanocTb Unm cnabocTb, CKENETHO-MblLLEYHas
60nb UM AMCKOMMOPT, NN OTKNOHEHNE OT HOPMbI pe3ynbTaToB Buoncum
MbILLL,) UK apyrmve siBNeHns, He ABNSAIOLNECS CKENETHO-MbILEYHbIMU, KOTOPbIE
CBMAETENbCTBYOT O BO3MOXHOM pabaomuonuae unm mmonatum (noyevHas
HelOCTaTOYHOCTb N CBA3aHHbIE C HEW sIBMEeHUs, noBbleHne ypoBHS KK nnu
APYrMX MblEYHbIX (PEPMEHTOB, MMNoKanbLUneMmnsa nnu xpomaTtypus).

e YTt0obbI cCaenaTb 3anpoc OTHOCUTENBLHO cneUndUYHbIM, ObiNn BKOYEHbI HE BCE
BO3MOXHbI€ CIy4aun, CBA3aHHble ¢ pabaomMMonmM3omM nnm muonaTtnen (Hanpumep,
BKntoyatoTcs He Bce PT, nepeuncnenHble B HLT Muonamuu).

e B oTHoweHun atoro SMQ He onpeaeneHbl cneumpuieckne NCKMYeHns.

NMPUMEYAHWME. B cooTBeTCTBUM C NpaBunamu 1 CorfiacoBaHHbIMU NpakTukamm
MedDRA LLT NoyeyHass HeOocmamo4YyHOCMb, 8bi38aHHast paboomMuoIu3oM
pacnonaraetcs nog PT Ocmpoe nospexdeHue noyek. CneposatenbHo, LLT
lNoyeyHass HeOocmamo4YHOCMb, 8bi38aHHas pabOOMUOIU30M BKOHAETCS B KA4YeCTBe
TepMMHa LUMPOKOro NOUCKA, HECMOTPS HA TO YTO NOrMYeckn aTo ByaeT y3Knin TEPMUH,
notomy 4to ero PT Ocmpoe nospexdeHue novyek AsBASETCS LWMPOKUM TEPMUHOM.

2.94.3 lMpume4vyaHusi NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Pabdomuonus unu muornamusi (SMQ) cogep>XUT TEPMUHbI Y3KOrO M LUMPOKOro NOUCKOB.
MoapobHble npumedaHnsa NnpuBeaeHsl B pasgene 1.5.2.1.
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2.94.4 Mepe4vyeHb NCNONb30BaAaHHOM Hay4YyHOW nuTepaTypbl ans Pabdomuonus unu
muonamus (SMQ)

e Basic requirements for the use of terms for reporting adverse drug reactions (1V).
Pharmacoepidemiology and Drug Safety 1993; 2:149-153.

e Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999.

e Poels PJE and Gabreéls FIM. Rhabdomyolysis: a review of the literature. Clin
Neurol Neurosurg 1993; 95:175-192.

e Omar MA, Wilson JP, and Cox, TS. Rhabdomyolysis and HMG-CoA reductase
inhibitors. Annals Pharmacother 2001; 35:1096-1107.

e Prendergast BD and George CF. Drug-induced rhabdomyolysis — mechanisms
and management. Postgrad Med J 1993; 69:333-336.
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2.95 HapyweHus co cTopoHbl cknepbl (SMQ)
(paboyas Bepcus, mapt 2010 roga)

2.95.1 OnpepeneHue

Cknepa:

[MNOTHLIN Genbii PUBPO3HLIN HAPYXXHbIN 3aLUUTHLIN CIOW rnasa;
B OCHOBHOM COCTOUT U3 KOMMareHa;

Mo rmcTonorn4yeckomy CTPOEHMIO MOXOXa Ha POroBuLLYy;

Ee TonwwmHa Bapbupyetca ot 0,3 mm o npubnusntensHo 0,6 Mm;

Ee npogomkeHmem sBNAKOTCA poroBuua (cnepeau) n gypanbHast o6onoyka
3puTenbHOro Hepsa (c3agu);

TeMHasi nnacTuHKa — CIrion KOPUYHEBOIO NMUIMEHTa Ha BHYTPEHHEN
NOBEPXHOCTW CKIepbl;

AKCOHbI 3pUTENBHOr0 HEPBA NPOXOAAT Yepes peLleTyaTyro NNacTUHKY
(nonockl konnareHa 1 3aNacTUYecKon TkaHW B 3a4HEM OTBEPCTUM CKIEpPbI);

3agHne pecHU4YHbIE apTepUn N HEPBbI JOCTUIAlOT PECHUYHOIO Tena Yyepes
Hernybokyto 60po3ay Ha BHYTPEHHEN NOBEPXHOCTU CKIIEPDI.

anucknepa:

TOHKMIW CNOW 3NacTUYHOM TKaHU Ha BHELLHEN NMOBEPXHOCTU NepeaHen
cKnepbl;

CO,D,ep)KI/IT KPOBEHOCHbIE COCYbl, KOTOPbIE NMUTAKOT CKIepy.

[Mpr3HaKkM n CMMNTOMbI HapyLLUEHUA CO CTOPOHbI CKITepbl:

Cne3oBblaenexHue;
MMnepemunyeckme NaTHa;
Mepdopauusa rnasHoro 96noka;
ObecuBeymBaHue;

OTnoXxeHusa HaneTa;
lMokpacHeHue;

Bonb B rnaay;

doTochobus;

MoTepsi cnocoBHOCTM BUOETD.

3aboneBaHus, nopaxaroLime cKnepy:

CunHsis okpacka cKknepbl:
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o HabniogaeTca npu onpeaeneHHbIX HapyLEHNSIX CO CTOPOHbI
COeANHUTENBbHON TKaHW (Hanpumep, HECOBEPLLEHHbIN OCTEOreHes,
Cunpgpom Oxnepca-JaHnoca u . 4.);

o Takke MOXeT ObITb Yy HOpManbHbIX HOBOPOXAEHHbIX M NALMEHTOB C
KepaTOKOHYCOM UMK KepaTorriobyCcoMm.

-~ CknepanbHas aKTasus:

o HabntogaeTca npu onMTENbHOM NOBbLILEHUN BHYTPUINA3HOro AaBneHns B
paHHeM OeTcTBe (Hanpumep, BPOXAEHHAdA rnaykoma);

o MoxeT Takke 6bITb BpO)K,D,eHHOVI NN BO3HUKATb NOCJ1€ TPpaBMbl,
BOcCnalieHunaA CKrepbl.

- Cradunoma:

o PesynbTaT BbiNSuYMBaHMSA COCyaNCTON 060MOYKM rasa B 9KTasMpOBaHHYHO
cknepy;

o OB6bI4YHO XxapakTepuayeTcs NIIOXMM 3peHNEM U BNN3OPYKOCTHIO BbICOKOWN
cTeneHu (3agHasa ctaduroma);

o 3agHsasa ctacdmnomMma MoxeT ObITb Bbli3BaHa CybpeTuHanbHom
HeoBacKynspusaumnen, atpouen cocyamncTon 060no4Ku.

- 3nucknepur:

o JlokanbHoe BOCnaneHne BacKynsipu3oBaHHOW COeOUHUTENBHON TKaHN
BblLLENeXallen ckrnepsbl;

o PasBuBaeTcs y nauMeHTOB B OCHOBHOM Ha TPeTbeM UM YETBEPTOM
AECATKE NET XMU3HU, B TPW pasa Yalle KEHLUH, YeM MYXKUYUH;

o [lNpubnunantenbHoO y 0gHOW TPEeTU NauneHToB HabngaeTca
CONyTCTBYIOLLIEE HapyLleHne (HanpuMmep, rnasHasi po3auea, aTonums,
nogarpa, MHeKUna nnum KkonnareHo3 cocyaos);

o [lpu3HaKM 1 CMMNTOMbI BKIOYAIOT NOKPaCcHEHWe, Nerkoe pasapaxeHve /
AMCKOMAOPT, 3NUCKNepanbHyo MHbEKLNIO;

o TeueHune, Kak npasuno, camonpexoasiiee (1-2 Hegenn).
- Cknepur:

o KneToyHas nHpunbTpauus, paspyLleHme KonnareHa u pemogaenvMpoBaHmne
COoCy[qoB;

o MoxeT 6biTb UMMYHOMNOMMYECKN ONOCPEAOBAHHbIM, PE3YyrbTaToM
NHMEKLUN UM MOXKET BbI3bIBaTbCA MECTHOM TPaBMOW;

o BosHukaet Y XEeHLHNH 4Yaule, 4emM y My>XX4nH, Kak npasuno, Ha n4TomMm umnm
LUeCTOM OeCATKe JNeT XKN3HU;

o B oagHonm TpeTtu cnyvyaes — OBYCTOPOHHUN;
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o bonb, 6onesHeHHoe rna3Hoe A6MOKO, HEMHOIO MNOHMXXEHHAA OCcTpoTa
3peHusi, crerka NoBblLEHHOE BHYTPUrnasHoe AaBreHue;

o Y TpeTu nauneHToB MOXeT ObITb CONYTCTBYIOLMIA KEPATUT UNN YBEUT;
o  OKKNIO3NOHHbIV BacKynuUT yKa3biBaeT Ha HEGnaronpuaTHbIN NPOrHO3;
o MoxeT NpoM301NTN UCTOHYEHNE CKNepbl 1 nepdopauus.

- Cknepomansauusa nepgpopaTuBHas:
o Hekpoa cknepbl (6e3 BocnaneHus);

o HabniopgaeTtcst NOYTH UCKNIOYUTENBHO Y NALMEHTOB C PEBMaTONAHbIM
apTPUTOM.

- [nannHoBas gereHepaums:
o Habntwopaetca y niogen ctapwe 60 ner;

o Hebonblue, kpyrnble, Nonynpo3payvHbie cepble 061acTu, OKono 2—3 MM,
pacrnonoXeHHble nepes MeCToM MpUKpPeneHnsa NPSMbIX MbILLILL;

o beccumnTomMHasa u He npmnBoanT K OCJITOXKHEHUAM.

2.95.2 Kputepum BKNOYEHUA/MCKIIOYEHUNA
e BknovatoTcs:
— TepMuHbl ns 0603HavYeHNs onpeneneHHbIX HapyLEHNn CO CTOPOHbI CKepbl

- TepMuHbI ANa 0603HAYEHMS NPU3HAKOB Y CUMMTOMOB, XapaKTepHbIX A5s
HapyLUEHWI CO CTOPOHbI CKIEpPbI

- TepMI/IHbI Ans 0603Ha4YeHNs COCTOSAHNN AMUCKnepbl

- TepMI/IHbI ans obo3HavyeHus pe3ynbTaTtoB nccnegoBaHnn, CBA3aHHbIX C
HapyLweHNnAMN CO CTOPOHbI CKIepbl

— TepmuHbl ons 0603Ha4YeHNsa Npoueayp B OTHOLLEHUN CKIepbI
e VcknwvatroTcs:
— TepMuHbl ans 0603HaYeHNs BPOXAEHHbIX 3abonesaHnn

- TepMuHbl ana o6o3HavyeHns Hecneunguyecknx NPU3HaKkoB U CUMMNTOMOB
HapyLLUEHU CO CTOPOHbI CKIepbl, KOTOpble MOryT 6biTb 06LLMMU C APYTMMU
HapyLeHnsMy 3peHnst (oHM ByayT HaxoauTbes B oTaensHoM SMQ)

— TepmuHbI Ans 0603HaA4YEeHMs1 COCTOSIHUIA, KOTOPbIe NPeaCcTaBnsoT
OCIOXHEHWSI HAPYLLEHUIN CO CTOPOHbI CKIepbl (Hanpumep, rnaykoma, yBeuT u
T.A.)

- TepMVIHbI anA obo3HauveHus MH(*)eKLI,I/IOHHbIX 3aboneBaHun

- TepMuHbI Anst 0603HaYeHns nabopaTopHbIX M UHCTPYMEHTanbHbIX
nccnegoBaHuin 6e3 kBannukaTopos
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2.95.3 lMpumeyaHusi No BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaToOB 3anpocoB

HapyweHusi co cmopoHbI cknepbl (SMQ) coaepXuT TONbKO TEPMUHbI Y3KOro noucka.
[Mo3TOMY Y3KMIA NOUCK U LUMPOKMIA NOUCK JAOT OOMHAKOBLIN pe3ynbTaT. NMoapobHbie
npuMeYvaHus npmBeneHsl B pasgene 1.5.2.1.

2.95.4 lMepeyeHb MCNONb3OBaAaHHOW Hay4yHOW nuTepatypbl AnA HapyweHusi co
CMOPOHbI cKiepbl (SMQ)

e Riordan-Eva, P. Vaughan & Asbury's General Ophthalmology, Chapter 1:
Anatomy & Embryology of the Eye.

e Cunningham, ET and Shetlar, DJ. Vaughan & Asbury's General Ophthalmology,
Chapter 7: Uveal Tract & Sclera.

e Gaeta, TJ. Scleritis. eMedicine, 14 April 2008,
http://www.emedicine.com/EMERG/topic521.htm

e Hampton, R. Episcleritis. eMedicine, 18 March 2008.
http://www.emedicine.com/oph/topic641.htm

e Merck Manual, 17™ edition, p 717.
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2.96 Cencuc (SMQ)
(pabo4as Bepcus, ceHTs16pb 2019 roga)

2.96.1 OnpepeneHue

Cencuc — 3To onacHoe Ans XXMU3HW HapyLleHre pyHKLMM OpraHoB, BbI3BaHHOE
HeperynupyeMon peakumen opraHMama-xo3sivHa Ha uHgekumio. Cencumc
BO3HMKAET B pe3ynbTaTte MHDULMPOBaHUS NMoObIMK OpraHn3MamMu, B TOM Yucre
GakTepuanbHbIMU, TPUBKOBBLIMI U BUPYCHBIMW BO30OYAUTENSIMU GONE3HMN.

STmnonorvs:

Y NaumMeHToB C MHTAKTHOM MMMYHHOW CUCTEMOW Hanbonee 4YacTon
NPUYMHON BONEe3Hn ABNSAKTCS rPaMNONOXUTENbHbIE K
rpamoTpuuaTenbHble bakTepun.

Y naumeHToB ¢ ocnabneHHONn UMMYHHOW CUCTEMOW NPUYMHOM BonesHmn
Yale Bcero ABnAwTCa peakne Buabl baktepuin n rpnbkos.

MHorve cakTopbl NOBLILIAKT PUCK Pa3BUTKS cencuca, B TOM Yncne
NOCTOSIHHbIE COCYAMUCTbIE KaTeTepbl UK ApyrMe UHBa3MBHbIE
MeauUMHCKME U3aenuvs, HegaBHO NPoBeaeHHbIE XUPYpPruyeckme
npoueaypbl, caxapHbii guabeT, uMppos 1 ocrnabneHHas UMMyHHast
cucrtema.

CTadunioKoKKOBbIE N CTPENTOKOKKOBbBIE TOKCUHBI MOTYT Bbl3blBaTb
CUHOPOM TOKCMYECKOro LLIOKA, KOTOPbIN ABNAETCH YHUKaNbHOW, HO peaKon,
dOpMOM CENTUYECKOTO LLIOKA.

YacTbiMn mectammu I/IH(beKLl,I/II/I ABITAKOTCA MO4eBbIBOOALLNE MYTH,
xXen4yesbiBOoAALWME NYTU U menynquo-Kmmequlﬁ TPaKT, a TakxKe Jnerkume.

KnuHuyeckne npusHakm 3aBUCAT OT npegpacnonararomnx COCTOAHNUIA 1 YacTo
HecneundunyHbl. OHK MOryT BKNOYaThb B cebs:

MpusHakm nHdeKUMn, BKITOHatoLWmMe NUXopaaky, Taxmkapauio, guadgopes
M TaxunHo3

Mo mMepe yXyALeHUs1 COCTOSIHMS MOTYT NOSIBASITLCS NMPU3HaKN U
CMMMTOMbI, COOTBETCTBYIOLLME NOBPEXAEHMIO OPraHOB-MULLEHEN. K HUM
OTHOCATCH MMNOTEH3USA, USMEHEHUE NMCUXUYECKOro COCTOSAHMS,
CNyTaHHOCTb CO3HaHWS, NOYeYHasi He4OCTaTOYHOCTb U TUMOKCUS.
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e [lnarHocTuka cencuca NpoBoaAUTCA HA OCHOBE KITMHUYECKNX NMPU3HAKOB U
CMMMTOMOB B COMETAHUN C NOSNOXUTENbHBIMW KyNbTypamu KPOBU, MOYM UMK
APYrMx MecT UHMEeKLMN.

e CMepTHOCTb Yy NALMEHTOB C CENTUYECKUM LLOKOM YMEHbLUMNACh C MOMEHTA
BHeApeHUsi rnobanbHbIX KPUTEPUEB CKPUHMHIA Ha CEMNCUC, OQHAKO B CPeAHEM
oHa cocTtaBnsieT oT 30 0o 40 %.

e JleyeHue:

- Heobxoanmo He3ameanmMTenbHoO YCTAHOBUTb KOHTPOJIb 3a NCTOYHUKOM
I/IHCbeKLI,I/Il/I. Heobxoanmo n3eneys nn 3aMeHnTb BCE MHBA3MBHbLIE
MeJnUnHCKne n3genunad, ecrin 3To BO3MOXXHO, yaalinTb HEKPOTU4YECKHNE
TKaHU N CaHNpPOBaTb UMK OPEeHNPOBATb abcueccsl.

- OcHoBoOW NnevyeHus cencuca ABMAKTCA aHTUONOTUKU LLMPOKOro CrekTpa
AEeNCTBUS, NoAAepKMBaoLWmne MeToabl eYeHus

o Basonpeccopsbl n BHyTpMBEHHOE BBEAEHME XUAKOCTU AN
obecneyeHns goctaTtovHon nepgyann

o B cnyyae gbixaTtenbHon HeQoOCTaTOMHOCTU BBOASAT KMCNOpO4,
o Takxke TpebyeTcs cneumduyeckas Tepanus B cny4yae
BO3HUKHOBEHMS APYIrNX COCTOSIHWIA, B TOM YMCIe HAaANOYEYHNUKOBOW

NN NOYEeYHOW HEQOCTATOYHOCTMU.

- JleyeHune naumMeHToOB C CENTUYECKUM LLIOKOM, Kak NpaBumno, NPOUCXOANT B
YCINOBUSIX MIHTEHCUMBHOW Tepanuu.

- KoHTponb ypoBHsi caxapa B KPOBU KpaWHe BaXkeH Ansi NaLMeHTOB C

caxapHbIM AnabeTom, NOCKOMbKY rmneprivkemMmmnsi 6yaeT npensaTcTeoBaTb
cnocobHOCTN afekBaTHO pearnpoBaTh Ha MHAEKLMIO.

2.96.2 Kputepum BKNOYEeHUA/MCKIIOYEeHUNA

e BknoyvatoTcs:

- TepMuHbl, OTHOCSLLMECS K CEMNCUCY, CENTUYECKMM COCTOSIHUSIM, CENTULIEMUN,
GakTepremMun, yHreMmm n BUpeEMmm

- TepMI/IHbI Anst 0603HaYEHUS MNONOXUTENbHbIX KynbTyp KpOBU

- TepMuHbl Ans 0603Ha4YeHMs1 COOTBETCTBYOLNX BoMapkepoB cencuca
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TepMVIHbI Anst 0603Ha4YEHNSA TOKCUYECKOTO M CENTUYECKOTO LLOKA

e VckniovatoTes:

TepMI/IHbI Aanst obo3HaveHus Hecneuwcbvlqecmx CAMITOMOB, KOTOpPbIE
CNocobHbI ¢ BonbLLown BEPOATHOCTbIO N3BJ1IEKaTb 3HAYNUTESIbHOE KOJINYECTBO
«wymMa», HanpumMmep, nMpekcud, 03HOO 1 NOBbILLEHWE Yncna NenKoUnToB

TepMuHbl Anst 0603HaveHnss nabopaTopHbIX, MUKPOBUONOrMYECKMX U
CeporormMyecknx UCCcrnegoBaHnn, He XxapakTepHble Ans cencuca

TepMuHbl 6e3 kBanndukaTopoB Ans 0603HaYeHNss TabopaTopHbIX U
NHCTPYMEHTanbHbIX UCCreaoBaHUI

BpO)K,EI,eHHbIe 3aboneBaHus, CBA3aHHbIE C CENCMCOM

NMPUMEYAHMUE. [1ns BbINONTHEHNSA KOMMJIEKCHOIO Noucka MoXeT notpeboBaTbcs
o0bbeanHntb Cencuc (SMQ), AepaHynoyumo3 (SMQ) n CocmosiHue mOKCUKO-
cenmuyeckozo woka (SMQ).

