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BBeneHue

HacTtosawuin ctaHgapT paspaboTaH B CBA3M € LLMPOKON MUPOBO NOTPEBHOCTLIO B MEeXAYHaPOAHOM rap-
MOHM3ALMA OMUCAHUIA NekapcTBeHHbIX cpeAcTB. OH fABNSeTCA OOHWM U3 NATU CTaHAapToB, obpasyomnx
6a3nc yHUKanbHOM naeHTUMKaLMm nekapcTBeHHbIX CpeAcTB. B aTy rpynny cTaHAapToOB BXOAAT:

NCO 11615 NHdopmaTnsaums 3gopoBbs. MaeHTndpukaumnsa nekapcTBeHHbIX CpeACTB. NEeMeHTbl AaH-
HBIX U CTPYKTYpbl AN YHUKaNbHOW naeHTudukaumm n obmeHa UHbopMaumMen o perMcTpupyeMelX neka-
pcTBeHHbIX cpefcTBax (ISO 11615, Health informatics — Identification of medicinal products — Data
elements and structures for the unique identification and exchange of regulated medicinal product
information);

NCO 11616 NHdopmaTusaums 3gopoBbs. MaeHTupUkauus nekapcTBeHHbIX CPeAcTB. NeMeHThl AaH-
HbIX U CTPYKTYpbl ONS YHWKanbHOW uaeHTUMKaumm n obmeHa uHdbopmMaumen o perucTpupyemMbix neka-
pcTBeHHbIX npenapatax (ISO 11616, Health informatics — Identification of medicinal products — Data
elements and structures for the unique identification and exchange of regulated pharmaceutical product
information);

NCO 11238 NHdopmaTusaums sgopoBbs. MaeHTngukauuns nekapcTBeHHbIX CpeAcTB. SNeMeHThl AaH-
HBIX U CTPYKTYPHI AN YHUKaNbHOW naeHTudmkaumm n obmMeHa nHcopmMaumein o peructpmupyemsix hapmades-
Tudecknx cybectaHuusax (ISO 11238, Health informatics — Identification of medicinal products — Data
elements and structures for the unique identification and exchange of regulated information on substances);

NCO 11239 UndbopmaTuzaumns 3goposba. NaeHTudMKaLna nekapCTBEHHbIX CPeACcTB. ONeMeHThl Aak-
HbIX U CTPYKTYpbl Ast YHUKaNbHOW UaeHTUdnkauum n obmeHa uHdopMaumen o peructpupyemMsix gopmax
OO3MPOBKW, eAuMHMLAax npeacTaBneHusi, cnocobax BeBeaeHuss u  ynakoske (ISO 11239, Health
informatics — ldentification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated information on pharmaceutical dose forms, units of presentation,
routes of administration and packaging);

NCO 11240 UndbopmaTnzauns 3aopoBbst. MaeHTudmMKaLmna nekapCTBEHHbIX CPeACTB. DNeMeHThl AaH-
HbIX W CTPYKTYpbl ANS YHWKanNbHOW nageHTudukauum n obmeHa nHbopMauvein o eguHULax M3mMepeHus
(ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of units of measurement).

HacTtosuyumin ctaHgapT paspaboTaH B Lensx onpeaeneHus SrieMeHTOB U CTPYKTYP OaHHbIX, a Takke
OTHOLWUEHUI MeXay SMeMeHTaMU AaHHbIX, HeoBXOoAUMBIX AN YHUKaNbHOW U YBEpPEeHHON uaeHTudukaumm
nekapcTBEHHBIX NpenapaToB 1 obmeHa nHgopmauuein ob aTux npenapaTax. B Hem onucaHbl TouHbIE 1 corna-
COBaHHble CpefcTBa MOMHOrO npeAcTaBneHus CBA3en MOeHTUMUKATOPOB NeKapCTBEHHLIX MpenapaToB
PhPID (Pharmaceutical Product Identifier) co cneayolummmn anemeHTamu:

- naeHTudukaTop nekapcteeHHoro cpeactsa MPID (Medicinal Product Identifier);

- naeHTudukaTop uccnegyemoro nekapctaseHHoro cpeactea IMPID (Investigational Medicinal Product
Identifier).

OTnU cTaHdapTbl uaeHTUdUKaumm nekapcTBeHHbIX cpeAcTs (IDMP — Identification of Medicinal
Products) npeaHasHayeHbl ANs1 NOAAEPXKKN AESTENBHOCTA OpraHoB KOHTPONs obpalleHust nekapcTBEHHbIX
CpeacTB BO BCEM MWpe, BKIOYAas KOHTPOMb 3a pa3paboTKoW M perucrpaumein nekapcTBEHHbIX CPeacTs,
ynpaBfeHne NX KN3HEeHHbIM LMKITOM, @ TakKe KOHTPOMb PUCKOB 1 chapMakoHaa3op.

[nsa 4oCTUXKEHMS OCHOBHBIX LieNei KOHTPoNs o6palleHuns nekapcTBeHHbIX CpeacTB U hapMakoHaasopa
Heobxoaumo obecneymBaTb HadeXHbIA, KAYECTBEHHbIA U COrNMacoBaHHbIA 0BMeH uHdbopMaLMen o nekap-
CTBeHHbIX cpedcTBax. Moatomy ctaHgapThl IDMP pernameHTUMpyOT Kak MUHUMYM criegytouime obmeHbl
WHpopmaumen:

- MexXay opraHamu KOHTPOIs;

- OT chapmaLeBTUYECKON (PUPMbI OpraHy KOHTpOns;

- OT CNOHCcOopa KITMHUYECKOro UCCNeaoBaHuUs opraHy KOHTPONs;

- OT opraHa KOHTpOns ApYrMM ydyacTHUKaM obpalleHnsi NekapcTBEeHHbIX CPeACTB;

- OT opraHa KOHTponsl MexayHapoaHbIM UCTOYHUKAM AaHHbIX.

YHuKanbHble naeHTUUKaTOPbI, NPUCBOEHHbIE B COOTBETCTBMM co cTaHgapTamu IDMP, npegHasHave-
Hbl 41151 UCMONb30BaHNUs B TEX MPUIOXKEHUSX, KOTOPbIM HeobxoaMma HafexHas naeHTUMuKaLmMsa U oTCnexu-
BaHWe NPUMEHEHUs NeKapCTBEHHbIX CPEACTB 1 NpenapaTos.

CocTtaBHbIMK YacTamu cTaHgapToB IDMP aBnstoTcs cneuudukaumm coobernin. OHn criyxaT s onuv-
caHus 1 obecneveHnss LeNOCTHOCTA YKa3aHHLBIX Bbille 0OMEHOB MHGopMaLnend 0 perucTpupyemMelx nekap-
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CTBEHHbIX CPEACTBax B KOHTEKCTE YHUKaNbHON MaeHTUUKALNM NekapCTBEHHbIX CPeACTB 1 MOATBEPXKAEHUN
npuema nonyyYeHHon nHopmMaLMmn (Bkroyasi MpoBepKy ee NpaBuIibHOCTH).

[nst pasnuuHblX Lenen n pasHbiX yCroBuiA npegmeTHol ob6nacti paspaboTkun dhapManeBTUYECKNX CTaH-
[apTOB 1 CTaHAAPTOB KOHTPOSst 06paLLeHNs NekapCTBEHHBLIX CPEACTB UCMONb3yeTcs 6OMbLIOE YACTIO TEPMU-
HOB, onucbkiBaoWnx 6a3oBble NOHATUS. B HacToswweM cTaHAapTe NpuBeAeHbl Te TEPMUHEI U onpeaeneHus
MOHATUIA, KOTOPble MpedHasHayeHbl ANsl YHUKanbHOW nAeHTUUKaLMM PerncTpupyemMblX NneKapCTBEHHbIX
cpencTB, onMncaHns UX CBOWCTB 1 Nepefayn coOTBETCTBYIOLENR MHopMaLnn.

TepMuHbl 1 onpedeneHns, NpUHATbIE B HacToslWeM cTaHgapTe, npegHasHadveHbl Ana obnerdyexus
WHTepnpeTaLnm U NPUMEHEHUS! IPUOUYECKUX N HOPMATUBHBLIX TpeBOoBaHMIA, HO OHN He OOSBKHBI NPeBannpo-
BaTb Had lopuandeckn o653biBaloLLMMK OKYMeHTaMu. B cnyvae coMHeHus unm noTeHumMansHoro KoHnnkTa
OOJDKHBI MPUMEHSITLCS TEPMUHBI U oNpefeneHnst, MPUHATLIE B lOpUAMYeckn 0DsI3bIBaoLL X JOKYMEHTaX.

HacToswmin ctaHgapt paspabotaH coBmecTHo ¢ O6wen mogensto npogykumn (Common Product
Model) opranuzaumu HL7. MNMpegnonaraetcs, 4To ans cneunduunpoBaHHoro B Hem obmeHa nHdopmMaumei
MeXay ydacTHMKaMu obpalleHns NekapcTBeHHbIX cpeacTB byayT ucnonb3oBaTbes cooblleHust ctaHgapTa
HL7 V3.
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HAUUWOHANBbHBLIA CTAHOAPT POCCUMUCKOW OSEOEPALUMU

UHdopmMmaTuszauuna 3gopoBba
UWAOEHTU®UKALIUA NEKAPCTBEHHbLIX CPEACTB

AneMeHTbI AaHHbIX U CTPYKTYpPbI ANS YHUKanbHoOi uaeHTudukauun u obmeHa uHdopmavmein
O perucTpupyembix nekapcTBeHHbIX Npenaparax

Health informatics. Identification of medicinal products. Data elements and structures for the unique identification and
exchange of regulated pharmaceutical product information

Dara BBepenna — 2015—10—01

1 O6nacTtb NpUMeHeHus

HacTtoawwin ctaHgapT npegHasHayeH ANA onuMcaHvs cneunduuHbIX YpoBHen UHdopMauum, oTHOCS-
Welca K UaeHTUhUKaLIMMU NekapCTBEHHOTO CpeACcTBa UMM IPYNMbl NleKapcTBeHHbIX cpeAcT. B Hem onuncaHbl
3MeMeHTbl AaHHbIX U UX CTPYKTYPHbIE OTHOLEHWUSA, HeOGX0AUMbIE AMsl YHUKaNbHON uaeHTUudmkaunm nexkap-
CTBEHHbIX NpenapaToB, MPUMEHAEMON B TeYeHUe BCEro UX XM3HeHHOTo Lukna ang obecneveHus dpapmako-
Haa30pa, a Takke PerucTpaLuuoHHON U Apyroin AeATeNbHOCTU B MUPOBOM MacLuTabe. KpoMe Toro, nonoxeHust
HacTosLLero cTaHaapTa CyLecTBEHHbI ANa obecneveHns CTpyKTypupoBaHHoro chopmata nepeaayn nHgop-
MauuM O NeKapCTBeHHbIX MpenapaTtax Mexdy pasfMyHbIMU y4acTHUKamu o6palleHUst NekapcTBEeHHbIX
cpedcTB. VIx npumeHeHne obecneymnt B3auMHy0 NPUEMNEMOCTb U COBMECTUMOCTb UHGOpMaLIMKM Kak Ha CTo-
POHe ee OTMpPaBUTenNs, TaK 1 nonyyartens.

HacTosiwmii cTaHaapT He OoMkeH paccMaTpuBaThCA Kak HaydHas Knaccudukauus NekapcTBeHHbIX
npenapatoB. Ero cogepxaHue ckopee siBnsieTcs hopMarnbHOi accoLmaumeil KOHKPETHBIX 3MEMEHTOB AaH-
HbIX, NCMOMNb3YEMbIX B NpeAnncaHHbIX COMeTaHUAX U YHUKANbHO NAEHTUMULMPYEMBIX B YCIIOBUAX HEMOMHOro
CTPYKTYpUpOBaHUa UHopMaLmi. OTo No3sonseT o06ecneuynuTb HeABYCMbICIIEHHYIO UAeHTUdhMUKaLMIO Nekap-
CTBEHHbIX CPEACTB.

B pasgene 2 nprBeaeHbl HOPMaTUBHbIE CCIMKK Ha Apyrye ctaHaapTbl rpynnbl IDMP v ctaHaapTel coob-
LeHWn o6MeHa MHgopMaLmeil 0 NekapcTBEeHHBIX MpenapaTax, MpUMeHsieMble B KOHTEKCTE HAacTOsALLEero CTaH-
pdapTa.

JlekapcTBeHHbIe cpecTBa Ang BETEPUHAPHOIo NPUMeHeHUs He BXoaAT B 0611acTb NpUMEHeHUa HacTo-
silllero ctaHgapTa.

2 HopmaTuBHLIe CCbIFIKK

Ona npuMeHeHus1 HacTosiero ctaHgapTa HeoGxoAuMbl creaylowme CCbIOYHble AOKYMEHTbl. Ans
[aTUPOBaHHBIX CCbISIOK MPUMEHSIIOT TOMbKO YKazaHHOe U3AaHne CCbINOYHOro AoKyMeHTa, ANsa HeaaTupoBaH-
HbIX CCbINTOK NMPUMEHSIIOT nocregHee UsgaHne CCbifIoYHOro AOKYMEHTa (BKoUas BCe ero nsmMeHeHus).

MUCO 3166-1 Koabl Ansa npeacTaBrieHnst HasBaHWA CTpaH U eanHUL UX aaMUHUCTPaTUBHO-TEPPUTOPU-
anbHoro aenenus. Yactb 1. Kogbl ctpaH (ISO 3166-1, Codes for the representation of names of countries and
their subdivisions — Part 1: Country codes)

MUCO 11615 NHdpopmaTusauus sgoposbsl. MaeHTudukauma nekapCTBEHHbIX CPeACTB. DnNeMeHTbl AaH-
HbIX W CTPYKTYPbl ANS YHUKanbHON naeHTudukaumm n obmeHa uHdbopmMaumnein o permcTtpupyemMblx nekap-
cTBeHHbIX cpeacTBax (ISO 11616, Health informatics — Identification of Medicinal Products — Data elements
and structures for the unique identification and exchange of regulated medicinal | product information)

NCO 11238 UHdbopmaTusauus 3goposbsl. MaeHTUdNKauna NekapCcTBeHHbIX cpeacTB. ONeMeHTbl AaH-
HbIX 1 CTPYKTYPbl 4511 YHUKaNbHOW naeHTudukaummn u obmeHa uHdopmaumen o peructpupyemMbix dhapmanes-

WU3spanne odpmumnansHoe
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Tudecknx cybctaHuusix (ISO 11238, Health informatics — Identification of medicinal products — Data
elements and structures for the unique identification and exchange of regulated information on substances)

NCO 11239 NHdpopmaTusauua sgopoBbs. MaeHTudukauma nekapCTBeHHbIX CpeACTB. ANeMeHTbl AaH-
HbIX U CTPYKTYpbI AN YHUKanNbHOW naeHTudukauum n obmeHa nigopmaumeid o peructpupyembix bopmMax
0O3MPOBKY, eAvHUUax npeacTaBneHusl, cnocobax BBeaeHuss u ynakoeke (ISO 11239, Health
informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated information on pharmaceutical dose forms, units of presentation,
routes of administration and packaging)

NCO 11240 NHdpopmaTusauua sgoposbs. MaeHTudukauma nekapCTBEHHbIX CpeACTB. ANeMeHTbl AaH-
HbIX U CTPYKTYpbl AMsl YHUKanbHOW uaeHTudukaumm m obmeHa uHdopmauvein o eguHULAaxX U3MepeHUst
(ISO 11240, Health informatics — Identification of Medicinal Products — Data elements and structures for the
unique identification and exchange of units of measurement)

CtaHgapT HL7 Bepcun 3, Obwasa moaens NpoAyKToB ANs KNMHUYeckoro npumMeHenust (HL7 Version 3
Standard, Common Clinical Product Model)

Crtangapt HL7 Bepcuu 3, Cneundumkanumn obLimx TUMOB aneMeHTOB coobLLeHniA B Moaenu NpoAYyKTOB
ans knuHudeckoro npumeHeHus (HL7 Version 3 Standard, Common Product Model CMETS)

CraHpapt HL7 Bepcuu 3, lNpepoctaBneHve wuHdopmaumm o perucTpupyembix npogykrax (HL7
Version 3 Standard, Regulated Product Submission)

Crangapt HL7 Bepcuu 3, CTpykTypupoBaHHasa uHdpopmMauumsa o npoaykrax (HL7 Version 3 Standard,
Structured Product Labeling)

3 TepMuHbI, onpegeneHust U COKpaLLeHns

3.1 TepmuHbI M onpeaeneHun

[ns uenen HacTosAWero cTaHgapTa UCMoMb3YTCs criedyolme TEPMUHBI C COOTBETCTBYIOLLMMUA Onpe-
AeneHvamu:

3.1.1 npumeHsiemasa go3upoBaHHasa dopma (administrable dose form): MpumeHsiemasn aosupoBaH-
Has nekapcTBeHHas hopMa, NosfydeHHas B pesynbTaTe Bcex HeobxoauMbIX NpeobpasoBaHuil NponsseaeH-
HO JO3NPOBaHHON (hOPMEI.

Mpumepbl — Pacmeop 0ns uHbekyul, mabnemxa 0115 npuemMa sHympb, meepoasi KarncyJsia ¢ NoOpowKom ons
uH2ansyuu.

3.1.2 HexenaTenbHasa peakuusa Ha nekapcTBo (adverse drug reaction): HexxenatensHasa Hebnaron-
puUATHasA peakums, CBA3aHHasA ¢ UCMOMNb3OBaHUEM feKkapcTBa AN MegnLUHCKOro NpUMEHEHUS.

MpumevyaHusn

1 BO3HVMKHOBEHWE HexenaTenbHON peakumm MOXeT UMETb MECTO NOCHe perncTpaumnm (HexenaTteneHoe siBneHune,
CBSi3aHHOE CNPMMeHeHeM nekapcTaa, UCNob3yeMoro B peKOMEHAO0BaHHbIX 403aX A4S NPOUNIaKTUKU, ANAarHOCTUKU UInn
nevenus 3abonesaHui, a Takke AnNS M3MEHEHUs HOU3NONOrMHYECKUX PYHKUMIA) UM Jo peructpauumn (HexenaTernbHoe
siIBNeHne, BO3HKKatoLwee npv nobon ao3e, Ans KOTOPOro CyLwecTByeT XOTs 6bl MUHMMarbHas BO3MOXHOCTb Hanu4ms npu-
YMHHO-CNeACTBEHHON CBA3W C NPUMEHEHUEM NekapcTea).

2 B npasune FDA 21 CFR 310.305 YnpaeneHus no caHUTapHOMY HaA30py 3a Ka4eCTBOM MULLLEBbLIX MPOAYKTOB U
meaukameHToB CLLA onpegeneHve BO3HMKHOBEHUS HeXenaTenbHON peakuum BKItoyaeT B cebs nioboe HexenartensHoe
sIBNEHNe, KCBSA3aHHOE UMW He CBSI3aHHOe C NpuMeHeHueM nekapctear). OpraHmaaumsa CDISC B HacTosIwee BpeMs cumuta-
€T, 4YTO NOHSATUE HeXenaTenbHOWM peakumm BkIovaeT B cebsi Hanmune NpUYMHHO-CNEeACTBEHHOW CBA3M.

3 Hactosiwee onpeaenenve agantnpoBaHo M3 TexHuyeckoro otyeta BO3 498 (1972); ICH E2A.

3.1.3 knuHU4eckoe uccneposBaHue (clinical trial): HayuHoe nccnegosarnve npuMeHeHns y Yenoseka,
npegHasHaveHHoe Ans rnofyvyeHus 0TBETOB Ha creuuduyHble BoNpockl 0 besonacHocTu U ahheKTUBHOCTH
61OMeaMLMHCKOro BMellaTenbeTBa (MPUMEHEHWS NeKapcTBa, NeYeHnsl, Usaenus MeauLMHCKoro HasHaqe-
HWS) UMK HOBBIX CNOCOBOB NPUMEHEHUs NekapcTBa, NeYeHus, Usgenust MeauLMHCKOro HasHavyeHus.

[CrioBapb TepmunHoB ICH E6 Glossary, gupektusa Esponeiickoi komuccun 2001/20/EC:2002, Bepcus:
1-2009/04/19]

3.1.4 peructpaunoHHbIN HOMep KNUHUYeckoro uccrnenoBaHus (clinical trial registration number):
PernctpaunoHHbIil Homep (naeHTudmKaTop, NpedHasHa4YeHHbIN ANs KOHTPONS), MPUCBOEHHBIA YNOMHOMO-
YeHHbIM OpraHoMm.

3.1.5 kopoBoe 3HauyeHue (code value): PesynbtaT npUMEHeHUs1 CUCTEMBI KOAMPOBAHUSA K SNIeMeHTaM
KOOMPYEMOro MHOXecCTBa.

MpumedyaHne — Onpegenenne agantupoaHo ns MCO/M3K 2382-4:1999.
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3.1.6 cucTema KogupoBaHus 3HaveHus (coding scheme): CoBokynHOCTL NpaBunn oTobpaxeHus ane-
MEHTOB OZHOrO MHOXECTBAa Ha 3M1eMeHTbl ApYroro MHOXecTBa.

