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MNpepgucnosune

1 NOATOTOBJ/IEH depepasbHbiM FOCyfapCTBEHHBIM aBTOHOMHbLIM 06pa3oBaTesibHbIM YUYpexXxaeHuem
Bbiclero o6pasoBaHns NepBblli MOCKOBCKMI rOCYAapCTBEHHbI MeANLUHCKWI yHuBepcuteT umeHn U.M. Ce-
yeHoBa MuHucTepcTBa 34paBooxpaHeHunss Poccuitickoin ®epgepauun (CevyeHOBCKWI A YHUBEPCUTET) Ha OCHOBE
CO6CTBEHHOIO NepeBoja Ha PYCCKUIA A3bIK aHI10A3bIYHOM BEPCUMM CTaHAapTa, yKasaHHOro B nyHkte 4

2 BHECEH TexHuyeckum KoMuTeToM no ctaHgapTtusaumm TK 458 «Pa3paboTka, NponM3BOACTBO U KOH-
TPONb KayecTBa /iIeKapCTBEHHbIX cpeacTB», TK 468 «MMHpopmaTmsaymnsa 340p0oBbs»

3 YTBEPX/AEH ¥ BBEJEH B JEWCTBWE Mpukazom PefepanbHOro areHTcTBa No TEXHUYECKOMY pe-
rynupoBaHunio n meTposiorun ot 9 Hosabpsa 2021 r. Ne 1471-cT

4 HacTosWwmiA cTaHpapT ABNsAeTCA MOAU(ULMPOBAHHBIM MO OTHOLIEHUIO K MeXAYHapoAHOMY cTaHAap-
Ty NCO 11616:2017 «NHpopmaTnsaunsa 340poBbsa. geHTudnkayumsa nekapCTBEHHbIX CPEACTB. D/IEMEHThI 1
CTPYKTYPbl Aa@HHbIX AN YHUKaNbHOW ugeHtudmnkauumn n obmMeHa dapmaleBTUHeckon nHdopmauuein o peru-
CTpUpyeMbIX nNekapcTBeHHbIX npenapatax» (ISO 11616:2017 «Health informatics — Identification of medicinal
products — Data elements and structures for unique identification and exchange of regulated pharmaceutical
product information», MOD) nyTem M3MeHeHUs OTAeNbHbiX pa3 (C/0B, 3HAYEHUN Mokasartenei, CCbIIOK), a
TaKkkKe BHECEeHUS [ONOMHUTEeNbHbIX hpas (CNoB, NpUMeYaHuin, NPUMepPOoB), KOTOPble BblAe/ieHbl B TEKCTE Kyp-
C/BOM.

HanmeHoBaHue HacTosAWero craHgapta U3MEHEHO OTHOCUTENbHO HaWMEHOBaHWA YKa3aHHOro Mexay-
HapoAHOro cTaHgapTa Ans npusefeHus B cooTseTcTBue ¢ FTOCT P 1.5—2012 (nyHkT 3.5).

CBefeHNs 0 COOTBETCTBUM CChITIOYHBIX HALMOHA/bHbIX Y MEXIoCyAapCTBEHHbIX CTaHAAPTOB MexXAyHa-
poAHbIM CTaH4apTaM, UCMO/Ib30BAHHLIM B KAYECTBE CCbI/IOYHbLIX B NPUMEHEHHOM MeXAyHapoAHOM cTaHzap-
Te, NpuBeAEHbl B AONOMHUTENBLHOM NpuUaoXeHun OA