2.96.3 lMpume4vyaHus NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Cenicuc (SMQ) cogepXuT TepMUHbI KakK Y3KOro, Tak 1 LUMPOKOro NouckoB. MNMoapobHbie
npumMeYaHus npmseaeHol B pasgerne 1.5.2.1.

2.96.4 lNepeyvyeHb ucnosnb3oBaHHOW Hay4YHoOU nuTepaTtypbl ana Cencuc (SMQ)

Merck Manual, Professional version; February 2018.

Rhodes, A., et al. (2017). Surviving Sepsis Campaign: International guidelines
for management of sepsis and septic shock: 2016. Critical Care Medicine, 45
(3), 486-552.

World Health Organization (2017). Improving the prevention, diagnosis, and
clinical management of sepsis. Seventieth World Health Assembly A70/13.
Singer, M., et al. (2016). The third international consensus definitions for
sepsis and septic shock (Sepsis-3). JAMA, 315(8): 801-10.
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2.97 Tsaxenble KOXHble HexenaTternbHble peakuuu (SMQ)
(pabo4as Bepcus, anpenb 2005 roga)

2.97.1 OnpepgeneHue

OT10T SMQ 61T COCTaBMEH AN BbISIBNEHUS CyYaeB TsKenblX, Horaa
XN3HEYrpoXatoLLMX, KOXKHbIX peakLmii, KOTOpble YacTO Bbl3biBAOTCS NIeKapCTBEHHLIMU
npenapaTamMu.

K TskenbiM KOXXHbIM HexxenaTtenbHbiM peakumsam (SCAR) oTHocaTcs:
e DOputema MHOroopmHas:

- OM — 370 ocTpoe 3aboneBaHue, xapakTepumayoLeeca CUMMETPUYHO
pacnpegeneHHbIMK nanyne3HbIMKU NopaXKeHNsSIMK, rmaBHbIM 0b6pa3om,
KOHEYHOCTEMW, YacTO C 3pO3nen CNn3ncTom ob6oouKu.

- TunnyHoe nopaxeHne MMeeT POPMY MULLEHWN; OHO MMEET KOHLIEHTPUYECKYHD
OpraHun3auuio ¢ TPEMS PasfMYHbIMU LIBETHLIMWU 30HaMU, 4acTo C My3bIPEM B
LlEHTPE, M OHO YETKO OTAENEHO OT OKPY’KaoLLEN KOXN.

- MoryT 6bITb 06LMEe CUMMTOMBI, TAKME Kak nuxopagka u HejOMoraHue.
e CunHgpom CtmBeHca-[koHCOHa:

- CC[ xapaktepunsyeTcst OOLLIMPHBIMU NOPAXKEHUSIMUN KOXMN, KOTOPbIE MOTYT
ObITb NMM60 B hopMe MULLeHEN, MO0 COCTOATb U3 SPUTEMATO3HBIX MATEH C
OTCNOWKOWN anngepMmca BMECTE C 3pO3MsIMU CIIM3UCTON 0B0SOYKUN TSXKENOMN
CTENEeHN TAXKECTU.

-~ [lpn CC[ spo3mBHbIE NOpaxeHns Koxu oxeatbiBatoT Ao 10 % nnowaamn
nosepxHocTn Tena. Obwme cumnTombl 6051ee BblpaXKeHbl, YeM Npu
MHOroOOpMHOM IpUTEME.

e ToKCuYyecknn annaepmMarsbHbI HEKPOSINS:

- TO3H xapakTtepuayeTtcst OO6LUNPHBIMY 3pUTEMATO3HLIMU 0BNacTAMU C
anuTenManbHbIM HEKPO3OM M OTCIIOEHUEM 3nvaepmMmnca, NPeBbILAaLWMM
10% nnowaan NoBepxHOCTU Tena, OCTaBnNsAsi OOHaXeHHYo aepMy.

- Takxke yacto HabngarTca HebonbLINe SPUTEMATO3HbLIE UINN NYPMYPHbIE
nopaxkeHusi ¢ Ny3blpsiMu Unn 6e3 Hux.

- YacTo BO3HMKaOT 06LIMPHBIE 3p03nK crnnancTon obonoydkn. Obwme
CYMMTOMbI, KaK NPaBuUo, TsKenble, BKIOYaoT BbICOKYIO TemnepaTtypy,
HegoMOraHne n GoONEe3HEHHYH KOXY.

e CuvHOPOM NEKAaPCTBEHHON peaKkumn C 303MHOPUITMEN N CUCTEMHBLIMUN
cumntomamu (DRESS-cuHapom):
(obpatute BHMMaHue, 4To DRESS-cMHapoM Takke ynoMuHaeTcsa B nutepartype
KaK «feKkapCTBEHHas CbifMb C 903MHOUNINEN U CUCTEMHBIMU CUMNTOMaMM»)
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DRESS-cMHOpOM xapakTepusyeTcs pacnpoCTpaHEHHOM CbINbIO, NIMXOPaaKon,
numdpageHonaTnen, remaTonorMyeckMMmn HapyLLeHUsMn, renaTuTomM m
nopaxxeHuem noyvek, nerknx, cepgua unm nomxenygoyHon xenesbl

XapakTepHbIMU reMaTosfIorM4ecKMMmn HapyLLIeHUssMK, HabngaembiMy Npu
3TOM COCTOSIHUW, ABAAIOTCHA 303MHOUNUS, TPOMBOLMTONEHMS N aTUMNYHBIN
nmMmooumnTos.

MNMosiBNeHne CUMNTOMOB YacTo OTCPOYEHHOe, HabnaaeTcs Yepes 2—6
Hedenb Mocne Havana npuMeHeHus npenapara.

e OcCTpbI reHepann3oBaHHbIN 3K3aHTEMaTO3HbIN nycTynes (Oran):

Ol'3IN — pepgkoe ocTpoe NycTyne3Hoe BbiCbiNaHWe, XxapakTepuayloLleecs
pPa3BUTUEM MHOTOYUCIIEHHBLIX HEONNMKYNSIPHBIX CTEPUIBHBIX MYCTYN Ha
hoHE OTEYHOM IpPUTEMBI

BhicbinaHne pa3BnBaeTCsi B TEYEHNE HECKOSbKMX YacoB MIK AHEN nocne
BO3ENCTBUS NIeKapCTBEHHOrO Npenaparta 1 NPOXoAnUT CaMOCTOSATENbHO
Yyepes3 oaHy—/ABe Hedenu nocne npekpalleHnst NPUMeEHEHNs NEKapPCTBEHHOTO
npenaparta.

O6bI4YHO NMEIOT MECTO NUXopagka n NeNKoUNTo3 nepnudepruyeckon Kposu

OH npemmyLiecTBeHHO nopakaetT OCHOBHbIE CKIMaAKku Tej1la U BEPXHIOK 4YacCTb
Tynoeuuia, HO BOSMOXHO U NopaxeHune nuua.

3T COCTOAHNA XapaKTEPU3YTCHA KOXXHbIMU BbIChINAHUAMW, KOTOPbIE MOTYT ObIThb
9K3aHTEeMaTo3HbIMU, B BUAE KpanuBHULbI, BE3VKYNAPHBIMU UMK NYCTYNe3HbIMU, C
pasHOW CTeneHblo pacnpoCcTpaHeHus.

2.97.2 Kputepumn BKNOYEHUA/NCKNIOYEeHUsA

e BkniovaroTcs:

Y3kasi 06nacTb NPMMEHEHUS: BKIHOYAKTCSH TEPMUHbI Anst 0603HaYeHus
AnarHosa, KoTopble NPeACTaBNAT NATb YKa3aHHbIX Bbllle COCTOSAHUIA (3M,
CCO, TOH, DRESS n Oran).

LLnpokasa obnactb npumeHeHus: Bkrntovatotea PT ns MedDRA, koTopble
0003Ha4yaloT NPU3HAKN/CUMMNTOMbI, BKNIOYEHHbIE B KpUTEPUN ONSA
ANArHOCTUKM KaXKAOro M3 BbllleyKadaHHbIX NsaTu coctoaHui (OM, CCL, TOH,
DRESS n OIran).

e VcknwovarTcq:

Nckntovatotea PT s MedDRA, KoTopble ABNAKTCA NpU3HakaMmn unm
CUMNTOMaMM COCTOSIHUS KOXMW, HO HE BKIIOYAKOTCS B KpUTEPUM ANArHOCTUKM
OM, CCL, TOH, DRESS n Arart.
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- Wckntovatotcsa obuwme, Hecneunguyeckme n 4acTo Nerkme KoXxHble peakumm
(Hanpumep, cbinb).

2.97.3 lNMpumMeyaHusi NOo BHeAPEHUIO U (UTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Tsxerble KOXHble HexxernameribHble peakyuu (SMQ) cooepXuT TepMUHbI Y3KOro U
LUMpOKOro nouckoB. NogpobHblie NpuMeyaHus npuBeneHsbl B pasgene 1.5.2.1.

2.97.4 TlepeyvyeHb MCNONb30OBaHHOW Hay4YHOW NUTepaTypbl ANA Ts)Kesible KOXHble
HexxenamersbHble peakyuu (SMQ)

¢ Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New
England Journal of Medicine 1994; 331: 1272-1285.

e Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use.
CIOMS publication, Geneva 1999.

e RegiSCAR group (http://reqgiscar.uni-freiburg.de).

e Severe Cutaneous Adverse Reactions to Drugs (SCAR): Definitions, Diagnostic
Criteria, Genetic Predisposition, Jean-Claude Roujeau, Laurence Allanore,
Yvonne Liss, Maja Mockenhaupt (http://www.dermatol-
sinica.com/web/data/20091130043801.pdf)
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2.98 CekcyanbHasa aucdyHkuma (SMQ)
(paboyas Bepcus, ceHTs16pb 2021 roga)

2.98.1 OnpepeneHue

CekcyanbHasi AUCYHKUUS onpeaensieTcs kak noboe U3 rpynnbl cekcyarnbHbIX
PacCTPONCTB, NMPU3HAKOB UM CUMMNTOMOB, ONMUCHIBAIOLNX YMEHbLLEHWE NGO

ceKcyarnbHOro BreyeHus, Mbo NcMxogranonormyecknx U3MeHeHun, KoTopble

00bI4HO XapaKTepunsyrT CeKCyalibHYIO peaKuuio.

K HUM OTHOCATCA paccTpoiCcTBa CekcyarbHOro BrieYeHnsl, paccTponcTea
MONoBOro Bo3GYXOeHWs, pacCTPOMCTBa oprasma, HapyLleHUe CeMSM3BEPXKeHNS,

oonesble owlyuieHna BO BpeMaA CeKCa, CeKCyalibHasd Lll/ICbeHKU,I/IFl, Bbl3BaHHaA

ynotpebneHnem NcnxoakTMBHBLIX BELLECTB/NEKAPCTBEHHbIX NpenapaTos, 1
cekcyanbHasi AUCYHKLNS BCNEACTBUE HapYLLEHUI 0BLLEro COCTOSHUS.

YacTble CMMNTOMBbI BKITHOYALOT:

CHVKEHME YyBCTBUTENBHOCTY NOMOBbLIX OPraHoB;

OTCYTCTBUWE YAOBOMLCTBMS NPU opra3Mme unu cnabblin oprasm;
aHOprasmuio;

CHWXXEHWE MONOBOroO BIEYEHMS;

HecnocobHOCTb 4OCTUYbL 3PEKLUM;

npexXaeBpeMEHHYI0 3AKYNALUIO;

HapyLleHNe cMa3blBaHUS/yBNaXXHEHUS;

CHMXeHune 4yBCTBUTEJIbHOCTU COCKOB.

YacTtble NPUYNHbI BKITHOYAlOT:

N3MEHEHHYH0 aHaTOMMIO U1 U3nooruio (HanpumMmep, Nponanc Tas3oBbIX
OpraHoB, MMMOTEHLMIO);

ynotpebneHve HUKOTWHA, ankorons 1 pekpeaunoHHOe UCNoNb3oBaHNe
HapKOTUYeCKNX NpenapaTtos.;

ropmMoHarlsibHbl€ HapyLlleHnAa ninn nsMeHeHunA (Hanpmmep, ropMoHarsibHble
Mn3MeHeHuns BO BpeM4A 6epeMeHHOCTM, MeHornayasa, FVII'IGpI'IpOJ'IaKTMHeMVIFI);

NCUXNYECKNe pacCTPOMCTBA, BKIoYas AENpPeccuio;

CUCTEMHble 3aboneBaHunsa (HanpuMmep, caxapHbii AnabeT, HegocTaToK
TECTOCTEpPOHa, pak, 3abonesaHue cepaua);

JIeKapCTBEHHbIE MNMpenapartbl.

NekapcTBeHHbIE NpenapaThbl, KOTOPbIE MOTYT Bbl3BaTb CEKCYanbHYH
ANCYHKUMIO, BKIHOYAOT:
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ropmMoHaribHbl€ KOHTpaLenTuBhbiI,

aHTMAEenpeccaHTbl, BKMoYasa CENEKTUBHbIE MHIMONTOPLI 06paTHOro 3axeaTa
cepoToHnHa (CUO3C) n nHrmbntopsbl 0bpaTHOro 3axeata CEpPOTOHUHA U
HopanuHedpuHa (MO3CH);

aHTMaHAOpPOreHsb!;
MHrMBuTOpLI 5-anbda-penyKrassbl;
ONUOUAHbIE aHANbreTUKN

peTnHonabl.

e [Ins HEKOTOPbIX IEKAPCTBEHHbIX NpenapaToB NO6oYHbIE 3PPEKTHI CO CTOPOHBI
NofI0OBOM CUCTEMbI MOTYT COXPaHATBLCH AaXke nocne npekpaweHns nevyeHus.

2.98.2 Kputepum BKNOYEeHUA/MCKIIOYEHUNA

e BknoyvatoTcs:

TepMUHbI, OTHOCALLMECSH K CHUXXEHMIO MOMOBON OYHKLNN
CooTBeTCTBYHOLWME TEPMUHbI, OTHOCALLMECH K HAPYLLUEHNAM 3HAOKPUHHON
dyHKUMK, BKNoYas Gecnnoane

Mpu3HakM n cMMNTOMbI, 0ObIYHO CBSI3aHHbIE CO CHUXXEHNEM MOOBOW
YHKLMN

CooTBeTCTBYOLLME TEPMUHBI NABOPaATOPHbLIX N UHCTPYMEHTasbHbIX
nccnegoBaHnin BXOAST B LUMPOKYH 0611acTb NPUMEHEHUS

e VcknwvarTcq:

TepMUHbI, OTHOCALLMECH K MOBbILLEHUIO NOMOBOW (PYyHKL MM

BpoxaeHHble COCTOSAHNSA, acCOLUUMMPOBaHHbIE C CeKCyalibHON ANCHYHKUMEN
Mapadmnus n HapyLleHns reHaepHON NOAEHTUYHOCTH

Buabl npoggepxmBatoLLero neyYeHns, BkNoYasa xmpypruyeckme u
MeauLUMHCKMe npoueaypsbl

MeaunuunHckue n coumanbHble bakTopbl pycka, CBsA3aHHble ¢ becnnoanem
U CHUXXEHMEM NOMOBOM PYHKLMK (HanpuMep, ankoronmsm, genpeccus,
caxapHbli gnaber)

2.98.3 lNMpumeyaHusi No BHeAPEHUIO U (UTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

CekcyanbHas oucyHkyus (SMQ) nmeet 0COBEHHOCTU M Y3KOrO M LLUMPOKOrO MOUCKOB.
MoapobHblie npumeyaHns npueeneHsl B pasgene 1.5.2.1.

CekcyanbHas oucgyHkyusa (SMQ) 6bin paspaboTaH opraHmsauuen no noaaepxke u
BeaeHno MedDRA (MedDRA MSSO) n mexayHapoAHOW rpynnon 3KCNepToB U3
PErynaTopHbIX OpraHoB M WHAYCTPMM Ha OCHOBE MeOMLMHCKOro cyxaeHusi. Cnmcok
TEpMMHOB Obl1 OCHOBaH Ha 4acTbIX KOHUEnuMax B MHGOpMauMM npenapaTtos

dapMaLEeBTUYECKMX KIlacCoB,

COCTOSIHMW. Takum ob6pa3om, AaHHbIi 3anpoc SMQ CAdOKyCMpOBaH Ha CHUXKEHWUK
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nosioBon beHKLI,I/II/I, CBA3aHHOM C NnpuMeHeHuneM JieKapCTBEHHbIX MnpenapatoB, a HE C
ApyrmMmn npnynHamm.

3anpocbl SMQ He BKMNOYalOT OLEHKY BPEMEHHOW CBA3M SBfEHUA WU Npuema
NeKkapCcTBEHHOro npenapaTta, MNO3TOMy MNoNnb3oBaTenu, MpUMEHsoWmMe  3anpoc
«CeKcyanbHasi oucgyHkyus (SMQ)» Ons wu3BnNeYeHus noTeHumanbHbIX CriyvYaeB
nepcucTUpytowen cekcyanbHON ANCOYHKLUMN, OOMMKHbI aHannanpoBaTb MHoOpMauuo B
cnyyae O CBS3M C MNpekpaweHneM MpUMEHEHUs JeKapCTBEHHOro npenapara,
UMeroLLyoCca Npu 0630pe 1 aHanu3e JaHHbIX.

2.98.4 lMepeyeHb wucnonb3oBaHHOM Hay4yHoOM nuTepatypbl Ana CekcyasnbHasi
ducgpyHkyus (SMQ)

Sadock BJ, Sadock VA, Ruiz P. Selective serotonin reuptake inhibitors. In: Kaplan &
Sadock’'s Synopsis of Psychiatry, Eleventh Edition, Wolters Kluwer, Philadelphia (2015),
pl1013.

Healy D, Le Noury J, Mangin D. Enduring sexual dysfunction after treatment with
antidepressants, 5a-reductase inhibitors and isotretinoin: 300 cases. International Journal
of Risk and Safety in Medicine (2018), 29:125-134.

Bala A, Nguyen HMT, Hellstrom WJG. Post-SSRI Sexual Dysfunction: A literature review.
Sexual Medicine Reviews, (2018), 6(1):29-34.

Rineke Gordijn, Martina Teichert, Melianthe P.J. Nicolai, Henk W. Elzevier, Henk-Jan
Guchelaar, Adverse drug reactions on sexual functioning: a systematic overview, Drug
Discovery Today, Volume 24, Issue 3, 2019, Pages 890-897.

