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UHdhopmauua ansa ymtatens

UHdopmauma ana ymtartens

BBogHoe pykoBOACTBO OCHOBAHO Ha aHrnosA3blMHOM PYKOBOACTBE M NpegHa3HayYeHo
OS5 UCNoNb30BaHNA ¢ pycckosasbldHoM Bepcnen MedDRA. [Ina nogaepxku opyrnx
S3bIKOB, MOMMMO aHrIMCKOro, BbInn paspaboTaHbl 4OMNONHUTENbHbIE BBOAHbIE
PYKOBOZACTBA Ha COOTBETCTBYHOLLMX A3bIKaX.

BBoaHOe pyKOBOACTBO NpefHa3HavYeHo Ang Ncnonb3oBaHUA COBMECTHO ¢ Bpay3sepamm
MedDRA v goctynHo ansa kaxgown nognucku Ha MedDRA.

C n3mMeHeHNsMK, OTHOCALLMMUCS K Cneunguyeckon Bepcumn, Nnnm n3aMeHeHnsaMm1 B
AOKYMEHTaUun MOXXHO 03HAaKOMUTBLCA B AOKYMeHTe « O630p N3MEHEHNN B HOBOW
Bepcum». ATOT AOKYMEHT eCTb B Kaxxaom Bbinycke MedDRA, nybnukyeTcsa Ha BeO-
cante MSSO (MedDRA Maintenance and Support Services Organization, OpraHusauus
no nogaepxke n segeHmto MedDRA) B pasgene «ConpoBoanTenibHblE JOKYMEHTbIY.

Mooaepxka TepmuHonorum MedDRA BbINONHAETCSA B COOTBETCTBUM C
3aperncTpupoBaHHoON cnuctemomn ynpasneHunsa kadyectsom 1ISO 9001:2015.

Bo BeogHom pykoBoacTtee no MedDRA Bepcun 28.1 OTCYTCTBYIOT CyLLEeCTBEHHbIE
N3MEHEHUS.
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OdmumanbHoe 3aaBneHne

OdmumanbHoe 3asaBneHne

Toprosas mapka MedDRA® 3apeructpuposaHa MexayHapoaHbiM KOMUTETOM MO
rapmoHunsauum (International Council for Harmonization, ICH).

Takke 3as1BfieHO UCMOSb30BaHWE CneayoLwmx NCTOYHUKOB MHbopMaLnn:
[dnarHocTnyeckoe 1 cTaTucTnyeckoe pykoBoACTBO MO MCUXUYECKMM PacCTPONCTBaM,
nartasa pegakums (Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition,
DSM-5), AsTopckue npasa ©2013 AMepukaHckasa ncmxumaTtpuyeckas accoumauus. ICD-
9-CM, MexxayHapogHasa knaccudpukauna 6onesHen — 9-n nepecmoTtp — KnnuHnyeckas
moandpukaums (International Classification of diseases — 9th Revision Clinical
Modification), ABTopckue npasa ©1998 Medicode, Inc. Tesaypyc COSTART, nsatoe
nsgaHue, Astopckme npasa ©1995 YnpasneHue CLUA no KOHTporto KavyecTBa
NULLEBbLIX NPOAYKTOB U nekapcTBeHHbIX cpeacTts (Food and Drug Administration, FDA).
CnoBapb TEPMMHOB M COKpaLLIEHWI HeXenaTenbHbIX peakunn no cucteme Hoechst
(Hoechst Adverse Reaction Terminology System, HARTS), ABTopckue npasa ©1992
Aventis Pharma. TepmuHonorus HexxenaTernbHbIX peakuuin, paspabotaHHaa BO3
(WHO Adverse Reaction Terminology, WHO-ART), AsTopckue npasa ©1998
MapTHepckun LueHTp BcemmpHoM opraHmsaunmn 3gpaBooXpaHEHUS No MexagyHapogHOMY
MOHUTOPUHTY rekapcTBeHHbIx npenapaTos (World Health Organization Collaborating
Centre for International Drug Monitoring). AnoHckunin rmoccapuii TEPMUHOB, CBSA3aHHbIX C
HexenaTernbHbIMK peakumsamu (Japanese Adverse Reaction Terminology, J-ART) —
paspaboTka MuHUCcTepCTBa 3apaBoOXpaHeHnsd, Tpyaa n bnarococtosiHms (Ministry of
Health, Labour and Welfare, MHLW). LOINC® aBnsieTca 3apernctpupoBaHHbIM
TOBapHbIM 3HakoMm koMmnaHun Regenstrief Institute, Inc. Lanoxin® siBnsieTcs
3apernMcTpupoBaHHbIM TOBapHbIM 3HaKoMm koMnaHmm GlaxoSmithKline. Merriam-
Webster® saBnsieTcsa 3apermctpmpoBaHHbIM TOBapHbIM 3HaKOM koMnaHui Merriam-
Webster, Incorporated. OHnainH-cnosapb Merriam-Webster, aBTopckoe npaso © 2005 r.
npuHagnexut komnaHnn Merriam-Webster, Incorporated. nntocTpnpoBaHHbIn
MeOuunHCKMA cnosapb [lopnanaa, aBTopckoe npaso © 2004 r., npuHagnexur
komnaHum W. B. Saunders, nsgartensctso Elsevier.

OTKa3 OT OTBETCTBEHHOCTU U yBefOMIeHne 06 aBTOPCKOM npaBe

HacToawum AOKyMEHT 3aLUuLLEH aBTOPCKUM MPaBOM U MOXET, 3a UCKINIOYEHNEM
norotunos MedDRA u ICH, ncnons3oBaTbcsi, BOCMPOM3BOAMTbLCS, BKIOYATLCA B
apyrve paboThbl, aganTMpoBaTbCH, UBMEHATLCS, NEPEBOANTLCA UM PACNPOCTPAHATLCS
no obLLEeCTBEHHOM NULIEH3MM NPU YCNOBUX, YTO B AOKYMEHTE BO BCEX criyvasx byaet
npusHaeaTbCca aBTopckoe npaso ICH. B cnyvyae agantupoBaHusi, U3SMEHEHUST Unn
nepesofa AOKyMeHTa OO0SKHbI BbITb NPUHATEI HEO6X0ANMbIE MepbI, YTOObI YETKO
yKasaTb, BblAENUTb U UHbIM 06pPa3oM NnokasaTb, YTO 3TN U3MEHEHWS OblfM BHECEHDbI B
opuruHan SOKyMeHTa Unu caernaHbl ¢ ero ucnosnb3oBaHveM. CnegyeT He JonyckaTb
MHeHus 0 Tom, 4To ICH ogobpsieT agantaumio, UsSMEHeEHE 1N NepeBo, opurMHana
AOKyMeHTa, Ninbo BbICTynaeT ero CroHCOPOM.
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OdmumanbHoe 3aaBneHne

[ OKyMEHT NpegocTaBnNseTCcsa Ha YCroBMsAX «Kak ecTb» 6e3 kaknx-nubo rapaHtui. ICH
U COCTaBUTENM OpUrMHana AOKYMeHTa He HECYyT OTBETCTBEHHOCTM 3a NPETEH3UN,
ybbITKM 1 Apyrne o65a3aTenbCcTBa, CBA3AHHbIE C MCMOMNb30BaHMEM AOKYMEHTA.

BhlweykasaHHble pa3peLleHnst He OTHOCSTCS K CoaepKaHuto, NpefocTaBsieMoOMy
TpPeTbMMU Nuuamn. MoaToMy B criydae JOKYMEHTOB, B KOTOPbIX aBTOPCKOE NpaBo
NPUHaANEeXUT TpeTbemy nuuy, HeobxoaMMo nosnyyYeHne paspeLLeHns Ha
BOCMNPOU3BEAEHME OT BragenbLia aBTOPCKOro npaea.
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BBepneHune

1. BBEOEHUE

Tepmunornorna MedDRA (Medical Dictionary for Regulatory Activities, MeguumHckun
cnosapb TEPMUHOB AN PErynaTopHON AEATENBHOCTN) ABNAETCS MEXAyHapOaAHOM
MeONLMHCKON TEPMUHOSOIMEN, COCTaBEHHOM Npu cogencteun MexayHapoaHoro
KOMMUTETa MO rapMOHM3aLMN TEXHUYECKUX TPEDOOBaHUI K pernctpaumm nekapcTBeHHbIX
npenapaToB Ana MeanuunHckoro npumeHeHus (International Council for Harmonization,
ICH). B HacTosiLeM pyKoBOACTBE onucbiBatoTcs pa3paboTtka, 0651acTb NPUMEHEHUS U
CTPYKTYpa TEPMUHOMNOTUN.

1.1 UCTOPUYECKUE CBEOEHUA

[o co3gaHna MedDRA He cyuiectBoBano MexayHapoaHo npusHaHHOW MeaNLUHCKOM
TEPMUHOMNOMMM ANg Lenen perynupoBaHunsa B obnactn buodapmaueBTnyecknx
npenapatoB. bonblWMHCTBO opraHn3aunin, obpabaTbiBalOLNX AaHHbIE NO PEryNATOPHOM
AEeATeNnbHOCTU, UCNOSb30BanNu oHy U3 MeXayHapoaHbIX TeEpMUHONOrnyeckmx 6as
AaHHbIX MO HeXenaTesbHbIM peakunsam Ha NekapCTBEHHbIE NpenapaTtbl B COMETaHMM C
TepmuHornornen no sabonesaHnsam. B EBpone 60MbLWNHCTBO 3TUX OpraHmn3auunn
NCNonb30Bany COBMECTHO TEPMMUHOMNOMMNI0 HeXenaTenbHbIX peakumin, paspaboTaHHyo
BcemupHon opraHmnsauuen sgpasooxpaHeHus (WHO-ART®©) n MexayHapoaHyto
knaccudgukaumo 6onesHen gesartoro nepecmoTpa (MKB-9). B CLUA CnoBapb kKOogoBbIX
0603Ha4YeHW Ang TepMUHOB HexxenaTtenbHbIX peakunin (COSTARTO) YnpasneHus no
KOHTPOJSIO KayecTBa NULLEBLIX NPOAYKTOB U NnekapcTBeHHbIX cpeacts (Food and Drug
Administration, FDA) 06bl4HO ncnonb3oBancs B KOMOUHaLMK C KITMHUYECKOM
Moandukaumen MexagyHapogHon knaccugukaumm 6onesHen MKbB-9 (ICD-9-CM©).
AnoHna paspaboTtana cBoM COH6CTBEHHbIE BEPCUMN 3TUX MEXAYHAPOAHbIX
TepMUHonornyecknx 6a3 AaHHbIX: ANOHCKas TEPMUHOSOMMSA HeXenaTenbHbIX peakLmi
(Japanese Adverse Reaction Terminology, J-ART) n meguumHckasa nHopmaumoHHas
cuctema (Anonms) (Medical Information System (Japan), MEDIS). Kpome Toro, mHorme
OopraHusauumn U3MeHsNN 3T TEPMUHOSOMMK B COOTBETCTBUM CO CBOUMM HyxXgamu. B
paHee CyLeCTBYIOLLMX TEPMUHONOMMNAX Bblfla HeJOCTaTOYHOM CNeungUYHOCTb
TEPMMHOB Ha YPOBHE BBOAA AaHHbIX, NPEe4OCTaBMANMCh OrpaHNYEHHbIE BO3MOXHOCTM
N3BNeYeHns JaHHbIX (HanpuMep, CAULKOM Masio YPOBHEN B nepapxum nnm
BO3MOXHOCTb M3BMEKaTb AaHHbIE TONbKO MO OAHOM OCK), U OTCyTCTBOBana
BO3MOXXHOCTb A5 adhdekTUBHON 06paboTkm nHpopmaumm o cmHapomMax.
OpraHusauuum, obnagaroLime goctaTtouHbIMU pecypcamu, paspaboTanu cBom
CcOBCTBEHHbIE «BHYTPEHHME» TEPMUHOMOrMYeckne 6asbl JaHHbIX 4518 YCTPaHEeHUs
HEKOTOPbIX UM BCEX 3TUX HEAOCTAaTKOB.

Mcnonb3oBaHue pasnnyHbiXx TEPMUHONOIMIA NPUBENO K MNOSIBIIEHNIO psga npobnem.
Mcnonb3oBaHue pasHbiXx TEPMUHOMNOrMYecknx 6a3 Ha pasHbix aTanax }XM3HEHHOro
LMKNa npenapaTa YCNoXHAET U3BfedYeHne N aHanna gaHHbIX, 3aTpyaHss
conocTtaBfieHne gaHHbiX. Hanpumep, gaHHble No 6e30NacHOCTN YacTo
CUCTEMATN3NPOBANUCh AN AOPEMMCTPALMOHHbBIX KINMHUYECKUX NCCeaoBaHNin C
ncnonb3oBaHmemM TepmuHonorin MKB, a ona noctpernctpaumMoHHoro HabnogeHns — ¢
ncnonb3oBaHnem TepmuHonormum J-ART, WHO-ART nnmn COSTART. Kpome Toro,
NCMNONb30BaHME PasfIMYHbIX TEPMUHOMOINMYECKNX 6a3 B OTAENbHbIX reorpadnyeckmnx
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BBepneHune

perMoHax yxyawwmuno MexagyHapoaHbin obMeH nHgopmaumen 1 Boi3Bano
Heob6xoaMMOoCTb B Npeobpa3oBaHMM AaHHbIX U3 O4HOM TEPMUHOMOIMK B Apyryto. Takoe
npeobpasoBaHMe AaHHbIX MOTIIO MPMBECTUN K BPEMEHHBLIM 3aepXKkaM 1 notepe unm
NCKaXXeHWIo AaHHbIX. B 4acTHOCTK, 3TN CAOXHOCTY 3aTPOHYNN MeXayHapoaHble
dhapmaueBTUYECKME KOMMAHUN, NPeaCcTaBUTENBCTBA KOTOPbIX MCMONb30Banu
HECKOJbKO TEPMUHONOrMYeCcKknx 6a3 aAns BbINONMHEHUS pa3nnYHbIX TpeboBaHUN
perynaTopoB K NpeaocTaBreHnto aHHbIX. VIcnonb3oBaHMe HECKONbKMUX
TepMuHonornyeckux 6as takke 3aTpoHynio 06MeH nHdopmMmaumen mexay KoMnaHusMm
N KITMHUYECKMMWN UCCreaoBaTeNIbCKUMN OpraHn3aumsiMu.

CTaHOBUIOCH BCEe CMNOXHEE ynpaBnaTb MHOpMaunen, Heobxoammown Ana nogaym
3a8BOK Ha pernctpauuio npenapartos, U cobnogate TpeboBaHUA MO cpokam Ans
oBMeHa AaHHbIMW MeXAy PerynupyowmMmm opraHamm 1 npom3sBoanTensamm
NeKkapCTBEHHbIX NpenapaToB. AT TPYAHOCTU 3acTaBUIN BCEX NPOM3BOaAUTENEN B
AaHHOW oTpacnu gaTtb 0643aTeNibCTBO MCMNONb30BaTh AOCTMXKEHNA B obnactu
KOMMYHWKaLMOHHBIX 1 UHPOPMALMOHHbIX TEXHONOIMMI. TeM He MeHee, AN YCNeLIHOro
anekTpoHHOro obmeHa nHpopmaumen Bce ewe TpeboBanca ctaHgapTU3MPOBaHHbIN
Habop OaHHbIX U CTPYKTYPUPOBAHHOCTb.

1.2 BHEOPEHUWE MEOVULMHCKOW TEPMUHOJIOIMM B KAYECTBE TEMbI
AanA ICH

B okts16pe 1994 roga Ynpasnatowmn kommuteT ICH npegcrasun mexamcumnnnHapHble
MHULMaTMBbI B 0bnactn obmeHa AaHHbIMU MO PErynsaTopHOM AeATeNbHOCTM ANs
AOMNOJSTHEHUS TEKYLLMX TEM NO rapMoHn3auum 6e3o0nacHoOCTn, KavyecTea n
adppeKkTMBHOCTU. [laHHbIE MHULMATMBLI ObINM HaNpaBneHbl Ha pa3paboTky
MeONLMHCKON TEPMUHOMNOMKN ANsa perynatopHon gestensHoctn (M1) n anekTpoHHbIX
cTaHOapToB And nepegauyn perynatopHon nHgopmaumm (ESTRI, M2). ICH npunsan atu
WHMLMATMBBI ANs NPU3HaHNAa BOo3pacTatoLen BaXXHOCTN SNEKTPOHHOro obmeHa
perynaTopHbIMU AaHHBIMW 1 HEOOXOANMMOCTU B COrMacoBaHHbIX HA MEXAYHapOAHOM
YPOBHe cTaHaapTax.

Llenbto nHmumatmebl ICH M1 siBnsinack ctaHgapTu3aumsa MexayHapoaHon
MeANLMHCKON TEPMUHOMNOMK Ana obMeHa perynartopHon nHgopmauuen. 3T1o
BKMoYaeT obMeH MHopMaLumen Npu permctpauumn, JOKYMEHTUPOBAHUN N MOHUTOPUHIE
©e30MacHOCTM NekapCTBEHHbIX NPenapaToB B X04e UX NPUMEHEHNS B
AOpPErncTpaunuoHHOM U B MOCTPErMCTPaLMOHHOM Neproax npouecca HoOpMaTUBHO-
nNpaBoBOro perynnpoBaHus. Llenb 3akntoyanack B cornacoBaHum eamHom
MEeANLMHCKOM TEPMUHONOMMN ON1S PEryNATOPHON AeATENbHOCTH, KOTOpas
npeofoneBaeT orpaHNYEHNs CyLLLECTBYIOLLNX TEPMUHOMOMNI, NPU3HaETCAa Ha
MeXOyHapoO4HOM YypPOBHE, U aKkTyallbHOCTb KOTOPOW NOAAEPXKMBAETCHA B A0SITTOCPOYHOMN
nepcrektmee. PerynsatopHble opraHbl U MHAYCTPUSA NOSTy4atoT BbIrO4y OT Takou
TEPMUHOMOMMN, NOCKOSTbKY OHa MOBbILLAET Ka4eCTBO, CBOEBPEMEHHOCTb U AOCTYMHOCTb
AaHHbIX ANsa aHanmsa. TepMUHOMNorna Takke obnerdyaeTt aneKkTPOHHbI 0bMeH
AaHHbIMU, KacaloLUXCs FIeKapCTBEHHbIX NpenapaTos, U NMPUBOAUT K A0SITOCPOYHON
3KOHOMUN PECYPCOB.

Bbina cosgaHa akcnepTHasa paboyas rpynna M1 (Expert Working Group, EWG),
cocTosias u3 npeacrasutenen wectu cnoHcopos ICH, HabnogaTtens ot BO3 n
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EBponenckoro coto3a, BbICTynaroLLero B kKayectse goknagumka. EWG
chopmynupoBana oxugaemble «pesynbTaTbl» UHUUMATUBBI Kak TEPMUHOMOMIO
COrnacoBaHHOIO coaepXXaHus U CTPYKTypbl (BHeApsieMast BEpCUs) 1 cornacoBaHHON
CXeMbl 06Cy>KMBaHUS.

1.3 PA3PABOTKA TEPMWHONOINN MEAULIMHCKOI'O CNNOBAPH
TEPMWHOB ANA PErynaAToPHOU OEATENBbHOCTU (MedDRA)

TepmunHonorus ICH 6bina paspaboTaHa Ha OCHOBE YXXe CYLLECTBYHOLLEN TEPMUHOMNOMMN.
Pabo4as rpynna MEDDRA ycoBepLueHcTBOBana MeAMUMHCKYI0 TEPMUHOSOTNIO
YnpasneHnsa no KOHTPOSIO 3a fieKapCTBEHHbIMU cpeacTBamu Benukobputanum (MCA)
(B HacTosilwee Bpemss — Medicines and Healthcare products Regulatory Agency, MHRA
— YnpaBneHue rno KOHTPOSO 3a NeKapCTBEHHbIMU CpeacTBaMu U MeAULIMHCKMN
nagennamm) onga paspabotku cnosaps MEDDRA sepcun 1.0. OHa 6bina npuHsaTa B
Ka4yecTBe OCHOBbI Ans HoBown TepmMuHonorum ICH.

Ha koHpepeHuuun ICH-4 B none 1997 roga MedDRA Bepcua 2.0 6bina ogobpeHa kak
BHeApsieMasa Bepcusi TepMmHonormm. Ha atom 3acefaHum cornacoBanv N3sMeHeHune
Ha3BaHUA 1 cokpalleHus. C aToro BpeMeHn cokpaweHne MEDDRA ncnonesyetcsa ans
Bepcui ¢ Homepom 1.5 n 6onee paHHUX, a NpaKkTUYEeCKn peann3oBaHHas BEpCUs
(Bepcusa 2.0) n nocneyoLime Bepcum HOCAT Ha3BaHue TepMmunHonorns MedDRA.

1.4 BHEAPEHUWE TEPMUHONOINU

Ycnex TepMUHOMOrMn 3aBUCUT OT ee NOAOEPXKKM, pacCYUTAHHOM Ha JONTOCPOYHYHO
nepcnekTuBy, U ee pa3BUTUS B OTBET Ha AOCTUXEHNSA B MeAULNHE/HayKe N UBMEHEHMS
B HOpMaTMBHO-NpaBoBon 6ase. [1o aTon npuynHe OpraHnsayuns No Nogaepxke un
BegeHuto MedDRA (Maintenance and Support Services Organization, MSSO) siBnsietcs
HeobXxo4MMbIM AfieMEHTOM Ans BHeapeHus TepmuHonornn MedDRA B npaktuky. MSSO
Obina Ha3HaveHa ICH nocpeacTBOM OTKPLITOrO KOHKypca.

1.5 OBJIACTb NPUMEHEHUA TEPMUHOJIOIUNA

TepmunHonorns MedDRA oTHocUTCA KO BCceM aTanam pas3paboTku fiekapCTBEHHbIX
npenapaToB ANA NPUMEHEHUS Y YenoBeka, 3a UCKINIYEHNEeM TOKCUKONOrMYeCcKux
nccnegoBaHnin Ha xumBoTHbIX. Obnactb npumeHeHna MedDRA oxeaTbiBaeT
MeONLUMHCKME KOHLEeNUUK, a Takke KOHUEeNuun, CBs3aHHbIe C BONpocamMu 340POBbS U
HOPMAaTUBHO-NPaBOBOrO PEryniMpoBaHunsl, CBsI3aHHbIE C SleKapCTBEHHbIMW NpenapaTamMu.
TepMuHOOrna Takke KacaeTcsl BO34eNCTBUS MeaNUMHCKUX U3OENUM N nx
HeucnpaBHOCTEN Ha 340poBbe (Hanpumep, PT [MpegnoyTuTenbHbIn TEPMUH]
UHebekyus, cesisaHHas ¢ meduyuHckum uddenuem n PT Omka3s uzdenusi). Kpome Toro,
TEPMUHOMOMNA MOXET TakKe OTHOCUTLCS K APYrMM TUnam NpoayKToB, KOTOpbIe
nognexart perynupoBaHUIO Kak MMHUMYM B OQHOM pervoHe, Harpumep, NpoayKTbl
NUTaHUSA UM KOCMETUKA.

TepMVIHbI, KJ'IaCCVI(bVILl,I/IpyeMbIe Ansa 9TUX Uenen Kak « MeanLmMHCKNE 1 cBsi3aHHble C
BOMpocamMu 3400p0BbsA», AENATCA Ha Ccrnefyrlolne Kateropmun.

e [IPU3HAKW;
e CUMITOMBbI,
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e 3aboneBaHus;

e [OVarHo3bl;

e TepaneBTMYECKME MOKa3aHus, BKIoYasi NpM3Haku, CUMMNTOMbI, 3aboneBaHms,
ANarHo3bl, AMarHOCTUKY U NPounakTuky 3abonesaHuns, U U3SMeHeHne
domsnonornyeckon PyHKLnu;

e Ha3BaHMWS M KaYeCTBEHHbIE pe3yribTaTbl TabopaTopHbIX UCCrea0BaHNNA,
HanpuMep, NOBbILLEHHbIN, MOHMXXEHHbIN, HOPManbHbIA, aHOManbHbIW, HAanNu4ne,
OTCYTCTBME, NONOXUTENbHbLIA U OTPULATENBHLIN pe3ynbTarT;

e OLKMOKM NeYeHNsa N TEPMUHbBI, KacatoLMecs KayecTBa NpoayKLMK;

e XUPYypruyeckne n MeanuuHCKMe npouenypsl;

e MeauUMHCKU/couuanbHbli/CeEMENHbIN aHaMHe3.

XoT4 coumanbHble 06CcToATENBCTBA OOLIYHO HE CYUMTAOTCA MEANLUHCKUMU TEPMUHAMM,
OHM nonagatoT B KATEFOPUIO «KMEOULIMHCKNXY», €CITM OHU UMEIOT 3Ha4YeHne ANsi OLEHKM
pPerynatopHbIX AaHHbIX (HANpUMeEp, NPY OLEHKE KIMMHUYECKMX NCXOO0B NIEYEeHUs C
y4yeTom dpakTopoB pucka). Npumepsbl: PT lNymewecmesue 3a epaHuyy, PT
YnompebneHue sewecms, HLT YnompebneHue mabayHbix uzdenuti v HLT Acnekmei,
cesi3aHHble ¢ ympamou 651u3Ko20 Yesiogeka. YKkasaHHble Bbille TepMUHbl Obinn
paspaboTaHbl A4ns perynaTopHbIX OpraHoB 1 hapMaueBTUYECKON NHOYCTPUMN.
Y4acTHUKM npoLecca MoryT UCNonb3oBaTb TEPMUHOMOIMIO B LIENSIX BBOAA,
N3BIIEYEHUS1, OLIEHKM U NPpeaCcTaBfeHNs AaHHbIX KaKk Ha AOPErMCTPaLMOHHOM, TaK 1 Ha
NOCTMapKeTUHIOBOM 3Tane perynatopHoro npouecca, a MUMeHHoO ans:

KIMHMYECKMX UccrneaoBaHum;

OTYETOB O CMOHTaHHbIX HeXenaTeslbHbIX peakUumsxX U ABEeHUsIX;
npeacTaBfeHnsa JOKYMEHTOB B PErynaToOpHble OpraHbl;
perynmpyemon MHopmaLunmn o Npoaykre.

Mocne koHcynbTaumn ¢ Ynpasnswowmm Kommtetom MedDRA obnactb npyumeHeHus
TEPMUHOMOIMN MOXET BbITb paclunpeHa, Ansg BKINYEHNA ONONTHUTENbHbIX
MEeANLMHCKMNX/CBA3AHHBIX CO 300POBbEM U PErynsaTOPHbIX KOHUENUWA, pa3paboTaHHbIX
B pe3ynbTaTte COBMECTHOW AeATENbHOCTU C y4acTMeM COOTBETCTBYHOLLMX
cneuvanucToB. [lobaBneHne HOBbIX TeMaTMYeCcKnx obnacrten NpomMcxoauT B pamkax
CTaHOapTHOro npouecca nogayn 3asBku Ha nameHenme B MSSO.

1.6 BKIJIIFOMEHUE TEPMUHOB U3 PAHEE CYLWWECTBOBABLUUX
TEPMWUHONOIMMA

B nepBoHavansHom nsgannn MedDRA (Bepcus 2.1) B mapTe 1999 roga, cogepxanucb
YNCOBbIE N CUMBOJSIbHbBIE KOAbI N3 paHee CyLeCTBOBABLUNX TEPMUHOSIOMIA B
cneundunyHbix nonsax gannos MedDRA, cBA3aHHbIX ¢ Ha3BaHUSAMU TepMUHOB. Koabl
ObINK CCbINKaMun U3 gpyrux TEPMMHONOMMIA Ha NO4OOHbIE MU MAEHTUYHbIE TEPMUHbBI B
MedDRA u skntoyanu kogsl u3 COSTART (5-e usganue), WHO-ART® (3-i kBapTan,
1998), ICD9, ICD9-CM, HARTS® (Bbinyck 2.2) n J-ART (1996). Hanpumep, ans PT
TowHoma B MedDRA ectb cootseTcTBytowmn TepmmH TOLLWHOTA B COSTART.

MedDRA He paspabaTtbiBancs Kak Mmetatesaypyc, U nepapxum apyrmx TepMUHOMNOMIA
He Bbinn NnepeHeceHbl kak nogmHoxxecTBa B MedDRA. Takum o6pasom, TepMuHbl Ang
BBOAA [aHHbIX U3 APYrMX TEPMUHOMOMMIN HeobasaTenbHO nmetoT ToT XXe PT B MedDRA,
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KOTOPbIN Y HUX ObIN B UX «POAUTENBCKONY» TepMUHONOrMn. Mepapxumn, ncnonb3yemble
OS5 NOMCKa N U3BNeYeHns AaHHbIX, ABNATCA YHUKanbHeiMu ansa MedDRA.

BkntoyeHne TeEpMUHOB 13 APYrMX TEPMUHOMOMMIA OrpaHNYMBaAETCA TEPMUHAMM, KOTOPbIE
HaxogAaTcs B obnactu npumeHeHns MedDRA, kak onvcaHo BbiLLE.

EWG ICH M1, cospaBluas nepsoHavanbHyto Bepcuto MedDRA, BkoumMna Yncnosblie u
CUMBOJIbHbIE KObl C TEKCTOM TEPMUHOB; Npeanonaranock, YTO KOAbl OKaXyTCs
nonesHbiMn Npu nepexoge kK ucrnono3osaHmio MedDRA. MNockonbKy 60NbLWMHCTBO
opraHusauuin npeobpasoBanu cBoM AaHHble N3 6onee ctapbiX TEPMUHOMOIN B
MedDRA, a kogbl HE noaaepXmBanucb U He 0OHOBNANNCE C MOMEHTA
nepsoHa4vansHoro Boinycka MedDRA, MSSO yganuna mx us gannos MedDRA,
HauyuHasa ¢ sepcum 15.0 MedDRA.

O6paTtnTte BHUMaHue, YTo Ha3BaHna TepmnHoB MedDRA vnu kogbl MedDRA He
MEHSANNCb U He YAananuch B pesynbTtaTte 3Ton paboThl, a Takke He MeHsnach
cTpykTypa cannos MedDRA c pacwupeHHbiM kogom ASCII.

1.7 KPUTEPWUUN UCKIIOYEHWUA

He chakT, 4To KpUTEPUN UCKINIOYEHUS, NCMONb3yeMble Npu pa3paboTke TEPMUHOMOMNN,
orpaHn4MBaloT 06racTb paclUMpPeHnss TEPMUHONOMMK. MNOCKOMbKY 3TO MeanLMHCKas
TEPMUHOSIONMS, Cneayowmne TePMmHbI, UCMOoNb3yeMble B HOPMaTUBHO-NPaABOBOM
perynvpoBaHun, HaxoaaTcs BHe 06nacT NpYMeHeEHUs:

e TepMuHOnorus ansa nekapCcTBeHHbIX NpenapaTos/MeaNLMHCKNX N3AENUN
(MprmeyvaHue. NeHepuyeckme Ha3BaHUS HEKOTOPBIX YaCcTo UCMOMb3yeMbIX
NleKapCTBEHHbIX NPenapaToB, TakMX Kak AUrOKCUH, BKITHOYEHbLI C HAa3BaHNAMMU
accouUMMpOBaHHbIX HexenaTesibHbIX SBIIEHWUI)

e TepmuHonorna ans obopyaoBaHUA/MegULMHCKNX
n3gennin/yCcTponcTs/anarHoCTUYECKON NpoayKUmMn

e [ln3ainH KNUHUYECKNX UCCNeaoBaHUN

e [lemorpacduyeckme gaHHble (BKYasi Nos, BO3pacT, pacoBY NPUHAAIEXHOCTb
N BEpoMCNOBEAAHNE NaumeHTa).