MpumevyaHwusn

1 CucTema KoavpOBaHus, MPUMEHsieMas B HaCTOALWEM CTaHAAPTe, NCNONb3yeTCA Takxke B CneayloLmx cTaHgap-
Tax:

- NCO 11615 Undopmatnsaumsi 3gopoBbs. VageHTudmkaumns nekapcTBeHHbIX CPeACcTB. ONeMeHTbl 4aHHbIX 1
CTPYKTYPbI AN YHUKanNbHON uaeHTudukaumm n obmeHa nHgopmMmaumen o permcTpupyemMblX NeKapCTBEHHbIX CpeacTBax
(ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated medicinal product information);

- NCO 11616 Undopmatnsaumsi 3gopoBbs. VgeHTudmkaumnss nekapCcTBeHHbIX CPeacTB. ONeMeHTbl AaHHbIX U
CTPYKTYPbI AN YHUKanNbHOW ngeHTudmnkauum n obMmeHa nHdopmMaumnen o permcTpupyemblX IEKAPCTBEHHbBIX Npenaparax
(ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated pharmaceutical product information);

- NCO 11238 UndopmaTtusaumsi 3gopoBbsi. aeHTudmrkaumnsi nekapCTBEHHbIX CPeACTB. SNEMEHTbl AaHHbIX U
CTPYKTYpbI ANSt YHUKANBHOW uaeHTudukaumm n obmeHa nHopmaumen o permcTpupyemMbix thapmaueBTuHecknx cyberan-
umsix (ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated information on substances);

- NCO 11239 UudopmaTtusaumsi 30opoBbsi. MaeHTudmkaums nekapcTBeHHbIX CPeacTB. ONEMEHTbl AaHHbIX U
CTPYKTYpPbI A5 YHUKaNbHOM naeHTudrkaumm n obmeHa nidpopmaumeri o permnctpupyembix hopmax 4o3MPOBKM, eauHNLAX
npeacTtaenennsi, cnocobax Beeaenus n ynakoeke (ISO 11239, Health informatics — Identification of medicinal
products — Data elements and structures for the unique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging);

- NCO 11240 WHdopmatusaumus 3gopoBbs. MaeHTudMKauma nekapcTBeHHbIX CPeACTB. ONEeMeHTbl 4aHHbIX U
CTPYKTYpbl AN YHWKanbHOW maeHTudmkauum n obmena nHdopmaumen o eaunnuax namepenuns (ISO 11240, Health
informatics — ldentification of medicinal products — Data elements and structures for the unique identification and
exchange of units of measurement).

2 Onpegenenune agantmpoBaHo n3 UCO/M3K 2382-4:1999.

3.1.7 HopMaTuBHbIA cnoBapb (controlled vocabulary): KoHe4yHoe MHOXECTBO AONYCTUMBIX 3HAYEHUIA
3MemeHTa JaHHbIX.

MpuMeyaHun e — [lonyCTUMBIMW 3HAYEHUAMU MOTYT BbITb KOAbI, TEKCT UK Ymncna.

[CDISC Clinical Research Glossary V8.0, 2009]

3.1.8 ngeHTudbMkaTop TepMUHa B HopMaTUBHOM crioBape (controlled vocabulary term identifier,
TermID): NoeHTudpmkatop noHATUA, NpefHasHaYeHHbIA Ans NPUMEHEeHUs1 B KayecTBe npeanouTUTEsNbHOro
YHUKanbeHoOro naeHTudrkaTopa AaHHOro NOHATUA B JAHHOW CUCTEMe KOoAMpPOoBaHUs U ony6rMKoBaHHbIA aBTo-
POM CUCTEMbI KOOUPOBAHMS.

MpumevaHwusn

1 UaeHTndmkaTop TepMUHA HE MEHAETCSA C TEYEHWEM BPEMEHW, AaxXe eCnv KOHKpeTHasi BepPCcUsi pecypca 3HaHui
MameHunacsb.

2 Onpepgenexne agantmpoBaHo u3 gokymeHTta HL7 Core Principles.

3.1.9 ob6osHaueHue (designation): CuMBONbHOE NpeAcTaBNEeHNE NMOHATUS.
MpumedaHue— Onpegenenune agantmposano na MCO 1087-1:2000.

3.1.10 po3aupoBaHHaa copMa (dose form): JosnposaHHas nekapcrseHHas dopma (pharmaceutical
dose form): maTepunanbHoe nposiBreHne NpoaykTa, cogepxawiero gpapmauesTndeckne cybctaHuMmn nvnu
BCNoOMOraTenbHble BELWECTBA, KOTOPOe A0MKHO BblTb NPUMEHEHO K NaLMeHTY.

MpumMmeyaHue— TepMUH «QO3MPOBAHHAA NEKapCTBEHHaA hopma» MOXET NPUMEHSITLCA KaK K MPUMEHAEMON
O03VPOBaHHON NeKapCTBEHHOW dhopMe, Tak U K YNakoBaHHON J4031POBAHHON NIeKapCTBEHHOW hopMme.

3.1.11 rno6anbHo yHMKanbHbIW ngeHTUdUKaTop (globally unique identifier): MaeHTudukaTop, otnu-
yawoLlmincs ot nboro A4pyroro Takoro xe uaeHtTndnkaTopa B NoboM NpocTpaHCTBE UMEH.

3.1.12 paboTHuk 3ppaBooxpaHeHun (healthcare professional): Iluuo, koTopoMy AoBepeHO npsiMoe
Unn ornocpeaoBaHHOe oKkazaHue onpegenieHHbIX Yenyr B cdepe 3apaBooxpaHeHns cybbekTy MeanumHCKon
MOMOLLIX UMK NONynsALUM CyObeKTOB.

Mpumepbr — QunnomuposaHHbili MeduuyuHcKkull paboOmHUK, npoau3op, MeduyUHCcKasi cecmpa, coyualnb-
HbIl pa6omHuk, peHmaeHonabopasum, ducnemyep unu medpeaucmpamop.

[ENV 1613:1995]
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3.1.13 npentudukartop (identifier): OnucaHue, goctatouHoe NS BblaeneHns obbekTa B KOHKPETHBIX
yCnoBusiX.
[ENV 1610]

MpumMeyaHne— B KOHTEKCTe HACTOSILLEro CTaHgapTa uageHTUhuKaTop npeacraenset cobo CnMcok aeHTU-
OMLMPYIOLLIMX XapaKTePUCTHK, KOTOPbIE B COBOKYMHOCTW OQHO3HAYHO MOAEHTUMDMLMPYIOT NeKapcTBeHHOe CPeacTBo, nekap-
CTBEHHbIN Npenapar, dapmaueBTuyeckyto cybcTaHuuIo, KOHTPONUPYeMyro cybCTaHUMIo, NyTh BBEAEHWS, AO3MPOBaHHYIO
NeKapcTBEHHY0 hopMy unu Niobov ApYromn sreMeHT, KOTopbii Heo6X0AMMO OAHO3HAYHO UAEHTUDMLUPOBATL.

3.1.14 perucTpaunoHHbIN Kog uccnepoBaHua (investigational code, sponsor code): Peructpauu-
OHHbIA HOMEP, NMPUCBOEHHbLIA YNONMHOMOYEHHBIM OpraHoM 3asiBMIEHWIO CTMIOHCOpa Ha MUccreaoBaHWe HOBOMo
nekapcTBa A0 Havana KIMHUYeCcKoro nccrieqoBaHus.

3.1.15 uccneayemoe nekapcTBeHHoe cpepcTBo (Investigational Medicinal Product): llekapcteeHHas
dopmMa akTUBHOW cybCTaHUMM U nnauebo, usydaemblie N UCNIONb3yeMble ANt CPABHEHUA B KITUHUYECKOM
nccrneposaHun. K uccnegyemsiM nekapcTBEHHbIM cpedcTBaM OTHOCATCA Takke 3aperucTpupoBaHHbIe paHee
nekapcTBeHHble rnpenaparthbl, NPou3BeAeHHbIe B APYTX NekapcTBeHHbIX opMax, B HOBOW A03UPOBKE WU
ynakoBKe; NekapCTBeHHbIe NpenapaThl, MICNoNb3yeMble ANA NoKasaHWi, He BKMOYEHHbIX B perncTpaumoHHoe
AocCbe; 3aperncTpMpoBaHHble NekapcTBEeHHbIE NpenapaTkl, uccnegyemsble B Lensx NoslyveHus AoNoNHUTENb-
HOW nHdopMaLnn.

3.1.16 wopucamkuuma (jurisdiction): Meorpacnyeckas Tepputopua unu npasosasn cepa, Ha KOTOPYIo
pacnpocTpaHaTCA MONHOMOUMA opraHa rocyaapCcTBEHHON perucTpaumnmn nekapcTBeHHbIX CPeacTB.

3.1.17 npousBegeHHasn ao3upoBaHHana popma (manufactured dose form): flekapcTeeHHasa aoanpo-
BaHHas hopMa B ynakoBke nNpoussoauTens, ewe He npeobpasoBaHHas B NPUMEHSAEMY0 AO3UPOBaHHYIO
opmy.

TMpumep — lNopouwiok 051 UHBLEKYUOHHO20 pacmeopa.

MpwumedyaHne— Bo MHOMMX cnyvasx NpouseeaeHHas [O3MpoBaHHan dopma He HyxagaeTcs B npeobpasoea-
HUW, U TOI4a OHa UAEHTUYHA NPUMEHAEMOWN JO3UPOBaHHOW dhopme.

3.1.18 mepuumHckoe usgenue (medical device): NMioGol MHCTPYMeHT, annapaT, npucnocobneHue,
nporpaMmHoe obecrneyeHne UM UHON NpeameT, UCMOoNb3yeMblit cam no ceGe UnNu B coMeTaHuu ¢ ApYrum
(Bkntovas nporpamMMHoe obecrniedeHue, npegHasHauYeHHOe ero npousBoauTeneM AN UCNONb30BaHUS B
ANarHoCTUYECKUX W/UN TepaneBTUYECKUX LeNsiX U Heobxoaumoe Ans NPaBUrbHOTO NPUMeHeHUs1 Npubopay),
KOTOpPbIV NpeaHasHayYeH ero NponssoauTenem ansa MeAULMHCKOTO NMPUMEHEHUS B CNeAYOLLMX LIensX:

- AnarHocTuka, npogunakTuka, MOHUTOPUHT, NeYyeHne unu obneryeHue sabonesaHus;

- AWarHoCTUKa, MOHUTOPWHT, fledeHue, obneryeHne unmM KOMNeHcaums TpaBMbl UM UHBANMAHOCTY;

- nccrnegoBaHue, 3amelleHre Mnu MoauduKaLMa aHaTOMUYECKOro UM (PU3MONOrMYecKoro npouecca;

- KOHTPOMb 6epeMeHHOCTH, KOTOPLIA AOCTUraeT CBOEro OXMAAEMOro AeACTBUA B Tefe UK Ha Tene
YyenoBeka He ¢ MOMOLLbLo hapMakonormyecknx, UMMYHOSIOrMYECKUX U MeTabonmueckux cpeacTB, HO KOTO-
poMy 3T cpeAcTBa MoryT cnocobcTBoBaTh.

[Anpektusa EC 2007/47 06 nagenusx meauumnHckoro HasHadeHus (EC Directive on Medical Devices
2007/47)]

MpuMeyaHwue— ITo onpegerneHme NPUMEHSIETCS TONbKO AJ1si Leneli HAaCTOsIWEro CTaHaapTa U Apyrmx CTaH-
JapToB ganHow cepum (MCO 11238, NCO 11239, UCO 11240, UCO 11615).

3.1.19 nekapcTBeHHOe cpeacTBO (medicinal product): BellecTBo UM kOMGUHaLMUU BELLECTB, NpUMe-
HAeMble K OpraHusmy YefioBeka Ans nevyeHus u npounakTnkin 3abonesaHnii ¢ Lenbio AuarHoCcTUKA Unu Boc-
CTaHOBMEHNsI, KOPPEKLMN NN USMEHEH NS (DUNOTTOTMYECKUX (DYHKLIUA.

[ENV 13607, ENV 12610]

MpumedvaHus

1 JlekapCTBeHHOE CPedCTBO MOXET CoAepXaTb OOWH WMN HEeCKOMbKO MPOU3BeAeHHbIX NMPOAYKTOB M OOWMH WK
HECKOIbKO NeKapCTBEHHbIX NpenapaTos.

2 B HeKoTOpbIX I0PUCOMKLMSIX TEKapCTBEHHOE CPeACTBO MOXET GbITh TaKXKe onpeaeneHo kak No6oe BeLecTBo nnm
KomBnHauWA BeLLEeCTB, UCNoNb3yeMbIX ANS MOCTAHOBKM AnarHosa.

3.1.20 nekapcTBeHHbIN Npenapat (pharmaceutical product): KauecTBeHHas 1 KONMYECTBEHHAsH KOM-
no3nLuA NekapcTBEHHOro cpeAcTBa B A03MPOBaHHOW hopMe, paspeLlleHHON K MPUMEHEHUIO YNOMHOMOYEH-
HbIM OPraHOM U yKa3aHHOW B COOTBETCTBYHOLLMX AOKYMEHTaX PErMCTpaLnoHHOro 4ocke.

MpnmedvaHuns
1 JlekapCTBEHHOE CPEACTBO MOXET COAEpKaTh OAWH UMW HECKOMBKO NMpenapaTos.
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2 Bo MHOMMX criyyasix fiekapcTBeHHbIN NpenapaTt naeHTu4eH npomaseaeHHoMy npoaykty. OgHako ecTb NpUMeph,
KorZa npovaseaeHHbI MPOAYKT NpeTeprnesaeT NpeobpasoBaHne 40 NPUMEHEHUsI KNauneHTy (B kaueCTBe NeKapCTBEHHOIo
npenapara) u Torga oH He TOXAEeCTBEHEH NEKAPCTBEHHOMY Npenapary.

3.1.21 ynakoBaHHbIN nekapcTBeHHbIN nNpenapart (packaged pharmaceutical product): KavecTseH-
Has 1 KONUYeCTBEeHHas KOMMO3ULNA NEeKapCTBEHHOMO NpenapaTta, codepKallascs B ynakoBKe ekapcTBeHHO-
ro cpeacTasa.

MpumeyaHue— Bo MHOMMX cryYasx ynakoBaHHbIN NEKapPCTBEHHbBIN Npenapar TOX4eCTBEHEH NeKapCTBEHHO-
My cpeactey. OAHaKo B HEKOTOPLIX CUTYaLMSIX YNaKOBaHHbIN NeKapCTBEHHbIN npenapar (npenapatbl) AoMKeH ObiTb BOC-
CTaHOBIEH 0 ero NpUMEHEHWs K NauueHTy (Hanpymep, NOPOLLIOK N pacTBOPUTENb ANS MHBEKLMOHHOro pacTeopa).

NMpumep — KaxObili pnakoH ¢pabpaszuma codepxum 35 M2 azancudasni 6ema 8 HOMUHAJILHOM 8bIPaXeHuU
(ynakosaHHbIl nekapcmeeHHbIl npenapam). [Nocne soccmaHognenust 7,2 Mi1 800b! 01151 UHBbEKUUU ¢hbriakoH ¢pab-
pasuma codepxum 5 m2/mn (35 m2/7 mn) azancudasni 6ema (nekapcmeeHHbIl nNpenapan nocsie 60CCMaHo8 Ie-
Husi).

3.1.22 npentucbukatop nekapctBeHHoro npenapata PhPID (Pharmaceutical Product Identifier):
MMobanbHO YHUKamNbHbIA UOeHTUUKATOP NekapCTBEHHOro Npenapara.

3.1.23 dapmakoHaazop (pharmacovigilance): MeponpusiTus, cBsisaHHbIe ¢ Hay4YHbIMW UCCeAoBaHU-
SAMN U MOHUTOPUHIOM DE30NacHOCTU NeKapCTBEHHbIX CPeACcTB U HarnpaBlieHHble Ha CHWXKEHUE BO3MOXHbIX
HeraTMBHLIX NOCNeACTBUIA MeJULNHCKOro NpUMeHeHUs NiekapCTBEHHbIX CpeacTB U nosbiweHue Ux acdek-
TUBHOCTMU.

MpumeuvaHwunsn
1 dapmakoHag30p SBMSETCA BAXHON DyHKUMen obecneverHns o6LL,eCTBEHHOIO 3[10POBbS.

Tpumep — dapmakoHad3op exniovdaem e cebs:

- cbop u o6pabomky ceedeHuli no 6ezonacHOCMU JIeKapCMEeHHbIX cpedcme;

- aHanu3 0aHHbIX 8 YeJIfX 8bisi8NIGHUS] «CU2Ha108» (I06biX HO8LIX UJIU U3MEHUBWUXCS acrnekmos 6e30-
nacHocmu) u npuHamMue peweHul no eonpocam 6ezonacHocmu;

- OesmenbHOCMb N0 3aujume obujecmeeHHO20 300poebst (8KTIOYAS HOPMaMUEBHYI0 GesiMeNIbHOCMb) U
uHhopMayuoHHOe 83aumodelicmeaue ¢ yYacmHUKamu 06paujeHus IeKapcmeeHHbIX cpedcms;

- aydum pe3ynbmama npednpuHsmMbiX Meponpusmuli U OCHOSHbLIX Npoyeccos, cocmasnsaowux amu
Mepornpusmusi.

2 B uncno yyacTHrkoB hapMakoHaasopa BXoanT:

- MauWeHTbl KaK Nony4aTteny NeKkapcTBeHHbIX CPeacTB;

- Bpauu, anTeyHble paboTHMKW, MedMUKWHCKME CeCTPbl U Apyrne MeauuuHckue paboTHUKKM, UMEIoLLME AeNO C Nnekap-
CTBEHHbIMV CPEACTBAMM, & TAKKE YNOTTHOMOY€EHHbIE OpraHbl, KOHTPONUPYoLWUe 6e30MacHOCTb JTIEKAPCTBEHHbLIX CPEACTB;

- MPOU3BOAWTENN NEKAPCTBEHHbLIX CPEACTB, a TaKKe NPeanpuATHA, MMNOPTUPYIOLLME UINK MOCTaBISIoWUe reKkap-
CTBEHHble cpeacTBa.

3.1.24 konuyecTBeHHOe 3Ha4YeHue (quantity value): Yicnosoe 3HauyeHWe ¢ eAMHULAMU U3MEPEHNS,
COBMECTHO ONMChbIBaloLLMe BENNYNHY KOMMYECTBA.

MpumevaHusn

1 KonuyecTeBeHHOE 3Ha4eHne ABNSETCS BbIPaXEHNeM BEeNUUMHbI KONUYecTBa. 3TO BbIpaXXEeHUe COCTOUT U3 Yncna u
eavHUL, uamepeHus. EanHnLbl namepeHns npeacTaBnsioT STaNOHHYI0 KONMYECTBEHHYIO LKAy, C NMOMOLLbIO KOTOPOW
n3MepeHHoe (Unu nony4YeHHoe B pesynbTaTe OUEHKN) 3Ha4YeHNe CPaBHUBAETCSI C OQHVM UIM HECKOMBKMMU 3TarNOHHbIMW
KONMNY€CTBEHHbIMW 3HaYeHMAMW. YncnoBoe 3HaYeHne ABNAeTCA pe3ynbTaToM CpaBHEHUS U3MEPEHHOTO KONMYecTea ¢
3TOW 3TaNOHHON WKanom.

2 TepmuH «BenuumHax» (magnitude) He ucnonb3ayetcsi B pykoBogcTtee MCO/MIK Guide 99. OgHako HacToslee
onpefeneHne ykasbiBaeT, YTO «BENIMYMHAY BbIPaXaeTCs KaK KONMYeCTBEHHOE 3HavYeHVe, KOTOpOoe SIBNSAETCH BblpaXKeHnem
BEIMYMHbI, U Ta Xe camas BenumymHa MoxeT ObiTb BblpaXeHa C NOMOLbIO MHOTUX KOMMYECTBEHHbLIX 3HAYEHUN.

3 OTanoHOM MOXET CMYXWTb eAnHWULA M3MEPEeHUs, M3MepuTeNbHasi Npoleaypa, 3TanoHHbIM MaTepuan Unm ux
coyeTaHwue.

3.1.25 papuodapmaueBTUiecknin koMmnnekT (radiopharmaceutical kit): MpenapaT, KoTopkIA oMkeH
6bITb BOCCTAHOBINEH UM COBAUHEH C PAANOHYKNMAAMN ANA NONyYeHUs KoHeYHoro paaModyapmaleBTUYecko-
ro npenapaTta, 06bIYHO HENOCPEACTBEHHO Nepes eroc NpUMeHeHneMm.

Mpumeyanune—B cnyvae pagnodapmalieBTUHECKOro KOMMNNEKTa, KOTOPbIN AOMKeH GblTb aKTUBMPOBaH paano-
HYyKNnaamu nocre nocTaekn €ro Npovs3BoauTeneM, aKTMBHON (HOPMMPOBAHHOW ) CyGCTaHUMen cunTaeTcsi Ta 4acTb ero co-
cTaBea, koTopasi NpegHasHaqYeHa ansi nepeHoca paguoHyKuaa Unm CBsA3bIBAETCS C HUM.



rOCT P UCO 11616—2014

3.1.26 pedbepeHTHan akTUBHOCTb (reference strength): AKTMBHOCTb cyBcTaHLMM UM HOPMUPOBaH-
Hol cybcTaHummM (cybcTaHLmin), ncnonb3yemMas B KauecTBe 3TanioHa, N0 OTHOLLEHMWIO K KOTOPOMY onpeaenseT-
CSl aKTUBHOCTb NCCEeAYyEeMOro U 3aperncTprpoBaHHOro NiekapcTBEHHOIo cpeacTsa.

MpwnmeyaHwu e — Ecnn akTMBHBIN MHIPEAVEHT UMeeT POpMy CONU Unv rmgpara, 1o pedepeHTHasl aKTUBHOCTb
MOXET ObITb Bblpa)XeHa B TEPMMHAX aKTUBHOCTK GA30BOro BeLLecTBa.

3.1.27 HopmupoBaHHaA cybcTaHuuA (specified substance): ®apmavneBTnyeckasi cybcTaHUus, Xxapak-
Tepusyemas rpynron 3neMeHTOB, KOTOPble OMNUChIBAOT KOMMEKCHOe BELLEeCTBO UMW yKa3biBaloT AONOMHU-
TenNbHY UHOPMaLIMIO O NeKapCTBEHHbIX CpeacTBax.

MpnmevaHusn

1 MNpumepamm 4ONONMHUTENBHBIX 3NIEMEHTOB OMMCaHUS MOTYT CNY>XUTb Ka4eCTBO, €AUHNWLBI U3MEPEeHUs, Pnanyec-
Kast popma, KOMNOHEHTLI, NPOV3BOANTENB, KPUTUYHbBIE STarbl NPOU3BOACTBEHHOIO Npouecca (K Npumepy, 3KCTpauums,
npoLecchl CMHTEe3a M pekombuHauum), cneundurkaumsa U aHanuTuYeckne MeTodbl, UCMONb3yemble Ansi onpeaeneHus
COOTBETCTBUWS CcrieynduKaumm.