Trenque, T., Maura, G., Herlem, E. et al. Reports of Sexual Disorders Related to
Serotonin Reuptake Inhibitors in the French Pharmacovigilance Database: An Example
of Underreporting. Drug Saf 36, 515-519 (2013).
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2.99 Lok (SMQ)
(pabo4as Bepcus, ceHTs16pb 2006 roga)

2.99.1 OnpepeneHue

e CocTosiHMe rnyBokMx 1 B LENOM OCTPbIX reMoanHaMUYecknx u Metabonmyecknx
HapyLUEHW, XxapakTepuayrLLeecsi HeCOoCOBHOCTBLIO CUCTEMbI KPOBOOGPALLEHUS
COXpaHATb afeKBaTHY Nepdy3unto KU3HEHHO BaXKHbIX OPraHoB.

o KnuHuyeckune nokasatenu:

— CHmxXeHue cpeaHero apTepuarnbHOro JaBneHus, Taxnukapaus, TaxmnHos,
XOJloAHasa KoXa U KOHEYHOCTU, CUITbHO N3MEHEHHOE NCUXNYECKOe COCTOSIHUE,
ONUrypusi, rmnoTeHsus (HabngaeTcs o6bIYHO, HO He Bceraa), manas
pPa3HOCTb AaBreHU (pasHuLa Mexay CUCTONNYECKUM U ANACTONNYECKUM
apTepuanbHbIM OABMEHNEM), HU3KMI CepAEYHbI BbIGPOC, MPUBOASALLNIA K
3aepkke HaMnonHeHNs Kanunspos..

— KoHeuHbIM pesynbTaToM SABMSIeTCS TKaHeBasi M’MMNOKCUs, 4acTo NposiBnsieMas
B BMAe NakTaumgosa.

o KnuHnyeckne nposABreHnd rmnoBoJIEMNMYECKOro nin KapanoreHHoOro Loka:

— [vnoTeH3us, rMnepBeHTUNSALMS, XonoaHas, NUMKasi, CUHIOLLHAsA Koxa,
cnabbli n BbICTPLIN NYbC, ONUIYPUS, NCUXMYECKas CryTaHHOCTb,
arpecCcyBHOCTb MMM TPEBOXHOCTb.

e KnunHuyeckne npo4assieHNA CeENTUHECKOro Loka:

— O3H006 1 nuxopagka, Tennasi NOKPacHEBLUAs KOXa, MEHee Bblpa)KeHHast
TMNOTEH3MSA U yBENUYEHNe cepaeyHoro Belbpoca.

- B cnyuae otcytcTBMA OTBETA HA Tepanuio, CEeNTUYECKUIA LLOK NporpeccupyeT
[0 KNMHUYECKOW KapTUHbI, ONUCAHHOW Ansi TMNOBONEMUYECKOro U
KapONOreHHOoro LokKa.

e ®dopmbl LIOKa:
- [MnoBonemunyeckui:
o Haunbonee yactasa dopma;

o BosHukaeT nnbo OT NoTepu KpoBM (reMopparn4eckni Wok), nnbo ot
noTepn TOMbKO Nna3smsbl;

o [MnoBonNemMuYecKknii LLOK, CBA3aHHbIN C MPUEMOM npenapara, He MOXeT
npeacTaBnATb cobol BEPOSATHOE ABMEHNE, CBA3aHHOE C MPUEMOM
npenapaTa, ecnu npenapar He oka3blBaeT 3aMeTHOro BMNUAHMSA Ha 06beMm
KpOBMW.

- TpaBmaTunyeckui:

o oyt Bceraa cosgaeT KNMHMUYECKYI KapTUHY reMopparnyeckom
rMNoBONEMUMN.
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- KapguoreHHbIn:

©)

Bbi3biBaeTCA HEAOCTAaTOMHOCTLIO, YACTO BHE3arnHo, paboTbl cepaua Kak
adpdpeKkTMBHOro Hacoca (Hanpumep, OCTPbIN MHAAPKT MUOKapaa, Taxenas
Kapguomuonatusa u T. 4.);

CunbHoe yxyAlleHne XpoHNYEeCKON cepaeyYHon HeaoCTaTOHYHOCTU MOXET
npeacraBnATb cobon npobnemy npu oLeHKe CBA3N C
hapmakonornyeckmm npenapaTom.

- CenTtunyeckuin:

o

Bbli3biBaeTCca cuctemMHom peaKLu/le|7| Ha TAXEenNnyr I/IH(*)eKLI,VIPO C ydactnem
Omonorn4yeckn akTUBHbIX pacTBOpPUMbIX MegnaTopoB.

- HenporeHHsbln:

o

Bbi3blBaeT cUNbHYO BasoaunaTtauuio ¢ pe3kuM nageHnemM aptepuarnbHoro
JaBleHns;

NHOyKTOpbl HEMPOreHHOTO LLIOKa: TpaBMa rofloBHOro Mo3ara, obunbHoe
KpOBOU3NMsIHNE, TPaBMbl CIMHHOIO MO3ra, rny6okas obLiasi unm
CnuHanbHas aHeCcTe3nsl UM TOKCUYECKoe YrHeTEHME LieHTParbHOM
HEPBHOWN CUCTEMBbI.

- AHadunakTnyeckum:

(@]

o

npOFIBJ'IeHVIe I/IMMyHHOOI'IOCpe,D,OBaHHOIZ OCTpOVI rmnepyyBCcTBUTESTIBHOCTMU.

Bosgencreune cneumguyeckoro aHTUreHa, B TOM YMCrie nnekapCTBEHHbIX
npenapaToB (Hanpumep, NeEHUUUINNHA), Ha CEHCUBUIM3NPOBAHHOIO
nauMeHTa Bbl3blBAET aHMIMOHEBPOTUYECKUIN OTEK C MOCreayowmm
COCYAMUCTbIM KONSarncom, YacTo CONPOBOXAAIOLMNNCA ONACHBIM XXN3HN
pecnupaTtopHbIM OUCTPECCOM.

AHadmnakTongHbIn LWOK onpeaenseT ncesgoaHauiakTu4eckyro
peakunio, UMUTUPYIOLLYIO KITMHUYECKYIO KapTUHY, ONNCaHHYIO BbILLIE.

— [mnornukemmnyeckun:

o

©)

YacTo BbI3bIBaeTCHA HENpaBuUibHbIM fledeHneM HecbanaHCUpOBaHHOIO
nnn HectabunbHoro gnabeTa ¢ U3BbLITKOM UHCYNMHA (4acTo B COMEeTaHum
C nepoparbHbIMY NpoTMBOAuabeTUYECKMMI NpenapaTamn);

Takke HabniogaeTca npu TAXKENON He4OCTAaTOYHOCTU KOpbl
Haano4Yye4YHMKOB.

2.99.2 Kputepum BKNOYEHUA/MCKIIOYEHUA

e BknovatoTcs:

- Y3kas: Bce PT, cogepalume CrnoBoO «LLOK», C BO3MOXHOCTbIO 0603HauYeHus
HeXxxenaTenbHOWN NekapCTBEHHOWN peakummn

- LUWwnpokas:
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o TepMuHbl gnsa 0603HayYeHNs opraHHoON HeJOCTaTOYHOCTH
o TepMuHbI, cogepXallme CnoBo «aHypusa»
o TepmMmuHbI, cogepxallme croBo «runonepgysmns»

e VcknwovaroTcs:

-~ CocTosiHuNSA, BO3HMKatOLME A0 NPOSIBNEHUS WokKa (Hanpumep, MHGapKT
Muokapaa, Tpomb6oambonmyeckue ABneHns )

- TepMVIHbI, HE COOTBETCTBYIOLWNE COCTOAHNAM, KOTOPbIE OMNNUCaHbI BbllLE
- TepMI/IHbI Aanst obo3HaveHus AJIEKTPUHECKOIO WWOKa U TpaBMaTU4E€CKOro LoKa

- TepMuHbI, 0603HaYaKoLLMe He3HAUNTENbHOE HapyLUeHNe yHKLUN OpraHoB.,
Heobsi3aTenbHO BbI3BaHHOE HEJOCTaTOMHOCTLIO KpOBOOGpaLLEeHus,
CYMTANUCh CIMLLKOM LUMPOKUMM U, Kak NpaBuKIio, UCKIYanuch

- TepmuHbl, He obnagatome cneundUYHOCTbIO (HaNpUMep, Taxukapans,
TaxunHoa, onurypus)

o HekoTopble U3 HUX UCKIOYaNUCb NOCIEe N3yYeHUsa pesynbTaToB
TecTupoBaHus ¢asbl |

- TepMI/IHbI, obo3HavatoLwme XPOHUYECKNE COCTOAHUA, KaK NpaBUIio,
MCKIro4arnumcb

NMPUMEYAHUE. Ectb gBa SMQ, cBs3aHHbIX ¢ aHadunakcuen: AHagunakmudyeckas
peakuus (SMQ) n CocmosiHue aHaghunakmu4eckoeao unu aHaghunakmoudHO20 wokKa
(SMQ). 311 gBa SMQ MMeIT pasHyto OpUeHTUPOBaHHOCTL. CocmosiHue
aHauiakmu4eckoz2o unu aHaghunakmoudHoz20 woka (SMQ) xapaktepeH ansa 6onee
TSOKENbIX aHaUNaKkTUYECKMX NPOSIBIIEHUN, T. €. TEX, KOTOPbIE BbI3bIBAIOT LLOK, a He
MeHee TSXenNbIX, Taknx Kak cbifb. AHagbunakmuyeckas peakyus (SMQ) pacwumpsieTt
NMouCK 3a npeaerbl LWOKOBbIX COCTOAHUIA, BKIHOYAsA Takme TepMUHbI, kak PT
l'unepyysecmeumernbHocms | muna.

2.99.3 Uepapxuueckas CTpyKTypa

3710 nepapxundecknin SMQ ¢ ogHum obwmm SMQ (yposHsa 1) (Lok (SMQ)) v wecTbio
cyb63anpocamu SMQ (ypoBHs 2).

e Kaxabi cyb3anpoc SMQ coaepXnT TEPMUHbI LLMPOKOTO 1 Y3KOrO MOMCKOB.

e Llnpokme TepMmHbI O4MHAKOBLI 451 BCEX WecTn cyb3anpocoB SMQ; Habop
Y3KNX TEPMUHOB A5 Kaxkgoro cybsanpoca SMQ — pasnuyHbIn.
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Lok
{2DD0006E)

HapyweHua co MonuaopthHan CocToAHKE CocToRHwe CocToaHme CocToAHKE
CTOPOHE! CERE- HENYA0YKOEER THMNOB0NEMHYE TORCHED- AHADMNEETIYE FUNOrMAKSMIAE
Cocya TEXMKADINA, CHOMD LLOKE DE’"::E;“"D CEOMD MM cKOMO 1

CHCTEME, © CONPOSCHAN (20000085) {20000070) aHabuMaKTon, HERpPOreHHOTD
LUOKOM (Wekn. LEACH LWOKSM HOMD LUOKA LKA
nonumopd (20000063) (20000071) (20000072)
WETY,. NEEKE.
TAXMKEADONED)
{2000005T)

PucyHok 2-22. Uepapxuyeckas cTpyktypa Lok (SMQ)

2.99.4 lMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXMAAHUIO pe3yNbTaToOB 3anpocoB

Lok (SMQ) npenctaBnsieT coboin nepapxmyeckmin SMQ ¢ TepmmHaMu y3koro u
LLIMPOKOro NMOUCKOB. 3a UCKMIOYEHNEM NePaPXUYECKON CTPYKTYpPbl, BHEAPEHNE 3TOro
SMQ Takoe xe, Kak y Henepapxmyecknx SMQ ¢ TepMmMHamMu y3KOoro u LUIMPOKOro
nouckoB (cM. pasgen 1.5.2.1). SMQ BbICLIEro ypoBHA MOXET UCMNOMNb30BaTLCA MyTEM
ob6beanHeHna TepMUHOB M3 SMQ HM3LLEro YPOBHS.

2.99.5 lNepeyeHb ncnonbL30BaHHOW Hay4YHOU nuTepaTtypbl ana ok (SMQ)

e Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1581,
1600-1605.

e Dorland’s lllustrated Medical Dictionary, 28" ed, Philadelphia WB Saunders Co.

e Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use,
CIOMS, Geneva, 1999.

e Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1367-
71.
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2.100 HoBooGpa3oBaHMA KOXMW, 3/I0Ka4Y€CTBEHHbIEe U HeYTOYHEeHHblIe (SMQ)

(paboyas Bepcus, mapt 2009 roga)

2.100.1 OnpepeneHue

2.100.2

SMQ cocTtaBneH Ans BbISIBNIEHUSA BCEX BUAOB 31I0Ka4YE€CTBEHHbIX U
HEYTOUYHEHHbIX OMYXONen KOXW.

SMQ oxBaTbiBaeT BCe BUAbI 31T0KA4YECTBEHHbIX M HEYTOYHEHHbIX
HOBOOOPAa30BaHUI KOXN; TaKKe:

— CocTosHUI, CBA3AHHbLIX CO 3110KAYEeCTBEHHOW OMyXOsbio (CNeundunyHbIX ons
KOXW);

— MeToO0oB neyeHust, CBsA3aHHbIX CO 3110Ka4eCTBEHHbIM HOBOOOpa3oBaHNEM
(cneundmryHbIE ONA KOXN);

- [wnarHoctunyeckux npoueayp, CBA3aHHbIX CO 31I0KaYeCTBEHHbIM
HoBoObGpa3oBaHMeM (CneunuUUHbIX AN KOXN).

Kputepuu BknroYeHUA/MCKNOYEHNA

BkntovatoTcq:

— TepMuHbI AN 0603HAYEHUS:

©)

CoCTOsIHMIA, CBA3AHHbBIX CO 311T0KA4YECTBEHHOM OMyX0orblo (CneunguyHbIX
OS5 KOXMW);

CeToOoB neYeHusi, CBA3aHHbIX CO 3MI0Ka4YeCTBEHHLIM HOBOOOpa3oBaHNEM
(cneundunyHble onsa Koxm);

AnarHocTuyeckux npoueayp, CBA3aHHbIX CO 3110Ka4YeCTBEHHbIM
HoBoObGpa3oBaHWeM (CneunuyHbIX ANs KOXN).

- TepMuHbI A4ns 0603HAYEHUS 3NTOKAYECTBEHHBIX Y HEYTOYHEHHbIX
HOBOODOPA30BaHWUI C YETKUM yKa3aHUeM Ha KOXy

- Tele/IHbI, CBA3aHHbI€ CO 3J10Ka4eCTBEHHbIMU N HEYTOYHEHHbIMU
HOBOO6p83088HI/IFIMI/I KOXW, B TOM 4HuUcne:

(@]

(@]

TepMuHbl Anst 0603Ha4YEHNS COCTOSAHUI
TepmuHbl Ans 0603HavYeHns npouenyp

TepMuHbl Ans 0603HavYeHnss nabopaToOpPHbIX U MHCTPYMEHTarNbHbIX
nceneaoBaHumn

TepMUHbI Ansi 0603Ha4YEHNss MapKepPOB OMyXOny
TepMUHbI ANt 0603HaYEHUSI NPU3HAKOB M CUMNTOMOB TaKMX HapYLUEHWI

TepMVIHbI Ans 0603Ha4YeHns COCTOAHUIN NeHnca n BYJlbBbl, MOTEHUNAarbHO
OTHOCALLUNXCA K KOXe
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e VcknwvarTcq:

MPUMEYAHUE. Ecnn TpebyeTcsa 04eHb LUMPOKMIA MOUCK, MOXHO fo6aBuTb PT

TepMI/IHbI Ans 0603Ha4YeHNs 3NMoKa4YeCcTBEHHbIX U HEYTO4YHEHHbIX

HOBOOOPAa30BaHWUIN, HE OTHOCSILLIMXCS K KOXE;

TepMUHbI ANt 0603Ha4YeHNs TepaneBTUYECKMX NpoLeayp, CBA3aHHbIX CO
3110Ka4eCTBEHHbIM HOBOOOpa3oBaHeM 6e3 ykaszaHusl nokanusauum;

TepMI/IHbI Anst 0603HaYeHNss ANArHOCTUYECKNX npouenyp, CBA3aHHbIX CO
3I10Ka4yeCTBeHHbIM HOBOO6pa3OBaHVIeM be3 YKa3aHuA JioKann3auunu;

TepMVIHbI Aanst obo3HaveHns MapKepoB Ornyxosun 6e3 YKa3aHunA NnoKann3aunu;

TepMUHbI, CBA3aHHbIE C LUENKOWN MaTKK

TepMI/IHbI Ans 0603Ha4YeHNs1 MeTacTasoB B KOXY

Oniepauusi Ha Koxe.

NMPUMEYAHWE. Ona noncka Hecneundunyecknx COCTOAHUM, CBA3aHHbIX CO
3510Ka4eCTBEHHOW ONYXOSbio, TepaneBTUYECKMX Npouenyp, CBA3aHHbIX CO
3510Ka4eCTBEHHBIM HOBOOOpPa3oBaHMEM, a TaKKe ANarHOCTUYECKNX NpoLeayp,

CBSI3aHHbIX CO 3110Ka4eCTBEHHbIM HOBOOOpa3oBaHMEM, peKOMEHAYETCA UCNOSb30BaTb
cyb3anpocbl n3 3nokayecmeeHHble HO800bpa3osaHus (SMQ).

2.100.3

PucyHok 2-23. Uepapxuyeckasa cTpykTypa HoeoobpasoeaHusi KOXu,

Mepapxuyeckas cTpykTypa

HoeoobpazosaHnA koM,
3MOKa4YeCTBEHHBIE U
HeyToYHeHHBIe (SMQ)
(20000173)

3nokaYecTBeHHble
OMyXonK KoxKn (SMQ)
(20000204)

OImyxonu KoM
HEYTOYHEHHOI
3noKadYecTBeHHoCTH (SMQ)
(20000205)

3/10Ka4YecmeeHHbIe U
Heymo4yHeHHble (SMQ)
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2.100.4 TMpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HosoobpaszoeaHusi KOXU, 3110Ka4eCmeeHHbIe U Heymo4YHeHHble (SMQ) coaepxut
TEPMUHbI Y3KOrO M LUMPOKOro NOUCKOB. MoapobHble NpUMeYaHns NpUBELEHbI B
pasgene 1.5.2.1.

2.100.5 nMepe4eHb MCNosib30BaHHOWM Hay4HOWM nutepartypbl ans
Hoeoobpa3oeaHus Koxu, 3/710Ka4ecmeeHHble U Heymo4YHeHHbIe (SMQ)

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.

e Peckham, M; Pinedo, H,Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu
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2.101 CuctemMHas KpacHas Bon4aHka (SMQ)
(paboyas Bepcus, mapt 2006 roga)

2.101.1 OnpepeneHue

e XpoHu4yeckoe BocnanuTernbHoe ayTOMMMYHHOE HapyLLeHue, 3aTparveatoLlee
MHOIMe CUCTEMbI OpraHMama, C pas3fMyHON CTENEHbLIO TSHKECTU

e [lpeanonoxuTensHoO Bbi3biBAaeTCA B3aMMOLENCTBUEM MEXAY YA3BMMbIMU reHaMu
1 chbakTopamm oKpyXxatoLLen cpeapl, HanpuMmep, 3CTporeHcoaepKaLLMmMum
ropmMoHamu, ynbTpadunoneToBbiM CBETOM, a Takke BUpycom InwtenHa-bapp
(BOB), uyto npmBOANT K BbIpaboTke ayTOaHTUTEN K SAEPHBbIM aHTUreHam (B
yacTtHocTu, [HK), uutonnasamaTn4eckMm aHTUreHaM 1 aHTUreHam KrneToK KPOBU

- AHnTuTena k geyxuenoyveyHon AHK n Sm-nonunentngam scrpevatorca y 30—
60 % nauueHTOoB.

- AHTUOChOoNMNngHble aHTUTENA, BKNOYas BONMYAHOYHbIN aHTUKOArysIsiHT,
aHTMKapPAMONUNUHOBLIE aHTUTENa N Te, KOTopble NPUBOAAT K NONYYEHUIO
NIOXKHOMOSOXUTENbHbIX PE3YNbTaTOB aHanM3a Ha cudunuc.

— AKTMBauusi KOMNIIEMEHTA npnBoAnT K CKOMNMeHno MMMYHHOIo KOMMriekca B
KPOBEHOCHbIX COCyaax.

e JlekapcTBeHHble npenapaTbl MOryT Bbl3blBaTb HOBbIE CUMMTOMbI CUCTEMHOW
KpacHon BonyaHkn (CKB) unu ycyrybnaTtb cylecTByoLWmMe CUMMITOMbI.