5 BSAMEH TOCT P NCO 11616—2014

MpaBuna NpMMeHeHNa HaCTOALWEro cCTaHjapTa YCTaHOB/IeHbl B CTaTbe 26 defepanbHOro 3akoHa
0T 29 moHA 2015 r. Ne 162-d3 «O cTaHgapTusauum B Poccuiickoin degepaunn». NHpopmaums o6 uns-
MEHEeHMAX K HACTOSLLEeMY CTaHaapTy Ny6nMkyeTCcsA B eXerogHom (No cocTOSAHUIO Ha 1aHBapa TeKywero
roga) nHpopmaymoHHom ykaszaTene «HauuoHanbHble cTaHfapThi», a ouunanbHbll TEKCT W3MEeHeHWui
M MONpaBoOK — B €XEeMeCAYHOM WMHOPMaLUOHHOM yKasaTesne «HauuoHanbHble cTaHjapTbi». B cnyvae
nepecMoTpa (3aMeHbl) UK OTMEHbl HACTOALWEro cTaHjapTa CoOOTBETCTBYILWee yBeJoMNeHne oyneT
ony6a11MkoBaHO B 6amxalillem BbIMYyCKE €XeMeCAYHOro MHgpopMauMoHHOro ykasaTensa «HauuoHanbHble
CTaHjapTbl». CooTBeTCTBYlOWAan MHpopMaumsa, yBegoMNaeHne 1 TeKCTbl pasMeLllalnTCcsad Takxe B WH-
dhopmaLMOoHHON cucTeme o6LEro Noib30BaHMa — Ha oduunanbHoM caliTe PefepanbHOro areHTCcTBa Nno
TEexXHU4YeCKOMY perynmpoBaHunio U meTposiorun B ceTn NHTepHeT (Www.rst.gov.ru)

© IS0, 2017
© Odpopmnenne. drey «PCT», 2021

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTBLIO MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauecTBe OMLMANBbHOTO M3faHusa 6e3 paspelleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My perysimpoBaHuio 1 MeTpoJsiorim


https://www.mosexp.ru
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CopepxaHune
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3 TepMuHbI, onpegeneHns n cokpaweHns

3.1 TepMUHbI N ONPERENEeHNSA.......eeevieicnininins
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5.2 Mepepavya MHPOPMALUN O JTEKAPCTBEHHOM MPEMAPATE 1ouuuriiiaeeiiiiiiiaaeaattereaaaaaneeeeaeaaasteeeeaaasreeeaesaasseeeaans 10

6 OnucaHne NPUHLUMNOB M METOA40B MOAENMPOBAHUSA UHG OpMaL KK

6.1 O6WME MOMOKEHUA .cccctiveeeeeeiiieeee e,
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6.4 CXeMbl C LETANMN3NUPOBAHHBIM OTTUMCAHVUE M ..ciiiiiiiiiiiiiieiite ettt ettt et et e e e e e aa s s s s s s anbnbbbabs s e s e e e e e e eeeeaeaaaaaaeaaessannn 12
7 peHTudnympylowme XxapakTepucTuKN NeKaPCTBEHHDBIX MPEMAPATOB ..cuuieiureerireeriereesreeeasreeessiseessnneeesnneenans 13
7.1 Tpynnbl U YPOBHU UAEHTUDUKALUN NEKAPCTBEHHDBIX MPEMAPATOB ...uvteeireeeiieeerirressreeeaareeessnneessnneeesnreenans 13
2 Y o 11T Lo o o o1 = T T SRR 16
7.3 MNpepcTtassieHNe AO3MPOBKN B BUAE KOHLEHTPALMM eiviiiiiiieeeeeeeesisisieiinininisbteeseseeereeasasaesassssssssasssnsnsnsnssssnee 16
7.4 Npentndurkatop nekapcTBeHHOro nNpenapata (PRPID ) .. e 17
7.5 2nemeHThl rpynnbl cybctaHuua nekapcteeHHoro npenapata (PhPID_SUB_LX).ccccoiinieiiieeniieeennee. 18
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8.1 lMoHATMA, HeobXoANMbIE ANA YHUKANIbHOW MAeHTU(UKaLmm nekapcTBEHHOIo cpeacTsa u ero
accouymaumnmn ¢ UAEHTUMUKATOPAMM PRPID ittt 22
8.2 Kputepun naeHTUMKaLNN NEKAPCTBEHHOTO MPEMAP AT uiiuiereerireanieerreesireareestreaseesseessreaseesseeasseesseensess