2 [ns onucanusi HOPMMPOBAHHON CyBCTaHLUMKM MOTYT MCMNOMNb30BaTHCS YeTbipe pasfnnyHble rpynnbl 3MeMeHTORB,
MeXxay KOTOPbIMY CYLLECTBYIOT onpeaeneHHble OTHOLEHNSI.

3.1.28 cnoHcop (sponsor): dPusndeckoe nNuLo, dupma, UHCTUTYT UMM opraHu3auus, Hecyllasl oTBeT-
CTBEHHOCTb 3a MHULMNPOBaHUS, opraHnsaLnio Nnn pruHaHcnpoBaHue KIMHUYECKOro UcCcreoBaHus.

3.1.29 akTMBHOCTbL, KONU4YeCTBeHHbIN cocTaB (strength, quantitative composition): CogepxaHue
cybcTaHLMM NN HOPMUPOBAHHOW CyDCTaHLMK, BelpaXeHHoe B hopMe KonnyecTsa B eguMHULE A03bl, eAUHU-
ue obbvema unmn maccbl B COOTBETCTBUN C 403MPOBAHHON (hopMOiA.

MpnmevaHusn

1 B onucaHum konnyecTBEHHOro cocTaBa cybcTaHumm (cybcTaHumMii) N HOpMUPOBaAHHOW CyBCTaHLMKU KOHEYHOTO
MCCreayeMoro unu 3aperMcTpMpoBaHHOIO NEKapCTBEHHOIo cpeacTea (B 3aBUCUMOCTU OT €ro NeKapCTBEHHON HOpMbI)
Heo6X0aMMO yKasaTb Maccy WMIu KONMYEeCcTBO eanHUL B1onorniyeckon akTMBHOCTU B pacyeTe Ha eUHNLY [103bl, Macchbl
unu o6bema ansi Kaxagon cybcTaHuum Unu HOPMMPOBaHHON CyGCTaHUMK.

2 Cyb6cTaHumsi v HOpMUMpOBaHHasi cybcTaHuusi, cyuwecTByolasl B opme CoeAUHEHUS] UIKM NMPOWU3BOAHOIO
BellecTBa, 06s3aTenbHO AOMKHa ObiTb ONMCaHa KONMMYEeCTBEHHO C yKa3aHuem obuwer macchl U, ecnu 310 Heobxoaumo
UM YMECTHO, MacChl aKTMBHOIO KOMMOHEHTa UMM KOMNOHEHTOB MOMEKYIbI.

3.1.30 cy6cTaHuma (substance): Noboe BewecTBO BUONOTNYECKOTO, MUHEPANbHOTO WU XUMUYECKOTO
npoucxoxaeHus, cnocobHoe K 0TAENbHOMY CYLLECTBOBaHWUIO U MMetoLLee onpeaeneHHbIA CoCTaB.

MpumevaHusn

1 Cy6cTaHumm mMoryT BbiTb NPOCTHIMU MW CMELLAHHBIMM.

2 MMpocTble cyBCTaHUMM ONUCHIBAIOTCS C NOMOLWbLIO MUHMMAIBHO AOCTaTOYMHOrO Habopa 3NeMeHTOB AaHHbIX U
JenATCs Ha NATb TUMOB: XMMUYECKMe, MPOTEUHBI, HYKNEUHOBLIE KUCMOTbI, NONUMEPLI U CTPYKTYPHO-Pa3HOpOAHbIe Cy6-
cTaHuuu. CybcTaHumst MOXeT NpeacTaBnaTb cobol conb, conbBat, cCBo6oAHYI0 KUCNOTY, cBo6oAHOE OCHOBAHWE, CMECh
CBSI3aHHbIX KOMIMOHEHTOB, KOTOPbIE COBMECTHO BblAeNeHbl N CUHTE3UPOBaHbI.

3 Mo BO3MOXHOCTM AOMKHA UCNONBb30BATLCA TEPMUHONOMS U onpeaensaiowme XxapakTepucTnkm ns hapmakonemn-
HbIX cTaTen. Onpegensowme 3aNemMeHTsl 3aBUCAT OT TUna cybcTaHumu.

4 OTpenbHOe CywecTBOBaHME 03Ha4aeT cnocobHOCTb cyGecTaHuMKM CyleCcTBOBaTh OTAENLHO OT nobon gpyrown
cybctaHuun. Cyb6ctaHuum MoryT npeAcTaBnsaTe cCOBON XOpoLWwo onpeAerneHHble BEeWecTBa, UMelLWme onpeaeneHHyo
XUMUYECKYIO CTPYKTYPY, CUHTETUYECKME BELLECTBA {(HaNpUMep, CMECU U3OMEPOB), BCTPEUAOWMECA B NPUpoae cmecu
XMMUYECKMX BELLECTB, MMEIWMX ONpeaeneHHble MONEKyrnsapHble CTPYKTYpbl (HanpuMep, KOHbIOraTbl 3CTPOreHoB),
BELLECTBa, NPOU3BEAEHHbIE N3 PACTEHUIA, XUBOTHbIX, MMKPOOPIraHM3MOB MM HEOPraHMYeCKUX BELLECTB, XMMUYeckasi
CTPYKTypa KOTOPbIX MOXeT BbiTb HEU3BECTHOW UNW TPYAHO onpeaensieMou.

3.1.31 eauHuua nsmepeHun (unit of measurement): BewectBeHHoOe ckansipHoe 3Ha4veHue usndec-
KOW BeMWYMHDI, onpeaeneHHomn 1 ofobpeHHON corfnalleHMeM, ¢ KOTOPOU MoXeT cpaBHUBaTbLCA Ntobana apyran
BENMYMHa TOro Xe poaa AnA BbIMUCIEHUA OTHOLEHUA ABYX BENMYUH B hopme ynucna.

MpumeyaHune— B 3aBMCUMOCTU OT XapakTepa 3TaNoOHHON LWKarbl BbIPAXEHUE eAUHULLI U3MEPEHNSA MOXET
npegcTaensite MO0 prandeckyo eauHULY N3MEPEHNs!, CBA3AHHYI0 C CUCTEMON BeNnuuuH {(Hanpumep, eanHnubl CH),
nm6o NPOU3BONBHO orNpeaeneHHyo eAUHULY U3MEePEHUsI, KOTOPas MOXET OTHOCUTBLCSI K ONpedeneHHOMY CTaHAAPTHOMY
obpasLy, cTaHAapTHON Npoueaype 3MEPEHUs, Mepe MaTepuarna unm gaxe K uX KOMGuHaumsm.

3.1.32 eaunHuua npeactaBneHun (unit of presentation): KauecTBeHHbI TepMUH, onuckiBaloLWnin egn-
HULY MpeacTaBneHns U ONUCaHUA akTUBHOCTW NekapCTBEHHOrO npenapaTa UM NpousseAeHHOro NpoaykTa.
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MpumevaHusn

1 EAvHWULbI NpeacTaBnNEHNUs CMONb3YIOTC 0OCOGEHHO YaCTO HAa MECTE OKa3aHusi NauneHTy MeAULIMHCKON NOMOLLM,
€CNU KONMMYeCTBEHHasn eanHmLa u3aMepeHnst He NpUMeHrMa.

2 EavHvua npeacTaBneHus MOXeT MMETb TO XKe Ha3BaHWe, 4T U B APYroM HOpMaTMBHOM CroBape AaHHbIX, Hanpw-
Mep NekapcTBeHHas 4o3npoBaHHasi popma, HO 3TU ABa NOHATUSI HEe SKBUBaNEHTHbI U JOHKHbI UMETb B HOPMATUMBHOM CIo-
Bape pasHble yHUKanbHble aeHTUNKaATOPbl TEPMUHOB.

Mpumep — Tabnemeka, cnpell unu do3a cnpes «codepxxum 100 Mx2 @ pacdeme Ha cnpeli» (eQuHuya npeo-
cmasneHus = cnpedl).

3.1.33 yHukanbHbI uaeHTudukarop nsgenusa (UDI, unique device identifier): YHUKkanbHbIi ngeHTu-
ukaTop, NPUCBOEHHLIN U3AENNI0 MEQULIMHCKOTO Ha3HauYeHUs B COOTBETCTBUM ¢ TpebBoBaHuamMun MexayHa-
pogHoro dopyma opraHoB peructpauun MeguuuHckux usgenunin  (International Medical Devices
Regulators® Forum).

3.1.34 apgvbloBaHT (BakuuHbl) ((vaccine) adjuvant): KomnoHeHT, ycunuearowmin UMMYHHbIA OTBET K
aHTUreHy U/MN MoaYNMPYIOLWMIA ero Ans NonyYeHUs xenaemoro UIMMYHHOrO oTBeTa.

3.1.35 cnoBapb (vocabulary): TepmMuHonoruiyeckuin cnosapb, cogepxalnii TEpMUHbI U onpeaeneHns
13 oHOM NN Bonee KOHKPETHLIX oGnacTen 3HaHWNA.

MpumedaHune — OnpegenexHne agantupoBarHo us MCO 1087-1:2000, onpegenenne 3.7.2.
3.2 CokpalleHus

3.2.1 KC — HopmaTusHbIn cnosapb (CV, controlled dictionary)

3.2.2 FDA — ¥YnpaBneHue no caHUTapHOMY Ha30py 3a KayecTBOM MULLEBLIX NPOAYKTOB U MeauKa-
meHToB CLUA (United States Food and Drug Administration)

3.2.3 EP — EBponeiickas cdpapmakones (European Pharmacopeia)

3.2.4 IMDRF — MexgyHapoaHblin hopyM opraHoB peructpaumm megnuuHckux usaenuii (International
Medical Devices Regulators’ Forum)

3.2.5 ICH — MexgyHapoaHasa KoHdepeHuusas no rapmonusauun (International Conference on
Harmonization)

3.2.6 ICSR — oT4yeT no 6e30nacHOCTU NPUMeHeHUs npenaparta oTAenbHbiMu nauneHTamm (Individual
Case Safety Report)

3.2.7 IMP — uccnegyemMble nekapcTBeHHble cpeacTsa (Investigational Medicinal Products)

3.2.8 IMPID — ngeHTudpmkaTop uccneayemMoro nekapcteeHHoro cpeactaa (Investigational Medicinal
Product Identifier)

3.2.9 MPID — ngeHTudukaTtop nekapcteeHHoro cpeactea (Medicinal Product Identifier)

3.2.10 PhPID — ngeHTudukatop nekapcraseHHoro npenapara (Pharmaceutical Product Identifier)

3.2.11 UoM — eguHuua nsmepenus (Unit of Measurement)

3.2.12 USP — ®dapmakonesn CLUA (United States Pharmacopeia)

3.2.13 UDI — yHukanbHbll naeHTUpuuMpyowin  koa MeguuunHckoro wmsgenua (Unique Device
Identification Code)

3.2.14 HL7 — opranusauns Health Level Seven

3.2.15 TermID — ngeHTnbnkaTop TepMmHa U3 HopMmaTueHoro crnosaps (Term Identifier)

4 TpeboBaHusA

4.1 3nemeHThI, TpebyeMble ANA YHUKanNbHOW uaeHTUdUKaLUM NeKapCcTBEeHHbLIX NpenaparoB

B HacTosiwem pazagene onucaHbl 3nemMeHTbl, HeobxoauMble A5 YHUKanbHON uaeHTudnkauum n onuca-
HUA NeKapCcTBeHHbIX npenapaTtos. B HeMm Takke npueeaeHsbl TpeboBaHUA k obecnedeHnto naeHTudpukaLmmn
neKkapcTBEHHOro npenapara.

UaeHTubukaumns nekapcteeHHoro npenapara (PhPID) gomkHa 6bITb OCHOBaHa Ha crneaytowem nog-
MHOXEeCTBE 3/1eMEHTOB, OMNMCLIBAOLNX feKapcTBEHHOE CPeACTBO:

a) cybcTaHums nunu HopMUpoBaHHas cybcTaHums (cybecTaHumum);

b) akTMBHOCTbL, eAMHULbI aKTUBHOCTU (€AUHULIBI U3MEPEHUS UMW eANHULBI NpeacTaBnNeHns);
pedepeHTHbIE aKTUBHOCTH;
npuMeHsiemMas Jo3npoBaHHasa opma;
MeauLnHcKoe ngenue (SBNsitoLweecss KOMNOHEHTOM NeKapCTBEHHOro CpeacTBa).

c
d
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[eTanbHoe onucaHue 3TNX aNeMeHToB npuseaeHo B ctaHaapTe UCO 11615. Kpome Toro, B 3TOM cTaH-
AapTe onvcaHbl 3n1eMeHThl MHopMaLMu 0 NPou3BedeHHbIX NPoAYKTax, KOTOPble AOMKHBI ObITb BOCCTAHOB-
neHbl nepea NpUMeHeHneM.

MaeHTumKaTopbl NekapCTBEHHbIX MpenapaToB WU 3MeMEeHTbl ONUCaHUSA 3TUX NpenapaToB AOMKHbI
npeacTaBnsaTh fieKapcTBeHHbIe NpenapaTthbl B COOTBETCTBUM C MHDOpMaUnen, coaepallencs B peructpaum-
OHHOM [10Cbe COOTBETCTBYHIOLLEro 3aperMcTpupoBaHHOro nekapcTBeHHOro cpeacTea. Mcnonb3oBaHue nexap-
CTBEHHbLIX NpernapaToB, He uMetollee oduumansHoro paspeweHus (off-label usage), He BxoanTt B obnactb
NpUMeEHeHWs! HacTosILWero cTaHaapTa.

HacTosilwmin cTaHgapT 1 cBa3aHHbIe ¢ HAM cTaHAapTl cepun IDMP He AomkHbI NOAMEHSATL MPUHLANDI
noaaepKkM bonee LWMPOKMX cBUAETENbCTB 3hEKTUBHOCTA MO OTHOLUEHUIO K APYrM NeKapCTBEHHLIM cpea-
CTBaM, KOTOPbIM NpUCBOEHbI MAEeHTUYHBIE naeHTudgukatopel PhPID, ynomaHyThle B ctaHaapTe MCO 11615.

OnemeHTbl AaHHbIX, Heobxogumble Ans reHepauun naeHTudgukaTopos PhPID, onupatoTca Ha KOHTpo-
nupyemeble crnioBapu (KC), onucaHHble B criegyowmx ctaHgapTax:

MCO 11615 NHdopmaTusaums 3aopoBbs. UaeHTudukauma nekapcTBeHHbIX cpeacTs. ONeMeHThl AaH-
HbIX U CTPYKTYpbl AN YHUKanbHON uaeHTudukaumm n obmeHa uHhopmaunein o perucTpupyembix nekap-
CcTBeHHbIX cpeacTBax (ISO 11615, Health informatics — ldentification of Medicinal Products — Data elements
and structures for the unique identification and exchange of regulated medicinal product information);

NCO 11238 UHdbopmaTusaums 300poBbs. UaeHTUdUKaunsa nekapcTBeHHbIX CpeacTB. DNeMeHTbl AaH-
HbIX 1 CTPYKTYpPbI ANs YHUKanbHOW naeHTudukaummn n obmeHa uHdbopmaumein o peructpupyemblx bapmaves-
Tuyecknx cybetaHumax (ISO 11238, Health informatics — Identification of Medicinal Products — Data
elements and structures for the unique identification and exchange of regulated information on substances);

MUCO 11239 UndpopmaTtusauus sgoposbs. UaeHTudukauma nekapcTBeHHbIX CpeacTB. SNemMeHThl AaH-
HbIX U CTPYKTYPbI 4NA YHUKaNbHOW naeHTudukauum n obmeHa uHgopmaumnein o permctpupyemeix opmax
OO3NPOBKW, ednHuuax npeacTtaeneHus, crnocobax BeegeHua W ynakoske (ISO 11239, Health
informatics — Identification of Medicinal Products — Data elements and structures for the unique
identification and exchange of regulated information on pharmaceutical dose forms, units of presentation,
routes of administration and packaging);

MCO 11240 NHcpopmaTnsauua sgopoBbs. MaeHTuukauma nekapCcTBeHHbIX CpeACTB. SNeMeHThl AaH-
HbIX N CTPYKTYpbl ANS YHWKanbHOW maeHTudukaumm m obmeHa wHdbopMauvein o eanHULax U3MepeHUs
(ISO 11240, Health informatics — Identification of Medicinal Products — Data elements and structures for the
unigue identification and exchange of units of measurement).

4.2 MNepenaya uHcdbopmauum o nekapcTBeHHOM Npenapare

Ona obecneyeHns ycnewHoro obmeHa nHdopmaumein o perucTpupyemblx nekapcTBeHHbIX cpeacTBax
mMexay yYacTHUKaMu, HasBaHHbIMA BO BBeAEHUW, NepeaasaeMble cOObLLEeHUs1 JOMKHBI UMETb CTPYKTYpY U
dopmar, nossonsaome ob6ecneynTsb NOMHY COBMECTUMOCTb U B3aUMHYIO NMPUEMIIEMOCTL peanusaLuin 3To-
ro obmeHa.

YuutbiBasi BaXXKHOCTb CTaHAapTM30BaHHOrO obmeHa wHdopMauuvein, npegHasHayeHHoN Ans ocylue-
CTBMEHUA PerynsaTopHOM aKTUBHOCTU U chapMakoHaasopa, Ana nepedayu uHpopMaumMm O NekapcTBEHHbIX
cpeacTBax cnegyeT UCTONb3oBaTh coobLeHus, onpeaeneHHble B ctaHgapTe HL7 Bepcun 3.

5 UaeHTUdMUMPYIOLWLME XapaKTepPUCTUKN NeKapCTBEeHHbIX NpenapaToB

5.1 Cnou un ypoBHU uaeHTU(pUKaALUU NeKapCTBEeHHbIX NpenapaToB

5.1.1 O6wue nonoxeHun

UaeHTudukatopsbl nekapcTBeHHbIX npenapatos PhPID aomkHel ObiTb NpeacTaBneHsbl Ans AByX CroeB
(croh aKkTUBHOM CyBCTaHLIMM U CIIOIl HOPMUPOBAHHOMN CYGCTaHLMM), KaXXAbIA U3 KOTOPLIX COAEPXKUT YeTbipe YpoB-
HA uaeHTUUKaLMM AN KaXKOoro fiekapCTBEHHOMo npenapara, coaepXallerocsi B JiekapCTBEHHOM CpeACcTBe.

NaenTndukatopsbl PhPID gomkHbl reHeprpoBaTbCA C UCNOSb30BaHNEM CTaHAapTa onucaHus cybcTan-
unia (cM. ctaHgapT MCO 11238), nonoxeHuid pasgena akTUBHOCTU U NPUMEHSAEMO A03UMPOBaHHON hopMbl
(cm. ctangapt UCO 11239) n ctaHgapTa onucaHns eauHUL, nsmepeHns (cM. ctangapt MCO 11240), kak ato
WNMNIOCTPUPYETCA HUXKE.

PedepeHTHas akTUBHOCTb AOMKHa NOBTOPATLCA HA 06oux cnoax naeHtudukatopos PhPID. OHa gon-
XHa 6bITb Npou3BeaeHa U3 HdopMaumm 06 akTUBHOK CyBCTaHLMN U HOPMUPOBaAHHOW CyGCTaHLMN B 3aBUCK-
MOCTU OT cneundryeckux xapakTepucTuK fiekapcTBEHHOIo npenapara.

MpwumeyaHwne—Bce cnon uaeHtudgukaropos PhPID gonxHbl 66T ONUCaHbI HA YETbIPEX Pas3nUYHbIX ypOB-
H$IX, NPOHYMEepPOBaHHbIX OT 1 710 4.
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Ta6nuya 1—Yetbipe ypoBHs ngeHtndpmkatopos PhPID

Crion YposHu
Cnow PhPID_SUB_L1— TepmuH cybcTtaHumm (cyGeTaHumin)
naeHTMdukaTopos -
PhPID akTtueHOM PhPID_SUB_L2— TepmuH cy6cTaHumm (Cy6CTaHumin) + akTUBHOCTD + pedpepeHTHan akTUBHOCTb
cybcraHuum

PhPID_SUB_L3— TepmuH cybcTtaHumm (cyGeTaHumin + npumeHsemas 4o3vpoBaHHas dopma

PhPID_SUB_L4 — TepmuH cy6cTaHumm (cy6eTaHumin) + akTMBHOCTL + pedpepeHTHan akTUBHOCTb
+ NpumeHsiemasi o3upoBaHHas dopma

Cnow PhPID_SpSUB_L1— TepmuH HOpMMpOBaHHON cybcTaHumm (CybeTanumi)

naeHTMUKaTopoB N y

PhPID PhPID_SpSUB L2 — TepMuH HOpmMpoBaHHOM cybctaHuun (cy6ecTaHummn) + akTUBHOCTL +
HOPMUPOBaHHOM pedepeHTHas aKTMBHOCTb

cy6eTaHumm

PhPID_SpSUB L3 — TepmuH HopmupoBaHHOW cybcraHuum (cy6ecTaHumin) + npumensemasn
Ao3upoBaHHas copma

PhPID_SpSUB L4 — TepmuH HOopmupoBaHHOW cybctaHuun (cybcTaHuum) + akTMBHOCTL +
pecepeHTHasi akKTMBHOCTb + NPUMeHsieMas 403MpoBaHHan hopma

MpumevaHuns

1 JlekapcTBeHHbIN Npenapat MOXeT NpeAcTaBnATb COOOW KOMMIEKC NeKkapcTBa € U3BENMEM MeOULIMHCKOIOo
Ha3HaueHus (Hanpumep, nekapcTeo/vagenuve, Guonorndeckuit areHT/nsgenue). B atom cnyvae Ha Bcex peneBaHTHbIX
YPOBHSAX MAEHTMMKALMM NpenapaTa BMecTe ¢ TepMuHamm cybectaHumm (cybcraHumin) n HopmupoBaHHomW cy6eTaHumm
(cy6eTanumin) gomkHbl BbiTe yka3aHbl TEPMUH U MABHTUMKATOP TEPMUHA U3AENUSA MEAULMHCKOIO Ha3HayveHus (YHu-
KanbHbI MaeHTUUKaTOp n3genwvs). Takasi CBA3b 4OMKHa OblTb ONUCaHa C NOMOLLBIO NPSMON accoLmMaLum NPUCBOEHHbIX
naeHTndukatopos PhPID ¢ nekapcTBeHHbIM CpeACTBOM M COOTBETCTRYIOWMX uaeHTudukatopos MPID n PCID, kak ato
obpucoeaHo B ctaHgapTe NCO 11615.

