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Paspen 1- BBEOEHUE

MeguumHcKknin cnoBapb TEPMUHOB NS perynatopHon gearensHocTn (Medical
Dictionary for Regulatory Activities terminology, MedDRA), 6b151 co3gaH ¢ uenbto
O6meHa perynatopHon nHdopmauuen o npogykTax ans MeanunuHCKoro
npumeHeHns. Ytobel BbinonHanack 3agada MedDRA no rapmoHunsaumm obmeHa
3aKoaupPOBaHHbIMU AaHHbLIMU, MONb30BaTeNns M HeoBX0AMMO NPUMEHSTb
eamMHoobpasHbI Noaxon nNpy Belbope TEPMUHOB ANs COOBLEHHBIX CUMMNTOMOB,
npu3HakoB, 3aboneBaHUN.

[aHHbIn gokymeHT “Bbibop TepmuHoB MedDRA. BaxHble acnektol” (MedDRA
Points to Consider, Term Selection: MTS:PTC) npegctasnset cobon
yTBepxaeHHoe |ICH pykoBoacTteo ans nons3osarternen MedDRA. OHo
0OHOBNSIETCS €XEerogHo 0AHOBPEMEHHO C MapTOBCKMM BbinyckoM MedDRA
(HauyuHas ¢ Bepcun 23.0) n aBNAETCA CONPOBOAUTENbHLIM AOKYMEHTOM.
PykoBoactBo 6bino paspabotaHo 1 nogaepxmBaeTcs paboyen rpynnon,
Bo3rnaensemon Ynpasnswowmm Komutetom ICH. Paboyas rpynna coctouT m3
yneHoB ICH co CTOPOHbI perynaTopHbIX OpraHoB 1 MHAYCTpuK, BcemmnpHon
Opranunszauun 3gpasooxpaHerns (WHO), OpraHusaumm no nogaepxke u
BegeHntio MedDRA (Maintenance and Support Services Organization MSSO), n
AnoHckon opraHnsauuen no nogaepxke MedDRA (Japanese Maintenance
Organization, JMO) (cnncok AenCTBYOLLMX YNIEHOB HaXoaMUTCsa Ha cTpaHuue M1
MedDRA Terminology B pasgene MynstuancumnnianHapHbix PyKOBOACTB Ha
Bebcante ICH).

HononHuTtensHo, paboyas rpynna paspaboTana KpaTkyto BEpCUI0 pyKOBOACTBA
MTS:PTC, nocBsLeHHyt0 6a30BbIM NpUHUMNam Bbibopa TEPMUHOB U
npefHasHa4YeHHyY 08 CoaenCTBUS BHeapeHuto u ucnosnb3osaHmio MedDRA B
pernoHe ICH u gpyrux pernonax (cm. MNpunoxenune, Pasgen 4.2). Kpatkas
Bepcus MTS:PTC cywlecTByeT Ha ApYrnx si3blkax, UCKMOYas aHIMMACKUN,
SANOHCKMA N Opyrne A3blk1, Ha KOTOPbIX MMeeTcsa nonHoe pykosoactso MTS:PTC.
MonHoe pykoBoactBo MTS:PTC 1 ero nepeBofbl Ha apyrue s3blku dyget
noaaepXuBaTbCcs U 0BHOBMATLCS Kak MOSTHOLEHHbIV pedepeHTHbIN JOKYMEHT.

1.1 UENb AAHHOIO PYKOBOACTBA

Llenb gaHHoro pykosogctea MTS:PTC — cogencTBoBaTtb TOYHOMY U
eAnHoo6pa3HoMy BbIGOPY TEPMUHOB.

OpraHusauusam HacToATENbHO peKOMeHOyeTCs JOKYMEHTMPOBaTbL CBOU METOAbI
BblGOpa TepMUHOB 1 Npoueaypbl N0 obecnedyeHnto Ka4ecTBa BO BHYTPEHHUX
pyKOBOACTBaX NO KOAMPOBaHWUIO, KOTOPbIE AOMKHbI COOTBETCTBOBATb
pykosogctey MTS:PTC.

EaomHoobpasHbi BbIGOp TepMMHOB obecneymBaeT MeANLUHCKYIO TOYHOCTb A5
COBMECTHOrO UCMOSb30BaHNA OaHHbIX, 3aKogMpoBaHHbIX B MedDRA, v


https://www.ich.org/page/multidisciplinary-guidelines

cnocobCcTBYET eaUHO06pa3HOMY MOHUMaHUIO AaHHbIX, UCMOMNb3yeMbIX
COBMECTHO, Hay4YHbIMU, KOMMEPYECKUMU N PErYNIATOPHBIMW OpraHM3aumsaImMu.
MTS:PTC Ttakke MOXET UCNONb30BaTbCA paboTHMKaMK 30paBOOXPaHEHNS,
Hay4HbIMW MCCregoBaTensaMu 1 ApyrmmMmm nuuamm, He BOBNEYEHHbIMN B
perynmpyemyto broapmaueBTUYeCcKyo NPOMbILLITEHHOCTb.

B naHHOM [OKyMeHTe uanaratTca acnekTbl Bbibopa TepMUHOB A1
AEeATENbHOCTU OpraHM3aumn 1 BbIMONHEHNA TPeOOBaAHNIN PErynATOPHbLIX OPraHoB.
MprBeaeHHbIE NPUMEPLI MOTYT HE OTPaXaTb NPakTUYecKue nogxoabl n
TpeboBaHuMsi BO BCeX pernoHax. [laHHoe pyKoBOACTBO HE COAEPXMT TpeboBaHmi
K NpeaoCTaBeHM0 OTYETHOCTM B PErYNATOPHbIE OPraHbl, a Takke He KacaeTcs
BOMPOCOB UCMNOSb30BaHUs 6a3 AaHHbIX UMM OTHECEHNSA TEPMUHOB K
cneundudeckum nonsm 6a3 gaHHbIX. o Mepe HakonneHus onbiTa
ncnonb3oBaHns MedDRA n B cBa3u ¢ ooHoBneHnem MedDRA, gaHHbIN
AOKYMEHT ByaeT nepecmatpmBaThbCs.

1.2 OBJIACTU NMPUMEHEHUA MedDRA

B naHHom gokymeHte MTS:PTC paccmatpuBatotca: Bblbop TEpMUHOB ANs
HexxenaTenbHbIX peakuui/HexenatenbHbix aernednn (HP/HA), senenunn,
CBSA3aHHbIX C UCNONb30BaHNEM MeLULUMHCKUX n3aenui, npobnem kadyecTsa
npenapaToB, OWNBOK NPUMEHEHNS NNEKAPCTBEHHbIX NpenapaTos, BUAOB
BO30ENCTBUS, MEQMLIMHCKOro aHamMmHesa, CoLmManbHOro aHaMmHesa,
HenpaBwUITbHOIO NPUMEHEHNS U 3NoynoTpebneHns, NPUMEHEHWS, He
npegycMOTPEHHOIO MHCTPYKLUMEN, a TakKe NoKasaHUin K MPUMEHEHUIO
neKkapCTBEHHbIX NpenapaTos.

Ctpyktypa MedDRA obecneymBaeT BO3MOXHOCTb 06begMHEHNST COODLLEHHbIX
TEPMMHOB B 3Ha4YMMble C MEOMLIMHCKOM TOYKN 3pEHNA rpynnbl Ans obneryeHms
aHanusa gaHHbIx no 6e3onacHocT. MedDRA moxeT Takxe ncnonb3oBaTbca AN
ykasaHusa gaHHbix 0 HP/HA B otyetax (Tabnuubl, NOCTPOYHbIE CIUCKA U T.4.),
pacyeTta 4acToTbl BO3HMKHOBEHNSA NogobHbIx HP/HA, a Takke ans BBoga u
aHanmsa conyTCTBYHOLMX AaHHbIX, HANpUMep, NoKasaHuin K (PUMEHEHMIO
npenapaToB, NabopaTtopHbIX U MUHCTPYMEHTANbHbIX METOAOB MCCrefoBaHus, a
Takke MeQULMHCKOro U coumanbHOro aHamHesa.

1.3 KAK UCNOJIb3OBATb JAHHOE PYKOBOACTBO

B oaHHom pykoBoactBe MTS:PTC He paccmaTpuBaloTcsi BCe BO3MOXHbIE
cuTyauun Belbopa TepmmHa. Heobxoanmo Takke NpUMEHSITb MeauLMHCKoe
Cy>XOeHune 1 3gpaBbli CMbICH.



[aHHOe pykoBOACTBO He 3aMeHsieT cobor obyyeHune nonb3osaHmio MedDRA.
Heobxogumo, 4Ttobbl y nonb3oBatenen Obino npeacraBrneHne 0 CTPYKType U
cogepxaHmm MedDRA. [Ina ontumaneHoro Beibopa TepmuHoB MedDRA Takke
Hago obpawatbca k BesogHomy pykosoacTtey no MedDRA (cm. MNpunoxeHue,
Pasnen 4.2).

Monb3oBaTenen NpM3bIBaOT HAaNPaBsiTb BONPOCH! U NPEANOXKEHUS NO
pykoogctey MTS:PTC B cnyx0y nogaepxkm MSSO Help Desk.

1.4 MPEANOYTUTENBHAA ONunA

[na HeKOTOpbIX Cry4aes, Koraa eCTb HECKOSbKO onumi Bbibopa TEPMUHOB, B
AaHHOM PYKOBOACTBE pacCMaTpMBAETCs NOHATME «MPeanoyTUTENbHAA onumusay.
YkazaHue «npeanoyYTUTEeNLHOW onuun» He orpaHMYMBaeT nonb3oBaTenen
MedDRA Heob6xoamumocTbio BbIGOpa 3aTon onumn. lNonb3oBaTtenu Bcerga
AOMMKHbI B NEPBYI0 ovepedb Y4MThIBaTb JIOKalbHbIE PerynsTopHble TpeboBaHus.
OpraHusauusa gormkHa cnegoBath NPUHUMNY egnMHoo6pasnsa Npy NpUMEHEHUN
BblOpaHHOro BapraHTa U JOKYMEHTUMPOBATb 3TOT BapUaHT BO BHYTPEHHNX
PYKOBOZACTBAX MO KOOUPOBAHMIO.

1.5 BPAY3EPbI MedDRA

MSSO npepnocTtasnstoT 6pay3epbl (4eCKTONHbLIN Gpay3ep, Be6-6paysep u
MOOUMbHbLIN Gpay3ep), KOTopble NO3BOSIAKT NPOBOAUTL MOUCK U NPOCMOTP
TepmuHonorum (cMm. MNpunoxenue, Paspen 4.2). [Ins nonb3oBaTtenien OHWM MoryT
ObITb YO4OOHBIM MHCTPYMEHTOM BblbOpa TEPMUHOB
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Paspen 2- OBLUUE NMPUHLUMNDBbI BBIBOPA TEPMUHOB

2.1 KAYECTBO UCXOOHbIX AAHHbIX

KauecTBO ncxogHom nHgopmMaumm OT UCTOYHMKA COOBLLIEHMSA HANPsIMYHO BNUSAET
Ha Ka4yeCTBO BbIBOAMMbIX AaHHbIX. B criyyae HeoaHO3HAYHbIX, MPOTUBOPEYNBbLIX
N Hepa3bopumMBbIX JaHHbIX HEOBXOAMMO NOMYYUTb YTOYHEHUE. Ecnu yTouyHeHne
nony4nTb HEBO3MOXHO, obpatuTtech K Pasgeny 3.4

2.2 OBECIMNEYEHUE KAYECTBA

B uensax obecneyeHnsa eanHoobpasmns, opraHnsaumm AOmMKHbI AOKYMEHTanbHo
odhopMnsATbL CBOM MeToAbl BbiOOpa TePMUHOB M1 Npoueaypbl obecneveHus
KayecTBa BO BHYTPEHHUX PYKOBOACTBAX NO KOAMPOBaHMIO, pa3paboTaHHbIX B
COOTBETCTBUM C AaHHbLIM pykoBoacTBoM MTS:PTC.

[Mony4YeHnto Ka4eCTBEHHbIX MCXOAHbIX AAHHbLIX MOXET CnocobCTBOBaTb
TwaTtensHasa paspaboTka opm Ansi cbopa AaHHbIX, a Takke obyvyeHne
BOBJIEYEHHbIX N1L, cOopy MHOpMaL MK, BKNOYasa NofnyyYeHne AoNonHUTENbHOM
MHdopMauumn (Hanpumep, nccnegoBaTenen, TOProBbiX MEANLIMHCKMX
npegcrasuTenen).

[na obecneyeHns TOMHOCTU Nepeaayn Noy4eHHoN MHopMaLmm B TEPMUHE
MedDRA, onsa KogMpoBLUNKOB, MPOBEPAOLWMX, AN aBTOMaTUYeCKOro
KoOUPOBaHUS, OOMKHa OblTb OCTYNHA BCS peneBaHTHasi nHopmaums (B TOM
yucre KOHTEKCTHasi, Hanpumep, 4OCNOBHAas MHGOPMaLMs).

Takoe NonoxeHne OTHOCUTCH KO BCEM CIly4asiM, 1 OCOBEHHO peneBaHTHO AN
aemorpacduyecknx csegeHnin (non, Bo3pacT), a Takke Ans oWMBOoK NpUMEHEHMS,
nepego3vpoBOK, 3noynoTpebneHuns, npegHaMepeHHOro U HeHaanexallero
NPUMEHEHNs, OTCYTCTBUA I deKTa, NpeaHaMEPEHHOTO NPUMEHEHNS BHE
WHCTPYKLUKN Unn anga npobnem ¢ NpoayKToMm.

Bbibop TepMmnHa gomkKeH NPoOBEPATLCA KBAaNMOUUNPOBAHHBLIM NNLOM, T.€. NMULOM
C MeMUNHCKUM 06pa3oBaHMEM M OMbITOM paboTbl NN COOTBETCTBYHOLLEN
NnoaroToBKOMW, KOTOPLIN Takke npowen obyvyeHne no ncnonb3osaHnio MedDRA.

[ns BbiGopa TepMUHOB, BbinonHsemoro UT-cpeacteamu (Hanpumep,
aBTOKOAMPOBLUMKOM), HEOBXOANM KOHTPOSb CO CTOPOHbI YenoBeka Ans
obecrneyeHns Toro, YTobbl KOHEYHbIN Pe3yrnbTaT NOMHOCTLI0 OTpaXKan
COOBLLEHHYO MHCOPMALIMIO U UMEN CMbICI C MEAMLMNHCKON TOYKWN 3PEHMS.

[nsa nony4yeHns gononHUTENbHON MHopmauumn obpaTutech k Pasgeny 2
MedDRA, BaxHble AcnekTbl, ConyTcTBYOWNN [JOKYMEHT, B KOTOPOM NMPMUBOLATCS
npuMepbl 1 yKasaHusa No KadecTBy AaHHbIX (cM. NMpunoxeHne, Pasgen 4.2).



2.3 HE U3MEHSAUTE MedDRA

B MedDRA npeacrtaBsneHa ctaHgapTu3oBaHHasi TEPMUHOSOMNS C
npegonpenenéHHon nepapxmen TEpMUHOB, KOTOPYHO He CriefyeT U3MEHNATb.
Monb3oBaTenun He LOMKHbI BHOCUTbL NPON3BOSbHbIE (ad hoc) CTPYKTYpHbIE
nameHeHnsa B MedDRA, B TOM 4ncne U3MeHsTb 3aKpensieHne 3a NnepBuUYHbIM
SOC, nockonbKy B TakoM cnyyae 6yaeTt HapyLleHa LenoCTHOCTb 3TOro
ctaHgapta. Npn obHapyXeHUN HEKOPPEKTHOIO MOSIOXKEHNSA TEPMMHA B MepapXun
MedDRA, cnegyet nogaTb 3asBKy Ha nameHeHne B MSSO.

Mpumep

3asiBKa Ha U3aMeHeHue 06 N3MeHeHUM 3aKpensieHnsa 3a nepBu4HbIM SOC

B npexHux Bepcusax MedDRA PT HedocmamoyHocmb ¢hakmopa VIl 6bin
HeKoppekTHO 3akpensieH 3a SOC HapyweHusi co CmMopoHbI Kposu U
numghamuyeckoli cucmemei. NocpeacTBoM 3asiBKM Ha nameHeHne, PT 6bin
3akpenneH 3a nepenyHbiM SOC BpoxOeHHbIe ceMelHble U 2eHemu4ecKue
HapyweHusi (1 coxpaHeHo 3akpenneHune 3a BTopuiHbiM SOC HapyweHusi co
CMOPOHbI KPOBU U NluMgbamuyecKkoli cucmemsbl)

2.4 BCEIrOA BbIBUPAUTE TEPMWH HMXHEIO YPOBHA

Cnepyert BblGMpaTh TepMUHbI HUXKHEro ypoBHs (Low Level Term, LLT) MedDRA,
KOTOpble Hanbonee TOYHO OTPaXakoT AOCIIOBHYHO (DOPMYNUPOBKY,
npeacTaBneHHYH UCTOYHUKOM COObOLLeHuUS.

CteneHb cneumdunyHocTn HekoTopbix MedDRA LLT moxeT npeactasnsaTb
TpyoHOCTU npu Bblbope TepMmHa. Huke HeCKONbKO pekoMeHaaunn ons
cneumarnbHbIX Crlyvyaes:

e PasHuua 8 00Hy bykgy 8 00C108HOU COObWEHHOU UHGhopMayuu Moxem
enusimeb Ha yriompebrieHue crioea u Ha 8b160p mepMuHa

[Mpumep (aHrMUNCKUIN A3bIK)

CoobLieHo BbiOpaHHbIn LLT

Lip sore / bonut ryba Lip sore / BonesHeHHOCTb ry6bl
(PT Lip pain / bornb 8 obrnnacmu 2y6bi)

Lip sores / BbicbinaHusa Ha rybax Sores lip / MNopaxeHue ryb
(PT Cheilitis / Xetnum)




CoobuweHo BbibpaHHbIN LLT

Sore gums / bonuT gecHa Sore gums / bonb B obnactu geceH
(PT Gingival pain / bonb 6 0ecHax)

Sores gum / A3Bbl Ha AecHax Sores gum / A3Bbl AeceH
(PT Noninfective gingivitis /
HeuHgeKyuoHHbIU 2uHausum)

o [eHdep-crieyuguyeckue mepMuHbI

B 6onblunHCTBE crnyvaes, AeMmorpaduyeckne TepMmHbl HE BKIOYAKOTCS B
MedDRA (Bo3pacT, non n Tak ganee), Ho 6bino caenaHo UCKNIYEHNE ons
crny4aes, Korga us-3a rnomna naumeHTa KOHUEeNUnUst CTaHOBUTCS KITMHUYECKM
OTNNYHOWN.

Mpumep

OTtnunyarowmecs reHnep-cneuM(queCKMe TePMUHbI

B MedDRA otnuyatouwmecs reHagep-cneumunyeckme TepMnHblI UMERTCH 4.

Gecninodue, becrinodue y xeHWUH vw becrinodue y MyX4uH

CneunduryHble ona opraHMsaumm pykoBoACTBa MO KOOMPOBAHUIO AOMKHbI
ONUCbIBaTb CUTyaLMK, Koraa reHgep-cneundunyHble KOHLENUMM A0MKHbI BbiTb
3apukcmnpoBaHsbI.

Monb3oBatenu MedDRA Oo5mkHbI y4UTbIBaTh BIMSAHWE reHaep-cneunduyHbIX
TEPMMHOB NPU CPaBHEHNN COBPEMEHHbIX JaHHbIX N paHee 3aKo4MPOBaHHbIX
AaHHbIX C UCMOMNb30BaHNEM UCTOPUYECKNX TEPMUHOSOMNI, B KOTOPbIX HE
NMenocb reHaep-cneunduyHbIX TEPMNUHOB.

Mpumep

Fenpep-cneundcdpunyHocTb — UcTOpUUYECKne TeEPMUHBLI B CPAaBHEHUM C
MedDRA

YunTbiBanTe BnnaHne Bolbopa reHaep-cneundpumnyHbix TepmmHoB MedDRA ans
paka MOno4YHou xenesbl (Hanpumep, LLT Pak MOrio4YHOU xenesbl y XeHUWUHbI)
npwv cpaBHEHUN C AaHHBbIMU, 3aKOAMPOBaAHHLIMWU C UICTOPUYECKUMU
TEPMUHOSMOIMMSIMU, B KOTOPbIX MMENCS TONbKO TEPMUH «Pak MONoYHOM
xenesbl»




e [locmonepauuoHHble U nocmmpouedypHble MePMUHbI

B MedDRA nmeloTCa «nocTonepaunoHHbIe» U «MOCTNpoUeaypPHbIE» TEPMUHDI.
BbibupanTte Hanbonee cneunuyHbIi NMEOLLMIACA TEPMUH.

Mpumep
Coo06ueHo Bbi6GpaHHbIM LLT
KpoBoTeueHue nocne onepauuu KposomeyeHue nocneonepayuoHHoe
Cencuc y naumeHTa nocne Cernicuc riocrie 8bInosTHeHUs npouedypbi
npoueaypbl

e Hosbie 0obasneHHbIe MepMUHbI

Bonee cneunduyHble LLT moryT 661Tb B HOBbIX Bepcusix MedDRA. Cwm.
MpunoxeHwne, Paspen 4.2.

2.5 BbIBUPAWUTE TONIbKO AEUCTBUTENIbHLIE TEPMUHbI HUXXHEIO
YPOBHA

He ncnonb3ynte HegencTeutenbHble LLT ans kogupoBaHus/Bbibopa TepMuHa.

2.6 3AMNPOC HA NOBABJIEHUE TEPMUHA

He yctpaHainte HepgocTaTkn B MedDRA ¢ nomoubio cneunguyHbix ans
opraHunsaumn peweHnin. Ecnvn He umeetcs TepmmHa MedDRA ans ageksaTHoro
oTpaxeHuns coobLueHHon nHdopmaumm, nogante B MSSO 3asBKY Ha N3MEHEHME.

Mpumep

3asiBKa Ha U3BMEHeHue — HOBbIN TePMUH

LLT «KouHgbekyusi BI'B (HBV)» 6bin nobaeneH B MedDRA nocrne 3anpoca
nonb3oBaTtensi.

2.7 NPUMEHAWTE MEAULUWHCKOE CY)XXOEHMUE NPU BbIEOPE TEPMUHA

Ecnu He yoaeTcsa HanTy TodHOe coBnageHue, cnegyer UCcnonb3oBaTh
MeAULIMHCKOEe CYyXAEeHUe 19 a4eKBaTHOro OTpaXXeHNs MeguLNHCKON
KOHUenuuu ¢ NoMoLLbIo cylecTBytowero TepmuHa MedDRA



2.8 BbIBOP HECKOJIbKUX TEPMUHOB

Korga cneundmyeckas megmumnHcKkas KoHUenuus He npeacTaBneHa eauHbIM
TepmmHoMm MedDRA, paccmoTpuTe LenecoodbpasHocTb 4o6aBneHnst HOBOro
TEPMUHA NYTEM HanpaBneHus 3anpoca Ha BHeECEHME n3meHeHus (cMm. Pasgen
2.6). B nepuoa oxungaHusi HOBOro TepMmHa, BelbupanTte oguMH U HECKOSbKO
TEPMMHOB, UCNONb3Yst €4MHO0OPa3HbIV NOAXO0A U TLWATENbHO YYnTbIBaAsA BNUSHUE
Ha U3BnevYeHne JaHHbIX, aHanu3 1 npegocTaBneHne coobLeHNN

B HekoTOpbIX cry4asix MOXeT OoKka3aTbCs LernecoobpasHbiM BbibpaTb HECKOSLKO
LLT MedDRA ans otpaxeHusi coobieHHon nHgopmaumm. B cnyyae Boibopa
TONbKO OAHOIo TEPMUHA MOXET BbITb YTpadeHa cneunuyHOCTb; C ApYyron
CTOPOHbI, BbIOOP HECKOSTbKMX TEPMUHOB MOXET MPUBECTU K Ype3MEPHOMY
KONn4yecTBy TEPMUHOB. YCTaHOBMEHHbIE Npoueaypbl AOMKHbI ObITb
3a[1J0KYMEHTUPOBaHbI.