- JlekapctBeHHas CKB peako nopakaeT Mnouyku.

- [pwn nekapcteeHHon CKB genctene aHTUHYKNeapHbIX aHTUTeN
npeumyLLLeCTBEHHO HanpasBieHO NPOTUB MMCTOHOB U PeaKo NpoTuB
asyxuenoyveyHon HK.

o KnuHunyeckne nposABrieHnd pa3fmyaroTCA no CTteneHn TAXeCTh 1 HaCTynneHuto.

- CucTemHble CUMMNTOMbI: aHOPEKCUS!, CHKEHNE Macchl Tera, HeoMoraHue,
MUanrus, apTpanrum 1 nuxopagka.

- KoxHble nposiBreHus:
o YacTo Bo3HMKaeT nATHUCTasa aputema-«baboykar» (Ha nuue);

o ,D,MCKOVIﬂ,Hble nopaxeHunda n MmakyrionanyrnesHble nopaxxeHnd Ha nuue,
weun, rpyan n nokKrax;

o JOpuTema Ha CTOpOHax nafoHel, KpacHble Unu NyprypHble Makynbl Ha
NagoHHbIX Y NOAOLUBEHHBLIX MOBEPXHOCTSAX ManbLes;

o [pyrne KoxHble CUMNTOMbI: aroneLmsl, OKONoOHOITeBasi 3pUTeEMa,
NOoBpEXAeHNs Crin3ncTon obonoyku, nypnypa n oTo4yBCTBUTENBbHOCTD.

- [MonunapTput (90 % NauneHToB) 3aNACTUN, KUCTEN N KONEH:

o [Hedopmauunm cyctaBsoB y 10 % nauneHToB;
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2.101.2

Hedput aBnaeTca cepbesHbIM NPOABIEHNEM.
o MoxeT 6bITb 6eCCUMNTOMHBIM;

o MoxeT xapakTepusoBaTbCs NpoTenHypuen, ANPpdy3HbIM
mMeMbpaHonponudepaTUBHbIM rnomMepyrnoHedpPUTOM, OTKITOHEHUAMU OT
HOPMbIl pe3yribTaToOB aHanM3a Mouu (rematypuen, Nnuypuen, LunuHgpamm
B MOY€) UIM NOBbILLEHNEM YPOBHSA KpeaTMHUHA B CbIBOPOTKE KPOBY;

o MoryT pas3Butbca rmunepTeH3ns n HedPOTUYECKUA CUHAPOM (MOBbILLEHHbIN
PUCK BO3HUKHOBEHMWS TepMUHAarbHOW cTagmm 6onesHu NoYvex);

npOFIBJ'IeHVIFI CO CTOPOHbI LleHTpaﬂbHOIZ HepBHOIZ CUCTEMDbI:

o [onoeHble 6onu, anunencusi, NCUXo3bl, OPraHNYECKNN MO3roBON CUHOPOM
N U3MEHEHUS JINYHOCTN;

o WHCYnbT nnu TpaH3nTOpHbIE ULLEMUYECKME aTaku BCNEACTBUE OKKITHO3MN
COCY[0B.

Hpyrue nposiBNeHns/0CnoXHeH s :

o CepaeyHo-cocyaucTble: NepuKkapauT, MMOKapauT, PUOPUHO3HbIN
3HOokapauT (3HgokapamT Jlnbmana-Cakca) n HegoCTaTOYHOCTb
KranaHoB;

o JleroyHble: nneBpuUT C BbINOTOM UJTN oes;

o [emaTonornyeckune: aHemusl, NENKONEHUs U TPOMGOLIMTONEHUS
BCNeACTBME reMonmaa;

o) raCTpOI/IHTeCTI/IHaJ'IbeIeZ Gonb B XXMBOTE, TOLWIHOTA, pBOTa N Anapes;

o [nasHble: cnHapom Cukka, Hecneumpu4ecknii KOHbIOHKTUBUT, BaCKyUT
ceTyaTKu U HEBPUT 3PUTENBHOMO HepBa.

KpuTtepuu BknroveHUsa/McknioyeHus

e BknioyatoTcs:

TepMuHbI, KOTOpble COOTBETCTBYIOT onpeaenenuntio CKB (Bkroyas cMMNTOMB,
NPU3HaKn n pesynbtaTbl NabopaTopHbIX NCCrEeA0BaHN)

CrnoBa/KopHU, KOTOPbIE BKITHOYAOTCA B MOUCK: «BOM-», «3putemaTo-», « CKB —
» N «KB-»

HLT CucmemHas KpacHasd eoJi4aHKa U C8sd3aHHbIe C Hel cOCMOSIHUS

o Bknovatotca Bce PT kak B nepBUYHbIX, Tak U BTOPUYHbIX SOC B 3TOM
HLT, kpome PT JTrornoudHsbiti cenamum ¢ nepexo0om 8 Uuppo3, KOTOPbLIN
NCKIoyaeTcs.

[ononHutenbHble TEPMUHBI, NPeAcTaBnaoLWwmMe coborn guarHocTuyeckme
Kputepuun AmepukaHckon konnerun peesmartonoroB (American College of
Rheumatology, ACR), Hanpumep, CbiNb B 0611acTu LWEK U CMUHKK HOCa,
apTpuT, HapyLLUEeHNe CO CTOPOHbI MOYeEK U T. A.
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- PT lNonoxumernbHbIlU pe3ynbmam aHasiuda Ha aHmuHyKieapHble aHmumersa
NoMeLLEH B 3K NMOUCK NO pedynbTatam obcyxaeHust paboyven rpynnon Ha
npegsapuTensHon ctagum ll.

e VckniovaroTcs:

- TepMuHbl Ans 0603HaYeHns HecneundU4ecknx 1 LUMPOKMX KOHLENLMIA,
KoTopble 06ycnaBnmnBatoT «LyM» Npu BbIBOAE OAHHLIX, @ TaKkkKe TEPMUHbI
Ans o6o3HavyeHus npobbl Kymbea

2.101.3 Anroputm

[NeBATb KaTeropuii onpeaensoTcs crneayrowmm obpasom:

Kateropus OnpeneneHue 3HaYMMOCTb TepMUHA
A Y3Kne TepMUHbI HenprvmeHumo
B ®dOoTOYYBCTBUTENBHOCTb 1
C #3BbI B N0ONOCTH pTa 2
D ApTput 3
E Ceposunt 3
= HapyLeHune co 1
CTOPOHbI NOYeK

G Hesponornyeckoe 5
HapyLeHue

H "emaTonornyeckoe 3
HapyLleHue

| MmmyHonornyeckoe 3
HapyLleHue

Tabnuua 2-6. Kateropun CucmemHas kpacHasi eosi4aHka (SMQ)

Cucrtema «Becay» LUMPOKMX TEPMUHOB Obina paspaboTaHa SMNMPUYECKU N UMEET
OTHOLUEHME K YacTOTe TEPMUHOB U BEPOSATHOCTU TOFO, YTO 3TU FIEKAPCTBEHHbIE
npenapatbl MOryT Bbi3biBaTb CKB.

Bbin ncnonb3oBaH cneayoLwmnin anroputM:

e PT, ykasaHHble B COOBLLEHNN O CriydasXx, rpynnupyoTCa B COOTBETCTBUN C
3apaHee onpeaeneHHblMu Kateropusimun. Hanuume Heckonbkmnx PT,
OTHOCSALMXCA K OOHOWN KaTeropuu, NnoacymMTbiBaeTCAa TONbKO OAWH pas.
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e KaTeropus, K KOTOPOW OTHOCUTCA STOT TEPMUH, 3aTEM YMHOXAETCA Ha ero
3apaHee 3MMMPUYECKN onpeaerieHHbIN «BeC» (Hanpumep, Tpy ANsi KaTeropum
«emaTonornyeckoe HapyweHuney, «Ceposnt» un «MmmyHonornyeckoe
HapyLLeHne») n CyMMUpyeTCs Ansi BCeX KaTeropum.

e Ecnu ata cymma bonblue wectn, npegnaraetcs, 4Tobbl coobLieHne o cnyyae
KBanuduumpyeTcs kak coobLueHne o nogosputensHom Ha CKB cnyyae.
Hanpumep, coobuieHune o criyvae, B KOTOpoM ecTb PT B kaTeropumsx
«l"ematonoruyeckoe HapyLweHue» (3), «MMmyHonormyeckoe HapywleHune» (3) u
«HapyweHue co ctopoHbl noyek» (1), byaet knaccndumumpoBaTbCs Kak
coobueHne o nogo3putenibHoMm Ha CKB cnyyae B pesynbTaTe LWMPOKOro noncka
3+3+1=7).

2.101.4 TlpumeyvyaHust NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yfbTaToOB 3anpocoB

Hapsay ¢ y3kum un Wwmnpoknm novckamm CucmemHasi KpacHasi gsondaHka (SMQ)
npeacrtasnsaet cobon anroputmmyecknn SMQ. Anroputm npeactaBnaeT cobon
KOMOMHAaLMIO TEPMUHOB LLUMPOKOro MOMCKA Cpean pasnuyHbiX kKaTteropuin ons
AanbHenLwero CoBepLUEHCTBOBAHNS MAEHTUMKaALUN NpeacTaBNAoLWNX MHTEPEC
cnyyaeB. Anroputm MoxeT ObiTb peann3oBaH Nocne N3BnevYeHns cryyaes, Kak
OTMEYEHO HUXKeE:

e CHavana n3BfneknTe COOTBETCTBYOLWME Ccnyyau, npumeHne SMQ B kayecTBe
y3koro/wmpokoro SMQ (cm. pasgen 1.5.2.1).

e [locne n3BneveHms nporpammHoe obecneyeHne NpUMEHSET anropuTMNYECKYHO
KOMOMHAaLMIO 4111 CKPMHUMPOBaHUSA N3BINEYEHHbIX cryyaeB. [1na HeGonbLumx
HabopPOB AaHHbLIX N3BIIEYEHHbIX CIy4aeB anropnutmM MOXET NPUMEHATLCS Npu
aHanuae criydaeB BPy4YHyt0. ANropMTtMOM B OTHOWeHUn CucmemMHas KpacHasi
goniyaHka (SMQ) sisnsietcs A nnum cymma 3HayveHumn kateropui > 6. BbiBog
AaHHbBIX COCTaBNAT criydyaun, OTUNbLTPOBAHHbIE MO anropuTMy.

2.101.5 MNepeyeHb UCNONbL3OBaHHOW Hay4yHOW nuTepaTypbl AnA CucmemHasi
KpacHasi eosiyaHka (SMQ)

e Guidelines for referral and management of systemic lupus erythematosus in
adults. American College of Rheumatology Ad Hoc Committee on Systemic
Lupus Erythematosus Guidelines. Arthritis Rheum 1999;42:1785-96.

e Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr.
LM, McPhee SJ, Papadakis MA, editors. Current medical diagnosis and
treatment. 43 ed. New York: McGraw-Hill Companies, Inc.; 2004. Available
via intranet at STAT!Ref Online Medical Database. Teton Data Systems,
Jackson, Wyo. (Version 3.3.6, 2004).

e Hahn BH. Disorders of the immune system, connective tissues, and joints. In:
Kasper DL, Fauci AS, Longo DL, Braunwald E, Hauser SL, Jameson JL, editors.
Harrison’s principles of internal medicine. 16" ed. New York: McGraw-Hill
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Companies; 2005. Available via intranet at STAT!Ref Online Medical Database.
Teton Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).

Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck
manual of diagnosis and therapy. 11" ed. Whitehouse Station: Merck Research
Laboratories; 1999. Available via intranet at STAT!Ref Online Medical Database.
Teton Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).

Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs
2004;23:111-5.

CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use,” pp 19 — 20, 1999.

The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999.
“Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998.
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2.102.1

2.102 PaccTponcTBa BOCNpPUATUA BKyca U 060HAHUA (BKyCOBbIe U
00OOHATeNbHbIE HapyLwweHus) (SMQ)

(paboyas Bepcus, mapt 2006 roga)

OnpepeneHue

e [lpyYMHbI PaccTPOMCTB BOCNPUATUS BKYCa N OBOHSIHUSI BKMHOYAKOT NCUXMYECKUE
paccTpoicTBa, 3aboneBaHne NonocTu Hoca U Nasyx, NoXy rmrmeHy 3y6oe n
BHYyTpUYEpEnHblE pacCTPONCTBA.

KoTopble yacto HabnoaaTcs 0QHOBPEMEHHO Y NaLMeHTa;
NekapcTBeHHbIE NpenapaThl, Bbi3blBalOLWWE HApYLLEHMS BKyca 1 3anaxa;
MpenapaTbl XUMUOTEPaNuK;

'MnoTeH3uBHbIE Npenaparsl;

Mpenapatbl Anst KOPPEKLUN rMNEpnMNUaeMuu;

e KnroueBble TEPMUHBLI L onpeaeneHnd:

2.102.2

AreB3usi — OTCYTCTBME OLLYLLIEHUS BKYCa;

[vicreB3nst — n3BpaLleHne OLLYyLLEHUS BKYCa; HEMPUSATHbINA NPUBKYC BO PTY;
MnoreB3nsi — napareB3usi C NOHMKEHHON YyBCTBUTENbHOCTbLIO BKYCa;
AHOCMUS — OTCYyTCTBME OBOHSAHMS;

MMNocMmns — NapocMmust C MOHMXXEHHON YyBCTBUTENbHOCTbIO OBOHSIHNS;

Mapocmna — nobast 6onesHb unu nsepalLeHme 0b6oHAHUS.

Kputepun BKnoYeHUA/MCKNoYeHus

e BknoyvatoTcs:

TepMVIHbI, OTHOCALWNMECA K HapyLUEHUAM BKYyCa UIh 3anaxa, He3aBNCUMO OT
HanpaselieHnA, CTeneHn nnmn Xxapakrepa HapyLeHua

TepMVIHbI, CBA3aHHbI€ C rajiyiouMHaTOPHbLIM BOCNPUATUEM

TepMuHbI, OTHOCALLMECH K KITMHUYECKOWN OLlEeHKE 3TUX TUMOB CEHCOPHbIX
HapyLleHun

Bce PT, 3akpenneHHble Kak NepBUYHO, Tak U BTOPUYHO 3a HLT HapyweHus
yyecmea ekyca n HLT lNopaxeHusi 06oHsIMeibHO20 Hep8a, BKOYAOTCS B
SMQ

TepMUHbI C KOPHSAMW «BKYC», «BKYCO-», «BKYC-», «3arnax», «BKYCOB-», «-
OCMUSI» N KODOHSIH-»

e VcknwvatroTcs:
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- Bcnegcrteue orpaHndeHHon obnactn npumeHeHns atoro SMQ
cneunuryecKkne NCKIYEHNS He NPUMEHSINNCH

MPUMEYAHUE. Mpwn TectupoBaHum dasbl | B 6a3e gaHHbIX KOMNAHUK Cryyan
HEeNPUATHOrO BKyCa W 3anaxa fiekapCTBEHHOM CyOCTaHLUMM TakKe KoanMpoBasmch C
NCNONb30BaHMEM TeX Xe TEPMUHOB. [Insa pasnuyeHns cooblieHnin o 6onesHu 1 o
P13MYECKMX CBOMCTBAX JIEKAPCTBEHHOIrO NpenapaTta HeobxoaMM MeaNLMHCKUA aHanums.

2.102.3 Tlpume4vaHust NO BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yNbTaTOB 3anpocoB

Paccmpoticmea socripusimusi 8kyca U 0bOHsIHUS (8Kycoable U 0bOHSIMersibHbIe
HapyweHusi) (SMQ) cooepXuT TONMbKO TEPMUHBI Y3KOro noncka. MoaTomy y3kui nouck
1 LUMPOKMI NMOUCK Jal0T OANHaKOBbIN pesynbTaTt. [logpobHble NpuMeyaHus npysegeHbl
B pa3gene 1.5.2.1.

2.102.4 TlepeyeHb Ucnosnb3oBaHHOU Hay4YyHOW nNuUTepaTypbl Ana Paccmpolicmea
eocrpusimusi eKyca u o60HsiHUS1 (8Kycoeble U 060HsImesnibHble HapyuweHusi) (SMQ)

e The Merck Manual, 17" ed., 1999, p 687.
e Harrison’s Principles of Internal Medicine, 14" ed., 1998, pp 173 — 175.

e Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the
senses of taste and smell: a review. J Hypertens 21: 1805 -1813.

e Dorland’s Medical Dictionary, 28™ ed., 2001.
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2.103 TeHauMHONaTuu U NopaxeHusi cBasok (SMQ)
(paboyas Bepcus, mapt 2015 roga)

2.103.1 OnpepeneHue

XpOHI/I‘-IeCKI/Ie TEHAMHOMATUN N NopaKeHNA CBA3OK ABJIAOTCA NMaTONIOrM4Y€CKMMU
COCTOAHNAMMU CyXO>KI/IJ'II/IIZ N CBA30K, BO3HMKaKLWMMN B OCHOBHOM B pe3ylibTaTte
noBTOpPAOLLEroCA HE3IHAYUTESTIbHOIO HAaNpPAXeHnA.

PaHblUe Ha3biBanca «TEHAUHUTY» UMW «NTUTAMEHTUT».

ATnonormyeckune akTopbl:

- [ereHepaTuBHbIE€ NPOLIECCHI CYUTAKTCH OCHOBHOWM NEPBUYHON NaTonorven;

- [MoBTopsitoLLeecs He3HAUNTENBHOE PaCTSHXKEHNE CYMTAETCH OCHOBHbIM
NPOBOLMPYOLLMM hpakTOpPOM;

- OnucaHbl hopMbl, Bbl3blBaeMble NEKAPCTBEHHbIMY NpenapaTamu;

- [MpopomxaeT pa3BMBaTbLCS NOHUMaHME NaTOPU3NONOTUN.

K Hanbonee 4YacTo noBpexgaeMbiM CyXOXUIUAM N CBA3KAM OTHOCATCS:
- HapgocTHoe cyxoxunue n AnnuHHas rofioBka ABYrnaBon MbiLULbl;

— MeguanbHbii 1 naTepanbHbIn pasrnbaTtenu NoKTs;

— Cyxoxunue HagKoneHHuka;

— AXMNNoBO CyXOXunue;

- 3apgHee 6onbLuebepLOBOE CyxXoXunme.

dakTopamu pucka pasBuUTUS TEHAMHOMNATUI N NOPAXXEHUI CBA3OK ABMSOTCA KakK
BHYTPEHHWE, TaK U BHELLHNE (DaKTOPbI, TaK1e Kak:
- [eperpy3ka (CNopTMBHbIE 3aHATUSA, OLUMOKM NporpaMMbl TPEHMPOBOK,
yCTanocTb);
— XonopgHble yCcnoBusi BO BPEMSI TPEHUPOBOK Ha OTKPbLITOM BO34YyXe;
- HekauyectBeHHasa 0byBb / HemcnpaBHoe 0b6opyLOBaHUE;
— JlekapcTBeHHble Npenaparbl:
o B yvacTHocTW, aHTUBNOTMKN (DTOPXMHONIOHOBOIO PSAA;
o bbIno cgenaHo npegnonoxeHue o CBA3M € nepoparnbHbIMU
KOHTpaLEenTUBaMn, MHbEKLMOHHLIMU KOPTMKOCTEPOMAAMM U CTaTUHAMM.

YacTble nepBuUYHbIE CUMMNTOMBI:

- bBonb B MecTe noBpexaeHust CyxoxXunms unm CBA3KW;

- Takxe MoryT HabntoaaTbCsl YTPEHHSSt CKOBAHHOCTb, MECTHas
60ONEe3HEeHHOCTb, MPUNYXIIOCTb U YMEHbLLEHNE 0bbema ABUKEHMI B CyCTaBe.