2 [MoHsATUE aKTMBHOCTU HE NPUMEHUMO K U3AENVI0 MEAVLIMHCKOTO HA3HAYeHUs.

3 HopmaTuBHbIe JOKYMEHTbI B JAHHOW OPUCAUKLMM MOTYT YTOUHATE TpeBGoBaHUsA, OTHOCALMECA K peanu3auuu
cTaHgapTa B 4acTu uHcopmMauumn 06 n3genum meguumMHCKOro HasHadeHusl, Hanpumep TpeboBaTtb, YTO6bI 3Ta MHOpMa-
LMs NPeACTaBnANach TOMbKO Mo 3anpocy.

4 JlekapCTBEHHbIM NPENapaTtom MOXeT ObiTb KOMIMMEKC NeKapcTBa ¢ agbloBaHTOM (Hanpumep, BakuuHa). B atom
cry4Yae Ha BCEX penieBaHTHbIX YPOBHSIX MAEHTUdMKALUKM Npenapata BMecTe ¢ TEpMUHaMK cyGcTaHumm (Cy6cTaHummn) n
HOpPMUpOBaHHOW cybcTaHumy (cybcTaHumin) AoMXKHbI BbiTh yKasaHbl TEPMUH U MASHTUUKATOP TEPMUHA aabloBaHTA.
Takas cBsi3b A0MKHa ObITb ONMcaHa ¢ NoMOLLLIO NPSIMON accoumaLmnm NPUCBoeHHbIX naeHTndunkatopos PhPID ¢ nekap-
CTBEHHbIM CPEeACTBOM W cooTBeTcTBYoWMX uaeHtudukatopos MPID n PCID, kak 3to ob6pucoBaHo B craHaaprte
NCO 11615.

Ans onncaHua akTUBHOCTM AOMKHbI ObITh YKa3aHbl KONMMYECTBO, eAUHNLLI U3MEPEHUA WM eanHULbI
npeacTaBneHus.

MpumeHaeMas aosuposaHHasa hopma NPoU3BOAUTCS U3 ONUCAHNA NeKapCTBEHHOro nNpenapara.

5.1.2 UpenTudukatrop PhPID HopMmupoBaHHOM cybcTaHLuun

Kak onucaHo B ctaHgapte NCO 11238, uHcdopmauusi 0 HOpMUPOBaAHHOW CyBCTaHLun (cybcTaHLMAX)
OOMKHa cofepXaTb AeTanbHble XapaKTepucTUKU oTaenbHOW cybcTaHumMn Unu cocTaB BellecTBa, coaepxa-
Lero Heckonbko CybCcTaHUMIA MU HECKONbKO (nsnyeckux hopmM.

Ana ynpoweHna peanusauun anemMeHTbl, HeobxoauMble ANA ONMUCaHNA KOHTPONUPYEMbIX CyBCTaHLUN,
AOIKHbI ObITh NOApPasAeneHbl Ha YeTbipe rpynnbl.

OTu rpynnel onpeaeneHbl cneayrowmm o6pasom:

a) HopmuposaHHas cybcTaHuumsa rpynnbl 1. JomkHbl 6biTb UCNOMb30BaHbI 3NEMEHTLI, ONUCLIBaKOLLVE
BELLECTBO, coAepKallee HeCKomMbKo cybcTaHuui, pacTBOpUTENIU, UCNONb3yeMble AMsi U3roTOBMEHUS pacTu-
TemnbHbIX UMW annepreHHbIX 3KCTPaKToB, cneundudHble Mapkepbl NN UHbIe NPU3HaKA, NPUCYTCTBYIOLLME B
BellecTBaxX pacTUTENbHOrO UMW XUBOTHOTO NPOUCXOXKAEHUS, NPpU HEOBX0AUMOCTU unsndeckyto hopMy cyo-
cTaHuuu, a Takoke nobble CBONCTBA, CyLUeCTBEHHbIE 11 ONUCcCaHUA BellecTsa.

pynnbl 3NeMeHToB, UCMONb3yeMbIX ANA onpegernieHnsl HOPMUPOBaHHONW cybcTaHumu rpynnel 1, gon-
XHbI BKNoYyaTh B €65 COCTaBHbIE KOMNOHEHTbI, hnsndeckyto hopMy U CBOUCTBO.
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MpuMeyaHune—Takasa rpynnMpoBKa SNEMEHTOB MO3BONAET AaBaTb ONPEAENEHUs MHOTMX NMPOMbILWNEHHO
NPOU3BOAUMBIX BELLECTB, UCMOSb3YEMbIX B COCTaBE NIEKAapCTBEHHbIX CPEACTB.

b) HopmuposaHHasa cybcTaHumMs rpynnbl 2. 3neMeHTbl rpynnbl 2 A0MKHBI UICNONb30BaTLCA AN YKasa-
HWUA cBeAeHWI o NpousBoauTene cybcTaHLUM UM HOPMUPOBaHHOW cyGcTaHumn rpynnbl 1 1 MUHUMAaInbHON
UHdopMaunn o0 NPON3BOACTBEHHOM npoLiecce.

MuHuManbHasa MHopMaLusa o NPOU3BOACTBEHHOM NpoLecce AoMkHa BKNoYaTh B cebsa obLyto xapak-
TepUCTUKY MeToaa NPoOU3BOACTBa (HanpUMep, CUHTE3, IKCTPaKLUsi, BOCCTAHOBNEHUE ), TUNAa NPOU3BOACTBEH-
HOW CUCTEeMbI (HanpuMep, KNETOUYHYIO JIMHWUIO, pacTUTENbHbIE UMK XXUBOTHLIE TKaHU), NPOU3BOACTBEHHYIO
cucTeMy (KOHKPETHYIO KNETOYHYIO JIMHUIO).

MpwnmeyaHn e— AnemeHTsl IPyNnbl 2 NO3BOMNSIOT NpoOcnexuBaTb cybctaHumio 4o nponssogutens. OHn No3Bo-
TISAIOT TaKKe OTNMYaTh CUHTETUYECKUE NenTuAbl OT PEKOMOUHAHTHBIX U nornydars MHOPMaLMIo 0 NPOM3BOAUMON KNETOu-
HOW ITUHUM.

¢) HopmupoBaHHas cy6cTaHLua rpynnbl 3. SnemMeHTbl rpynnbl 3 A0MKHbI YKasblBaTb KAYeCTBO BeLecT-
Ba, a TaKkKe UCTOYHUK, PerflaMeHTMPYIOLLIMA aHHOE KaYeCTBO. DNemMeHThbl rpynnbl 3 A0HKHLI UCMOMb30BaTLCA
ONg pasnuyieHus apmakoneinHoro kauecTea U TEXHUYECKOro KayecTBa BellecTsa.

Ecnu chapMakoneiiHble ctaTbu, onucbiBatoLLne cyGeTaHLmio B pasHbiX dhapmakonesix, He rapMoHU3Npo-
BaHbl, TO COOTBETCTBYIOLLME CYBCTaHLMM AOMMKHBLI pAacCMaTPMBAaTLCS Kak pasHble.

MpumMmeyaHune—/[na GonbWMHCTBA (hapMaLeBTMHECKUX CyOCTaHUMIA UCTIONb3YIOTCS NMoKasaTenu KavecTea
USP (dapmakonesi CLUA), EP (EBponeiickas cdhapmakonest) u JP (bapmakones Anoxun). K pactutensHelM cybcTaHLmsM
AOCIMKHBbI MPUMEHATLCA Takue rnokKasarenun KadecrBa, Kak «CtTaH4apTu3oBaHHaA», ((38AaHHblﬁ KONWYeCTBEHHbIN coCcTtaBy,
«HECTaHAapTU30BaHHas».

d) HopmupoBaHHasa cybcTaHuus rpynnbl 4. OnemMeHTbl rpynnbl 4 OOSPKHBLI yKasbiBaTb Haubonee
AeTanbHble cBedeHnst 0 cybcTaHumn. OHWU AOIPKHBI BKIOYaTh B cebs1 MHOPMaLIUIO O KPUTUYECKUX NPON3BOA-
CTBEHHbIX MpoLieccax, creundukaunum (ans KOMNOHEeHTOB AOIDKHbI ObITb YKasaHbl IPUMECU 1 CONyTCTBYOLWNE
BelllecTBa), CrOBECHOe onpeaesnieHne efuHuLbl 3aMepeHunst, pedepeHTHOe BeLecTBO U aHanmTuyeckue
MeTofbl, ncronb3yemMble Ans onpeaeneHus apeKTMBHOCTU.

M pwumeyaHune— CneundunuHan nHbopmaums 0 KOHTPONUPYEMbIX CyGCTaHUMAX rpynnbl 4 Hepeako NpeacTas-
NSIETCA B PErvcTpaLmMoHHOE 40Che B HECTPYKTYPUPOBaHHOW hopme, YTo 3aTpyaHsieT ee c6op u opraHusaumio. NMpumenenve
nonen JaHHbIX, NPEeANOXEeHHbIX B HACTOSLLEM CTaHAApTe, SBNAETCH OAHUM U3 CNOocoBOB OpraHn3aummn n CTPyKTypupoBa-
HUSA 3TON UHOPMAaLIMK, NMO3BONSIOLLMM 0BNerdnTb ee NCNonb3oBaHue AN cocTaBneHns 0630pOB M OLEHKU COOTBETCTBUS.

5.1.3 UpgeHTudmkauma HopMupoBaHHOW cy6GcTaHUMM nekapcTBeHHoro npenapata (PhPID
SpSub)

NaeHTudukaTtopsl PhPID koHTponupyeMbiX CyBCcTaHLMIn OOIDKHBI COCTaBNATLCA MO TPEM rpynnam us
yeTblpex (rpynnbl 1 — 3), onucaHHbix B ctaHaapTe NCO 11238.

Mpynnel 1, 2 1 3 cogepXaT anemMeHThbl AaHHbIX, HeobxoauMble Ans bonee AetanbHON uaeHTUUKaLUN
nekapcTBEHHOro nNpenapara, COOTBETCTBYIOLLE Ha3HaYeHUIo 1 06NacTu NpUMeHeHUsl HacTosILLero ctaHgapTa.

Mpynnel 1—3, Kak NpycBaMBaeMble aKTUBHBLIM CyBCTaHUUsAM, AOIMKHBI UCMONb30BaThCS B HACTOALLEM
cTaHdapTe ANns onMcaHns naeHTugukaumm nekapcTBeHHOro npenaparta ¢ NOMOLLbIO COOTBETCTBYHOWMX 3Ha-
YeHnin naeHtudnkatopos PhPID.

Mpynna 4 npegHasHaveHa gns 6onee TOHKOrO ypoBHSA uaeHTUdUuKkauum cybetaHumia, He Tpebyemoro
ansa uenen naeHtTudpuMkauMm nekapcTBeHHOro npenapara, U He AOoMkKHa UCMOoMNb30BaThCA NpU reHepauuu
naeHTtudukatopa PhPID.

WHdopMaLuus 0 HOpMUpoBaHHOW cybcTaHUMM AoSpkHa ObITh NpeAcTaBrieHa ¢ ykazaHUeM SM1eMeHTOB
OaHHbIX, OMUCbIBAKOLLNX aKTUBHbIE CyBCTaHLIMU NeKkapCTBEHHOro Npenaparta U KOHTponupyemble cybcTaHuMn
rpynnel 1.

Mpynnbl 2 U 3 4oMKHBLI BbITb accoLMMpPOBaHbl HEMOCPEACTBEHHO C aKTUBHBIMU CyGCcTaHUMAMN neka-
PCTBEHHOro nNpenapaTa U ¢ HOPMUPOBaHHOW cybcTaHuUmen rpynnbl 1.

Mpumevanwnsn

1 lMpuceoeHne n NpMBsi3Ka rpynn KOHTPONMPYeMbIX CyGCcTaHUMIA K onpegeneHHbIM Kraccam npenapaToB AOMKHbI
6bITb ONMCaHbI B PYKOBOACTBE MO peanu3auuu ctaHaapra. [letansHyio nHcdopmaumio 06 anemeHTax, onucbiBaowmx cy6-
CTaHUMn U KOHTponupyemble cybcTaHumm, cM. B ctanaapre MCO 11238.

2 HopmaTtuBHble AOKYMEHTbI B AaHHOW I0PUCAMKLMM MOTYT YTOUHSITE TPe6oBaHUsi, OTHOCSILMECS K peanuaauymm
cTaHpgapTa B 4actu cneuudmvkaumm nHgopmMaumm o KOHTponmpyembix cybcTaHumsx, Hanpumep TpeboBaTb, UTOOLI 3Ta
WHpopMaumna NpeacTaBnNANAach TONbKO MO 3anpocy.
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5.2 KpaTHocTb

OTHoOLWeHNA Mexay aneMeHTamun AaHHbIX, ONUCHIBaOLWUMA NEKapCTBEHHBIA NpenapaT, A0MMKHbI COOT-
BEeTCTBOBaTb Cneayrowmum TpeboBaHUAM K KpaTHOCTH:

- coaHum ugeHTudukatopom PhPID gomkHa 6biTh cBSI3aHa 0gHa nekapcTBeHHas Ao3upoBaHHasa dop-
Ma (KpaTHOCTb OTHOWeEHUs: 1..1);

- ¢ ogHuM naeHTudurkatopom PhPID moxeT ObITh cBA3aHa ogHa eauHULA nNpeacTaBneHns (KpaTHoCTb
oTHoweHus: 0..1).

N pumeyaHun e — EQuHuubl NnpeacTaBneHnst UCTNONb3YTCs 0COBGEHHO YacTo HA MEeCTe OKa3aHWUs NaLNeHTy me-
OVUMHCKON NOMOLLM, ECIIN KONMHECTBEHHAS eAMHULIA N3MEPEHUS HE NPUMEHUMA,;

- ¢ ogHUM uaeHTucpukatopom PhPID moxeT ObiTb CBA3aHO HECKOMbKO aKTMBHBLIX cybcTaHumiA (kpaT-
HOCTb OTHOWeHusA: 1..n);

- copHum naeHtudukaropom PhPID MoxeT bbiTb CBA3aHO HECKOMbKO aKTUBHBLIX KOHTPOINIMPYEMbIX Cy0-
CTaHUuin (KPaTHOCTb OTHOLLEHUS: 1..n);

- € oAHUM naeHTudukatopom PhPID cesizaHa ogHa akTUBHOCTL (KpaTHOCTb OTHOLeHus: 1..1), ocHo-
BaHHaA Ha OTHOLUEHUWN OANH-KO-MHOMMM C aKTUBHBIMU Cy6CTaHLUAMU UNWU KOHTPONUPYeMbIMKU cybcTaHLmMsaMn
(kpaTHOCTb OTHOLIEHUA: 1..n); AN XNAKNX NpenapaTos A0SMKHbI 6bITb 0AHOBPEMEHHO YKasaHbl eanHuL.a 06b-
ema (KpaTHOCTb OTHoLeHus: 1..1) 1 obwnii obbem KoHTelHepa (KpaTHOCTb OTHOLWEeHus: 1..1);

- coaHum uaeHtudukatopom PhPID cesizaHa ogHa pedepeHTHaa akTUBHOCTb (KpaTHOCTb OTHOLUEHUSI:
1..1), koTOpasa MoXeT BbITb BblUMCIIEHA U3 3HAYEHWUIA aKTUBHOCTU HECKOMNBbKUX CYyBCTaHLMIA WU KOHTponupye-
MbIX cybcTaHUMIA (KpaTHOCTb OTHOLLEHUS: 1..n).

5.3 MpepacTaBneHne akTMBHOCTU B (hOpMe KOHLEHTpaLuK

AKTUBHOCTb XXUAKUX NpenapaToB AoflKHa ObITh BbipaXeHa kak B hopmMe obLueli Macchl BewecTsa B 06b-
emMe KOHTelHepa, yKkasaHHOM B perucTpaunoHHOM gocbke, Tak U B hopme KoHLeHTpauumn (Hanpumep, B 1 mn).
Mpu reHepaumu n npucsameBaHun ugeHtudukatopa PhPID akTuBHOCTbL AomkHa ObiTb BhipaxeHa B hopme
obLen macchl BelllecTBa B 06beMe koHTelHepa (ucnonbays uaeHtudunkatopel MCID u PCID) ¢ ykazaHuem
COOTBETCTBYIOLEA KOHLIeHTpaLUMKM akTUBHOTO BellecTBa, MpeAcTaBMeHHOM B Kaxaom wuaeHTudukatope
PhPID ypoBHsi 2 unu 4. O6a npeacTaBneHns AOMKHbI paccMaTpuBaTbcsl B kauyecTBe 06513aTenbHbIX 3NeMeH-
TOB ONMCaHWA NIekapCTBEHHOro npenapara.

Mpumep — Ecnu dea npenapama umerom oOUHaKO8YH aKmugHoOCMb 8 1 M1, HO npedcmaeneHbl 8 KOHMel-
Hepax pa3Ho20 o6bema (npenapam A 25 m2/5 mn u npenapam B 50 m2/ms1), Mo um O0MKHbI 6bIMb NPUCBOEHb! Pa3-
Hble udenmudpukamopsi PhPID, npu amom 0151 uGenmugpuxkamopoe PhPID ypogHeii 2 u 4 domxHbI 6bimb yKa3a-
HbI 3Ha4€HUS1 KOHUeHmMpayuu npenapamos, pagHbie 5 ma/mi.

AKTUBHOCTb B pOpMe KOHLeHTpaunm AomkHa 6biTb BblUMCIIEHA U3 3HAYEHUA aKTUBHOCTU BeLecTsa BO
BceM o6beMe KOHTelHepa 1 AomkHa BbITb NpecTaBeHa Ha BCeX peneBaHTHBLIX YPOBHAX naeHTUdnkaTopos
PhPID, roe akTMBHOCTb yka3aHa B COOTBETCTBUM C AaHHBIMA U3 PErMcTpaLlrMoHHOro Aocke.

Ona obecneyeHns B3aMMHON MpremMnemMocT nNpy obmeHe AaHHLIMU O NleKapCTBEHHBIX Npenapartax
aKTUBHOCTb B hopMe KOHLIeHTpaLuum AofkHa BbiTb NpeacTaBneHa kak areMeHT AaHHbIX U oTobpaxkeHa Ha
aKTUBHOCTb BO BceM 0b6beMe KoHTelHepa Ha Bcex pefneBaHTHbIX YpoBHSIX uaeHTudnkatopos PhPID.

BbluncneHre KoHUeHTpaLum 1 ee oTobpaXkeHWe Ha aKTUBHOCTL BO BceM 06beme KoHTelHepa Ha Bcex
peneBaHTHbIX YPOBHAX naeHTudunkatopos PhPID gomkHbl 6biTh y4TEHbI NPY peanusaummn 1 ConpoBoXaeHUN
HacTosiLLero ctaHgapTa.

5.4 WpeHTudukatop nekapctBeHHoro npenapata (PhPID)

NaenTudmkatop nekapcteeHHoro npenapata PhPID npeacTasnseT cob6oi yHUKanbHbIA kog, NPUCBOEH-
HbI Ha YPOBHE NeKapCTBEHHOro nNpenapara 1 BKoYawLWwmin B cebs onucaHHble HUbKe XapakTepucTukn. Ana
npenapaTtoB, KOTOPble B COOTBETCTBUM C AOKYMEHTAaLMEN PerucTpaLMoHHOro 4ocke AOMKHLI BbiTb BOCcCTa-
HOBMeEHbI Nepes NpUMeHeHueM, uaeHTudgmkatTop PhPID gomkeH BknoyaTs B cebst XxapakTepucTukv npenapa-
Ta nocne ero BOCCTaHOBIEHNS.

MpwumedaHn e — bonee getanbHas nHopmauusi 06 anemeHTax AaHHbIX, XapakTepurayoWwmX KOHKPETHbIE Cy6-
CTaHUMKW U KOHTponMpyemble cybcTaHumm, npveeaeHa B craHgapte MICO 11238. B cocTas 3Ton MHOpMaLnmn BXOAAT aTpu-
ByTbl, onpegensiowye naeHTUUKaLMIo NekapcTBEHHOIO Nnpenapara v npuceavBaHvue naeHtndmkaropos PhPID.
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class PhPID Working Vodel (detaled levels)”

PucyHok 1 — Xapaktepuctukm mgeHtuncdunkatopos PhPID

5.5 3niemeHTbI cnos cybcTaHumm nekapcTeBeHHoro npenapata (PhPID_SUB_ LX)

5.5.1 CocrtaB cfioa cybcTtaHuMM nekapcTBeHHOro npenapara

B cocTaB cnoss cy6CTaHUMM NeKapCTBEHHOro npenapata BXOAMT ONuWCaHWe aKTUBHbIX Cy6CTaHUMiA
BK/OYalwee B ceb6s cBefeHNA 06 aKTUBHOCTMU, NPUMEHAEMON AO3MPOBAHHON (hopMe M U3genun MeauLunH
CKOTO HazHauyeHusa (Npu ero Hanuumn).

5.5.2 Cy6cTtaHunsa
5.5.2.1 O6uwee onncaHune

B cocTaB KaXforo NekapcTBEHHOro npenapaTta A0/KHA BXOAUTb Kak MUHUMYM OfHa aKkTMBHasA cyb6cTaH
umsa. Ona kaxpnoi akTUBHOI cyb6cTaHUMM AoNXHa 6biTb yKkazaHa ee uageHTudukayuma n posb.
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5.5.2.2 WUpeHTundmkaTop cybcTaHumm

B aTom aTpmbyTe gomkeH 6bITb ykasaH naeHTudukaTop cybcTaHunm, B3ATbIN N3 Habopa 3Ha4YeHUi , yka-
3aHHoro B ctaHaapte MCO 11238. [ina npeacTtaBneHus naeHTudukaTopa AormKeH UCNonb3oBaThbCs TUMN AaH-
HbIX CD.