Mpumep

Bbl60p HEeCKOJIbKUX TepMUHOB

He nmeeTcs ogHoro TepMmHa ans «MetTactaTMYeckoro paka AecHbl». B Takom
crnyyae, UMeTCs Onumm:

1. Bbibepute LLT Pak decHbl UITN LLT Memacmamudyeckasi kKapyuHoma

2. Bblbepute LLT Pak decHbl VI LLT Memacmamudyeckas kapyuHoma

2.9 NPOBEPAWUTE UEPAPXUIO

Mpu BbIGOPe LLT npoBepsanTe nepapxuto Hag LLT (yposeHb PT, a 3atem BBEpX
po HLT, HLGT n SOC), utobbl ybeanTbcd, 4To BbIOOP TOYHO OTpaxaeT 3HavyeHue
COODBLLEHHOro TepMumHa.

2.10 BbIBUPAUTE TEPMUHbI A1 BCEX COOBLLUEHHON MH®OPMALIUW,
HE OOBABNANTE NHOOPMALUIO

Bbibuparite TepMuHbl Ans Kaxgoro coobuieHHoro cobbitna (HP/HA) HesaBucrmo
OT MPUYNHHO-CNEACTBEHHOM CBs3K. Kpome Toro, BbibmpanTe TepMUHbI 115
ABNEHNN, CBA3AHHbIX C UCMOMb30BaHMEM MEONLMNHCKUX M3genun, npobnem
KayecTBa npenaparos, OLWMOOK NPUMEHEHUS NEKAapPCTBEHHbIX NPenapaTos,
MeOMLUMHCKOro aHaMHesa, CoumanbHOro aHamMmHesa, AaHHbIX, TabopaTopHbIX U
WHCTPYMEHTAarbHbIX METOAOB UCCEeN0BaHN, a Takke NnokasaHum Npu Hannyamm.




Ecnu coobiaeTtca guarHo3 ¢ xapakTepHbIMU Npu3HakaMmm 1 CUMNTOMaMM,
npeanoyYTUTENIbHOW onuuen ABnseTcs BbiIOOp TepMUHA TONLKO ANs AnarHosa
(cm. Pasgen 3.1 gnsa nonyyeHns nogpobHom nHpopmMaumm n npuMepoB).

Mpu BbIGOPE TEPMUHOB HUKaKasi MHOPMaLMSA OT UCTOYHUKA COOOLLEHNS He
[AOMKHAa UCKNYaTbCs U3 npolecca Bblbopa TEPMUHOB; aHaNorM4yHbIM 06pasom,
He nobaBnanTe nHopmaLuo, BbIoONpas TepMUH ANS AMarHosa, ecrnu
coo6LalTcs ToNbKO NPU3HAKN UM CUMNTOMBI.

Mpumep
Coo06ueHo BbiGpaHHbIK LLT KommeHTapum
borb 8 xusome
Bornb B Xneorte, [osbiweHue yposHs HeuenecoobpasHo

noBbilLEHNE aMUI1a3bl
CbIBOPOTKU, NMOBbILLEHNE
Jinna3bl CbIBOPOTKU

amusiasbl 8 CbIBOPOMKeE
Kposu

lNosbiweHue yposHsi
nunassl

BblOGupatb LLT
«MaHKpeaTuUT» Kak
AnarHos




Pa3pgen 3-

3.1

BOMNMPOCHI BbIBOPA TEPMUHOB

3AKITIOYUTENBHBIA U NPEABAPUTENbHbLIA AWATHO3bI, C UINA

BE3 NPU3HAKOB 1 CUMITOMOB

B Tabnvue Huxe paccMOTpeHbI onummy Beibopa TEPMUHOB A5 3aKM0OYUTENBHOTO
1 NpeaBapuTEnbHOro AMarHo3oB, ¢ v 6e3 NPM3HakoB U CUMMTOMOB B
Cco06LLEHMM OT UCTOYHMKA. [pMepbl NnepeyvncrieHbl B Tabnuue Huxe.

MpenBapuTenbHbIN OUarHO3 MOXET ONMUCLIBATLCA KaK «NMOLO3PEHME HaY,
«BEPOSATHLINY, «Npeanonaraembliny, «NOXOXe Ha», «HeobXoaUMO UCKIIOUYUTLY,
«nog BONpocoMy», «anddepeHumansHbIn» U T.4.

MpeanoyTuTensHOW onuuen ANa NpeaBapuTENbHOro AnarHo3a(oB) aBnseTca
BbIOOp TepMuHa AN AnarHosa U TePMUHOB 41151 COOBLLEHHbIX NPU3HAKOB U
CMMMNTOMOB. OTO 06YCMNOBMEHO TEM, YTO NpeaBapUTENbHbIA ANArHO3 MOXET
N3MEHATLCS, B TO BPEMS KaK NPU3HAKW/CUMNTOMbI HE MOTYT.

OB30P MPEAMOYTUTENbHbIX N ANTBTEPHATUBHbIX ONLUWIA

OoavH OUATHO3

3AKITIOYUTENBHbIA OUATHO3

NPEABAPUTEINbHbIA AUATHO3

OAvH 3aKn4YUTeNbHbIN AUarHos3
6e3 npu3HakoB/CMMNTOMOB

e [lnarHos (egMHCTBEHHO
BO3MOXHbI BapuaHT)

MpeaBapuTenbHbIN AMarHo3 6e3
NpU3HaKoB/CUMNTOMOB

e [lpegBapuTernbHbIn AnarHo3
(eQnMHCTBEHHO BO3MOXHas
onuus)

OAavH 3aKknyuUTenbHbIM AUarHos c
npu3HakaMv U CUMNTOMamMu

e peanovYTuTernibHasa:. TOJIbKO
AOnarHos

e AnbTepHaTMBHAasA: AnarHo3 u
NPU3HaKN/CMMNTOMBbI

lNpumeyaHue: Bceza0da yka3biealime
npu3HakKu/cuMnmomsbl, He
cesi3aHHble ¢ Oua2HO30M

CM. NPUMEP 1

OavH HpeABapMTeﬂbelﬁ ANarHo3 C
nMpuU3HakaMmm 1 cCMMNTomMmamMmum

° I'Ipep,nhoMTeana;l:
I'Ipe,El,Bapl/ITeJ'IbeIVI OnarHos n
I'IpI/I3HaKI/I/CI/1MI'ITOMbI

e AnbTepHaTMBHas: TONbKO
NpU3HaKn/CMMNTOMbI

lNpumeyaHue: Bceza0da yka3biealime
npu3HakKu/cuMnmomsbl, He
cesizaHHble ¢ Qua2HO30M

CM. NMPUMEP 2
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HECKOJIbKO ANATHO30B

3AKNIOYUTESIbHbIE OWATHO3bI

NMPEABAPUTENbHbLIE ANATHO3bI

Heckonbko 3aknounTenbHbIX
anarHo3oB 6e3
npuM3HakoB/CMMNTOMOB

e Heckonbko gnarHo3os
(eANHCTBEHHO BO3MOXHbIM
BapuaHT)

Heckonbko npeaBapuTenbHbIX
AunarHo3oB 6e3
npuU3HaKoB/CMMNTOMOB

e Heckonbko npeagBapuTenbHbIX
ANarHo30B (€4MHCTBEHHO
BO3MOXHasi onums)

Heckonbko 3akn4nTeribHbIX
ANarHo3oB C
npu3sHakamum/cmmntTomamm

e [lpeanoyTuUTenbHbINA: TOMBKO
HEeCKONbKO AnarHo3oB
AnbTepHaTUBHbLIN: ANarHo3bl u
NPU3HaKN/CMMNTOMbI

lNpumeyaHue: Bceada yka3biealime
npu3HaKu/cumMnmomsbl, He
cesizaHHble ¢ dua2Ho3amMu

CM. NMPUMEP 3

Heckonbko npeaBapuTenbHbIX
ANarHo3oB ¢
npusHakamum/cumnTomMmamm

e [lpeanoyTuTenbHbIN:
HECKOIbKO npeaBapuUTeribHbIX
ANarHo3oB n
NPU3HaKN/CMMNTOMbI

e AnbTepHaTUBHbLIN: TOMNbKO
NpU3HaKn/CMMNTOMBbI

lNpumeyaHue: Bceada yka3biealime
npusHaku/cumMnmomsbl, He
cesizaHHbIe ¢ Qua2HO3aMu

CM. NPUMEP 4

1



NMPUMEPDI

Mpumep Coo6weHHasa nHdopmauums BbiGpaHHbIK LLT Mpepnout
uTenbHas
onuus
AHapunakmuyeckasi peakyusi v
AHacbunakmuydeckas peakyusi
AHadunaktTuyeckasa peakums
® peakuns, Cobinb
1 CbiNb, OAbILIKA, MMNOTEH3NS
1 NapuHrocnasm OO0biwka
F'unomeHsus
JlapuHaocnasm
UHapkm muokapOa
Gornb 8 2pyOHoU Knemke v
B0o3MOXHbIV MHaPKT OO0blwka
Muokapaa ¢ 60nbio B rpyaHom
2 uaghopes
KneTke, Auagpop
ofblwka, gnadcopes Gornb 8 2pyOHoU Knemke
OObiwka
Huacopes
JleeoyHas ambonus,
UHapkm muokapOa v
3acmoliHas cepdeyHas
Hedocmamo4YyHOCMb
JlerouHasa ambonusa, nHdapkT
MUOKapaa, 1 3acToiHas Jleeo4Has ambonus,
3 cepaevHasi HegoCTaTOYHOCTb Wncpapkm muokapda

c 6onbto B rpygHON KneTke,
LMaHo30M, 3aTpyAHEHHbIM
AbIXaHWEM N CHUXEHNEeM
apTepuanbHoro AaBneHus

3acmoliHas cepdeyHas
HedocmamoYyHocmb

Gornb 8 2pyOHoU Knemke
L{uaHo3

3ampyOHeHHoe ObixaHue
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NMPUMEPDI

Mpumep Coob6LweHHasa nHdopmaums BbibpaHHbIN LLT Mpepgnout
uTenbHas
onuusa
CHuxeHue apmepuarnbHO20
OaerneHus
JlezoyHas ambonus
UHapkm muokapOa
3acmoltiHas cepdeyHasi
Borb B rpyaHOii KIeTKe, Hedocmamo4YHOCMb
HUnaHos, 3aTpyAHeHHoe Bornb 8 epydHoUl Knemke v
AbIXaHNe N CHUXKEHne
apTepuarnbHOro AaBreHus. Huatos
4 AvdbpeperunansHele 3ampydHeHHoe ObixaHue
AnarHo3bl BKMNOYanu:
FIErouHYI0 3MBONMI0, NHAAPKT CHuxxeHue apmepuarnibHo20
MUOKapaa 1 3aCTOMHYI0 daeneHus
cepaeyvHyt HegoCTaTOuYHOCTb Eonb € 2pydHoll kremke
L{uaHo3
3ampyOHeHHoe ObixaHue
CHuxeHue apmepuarnbHO20
OaeneHus
Bcerna WHpapkm muokapda
yKa3sbiBauTe WHpapkT mrnokapaa, 6onb B
npusHaku/cu rpYAHO KNeTKe, OablILLIKa, XKenmyxa (o6pamume
MNTOMbI, He | Anadopes, n3meHeHusi Ha QK[ | BHUMaHue, 9mo xejmyxa, Kak
CBSiI3aHHbIE C W KenTyxa f1pasuiio, He cesAsaHa ¢
anarHosamm UHapkmom muokapdoa)
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3.2 CMEPTb U APYIME UCXoAbl Y NALMEHTOB

CmepTb, HETPYAOCNOCOBHOCTL U rocnuTanmnsauus paccMaTpmBaoTCA Kak NCXoabl
UInN KPUTEPUN CEPLE3HOCTM B paMKax coobuieHmin no 6e3onacHoCcTi n 06bIYHO
He paccmatpuBatoTes kak HP/HA. Uexogbl unn Kputepumn cepbe3HoCcTu, Kak
npaBuno, PerncTpupyoTca oTaensHo oT nHpopmaumm o HP/HA (B otaensHom
none AaHHblx). TepMuH ang o6o3HavYeHnss ncxoda unu KpUTepusi CeEpbe3HOCTH
Heobxoanmo BbIGMpaTb B TOM Criyyae, eCnv OH ABNAETCS eQUHCTBEHHOM
coobuaemon nHdopMmaumnen nnn NpeacTaBnsaeT 3Ha4YeHNE C KITMHNYECKON TOYKM
3peHus.

(O coobueHunsx o camoybuimcTee n camonospexageHun cMm. Pasgen 3.3).

3.21 Cwmeptb ¢ HP/HA

CmepTb ABNAETCA UCXOA0M UNKN KpUTEPUEM CEPLE3HOCTU N OBBLIYHO HE
paccmatpusaeTcsa kak HP/HA. Ecnu Hapaay co cMepTbio pernctpupyroTca
HP/HA, Boibepute TepmuHbl ana HP/HA. OTmeTbTe netanbHbIM Ucxoq B
COOTBETCTBYHOLLEM MNoSfe AaHHbIX

Mpnmep
CoobLieHHas .
BbibpaHHbIn LLT KommeHTapum
nHdopmauma
CwmepTb BCrieacTemne
nHdapkTa Mrokapaa Wrpapkm muokapoa
3arop
OTmeTbTE CMEpPTb Kak
3anop, nepcopauus MepgopuposarHHasi MCXOA U KaK KpuTepun
CTeHKU KuLeyHuKa, CMeHKa KUWeYHUKa Cepbe3HOCTU
NepUTOHUT, cencuc,
nauueHT ymep lepumorum
Cernicuc

3.2.2 CmepTb KaKk €QUHCTBEHHO coobLeHHaa nHgopmaums

Ecnn cmepTb siBNsieTcs eqMHCTBEHHO COOOLLIEHHOM MHApOPpMaLNEN, OTMETLTE
Hanbonee cneyumUYHbIN UMELWNNCA TeEPMUH. He Hago aenaTb 3aknoyeHns ob
obcToATENBCTBAX CMEPTU, HALO OTMETUTL TO, YTO COOBLLNIT UICTOYHUK
MHdopMaLnu.

14



TepmuHbl 0 cmepTn HaxogaTca B MedDRA B HLGT JlemaribHbie ucxodbi

Mpumep

Coob6uweHHasa nHdopmaums

BbiOpaHHbIN LLT

O6HapyXeH MepTBbIM

O6HapyxxeH mpyn

MaTb ymepria BO BpemMsi pogoB

Cmepmb mamepu 80 8pemsi podos

B 3akntoueHun ayToricnmn ykasaHo, 4To
CMepTb Mo eCTECTBEHHbLIM NMPUYNHAM

Cmepmb om ecmecmeeHHbIX rpu4uH

3.2.3 TepMuHbI cMepTH, Ao06aBNsAOLWME BAXHYIO KITMHUYECKYHO

nHdopmauyuio

TepMUHbI cMepTH, fobaBnstowme BaXXHYH KIMMHUYECKY MHOopMaLnIo, OOMKHbI
ObITb OTMeYeHbl BMecTe ¢ TepmmHamn HA/HP.

Mpumep

Coo06LweHHasa nHcpopmauums

BbiOpaHHbIM LLT

Y naumeHTa Crny4nnmch Cbinb U
BHe3anHas cepaeyHast CMepTb

Cnbinb

BresanHasi cepOeyHasi cMepmab

3.2.4 [pyrue ucxoabl y naumeHToB (He neTanbHble)

FocnuTanusaums, HeTpyaoCNnocoBHOCTb U Apyrue Ncxodbl y naunueHToB 0OblYHO

He paccmatpuBatoTcs kak HP/HA

Mpumep
CoobuweHHas BbiGpaHHbIN LLT KommeHTapumn
uHdcopmauums
OTtmeTbTE
locnutanmsaums no
N . rocnuTanm3aumio Kak
NpUYNHE 3aCTOMHOM 3acmotiHas cepdeyHas KPUTEPUIA
cepaeyvHom Hedocmamo4YyHOCMb
PA amotHoe Cepbe3HOoCTn

HeJOoCTaTOYHOCTH

15




Ecnu egmMHcTBEHHO COOBLLEHHOM MHDOPMAaLMEN SBNSIETCSA UCXO4 UK KPUTEPUIA
CEpbEe3HOCTN Y NaumeHTa, Bolbepnte Hanbonee cneymdpmryHbIN UMEOLLNNCS
TEPMWUH.

Mpnmep
Coo06LweHHasa nHcpopmauums BbiOpaHHbIM LLT
MayuneHT ObIn rocnuTanmManpoBaH locnumanusayus

3.3 CAMOYBMUCTBO U CAMOMNOBPEXOEHUE

TouHbIV N eaMHO0OpPAa3HbIA BbIOOP TEPMUHOB AN COOBLLEHNIA O NONbITKAX
cynumnaa, 3aBepLUeHHbIX cynumaax 1 HaMepeHHOro CaMonoBpeEXaeHNS
HeobXxoaMm AN U3BNeYeHust U aHanuaa gaHHblX. Ecnn motme coobuiaemoro
NOBPEXAEHNS HESICEH, YTOUYHUTE Y UCTOMHMKA COOBLLEHNS.

3.3.1 Ecnu coobueHo 0 nepeno3npoBKe

He npepnonarainTe, 4To Nepego3mpoBka, BKMYas HaMepeHHY Nepefo3npoBKyY
— nonblTKa cynuyunaa. Beibrpante Tonbko COOTBETCTBYOLLMIA TEPMUH
nepenos3vposku (cMm. Pasgen 3.18).

3.3.2 Ecnun coobueHo o caMmonoBpexXaeHnun

[nsa coobweHnn o camonoBpexaeHnn 6e3 ynoMmmHaHna cymumaa nnm
cyvumaanbHON NONbITKA, BblbMpanTe TONbKO COOTBETCTBYOLNIA TEPMUH
CaMOMNOBpPEXAEHMS.

Mpnmep
Coob6uweHHasn BbiGpaHHbIn LLT KommeHTapum
nHcpopmauuma
HaHeceHwue cebe nopesa LLT Camonopessl
omHocumcs K PT
Camonopesb! lpedHamepeHHoe
OHa nopesana 3ansacTtbe pe p
camoriospexoeHue
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MpuHan 60nbLwyo JO3Y C
Lenbio CBEPLUNTb
camoybuncTeo

[NpedHamepeHHast
nepedosuposka

CyuuyudarnbHasi rnorsimka

CoobuweHHasn BbiGpaHHbIN LLT KommeHTapumn

nHdopmauuma
[Mepepesan BeHbl Ha
3anAcTbe C Lernbto Camonope3b[

MepeTb
ymep CyuuudarnbHasi rnornsimka
Ecnuo
nepeao3npoBKe
coobueHo B

KOHTEeKCTe cynumaa
NN NONbITKN cynumaa,
cnenyet BblbpaTb
bonee
crneunduyeckun LLT
[NpedHamepeHHas
rnepedosupoeska (CMm.
Takke Pasgen 3.18)

3.3.3 [lonbiTKa cynuuaa c netanbHbIM NCXOA0M

I'Ip|/| ieTalibHOM ncxoge norbITKK cynunaa Bbl6epI/ITe TEPMUH, KOTOprIZ
oTpaxaeT ncxoa, a He TOrbKO MOrbITKY

Mpumep

CoobuweHHasn
nHdopmauuma

BbibpaHHbIn LLT

KommeHTapum

CyvumaanbHas nonbiTka
CO CMepTernbHbIM
NCXOO0M

3asepuweHHbIl cyuyud

OTmeTbTE CMEpPTb Kak
NCXo[ U Kak Kputepuin
Cepbe3HOCTU

3.4 NPOTUBOPEYUBAA/HEOAHO3HAYHAA/HEACHAA NHO®OPMALIUA

Mpn coobLueHnn NPOTUBOPEYNBON, HEOQHO3HAYHOW UM HEACHOW MHGbOpMaL MK
BbIBOp TepMuHa Anga obecneyeHnss AOMKHOrO U3BNEYEHNSA AaHHbIX MOXET
oKasaTbCsl CNOXHOM 3agadven. B Takom cnyyae nonpobynte yTouHUTD
MHopMauuio. Ecnv nony4nTb yTOYHEHUS HE NPEeAOoCTaBNAETCH BO3MOXHbIM,
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BblbMpanTe TEPMUH KaK NpOMNOCTPUPOBaHO B Nnpumepax Hmke (Pasgensl ¢

3.4.1 no 3.4.3).

3.4.1 lMpotuBopeunBasi uHopmaLms

Mpumep
CoobuweHHas BbiGpaHHbIN LLT KommeHTapum
nHcpopmauums

LLT OmknoHeHue om

['vMnepkannemunsa c
CbIBOPOTOYHbLIM Kasrimem
1.6 Mm3/n

OmkrioHeHuUe om HOpMbI
YPOBHSI Karusi 8
CbIBOPOMKE

HOPMbI YPOBHS Kanus
8 CbIBOPOMKE
oxBaTbiBaeT obe
COOOLLIEHHbIE
kKoHuenuumn (Obpatute
BHMMaHWE: YpPOBEHb
kanua 1,6 m3/n
SIBMSAAETCA HU3KUM, a

He BbICOKUM)
3.4.2 HeopHo3Ha4yHasa MHhopMauma
Mpumep
CooO0LeHHasn BbiGpaHHbIM LLT KommeHTapum
nHcdpopmauuma
Cnepnyet nony4ntb

KK 6onb

Gonb

pasbsicHeHne 3HavyeHns «KK»
OT UCTOYHMKA, NPU NOyYEHUM
pa3bsCHEHNA BO3MOXEH
BbI6op Gonee cneumdmnyHoOro
TepmuHa. «XKK» MoxeT ObITb
KaK «KenyaoYHO-KULLIEYHbINY,
TaK U «Ken4yHo-KaMeHHbINY.
Ecnv nonyyeHune
JOMOSTHUTENbHOM
NHOPMaLUN HEBO3MOXHO,
Toraa BblbMpanTe TEPMUH,
KOTOpbIM COOTBETCTBYET
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CoobueHHan BbiOpaHHbIN LLT KommeHTapumu
nHcdpopmauuma

NOHATHOW MHGPOpMaUuK, To
ectb LLT Borb

3.4.3 HesacHaa nHdopmauumna

B oTHOWeEHNN HesicHOM nHdopMaumm nonpobynTe NoNyynTb pasbacHeHus. Ecnu
pa3bsCHEHUS NONYYMUTb HEBO3MOXHO, BbibepuTte LLT, koTOpbIN OTpaxaeT
HESACHY0 Npupoay COOBLLEHHOrO SIBIIEHWS.