MocKonbKy OCHOBHOE BHMMaHWE yAensieTcsi BO3AENCTBUIO Ha 340POBbe
NHOMBUAYAaNbHOro NaUmMeHTa, UCKMNoYaTCcs cneayroLlme AaHHbIe:

e KBanudgukaTopbl, KOTOpPblE OTHOCATCS K FpynnaM HaceneHusl, a He K
WHAMBUAYaNbHOMY NauUMeHTy (Hanpumep, peako, YacTo).

e Yucnosble 3Ha4YeHMs, CBA3aHHbIE C NabopaTopHbIMK NapameTpamu, He
BKMNIOYEHbI (Hanpumep, YpoBeHb HaTpUs B CbIBOPOTKE KpoBu 141 mOkse/n). [Ans
nonyyeHnsa nogpobHon nHgopmaumm cMm. pasgen 4.9.

e peHTnukaTopbl CTENEHN TSXKECTU HE BKITHOYEHBI B TEPMUHOMOMNI0. Takne
NOEHTUPUKATOPDI, KaK «TSXKENbIAY N «IIErKUn», UCNOJSb3YTCS TOMBKO B TOM
crny4vae, ecriv OHU UMEKOT OTHOLLEHME K CNeLnMdUYHOCTN TEPMUHA (Hanpumep,
YMCTBEHHAA OTCTaNOCTb TAXENOW CTENEHN B CPaBHEHUN C FIEMKOWN CTENEHLID).
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2. CTPYKTYPHbIE 3JIEMEHTblI TEPMUHOJNOI A

TepmuHonormna MedDRA 6bina paspaboTtaHa Kak MeanuuHcKas TEpMUHONOTNS,
BanuaupoBaHHas MeANLMHCKMMUN SKCnepTaMu ANnsa UCNofb30BaHUS B PerynisTopHoOm
aedarenbHocTu. PaspaboTunkm TepMMHONOrMM co3ganu CTpyKTypy, KoTopas
cnocobceTByeT cneunduyHomMy 1 Bceodbemniowemy BBoAYy AaHHbIX U TMOKOMY
N3BeYeHnto daHHbIX. Ha pucyHke 2-1 npefcraBneHa nepapxudeckas cTpykrypa
TepMuHonornn. Baammocsasn mexay TepMrMHamMmn B TEPMUHONOMMN AENATCSA Ha
cnegyrowme ABe KaTeropuu:

21 3KBUBAJIEHTHOCTb

OKBMBANEHTHOCTb rpynnupyeT CUHOHUMUYHbIE UIN 3KBUBASIEHTHbIE TEPMUHbI B
«lMpegnodTnTenbHbIN TEPMUHY.

2.2 UNEPAPXUYECKAA CTPYKTYPA

Nepapxns obecneunBaeT cTeneHn nnm yposHu 6onee BbICOKOro pacrnosioXeHns 1
nogyYnHeHuns. «Ctapwmnm» TeEPMUH — 3TO LLUMPOKUIA TPYNNUPYIOLLNN TEPMUH,
NPUMEHUMBIN K K&XXA0MY 3aKpensieHHOMY Nnog HUM MNOAYUHEHHOMY UAeHTUdMKaTopy.
BepTukanbHble CBA3M B TEPMUHOSOrMM 06pas3oBaHbl TaKUMU NepapxmyecKumm
YPOBHSAMM.

Nepapxun gBna0TCA BaXKHbIM MEXaHU3MOM Ansi TMOKOro n3BrneyYeHms n 4eTkoro
npegcraBneHnsa gaHHblx. MNaTMypoBHEBasi CTPYKTypa TEPMUHONOMMN NpeacTasnsaeT
BO3MOXHOCTU A9 U3BIeYEeHNSA AaHHbIX NO CreuMdUYeckum Unu LWMPOoKUM rpynnam B
COOTBETCTBUN C TpebyeMbiM ypoBHEM crneundu4HOCTU. TePMUH HDKHEro YpoBHSA (LLT)
obecneynBaeT MakcumarnbHy CneumdnyHoOCTb.

TepMunHonorus He paspabaTbiBanach B Ka4ecTBe odpuLmManbHON Knaccudukaumm nnm
TaKCOHOMUU; KaXXabl YPOBEHb B MepapXmm MOXeT OTpaxaTb pasfNyHy CTeneHb
cneumduUYHOCTN UNn geTanmsaumm B pasHbIX CUCTEMHO-OPraHHbIX Knaccax. TepMuHbI
BepxHero yposHs (High Level Term, HLT) v rpynnoBblie TEpMUHbI BEPXHETO YPOBHS
(High Level Group Term, HLGT) cnoco6CTByOT N3BNEYEHNIO U NPEeACTaBEHMNIO
AaHHbIX, obecneymBas rpynnupoBKy TEPMUHOB B KITMHUYECKU 3Ha4YMMble KaTeropun. B
coBokynHocTu, ypoBHU HLT n HLGT B MedDRA wnHorga HasbiBaloT «rpynnoBbIMU
TepMUHaMn».

[BaguaTtb ceMb cncTeMHO-opraHHbIx knaccos (System Organ Class, SOC)
npeacTaBnsaloT cob0M He UCKMoYaloLWwme apyr Apyra napannenbHble ocu. 3T0
CBOWCTBO, Ha3blBAEMOE «MHOTOOCHOCTLIOY, MO3BONSIET NPeAcTaBUTL TEPMUH B Bonee
yem ogHoM SOC n rpynnmMpoBaTh €ro no pasnuyHbIM npusHakam (Hanpumep, no
3TUONOTUN NN MECTY NPOSIBIIEHUS), YTO NO3BOMSIET BbIMNOMHATL U3BMEYEHNE U
npeacTaBneHne JaHHbIX B pasHbiX Bbibopkax. [pynnoBble TEPMUHBI yXKe
npegonpeaeneHbl B TEPMUHOMOMMM 1 B 0TAENbHbIX cuTyaumsix (ad hoc) He noanexaTt
BbIOOPY MNN N3MEHEHUIO cneumanMcTamm no KOANPOBaHUIO/BBOAY AaHHbIX. B
3HAYNTENBLHOWM CTENEHN CTPYKTYpa TEPMUHOMNOMMN NOCTPOEHA TakuM 06pasom, YTo
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BbI6Op TepMMHa Anst BBOA4A AaHHbIX MPMBOAUT K aBTOMATUYECKOMY 3aKpensieHumIo 3a
rpynnoBbLIMU TEPMUHAMM BblILLE MO nepapxmm. MHOroocHble CBSI3V Mexay TepMUHaMmn
npeneaputensHo onpeaeneHbl B MedDRA, n obecneynBatoT BCECTOPOHHEE U
cornacoBaHHOE M3BMNeYeHne gaHHbIX, He3aBUCMMO OT Toro, kakon SOC BbiGpaH npwu
M3BNEeYEHNN JaHHbIX.

CucteMHo-
OpraHHbIN
knacc (SOC)

pynnoBou TepMuH
BepXxHero
ypoBHs (HLGT)
A

4

\ 4
TepMUH BepxHero
YPOBHSA
(HLT)

A

A 4

Mpeano4YyTnTEnbHbLIN
TepMUH
(PT)

A

A 4
TepMUH HUXHero

YPOBHS
(LLT)

PucyHok 2-1. CtpykTypHasa nepapxus tepmuHonorum MedDRA
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3. YPOBHWU CTPYKTYPHOW UEPAPXUU
YPOBHU CTPYKTYPHOW MepapXmumn xapakTepusyoTcs cneayowmnm obpasom:

3.1 TEPMWHbI HWXHEIO YPOBHA

LLT pacnonoxeHbl Ha cCaMmOM HU3KOM YpoBHe TepmuHonorun. Kaxasim LLT ceasaH
Tonbko ¢ ogHum PT.

Y LLT ectb ntobasa n3 cnegyowmx B3aMMocss3en ¢ poautensckum PT:

CWHOHUMBI. Pa3nunyHble TepMUHbBI 45151 OAHOW 1 TOW e KOHLENUUKN, NpucyLlen
PT (Hanpumep, PT Apmpum v 3akpensnieHHbIn nog Hum LLT BocnaneHue
cycmaesos)

Jlekcudeckune BapuaHTbl. PasnuyHble hopmbl cnoBa Ansi O4HOMo M TOro Xe
BblpaxeHus. K HUM OTHOCATCS NOMHble Ha3BaHWUS B CPaBHEHUN C
COKpaLLEHNAMMN, a TakKe NpsAMOn NopsaoK CIOB B CPABHEHMM C HEMPSMbIM
nopsigkom cnos (Hanpumep, PT CuHOpom npuobpemeHHo20
ummMmyHodegbuyuma v 3akpenneHHbin nog Hum LLT Cring wnav PT Buoncus
S3bIKa W 3aKpenneHHbIn nog HuMm LLT buorcus mkaHel 53bIKa).

KBasncnHoHnMbI. KBa3CUHOHNMBI — 3TO TEPMUHBI, KOTOPbIE HE UMEIOT TaKoe
e B TOYHOCTW 3HaYeHue, YTo 1 ApYro TePMUH, HO CYMTAKOTCS CUHOHUMaMW
B AaHHOM TepMunHonornn. K HUM OTHOCATCS onucaHue Mecta/nokanusaumm u
nateparnbHocTU/acuMMeTpu4HOCTH (Hanpumep, PT HapyxxHbit omum v ero
nog4vHeHHbn LLT [JgycmopoHHul HapyxHbit omum).

CybkoHuenuun. CybkoHuenuum (poamtenbckoro PT) npeactaBnensl LLT ¢
bonee nogpobHOM NHGOPMaLUMeEn, Takon Kak cneumdurka aHaTomMmm
(Hanpumep, PT Ywub c LLT Kposornodmek Ha nuue vnnu LLT Kposornodmek
Ha Hoee).

NoeHTuuHbin LLT. OamH LLT cooTtBeTcTBYET cBOEMY PT ona uenen Beoga
AaHHbIX (Hanpumep, PT LemeHyus npu 6one3Hu Anbyzelmepa v
3akpenneHHbii nog Hum LLT JemeHuyus npu 6one3Hu Anbuzelimepa). B
TakoMm cnydae LLT n pogutenscknin PT numetot oguHakosbin kog MedDRA, HO
oTobpaxarTca Ha 060MX YPOBHSX.

Mockonbky LLT mMoryT BKNoYaTh pa3roBOpHbIE UIU YHUKaSbHbIE 4SS MHOUBUAYaNIbHOW
KynbTypbl TEpMUHBI, LLT MOXeT He MeTb YHUKaIbHOro nepeBoAa BO BCEX APYruX
A3blKaX.

YpoBeHb LLT urpaet BaxkHyt0 porib B TpaHCpepe NCTOPUYECKUX OaHHbIX, MOTOMY YTO
MHOIMe TEPMUHbI U3 UCTOPUYECKUX TEPMUHOMNOMIN NpeacTaBeHbl HA 3TOM YPOBHeE.

LLT obneryatoT BBOA AaHHbIX U 0BecnevnBatoT eguHoobpasune nytem yMmeHbLIEHUS
yncna cybbEKTMBHO NPMHMMAEMbIX peLleHnid Ha 3Tom atane. LLT moryT Takke
NCnonb30BaTbCH A4S aBTOMaTU4ECKOro kogupoBaHus. lNockonbky LLT moryT 6bITb
bonee cneunduyeckumm, 4em PT, ¢ KOTOPbIM OHK CBSI3aHbl, NOMbL30BaTENN MOTYT
n3BriekaTb JaHHble Ha caMOM crneungnieckomMm ypoBHe TEPMUHONOINMN.
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LLT nmetoT OTMETKY «AENCTBUTENBbHbINY NN «HEAENCTBUTENBbHbLINY. TEPMUHBI,
KOTOpble ABNAITCS pacnsibiBYaTbiMU, HEOAHO3HAYHBIMW, YCEYEHHBIMWN, COKPALLLEHHbBIMM,
BblLeaWNMN U3 ynoTpebneHnsa nnn HenpaeBunbHO HaNMCaHHBIMW, OTMEYalTCA
orakkom «HeAencTBUTENbHbIN» . OTU TEPMUHbLI MOTYT ObITb YHacneaoBaHbl 13 bonee
paHHUX TepmuHonorun, sowegwmnx 8 MedDRA. B TepmuHonoruv LLT npogosmkatot
UMETb CTaTyC «HEQENCTBUTESbHbBINY A5 COXPAHEHNSA NCTOPUYECKUX LaHHbIX C LieNbto
N3BMEYEHNs U aHanmn3a. OTa OTMETKa TakkKe MNO3BOSISET NOMb30BaTENSIM COAepPXKaTb
TepMmuHonormo B 6ase gaHHbIX U HEe AoNyCcKaTb HenpeaHaMepeHHOro UCNosib30BaHUS
«HegencTeutenbHblx» LLT npu kognposaHun.

3.2 NPEANOYTUTEJIbHbBIE TEPMUHDbI

PT — 310 yHUKanNbHbIN naeHTudukaTop (MHAnBMAyansHas MeanunHcKas KoHuenuns)
Ans cumnToma, npuaHaka, 3aboneBaHus, guarHo3a, TepaneBTUYECKOro NoKasaHus,
nccnegoBaHnd, XMpyprumyeckoro BMeLlaTensCcTea nnu MeguumMHCKon npoueaypsl, a
Takke MeONLNHCKOW, coumanbHOM XapakTepPUCTUKN UM OCOBEHHOCTN CEMENHOIO
aHaMHe3sa.

PT gomkHbl 66T OAHO3HAYHbIMU, KaK MOXHO Bonee cneunguyeckmmm n He
TpebyroLwmMmMmn 4ONONHUTENBHOIO ONMCAHUSA B KOHTEKCTE MEeXAYHapOoaHbIX TpeboBaHUN.
[Mo3aToMy 3NOHUMUYECKME TEPMUHBI UCMONb3YKOTCA TOSILKO B TOM Clyyae, eCrivi OHU
NPU3HaHbl HA MeXA4YyHaApPO4HOM YPOBHE.

CTteneHb getanmsauuun/cneundunyHocTb YpoBHS PT TakoBa, 4TO KNUHUYECKME
naTofiormyeckme nnu aTMosiormyeckme KeannukaTopbl M OeHTUPUKaTOPOB
npencraeneHsl Ha yposHe PT. Hanpumep, pasnnyHbie TEpMUHbLI, 0003HaYaoLWme puHnT
N MEHWHIUT, CYLLIECTBYIOT KaK OTAeSbHble 3aboneBaHns Ha 9TOM YpOBHE (Hanpumep,
PT PuHum annepeaudeckuu, PT 53eeHHbil puHum, PT PuHum, ampogudeckud, PT
Acenmuyeckut meHuHaum, PT MeHuHaum kpunmokokkoebit, PT MeHuHaum
gupycHnbil, PT MeHuHaum 6akmepuarbHbili U T. A4.). ATOT YPOBEHb CNeLUMPUYHOCTN Y
PT obecneumBaeT makcuManbHyH Nonb3y NPUMEHEHNA MHOrOOCHOMO Xapakrepa
TEPMUHOSOIUN.

He cylwiecTtByeT orpaHnyeHmnst Ha konndecTtso LLT, koTopble MoryT 6bITb 3aKpenseHbl 3a
ogHum PT, TeMm He meHee, y PT gormkeH 6biTb N0 MeHbLlen mepe oauH LLT,
3aKkpenneHHbI 3a HUM. [pu gobaeneHmn HoBoro PT B TepMUHONOrnyeckyto 6asy
aBTOMaTU4eCcKn co3gaeTca naeHTUYHbIN LLT ¢ uenbto BBOga AaHHbIX.

PT nogunHeHbl/3akpenneHs! 3a HLT.

PT pomxeH 6bITb 3aKkpenseH 3a no MeHbLuen mepe ogHum SOC. PT MoxeT 6bITb
3akpenneH 3a Heckonbknmn SOC, no mepe HeobxoammocTn. OH MOXET ObITb CBSA3aH C
kaxxgbiM SOC Tonbko Yyepes oaunH nyTh: HLT => HLGT => SOC. Y kaxgoro PT ecTb
nepeuyHbIi SOC, KOTOpPbLIN onpeaendeT, nod kakum SOC aToT TepmunH byaet
npeacTaBfieH B BbIBOAE KYMYNATUBHbIX AaHHbIX.
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3.3 TEPMWHbI BEPXHEIO YPOBHA

HLT — 370 BblwecToAwmmn naeHtugukatop anga PT, 3akpenneHHbix 3a HUM. 3To Bonee
KpynHasa kaTeropus, Kotopasa ceasbiBaeT PT, 3akpenneHHble 3a HEM N0 aHaTOMUN,
naTosiornu, msanonorum, 3TMoNornmn nnu OYHKLNK.

TepMUHOMOrna He ABNSETCHA TaKCOHOMMUEN, NO3TOMY CTerneHb cneunguyiHocTn HLT He
oAnHakoBa B TepMuHosiornm (unu B pasHeix SOC).

HLT npegHasHayeHbl AN U3BreYEHUs U NPeACTaBNeHNst AaHHbIX; OHU SBNSOTCA
rPYNNUPYOLLMM YPOBHEM U He NpefHa3HaveHbl 451 KoANPOBaHUSI.

HLT noguymHeHbl/3akpenneHbl 3a HLGT. TepmuH HLT gomkeH ObiTb 3akpensieH 3a Kak
MUHUMYM ogHuM SOC vepe3 HLGT. OH moxeT BbiTb 3akpensieH 3a SOC Tonbko Yepes
O4VH NyTb: (T. €. 3aKpenneH Tonbko 3a ogHum HLGT anga ogHoro SOC). Bee HLT,
3aKkpenneHHble 3a nugmeuayansHsiM HLGT, 6yayT nosasnatbesa B kaxxkgom SOC, 3a
KoTopbIM 3akpenneH aTtoT HLGT.

3.4 TPYNNOBbLIE TEPMUHbI BEPXHEIO YPOBHA

HLGT — 37O BbILECTOAWNN MAEHTUDUKATOP NSt OAHOIO Uy Heckonbknx HLT,
3aKpensIeHHbIX 3a HUM NO aHaTOMUK, NaTonorum, PrU3nonornmn, STMONOrMN UNK

YHKUMN.

HLGT npegHasHayeHbl Anga nssnedeHnsa n npegcrasneHns gadHolx. HLGT rpynnmpytoT
HLT ansa obneryeHns nsenevyeHns no 6onee WMpoKMM KOHLENLUSAM.

HLGT noguunHeHbl/3akpenneHbl 3a SOC. HLGT gormkeH ObITb 3aKpensieH 3a Kak
MUHUMYM ogHUM SOC 1 uMmeTb XoTHa 6bl OAMH NOAYUHEHHbLIV/3aKPENNEHHbIN N0 HAM
HLT (6nvxkanwmne ypoBHM BBEPX U BHU3 NO UEPapPXmnn, COOTBETCTBEHHO).

OrpanuyeHnin no konudectsy SOC, 3a koTopbiMu 3akpenneH HLGT, He cywecTByeT.

3.5 CUCTEMHO-OPIrAHHbIN KITACC (SYSTEM ORGAN CLASS)

SOC — 3T0 BbICLUMI YPOBEHb MEPapPXmn, KOTOPbIN obecrneymBaeT camyto LLUMPOKYH
KOHUenuumio ansa nasnedveHus gaHHolx. SOC obpasytoT rpynnbl no:

e aTmonoruun (Hanpumep, SOC MHpekyuu u uH8asuu)

e OCHOBHOMY MecTy nposiBrieHusi (Hanpumep, SOC JKeslydouHo-KuWweYHbIe
HapyweHusl)

e ueneBoMy HasHayeHuto (Hanpumep, SOC Xupypaudeckue u meduUUHCKUe
rnpouyedypsl)

WckntoveHnem r3 BblweykasaHHbIx kateropum asnsaetca SOC CoyuaribHble
obcmosimenibcmea, KOTOpbI COAEPXKUT NHpopmauunio 06 MHAMBUOYYME, a He O
HexenaTenbHOM siBNeHun, n obecneymBaeT rpynnmMpoBKy No haktopam, KOTOpble MOTryT
AaTb NpeacTaBneHne o NMYHbIX NpobnemMax, BNMsWmnX Ha COOBLLEHHYIO
nHdopmauuio. Ewle ogHum mncknoveHmem asnsietcsa SOC lpobremsi ¢ npodyKmom,
KOTOpPbIN NOCBSLLEH Npobremam, CBA3aHHbIM C MPOAyKTaMu, a He KIMHUYECKUM
KOHLIEMUMSIM NN KOHLENUMSM, OTHOCALLMMCS K NaUMEHTY.
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SOC KaK BbILLECTOSALLMI YPOBEHb MMEET B NOAYMHEHMUN KaK MUHUMYM oanH HLGT,
KonuyecTtBo 3akpernneHblix 3a SOC HLGT He orpaHuyeHo.

Bo n3bexaHune «aBOMHOro cyetay npu naenedeHnmn nHdopmaumm ns scex SOC,
Kaxabih PT 3akpenneH 3a nepsuyHbiM SOC. 310 Heobxoanmo, notomy 4yto PT moxeT
ObITb 3akpenneH 6onee Yem 3a ogHUM SOC (MHOMOOCHOCTL). OTO HE AoMNyCcKaeT
oTobpaxxeHne nnausmnayanbHoro PT 6onee ogHoro pasa B BbIBOAE KYMYIIATUBHbIX
AaHHbIX NO Heckonbknm SOC, YTo NpmBeno Obl K NpeyBeNNYEHHOMY KONNYECTBY
TepmuHoB. Kaxabin PT B MedDRA 3akpennsietca 3a nepsuyHbiM SOC, n B aTOM
nepsmyHoM SOC PT oTobpakaeTca npu BbIBOAE KYMYNATUBHbIX AaHHbIX. OTO CBONCTBO
He NpenaTCcTBYET OTOBPaXeHMo U NogcHeTYy Yncna TepmmHoB B ntobom n3 SOC, 3a
KoTopbiMu 3akpenneH PT npu nssnedYeHnn gaHHbIX, KOTOPOEe NPOU3BOSIUTCS HE U30
Bcex SOC.

[nsa 3akpenneHna 3a nepenyHbiM SOC Mcnonb3yTca creayowme npasuna:

e PT, koTOopble NpeacTaBneHbl Tonbko B ogHoM SOC, aBToMaTUyeckn
3akpennstoTca 3a 3tum SOC B KayecTBe NEPBUYHOTO.

e PT, kacarowwmecs 3abonesaHnin nnm Nnpn3HakoB 1 CUMNTOMOB, OTHocATcA K SOC
OCHOBHOW 0651aCTV NPOSIBNEHNS CO CIEAYIOLNMUN UCKITHOYEHNAMMN:

- TepMuHbl Ansa 0603Ha4YeHNsa BPOXKAEHHbIX M HACNEACTBEHHbIX HAPYLUEHWIA
3akpenneHbl 3a SOC BpoxxOeHHble, cemelHble U 2eHemu4yeckue
HapyweHus Kak nepsmyHomy SOC.

- TepmuHbl Ans 0603HaYeHMs HOBOOOpa3oBaHMIN 3aKpeENSeHbI 3a
nepsuiHeiM SOC [JobpokadecmeeHHbIe, 3/10Ka4eCmM8eHHbIe U
HeymoYHeHHbIe HO8006pa308aHUS (8K/1. KUCMbI U r1oaunkl). ATO He
OTHOCMUTCS K TepMUHaM Ans 0603HaYeHnsa KACT 1 nonunos. [na aTmx
TepmuHoB SOC ocHOBHOM 06nacTu NposiBEHNS ABNAETCA NEPBUYHbBIM
SOC. Hanpumep, y PT YwHou nonun ecte SOC HapyweHusi co cmopOHbI
opeaHa criyxa u nabupuHma, B kadecTtse ero nepsudHoro SOC n SOC
LobpokayecmeeHHble, 3110Ka4eCmeeHHbIe U HeYMOYHEHHbIe
HoB800bpa3oeaHus (8Kn. KUCMbI U nosursl) B kavyectse BTopnyHoro SOC.

- TepmuHbl ans 0603Ha4YeHns MHEKLMI 3aKkpenneHbl 3a nepenyHbiM SOC
UHekyuu u uHsasuu.

Ecnun PT cBsdaH ¢ Heckonbkumn n3 atux tpex SOC «uUCKNioYeHns», onst onpeneneHus
nepsmyHoro SOC ncnonb3yeTcs cneayroLnin ypoBeHb NPUOPUTETHOCTH:

e SOC Bpox0eHHble, ceMeliHble U 2eHemu4yecKue HapyueHus

e SOC [Jobpoka4yecmeeHHbIe, 3/I0Ka4eCmE8eHHbIE U HEYMOYHEHHbIEe
HoB00bpa3oe8aHuUs (8KJ1. KUCMbI U MOJIUrbI)

e SOC UHekyuu u uHsasuu.

B kauectBe npumepa PT BpoxdeHHas mepamoma 3akpenneH 3a SOC BpoxxdeHHble,
cemelHble U eeHemu4ecKue HapyweHus B kadectBe nepsuyHoro SOC co BTOPUYHbBIM
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3akpenneHnem 3a SOC [JobpokayecmeeHHble, 3/I0Ka4eCmMEeHHbIE U HEYMOYHEHHbIE
HO8006pa3o08aHuUs (8K/1. KUCMbI U MOUMbI).

Mpwn paspabotke MedDRA 6bIno NPUHATO peLleHne OTMEHUTb obLee NpaBuno
OCHOBHOW 0611acTu NposiBNeHNs (a He 3TMONOrMK) Npy onpeaeneHnn 3akpenneHns 3a
nepsu4yHbiM SOC ans HoBoobpasoBaHWin, BPOXAEHHbLIX OTKNOHEHUI U MHPEKUNn. DTO
ObIN10 caenaHo Ansa ynpoweHnsa naeHTudmkauumn curdana, nockoneky sce PT,
OTHOCSALLMECS K TAKMM KaTeropusim, CrpynnmMpoBaHbl Npy CTaH4apTHOM BbIBOAE
KYMYNATUBHbIX AaHHbIX.

Apyrnmun dpaktopamn ns HasHadveHus nepesuyHbiX SOC aBnaloTCs crnegyrowme:

e He Bce SOC B MedDRA BblpaxatoT MHOrOOCHOCTb. TepMUHbI, cofgepXKallumnecs B
SOC JlabopamopHbie u uHcmpymeHmarbHble OaHHble, SOC CouyuarsibHble
obcmosimenibecmea n SOC Xupypaudeckue u MeduyuHCcKue rnpouedypal,
HaxogaTcs B 9Tux SOC n Hurae 6onblue B TEPMUHOSOMK, MOCKOSbKY Y HUX
OTCYTCTBYHOT MHOIOOCHbIE CBA3MN.

e BOnbWKMHCTBO (HO He BCE) TEPMUHOB, CBA3AHHbIX C TPABMaMu, OTPABEHUAMN U
OCOXHEHNsIMW B pe3ynbTaTe NpoBeaeHns npoueayp, npeactaeneHsl B SOC
Tpasmbl, UHMOKCUKaUUU U OCIOXHeHUs rpouedyp kak B nepsnyHom SOC.

e Peakuun B Mecte NpuMeHeHNs, yCTaHOBKM MMNaHTaTa U MHbeKunn
3akpenneHbl 3a neperyHbiM SOC Obwue HapyweHus u peakyuu 8 mecme
g88e0eHUs, B TO BPEMS KaK MHPEKLIMN TaKUX e foKanmsaumi 3akpenneHol 3a
nepsuyvHbiM SOC MHgbekyuu u uHeasuu.

AndasutHbin cnncok SOC MedDRA npegcrasneH B Tabnuue 3-1 (Ha aHrMIACKOM
a3blke). B Tabnuue 3-2 npegcrasneHsl SOC MedDRA, nepeyvncrneHHble B
MexXayHapogHo cornacoBaHHoM nopsiake. Nepeas akcnepTHasa paboyas rpynna
MedDRA onpegenuna, 4to ctaHgapTHoe pacnosnioxeHne SOC no andgasuTy He
noaxoauT 1M3-3a MHorosasblvyHon npupoabl MedDRA. B pesynbTtaTte nmn Gbin
pa3paboTaH MexayHapoaHbIM NopsaokK ansa obecneveHns egMHoo6pasns He3aBMCUMO
OT s3blka unu andasuTa.
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SOC HapyweHusi co cmopoHbI Kpo8U U SluMgbamuyeckol cucmemb|

SOC HapyweHusi co cmopoHbl cepdya

SOC Bpox0OeHHble, ceMeliHble U 2eHemuyeckue HapyuweHuUs
SOC HapyweHusi co cmopoHbI opaaHa criyxa u nabupuHma
SOC OHOOKPUHHbIE HapyuweHUs

SOC HapyweHusi co cmopoHbI opaaHa 3peHUs

SOC ’Kenydo4yHo-KuweYHble HapyweHus

SOC Obwue HapyweHus u peakyuu 8 Mecme 8gedeHusi
SOC HapyweHusi co cmopoHbI revyeHu U xendesbigodsawux nymed
SOC HapyweHusi co cmopoHbl UMMYHHOU cucmemb|

SOC UHpeKkyuu u uHsasuu

SOC Tpasmbl, UHMOKCUKayuu U OCIIOXKHEHUS rpouedyp
SOC JlabopamopHbie u UHCMpyMeHmMaribHble 0aHHbIe

SOC HapyweHusi Memabonu3ma u numaHusi

SOC HapyweHusi co cmopoHbl MbIWeYHOU, cKerlemHou u
coeduHUMenbHOU mKaHUu

SOC [obpokayecmeeHHbIe, 3/10Ka4ECMBEHHbIE U HEYMOYHEHHbIE
HO8006pa3osaHus (K. KUCMbI U MOJIUrbI)

SOC HapyweHusi co cmopoHbI Hep8HOU cucmeMbl

SOC bepemeHHocmb, rocriepodossiti nepuod U nepuHamarbHble
COCMOSsIHUSI

SOC lpobnemsi ¢ npodykmom
SOC [llcuxu4eckue paccmpoticmea
SOC HapyweHusi co cmopoOHbI MOYEK U MOYEBLIBOOSAWUX rTymel

SOC HapyweHusi co cmopoHbI pernpolyKmugHoU cucmemsbl U
MOJIOYHbIX Xese3

SOC HapyweHusi co cmopoHbl ObixamersibHOU cucmeMbl, Op2aHo8
epyOHOU Knemku u cpedocmeHusi

SOC HapyweHusi co cmopOoHbI KOXU U MOOKOXHOU Kriemyamku
SOC CouyuanbHblie obcmosimenbcmea

SOC Xupypaudeckue u meduyuHcKue rnpouedypsbl

SOC HapyweHusi co cmopoHbI cocy0o8

Ta6nuua 3-1. Cnucok tepmuHonorun MedDRA no SOC - ancdaBUTHbLIN CNUCOK

BeogHoe pykosoacteo no MedDRA sepcum 28.1
CeHTs0pb 2025 .