5.5.2.3 UaeHTudukatop TepMuHa cybctaHumm

UaeHTudukaTop TepMrHa cybcTaHumMm nekapcTBEHHOro npenaparta AoSkeH GblTb ykasaH, NCnonb3aysi
3aNeMeHT MHOXeCTBa 3Ha4YeHUin B cooTBeTCTBUM co cTaHgapToM MCO 11238. [lomkeH 6biTb onvucaH ctaHaap-
THbIA MaeHTUdUKaTOp TepmuHa cybctaHumm (cm. UCO 11238).

5.5.2.4 TepmuH cybcTaHuun

TepmuH cybcTaHUMK nekapcTBEHHOro npenaparta AofkeH BbiTb ykasaH, N0 BO3MOXHOCTU UCMOSb3yA
3M1eMeHT MHOXeCTBa 3Ha4YeHUn B cooTBeTCTBUN co cTaHaapTom NCO 11238. donmkeH 6bITb onucaH ctaHaap-
THBIW TepMUH cy6cTaHumm (cm. UCO 11238).

5.5.2.5 Ponb

B aTom aTpubyTe AomkHa BbITb YkasaHa ponb cybcTaHuMn B Npenapare, HanpuMep, «akTUBHBIA UHrpe-
OVEHT», «aabloBaHT».

5.5.3 MNpumeHseman gosupoBaHHana hopma

5.5.3.1 O6uiee onucaHue

3T0T aTpUbyYT ONUChIBaET NekapCcTBEHHYO 403UPOBaHHY0 hopMY, KOTOpas AOIDKHA BbiTb NPUMEHEHa B
COOTBETCTBMM C ONncaHWeM, NPUBEeAEHHbIM B PerncTpaLMoHHOM Aocbe, Nocrie BbiMoNIHEHUS BOCCTaHOBIe-
HUA, ecnn TakoBoe Heobxoaumo. 3HaveHue aTtoro atpubyTta 4omkHO GbITb B3ATO U3 Habopa AaHHbIX, yKasaH-
Horo B cTaHgapte WUCO 11239. [ina npeacTaBneHWs 3TOro 3Ha4YeHWUA AOSHKEH WCNOMb30BaTbCsl TUN
haHHbIX CD.

NMpumepsb! — Tabnemka, kancyna, opanbHbili pacmMeop, CyCreH3usl.
Kaxablin nekapcTBeHHbIN npenapat MoXeT UMeTb TOMbKO OAHY NeKapcTBEHHY0 hopMy.

M pumeyaHn e —JlekapcTBEHHOE CPEACTBO MOXET NPeACTaBNATL COH60N ABa NPOU3BEAEHHbIX NPOAYKTA: OUH
U3 HVUX MMEEeT MPOM3BEAEHHYIO NEKapCTBEHHYI0 (hOPMY «MOPOLIOK», a APYFOoe — «PacTBOpP», SIBMSIOWMIACA pacTBOpUTE-
nem. MNepea NpyMeHeHWeM OHM BOCCTaHaBNUBAIOTCA A0 NPUMEHAEMON A03NPOBAHHON (POPMbl KMHBEKLMOHHLIN PaCTBOPY.

5.5.3.2 VageHTudpumkaTop TEpMUHA NPUMEHSEMOI AO3UPOBaAHHON (POPMbI

NaeHTudpumkaTop TepMuHa NpUMeHsieMol 4031poBaHHOM hopMbl AOMMKEH ObITb ykasaH, UICNonb3ysa ane-
MEHT MHOXeCTBa 3Ha4YeHW B COOTBETCTBUM co cTangapTom MCO 11239. [lormkeH ObiTb onucaH cTaHaapTHBIN
naeHTUMKaTOp TEpMUHA NPUMEHsIEMOI1 Ao3MpoBaHHoN dopmbl (cm. MCO 11239).

5.5.3.3 TepMUH NpuMeHsieMon A03MpOBaHHON hopMbI

TepMUH NpUMEHAEeMOoN JO3UPOBaHHOW hOpMbI NeKapCTBEHHOMO npenaparta Ao/KeH 6biTb yKkasaH, no
BO3MOXHOCTU UCMOSb3YSA 3NEMEHT MHOXeCTBa 3HavyeHWn B cooTBeTCTBUN co cTaHaapTom MCO 11239. fon-
XeH BbITb ONUcaH cTaHAapTHLIA TEPMUH NPUMEHSIEMOR Ao3npoBaHHoi thopmbl (cM. MCO 11239).

5.5.4 EAMHULbI NnpeacTaBneHus

5.5.4.1 O6wue nonoxeHusa

EouHvuen npeacTaBneHus ABnsieTca KauecTBEHHOE onncaHne eguHULbl NpeacTaBeHus U onucaHus
aKTUBHOCTU NeKapcTBEHHOro npenaparta. EguHuLbl npeacTaBneHms UCNonb3yroTcss 0CoBeHHO YacTo Ha Mec-
Te oKasaHusl NaunMeHTy MeaNLMHCKOM NOMOLLN, ECIIN KONMUMYECTBEHHAA eanHMLa U3MEPEeHUs He NpUMeHumMa.
Ons onucaHust eduHWUbl NpeacTaBneHusl OO/MKEH WCNOMb30BaTbCA CTaHA4APTHbIA TEpMWUH (CM. CTaH-
Aapt NCO 11239).

Mpumep — «Codepxum 100 MKz 8 pacyeme Ha cripeli» (eQuHuya npedcmaeneHus — cnpel).

5.5.4.2 UpeHTudukatop TepMuHa eguHNLLEI peacTaBneHns

MaeHTubukaTop TepMrMHa eanH1Lbl MpeacTaBneHnsl AoMmKeH OblTb ykasaH, UCNOoMb3ys 3reMeHT MHO-
XKeCTBa 3Ha4YeHWn B COOTBETCTBUN co cTaHdapTom MCO 11239. flomkeH ObITb onncaH cTaH4apTHbIN MOeHTU-
cukaTop TepMuHa eanHULbI npeactasnenus (cm. NCO 11239).

5.5.4.3 TepMnH eanH1Lbl NpeacTaBneHns

TepMyH eanHULLI NpeacTaBneHns NekapcTBEHHOro npenapara AomkeH OblTb ykasaH, Mo BO3MOXHOCTH
MCNOMb3ysa 3M1IeMeHT MHOXeCTBa 3Ha4YeHU B cCOOTBETCTBUMU co cTaHaapToM NCO 11239. domkeH 6bITb onu-
caH cTaHAapTHbIN TePMWUH eauHuMLbl npeacTtasnenns (cm. NCO 11239).

5.5.5 Uspenue meguLUHCKOro HasHauYeHUA

Ecnv MeauuMHcKoe nsgenve siBNSETCA YacTblo JlekapCTBEHHOro npenapara, To 4N ero onucaHus
MCcnonb3yoTesa creayrolme anemMeHTbl JaHHbIX.
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5.5.5.1 NpeHTucpukatop TepMmnHa Usgenust MeauLMHCKOro HasHauyeHus

WaeHTudmkaTop TepMmuHa nsgenus MeguLMHCKOro HasHavyeHust 4orkeH OblTb ykasaH, UCnonb3ys ane-
MEHT, B3ATLIN U3 onpeAerieHHOro MHOXeCTBa 3HauyeHUW. YHUKarbHblA naeHTUUKaTop nsgenna aomkeH
6bITb NPUCBOEH HA OCHOBE MeXAyHapOoAHOW CNPaBOYHON TEPMUHONOTUN.

5.5.5.2 TepMmuH nsgenusa MeauUUHCKOro HasHavyeHus

TepMuWH U3gennust MeaMLUHCKOro HasHaueHusl, SIBMSIIOLLErocst YacTbio NeKapcTBEHHOro npenapara, Aon-
XeH ObITb ykasaH, Mo BO3MOXKHOCTU UCTIONb3YSl ANIEMEHT, B3ATbIA U3 ONpeaeneHHOro MHOXECTBA 3HaYEHWUN.
TepMuH uspgenust 4omkeH 6bITb MPUCBOEH HA OCHOBE MEXAYHAPOAHOW CNPaBOYHOA TEPMUHOMOTUN.

5.5.6 lNpuaHak KoHPUAEHUUANLHOCTU

Kateropus koHbunaeHumanbHOCTU MHopMaLIMun, NPUCBOEHHasA opraHnu3auumen, MoxeT BblTb ykazaHa Ha
BCEX YpoBHsIX naeHTudukatopos PhPID. OHa gosmkHa 6biTb B3siTa U3 COOTBETCTBYIOLEro HOPMaTUBHOIO Co-
BapsA. [lomkHbl BbITb yKazaHbl CaM TEPMUH U ero uaeHTUUKaTop B 3TOM CrioBape.

Mpumepb!
1 KoHgudeHnyuansbHas.
2 Be3 ozpaHuseHull.

5.6 dnemeHTbI CNoOsi HOPMUPOBaHHOM cybcTaHLMuU nekapcTBeHHoro npenaparta(PhPID_SpSUB_Lx)

5.6.1 CocTaB crnosi HOpMUPOBaHHOM CyOGCTaHLUM NeKapCcTBeHHOro nNpenapara

B cocTtaB cnost HOpMUpoBaHHOM CyGCTaHUMM NlekapCTBEHHOTO NpenapaTta BXOAUT onucaHne KOHTPOonu-
pyembIx cybcTaHLuiA, BKMovatoLlee B cebst cBeieHMs 06 akTUBHOCTU, MPUMEHSIeMO 03UPOoBaHHOM hopme n
usgenuM MeguuUUHCKOro HasHadyeHus! (Npy ero Hanu4uu).

Mpwnmedyanune— HopmatneHbie AOKYMEHTBI B JAHHON IOPMCOVKLMK MOTYT OcnabuTb TpeboBaHus, OTHOCALME-

Cs1 K peanuaauum craHgapTa B 4acTy yKa3aHusl KOHTponupyeMbix cybctaHumi, Hanpumep, TpeboBaTtb, 4To6bl 3Ta nHdop-
Mauvsi NpeacTaBnsAnach TONbKO Mo 3anpocy.

5.6.2 HopmupoBaHHas cybcTaHLusA

B cocTaB kaxgoro fiekapcTBEHHOro npenapara AofbkHa BXOAUTb Kak MUHUMYM OgHa HOpMUpOBaHHas
cybcTaHumna. Ang Kaxgon HopMMpoBaHHOW cybcTaHUuMM gormkHa BbiTb ykasaHa ee uaeHTudukauma u ponb.
HopmupoBsaHHasi cybcTaHuma QOMmKHa UMEeTb CChINIKY Ha OAHY U HECKOIbKO CyBCTaHLMIA.

5.6.2.1 VaeHTndurkaTop HopMnpoBaHHoW cybcTaHumm

5.6.2.1.1 UpeHtucukatop TepmmHa cybctaHumMm

WaeHTugmkaTop HOPMUPOBAHHON CyBCTaHLMN fOKeH BbITb B3AT U3 HABopa 3Ha4YeHWi, yKasaHHOTo B
ctangapte MCO 11238. Ans npeactaBnexHus naeHTudmkatopa AosmkeH UCnonb3oBaTbesl TUN AaHHbIX CD.

MaeHTndmkaTop TepMUHa HOPMUPOBaHHON cybCcTaHLMKW fekapcTBEHHOro npenaparta AofbkeH ObiTb
yKasaH, UCNonb3ysl SMeMeHT MHOXeCTBa 3Ha4YeHWUiA B COOTBETCTBUMU co cTaHaapTom MCO 11238. fomkeH
6bITb ONWCaH CTaHAAaPTHBIA UaeHTUdMKaTop TepMnHa cybetaHumm (cm. UCO 11238).

5.6.2.2 Ponb

B atom atpnbyTe gomkHa ObITb ykaszaHa porb cybcTaHuum B Npenapare, Hanprumep «akTUBHbIA UHIpe-
ANEHT», «aAbloBaHT».

5.6.3 MpumeHsemasn go3upoBaHHanA bopma

OT10T aTpnbyT oNncbIBaeT NekapCTBEHHYO A03UPOBaHHYI0 opMy, kKoTopas AomKkHa BbiTb MpUMeHeHa B
COOTBETCTBUM C onNncaHueMm, NpuBeeHHbIM B perucTpaLlMoHHOM Jockbe, Nocrie BbINoSIHEHUS BOCCTaHOBIe-
HMSA, ecnn TakoBoe Heobxoanmo. 3HaueHne aToro aTpubyTta AOMKHO BbITb B3ATO M3 HaBopa AaHHEIX, yKasaH-
Horo B cTaHgapte MCO 11239. [na npeactaBneHUst 3TOr0 3HaYeHWs OOMKeH WCnonb3oBaTbCs TUM
AaHHbIX CD.

IMpumepur — Tabnemxka, kancyna, opasbHbil pacmeop, cycneH3us. Kaxdili nekapcmeeHHbIl npenapam
MOXem umems MoJILKO OOHY JIeKapCmMeeHHY ¢hopmy.

MpwumedaHun e — JlekapCTBEHHOE CPEACTBO MOXET NpeACTaBNsTb cobon aBa NPoV3BEAEHHbIX NPOAYKTA: OANH
M3 HUX UMEET MPOM3BEAEHHYIO NEKapCTBEHHYIO POPMY «MOPOLLIOKY, @ APYroe — «pacTBOp», ABNSAOWMUIACA pacTBoOpUTe-
newm. MNepea npyMeHeHNEM OHM BOCCTaHABNMBAIOTCS 40 NPUMEHSEMOW 403MPOBAHHOW (HOPMbl K MHBEKLNOHHLIN pacTBOP».

5.6.3.1 UaeHTudmrkatop TepMuHa NpUMeHSIeMOR 403UMPOBAHHON hopMbl

UaeHTrdmkaTop TepMUHa NPUMEHAEMO 03MPOBaHHON POPMbl OIKEH BbITh yKasaH, UCNoMb3ys ane-
MEeHT MHOXXeCTBa 3HaueHui B cooTBeTCTBIUN co cTaHaapToM NCO 11239. [lomkeH BbITb onvMcaH cTaHaapTHEIN
naeHTUdMKaTop TepMUHa NpUMEHSIEMON 403NpoBaHHOW opMbl (cM. MCO 11239).
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5.6.3.2 TepMuH npuMeHaeMoin 4o3UpoBaHHON hopMbl

TepMuH NpUMeHsieMoin [O3NPoBaHHOW hopMbI NeKapCTBEHHOro nNpenaparta AosvkeH OblTb yKasaH, no
BO3MOXXHOCTU UCMOMb3Ysl 3MeMeHT MHOXEeCTBa 3Ha4YeHUiA B cOOTBETCTBUMU co cTangapTom UCO 11239. fon-
XeH 6bITb ONMcaH CTaHAapTHLIA TePMUH NPUMeHseMOl Ao3upoBaHHon hopMbl (cm. NCO 11239).

5.6.4 EguHuubl npeacTaBneHun

EavHunuen npeacraBneHns ABNAETCA Ka4eCTBEHHOE OnUcaHWe eauHULbl NpeacTaBneHns U onucaHus
aKTUBHOCTM fieKapCcTBEHHOro npenaparta. EguHuuel npeacTaBneHnsa Cnonb3yoTca 0cobeHHo YacTo Ha Mec-
Te oKasaHuUsa NauueHTy MeaULIMHCKON NOMOLLN, eCnn KONNYeCcTBEHHaa eanHULa N3MepeHUa He NpuMeHuMa.
Ana onucaxua eanHULbl NpeacTaBneHua A0MHKeH UCNOoNb30BaTbCA CTaHAAPTHLIN TepMuH (cM. UCO 11239).

Mpumep — «Codepxum 100 mk2 e pacyeme Ha cnpeli» (eQuHuya npedcmaeneHus = cnpeu).

5.6.4.1 UaeHTuukatop TepMnHa eauHULLI NpeacTaBneHns

NpeHTudpmkaTop TepMuHa eauHULBI NpeacTaBNeHnsa AomkeH BbiTb ykasdaH, UCMONb3yA 31IEMEHT MHO-
)XeCTBa 3HauYeHuUI B COOTBETCTBUU co cTaHAapTom NCO 11239. fomnxkeH ObiTb onucaH cTaHAapTHBINA UOEHTU-
dukaTop TepMuHa eanHULBI NnpeactasnexHusa (cMm. MCO 11239).

5.6.4.2 TepMuH eguHULBI NpeacTaBNeHUs

TepMuH eaMHULbI PEACTaBeHUs NeKapCTBEHHOTo nNpenapaTa AomkeH ObiTb ykasaH, N0 BO3MOXHOCTU
UCNOMb3ys 3NIEMEHT MHOXeCTBa 3Ha4YeHnA B COOTBETCTBUMU co cTaHgapToMm NCO 11239. flonxeH 6bITb onu-
CaH cTaHAapTHbIN TepMUH eauHULLI NpeacTasneHus (cm. UCO 11239).

5.6.5 Uspenue MeAMLIMHCKOrO HasHaYeHUA

Ecnu meavumHcKoe Usgenue ABNAETCA YacTblo NeKkapcTBEHHOro npenapara, To ANA ero onucaHus
UCcnosnb3yTcs crneaylomne afeMeHTbl AaHHbIX.

5.6.5.1 UpeHTucpukatop TepMnHa nsgenna MeauunHCKoro HasHavueHus

NpeHTudpmkaTop TepMrHa nsgenua MeauumHCKoro HasHaveHusa AosmkeH BbiTb ykasaH, ecnu Heobxoam-
MO, UCMOb3ys 3NEMEeHT, B3ATbIA U3 onpeaenNeHHOro MHOXeCTBa 3HaYeHUN. YHUKanbHbIn uaeHTudukaTop
n3aenns AormkeH BbiTb MPUCBOEH Ha OCHOBE MeXAYHapOAHON CNPABOYHON TEPMUHOMOTUN.

5.6.5.2 TepMuH nzgenusa MeauLMHCKOro HasHa4eHus

TepMUH n3genns MeauUUHCKOro HasHaueHUA, ABNSIOLEroca YacTbio flekapCcTBEHHOro npenapara, Aos-
XKeH BbITb yKasaH, N0 BO3MOXHOCTU UCMONb3YSA SNeMEHT, B3ATLIA U3 oNpeaeneHHOro MHOXeCTBa 3Ha4YeHuiA.
TepMuH na3genus aonxkeH 6biTb NPUCBOEH HA OCHOBE MEXAYHapOAHOW CNpaBoYHON TEPMUHOMOTUN.

5.7 UoeHTuduumMpyloLne XxapakTepucTUKU AN ONUCAHUA aKTUBHOCTHU

5.7.1 OnucaHue aKTUBHOCTU

B saBucumocTn ot HaLI,I/IOHaJ'IbHOIZ nnn peFI/IOHaJ'IbHOIZ NPaKTUKN aKTUBHOCTb MOXET BObITb ONUcaHa Kak
KONMMYeCTBO coaepKaHns akTUBHOM UM HOPMUPOBaHHOM cybcTaHLMu (Hanpumep, B eAnHULE A03bl, eauHNLLE
obbema UnNKn eguHULE Beca, B COOTBETCTBUM C NeKapCTBEHHON (hopMO N eanHULEN NpeacTaBneHus).

Ecnn nekapcTBeHHOe CpeacTBO MMEET pasHble A03PoBaHHbIe POPMbI 40 U NOcTie BOCCTaHOBMNEHUS, TO
B pasfgene NnekapCTBeHHOro npenaparta AObkHa OblTb onvcaHa akTUBHOCTb hakTUYECKU MPUMEHSIEMOro
nekapcTBEHHOro rnpenapaTa nocne BOCCTAaHOBIEHNS UM pasBeeHUs B COOTBETCTBUN C UHpopMaLMen na
perncTpaumnoHHoOro agochbe.

MpunmevyaHwusn

1 UaeHtndmkatopel PhPID He gormkHbl cogepxate MHPOPMaLuio, OTHOCSILLYIOCS K AO3MPOBKE. YUeT (hakTU4ecKo-
ro KonvyecTea npenapara, NPMMEHEHHOTO NOCTaBLUMKOM MeAULMHCKON NOMOLLM UMW CamMUM NauueHTOM, He BXOAUT B
o6nacTb NPYMeHeHNs HacTOSsILLEro cTaHgapTa.

JIna HEKOTOPbLIX NEKAPCTBEHHbBIX NPenapaToB TOYHASA aKTMBHOCTb 03kl HE MOXET BbITh ykasaHa u B TAKUX Cry4asx
AonxHa 6biTb BblpaXeHa B hopme agnanasoHa, Hanpumep «He Gonbliey» UMK «He MEHbLLE» ONPeaeneHHOro 3HauYeHus.

3HaueHne aKTMBHOCTW, yKa3aHHOe Ansi NeKapCTBEHHOro npenapara, AOMKHO ObiTb MAEHTUYHO 3HAYEHUIO aKTUB-
HOCTW Nocne BOCCTAHOBMNEHUs! B 06bemMe, yka3aHHOM B PETMCTPALMOHHOM J0Che.

TMpumepb!

1 Konyenmpam douyemakcena 20 m2/0,5 mn ¢ pacmeopumenem 1,5 mn: do3upoeaHHasi popma u akmue-
HOocmb, ucnonb3lyemas 0nsi udeHmuguxkamopa PhPID, domxkHbl 66imb «pacmeop douemaxcerna 07151 UHbeKyull
20 m2/2 mn (10 me/mn).

2 Jluogpunuzam abamauyenma Ons uHgpy3ul He codepxum pacmeopumerns. [JozupoeaHHas ¢hopma u
aKmueHocmb Nocjie pazgedeHusi yKazaHbl 8 UHCMPYKYUU MO NMPUMEHeHUI; 3mMu eeluvuHbl 00/mKHbI 6bImb
ucnonb3o08aHbl 0118 udeHmudgukamopa PhPID: nuogunuzam abamayenma 0n5 uHgy3ul 25 ma/mn.

2 OnucaHue akTMBHOCTU NPUBEAEHO B NPUNOXeHun B.
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5.7.2 ATpubyTbl onMcaHuA aKTUBHOCTU B 3fieMeHTax cnosi uaeHTucdpukaropos PhPID

5.7.2.1 AKTMBHOCTb (KOHLIEHTpauus)

AKTUBHOCTb (KOHLEHTpaLusl) onpeaenaeTca Kak KonmuectTso cy6CcTaHUUW/HOPMUPOBAHHON cy6CTaH-
UMK, NPUCYTCTBYIOLLIEE B OOHOM eANHULE NeKapCcTBEHHOro npenapara, Hanpumep, «2 mMr/1 Mn», «2 mr/1 Ta6-
netkay. [Ina TBepAbIX 403MPOBaHHbIX (hOpM OHa OBGBLIMHO MAEHTUYHA aKTUBHOCTU (Npe3eHTaummn). Onsa kuakux
npenapaTtoB A0MKHbI ObiTb NpUBeAeHbl 06U 06 beM KOHTEeHepa, ykasaHHbIA B perucTpaLuoHHOM A4ocke, U
aKTUBHOCTb (KOHLIeHTpauus) B eanHuLe obbema.