Mpumep

CooOLeHHasn BbiGpaHHbIK LLT KommeHTapum
nHdcpopmaumsn

«lMoseneHen(a/o)»
6e3 gpyrom
He nodnexauwee oueHke | MHOOPMaLUN HEACEH,
serneHue N MOXET OTHOCUTCS U K
COCTOSIHMIO NauuneHTa

N K MPOAYKTY.

MoseneHen(a/o)

lMockonbKy ykasaHa
MeauLMHCKas
npobnema, MOXXHO
BblbpaTtb LLT
HemoyHo
0603Ha4YeHHoe
paccmpoucmeo

Y nauueHTa HemoyHo o603Ha4YeHHoe
MeauLMHCKana npobnema paccmpolicmeo

3.5 KOMBUHUPOBAHHbLIE TEPMUHbI

KombuHuposaHHble TepmuHbl B MedDRA — 370 oTaenbHas MeauumHckas
KOHUeNuus, B COMETAHUKN C AONONHUTENBHOW hOPMYNIMPOBKOKM, A06aBNAOLLEN
BaXXHY MHpopMaumio 0 NaTtopnanonorm nnmn aTmonornn. KomormHMpoBaHHbIN
TEPMUH NpeacTaBnsieT cobon obLLenpmM3HaHHYI0 SCHYHO U YETKYH MEOULIMHCKYHO
KOHLENUUIO, YTO NPOUSSIIOCTPUPOBAHO HA NpUMeEpPaXx HUXe.
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Mpumep

KombuHupoBaHHbin TepmuH MedDRA

PT [Juabemuyeckasi pemuHonamusi
PT l'unepmeH3ugHasi kapouomezasusi

PT 3o3uHournbHas NHe8MOHUS

KomMBMHMpPOBaHHLIN TEPMUH MOXET BbITb BblOpaH aAnsa onpeaeneHHsix HP/HA,
(HanpumMep, COCTOAHNE «M3-3a», KBCNEACTBUEY, «KaK pe3ynsraTy Apyroro
cocTosiHuA). MNMpumeyaHne: Heobxo0AMMO NPUMEHSATb MEOULIMHCKOE CYXXAEHME NMpu
Bbl6ope KOMOMHUPOBAHHbBIX TEPMUNHOB.

3.5.1 [OwmarHo3 n npusHakn/cMMnToMbl

Ecnun coobuieHbl n guarHos, n ero xapakTepHble NPU3Haku, 1 CUMNTOMbI,
BblbepuTe TepMuH Ansa gmarHosa (cMm. Pasgen 3.1). [Ana Takon cutyaumm He
HY>XHO BblOMpaTb KOMOBUHNPOBAHHbBIN TEPMUH.

Mpumep

Coo06LweHHasa nHcpopmauums BbiOpaHHbIM LLT

Bonb B rpyaun us-3a nHgapkTa

Muokapaa MHpapkm muokapOa

3.5.2 OpHo cocTosiHue 6ornee cneundUyHO, YeM apyroe

Ecnu coobLueHbl ABa COCTOSAHUSA, MPUYEM OAHO ABMAETCs Gonee cneumduyHbIM,
4yeMm apyroe, Bblbepute TepMuH Anst 6onee cneumduUYHoOro COCTOSIHUS

Mpumep

Coo06LweHHasa nHcpopmauums BbiOpaHHbIn LLT

HapyweHne dyHKUMN neYeHun

- Ocmpbit 2enamum
(OcTpbIvt renatnT)

Apntmus B Buge mbpunnauumn

npegcepaun Qubpunnayus npedcepouli

20




3.5.3 UmeetcsA KOMOMHMpOBaHHbLIN TepMuH MedDRA

Ecnu aBa cocTtosiHMA unum KoHuenummn coobLleHbl B KOMOMHaUMK, 1 Npyu 3TOM
nMeeTcs oTaenbHbIN KoMOMHMpoBaHHbIM TepmuH MedDRA, npeacrasnstowmm
TaKy KOMOMHaUuto, BbIbepuTe KOMOMHNPOBAHHBLIA TEPMUH.

Mpumep
CoobweHHaa nHdopmauus BbibpaHHbIN LLT
PetnHonatusa Bcneacrteue guabeta Huabemuyeckas pemuHonamusi
CbINb € 3yaom 3yodswas cbinb
Pak monoyHown xenesbl (HER2 HERZ2-rionoxumersibHbIU pak MOfIo4HOU
NONOXUTENbHBIN) Xxernesbl

3.5.4 Korpa Hapgo «pacwennaTb» Ha 2 n 6onee TepmmnHoB MedDRA

Ecnn «pacwennernne» nonyyvyeHHbix HP/HA nyywe npeacrasnseT KIMHUYECKYHO
nHdopMauuio, BbibrpanTe Heckonbko TepmmHoB MedDRA. Hanpumep, B
OHKOMOMMN NMEKTCHA CUTyaLmu, Koraa BaXXHO OTPasnUTb HE TOMbKO TUM OMyXOonw,
HO W COMYTCTBYIOLLNE FEeHETUYECKME MapKepbl U aHOMarnun, NOCKOISTbKY Takme
AaHHbIe UMEIOT 3HavYeHne AN 3TUONOrMu, NPorHo3a unu neveHus. Ecnv He
nMeeTcst KOMBUHMPOBAHHOIO TEPMMHA, COOTBETCTBYHLLEIO reHETUYECKOMY
MapKepy uUnv aHoManum npyu MeANLMHCKOM COCTOSIHUM, HYXXHO BblOpaTh
OTAENbHbIN TEPMUH ON1S OTPAXXEHUSI TAKOrO reHETUYECKOro Mapkepa nnm
aHoManuu B AOMNOMHEHNE K TEPMUHY MEANLNMHCKOrO COCTOSIHUS.

Mpumep
CoobuweHHana nHcgpopmauums BbiGpaHHbIN LLT
Luapesi
[vapeqa n psota
Psoma
Mepenom 3anscTbs BCneacTaune lNlepenom 3anacmes
nafexns [MadeHue
BRAF-no3UTMBHasA 3nokayecTBeHHas Mymauyus eeHa BRAF
MenaHoma 3r1okayecmeeHHasi MenaHoma

OnupanTecb Ha MeguuUHCKoe cyxaeHue, YTobbl Npu «pacLlenneHnmn»
coobLeHHOro TepMmHa He bbinia noTepsiHa MHGopmauus. Becerga nposepsiite
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mMecTo TepmuHa B nepapxun MedDRA, 4Tobbl yaoCTOBEPUTLCSA B aAEKBATHOCTH
oTpakeHusi coobLLEeHHON HdOpMaLNW.

Mpumep

CooOLeHHasn
nHcdpopmauuma

BbiGpaHHbIM LLT

KommeHTapuu

FemaToma BcneacTeune
YKyCa XMBOTHOIO

YKyc x)ueomHoz20

Femamoma
ecriedcmaue
mpasmbi

LLT 'emamoma ecriedcmeue
mpasmbl 6onee TOYHO
oTpaxkaeT MHOPMALMIO, YEM
LLT Femamoma (LLT
emamoma ecnedcmeue
mpaembi oTHocuTCA K HLT
[NospexoeHusi 6e3 npussiaku
Kk nnokanu3ayuu HKAP v HLT
Kposomeueruss HKP B 1O
BpeMs Kak LLT 'emamoma
OTHOCUTCA TONMbKO K HLT
Kpoeomeueruss HKP)

3.5.5 Coo0LeHo 0 sIBNeHUn 1 O yXxe nmeroemMca 3aboneBaHumn

Ecnu coobuieHo o sBneHnn n yxxe umetoieMmcs 3abonesaHnmn, TedeHue
KOTOPOro He U3MEHUIOCb, TO He LienecoobpasHo BbIOMpaTb KOMOMHNPOBAHHbIN
TepmuH MedDRA, cnegyet BbibpaTb TEpMUH TONbKO AN ABneHus (cM. Pasgen
3.9 ons yxe nmerowmxcs 3aboneBaHnin, Te4eHne KOTOPbIX YXYALMAOCH).

Mpumep
CoobuweHHasn Bbi6paHHbIN LLT KommeHTapumn
nHdopmauusa
B paHHOM cnyvae
«3aTpy4HEHHOE OblXaHue»
3aTpyaHeHHoe PYA A
3ampyOdHeHHoe ABNSIETCA ABNEHNEM, a

AblXaHve 13-3a

ObixaHue «pak» - yxxe nmerowieecs

MMerLLerocqd paka

3aboneBaHue, Te4eHne
KOTOPOro He NOMEHSINOCh.
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3.6 CNELMNDPUYHOCTb ABNEHUA NO CPABHEHWIO C BO3PACTOM

3.6.1 TepmuH MedDRA oTpaxaeTt n Bo3pacT, 1 ABNeHue

Mpnmep
CoobweHHasa nHdopmaums BbiGpaHHbIM LLT
XKenTyxa y HOBOpPOXAEHHOIO Xenmyxa HOBOPOXXOEeHHO20
Bbin ncuxos B Bo3pacTte 6 net LHemckuu rncuxos

3.6.2 Het tepmnHa MedDRA, koTOpbIN OTpaxxaeT U BO3pacT, U siBNeHue

MpepnoyTuTenbHOW onumuen sBNAETCA BolIbOp TepMMHA AN1S ABNEHUsA n
perncTpauunsa Bo3pacTta B COOTBETCTBYIOLLEM Mofe Ans geMorpagunyeckmnx
AaHHbIX.

AnbsTepHaTUBHO, BblbepuTte TepMuHbl (Bonee 0aHOro), KOTopble OTPpaXKatoT U
SIBNEHMe, 1 BO3pacT.

Mpumep
CoobuweHHas BuiGpaHHbIi LLT MpeanoytutenbHasn
nHcpopmauuma onuus
MaHkpeamum v

MaHkpeaTuT y
HOBOPOXOEHHOro

lNaHkpeamum

HeoHamarnbHoe HapyweHue

3.7 CNEUN®UYHOCTb ABNEHUA B CPABHEHUU C NOKANU3ALUMEN HA
TENE

3.7.1 TepmuH MedDRA Bknto4yaeT sBfneHue U siokanmMsauuio Ha Tene

Mpnmep
Coo06LweHHasa nHcpopmauums BbiOpaHHbIn LLT
KoxHas cbinb B 06nactm nuuya Cbinb Ha nuye

23



3.7.2 Het tepmuHa MedDRA, koTopbili OTpaxkaeT n ABneHue, 1
nokanusauuio Ha Tene

BbiGepute TEPMUH AN ABMEHUS, a HE TEPMUH ANA Hecneuuduieckoro
COCTOSIHUSI OnpeaeneHHor nokanusauum, Apyrumm criosamu, sBreHne nMmeet
NpuopuTeT.

Mpnmep
CooOLeHHasn BbiOpaHHbIn LLT KommeHTapum
nHdopmauuma
B naHHOM cnyyae He
Cbinb B obnacTtu nMmeeTcsa TepMuHa onsa
. KoxHasi cbirnb .
rPYAHOM KNETKM cbinu B obnactu rpyaHom
KNeTKku

OpaHako HeobxoanumMo NPUMEHATb MeaAULMHCKOE CyXXOEeHUE, NMNOCKOJIbKY ObiBatoT
cuTyauummn, Kkorga I/IHCbOpMaLI,VIFI O JioKannsaunm nMeeT NMpuUopunUTeET, NpUMep HNXKeE.

Mpnmep
CoobuweHHas BbiGpaHHbIN LLT KommeHTapum
nHdopmauuma
LinaHos npegnonaraet
reHepanv3oBaHHOEe
Nsmenerue usema paccTpoiicTBo. B AaHHOM
LinaHos B obnactu KOXU e Mecme npumepe, BbIGop LLT
NHBEKLNN UHBEKYUU L{uaHo3 npuBeaeT K
noTtepe MHgopmaumm n
NCKa3NT CMbICN Npu
obmeHe gaHHbIMMW.

3.7.3 $lBneHue, BO3HMKaKOLWEEe B HECKOSIbKUX NIOKanu3ayuusax Ha Tene

Ecnn coobLueHo 0 siBneHnn, BO3HUKAOLWEM B HECKONbKUX NoKanuaauusix, n Bce
LLT oTHOCcATCA K ogHOMY 1 ToMy e PT, Bbibepute oamH LLT, koTopbin Hanbonee
TOYHO OTPaKaeT sIBMEHNE; APYrMMun crioBaMn, iBfieHUe MMeET NpUopUTeT.
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Mpumep

CoobuweHHas BbiGpaHHbIM LLT KommeHTapumn
nHdopmauus
LLT Cbinb Ha nuye, LLT
Cbinb Ha KOXe nuua un Chbinb Ha Koxe weu, n LLT
KoxHasi cbirnb
wen KoxxHasi cbirnb BCe

oTHocatca k PT Coinb

LLT Omek kucmedl pyk n
LLT OmeuHbie cmornibi
oTHocaTcs K PT
- Omekuwue lNepugbepuyeckuli omex.
OTek kuctem u cTon
KOHeYyHocmu OpHako, LLT Omekwue
KoHeyHocmu Hanbonee
TOYHO OTpaXKaeT SIBNEHNE B
OLHOM TEPMUHE

3.8 JIOKANMU3ALUUA HA TEJNIE B CPABHEHUUX C BO3BYAUTEJNEM
WHPEKLUN - MUKPOOPITAHU3MOM

3.8.1 TepmuH MedDRA Bkno4yaeT MMKPOOpPraHM3M 1 fioKanusauuio Ha Tene

Mpnmep
CoobuweHHas BbiGpaHHbIN LLT KommeHTapum
nHdopmauuma
B naHHOM npumepe
NMHeBMOKOKKOBasA [THe8MOHuUs, 8bI38aHHas riokanusaumen
NHEBMOHUS [MHEBMOKOKKOM MHEeKUUM SBNAITCS
nerkue

3.8.2 He umeetcsa tepmuHa MedDRA, BkIto4alowWwero U MUKPOOpraHnuam, n
nokanusauuio Ha Tene.

MpepnoyTuTenbHas onunsa — BbIGOP TEPMUHA KakK 5151 MMKPOOPraHn3m-
cneunduyHon nHdeKuun, Tak U Ang nokanusauumu Ha Terne.

AnbTepHaTUBHO, BbIOGEpUTE TEPMUH, OTPaXKatoLLUIA NoKanM3auuio Ha Tene unm

TEPMUH ANA MUKPOOPraHnamMm-crneumpuyHon nHgekunun. NpumeHante
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MeaNLUUHCKOEe CyXXOeHue AN1S peLlleHuns, 4TO UMeET NPUOopPUTET — fnokanuvsauns Ha
Tene UM MMKpoopraHnamMm-crneynuyHasa nHpekums.

Mpumep
CoobLeHHan . MpeanoytuTenbHasn
BbiGpaHHbIM LLT P KommeHTapum
nHcpopmayms onuumsa
UHepekyus, Otpaxaet n
8bl38aHHasi BO30yauTeEns
knebcuennoli v VHMEKLMA, 1
nokanusauuio
UHgbekyus novyek
NHpekuns ey Ha Tene
rOTeK, Otpaaet
Bbl3BaRAan UHebekyusi nodyek noKanm3auuio
knebcuennon "3 Tene
UHgbekyus, Otpaxaet
8bl36aHHasi BO3OyanTens
Knebcuennou NHGEKLNK

3.9 MOANDPUKALMUA YKE UMEIOLLETOCA 3ABOJIEBAHUA

M3meHeHne TedeHnsa yxxe nmetoreroca 3aboneBaHns MOXET paccMaTpuBaTbCs
kak HP/HA, ocobeHHO ecnu 3aboneBaHne yxXyawwunnoch UM nporpeccnpoBarno
(cm. Pasgen 3.5.5 ona 3aboneBaHnin, Te4EHNE KOTOPbIX HE U3MEHUNOCH U
Pasgen 3.22 gns oxugaemoro yny4lleHns yxxe nMmetoerocs 3abonesaHus).

Buabl Moaudcukaumm yxxe MMeroLLErocsi COCTOSIHUSA

Ycunenwue, 060cTpeHre, yxyaLeHne

Peungus

Mporpeccua

Bbibepute TepMuH, Hanbonee TOMHO OTpaXxaroLwmii MoanrKaLumo COCTOAHNS
(ecnu Takon nmeetcs).
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Mpumep

CoobweHHaa nHdopmauus BbibpaHHbIN LLT

MuacmeHus epasuc Ha cmaduu

ObocTpeHne mmacTeHun rpaBmuc
obocmpeHusi

Ecnu Takoro TepmMmnHa He UMeeTcs, pacCMOTPUTE crieayowmne Noaxoabl:

> [Mpumep 1: BoibepuTte TepMUH OnNs yxxe CyLecTBYOLEro 3abonesaHuns
N 3aperucTpupymTe Mogndukaumo COCTOAHNSA YETKUM
AOKYMEHTUPOBaHHbIM 06pPa3oM B COOTBETCTBYIOLLMX NONAX OAHHbIX

> [pumep 2: BoibepuTte TEPMUH AN YXKe cylecTByroLero 3abonesaHns
N BTOPOW TEPMUH AN MoAnUKaLmMm coctosiHms (Hanp., LLT
YxygweHne coctosHus, LLT MNporpeccupoBaHne 3abonesaHus).
3apeructpupynte Moangukaumo YeTKMM JOKYMEHTUPOBaHHbIM
00pa3oM B COOTBETCTBYIOLLUUX MNOMSAX SAHHbIX.

Mpnmep
Mpumep CoobueHHasn BbiGpaHHbIN KommeHTapum
nHdopmauuma LLT
3apeructpupynte
YcuneHue «YyCUNEHME» YETKUM
Mpumep 1 XKenmyxa
XKEenTyxu AOKYMEHTUPOBaHHbIM
obpaszom.
3apeructpupynte
«YCUNEHNE» YETKUM
y VxyduweHue ,D,%KyMeHTI/IgO%aHHbIM
Mpumep 2 cunexHune COCMOSIHUS] obpasom. Beibepute
XKEenTyxu TEPMUH AN yXe
XKenmyxa CYLLECTBYIOLLENO
COCTOSIHUS U €ro
MoandMKaumm.

3.10 BO3AENCTBUA BO BPEMA BEPEMEHHOCTU U KOPMJTEHUA
reyabio

BbibepuTte Hanbonee noaxogawmm TeEpMUH (UM TEPMUHbBI) O BO3AENCTBUN U3
HLT Bo3delicmeusi, cesisaHHble ¢ bepeMeHHOCmbH, podamMu u nakmauyueu,
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CHayana Hago onpenenuTb, KTO NoABEeprcs BO3AeNCTBMIO: MaTb, pebeHok/nnoa,
unu oteu. Ecnn B cooBLueHHOM nHopMaunmn He YTOYHAETCH, KTO NoABEprca
BO34ENCTBUIO, TOr4a MOXHO BblbpaTb 0OLLNN TEPMUH, Takon kak LLT
Bosgencreme Bo BpemMsa 6epeMeHHOCTH.

Takke B MedDRA nmetotcsa TepMyHbI O BO3OENCTBUN HA BEPEMEHHBIX U
KOPMSILLMX XKEHLLMH, KOTOpble MOryT HaxoanTcsa He B HLT Bosdelcmsus,
cesi3aHHble ¢ bepemMeHHOCMbro, podamu u nakmauuedl. MNpumepamm Taknx
TEPMUHOB MOryT 6bITb PT MMmyHu3ayus 6epemeHHod, PT JleueHue mamepu 0nsi
YCKOpeHUs1 co3peesaHus rieekux rnooda, n PT Tepanus mamepu u nnoda, a Takke
Heckonbko PTs ans 6epemeHHOCTV Npn NPUMEHEHUN KOHTpaLenTuBoB. Beibop
TEPMWHOB O BO3AENCTBUM BO BpeMsi 6EpeMEeHHOCTI U NakTaumm Kak
AONONMHUTENbHBLIX TEPMUHOB MOXET paccMaTpmBaTbCsi B cneundunyeckmx
cnyyasx.

3.10.1 fABneHus y matepu

3.10.1.1 BospencrBmne nekapCTBeHHOro cpeacTBa Ha 6epeMeHHyo
NauMeHTKy C KIIMHM4YEeCKMMU NocneacTBUSAMMU

Ecnu coobLueHo o Bo3aencTBumn Bo BpeMsi 6epeMEHHOCTU C KITMHUYECKUMMN
NoCneacTBMAIMU, BbiGepuTe TEPMUHBI U ANS BO3AENCTBUS BO BpEMS
GepeMeHHOCTU, U AN KNMHUYECKUX NOCNeacTBUN.

Mpnmep
Coo06LweHHasa nHcpopmauums BbiGpaHHbIN LLT
Y BepemMeHHOi NaLueHTKM Bosdeticmeue Ha opeaHu3M Mamepu 60
npuHUMmarowen npenapart X, epems bepemeHHocmu
nosiBunach 3yasias cbirb 3ydswas cbinb
3.10.1.2 BospencrBmne nekapCcTBeHHOro cpeacTBa Ha 6epeMeHHyo

naumMeHTKy 6e3 KIMHU4YeCKMX NocneacTBum

Ecnu coobuieHo o Bo3aencTemm Bo BpeMs 6epeMeHHOCTH C yKkazaHueM Ha
OTCYTCTBME KITMHUYECKMUX NOCNeACTBUIA, NpeanoYTUTENIbHOWN Onuuen sBrseTcs
BbIOOp TepMMHa TONBLKO AN BO3OEeNCTBUSA BO BpeMs BepeMeHHOCTH.
AnbTepHaTUBHO, MOXHO BblBpaTb TEPMUH A9 BO34ENCTBUSA BO BpeEMS
6epemeHHOCTM 1 gononHuTensHo LLT HexenamernbHbil aghghbekm
omcymcmeyem (cm. Pasgen 3.21).
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Mpumep

CoobuweHHas
nHdopmauusa

BbiGpaHHbIN LLT

MpeanoyTuTensHas
onuus

MaumeHTKa npuHUMana

Bosodelicmeue Ha
opaaHu3M Mamepu 80 4
gpemsi bepemeHHocmu

npenapat X BO BpeMs
6epemeHHocTM (6e3
HexxenaTtenbHbIX

adppekToB)

Bo3soeticmsue Ha
opeaaHu3M Mamepu 80
gpems1 bepemeHHoCcMu

HexxenamenbHbit
aghghekm omcymemeyem

3.10.2 flBneHus y pebeHka / nnoaa

BbiGepute TEPMUHBI U ANA TUMa BO3AEUCTBUSA, U ANS KaXKO0ro HexenarternbHoro

ABNeHnsa(n).

Mpumep

Coo06ueHHasa nHcpopmauums

Bbi6paHHbIn LLT

BepemeHHas XeHLuHa npuHumana
npenapart X, U Npu pyTUHHOM
obcnenoBaHuK y Nnoaa BbiSiBeHa
Taxukapgus

Bosdelicmeue Ha opaaHu3m Mmamepu 80
gpemsi bepemMeHHocmMu

Taxukapdusi pemarnbHas

PebeHok poaunca ¢ HEGHoWM
pacLiennHomn, otew, pebeHka npMHumMman
npenapat X 4o 3adatusi.