001275

13



YpOBHU CTPYKTYPHOW Mepapxum

SOC UHpeKkyuu u uHeasuu

SOC [obpokayecmeeHHbIe, 3/10Ka4eCMBEHHbIE U HEYMOYHEHHbIE
HO800b6pa3osaHus (8K/1. KUCMbI U MOJIUrbI)

SOC HapyweHusi co cmopoHbI Kpo8U U SluMgbamuyeckol cucmembl
SOC HapyweHusi co cmopoHbI UMMYHHOU cucmemb|

SOC 3HOOKpUHHbIE HapyweHUs

SOC HapyweHusi Memabonu3ma u numaHusi

SOC lNcuxmnyeckme pacctponcTaa

SOC HapyweHusi co cmopoHbI HEP8HOU cuCmMeMbI

SOC HapyweHusi co cmopoHbI opaaHa 3peHUs

SOC HapyweHusi co cmopoHbI opaaHa criyxa u nabupuHma
SOC HapyweHusi co cmopoHbl cepoya

SOC HapyweHusi co cmopoHbI cocy0o8

SOC HapyweHusi co cmopoHbl ObixamersibHOU cucmeMbl, Op2aHo8
e2pyOHOU Kremku u cpedocmeHusi

SOC JKernydoyHo-KuweYHble HapyweHusi
SOC HapyweHusi co cmopoHbI nevyeHu U xendesbigodsawux nymeul
SOC HapyweHusi co cmopoHbI KOXU U MOOKOXHOU Kriemyamku

SOC HapyweHusi co cmopoHbl MbIWeYHOU, cKerlemHou u
coeduHUMeNbHOU mKaHUu

SOC HapyweHusi co CmopoHbI NMOYEK U MOYE8bIBOOAWUX rymel

SOC bepemeHHocmb, rocriepodossiti nepuod U nepuHamarbHble
COCMOSIHUS

SOC HapyweHusi co cmopoHbI pernpolyKmugHoU cucmemsbl U
MOJIOYHbIX XKesle3

SOC Bpoxx0eHHble, ceMeliHble U 2eHEMUYECKUE HapyWeHUs
SOC Obwue HapyweHus u peakuyuu 8 Mmecme 88edeHUs
SOC JlabopamopHbie u UHCMpyMeHmarsibHble 0aHHbIE

SOC Tpasembl, UHMOKCcUKayuu U OCIIOXKHEeHUs rpouedyp
SOC Xupypaudeckue u meduyuHcKue rpouedypsbl

SOC CouyuanbHblie obcmosimenbcmea

SOC lpobnemsbi ¢ npodykmom

Ta6bnuua 3-2. Cnucok tepmuHonorun MedDRA no SOC — cornacoBaHHbIN Ha
MeXAyHapOAHOM YpPOBHe NopsaokK
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3.6 CTAHOAPTU3UPOBAHHbIN 3AMPOC MedDRA (SMQ)

CrangapTmsoBaHHble 3anpockl MedDRA (SMQ) npeacrtasnstoT cobor rpynmbl
TepmuHoB MedDRA, 06bl4HO Ha ypoBHe npegnodTuTensHoro TepmunHa (PT), koTopble
OTHOCSATCS K onpegenieHHOMY MeOULUHCKOMY COCTOSHMIO unu obnactun nHtepeca. SMQ
npegHasHayeHbl 4na naeHTugukaumm n n3BrnedYeHns noTeHumarnbHO peneBaHTHbIX
nHAMBUAYanbHbIX coobLweHnn no 6esonacHoOCTU. BknoYeHHble TEpMUHBbI MOTYT
OTHOCMUTbCS K MPU3HaKam, CMMNTOMam, JuMarHo3am, CMHApoMam, usnkanbHbIM
AaHHbIM, AaHHbIM NTabopaTopHbIX 1 APYTNX (PU3NONOTMYECKNX NCCregoBaHum 1 T.0.
EQMHCTBEHHBIMM TEPMUHAMM HMXKHEro ypoBHSA (LLT), npeacraBneHHbimm B SMQ,
ABNSAOTCA Te, KOTopble cBs3aHbl ¢ PT, ncnonesyemoiM B SMQ; Bce ocTarnbHble
NCKITHOYEHDI.

Ana nonyyeHns nogpobHomn nHgopmaumm o SMQ cm. BeBogHoe pykoBoACTBO MO
cTaHgapTuampoBaHHbIM 3anpocam MedDRA (SMQ), koTopoe siBnsieTca oTAenbHbIM
AokymeHToM. OHO AOCTYNHO BMECTEe C APYrMMu COMpPOBOAUTENbHBIMWN JOKYMEHTaMu
AAHHOro BbINycKa.
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4. NPABWUJTIA N COTMACOBAHHDbIE NMPAKTUKW, MPUHATDBIE B
TEPMUHOJNOIn
(BKINKOYAA NPEACTABJIEHUE U POPMATUPOBAHUE TEPMUHOB)

B aTom pasgene, a Takke B pasgenax 5 n 6, onMcaHbl npaBusia n corfiacoBaHHble
NPaKkTUKN, NCrnosnb3yemMble B TepMUHoornm. Kaxxgoe npaBuso BbINOSTHSETCS B
BONbLWMHCTBE CNyYaeB, HO MHOMME NpaBuia MMET UCKoYeHns. HekoTopble N3 aTux
NCKMIOYEHNI NepeYnCrieHbl B KaX40M npaBuse, o4Hako HEBO3MOXHO YNOMSIHYTb BCe
ncknroyeHna. MedDRA — 3To meamumHcKkas TEPMUHOSOINNA, a He TaKCOHOMMUS, U C
MEANLMHCKOM TOYKM 3pEHNS OHA OMKHa OblTb cOanaHcMpoBaHHOW, NparMaTU4YHOMN,
oTpaxaTtb peanbHyr MeOULMHCKYHO MPaKTUKY N y4UTbIBATb TO, KaK B PasfnyHbIX
KynbTypax MOryT MHTEPNPETUPOBATLCA crneumdnyeckne TePMmHbI.

41 TMPABOIMUCAHUE [AHITIMUCKUN A3bIK]

[MpaBonucaHne TEPMUHOB HEN3MEHHO COOTBETCTBYET MrinocmpuposaHHOMY
meduyuHckomy criosapto [JopraHda (30-e uzdaHue)©, MeaNUNHCKON NuTepartype
[opnaHaa, npeacTtaBneHHOW OHNanH 1 B TpaanuMoHHOW oopMe s BCex
MeaNUMHCKNX TeEPMUHOB. NMpaBonncaHne HeMegUUNHCKUX TEPMUHOB, BKITHOYEHHbIX B
TEPMUHOMOIMNI0, COOTBETCTBYET aHrnmnnckomy cnosapto Merriam-Webster.

Mcnonb3oBaHne gedmca cooTBeTCTBYET ero Hanbonee pacnpocTpaHeHHOMY
ncnonb3oBaHuto B UnmocmpupogaHHOM MeduyuHcKkom criosape [opnaHda v
cTaHgapTHoOM MeguumnHcKon nutepatype. [NpuctaBka “non” («He») B cnose Bceraga
OyaeT ncnonb3oBaTbCs € 4edUCOM, ECIM TOMbKO 3TOT TEPMUH HE BCTpeYaeTcs B
cnosape [JopnaHga, HO Npu3HaeTcs B cr1o8ape aHanuluckoz2o s3bika Merriam-Webster
Kak ogHO cnoBo (Hanpumep, nontoxic (HETOKCUYHBIN), nonspecific (Hecneumdnyecknin),
noninvasive (HeMHBa3uBHbIN), nondependent (He3aBucumbIN), nonmedical
(HemeanumnHckmin), nonproductive (HenpoAayKTUBHLIN), noncompliance
(HecooTtBeTcTBME), nOondominant (HEOCHOBHOW) U T. 4.).

CornacHo unncmpuposaHHOMY MeAUUUHCKOMY crioeapro [JoprnaHda, TEPMUHBI C
npuctaekon “post” («nocT») pasgensatoTcs npobenom co cnegyrowmuMm UCKIMIOYEHUSIMUA:
TepMMHaMn, KOTopble NULWYT Yyepes geduc, asnatTca “post-traumatic”
(«nocTTpaBmatuyeckniny ), “postero-lateral” («3agHe-naTepanbHbIN») K “post-term”
(«nepeHoLleHHbINY ). NMpuMepamMmn TEPMUHOB, COCTOSILLIMX U3 OQHOMO COBa, ABMNAOTCH
dopmbl: “postabortal” («<nocneabopTHbIN»), “postpartum” («nocnepogoBony),
“‘postmature” («nepeHoLleHHbIN/3ano3gansiny ), “postmenopausal”
(«nocTMeHonay3anbHbINY), “postmastoid” («nocTmacTtomnaHblny ), “postvaccinal”
(«nocTBakyuHanbHbeINY), “postvaccinial” («NOCTBaKUMHHbINY ), “postnasal’
(«nocTHasanbeHbINY ), “postauricular” («nocTaypukynapHbiny), “postictal”
(«nocnenpunagoYHbIN/NOCTUKTaNBHBLINY ), “postmastectomy”
(«nocTmacTakToMmyeckuiny) n “postnatal” («nocnepogoBoM/NOCTHaTaNbHbINY ).

Ha yposHe PT u Bbiwe ncnonb3yetcs 6putaHckoe npasonucanune. Ha yposHe LLT
ncnonb3yeTcs Kak bputaHcKkoe npaBonucaHune, Tak U aMepuKkaHCKoe NpaBonucaHne
OAHOro U TOro e TepMuHa (Hanpumep, LLT Diarrhoea (Ounapes) n LLT Diarrhea
(duapes) nog PT Diarrhoea).) (Onapes). HenpaBunbHO HanMcaHHblE TEPMMHbI,
NonyyeHHble N3 UCTOPUYECKNX TEPMUHOMOMNIN, MOMEYaTCH Kak He4eNCTBUTESbHbIE.
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4.2 COKPALUEHUA

B 6onblumMHCTBE CrnyvaeB, COKpaLlleHUs UCKNoYeHbl U3 ypoBHewn Bbiwe LLT. M3 aToro
npaBuna CyLecTBYIOT creayowme UCKMYeHns: 1) ecnm BKIOYEeHUe NOSIHOro TepMmnHa
Aenaet dpasy odeHb AnuHHou (6onee 100 cMMBONOB) 1 2) ecrniv TEPMUH UMeET
ycTosiBLLeecs cokpalleHue. Hke npuBogaTCs HEKOTOPbIE NPUMEpHI:

CDC LUeHTpbl no koHTponto 3abonesaemoctu (CLUA)
LIHC ueHTpanbHas HepBHas cuctema

CMX cnnHHOMO3roBast XKMaKoCTb

OKI  anekTpokapguorpamma

Cneaytowee cokpatlleHune orpaHmyeHo yposHeMm HLT n HLGT (3a ncknoyeHmem
Heckonbkux LLT co ctaTycom «HeaenCTBUTENbHbINY ):

HKOP He knaccnguumpoBaHHbIN B Apyrnx pybpukax
Cneaytowiee CoKkpalleHne orpaHmMyeHo ypoBHem LLT:
BOY 6e3 oononHUTENbLHBLIX YTOYHEHUN

BykBbl abbpeBMaTypbl HE OTMEYAKTCA TOUYKaMM (3HAKaMKU NPENUHaHKS).
A66peBmaTypbl UM akPOHUMbI, KOTOPbIE MOTYT NPEACTaBNATb pa3Hble 3Ha4YeHNs B
pasnuyHbix pernoHax ICH, ncknoyeHbl U3 TeEPMUHOMNOMMK, YTOBLI HE AOMYCTUTb
HEeOaHO3HAYHOro TonkoBaHus. AGBpeBunaTypbl 1 aKPOHMMbI, MO Pa3HOMY
WHTepnpeTMpyeMble B CTaHAAPTHbIX y4ebHMKaxX akpOHUMOB, Kak NpaBumo, He
npuHMMmatoTca ons gobasneHusa B TepmuHonornto. OgHako, HECMOTPS Ha
MHOIOYUCIIEHHbIE TONKOBAHWUA, akpoHUM ByaeT BHECEH B TEPMUHOMOIMIO Ha YPOBHE
LLT B ero Hanbornee pacnpocTpaHeHHOM 3Ha4Y€HMUU, NCNOSIb3YEMOM BO BCEM MUpe,
Hanpumep, LLT CVA/OHMK, o3snavatowmm «Cerebrovascular accident / Octpoe
HapyLLleHne Mo3roBoro kposoobpateHus» u LLT Raised LFTs/llogbiweHHbIe
pesynbmamasl @1l ona «lNoBbieHHble Noka3aTenu OyHKLMOHANbHbIX NeYEeHOYHbIX
npoo».

OcHoBblBasACb Ha pekomMeHaauuax akcnepTHom komuccum MedDRA, 60NbLLIMHCTBO
COKpalLeHHbIX LLT, cBa3aHHbIX C BUpycamu (U CBsI3aHHbIX C HUMKW TepMUHOB 6e3
COKpaLLiEeHNN N KBanudmukaTopa), KOTopble MOryT TONIKOBaTbCS Kak TEPMMHbI,
CBSI3aHHblE C uccnegoBaHnem unmn nHdekumen, Takne kak LLT BIFA, LLT BB, n LLT
Bupyc eenamuma B, aBnsaioTca HegencteutenbHbiMU. HaunHas ¢ Bepcum 12.1
MedDRA, MSSO He gonyckaeT gobasrieHne HOBbIX COKpaLleHHbIX TEPMUHOB 6e3
KBanudukaTopa «TeCT» Ui «MHMPeKUna».

Xumunyeckume anemeHTbl npeactasneHsl B MedDRA ¢ nx oduunanbHbIMU XMMUYECKUMN
cumBornamu Ha ypoBHe LLT, Takmne kak «Cl» gns xnopuaga n «Cu» gnsa meaw.

4.3 BbIAEJNEHUE NPOMUCHbLIMU BYKBAMU

Bonbluas yacTb TepMUHOB NpeacTaBieHa cCTpodHbiMy BykBamu. MNponucHble GykBbl
NCNOb3YHTCS TONMLKO AN HaYanbHOM GYKBbI B KAXX4OM TEPMUHE, 32 UCKIOYEHNEM
nmeH cobcTBeHHbIX (Hanpumep, PT Non-Hodgkin lymphoma, HexodXkuHcKkas
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JluMgboma) N KOMMOHEHTOB TAKCOHOMMYECKMUX Ha3BaHUN MUKPOOPraHNU3MOB U UX
COKpaLLEeHNN.

B TepmuHonorusx, croBapsix 1 Tesaypycax TpaaMuMoHHO UCMONb3YOT coveTaHne
CTPOYHBIX M MPOMUCHbIX BYKB Ansi 0603HaYeHNs NpaBUbHON opdorpadmm TEPMUHOB.
Tem He MeHee, opraHM3aummn MOryT peLuaTb N0 CBOEMY YCMOTPEHMIO TO, KaK UM
MCMNONb30BaTb CTPOYHbIE W MPOMUCHbIE BYKBbI NPY HaNMcaHUM TEPMUHOB B CBOMX Gasax
AaHHbIX. HanncaHve TepMUHOB NPONMUCHBIMK ByKBaMX BO3MOXXHO MO >KeNaHWHo.

4.4 NYHKTYAUUA

AnocTpodbl MCNONb3YHTCA B MMeHax cobCcTBeHHbIX (Hanpumep, PT CuHOpom
Xunbbepa (Gilbert's syndrome).

[dunakputuyeckme 3Haku, Hanpumep gpaHuy3ckui “accent aigu” (QMakpuTUYECKNin 3HaK ')
unu “é,” (Hanpumep, PT CuHdpom [utieHa-bappe) NCKNOYEHbI N3 aHMNTMUCKON BepCum
TEPMUHOMOIMNN.

4.5 OOHOCNOBHbIE TEPMUHbI B CPABHEHW/ C MHOIOCJIOBHbIMU
TEPMUHAMU

Kaxabin LLT nnu PT npeacrasnseTt cobon nHAMBMAYanbHY KOHUEMNLMIO, HO 3Ty
KOHLENLMIO MOXHO BblpasuTb OAHUM UM HECKONBbKUMW CrOBaMM.

TepmuHbI, onucbiBatoWwmne aBe unu 6onee koHuenuun, 6uinn «yHacneaoBaHbl» OT
Apyrmx TepMmnHosnormyeckmx 6as (Hanpumep, LLT TowHoma, pgoma u noHoc). 3Tu
COCTaBHble TepMuHbl Kak LLT cBasaHbl ¢ PT, koTopbi 0603Ha4YaeT OCHOBHOW Un
Hanbonee KNMHMYECKM 3HaumMbin addekT. Hanpumep, TepmuH LLT TowHoma, peoma
u rnoHoc ces3aH ¢ PT Peoma. Kpome Toro, aToT TepMuH Bblf1 NOMEYeEH Kak
HeaenCTBUTENbHbIN.

4.6 NOPAOOK CNnoB

B 6onblmnHcTBE cnyvaes, Ha ypoBHAX PT, HLT, HLGT n SOC ucnonb3yeTcs
€CTECTBEHHbIN NOPSALOK CNOB — 3TO O3HAYaEeT, YTO 3TOT TEPMUH OTOBPaXKeH B TOM
BMAE, B KOTOPOM OH 06bIYHO ynoTpebnsaeTcs B peun (Hanpumep, PT UHgapkm
MuokapOa, a He «Mnokapga nHdapkT»). VicknoyeHmem aBnsieTcs TOT criydan, korga
obpaTtHbI nopsaok crnoB B PT ynpoluaeT rpynnupoBaHMe CXOAHbIX TEPMUHOB A5t
andgasuTHoro otobpaxeHus B nepapxmax SOC. Hanpumep: PT MeHuHaum
acenmuyeckud, PT MeHuHaum xumudeckud, PT MeHuHaum 303uHousibHbIt  PT
Tokcornnasmo3sHbIl MEHUHaum.

4.7 KOAbl B MedDRA

B oTnnyme oT TMNMYHOro MCNosib30BaHUA CroBa «Ko4» B HOPMAaTUBHO-NPaBOBON
cpepe, B MedDRA cnoBo «kog» OTHOCUTCSA K BOCbMU3HAa4YHOMY HOMeEpY,
npuceamMBaeMoMy KaxKgoMy TEPMUHY, N ero He cnefyeT nyTaTb C TEKCTOBOW CTPOKOM
(coctaBom) camoro TepmuHa. Kaxabii TepmmvH B MedDRA nmeeT yHuKanbHbIN
HeuMHpopMaTUBHbLIN KOA. HEMH(OpMATUBHLIA B 3TOM KOHTEKCTE O3Ha4aeT, YTo Mo
undpam Koga HEBO3MOXHO MOMYYNTb HUKAKOM MHAbOpMaLmMK (Hanpumep,
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3akpenneHHbin ypoeHb SOC B nepapxum 1 T. 4.). Kog npucBanBaeTcs BCeEM TepMUHAM
BO BCceX kateropusax. [NlepBoHavarnbHO Kogbl NpucBavBanunch B and)aBUTHOM nopsake,
HaudnHasa ¢ 10000001. HoBbiM TepMnHaMm, Aob6aBfeHHbIM B TEPMUHOMOTNIO,
npuceavBaeTCa cregyoLwmin Homep nNo Nopsaky. PaHee ncnonb3oBaHHbIE KOAbI
MedDRA 06bI4HO HEe UCMONb3YHTCHA NOBTOPHO AS1S1 HOBbIX TEPMUHOB, OAHAKO B
HEeKOTOpbIX Criy4Yasix, Korga TepMmnHbl NepenMeHOBbLIBaOTCA (Hanpumep, ucnpasneHue
oWNBOK B HAaNNcaHUK), koAbl MOTyT UCMOMb30BaTLCHA MOBTOPHO.

4.8 JIOKANN3AUUA HA TEJNE COIMNMACHO MedDRA

CteHka OprowHOM nonocTu. B uenom, cteHka 6prOLLHON NOMOCTU KnaccuguumpyeTca
B MedDRA kak cTpykTypa xxenyao4Ho-kuweyvHoro tpakta. B MedDRA HeTt
hopmanbHOro onpeaeneHns CTeHKM BPIOLLHOW NONOCTU, HO C Lenbio JobaBneHus
TepMmuHa, MSSO paccmaTpuBaeT CTEHKY OPHOLLHOM NOMOCTU KaK CTPYKTYPY,
BKIMOYAOLLYHO BPIOLLNHY, MbilWUbl 1 hacuuio, OKpyKaroLune 6pIoLLHY0 NONOCTb, TakuM
obpa3om onpefensis ee Kak CTPYKTYpY KenyaouHO-KMLIEYHOro TpakTa. [ynok n
nyno4vyHas obractb CYMTAIOTCA KOXHBIMWU CTPYKTYpaMu 1, crnefoBaTenbHO, 3akpenseHbl
3a SOC HapyweHusi co CmOopPOHbI KOXU U MOOKOXHOU KriemyamkKu.

CeppaeyHble U cocyaucTblie aHoOManumu. HekoTopble BPOXAEHHbIE aHOMaNMK
BKITHOYAIOT KaK cepaeyHble, Tak N COCYANCTbIE KOMMOHEHTbI; 3TV TEPMMUHbI 3aKPEMEHbI
3a HLT BpoxxOeHHble cepdeyHo-cocyducmele HapyweHus, HKOP (c HLGT
BposxOeHHble aHomarnuu (mopoku pa3sumusi) cepdua 3akpennss ero 8 SOC
HapyweHusi co cmopoHbI cepdua).

CteHka rpyaHoun kneTku. CTeHka rpyaHon KneTkn knaccuuumpyeTcst Kak cKeneTHo-
MbiLLEeYHasa CTPyKTypa. B obLiem, TEPMUHBI, OTHOCSALLMECS K CTEHKE rPYAHON KIETKM
3akpenneHbl 3a SOC HapyweHus co cmopOoHbI MbILue4YHOU, ckeslemHou u
coeOuHUMeIbHOU MmKaHuU.

Beko. Beko knaccudumumpyetca kak CTpykTypa rnasa. B obwem, TEpMUHLI,
OTHOCSLLMECS K BEKY, NepBUYHO 3akpenneHbl 3a SOC HapyweHusi co cmopoHbI opaaHa
3peHusi n BTopnyHo — ¢ SOC HapyweHusi CoO CmopOHbI KOXU U MOOKOXHOU
Krnem4yameku.

Fnotka n anadparma. Motka 1 gnadparma knaccupmumnpyrotca B MedDRA kak
CTPYKTYpPbl AblXaTeNbHOW CUCTEMBI.

YwHan pakoBUHa. YLLHasa pakoBUHA, BKMOYas MOYKY yXa, CYMTAETCs YacTbio yXa U
nepBUYHO 3akpenneHa 3a ¢ SOC HapyweHusi Co cmopoHbI opaaHa cryxa u
nabupuHma.

4.9 4YUCJIOBbIE 3HAYEHUA
HekoTtopble LLT B MedDRA cogep»xat 4ncrnoBble 3Ha4eHUs, CBA3aHHbIE C HEKOTOPbLIMU
KNUHU4YeCKMMn napametpamu (Hanpumep, LLT 3adepxka eHympuympobHo2o
passumusi nnoda, HeymoyHeHHas, 1500-1749 epamm); 0ObIMHO 3TO TEPMUHBI,
BKJTOYEHHbIE B CNOBapb U3 UCTOPUYECKNX TEPMUHOSTOMMI, U MOMEYEHHbI Kak
HelencTBUTENbHbIE, MOCKOSbKY OHN HE COOTBETCTBYIOT npasunam MedDRA.
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YuncneHHble 3Ha4YeHWs], CBA3aHHbIe C TabopaToOpHbLIMKU NapamMeTpamu, Takke
NCKMoYeHbl (Hanpumep, YpOBEHb HaTpuUs B CbIBOPOTKE KpoBu 141 MOKB/N).
Lndpbl moryT 6b1Tb BKoYeHbl B cocTaB LLT n PT, Korga oHM SBRSIOTCA YacTbio
Ha3BaHUSA UM HeOTAENMMbI OT KoHuenuuu (Hanpumep, PT HedocmamoyHocmb 5-
anbha-pedykmasbl).

410 OBOCTPEHMUE OCHOBHOI'O 3ABOJIEBAHUSA
BONbLUMHCTBO TEPMUHOB, BblpaXKaroLLMX KOHUENUMo «obocTpeHuney (Hanpumep, LLT
Annepeausi c obocmpeHueM), bbinNn yHacneaoBaHbl OT ApYrnX TEpMUHONOrmi. B
pesynbTaTe nepecmoTpa nameHeHHoro tTepmmHa B MedDRA Bepcuto 9.1 6bino
Ao06aBneHo HECKONbKO NOXOXNX koHuenunin. OgHako B nocrneaytowem MSSO
nobaBnsaeT HOBble TEPMUHBI, CoAepKaLlmne crioBa «0bocTpeHuey,
«yXyalweHue/ycmneHune/nporpeccmpoBaHme» Unmn «06oCTpeHne», TONbKO €CIN OHU
AEMOHCTPUPYIOT MEOULMNHCKYH 3HAYNMMOCTb.

4.11 TEPMUHbI C «BE3 AOMNONHUTENbHbLIX YTOYHEHUN» U «HE
KNACCUOULIMPYEMbIU B IPYTUX PYEPUKAX»

TepmuHbl, BKovaloLwme cokpatleHve «bY» (6e3 4onoNnHUTENbHBIX YTOYHEHUN),
ABNAIOTCA YaCcTO BCTpeyarLencs ocoO6eHHOCTbI0 MeANLMHCKNX TEPMUHOIIOIMMN,
NCrnonb3yeMblX B perynsiToOpHON OeATenbHOCTU AN NekapcTBEeHHbIX cpeacTs. B
MedDRA TepMuHbI ¢ cokpawieHnem «b[lY» BcTpevatoTca ToNbKo Ha ypoBHe LLT n
npegHasHa4yeHbl Ana 0603Ha4YeHns KOHUENUMn, No KOTOPbIM OTCYTCTBYET
AOoNonHUTENbHas cneumguyeckas MHpopmaumsa (Hanpumep, Npu KOaQUpPoBaHUK
HexxenaTesibHbIX SBfieHui). TepMuHbl, cogepXxalumne cokpaileHne «bY», BbipaxatoTt
Hecrneunguyeckne TepMmNHbI 1 MOTYT MHTEPNPETUPOBATLCH TOSMBKO CO CChINIKOW Ha
apyrve cneumduyeckme TepMuHbl B TepMunHonorum. Cneundguyeckasa KoHUeNUus He
ABNSAETCS NOCTOAHHOW BO BCEN TEPMUHOSOMMK (HanpumMmep, OHa MOXeT OTHOCUTBLCS K
OCTPbIM UMM XPOHUYECKMM COCTOSIHUAM, NloKanuaaumm Ha Tefnie unmn MHEKLNOHHOMY
opraHusmy). [1ns kogupoBaHus Nonb3oBaTeny AOMKHbI UICNONb30BaTh Hanbonee
cneunduyeckun nmetowmnncs TepmuH (Hanpumep, LLT IMyykossie 2onoeHble 6oru B
npoTtuBoBec LLT [onosHas 6one B4Y). Mo ykaszanuto Ynpaenstowero Kommteta
MedDRA (MedDRA Management Committee) B8 MedDRA, HaunHas ¢ Bepcum 6.1,
HUKakne JononHUTENbHbIE TEPMUHBI C cCOKpalweHeM «bY» B TepMUHOMOrnio He
npuHuMatoTcs. Kpome Toro, Bce TepMuHbl € cokpalleHnem «bAY», paHee
cyLlecTBoBaBLUME Ha YpoBHe PT, B TepMUHOMNOMNKM MNOHMKEHbI 40 ypoBHSA LLT.
AHarnornyHbiMm obpasom, cokpawieHne «HKOP» (He knaccudpuumpoBaHHbI B ApYrux
pybpukax) ABNseTca CTaHAapTHbIM COKpaLleHneM, UCNoSMb3yeMbIM 45151 0003Ha4YeHs
rpynn pasnu4yHbiXx TEPMUHOB, KOTOPbIE C TPYAOM BMNUCLIBAKOTCS B ApYyrue
nepapxudeckmne knaccudpukaumm B cneundumyeckun SOC. O6o3HaveHne «HKOP»
ncnonbsyetcs Tonbko ¢ HLT n HLGT ¢ uensto rpynnuposku. Hanpumep, HLT
HapyweHusi co cmopoHb! Modyegoz20 ny3bipss HKAP cooepXuT wnpokuin cnektp PT,
Bkntodaa PT CmeHo3 mouegozo ny3bips, PT paHynema movyegoe2o ny3bips v PT
TeneaHauskmasusi Mo4yego2o ry3bipsi. Bce TepmuHbl co criosom «HKOP», paHee
cyuwiecTtBoBaBLINE Ha ypoBHe PT, 6binun noHmwKeHbl 40 YpoBHS LLT 1 noMeYveHbl kak
HeLenCTBUTESbHbIE.
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4.12 TEHAEP-CNELN®PUYECKUE TEPMUHDI

B 6onblumMHCTBE crnyvaeB, reHaep-cneundunyeckme TepMmHbl He BKIOYAKOTCS B
MedDRA, nockonbKy non naumMeHTa TpagulmMoHHO cHMTaeTcsl nepeMeHHon B 6ase
AaHHbIX. TeM He MeHee, Obino caenaHo UCKIKYEHWe Ana cryvaes, Koraa ns-3a nona
naumeHTa KoHLEenuusa CTaHOBUTCS KIMHUYECKN OTITIMYHOW B OTHOLUEHUU HEKOTOPbIX
3aboneBaHN MOSIOYHON XXenesbl U PenpoayKTUBHBLIX OpraHoB (Hanpumep, PT Pak
MOJIOYHOU XXene3bl y MyXX4uH v PT Pak MOro4YHOU xenesbl y XeHWUHbI). B obwem,
CYyLLleCTBYeT TaKkKe COOTBETCTBYIOLLMI reHaepHO-HenTpanbHbin TepMmuH (PT Pak
MOJIOYHOU XXere3bl).

413 COrMMAWEHNA NO HAMMEHOBAHUIO B UEPAPXUA
MHo)ecmeeHHOEe 4YucJio

TepMuHbl Ha yposHe HLT n HLGT 0Obl4HO MeoT hopMy MHOXECTBEHHOIO Yncna,
NOCKOSbKY OHW ABNAOTCA rpynnov MeanUnHCKMUX KoHuenuun (Hanpumep, HLT
3noka4yecmeeHHble HO800bpa3oeaHus 2enamobunuapHol cucmemsi). OBbIMHO
TepMUHbI Ha ypoBHe PT n LLT nmetoT popmy eaUHCTBEHHOIO YMCSa, MOCKOSbKY OHU He
ABNAOTCA rPyNNov MeguULMHCKMX KOHLENUMUIA.

Ucnonb3oeaHue npunazamesibHbIX (8 PYyCCKOM nepesode npuMeHsiemcsi He
ecez0a)

dopma npunaratenbHOro, Hanpumep, «CepaeyHbIny UM «NeYeHOYHbIN», Npu nbon
BO3MOXHOCTW UCMOMb3yeTCsl BMECTO CYLLECTBUTENBHOrO (HanNpumep, «cepaue» mnm
«ne4veHb»). MicknovyeHnsiMmn GbiBalOT Crnyyau, Koraa CyLecTByeT KOHQUKT Ha3BaHum (T.
€. [1Ba TepMMHA Ha pasHbIX YPOBHSIX, KOTOPblE TEOPETUYECKN MOTYT ObITb
npeacTaBneHbl OAHOM N TON e TEKCTOBOW CTPOKOM (COCTaBOM TEPMUHA)), UNK Korga
TepMUH 0ObI4HO HEe NCMoNb3yeTcs B TakoM Buae B 0bbl4HON npakTuke. Hanpumep, ans
TepMMHa «CepaeYHbln NPUCTYN» Ha NpakTUKe Yalle npumeHsaeTcs pasa “heart attack”,
a He “cardiac attack”.