TepaneBTuyeckue noaxoabi:
-~ BbInonHeHne ursnyeckmx ynpaxHeHun,
- Y[papHo-BOSIHOBada Tepanus;
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- ®akTopsbl pocTa;

- Okeunp asoTa;

- CkneposupytoLiada Tepanus;
- [eHHasa Tepanus;

— TkaHeBasi UHXXeHepUs.

2.103.2 KpuTtepuu BKNOYEHUA/NCKITIOYEHUA

e Bknoyvatotcs:
- TepMuHbl ons 0603HaAYEHNSA HAPYLLEHUI CYXOXUINA N CBA3OK

- TepMmuHbl Anst 0603HaYeHMs TepaneBTUYECKUX NpoLeayp ANs NeYeHus
HapyLUEHWUA CO CTOPOHbI CYXOXWUIUIA N CBA30K

— TepMuHbI, OTHOCSALMECS K aHOMarbHbIM pesynbTaTtam UccrnegoBaHUm
HapyLeHU CO CTOPOHbI CYXOXUINN U CBA3OK

- Tele/IHbI Ans obo3HaveHus NPpn3HakoB N CUMIMTOMOB, XapaKTepHbIX AnA
HaprJeHMVI CO CTOPOHbI CyXO>KI/IJ'II/II7I N CBA30K

— TepMuHbI «HEVHMEKLMNOHHbIE, HETPaBMaTUYECKME HapyLLUEHNUs pacuminy n
«acumnTy» BKIOYEHbI B KAYECTBE LUMPOKUX TEPMUHOB, NOCKONbKY dhacums
NGO NPUMbIKAET K CYXOXUIMUSAIM U CyXOXUMbHBIM 06onovkam, nnbo
KOHTaKTUpyeT C HUMM.

e VcknwvarTcq:

— TepMuHbl ons 0603HaYEHNSA BPOXKAEHHbBIX TEHOMHONATUIA NN HAPYLLEHUA CO
CTOPOHbI CBSA30K

- TepMI/IHbI Ans obo3HaveHus rPbKEBbLIX COCTOSIHUN

- TepMuHbI Anst 0603HAYEHNA MHAEKLMOHHBIX TEHAVHONATUIA UM HAPYLLEHWI
CO CTOPOHbI CBA3OK

- TepMuHbI Anst 0603HaYeHns HecneunguYeckmx NpU3HaKkoB U CUMMTOMOB,
KOTOpble, NO BCcell BepoAaTHOCTU, ByayT co3gaBaTh Ype3MEPHbINA «LLUYM»

2.103.3 TlpumeyaHusi No BHeAPEHUIO U (UNTN) OXXNAAHUIO pe3yfbTaToOB 3arnpocoB

TeHOuHONamuu u riopaxkeHusi ces30k (SMQ) coaep>XUT TEPMUHbI Y3KOTO U LUMPOKOTo
nouckoB. [NogpobGHble NpuMmevaHnsa npuBeaeHbl B pasgene 1.5.2.1.
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2.103.4 Tepe4yeHb UCNoONbL3OBaHHOW Hay4YHOMW nuTepaTtypbl Ana TeHaMHONATUK U
nopaxeHusi cBa3ok (SMQ)

Riley, G. Tendinopathy — from basic science to treatment.
http://www.medscape.org/viewarticle/569113

Abate M, Silbernagel KG, Siljeholm C, Di lorio A, De Amicis D, Salini V, Werner
S, Paganelli R. Pathogenesis of tendinopathies: inflammation or degeneration?
Arthritis Res Ther 2009; 11(3): 235

Kaleagasioglu, F and Olcay, E. Fluoroquinolone-induced tendinopathy: etiology
and preventive measures. Tohoku J Exp Med 2012: 226: 251 — 258

Marie |, Delafenétre H, Massy N, Thuillez C, Noblet C, Network of the French
Pharmacovigilance Centers. Tendinous disorders attributed to statins: a study
on ninety-six spontaneous reports in the period 1990-2005 and review of the
literature. Arthritis Rheum. 2008 Mar 15;59(3):367 — 37
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2.104 TpombGodneduT (SMQ)
(pabo4as Bepcus, ceHTs16pb 2007 roga)

2.104.1 OnpepeneHue

e Tpombodnedbut — aTo BocnaneHue BeHbl (pnedur), ceBasaHHoE C
obpasoBaHnem TpomboB (TpomMB0O30M) (onpedenieHme 0OCHOBaHO Ha MHopmaLmm
13 MInncTpMpoBaHHOro MeanUnHCKoro cnoeaps [opnaHga).

2.104.2 KpuTtepuu BKNOYEHUA/NCKITIOYEHUA
e BknovaroTrcs:

- TepMuHbI, cBA3aHHbIE C oriebuToM / BOCcnaneHueM BeH
o C obpasosaHnem TpoMmba BKNHOYAOTCH B Y3KUIA MOUCK
o be3 obpasoBaHusa Tpomba BKMOYAKTCS B LUMPOKUIA NOUCK

- TepMuHbl onsa 0603HaYeHNA NPOPUNIAKTUKM
o C obpasoBaHnem TpoMba BKNHOYAOTCA B Y3KMUIA NOUCK
o bes obpasoBaHua Tpomba BKOYAKTCS B LUMPOKUIA NOUCK

- TepMmuHbI Anst 0603HaYeHns nabopaTopHbIX aHaNM30B C yka3aHNeM
pesynbTaTa aHanusa

o C obpasoBaHnem TpoMba BKNHOYAOTCA B Y3KMUIA MNOUCK
o be3 obpasoBaHusa Tpomba BKMOYAKTCS B LUMPOKUIA NOUCK
e lcknovatoTca:

- TepMuHbI Anst 0603HaYeHns hbakTopoB pucka (Harnpumep, HacneacTBeHHbIe,
NH(EKLUMNOHHBIE UNN ayTOUMMYHHbIE MPUYMHBI)

- TepmuHbl Ana o6o3HaveHns nabopaTopHbIX aHanu3oB 6e3 ykaszaHus
pes3ynbTaTa aHanu3a
(m. e. TepmuH anga o6o3HayveHna aHanmsa 6e3 kBanudukaTtopa unm
pesynbTaTbl aHanuM3a «B HOpMe»)

- PT Nemoppou scneactaune Ype3amMepHOro «Lwyma»

MPUMEYAHUE. YT06bI NONY4YnTH BCE COOTBETCTBYIOLINE TEPMUHBLI AN1s1 0603HAYEHNS
Tpombocpnebuta, BO3MOXHO, NoTpebyeTca 06beanHnTb 3ToT SMQ ¢ Smbonuu u
mpom603b! (SMQ).

2.104.3 TlpumeyaHusi NO BHEAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Tpombogpriebum (SMQ) cooep>XuT TEPMUHBI Y3KOroO U LUMPOKOro nouckos. NMoapobHble
npumMeYaHus npmeeaeHol B pasgene 1.5.2.1.
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2.104.4 Tepe4yeHb UCNONIb3OBAaHHOW Hay4YHOU nuTepaTtypbl ansa Tpomb6ogsiebum

(SMQ)

e Dorland's lllustrated Medical Dictionary. William Alexander Newman Dorland.
30th Edition, June 2003, Saunders, an Elsevier imprint.
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2.105.1

2.105 OucdcdyHKuma wutToBuaHoOmM xenesbl (SMQ)
(paboyas Bepcus, mapt 2009 roga)

OnpepeneHue

o [NChYHKUMSA LLMTOBUOHOM Xernesbl MOXeT NPosiBNATLCA B BUAE rvno- unm
rMnepakTMBHON PYHKLMM LLIUTOBUAHOW Xenesbl.
e [MNOTUPEO03 — 3TO AePULNT FOPMOHOB LLIUTOBUOHOW XKenesbl.

[MepBMYHLIN TMNOTMPEO3 BO3HMKAET BCNeacTBne 3aboneBaHns LWNTOBUOHON
Xenesbl; ypoBeHb TTIT yBenuumsaeTcs.

o Haunbonee yactas npuymHa — ayTOMMMYHHas!.

o [OpyrMmu YacTbiMU NPUYMHAMKM SBRSAKOTCS COCTOSIHUS NMOCNe Tepanuu, B
4aCTHOCTHU, MNocrne Tepanuu ¢ NPUMEHEHNEM paaMoaKTUBHOIO Moaa,
XVPYPrMYecKoro BMeLLaTenbCTBa, Ny4eBoin Tepanmm Unm nuMTneBom
Tepanuu.

BTOpW—IHbIIZ r’mnoTnpeos3 BO3HMKaeT Toraa, korga:

o [vnotanamyc BbipabaTbiBaeT HEOOCTAaTOYHOE KONMYECTBO TUPEOTPOMNUH-
punusnHr-ropmoHa (TPIT), unn korga runodu3s BoipabaTtbiBaeT
HepgocTaToyHoe konunyecTtso TTT.

I'IpM3Ha|<|/1 N CUMNTOMbI TMNOTUPEO03a BKITHOYaloT:

o HenepeHocumocTb xonoaa, 3anop, U3MeHeHNs NIMYHOCTU, AeMEHLNIO U
pa3BepHYTbIN NCUXO3;

o Xpunnbli rONoc, OTEYHOCTb NNLA, rPybble BONOCHI U KOXY, 3a4epPXKKY
XUAOKOCTU, CHUXKEHME MeTabonuama, napectesnmn, CHKeHne nnbuao,
HapyLUeHNs MeHCTpyarnbHOro umkna, 6pagukapamio, BbInoT B NONOCTb
nepukapaa.

e [MNepTMpeos — 31O Ype3mepHas BbipaboTka NOANPOBAHHbBIX FTOPMOHOB
wmToBnAHOM Xxenesbl: T3 n T4.

BonesHb NpenBca (anysHbIn TOKCMYecknii 306) sBAsSieTCA caMon YacTom
NPUYNHON

o XapakTepusyeTcs HanvMuvMem runepTupeosa, 3o06a, aksodTansma,
npeTnbranbHoOn MUKCeaeMbI.

BocnanutenbHoe 3aboneBaHune WUTOBUAHOM Xenesbl (TMPeoUAanT) BKIToYaeT
NogOCTPbIN rpaHyrnemMaTo3HbI TUpeonauT, TupeonaunT XawmmoTo v
naTeHTHbIN NMMdOUUTAPHbBIN TUPEONanT

JlekapCTBEHHbIV rMNePTUPEO3 MOXET ObITb BbI3BaH NIUTUEM UNN
UHTepgepoHoM-anbga.

anISHaKM N CUMNTOMbI TMNepTnpeo3a BKIMKYakoT:
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o [MnepakTMBHOCTbL, NOBbLILLEHHOE NOTOOTAENEHNE, NOBbLILLIEHHbIA anneTuT,
noTepto Beca, 6eccoHHuULy, cnabocTb, YacTylo gedekauunto,
r’MNOMEHOPEID, TPEMOP; TaxmMKapanio n dudpunnaumo npeacepann

o [lpu3Haku co CTOPOHbLI OpraHa 3peHus BKMYaloT B cebs rnasa HaBblkaTe
n peTpakumio Beka. MHdpunbTpatBHas odtansmonaTus cneunguyHa ans
6onesHu Npensca.

o TMPEeOTOKCUYECKNI KPU3 — XKUIHEYrpoXKatoLLee 3KCTPEHHOE COCTOSHNE; Y
naumeHToB MOryT NPOSBNATLCA NUxopagka, Nncuxos, Koma, cepaeyHo-
COCyaMUCTbIN Konnarnc.

2.105.2 KpuTepuu BKNOYEHUA/NCKIIOYEeHUNA
e Bknovarorcs:
— TepMuHbI, OTHOCSLMECH K TMNOTUPEO3Y U TNepTUpPeosy
- TepMuHbl gns 0603HavYeHnsa onpeneneHHbIX NPU3Hakos U CUMNTOMOB

— TepMuHbI Ana 0603Ha4YEeHMA nccnegoBaHN LLMTOBUAHOM XXenesbl, B TOM
yucne PT, cogepxawume ppasy «OTKINOHEHME OT HOPMbI»

— TepMuHBbI, CBA3aHHbIE C WMTOBMAHON xene3on, B SOC JlabopamopHsie u
UHCMpYMeHmMaribHble 0aHHbIE BKIKOYAKTCS B LUMPOKUIA MOUCK 060MX
cyb3anpocoB SMQ, NOCKOSbKY 3TN TEPMUHBI HE yKa3bIBalOT crneumgunyeckn
Ha rMnNepTMpeons Unn rmnoTMpeos

e lckniovatoTcs:

- TepmuHbI ANA 0603HaYeHUs HecneundUIYecknx NPU3HaKkoB U CUMMNTOMOB,
HanpuMep, HepBO3HOCTb, cepauebreHne n 3anop

- TepMuHbl, cogepxalime ppasy «B HOpMeE»
— TepmuHbl ons 0603Ha4YEHNA HEOHaTanbHbIX 6onesHen
- PT, ykasbiBalowme Ha yHacnegoBaHHOE HapyLleHue

— TepmuHbl onss 0603HAYEHNSA ONyXONnen Unn 3noKaveCTBEHHbIX
HOBOOOPAa30BaHMI LLMTOBUOHON Xenesbl
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2.105.3 Wepapxuyeckasi CTpykTypa

OHcyHELMA WHTOBWAHOR
#eEneas (SMO)

(20000159)
|
I ]
MMnepTUpe0s runoTupens
(SMa) (SMQ)
{200001&1) (20000180)

PucyHok 2-24. Uepapxu4yeckasa cTpykTypa JucyHkyuss wuyumoeuodHOl xkesne3bl

(SMQ)

2.105.4 TpumeyaHusi NOo BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

HucpyHkyus wumosudHou xenesbl (SMQ) npegcrasnset cobon nepapxmyecknin SMQ
C TEPMUHAMM Y3KOro W LUMPOKOrO MOUCKOB. 3a UCKITHYEHMEM nepapxmn4eckom
CTPYKTYpbl, BHegpeHune atoro SMQ Takoe Xe, kak y Hemepapxmyeckux SMQ c
TepMMHaMN y3KOro 1 LLIMPOKOro nouckos (cm. pasgen 1.5.2.1). SMQ BbicLLEro ypoBHs
MOXET UCMonb30oBaTbCs NyTeM 00beaAnHEHN TeEPMUHOB N3 SMQ HM3LLErO YPOBHS.

2.105.5 TlepevyeHb ucnosnb3oBaHHOW Hay4yHoW nutepatypbl ana fucgyHkyusi
wumoeuodHol xene3bl (SMQ)

e Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907

e The Merck Manual accessed online as
http://www.merck.com/mmpe/secl19/ch282/ch282c.html

e Harrisons Principles of Internal Medicine, Mc Graw Hill accessed online as
http://accessmedicine.com/public/about_am.aspx

e http://www.dorlands.com/def.jsp?id=100051347

e http://www.merck.com/mmpe/secl2/ch152/ch152e.html#secl2-ch152-ch152e-
239
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2.106 MonumopdHasn xenyanovykoBasa napokcusMaribHas Taxmkapausa unm
yAnuHeHue uHtepBana QT (SMQ)

(pabouas Bepcusa, aekabpb 2004 roga)

2.106.1 OnpepeneHue

MonnmopdHas xenygoykoBas NnapokcnamarnbHas Taxmkapams (kenyaovkoBas
Taxukapgus Tuna «nmpyat», Torsade de pointes [TdP]) npeacraBnseT cobomn
dopmy BbICTPOW XKeNyao4YKOBOM Taxmkapamm, OCHOBHAs NpuYMHa KOTOpPOW, Mo-
BMAMMOMY, CBSI3aHa C 3a€PXXKOW Penonspm3aumnmn Xenygo4ykos, B OCHOBHOM, B
pesynbTaTe 6nokagbl Kanmeson NPOBOAUMOCTH.

PesynbTtatbl anektpokapanorpammel (OKIM): TdP cessaHa ¢ noniumopdHbIMU
komnnekcamm QRS vnn oHW MOryT npeawecTBoBaThb €r. Y 3TUX KOMMIEKCOB
MEHSOTCA aMNnNuTyaa n gnvHa uukna, anvHa nitepsana QT vnm
CKOppeKTUpoBaHHOro nHtepsana QT, BblpaxeHHble 3ybubl U, anbTepHaums
3ybua T nnm aHomanbHble abeppauun 3ybua T, a Takke nocnegoBaTenbHOCTb
LMKNOB «ASIMHHBbIN—KOPOTKUNY.

Mpu3HaKkM N cMMNTOMbI: APUTMUS MOXKET paspeLlaTbCsi COHTAHHO, HO
npnobpeTeHHble POPMbI HaCcTO PELUMANBUPYIOT 40 YCTPaHEHUS OCHOBHOM
MPUYMHBI 1 MOTYT NPOrpeccMpoBaThb A0 MOPMNNALNN Kenyao4vKoB.
KnuHu4yeckne npossneHnsa Bo BpeMs NPOAOSKUTENbHbBIX 3NM3040B MOryT
BKMOYaTb 3Nn304bl cepauebuneHmns, ronoBOKpPYXEHNS, CUHKOMNE U1, pexe,
BHe3arnHom cmepTtu. TeM He MeHee, NaumeHTbl YacTo He NOA03PEBAIOT O
cepauebnerHnn.

2.106.2 KpuTtepuu BKNOYEHUA/NCKITIOYEHUA

BkntovatoTca:

- Y3kast obnactb NpMMEHeHUs: guarHo3sbl 1 pesynbTaTthl NabopaTopHbIX
aHann3oB, KOTOpble ABNATCS YHUKaNbHbIMU U HENOCPEACTBEHHO
NPUBOAAT K NOAMMOPMHOM Xenyao4KOBOW NapOKCU3ManbHOW Taxukapanu
unu yonuHenuto nHtepsana QT.

- Lupokas obnacTtb NpMMEHEHUS: NPU3HAKN, CUMNTOMBbI, ANarHO3bl U
pes3ynbTaTbl aHaNMM30B, KOTOPble TECHO CBA3aHbI C NOSIMMOPGHON
Xenyao4koBOW NapoKCuU3MarbHOW Taxukapanen nnu yanuHeHnem nHtepsana
QT. 3TK TepMUHLI MOTYT BbISIBUTL (MOTEHUWANBHO PeneBaHTHbIE)
NonoXuTenbHble Cryyau.

— UYtobbl caenaTb 3TOT NOMCK AOCTATOYHO YyBCTBUTENBbHbLIM, TUMbI
naeHTudunumpoBaHHbix PT Bkntovanu koHuenuun TdP, yonuHeHna
nHTepsana QT / ckoppekTupoBaHHoro nHtepeana QT, xenyao4koBon
apuTMum / pubpunnnaumm xenynoykoB / TpeneTaHus Xenyno4kos /
KEenyao4ykoBOW Taxmkapamm, OTKIOHEHU oT HopMbl U- nnu T-BONH, cCMHKoNe
N BHE3arnHoOn cMepTu.
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- PT XKenydoukoeass maxukapOus BKIOMAETCS B Y3KUA MOUCK ANA NOMy4YeH s
LLT lNMonumopcgpHas xerydoukoeasi maxuxkapous.

e VcknwvarTcq:

- WcknovatloTca HecepbesHble ABNEHNS, a Takke obLmne NnpusHaku, CUMNTOMbI
n pesynbtatbl IKI (Takne kak cepauedbneHne n rorioBoKpYXeHne).

2.106.3 TlpumeyaHusi NOo BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

lNonumopgpHasi xxenydoykoeasi napoKcuamarbHas maxukapous unu yoruHeHue
uHmepesana QT (SMQ) cooep>XXUT TEPMUHbI Y3KOTO U LUMPOKOro nomckoB. MoapobHble
npumMmedaHus npmseeneHol B pasgene 1.5.2.1.