Bosdeticmeue Ha opeaHu3m omua 60
gpemsi bepemMeHHocMu

PacuwenuHa HéBa

HoBOpOXOEHHbLIN Ha rPyaAHOM
BCKapMIIMBaHUM NogBeprcs
BO34eNCTBUIO Npenapart X 4Yepes
MOJSI0KO MaTepu, 1y pebeHka
pasBunach pBoTa.

Bosodelicmeue npenapama 4epe3
2pyOHOEe MOJI0KO

Peoma Ho80pOXXOEHHbIX
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3.11 TEPMWHbI O BPOXXOEHHOM MNATOIOINMA

«BpoxgeHHaa» = nobasa natonornsa Npy poXaeHnn, Kak reHeTUYeCcKn
obycrnosneHHas, Tak 1 npuobpeteHHas in utero (cMm. BBogHoe pykoBoaCTBO
MedDRA).

3.11.1 BpoxaeHHble 3a6oneBaHUA/COCTOSAHUSA

Bbibepute TepmuHbl n3 SOC BpoxxOeHHbIe, ceMeliHble U 2eHemu4YecKue
HapyweHusi, ecriv B coobLleHnn onmcbiBaeTcs 3aboneBaHne/cocTossHNe Kak
BPOXAEHHOE, Unn ecrnn 3abonesaHne/CoCTOAHNE NMENOCH NPU POXAEHUN, N 3TO
NOATBEPXKAAETCA MEANLIMHCKUM CYXXOEHMEM.

Mpumep

CoobuweHHas BbiOpaHHbIn LLT KommeHTapum
nHcopmauuma

BpoxaeHHbIn Nopok cepaua
Bpox0eHHbIU rnopok
PebeHok poauncs ¢ cepdua

NMOPOKOM cep/aLa

He nmeetcs
«BPOXOEHHOrO» TEPMUHA,
HO LLT/PT ®nmo3
®drMO3 Y HOBOPOXOEHHOIO @umo3s 3aKpensieH 3a NepBMYHbIM
SOC BpoxxOeHHnble,
cemeliHble U 2eHemu4ecKue
HapyweHusi

3.11.2 lMpuobpeTeHHble 3aboneBaHNA/COCTOAHUSA (OTCYTCTBOBaNM npwm
poxaeHwun)

Ecnu nmetowasncsa nidopmauus ykasbiaert, YTo 3aboneBaHne/CoCTosIHNE He
SABNSAETCS BPOXAEHHBbIM U HE MMENoCb NpU POXAEHUN, TO eCTb NPUOBPETEHHOE,
BblbepuTe TEPMUH 6€3 AOMONHUTENBHOIO YTOMHEHUS HA «BPOXAEHHOCTbY, NP
aTom ybeauTech, 4To TepMUH He 3akpenneH 3a SOC BpoxdeHHble, ceMelHble U
eeHemu4veckue HapyuweHusi. Ecnn TepmuHa 6e3 ONONMHUTENBbHOIO YTOMHEHUS! He
nmeeTcs, BblbepuTe TEpMUH Ansi 3ab60neBaHNs/COCTOSIHUSI C YTOYHEHUEM
«MNPUOBpPETEHHBINY.
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Mpumep

CoobuweHHasn BbiGpaHHbIN LLT KommeHTapum
nHdopmauua

LLT/PT HoyHas cnienoma
3aKpensneH 3a NepBUYHbIM
SOC HapyweHusi co cmopOHbI
op2aHa 3peHusi. He ctout
npeanonarate BPOXAEHHYH

«KypuHasa» cnenota
Havyanacb B cpefHeM HoyHas crienoma

Bo3pacte npupogy coctoanuna (LLT/PT
BpoxdeHHasi KypuHasi
(Ho4Hasi) cnenoma)
LLT/PT ®umo3 He pormkeH
B BospacTte 45 net lMpuobpemeHHnil ObiTb BLIGPAH, MOCKOMEKY OH
DASBINCA (DUMO3 bumo3 3aKkpenneH 3a I'IepBI/I‘-IHbVIM
SOC Bpox0eHHble, cemelHble
U 2eHemu4yecKue HapyweHusi
He umeetcs TepmmHa 6e3
Y naunenTa 34 net [IOMNOMHUTENBHOTO YTOYHEHUS
ANarHoCcTUpOBaHO lpuobpemeHHas «MnLLeBoaHas MemMBpaHay.
Hanu4ue nuuwesooHas He cTouT npegnonarathb, 4To
NMLWeBoAHON membpaHa COCTOsIHUE 6bIno npu
MeMOGpaHb POXAEHWUW, TO €CTb HaA0
BblOpaTb «NprMoBpeTeHHbINY
TEPMUH.

3.11.3 CocTrosiHue/3aboneBaHue, He YTOYHEHHOE KaK BPOXAEHHOe uUnum
npnobpeTeHHoOe

Ecnu o cocTosiHum/3abonesaHum coobuieHo 6e3 nHdopmauum o ero
BPOXAEHHOW 1nn npuobpeTeHHon npupoae, Bbibepute TepMuH 6e3
AOMNOMHUTENbHOrO YTOYHEHMUS ANS1 TAKOrO COCTOSHMUA. [1Ns COCTOSAHUIN Unn
3aboneBaHnin, KOTOPbIE MOTYT ObITb Kak BPOXXAEHHLIMU, TaK U NPUOBPETEHHBIMN,
npumeHsieTcs cnegyowee npasunio MedDRA: Hanbonee 4yacTo BCTpevaroLasacs
dopma 3aboneBaHnsi/COCTOAHNS NpeacTaBneHa Ha ypoBHe PT 6e3 gobasneHus
AOMNOMHUTENBHOIO YTOYHEHUS KBPOXOEHHbBIN» NN «NPUOBPETEHHbBINY.
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Mpumep

CoobuweHHasn BbiGpaHHbIN LLT KommeHTapum
nHdopmauua

Yalue BcTpeyaeTcs
BPOXOEHHbIA CTEHO3
npuBpaTHUKa, a He
npunobpeTteHHbIn; LLT/PT
lTurnopocmeHo3 3akpenreH 3a
nepsn4yHbim SOC
Bpox0eHHble, cemeliHble U
2eHemu4yecKkue HapyweHusi

CTeHo3 npuBpaTHUKa lMunopocmeHo3

Yalue BcTpeyaetcsa
NpUoBpeTEHHbIN
rMNOTMPEOonan3M, Yem
MMnoTupeonansm runomupeoudusm BpOXAeHHbIn; LLT/PT
Funomupeoudu3sm 3akpenneH
3a nepBnyHbIM SOC
OHOOKPUHHbIE HapyuweHusi

3.12 HOBOOBPA3OBAHUA

HeB0O3MOXHO aaThb crneunduyeckne ykasaHms onga Kaxaon KnnHUYeCcKon
cuUTyaumm ¢ y4etom 60nbLUIOro KonmyecTsa TMNoB HOBooOpasoBaHui. BeogHoe
PykoBoacteo no MedDRA onucbiBaeT Cnonb3oBaHME N pacnosiokeHue
TEPMMHOB A9 HOBOOOpa3oBaHUM 1 ANS CBSA3aHHbIX TEPMUHOB.

Cnep,yeT Y4nUTbIBaTb Cleayrowmne norioXXKeHn4:

TepmuHbl AnNA HoBoobpasoBaHun B MedDRA

«Pak» n «kapunHoMa» ABRAAKTCA CUHOHUMaMM (CM. ONMCaHne KOHLEenuni
MedDRA online, goctynHoe B Web-Based Browser n MedDRA Desktop
Browser)

TepmuH «Onyxonb» ykasbiBaeT Ha HEOMNa3sunto

TepmuHbl «(O6beMHoe) obpa3oBaHMeE» N «Y3ENOK» HE yKasblBatoT Ha
Heonnasuio
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Ecnu tun Heonnasum He siceH, 06paTnUTech 3a PasbsCHEHMEM K MCTOYHMKY
coobLeHust. MpOKOHCYNBTUPYMUTECH C MEAMULIMHCKUM 3KCNepToM npwu Bbibope
TEPMUHA NS CNOXHbIX UM HEOObIYHBLIX HEOMMAa3M.

3.12.1 He npegnonarante 3NOKa4eCTBEHHOCTb

Bbibupaiite TepMUH AN 3nokadecTBEHHOro 06pa3oBaHNs TONbKO eCrv
3110Ka4€CTBEHHOCTb COOOLLMIT UCTOYHUK coobLleHns. He Hago BbIGMpaTh
TEPMUHbI «PaKk» U «KapLuMHOMa» Ans coobLEeHNn, coaepXalinx Kak SBrneHus
«OMyXosiby, KPOMe CriyyaeB, rge YeTKo ykasaHa 3110Ka4eCTBEHHOCTb

Mpumep
Coo06LweHHasa nHcpopmauums BbiOpaHHbIM LLT
Onyxornb KoXxu Onyxonb Koxu
Pak asbika 3rokadyecmeeHHbIl pak s3biKka

3.13 XUPYPTMUMECKUE N MEAWLUMUHCKUE NMPOLIEAYPbI

TepmuHbl n3 SOC Xupypauyeckue u meduyuHckue rnpouedypbl, Kak NpaBuno, He
asnsatTcsa HP/HA. TepmuHbl B gaHHOM SOC He «MHOroocHble». BaxHo
YYMTbIBaTb BIIMSAHNE TaKUX TEPMUHOB HA U3BMEYEHNE AaHHbIX, aHanuns3 un
npeacrasreHne coobLLEHNIA.

Cneayet yunTbiBaTb Crieayowme MOMEHTbI:

3.13.1 Ecnu coobweHo TonNbLKO O npoueaype

Ecnu coobLieHo Tonbko o0 npoueaype, Boibepute TEPMUH NpoLeaypbl

Mpumep

Coo06LweHHasa nHcpopmaums BbiGpaHHbIN LLT

MaumeHTy 6GbINa NnepenuTa

lNepenusaHue mpomboyumos
TpombouuTapHas macca

B petctBe yoarneHbl MUHOAITUHbI ToH3unMaKMoMusi

3.13.2 Coo6LieHO 1 0 npoueaype, 1 0 AMarHose

Ecnn coobLieHo n o gmuarHose, 1 0 npouenype, npeanoyYTUTeNnbLHON onuuen
aBnsaeTcsa BblI6op 1 npouenypsbl, U gMarHosa. AnstepHaTUBHO, Bbibepute TepMuH
TONbKO ANS AMarHosa.
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Mpumep

CoobuweHHas - MpeanoytutenbHan
= BbiGpaHHbIX LLT P KommeHTapum
nHdopmauusa onuus
TpaHcnnasmayus TepmuH ans
rneyeHu npoteaypsl
Mepecapka 4 yKasblBaeT Ha
nevyeHn ns-3a [NopaxeHue TEKECTb
nopaxeHus rne4yeHu COCTOSHUS
neyeHn
lNopaxeHue
rne4yeHu

3.14 JNNABOPATOPHbIE U UHCTPYMEHTAJIbHbIE OAHHBIE

SOC JlabopamopHbie u UHCMpyMeHmarbHble OaHHbIE€ BKITHOMAET Ha3BaHUs
nccnenoBaHumn ¢ KBanudukatopamm (nokasatensamm) (Hanpumep, NOBbILLEHKE,
CHWXEeHMEe, BHE HOpMbI, B npegenax HopMmbl) 1 6e3 kBanngnkaTtopos.
CooTBeTCTBYOLINE MEANLIMHCKME COCTOSIHUSA (TaKMEe KaK «runep-» U «rmmno-»
TepMuHbl) Haxogatcsa B gpyrnx SOCs «ansa sabonesaHun» (Hanpumep, SOC
HapyweHusi Memabonuama u numaHusi).

SOC JlabopamopHbie u UHCMpyMeHmarbHble OaHHbIE HE SIBISIETCS
«MHOFOOCHbIMY», BCeraa y4nTbiBanTe BNusiHue TepMrMHoB B AaHHoM SOC Ha
n3BrnevYeHne AaHHbIX.

3.14.1 PesynbraThbl uccnepnoBaHun, asnarowmecs HP/HA

CnepnyeT yunTbIBaTh CriefytoLume NonoXxeHus npy Bbibope TepMuHa ans
pe3ynbTaToB UCCrneaoBaHnA:

> Bblbepute TepMUH AN MEOUUMHCKOrO COCTOSIHUS, B OTNMYME
pe3ynbTaToB UccrneaoBaHus

oT
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Mpumep

CoobuweHHas BbiGpaHHbIN LLT KommeHTapum
nHdopmauusa

LLT funoenukemus 3akpenseH 3a
l'wnornukemuns lunoanukemusi SOC HapyweHus memabonusma u

numandus

CHuxeHune YPOBHA
ITTHOKO3bl

CHuxxeHue ypo8Hsi
2/1H0KO03blI

LLT cHuxXeHue ypo8Hsi 2/1t0KO3bl

UHCMpymeHmarbHble 0aHHbIE

3akpenneH 3a SOC
JlabopamopHsbie u

» OpHO3HauYHbIN pesynbTaT UccnegoBaHus

Mpumep

CooOLeHHan
nHcdpopmauuma

BbiGpaHHbIM LLT

KommeHTapuu

Mtoko3a 40 mr/an

Hu3skut yposeHb
2/110KO03bl

YpoBeHb rMoKo3bl
OQHO3HAYHO HWXKE
pedepeHCHbIX 3HaYEHNN

» HeoaHo3Ha4YHbIN pesynsTaT uccnegoBaHnA

Mpumep

Coob6LeHHasn
nHdopmauuma

BbiGpaHHbIK LLT

KommeHTapum

Ero rnokosa 6bina 40

OmkrioHeHUe om
HOPMbI YPOBHSI
2I1H0K03bl!

B maHHOM npumepe He
CcOO0LLEeHO 0 eanHULLAX
namepenus. Boibepute LLT
OmkroHeHue om HOpMbI
YPOBHS 2/1H0KO3bI, €CIN
HEBO3MOXHO NONYYnTb
pasbsCHEeHne
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3.14.2 PesynbTaThl UCCreaoBaHUN COMNacyroTcA ¢ AUMarHo3omM

Ecnu coobluaeTcs o pe3ynsTatax UccrnegoBaHuii BMECTE C AWArHo3omMm,
BblbepuTe TONMbKO TEPMUH AN AMarHo3a, ecnv pesynbsraTbl UCCriefoBaHUM

cornacyrTcAa ¢ AnarHo3omMm.

Mpumep

CooOLieHHasn
nHcpopmauums

BbiGpaHHbIM LLT

KommeHTapum

MNMoBbiweHue kanuda, K 7.0
MMONb/, U
rmnepkanmemms

lunepkanuemusi

HeT HeobxogmmocTun
Bblbupatb LLT
lNosbiweHuUe yposHsi
Kanusi

3.14.3 Pe3ynbraTbl UCCNIe[OBaHUM HE COrNacyrTcs ¢ AUarHo3om

Ecnu coobuaetcs o pesynbrartax nccnegoBaHMn BMeCTe C ANarHo3om,
Bbl6epI/ITe TEPMUH A5A AnarHo3a, a Takke TEPMUHbI 54 KaXX0ro pesyribrata
ncecnegoBsaHusA, KOTopble He cormnacyrTcda ¢ AMarHo3omM

Mpumep

CoobLeHHan
nHcpopmauumsn

BbiOpaHHbIn LLT

KommeHTapuu

Anoneuus, cbinb n
NnoBbIWEHHbIN Kanun 7.0
MMOnb/

Arnonieyusi
Chinb

lNosbiweHue YPOBHA
Kanus

[MoBbILWEHNE YPOBHSA Kanus
He cornacyeTcsa ¢
anoneLuen 1 cbimnbto.
Cnepyert BbiGpaTb
TEPMUHbI 4115 BCEX
KOHLENUUA.

3.14.4 N'pynnupoBKa TePMUHOB — pe3yJibTaTOB UCClIe[0BaHUN

BbiGepute TepMUH ANS KaX40ro CooBLEHHOro peaynsTaTta UccrnefoBaHusl, He
«CBanuBaiTe B Ky4y» OTAenbHble pe3ynbTaThl UCCreaoBaHUii B OOVH
BCEOXBaTbIBaOLLMIA TEPMUH, 3a UCKITKOYEHUEM criyyaeB, Korga Takas

nHcpopmauums coobLleHa.
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Mpumep

CoobuweHHas
nHdopmauus

Bbi6paHHbIN LLT

KommeHTapum

OTKNOHEHWE OT HOPMbI
PYHKUMOHASTbHbIX
neYeHoYHbIX NPob

OmkrnoHeHue om
HOPMbI pe3yibmamos
OYHKUUOHarbHbIX
npob ne4yeHu

[MNoBbILLEHNE LLIENTOYHOW
docdaTtasbl, NOBbILLEHNE
AJT, nosbiweHne ACT n

nosbiweHue J14I

[NosbiweHue yposHs
wernoyHou
¢ocpamassi

lNosbiweHue yposHs
AJIT

lNosbiweHue yposHs
ACT

[NoebiweHue ypoa8Hsi
Jiar

BbibepuTe yeTbipe
NHONBMAYanbHbIX TEPMUHA
ANs pesynbraTos
nccrnenoBaHus.
EONHCTBEHHbBIN TEPMUH, TaKOW
kak LLT OmknoHeHue om
HOPMbI pe3yribmarmos
pyHKUUOHarbHbIX rpob
rnedeHuU He JormkeH ObiTb
BbIOpaH.

3.14.5 TepMuHbI pe3ynbTaToOB UccneaoBaHUn 6e3 KBanudnkaTtopoB

TepmuHbl B SOC «JlabopamopHbie u UHCmMpyMeHmaribHble 0aHHbIe» 6e3
KBanudpukaTtopoB npeaHasHadeHbl 4ns permcTpaumm HassaHum nccrneaoBaHnm
npwv BBOAE OaHHbIX ANArHOCTUYECKNX UCCeaoBaHNn, COrNacHo CTaHaapTy
3NeKTPOHHOro oomeHa gaHHbiMu ICH E2B.

Mpnmep
CoobuweHHas Bbi6paHHbIN LLT
[OCIOBHas ANSA Ha3BaHuUA KommeHTapuu
MHdopmauma nccnenoBaHUA
N3mepeHune

cepaeyHoro Bbibpoca

CepdeyHnbili 8bibpoc

femornoduH 7.5 r/gn

lemoernobuH

LLT CHuxxeHue yposHsi

2emoeriobuHa He OomKeH ObITb
BblOpaH, NOCKOSbKY OH OTpaXaeT U
Ha3BaHMe nccrnenoBaHus, n

pesynbraT®
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* B anemeHTax AaHHbIX E2B «Pe3ynbstathl nccnegosanun v npoueayp» MedDRA
NCnonb3yeTcst TONbKO AN Ha3BaHWU UCCNefOoBaHUK, a He pe3ynbTaTtoB
ncenegoBaHuUN.

TepMuHbI Ha3BaHMKM UccnegoBaHui 6e3 KBannrkaTopoB He NpegHa3HaYeHbl
ANS UCNONb30BaHNSA B APYrMX NOMSX AaHHbIX, B KOTOPbIX (PMKCUpYeTCs Takas
nHdopmauus, kak HP/HA n meanumHckum aHamHes. Micnonb3oBaHne Cnvcka
TEPMWHOB A5l Ha3BaHUM nccnegoBaHnin 6e3 KkBanndukaTopos ABNAETCA
HeobsiI3aTeNbHbLIM M MOXET UCMONb30BaTbCH AN onpeaerieHns HeBepHO
BblOpaHHbIX TEPMMHOB B MOMAX AaHHbIX, HE NpeHa3HaYeHHbIX 419 Ha3BaHUN
nccneposaHui. OH gocTyneH ans 3arpysku ¢ Beb-cantos MedDRA n JMO.

3.15 OLUMBKU MPUMEHEHUA, CNYYAUHbIE BO3OENCTBUA U
NMPO®ECCUOHAIbHBLIE BO3OEUCTBUSA

3.15.1 OwmbKM npumeHeHus

[nsa Boibopa TepMMHa U NPOBEAEHMSA aHaNn3a AaHHbIX, 3aKOANPOBAHHbIX C
MedDRA, owmnbkn npuMeHeHNs nekapCTBEHHOrO Npenapara onpeaenstTcs Kak
noboe HenpegHaMepeHHoe U NpeaoTepaTnmoe cobbiTue (SBrneHue), KoTopoe
MOXET Bbl3blBaTb UM NPUBOAUTL K HENPABUIbHOMY NPUMEHEHWIO
NeKkapCTBEHHbIX NpenapaToB U NPUYUHUTL Bpea NauneHTy, noka
NeKapCTBEHHbIN NpenapaTt HaxoanTCA NO4 KOHTPONeM MeANLMHCKOro paboTHUKa,
naumeHTta unm notpebutens.

B onucaHun koHuenuumn online nmeeTtca onucaHne nHTepnpeTaunmn m
NCMNONb30BaHUS HEKOTOPbIX TEPMUHOB OLLUMOOK NPUMEHEHUS NEKaPCTBEHHOMO
npenapata (Hanpumep, «OwnbKa Npun OTNycKe»).

Bca peneBaHTHasa nHdopmauma (B TOM YMCne KOHTEKCTHas) AOMMKHa BbITb
AOCTyrnHa npu Bblbope TepMuHa.

[na nonyvyeHnsa gononHuTensHon nHgopmauum obpatutecs kK Pasgeny 3
aokymeHTa MedDRA «BaxHble acnekTbl: ConyTCTBYOLWNN OOKYMEHT», B
KOTOPOM HaxoadaTcs nogpobHbie npumepsbl, ykasaHus n «Bonpockl n oteeTbl» 06
owmbkax NpuMeHeHNsa nekapcTBeHHOro npenapata (cm. Mpunoxenne, Pasgen
4.2, CCbIflkM 1 cnpaBoYHasi MHopmaums).

CoobueHuns 06 owmbkax NpMMeHeHUs MOryT coaepXaTb Unu He cogepXxaTtb
NMHOpPMaLMIO O KINTMHUYECKMX NOCNeacTBUsX.
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3.15.11

OwunbkKun npuMmeHeHusa ¢ KMMHN4YeCKMMM nocneacTBUAMHU

Ecnu 06 owumnbke npumeHeHnsa coobLiaeTcs BMECTE C KITMHUYECKMMU
nocneacTeusiMn, Bolbepute TEPMUH 1 ANst OLUMOKM NPUMEHEHUS, U ANs

KINMMHN4YeCKOoro nocneactBuA.

Mpumep

CooOueHHasn
nHcpopmauums

BbiGpaHHbIM LLT

KommeHTapuu

MauneHTy 6bIN Ha3HaveH
HenoaxoasaLmin
nekapCcTBEHHbIN

npenapar, 1y naumeHTa

pasBuiach rmnoTeH3uns

BeedeHue
Hernooxoosu,e2o
JiekapcmeeHHo20
cpedcmea

lunomeH3usi

N3-3a cxogHOro 3By4aHus
Ha3BaHWA nekapcTtea 6bin
BblOaH Apyron npenapar,
B pesynbrate nauneHT
NPUHAN HENOOXOASALLMNNA
npenapaTt u'y Hero
pasBunach Cblifb

Owubka npu omrycke

BeedeHue
Hernooxoosu,e2o
JiekapcmeeHHo20
cpedcmea

Cxoxecmb 38y4aHUs
Ha3eaHus ripernapama

HavanbHyto owmnbky
(Ownbka npu oTnycke) n
nocneaytoLwme owmnbkn n

conyTCTBylOLLME
dakTopbl (CxoxecTb
3By4aHuWsi Ha3BaHMUs
npenapara), O KOTOpbIX
Obl10 coobLeHo,
cnegyet KogMpoBaTh BCe,

Chbirnb He Tepsist N He U3MEHSAS

MHdOpMaLnIo.