«Ackn.» u «Bkn.»

[na cooTBETCTBMA NpaBuniam, KacaroLLMXCs rpynnoBbIX TEPMUHOB, CTaHAapTHOe
MCMONb30BaHNe TEPMUHOB CO CNOBaMU «BKIOYas» UMW «UCKNoYaa» NpeacTaBneHo
crieayoLwmMm o6pasom:

1. «WcKkn.» 03Ha4YaeT «MCKMYasny, KKpOMe» U «3a UCKMIoYEeHneM»
2. «Bkn.» obo3HavyaeT «B TOM YUCMe» U «BKYaa»
«lMpu3sHaku u cuMnMoMbI»; «UHEKUUOHHbIe U eocrnasiumersbHble 3abosiesaHusi».

B Tekcte TEPMUHOB, rade UCNoJib3yTCA Takne (*)pa3bl, nopAaoK CIoB — «MPU3HaKN n
CUMMNTOMbI» U «VIHCbeKLI,I/IOHHbIe N BOCnanuTenbHble 3aboneBaHnsa».

HobpokayecmeeHHbIlU U 3/7I0Ka4eCMEEeHHbIU

Kak npaBuno, cnoea «406poKavyeCTBEHHbINY N «3ITOKAYE€CTBEHHbIN» MOMELLAITCA B
KOHLe TekcToBbIX cTpok B SOC [JobpokayecmeeHHbIe, 3510Ka4eCmeeHHbIe U
HeymoYHeHHbIe HO8006pa308aHUs (8K/1. KUCMbI U 10/1Urbkl) U B HA4Yane TEKCTOBbIX

BeogHoe pykosoacteo no MedDRA sepcum 28.1 21
CeHTs0pb 2025 .
001275



MpaBuna n CornacoBaHHble NpaBuna, NPUHATbLIE B TEPMUHONOIMU

cTpok B apyrmx SOC. 310 npasuno npegocraBndeT nHopmMmauuio o Tom, K kakomy SOC
n HLGT npuHagnexuTt TepMuH, Cyast TONbKO MO ero HasBaHuio.

Bpo)xOeHHbIU

Kak npaBusio, CNoBoO «BPOXAEHHbINY» NOMeLLaeTcsa B KOHLe TekcToBon cTpoku B SOC
BpoxdeHHbie, ceMeliHble U 2eHemuyeckue HapyweHUs N B Havyane TepMuHa B Apyrmx
SOC. 310 npaBuno npegocTasnseT nHgopmaumo o Tom, K kakum SOC n HLGT
OTHOCUTCS AaHHbIA TEPMUH, TONbKO CYAs MO ero TeKCTOBOM CTPOKe. TepMUH
«BPOXAEHHbIN» NCMONb30Barcsa A5 onnMcaHus Nrboro COCTOAHMS, NPUCYTCTBYOLLIENO
npy poXXOeHUn, He3aBMCUMO OT TOrO, BbINO N OHO reHeTUYECKM YHaCre4OBaHHbIM UMK
BO3HMKLUMM B yTpobe maTtepu.

HapyweHue, 3a6oneeaHue u paccmpolicmeo

B MedDRA koHUenumsa «pacctponcteo/naTtonorna» nog4nHAeTcs TEPMUHyY
«3aboneBaHue», KOTOPOE NOAYNHAETCA TEPMUHY «HapyLLeHne». «HapyleHue»
06bI4HO ncnonbdyeTtcda Ha yposHe HLT, HLGT n SOC, nockonbky oHo siBnisieTca bornee
obwmm TepMmnHom (Hanpumep, HLGT Mamonozauu xen4yHoz2o ny3bips). B kayectse
NCKITIOYEHNS, TEPMUH «3aboneBaHne» unm «bonesHby MHoraa UCnonb3yeTcs Ha ypoBHE
HLT, korga ato siBnsieTca Hanbornee pacnpoCTpaHEHHbIM CNOCO60M M3M0XKEHMS
KoHuenuuu, Hanpumep, HLT bonesHb lNapkuHcoHa u napKUHCOHU3M. «bonesHb
[MapkUHCOHa» — 3TO caMoe YacCToe MUCMNOSb30BaHWE Ha3BaHUS, a He «HapyLlleHne
lMapKuHCcoHa».

TepMUH «pacCTPONCTBO» ABNSETCA CUHOHUMOM TEPMUHA «HapyLLUeHne» n byaeT
[o6aBNATLCS TONMbLKO B TOM Cryyae, ecnv a1o bygeT npeanoyTuTensHoOn
hopMYyNMPOBKON KOHLeNUMK. ECrniv TepMUH «HapyLLeHNe» CyLLecTBYET Ha YPOBHE
PT/LLT, koHuenuusa «paccTponcTBo» 6onblue He ByaeT BHOCUTLCA B CrOBapb.
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5. COINMALWIEHUA MO HAMMEHOBAHUIO PT U LLT

5.1 YNOTPEBJIEHUE OBLUENMPUHATBLIX CJ1OB

CnunpTbl. [1na cnvpToB NCNONBL3YIOTCA OQHOCOCTaBHbIE HA3BaHUSA (Hanpumep,
«3TaHOMNY», a He «3TUIoBbIN cnupT»). CumeBon —OH HanncaH NoNHOCTLIO (Hanpumep,
LLT AkmusHocmb 17-2udpokcukopmukocmepouda).

AHacToMo3. TepMUH KnaccuuumpyeTcs Kak Xmpypruyeckasa npouenypa v 3akpenseH
Kak 0gHOOCHbIN Tonbko 3a SOC Xupypauyeckue u MeOuyuHCKUe rnpouedypsi.
AnbTepHaTMBHbIE TEPMUHbI UCMONb3YKTCA ANSA ONMUCAHUS CBA3AaHHbIX HApYLUEHUI, He
OTHOCALLMXCS K XUPYPIUW.

Cervical - wenHbIN (Les) n wWenka (maTtku). B 6onbwMHCTBE cnyyaes, CNoBO
«cervical / WwernHbIn» ncnonb3yeTcs AN yKa3aHus LWeun B Ka4ecTBe nokanusauum, Torga
Kak «cervix / wenka» — Ons ykasaHusa MaTkun B KadecTBe rnokanusaumu. Korga TepmuH
«LUEeNHbIN» OTHOCUTCS K MaTke, OH COAEPXMUT KBanugukaTop «MaTtoYHbIn», 4TObbI
OTIiM4aTh ero OoT COCTOSAHUN, CBA3AHHbBIX C LWeWHbIM OTAENOM NO3BOHOYHUKA.
WcknodeHmamu n3 nocneaHero npasuna siBNAKTCS KOHLENUMKU, KOTopble MOryT
OTHOCMUTbLCS TOMbKO K MaTKe B KadecTBe rnokanusauuu (Hanpumep, PT Jucnnasus
welKu Mamku) n, crieqoBaTtenbHO, He TPebyoT A0NONHNTENBHOMO YTOYHEHUS.

Dilation / PacwunpeHnue u Dilatation / gunartauma. CtaHgapTHble MeQULMHCKNE
onpegeneHns «paclumpeHme» n «aunatauma» ykasbiBatoT Ha TO, YTO OHU SABMSOTCS
cHOHUMamun. MSSO npu3HaeT, YTO B HEKOTOPbLIX KyJibTypax Takne TePMUHbI YacTo
NCMONb3YyHTCH B3aMMo3aMeHAeMO. TeM He MeHee, ¢ uernbto pasnuyeHns B MedDRA,
TEPMUH «annaTtaumsa» cuMTaeTcst Npoueaypon, a TEPMUH «pacLuMpeHmne» —
HapyLeHnem. Cnoso «npoueaypay obblMHO OBaBNAETCA K CrOBY «AuMnataums»,
Hanpumep, PT lNpouedypa dunamauyuu xesnydka, 4Tobbl ObINIO NOHATHO 6e3
obbacHeHnn. NckntoveHnem na atoro npasuna aensietca PT Junamayus u Kropemaix
Mamku, TaK Kak OHa cunTaeTcs npouenypon 6e3 nobaBneHns yTovHSOLWEro Crioea.

«Drainage / JpeHax» (xupypruyeckun/npoueanypHoin TepmuH) n «Discharge /
BbiaeneHue» (HeXUpypruyeckun TepMmuH, o3HavyaroLwmm cekpeumo). «peHax» —
3TO TEPMWH, UCNONb3yEMbIN B Ka4eCTBe ONMcaHus npoueaypbl (cucremaTnyeckoe
yaaneHue XXuakocTtun), Toraa Kak «BblaerneHne» n «Cekpeums» — 3T0 TEPMUHbI,
ncnonb3yemMble AMs1 ONUCaHUSA SKCKPELMM XXUAKOCTEN U3 OpraHn3ma. TepMuHsbl,
UMerLme B CBOEM COCTaBe CrI0BO «APEHaX», KOTOPbIE€ HE OTHOCATCS K XMPYPrnyecKum
npouenypam, CHATAKTCH UCKMIOYEHUAMM U ANS HAX UCMNONb3yeTCcs COBO
«BblaeneHme». 3TN TEPMUHbI, B 3aBUCUMOCTM OT MX CNeundunyeckoro 3Ha4yeHus,
3akpenneHbl 3a cooteTcTBytOWMM SOC (Hanpumep, PT MNocnenpoyedypHbie
8bldesieHus ceadaH ¢ SOC Tpasmbl, UHMOKCUKaUUU U OCIIOXHEHUS rpouedyp).
[ononHNTENbHO, BCe XMPYPruyeckme TePMUHbI COXPaHSHOT COBO «APEHAX» U CBA3b C
SOC Xupypauyeckue u meduyuHckue rpouedypnl. HakoHew, ecnn TePMUH MOXET BbITb
nmbo Xupyprmyeckon npoueaypon, Mo HeEXMPYpPrmyeckuM TEPMUHOM, TO U «TEPMUH +
apeHax» (PT lNocnenpouedypHbil OpeHax caszaH ¢ SOC Xupypaudyeckue u
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MeduyuHckue npouedypsl), n «TepMuH + Bblaenenus» (PT lNocnenpouedypHsbie
gbldesieHusi ceadaH ¢ SOC Tpasmbl, UHMOKCUKaUUU U OCITOXHEHUS rpouyedyp)
NPUCYTCTBYIOT B TEPMUHOMNOMMKN 1 3akpenneHbl 3a SOC, kak ykasaHo Bbiwe. MSSO
NPU3HaET, YTO B HEKOTOPbIX KyNbTypax Takne TePMMHbI YacTO UCMONb3YHTCS
B3anMO3aMeHSEMO, N He ByayT NOMHOCTLIO COOTBETCTBOBATbL aTOMY npasuny MedDRA.
Mpn nogaye 3anNpoCcoOB HA M3MEHEHME NOANUCYNKAM PEKOMEHOYETCS YETKO YKa3blBaThb,
Kakas KOHLEeNuusa npuMeHnmMa — Xmpypruyeckasi, Hexmpyprmieckasa unm u 1o, n gpyroe.

Tepmunbl “Failure” n “Insufficiency” (nepeBoa Ha pycckum si3blk B 060mux
cnyyvyasix oAMHaKOBbIN — «HeAoCcTaToYHOCTb»): B MedDRA a8 OCHOBHbIX CUCTEM
opraHvM3ma: cepaedHon, NeYeHOYHON, Nero4yHon n noyevHomn, cnoea “failure”
(«HepgocTaTo4HOCTbY) M “insufficiency” («He4OCTaTOYHOCTbL» ) UCNOMb3YTCS Kak
cnHoHuMbl. B SOC HapyweHusi co cmopoHsi cepdua, SOC HapyweHusi co CmopoHbI
neyeHu u xen4desbleooswux nymet, SOC HapyweHusi co CmopoHbI MNoYeK U
Mouyeabigodsuwux nymet, n SOC HapyweHusi co cmopOoHbI ObixamesibHOU cucmembl,
opz2aHoes epyOHoU Kremku u cpedocmeHusi, TepMmuH “failure” («HegoCTaTOYHOCTbY)
00bIl4HO ucnonb3yeTca Ha ypoBHe PT, a TepmuH “insufficiency” («<HegocTaTouyHOCTb» ) —
Ha ypoBHe LLT (Hanpumep, PT CepdeyHass HeOocmamoyHocmb v LLT CepdeyHas
Hedocmamo4YHOCMb).

TonkosaHue crnos “failure” u “insufficiency” MoXeT Bbl3biBaTb TPYAHOCTU; HEKOTOPbIE
nonb3oBaTenin MOryT TOMKOBaTb KOHUENUUN Kak CUHOHMMbI, B TO BPEMS Kak apyrve
TONKYIOT UX KaK CXOOHbIEe, HO pasnuyatroLlmnecs no cTeneHn cepbe3HocTu (Npuiem
“insufficiency” — meHee cepbeaHas KoHuenums, yem “failure”). Ytobbl cornacoBaTb 3TO,
MSSO pewwuna cgenatb TEPMUHbI PaKTUYECKN CUHOHUMaMM 151 OCHOBHbIX CUCTEM
opraHmama, Kak onncaHo Bbiwe. B MSSO noHmMmaloT, 4To 9TO 03HA4YaeT TO, YTO MHOrne
nognucymkn 6yayT nHade uHTepnpeTMpoBaTh 3Th croea, Yyem B MedDRA, Ho B MSSO
COuNK, YTO 3TO ABNAEeTCHA Hambonee NpakTUYHbIM peLleHnem NSt COrnacoBaHHOCTH B
TEPMUHOSIOTUN.

TepMuHbI ANns 0603Ha4Y€eHUA raHrpeHbl. TePMUHBLI CO CITIOBOM «FaHrpeHa» unm
«raHrPeHO3HbINY 3akpennieHbl 3a nepsuyHbiM SOC MHpekyuu u uHea3uu, 3a
NCKITIOYEHNEM TEPMUHOB, KOTOPbIE CNeundUYHO NPeaCcTaBnsaoT HEMH(PEKLMOHHYIO
KoHuenuuto (Hanpumep, PT Cyxas eaHepeHa).

Ha3sBaHusa nekapcTBeHHbIX NpenapaToB. VIcnonb3yTcs reHepnyeckme
(MexxgyHapoaHble HenaTeHTOBAHHbIE HA3BaHWSA) NEKapPCTBEHHbIX NpenapaToB
(Hanpumep, «AUroKCUH», a He «JTaHOKCMH®»), n oHu nosienaTca B MedDRA notomy,
YTO Aat0T JOMNONHUTENBHOE pa3bsACHEHNEe cBoeMy poauTensckomy PT (Hanpumep, PT
Tokcu4yHoe so30elicmeue pasriuyHbIX 8ewecms) Ha paHHNX aTanax CocTaBneHns
TEPMUHOSIOMNN.

peyeckue BykBbI. [peyeckme OyKBbI NULLYTCH cnoBamu («anbdar, a He «ay; «beTay,
a He «[f3").

AnoHUMUYECKNEe TeEPMUHBbI. DMOHNMUYECKME TEPMUHBLI MCMONb3YHTCA TOSNLKO B
crny4ae npuMsHaHusa UxX Ha MexayHapogHoM ypoBHe (Hanpumep, LLT Fpoba lMNayns-
byHHennsa ceasaHn ¢ PT UccnedosaHue Ha Hanuque eemepogbusibHbIX aHmumen).
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MopaxeHwue. TepMmunHbl, 0603HaYatOLLME NOPAXKEHUS, MOTYT paccMaTpuBaTbCs AN
BkntoyeHna B MedDRA, korga cnoBo «nopaxeHne» ABNAeTca YacTblo MeaULIMHCKON
KoHuenuwuu, Hanpumep, PT omepynoHeghpum ¢ MUHUMaIbHbIM NoOpaXxeHUem
Kr1y604KO8 NN TOYHO 3a0KYMEHTUPOBAHHOW MeMLMHCKOM KOHLUEeNUun, Hanpumep,
LLT lopaxxeHue 205108H020 MO32a. TeM He MeHee, 3TOT TEPMUH He ByaeT
nobaenaTbes, ecnv aobaBneHne LWMPOKOro TEpMMHA «MopaXeHuey» Tonbko gobasnser
AOMNONHUTENBHBIN HETOYHBIN TEPMUH K CYLLECTBYHOLLMM KOHLENUUAM, KacaroLmnxcs
«HapyLLUeHUsa», Hanpumep, «nopaxeHue NoYKM», U Korga MOXHO UCMNonb3oBaTh ANg
koanpoBaHua cywecTsyowmnn LLT HapyweHue co cmopoHsi noyek nog PT HapyweHue
CO CMOPOHbI MOYEK.

Lump / YnnotHeHune /| O6beMHOe obpa3oBaHue (Heonyxonesoe). [ns TepMMHOB
MedDRA cnoBo «ynmnoTHEHWE» HE CYMTAETCA ONyXosieBbIM. TE€PMUHBI CO CITOBOM
«yNnoTHEHME» cBsA3aHbl npexae Bcero ¢ SOC, koTopbIv NpeacTasnsieT cobon MecTo
NposiBNeHus.

Mass / O6beMHoe obpa3soBaHue (Heonyxonesoe). [nsa TepmmHoB MedDRA cnoso
«0b6beMHOe 0bpasoBaHNE» He cHUTAETCH OnyxoneBbiM. TePMUHbI CO CITIOBOM
«0bbeMHoe obpasoBaHue» cBssaHbl npexge scero ¢ SOC, koTopbIv NpeacTaBnsaeT
cobon MecTo nposiBrieHnsi. TepMmnHbI CO CNOBOM «06beMHOe obpa3oBaHmnE», KOTOpbIe
He yKasblBalOT Ha aHaToMuyeckoe pacnosioxeHue (Hanpumep, PT O6bemHoe
obpas3oeaHue) 3akpenneHbl 3a nepsryHbiM SOC Obwue HapyweHus U peakuyuu 8
Mecme 88e0eHUs.

Nodule / Y3enok. B Lenom, HoBble TEPMUHbI, COAepXaLlme CrOBO «y3eSiIOK» He
pobaenstotca B MedDRA 3a ncknioyeHnem criyvyaeB, Koraa y3ernok npeacraBnseT
cobon NpUHATY0 POPMYNMPOBKY AnarHo3a, Hanpumep, PT Y3enku dounswuy,.

Tumor / Onyxonb (HeonnacTu4yeckas). TepMuHbl, cogepxawyme croso “tumo(u)r’
(«onyxonby), cuntatoTca onyxoneBbiMn (Heonnactnyecknumm). PT, koTopble
o603HavalT onyxonu, 3akpenneHol 3a nepsuyHeiM SOC [JobpokadecmeeHHble,
3/10Ka4€CMBEHHbIE U HEYMOYHEHHbIE HO8006pa308aHUSs (8KJ1. KUCMbI U MOSUrbI).
BTopunyHas cBs3b MMeeTCca C MECTOM MPOSIBIIEHUS!, €CMN MECTO UAEHTUPULIMPOBAHO.
Ecnu 3nokayecTBEHHOCTb HE yKa3aHa B TEpMUHE, KacatoweMcs Onyxonuv, TO TEPMUH
cBs3aHa ¢ HLT, koTopbi cogepXuT dpasy «... HEyTOYHEHHOW CTENeHU
3110Ka4eCTBEHHOCTUY.

BpoxaeHHbIM U NpUOOpeTeHHbIN. [N COCTOAHUI N 3aboneBaHnin, CyLLLECTBYOLLINX
Kak BO BPOXOEHHOM, Tak U B NpuobpeTeHHON hopMax, NPUMEHSETCA creaytoLlee
npaeuno: 6onee pacnpocTpaHeHHass opMa CoCcTosAHUS/3aboneBaHnsa NnpeacraBneHa
Ha ypoBHe PT 6e3 nobaBneHnsa ksanugukaTopa «BpOXKAEHHbLI» NN
«npnobpeTeHHbINY. Hanpumep, runoTupeos yaile ABnseTca npuobpeTeHHbIM, Yem
BPOXOEHHbIM; crieaoBaTenbHO, TEPMUH 6e3 KBanmdukaTopa Haxoautcsa Ha yposHe PT
(PT r'unomupeoudusm). MeHee pacnpocTpaHeHHasa popma COCTOSAHUSA Unn
3aboneBaHus Takke byaet Ha ypoBHe PT, HO ¢ kBanugukatopom. NoBTOpHO NpuBoast
npumMep rmnoTupeosa, y MeHee pacnpocTpaHeHHOW BPOXAEHHOW (hOpMbl eCTb
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KBanudukaTop «BpOXAeHHbINY Ha ypoBHe PT (PT BpoxOeHHbIU 2urnomupeos).
Ho6aeneHne LLT c kBanudpukatopamu nog tepmmHom PT 6e3 kBanudukatopa
orpaHmnyeHo B MedDRA. LLT ¢ kBanudgukatopamm 6yayt 4o6aBnsaTbCa TONbKO B TEX
crny4asix, Koraa BepossTHOCTb BO3HUKHOBEHUS BPOXAEHHOIO M NPUOBpEeTEHHOro
COCTOSIHMSA Bnn3ka K Tomy, 4Tobbl 6bITb OaNHAKOBOW. CUcTeMaTU3aLms CyLLEeCTBYHOLMX
3aTPOHYTbIX TEPMMHOB MO ONMCAHHbLIM BhbiLE NpaBunam (T. €. TEPMUHbI
«NpnoBpeTeHHbIE», «BPOXOEHHbIE» U TEPMUHBLI 6e3 KBanudukaTopos) bbina
BbinonHeHo B MedDRA Bepcun 8.0. Npouecc nogaym 3anpocoB Ha U3MEHEHUe OT
nognncynkoB ByaeT cnocobcTBoBaTh CUCTEMATU3ALUN OCTaBLLMXCA BO3MOXHbIX
NoAo6HbIX rpynn TEPMUHOB.

TepMuHbI, onucbiBaowme nonunbl. CyLLEeCTBYOLWME TEPMUHBI, ONUCHIBAtOLLINE
nonunesl B MedDRA 6e3 kBanndukatopo (Hanpumep, PT lNonunel xenydka) B
HacTosiLLee BpeMsi N0 YMONYaHMIO HaxoaaTcsa B 40O6poKayeCTBEHHbIX
HoBooGpa3oBaHusx B SOC [Jobpokayecm8eHHbIe, 3/10Ka4eCME€EHHbIE U
HeymoYHeHHble Ho800bpa3o8aHUs (8Ks1. Kucmbl U ronurel). HegaBsHo obasneHHble
TEPMUHbI, ONUCbIBalOLLME NONUNbI, He ByayT coaepXaTb KBanudukaTop
«gobpokayecTBeHHbIN». [Nonunbl 3akpenneHsl 3a BTOpUYHbIM SOC
LlobpokayecmeeHHble, 3/10Ka4eCmMeeHHbIE U HEYMOYHEHHbIE HO8006Pa308aHUS (BKI1.
Kucmabl U r1onunbl) n 3akpenneHbl 3a nepsnyHbiM SOC no MecTy NposiBreHus.
TepMuHbI, onucbIBatoLMe NONUMbI C KBANM@UKaToOpoOM «310Ka4yeCTBEHHbIN», 6onbLue
He OyayT nobaensatbcs B MedDRA. BMecTo aToro nognucynkam pekomeHgyeTcs
NCnonb30BaTh ANSA CBOMX HYXXA KOOMPOBaHMS MMEKLWMNECHA TEPMUHBI, coaepXKallne
pasy «3roKkadyecTBeHHOe HOBOODOpa3oBaHMEY.

CwmepTb. TepMmuHbl, KacatoLwmecss cMepTu, 3akpenneHsbl 3a SOC Obwue HapyweHus u
peakyuu 8 mecme 88edeHusi U MOryT BbITb JONONHUTENBHO 3akpenseHbl 3a
cooteeTcTBYtOWMMM SOC no mecTy nposBneHus unu atnonornn. Hanpumep, PT
Cmepmb 3akpenneH Tonbko 3a SOC Obwue HapyweHuUst U peakyuu 8 Mmecme
gsedeHus, B TO BpeMs kKak PT Cmepmb HOB80pOXXOeHHO20 nepBnYHO 3akpenneH 3a SOC
Obuwue HapyweHus u peakuyuu 8 mecme g8gedeHusi n BTopnyHo — 3a SOC
GepemeHHocmb, nocriepodossili nepuod u nepuHamarbHble COCMOSIHUS.

TepMuHbI, Kacarowmeca CMepPTU MaTtepu 1 nnoga, NepBnYHO 3akpenneHol 3a SOC
GepemeHHocmb, nocriepodosnsili nepuod u nepuHamarbHble COCMOSIHUS, MOCKOSbKY
OHW OTHOCATCA K cneumanbHbIM NONYNSUnsM.

«CMepTb pOACTBEHHUKA» CYMTaAETCH coumanbHON NpobnemMon u TEpMUH 3akpeneH
Tonbko 3a SOC CouuarnbHbie obcmossimernbcmeaa.

«KneTtouHas rmbenb» cumtaeTcs UCKMOYEHUEM U 3akpenneHa 3a nepBuyHbiM SOC
HapyweHus memabosnuama u numaHusi, Tak Kak 3TO SiBfieHne NpouCcxXoauT Ha
KNeTo4yHOM ypOBHE, a HEe Ha YPOBHE OpraHM3ma.

Okknro3usa n obcTpykumsa. B 6onbluMHCTBE cryvaes, Korga peyvb naeT 0 KpOBEHOCHbIX
cocygax, CTeHTax, LWyHTax u KateTepax, CIioBO «OKKITH3MA» UCMONb3yeTCs Ha YPOBHE
PT (PT Okknto3usi neyeHo4YHou apmepuu). CnoBo «OBCTPYKUMSI», Kak NpaBuIio,
NCNonb3yeTcs B COMETaHUM C TEPMUHAMMU, HE CBA3AHHBIMU C COCyAaMu, TakKUMU Kak
KEenyao4YHO-KMLLEYHbIN TPaKT Unn abixaTenbHas cuctema (Hanpumep, PT O6cmpykuus
morncmou kuwku n PT O6cmpykuyust mpaxeu).
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TpaBma u noBpexaeHune/nopaxeHue. KoHuenumm «TpaBma» 1 «rnospexgeHue»
obcyxaanuck akcnepTtHon komuccren MedDRA, B pe3ynbTaTe Yero 6binm
pa3paboTaHbl HoBble pekomeHgaumm ana MedDRA. Ha ocHoBaHuu 3TOro obcyxaeHus,
TEPMUHbI, CBA3aHHbIE C TPaBMaMn 1 NOBPEXAEHMUAMM, Kak NPaBuIio, CYMTarTCS
cnHoHnmMamun B MedDRA. TpaBma vnu nospexaeHne 0CHOBHOIO opraHa ¢ HU3KOW
BEPOSITHOCTbLIO TOrO, YTO 3TO BbI3BAHO TPaBMaTUYECKUM (pakTopoM, OyayT OTHECEHbI B
nepByto ovepenb K MECTY NPOsIBNEHNS, KDOME TeX Criyyaes, koraa o0ycrnoBneHHOCTb
«BCnegcTeue TpaBMbl» 6onee ovyeBnaHa unm Hanbornee BeposiTHa. B aTom
«BCNneacTeue TpaBMbl» criyvae, TepMuH 6yaeTt nepBudHO 3akpenneH 3a SOC Tpasmal,
UHMOKcUKayuu U oCcrioxHeHus npouedyp. Crneaoysa aToMy pyKOBOACTBY, 3aKpenneHve
HEKOTOPbIX TEPMUHOB, CBA3AHHbIX C MOpaXeHWeM neyeHu, 6uinn nepecmoTtpeHo. PT
Xonecmamu4yeckoe riopaxeHue redyeHu, PT CmewaHHoe ropaxeHue rnedyeHu n PT
[MopaxkeHue neyeHU c4NTaOTCA HE CBA3AHHLIMU C TPAaBMaMM 1 3aKpensieHbl 3a
nepsuyHbiM SOC HapyweHusi CoO CmMOpPOHbI NeYeHU U Xen4esblgodsawux nymed, B TO
BpeMms, Kak PT Tpasmamu4eckoe nopaxeHue rne4deHu 3akpenneH 3a SOC Tpasmebl,
UHMOKCcUKayuu U OC/I0XXHEHUSs rnpoueodyp.

TepMUHbI «KULIEYHUK» U «KULLEYHbINY». TePMUHbI, BKOYaOLLME KOMOMHALNIO
TOHKOW/TONCTON KULLUKN U CNOB «KULLUEYHUK»/«KULLEYHbIN» OTHOCATCA K aHaTOMUYeCKOW
obnacTu, a He K KOHLENUNSAM, BblpaXkatoLMM CTENEHDb TSHXKECTU, Hanpumep, PT
KposomeueHue u3 moHkou Kuwku v PT Nosun moncmod KUuWKu OTHOCATCS K MECTyY
KPOBOTEYEHUSA U NONUNOB, COOTBETCTBEHHO, @ HE K CTEMEHU TSHXKECTM 060UX SABNEHUN.

TepMUHbI «KNO3BOHOYHUK» U «CMUHHOM | cnuHanNbHbINY. B pamkax MedDRA
TePMUHbI, KacatoLLmecs NO3BOHOYHMKA U cogepXKallme CroBO «CMMHHOM», CYMTAIOTCS
CMHOHUMWYHBIMW KOHLEMUMAMM, KacatoLMXCsi MO3BOHKOB M MO3BOHOYHOMO cTonba, a He
CMMHHOIO MO3ra, ecfv TOSbKO CIIOBO «CMMHHOWY YEeTKO 0603Ha4YaeT HEBPOSIOrNYECKYHo
KoHLenuuto, Takyto kak PT CriuHanbHoe MUKpPOUUPKYISSMOPHOE HapyuweHue.

He opo6peHHbIN U HeyTBepXaeHHbIN. B pamkax MedDRA crnoBa «He 0go6peHHbINy
N «HEeYTBEPXKOEHHbIN» CYUTAKTCH CUHOHMMAMKN U OTHOCATCS K MPUMEHEHMIO
NeKapCTBEHHbIX NpenapaToB TakMM CNocobOM, KOTOPbLIA He yKa3aH B MHpopmauum o
npoaykTe (MHCTPyKumn), KoTopast Obina yTBepXXaeHa perynatopHbiM OpraHoM.
Hanpumep, koHUuenuun «He ogoBpeHHOe NoKa3aHne» N «HeyTBEPXXAEHHOE NokasaHue»
SABMSOTCA CXOXMMU B criegyowmx Tepmunax: PT HenpedHamepeHHoe ucrnonb3o8aHue
o Heymeepx0eHHbIM nokasaHusm wn LLT HamepeHHoe ucrnonb3oeaHue o
Heymeep)xOeHHbIM MoKa3aHUsIM.