2.106.4 TlepeyvyeHb ucnosnb3oBaHHOU Hay4dyHoOW nutepaTtypbl ans lNonumopdgpHas
)Xesly0o4YyKkoeasi napoKcu3masibHasi maxukapousi unu yoOnuHeHue uHmepeana QT

(SMQ)

e Zipes DP. Specific arrhythmias: diagnosis and treatment. Heart Disease: A
Textbook of Cardiovascular Medicine (5" Ed). Braunwald E (Ed). WB Saunders:
Philadelphia, 1997, pg. 640-704.

e Marriott HIL and Conover MB. Polymorphic ventricular tachycardia. Advanced
Concepts in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310.

e Definitions and basic requirements for the use of terms for reporting adverse
drug reactions (XI): cardiovascular system disorders. Pharmacoepidemiology
and Drug Safety 1998; 7:351-357.

¢ Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999.

e Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison’s Principles
of Internal Medicine (15" Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds).
McGraw-Hill: New York, 2001, pg. 1292-1309.

e Bauman JL and Schoen MD. Arrhythmias. Pharmacotherapy: A
Pathophysiologic Approach (5" Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002, pg. 273-303.
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2.107 TyOGynouHTepcTuumanbHbie 6onesHn (SMQ)
(paboyas Bepcus, ceHTs16pb 2014 roga)

2.107.1 OnpepeneHue

TybynonHTepcTMumansHble 6onesHn noYek npeacTaBnaoT cobon rpynny
3aboneBaHUn NoYek, NnopaxkaroLime UCKNIOYUTENBHO NHTEPCTULNATIBHYIO
TKaHb 1 KaHanbLibl, KOTOPbIE Pa3BMBAIOTCS B pe3yrbTaTe NepBUYHOIrO
NOBpEXAEHNS UM BOCMANEHWs!, U KOTOPbIE NPOrPECCUPYIOT OO CHMKEHMUS
dyHKUMM noyek. [MomMepynbl MOryT NOpaXXaTbCs TONbKO HA MO3OHUX CTaausAX
6onesHu nnu BoobLLe He NopaxaTbCs.

[Ba knacca Ty6ynouHTepcTULManbHon 6onesHu:

- OcTtpag TyoynovHTepcTuumansbHag 601e3Hb:

©)
@)

@)
©)

o

Pa3BnBaeTCa OT HECKONbKMX AHEWN 40 HECKONBbKMUX MECALEB;
XapaktepusyeTtca BocnanutenbHbIM MHPUABTPATOM U OTEKOM, KOTOpbIe
nopaxarT MHTEPCTULMANbHYIO TKaHb NOYeKk;

MpnBOAUT K OCTPOM NOYEYHON HEAOCTATOYHOCTMU;

B Tspkenbix cnyvyasax MoXeT NpuBOANTL K XPOHNUYECKOW NOYEYHOM
HeJOCTaTOYHOCTU U (M) HeoBpaTUMOMY MOPAXKEHUIO MOYEK;
OCHOBHbIE 3TMONOrMK: MHAEKLNN; NEKAPCTBEHHbIE NpenapaTbl.

- XpoHu4yeckag TyoynouHTepcTuumansHagd 6onesHb:

©)
@)

MoXeT NoCTeNeHHOo pa3BMBaTLCSA Ha NPOTSXKEHUM MHOTUX NeT;

BkntovaeT nHTepcTMumanbHbii MHUNbTpaT, prnbpos, atpoduto
KaHanbLeB U OUCKYHKUMIO, a TakkKe, B KOHEYHOM cyeTe, HapyLueHue
PYHKLNN NOYEK,;

WHTepcTuumanbHoe BocnaneHue n pybuesaHne novyeyHom napeHxmmbl
CBSA3aHO C rpydbiMy N3MEHEHMSIMU, BKITHOHYAA CHUKEHNE BbICOTbI COCOYKOB
N BblpaXXeHHY0 Aedopmaumio NoYeYHbIX NTOXaHOoK; BbIABNAETCSA Npu
BU3yanusauuu;

CucteMHble NpUYMHBI, HANPUMEP reHETUYECKNE HapYyLLEHWS,
rMNepTeH3nsl, TOKCUHbI U T. ., XapakTepHO CUMMETPUYHOE ABYCTOPOHHEE
nopaxeHue;

Apyrue npnymHbl XpoHUYeCKon 60Ne3HN MOryT NPUBECTM K
HepaBHOMEpPHOMY pyOLIeBaHMIO NOYEK M MOTYT NopaxaTb OgHYy unu obe
MOYKM;

OCHOBHbIE 3TMONOMMKU BKIKOYAKT: TOKCUHbI; NIeKapCTBEHHbIE NpenaparThl;
ayTOMMMYHHbIE, reHeTUYECKME N HeoNNnacTUYeCcKNe HapyLLeHns;
OOCTPYKTMBHYIO yponaTuio.

2.107.2 KpuTtepuun BKIOYEHUA/NCKNIOYEHUS

BkntovatoTcs:
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— TepMUHbI, OTHOCALLMECS K ONpeaeneHunto unm obosHavaroLme
TyOynonaTtum, TECHO CBSI3aHHbIE C TYOYNONHTEPCTMLMANBbHBIMM
bonesHamu

- Hedponatnmn n HapyLieHnsi CO CTOPOHbI MOYEK, BO3HUKaKLWMe B
pesynbTaTe HapyLeHUs KaHanbLeBon YHKLUUN U1 NOBPEXOEHMS
TyOynonHTepcTMumanbHon 06racT NOYKm

— OTKNOHEHUs OT HOPMbI Pe3yrnbTaToOB aHanM3a Mo4Yu U aHoManmm B MoYe,
TECHO CBSi3aHHble C AMCAYHKLUMEN NOYEYHbIX KaHanbLEeB

- HapymeHMﬂ KMCIMOTHO-LENOYHOIro COCTOSAHUSA U COCTOSIHUW, CBSI3AHHbIX C
©anaHcom ANIEKTPOJINTOB U XKNOKOCTKU, a TaKXKe na6opaToprle n
MHCTPYMEHTAallbHbl€ JaHHbl€, KOTOPbIE ABNAKTCA nocrnegcrenaMmn
,D,I/IC(*)yHKLl,I/II/I Nno4ye4yHbIX KaHallbLeB

- OTunonornyeckne TEPMUHbI, HacTo NPUBOASLLME K
Ty6ynonHTepcTnynanbHbIM 60n1e3Hsam

e VcknwvarTcq:

— TepMuHbl Ans 0603HaYeHNss BPOXKAEHHbIX 3aboneBaHnin, 3a UCKIIOYEHNEM
PT AmuHoauudypusi

- Hecneuundunyeckme HapyLLEHNS CO CTOPOHbI MOYEK, MPU3HAKN N CUMMTOMbI
nNaToniorMm MOYEBbLIBOAALLNX NYTEN UM NabopaTopHbIE U
WHCTPYMEHTarsbHble JaHHbIE MOYM, KOTOPbIE MOTYT ObITb HEraTUBHLIMU
nocneacTemMsiMmn TyGynonHTepcTmumanbHon 60nesHn, HO He XapaKkTepbl
ANs Hee, 1 MOryT NOSABASATBLCA NPU MHOIMX ApYyrnx doopMax NoYeYHON U
HenoYyeYyHom UCAYHKUMIA, MOTOMY YTO OHU, MO BCEWN BUOMMOCTH, JatOT
3HAYUTENbHbIA «LLIYM»

- HekoTopble nepBoHaYyanbHO paccMaTpuBaemMble BU3yann3aumoHHbIE U
rMMCTONOrnM4Yeckne nccrnegoBaHns, MHOrAa CBA3aHHbIE C
Ty6ynonHTepcTMymanbHbiMn 60ne3HaMM, Oblniv B KOHEYHOM UTOre
NCKMOYEHbI BCNEACTBNE OTCYTCTBUSA CNELNPUIHOCTIU; OAHAKO 3TO He
NCKITo4aeT BO3MOXHOCTM JobaBneHns B OyayLiem HOBbIX, 6onee
cneumuyeckmx KoHLEeNUMn 3TUX BUAOB UCCeLoBaHNN

- [pyrve Heno4veyHble HapyLLIeHNd, NMPU3HaKN, CUMNTOMbI U
nabopaTtopHble N UHCTPYMEHTarbHble AaHHbIE, KOTOPbIE MOTYT ObITb
HeraTMBHbIMM NOCNEACTBUAMM TyBynonHTepcTuynansHom 6onesHn, Ho He
XxapakTepbl 4n5 Hee, a Takke, No BCcen BEPOSATHOCTU, MOTyT AaBaTb
3HaAYUTESbHBIN «LUYM»
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- JTnonorusa pa3suTtusa TyGynonHTepcTMLmnanbHoOn 6onesHn, Kotopas, Kak
npaBuIo, He CBsA3aHa C NPUMEHEHNEM NEKAPCTBEHHLIX NpenapaToB

— Bce dopmbl MouekaMeHHbIX GonesHemn

— TepMuHbI Anst 0603HaYeHns NabopaTopHbIX U UHCTPYMEHTambHbIX
AaHHbIX 6e3 KkBanMgrKkaTopos

NMPUMEYAHUE. Tskenble doopmbl OCTPOro Ty6ynonHTepcTmumnanbHoro Hedputa
MOryT MPMBECTM K OCTPOM MOYEeYHOW HegocTaTouHOCTWU. Mo 3TOM npuynHe B
HEKOTOPbIX Clyyasax MOryT MNpeAcTaBnATb MHTEpPEeC MOMCKM, CoYeTarlne Kak
TybynouHmepcmuuyuarneHble 6one3Hu (SMQ), Tak n Ocmpasi rnodyeyHasi
HedocmamoyHocmb (SMQ).

2.107.3 TlpumeyaHuss NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yfbTaToOB 3anpocoB

TybynouHmepcmuuyuarnbHble 605e3HU (SMQ) cooepXUT TepMUHbI Y3KOro W
LWnpokoro nounckos. MNogpobHble NpumeyaHus npueeneHbl B pasgene 1.5.2.1.

2.107.4 TepeyveHb MCNOJNIb30BaHHOMN Hay4HoOM nuTteparypbl ans
Ty6ynouHmepcmuyuasnbHbie 6os1e3HU (SMQ)

Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial
Diseases of the Kidney

Merck Manual for Health Care Professionals: Tubulointerstitial Diseases

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37.
Chronic Tubulointerstitial Nephritis

Coltran RS, Rennke H, and Kumar V.. Robbins Basic Pathology. 7" ed.
Philadelphia: Saunders, 2003. Chapter 14:526-527.
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2.108 Cungpom nuauca onyxonu (SMQ)
(paboyas Bepcus, ceHTs16pb 2013 roga)

2.108.1 OnpepeneHue

Cungpom nuaunca onyxonu (CJ10): Bbi3biBaeTCsa BbICBOOOXAEHNEM COAEPKNUMOIO

OMyXOneBbIX KNEeTok NMBo B pesynbTaTe CNOHTaHHOrO Nn3nca KneTok, Nnbo B
OTBET Ha Tepanuio.
XapakTepHble NposiBMeHuns:

M'Mnepypukemuns;
MMnepkannemus;
MNnepdocgatemus;
'MnokanbunemMus.

MoxeT npmnBOoANTb K HErATUBHbLIM MOCI1IEACTBUAM!

Novye4yHon HegOCTaTOYHOCTU;

CepaeyvHon aputMmu;

CyaopOoXHbIM Npunagkam;

CmepTun (BCcnencTeme NOMOpraHHoOM HeA0CTaTOYHOCTN).

MornbatoLme KNeTkM Takke BbICBOOOXAAT LUTOKMHbI, KOTOPbIE MOFYT
Bbl3blBaTb CUHAPOM CUCTEMHOW BOCMANUTENbHON peakummn 1 NonmnopraHHyo
HEe4OCTaTOYHOCTb.

Yale Bcero BO3HUKAET Yy NaUMEHTOB C HEXOKKMHCKOMN NUMEPOMOK BbICOKOM
CTEMNEHN 3MTI0KAYECTBEHHOCTU N OCTPbLIM JIEMKO30M.

- Takxke moxeTt pa3BmnBaTbCA NMpu Apyrux onyxonsx.

MaumeHTbl, HaxoasLwmeca B rpynne HanbonbLlero pucka, MMeKT cneaywwine
conyTcTByrOLWne COCTOAHNA:

— XPOHMYECKYH NOYEYHYH HE4OCTAaTOYHOCTb;
- Onuryputo;

— OO06es3BoXxuBaHue;

- [wunoTeHsuio;

- Mouy kuncnon peakuun.

INe4yeHne HanpaBneHO Ha KynMpoBaHUE OCNOXHEHMIN CO CTOPOHbI 0bMeHa
BELLECTB M NOYEK NOCPEACTBOM NOAAEPKMBAIOLLIEN Tepanuu.
Paanunuune mexay «nabopatopHbiM» CJ1O u «knuHnyecknm» CI10:

- [nsa «nabopatopHoro» CJ1O TpebyeTcs aBa nnu 6onee HUXenepevmcrieHHbIX

OTKITOHEHUI B TeveHue 3 aHeWn nepea v 0o 7 AHEeN nocne Havana Tepanuu:
MMnepypukemuns;

MMnepkanunemus;

'Mnepdocgaremus;

(@]
o]
(@]
o ['vinokanbuymnemus.
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- «KnuHnyecknin» CJ10 Bo3HMKaeT, Korga 6bin ycTaHOBMEH «1labopaTopHbIN»
CNO, a Takke conpoBoXxgaeTcs:
o YBenuM4YeHneM ypoBHS KpeaTUHUHA;
CyaopoXXHbIMY Npynagkamu;
HapylweHuamum putma cepgua unm
CwmepThblo.

o O O

Mo4veyHoe nopaxeHue ABlaeTcAa BaXXHbIM aCrekToM HapyLUeHUA;

- BosHukaer, korga d)OCd)aT Kanbuuna, KCAHTUH 1 MO4YeBaA KUCIOTa
ocaXxgarTCd B NOYEYHbIX KaHarnbLUaX, Bbl3biBadA O6CprKLI,VII'O M BOCnarieHue.

2.108.2 KpuTtepuun BKNOYEHUA/NCKITIOYEHUA

BkntovatoTes:

- «[wnarHoctnyecknn» TepMnH gnsa ob6osHaveHna CJ10

— TepmuHbl Ana o603Ha4YeHnsa MeTabonnyeckmx COCTOSIHUIA, KOTOpbIEe
asnsTca npoasneHuammn CJ10

-~ TepmuHbl Ana o603HavYeHMsa pe3ynbTaToB UCCNeAoBaHUIM, KOTopble
npeacraensaoT metabonuyeckme nposisneHnsa CJ10

— TepmuHbl Ana 0603HavYeHnsa noveyHblx nposierieHnn CJ10, NoCKonNbKy OHM
TECHO CBSI3aHbl C ApYrMMN MeTabonmyeckumMm NPosiBNEHNSIMN N OYEHb
XapakTepHbl A4ns cMHapoMa

- TepMmuHbI Ana o603HavYeHMsa pe3ynbTaToB UCCeA0BaHUN, COOTBETCTBYHOLLNX
noveyHbIM nposasneHuam CJ10

NcknrovaroTtes:

— TepMmuHbI Ans 0603Ha4YEHMSI OCHOBHOWM 3TMOMOMMM U OaKTopOB,
cnocobeTByrowmx passutuio CINO

- TepMmuHbI Ans 0603HAYEHUSA KHETATUBHbIX» KITMHUYECKNX 3 dEKTOB
meTabonuyeckux npossneHu CI1O, Hanpumep, CyaOopOXHbIE NPUCTYMbI
apuTMms

2.108.3 Anroputm
CuHdpom nusuca oryxosnu (SMQ) cocTouT ms:

Y3koro noucka (kateropusi A nnu yskast obnactb NnpMMeHeHus ), coaepKaLlero
cneumdgudeckmne PT, KOTOpble ONUCLIBAOT CUHAPOM fn3nca OMyXOosw.

LLIMpOKMIA NOUCK COAEPXKUT AOMNOMHUTENbHbIE TEPMUHBI (LUMPOKON oBnactu
NPUMEHeHUs!), KoTopble [06aBMAOTCA K TEM, KOTOPbIE BKITHOYEHbI B Y3KUIA NOUCK.
TepMUHbI LLIMPOKOWN 06nacTn NPUMEHEHNs NoApPa3aensoTCsa Ha ABe KaTeropum:

- KaTteropus B: Peaynbtatbl nabopaTopHbIX UccnegoBaHum
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- Kareropusa C: Pe3ynbTaTtbl, CBA3aHHbIE C HAPYLLUEHHON (DYHKLMEN NOYEK UK
3abonesaHnem noyek

N3Bnekaemble cnyyau ang ganbHenwero paccmoTpeHus yayT BknoyaTb B cebs
nobble cnyyaun, B KOTOPbIX COOBLaeTCa NO MeHbLUEN Mepe oauH M3 PT, ykazaHHbIX
Ang kateropun A (TepMuHbl Y3Ko 06nacTtv npuMmeHeHus ), unu niobon cnyyan, B
KOTOPOM COOBLLaeTCA O COMETAHMM MO MeHbLUEN Mepe oaHoro PT n3 kaxxagonm n3a
AByx rpynn PT, yka3aHHbIX Kak kaTteropum B n C TepMrHOB Lunpokon obnactu
npumeHeHna. A unm (B n C).

2.108.4 TpumeyaHusi NO BHeAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Hapsgy ¢ y3kum n wnpokmm nonckamm CuHdpom nusuca onyxonu (SMQ)
npeacrtasnsaet cobon anroputmmyecknin SMQ. Anroputm npeactaBnseT cobom
KOMOMHAaLMIO TEPMUHOB LLUMPOKOro MOMCKA Cpean pasnuyHbiX kKaTteropun ans
AarnbHeNLWero COBEPLLIEHCTBOBAHUSA MAEHTUMKaLnmM NnpeacTaBnsaoWwmnx MHTeEpec
cny4yaeB. ANroputm MoxeT ObiTb peann3oBaH Nocne U3BNeYeHns cnyyaes, Kak
OTMEYEHO HUXE:!

e CHavana n3BrnekuTe COOTBETCTBYIOLIME Ccnyyau, npumeHnes SMQ B kayecTBe
y3koro/wmpokoro SMQ (cm. pasgen 1.5.2.1).

e [locne n3BneyeHus nporpaMMmHoe obecneyeHne NPUMEHsIET anropuTMUYECKYHO
KOMBMHaLMIO ANS CKPUHUMPOBaHUA U3BMNEYeHHbIX cnyyaes. [Ona HebonbLumx
HabopOB AaHHbLIX U3BIIEYEHHbBIX CITy4aeB anropnutmM MOXeT NPUMEHATLCA Npu
aHanuse crny4aes BPYYHY0. ANropuTMm B OTHOLWeEHUn CuHOpoMm nu3suca onyxonu
(SMQ) — A unu (B n C). BbiBog OaHHbIX COCTaBASAOT cryyau,
OTPUNBLTPOBAHHbLIE MO arropuTMy.