5.7.2.2 AKTMBHOCTL (NpeacTasneHune)

AKTUBHOCTb (KOHLIEHTpauuA) onpeaensaeTca Kak KONM4ecTBo CybCcTaHuUW/HOPMUPOBaHHON CyGCTaH-
uun, NpUcCyTCTBYIOLLEe B [AaHHOM KONWYeCTBe feKapCTBEHHOro rnpenapata, Hanpumep, «10 mr/5 mny,
«2 mr/1 TabneTka».

5.7.2.3 3HayeHue aKTUBHOCTU (KOHUEHTPaLun 1 NpeacTaBrieHrs )

3HayeHne aKTUBHOCTU AOMKHO BbITb YKaszaHo C NOMOLLIbIO CUMBONA €4UHULBI U3MEPEHUS U naeHTUdU-
KaTopa 3Toro cumMBofa B cOOTBETCTBUM co cTaHAaapToM NCO 11240 un ero pesynbTupyiowein HopmaTMBHON
TepMUHOMOTUENA.

Ecnu akTUBHOCTb onpeaensaeTca Ha OCHOBE eAVMHULbI MPeAcTaBneHns, TO ee 3Ha4eHne AOMKHO ObiTb
yKaszaHO C MOMOLbD TepMuHa W uaeHTUdUKaTopa STOr0 TepMUHA B COOTBETCTBUM CO CTaHAApTOM
MCO 11239 u ero pesynbTupyloLiein HOpMaTUBHON TEPMUHOMOTUEN.

BenuunHa n eguHnLbl AnanasoHa akTMBHOCTU AOIDKHBI BbITh YKasaHbl B COOTBETCTBUM ¢ hopMoi Npea-
cTaBneHus Tuna gaHHbix RTO <PQ,PQ>. 310 no3sonseT ykasaTb 3Ha4eHUe akTUBHOCTU KaK OTHOLLEHMWE ABYX
hr3NYECKMX BEMUYUH, B KOTOPOM W B YNUCAIUTENE, U B 3HaMeHaTerne ykasaHbl eQuHULLI uamepeHus. MNpu aTom
MOXHO YyKasaTb HWXHee U BepxHee 3HaueHWe, a Takke AManasoHbl HWKHUX U BEPXHUX 3HauveHuid. Ecnu
HUWXHEE N BepxHee 3HayeHWUe OAMHAKOBO, TO UHTepBan 3KBUBANEHTEeH eAWHCTBEHHOMY 3HayeHuo. Ecrnin
HWXHee 3HayeHWe paBHO HYMO UMW He yKkasaHo, TO MHTepBan UHTepnpeTUpyeTcs Kak «He 6oblue BepXHero
3HayeHusi». AHanorMyHo, ecn BepxHee 3HavyeHue He yKasaHo, TO MHTepBasl UHTEepPNPeTUPYeTCA Kak «He
MEHbLLUE H/XKHEro sHa4YeHus».

CvmMBon eanHULEBlI USMEPEHNS N MaeHTUMDUKaTOp 3TOro CUMBOJA AOMMKHbI BbITb yKa3aHbl B COOTBET-
ctBuK co ctaHgapTom NCO 11240 n ero pesynbTUpyOLLEen HOPMATUBHOW TEPMUHOITOTUEN.

Ecnu akTMBHOCTb onpeaensieTcs Ha OCHOBE «e4UHULbI NpeAcTaBsIeHUs», TO ee 3HaYeHne A0IMKHO ObiTb
yKaszaHO C MOMOLLbIO TepMuHa WM uaeHTudukaTopa 3TOoro TepMuHa B COOTBETCTBUM CO CTaHAApTOM
NCO 11239 n ero pesynbTupytoLleih HOPMaTUBHON TEPMUHOTIOTUER.

5.7.2.3.1 OnucaHue akTMBHOCTW NpenapaToB, COCTOALLMX U3 HECKOSNMbKUX NHIPeAUEeHTOB

AKTUBHOCTb Npenapara, cogepxallero Asa UHrpegnmeHTa, MoXeT OblTb ONUCaHa Kak KOSTMYECTBO NEPBO-
ro WHrpegueHTa nIOC KONMWYECTBO BTOPOro MWHrpeaneHTa B eduHUUe nNpeacTaBneHusl, Hanpumep,
«15 mr + 850 mr/1 Tabnetkar. B cootBeTcTBUN cO cTaHAaapToM MCO 11615 akTMBHOCTL Takoro npenaparta
6yneT onucaHa Gonee geTanbHO, N0 OTAENBHOCTM 4NN KAXXAOrO MHIpeaneHTa, HO B HACTOALEM CTaHAapTe
Takas getanusauusi He TpebyeTtcs. [ns TeKCTOBOro NpeacTaBfeHUsl 3Ha4YeHWsi akTUBHOCTU B MOA06HbBIX
CMOXHBIX CyYasX MOXHO UCNomb3oBaTk TN AaHHbIX RTO <PQ,PQ>.

5.7.2.4 PedbepeHTHas akTUBHOCTb

5.7.2.4.1 OG6Liee onucaHue

CybcTaHummn 1 KoHTponupyemble cybCcTaHLMM MOTYT BbINONHATL B naeHTUdgmkatope PhPID ase ponu:

- aKkTUBHas UnM HopMupoBaHHas cybcTaHums, agobasneHHas Ans popMUpPOBaHUSE aKTUBHOW OCHOBBI
npenapara;

- OfHO3Ha4yHasa CBs3b C aKTUBHOCTLIO NMpenapaTa. [ns kax4oro nekapcTBEHHOro npenapara gosmkHa
6bITb YKaszaHa akTUBHOCTb, aCcCOLMMPOBaHHAA C OAHOM UMM HECKONBbKUMUW CYyBCTaHLMSAMMN UMK KOHTpOnnpye-
MbIMUK cyBcTaHumAMK. Kpome Toro, Npu Hanuunm BOSMOXKHOCTU peddepeHTHas akTUBHOCTb Npenaparta MoXeT
6bITh cBA3aHa ¢ 6e3BoaHo cBoboaHOM KUCNOTON, 6e3BOAHBIM cBOBOAHBIM OCHOBaHWEM UNn ¢ cybcTaHLnen,
«CO3AaHHON» AN ONUCaHNS aKTUBHOCTMU.

Mpumepsi

1 IMaHKkpenunasa cnyxum npumepom, ko20a 3HayeHue akmusHocmu npedcmasssiem coboli peghepeH-
mHyro akmusHocmb. [laHkpenunasa (ceuHas)) udeHmuuyupyemcs Kak akmueHasi cy6cmaHyusi, HO aKkmus-
HOCMb penapama ocHo8aHa Ha mpeXx pa3/iuvHbIX cybcmaHyusix: NaHKpeamuYvecKas iuna3sa, naHKpeamuJeckasi
npomeasa u naHKpeamuyveckasi amunasa (cm. npunoxeHue b).

2 ludpoxnopud mopghuHa: UHbEKUUS, coOepxaujas 5 m2 2udpoxnopuda mopguHa 8 1 Ms1, umeem akmue-
Hocmb 5 ma/mn 2udpoxnopuda MopguHa u peghepeHmHyro akmusHocmsb 3,8 me/mn 6azoeo020 MopguHa.

Cy6CcTaHumMmM nnm KOHTponupyeMble cyGCcTaHLMM MOryT UCMONb30BaTLCA Kak peddepeHTHbIe Npu onuca-
HM aKTUBHOCTW UCCMeayeMOoro N 3aperncTpUpoBaHHOro NekapcTBEHHOro cpeacTaa.
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AKTUBHOCTb pedbepeHTHON cyGCTaHLMM UM HOPMUPOBAHHOW CyGCTaHLMKN JoMKHa BbITb onucaHa Kak
KONMYeCTBO CyBCTaHLMN, NMPUCYTCTBYIOLLEE B JaHHOM KoNn4ecTBe nekapcTBeHHOro npenapara. Ee sHaveHune
[AOIKHO BbITb OMUCAHO KNacCoM «AKTUBHOCTbY.

5.7.2.4.2 AKTMBHOCTb pedepeHTHOW cybcTaHLum

Ecnv aTpuByT akTUBHOCTU pedpepeHTHON cyBeTaHLmu ykasaH, To ero 3HadeHue AoKHO BbITb onucaHo,
UCTIONb3YS TEPMUH 1 MASHTUdMKATOP TepMUHa B cooTBeTCTBUM co cTaHaapTom NCO 11238 u ero pesynbTu-
PYHOLLMM HOPMaTMBHbLIM CriOBapeM.

5.7.2.4.3 AKTMBHOCTb pedepeHTHON HOPMUPOBaHHON CyBCTaHLMu

Ecnun aTpubyT akTUBHOCTU pechepeHTHON HOPMUPOBAHHON CybCTaHLMU YKasaH, TO ero 3Ha4yeHue Aomnmx-
HO GbiTb OMMCaHO, UCMOMb3ys TEPMUH W UAeHTUdDMKATOp TepMUHa B COOTBETCTBMM CO CTaHAapToM
NCO 11238 1 ero pesynbTUpYOLLUM HOPMaTUBHBLIM CIIOBApPEM.

5.7.2.4.4 [Juana3oH pecdepeHTHON aKTUBHOCTU

AKTMBHOCTb pedrepeHTHOl cyBCcTaHLMM UM HOPMUPOBaHHOW cyBCTaHUMM JOMKHa BbITh ykasaHa kak
KONMYecTBO cy6CTaHLmKn, NpUCYTCTRYIOLLEE B JaHHOM KONUYECTBE fekapCTBEHHOro npenaparTa.

CVMBON eauHULbl N3MepeHna 1 UaeHTUMKATOp 3TOro CUMBONA AOMKHBI BbITb yKasaHbl B COOTBET-
CTBUM co cTaHaapTom MCO 11240 1 ero pesynbTUpyoLLEn HOPMaTUBHOW TePMUHOMOTNEN.

Ecnu akTMBHOCTb onpeaenseTca Ha OCHOBE efVHULbI NpeACcTaBMNeHusl, TO ee 3HavYeHue J0KHO BbiThb
yKasaHo C MOMOLUbIO TepMMHa U MAeHTUUKaTopa 3TOro TepMMHa B COOTBETCTBUM CO CTaHAapToOM
NCO 11239 u ero pesynbTupyloLein HOPMaTUBHON TEPMUHOOTHENR.

BenvunHa 1 eguH1LbI AManasoHa akTUBHOCTW JOMKHbI ObITb yKa3aHbl B COOTBETCTBUMU C (hopMOi npea-
cTaBneHus Tuna ganHbix RTO <PQ,PQ>. 3T0 no3BonsieT ykasaTb 3Ha4YeHe aKTUBHOCTU Kak OTHOLUEHUE ABYX
(p13MYECKUX BEMNUYMH, B KOTOPOM U B YACNIUTENE, U B 3HaMeHaTese ykasaHbl eAuHNLbI U3MepeHus. MNpu 3Tom
MOXHO yKasaTb HWXKHEE WU BepxHee 3HaveHWs, a Takke AManasoHbl HWKHUX U BEPXHUX 3HauveHuin. Ecnu
HWKHee U BepxHee 3Ha4YeHUs OAUHAKOBbI, TO MHTEPBan 3KBMBANEHTEeH eAMHCTBEHHOMY 3HauveHuto. Ecnu
HUKHee 3HaYeHWe paBHO HYMO UM He yKasaHo, TO MHTepBar MHTepnpeTUpyeTCsa Kak «He bonbLue BepxHero
3HauYeHUs». AHaNoOrMYHO eCnn BepxHee 3HayeHWe He ykasaHo, TO MHTepBan UHTeprnpeTupyeTcs Kak «He
MeHbLUE HUXKHEro 3HaveHus».

CumBON eauHULIBI USMepeHUs 1 naeHTUUKaToOp 3TOr0 CUMBONA AOMKHBLI BbITh yKasaHbl B COOTBET-
ctBumM co ctangaptom MCO 11240 n ero pesyrnbTUpYyOLEA HOPMaTUBHON TEPMUHOMOTMEN.

5.7.2.4.5 MecTo uamepeHus pedbepeHTHON aKTUBHOCTH

Mpwn HeoBXOAMMOCTM B 3TOM aTpubyTe MOXET BbiTb YkazaHO MecTo uaMmepeHust pedepeHTHOM akTuB-
HOCTW.

5.7.2.4.6 CtpaHa pecepeHTHON aKTUBHOCTHU

B aTom aTpubyTe MoxeT ObITb ykaszaHa cTpaHa Uiy CTpaHbl, ANA KOTOPbLIX AeNCTBUTENbHBI 3HaYeHUs!
AvanasoHa pedepeHTHO aKTUBHOCT U COOTBETCTRYIOLLEE MeCTO usmepeHusi. Koa ctpaHbl BIGUpaeTcs U3
Tabnuubl 4BYyXOYKBEHHBIX KOAOB, onpedeneHHbIX B ctaHgapTe MCO 3166-1.

Ecnun mecTo namMepeHusi ykasaHo, TO OHa UMW HECKOMNbKO CTPaH Takke AOMKHbI OblTb yKasaHbl.

5.7.3 OnucaHue aKTUBHOCTU NNacTbipsl

AKTUBHOCTb MMacTbipsi MOXET ObiTb BbipaXeHa «B eAUHULY BPEMEeHU» UMK «B KaXAoM» niactbipe B
COOTBETCTBUM C UHOPMaLIME U3 pErMCTpaLUOHHOro Aocke. ECnu 3HauyeHWe akTUBHOCTU «B e AUHULLY BpeMe-
HU» HE MPUMEHMMO, TO OHa AOMKHa ObITb YKazaHa «B KaXaoM».

Mpu yKkazaHUM akTMBHOCT W NIacThIps «B €AMHULLY BpeMeHU» reHepauus uaeHtucdukatopa PhPID gonx-
Ha OCYLLEeCTBNSATLCS B COOTBETCTBUN CO CrieAyoLnMm1 NpUHLMnNamMu:

- UCNOSb30BaTh 3HAaYEHNE CKOPOCTU BhiAeNeHust npenapara (Hanpumep, 1 Mkr/1 4), ykazaHHoe B peruc-
TPaLUMOHHOM J0CbE;

- UCMonb3oBaTh KOMUYECTBO, BLIAENSAEMOE 3a BCe BPEMSA NPUMEHEHUs (Hanpumep, 24 Mkr/24 J).

Ecnun ckopocTb BblaeneHust He ykasaHa B perucTpaumMoHHOM Jockbe, TO Hado yKkasaTb Konu4ecTBo npena-
paTa, cogepxalleecs B nracTeipe (Hanpumep, 50 MKT B KaXkAoM nriacTeipe), a He BbliAensieMoe KonuM4ecTBo.

6 BsaunmocBasb mexay naeHtudukatopamm MPID n PhPID

6.1 MoHATUA, Heob6xoauMble AN YHUKaNbHON UAEHTU(UKALUKN NEeKapCTBEHHOTo cpeacTBa
1 ero accouuauum ¢ uaeHTudukaropamu PhPID

Ha pucyHke 2 nokasaHa KoHLenTyanbHas B3aumMocBasab Mexay naeHtudnkatopamu MPID u PhPID. 3ta
Avarpamma sBnsieTcs dparMeHToM Gonbluei KOHUeNnTyanbHOW Avarpammel, npuBeAeHHOW B cTaHaapTe
NCO 11615, k koTopoi Hago obpalwaTbea Ang nonyveHus bonee getansHon MHPOPMaLLMK O Knaccax, noka-
3aHHbIX HA 3TOM PUCYHKE.
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class MPID-PhPID /

PrcyHok 2 — KoHuenTyasibHas B3anMOCBA3b Mexay naeHtndgmkatopamm MPID n PhPID

B HacToAWweM cTaHgapTe onpegeneHbl NOHATUA, He0OXoAMMble A5 YCTAHOBNEHUSA CBA3U UAEHTUdU-
KkaTopoB PhPID ¢ perynupyembiMu eKapCTBEHHbIMU cpeAcTBamMu (3aperncTpupoBaHHbLIMU UK Uccnefyembl-
MU B KJIMHUYECKOM MUCCNeaoBaHnn) B COOTBETCTBUM €O cTaHgapTom MCO 11615. Mpw ycTaHOBNEHUN CBSA3U
HEeo6X0AVMO NPUAEPXMBATLCA CNefyrLmnX NPUHLUNOB:

a) NexKapcTBeHHOe CPeACTBO MOXET OblTb CBA3AHO C O4HUM WM HECKOJIbKUMUW NEKAPCTBEHHBIMU Mpe-
naparamm kak KOMMNOHeHTaMu cnocoba NpUMeHeHus (Hanpumep, KOMMAEKT U3 BarMHanbHbiX TabneTok 500 Mr
N BHELWHEro BarmHaabHoro kpema 10 %);

b) NnekapcTBeHHble npenapaThbl, coAgepXallme akTUBHY CyO6CcTaHUMo (CybCcTaHLMn) U KOHTponmpye-
Mylo cybcTaHuumio (cy6cTaHumm), He06X0AMMO XapakTepusoBaTb, ykasbiBas UX (pedepeHTHYI0) aKTUBHOCTb,
(NpuMeHsieMyl0) nekapcTBeHHYO hopMy npenapara, nboe nsgenve MeguLMHCKOro HasHadyeHus, ABnsoLLe-
ecsl HeoTbeM/IeMOl YacTblo SIeKAPCTBEHHOIO cpefcTBa (Hanpumep, NOAMN0XKA 415 KNeTOYHOro nekapCcTBeH-
HOro cpeAcTBa);

C) AO/MKHO MCMOMb30BaTbCA OMMCaHMEe fiekapCTBEHHOro npenapaTta (npenapaTtoB) B 403MPOBAaHHON
nekapcTBeHHO! hopme, paspelleHHON ANA NpUMEeHeHus, ecnnm HeobXxoA4umo, Nocfie BOCCTaHOBMEHUS, B
COOTBETCTBUMN C ONUCAHUEM MNMPUMEHEHWS B PerucTpaunoHHOM [0Cbe;

d) cBA3b Mexay 3aperncTpupoBaHHbIM (MCCriefyeMblM) NIeKapCTBEHHbIM CPeACTBOM U fleKapCTBEH-
HbIM NpenapaTom (npenapaTamu) AO/KHA OblTb NpeacTaBsieHa B (GOpMe OA4HOMO UM HECKONbKUX UAEHTUHIN-
katopoB PhPID.

MpumeHeHne cTaHfapTHbIX naeHTUdrKaTopos PhPID X13HEHHO BaXHO AN1A YCTAHOBJIEHUS CBA3N MeX-
4y npenapataMmy Ha 3TOM YpPOBHe AeTanusauuu, Hanpumep, 4Tobbl naeHTudunMpoBaTb npenapar B yc/l0BU-
AX, Korga Toprosoe (NateHToBaHHOEe) HauMeHoBaHue unun uaeHtTudukatop MPID HensBeCTHbl. DNeMeHTh,
cocTaBnswlWmMe naeHTudukaTop nekapcreeHHoro cpeactesa (MPID), onucaHbl B ctaHgapTe MCO 11615.
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Npentudukatop PhPID gosxeH 6bITb CBA3aH C OAHUM WU HECKONIbKMMU IeKapCTBEHHbIMU CpefcTBa-
MK, coAepXawmMmn OAUH U TOT Xe NPUMEHsSeMblii NekapCTBEHHbI npenapar.

NlexapcTBeHHOEe cpefcTBO MOXET OblTb CBA3aHO C OAHWM WU HECKONBbKUMW uAeHTUukaTtopamm
PhPID, nockonbky mexay naeHtundukatopamu PhPID n MPKO cyuiecTByeT OTHOWEHNE MHOMMEe-KO-MHOTMMM.

Mpumep  EcninniekapcTBeEHHbIE CPeACcTBa CoAepXKaT TEXKe camble 3/IEeMeHTbI, KOTOopble onpeAesieHbl
Ha KOHKpPeTHOM ypoBHe ugeHTudnkaTopos PhPID, TO oHM fO/MKHBI MMeTb MAEHTUYHbLIA NaeHTudmnKaTop
PhPID. Hanpumep, nekapcTBeHHOe CpeACTBO A, cojepxalliee papMaLeBTUUYECKYI0 cyb6CcTaHumio X, A0/HKHO
MMeTb TOT Xe camblii ngeHTudukaTop PhPID ypoBHSA 1, YTO niekapcTBEHHOE CpeacTBO b, KOTopoe coaep-
XNUT TyxXe camyto cybcTaHumto X. [lanee, nekapcTBeHHble cpeacTBa A 1 b, Kaxoe 13 KOTOpPbIX COAEPXNT
cyb6cTaHumio X 1 MMeeT [03MPOBAaHHYHO fleKapCcTBEHHYO hopmy Y, HO NPM 3 TOM OT/INYaeTCA CBOEN aKTUB-
HOCTbIO, JO/XHbI UMETb OfinHaKoBble naeHTuUdukaTopbl PhPID HaypoBHAX 11 3, HO pa3Hble naeHTudukaTo-
pbl PhPID Ha ypOoBHAX 2 1 4, NOCKOJ/IbKY aKTUBHOCTb Y HUX pa3Has.

NpeHTudukatopbl PhPID f0/KHBI 6bITh CBSA3aHbI C SIEKAPCTBEHHbLIM CPEACTBOM, U3yYyaeMbiM B KIUHM-
UeCcKOM MCCnefoBaHWK, Ha Bcex (pasax pa3paboTku, a Takxe nocfe ero perncTpayuy Ha AaHHoN TeppuTopum
IOPUCOMKLMN. N3MeHeHne Mo60ro afieMeHTa, BXOASWEro B cocTaB uaeHTucukatopa PhPID, cBsizaHHoe ¢
U3MEHEHWEM NEeKapPCTBEHHOTO CPeAcTBa, AO/DKHO rapaHTupoBaTb NPUCBOEHME HOBOFO WAeHTUMKaTopa
MPID.