5.2 OBLUME CTPATEInn NOUCKA

Mounck B ogHoocHbIX SOC. SOC JTabopamopHbie u UHCMpyMeHmaribHble 0aHHbIe,
SOC CouuanbHbie o6cmossmenscmea n SOC Xupypeudeckue u MeduyuUHCKUE
npouyedypsbi aBnatoTca ogHooCHbIMKM SOC. TepmuHbl B 3aTnx SOC npegcraBneHsl
TonbKo B 3TUX SOC, T. €. OHN He NMelT cBA3en HU ¢ kakumu apyrumm SOC B MedDRA.
Ecnu B nonck no gaHHbIM, 3akogmpoBaHHbIM ¢ MedDRA, Hy)XHO BKIo4aTh pesysibTaThbl
nabopaTopHbIX aHanM3oB, coumanbHble Npobnembl NNu TepaneBTUYECKNE NpoLeaypbl,
3T SOC pgomkHbl 6bITb BKIOYEHbI B 06n1acTb 3anpoca. Hanprumep, NoBbIWeEHNE YPOBHS
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CornaweHus no HammeHoBaHuio PT n LLT

rMOKO3bl B KPOBM CBA3AHO C caxapHbiM agnabeTtom; npu atom, PT CaxapHbiti duabem
3akpenneH 3a SOC HapyweHuss memabonusma u numaHus n 3a SOC SHOOKpUHHbIe
HapyweHusi, a PT NosbiweHue ypo8Hs 2/1t0K03bl 8 KpO8U 3akpensieH Tornbko 3a SOC

JlabopamopHble u uHcmpymeHmarsbHble 0aHHble. (JONONHUTENBHYO MHPOPMaLINIO CM.

B pa3gene 6 «CUCTEMHO-OpraHHbIE KNacchi»).
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CucteMHo-opraHHble Knacchbl

6. CUCTEMHO-OPIAHHbIE KITACCbI

MosicHeHuA

MosicHeHus conpoBoXxaatoT kaxabin SOC n oxBaTblBalOT €ro CTPYKTYpYy U OCHOBY 41151
Knaccudukauumn (Hanpumep, No aHaToMuK, NATONOrMM UNK aTmonorumn). B aTux
MOSICHEHUSAX COOEPXKUTCS PYKOBOACTBO MO UCMOSb30BaHNIO TEPMUHOMNOMMU AN
obecneyeHnsa ahPeKTUBHOIO N NCHEPMbIBAKOLLETO N3BIIEYEHNS] AaHHbIX.

6.1

HAPYLUEHMS CO CTOPOHbI KPOBU U IMM®ATUYECKON CUCTEMbI

6.1.1 OcHoBa ansa knaccudukauum

TepMuHbl B aToM SOC nepBUYHO pasgeneHsl No natosiornm Ha yposHe HLGT.

[anee Ha ypoBHe HLT TepMuHbI nogpasgensaoTcs no 3TMOSIorMmM U naTtonoruuy.

Hanpuwmep:

— HLT, oTHOCAWMecs K remonuay, nogpasgenatoTcsa No 3TMONornu.

— HLT, oTHOCAWMeECH K HAapYyLWEHNAM CO CTOPOHbI Cefne3eHKkn, MMM aTnyeckom
N PETUKYNO3HAOTENMANBbHON CUCTEMbI, NOAPA3AENATCA N0 aHAaTOMUN.

— HLT, oTHOCAWMECSH K remaTonormyeckmm HoBoobpasoBaHusM,
KnaccuguumpyrTca N0 MMCTONOMMYECKUM KPpUTEPUSIM.

6.1.2 CornacoBaHHble NpaBuiia U UCKITHOYEHUA

MpeacTaBneHne remaTonornyeckmx HoBoobpa3oBaHNN UOAEHTUYHO nepapxuu,
paspaboTaHHOW ANt Tex e cambix TepmuHoB B SOC [JobpokayecmeeHHnble,
3/10Ka4eCcmeeHHble U HeYMOYHEHHbIe HO8006pa308aHUs (8K KUCMbI U
rnonuribl).

TepmuHbl ansa numdom B MedDRA, kak npasuno, CooTBeTCTBYIOT EBponencko-
AmMepurKkaHcKon kKnaccudpukaumm nuMOonaHbIX Onyxonen nocne nepecmoTpa
(Revised European-American Lymphoma, R.E.A.L.) n nepecmoTpeHHOM
knaccudgukaumm numcpomsl BO3

Bce HapyLeHus, cBs3aHHble C NMMpaTUYECKON CUCTEMON, UMEIOT NEPBUYHYIO
cBa3b ¢ SOC HapyweHust co CmMOopPOHbI Kpo8uU U luMgbamuyecKkol cucmemsl, 3a
NCKMOYEHNEM MHMPEKUMOHHBIX U BPOXAEHHbIX HapyLlweHnin. (TepMuHbl NMMgom
He COOTBETCTBYIOT 3TUM COrflacoBaHHbIM NpaBusiam).

6.1.3 Crparerum noucka
e Ecnun nownck OOJXEH OXBaTblBaTb BCE pa3JyinyHbIE TUTMbI HapyLueHvu7| CO CTOPOHDI
KpOBU B TEPMUHOIIOTN, HAanpumep, NONCK aHeMMN NNn NouckK
«reMopparm4eckoro guartesa», criegyeT pacCMOTPETb BKIOYEHME B 0bnacTb
NMONCKa MHO>XEeCTBEHHbIX HLGT, NOCKOJ1bKY COOTBETCTBYIOLLMNE TEPMUHDI
pacnpegeneHbl Mo pasnuyHbIM rpynnam.
BeogHoe pykosoacteo no MedDRA sepcum 28.1 29
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CucteMHo-opraHHble Knacchbl

6.2

HAPYLUEHUA CO CTOPOHbLI CEPALIA

6.2.1 OcHoBa ansa knaccudukaumm

Henexne Ha HLGT B npegenax atoro SOC 6bIn0 BbINOMIHEHO YAaCTUYHO C
y4yeToM aHaToMum (Hanpumep, 60ne3Hn Mmokapaa) 1 YHaCTUYHO C y4EeTOM
naTodunanonornm (Hanpumep, apuTMun).

HLT crpynnupoBaHbl No natou3nonoruum, 3a UCKIoYEeHNEM HapyLLIEeHU Co
CTOPOHbI KNnamnaHoB, KOTOpbl€ CrpynnMpOBaHbl aHaTOMUYECKM NO NMOPaXKEeHHOMY
KnanaHy.

6.2.2 CornacoBaHHble NpaBusia U UCKINOYEHUs

Bce BpoxaeHHble aHoManuu (Mopokun pasBuTUS) cepaua 3akpenseHbl 3a
cneundpudeckum HLGT. Croga oTHOCATCA TepMUHbI Anst 0603HavYeHns
BPOXOEHHbIX aHOMarMIn, KOTOpble BKIOYAKOT Kak cepaeydHble, Tak U COCyanCTble
aHomanuw.

PesynbTaTthl anektpokapauorpammsl (OKIM) 1 ayckynbTaTMBHbIE OTKIOHEHUS He
BkntodeHbl B SOC HapyweHusi co cmopoHbI cepdua; oHn crpynnupoBaHbl B SOC
JlabopamopHble u UHcmMpymeHmarsbHble OaHHbIe.

[na OCHOBHbIX CUCTEM OpraHM3mMa: cepaevHoun, NeYeHOYHON, NEero4Hon u
noveyHon, crnoea “failure” n “insufficiency” (B pycckon Bepcum oba TepmmHa
nepesefeHbl Kak «HeJOCTaTOYHOCTbY ) UCNOMb3YTCSA Kak CMHOHMMBI. B SOC
HapyweHus co cmopoHbl cepduya TepMuH “failure” («kHegoCTaTo4HOCTbY)
pacnonoxeH Ha ypoBHe PT, a TepmuH “insufficiency” («HegocTaTtoyHOCTLY)
HaxoauTcs Ha ypoBHe LLT.
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6.3 BPOXOEHHbLIE, CEMEUHbIE N TEHETUYECKUE HAPYLUEHUA

6.3.1 OcHoBa ansa knaccudukaumm

e TepMuHbl B 3aToM SOC nepBUYHO pasgeneHsbl aHaToMmnyeckn Ha yposHe HLGT.
Mo BO3MOXHOCTH, Takoe AeneHune Ha ypoBHe HLGT oTpaxkaeT cuctemHo-
opraHHble Knaccol, ucnosibdyembole B MedDRA.

e [lanee Ha ypoBHe HLT TepMuHbl nogpasaenaTcsd aHaTOMUYECKN, rae aTo
BO3MOXHO.

e [Ina tex HLGT, koTOpble HEBO3MOXHO KnaccudumumpoBaTb aHaTommyeckn, PT
crpynnupoBaHbl B HLT no mexaHnamy 3abonesaHusa nnu no Tuny opraHmsma

e JOT10T SOC oxBaTblBaeT KOHLEMNUMN FEHOB, COCTOSAHUA, BapuaHTbl N anbTepaumm
reHoB, He3aBMCUMO OT TOro, ABMASOTCH NN OHW BPOXAEHHLIMU UM
npuodpeTeHHbIMU.

6.3.2 CornacoBaHHble NpaBusia U UCKITKOYEHUA

e B MedDRA TepMuH «BpOXOEHHbLIN» UCMNOSb3yeTca Ans onucaHus noboro
COCTOSHMUS, NPUCYTCTBYIOLLIErO MPU POXAEHUM, HE3ABUCUMO OT TOro, 6610 N
OHO reHeTUYeckn yHacnegoBaHHbIM U BO3HUKLLMM B yTpobe maTepu.

e bonblmHcTBO TepmmHOB B MedDRA, npeacTaBnsowmx BpOXKAEHHbIE,
CEMeNHbIe U reHeTU4eCcKne HapyLLeHUs, UMEIT NPOSABMEHUS B HECKONbKMX
CUCTEMHO-0praHHbIX knaccax. Mockonbky TEpMUH MOXET NOSIBNATLCA TOMBbKO B
ogHom HLT B npegenax SOC, HLT ansa atnx TepmmnHoB 6bin1 BbiGpaH B
COOTBETCTBUMN C Hanbornee KIMHNYECKM 3HAYNUMbIM NPOSBIIEHNEM 3TOMO
HapyLweHusi. Kpome Toro, 3Tu TEPMUHBI, Kak NpaBuno, 3akpenseHsl 3a SOC
BpoxOeHHble, cemelHble U 2eHemu4yecKue HapyuweHusi B Ka4yecTBe NepBuYHOro
SOC. OgHako oHu ByayT nmeTb CBA3KN ¢ BTOpMYHbIMKM SOC, kak nonaraeTtcs B
MHOrOOCHOW CTPYKTYpE.

e [Insa coCcTOSAHUIM Unn 3aboneBaHni, CYLLIECTBYHOLLMX KaK BO BPOXOEHHOW, TaK U B
npuobpeTeHHON hopmMax, NPUMEHSIETCA crieaytoLlee npasuso: Hambonee Yyacto
BCTpeyvaruwasca popma coctosHus/3aboneBannsa npegcrasneHa Ha yposHe PT
0e3 gobasneHus kBanuurkaTopa «BPOXAEHHbIN» UNN «NPUOBPETEHHbBINY.

e [lob6asneHue LLT ¢ kBanudukatopamu nog PT 6e3 kBanudurkaTopa orpaHn4eHo
B MedDRA. LLT c kBanudukaTtopammu dyayT 4o6aBnsaTbCA TONbKO B TEX Cryyasnx
Koraa BepOATHOCTb BO3HUKHOBEHMS BPOXOEHHOIO 1 NPpMOBPETEHHOIO COCTOSAHUN
6nm3ka K Tomy, 4tobbl 6bITb OANHAKOBOW.
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6.4 HAPYLWEHUA CO CTOPOHbI OPTAHA CJTYXA U NABUPUHTA

6.4.1 OcHoBa ansa knaccudukauum

TepMuHbl B 3ToM SOC nepBuYHO pasgeneHsbl aHaToMuyeckn Ha yposHe HLGT
(Hapy»xHoe, cpeHee 1 BHyTpPEHHEE yXO).

[anee Ha ypoBHe HLT TepMuHbI nogpasaensaoTcs No aHaToOMUK, HO Ha 3TOM
YPOBHE Takke MOryT nogpasfensitbCa U no mexaHnamy 3abonesaHus.
BpoxaeHHble HapyLLeHus crpynnupoBaHbl B oTaenbHbl HLGT, koTopbIn
nogpasaensietca Ha HLT no aHatomun.

6.4.2 CornacoBaHHble NpaBusia U UCKITOYEeHUA

PT, kacarowmeca HoBoobpasoBaHuI, ykasbiBaloTCa B cooTBeTcTBYyowemMm HLT
COrnacHoO aHaTOMUYECKOMY PaCMOSIOXEHWUIO.

NHdekunn n BocnaneHns ¢ ykasaHmem nokanusauumn crpynnmpoBaHbl Ha YPOBHE
HLT B cooTtBeTcTBYtoWwmM HLGT no aHaTOMMYECKOMY pPacnosioKeHUo.

YWHas pakoBuHa, BKIHOYAsA MOYKY yXa, CYMTAETCS YacTblo CTPYKTYpbl yXa U
nepsu4HO 3akpenneHa 3a SOC HapyweHusi co CmopoHbI opaaHa criyxa u
nabupuHma.
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6.5

SHOOKPUHHbIE HAPYLLEHUA

6.5.1 OcHoBa ansa knaccudukauum

OHOOKPUHHBbIE HAPYLLEHUS KNacCuuUnpyoTCs C NCNONb30BaHNEM ABYX 06LLNX

noaxoaos:

— T[lpu nepsBom nogxope rpynnupytotca HLT, cneunduyHblie onsa HapyLueHus
PYHKLMN CO CTOPOHbI crieumnmnyeckon aHOoKpnHHON xenesbl nog HLGT,
cneumuYHbIM 45151 3TOM XKenesbl.

— BTtopou tun knaccudpmkaumm Bkntodaet HLGT, koTopble rpynnupytoTt
HapyLUeHus, 3aTparnBaroLLme MHOXECTBEHHbIE SHAOKPUHHbIE Xenesbl.

MHorve u3 TepMMHOB, CBA3AHHbIX C HAPYLUEHUSIMU (PYHKLIMM MOMOBbLIX Xenes,

NepBUYHO CBA3aHbI C «3aTPOHYTbIM» HapyweHnamn SOC, n MetoT BTOpU4HoE

3akpenneHne 3a SOC BHOOKPUHHbIE HapPyWeHUS.

6.5.2 CornacoBaHHble NpaBusia U UCKITOYEHUA

C onabetom cBssaHbl ABa otaenbHbiX HLGT: HLGT Hapywerusi Memabornusma
21t0K03bI (8KI. caxapHbiti Ouabem), ¢ HLT ansa caxapHoro anabeTta n COCTOsIHUM
runornvkemun n runepravkemun; 1 HLGT OcnoxHeHusi caxapHo2o duabema, B
KOTOPOM OCIOXHEHUS 3aboneBaHnsa NoapasaensaTCa CorflacHO aHaToMun. 3Tn
Aea HLGT aBnsaoTCcs MHOrOOCHBIMU 1 NEPBUYHO 3akpensieHbl 3a SOC
HapyweHus memabonuama u numaxus, a BTOpu4HO — 3a SOC OHOOKpUHHbIE
HapyWweHus.

OHOOKPUHHBIE HAPYLLEHNSI CO CTOPOHbI MOAXENY404YHOW XKene3dbl NePBUYHO
3akpenneHbl 32 SOC BHOOKPUHHbIE HapPyWeHUs], TOrAa Kak 9K30KPMHHbIE
HapyLUEHNs1 CO CTOPOHbI MNOAXKENY40YHOW XKenesbl NePBUYHO 3aKpenneHbl 3a
SOC )KenydouHo-KuweyHble HapyweHus. Ecnn TepMWH HEnb3s pacnpeaeniTtb
Mo 3HAOKPUHHOMY WIN 3K30KPMHHOMY MPU3HAKY, TO NO YMOMYaHMUIO OH
3akpennseTca 3a nepBniHbIM SOC JKesmyO004YHO-KUWEYHbIE HapyWeHUS.
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6.6 HAPYLWEHUA CO CTOPOHbI OPITAHA 3PEHUA

6.6.1 OcHoBa ana knaccudukauum

SOC HapyweHusi co cmopoHbI opaaHa 3peHusi nogpasaenseTcs rno

naToumsnonorum u aHaToMuw.

— [epBnyHo pgenexne Ha HLGT npoucxogut no natodpuamonoruun. [lanee
HLGT nogpaspensiotcs Ha HLT no aHaToMMYecKOMYy pacronoXeHuio.

— [Onsa gpyrux HLGT, npegcraBnsaiowmnx HapyLeHns B cneumngunyecknx TKaHsax
rnasa, ucnonb3yeTcsa geneHne Kak no naTouanonornm, Tak u No aHaTOMUN.
Hanee HLT nogpasgenstoTcsa No aHaToMun.

B atot SOC BKMOYEHbI HAPYLLEHUSI CO CTOPOHbI BEK, PECHUL, U CIIE3HOM Xeneabl.

"nasHble HoBoObBpa3oBaHUSA NnogpasfensaTcs No NaTtogusnonorim B

COOTBETCTBUMN C TUNOM OMNYXOSN.

O6paTtuTte BHUMaHue, 4to B Apyrnx SOC ecTb nepapxmyeckme knaccudukaumu,

KOTOpble BKMOYAKT TEPMUHbI, OTHOCALLMECH K ODTaNIbMOSIOrMYEeCKNM

KoHuenumsMm. Takne TepMuHbl TpebytoT BHMMaHWs Npu paspaboTke cTpatermm

rnoucka 1 n3BrneYeHns AaHHbIX, a Takke KpUTepmeB aHanmsa aAnsg TEPMUHOB,

UMEILNX OTHOLLEHME K HApYLLEHNSAM CO CTOPOHbI opraHa 3peHus. Mpumepamm

ABNAIOTCA:

— SOC HapyweHusi co cmopOoHbI Hep8HOU cucmeMbl

— SOC Xupypeauyeckue u meOuyuHcKue rnpoyedypsbl

— SOC Obuwue HapyweHus u peakyuu 8 Mecme 88e0eHuUsl

— SOC Tpasmbl, UHMOKCUKaUUU U OCITOXHEHUS rpouedyp

— SOC JlabopamopHsbie u UHCmMpymeHmarsbHble 0aHHbIE

6.6.2 CornacoBaHHble NpaBusia U UCKITOYEHUA

TepMuHbI 4Ns cnenoTbl Kak MHBanNuUAaHocTh 3akpenneHbl 3a SOC CouyuaribHble
obcmosimenbcmea.

TepMuHbI ANs cnenoTbl Kak 3aboneBaHne 3akpenneHbl 3a SOC HapyweHus co
CMOPOHbI opaaHa 3peHusi n 3a SOC HapyweHusi co cmopOHbI HEPBHOU
cucmemsil.

Beko knaccudmnumpyetcs Kak CTpykTypa rnasa. B 6onblwmHcTBE cny4vaes,
TEPMUHbI, OTHOCALLIMECS K BEKY, NEPBUYHO 3akpenneHbl 3a SOC HapyweHus co
CMOPOHbI Op2aHa 3peHusi n BTOpu4Ho — 3a SOC HapyweHusi co CmopoHbI KOXU
U MOOKOXXHOU KriemyamkKu.
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6.7 XENyAOYHO-KMWIEYHbIE HAPYLUEHUA

6.7.1 OcHoBa ansa knaccudukauum

K atomy SOC npuvmeHeHbl Tpu NpuHUmMnia Knaccugukauuu.

— TepmuHbl rpynnupytoTca Ha ypoBHe HLGT nytem covetaHua mexaHusma
3aboneBaHus, 3TMONOrMK 1 TUNY NATONOMMN, HAaNPUMeEp, FPbBKU, MHAPEKLNN 1
nabasneHuns. 3mm HLGT nogpasgenstotca Ha HLT no aHatomum nnm no
noaTunam nNaTosiorm4yeckmx NpoLeccos.

— TepmuHbl Ana HoBoobpasoBaHUI crpynnupoBaHbl B oTaenbHele HLGT gns
Aob6pokayecTBeHHbIX HOBOODOpa3oBaHMin, a Takke ANS 310KaYeCTBEHHbIX U
HeyTOYHEHHbIX HOBOOGPa30BaHUN

— OcrtanbHble HLGT ocHOBaHbl Ha aHaTOMUYECKOM PacnonoXeHuu,
MexaHu3me 3abonesaHmsa unm KombuHaumMm 1 Toro, U gpyroro

6.7.2 CornacoBaHHbIle NpaBusia U UCKITKOYEHUA

XKenyaouHo-KnweyHble MHGEKLNN 1 BOCNanuUTenbHble Xenyao4HO-KNLWEeYHbIe
3aboneaHusa apnsatTcs otaensbHbiM HLGT B SOC XKenydoyHo-kuweyHble
HapyweHus. B gpyrux SOC BocnanuterbHble U MHEKLMOHHbIE COCTOSHUS
4YacTo HaxogaTca B pamkax ogHoro HLGT.

OHOOKPUHHbIE HApPYLIEHNSA CO CTOPOHbI NOAKENYAOYHOM XKene3bl NepBUYHO
3akpenneHbl 3a SOC SHOOKPUHHbIE HapyWeHUSs. DK30KPUHHbIE HapyLLUEHUSs CO
CTOPOHbI NOKENYA0YHOM Xenesbl NepBUYHO 3akpenneHsl 3a SOC XKesnydoyHo-
Kuwe4Hble HapyueHusi. Ecnn TepMnH Henb3sa pacnpeaenntb No SHAOKPUHHOMY
NI 3K30KPUHHOMY NPU3HaKY, TO MO YMOMYaHMIO OH 3aKkpenniseTca 3a
nepsu4HbiM SOC JKesly004YHO-KUWEYHbIe HapyWeHUs.
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6.8 OBLUME HAPYLUEHUA U PEAKUWUX B MECTE BBEAEHUA

6.8.1 OcHoBa ansa knaccudukauum

6.8.2

B atom SOC cogepxatca TepMUHbI, KOTOPbIE HE BANCHIBAKOTCS NErko B
nepapxuio Kakoro-nn6o ogHoro SOC, nnu aBna0TCa Hecneunuiecknmm
HapyLUEHNSIMWN, KOTOPbIE 3aTparMBatoT HECKOSIbKO CUCTEM UMW floKanu3aumi Ha
Tene.

HLGT BHyTpK Hero nogpasgenstTcs no 3TMosnorum (Hanpumep, peakuum B
MecTe BBEOEHUS) unu natonorum (Hanpumep, netanbHble UCXoapl)

HLT B pamkax kaxgoro HLGT, B OCHOBHOM, Nogpa3genstoTca N0 MexXaHnu3my
3aboneBaHus. VIcknioveHns MU SBNSAKOTCA TEPMUHBI, CBA3aHHbIE C peakuMsiMn B
MecCTe BBEOEHUS, KOTOpble NoapasaensieTca no Tuny BBeAeHUst (Hanpumep,
MECTO NMPUMEHEHMNS, MECTO YCTAHOBKM MMMSaHTaTa U MECTO UHBEKLMM); 1
TEPMUHbI, CBA3aHHbIE C TEPANEBTUYECKNMU N HETEPANEBTUYECKNMMU
achpbekTamm, KOTOpbIE rPYNNUPYIOTCA NO TMNY BO34ENCTBUSA (Hanpumep,
B3aUMOAENCTBUSA).

CornacoBaHHbIe npasuna nn UCKnro4vYeHunsA

3akpenneHnue PT n3 SOC Obwue HapyweHuUs u peakyuu 8 Mecme 88e0eHUs 3a
KaxkabIM noTeHuuanbHbIM BTopnyHbiM SOC co3gano 6bl YpeamepHo 6onbLuoe
KONIMYeCTBO MHOMOOCHbIX cBA3en. CriegoBatensbHo, 60nbwMHCTBO PT B 3TOM
SOC nepeuyHo 3akpenneHbl 3a SOC Obwue HapyweHus U peakyuu 8 Mecme
88e0eHUsI U UMEIOT OrpaHNYeHHoe 3akpensneHue 3a BTopuyHbiMu SOC.
OnpepgeneHHble KOHLUENUMK, Kacatowmecsa TeMnepaTtypbl, Takne Kak BblCOKasi
TemnepaTtypa Tena 1 nukosas Temneparypa, asnattca LLT B SOC Obwue
HapyweHUs U peakyuu 8 Mecme 88e0eHUs. XOTsl 3TN KOHLENUUN SOMKHbI
pasmewlatbcsa B SOC JSlabopamopHbie U UHCMpyMeHmMarsbHble 0aHHbIE C TOUKU
3pPEHUs COrnacoBaHHbIX NPAKTUK (T.€. UX MOXHO UHTEPMNPETUPOBATb Kak
n3mepsieMbIn napameTp), OH Yalle BCEro UCMNonb3yeTCs Kak BblpaXkeHne Ans
nosblweHns Temnepatypbl Tena (PT MNMupekcus). Taknm obpasom, 3T TEPMUHBI
npeacraeneHsl B SOC Obwue HapyweHus u peakyuu 8 Mecme 88€0eHUS.
TepMUHbI, OTHOCALLMECH K OCNOXHEHNAM, CBA3aHHLIM C MPUMEHEHNEM
MEANLMHCKNX N3aenumn, MCNonb3yTCa ANa pernctpauun peakumi naumeHTa,
KOTOpble BO3HMKAKOT BO BPEMS NPUMEHEHUA MEANLIMHCKOro n3genuns (MoryT
ObITb NN He BbITb HEMNOCPEACTBEHHO CBSA3aHbIMU C MPUMEHEHUEM U3AENNSA) U
ABNEHUN, KOTOpble ABMSTCA NPAMbIM Cre4CTBMEM NMPUMEHEHUST MEANLIMHCKOrO
nsgenus. B obwem, koHuenuun onsa SBneHnn, CBA3aHHbIX C Me4ULMHCKUMU
n3genuamm, Haxoaatca Ha ypoBHe PT, B TO BpeMs Kak COOTBETCTBYHOLLME
NOAYMHEHHbIE KOHLIEMNLMM, OTHOCSALLNECS K SABIIEHUSAM CO cneunguyeckumm
TMNamMu1 LLUMPOKO MCMNOSb3yeMbIX U3aenuim, obbIMHO HaxoaaTcsa Ha ypoBHe LLT.
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6.9 HAPYLLUEHUSA CO CTOPOHbI NEYEHU N XXENYEBbLIBOASALLUX MYTEN

6.9.1

OcHoBa ansa knaccudgukauum

TepmuHbl B 3ToM SOC crpynnmMpoBaHbl criegyowmm obpasom:

— HLGT crpynnupoBaHbl N0 aHaTOMUYECKOMY PaCMOSTIOXEHNIO U
nogpasgenstotca Ha HLT, oTpaxarwme aTMONOrnio Unnm MexaHnusm
3aboneBaHus.

— HoBoobpasoBaHusa renatobunnapHom cUCTeMbl HAXOASATCH B OTAENbHOM
HLGT, B KOTOpOM farnee pasnuyatotcsa no 4o6pokayecTBEHHOCTH,
3r10Ka4eCTBEHHOCTU N HOBOOOPAa30BaHUSIMWN C HEYTOYHEHHbLIMU
XapakTepuctmkamun Ha yposHe HLT.

Ha npakTnke 4yacTto Mcnonb3yTCcs ABa BapyaHTa HannucaHus: «renarto-

GunuapHbIn» K «renatobununapHeii». B MedDRA ncnonb3yetcs TepMuH

«renatobunmapHbIny, cornacHo MnncmpuposaHHOMY MeOUUUHCKOMY CIlI08apto

LopnaHoa.

[N OCHOBHbIX CUCTEM OpraHm3amMa: cepgeyHomn, NeYeHOYHOM, SIErO4HOM U

noyeyHomn, criosa “failure” n “insufficiency” (B pycckou Bepcum oba TepmmHa

nepesefeHbl Kak «He4OCTAaTOYHOCTbY ) MCNOMb3YTCA Kak CMHOHMMBbI. B SOC

HapyweHusi co cmopOHbI neYyeHuU U xe4yeebieoosuwux nymeu TepmuH “failure”

(«HepgoCTaTOYHOCTbY ) pacnosnioXeH Ha yposHe PT, a TepmuH “insufficiency”

(«HepoCcTaToOYHOCTbY ) HAaXoANTCA Ha ypoBHe LLT.
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6.10 HAPYLIEHUA CO CTOPOHbI UMMYHHOW CUCTEMBbI

6.10.1

6.10.2

OcHoBa ansa knaccudgukauumm

TepmuHbl B 3ToM SOC pasgenstotcsa no MexaHnamy 3abonesaHus. [lanbHenwee
pasgeneHue Ha yposHe HLT ocyliectBngeTcs no Tunam natosiormn, a Takke ¢
HEeKOTOpbIM pasfesieHMeM No aHaTOMUYECKOMY PacronoXeHUHO.

CornacoBaHHble npaBuna n UCKN4eHns

N3-3a cuctemHon npupoabl TepmuHoB B SOC HapyweHusi CO CmopOHbI
UMMYHHOU cucmeMabl, MHOFOOCHbIE TEPMUHbI BCTPEYaTCa 0COHBEHHO YacTo.
Hanpumep, cocTosiHus, CBsi3aHHbIE C rPynnon TEPMUHOB «NaToONornm
coeauHuTenbHOM TkaHu» Haxoasatca B SOC HapyweHusi co cmopoHbl UMMYHHOU
cucmemel, a Takke B SOC HapyweHusi Co CmopOHbI MbILUEYHOU, CKerlemHou u
coeOuHUMeIbHOU mKaHU, C BO3MOXHbIM TPETbUM 3aKpensieHnem 3a
cooTBecTByOLWMM aHaTomudeckum SOC (kak npaBuno, nepBnYHas CBA3b).
Adpyrumu rpynnamm TEPMUHOB, OTHOCALLMMCS K naTtonornam B pamkax SOC
HapyweHusi co cmopOoHbI UMMYHHOU cucmembl, ANt KOTOPbIX MMEKTCS
aHarnormyHble MHOXeCTBa MHOIOOCHbIX TEPMUHOB, SIBMIAKOTCS TEPMUHbLI 00
OTTOPXXEHUN TpaHcnnaHTata. KoHuenuns «0TTopXKeHne TpaHcnnaHTaTa»
paccmaTpmBaeTcs kak aPeKT MIMMYHHOW CUCTEMbI; Crie4oBaTesbHO,
CBsi3aHHbIE TEPMUHbI NEPBUYHO 3akpenneHbl 3a SOC HapyweHusi cO cmOopOHbI
ummyHHolU cucmembl U SOC Tpasmbi, UHMOKCcUKauyuU U OCII0XHEeHUs rpouedyp,
a Takke BTOPUYHO — C MECTOM MpPOSIBMEHNS.

TonbKO 0O4EHb YETKO OnpeaeneHHble BTOPUYHbIE UMMYHOAEMULNTLI Bbinn
BKMNtoYeHbl B HLT ong nMmyHoAeUUUTHBLIX HapyLLeHU. 3akpenneHne Bcex
BO3MOXHbIX UMMYHOO4eduumMTOB 3a 3TuM HLT npuBeaet k ob6pasoBaHuto
YypeaMepHO BoMbLION rpynnbl AN uenen aHanuaa.
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6.1

6.11.1

6.11.2

1 UHOEKUUUN N UHBA3UU

OcHoBa ansa knaccudgukauumm

SOC UHeekyuu u uHeasuu Gbin paspaboTaH, YTOObLI obecneyunTb OgHY
nokanmsaumio HapyLleHun, BbI3BaHHbIX MHGEKUNEN, N CBA3AHHBIX C HUMMU
COCTOSHUM.

Opranusaums atoro SOC Ha ypoBHe HLGT ocHoBaHa Ha 4acTo UCMNOSb3yeMbIX
TaKCOHOMMYECKMX KIaccuduKkaLmsix ¢ LUMPOKUMN KaTEropnuamMm ans naToreHHbIX
MUKPOOpraHn3amoB (Hanpumep, 6baktepmanbHas, BUpycHas, rpubkoBas u
aKTonapasuTapHasi MHEeKLMN).