Mpenapat MHcynuHa Gbin BeedeHue O nepenosnpoBke
BBeZeH C IlekapcmeeHHo20 coobuiaeTcs B KOHTEKCTE
VICNONb30BaHMEM nperapama npu OLUNOKM NPUMEHEHUS, U
TR WP, | pamconiass | ememr ot e
o pooyeTaTS IS uHcmpymeHma nepedosupoekayuonmeH
npou3oLuna

nepegosnposka. Y CnyuyaltiHas ObITb BbIOPaH (CM. Takke

nauueHTa passunach nepedo3uposka Pasnen 3.18)

TMNOrNNKEMUS. FUROENUKEMUS]
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3.15.1.2

OwunbkKun npuMmeHeHnda n noTeHUuMnanbHbIE OLIMOKKN

NPUMEeHeHUs, COOOLLIEeHHbIe 0€e3 KIIMHNYEeCKMX NocneacTBumn

Ownbkn npnumMmeHeHust 6e3 KNMHNYECKUX nocneacTeum He aensattea HP/HA.
OpaHako, BaXXHO permcTpmpoBaTtb MHUMOEHTbI U NOTEHUMaNbHbI€ MHUNOEHTDI
OLNBOK NpUMeHeHUs. BbibepuTte TepMuH, Hanbonee GIN3KUIN K COOBLLIEHHON

ownbke NnPUMEHEeHNA.

MpepoTBpaLweHHble OWMOKKM NpuMeHeHuUA. [Insa uenen Bbibopa TepMUHa U
aHanmsa faHHbIX, 3akoanpoBaHHbix ¢ MedDRA, npegoTtBpalleHHas owmnbka
NPUMEHEHNSA OTHOCUTCS K CUTyauumn, Korga owmbka npMMeHeHns nponsoLuna, Ho
Oblna npegoTBpaLleHa A0 BO3OENCTBUSA Ha NaumMeHTa unv Ha notpeburtens.
TepMUH anga npegoTBpaLLeHHON OWNBKN NPUMEHEHNS OOSMKEH B NEPBYHO
ovepenb OTpaxaTb CTaguio, Ha KOTOPOW BO3HMKIA ownbKa, a He cTaguio, Ha
KOTOpOW OHa Bbina npeaoTBpaLlleHa.

Ecnn B coobLueHnn 06 oumnbke npuMeHeHUs cneungunyeckn ykasblBaeTcs, YTo
He ObINo KNMHUYECKMX NOCNeaCTBUIN, TO NPeAnoYTUTENIbHOM ONLUMen ABNAeTCS
BbI6OP TONBbKO TEPMUHA OLLMOKM NpUMEHEHUs. ANbTEPHATUBHO, MOXHO BbIOpaTh
TEPMUH NS OLWNOKM NpUMEHEeHUs, 1 gononHutenbHo LLT HexenamernbHbil
aghgpbekm omcymemeayem (cm. Pasgen 3.21).

Mpnmep
CoobuweHHasn Bbi6paHHbIN LLT MpeanoyTuTensH
nHdopmaums as onuua
NekapcTBo Ans Lpyaou nymb eeedeHus
BHYTPUMbILLIEYHOTO JniekapcmeeHHoU ¢hopmbl 0115 v

BBeaeHust bbino BBeAeHoO
BHYTPUBEHHO BMECTO
BHYTPUMbILLEYHOO
BBeOEHUS, HO Y
naumneHTa He 6bino
HeXenartenbHbIX
nocnencTeum

8HYMPUMbIUIEYHO20
88edeHus

Lpyaou nymb eeedeHus
JniekapcmeeHHoU ¢popmbi Orisi
8HYMPUMbIUIEYHO20
88e0eHUs

HexenamernbHbit 3¢bghekm
omcymcmeyem
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Mpumep

CoobuweHHas
nHdopmauus

BbiGpaHHbIM LLT

KommeHTapum

dapmavreBT 3ameTun
CXOACTBO Ha3BaHUM
ABYX Npenaparos u
o3aboTuncsa Tem, YTo
3TO CXOACTBO MOXET

Cxoxxecmb
38y4aHUusl Ha3eaHUsl
npenapama

lNMomeHyuan ons

OTO NpuMep NoTEeHLMaNbHON
OLNBKM NpuMeHeHus. LLT
Cxoxecmb 38y4aHuUsi
Ha3eaHusi npernapama
KOAMpyeT ConyTCTBYOLLNI
dakTop, a LLT lNomeHyuan

APUBECTY K TOMY, 4TO OLWUBKU 0nsi owubKu I'I,OUMeI-ieHUFI,
nexkapcTtso 6yaer NpumMeHeHUs, Henoaxoavmuuu
BBELIGHO ZAPYTOMY HEMoAX0OSUUL niekapcmeeHHbIl npenapam,

HALMEHTY, KOTOPOMY fleKapCmeeHHbIl W yKasblBaeT, 4To owmnbka

OHO He npeHa3Ha4YHo fpefnapam MPUMEHERNA

noTeHuManbHas, a Takke TUM
OLUNGKM .
lMpedomepaweHHasi
Bpauy Bbinucan owubka
HenpaBuIbHYIO 103y NPUMEHeHUS
npenapara, HO NaLMeHT
BbISIBUI OLLINGKY U He Owubka TepMuH ans
NpVHMMan npenapar. HagHayeHus1 003bl | [nenoTBpALLEHHOI OLLMBKN
lpenapama oTpaxaeT cTaauio, Ha
IMpedomepatyeHHasi KOTOopoKn npoucxoant
owubka owmbka, 1 aTa cTaaus He
dapmaueBsT Bblgan He NPUMeHeHUsI °6ﬂ3aTe”b':'° coBNafacet co
TOT Npenapar us-aa cTagueit, Ha KOTOpoWn
Cxoxecmb

CXO[CTBA yNaKoBKM, HO
NauneHT BbISBUN
OWNBKY 1 HEe NpuHMMan
npenapar.

yrnakoeku rpodykma

BbidaH
Hernooxoosuwuu
niekapcmeeHH»bIl
npenapam

npeaoTBpaLLatoT OLNGKY.
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CoobuweHHas BbiGpaHHbIM LLT KommeHTapum
nHdopmauus
LLT 3abbin npuHsmes
npenapam (PT lponyck
003bI npenapama ro
owubke) aBnsieTca
MauneHT 3abbin MprMEpOM
HenpeaHaMepeHHoro
NPUHATL 403y 3abbir npuHsmMeb
npenapata X no npenapam nponycx?/npmema
paCIUCaHMIO owwmndéo4yHom ao3bl. CMm.
MedDRA «BaxHble acnekTbl:
ConyTCcTBYIOLWNA JOKYMEHT»
ANS AOMONMHUTENBbHbIX
NPUMEPOB U PasfMYHbIX
cLeHapveB nponycka 4o3bl.
MaumeHT He nNpuHAan
ovepeaHyo o3y [pedHamepeHHbIii Mpumep NnpegHamepeHHOro
npenapaTta no nponycka npuema o3sbl. He
npornyck npuema y
pacnMcaHunio, MOCKOSbKY 50361 ABNSIeTCS OLMOKON
B 9TOT [€Hb EMY NPUMEHEHUS.
npoBoAMnack onepauus
Takown crnyyanm He saiBnAeTcA
HW NpeaHaMepeHHbIM, HU
Hexeamka OLLMBKON NPUMEHEHMS.
N3-3a oTcyTcTBUA JiekapcmeeHHoeo Wcnonbaynte LLT
npenapara X, nauneHt lipenapama BpemeHHoe npepbisaHue
HE MOr MPUHMMAaTb BpemeriHoe neverusi (PT MNpepbigaHue
npenapar B TeYeHue npepbisatiue neyeHusi B HLT lMpouedypesi
Heaenm JiedeHus neyeHus 3abonesaHul,
HK/LIP) n oTpaauTe BHELUHWI
dakTop, NpuBEALINIA K
NpepbIBaHNIO NeYEHUS.

3.15.1.3 OWKnBKN MOHUTOPUHIa NpoAyKTa

[nsa uenen Boibopa TepMUHA U aHanNn3a AaHHbIX, 3akoaMpoBaHHbiX ¢ MedDRA,
OLUMBKM MOHUTOPMPOBAHUS NPOAYKTa — 9TO OLWMOKM MOHUTOPUPOBAHMS
appekToB NpoAyKTa C MOMOLLLIO KITIMHUYECKOro HabnogeHnsa n/mnm
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MOHUTOPWHra NabopaTopHbIX AaHHbIX. K TakoMy TNy owWMBOK OTHOCATCS Takke
OLUMOBKN B MCMOMHEHMWN MONOXEHUA nHOPMaLUMn 0 npenapare ans 6e3onacHoro
€ro NCnonb3oBaHWs, Takne Kak B cuTyaumm ¢ TepmuHom LLT [JokymeHmarnbHO
rnoomeep)x0eHHas aunep4yecmeumeribHoCMb K 886€0eHHOMY npPodyKmy B

npUMepe HUXe.

Mpnmep
CoobueHHasn BbiGpaHHbIK LLT KommeHTapum
nHcdopmauuma
MaumeHTy C OTa owmnbka
N3BECTHOW annepruemn LlokymeHmarnbHo NPUMEHEHNA OTHOCUTCS
Ha rnoomeep)xO0eHHasi K cuTyauuu, korga
cynbaHunaMmmngHble | aurnepyyscmeumesibHOCMb naumeHTy BBeaeH

npenapartbl BBEAEH
cynbgaHunamMmnaHbIn
npenapart, ny
naumeHTa nosiBUIoch
CBUCTSLLEE OblXxaHne

K 88e0eHHOMY rpooyKkmy

Csucmsuwee ObixaHue

npenapar, Ha KOTOpbIN y
nauueHTa nMmeetcs
AOKYMEHTanbHO
noaTBepPKAeHHas
rMNepYyBCTBUTENBHOCTD.

Mpumep
CoobuweHHas BbiGpaHHbIM LLT KommeHTapum
nHdopmauusa
EXXemMeca4HbIN MOHUTOPUHI
Y nauueHTa namepsanm
yKasaH B MHCTPYKLMN MO
YPOBEHb NEYEHOYHbIX HenpasurnbHo
npuMeHeHunto npenapara.
depMeHTOB Kaxable 6 rnposedeHa
OTO NpUMeEp HEKOPPEKTHOTO
MecsueB BMECTO npouedypa
MOHUTOPUHIra nabopaTopHbIX
pekoMeHA0BaHHOro MOHUMOpPUH2a §
nokasartenem,
eXXeMeCA4YHOro npenapama -
pekoMeHO0BaHHbIN Npn
n3MepeHuns
Mcnonb3oBaHUK Npenapara.
OTO NpUMep OTCYTCTBUS
Y nauuerTa, Tepaneemuy4eckul | \ouuTopUpoBaHUs YpPOBHS
NPUHUMAtOLLIErO MOHUMOPUH2 npenaparta 4ns
N3Mepsncs ypoBeHb rnpenapama He ypOBEHb Npenapata B
nnTnA nposedeH TepaneBTUYECKOM
AnanasoHe, Kak
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CoobuweHHas BbiGpaHHbIM LLT KommeHTapum
nHdopmauus

PEKOMEHA,0BaHO B
WHCTPYKUMKM npenapara.

Cneumndunyeckmmmn cnutyaumsimm onboK NPUMEHEHNS, ABMNAOTCA CUTyaLuM,
Koraga nekapCTBEHHbIV Npenapat/npoaykT Has3HavyaeTcs, BblAaeTcd, Unm
Ha3Ha4yaeTcsa BMeCTe COo cneundnieckummn nekapCTBEHHbIMU NpenapaTtaMmm unm
Co cneumdmyeckon NULLEN, Npu cneunduyeckon crtagumn 3adbonesaHms Unu
reHoTmne, N Npu 9TOM B MHCTPYKLUMN ONUCaHbl HexXenaTtesibHble 3heKThbl
B3aMMOLENCTBUSA NIEKAPCTBEHHOrO Npenapara ¢ ONUCaHHbIMU CUTYaLUSIMU.

Ecnu B coobuieHnn ykasbiBaeTcs, YUTO UMENoch NnpeaHamepeHHoe
HeHaanexatllee npMMeHeHe unu npegHaMmepeHHoe NpUuMeHeHne BHe
WHCTPYKUUK, Torga Bblbepute TepMUH, OTpaXKaloLmnin NpeaHaMepeHHOCTb Npu
npuMeHeHUn npoaykta. Ecnun B coobLueHnn He coaepXxuntcsa nHpopmaumns o
Crny4YamHOM Unu npegHamepeHHOM NpUMEHeHUn NpoaykKTa, Bbibepute
COOTBETCTBYHOLWMI Npobrneme TepMuH, Hanpumep, LLT Npobnema kamezaopuu
«JiIekapcmeeHHoe g3aumodelicmauey

TepMMHbI ownookK nNMPpUMeHeHunsd — reKapcTtBeHHoe B3anmogencTeume,
YKa3aHHO€e B MHCTPYKLUU

Owubka npumeHeHuUs rpenapama rno Kameaopuu «J1IeKkapCmeeHHoe
e3aumoodelicmeaue»

Owubka npumeHeHuUs rpenapama rno kameaopuu «ezaumodeticmsue
flekapcmeeHHOo20 ripernapama ¢ nuwel»

Owubka npumeHeHuUs npenapama o kKameaopuu «8/IUSHUE JIeKapcmeeHHO20
npenapama Ha 3abosieeaHue»

Ouwubka npumeHeHus npenapama rno kKameaopuu «g3aumodelicmeue Jiex.

riperiapama c eeHemu4eckKkumMm mamepuariom»
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Mpumep

CoobuweHHasn
nHdopmauua

Bbi6paHHbIN LLT

KommeHTapum

MauneHTka
3abepemeHena npu
COBMECTHOM npueme
aHTUrpmbkoBoro
npenaparta u
nepopanbHOro
KoHTpauenTtuBa. OHa
He 3Hana o
B3anMMoOOeNCTBUN
npenapaToB u3
NHCTPYKUUN

Owubka npumeHeHus
npenapama rno
Kamezaopuu
«JleKkapcmeeHHoe
g83aumooeticmsue»

GepemeHHocmb nipu
rpuMeHeHuUuU
rnepoparibHbIX

KOHmMpauernmueos

B nHdopmauum o npoaykTe
yKasaHo
MeXrneKapcTBEHHOE
B3anmopgemncTane (CMm.
Takke Pasgen 3.20)

lMayueHT no owmnbke
BbINuUN
rpenndpyToBLIN COK
npv npueme
Gnokatopos
KanbumneBblX KaHanoB

Owubka npumeHeHus
npenapama rno
Kamezopuu
«83aumodelicmeaue
JiekapcmeeHHo20
npenapama c nuweu»

B nHdopmaumn o npoaykte
yKasaHo B3anmoencrteue c
rpennpyToBbIM COKOM

Owubka npumeHeHus

B nHpopmaumn o npoaykte
yKasaHo B3anmopgencTemne ¢
3abonesaHuem. LLT

MauneHTy C npenapama o HasHayeH
roYeyHom Kame20puU «8usHUE NPOMUEOrnoKasaHHbIU
HEOO0CTaTO4YHOCTbIO leKapcmeeHHo20 npenapam Hecet
crnyyaiiHo nponucanu npenapama Ha [IONOSHUTENbHYI0
npenapar, 3360/108aHUEY MHOpMaLIO O Npupoae
NPOTUBOMOKAa3aHHbIN OLUMBKM NPUMEHEHMS -
NPV NOYEYHOW HasHaueH yKa3aHHOro
HegoCTaTOYHOCTU MPOMUBOINOoKa3aHHbIU B3aMMOAENCTBUSA C
fpernapam 3aboneBaHNeM u 0 cTaguu,
Ha KOTopow owwmnbka
npowvsoLuna.
NauneHTy Owubka npumeHeHus B UHGbOpMaLIY © NpoayKTe
HenpeaHaMepeHHo niperapama rio yKa3aHo «BMUsHWE
Obin HasHaueH kameeopuu onpeaeneHHoro reHoTuna
npenapar, «g3aumodelicmeue Jiex.
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CoobuweHHasn Bbi6paHHbIN LLT KommeHTapumn

nHdopmauua
NPOTUBOMOKa3aHHbIN npernapama ¢
AnNst MeaneHHbIX 2eHemu4yecKum
meTabonnsatopos Mamepuanom»
uutoxpoma CYP2D6
HasHavyeH
rpomueornoKa3aHHbIU
JleKapCmeeHHbIU
npenapam

MayueHm siensemcsi
MEOIEeHHbIM
memabornu3amopom
CYP2D6

3.15.1.4 He npeanonarante owmMOKYy NnpuMeHeHUsA

He npegnonarante ownbKy NnpuMeHeHWs1, eCriv ToMbKO He NpefocTaBneHa
cneundunyeckan nHgopmaumsa ob owmnbke NnpumeHeHns. He ctont npegnonaratb
OLWMBKY NpUMEHEHNS Npu NpuemMe AOMOSTHUTENBHOM A03bl, NEPefo3MpPOBKe NN
npv HegocTaTtoyHom gose (cm. Pasgen 3.18).

He pekomeHayeTtcsa ucnonb3oBatb TepMuHbl U3 HLGT Owubku 8 npueme
npenapamos u UHble rpobremMsbl rpu Ucrnonb308aHUU MPodyKmMoe AN OnMcaHus
CLleHapMeB, OTHOCSILLIMXCA K NpegHaMepeHHOMY UCMOMb30BaHMI0, TAKOMY Kak
3rnoynoTpebneHne, npegHaMepeHHoe U HeHaanexalee nNnpuMeHeHne, Nnm
npegHamepeHHoe NPpMMEHEeHNe BHe MHCTPYKUuK (cM. Takke Pasaen 3.16 ans
nony4eHusi nogpobHON MHopmauun n NPUMepPoOB).
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Mpumep

CoobuweHHas
nHdopmauuma

BbiGpaHHbIN LLT

KommeHTapum

MaumeHT NnpuHan
NONOBUHY
peKkoMeHO0BaHHOM B
NHCTPYKLUMUK
MWHUMarTbHOM O03bl

HedocmamoyHas
do3a

B Takom coobLieHnn He

M3BECTHO, ABNAETCA NN npmuem

HeJocTaTo4YyHOM A03bl

HaMepeHHbIM NN CryYanHbIM.
Ecnn Takaa nndopmauums
N3BECTHa, BblibepuTe bonee

cneundunydHbin LLT

[pedHamepeHHOEe CHUXEHUE

003bI COOTBETCTBEHHO.

3.15.2 Cny4yanHble BO3AeMNCTBMA U NpodecCnOoHanbHble BO3AeNCTBUA

3.15.21

CnyyanHble BO3JencTBus

MpuHuunel gnsa Pasgena 3.1.15 (Ownbku npUMEHEHUs) Takke NPUMEHUMBI K

CnyyanHbIM BO3OENCTBUSIM.

Mpumep

CoobuweHHas
nHdopmauuma

BbiOpaHHbIN LLT

KommeHTapum

PebeHok cnyyanHo
npornotun 6abyLUKnHbI
nekapcTBa, U y Hero
pasBunacb obunbHas
pBOTa

Cny4alHbil npuem
JleKkapcmeeHHO20
npenapama
pebeHKom

OburnbHas peoma

OrTeu, npumMeHsaoLWwmnn
TOMMYECKUM CTepon Ha
0bnacTb pyKu, Cry4anHo

noaBepr OO4YKy
BO3[ENCTBUIO Npenapara,
Hecs ee Ha pykax

Cny4atHoe
eo3delicmeaue
rnpodykma Ha

opaaHu3Mm pebeHka

Bosdeticmeue yepes
KOXHbIU KOHMaKkm

TepMuH «cnyyanHoe
BO3AENCTBUEY» BKIHOYAET
areHT Bo34encTBus, To
eCTb MPOAYKT, a
«BO3OEeNCTBME Yepes»
BKNIOYAET NyTb/CpencTBo
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CoobuweHHas
nHdopmauusa

BbiGpaHHbIN LLT

KommeHTapum

BO3eNCTBUSA, Hanpumep,
KOXXHbIN KOHTAaKT.

[ns uenen Bbibopa TepMMHaA U aHanM3a gaHHbIX, 3akogmpoBaHHbiX ¢ MedDRA,
npodpeccnoHarbHble BO3AENCTBUS BKITIOHAKOT «XPOHUYECKNEe» BO3AEeNCTBUS
areHToB (BKIOYas TepaneBTUYeCcKne NpoayKThbl) B Npouecce HopManbHOM
paboTbl MIHAMBUAYYMA, U MOTYT BKIIOYaTb JOMNOMHUTENbHbIE CLEHApUN B
cneumunyecknx perynatopHblx permnoHax. Hanpmmep, npodgeccnoHansHoe
BO3ZENCTBUE MOXET ObITb AOMNOMHUTESBHO CBA3aHO C 6osiee OCTpbIM,
CnyyarnHbIM BO3OENCTBUEM, KOTOPOE CriyvaeTcs B npouecce pabotbl. B Takmnx
permoHax npogeccnoHanbHoe Bo3gencTeme Ass cneumnanmcToB

3paBoOXpaHeHUsi NpeacTaBnsieT 0cobbli MHTEpEC.

Mpumep
CoobuweHHasn BbiGpaHHbIN LLT KommeHTapum
nHcopmauuma
Y punaunyeckoro
TepanesTa passunach
doTouyBCTBUTENBHASA lpogpeccuoranbroe
Cbifb nocne go3delicmeue rpu
BoageicTeus HMBC- | 7onadakuu npenapama
coaepxallero Ha KoxXy
obesbonmBaroLero | @omoyyscmeumensHasi
Kpema, KOTopbiv Bbin cbinb
HaHEeCEH Ha KOXY
nauueHTa.
Y nartonoroaHatoma,
XPOHUYECKU IpogpeccuoransHoe BoageincTeue
noJBeprasLLErocs so3deticmeue dopmanbaernaa sensercs
BO3ENCTBUIO MOKCU4HO20 cpedcmea N3BECTHbIM DaKTOPOM
cdopmanbaernaa, / puycka Ans Takoro Tuna
pasBuUnach KapyuHoma 3MOKa4YeCTBEHHbIX
HasoapuHrearnboHas HOCO2/T0MKU HOBOOOpa3oBaHui
KapLmHoMa
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CoobuweHHasn
nHdopmauusa

BbiGpaHHbIN LLT

KommeHTapum

MepcecTpa OpbI3Hyna
cebe B rnas npenapart
ANSA MHBEKLMK, YTO
NpUBENO K
N36bITOYHOMY
crnes3ooTtaeneHuto

Cny4alHbIl KOHMakm
rnpodykma ¢ erna3om

N36bImoyHoe
criezoomoerieHue

ArnbTepHaTUBHLIN TEPMUH,
Hanpumep, LLT
lNpogbeccuoHarnbHoe
go30elicmsue npodykma
yepes a2y1a3 MOXET ObITb
BblOpaH ons 3ameHbl LLT
Cny4alHbIl KOHMakm
rnpodykma ¢ a2/1a30M, €CINK
NPUMEHNMbI
pernoHarnbHble
TpeboBaHus, Korga ocTpoe
KpaTKOBPEMEHHOE
BO3JencTBMeE cynTaeTcs
npodeccmnoHanbHbIM
BO3ENCTBUEM.