2.108.5 Tepe4yeHb MCnonbL30BaHHOM Hay4YHOMU NuTepaTypbl ansa CuHOpom nu3uca
onyxonu (SMQ)

e Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J
Med 2011; 364:19, 1844 — 54

e Krishnan, K, Jaishankar, D and Ikeda, A. Tumor lysis syndrome. eMedicine
(October 2012) http://emedicine.medscape.com/article/282171-overview
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2.109 HoBooGpa3oBaHMA MaTku 1 channonueBbIX TPYyO, 3N10Ka4YeCTBEHHbIE U
HeyTO4YHeHHble (SMQ)

(pabouyas Bepcus, ceHTs16pb 2008 roga)

2.109.1 OnpepeneHue

e CocTtaBneH 4n4 BbISIBIIEHUSI BCEX 3MT0KAYE€CTBEHHbIX N HEYTOYHEHHbIX OMyXOnen
MaTku n cbannonmeBon Tpyobl.

e OxBaTblBaeT BCe 3M10Ka4YeCTBEHHbIE U HEYTOYHEHHbIE HOBOOOpPa3oBaHNA MaTKn U
hannonueson Tpybbl, N, KpOME TOro:

— CocTosiHUS, cBA3aHHbIE CO 31TOKAaYeCTBEHHOM onyxoJiblo

- TepaneBqueCKme n anarHoctnyeckme npoueaypbl, CBA3aHHbIE CO
3J10Ka4eCTBEHHbIM HOBOOGpa3OBaHI/IeM

- [MpepnpakoBble cOCTOAHUSA

2.109.2 KpuTtepuun BKNOYEHUA/NCKITIOYEHUA
e Bknovarorcs:

- TepMuHbI AnNs 0603HAYEHUS 3NTOKAYECTBEHHBLIX UMM HEYTOYHEHHBIX
HOBOOOpAa30BaHWUI C YETKUM yKa3aHWeM Ha maTky 1 channonuey Tpyoy.

- Tele/IHbI Ans 0603Ha4YEeHNS COCTOAHUIN, CBA3AHHbIX CO 31TOKA4Y€CTBEHHbLIMU
UM HEYTOYHEHHbIMU HOBOO6pa3OBaHMFIMI/I MaTKN n (baJ'IJ'IOI'II/IeBOIZ pr6b|, B
TOM Yucne:

o [poueaypsl

o JlabBopaTopHble 1 MHCTPYMEHTanbHbIE AaHHbIE

o Mapkepbl onyxonu

o [lpusHakn n cMMNTOMBI, yKasblBaloLne Ha Takyto NaTonoruno
e VcknwovaroTcs:

— TepmMuHbI Ans 0603HaYEHMS 31I0KA4YECTBEHHbIX UMY HEYTOYHEHHbIX
HoBOOGpa3oBaHMi 6e3 YETKOro ykasaHusa Ha MaTky u dannonmesy Tpyoby.

- TepMI/IHbI anA obo3HaveHus TepaneBTUYeCKNX n AnarHoCtnu4eCkux rpoueayp,
CBA3aHHbIX CO 3JTOKA4Y€CTBEHHbLIM HOBOO6pa3OBaHVIeM HeyTOLIHeHHOf/'I
JlIoKanum3auunmn, a Takke MmapkepoB Ornyxosu

— TepMuHbI, CBA3aHHbIE C NMaueHTon

— TepmuHbl Ana o603Ha4YeHMa MeTacTasoB B MaTKy U dhannonuesy Tpyoy, B
ToM uncne PT Memacma3sbi 8 pernpodykmueHbili op2aH
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- TepmuHbl Ana o603HaevHMa onepauuin Ha maTke 1 Ha cbannonueson Tpyoe,
KOTOpble He ABMSATCHA TepaneBTUYeCKMMU npoLeaypamu, 3aBUCALLNMN OT
CTeneHn 3noKaveCTBEHHOCTN.

NMPUMEYAHUE. Ona noncka HecneumMdunyeckmx COCToOSHUIN, CBSA3aHHbIX CO
3110Ka4eCTBEHHOM OMNYXOSblo, a TaKkKe TepaneBTUYECKNX U OMarHoOCTUYECKUX npoueayp,
CBSA3aHHbIX CO 3510Ka4eCTBEHHbIM HOBOOOpa3oBaHUEM, peKoOMeHAYeTCA NCNOMNb30BaTb
cooTBeTCcTBYHOLWMNN cyb3anpoc SMQ HUXKHEro ypoBHS 3/10ka4ecmeeHHbIe
Hosoobpa3oeaHusi (SMQ).

2.109.3 Wepapxuyeckasi CTpykTypa

HoeoobpazoeaHua mateM W
dannonueeslx Tpyo,
3N0KAYECTEEHHEIE W

HeyToUHeHHbIe (SMQ)

(20000153)
I
| |
3nokauyecTEEHHEIE Onyxonu maten u
ONyXonu MaTku 1 thannonueesx Tpyb
drannonueekx Tpyd (SMQ) HEYTOUHEHHOW CTenaHu
(20000206) anokavecTeeHHoCTH (SMQ)
(20000207)

PucyHok 2-25. Uepapxuyeckasa cTpykTtypa HoeoobpasoeaHusi Mamku u
ghannonueebix mpy6, 3510Kka4ecmeeHHblIe U Heymo4YHeHHble (SMQ)

2.109.4 TpumeyaHusi NO BHEAPEHUIO U (UNTN) OXXUAAHUIO pe3yNbTaToOB 3anpocoB

Hoeoobpa3sosaHusi Mamku u ¢hannonuesbix mpyb, 3rokayecmeeHHbIe U
HeymouHeHHble (SMQ) cooepXuT TePMUHbI Y3KOrO U LUIMPOKOro nouckoB. MoapobHble
npumMmeYaHus npmseneHol B pasgene 1.5.2.1.

2.109.5 MNepeyeHb UCNONb30OBaHHOM Hay4YHOW NUTepaTypbl ANA
Hoeoobpa3oeaHuss Mamku u ¢hannonueebix mpyo6,
3/10Ka4yecmeeHHble U Heymo4HeHHble (SMQ)

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.110 Backynut (SMQ)
(paboyas Bepcus, mapt 2009 roga)

2.110.1 OnpepeneHue

BackynuT: BocnaneHne CTeHOK KpOBEHOCHbIX COCYA0B.
KnunHuyeckne n natonormyeckne npusHaku BapbupyoTcsi B 3aBUCMMOCTU OT
nokanusaumm u Buaa nopaxeHHbIX KPOBEHOCHbLIX COCY/I0B.

I'IepBw-leu7| BaACKYJIAT. BACKYIMUT ABNAETCA OCHOBHbIM NMPOLECCOM. rlpI/IMeprZ

- BwucoyHbIM apTepunt

- Y3enkoBbl NonNuapTepumT

- [paHynemaTo3 c nonuaHrumtom (BereHepa)

Backynut moxeT 6bITb BTOPUYHBLIM NPU3HAKOM MPU:

— CuctemMHoON KpacHOM BOSYaHKe;

- PesmaTtongHom aptpuTe.

XapaktepusyeTtcsa BocnaneHmem 1 noBpexgeHneM KpoBEHOCHbIX COCY0B.
- OOGbIYHO HapyLLEeH NPOCBET cocyaa.

- BbI3biBaeT nwemmnto TkaHew, KoTopble CHabXatTCsi NOpaXKEHHbIM
KPOBEHOCHbLIM COCYZLOM.

PesynbTaToM 3TOro npoLecca MoXeT CTaTb LUMPOKas U reTeporeHHas rpynna
CMHOPOMOB.

MoxeT nopaxaTtbCsl KPOBEHOCHbIV cocy Nnoboro Buaa, pasMepa 1 nokanusaumm

MoxeT 3aTparnBaTh TONbKO OAMH OpraH, Hanpumep KoXxy, UM MoXeT
OOHOBPEMEHHO NopaaTb HECKONbKO CUCTEM OpPraHoB.

2.110.2 KpuTepuu BKNOYEHUA/NCKNIOYEHUNA

BknirovatroTcs:
— TepMuHbl onsa 0603HaYEHNA NEPBUYHBLIX BACKYINTOB
TepMuHbI, cogepXallmne CrioBO «BaCKyNUTY», «apTepunT» UNn KaHrmmT»

- TepMuHbI Anst 0603Ha4YeHns opm Nypnypbl, ykasbiBaloLWMe Ha COCTOsIHME
cocynoB

- TepMuHbI Anst 0603HaYeHns pe3ynbTaToB flabopaTopHbIX aHanNM3oB.,
KOTOpblE MOTYT yKa3blBaTb Ha BAaCKynuUT

NcknovaroTtes:

- TepMI/IHbI anA 0003Ha4YeHNs1 CUMNTOMOB BaCKyJ1IMTa, NOCKOJIbKY OHU 3aBUCAT

OT CneLmnguIecKknx KpOBEHOCHbLIX COCY10B, BOBIEYEHHbIX B BOCNanuTenbH
npouecc

bIA
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2.110.3

- TepMuHbl ansa 0003HaYEeHNS BTOPUYHOIO BacKynuTa, CBA3aHHOMO C
NHMEKLMOHHBIM U anneprmyeckMmM NpoLLeCCOM U 3NTI0KaYeCTBEHHbIM
HOBOOOpa3oBaHMEM

— TepMuHbl Ans 0603Ha4YeHMs BPOXKAEHHbIX 3aboneBaHni

- TepMI/IHbI Anst 0603Ha4YEHNS COCTOAHUIN, OTHOCALLIMXCST UCKITIOUUTESBHO K

BOCManeHuio BeH (Nonb3oBaTerNb MOXET 3aX0TeTb 00paTUTLCS K
Tpombogpnebum (SMQ))

- Bce o6wue n cneuundmyeckne TepmmHbl Anst 0603HaYeHns nypnypsl,
KOTopble crneundunyeckn He yKasbliBaloT Ha COCTOSIHWE BacKynuTa

— TepMuHbI AN 0603HAYEHNS COCTOSIHUIA, MPU KOTOPbIX NaLUeHTbI

NoABepPKeHbl PUCKY BO3HUKHOBEHWSI BaCKynuTa, Hanpumep, peBMaTOUAHbIN

apTpuTt n gpyrme aytTouMMyHHbIE 3aboneBaHus

— TepMuHbl 4ns 0603HAYEHNA CUCTEMHOM KpacHOW BOMYaHKKM (NonNb3oBaTenb

MOXeT 3axoTeTb 06paTuTbeca kK CucmeMHasi KpacHasi eondaHka (SMQ))

-~ TepMuHbl ons 0603Ha4YEHNSA 303MHOMUNBHBIX COCTOSAHUI (NOSIb30BaTESb
MOXET 3ax0TeTb 06paTnTbCs kK Qo3uHouibHas nHeemMoHus (SMQ))

— TepMuHbl onsa 0603Ha4YeHNsA pedynbTaToB nabopaTopHbIX aHanM30B.,
KOTOpble MOryT NOBbILLATLCS MPU BaCKynuTe, HO B BbICOKOW CTEMNEHU
HecneumMpuYHbI

Backynum (SMQ) cogepXuT TEPMUHbI Y3KOro M LUMPOKOro nonckos. NMoapobHbie
npumMmeYaHus npmeeaeHsl B pasgene 1.5.2.1.

NMpumeyaHna no BHeApPeHUIO U (MUNK) OXKUAaHUIO pe3ysfibTaToB 3anpocoB

2.110.4 TMepeyeHb UCNONb30BaAHHOM Hay4YHOM NUTepaTypbl AnAa Backynum (SMQ)
Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000

May; 320 1325-1328.
The Vasculitis Syndromes. In: Harrison’s Internal Medicine16™ Edition [book

online]. The McGraw-Hill Companies, 2007. http://www.accessmedicine.com.

Accessed may 8, 2007.

BBogHOe pykoBOACTBO Mo cTaHAapTU3MpoBaHHbIM 3anpocam MedDRA (SMQ) sBepcun 26.0
MapTt 2023 .

000912

328


http://www.accessmedicine.com/

MPUNOXEHMUE |. CTUCOK COKPALLEEHUW, UCMNOJb3YEMbIX B 3TOM

AOOKYMEHTE

MPUITOXXEHME I. CTUCOK COKPALLEHUIA, UICMNOJb3YEMbIX B 3TOM

OOKYMEHTE
CokpauieHue OnpepneneHue
CIOMS Coset MeXayHapoaHbIX MeANLMHCKUX Hay4HbIX
opranmsaumn (Council for International Organizations of
Medical Sciences)
MexayHapoaHbI KOMUTET MO rapMOHMU3aLNN TEXHNYECKMX
TpeboBaHU K perncTpaumm nekapCTBeHHbIX NpenapaToB
ICH anga meguumHckoro npumeHenus (International Council for
Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use)
JMO AnoHckas opraHmsauua no sBegeHmto MedDRA (Japanese
Maintenance Organization)
LLT TEPMUH HUXHero ypoBHs (Lowest level term)
MAG aHanuTtudeckas rpynna rno MedDRA (MedDRA Analytical
Grouping)
MedDRA MeaounumHcku cnoBapb ANA PerynaTtopHOn AeATenbHOCTU
(Medical Dictionary for Regulatory Activities)
MSSO OpraHuszauua no noggepxke u BegeHuio (MedDRA)
(Maintenance and Support Services Organization)
HKOP He KkrnaccuguumpoBaHHbin (-ad) B Apyrnx pyobpukax (Not
elsewhere classified)
PT npegnoyvtuTensHbii TepmuH (Preferred term)
SMQ cTaHgapTmampoBaHHbii  3anpoc MedDRA (Standardised
MedDRA Query)
SOC CUCTEMHO-OpraHHbIv knacc (System organ class)
SSC KaTteropma cneumansHoro nouncka (Special search category)
SSQ CTaHOapTM30BaHHbIe MOMCKoBble 3anpockl (Standardised
Search Queries)
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MPUNOXEHMUE II. NONMHbIA CNUCOK AKTUBHbIX SMQ U CYE3AMNMPOCOB SMQ

[lanee npmBoAUTCA NOMHbLIN andaBUTHbLIA CMMCOK BCEX aKTUBHbIX SMQ ¢
cooTBeTCcTBYHOWMMM cyb3anpocamm SMQ. Anroputmudeckne SMQ nomedeHsl

3Be3ao4kon*. Takke ykasaHbl AaTbl BbiXo4a NepBoHavanbHon paboyel Bepcum:

HecuyacTHble cniy4yaun v TpaBMbl (SMQ) [cenTsbpb 2007 roga)
OcTpoe yrHeTeHue AbixaHus [ocTpas AbixaTeNbHass HE[OCTAaTOYHOCTb]
LeHTpanbHoro reHesa (SMQ) [ceHTsa6pb 2007 roaa]
OcTpbini naHkpeaTuT (SMQ)* [HosiGps 2005 roga]
OcTpas noyeyHas HegocTaTo4HOCTb (SMQ) [anpens 2005 roaa]
ArpanynouuTto3 (SMQ) [Hos6pb 2005 roga; nepecmoTpeH B ceHTsGpe 2019 r.]
AHadmnakTnyeckasn peakumsa (SMQ)*  [Hosi6ps 2005 roaal
AHrnoHeBpoTmnyeckum otek (SMQ) [Hos6pb 2005 roaa]
AHTHXONUHepruyeckmi cuHapom (SMQ)* [ceHTsGpb 2006 roaal
ApTtput (SMQ) [ceHTabpb 2013 roga]
BpoHxunanbHas actma unu 6poHxocnasm (SMQ) [Hosa6ps 2005 roaa]
MaTtonorus xen4yeBbiBoaAwWmMX nyten (SMQ) [ceHtsabps 2007 roaa]
o HoBoobGpasoBaHus xxenyeBbiBoAsWMX nyten (SMQ)
o [obpokayecTBeHHble HOBOOOpa3oBaHUs xenyesbiBoadawmnx nyten (SMQ)
o HoBooGpa3oBaHMs enYeBbLIBOAALLMX NYTEN, 31TOKAYECTBEHHbBIE U
HeyTO4YHeHHble (SMQ)
e 3rokayecTBeHHblEe ONyxonu xen4yesbiBogAwWmx nyten (SMQ) [mapt 2011
rogal
e  Onyxonu xen4yeBbIBOAALLMX MYyTEN HEYTOYHEHHOWN CTEMNEHM
3rnoka4yecTBeHHOCTN (SMQ) [mapT 2011 roaa]
o BpoxaeHHble HapyLleHus xenyesbiBogawmnx nyten (SMQ)
e DyHKUMOHambHbIE, BOCNANMTENbHbIE PACCTPONCTBA N KAMHM
XenyesblBoAAWMX nyten (SMQ)
e HapyLweHus co cTopoHbl xxenyesbiBogawmnx nyten (SMQ)
e JlabopaTopHble N MHCTPYMEHTArbHbIE UCCIEA0BAHMSA XEeNYEBbIBOOALLMX
nyTen, NpusHakn n cumntomsl (SMQ)
e HapylweHus, cBa3aHHbIe C Xen4dHbiM ny3bipeM (SMQ)
o KamHu xxen4Horo ny3bips u xxen4vesbiBogswmx nyten (SMQ)
o WHekuun xenyesbiBogawmux nyten (SMQ)
HoBooGpa3oBaHMA MONOYHOM XKerne3bl, 31I0Ka4eCTBeHHbIEe U HEYTOYHEHHbIe
(SMQ) [ceHTs6pb 2008 roaa]
o 3nokayecTBeHHbIE ONyXOnn MosiodYHoM xenesbl (SMQ) [mapt 2011 roaa]

o Onyxonu MONOYHOWM enes3bl HEYyTOYHEHHOW CTENeHN 3r1oKkadecTBeHHoCcT (SMQ)
[mapT 2011 roaal

HapyweHusa cepaeyHoro putma (aputmum cepaua) (SMQ) [centsbpb 2006 rogal
o WHcTpymMeHTanbHble 1 nabopaTopHble UCCNeaoBaHUS, MPU3HAKU U CUMNTOMBI
npu aputmun (SMQ)
o TepMuHblI apuTMuK cepaua (Bknodas bpagnaputmum n Taxmaputmumn) (SMQ)
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e bBpagvaputmum (B T. Y. HapyLleHUs NPOBOAUMOCTU U PYHKLMUN
cuHycoBoro y3na) (SMQ)
- TepmuHbl 6pagnaputmun, Hecneundudeckme (SMQ)
- HapyweHus nposogumoctn (SMQ)
- HapyweHuns cdyHkumm cnHycoBoro yana (SMQ)
e TepMuHbl apuTMuUM cepaua, Hecneuuduyeckme (SMQ)
o TaxmapuTMmum (BKIOYas CynpaBeHTPUKYNAPHbIE U XXENyO04KOBbIE
Taxmaputmun) (SMQ)
- Hapxenypo4koBble Taxunaputmumn (SMQ)
- TepMuHbl TaxmapuTMum, Hecneuudgudeckme (SMQ)
- XenygoukoBble Taxnaputmum (SMQ)
o BpoxageHHble n HeoHaTarnbHble apuTMun (SMQ)
Cepae4yHasa HegocTaTo4HOCTb (SMQ) [mapt 2007 roaa]
Kapanomuonatua (SMQ) [cenTsabpb 2008 roga)

Cocyauctble 3aboneBaHusi LleHTpanbHOW HePBHOW cUcTeMbl (SMQ) [ceHTa6pb
2006 rogal

o HapyweHuna mo3roBoro kpoBoobpalleHust 1 NaToNorMsa CocyaoB rofloBHOMO
mosra (SMQ)
e CocCTOSIHMS, CBSA3. C OCTP. reMopparmyeckumMm 1 nwemMmy4ecKnmm
HapyLLeHnsMy Mo3roeoro kposoobpatyenus (SMQ)
e [‘emMopparmyeckne HapyLleHNsa LeHTparibHOM HEPBHOM CUCTEMBI
BCreAcTBme natonoruun cocygos (SMQ)
e Vwemnyeckme cOCTOSAHMSA LeHTpanbHOM HEPBHOW CUCTEMbI BCNeacTBue
natonorum cocyaoB (SMQ)
o CocygucTtble 3aboneaHus LIHC, He yTOYHEHHbIE Kak reMopparmyeckue unm
nwemmnyeckme (SMQ)
XpoHunyeckoe 3aboneBaHue no4vek (SMQ) [mapt 2013 roaa]
HapyLwieHunsa co cTopoHbl KOHbIOHKTUBBLI (SMQ) [cenTsbpb 2009 roaal
Cyaoporu (SMQ) [mapT 2007 roga]
3aboneBaHus poroBuubl (SMQ) [mapT 2009 roaa]
KopoHaBupycHas nHdekuma COVID-19 (SMQ) [ceHTsbpb 2020 roga)
O6e3BoxuBaHue (SMQ) [wapt 2018 roaa]
OemeHuua (SMQ) [mapt 2007 roaa]
Oemuenunnmnsauymsa (SMQ) [ceHTs6pb 2008 roaa]
Henpeccusa n cynuma unu yneHospeautTenbcTBo (SMQ) [mapt 2006 roga)
o [enpeccus (6e3 cymumaa n yneHospegutensctea) (SMQ)
o Cyunuung nnm uneHospegutenscteo (SMQ)
CuHApPOM nekapCcTBEHHOMW peakuum ¢ 303MHocunmen 1 CUCTEMHbIMU
cumntoMamm (SMQ)* [mapt 2016 roaa]
3noynoTtpebneHue nekapcTBeHHbIMU NpenaparaMm, 3aBUCUMOCTb U CUHAPOM
OoTMeHbl (SMQ) [ceHTs6pb 2007 roaal
o 3noynotpebneHne nekapCTBEHHbIM NpenapaTtoM 1 3aBucMmocTb (SMQ)
o CurHOpPOM OTMeHbI NekapcTBeHHoro npenapata (SMQ)
Oucnunnaemuna (SMQ) [Hos6ps 2005 roaa]
AMb6onum u Tpom603bI (SMQ) [mapT 2007 roaa]
o 3mbonuu n Tpombo3bI, apTepmanbHble (SMQ)
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o 3mbonuu n Tpom603bl, BEHO3Hble (SMQ)
o 3mbonuu n Tpomb0o3bl, TUM cocyaa He yKasaH, U CMeLlaHHble apTepuarbHbIe U
BeHO3Hble (SMQ)