Ha ypoBHe HLT aTu rpynnbl ganee noapasaensatTcda no pogam B 60nbLUNHCTBE
cnyyaeB onga 6aktepuanbHbIX, MPOTO30MHbIX, FPUOKOBLIX Y BUPYCHbIX
HapyLUeHWN.

B pamkax atoro SOC ectb 06wun HLGT «BbI3BaHHbIE HEYTOYHEHHbLIM
BO3OyanTENEMY, KOTOPbIN rPYNNMpyeT MHAEKLUM NO aHAaTOMUYECKOMY
pacrnonoxeHuto, a He no knaccy natoreHa. HLT nog atum HLGT HasBaHbI B
COOTBETCTBUN C aHATOMMYECKMM pPacnosnioXXeHneM. Tem He MeHee, 3aboneBaHus
CO cneumunyecKon aHaTOMUYECKOM fnokanuaaumen, Bbl3BaHHbIE
cneunduyeckumMm natoreHamm, KnaccmmumnpyoTcs No Ha3BaHWIO NaToreHa, a He
Nno COOTBETCTBYHLLEMY aHAaTOMUYECKOMY NOSIOXKeHuto B aTom HLGT.

CornacoBaHHble npaBuna n UCKNL4YeHnsA

BonbwwnHcTBo PT B SOC MHebekyuu u uHeasuu NEPBUYHO 3aKpenseHbl 3a 3TUM
SOC. UckntoveHusamun aenatoTcs PT, koTopble NepBUYHO 3akpensieHbl bo 3a
SOC Bpox0eHHble, cemeliHble U 2eHemuyeckue HapyuweHus, nnbo 3a SOC
LobpokayecmeeHHble, 3110Ka4eCmeBeHHbIE U HEeYMOYHEHHbIE HOB00bPa308aHUs
(8kn. kucmbi u nonunei). Ans aTnx TepMmnHoB 3akpennenue 3a SOC MHepekyuu u
UHBa3UU SIBNSIETCA BTOPUYHbBIM.

Kpowme Toro, PT nog HLT HapyweHus eocrianiumernibHO20 xapakmepa 8
pesyrnbmame uHgekyuu B pamkax HLGT [ononHumerbHble meMbl, ce8si3aHHbIe
C UHGbeKuusMuU Takxke, Kak NpaBuio, BTOPUYHO 3akpenneHsbl 3a SOC MHeekyuu
u uHeasuu. 3t1oT HLGT He BkntovaeT PT, o603Havarowme nHeKLUnmn nnm
WHBa3Mu1, HO BMECTO 3TOr0 BKIKOYAET TECHO CBA3aHHble PT, Takue kak HocuTenu
BO30OyauTenemn MHPEKUMOHHbIX BonesHen; B HeM Takke HaXo4AaATCS TEPMUHbI,
npegcTasnsaoLWme TUNbl NyTen nepegayv Bo3dyantens
NHEKUMN/MHDEKUNOHHOMO 3aboneBaHna UnNu BbllleyKa3aHHble
BOCMNanuTeNbHbIE COCTOAHUS NOCne NHEKLMN.

TepMuHbI, 3aKkaH4YMBaOLWMECH Ha «-UT», cBa3aHbl ¢ SOC MHgekyuu u uHeasuu
TONbKO B TOM Criy4ae, ecnvm OHM Hamboree YyacTo NpeacTaBnsatoT MHPEKUMOHHbIE
cocTosHusA. Te TepMuHbl, KOTOpble Hanbornee YacTo NPeacTaBnaT
BOCMNanuTenbHble COCTOSIHUS, CBSA3aHbl CO CBOMM COOTBETCTBYHOLLUM MECTOM
nposereHna SOC 6e3 nepBunyHoro 3akpennenus 3a SOC UHepekyuu u uHeasuu.
Kak npasurno, pog natoreHa npencrasneH Ha yposHe HLT. Ha yposHe PT
06bI4YHO 00BbeaMHAKTCA PO M aHAaTOMUYECKOE pacrnofnoXeHne MHeKUMn B
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6.11.3

ofHOM TepMuHe. Pog, aHaToMu4eckoe pacrnonoxeHve n Buabl 06o3HavaoTcs
OfHUM TEPMWHOM Ha ypoBHe LLT.

Korga KoHuenumm «cencuc» n «CentTuueMmsi» cnapeHbl, TEPMUHbI, KacaroLwmecs
«cencucay», obosHavarT PT, a cooTBEeTCTBYHOLLME TEPMUHBI, KacaroLLmecs
«centuuemmn», — LLT.

TepMUHbI CO CMIOBOM «raHrpeHa» Ui «raHrpeHO3HbINY» NEPBUYHO 3aKpenseHbl
3a SOC UHeekyuu u uHea3uu, 3a UCKNOYEHNEM TEPMUHOB, KOTOPbIE
cneumdunyeckn NpeacTaBnAT HEMHPEKLNOHHYHO KOHLENLMIO, HanpuMep, cyxas
raHrpeHa.

B pamkax SOC UHebekyuu u uHeasuu, TEPMUHbI CO CITOBOM «dsierMoHa» Ha
ypoBHe PT cBsasaHbl ¢ cooTBeTCTBYOWMMM HLT, 0603Havatowmmm
BGakTepmanbHble MHeKUMK, a He ¢ HLT, o6o3Havaowmmm Mecta NposiBNEHUS.

CTpaTervwl MOUCKa

[na nomncka onnopTyHUCTUYECKUX MHAEKLUNIA crieayeT yunTbiBaTb OCHOBHOE
3aboneBaHue, Knacc npenapara u apyrme acnektbl, KOTOpble MOryT UMeTb
OTHOLLEHME K JaHHOMY Bonpocy. Hanpumep, Hanbonee BepoATHbIA NAaTOreH nnm
NMopakeHHbIM y4acTOK Tefnia MOryT pasnnyaTbCs B 3aBUCMMOCTU OT NPUYMHbI
nMmMmyHocynpeccum (Hanpumep, BUY-nHdekums, TpaHcnnaHTaumsa
napeHXnMaTo3HOro opraHa, TpaHcnnaHTaums reMonoaTUYECKNX CTBOSTOBbIX
KNeToK, 3riokayecTBeHHasi onyxorb, Xumuotepanusd, 6riokatopbl PHO-anbda n
T.A.), reorpaun4eckoro permoHa v KkaneHgapHoro roga/aekaapl (M3-3a
N3MEHEeHUs 3Ha4YMMOCTN NAaTOreHOB BO BPEMEHMN).

3anpoc OnnopmyHucmuyeckue uHgekyuu (SMQ) sknovaeT TepmuHbl 13 SOC

UHebekyuu u uHeasuu pnsi 0603Ha4YeHNs1 NATOreHHbIX MUKPOOPraHM3MOB,

BbI3bIBAOLLMX ONMOPTYHUCTUYECKME MHADEKLNN, @ TaKKe COOTBETCTBYHOLLMNE

TepMmuHbl N3 SOC JlabopamopHbie u UHCMPYMeHMasbHbIe OaHHbIE.

[ononHuTenbHble TEPMUHBI MOTYT BKINOYATLCA B CTpaTErnio NoMcka ans

crneumdunyecknx COCTOSIHUI, Kak B Cnegyowmx npuMmepax:

— [Ona BUY-nHdpekumnmn MoxxHoO BKNOYMTL MHorve PT, cogepxalyme cnosa
«BUYy, «CIMAO», «CD4» unn «T-numdounT.

— [nga TpaHcnnaHTata ConuaHbIX OPraHoB UM TpaHcnaHTauum
reMono3TUYECKNX CTBOJSIOBbIX KNETOK MOryT ObITb perieBaHTHbI
onpegeneHHble PT, cogepalwime crnoBa «TpaHCnnaHTaunsa» nnm
«TpaHCNnaHTaT».

— [1ns 3noka4yecTBEHHOWN ONyXonM MOXeT paccmaTpuBaTtbes SOC
LlobpokayecmeeHHble, 3/10Ka4eCmBEHHbIE U HEYMOYHEHHbIE
HOB006pa308aHUs (8K/1. KUCMbI U MOJIUMbI); B KPUTEPUM NOUCKA MOXKHO
pobaBnTb onpegerneHHble PT, ykasbiBaloLwme Ha HENTPOMEHMIO U
OCIOXHEHWS, pa3BUBLLMECS BCeACTBNE XUMMOTEPANuu.
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6.12 TPABMbl, UHTOKCUKALIUN N OCNNOXKHEHWUA NMPOLEQYP

6.12.1 OcHoBa ansa knaccudukaumm

B atom SOC rpynnmpytoTca MeAUUMHCKME KOHLENUUN, B KOTOPbIX BaXXHOE
3Ha4YeHne NMerT PakTopbl TPaBMbl, OTPABMEHUS, OCINOXHEHWS,
06yCnoBneHHOro Npoueaypon unm MeaNLNHCKUM M3genmem Ans coobLEeHHbIX
MEANLMHCKNX SABNEHUMN.

TepMuH ons 9BNeHUn, HenocpeacTBEHHO CBA3AHHbIX C TPaBMOW, OTpaBfieHneM
N OCNOXHEHUSIMU npoLeaypbl, NnepBuUYHO 3akpenneHsl 3a SOC Tpasmsbl,
UHMOKCUKauuu U OCII0XKHEHUs rnpouedyp, 3a UCKNOYEHNEM TEPMUHOB,
CBSI3aHHbIX C POLOBOWN TPAaBMOW, KOTOPbIE NEPBUYHO 3akpensneHbl 3a SOC
GepemeHHOCMB, rnocnepodossiti nepuod u rnepuHamalsibHble COCMOSIHUS.
lMepenombl KOCTEN, KOTOPbIE B BOMbLUMHCTBE CyYaeB SBMAIOTCA pe3ynbTaToM
TpaBMbl, NEPBUYHO 3akpenneHbl 3a aTum SOC, Toraa Kak natonorndeckue
nepenmvbl U NepesioMbl NpyU 0CTEONopo3e NepBUYHO 3akpenneHsbl 3a SOC
HapyweHus co cmopOoHbI MbILUeYHOU, CKerlemHoU U coeOUHUMETbHOU MKaHU.
TepMuHbI 4N OTpaBneHUn N MHTOKCUKALIMIA, Kak NpaBuino, nepBuUYHO
3akpenneHbl 3a aTum SOC. Korga cuctema opraHMama ykasblBaeTcsl B COCTaBe
TEPMWHA, CBSA3AHHOIO C OTPaBMEHNEM UM UHTOKCUKALMEN, ONS TaKuX
cueHapueB TepPMUH NepBUYHO 3akpennseTtcsa 3a SOC, oTpaxarwmm MecTo
nposieneHus. C y4eTom pacnpoCTpaHEHHOro UCNOSIb30BaHUMN CNOB
«OTpaBneHne» N «MHTOKCMKauus» Kak B3anmosameHsaemblx, B MedDRA croBa
«OTpaBrieHME» U KUHTOKCUKALMS» ABNAKOTCA CUHOHUMaMW.

TepMuHbI, CBA3aHHbIE C TPaBMaMM 1 MOBPEXOEHUAMU, KaK NpaBuio, CYMTarTCa
cnHoHMmamm B MedDRA. TpaBma nnu noBpeXXgeHne 0OCHOBHOMO opraHa ¢
HU3KOWN BEPOATHOCTbLIO TOrO, YTO 3TO BbI3BAHO TPaBMaTUYECKUM (paKTOpPOM,
OyayT OTHECEHbI B NEPBYHO 04epenb K MECTY NPOSABMEHUS U ero
cooTBeTcTBYylOWEMY aHaTommyeckomy SOC. Ecnu o6ycnoBneHHOCTb
«BCneacTene TpaBMbl» 6onee oyeBngHa unu Hanbonee BepoOATHA, TEPMUH
Oynet nepBuyHO 3akpenneH 3a SOC Tpasmbi, UHMOKCUKaUUU U OC/TIOXHEHUS
npouedyp.

Bbino npoBeneHo pasnuune mMexay TepMMHaMu, KacarLnxXcsa «BO3AEeNCTBIS
4yero-nmbo» 1 «BO3OENCTBUSA Yepes YTO-TO», MOCKOSbKY 3TO pasnuyve
CYLWECTBEHHO ANA NPeACTaBNeHMs pas3nUYHbIX KOHLENLMIA BO3AENCTBUSA U UMEET
ocoboe 3HayYeHne ansa TOKCUKOMOrMYecknx acnekToB B papmMakoHaa3ope.
TepMuHbI C BO3OENCTBUEM «YEPE3» YKa3bIBAKOT HA CPEACTBO, NOCPEACTBOM
KOTOpOro ObIfio oka3aHo BO3L4ENCTBME HA NaUMEHTA, TOraa Kak KoHUenums
«BO3aencTeme (4ero-nmbo)» ykasbiBalOT Ha cneundndeckmii akTop, OkasaBLUWi
Bo3aencTemne. TepMuHbl C BO3OENCTBMEM «Yepesd» NpeaHasHayeHbl Ans
NCNONb30BaHMA B COMETaHUM C OOQHUM UITN HECKOSTbKMMW JONONTHUTENBHBIMU
TepMUHaMn, HaNpMMep, ANs KoANPoBaHUSA akTopa BO34eNCTBUSA N NoObIX
pa3BMBaKOLLNXCH B CBA3N C BO34ENCTBUEM KITMHUYECKUX NOCNEACTBUN.

B aTtot SOC BKNtoYeHbI TPaBMbl Y OCITIOXKHEHWUS, CBSA3@HHbIE C XUPYPrUYeCKUMU 1
MeaunumHckmmm npouenypamun. HLGT Peakuyuu 8 mecme 8gedeHuUs ABNAeTCS
MHOroocHbiM HLGT. OH nepBu4yHo 3akpenneH 3a SOC Obwue HapyweHus u
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6.12.2

peakuyuu 8 mecme 8g8edeHus, a BTopu4HO — 3a SOC Tpasembi, UHMOKcuKauyuu u
OCII0XKHEHUS npouedyp.

Ownbkn NpMeHeHNs npenapaToB U Apyrne owmnokn n npobnemsl Npu
NCNonb3oBaHMM NPOAYKTOB BKMOYeHbl B 3TOT SOC. TepMuHbI BKIOYAOT TUMbI
ownbok 1 npobnem, a Takke BKMOYaOT B cebsi pa3nuyHble 3Tanbl npouecca
NCNonb30BaHMs NeKapCTBEHHbIX NpenapaToB/NMpoayKToB (HanpuMmep,
Ha3Ha4YyeHne, XxpaHeHne, OTNYCK N NMPUMEHEHNE).

MpeaHamepeHHbie NpobnemMbl B UCNOMb30BaHMM NPOAYKTa CrpynnupoBaHbl
OTAEeNbHO W BKITOYatoT B cebs1 KOHLENUMN NCNOoNb30BaHUS, He
npeaycMOTPEHHOrO MHCTPYKUMEN, U HEHAANEXAaLLEero NCNosfb30BaHNs
TepmuHbI Ans 0603Ha4YeHMs Nepego3npPOBKM U HEQOCTAaTOUYHOW A03bl TaKKe
BKNtoYeHbl B 3ToT SOC.

CornacoBaHHble npaBuna n UCKNL4YeHnsA

MoBpexaeHust KOCTen n cyctaBoB crpynnupoBaHbl B HLGT, oTaenbHbIn OT rpynn
TEPMUHOB Ans1 0003Ha4YeHMsI NOBPEXAEHUIN OPYTMX CUCTEM OpraHmama. JTo
caenaHo no AByM npuymHam: 1) KOCTHasi CUCTEMa 4YacTo M B 3HAUYUTENbHOW Mepe
noasepraeTcs TpaBMaTUYECKNMM NOBPEXAEHNSAM 1 2) AONONHUTENBbHbIN YPOBEHD
Knaccudukawumm No3BonseT 3akpenntb TepMuHbl 3a ¢ SOC HapyweHusi co
CMOPOHbI MbIWEYHOU, CKeslemHoU U coeOUHUMesIbHOU mKaHU.

HecmoTpsa Ha To, 4To B aToM SOC coaepxatcs TEpMUHBI, Kacatowmecs oCTpon
anKOrofibHOM MHTOKCUKaLMM NN OTPaBEHNS, KOHLIEMNLNSA «anKOronmnam»
HaxoauTtcs B SOC [lcuxuydeckue paccmpoucmea.
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6.13 JIABOPATOPHbIE U UHCTPYMEHTAIJIbHbIE JAHHbIE

6.13.1 OcHoBa ansa knaccudukauum

e Hawnbonee 3HauyMmbiMn xapaktepuctukamm SOC JlabopamopHbie u
UHCMpyMeHmarsbHble 0aHHble ABNATCA: 1) ero cogepxaHue (T.e.
nabopaTopHble U UHCTPYMEHTarnbHbIE JAaHHbIE, @ HE COCTOSAHUS) N 2) ero
O[HOOCHbIN XapakTep.

e [Ina MedDRA «nabopaTopHble U MHCTPYMEHTarbHblE JaHHbIE» — 3TO
KOHLIeNumMm, KacaroLwmecs KIMHUYecKnx nabopaTopHbIX nccnegoBaHui (Bktovas
B6uoncum), KoHUEeNnuMM pagmonornyeckmx nccrefoBaHum, JaHHbIX (U3NKanbHOro
OCMOTpa M KOHLENUUN PyHKUMOHANbHbLIX TECTOB (HanpMmep, nerovyHas
dyHKUMOHanbLHasa npoba).

e Tonbko PT, obo3Havalowme npouenypbl UccnefoBaHUmM N KAYECTBEHHbIE UX
pesynbTaTbl (HANpUMep, yMeHbLUEHUE/CHWXKEHNE 1 yBennyeHne/noBbllLeHNe, B
HopMe/OTKIoHeHe OT HopMbl), HaxoaaTces B SOC JlabopamopHsie u
UHCMpyMeHmarsbHble 0aHHble. TepMuHbl, 0603HaYaroLwme CoCTOSAHUSA
(Hanpumep, rMNepraMkemMmns n rnKo3ypus), ncknoyarTca na atoro SOC n moryT
HaxoauTbesa B SOC, kacaroLwmxcsl COOTBETCTBYHOLLENO «HAPYLUEHUS».

e TepMmuHbl B SOC JTabopamopHbie u UHCMpyMeHmMarbHble OaHHbIe
NPUCYTCTBYIOT TOSbKO B 3ToM SOC 1 HM B ogHom apyrom SOC (1.e. SOC
JlabopamopHbie u UHCMpymeHmMarsbHble 0aHHbIE ABNAETCSA OQHOOCHbLIM).
MoaTomy BaxHO, YTOObI 3anpochkl AaHHbIX, 3akoanpoBaHHbIX ¢ MedDRA,
BKMOYanu TepMuHbl Kak u3 SOC, CBA3aHHbIX C «HapyLLeHneM», Tak U 13
BcrniomoraTtesnbHbIX KoHuenuun nccnegosaHuin B SOC JSlabopamopHsie u
UHCMpyMeHmarsbHble 0aHHbIe, TaK Kak Herb3a NCNONb30BaTb MHOTOOCHbIE
CBSA3N, YTOObI COEANHUTL 3TU TUMbl TEPMUHOB.

e B atom SOC 1cnonb3yoTcsa HECKObKO NoAxXoAoB K krnaccudpukaumm HLGT:

— HekoTtopble HLGT rpynnupytoT nccnegoBaHusi B COOTBETCTBUM C CUCTEMOM
OpraHuama unm ¢ KnMHUYECKON OUCLUMMNIMHOW, KOTopasa cneumnannsnpyeTcs
Ha OOHOM cMCTeMe opraHuama

— [HOpyrne HLGT rpynnupytoT (No Tuny BewecTBa Unmn no Tuny npouenypbl) Te
aHanuabl NN nccneoBaHNs, KOTOPbIE HE BNUCLIBAOTCA NErko B O4HY
CUCTEMY OpraHuama

e B Tex cnyyasx, koraa aTo Bo3MoxHo, PT B atom SOC — 3T0 Te TEpMUHBI,
koTopble BknoYeHbl B ctaHaapTsl IUPAC, LOINC® n IFCC. OgHako B HEKOTOPbIX
cny4vasix opMynmMpOBKN TEPMUHOB M3 3TUX CTAHAAPTHbLIX TEPMUHOSOMMIN He
4acTO MUCMNOSb3YTCA NPaKTUKYOLWMMKN Bpadamu. B atux cnydaax 8 MedDRA
NCNosnb3yrTcs (OPMYNMPOBKM, KOTOPbIE Yallle NPUMEHSIIOTCS Ha NPaKTuKe.
ButamuHbl npeacTaBneHbl Nog CBOMMK pacnpoCTpaHEHHbIMW HAa3BaHUAMU, a He
XUMUYECKNMU Ha3BaHMAMU, ucnonssyemoimun B IUPAC.

6.13.2 CornacoBaHHble NpaBuia u UCKNOYEHUs

e Kanudwmkatop «yBennyeHue/nosbiweHne» B TepmmHax MedDRA oTHocuTcs K
N3MEHEHNAM OT HOPMAaJSIbHOr0 COCTOSIHUS K BICOKOMY, OT HU3KOTO K
HOpPMarnbHOMY, OT HU3KOrO K BbICOKOMY U OT HU3KOrO HOPMarsibHOro 40 BbICOKOIO
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HOpMarbHOro. AHaNoOrnMyHbIE COOBpaxXeHs NPUMEHUMbI K pe3ynbTatam,
KOTOpblEe XapakTepuayrTCs CFIOBOM «yMeHbLUEHME/CHUXeHne». B TepMnHax,
kacatowmxcsa nccrnegosaHmn, B8 MedDRA vcnonbsytotcsa kBanugukaTopsbl
«HU3KNN» N «BbLICOKUI» TONBbKO Ha ypoBHe LLT; atn LLT co cnoBamu «HU3KNA» n
«BbICOKMNY cBsA3aHbl ¢ PT, cogepxalmmm KBanngukaTopsbl
«YMEHbLLEHNE/CHWXKEHNE» N «yBENNYEeHNEe/NOBbILLEHNE», COOTBETCTBEHHO.
Kpome Toro, kBanugpukaTopbl «HU3KUIN/YMEHbLLUEHNE/CHUXEHNEY U
«Bblcoknn/ysennyeHne/nosbiweHne» B SOC JlabopamopHsie u
UHCMpyMeHmarsibHble 0aHHble CHATAKTCH CUHOHMMaMU.

TepMuHbI «BbICOKNNY» N «HU3KUN» B MedDRA 06bl4HO cumTatoTcs

nabopaTtopHbiMU/UcCcrnefoBaTENbCKUMN TEPMUHAMM, KOTOPbIE BCTPEYaloTCS B

SOC JlabopamopHbie u UHcmpyMeHmarbHble 0aHHbIe. 3 3Toro npasuna

CYLLIECTBYIOT CrneaytoLmne UCKITHYEHNS:

— LLT Bsicokoe apmepuarnbHoe 0asrneHue n LLT Huskoe apmepuarnbHoe
OdasneHue cBasaHbl ¢ PT MNunepmeH3usi unn PT unomeH3us; atn PT
pacnonoxeHbl B SOC HapyuweHusi co cmopoHbl cocy008.

— PT, npeacrasnstowme HoBoobpaszoBaHUs «HU3KOW CTENEHU
3r10Ka4yeCcTBEHHOCTMY, 3akpenneHbl 3a SOC [JobpokayecmeeHHble,
3/10Ka4eCcmeeHHble U HeYmMOYHEeHHble HO8006pa3o8aHUs (8KJ1. KUCMbI U
rnonuribl).

—  PT YmenbweHue konudecmsa mokpomsi n PT Yeenu4yeHue konudyecmsa
Mokpombi HaxogaTes B SOC HapyweHusi co cmopoHbl ObixamerbHou
cucmeMebl, opaaHo8 epyOHoU Kriemku u cpedocmeHusi. [NpuynHa
3aKni4aeTca B TOM, YTO 3TU TEPMUHbI OObIYHO BbipaxarT MeauuUHCKoe
COCTOSIHME, a He pe3ynbTaTbl UCCNeAoBaHMS.

OnpepgeneHHble KOHLUEeNUMK, KacatoLwmecsa TeMnepaTtypbl, Takne Kak BblCOKasi

TemnepaTypa Tena u nukosas Temneparypa, asnattca LLT B SOC Obwue

HapyweHUs U peakyuu 8 Mecme 88e0eHUs. XOTsi 3TN KOHLENUUN SOMKHbI

pasmeLlatbca B SOC JSlabopamopHbie U UHCMpyMeHmMarsbHble 0aHHbIE C TOUKU

3pEHUs COornacoBaHHbIX NPaBu (T. €. UX MOXHO MHTEPNpPeTUpoBaTh Kak
n3mepsieMbIn NapameTp), OH Yalle BCEro UCMNonb3yeTCs Kak BblpaXkeHne Ans
nosblweHns Temnepatypbl Tena (PT MNMupekcus). Taknm obpasom, 3T TEPMUHBI
npeacraeneHsl B SOC Obwue HapyweHus u peakyuu 8 Mecme 88e0eHUS.

KBanndukatop «OTKNOHEHME OT HOpMbI» B TepmmHax MedDRA npeacrtasngaeTr

cobon cutyaumio, B KOTOPOKM «HanpasneHue» (T. e. yBenuyeHne/nosblLeHne nnm

YMEHbLUEHNE/CHMKEHME) aHOMarbHOro pesynbTaTa He ykasaHo. [pyrue

kBanudukaTopsl, ucnonb3yemolie B SOC JlabopamopHsbie u

UHCMpYyMeHmMarsbHble 0aHHbIE — «B HOPMEY, KHanu4me» Unn «oTCyTCTBUE» OIS

onucaTerbHbIX JTabopaTOPHbIX aHANN30B, «MONTOXUTENBHBINY NN

«oTpuUaTENbHbLINY NS KAYECTBEHHbIX TECTOB, KYANMMHEHNE» UIN «YKOPOYEHNE»

ANS TECTOB, U3MEPEHHBIX BO BPEMEHU, N K TOKCUYHbINY, «TEpaneBTUYECKUA» UNN

«cybTepaneBTUYECKMIA» AN TECTOB Ha KOHTPOSb YPOBHS NEKapCTBEHHOIO

npenapara.

TepmuHbl 6€3 kBanudukaTopos (Hanpumep, PT YposeHb entoko3bl 8 Kposu)

npegHasHa4YeHbl 418 UCNoNb30BaHMA B 3aNMCy Ha3BaHUI TECTOB U AN

yKasaHus Ha (pakTuyeckoe 3HayeHne B OTAenbHOM none 6a3sbl JaHHbIX.
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TepmuHbl, cogepxalme NnpeduKebl «rmnep-» U «rmno-», pacnosioXeHbl B CBOUX
SOC, kacatoLwmxcs COOTBETCTBYIOLLENO «HapyLleHus», a He B SOC
JlabopamopHble u UHcCmMpymeHmarsibHble OaHHbIE.

Ecnu aHannsnpyemoe BeLecTBo 00bI4HO HE JOMKHO NPUCYTCTBOBATL B
obpasue, B HEKOTOPbIX Cryyasx MOXeT ncnosnb3oBaTbcs PT, onuckiBatowmii ato
OTKITOHEHMe OT HopMbl (Hanpumep, PT Harnu4vue anoko3bl 8 Moye).

KpoBb 6onbLue He siBnsieTcs npenapaTtom/obpasuom Ans nccnegoBaHus no
ymMon4yaHuio / npegnonaraemMbiM npenapaToM, eCcriv B 3arnpoce Ha BHeceHue
N3MeHeHUs He ykasaH Tun npenapata. Hoeble fob6aBneHHble TepMUHbI ByayT
BKMOYaTb TWUM Npenapara, ecnu oH 6yaet MeanumnHcKn saHauymmbiM. Korga HoBble
TepMuHbl 6e3 Tuna npenapaTa BHocATcA kak PT, niobblie cooTBeTCTBYOLWMNE
CYLLIECTBYIOLLME TEPMUHBI C TUMOM Npenapata 6yayT NoHWXKeHbl 40 LLT u
CBS3aHbl C 3TUM HOBbIM TEPMUHOM.

YTo KacaeTca He-nabopaTopHbIX Npoueayp (Hanpumep, pagMonormyeckue
nccnenoBaHust), aHaTommuyeckast 06nacTb ykasblBaeTCca B TEPMUHE U B
hopMynNMpoBKe BMECTO TUNa npenapaTa Ans UccrefoBaHus.

Kak npasuno, naeHTUdunkaTopbl «NPAMON» U «HEMPAMON» UCMNOSb3YHTCA TOSLKO
Ha ypoBHe LLT; ogHUM ncknioyYeHneM aBnaeTcsa pasmeLleHne npsiMon/Henpsamon
npo6bl Kym6ca Ha ypoBHe PT.
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6.14 HAPYWEHUWA METABOJIU3MA U NMATAHUA

6.14.1

6.14.2

6.15.1

6.15.2

OcHoBa ansa knaccudgpukaumm

B atom SOC ecTb Tpu WMPOKUX Noaxoda K rpynnmupoBKe TEPMUHOB Ha YPOBHE

HLGT.

— MMepsbi Tvn rpynnupyeT HLT B HLGT, KoTopble onucbiBatOT HapyLLEHUS B
nepepaboTtke cneymdpuyecknx BeLLecTB OpraHn3mom

— Btopon tvn rpynnuposaHnsa o6veamHset HLGT, onucbiBatowme COCTOAHUS,
CBSI3aHHbIE C HAPYLUEHMAMMW NMUTaHUA B 0OLwem

— Tpetunn Tun HLGT BKkMtoYaeT MeanUMHCKNE COCTOSIHUA, KOTOPbIE MOTYT ObiTb
He CBA3aHbl NaTOreHeTUYEeCKN Co crneumdunyecknmm Metabonmyeckumm nnm
HYTPUTUBHBIMW NpoLeccamMmu.

CornacoBaHHble npaBuna n UCKNL4YeHnsA

N3-3a MHOXECTBa 3TMOMNOrmnn n acpekToB pasHoobpasHbix ancdanaHcoB u
pPaccTpoOnCTB, BONBbLUNMHCTBO N3 3TUX COCTOSIHUM ObInn BKItoYEeHbl B HLT
Memabonuyeckue HapyweHus, HK/P.

CnenyeT oTMeTUTb, YTO C AMabeTom cBs3aHbl ABa otaenbHbiXx HLGT: HLGT
HapyweHus memabornu3ma 2/1roKo3bl (8kr1. caxapHbit Ouabem) n HLGT
OcnoxHeHusi caxapHoeo duabema. 3t aea HLGT aBnsA0TCS MHOTOOCHBIMU U
nepBu4YHO 3akpenneHsbl 3a SOC HapyweHus memabonusma u numaHusi , a
BTOPUYHO — 3a SOC OHOOKPUHHbIE HapyWEHUS.

HAPYLUEHWA CO CTOPOHbI MbILLEYHOW, CKENETHOWU U
COEAMHUTENBHOU TKAHU

OcHoBa ans knaccudgpukauumm

SOC HapyweHusi co cmopoOHbI MbIWEYHOU, CKeIeMHOU U cOeOUHUMEIbHOU
mkaHu pasgensetca Ha HLGT no Tuny TkaHu, TakMx Kak KOCTHas, Uiv no tmny
3aboneBaHus, HanpumMmep HoBOObpa3oBaHUS.