9 B3anmocBA3b Mexay naeHtudukatopamum IMPID/IPCID n PhPID

10 KOHLENMTYATBHEA MO/ IID .uuuuiututtittereeeeetetetataaaaaaaaaaaaaaaaaaasstsesseseeeeeeeeaeeaaeaaaaaaassasaaaaaaaasnsnsabbbebeeeeeeeeaeaaaaeeassssssnannnnnnen
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Sy W1 KoY o o X= Lo o 1 X - ISP 29



FOCT P 59847—2021

BeepneHune

HacToswwmii ctaHpgapT paspaboTaH B CBSA3M C 06WEMMPOBOA NOTPEOHOCTLID B MEXAYHapOAHOW rapmo-
HM3auun onucaHuii nekapcTBeHHbIX cpeacTB. OH npeactasBnsieT coboii ogvH M3 nATM ctaHgapTos VCO nu
yeTblpex TexHuuyecknx cneumndukaunini MCO, KOoTopble BMecTe COCTaBNAKT CUCTEMY YHUKATbHOW naeHTudu-
Kauum nekapctBeHHbIx cpencts (IDMP). B aTy rpynny ctaHgapToB BXOAAT:

- NCO 11615;

- ISO/TS 20443;

- NCO 11616;

- ISO/TS 20451;

- NCO 11238;

- ISO/TS 19844;

- NCO 11239;

- ISO/TS 20440;

- NCO 11240.

HacToAwwmin ctaHgapT COAEPXUT ONucaHue 3/IEMEHTOB U CTPYKTYP AaHHbIX, a Takke ux cBasei, obe-
creymBalLWnX YHUKAbHYIO NAEHTU(IMKALNIO NeKapCTBEHHbIX CpeacTB U obmeH nHdopmaymeli. B Hem npea-
CTaB/1eH TOYHbI/ 1 HAAEXHbIA anropuTM AN NOSIHOTO OTPaXEHUs CBA3EW MAEHTUUKATOPOB S1IEKAPCTBEHHbIX
npenapatoB PhPID (Pharmaceutical Product Identifier) co cnegyowmmmu ngeHtndumkaropamm:

- UOeHTUukaTop pernctpupyemoro sniekapcteeHHoro cpegcrsa MPID (Medicinal Product Identifier);

- naeHTucukaTtop OpMbl BbiNyCcka perncTpupyemMoro nekapcteeHHoro cpegactsa PCID (Package
Component Identifier);

- ngeHTudmkatop uUccnegyemoro  (3KCnepuMeHTanbHOro) JiekapcTeeHHoro npenapara IMPID
(Investigational Medicinal Product Identifier);

- ngeHtudmkatop opmbl  BbiNyCcKka WUccnefyemoro (akcnepumeHTasnbHoro) npenapata [IPCID
(Investigational Package Component Identifier).

MpumevyaHne — Wccnegyembiin (3KCNEPUMEH T a/TbHbIN) TEKapCTBEHHbIN NpenapaT — 3T0 /IeKapCTBEHHbIN
npenapaT A1a KIMHUYecknx uccneposanuii (Pewexnne E3K 77 GMP n o chapmMaleBTUYECKNX NHCMEKLMSIX).

OTn cTaHgapTbl M TeXHUYeckue crneyndukauum Ana UAeHTUPUKaALUN NeKapCcTBEHHbIX CPeAcTB npea-
Ha3HayeHbl ANA NoAAEPXKN AeATeNIbHOCTN YNOMTHOMOYEHHbIX PerynsaToOpHbIX OpraHoB B o6nactu obpaleHuns
NeKapCcTBEHHbIX CPEeACTB: pa3paboTku, rocygapCTBEHHOW perucTpaumn 1 ynpaBneHUs XU3HEHHbIM LMWK/IOM
NneKapcTBEHHbIX CPeAcCTB, BKIOUYAA papMmakoHa30p M ynpas/ieHne puckamu.