Qo3nHodunbHan nHeBMoHusA (SMQ)* [mapt 2009 roaa]
AKkcTpanMpamMuaHbin cuHAPoM (SMQ) [mapt 2007 roaa]
o Akatususa (SMQ)
o [HAwncknHesns (SMQ)
o [HAwnctoHusa (SMQ)
o [lapkmHcoHonogobHble sBneHns (SMQ)

AlBneHusn akcTpaBa3saumu (MHbeKuun, MHY3nm n nmnnaHTtatbl) (SMQ) [cenTsbpb
2007 rogal

HapyweHus ¢eptunbHocTu (SMQ) [Centsibps 2011 TOOA]
Hecneuudumyeckoe BocnaneHmne n ancyHKLUMOHaNbHbIe COCTOAHUA Xenyao4HO-
KuweyHoro Tpakta (SMQ) [ceHTa6pb 2007 roaa]
o Hecneundunyeckaa natonorus xenygodHo-kMweyHoro TpakTta (SMQ)
o Hecneundunyeckoe BocnaneHune xenygo4vHo-kuweyHoro Tpakta (SMQ)
o KenyooyHo-kuLleYyHble Hecneungunyeckme CMMNTOMbI U TepaneBTnyeckme
npoueaypsl (SMQ)
Mepdopaumnn XKKT, nsbassneHus, KpoBoTe4eHUA Unm HenpoxoammocTtu (SMQ)
[ceHTa6pb 2007 rogal

XKenyno4uHo-knweyHoe kpooTeyeHue (SMQ)
XKenyno4uHo-knwedHas HenpoxoammocTb (SMQ)
Mepdopauus xenygovHo-kuwevHoro Tpakra (SMQ)
Mepdopauum XKKT, a3Bbl, KPOBOTEYEHUS, HENPOXOAMMOCTU, Hecneundgunyeckne
Haxogku unu npouenypbl (SMQ)
o $13Bbl XenygoyHo-kMweyHoro Tpakta (SMQ)
FeHepanusoBaHHbIe cyaoporu nocrne uMMyHusauum (SMQ)* [centabps 2012 roaal
Faykoma (SMQ) [mapTt 2008 roaa]
Cunpgpom NuneHa-Bappe (SMQ) [ceHTs6pb 2007 roaa)
FemaTonoatuyeckmne uutoneHum (SMQ) [Hosbpb 2005 roaa)
o [emaTonoaTnyeckne LMTONEHUN, BIMAIOLLME HA HECKOSTbKO TUMOB KINETOK KPOBU
(SMQ)
o [emonoaTtuyeckas aputponeHus (SMQ)
o [emonoaTtnyeckas nenkoneHusa (SMQ)
o [emonoaTtuyeckast TpombountoneHms (SMQ)

FemognHamunyeckum otek, BbINOTbI U Neperpy3ka xuakoctbio (SMQ) [vaprt
2008 roga]

Femonutnyeckmne HapyweHusa (SMQ) [anpens 2005 roga)
KpoBoTeueHusa (SMQ) [wapt 2006 roaa]
o JlabopaTopHbie TepMuHbI KpoBoTedeHust (SMQ)
o TepMuHbI KPOBOTEYEHNS (3a UCKI. NabopaTopHbIX TepMuHOB) (SMQ)
HapyweHus cnyxa u BectubynsipHble pacctporctsa (SMQ) [mapt 2009 roaa]
o Hapyuwenue cnyxa (SMQ)
o BectnbynsapHble HapyweHusa (SMQ)
HapyweHunsa co ctopoHbl nevyeHn (SMQ) [anpens 2005 roaa]

O O O O
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o BpoxaeHHble, ceMelHble, HEOHaTarnbHbIE N FEHETUYECKNE HapyLUEHWS NeYeHn
(SMQ)
o MegunkameHTO3HbIe HAapYyLLIEHUSA CO CTOPOHbI MEYEHN — KOMMIIEKCHBIN NMOUCK
(SMQ)
e Xornecrtas 1 Xentyxa ne4eHo4YHoro npoucxoxaeHus (SMQ)
e (CBs3aHHble C NpenapaToM HapPYLUEHWUSI CO CTOPOHbI NEYEHN — TOJTbKO
Tshkenble sBneHns (SMQ)
- [leyeHou. HegoCTaTOYHOCTL, PMOPO3 N LMPPO3 NEYEHN U Ap.
3aboneBaHus, CBA3. ¢ nopax. neyeHn (SMQ)
- Tenatnt, HeMH@EKUNOHHbIN (SMQ)
- HoBoobpasoBaHus neyeHn, 4OOPOKAYECTBEHHbIE (B T. Y. KUCTbI 1
nonunsl) (SMQ)
- HoBoobpasoBaHusi NneyYeHn, 3roka4yeCcTBEHHbIE Y HEYTOYHEHHbIEe
(SMQ)
= 3nokavecTBeHHble onyxonu neyeHn (SMQ) [mapt 2011 roaa]
*  Onyxonu neyYyeHn HeyTOYHEHHOW CTENEHN
3rnokavyecTBeHHOCTH (SMQ) [mapT 2011 roaa]
e JlabopaTopHble N MHCTPYMEHTalbHbIE UCCIIEA0BaAHMS NEYEHU, NPU3HAKN U
cumnTombl (SMQ)
e HapylieHus koarynsaumm n KpOBOTOUYMBOCTb, CBAA3aHHbIE C NaTONornen
neyeHun (SMQ)
o [laTonorusi neyeHu, ¢ ykasaHMeM Ha CBA3b C ynotpebneHnem ankorons (SMQ)
o WHdpekuun nevexHn (SMQ)
o HapylweHus co cTopoHbl NneveHu, cBs3aHHble ¢ 6epemeHHoCTbo (SMQ)
Bpaxaeb6HocTtb unu arpeccus (SMQ) [ceHtsa6pb 2007 roaa]
MneprnukemMunsa nnu BnepBbie BbIsIBNIEHHbIN caxapHbiv guabet (SMQ) [mapt
2006 roaal
MNnepuyyBcTBUTENBLHOCTL (SMQ) [MapT 2013 roaa]
MnepteH3na (SMQ) [ceHtsa6ps 2008 roaal
Fvnornukemusa (SMQ) [mapt 2016 roaa]
F'mnokanuemunsa (SMQ) [wapt 2019 roaa]
MNnonaTtpuemus nnu CHCAT (SMQ) [ceHTts6pb 2007 roaa]
MNoToHM4YecKui rMNopeakTUBHLIN 3nu3oa (SMQ)* [Centabps 2011 roaal
MMmmyHoonocpeaoBaHHble/ayTOMMMYHHbIe HapyweHus (SMQ) [Centabpb 2020 roaal
UHdpekumoHHaa nHeBMOHUA (SMQ) [ceHts6pb 2017 roaa]
MHTepcTUUManbHoe 3a6oneBaHue nerknx (SMQ) [mapt 2006 roaal
Nwemuyecknn konut (SMQ) [mapt 2008 roga)
Mwemunyeckasa 6onesHb cepaua (SMQ) [mapt 2006 roaa]
o WHdapkT mnokapaa (SMQ)
o [pyras nwemnyeckast 6onesHb cepaua (SMQ)
HepocTtaTouHas achdekTuBHOCTL Unu orcytcTeue adpcekrta (SMQ) [Hos6ps
2005 rogal
HapyweHue cnesootaeneHus (SMQ) [cenTsbpb 2009 rogal
Naktaumpos (SMQ) [Hos6ps 2005 roaa]
HapyweHus co ctopoHbl xpycTanuka (SMQ) [cenTsbpb 2008 rogal
JNlunoguctpodusa (SMQ) [ceHtsa6pb 2009 roaa]
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3nokavyecTtBeHHble HOBOoOpa3zoBaHuA (SMQ) [wapt 2007 roaa]
o CocTosiHuA, cBA3aHHbIE CO 3roKayecTBEHHOM onyxonbio (SMQ)
o TepaneBTMYeckue u guarHoCcTUyeckne npoueaypbl, CBA3aHHbIE CO
3rioKka4yecTBeHHbIM HoBoobpasoBaHmeM (SMQ)
o 3nokavyeCTBEHHblE UM HEYTOYHEHHbIE onyxonu (SMQ)
e 3nokadecTBeHHble onyxonu (SMQ) [mapt 2011 roaa]
- [emaTonoruyeckune 3nokadvectBeHHble onyxonu (SMQ) [mapt 2017
rogaj
- HeremaTonorudeckne anokayectseHHble onyxonun (SMQ) [mapt 2017
rogaj
e Onyxonu HeyToYHEHHOM 3nokadectBeHHOCTU (SMQ) [mapT 2011 ropa]
- ['ematonornyeckne onyxonn HeyTOMHEHHOW CTENeHU
3nokayecTBeHHOCTN (SMQ) [mapT 2017 roaa]
- HeremaTonornyeckne onyxonn HeyTOYHEHHOW CTENeHn
3nokayecTBeHHOCTU (SMQ) [mapT 2017 roaa]
o Mapkepbl onyxonu (SMQ)
3nokayvyectBeHHble nuMmcpombl (SMQ) [mapt 2013 roga)
Own6KM NpuMeHeHUs nekapcTBeHHoro npenapara (SMQ) [mapt 2016 roaa]
Muenoaucnnactuyeckum cuHapom (SMQ) [centsbpb 2013 roga)
3nokavyecTBEeHHbIN HelponenTuyeckuin cuHapom (SMQ)* [mapr 2006 roga]
HeuHdekunoHHas aunapes (SMQ) [centabpb 2013 roaa]
HeuHdekunoHHbIN aHUedannT (SMQ) [ceHtsabps 2007 roaal
HeunHdekumoHHasa aHuedanonatna unu genupun (SMQ) [centabps 2007 roaal
HenHdeKUMOHHBIN MEeHUHIUT (SMQ) [ceHTa6pb 2007 roaa]
HeuHdekunoHHbIn Mnokapaut/nepukapamt (SMQ) [mapt 2022 roaa]
MHdekumu rnas (SMQ) [centsbpb 2010 ropa]
HapyweHunsa aBmxeHunA rnasHbix A6n0k (SMQ) [centsbps 2010 roaa]
OnnopTyHuctnyeckue uHdekuum (SMQ) [mapt 2020 roaa]
HapyLweHuns co cTopoHbl 3putenbHoro Hepea (SMQ) [cenTabpb 2008 roaal
3aboneBaHusa potornoTku (SMQ) [cenTsbps 2007 roaal
o HapyweHus co ctopoHbl geceH (SMQ)
o OpodapuHrearbHble (POTOMMOTOYHbIE) MPOSABIEHNSA anneprryecknx COCTOSIHUM
(SMQ)
o OpodapuHrearnbHble (POTOrMOTOYHbIE) NHPeKUnn (SMQ)
o OpodapuHreanbHble (POTOrMOTOYHbBIE) NPOSBIIEHUS (3@ UCKT.
HoBoobGpa3oBaHWi, UHekuun n anneprun) (SMQ)
o OpodapuHreanbHble HoBoOOGpa3oBaHus (poTornoTkn) (SMQ)
OcTteoHekpo3 (SMQ) [mapt 2010 roaa]
OcTeonopo3 unu octeoneHna (SMQ) [ceHTsbpb 2009 rogal
HoBooGpa3oBaHMA AMYHUKOB, 3NI0Ka4eCTBEHHbIE U HeYTOYHEeHHbIe (SMQ)
[ceHTabpb 2008 roaal
o 3nokayecTBeHHble onyxonu anyHnkoB (SMQ) [mapt 2011 roga]
o Onyxonu ANYHNKOB HEYTOYHEHHOW CTeneHn 3nokadecTBeHHOCTN (SMQ) [mapt
2011 roga]
HapyLwieHunsa co cTopoHbl nepuopbuTanbHon obnactu u Bek (SMQ) [ceHTs6pb
2009 roaal
Mepudepunyeckas HesponaTna (SMQ) [Hos6ps 2005 roaa]
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TeMmbl, Kacarowmecs 6epeMeHHOCTEN N HOBOPOXAEHHbIX (SMQ) [mapt 2011 roaal
o OcnoxHeHnss 6epeMeHHOCTN, poaoB 1 hakTopbl pucka (MCkn. abopTbl U
mMepTBOpoXaeHus) (SMQ)
o BpoxgeHHble, HacnencTBEHHbIE N reHeTuYeckne Hapywerus (SMQ)
o TewMmbl, CBsI3aHHbIE C flakTaumen (B T. Y. BO3OENCTBUE HA HOBOPOXAEHHOMO Yepes
rpyaHoe monoko) (SMQ)
e dyHKUMOHaNbHbIE HapyLeHus nakrauum (SMQ)
e BospgenicTBue Ha HOBOPOXAEHHBIX Yepes rpyaHoe Mosoko (SMQ)
3abonesaHusa nnoga (SMQ)
HapylieHus y HOBOpoXaeHHbIX (HeoHaTanbHble paccTponcTtea) (SMQ)
MpepbiBaHne 6epeMeHHOCTU U puck abopTta (SMQ)
o HopmanbHoe TeyeHune n ncxoabl 6epemeHHocT (SMQ)
MpeapakoBble cocTosAHUA (SMQ) [mapT 2007 roaa]
o [MpeapakoBble COCTOSAHNSA KPOBW 1 KPOBETBOPHLIX opraHoB (SMQ)
o [pegpakoBble COCTOSAHUSA Xenyao4HO-KMweYyHoro Tpakta (SMQ)
o [NpenpakoBble COCTOSAAHUS, OOLLUME COCTOSAHNS U APYTMe HapyLUEHNs] OTAENbHbIX
nokanusaumn (SMQ)
o [MpeagpakoBble COCTOSAHNA PenpOaAYKTUBHbIX opraHoB (SMQ)
o [lpegpakoBble cocTosiHUS KOXM (SMQ)
HoBooGpa3oBaHuA npeacTaTenbHOM Xene3bl, 3JI0Ka4eCTBeHHbIe U
HeyTOYHeHHble (SMQ) [ceHTa6pb 2008 roaa]
o 3nokadecTBeHHble ONyxonu npeacTtaTtenbHom xenesbl (SMQ) [mapt 2011 roaal
o Onyxonu npegcraTtesnibHON Xeneabl Hecrneunguyeckon cteneHmn
3rnokadecTBeHHOCTN (SMQ) [mapt 2011 roaa)
MpoTtenHypusa (SMQ) [ceHtsbps 2014 roaal
NceBaomemGpaHo3HbIN KOoNUT (SMQ) [mapT 2007 roaal
Mcuxo3bl U ncnxotuveckue paccrpouctaa (SMQ) [cenTabpb 2007 roga)
IleroyHas runepTeH3unA (SMQ) [ceHTabpb 2007 roga; nepecmoTpeHo B mapTte 2016 roga]
Ba3opeHanbHble HapyweHusa (SMQ) [mapt 2010 roga]
AbixaTenbHas HegocTaToyHOCTb (SMQ) [mapT 2015 rogal
3aboneBaHua cetyaTku (SMQ) [mapt 2009 roaa]
PeTtponeputoHeanbHbIn ¢pnbpo3 (SMQ) [centabpb 2006 roaal
Pa6agomuonus unu mmonatusa (SMQ) [nexabps 2004 roaa]
HapyweHunsa co ctopoHbI cknepbl (SMQ) [mapt 2010 roga]
Cencuc (SMQ) [ceHTsbps 2019 roaa]
Tsaxenble KOXHble HeXenaTtenbHble peakuum (SMQ) [anpens 2005 roaa]
CekcyanbHasa anccpyHkumsa (SMQ) [centsabps 2021 roaa]
Lok (SMQ) [ceHTs6pb 2006 roaal
o CocTosiHMe aHaunakTU4eckoro nnn aHaunakTomgHoro woka (SMQ)
o CocCTosiHME rMNOrNMKEMNYECKOrO M HEMPOreHHOro woka (SMQ)
o CocTosiHMe rmnosonemuyeckoro woka (SMQ)
o HapyLweHus co CTopoHbI cepa-cocyn CUCTEMbI, C LLIOKOM (MCKIT. nonnmopd
Xenya. napokc. Taxmkapauio) (SMQ)
lMonumopdHasg xenyagoykoBas Taxukapams, ConpoBoXxaatoLasacs wokom (SMQ)
o CocTosiHMe TOKCMKO-CenTmnyeckoro woka (SMQ)

O O O

O
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HoBoob6pa3zoBaHus KOXU, 3NNOKa4YeCTBEHHbIe U HeYyTOYHEHHble (SMQ) [mapT 2009
roaal
o 3nokavecTBeHHble onyxonu koxu (SMQ) [mapt 2011 roaa]
o Onyxonu KOXn HeYTOYHEeHHOW 3nokavyecTBeHHOCTU (SMQ) [mapt 2011 roaal

CucteMHas kpacHas BonyaHka (SMQ)* [mapt 2006 roaal
PaccTponcTtBa BoCcnpuATUA BKyca U O6GOHsIHUSA (BKyCOBble U OOOHATEeNbHbIe
HapyweHus) (SMQ) [vapt 2006 roga]
TenguHonaTum n nopaxeHusa cBA30K (SMQ) [vapt 2015 roga]
Tpomb6odnedouT (SMQ) [ceHts6pb 2007 roaal
OuncdyHkuma wutosnaHom xenesbl (SMQ) [mapt 2009 roaa]
o [vneptupeos (SMQ)
o [vnotupeos (SMQ)
NMonumopdHasn xenypoykoBas napokcuaMmarnbHas Taxmkapaus Unu yanmHeHue
mHTepBana QT (SMQ) [gexabpb 2004 roga]
Ty6ynouHTtepcTuumnanbHbie 6one3Hn (SMQ) [cenTsbps 2014 roaal
CuHapom nusuca onyxonu (SMQ)* [cents6pb 2013 roaal
HoBooGpa3oBaHusa MaTku 1 channonueBbIX TPyO, 3M0Ka4YeCTBEHHbIE U
HeyTo4YHeHHble (SMQ) [ceHTaGpb 2008 roaa]
o 3nokayecTBeHHble onyxonu maTku u dannonuesbix Tpy6 (SMQ) [mapt 2011 roga]
o Onyxonun matku u pannonuesbiX TPyO HEYTOYHEHHON CTEMNEHM
3nokadectBeHHOCTU (SMQ) [mapT 2011 roaa]
Backynut (SMQ) [mapt 2009 roga]
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