CornacoBaHHbIe npasuna n UCKnro4vYeHunsA

TepmuHbl onsa ob6o3HavyeHus nepenomos B 3ToM SOC TwatenibHO CONOCTaBMEHbI
C KOHLeNuuamMn noBpexaeHus kocten n cyctasos B SOC Tpasmel,
UHMOKCUKauuu U OCoXHeHUs rpouedyp. TepMuHbl, KOTOpble NpeacTaBNsAoT
ABNEHUS, ABNAIOLWMNECH Pe3yrbTaTOM TPaBMbl, OTPABNEHUES U OCIOXHEHWS
npoueaypbl, B OCHOBHOM 3akpensneHbl 3a SOC Tpaembl, UHMOKcukayuu u
OCrI0XHeHUS rpoyedyp. Hanpumep, nepenombl KOCTEN, KOTOPbIE B BOMbLUMHCTBE
CnyyaeB SIBNSKOTCA pe3ynbTaToOM TpaBMbl, NEPBUYHO 3akpensieHbl 3a SOC
Tpasmbl, UHMOKCUKayUU U OCIIOXHeHUs rpoyedyp, Toraa Kak natonornyeckme u
OCTEOMNopO3Hble NepenioMbl NepBUYHO 3akpenneHbl 3a SOC HapyweHus co
CMOPOHbI MbIWEYHOU, CKENTEMHOU U COeOUHUMEIbHOU MKaHU.
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6.16.1

6.16.2

CyuwiecTByeT Takke rpynna anga obLmx TEPMUHOB, KaCatoLLMXCA MATKUX TKaHEMN,
KOTOpble He MOryT ObITb 3aKpensieHbl 3a ApyrumMu cneundmnyeckumm Krnaccamm
cuctem opraHmsma B aTom SOC.

NOBPOKAYECTBEHHbIE, 3TIOKAYECTBEHHbLIE N HEYTOYHEHHbIE
HOBOOBPA3OBAHUA (BKI1. KUCTbI U NOJIUNMbI)

OcHoBa ana knaccudgpukauumm

310T SOC KnaccuduumMpoBaH No aHaToMuK € NogknaccugukaumsiMmmn no
naTonornm n ctagun Kak ana 4ob6pokavyecTBEHHbIX, Tak U ANA 3110Ka4eCTBEHHbIX
HoBOOGpa3oBaHuin. CipaBOYHbIM AOKYMEHTOM ANs Ha3BaHun PT aBnsetca
pykoBoacTtso PDQ (BpayebHsbie 3anpocsl, Physicians Data Query), nybnukauns
HauunoHanbHoro nHctutyTa paka CLUA, 3a ucknoyeHmem obnactum
HEXOKKMHCKMX NMMAOM.

TepMuHbl ans o6o3HaveHnsa numcpom B MedDRA, kak npaBuio, COOTBETCTBYIOT
EBponencko-AMepukaHCcKon Kraccudumkaumm nuMgonaHbIX onyxonen nocne
nepecmotpa (Revised European-American Lymphoma, R.E.A.L.) n
nepecmoTpeHHoun knaccudukauumn numdom BOS.

KucTtbl 1 nonunsl UMET NEPBUYHYIO CBA3b C MECTOM MPOSIBNEHUS, 8 BTOPUYHO
3akpenneHbl 3a SOC [JobpokayecmeeHHbIe, 3/10Ka4eCmMeeHHbIe U
Heymo4HeHHble Ho800bpa308aHUs (8Ks1. KUCmbI U ronurel). Bce octanbHble
TEPMUHbI A4Ng HOBOOBpa3oBaHUIM NepPBUYHO 3akpensieHbl 3a 3Tum SOC, a
BTOPUYHO — 3a MECTOM MPOSIBIEHNS.

B HacTosiLLee BpeMsi crioBa «paky» 1 «KapumMHOMa» UCMONb3YykTCsa Kak
CUHOHUMbI B aHaToMmu4deckon knaccmdpumkaumm HLGT Ha ypoBHsax PT n LLT B
nepapxun MedDRA, gaxe ecnu npu3HaHoO CyLLeCTBOBaHME pasnuunsa mexay
Takumm KoHuenunamun. B gononHeHue K TepMmnHam, KOTopble OTHOCATCS K
Knaccudgukaumsim no ctagumn 3abonesaHud, boina npeanpuHATa nonbiTka
BkMtounTb PT anga tTepmnHoB 6e3 ctagun 3aboneBaHus, AN Hanuyns MeHee
cneumduyHbIX TEPMUHOB.

HLGT gnst HoBoo6pa3oBaHUn MONOYHOW XKene3bl pasnmyaeT 3r1I0KayeCcTBEHHbIE
HOBOOOPAa30BaHUS Y MY>XHNH U Y XKEHLIUH. OTO OAMH N3 HEMHOIMX Crly4Yaes B
MedDRA, roe nmeeTcs pasnnyne TepMMUHOB MO NOsy.

3nokayecTBeHHble HOBOOBpa3oBaHMA NEPBUYHON NloKanu3auun ¢ Metacrasamm
KBannMuLUMpyrTCs CIIOBOM «MeTacTaTudeckuin» (Hanpumep, PT Pak kocmu,
Memacmamu4eckul npeacraBnseT cobon nepBUYHOE 3roKkadvecTBEHHOE
HOBOOOpasoBaHWe KOCTW, KOTOpoe MeTacTas3mpoBasno B APYron y4acTok
opraHuama). Heonnactuyeckue nopaxeHusi BHE NEPBMYHOIO oyara (BTOpPUYHbIE
oyaru) KsanuuuupyoTca gpason «meTtactasbl B» (Hanpumep, PT
Memacmasbi 8 xen4Hbil ry3bipb NPeacTaBnseT cobon 3roKka4ecTBeHHOe
HOBOOOpa3oBaHMe B ApYyroM opraHe, KOTopoe Aano MetactaTMyYeckui ovar B
Xen4yHoMm ny3blpe).

CornacoBaHHbIe npasuna n UCKno4eHuA

CapkoMbl KrnaccuuumnpyroTcst BHE CTPOro aHaTOMUYEeCKOM Kraccudumkaumm no
NPUYNHE NOBCEMECTHOM BCTPEYAEMOCTN 3TUX HOBOOOpPa3oBaHMWM.
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e 3n0KayeCcTBEHHbIE MeNaHOMbIl, KOTOPbIE HE YKa3blBalOT Ha aHaTOMUYecKoe
pacnosioXXeHue, No CorfiacoBaHHbIM NpaBunam KnaccuguumnpyroTcs Kak
MenaHOMbI KOXU, KoTopasi ABnseTca Hanbonee pacnpocTpaHeHHOM
nokanuaaumen.

e Korga B TepMUHE COAepXUTCA cTagus 3noKkavyecTBEHHOro HoOBOOOpa3oBaHus, TO
ANA TeEpMUHA NO BO3MOXHOCTW cobrntogaeTca crnegyowwmi cnocob
HaMMEHOBaHWS: «MECTO NOSOXKEHNS / 3NOKaYeCTBEHHOCTb / CTaansa» B 3TOM
SOC.

e TepMuHbl ANga cTagumn 3aboneBaHNsa He BKIHOYEHb! B TEPMUHbI A5
3110Ka4YeCTBEHHbIX HOBOOOPa30BaHWI, Ie4eHne KOTOPbIX HE 3aBUCUT OT CTaguun.

o HLGT OcnoxHeHusi, cesi3aHHblIe ¢ HO8006pa308aHUSIMU COAEPXUT TEPMUHbBI ANS
HapyLUEeHW, CBA3aHHbIX C OMyX0sieBbIMU COCTOSHUAMU. HekoTopble, HO He BCe,
PT B aTou rpynne, KOTOpble UMEKOT MECTO NPOSIBIIEHUS, NEPBUYHO 3aKpeneHbl
3a SOC no MecTy nposiBrNeHns, n BTOPUYHO 3akpenneHsbl 3a SOC
LobpokayecmeeHHble, 35l0Kkav4ecmeeHHbIe U HeymOYHEeHHbIe HO8006pa308aHUs
(8Kr. KUCMbI U ronunbl).

e HLGT Memacma3sbl cogepXuT TePMUHbI KaK A5 yKa3aHUs NOpaXXeHUs
cneumdunyeckoro mecrta/nokanmsaumnm, Tak n ans HEM3BECTHbIX NN
HEeYTOYHEHHbIX fokanusauuin. TepMuHbl, Kacatowmecs cneumgunyeckomn
nokanusaumm, Kak npaBuno, NnepBn4YHO 3akpenneHbl 3a SOC
LobpokayecmeeHHble, 3r10Ka4ecmeeHHbIe U HeyMmOYHEeHHbIe HO8006pa3oeaHuUsl
(8Kr1. Kucmbl U rosnurksi) U BTOPUYHO - 3a SOC No MecTy NposiBreHns.

e TepMuHbI CO CNOBOM «MeTacTaTU4eCKniny NpucyTCTBYIOT Ha ypoBHe PT B
MedDRA un otnuyatotca ot apyrnx PT, ykasbiBatowmx Ha «ctaguio [Vy»
3aboneBaHus. ITO ObINO cAenaHo B CBA3U C TEM, YTO MeTacTa3MpoBaHNE MOXET
BO3HMKaTb Ha pa3HbIX CTaamsix 3aboneBaHnsi U 3TO HE CBA3AHO UCKITHYNTENBHO
co ctaguen IV, noaTomy 3akpensneHme TEPMUHOB CO CITOBOM «MeTacTaTU4eCKum»
3a TepMuHamu co «ctaamsa IV» He Bcerga onpasgaHo.

e TepMuHbI CO crioBaMn «BbICOKUN» U «HU3KUI» B MedDRA 06bI4HO cumnTatoTcs
TEepMUHaMn onsi pe3ynbTaToB UCCNeaoBaHNn, KoTopble HaxoaaTtcs B SOC
JlabopamopHbie u UHCMpyMeHmasibHble OaHHbIe. ICKNio4YeHneM 13 aToro
npasuna siensttca PT gns HoBoobpa3oBaHU «HU3KOW CTEMEHN
3N0Ka4YeCTBEHHOCTUY, KOTOpble 3akpenneHbl 3a SOC [JobpokayecmeeHHbIe,
3/10Ka4eCcmeeHHble U HeYMOYHEHHbIe HO8006pa308aHuUs (8K1. KUCMbI U
rnonuribl).

e CyuwecTBylowme TepMmuHbl 6e3 kBanugukatopos ans nonvnos B MedDRA B
HacTosiLLee BpeMsi N0 yMon4yaHuio 060o3HavaoT 4obpokayecTBEHHbIE
HoBOOOpa3oBaHusA. HegaBHo fobaBneHHble TEPMUHBI A4S MONUMOB HE coaepXkat
kBanmudurkaTop «4o006pokavyecTBEeHHbIN». Monunbl BTOPMYHO 3akpenneHbl 3a SOC
LlobpokayecmeeHHble, 3/l0Kka4eCcmeeHHbIe U HeYymMOYHEHHbIe HO8006pa308aHUs
(8Ks1. KUCMbI U 0UMbI) U NepBUYHO — 3a cooTBeTcTBYyOWMM SOC MecTa
nposienenus. B pamkax SOC [JobpokadyecmeeHHble, 3/10Ka4eCmeeHHbIe U
HeymoYHeHHbIe HO8006pa308aHUs (8K/1. KUCMbI U 10UMbI) TEPMUHBI AN1S
nonunos cBs3aHbl ¢ HLT ansa gobpokavyecTBeHHbIX OOpM, a He Ans
3110Ka4e€CTBEHHbIX/HEYTOYHEHHbIX PopM. TepMUHbI A4NS NONMMOoB C
KBanMurKkaToOpoM «3rioKka4yeCTBEHHbINY Bonblue He ByayT 0ob6aBnAaTbLCA B
MedDRA. BmecTto atoro nonb3osatenam MedDRA pekomeHayeTcs
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pacCcMOTpeETb UCNnosib3oBaHne and KognpoBaHnA MMeLWnecd TeEpPpMUHLI,
cogepXxawmne cbpasy «3J10Ka4YeCTBEeHHOE HOBOO6pa3OBaHV|e».
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6.17 HAPYLIEHUA CO CTOPOHbI HEPBHOU CUCTEMbI

6.17.1

6.17.2

6.18.1

6.18.2

OcHoBa ansa knaccudgukauum

HeBponornyeckue HapyLeHNsa KnaccuuumpyroTcs C UCMNoNb30BaHMEM Tpex
LUMPOKNX noaxoaoB Ha ypoBHe HLGT:

— AHaTomuA
—  OTtuonorusa
— TaTtodumsmnonorus

[Mpn3HaKn n CUMNTOMbI, O4HO3HAYHO CBSI3aHHbIE C
3aboneBaHuaMU/HapyLleHnaMK, 06bI4YHO BKtovatoTcs B MedDRA B kadecTBe
HLGT, Bkntovarowmx atn 3abonesaHunsa/HapyweHnsa. OgHako HEBpONornyeckue
NPU3HaKN U CUMMNTOMbI, KOTOPbIE MOTYT ObITb CBA3aHbI C Ppa3fNYHbIMU
HapyLweHusamu, Haxoaates HLGT Heeponozaudeckue HapyweHus, HKP.

CornacoBaHHble npasuna n UCKNL4YeHnsA

[onoBHbIe 6onu nmeroT ceol codbcTBeHHbI HLGT

BEPEMEHHOCTb, MOCNEPOAOBbLIV NEPNOA U NEPUHATANBbHbIE
COCTOAHUA

OcHoBa Ansa knaccudgukauumm

B atom SOC HapyLeHus rpynnmpyoTcs pasnmyHbiMm cnocobamm, 4ToObl
BblAENUTb MaTepPUHCKMNE, BHYTPUYTPOOHbIE N HEOHATalbHbIE HAPYLLEHUS U
BblAENNTb HapyLLEeHNsa B COOTBETCTBUM C nepnogomMm 6epeMeHHOCTH (Hanpumep,
poabl, poaopaspelleHue, NnocnepogoBon nepuoa 1 T.4.).

Apyrvne HapyweHus knaccudpuumpytotTca Ha yposHe HLGT no aHatomum

CornacoBaHHble npasuna n UCKNL4YeHnsA

O10T SOC BKMOYAET TEPMMHbBI, KOTOPLIE ABMAKTCA Kak HOpManbHbIMU
COCTOSIHUSIMU, TaK U COCTOSAHUSAMM BbICOKOTO pMcKa, CBA3aHHbIMMU C
©epeMEHHOCTbIO, N KOTOPbIE HE ABMAOTCA HU OCITIOXXHEHUAMU, HU
HexenaTerbHbIMU SIBNEHUSMMN.

BkntoyeHbl aHOManuu npeanexaHus nNnoga, KoTopble MOXXHO paccMaTpuBaTth Kak
MaTepUHCKOe, TaK 1 BHYTPUYTPOOHOE OCNOXHEHUE.

HLGT HeoHamarbHbIie U nepuHamaribHble COCMOSIHUS NPeaCTaBnsaloT
€ONHCTBEHHYO cneumdunyeckyro «neanaTpudeckyo» rpynny B TEPMUHOSIOTMN.
TepMuHbI, KacatoLmecs Apyrmx negmaTpuyecknx COCTOsIHUIM, paccpeaoToYeHbI
cpeav TEPMUHOB, KacaroLLMXCA COCTOSIHUI Y B3POCHIbIX.

TepMuHbI, OTHOCALLMECH K HAPYLUEHUAM Y NSI04A U HOBOPOXAEHHOTO, Kak
npasuIo, NnepBMYHO 3akpenneHbl 3a SOC mecTa NpPosiBNEHMSI U BTOPUYHO - 3@
paHHbIM SOC.

TepMuHbI, BKOYaOLWME BO3OENCTBME HA NNOL NEKApPCTBEHHbIX NpenapaToB U
Apyrux sBewlecTts (Hanpumep, Tabaka), nepBrMyHO 3akpensieHbl 3a SOC Tpasmbl,
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UHMOKCUKauuu U OCII0XXHEeHuUs rpouedyp, a BTOPUYHO - 3a SOC bepemeHHOCMb,

rocriepodossit nepuod U rnepuHamarbHble COCMOSHUS.

[ns TepMUHOB, OTHOCALLUXCS K «abopTy», crieqyeT OTMeTUTb criegytoLine

MOMEHTbI:

— Kak «camonpounsBoribHbIN» abopT, Tak U «HEYTOYHEHHbINY abopT ABMAIOTCS
OAHOOCHBLIMW TepMUHaMu, ceadaHHbIMK ¢ SOC bepemeHHoCmb,
rnocsiepo0osbIl nepuod u nepuHamaribHble COCMOSIHUS.

— Bce «uckycctBeHHble» hopmbl abopTa 3akpenneHbl Tonbko 3a SOC
Xupypaudeckue u meduyuHcKue npoueodypsl.

— OcnoxHeHns CKyccTBeHHOro abopta nepBnYHO 3akpenseHsbl 3a SOC
Tpasmbl, UHMOKCUKayUU U OCITOXHEHUS npouedyp.

— OCnoXHeHMs Kak «Camonpon3BOSIbHOTO», Tak U «KHEYTOYHEHHOHO» abopTa
nepBu4YHO 3akpenneHsbl 3a SOC bepemeHHOCMb, Nocnepodossil nepuod u
rnepuHamarsbHble COCMOSIHUS.

Mpn noncke TEPMMHOB, ONUCLIBAKOLLNX TOKCUYECKOE BO3AENCTBME, CBA3AHHOE C

6epeMeHHOCTbI0, pofaMu, NakTaumen u Apyrmmm obcTosaTenbcTBamMmu, KOTopble

NoTEeHUManbHO BAUSIOT HA Mo U HOBOPOXAEHHOrO, NONb3oBaTeb MOXET

yunTtbiBaTb U3bpaHHble PT B onpeageneHHbix HLT B atom SOC, a Takke

pasnuYHble KOHLENUMN «BO3OENCTBUSAY, pacnosnoxeHHble B SOC Tpaswmbl,

UHMOKCcUKayuu U OCIIOXHEHUSs rnpouedyp.

TepmuHbI, cogepalime CroBo «NPOMEXHOCTb» MOryT ObiTb 3aKpensieHbl 3a

Heckonbkumn SOC, Bkntovass SOC HapyweHusi co CmopoHbI perpoOyKmugHoU

cucmemnbl U MOsI04HbIX xene3 n SOC bepemeHHocmb, Nocriepodossit nepuod u

nepuHamarsbHble COCMOSIHUS.

TepMuHbI, Kacarowmeca CMepTU MaTtepu 1 nnoaa, nepBn4HO ceasaHbl ¢ SOC

GepemeHHoCcmb, nocriepodossili nepuod u nepuHamarbHble COCMOSIHUS,

NMOCKOSbKY OHM CYMTaroTCs 0cobon nonynsaumen.

OpHako PT Cmepmb Hogopoxx0eHHO20 nepBuYHO 3akpenneH 3a SOC Obwue

HapyweHuUs U peakyuu e mecme ege0eHusi U BTOpM4HO — 3a SOC

bepemeHHoCMb, nocriepodossil nepuod u nepuHamarbHble COCMOSIHUS.

BeogHoe pykosoacteo no MedDRA sepcum 28.1 51
CeHTs0pb 2025 .

001275



CucteMHo-opraHHble Knacchbl

6.19 NMPOBJIEMbI C MPOOYKTOM

6.19.1

6.19.2

OcHoBa ansa knaccudgukauum

Ynpasnsatowmin Komutetr MedDRA ogo6pun pekomeHgaunto Blue Ribbon Panel
06 obnactn npumeHeHns MedDRA (anpenb 2014 roga) ona nobasneHns B
MedDRA 27-ro SOC ans BKMOYEHUS HEKNMUMHUYECKUX / HE OTHOCALLMXCA K
NnaumeHTy KOHLEeNUMi B OTHOLLIEHMUM NPOAYKTOB. OTU KOHUENUUN BaXHbI C
PEerynsaTopHON TOYKN 3PEHNSA N 340POBbA HACENEHNS, MOCKOMBbKY OHU MOTYT
BNUATbL Ha 6e30NacHOCTb NaLNEHTOB.

310T SOC [Npobrnemsi ¢ npodykmom 6bin gobasneH B 19.0 Bepcmo MedDRA u
BKMOYaET TEPMUHbI 4518 NpobnemM ¢ KayecTBOM NpoayKTa, MEANLMHCKNX
n3genuin, cuctemamm KayecTtsa nNpomM3BOLCTBa, NOCTABKOW U peanusaumen
NpoAyKTOB, a Takke KOHTpadakTHbIMM npoayktamu. OgHOM 13 Lenen BKNoYeH s
TEpPMUHOB N4 kKayecTBa npoaykta B MedDRA sBnsietca obecneveHne
pernctpauumn npobnem ¢ kayecTBOM NPoaykTa n NbbIX aCCOUUNPOBAHHbLIX C
HUMK HexenaTenbHbIX ABNEHUA C UCNOSTb30BaHMEM €ANHON TEPMUHONOTNN.
MpeanonaraeTcs, YTO TEPMUHBI, KacaloLmecs: kadecTBa NPOAYKLUKN, B TOM
yucre cBA3aHHble C NPOM3BOACTBOM U peanusaumen, MoryT MCnosib3oBaThbCs
ANsa npeacTtaBnennsa nHdopmaumm o gedekrax npoayKunm perynatopHbiM
opraHam, a Takke MOryT UCMOSb30BaTbCs BO BHYTPEHHUX H6a3ax JaHHbIX
opraHusauun gns otcnexmsaHma Npobrem nnm OTKIOHEHWI C KaYeCTBOM
NpOAYyKTOB.

SOC lNpobnemsi ¢ npodykmom copepxut asa HLGT: HLGT lMpobremsi ¢
uzdenuem v HLGT lpobnemsbi ¢ ka4ecmeom, rnocmaekol, pacrpocmpaHeHUeM,
rnpouszeodcmeom rpodykma u cucmemoul kadyecmea.

CornacoBaHHble npasuna n UCKNnw4veHunsA

HanHbin SOC nocesiweH npobnemam, CBA3aHHbIM C NPOAYKTaMK, a He C
KNMUHUYECKMMWN KOHLENUMSIMM U HE C KOHLENUUAMM, OTHOCALLMMUCS K NALNEHTY,
n, cnegoBaTenbHO, 60NbLUMHCTBO TEPMUHOB SIBASIKOTCA OAHOOCHBLIMU U HE
HY>KOalTCA B MHOIOOCHbIX CBA3sX ¢ Apyrummn SOC KacaloLmMXCs «HapyLUEHNY,
OTHOCALWMXCA K naumeHTy. OgHako TEPMUHBI, KacaroLmMecs NpoayKTOB, KOTOPbIE
Takke 0603Ha4aloT NpobnemMy, CBA3aHHYI0 C NAaLUEHTOM, ABNAOTCA
MHOIFOOCHbIMU Ansi obecneveHns cBa3n ¢ 6e3onacHOCTbO NauneHTa. Hanpumep,
PT lNepedaya eo036yOumeris uHheKkyuu 4epes npenapam nNepBUYHO 3akpenneH
3a SOC UHekyuu u uHeasuu v BTopnyHo — 3a SOC [Ipobnemsbi ¢ npodyKmom.
TepMuHbI, Kacarowmeca MeANLNHCKUX N3aennin, 00bIMHO OCHOBaHbI Ha
ABNEHUSIX, a He Ha TUNne yCTpPoncTBa. TeM He MeHee, B OTBET Ha 3anpochl
nonb3oBartenen B MedDRA 6binn BHECEHbBI UBMEHEHUS, @ UMEHHO, ObINn
pobaBneHbl onpefeneHHble TEPMUHbI, Kacatowmecss TUNoB N3genun, ¢ y4eTom
TOro, YTO 3TN U3AENUS LUMPOKO NUCMOMb3YIOTCH UM UMEKOT OCOBYHO KITMHUYECKYHO
3Ha4YMMOCTb. [Mo3aToMy Obinn caenaHbl UCKNIYEHNS ANA HeNaTeHTOBaHHbIX
TMNOB N34ENNN N KOMNOHEHTOB MU34enui (LUMPOKO UCMONb3YEMbIX), TAKMX Kak
CTEHTbI, MOMMbI, UMbl U WNPULbI. B 0bLiem, koHUenuMn onsa SBNeHnn,
CBSI3@aHHbIX C MEOVULIMHCKUMU N3OENNsaMK, NpeacTaBneHsl Ha yposHe PT, B TO
BPEMS KaKk COOTBETCTBYHOLLNE NOAYMHEHHbIE KOHLIEMNLMM, OTHOCSLMECS K
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ABNEHNAM CO cneumanbHbIMU TUNamMu LUMPOKO UCMNONb3yeMbIX U3genum, obbIYHO
npeacrasneHsbl Ha ypoBHe LLT.

HLT llpobnemsi ¢ pacripocmpaHeHuUeM u xpaHeHuem rnpodykma npeaHasHaveH
ANns pelweHnsa npobnem ¢ xpaHeHneMm NpoayKTOB MPOn3BOAUTENSMMU,
ANCTpUBBLIOTOPpaMK, ONTOBLIMK NpogaBuamMu 1 T.4. B otnnyme ot atoro,
npobnemMbl ¢ XxpaHeHUeM NPOAYKTa KOHEYHbIMU MOSb30BaTENAMN, TAKUMU KaK
cneuvanucTbl 34paBoOOXpPaHeHNs, NAUNEHTbl U NOTpebuTenu, cumTatoTcs
owmnbKamMn NpUMeHeHNs npenapaToB U NpeAcTaBneHbl COOTBETCTBYHOLLNUMM
TepMuHaMmm owmnbok npumeHeHnsa npenapatoB B SOC Tpasmbl, UHMOKCUKayuu u
OCJI0XKHEHUS rpouedyp.

KoHuenuwun, kacatowwmeca npobnem ¢ noctaBkamu 1 OCTYNHOCTbIO NPOAYKTA,
OTNNYAKTCA OT KOHLUENLMI, KacaroLmxca peanmsaunmn, 4OCTaBKN U XpaHEHNUS, U
OXBaTbIBAOT Takne nNpobnemsbl, Kak NpepbiBaHWe B Lienu NOCTaBokK, NPOAYKT,
OTCYTCTBYIOLIUN B hopMyrisipe, NPOAYKT, U3bATbIN U3 obpalleHnsa n 1.4.

6.20 MCUXUYECKUE PACCTPOMNCTBA

6.20.1

OcHoBa Ansa knaccudgukaumm

OcHoBHbIM nocobuem Ans Krnaccuumkaumm NCUXMYECKUX paccTpomncTs BbIo
B35TO Pykogeodcmeo rno duazHoOCmuKe u cmamucmu4yeckomy ydemy
rncuxudeckux 3aboneesaHud, namoe usdaHue (Diagnostic and Statistical Manual
of Mental Disorders, Fifth Edition, DSM-5) © AmepukaHCKon ncuxmaTpuyeckon
accoumaumnen. AccounmmpoBaHHble CUMNTOMbI CrPyNNMpoBaHbl Ha ypoBHAX HLGT
B COOTBETCTBUMN CO CXEMOW Krnaccudmkauum, npenrnoxXeHHON B pyKOBOACTBE
DSM-5. HapyuweHus, cneundunyeckun ykasaHHble B pykosogctse DSM-5, nnu
HapyLUeHWs1, KOTOpble B CrioBape SBNATCA 6rIM3KopoaCTBEHHBIMN
HapyLLEeHUSIMU, HAXOOATCS COBMECTHO B cooTBeTcTBYyowemM HLT.

Mpr3HaKM N CUMNTOMbI, CBSA3@HHbIE TOSTbKO C HAPYLLUEHUSIMW, YKa3aHHbIMU B
HLGT, crpynnupoBaHbl Ha ypoBHe HLT.

[Mpu3HaKM n CMMNTOMbI, NPUMEHUMbIE K HECKONbKMM HapylieHmnsim B DSM-5,
MOryT ObiTb B pa3HbIX rpynnax.

TepMuHbI, UMetoLLME B OCHOBE HapyLLEeHUs LeHTpanbHOW HEPBHOW CUCTEMBI,
nepBu4YHO 3akpenneHsbl 3a SOC HapyweHusi Co cmopoHbl HEP8HOU cucmembi U
BTOpUYHO — 3a SOC [cuxuyeckue paccmpoticmea.

BpoxaeHHble HapylleHus, Takue kak PT Typemmoego HapyweHue, UMetoLmne B
ocHoBe coctoaHna ns SOC lNcuxuyeckue paccmpoticmea NepBUYHO
3akpenneHbl 3a SOC Bpox0eHHble, ceMeliHble U 2eHemu4YecKue HapyweHUus B
cootBeTCcTBUK C NpaBunamm MedDRA. 3T TepMUHbI BTOPUYHO 3akpensieHbl 3a
SOC lMcuxuyeckue paccmpolicmea, a TaKkke 3a CUCTEMOM NPOSIBIIEHNS B
opraHusme.

CocTosiHMS, CBA3aHHbIE CO 3noynoTpebneHnem BelecTBamMmmn, HAXo4ATCA B 3TOM
SOC.

CornacHo pykosoactsy DSM-5, ocmumanbHbIn nCUXMaTpuyecknin TEpMmnH ans
3aBUCMMOCTN — 3TO «3aBMCUMOCTb OT XMMUYECKUX BellecTB». CnegoBaTerbHO,
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CNOBO «3aBUCMMOCTb» B BOSbLUMHCTBE Cy4aeB NOSIBASETCS TOMbKO Ha YPOBHE
LLT B MedDRA.

[ns HOBbIX TEPMUHOB, COAEpPXKaLLMX CMOBO «3roynotpebnexHe» B MedDRA,
TEKCTOBasi CTpoka/cocTaB TepMMHa paspabaTbiBaeTcs Tak, 4Tobbl UMENUCb
oTnnums TepmuHoB B SOC CouyuarnbHblie o6cmosimerniscmea oT TepMmuHos B SOC
lNcuxuyeckue paccmpoticmea. TepMunHbl «3noynotpebneHmne» ceasaHbl ¢ SOC
lNcuxuyeckue paccmpolicmea n He CBSA3aHbl C 9KBUBANEHTHbIMK PT,
KacalLMMUCS «3aBUCUMOCTN». TepMUHbI, KOTOPbIE OTHOCATCS K YEITOBEKY,
Takue kak PT 3roynompebrnisrowuti Hapkomu4yeckumu ripernapamamu,
pacnonoxeHbl B SOC CouyuarnbHble o6cmosimeriscmea.

6.20.2 CornacoBaHHble NpaBusia U UCKIKYeHUs

MpeanpuHATa NonbiTKa Ha3BaTb HapPYLLEHWS, BKIOYEHHbIE B pykoBoacTBO DSM-
5, Cc UCnonb3oBaHWEM npaBus, YCTaHOBIIEHHbIX AMEPUKAHCKOWN NCUXMaTpUYecKom
accounaumnen. OgHako, Takme HapyLLeHus CBA3aHbl CO cneunguyeckum
HabopoM KpuTepues 49 ANArHOCTUKN, B TO BpEMS Kak Ans bonee odwmx
Ha3BaHWIN He Bcerga MOXHO YCTaHOBUTbL COOTBETCTBME B3aMMHO OAHO3HAYHOMY
TEPMUHY B cyLlecTBytoleM cnoeape. 1o aTon npuynHe BCe OHU HaxoaaTCH B
KayecTBe HapyLLleHU B OAHOM 1 TOM xe HLT.

HAPYLLUEHMSA CO CTOPOHbI MOYEK N MOYEBbLIBOAALLUUX MYTEW

6.21.1 OcHoBa ansa knaccudukaumm

BonbwuHctBo HLGT B AaHHOM SOC ocHOBaHbl Ha aHaTOMUYECKOM
Knaccuukaumm.