[na poCTMXEHUA OCHOBHbIX Liefieil rocyapCTBEHHOIO peryimpoBaHus iekapCTBEHHbIX CPeACTB U hap-
MakoHaf30pa Heo6Xo4MM HafeXHbI 06MeH MHGopMaLneli 0 NekapCTBEHHbIX CpeAcTBax, obecneynBaroLwuii
YCTOMYMBOCTb M LE/IOCTHOCTb AaHHbIX. [03TOMYy cTaHAapTbl YHUKa/IbHON mAeHTUukauum nekapcTBEHHbIX
cpeacte (IDMP) npyuMeHUMbI, Kak MUHUMYM, K CAeAylouwmMm o6mMeHaM nHgopMaumnei:

- MeXay YNOSIHOMOYEHHbIMW PErynaTOpHbIMM oOpraHamMu B o6sacTu obpaleHus seKkapCTBEHHbIX
CpeAcTB;

- Mexay thapmaueBTuyecKkoli KoMnaHuel 1 ynosIHOMOYEHHbIM PErynsaTOpPHbIM OpraHom;

- MeXay CMOHCOPOM K/IMHUYECKOTO uUccnefoBaHs M YNONHOMOYEHHBIM PerynsaTopHbIM OpraHoMm;

- MeXAy YNOJIHOMOYEHHbIM PerynsaTopHbIM OpraHoM U ApyrMmMu yyacTHUKaMu obpalleHnsa ekapcTBeH-
HbIX CPefACTB;

- MexXAy YNO/IHOMOYEHHbIM PEryisTOPHbIM OPraHoM M 06l enpu3HaAHHBIMU MEXAYHapoAHbIMU 6a3amu
OaHHbIX.

C uenblo 3aWmnThl Bbilleyka3aHHOro MHhoOpMaLnMoOHHOro o6mMeHa B cTaHgapTax IDMP cogepxatcsa Heob-
Xo4umble crneyndunkaymm Ha coobuieHnsa. STOT pas3fen OYeHb BaXEH AJ19 onucaHus n o6ecneyeHns LenocT-
HOCTMW AaHHbIX MPU yKa3aHHbIX Bbille B3anMOAeWCTBUAX ANA nepefaym uHopmauum o peryimpyemMbix nekap-
CTBEHHbIX CPeACTBaxX B OTHOLWEHUN YHUKA/IbHON naeHTudunkaLum npenapartos v NOATBEPXAEHUSA NOAYyYEHUS
(BkNOYaA Banupayuo nepegaBaemoli MHopmauum).

YHUKanbHble NAeHTU(UKaTOpPbl, MPUCBOEHHbIE B COOTBETCTBUM CO cTaHgapTamu IDMP, npeagHa3HayeHbl
Ana obecnevyeHus HaAeXHOW naeHTUdMKaumm 1 OTCMEeXMBaHWA NPUMEHEHUS NeKapCTBEHHbIX CPEACTB BO
BCEX COOTBETCTBYIOLWNX NpOrpamMmmMHbIX NpogyKTax.

[na onncaHUA OCHOBHbIX KOHUEMUWiA B 06nactv perynaTtopHoil papmaueBTUYECKOA M MeaWLMHCKOM
cTaHfjapTv3auuym AN8 pasHbiX Lefieil 1 KOHTEKCTOB MCNOoMb3yeTcs AOCTATOYHO 60/bliOe 4Yncao TepMUHOB. B
HacToslWeM cTaHgapTe NpuBefeHbl TEPMUHBLI 1 onNpeaeneHus, Heobxoanmble ANA ONMcaHWsa NOAXOAOB, KOTO-

\
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pble UCNONb3YKTCS ANA YHUKANbHOW MAEHTUUKALUM PErNCTPUPYEMBIX NNIEKAPCTBEHHbIX CPEeACTB, ONMcaHus
NX XapakTepuCcTUK 1 nepegayn COOTBETCTBYIOLWENW MHhopMaLuu.