3.16 HEHAANEXALLEE UCIMOJIb3OBAHUE, 3J1IOYNOTPEBJIEHUE U

3ABUCUMOCTDb

Bbibop TepMUHOB NSt CryvYaeB HEHAA IEXaLlero NCnonb30BaHus,
3rn0ynoTpebneHns n 3aBUCUMOCTN MOXET NPeLCTaBNATb TPYAHOCTU, MOCKOMNbKY
TEPMMHbI, COOOLLEHHbIE MPOCTbIM SA3bIKOM, MOTYT B HEKOTOPOM CTENEHU
AybnunposaTtb 3Ha4YeHWe apyr apyra; u cneunduyeckme obCcTtoaTensCcTea B
Ka)kgom cnyyae / 0 CooBLLEHHOM SBNEHUM MOTYT YTOYHUTL COOBLLEHHYHO
KoHuenuuto. MNoatomMy BCcA peneBaHTHast MHopmMaums (B TOM yncne
KOHTEKCTHas) JormkHa BbITb 4OCTYNHa nNpu Bblibope TepmuHa. Cneayet
NCrnonb3oBaTh MeQULIMHCKOE CYXXAEHNE U perMoHarnbHble perynsaTopHble

NOJ1IOXKEeHUA.
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Takke B paCCMOTPEHUM 3TUX KOHLIENLUUI NoMoraeT Tabnuua Huxe.

OononHuten
TepaneBT
MNMpepgHam bHble
nyeckoe
KoHuenuus epeHHoC KTo ncrouHuk? pasgensi B
MCNoMnb30
Tb? OaHHOM
BaHue?
AOKYMeHTe
HeHnapnexallee MauueHT/noTpeduTens
Anexall Oa 4 P Oa* 3.16.1
ncrnonb3oBaHvne
3noynotpebnexue Oa MaumeHT/noTpedbutens Het 3.16.2
3aBnCUMOCTb Ha MaumeHT/noTpedbutens Het 3.16.3

KoHuenuun Owmnbka npumeHeHus un Ucnonb3oBaHue, He NpPeayCMOTPEHHOE MHCTPYKLUNA,
npuBeAeHbl B AaHHOW Tabnuue TONbKO AN CpaBHEHUS.

MaumeHT/noTpedbuTens
Owunbka NpMMeHeHMs Het unu cneyuanuct Ja 3.15
3[,paBOOXpaAHEHMS
VMcnonb3oBaHue, He Cneumnanuct
npegycMoTpeHHoe Ha 34paBOOXpaHeHNs Ha 3.27
WHCTPYKUKNewn

*OnpegeneHne HeHaanexalero NCnonb30BaHMsA He BCeraa BKIYaeT
KOHLENUMIO TepaneBTUYECKOro NPMMEHEHUs1; HeHaanexawee
NCcnonb3oBaHNe MoXeT ObITb CXOAHO C KoHLUenuuen 3noynoTpebnexHus B
HeKoTopbIX permoHax. ([Ons 6onee nogpobHom nHpopmaummn cm. Pasgen
3.16.1).

Bbibepute Hanbonee cneumunyecknin UMeroLnncs TepMmnH 1 Bcerga
npoeepsnte nepapxmto MedDRA Bbile BbIGpaHHOrO TEPMUHA, YTOOLI
y6eaunTbCsl, YTO OH COOTBETCTBYET COOBLLEHHON MHGOPMaLUUK. B HEKOTOPLIX
cny4vasix, 060cHoBaHHbIM MOXET ObITb BbiGoOp 6onee Yem ogHoro LLT MedDRA
AnNs OTpaXXeHnst coodLLEeHHOM NHopMaunn

He pekomeHayeTcs BbiGMpaTh TEPMUH U3 MEpapPXmM OLLUMOOK NPUMEHEHUS 1
npo6nemM npu UCNonb30BaHUM NPOAYKTa B AOMOMHEHNE K TePMUHAM O
3noynoTpebrneHun, npegHamepeHHOM U HeHaaexallem nNpuMeHeHum,
npeaHaMepeHHOro NPMMEHEHUs! BHE MHCTPYKLUUW ANSt ONUCAHUS OAHOMO U TOro
Xe cueHapus.

Hanpumep, B criyyae 3noynoTpebnennsi nekapCTBEHHbIM npenapaTomMm,
KOOMpPOBaHWE CTagui NoAroToOBKM ANt HEOA0BPEHHOrO NPUMEHEHUS!
nekapcTBEHHOro npenapara (Takux Kak pasMmernbyeHne npenapara ans
BTArMBaHWS HOCOM MoMny4YMBLUErOCA nopolka) TepmmHamu n3 HLGT Owubku 6
rpueme rpenapamos U UHbIe rpobreMsl rpu Ucnosb308aHuUU rnpodyKmoe MOXeT
NPUBECTU K YpE3MEPHOMY NPELCTABINEHMIO ABMEHWUI, HE SBMAOLLMXCS MO CYTK
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owmbkamun NpuMeHeHna (a npeaHamMmepeHHbIMN, He SBNAIOLLMMUCS CryYarHbIMU
cobbITUAMM).

OpHako, ecnv B crnyvae NpUCyTCTBYET HECKOSNBbKO CLieHapueB, crieayeT BblbpaTb
TEPMMHbI, COOTBECTBYIOLLME KAXXOOMY CLEHaPUIO.

3.16.1 HeHaanexalyee ncnonb3oBaHue

[ns uenen Bbibopa TepMMHaA U aHanM3a gaHHbIX, 3akogmpoBaHHbix ¢ MedDRA,
HeHaanexaliiee Ncnonb30BaHUe SBMSETCA NpegHaMepeHHbIM
NCnonb30oBaHNEM B TepaneBTUYECKMX Lensax naumeHToM unm notpebutenem
NpoayKTa — peuenTypHOro unu 6e3peuenTypHoOro, B LENsX, OTANYHbIX OT
Ha3Ha4YeHHbIX UM HE B COOTBETCTBMM C 000OpEHHON MHOPMaLMEN O NPOLYKTE.

KoHuenuus «npegHamMmepeHHOro HeHaanexallero Ncnonb3oBaHns» B 06bIYHON
peYn MOXET nepecekaTbCsl C KOHLENUMUsIMU 3r10ynoTpebnenus,
npeaHaMepeHHOro NPMMEHEHUS BHE UHCTPYKLWUM U C OLUMBKaMK NPpUMEHEHUS.
MoaToMy Bcs penesaHTHast MHOpMaLMs (B TOM YMCHE KOHTEKCTHas) AOKHa
ObITb AOCTYNHA NpY BbIGOpe TepMUHA. BbiGpaHHbIN TEPMUH AOMKEH KOPPEKTHO
oTpaxkaTb COOBLLEHHYIO CUTYaLUMIO.

Mpumep
Coo06uweHHasa nHcgpopmaums BbiGpaHHbIK LLT
MauneHT HaMepEeHHO NPUHUMAn lNpedHamepeHHoe u HeHaldnexauee
neKapCTBEHHbIN NpenapaTt ABa pa3a B ucrnosnb308aHuUe: USMEHeHUe
AEeHb BMECTO OOHOrMO pa3sa B [€eHb. Kpam+Hocmu ripuema 003kl

3.16.2 3noynoTtpebneHue

[nsa uenen Boibopa TepMUHA U aHanNn3a AaHHbIX, 3akoamMpoBaHHbiX ¢ MedDRA,
3noynoTtpebneHue ABnseTca npeaHaMepeHHbIM, He-TepaneBTU4EeCKUM
NCNoNb30BaHNEM peLenTypHOro nnmn 6espeLenTypHoro NpoayKTa nauMeHTom
unu notpebutenem aAng BOOGpaXaeMoro Bo3HarpaXXaeHust unv ans xenaemoro
HeTepaneBTMYEeCKOro adppekTa, BKoYasi, HO He OrpaHNYMBasiCb UM, AN
«nony4vyeHus kandga» (coctosiHma andopumn). 3noynotpebneHne moxer
BO3HUKaTb B pe3yrnbraTe OAHOKPaTHOro, CNopagmnyeckoro UM NOCTOAHHOIo
NCMonb30BaHUA NPOaYKTa.

51



Mpumep

CoobuweHHas
nHdopmauuma

BbiGpaHHbIN LLT

KommeHTapum

ATneT npumeHsn

cocTaB C
aHabonunyeckumm 3noynompebreHue
cTepongamu ans cmepoudamu
yny4LweHus
pes3ynbTaToB
MauneHt 3noynompebrieHue
nepuoanyeckn oriuoudamu,
NpPUHMManN oNUONaHbIN anusoouyeckul
npenapat gns xapakmep
nonyyeHus kamda yrnompebrieHusi
LLT lNpedHamepeHHoe
geeOeHue Yyepe3s
MaumenT 3noyrnompe6neHue Herodxodswut nyms PT
lMpobnema, cess3aHHasi ¢

NpUHMMan BHYTPb
TONUYeckui npenapar
ans ero
NCUXO0AKTUBHOIO
DencTeus

geuwjecmesamu/nekapcmee
HHbIMU ripernapamamu

lNpedHamepeHHoe
esedeHue Yyepes
Hernodxol0swudl nyms

rnpeodHaMmepeHHbIM
HapyuweHuem
ucronb308aHus npodykma
conoepxut
AOMNOMHUTENBHYIO
MHJOpMaLNIO O Npupoae
3noynoTpebneHns
npenapaTom

MNauneHT ncnonb3osan
peuenTypHbIA onvong,
AN OCTUXEeHUS
3MOLMOHArbHOro
nogbema.

3noynompebrieHue
ornuoudamu

KoHTeKcT YeTko ykasbiBaeT
Ha 3noynoTpebneHune
neKkapCTBEHHbIMU
npenapaTtamu, a He Ha
npegHamepeHHoe
HeHagnexatlee
MCMNoNb30BaHNsA B
MEANLMHCKMX LiensX.

Cwm. Pasgenbl 3.24.1 n 3.24.2 ana QoOnNonHUTENbHOM CNpaBOYHOW MHGOpMaLmMm O
«3noynotpebneHnn» B MedDRA.
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3.16.3 3aBucumocTb

[na uenen Bbibopa TepMMHaA U aHanM3a gaHHbIX, 3akogmpoBaHHbix ¢ MedDRA,
3aBUCUMOCTb SABNSETCS HENPEOAONUMbIM XeflaHMeM naumeHTa unm
noTpebutensa NpUHMMAaTL NIEKAPCTBEHHbIN Npenapar Afsi HeTepaneBTUYECKNX
Lernen BMecTe C HeCNoCOBHOCTLIO KOHTPONMPOBAaTb UK NPeKpaTUTb NpuemM
npenapara HeCMOTpPsl Ha BpeaHble NocneacTausl. 3aBUCUMOCTb MOXET
pas3BUTLCA B pe3ynbTraTe TOro, YTo npenapart Bbl3biBaeT (PU3NYECKYHO
3aBMCUMOCTb N CUHAPOM OTMEHbI, HO 3TO HEe ABMNSAETCHA CYLLECTBEHHbIM
NPU3HaKOM; N 3aBUCUMOCTb MOXET Pa3BUTLCS B pe3yrbTaTe XenaHus OWwyTUTb
ncmxonornyeckme, noBegeH4yeckme nnm pusmndeckne apdektol 4ENCTBUSA
nekapCTBEHHOro npenapara

Mpumep

CoobuweHHasa nHdopmaums BbiGpaHHbIN LLT

MauneHT cTan 3aBUCUM OT
KYpUTENbHOIO KOKanHa

KokauHosasi 3agucumocms

MaumneHT oka3ancsi 3aBUCUMbIM OT lpusbikaHue k ncuxoakmueHbim
npegHamMepeHHOro ynoTpebneHus ewecmeanm/niexkapCmeeHHbIM
TOMUYECKOro NeKapCTBEHHOTO lpernapamam

npenaparta BHYTpb U3-3a
NCUX0aKTMBHOIO AeNCTBUS npenapaTa

lNpedHamepeHHoe ssedeHuUe Yyepes
Hernooxooswud nyms

Cwm. Pasgen 3.24.1 gna oononHUTENbHOM crpaBo4YHOM MHGOpMaLumM O
«3aBucumocTtmn» B MedDRA.

3.16.4 HeueneBoe ucnonb3oBaHWe peLenTypPHbIX NpenapaToB

[ns uenen Boibopa TepMMHa 1 aHanNu3a AaHHbIX, 3aKkoaMpoBaHHbIX ¢ MedDRA,
HeLleneBoe MUCMNosib30BaHME peLenTypHbIX NpenapaToB O3HavaeT, YTo npenapar
NCnonb3yeTcsl He OS5 3aKOHHOIo U MeULMHCKN HEOBXOAMMOro UCMONb30BaHUS,
a Ans He3aKOHHOMO UCMONbL30BaHUS.

Mpnmep
CoobuweHHasa nHcgpopmauums Bbi6paHHbIn LLT
dapmaLeBT ykpan nekapcTBeHHbI Heuenesoe ucronbsosarue
npenapar U3 anTteku 1 npoaarn ero peuernmypHbIx rpenapamos
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CoobueHHasa nHcgpopmauums BbiGpaHHbIN LLT

nvuam anst pekpeaumoHHOro
1CMNonb30BaHuWs

MauuneHT Nnpogan npenapat
KOHTPOSIMPYEMOro oTnycka,
npeaHasHavYeHHbIN emy, APYromy nuuy

Heueneegoe ucnons3oeaHue
peuenmypHbIX npenapamos

3.17 NEPEOAYA BO3bYAUTENA MHOEKLUWUUN YEPE3 NMPENAPAT

[nsa coobweHnsa o nepegade MHPEKLMOHHOMO areHTa Yyepes NpoayKT Bbibepute
TEPMUH NS Takon nepegayn. Ecnu nHdekuna ngeHtndmumpoBaHa, Boibepute
BTOPOW TEPMUH ANK cneundmnyeckon NHgekummn; n Beldepnte TepMUH Ans
npobnemMbl ¢ Ka4eCTBOM NMPOAYKTa, ECNN UMEETCH COOTBETCTBYOLLASN
nHdopmauus (cm. Pasgen 3.28).

Mpumep

Coo06uweHHasa nHcpopmauums BbiOpaHHbIM LLT

lNaumeHT ncnonb3oBan Ha3anbHbIN
crnpen, n No3xe y Hero passunacb

ocTpas nHdpekuma Burkholderia

lNepedaya 8036ydumerns uHgeKkyuu
yepes rpenapam

6aKTEpPUONOrM4eckom npodykma
“cecneaoBaH coaepXXnuMoro
HEOTKPbITOrO KOHTeHepa ¢

Ha3arnbHbIM CNPeeMm BbISIBIIEH POCT
B. cepacian Ocmpebil puHUM

UHekyus, obycrioeneHHasi
Burkholderia cepacia

Patient received a blood transfusion
nd developed Hepatitis C / UHgbekyuoHHoe 3aboresaHue,

nepedasaemoe rnpu rnepenusaHuu Kposu
MauneHTy 6bINO NPOBEOEHO

nepenMBaHne KpoBu, N OH fenamum C
3apasuncs renatutom C

MpuMeHsaTe MegULMHCKOE CYXXOEHNE eCrnv UCTOYHUK COOBLLEHNSI YETKO HE
ykasan nepegady MHEKLMOHHOIO areHTa Yepes NpoaykKT, HO 3TO 3aKMYeHne
MOXHO caenaTb M3 ApYyrx AaHHbIX B coobLlieHun. B gaHHoM cny4yae, Bbibepute
LLT INodospeHue Ha nepedadyy 8036yOumernsi UHGheKyuU Yepe3s rnpenapam
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3.18 NMEPEOO3UPOBKA, UHTOKCUKALUA U OTPABJIEHUE

TepMUHbI cryqyanHon nepenosvpoBkM crpynnupoBanbl nog HLT Owubku u
npobrnemsi npu egedeHuUU rPodykma Lpyrne TepMuHbl Nepeao3npoBKu
crpynnuposanbl nog HLT MNepedosuposku, HKP. TepMUHBbI O TOKCUYHOCTU 1
oTpasneHusx crpynnupoBaHbl B HLT OmpaeneHue u uHmokcukayusi.

[ns uenen Bbibopa TepMMHaA U aHanM3a gaHHbIX, 3akogmpoBaHHbix ¢ MedDRA,
nepeao3vpoOBKON SABNSETCH NpUeM A03bl, NPEBbILIAatoLLIE MaKkCUManbHO
pekoMeHA0BaHHY0 403y (MO KONMMYECTBY W/UMN KOHLUEHTpaLmmn), TO eCTb
ypesmepHas fo3a (CM. onucaHue KoHuenuui online).

Ecnu B coobLieHnn 4eTko ykasaHo 0 nepeno3vpoBKe, OTPaBNeHUn Unm
WHTOKCKKaLWK, BbiGEpUTE COOTBETCTBYHOLLMIA TEPMUH.

Mpumep
CooOLeHHan BbiGpaHHbIM LLT KommeHTapum
nHdpopmauumsa
N3 coobuieHns HensBecTHO,
ABNSIETCA NM Nepeao3npoBKa
npegHaMmepeHHoON unm
cnyyanHoun. Ecnu
MNaunenT COOTBETCTBYOLLAA MHpopmaums

nepenosnposarn lNepedo3upoeka A0CTynHa, Bblbepute bonee

npenapar cneundnyHbIn

cootBeTcTBYtOWMA LLT
CnyyalHas nepedo3uposka nnu

LLT lNpedHamepeHHast
rnepedosuposka.
PebeHok crny4anHo CryuaiiHoe
OTpaBUMCS, MOCKOMbKY ompaeneHue
AeBOYKa npornoTuna

cpeacTeo ans Xumuyeckoe
XUMUYECKON OYUCTKU ompaerjieHue

MaumeHTt LLT Apmpum, obocmpeHue

npeaHamMmepeHHo MOXeT ObITb BblOpaH Kak
MPUHAN YpE3MEPHYIO lpedrameperHas rnokasaHve ans npenapara.
[o3y rnepedo3uposKa

obe3bonmBaroLmx
TabneTok ansa neyeHus
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CoobuweHHas
nHdopmauuma

Bbi6paHHbIN LLT

KommeHTapum

ero obocTpusLLerocs
apTputa

MpuHaTas gosa
npesbIcUNa
pPEKOMEHO0BAHHYHO
MaKCUManbHyH 403y
Mo MHCTPYKLMN

[Nepedosupoeka

N3 coobLyeHns Hen3BeCcTHO,
ABNAETCS N Nepeao3npoBka
npegHamMepeHHon nnu
cny4vanHoun. Ecnu
COOTBETCTBYHOLasa nHopmMmaums
AOCTynHa, Bblbepute Gonee
cneunuyHbIn
cooTBeTcTByOWMNA LLT
CnyyalHas nepedo3uposka nnu
LLT lNpedHamepeHHast
rnepedo3uposKa.

3.18.1 Coo6LweHus o nepeao3MpOBKe C KITIMHUYECKUMU NOCneacTBUAMMU

BbibepuTe TEPMUH 1 ONS NEPEfo3VPOBKM, U AN KIMHUYECKOro NocneacTBus,
accoLMMPOBaHHOIO C Nepeao3npPoBKOIA.

Mpumep

CoobuweHHasa nHcgpopmauums

BbiGpaHHbIM LLT

PaccTtponcTtso xenyaka us-3a
nepeao3vpoBKY UCCregyemMoro
npenapaTta

Paccmpoticmeo xerydka

[Nepedosuposka

3.18.2 Mepeno3npoBkKa 63 KIMHMYECKUX NOCreacTBUN

Ecnu B coobuieHnn o nepeno3mpoBke nmeetcs cneumdmyeckan nHpopmaums,
YTO He BbINIO KNMMHUYECKUX NOCNEACTBUN, TO NPeANOYTUTENIbHOM ONnuuen
ABNSAETCS BbIOOp TONLKO TEpMMHA Nepeno3npoBka. AnNsTepHaTUBHO, TEPMUH ANS
nepeno3npoBkn n gononHutenoHbl LLT HexenamernbHbil aghghekm
omcymcmeyem MoXeT bbITb BbibpaH (cM. Pasgen 3.21).
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Mpumep

MauneHT nepenosmposan

CoobuweHHas BbiGpaHHbIN LLT MpeanoytutenbHasn
nHdopmauusa onuus
[Mepedosuposka v

neKkapCTBEHHbIM Npenapar
0e3 HexxenaTtenbHbIX
nocneacTBun

[Nepedosuposka

HexxenameribHblU
aghghekm omcymemeyem

3.19 TEPMWHBbI, CBA3AHHbIE C U3AENNAMU

3.19.1 fBneHus, cBsAi3aHHbIe C U3AENIUAMMU C KITMHUYECKUMU

nocrneacrBusasMu

Ecnn nmetorcs, Bbl6epI/ITe TEPMUHBbI, OTpaKarLwne Kak ABneHne, CBA3aHHOE C
n3genuem, Tak 1 KNMHMYeckoe nocrneacTene, Kak coobLueHo.

Mpumep

Coob6uweHHasa nHdopmaums

BbiGpaHHbIN LLT

Y nauueHTa ¢ NpoTe3om cocyaa
pasBunacb MHMEeKUNA cocygmucToro
nMnnaHTarta

UHekyusi cocyducmozo
umnnaHmama

MaumeHT oTMeYaeT, 4YTo NpoTe3
npuynHsaeT 6onb

Gornb, cesizdaHHasi ¢ MeOUUUHCKUM
u3oenuem

Ecnn He numeeTcs nHausugyansHoro tTepmmHa MedDRA, oTpaxatoLlero siBneHue,
CBSA3aHHOE C U3enMeM 1 KNnHn4eckoe nocneacTene, Bbibepnte TepMuHbI ANg

ABleHUA C n3genmnem 1 an4da nocrnenctenA.

Mpumep

CoobuweHHasa nHdopmaums

BbiGpaHHbIN LLT

)KeJ'Iy,D,O‘-IKOBaFI Taxnkapguma n3-3a
HEeUCnNnpaBHOCTUN N3genna

HeucnpasHocmbs ycmpolcmea

XKernydoukosasi maxukapousi
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CoobuweHHasa nHdopmaums

BbiGpaHHbIN LLT

YactmnyHaga nonomka 3y6HOro
npoTtesa ctana npuyYnHomn 3y6Hon
6onu

lNonomka 3y6Ho20 npome3sa

Gornb 6 3ybe

3.19.2 {BneHusn, cBA3aHHbIe C U3gennsamMmn 6e3 KNMHNYECKUX nocneacTtBmm

Ecnn o aBneHun, cBaA3aHHOM C U3genvem, coobLeHo 6e3 KNMHNYEeCcKnx
nocneancTBui, BbIbepute COOTBETCTBYHOLLMIA TEPMUH

Mpumep

Coo06LweHHasa nHcpopmauums

BbiOpaHHbIM LLT

Cnomanocb MeguumHckoe nsgenue

lNonomka u3denus

MnacTbipb BbITEK MHE Ha PYKY

lpomekaHue rnacmeips

3.20 NEKAPCTBEHHbIE B3AUMOOENCTBUA

OTOT TEPMMH BKIHOYAET peakLmmn Mexay nekapCTBEHHbIM NpenapaToM u
APYrMMU NeKapCTBEHHBIMW NpenapaTamiu, NULen, MeauUMHCKUMN U3OenusaMmn n
ankoronem. B JaHHOM [OKyMeHTe «NnekapCTBeHHbIe NpenapaTthbi» BKHOYaoT
Guonornyeckne nekapcTBeHHbIe npenaparsbi.