HanbHenwee nogpasgeneHve Ha yposHe HLT BkntovaeTt PT, crpynnvpoBaHHble
no mexaHuamy 3abonesaHus, rge 3T0 BO3MOXHO.

Ecnu ykasaHa nokanusauus, TepMUHbI, KacaroLmeca HoBoobGpa3oBaHui 1
BPOXXAEHHbIX HapyLleHu, cobpaHbl Ha ypoBHe HLT B npegenax HLGT
COOTBETCTBYHOLLEN aHAaTOMUYECKON JTIOKanu3aunu.

6.21.2 CornacoBaHHble NMpaBusia U UCKITHOYEHUA

B pamkax HLT AHomanuu 8 moye Haxoantcs 60MbLUMHCTBO TEPMUHOB,
MPUCYTCTBYIOLLMX B TEPMUHONOTMUN C «-ypuUsi». ITO peLleHne ObiNo NPUHATO BO
n3bexaHne KOHMNKTOB B OTHOLLEHUN NEePBONPUYMHBI, KaK B criyqae PT
lMpomeuHypusi, KOTOpas MOXET UMETb HECKONBbKO BHYTPUMNOYEYHbIX U
BHENo4YeYHbIX aTnonornin. CooTBETCTBYHOLLNE TEPMUHBI C hpason nnm
KoHLUenumen «B moye» (Hanpumep, PT Hanu4yue 6erika 8 MOYe) pacnonoXeHbl B
SOC JlabopamopHbie u UHCMpyMeHmalsibHble OaHHbIE.

1N OCHOBHbIX CUCTEM OpraHm3ama: cepgeyHomn, Ne4eHOYHOM, NIErO4YHOM U
noyeyHomn, criosa “failure” n “insufficiency” (B pycckon Bepcum oba TepmmHa
nepeBefeHbl Kak «HeAOCTaTOMHOCTb» ) MCMOMb3YTCA Kak CUHOHUMBbI. B SOC
HapyweHusi co cmopoHbI NoYeKk u Mo4yeabi8odsuux nymed TepMuH “failure”
(«HepocTaTOYHOCTLY) pacnosnoxeH Ha yposHe PT, a TepmuH “insufficiency”
(«HepoCcTaToOYHOCTbY ) HAaXoANTCA Ha ypoBHe LLT.
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HAPYLLUEHMSA CO CTOPOHbI PENPOAYKTUBHON CUCTEMbI U
MOJIOYHbIX XEJIE3

6.22.1 OcHoBa ansa knaccudukauum

TepMuHbl B pamkax gaHHoro SOC knaccnuumnpyoTcst C UICMNonb30BaHMEM [BYX
o6LWKMX NOAX0A0B: MO aHAaTOMMMK M NO PYHKLNN.

HLGT, ocHOBaHHble Ha aHaTOMUK, B OCHOBHOM NOAPAa3AesisoTca no
MexaHu3My 3abonesaHuns Ha ypoBHe HLT. [NpuaHaku n cumMntomMbl Ans
aHaTOMWYEeCKOro pacnosfoXeHust MoryT Haxogutca B HLT.

HLGT, KoTopble oTpaxatoT (pyHKUMOHarbHbIE HapYyLEHUs, Noapa3aensaoTca
Nno NoATUNamM (PyHKUMOHAamNbHbLIX HapyLeHnn Ha ypoBHe HLT.

OT10T SOC coaepXUT TEPMUHBLI AN COCTOSTHUNA, MPUCYTCTBYIOLLNX NPU POXOEHUMN
(T.e. BPOXAEHHbIX COCTOSAHUIN), HE3ABUCUMO OT TOTrO, ABNSAOTCS NN 3TU
COCTOSIHMS HacneaACTBEHHbIMU UM NpuobpeTeHHbIMK B yTpobe maTepum.
TepMuHbl B HLT pasgensatoTcst no nony (MY>KCKOW, XXEHCKUA NN HEYTOYHEHHBIN).
NHdekunn n BocnaneHunsa ceaszanbl ¢ HLGT no nony, rae oH ykasaH, He no
aHaToMun.

6.22.2 CornacoBaHHble NpaBusia U UCKITOYEHUA

HLGT lNMamonozauu monoyHou xenesbl cogepxut HLT ans o6o3HayeHus
KOHUenuum nHekumnin n socnaneHnn B otnnyunm ot gapyrux HLGT,
OCHOBaHHbIX Ha aHaToMuKn B JaHHOM SOC, KOTOpbI€ HE BKIOYaT TEPMUHDI
Ans HEKUMN U BOCNaneHnn.

TepMuHbI, cogepXalime CroBO «MPOMEXHOCTb» MOryT ObITb 3aKpensieHbl 3a
HeckonbkuMmn SOC, Bkntovas SOC HapyweHusi co CmopoHbI
penpodykmueHoU cucmembi U MOJI04HbIX xene3 n SOC bepemMeHHOCMb,
rocriepodossiti nepuod U nepuHamarbHble COCMOSHUS.
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6.23 HAPYLUEHUA CO CTOPOHbI ObIXATEJIbHON CUCTEMbI, OPFAHOB

6.23.1

6.23.2

6.24.1

rPYOHOW KNETKU U CPEQOCTEHUA

OcHoBa ansa knaccudgpukauumm

B atom SOC ecTb Tpu WWMPOKUX NoAXoAa K rpynnmMpoBKE TEPMUHOB Ha YPOBHE

HLGT.

— HLGT, koTopsble crpynnupoBaHbl Mo aHatomuu, cogepxat HLT,
crpynnupoBaHHble no natonorun. HLGT, KoTopble oxBaTbiBalOT 6OMbLUYHO
aHaTOMMYeCKyo 06nacTb, HanpuMep, BEpPXHUE AblXaTerbHble NyTW, Aanee Ha
ypoBHe HLT pasgensiotca Ha 6onee cneumdunyeckne aHaToMnyeckme
obnactn, mexaHmambl 3aboneBaHnsa NN KOMOGMHaLMIO NapameTpoB.

— HLGT, KoTopble 0OCHOBaHbl HAa MexaHM3Max 3aboneBaHust, Ha ypoBHe HLT
noapasgensaTca No aHaTOMUN.

— [Ansa BpOXAEHHbIX HAPYLLUEHUI, HOBOPOXAEHHbLIX N pa3nNYHbIX
pecnupaTopHbIX HapyLLUEeHUN, B KOTOpble BXoaAaT HLT, He ocHoBaHHbIEe Ha
aHaTOMMYECKOW NoKanusaumm nnun cneumpuyecknx MexaHmamax
3aboneBaHun, obINK co3agaHbl cneyuanbHble HLGT.

CornacoBaHHbIe npasuina n UCKno4eHusA

NHpekunn nnespbl 1 HoBoobpasoBaHus crpynnuposaHbl B HLGT [1neeparibHbie
HapyweHusi, a He B cooTBeTcTBytowme HLGT ansa nHdekumin abixatenbHbiX
nyTen n HOBOOOpPa3oBaHWUN.

PT YmenbweHue konuyecmea mokpomsl n PT YeenuyeHue konudecmea
Mokpombl HaxogaTes B SOC HapyweHusi co cmopoHbl ObixamesibHOU cuCmeMbl,
opeaaHoes epyOHoU Kremku u cpedocmeHus. lNpunymHa 3akno4aeTcs B TOM, YTO
3TN TEPMUHBI OBbIYHO BbIpaXXalT MEAULMHCKOE COCTOSIHNE, a He pe3ynbTaThbl
nccnegoBaHms.

1N OCHOBHbIX CUCTEM OpraHm3mMa: cepgeyHomn, Ne4eHOYHOM, JIErO4HOM U
noyeyHomn, crioea “failure” n “insufficiency” (B pycckou Bepcum oba TepmmHa
nepeseneHbl Kak «He4OCTaTOYHOCTbY ) MCNOMb3YTCA Kak CMHOHMMBbI. B SOC
HapyweHusi co cmopOHbI ObixamesisHoU cucmeMebl, op2aHo8 epyOHOU Kremku U
cpedocmeHusi TepMuH “failure” («HegOCTaTOYHOCTb») PAcMnOSIOXEH HA YPOBHE
PT, a TepmuH “insufficiency” («HegoCTaTOYHOCTbY ) HAXO0AUTCSA Ha ypoBHe LLT.

HAPYLUEHUA CO CTOPOHbI KOXXW U MOAKOXHOMN KINETYATKU

OcHoBa ana knaccudgpukauum

OcHoBHoe pa3sgeneHune Ha ypoBHe HLGT B gaHHom SOC npouncxoguT cornacHo
naTon3NoNorum Nnm aTUONOrmN.

NcknoveHuamn senaoTca HLGT ans o6o3HavyeHns cOCTOAHUIN NPpMAATKOB KOXN,
KOTOopbI NpeacraBnsaeT cobowm rpynnbl N0 MUKPOAHATOMUYECKMM NPU3HaKaM, a
TakKe COCTOAHUI anuaepmMmca U gepMbl, KOTOpbIA rpynnupyeT 3aboneBaHns
KOXW, He OTHOCALWMECS HU K ogHoMY 3 apyrnx HLGT.

Ha yposHe HLT pasgeneHune BbINONIHEHO B OCHOBHOM MO NaTOMOMmu.
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6.24.2 CornacoBaHHble NpaBuna N UCKIOYEeHUs

e B GonblumMHCTBE CriyyaeB, TEPMUHbI, OTHOCSILLMECSH K BEKY, NEPBUYHO
3akpenneHbl 3a SOC HapyweHusi Co cmopOHbI op2aHa 3pPeHUS U BTOPUYHO — 3a
SOC HapyweHusi co cmopoHbI KOXU U MOOKOXHOU KIilemyamku.

COLUUAIbHBIE OBCTOATEJIbCTBA

6.25.1 OcHoBa ansa knaccudpukauum

e SOC CouuarnbHble 06cmosimernibcmea — 3TO OANH N3 Tpex oaHooCHbIX SOC B
MedDRA. Lenb atoro SOC 3akntovaeTtcsa B o6ecneyeHnn rpynnmpoBKn No Tem
dakTopam, KoTopble NPeacTaBNAT AOMNOMHUTENbHbIE CBeAeHMs 0 npobnemax
nHOnBMAYYyma, KOTopble MOryT MNOBMMATL Ha COOBLLIEHHYIO MHOpMaLnO.
daktnyeckn, SOC CouyuanbHblie obcmosimernibcmea CoOaepXuT nHgopmaumto 06
MHONBMOYYME, a He O HexenaTenbHoM aBneHun. Hanpumep, PT
3noynompebnsarowuti Hapkomu4eckumMmu npenapamamu Haxogutes B 3Tom SOC,
TOoraa Kak TepMUH Ansa cooTBeTCTBYWero Hapywenuda, PT 3noynompebrneHue
rcuxoakmueHbIMU 8euyecmeamu/iekapcmeeHHbIMU rfpernapamamu, HaXoauUTCs B
SOC [lcuxu4eckue paccmpoticmea.

e TepMuHbl B 3ToM SOC He nonagatoT HU B KaKyt0 aHaTOMUYECKYHO UMK
naTonormnyeckyto knaccugpukaumo. B gaHHom SOC HLGT aBnsawoTcs LWUMPOKMMN
rpynnamm TEPMUHOB, KacatoLLMXCa coumarnbHbIX hakTopoB (Hanpumep,
cemelHble acnekTbl U 3KoHOMUYeckue obctoaTenscTea). Ha yposHe HLT atn
HLGT panee nogpasgensatoTcs Ha rpynnbl coumanbHbIX dhakTopos ¢ obLien
TeMown (Hanpumep, ceMeriHble acnekTbl BKNIYaT acrneKkTbl, CBA3aHHbIE C
yTpaTon 6nmskoro Yenoseka).

e B atom SOC TepMmuHbIl, 0603Ha4aroLwme NpecTynieHne unm xXectokoe
obpalleHune, a Takke N1uo, CoOBEpLUMBLLEE NPECTYNMEHNS UK XKECTOKoe
obpalleHunn, BzanmocesasaHbl Ha yposHe PT/LLT, npu atom
npecTynneHnekecTokoe obpalleHne HaxoguTca Ha ypoBHe PT v nuuo,
coBepLUMBLLEE NPECTYNIIEHNE UMK XXecTokoe obpalleHne — Ha yposHe LLT
(Hanpumep, PT CekcyanbHoe npuHyxdeHue w ero LLT Jluyo, 3aHumaroweecs
ceKcyarbHbIM nPUHyx0eHuem). TepMUHbI 4NS XKEePTB Taknx NPeCTyNeHnn,
UMEIOT onpeneneHne «kepTea» Ha yposHe PT.

e [Insa HOBbIX TEPMUHOB, COAEPKaLLMX CNOBO «3noynotpebneHne» B MedDRA,
TEKCTOBasi CTpoka/cocTaB TepMuHa paspabaTbiBaeTcs TakK, YTOObl MMENUCb
otnunuuns TepmmHbl B SOC CoumanbHble obctoaTensctea oT TepMmnHoB B SOC
Mcnxudeckne pacctponctea. TepMuHbI CO CITIOBOM «35i0ynoTpebneHme»
cBszaHbl ¢ SOC lNcuxmyeckne paccTponCcTBa U He CBA3aHbl C 3KBUBANEHTHbIMM
PT, kacalowmmmcsa «3aBMCUMOCTUY.

6.25.2 CornacoBaHHble NpaBuia U UCKINYEHUA

e B HLT 3roynompebrneHue ncuxompornHbiMU U XUMUYECKUMU 8eujecmeamu He
BXOASAT TEPMUHbI, Kacarowmecs ynotpebnexus ankorons. B HLT YnompebneHue
asiko2oJs1bHbIX HarnumKo8 yKasblBatoTCA BCe acneKTbl, BKNovas ynotpebneHve
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ankorons, BosgepxxaHne/abCTMHEHUUA 1 coumnanbHoe ynoTpebneHmne ankoronsi.
PT Ankoeonusm Haxogntcs B SOC [Mcuxudeckue paccmpotlicmea.

B HLGT [llpasoskie acriekmpbl NPOBOAUTCS pasnuymne Mmexagy XepTeown
NPeCTyNIeHNs 1 NIMLOM, COBEPLUUBLLMM MPECTYNeHne.

UTo6bl NpOBECTU pasnnyme Mexay CnenoTon Kak UHBaNMAHOCTLIO U CNeNnoToN
Kak 3aboneBaHuem, PT HempydocrnocobHocmeb, cesidaHHasi ¢ HapyuleHuem
3peHusi ceasaH ¢ SOC CouuarnbHble o6cmosimernibcmea (cnenoTta Kak
nHBanuagHoctb) n PT Cnenoma ceasaH ¢ SOC HapyweHusi co cmopoHbI op2aHa
3peHus (cnenoTa Kak 3abonesaHne) n ¢ SOC HapyweHusi co cmopOoHbl HEP8HOU
cucmembl. KoHuenuna rnyxoTbl cregyeT TeM Xe NpuHumnam.
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6.26 XMPYPIT'M4YECKUE N MEOMLUMHCKUE NPOLIEAYPbLI

6.26.1

6.26.2

OcHoBa ansa knaccudgukauumm

HaHHbin SOC aBnsetca ogHuMM 13 Tpex ogHoocHbix SOC B MedDRA. OH
COAEPXNT TONbKO TEPMUHBI, NpeacTaBnsalLme cobon xupypruyeckme nnm
MeaunumHckme npouenypsl. B atom SOC HET MHOrOOCHbLIX CBA3EWN C TEpMUHaAMKU B
apyrmx SOC.

XapakTep atoro SOC npugaeT emy pornb «BcnomoraTtensHoro» SOC ans 3anmcu
MHpopmauum o cnyvae/cobLieHnn n ana paspaboTku 3anpocoB. Xupypruieckme
1 MeauUMHCKMe npoLeaypbl MOTyT NPOBOAUTLCSA NPU NeYEeHUN HexenaTenbsHoro
ABNEHUSA, NPU acCoOLMMPOBAHHOM COCTOSIHUU, ABASIIOLLErocst nokasaHmem ans
nekapCcTBEHHOro npenapaTta, Npy ykasaHHOM B MEAULUHCKOM aHaMHe3e
COCTOSAHMM. [1pn KOMMNNEKCHOW CTpaTeErnm NOMCKa HYXXHO y4nUTbIBaTb, YTO 3TO
oaHoOoCHbIN SOC, TepMUHbBI KOTOPOro 6osbLUE HE BCTPEYaKTCA HUr4e B
TEPMUHOSOINN.

TepMuHbl B 3ToM SOC B ocHOBHOM pa3geneHbl Ha HLGT no aHaTtomuu, 3a
NCKITIOMEHNEM OBLLMX UK pasnnyHbIX TepaneBTUYECKNX Npoueayp v npoueayp
ANS MArKMX TKaHER, KoTopble CrpynnupoBaHbl B otaenbHble HLGT.

Mexay TepMUHOM «abopT», KOTOPbLIA YacTO UCMOMb3YEeTCH B KA4eCTBe TepMUHa,
o603Ha4vaoLwmm npoueaypy, 1 TepMMHOM, 0603HaYaLWNM HapyLleHne pyHKunn
OopraHu3ma, TakMMm Kak «CamMonpou3BosibHbIM abopT», cyllecTsyeT pasnuyve. B
MedDRA TepMuH «UCKycCTBEHHOE NnpepbiBaHue 6epeMeHHOCTM» UCMNOSb3yeTCs
Ansa 0603HaYeHna TepMUHa Kak npouenypbl; crnegoBatenibHO, OH PacnosioXeH
nMeHHO B 3aToM SOC. TepMnH «CaMonpon3BOSIbHbIN abopT» UCNOSb3yeTCs B
Ka4yecTBe TepMMHA, CBA3AHHOIO C 3TUM HapyLleHneM, u oH pacnonoxeH B SOC
GepemeHHOCMb, rnocrepodossit nepuod u nepuHamarbHble cocmosiHus. Koraa
TEPMUVH, Kacatowmncs abopTos, He onpeaeneH Kak npoueaypa unm HapyLleHue,
OH CYMTaeTCsa TEPMUHOM ANst HapyLweHusa n otHocutcs kK SOC bepemeHHoCcmb,
rnocsiepo0osbili nepuod u rnepuHamaribHble COCMOSIHUS.

CornacoBaHHble npasuna n UCKno4YeHuA

PasgeneHue no aHatomun Ha ypoBHe HLGT aHanormnyHo opraHmsaumm SOC,
npeacraesnsaWmx cuctemol opraHoB B MedDRA, 3a HekOoTOpbIMU
WCKMNIYEHNAMM, KOrga neyveHme onpeaenieHHbIX CUCTEM OPraHoB TECHO
B3anMMOCBSA3aHoO. B pesynbtate dhopMmpyroTca rpynnbl, KOTOPbIE aHANOrMYHbI
Yy3KNUM cheuyunanmsaumnam B obnactm xmpypruu:

— B ogHy rpynny o6baMHeHbI npoueaypbl, Kacarlmnecs yxa, ropna u Hoca, Tak
Kak npouenypbl B 3TUX 0b6nactax npeacTaBnsaioT cobon OaHY XMPYpPruyeckyto
cneunanbHOCTb.

— [pouenypsbl, CBA3aHHbLIE C YEPENOM N NO3BOHKAMU, OO bEeANHEHDI C
TepMMHaAMK, KacaoLMMNUCSa Tepannmn rorioBHOrO M CMMHHOMO MO3ra.

Ha ypoBHe PT n LLT TepmuHbI CO crioBamu «onepauusa» n «onepaTtmsHoe

nevyeHne» UCnosb3yTCca B3auMo3aMeHSIEMO.

CtaHgapTHble MegUUMHCKME OnpeaeneHns «amnataums» N «pacimpeHme»

yKasbIBalOT Ha TO, YTO OHU ABNAOTCA CMHOHUMamK. MSSO npusHaeT, 4YTo B
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6.27.1

6.27.2

HEKOTOPbIX KyrnbTypax Takme TePMUHbI HaCcTO UCNONb3YITCA coBMeCTHO. OagHako
c uenbto pasnudeHna B MedDRA TepMuH «gunataumsay cymtaeTca npouenypon,
a TePMUH «pacluMpeHne» — HapylieHnemM yHKUuMK opraHnama. Cnoso
«npoueaypa» obblivHO fobaBnaeTcs K CrnoBy «aunarauma», Hanpumep, PT
lpouedypa dunamauvuu xenyoka, YTobbl 6bIN0 NOHATHO 6e3 06 bSACHEHUN.
WckntoveHnem 3 atoro npasuna aendaetca PT Juiamayus u Kropemaxx mamku,
TaK Kak OHa cuuTaeTcsa npouenypon 6e3 nobasneHns onpegenstoLlero cnosa.
AHacToMO3 KnaccuuumpyeTcs Kak Xxmpypruyeckas npouegypa n aBnsetca
OLHOOCHbLIM U cBsi3aHHbIM ¢ SOC Xupypaudeckue u MeOuyuHcKue rnpoyedypesi.
«[peHax» — 3TO TEPMUH, NCNOSb3yEMbIN B Ka4eCTBE ONMCaHNA npoLueaypbl
(cuctematumyeckoe yganeHue XuUaKoCcTn), Toraa Kak «BblaeneHne» n «cekpeumnsa»
— 3TO TEPMWHbI, UCNOSb3YEMbIe AN ONUCAHNSA KCKPELMN XNOKOCTEN U3
opraHuama. TepMuHbl, UMeloLLIME B CBOEM COCTaBE CITOBO «ApeHaXx», KoTopble
He OTHOCATCA K XMPYPruvyeckmm npouenypam, CHUTaAKTCS UCKMIOYEHNAMM 1 4Ns
HUX UCMOSb3YyeTCs CIOBO «BblAeneHney. 3T TEPMUHBI, B 3aBUCUMOCTU OT MX
cneumduyecKkoro saHa4YeHns, 3akpenneHnol 3a cootseTcTBytowmmMm SOC.
[ononHUTeNsHO, BCe XMpYpruyeckme TePMUHbI COXPaHSIKOT CRIOBO «APEHaX» U
cBa3b ¢ SOC Xupypauyeckue u meduyuHckue rnpouedypsbi.

Mpoueaypbl peBm3nmn (MOBTOPHOW onepaummn), Kak npasuno, npeacTaBneHbl B
MedDRA kak cybkoHuenuusa LLT ocHoBHOM npouenypbl

HAPYLUEHUA CO CTOPOHbI COCYAOB

OcHoBa ansa knaccudgpukauum

TepMunHbl B gaHHOM SOC B OCHOBHOM pa3aeneHbl No naTonorum nnm
KNUHW4YeCkuM rpynnam 3abonesaHui Ha yposHe HLGT. BonblMHCTBO TEPMUHOB,
CBSI3aHHbIX C HAPYLUEHNSMWN CO CTOPOHbI COCYA0B, CrpynnUpOBaHbI
aHaTommyeckn B apyrnx SOC ansg cCoOOTBECTBYOLLMX aHATOMUYECKMX
«HapyLLUeHW»; 3TO pa3MeLLeHne no3sondeTt 6onee rmbko n3snekaTb aHHbIE.
Ha ypoBHe HLT TepmuHbl fanee nogpasgenstoTcs No aHaToOMUN.

CornacoBaHHbIe npasuna n UCKno4eHusA

B 6onbluMHCTBE Crny4YaeB TEPMUHbI, OTHOCSALMECS K TPOMBO3Y, NEPBUYHO
3aKpenneHbl 3a MECTOM MPOSIBIIEHUS, €ClY NPUMEHMMO, U BTOPUYHO — 3a SOC
HapyweHusi co cmopOoHbI cocydos.

KoHuenuumn, kacatowmecs apTepmockneposa, CTeHo3a U CoCyanucTomn
HeLOCTaTOYHOCTU, NPEeACTaBMAT COBOM NPOrpeccupyroLme «XPOHNYECKMEN
HapyLUeHus1, TOr4a Kak KoHuenuuu, kacarwmecs ambonum n Tpomob0o3a,
npeacTaBnsatoT cob0M «OCTPbIE» COCTOSIHUS.

TepMuHbI CO crioBamm «BbICOKM» N «HU3KNMN» B MedDRA 06bl4HO cumTaloTcs
TepMUHaMn onsi pe3ynbTaToB UCCNeaoBaHnn, KoTopble Haxoaatcs B SOC
JlabopamopHbie u uHcmpymeHmarsbHble 0aHHbIe. VICKIIOYEHUSIMU U3 3TOrO
npasuna sensatTca LLT Beicokoe apmepuansHoe dasneHue v LLT Huskoe
apmepuanbHoe 0asneHue nog PT unepmeH3us v PT unomeH3us,
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COOTBETCTBEHHO, KOTOpble pacnonoxeHbl B SOC HapyweHust co CmopoHbI
cocyodos.
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NMPUNOXEHUE A. COKPALLUEHUA

A

ASCII AMmepuKaHCKn cTaHgapTHbI kog Ana obmeHa nHdpopmaumen (American
Standard Code for Information Interchange)

C

CIOMS CoBeT MexayHapoaHbIX MegUUMHCKUX Hay4YHbIX opraHm3aumin (Council for
International Organizations of Medical Sciences)

COSTART CnoBapb kogoBbIx 0603Ha4YeHUN ANa TEPMUHOB HeXernaTenbHbIX peakuum
(Coding Symbols for a Thesaurus of Adverse Reaction Terms)

E

EWG OkcnepTHas paboyas rpynna (Expert Working Group)

EXCL 3a ucknoyeHnem, kpome, nckn. (Excluding, except, excl)

F

FDA YnpasneHne CLUA no KOHTPOIO KayecTBa NULLEBLIX MPOAYKTOB U

nekapcTBeHHbIX cpencts (Food and Drug Administration (United States))

H

HARTS CnoBapb TEPMMHOB 1 COKPaLLEHUI HEXeNaTenbHbIX peakunin no cucteme
Hoechst (Hoechst Adverse Reaction Terminology System)

HLGT "pynnoBon TepMmnH BepxHero ypoBHsa (High Level Group Term)

HLT TepmuH BepxHero yposHs (High Level Term)

|

ICD-9 MexxagyHapoaHasa knaccudukaumsa donesHen — 9-n nepecmoTp

(International Classification of Diseases — 9" Revision)

ICD-9-CM  MexayHapoaHasa knaccudukaums 6onesHen — 9-n nepecmoTp —

Knunnyeckas mogndmkaums (International Classification of diseases — 9" Revision
Clinical Modification)
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ICH MexxayHapoaHbI KOMUTET MO rapMOHU3aLMN TEXHUYECKUX TPeboBaHUM K
perncTpauun nekapCcTBEHHbIX NpenapaToB Ang MeaguLMHCKOro
npumeHeHunsa (International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use)

IFCC MexayHapoaHasa heaepauns KNMHUYECKON XMMUK 1 nabopaTopHoOm
MeaunumHbl (International Federation of Clinical Chemistry and Laboratory Medicine)
IFPMA MexgyHapoaHas cdenepaumns hapmaueBTMYEeCKNX accoumanmn n
npounssoautenen (International Federation of Pharmaceutical Manufacturers and
Associations)

INCL B Tom uncne, Bkn. (Including, incl)

IUPAC MexayHapoaHasa HenpaBUTENLCTBEHHAsA opraHM3aums B 0611actn Xummum

(International Union of Pure and Applied Chemistry)

J

J-ART ANoHCKUIM rnoccapun TEPMUHOB, CBA3AHHbIX C HEXenaTenbHbIMU
peakumsamn (Japanese Adverse Reaction Terminology)

JPMA Accounaums bapmaneBTUYECKMX NponssoguTenen AnoHnn (Japan

Pharmaceutical Manufacturer Association)

L
LLT TepMuH HxHero ypoBHsa (Lowest Level Term)
LOINC basa gaHHbIX U yHMBEpCanbHbI CTaH4APT ANa nOeHTUdMKaunm

MeanUMHCKNX BpadebHbIX 1 nabopaTtopHbix HabnogeHun (Logical Observation,
Identifiers, Names and Codes)

MCA YnpasneHne no KOHTPOSK0 NeKapCTBEHHbIX cpeacTB (BennkobputaHus)
(Medicines Control Agency [United Kingdom])

MEDIS MeguumHckas nHdopmaumnoHHas cuctema (Anonms) (Medical Information

System [Japan])

MedDRA MeguumHckun cnosapb TEPMUHOB ANA perynaTopHON OesATenbHOCTH
(Medical Dictionary for Regulatory Activities)

MEDDRA  MeguuuHCKMi cnosapb TEPMUHOB ANSA PerynsaTopHOnN OeATeNbHOCTU B
obnactn nekapctBeHHbIX cpeacTs (Medical Dictionary for Drug Regulatory Affairs) B
AanbHenweM Ha3BaHWe He ucnons3osanocb, cM. MedDRA

MHLW MuHUCTEPCTBO 3apaBOOXpaHeHUs, Tpyaa n 6narococtossHna (AnoHus)
(Ministry of Health, Labour and Welfare [Japan])
MHRA YnpasreHue nNo KOHTPOSIO NeKapCTBEHHbIX CPeACTB U U3aenum

MeanumMHCKoro HasHaveHna (Benukobputanus) (Medicines and Healthcare products
Regulatory Agency [United Kingdom])
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MSSO Opranusauusa no nogaepxke n segeHnto MedDRA (Maintenance and
Support Services Organization)

P
PT MpegnouTutensHbin TepmuH (Preferred Term)

S

SMQ CraHgapTtuaumpoBaHHbI 3anpoc MedDRA (Standardised MedDRA Query)
SOC CuctemHo-opraHHbIn knacc (System Organ Class)

W

WHO BcemupHas opraHmsauma sgpasooxpaHeHus (World Health Organization)

WHO-ART TepmuHonornsa HexxenaTtenbHbIX peakuui, paspabotaHHas BO3 (World
Health Organization Adverse Reaction Terminology)

[N 03HaKoMIIeHNsA CO CMMCKOM COKpaLleHun n akpoHnmoB TepmnHos MedDRA
nocetnte Haw Beb-canT (https://www.meddra.org/how-to-use/support-documentation).
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NMPUNOXEHMUE B. ONUCAHUE KOHLUENLUWUA MedDRA

B aTOM NpunoxxeHnn HaxoamTCA CCbifika Ha OHNanH-cnncok koHuenumn MedDRA.
OnuncaHue koHuenunmn — 3TO onMcaHue TOro, Kak KOHUEeNUMs MHTeprnpeTupyeTcs,
npumMmeHsieTca U knaccuduumnpyetca B TepmuHonorum MedDRA, v He aBnsieTca
onpegeneHmemM. OnncaHnsa KoHLenuun cnocobCcTByOT NocrefoBaTeNlbHOMY M TOYHOMY
ncnosnb3osaHnio MedDRA npn koanpoBaHuu, n3srevyeHnn n aHanmse nHgpopmauuu, a
TaKkKe yCTPaHEHWUO pa3Hornacum B MeQULIMHCKOWN NpakTuKe B pasHbIX cTpaHax mupa. B
MSSO nonaratoT, 4TO 3TO CTaHET paboyunM JOKYMEHTOM, KOTOPLIM ByaeT paclumnpaTbes
Ha OCHOBaHWM 3anpoCcOoB NOAMUCYNKOB Ha BHECEHWE AOMOSNHUTENbHbIX KOHLEMLNNA.

Onucanune koHuenumn MedDRA B NHTepHeTeE:
(https://mssotools.com/mssoweb/mdb/russian intguide appendix B.htm).
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