TepMuHbI 1 onpefeneHus, NPUHATbIE B HACTOSILLEM CTaHgapTe, npegHasHavyeHbl AN 06M1eryeHuss uH-
TepnpeTtayuy U NPUMEHEHUS OPUANYECKUX U PETYNATOPHLIX TPe6OBaHMI, HO OHU HE NMpeBanMpPyloT Hag opPK-
An4veckn 06A3bIBAOLLMMU AOKYMEHTaMu. B cnyyae COMHEHMA WM NOTeHUManbHOro KOHANKTa cnegyeT npu-
MEHATb TEPMUHbLI U ONpeAeneHnsi, NPpMBOLAMMbIE B OPUANYECKM 0653bIBAOLNX [OKYMEHTAX.

HacTosAwwnii ctaHaapT pa3paboTaH B COOTBETCTBMM C obuweli mogenbto npogykuum (Common Product
Model) n cTpykTypnpOBaHHOK MapKnpoBKOi npoaykta (SPL), ncnonb3yemMbix MexayHapogHoO HekoMMmepye-

CKOI opraHusauuneit no ctaHgapTMlaumm 3N1eKTPOHHOW mHopmauyun B 3gpaBooxpaHeHun HL7 (Health Level
Seven International).
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HAUWOHANBbBHBLW CTAHAOAPT POCCUMCKOWN SGEAQLEPALUNMN

NHgopmaTulayns 340poBbS
MAEHTN®UNKAUWA NEKAPCTBEHHbIX CPEACTB 1A MEAVWLUWNHCKOIO NMPUMMEHEHUNA

OneMeHTbl N CTPYKTYpPbl AaHHbIX A9 YHUKa/IbHOW ngeHTudmkayum n obmeHa
thapmaueBTNHECKON MHGOpMaLnen O PerMCTpUpPyeMblX TeKapCTBEHHbIX nMpenapatax

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

Jata BBegeHna — 2022—04—01

1 O6nacTb NpUMeHeHns

HacTtoawwmii cTaHgapT npeAHasHauyeH /1S onvMcaHus onpejesieHHbIX YPOBHEW uMHgopmauuu, UCNosb-
3yeMoit Ans uaeHTUMKaLMM NeKapCTBEHHOrO cpefcTBa WAW TPYnnbl IeKapCTBEHHbIX cpefcTB. CTaHaapT
COZlEPXUT OMMCcaHWe 3/TEMEHTOB W CTPYKTYP AaHHbIX, a Takke B3auMOCBS3eli Mexay HUMWU, HeoGXoauMble
ONS YHUKa/IbHOW MAeHTUUKauny perncTpupyemMbix NeKapCTBEHHbIX NMpenapaTtoB npu o6mMeHe MHopMauu-
eii. Takxe AaHHYI0 MAEHTU(MKALMNIO cneayeT UCMNob30BaTb MOBCEMECTHO HA NMPOTAXEHUUN XN3HEHHOTO LyMKNa
npoaykta ana dapMakoHaasopa W apyroli perynaTopHoli AesTenbHocTU. KpoMe Toro, HacTtoswumii ctaHgapT
npumMeHseTcst Ans obecnevyeHnst JOPMUPOBAHUS CTPYKTYPUPOBAHHbLIX AAHHbIX O JIEKApPCTBEHHbIX mpenapa-
Tax Ans o6MeHa uHopmauueit mexay pasfMiHbIMK yyacTHUKaMK 06palleHnst NekapCcTBeHHbIX cpeacTs. Ero
npuMeHeHne obecrneuymBaeT MHTeponepabenbHOCTb U PYHKLUOHANIbHY COBMECTUMOCTb MH(OPMAaLNMOHHbIX
cUCTeM Kak OTnpaBuTesNs, Tak u nosyvartens.

HacToawmii ctaHgapT He crieqyeT paccMaTpuBaTb Kak HayuHyl Knaccudukauuio feKapCTBEHHbIX
cpeacTts. OH npeacTaBnseT coboli hopManbHblit Ha6op onpeAesieHHbIX 3/IEMEHTOB AaHHbIX, UCMNOMNb3YeMbIX
B YCTAHOBJIEHHbIX KOMBUHALWUSX U YHUKA/IbHO WUAEHTUMULUPYEMBIX B YC/TOBUAX OTCYTCTBUS TNY6GUHLI KOAU-
poBaHUs MHopMauuu. ITo Mo3BOSAeT 06ecneunTb HeABYCMbICTIEHHYI UAEHTU(UKALMID NeKapCTBEHHbIX
CpeAcTB B MUPOBOM MacliTabe.