PucyHok 3 — Mnntoctpaums ceasun mexay ngeHtndpukatopamm MPID n PhPID

6.2 Kputepuu ngeHtndukaLmm nekapcTBeHHOro npenapara

6.2.1 O6uue NooXeHNs

B aTOoM nogpasgenie onucaHo, Kak 4O/MKHbI reHepupoBaTbcsa naeHtudgukatopsl PhPID.

6.2.2 HeckonbKO npenapartos, yNnakoBaHHbIX B OAWH Habop M NpYMeEHAEeMbIX Kak OTAefbHble
npenapartbl

NekapcTBeHHOMY npenaparty, COCTOSALWEMY U3 eUHNUL, cofepXKaLinx pasHble cy6cTaHuumn nn6o umeto-
WMX pasHble akTUBHOCTU WU [03UPOBaHHble POPMbl M NpefHa3HaAYeHHbIX ANA NPUMEHEeHUS He3aBUCUMO
ApYr oT Apyra (Hanpumep, KOMNAEKT Tab1eToK 1 Kpema, KOTopble COrflacHo peuenTy AO/KHbI NPUMEHATLCA B
pasHble MHTepBabl BpeMeHu, uin 6aucTep, cogepxawnin Tabnetkn ¢ pasHoil akTUBHOCTbIO), AO/KHO ObITh
NPMCBOEHO HECKO/bKO naeHTudgukatopos PhPID, no ogHOMY Ha KaxAblii npenapaT Habopa (cm. A.4 npuno-
XeHus A).

6.2.3 HeckonbKo npenapaTos, ynakoBaHHbIX B HAb6op 1 npefHa3HavYeHHbIX 4719 BOCCTaHOB/IE-
HUA U MPUMEHEHNA B KaYyecTBe O4HOro JIeKapCTBEHHOro cpeacTea

Heckonbkum npenapatam, ynakoBaHHbIM B Habop (KOMOMHMpOBaHHaA ynakoBKa), KOTOpPble LOJDKHbI
NPUMEHATLCA Kak O4HO /ileKapCTBEHHOE CPeACcTBO, A0/HKEH ObITb MPUCBOEH OAWH COCTABHON naeHTMdnkaTop
PhPID nekapcTBeHHOro cpegcTBa Ha ypoBHe Habopa.
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Mpuvmvep  lMpenapaT MOXeT NOCTAaBASTbLCS B BUAE ABYX KOMMNOHEHTOB: MNOPOLLOK /151 UHBEKLUMOHHOTO
pacTBOpa 1 pacTBOPUTENb A/l UHBEKUMOHHOT0 pacTBopa. OanH nageHTudukaTop PhPID gomkeH 6bITb Npu-
CBOEH MPUMEHSIEMOW [,03MPOBaHHOW (hopMe MHBEKLMOHHOI0 pacTBopa (CM. NpuioXeHune B).

MpenapaTbl 6e3 pacTBopuTeNnen (oTAeNbHble Npenapartbl) Takke 6yayT UMeTb AO3MPOBaAHHY hopMmy
rnocne BocctaHoBneHus. MNMpenapatam, npegHasHayeHHbIM 4159 U3rOTOB/IEHUSA PacTBOPOB, HanpMMep npena-
paTam C 03MpoBaHHON hopMOi «NOpoLWOoK» 6e3 pacTBOpUTENsa W npenapatam C AO03MpPOBaHHO hopmoii
«MOPOLLOK» C pPacTBOPUTENSIMU, Y KOTOPbIX BOCCTAHOB/IEHHbIE MpenapaTbl WAEHTUYHbI, AO/KHbI MpUcBau-
BaTbCA OAMHaKoBble naeHtTudukaTopsl PhPID.

: MpounssepeHHbI NPOAYKT
Mpov3BeaeHHasn fo3mpoBaHHasn hopma = MNopoLiok ans
WHBEKLMOHHOIO pacTeopa
EpuHnua npepcrasneHns = Kaptpupx
CopepxaHune ynakosku = 1eguHuua

COEAUHEHHBI C NPOAYKTOM

: MpounsBeAeHHbIli NPOAYKT
MpoussBegeHHasa fo03MpoBaHHasa oopma = PacTtBop o1s
WHBEKLMOHHOrO pacTeopa
EavHuua npeacrasneHvs = ®riakoH
CopepxaHue ynakoBku = 1eaunHuua

naet

PucyHok 4 — Tlpumep Habopa A/ BOCCTAHOBJIEHUA

6.2.4 KomnoHeHTbl HabopoB, He ynakoBaHHble BMecTe (Hanpumep, paguodapmaueBTUyecKnx
HabopoB)

NekapcTBeHHOMY CpefCcTBY, KOTOPOE 3aperncTpupoBaHo kak Habop, BCe KOMMOHEHTbl KOTOPOro A0/X-
Hbl ObITb BOCCTAHOBJ/IEHbI, M KOTOPOE A0/MKHO NPUMEHATLCSA Kak OAUH npenapar (B COOTBETCTBUM C perucrpa-
LUMOHHbIM  [0Cbe), [AO/KEH OblTb MPUCBOEH OAWMH ugeHTudgmkatop PhPID, CcOOTBETCTBYHOLLMNIA
BOCCTaHOB/IEHHOMY npenapary.

Mpu BbINyCcKe pagnodapmaLeBTUyeckux Habopos GbiBaAOT cUTyaluu, Korga no coobpaxeHuam 6eso-
NacHOCTU KOMMOHEHTbI Habopa BMeCTe He ynakoBbIBaKTCA. STO He AO/MKHO MPUBOAUTL K reHepalmm HOBOro
naeHtudukatopa PhPID, konb ckopo npenapart 6bi1 3aperncTpupoBaH kak pagmodapmMaleBTnieckuii Habop,
npvMeHsieMblii kKak oguH npenapat. OnucaHve npouecca Npou3BoAcTBa paguodapmaleBTuyeckoro Habopa
[OJ/MKHO cofepxaTb MHOPMaLUIo 0 NPOM3BOACTBE Habopa 10 PeKOMEHA0BaHHOW KOHEYHOW cTagmm nonyye-
HVS paavoakTUBHOTO NeKkapCTBEHHOro npenaparta. Heobxognmblie cneundukauun paguoHykIngoB A0DKHbI
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6bITb ONMcaHbl B COOTBETCTBUK ¢ 06LLEA Unn cneuyansHon hapMakoneiHon cTaTbein, eCrnv TakoBas MMeeT-
cs1. Kpome Toro, 4omkHbl 6bITb 0NMcaHbl KOMIMOHEHTHI, CYLLECTBEHHBIE Af1si NEPEHOca paguoakTUBHBLIX METOK.
HormkHa 6bITb onncaHa Takke CTPYKTypa 9TUX KOMMOHEHTOB, CyLLIECTBEHHbIX AN nepeHoca paAnoakTUBHBIX
meToK. [1nsl pagMoHYKNMAOB AOMKHBI BbITb ONMCaHbl COOTBETCTBYIOLME SAEpHbIE PeakLmu.

6.2.5 Pa3nuyHble npeacTaBneHUsl akTUBHOCTA MAEHTUYHbIX NpenaparoB B AByX unu Gonee
pernoHax

MpenapaTy, 3aperucTpupoBaHHOMY B HECKOITbKUX PErMoHax ¢ UAEHTUYHOW aKTUBHOCTBIO, HO C pas3HbIMA
cnocobamu ee npeacTasneHus, 4omkeH 6biTb NpUcBoeH oauH uageHTudukatop PhPID.

PasnuyHele pernoHanbHble NpeacTaBneHusl, KOTOpble C TOYKU 3peHUst UAEHTUMUKALMN KOHKPETHOMN
aKTMBHOCTM TOrO Xe CaMOro npenapara siBNstoTCsl CAHOHMMaMU, AOIPKHbI UMETb OAWH U TOT Xe naeHTuduka-
Top PhPID, He 3aBucsAwWNniA OT perMoHa.

OT06paxeHne pasHbIX CUHOHUMUYHBIX PErMoHarnbHbIX TEPMUHOB KOHKPETHOM aKTUBHOCTU MOXET y4u-
TbIBaTbLCA NPU peanusaunm ctaHaapTa U ConpoBOXAEeHUA MHOPMALMOHHOW CUCTEMBI.

6.2.6 MpeacraBneHune upeHTucgpukaropa PhPID ana nnactbips

AKTVBHOCTb MacTbIpsl MOXET OblTb BblpaXeHa «B KaXAOM» NNacTbipe UNu «B eAUHULY BPeMeHW»
(ecnu 310 NnpuMeHMUMO). B gononHeHue K naeHTUUKauum KonumyecTsa akTUBHOrO BeLlecTBa B KaXXAoM nnac-
Telpe npu reHepaunn ngeHtudukatopa PhPID ana nnacteips Heobxoaumo npuaepkuBaTtbCs Cneayowmx
MPUHLMMOB:

- MCNoMb30BaTh 3HA4YeHWe CKOPOCTM BbiderneHus npenapara (ykasaHHoe B perMcTpaLMoHHOM AOCbhbe);

- MCMONb30BaTb KOMMYECTBO, BhlAensAemMoe B eAUHULLY BpeMeHu (Hanpumep, 24 Mkr/24 4).

Ecnu ckopocTh BbiaeneHns He ykasaHa B perucTpauMoHHOM Aockbe, TO Hado ykasaTb Konn4ecTBo npena-
paTa, cogepxalleecs B nnacTelpe (Hanpumep, 50 MK B KaXX40M MacThbipe), a He BblaenseMoe Konm4ecTso.

7 Bsaumocssasb mexay waeHtudukaropamm IMPID n PhPID

WccnegyemblMu nekapCcTBEHHbIMA CpeAcTBaMu SIBASAIOTCA Te CpeAcTBa, KOTOpble U3y4arTcs B KNUMHU-
YeCcKoM MccrefoBaHMn Ha Beex hasax paspaboTku, NnpeAecTByOWNX PErncTpaLn nekapcTBeHHOro cpea-
CTBa B per1moHe, rae oHo AomkHo BbiTb BBeAeHO B 060poT.

B naeHTtundukatope IMPID ncnonb3ayetca o6Lumin Habop aTpubyToB UCCieyeMOoro NekapCcTBEHHOO cpe -
ctBa. Korga Bcem aTum aTpubyTam npucBoeHbl onpeaeneHHble 3Ha4eHNs, TO B COBOKYNHOCTU OHU NPEeACTaBsi-
tOT KOHKPETHOe NoHATME, cooTBeTcTBYIOWee naeHTudukaTopy IMPID. lWabnoH cTpykTypbl uaeHTUdmrKaTopa
COOEepXUT:

a) KOOMPOBaHHBIA CerMeHT cTpaHbl (ABYXOYKBEHHBIN KOO CTpaHbl B COOTBETCTBUAM CO CTaHAapTOM
NCO 3166-1);

b) kogupoBaHHbIA cerMeHT cnoHcopa (MaeHTUduKaTop opraHusauum);

C) KOOMPOBAHHbLIA CErMEHT NekapCTBEHHOIo cpeAcTBa; B 3aBUCUMOCTM OT MECTHLIX TpeboBaHuit op-
MUPYETCSI UINU CMIOHCOPOM, UMK YNOITHOMOYEHHBIM OpraHoMm.

Ha pucyHke 5 nokasaHa KoHUenTyanbHas B3auMOCBA3b Mexay uaeHTudukatopamu IMPID n PhPID.
Orta anarpamma sisnsieTcs pparmeHToM Gonblueit KOHUeNTyanbHOW AvarpamMmmbl, NPUBEAEHHOW B cTaHAapTe
NCO 11615, k koTopol Haao obpallaTbea Ana nonyyYeHUa 6onee AeTanbHON MHGOPMaLIMKM O Knaccax, NokKa-
3aHHBIX Ha 3TOM PUCYHKe.

MaeHTtudukaTtopbl PhPID gomkHbl 6biTb accouMmnpoBaHbl ¢ UCCreayeMbIMA NIekapCTBEHHLIMU cpef-
CTBamu, M3yvyaeMbIMU B KITMHUYECKOM MCCneoBaHUN Ha Beex dasax pa3paboTku, npeaLuecTBYIOWMX perc-
Tpauum nekapcTBEHHOro CPEACTBa B peruoHe, rae oHO A0MKHO 6bITb BBeAeHO B 060poT. MameHeHne nioboro
anemeHTa ugeHTudukatopa PhPID, Bbi3BaHHOE U3MeHeHWeM WHOopMaLMU O NeKapCTBEHHOM cpeacTBe,
OOIMKHO NPMBOAUTL K NpUCBanBaHMio HOBOTO naeHTudukaTopa IMPID.

MpuHuMnel npucsansaHusa naeHtudgukatopa PhPID uccnegyemomMy nekapcTBeHHOMY CPeACTBY WAEH-
TUYHBI TEM, YTO NPUMEHAIOTCA K 3aperncTprupoBaHHbIM NekapcTBeHHbIM cpeacTeam. OaHaKo y pasHbiX yrnorst-
HOMOUYEHHbIX opraHvM3aunini MoryT 6biTb CBOW NOAxoAbl K NpucBanBaHuio naeHtudukatopos PhPID. Kpome
TOro, UMeeT 3HayeHue BblGop ypoBHSI uaeHTudukatopa PhPID, koTopblii, K NpUMepy, MOXeT 3aBUCETb OT
¢asbl KNMHUYECKOro nccnegoBaHus.

B HacTosileM cTaHAapTe onucaHbl obLmne noaxoabl K reHepauum U NpUCBOSHUI MAEHTUDUKATOPOB
PhPID uccneayembiM nekapcteeHHbIM cpeAcTsaM. BeiGop Toro, B kakoe BpeMs Kakoi ypoBeHb naeHTuduka-
Topos PhPID 6yaeT ucnonb3oBaTbCs Ana UCCneayemMoro nekapcTBeHHOro cpeacTsa, AOMKEH OCyLeCTBNATb-
CA Ha perMoHanbLHOM ypOBHE peanu3aluu HacToAwero ctaHgapra.
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class IMPID-PhPID

PucyHok 5 — KoHuenTyanbHas B3aMMOCBA3b MexAay uaeHtudukatopamu IMPID n PhPID

PucyHok 6 — BbICOKOYPOBHEBbLIi NpumMep cBA3M Mexay maeHtudmkatopamu IMPID un PhPID
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8 KoHuenTyasibHaa mopaersb

CocTaB /leKapCTBEHHOIO CpefcTBa, 3aperucTpupoBaHHbliii YNOSTHOMOYEHHBIM OPraHoM, AOJIXEH Mepe-
flaBaTbCa B CTPYKTYpMpPOBaHHOM popmate. [ns mnnwcTpauum 3TOro Tesuca Ha pUCyHKe 7 npefctasBiieHa
BbICOKOYpPOBHEBAasi KOHUueNnTyanbHas MoAenb MHpopMaLum o nekapcTBEHHOM NpenapaTe, a B NPUIoXeHun A
npueefeHbl NpeacTaBUTesIbHble NPUMEpPbl NPUCBOEHUS UAEHTUMUKATOPOB JIEKAPCTBEHHbLIM Npenaparam.

class PhPID Working modej”~

PucyHok 7 — BblicOkOoypOBHeBas KOHLUeNTyanbHaa MoAeNnb MAeHTUdUKaLUM NekapcTBEHHOro npenapara
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MpunoxeHne A
(cnpaBouHoe)

Mpumepsbl

A1 O6Liee nonoxeHune

Hwuxe npueedeHsl Npumepsl NpegcTaBneHnsi 6a3oBbIX aNEMEHTOB AaHHbIX, UCMONb3yeMbIX NPV reHepaunm uaeH-
TMMKaTOPOB NekapcTeeHHoro npenaparta (PhPID).

A.2 Mopenb ngentudumkaropa PhPID

Ha pucyHke A.1 nokasaHo mogenvpyemoe npeacraeneHue anemeHTos uaeHtudukatopa PhPID ans agbsioBan-
THOM BakumHbl oT rpunna H1N1. fetanbHaa nHdopmauusi 06 anemeHTax gaHHbiX, 0bpasyolwmx naeHtudukatop MPID B
3TOV Mogenu, npueegeHa B npunoxennn B NCO 11615.

A.3 Teepabiv opanbHbIA Npenapart (PUCYHOK A.2)

Toproeoe HanmeHosanue: LITHDRUG® (nutusi kapboHaT, hapmakones), TabneTtkn 300 Mr ¢ NPONOHIMPOBaHHbLIM
yceoeHuewm, ISO IDMP Manufacturer Alpha.

KomnoHeHTsl: 1.

AKTUBHOCTb/hopMa Bhinycka: TabneTtkn 300 mr.
AKTUBHbIE CyBCTaHUmKn: nuTusi kapboHar.
PethepeHTHasa akTMBHOCTb: MOHbLI NUTUSA, 8,1 MMOnb.

Taobnuua A.1— Crnouu ypoBHU

Cnou YpoBHu

MaeHTndukaTopsbl PhPID_SUB_L1 — nutus kapGonat

PhPID, crnoit akTuBHOM

cyGeTaHumm PhPID_SUB_L2 — nutusi kapbonat 300 mr (moHbl nutun, 8,1 mmonb)*
PhPID_SUB_L3 — nutus kapboHat Tabnetkn, NPONOHMpOBaHHOE YCBOEHWE
PhPID_SUB L4 — nutua kapbonat 300 mr (MoHel nutus, 8,1 Mmonb) Tabnetim,
NPOSIOHIMPOBaHHOE YCBOEHWUE

WaeHtudmkaropbl PhPID_SpSUB_L1 — ISO IDMP Manufacturer Alpha (capmakonelitHble ctaten USP, EP)

PhPID, cnon nutnsi kap6oHart

HOPMUPOBaAHHOM

cybcTaHumm PhPID_SpSUB_L2 — ISO IDMP Manufacturer Alpha (cbapmakonetiHble ctaten USP, EP)
nutua kapbonat 300 Mr (MoHbI nuTUS, 8,1 MMONb)
PhPID_SpSUB_L3 — ISO IDMP Manufacturer Alpha (cbapmakonetiHble ctaten USP, EP)
nmtus kapboHat 300 Mr TabneTky, NPONOHMMPOBAHHOE YCBOEHNE
PhPID_SpSUB_L4 — ISO IDMP Manufacturer Alpha (cdapmakoneiHele ctaten USP, EP)
nmtua kapboHaTt 300 Mr (MoHbI MUTKS, 8,1 MMONb) TaGNeTkNn, NPONOHIMPOBaHHOE YCBOEHNE

MpnmevyaHwusn

1 B aTom npumepe akTMBHOCTb U pedhepeHTHast aKTMBHOCTb Pa3nunyHbl.
2 [letanbHble 3NeMeHTbl JaHHbIX, ONMUCBIBAIOLWMX CYOCTaHUMIO/KOHTPONMPYeMyI0 cyGcTaHumIo (HanpuMep, UCToY-
HUK, KQYeCTBO, AONONHUTENBHAA MHOPMaUUa O NPOU3BOACTBE), CM. B cTaHaapte UCO 11238.

A.4 HeckonbKo npenapaTtoB, yNaKOBaHHbIX B OAWH Ha6op n NpuMeHsieMbIX KaK oTAenbHble
neKapcTBeHHbIe npenaparbl

Toprosoe HanmeHoBanne: COMBIDRUG™ kom6uHupoBaHHas ynakoeka (BarvHanbHble Tabnetku 500 Mr u kpem
1 %), ISO IDMP Manufacturer Bravo.

KoMnoHeHTbI: 2.

AkTuBHoCTb/dbopma Beinycka: Tabnetku 500 Mr n kpem 1 % Anst HAPYXHOTO NPUMEHEHUR
AKTUBHBIE cybBCTaHumm: kKnoTpumason TabneTku /KnoTpMMason Kpem
PedpepeHTHasi aktuBHocTb: 500 Mr knoTpumason/1 % knotpumason
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Tabnuua A2 — Cnoun v ypoBHu

Cnowu YpoBHU
Maentndmkatopsl | PhPID_SUB L1 — knotprumason
PhPID, crioi
° PhPID_SUB |2 — knotpumason 500 mr (knotpumason 500 mr)

aKTUBHOW

cybcTaHumm PhPID_SUB_L3 — knotpuma3son tabneTku
PhPID_SUB L4 — knotpuma3son 500 mr Tabnetku (knotpmmasorn 500 mr)

WaeHtudpmkatopsl | PhPID_SpSUB_L1 — (ISO IDMP Manufacturer Bravo) knoTtprvmason

PhPID, crioi

HOPMUPOBAHHOM PhPID_SpSUB_L2— (ISO IDMP Manufacturer Bravo) knotprmason 500 mr (knotpumason 500 mr)

cybcTaHumm PhPID_SpSUB_L3 — (ISO IDMP Manufacturer Bravo) knotprmMason tabneTku
PhPID_SpSUB_L4 — (ISO IDMP Manufacturer Bravo) knotpmmason 500 mr Ttabnetku
(knoTpumason 500 wr)

WaoeHtudpmkatopsl | PhPID_SUB_L1 — knoTtprvma3son

PhPID, cron

- PhPID_SUB |2 — knotpumason 500 mr (knotpumason 500 mr)

aKTMBHOWN

cybcTaHumm PhPID_SUB_L3 — knoTtpuma3son TabneTku
PhPID_SUB L4 — knotpuma3son 500 mr Tabnetku (knotpmmason 500 mr)

WaeHtudpmkatopsl | PhPID_SpSUB_L1 — (ISO IDMP Manufacturer Bravo) knotpumason

PhPID, crioi

HOPMMPOBAHHOV PhPID_SpSUB_L2 — (ISO IDMP Manufacturer Bravo) knotpumason 1 % (knotpumason 1 %)

cybcTaHumm PhPID_SpSUB_L3 — (ISO IDMP Manufacturer Bravo) knoTpymason Kpem Ans HapyXHOro

NnpUMeHeHns

PhPID_SpSUB_L4 — (ISO IDMP Manufacturer Bravo) knotpumason 1% Kpem Arnsi Hapy>KHOro
npumeHenus (knotpumason 1 %)

MpumedyaHue—[eTanbHble 3NeMEHTbI AaHHbIX, OMNMCIBAIOLLMX CYOCTaHUMIO/KOHTPONMpyeMyto cyGeTaHLmio
(Hanpumep, UCTOYHKK, Ka4eCTBO, AOMNONHUTENbHAsA MHpOpMaLUsi 0 NPOU3BOACTBE), CM. B cTaHaapTe MICO 11238.