YKkasaHHOe B MHCTPYKLNN NeKapCTBEHHOE B3anMogencTBne MoxeT ObiTb
ownbkon npumeHeHus (cm. Pasgen 3.15.1.3).

3.20.1 UcTto4yHukK coobLueHus cneumdnyecku ykasan fnekapcTtBeHHoe

B3aMMogencrTeue

Bbl6epl/ITe TEPMUH OANA NeKapCTtBeHHOro B3aMMOOeNCTBUSA U OOMNOSTHUTESbHbIE
TEPMUHbI OANA KaXXaoro COO6IJJ,€HHOFO ABITEHUA.

Mpumep

Coob6uweHHasa nHdopmauums

BbiGpaHHbIN LLT

XenynoukoBas Taxukapams «nNMpyaT»
Ha boHe Noao3peBaEMOro
neKapcTBEHHOIO B3aUMOAEWNCTBUSA

JlekapcmeeHHoe 83aumodelcmeue

XKenydoukosass maxukapdusi murna
«rnupyam»
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CoobuweHHasa nHcgpopmauums BbiGpaHHbIM LLT

MaumeHT ynoTpebnsan KntoKBEHHbIV

COK, KOTOPbIN B3aVMOAENCTBYET C Bsaumodeticmsue c nuwet

aHTUKOArynsaHToOM, NpmMBoas K
nosbiweHnto MHO

lNosbiwerHue MHO

3.20.2 UcTo4yHMK coobLueHus He yKa3san cneuuduryeckn nekapcTtBeHHoe
B3aMmMoaeucTeue

[1Ba nekapCTBEHHbIX Npenapara MoryT ynotpebnaTbcs COBMECTHO, U, ECNn
COOBLMBLUNI He YKa3blBaeT cneumunyeckn, 4to Obino iekapCTBEHHOE
B3anmMopgencTene, Bbibepute TEPMUHbBI TOMBbKO ANS COOBLLEHHbBIX SABNEHUMN.

Mpumep

Coob6uweHHasa nHdopmaums BbiGpaHHbIN LLT

[MaumneHT Havan npuHMMaTb
NPOTUBOCYLOPOXHbIN N «CePOEYHbINY

CuHkorne
npenapar 1y Hero pasBuriocb
CUHKOManbHOE COCTOSAHNE
MauyneHT npuHMman
NPOTMBOCYOOPOXHbBIV Npenapar 1 Ha4van lNosbiweHHas KoOHUeHmpauus
npuem «cepaedyHoro» npenaparta, un rnpomueocydopoxXHO20
KOHLEHTpaLmsi NpOTMBOCYA0POXHOIO JilekapcmeeHHo20 npenapama

npenapara cTana BbllLe HOpMbI

3.21 HEXENATENbHbIW 3®®EKT OTCYTCTBET U «HOPMAJbHbIE»
TEPMWUHBI

3.21.1 HexenaTtenbHbIn 3dpheKT OTCyTCTBYET

LLT HexenamernbHbil aghghekm omcymcemaeyem MOXeT BbITb MCNONb30BaH, €Criv
cneumdgudeckn coobueHo o6 otcytcteum HP/HA, npyn Bo3genctaum
nekapcTBeHHoro npenapata (cMm. Pasgen 3.15.1.2 n 3.18.2).

HekoTopble opraHnsaunn pernctpupytot LLT HexenamernbHbit s¢ghghekm
omcymcmeyem AN adMUHUCTPATUBHbIX Lienen (Hanpumep, perncTpbl
B6epemeHHOCTEN N coobLLeHns 06 owmbkax NPpUMEHeHUs).
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3.21.2 Ucnonb3oBaHue «HOpPManbHbIX» TEPMUHOB

TepMVHbI HOpMarnbHbIX COCTOSIHUIA U UCXOA0B MOTYT BbITb MCMOMb30BaHbI B
cnyyae noTpebHoCTN.

anIMepbl TepMMNHOB AN «KHOPMaJibHbIX» COCTOSIHUMA U UCXOA0B

CuHycosbit pumm
HopmarnbHbit pebeHok

Anekmpokapouoepamma 8 Hopme

3.22 HEOXWOAHHbIW TEPANEBTUYECKUN 3DDEKT

HekoTopble opraHM3aumnm permcTpmpyroT COOBLLEHNSA O NOSTOXUTENBHOM
ahbbekTe nekapcTBEHHOro nNpenapara OTAeNbHO OT NPUYMHbLI/NOKa3aHus, Ang
yero NnpumeHsancsa npenapart. (Takne addekTbl 00bI4HO He aBnsatoTca HP/HA).

Mpumep

Coob6uweHHasa nHdopmaums BbiopaHHbIN LLT

MauneHT ¢ obnbiceHneM bbIn NPUATHO HeoxudaHHbIil 6ra2onpusimHbil

YAVBIIEH, YTO Ha dooHe mepanesmuy4eckuli 3¢hghekm
aHTUrMNEPTEH3NBHOIO cpeacTea y
HEero BbIPOCMN BOMOCHI YeuneHue pocma eonoc

3.23 MOAND®UKALINA SDPDPEKTA

BaxxHo pernctpupoBatb mogmdurkaumo adpdekta (Hanpumep, yBenuyeHue,
yanvHeHne, gaxe ecnvm mogudukaumna He Bcerga sinsetca HP/HA.

3.23.1 OtcyTtcTBMe adphekTa

MpeanoyTuTenbHoOM onumen sSBNAETCS BbIOOP TONBLKO TEPMUHA «OTCYTCTBUE
adpdpekTay gaxe ecnv coobLLeHO O NOCNeacTBUAX OTCYyTCTBUA achdhekTa.
OpHako, MOXHO BbIGpaTb TEPMUHBI AN ABMEHUIN, aCCOLUNPOBAHHbIX C
oTcyTCcTBMEM adhdheKTa.
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Mpumep

CoobuweHHasn - MpegnoytutenbHan
— Bbi6paHHbIN LLT peA
nHdopmauuma onuus
HeagpgpekmusHocmb
JiekapcmeeHHo20 v
MaumeHTKa NnpuHana npenapama
npenapar OT rofloBHOM
penap HeagpgpekmusHocmpb
©onun, Ho ronoBHas 6ornb He
JiekapcmeeHHo20
npoLuna
npenapama
lonosHas 6orib
Omcymcmeue achchekma
AHTMONOTUK HE y b
JleKkapcmeeHHo20
«cpabortan»
npenapama
HeaghgpekmusHocmb
JleKkapcmeeHHo20 v
MauneHTKa npuHMmana npenapama
npenapart ons
penap HeagpgpekmusHocmb
npodgunakTukm Tpombo3a,
JleKkapcmeeHHo20
HO y Hee pas3Burics
npenapama
Tpom603 rny6boKnx BEH HOru
Tpombo3 enybokux eeH
Hoeu
3.23.2 He npepgnonaranTte orcytcTtBue 3cpekrta
Mpumep
Coob6LeHHas BbiOpaHHbIN LLT KommeHTapuu
nHcpopmauums

MaumeHT, npuHMMaBLLWA

He Hago npegnonaraTb
oTcyTcTBME ahdpekTa B

npenapar ans nevyeHus
BWY, ymep

Cmepmb

Takom cny4vae. Boibepute
TOSNbKO TEPMUH O CMEPTH
(cm. Pasgen 3.2).
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3.23.3 YBenuyeHue, ymeHbLUEeHUEe Unu yanuHeHve adpcekra

Mpumep
Coob6weHHasa nHdopmauus BbiOpaHHbIN LLT
IMpun npneme npenapara A y naumeHTa YcuneHue agpghekma
Habntogaetcs ycuneHune acpdekta JlekapcmeeHHo20 cpedcmea

Ha ¢poHe npuema npenapata Ay
naymeHTa Habntogaetca ocnabneHue

adhdekTa

CHuxxeHue aghgpekmusHocmu
lekapcmeeHHo20 rpernapama

Ha doHe npuema npenapata Ay
nauueHTa Habnogaertca 6onee lNpodneHue achgbekma
ANUTENbHbIN A dekT

3.24 COUMAINBbHBIE OBCTOATENIbCTBA

3.24.1 Ucnonb3oBaHue TepMUHOB M3 aaHHoro SOC

TepmuHbl 13 SOC CouyuarnbHblie o6cmosimernbcmea NpeacTaBnsoT U3 cebds
coumnanbHble akTopbl U NPUMEHSATCA ANS PErncTpaumm coumansHoro n
MEANLMNHCKOro aHamHesa. Takne TepMuHbI, Kak NpaBusio, He NPUrogHbl Ang
peructpauun HP/HA, ogHako, npyn HEKOTOPbLIX 0OCTOATENLCTBAX, TEPMUHBI U3
SOC CouyuarnbHbie o6cmosimernbcmea MOryT ObiTb €QUHCTBEHHbLIMMN
BO3MOXHbIMW ansi pernctpaumm HP/HA nnn moryt 0o6aBnTh BaXkHyHo
KNUHUYECKYI0 MHpopMauuio.

Mpnmep
Coo06LweHHasa nHcpopmauums BbiOpaHHbIn LLT
CnocobHOCTb NaumeHTa ynpaenaTb HapyweHue criocobHocmu K
TPaHCMNOPTHLIM CPEACTBOM HapyLUeHa 80XXOEHUIO

Tepmunbl B SOC CoyuarnbHbie o0b6cmosimerniscmea He ABNATCA
MHOIOOCHbIMW/MYNbTUAKCUANbHbIMU, U, B OTIINYME OT «MOCBSILLEHHbLIM
6onesHam» SOC B MedDRA (Hanpumep, SOC JKenydoyHo-Kuwe4Hble
HapyweHUs1), OHN OTHOCSITCSt K UHAUBUAYYMY, a HEe K MEeAULNHCKOMY
COCTOSIHUIO.
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Hy>xHO 3HaTb Bo3mMOXxHoe BnnsHne tepmuHoB B SOC CouyuaribHble
obcmosimernibcmea Ha U3BnevYeHne AaHHbIX, aHanu3 u npeacraBneHne
COOOLLIEHNI, KaK MPOUSIIOCTPMPOBAHO B Tabnunue Huxe.

Tepmun B SOC Social
circumstances (vHanBNAYyMm)

CX0AHbIN TEPMUH B «NOCBALEHHON
oone3Hn» SOC

AnKoronuk

AKo20o/1u3m

3noynoTtpebnsatownin
HapKOTMYECKMMU NpenapaTaMmu

3noynompebrieHue rncuxoakmueHbIMU
geuwjecmeamu/neKkapcmeeHHbIMU
npenapamamu

3aBUCUMbIN OT HAPKOTUKOB

lNpusbikaHue K McuxoakmueHbIM
eewecmeam/reKkapcmeeHHbIM
npenapamam

JTnuo, NPaKkTUKyLiee HIoXaHne Kned

HroxaHue knes

KypunbLumk

3asucumocme om HUKOMUHa

Hy>XHO 3HaTb, YTO TEPMUHbI «3N0yNoTPebneHnsa», He acCoOLMNPOBAHHbIE C
riekapCcTBEHHbIMM NpenapaTtamu/eBeLlecTsamm HaxogaTtcs B gaHHom SOC, BHe
3aBUCMMOCTM OT OTHOLLIEHUS K UHOANBUAYYMY UIN K COCTOSIHUIO, Kak

NpPoOUIIIOCTPUpOBaHO B Ta6rw|u,e HWXe.

LLT

PT

YKecTtokoe obpalleHune ¢ pebeHkom

INwnuo, xecToko obpalyatoLeecs ¢
pebeHKkoM

>Kecmokoe obpauweHue ¢ pebeHKom

YXecTokoe obpalleHune ¢
npecTtapenbsiMm

Nuuo, xecToko obpallatoLeecs ¢
npecTtapenbsiMu

>Kecmokoe obpauweHue ¢
npecmapersnsimu

(Cm. Pasgen 3.24.2 B OTHOLUEHUM HE3AKOHHbIX/KPUMUHAMBbHbLIX AENCTBUIA)

3.24.2 He3aKoOHHbIe UNN KPUMUHalbHbIE AEUCTBUSA, UITU XKECTOKOe

obGpalyeHne

TepMuHbI 4Ns1 HE3AaKOHHbIX UM KPUMUHANbHbLIX AEACTBUIA (MCKIoYas
3noynoTtpebneHne nekapcTBEHHbIMM NpenapaTtammn/BeLLiecTBamm™), HaxoaaTcs B
SOC CouyuanbHblie o6cmosimenbcmea, Takue kak LLT ®usuyeckoe Hacunue.
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LLT, onucbiBaowmin coBepunTens [aenctemda] oTHocutcs K PT, onucbiBatoLwmm
He3akoHHOe aencteme. PT, onucbiBaoLWnM XXepTBy HE3AKOHHOIO AEeNCTBUSA, Kak
npaBuno, HaunHaetcs ¢ «Kepmea [4e20-mo]...».

*B pyccKoM A3blke ANns pasHbiX 3Ha4YeHU abuse ynotTpebnaTca pasHble
nepeBoabl: 3noynoTpedneHne (NekapcTBEHHbIM NPenapaTtoM) 1 XecTokoe
obpalyeHme.

Mpumep

CooOlLleHHan

UHdbopMaLms BbiGpaHHbIK LLT KommeHTapumn

CoBepuwuTtens; LLT Jluuo,

[aHHble NCTOPUN
coseepuwuswee riorioeoe

YKa3blBatoT, YTO NauMeHT Jluuo,
rnpecmyrisieHue 3akpenneH 3a
N3BECTEH KakK cosepuiusuiee
y PT CekcyanbHoe
coBepLLaBLINi rornosoe
npuHyxdeHue B SOC
NpecTynneHns Ha npecmyrneHue
- CouyuarsbHble
ceKkcyanbHOM novse
obcmosimernbcmea

XeptBa; LLT )Xepmea
1105108020 Hacususi Had
MaumeHT B geTcTee Obin XKepmea rnonosozo Odembmu 3akpensieH 3a PT

XKEepTBOW CeKkcyarnbHOro Hacunusi Hao XKepmea cekcyanbHo20
NPUHYXOEHNS dembmu npuHyxoeHusi B8 SOC
CouyuarsbHble
obcmosimernbcmea

3.25 MEOUWUMUHCKUUA U COUUANBbHBLIA AHAMHE3bI
Mpumep

Coo06uweHHasa nHcpopmayms BbiGpaHHbIN LLT

K,OOGOITIGLIGHUG 8 ripoceem

B npoLuniom — enyAo4Ho-KnLIeHHoe XernyOoUHO-KULWEYHO20 mpaKma

KpOBOTEYEHME U TUCTEPIKTOMUS
Fucmepakmomusi

MaumeHT-KypunbLUVK ¢ 60Me3HbIo Kypunbuuk cuzapem

KOPOHapHBLIX apTepun BoresHb KOpoHapHbIX apmepuli
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3.26 NMOKA3AHUA ONA NCMNOJIb3OBAHUA NMPOAOYKTA

O nokasaHusix MOXeT ObiTb COODLLIEHO Kak O MEeAULIMHCKNX COCTOSAHUSAX,
npodumnakTuke COCTOsIHMI, 3aMeCTUTENbHON Tepanuu, npoueaypax (Hanpumep,
BBEOEHNE B aHECTEe3UH0) N Kak O 4OCNOBHOM MHAOPMaLMN «OT MTMNEPTOHUNY.
TepmuHbl n3 6onbwnHeTBa SOC MedDRA, Bkntovas SOC JlabopamopHsie u
UHCMpyMeHmarsibHble OaHHbIe MOTYT ObiTb BbiOpaHbl AN 3anNMcyn NOKasaHUN.

PerynstopHble opraHbl MOryT UMeTb cneuunduyeckme TpeboBaHWsi B OTHOLLEHUN
onpeaeneHHbIX acnekToB BblIbopa TEPMUHOB 4S8 NoKasaHumn (Hanpumep, ans
nokasaHun B paMkax perynupyemon nHgopmauum o npoaykre). MNoxanymncra,
obpaTutechb K cneumanbHbIM PYKOBOACTBAM PEryNATOPHbLIX OPraHOB B TAKOM
cnyvae.

3.26.1 MeguumMHCKUe COCTOAHUA

Mpumep

Coo06LweHHasa nHcpopmaums Bbi6paHHbIN LLT

vnepTteH3na

FunepmeH3sus
«OT rMnepToHUm»

XVIMVIOTepaI'II/IFI no Npu4ynHe paka

- Pak morno4yHol xernesbl
MOJTOYHOW Xene3sbl

A npuHan npenapat Ans nstasnexHus

Cumnmomebi npocmydbi
OT CMMMNTOMOB NPOCTYAbI

Ecnu B coobuieHnn nmeetcsa nHgpopmaumnsa TonbKo o Tune Tepanun, Bolbepute
Hanbonee cneumnyeckn TEPMUH.

Mpumep
Coo06LweHHasa nHcpopmaums BbiGpaHHbIN LLT
MaumeHT npoxoauT XMmMuoTepanmio Xumuomepanusi
MauneHT nony4vyaeTt aHTMONOTUKM AHmubuomukomepanusi

B oTHOLIEHUN MegULMHCKOrO COCTOSIHWUSI HE BCeraa siCHO M3 COobLLEeHNs,
ABMSIETCH 1M NOKa3aHue MegULMHCKUM COCTOSIHUEM UIUN XKerfaeMbiM UCXOO0M
Tepanun. B obounx cnyyasix cnegyet BolopaTh OAMH U TOT XKEe TEPMUH.
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Mpumep

CoobuweHHas
nHdopmauuma

BbiGpaHHbIK LLT

KommeHTapum

CHmXeHue macchbl
Tena

CHu)xeHue seca

HesdcHo, aBnsieTcs nu Lenbto
CHWXEHMe Beca unm fieveHme
naumeHTa co CHUXEHHOWU
Maccou Tena

MogaeneH NMMMYHUTET

lNodaeneHue
uMMyHUMema

HescHo, aBnsetca nu uenbto

NHOYKUMA UMMYHOCYNpeccum

UnNn neyYeHne NoaaBrieHHOro
UMMYHUTETA

3.26.2 KomnnekcHble noKasaHus

Bbibop TepMmnHa 4N HEKOTOPbIX NOKa3aHui (Hanpumep, B perynmpyemon
NMHpopMaLuumn 0 NPOAYKTE) MOXET NPEACTaBMNATb CIIOXHOCTM 1 noTpeboBaTb
Bbl6opa 6onee ogHoro LLT gns nonHoro npeacraeneHns nHgopmauum, B
3aBMCUMOCTU OT OBCTOATENLCTB.

Mpnmep
CooOLeHHasn BbiOpaHHbIN KommeHTapum
nHdopmauuma LLT
NeyeHue arpeccum npu Aspeccus Mpenapatbl He nevaT umerLmecs
ayTuame ayTu3Mm, TanaccemMuto Unn nHdapkT
. MUOKapaa, HO OHKU 8o3delicmeyrom
JleyeHune xpoHn4eckon XpoHudeckas Ha ACCOLIMPOBAHHbIE
nepirpyskm >KeJ'I?3OM nepeapyska npu3Haku/cMMmnToMbl (arpeccus,
pu Gonkiuion )Kerne3om XPOHUYECKas neperpyska enesom,
Tanaccemin atepoTpomb603). B 3aBncumocTu ot
permoHanbHbIX PErynsTopHbIX
MpenotepalLetme TpeboBaHWIN MOXET ObITb
aTepOTp?M6OTquCKMX lMpogunakmuka Heobxoanmo Bbibpatb LLT
cobbITUI Y NaLMNEHTOB amepompom603a Aymuam, LLT Bonbwas
C NHEapKTOM manaccemusi, or LLT UHgbapkm
MWOKapAa MuokapOa
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3.26.3 MNMoka3aHuA ¢ reHeTUYECKUMM MapKepaMu UNn HapyLeHUAMU

[ns nokasaHui, KOTOpbIE BKNOYAOT reHETUYECKNN MapKep UIu HapyLueHue,
accoumMmpoBaHHOE C MeAULMHCKUM COCTOSIHMEM, BblbepuTe KOMOMHNPOBAHHbIV
TEPMWH, KOTOPbIA COAEPXKUT 00€ KOHLENUMN, ECNN TAaKON UMEETCA. Takke CM.
npumepbl B Pasgene 3.5 KoMGUHUpoBaHHbIE TEPMUHDI.

Mpumep
Coob6LweHHasa nHgopmaums BbiOpaHHbIN LLT
HeMmenKoKneTouHbI pak nerkoro ¢ Hemerkoknemo4Hbil pak ie2ko2o

MyTauueit K-ras Mymauus 2erHa K-ras

3.26.4 MNpepoTBpaLwieHue U npodunakTmka

Ecnu coobLieHo o nokaszaHusx ansa npeaoTBpaLleHns U npounnakTuku,
Bbl6epute cneundunyecknin TepmmH MedDRA, ecnn Takom cywiecTtsyeT. (HyXHO
3HaTb: CNoBa «npegoTBpaLleHne» 1 «nNpodunakTuka» ABNsSTCA CUHOHUMaMN B
koHTekcTe MedDRA).

Mpnmep
Coo06LweHHasa nHcpopmauums BbiGpaHHbIM LLT
MpodhunakTuka apuTmMumn lMpounakmuka apummuu

MpepoTBpalLeHne NpUCTynoBs

lNpogbunakmuka muzgpeHu
MUrpeHn P Cp P

Ecnu He nmeetca TepmmHa MedDRA, cogepxallero «npegoTspaLleHne» nnm
«npodmnakTrukar, BblbepuTte n3 cneayowmx onuun. NMpeanoytTutenbHom
onuuen aensieTcq Boibop obLiero TepmmHa gng
npegoTBpaLLeHNA/NPOUIaKkTUKN U TEPMUHA OS151 COCTOSIHUSA. ANbTEPHATUBHO,
BblOepuTE TEPMUH TOMBKO AN51 COCTOAHUS UMK TOSMbKO ANs
npeaoTBpaLLeHns/NPoUNakTuKK.

Mpumep
MNMpepnoytu-
CoobuweHHas o P
BbiOpaHHbIN LLT TenbHas KommeHTapum
uHdcpopmauums
onuus

Mpepotepaiuenne | lNpogunakmuyeckoe v MpencraBnseT Kak
renaTtoTOKCMYHOCTU neqyeHue KOHUenuuio
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MpeanoyTu-

CoobueHHasn .
BbiOpaHHbIN LLT TenbHas KommeHTapum
nHcpopmauums
onuus
'enamomokcu4yHocmb npenoTBpalleHns/
NPOdOUNaKTUKN, Tak n
COCTOSIHUSA
Mpencrasnser
enamomokcu4yHocmb
COCTOsIHME
Mpoghunakmuyveckoe Mpeacrasnser
ie4eHuUe KOHLIEMNL1to
npenoTBpaLleHns/
npodoMNaKkTuKn

3.26.5 lNMoka3aHuA — npoueaypbl 1 AMarHoCTUYECKUe uccneaoBaHus

Bbl6epVITe COOTBeTCTByI-OLIJ,I/II7I TEePMUH, €CITn NPOAYKT NoKadaH A51A BbINMOJIHEHUA

npouenypbl Wnn ANarHOCTU4YECKOro TecTa.

Mpumep

Coob6uweHHasa nHdopmauums

BbiGpaHHbIN LLT

NHOyKkuus aHecTesum

UHOyKyus aHecmesuu

KoHTpacT gns aHrmorpammbl

AHeauoepamma

KoHTpacTHOe BeLlecTBO Ans
KopoHaporpadgum

KopoHapHasi aHauozpamma

3.26.6 MNMpumeHeHne no6aBOK M 3aMmecTUTeNbHasA Tepanus

TepMUHbI ANs NPUMEHEHUS1 [OOAaBOK M 3aMeCTUTENbHOM Tepanun HaxoaaTcs B
SOC Xupypauueckue u meduyuHckue rnpoyedypnl (cM. Pasgen 3.13). Ecnu
NpoayKT NokasaH kak gobaBka unv samectuTenbHasi Tepanus, Bbibepute

Hanbonee 6MN3KMN TEPMUH.
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Mpumep

Coob6uweHHasa nHdopmaums

BbiOpaHHbIN LLT

3amecTutenbHas Te panuna
TECTOCTEPOHOM

AHOpo2eH-3amecmumeribHasi
mepanusi

MpuMeHeHne BUTaMMHOB A0 POOOoB

BumamuHHbIe dobasku

3.26.7 He coobLieHoO 0 noka3aHnax

Ecnn HeEBO3MOXHO BbISACHUTL NokasaHus, Bblbepute LLT Mcrnonb3oeaHue

riperiapama ro Heu3eecCmHbIM roKasaHUsM.

Mpumep

CoobuweHHasa nHcgpopmaums

BbiGpaHHbIN LLT

Mpuem acnuprHa No HEM3BECTHbLIM
nokasaHusim

Wcnonb3oeaHue npenapama o
Heu38eCMHbIM r1oOKa3aHUsIM

3.27 UCNONb30BAHUE, HE NPEQYCMOTPEHHOE UHCTPYKLIMEN

[ns uenen Boibopa TepMMHa 1 aHanu3a AaHHbIX, 3aKkoaMpoBaHHbIX ¢ MedDRA,

KOHUenuuna «ncrnosib3oBaHnA, He npegyCcMoTpeHHOro I/IHCprKLl,VIeIZ», OTHOCUTCA K

cutyauuam, Korga cneumarnimcT 3apaBooxpaHeHnd npeaHamMmepeHHO Ha3Ha4vYaeT,

OTNYCKaeT UNn pekoMeHayeT NPOAYKT At MEAULMHCKUX Lenen, He
npegycMOTPEHHbIX B MHbopmaumn o npoaykTe. (YuntbiBanTe NosIOXKEHUS B
Tabnuvue B pasgene 3.16). TepMyHbI UICNONb30BaHWs, HE NPEAYCMOTPEHHOIO
WHCTPYKUUWERn, cneayeT BblIbnpaTtb TOMNbKO TOrga, Koraa Takoe UCnosib3oBaHue
crneumduyeckn ynomsiHyTo B coobLueHHon nHgopmaumn. MNpu pernctpaymm
NPUMEHEHNS, HE NPeayCMOTPEHHOIO MHCTPYKUMEN, CrieayeT y4nTbiBaTb
nonoXxeHunss nHopMaumm O NPoayKTe U/unu perynatopHble TpeboBaHus,
KOTOpble MOryT OblTb Pa3fMyHbIMKN B Pa3HbIX pernoHax. MIHpopmauuio o cnyvasx
NnoJo3peHnst Ha UCMNoNb30BaHWe, He NPeayCMOPEHHOE UHCTPYKLUMEN, CM. B

Paspgene 3.27.3.

3.27.1 O6 ncnonb3oBaHUN, HE NPeAYCMOTPEHHOM UHCTPYKLUEN, COOOLLEHO

KaK O NoKa3aHunu

Ecnn o MeamumnHCKoM cocTosAHUK/NoKa3aHUM coobLLEeHO COBMECTHO C
«UCMOoNb30BaHMEM, HE NPeayCMOTPEHHOM UHCTPYKLUUENRY, TO NPeanoYTUTENbHOW

onunen siBnsieTcA Bbl60p TepMUHa Ana meamumHCKOro COCTOSAAHUS/NOKa3aHns u
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ANS NCNONb30BaHWSA, HE NPEAYCMOTPEHHOIO UHCTPYKUNEN. AnbTepPHATUBHO,
BblbepnTe TEPMUH TONBKO ANS MEAMLMHCKOro COCTOsIHMSA/NoKa3aHus. Beibepute
Tonbko LLT Ucnonb3osaHue, He npedycmMompeHHOe UHCcmpyKyued, ecriv 3T1o
ABMNSAETCA €QUHCTBEHHO LOCTYNHOM MHOpPMaLMEN.

Mpumep
Coo0OLieHHasn BbiGpaHHbIN LLT MpegnoytutenbHasn
nHcpopmauums onuus
lMpumeHeHue npenapama v

Mcnonb3oBaHue npu

1o HeymeepX0eHHbIM
rokasaHusiM, He

rMMNepTEH3NN He rnpedycMompeHHoe
npegycMoTpeHo uHcmpykuyueu
MHCTPYKUME/ FunepmeH3usi
FunepmeH3usi
Mpnmep

CoobuweHHasa nHcgpopmauums

BbiGpaHHbIN LLT

Mcnonb3oBancs BHe MHCTPYKUNA

Ucnonb3osaHue, He
rnpedycmompeHHoe UHcmpyKkyuedl

3.27.2 Ucnonb3oBaHue, He npeaycMoTpeHHoe UHCTpykumen ¢ HP/HA

Ecnn HP/HA Bo3HMKaeT B cutyaumm Ncnornb3oBaHnd, He NpegyCcMOTPEHHOIO
WHCTPYKUMEN Ana MeauLUMHCKOro COCTOSHUSA/NoKa3aHus, To NpeanodYTUTeNnsHOM
onuuen ABnsieTca BblIOOp TepMMHA AN UCNONb30BaHUS, He NPeayCMOTPEHHOMO
WHCTPYKUMER, N ANS TepMUHA MEOULIMHCKOINO COCTOSAHUSA/NOKa3aHus B
pononHeHue kK Tepmuny HP/HA. AnstepHaTtnBHO, BbibepuTe TepMUH 4NS
MEANLNHCKOro COCTOosIHMSA/Moka3aHms u Tepmud ana HP/HA.

Mpumep
MpepnoyTu- KommeHTapum
CoobuweHHas - pea P
BbiGpaHHbIN LLT TenbHasi
nHdopmauumsa
onuua

MaumeHTy ans lNpumereHue B paHHOM npumepe
neyeHnsa nNeroYHom npenapama ro v o JleroyHomn
rMnepTeH3nn Gbin HeymeepXO0eHHbIM rmnNepTeH3nn
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MpeanoyTn- KommeHTapum
CoobueHHan . P P
BbibpaHHbIN LLT TenbHas
nHdopmauuma
onuus
HasHa4veH rokasaHusiM, He coobLLaeTcsa Kak o
npenapar no rnpedycMompeHHoe nokasaHuu, a o6
HeyTBEPXKAEHHbIM uHcmpykuyueu NHcynbTe — Kak o
nokasaHunam, ny HP/HA.
JleeoyHasi
naumneHTa Mcnonb3oBaHue, He
aunepmeH3susi
CNyYnNNCcs UHCYNbT npeaycMOTpPeHHoe
UHcynbm WHCTPYKLMEN,
MOXeT ObITb
JlecoyHasi
3aKoQMpOBaHO Kak
auriepmeH3us
nokasanue n/mnm
UHcynbm kak HA/HP.

3.27.3 NMopo3peHne Ha Ucnosnb3oBaHWe, He NpeayCMOpPEeHHOe UHCTPYKLMEN

TepMUH «nogo3peHne Ha NCNONb30oBaHNE, HE NPEeaYCMOTPEHHOE NHCTPYKUNENY
MOXeT ObITb BblOpaH, korga UMeKTCsl CBeAEHUS, YTO Takoe NPUMEHEHNE
ABMSAETCA NPU3HAHHOW MeOMUMHCKOW MPaKTUKOW, AaXe ecnm 3TO He yKa3aHo B
coobueHHon nHdopmaumn. Takne meguunHckue ceegeHnsa n obocHoBaHme
NCNONb30BaHNA 3TOr0 TEPMUHA OOIMKHbI OblTb 3aA0KYMEHTUPOBaHbI (CM. Pasaen
2.2). Noatomy BCA peneBaHTHast MHGoOpMaums (B TOM YMCEe KOHTEKCTHasA)
AormkHa 6bITb AOCTYMNHA Npu BblIbope TepMMHA 1 KOHTPOSIE KadecTBa

KOANPOBaHUS.
Mpnmep
Coo06LeHHasn BbiOpaHHbIN KommeHTapum
MHcopmauums LLT
Mpenapat A 6bin | Modo3peHue Ha | lMNMpenapaTt A ogobpeH Ana npuMeHeHns y
HasHa4eH 6- rnpumeHeHue B3POCHbIX, HO MPUMEHEHNE TaKoro
neTHemy npenapama e |Npenapatay AeTeun ABnseTca npu3HaHHOK
pebeHky go3pacmHou MEeOVLMHCKOM MPaKTUKOW. XOTS
epynne, He NPUMEHEHNE, He YTBEPXKAEHHOE B
ymeepxoeHHoU & WHCTPYKLUK, HE yKa3aHO YETKO B
UHCMPYKUUU coobLeHnn, Nnogo3peHne OCHOBAHO Ha

MeANLMHCKUX CBeOeHUsX.
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OpgHako, ecnn HET cBedeHUN, YTO NPUMEHeEHWe 3TOro npenapaTta y geten
SABNSAETCA NPU3HAHHOW MEeAULIMHCKON NPaKTUKON, TO HE MMEETCS OCHOBaHUN
nogospesaTtb NPUMEHeHUe, He YTBEPXAEHHOE B MHCTPYKUMN. B Takom crnyvae
Bblbepute LLT HasHavyeHue npenapama 0r1si Heymeepx0eHHOU 803pacmHol
epynnbl. Mpyn N0A03pEeHUN Ha NPUMEHEHUe, He NPeayCMOTPEHHOE UHCTPYKUMEN,
cneayeT UCKMIOYMTb OLLIMOKY NPUMEHEHMS.

HA/HP n Takme owmnbkn npumeHeHus:, Kak owmbkn ¢ go3amm n rpadomkamm
NPMMeEHEeHNs npenaparta, MOryT BO3HUKATb NpU NpMMEHEHUN nNpenapaTta, He
NpeaycMOTPEHHOM B MHCTPYKUuK. Mpn Hannumm B coobLeHHOn nHdopmaumnm
Takme cobbITUSA OOMKHbI ObITb 3aKOANPOBAHDI.

3.28 TMPOBJIEMbIl C KAYECTBOM NMPOAYKTA

BaxxHo pacnosHaBaTtb Npobriembl C Ka4eCcTBOM NPoAYKTa, MOCKOMbKY OHU MOTYT
BNUSATb Ha 6e3onacHocTb NauneHTa. CoobLleHust o Npobrnemax ¢ Ka4ecTBOM
npoAdyKTa MOryT ObITb MOMNy4YeHbl BMECTE C HEXenaTernbHbIMU SBNEHUSIMU UNn B
paMKax MOHUTOPUWHIa Ka4yecTBa NpoaykKTa.

Mpobriembl ¢ Ka4eCTBOM NPOAYKTa ONPeAenstoTCcs Kak OTKITOHEHUS OT HOPMb,
KOTOpble MOryT BO3HMKaTb B NpoOLIeCCe NPOoU3BOACTBa/MapKNPOBKU, YNaKOBKM,
TPaHCNOPTUPOBKM, MOCTaBKM UK XpaHeHus npodykta. OHu MoryT
COMPOBOXAATbCS UM HE CONPOBOXAATLCS KIMHUYECKMMMW NOCNeaCcTBUSIMU.

Xopowas oceegomneHHocTb B HLGT [Ipobriembi ¢ kasecmeom, nocmaeskod,
pacripocmpaHeHueM, rnpou3eodcmeom rnpodykma u cucmemol kadecmea (B
SOC lpobnemsbi ¢ npodykmom) BaxHa npu Bbibope TepMmmHa. 3a ykasaHHbIM
HLGT 3akpenneHbl kKaTeropum anga cneunduyecknx npodnem kayecTtsa
npoaykta, Takue kak HLT [Mpobnemsi ¢ ynakoskol npodykma, HLT lNpobrnemsi ¢
gusudeckumu xapakmepucmukamu rpodykma, HLT lNpobrembi
rnpou3eodcmeeHHbIX 06bekmos u obopydosaHusi, HLT KonmpagakmHeie,
anbcughuyuposaHHbie U HeO0bpokayecmeeHHbIe nPodyKmakl, N TaK aarnee.
MpocmoTp TepMnHOB BHU3 o nepapxum MedDRA gna Bbibopa nogxoasero
LLT asnsieTcst onTMmarnbHbIM NOAX0A0M K BblIOOpY TepMuUHa.

Ob6bAcHEeHN BO3MOXKHOM MHTEPNpEeTaUnm 1 NCnonb3oBaHUs onpeaeneHHbIX
TEPMWHOB C Ka4eCTBOM NpoaykTa (Hanpumep, « HenomnHoe NoKpbITUE NpoAyKTa»)
MOXXHO HamTK B onucaHmun koHuenumn MedDRA online.

72



3.28.1 MNMpob6nemMbl ¢ Ka4eCTBOM NPOAYKTA C KNMMHMYECKMMU NOCneaCTBUAMMU

Ecnu npobnema ¢ ka4ecTBOM NPOAYKTa NPUBOAUT K KIMHUYECKUM
nocneacTBusM, cneayet BblbpaTb TepMuH(bl) Ans NpoGnemMbl kKadecTsa npoaykTa

N ANg KMMHUYECKUX NOCNEeaCTBUN.

Mpumep
Coo06ueHHasa nHcpopmauums BbiGpaHHbIK LLT KommeHTapum
AHomarbHbIU 3anax
TabneTkn nekapCTBEHHOrO cpeacTea
y npoodykma
N3 HOBOWN BYTbINKN NMET
HEOObIYHbIN XMMUYECKMI 3anax, oT Uyecmeo
KOTOPOro MeHs nograluHuBaeT MOoWwHOM:bI
[Mpobnema c
Nocne 3ameHbl 0gHOro .
. | 3ameHou npodykma:
OpUrMHanNbLHOro npenapara Ha apyron .
y opuauHasibHbIlU Ha
OpUrMHanbHbIA Npenapar ang .
opuauHarbHbIU
KOHTpOns apTepuanbHOro gaBneHns
Yy MEeHS1 NOSIBUNCS HENPUATHBIN 3anax 3noeoHHOE
130 pra. ObixaHue
MoTpebuTtens 3ameTus, 4To nocne .
s . | KoHmpagakmHbil
npUMeHeHna NnpmobpeTeHHon 3y6HOM DOAVK
nacTbl NOKanbIBaeT BO PTY. pocy
Mocnepytowee paccnegoBaHve lNokanbieaHue 80
napTumn NpoayKTa BbISBUSO, YTO 3Ta pmy
3ybHasa nacta Oblna KoHTpadakTHON.
XKxxeHue e Hocy Cneuundomyeckuni
edekT
MNaymeHT coobLwmn o CUNbHOM MymHocmb Aed
obopynoBaHuna n
XOKEHUN B HOCY Nocre NpUMeHeHus npodykma
npobnembl npu
Ha3arnbHbIX Kanenb, pacTBOP KOTOPbIX
Ob6HapyxeHbl npon3BoaCTBe
6b1n MyTHBIM. [MpK MccnegoBaHUm
rnpumecu 8 MOryT BbITb
npoussoautTenem 6binn BbisiBMEHbI
rnpodykme coobLLeHbI
MOCTOPOHHME NPUMECHK B NapTuw,
y nosgHee Kak 4actb
NPUYMHON KOTOPbIX OKasanacb [Mpobrnema c y
aHanusa KOpHeBOM
AedekTHasa YacTb 060pyaoBaHus. rpou3800CMBEHHbIM FPUUMHBI
obopydoeaHuem '
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3.28.2 Npobnembl ¢ Ka4yecTBOM nNpoayKra 6e3 KNMMHUYECKUX nocrneacTBum

BakHo perncrtpupoBatb NpobremMbl C Ka4eCTBOM NpoaykTa AaXe ecriv OHU He
NPUBENU K KNMHUYECKUM MOCNEeACTBUAM.

Mpumep

Coo06LweHHasa nHcpopmayms BbiGpaHHbIN LLT

CtepunbHbIn Habop ansa nombanbHon
MYHKUMKM ObiN NOoNyyYeH B HapyLLEHHON
ynakoBKe (HapyLleHne CTEPUNbHOCTN)

HapyweHue cmepunbHocmu
yrnakosKu rpoldykma

3.28.3 MNpob6nembl ¢ Ka4eCTBOM NpoAYyKTa B CpPaBHEHUM C OLUMOKamu
NpUMeHeHunsA

BaxHo oTnuyatb I'IpO6J'IeMbI C Ka4eCTBOM MpoAYyKTa n OLUNOKM NPUMEHEHUA.

Mpobriembl ¢ Ka4eCTBOM NPOAYKTa ONPeAenstoTCcs Kak OTKITIOHEHUS OT HOPMb,
KOTOpble MOryT BO3HMKaTb B NpoLiecce Npon3BoacTBa/MapKMpPOBKU, YNaKOBKM,
TPaHCMNOPTUPOBKM, MOCTaBKM MIN XpaHeHus npodykta. OHu MoryT
COMPOBOXAATbCS WU HE CONPOBOXAATLCS KMMHUYECKMMM NOCneacTBUAMM

Owmnbkn NnpuMmeHeHns NekapcTBEHHOMO NpenapaTa onpeaensaTcs kak noboe
HenpegHaMepeHHOe 1 NpeaoTBpaTuMoe cobbiTre (SBNeHne), KOTOPoe MOXET
BbI3blBaTb U NPUBOAUTL K HENPaBUIIbHOMY NPUMEHEHUIO NIEKAaPCTBEHHbIX
npenapaTtoB Uy NPUYNHUTL BPea, NauMEHTY, NoKa NeKkapCTBEHHbIV npenapar
HaxoauTCcsa NoA KOHTpPoNneM MeanUMHCKOro paboTHUKa, NaumneHTa unm
notpebutens.

O6bACHEHNA BO3MOXHOW MHTEPNPETaL MM TEPMUHOB C KQYECTBOM NPOoayKTa
MOXXHO HaWTn B onucaHum koHuenuumn MedDRA online.

Mpumep

Coo0OlLleHHas

BbiOpaHHbIM LLT KommeHTapum
nHcpopmauuma

dapmaueBT nNpu oTnycke

1
npenapata A bu 8bi0aye Ha

npenapam HaHeceHa

HenpegHaMepeHHO Owwubka npumeHeHus
Hernooxoosiuwasi
NPUKNENST ATUKETKY
amukemeka
npogykta B
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CoobLeHHan

BbiGpaHHbIM LLT KommeHTapum
nHdopmauuma
lMpopasew 3ameTus, 4YTo Ha
HEKOTOpPbIX BYTbIfKax
Mapkupoeka
ononackusaTtens ans Mpobnema c

NnonocCTun pTa U3 NOCTaBKAN

npuKpenneHa apyras
aTUKeTKa

rnpodykma HaHeceHa
Ha Opyaol npodykm

Ka4yecTBOM NnpoaykTa

Mama npumeHuna
HeJoCTaTOYHY0 003y

aHTMOMOTKKA, NOCKOJ1bKY

NIMHUKN Ha KanenbHOM
aosatope 6binn CTepThl

He4umaemsbie
KanubpoeoyHbie
0603Ha4YeHust
KanenbHUUbI
rnpodykma

HenpedHamepeHHoe
CHUXeHUe 003bl

Mpobnema c
Ka4yecTBOM npoaykTa u
ownbKa NpMMeHeHus.

Ecnun o cHmxeHnn
003bl coobLuaeTca B
KOHTEKCTe OLnOKN
npumMmeHeHns, bonee
cneumpuyHbIM
TEPMUHOM A5
Bblbopa aensaetca LLT
HenpedHamepeHHoe
CHUXXeHue 003bl
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Paszpen 4- TMNPUJIOXEHUE

41 KOHTPOIb BEPCUM

Moxanyncra, obpaTntech K nocrnegHen sepcun gokymeHta «lpaktnyeckue
pekomeHaaumn no ucnosb3osaHMo MedDRA» 3a nHgopmaumen o KoHTporne

BEpPCUN.

4.2 CCbIUJIKN U CNMPABOYHBIE MATEPUAIbI

Ha Beb-cainte MedDRA MOXHO HanTu cnegyowme JOKYMEHTbl U MIHCTPYMEHTbI:
(www.meddra.orq).

KpaTkoe pykoBoacteo «Bbibop TepmmnHa MedDRA: BaxkHble acneKTbl»
PykoBoacteo «M3BneveHune n npegcrasneHmne gaHHbix MedDRA:
BaXKHble acnekTbl» (Takke Haxogutcsa Ha BebcanTte JMO:
www.pmrj.jp/jmo/)

KpaTkoe pykoBoAacTBO «M3BneyeHne n npeacrasneHne JaHHbIX
MedDRA: BaxHble acnekTbl»

MedDRA «BaxHble acnektbl: ConyTCTBYHOLUNN JOKYMEHT», (TaKkKe
HaxoauTca Ha BebcanTte JMO: www.pmrj.jp/jmo/)

BeogHoe pykosoacTtso no MedDRA

NHopmMaUMOHHbBIM AOKYMEHT «3anpoc Ha BHECEHNE U3MEHEHUI B
MedDRA»

Beb-6paysep MedDRA *

MobunbHbein 6paysep MedDRA*

HecktonHbin 6paysep MedDRA

Otyet 0 Bepcun MedDRA (c ykazaHneM BCcex N3MEeHEHU B HOBOW
Bepcumn) *

CpeactBo aHanusa Bepcun MedDRA (cpaBHuBaeT ntobble gBe
Bepcun) *

Cnucok TepMnHOB Anst 0603Ha4YeHns Ha3BaHUM nccrnegoBaHumn 6es
KBanudgukaTopos

MpakTnyeckne pekomeHgaumm no ncnonb3osaHnio MedDRA

[ata nepexona Ha cnegyrowyto sepcmio MedDRA

*[Ana goctyna Heobxogumebl ID nonb3oBaTensa n naposnb

OnnanH onucanune koHuenumi MedDRA Haxoautcs B 6pay3sepax MedDRA.
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