A.5 Heckonbko npenapaTtoB, ynakOBaHHbIX B Habop Ansi BOCCTAaHOBMNEHUA U NPUMEHeHUs Kak OOHO
nekapcTBeHHOe CpeAcTBO

Toprosoe HanmeHoBaHne: ANTIHEMODRUG® (aHTuremodunuieckuii haktop, HernoBeveckmii PEKOMOUHaHTHBIN)
Ha6op, ISO IDMP Manufacturer Charlie

KomnoHeHTbI: 2 (aHTuremodunuyeckuii hakTop, NOPOLLOK ANs pas3BedeHusl 1 cTepunbHasi Boga Ans MHbEKUWN)

AkTuBHOCTB/popMma Bbinycka: 250 ME/10 mn (25 ME/mn), pacTBop ANst UHBEKLMIA.

AKTUBHble cy6CcTaHUMW: aHTUreMoUNINYECKU PakTop, YeNoBe4eCKUN PEKOMOVMHAHTHBIN.

PedepeHTHas akTMBHOCTL: aHTUremodmnmnyecknn dpakrop, 25 ME/mn.

Tab6bnwnua A3 — Cnou v ypoBHU

Cnowu YpoBHuU
WoeHtudpmkatopsl | PhPID_SUB_L1— aHTuremocunuyeckuii hakTtop, YenoBe4eckuii pPEKOMOMHAHTHBIN
::TTEF;O%“OM PhPID_SUB L2 — aHTuremodunmueckuini  aktop, 4enoBeYeckMin  pekoMOWMHAHTHbIN
250 ME/10 mn (25 ME/mn)*
cybeTaHumm
PhPID_SUB_L3 — aHTUremocumnuiecknii aktop, YernoBe4eckuii pekoMOMHAHTHBIN, pacTBop
ANs UHbEKLUUN
PhPID_SUB_ L4 — aHTuremodunmueckuii  aktop, 4enoBeYeCKMn  pPeKOMOWHAHTHbIN
250 ME/10 mn (25 ME/Mn), pacTBop A58 MHbEKLMWIA
Waentncpukatopsl | PhPID_SpSUB_L1 — ISO IDMP Manufacturer Charlie, anturemocmnuueckuii akrtop,
PhPID, cnon YernoBeueCKUn PeKOMOUHAHTHLIN
goggggﬂ”%e“"o” PhPID_SpSUB_L2 —» ISO IDMP Manufacturer Charlie, aHTuremodunuueckmii  gakTop,
¥ 4 YernoBeveckuii pekoMbrHaHTHbIR 250 ME/10 mn (25 ME/mn)
PhPID_SpSUB_L3 — ISO IDMP Manufacturer Charlie, aHturemodunuueckun dakrtop,
YenoBeYeCKUN PEKOMOUHAHTHLIN, PacTBOP ANs MHbEKUUIA
PhPID_SpSUB_L4 — ISO IDMP Manufacturer Charlie, aHturemodunuueckun dakrop,
YernoBeveckuii pekoMbrHaHTHbIN 250 ME/10 mn (25 ME/Mn), pacTBop Anst MHbeKUMWIA
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MpnmevaHusn

1 B atom npumepe akTMBHOCTb M pedhepeHTHasi akTMBHOCTb Pa3fnyHbI.

2 [eTtanbHble 3NeMeHThl AaHHbIX, ONMUCHIBAIOLUX CYGCTaHUMIO/KOHTPONMpyemyto cybCcTaHumio (Hanpumep, UCTou-
HUK, Ka4eCTBO, AOMNOMNHMUTENbHAs MHOpMAaLMs O NPOM3BOACTBE), cM. B cTaHaapTe CO 11238.

A.6 MnacTbipb

Toproeoe HavmeHoBaHue: NICODRUG® (HMKOTMHOBBIM MNacTbipb TpaHCAEPManbHbIi ¢ MPONOHIMPOBAHHbBIM
Bolgenexnvem), ISO IDMP Manufacturer Delta.

KoMnoHeHTh!: 1.

AKTUBHOCTB (KaX0ro v B eauHnLy BpemeHu)/popma Bbinycka: nnacteipb, 25 mMr/24 vac.

AkTUBHas cybcTaHuMs: HUKOTWH

PedepeHTHas akTMBHOCTb: HUKOTUH, 25 Mr

Tabnwuua A4 — Cnov v ypoBHU

Cnou YpoBHu

Waentncukaropsl | PhPID_SUB_ L1 — HUKOTUH

PhPID, crioi .
aKTMBHOI PhPID_SUB_L2 — HUKOTWH 25 MI/24 yac (HUKOTWH 25 mr)
cyberaHumm PhPID_SUB_L3 — HMKOTMHOBLIN MNacTbipb TpaHCAEPMaIbHbIN

PhPID_SUB L4 — HUKOTMHOBbIV NNacTbipb TpaHcaepMarbHbii 25 Mr/24 yac (HUKOTWH 25 Mr)

Waentncukaropsl | PhPID_SpSUB_L1 — ISO IDMP Manufacturer Delta, HukoTvnH

PhPID, crioi .
HOPMMPOBAHHO PhPID_SpSUB_L2 — ISO IDMP Manufacturer Delta, HukoTvH 25 mr/24 qac (HUKOTUH 25 mr)
cyberaHumm PhPID_SpSUB_L3— ISO IDMP Manufacturer Delta, HMKOTVHOBBIN NNAcTbipb TPAaHCAEPMAanbHbIN

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Delta, HUKOTMHOBBIN NNAaCTbIPb TPaHCAEPMATIbHBIN
25 mr/24 vac (HUKOTUH 25 wr)

MpnmevaHusn

1 B atom npumepe akTMBHOCTb M pedhepeHTHasi akTMBHOCTb Pa3fnyHbI.

2 [eTtanbHble 3NeMeHThl AaHHbIX, ONMUCHIBAIOLUX CYGCTaHUMIO/KOHTPONMpyemyto cybCcTaHumio (Hanpumep, UCTou-
HUK, Ka4eCTBO, AOMNOMNHMUTENbHAs MHOpMaLMs O NPOM3BOACTBE), CM. B cTaHgapTte CO 11238.

A.7 PedrepeHTHas akTUBHOCTb

ToproBoe HaumeHoBaHne: PANCREADRUG®, nadkpenunasa (nvnasa, npoteasa, amunasa), I1SO IDMP
Manufacturer Echo.

KomMnoHeHTbl: 1.

AkTrBHOCTb /chopma Beinycka: kancyna 200 mr

AKTUBHble cybcTaHUMW: naHkpenvnasa

PedeperTHas aktueHocTb: nunasa 5 000 ME, npoteasa 10 000 ME, amnnasa 15 000 ME

Tabnuua A5—Cnouu ypoBHU

Cnowu YpoBHuU

Waentndukaropsl | PhPID_SUB_L1 — nankpenunasa

:ETZEH’O%“OM PhPID_SUB_L2 — nankpenunasa 200 mr (nunasa 5 000 ME, npoteasa 10 000 ME, amvna3sa
cybcTaHumm 15 000 ME)

PhPID_SUB_L3 — naHkpenuna3sa, kancyna

PhPID_SUB_L4 — nankpenunasa, kancyna 200 mr (nunasa 5 000 ME, npoteasa 10 000 ME,
amunasa 15 000 ME)

Waentndukaropsl | PhPID_SpSUB_L1 — ISO IDMP Manufacturer Echo, nankpenunasa

PhPID, cnoi . PhPID_SpSUB_L2 — ISO IDMP Manufacturer Echo, nankpenunasa 200 mr (nunasa 5 000 ME,
HOPMUPOBAHHON "
cyBCTanLmMm npoteasa 10 000 ME, amunasa 15 000 ME)

PhPID_SpSUB_L3 — ISO IDMP Manufacturer Echo, naHkpenunasa, kancyna

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Echo, naHkpenunasa, kancyna 200 mr (nunasa
5 000 ME, npoTteasa 10 000 ME, amunnasa 15 000 ME)
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MpnmevaHusn

1 B atom npumepe akTMBHOCTb M pedhepeHTHasi akTMBHOCTb Pa3fiMyHbI.

2 [eTtanbHble areMeHThl JJaHHbIX, ONUCHIBaOLLMX CyGCcTaHUMIO/KOHTPONMpyemyto cybcTaHumio (Hanpumep, UCTou-
HUK, Ka4eCTBO, AOMNOMNHMUTENbHAs MHOPMAaLMs O NPOM3BOACTBE), cM. B cTaHaapTe CO 11238.

A.8 MHOrokomMnoHeHTHbIVM npenapart (PUcyHok A.3)

Toprosoe HaumeHoBaHve: GLUBRAVA® (nnornutasoH v metmopduH), kancynsl 15 mr + 850 wmr, ISO IDMP
Manufacturer Foxtrot Co.

KomnoHeHTh!: 1.

AKTMBHOCTB/hopMa BbiNyCKa: NMOrnmuMTa3oH 15 mr + metmopduH 850 wmr, kancyna

AKTUBHble cyGCTaHUMW: NUOINNTa30H, MeTMOPMUH

PedepeHTHas akTMBHOCTL: TabneTka NMOrnNuTasoH 15 mr; Tabnetka metMopduH 850 mr

Tab6bnwnua A.6 — Cnou v ypoBHU

Cnou YpoBHU

Waentncukartopsl | PhPID_SUB_L1 — nnornurasoH + MeTMOPVH

PhPID, criow
AKTVIBHOB PhPID_SUB_L2 — nuornutasoH 15 mr + metmopdun 850 mr
cybcTaHumm PhPID_SUB_L3 — nuornutasoH + meTmopduH, Kancyna

PhPID_SUB_L4 — nuornutasoH 15 mr + metmopduH 850 mr, kancyna

Waentncpukartopsl | PhPID_SpSUB_L1 — ISO IDMP Manufacturer Foxtrot Co., nnornutasoH + MeTMopuH

PhPID, crioi
HOPMUPOBAHHOM EF;Q(I;’IMDF_SpSUB_LZ — ISO IDMP Manufacturer Foxtrot Co., nnornutasoH 15 mr + meTmopduH
cybcTaHumm

PhPID_SpSUB_L3— ISO IDMP Manufacturer Foxtrot Co., nnornutasoH + meTtMopduH, kancyna

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Foxtrot Co., nnornutasoH 15 mr + meTmopduH
850 wr, kancyna

MpumedyaHue—[eTanbHble 3NeMEHTbI AaHHbIX, OMNMCIBAIOLLMX CYOCTaHUMIO/KOHTPONMpyeMyto cyGeTaHLmio
(Hanpumep, UCTOYHKK, Ka4eCTBO, AOMNONHUTENbHAsA MHpOpMaLUsi 0 NPOU3BOACTBE), CM. B cTaHaapTe MICO 11238.
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MpunoxeHne B

(cnpaBo4vHOE€)

TabnuuHble Npumepsbl

B.1 lMpumep npeacTaBneHUss akTUBHOCTHU

1)PaBHO

2) He meHbLe

3) He 6onblue

4) Anana3oH

(HWKHee) 3HaveHue

HWMWXHee 3HadyeHne

HMXHEE 3HavyeHne

BepxHee 3HayeHue

BeépxXHee 3HauveHune

PucyHok B.1 — MogenbHblii npuMmep npeacTaBfeHns akTUBHOCTY

B.2 Mpumep npeacTaBNeHUss akTUBHOCTW pasHbiX TUNOB /IEKAPCTBEHHbIX CPEACTB

Ta6nuua Bl — CornaweHusi no NnpeAcTaB/eHNI0 aKTUBHOCTM

OpasnbHas TBepaas

HeunHbeKkunoHHasn
XnaKoctb 1 ma mnu
6onee

28

EAVHMLA HEMHBEKLMOHHOW A03bl (TBEepaas, Xuakas wam nonyxuakas)

BapuaHT

[EanHunuyal/
Kaxaas

Mpumep

25 [eanHnyl
1 kaxpgasn

3HauyeHune
uncnutens

Yncno

EonHuua
n3mepeHus
yncnutens

[eanHmua]

3HauyeHune
3HameHaTens

1

HenpepbiBHasA HEMHbEKUMOHHAA A03a (Kuakas unu nonyteepaas)

BapuaHT

[epnHunual/

mMn

Mpumep

25 egyHnul
10 mn

3HaueHune
yncnutens

Yuncno

EavHnya
n3MepeHuns
yuncnutens

[eanHMua]

3HauyeHune
3HameHaTens

Yucno

EaviHuybl
npeacraBneHus
3HameHaTens

Kaxpas

EnuHunybl
npeacTaBneHuns
3HameHaTens

MA
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OkonyaHue mabnuupi B.1

HeunHbekunoHHas [eaunnua)/ | 25 [eaunnu

<
XKUOKOCTb MeHee 1 Mn M 0,1 mn Hueno [epmrnua] Hucno (<1) i

HenpepbiBHas HeMHbEKLMOHHAA [o3a (TBepaan)

EavHuua EanHnybl
3Ha4eHume 3Ha4eHue
BapwnaHT Mpumep aMCnuTens namepeHua | oo atens | MPEACTaBNeHNA
yncnutens 3HameHartens
HenHbekunoHHan
TBepaasi 1 rpaMmm unv [ep,m;mua]/ 2—5%%%1 Yucno [eavHmual Yucno r
Gonee
HenHbeKkunoHHasn
TBEpaasi MeHee [ep,m;mua]/ 2&%&%@1 Yucno [eanHnual YUncno (<1) r
1 rpamma ’
EavHunua napeHTepanbHOW 003kl (6AMHMLA A03bl MPYBeAEHA B LiefIoM)
EanHunua EavHuubl
3Ha4eHume 3Ha4YeHue
BapwnaHT Mpumep GNCIUTEns namepeHua | o atens | MPEACTaBNeHNA
yncnutens 3HameHaTena
MHBeKUMoHHas [eaunnua)/ | 25 [eaunnu Ymero [eavHmual 1 Kaxaas
eguHuua gosbl M 1 kaxgas

MapeHTepansHas eguHMLUa A03bI (BKMOYas YacTUMHOE UCNOMNb30BaHNe (hriakoHa eAVHULbI A03bl)

BapwvaHT Mpumep 3HaveHve Msﬂ:::::ﬂ 3uauenve npeliﬂ:r:::::-ma
ancnnTens | e | 3HaMeHaTens | o o rens
MHbekunoHHas
TBepaas 1 mn unm [eanrmua)/ | 25 [eamHmu] Yucno [eavnnual Yucno Mn
6 M 10 mn
onee
MHBeKUMOoHHas [eaynnua)/ | 25 [eannmu] Uneno [eannmual Uncno (<1) Mn
TBepaasi MeHee 1 mn Mn 0,1 mn
Wuransatop
3HauyeHwue Eannmua 3HauyeHmne EanHnub
BapwmanT Mpumep N3mMepeHna npeacraBneHus
Yyncnutens 3HameHaTens
yncnuTtens 3HamMeHaTens
EAvHMLIA HeMHBLEKLMOHHON A03bl (TBepAasn, XnaKas nnv nonyxvwakas)
. [Eaunnua) | 25 [eanuunu]
WMHransTop — nopowok n03a 1 kaknas Yucno [eavnnual 1 Ho3a
Wuranstop — xuakas | [Eamamual/ | 25 [egunnu]
pasoBasi fo3a Kaxpaas 1 kaxgas Hucno [eAurnual 1 Kaxxpas
WHransarop — xwnakas
MHOrOKpaTHas 4o3a [E‘q":;'”'a]/ Zi%ﬂh%ﬂ Yucno [eavnnual Yucno Mn
1 mn unm 6onee
WHranstop — xXuakas
MHOTOKpaTHas 4o3a [Eavrmual/ | 25 leaurnu] Yucno [eavnnual UYucno (< 1) Mn
M 0,1 mn
meHee 1 mn
MecTHana, nnacTbipb
. [Eaynnua)/
TpaHcaepMmansHoiii BpeMsi UInu Z—SIQEMI Yucno [eavnnual 1 Bpewmsi nm
nnacTbipb - 1 Kaxabin KaKObIN

MpwnmeyaHun e — Bbluncnenne n otobpaxenne naeHtugukaropos PhPID B cnyqasx, korga akTMBHOCTb Bbipa-
KaeTcs KOHUEHTpauueit B eaumHnue o6bema, AONKHbI paccMaTpuBaThCs NpY peanusaumm n CONPOBOXAEHNN HACTOALWEro
cTaHpaprTa.
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Mpunoxenne A
(cnpaBo4Hoe)

CBefieHUs1 © COOTBETCTBUU CChINOYHbIX MeXAYHapoAHbIX CTaHOapPTOB HauUMOHaNbHbIM CTaHAapTam
Poccuinckon ®epgepauum

Tao6nwuua JA.1

0603HavYeHne U HaumeHoBaHue

O6o3Ha4eH1e CCbINOYHOTO MEXOYHAPOAHOrO cTaHaapTa CreneHo COOTBETCTBYHLLEIO HALMOHANBHOTO
COOTBETCTBUSA
cTaHgapra
NCO 3166-1 — ¥
NCO 11615 — *
MCO 11238 — *
MCO 11239 — *
NCO 11240 — *

Crangapt HL7 Bepcun 3, O6wasi mogens NpoOAyKTOB AN —
KIMMHWMYECKOrO NPYMEHEHUS!

Crangapt HL7 Bepcun 3, Cneundmkaumum obwmx TUMNOB 3N1EMEHTOB —
COOBLWEHNI B MOAENW NPOAYKTOB A KIMHUYECKOTO NMPUMEHEHUs

Cranpapt HL7 Bepcum 3, [pegocraBrneHne uwHGOpMauum o —
perucTprpyemMbIX NpoaykTax

Crangapt HL7 Bepcum 3, CTpykTypvpoOBaHHasi wHdopmaums o —
npoaykTax

* COOTBETCTBYIOWMIA HAUMOHANbHbIA CTaHAapT oTCyTCTBYeT. [10 ero yTBepXaeHusi PeKOMeHAYeTCA UCNoNnb3o-
BaTb NepeBo/ Ha PYCCKMI S3bIK AaHHOIO MeXayHapoaHoro craHgapTa. MNepesoa 4aHHOro MeXxayHapoaHoro ctaHaapTa
HaxoguTcsi B dedepanbHOM MHOPMALMOHHOM (POHAE TEXHUUYECKUX PEITIAMEHTOB M CTaHAapPTOB.
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Edition

*the Japanese Pharmacopoeia Fourteenth Edition, supplement |

*the Japanese Pharmacopoeia Fourteenth Edition, supplement |

United States Pharmacopoeia (USP)

United States Department of Agriculture’s (USDA) Integrated Taxonomic Information System (ITIS)
http://www.it is.usda.gov

Guidance for Industry Providing Regulatory Submissions in Electronic Format — Content of Labelling
Release Notes for SPL Schema PORR_MT050020 (3.20.05)

CaCore 2.0 Technical Guide, National Cancer Institute, Center for Bioinformatics, U.S. Department of Health and
Human Services

A guide to RxNorm, United States National Library of Medicine, National Institute of Health
Substance Registration System (SRS) SRS Substance Definition Manual Version 5b Final Draft.doc
The Unified Code for Units of Measure

The U.S. Consolidated Healthcare Informatics initiative

FDA 21 CFR 310.305

WHO Technical Report 498(1972); ICH E2A

CDISC Clinical Research Glossary V8.0, 2009

EC Directive 2007/47 on Medical Devices


http://ya.ru#
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KnioueBble crioBa: 3gpaBooxpaHeHune, UHgopmaTnsaums 300poBbs, YHUKanbHasA naeHTUdMKaLmsa, nekap-
CTBEHHbIE CcpeACTBa, CTPYKTYPbI AaHHbIX, nepeada AaHHbIX, pPerncTprupyemMble NekapCTBeHHbIe npenaparthbl
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PucyHok A 1- Mopaenb naeHtudukatopa PhPID aonsa naHaoeMnyeckon aabioBaHTHOW BakuuHbl OT rpynna HIN1



rocT P #HC0 11616-2914

PucyHok A .2- Moaenb ngeHtudukatopos PhPID: LITHDRUG® (nuTtusa kapboHat, doapmakones)



PucyHok A.3 - Mogaesnb naoeHtudoukatopos PhPID: GLUBRAVA® (NnornntasoH v MeTMopdoviH)

rocT P iCco0 11616-2914

Glubrava

Onucanue
Cnoii cy6ecTaHumm
Cnoit KOHTpOAMPYeMOii cy6CTaHumun
Mogenb KOHTpoNMpyemoii cy6cTaHuymm ns UCO 11238

AKTVUBHOCTb

M3 cTaHgapTa 11238

cCybeTanuun
NpeHTudmkatop cy6ecTanymm = sub77
HanmeHoBaHue - NMOTAUTA30H

CybeTanyns
MnpeHTndukatop cybetanymm = sub78
HavnmeHoBaHue = meTMopduH

KowTponupyewas cy6eranuua rpynny 1
Npexiicdhnkatop KOHTpONMpyemoii cybcTanymm
ss331
HauvieHoBaHVe - MVOrMTasoH

cKowTponupyewas cy6cTakyns rpynny 2
MpaeHTUUKATOP KOHTPONUpPYEMOW cybcTaHumm -
S$S333-

HaumeHoBaHue = Alpha Co;

KoHTponupyenas cybctanyma rpynny 1
NpeHTndmkaTop KOHTpOMpPyemMoii cybecTaHummn
$s'332
HanmeHoBaHue = MeTMOPMUH

KoHTponupyenan cybcTanyma rpynny 2
NpeHTudukaTop KOHTPONMpyemoii cybctaHummn
«334
HaumeHnosaHune = Alpha Co.

NpeHnTudukatop poagutensa = ss332


http://files.stroyinf.ru/Index2/1/4293767/4293767020.htm