HacTtosawwmiA cTaHpapT He pacnpocTpaHseTcs Ha fiekapCTBeHHble cpeacTBa A/1sl BeTepuHApPHOro npu-
MEHEHUS.

2 HopmaTuBHbIE CCbIJIKU

B HacToAwem cTaHgapTe UCMNoMb30BaHbl HOPMAaTUBHbIE CCbINIKM Ha cnejylolwmne ctaHgapThl:

FOCT 7.67 (MCO 3166-1:1997) Cuctema cTaHOapToOB No MHdopmauun, 6MbIMOTEYHOMY N n3JaTenbCcKo-
My geny. Kogbl HasBaHuin cTpaH

FOCT P 57309 (MCO 16354:2013) PykoBogsLwMe NPMHLUUNbLI N0 6UG6INOTEKaM 3HaHUI 1 66O TeKam
06bekTOB

FOCT P 58504/ISO/TS 20440:2016 WHpopmaTmsauma 340poBbs. NaeHTUduMKauma nekapcTBeHHbIX
cpeacTB. PykoBoACTBO MO BHEAPEHUIO 3/1IEMEHTOB AaHHbIX U CTPYKTYpbl ISO 11239 gna yHUKaNbHON MAEHTU-
rkauum n obmMeHa perncTpupyemMon nHgopmaumein o0 A03MPOBaHHbIX 1EKAPCTBEHHbIX hopmax, eguHuLax
npencTtaBneHns, NyTaAX BBEAEHUA U yNaKoBKe

FOCT P NCO 11238 NHdopmaTmn3aums 340poBbs. NaeHTUdnkaums nekapcTBEHHbIX CPeACTB. D/1€MeH-
Tbl AA@HHbLIX N CTPYKTYPbl NS YHUKANbHOW naeHTudukauum n obmeHa nHdopmauueli o peructpupyembix dap-
MaLueBTUYEeCKMX CyOCTaHLmnAX

M3pgaHne odmumnanbHoe
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FOCT P NCO 11239 NHgopmaTmn3aumns 340poBbs. NaeHTUUKaLmMa nekapcTBeHHbIX CpeacTB. D/1eMeH-
Tbl A@HHbIX U CTPYKTYPbl ANS1 YHUKaNIbHOW naeHTuukaymm n obmeHa nHopmaumein o permctpupyemsix op-
Max 4O3UPOBKMW, eAuHULLAX NpeacTaBNeHns, NyTax BBeLeHUs U ynakoske

FOCT P NCO 11240 NHgopmaTmn3aumns 340poBbs. NaeHTUUKaLmMa nekapcTBeHHbIX CpeacTB. D1eMeH-
Tbl A@HHbIX U CTPYKTYPbI 415 YHUKA/IbHON naeHTudmkaynm n oomeHa nHgopmaumnein o6 eguHmnLax namepeHus

FOCT P NCO 11615—2014 WHcopmaTusaymsa 340poBbsa. NaeHTUdukaumsa nekapCcTBEHHbIX CPeacTB.
ONeMeHTbl faHHbIX U CTPYKTYpbl A1 YHUKaNbHOW naeHTudukaymm n obmeHa nHgopmaunelii o perucTpupy-
€MbIX NIeKapCTBEHHbIX cpeacTBax

FOCT P NCO 21090 NHdopmaTmM3aumna 340poBbsA. NapMOHM3MPOBAHHbIE TUMbl AaHHbLIX A8 0OMeHa
nHdopmauuei

FTOCT P NCO/M3K 9834-8 MIlHthopMaLUnOHHasa TexHonorus. Bsammocsasb OTKPbIThIX CUCTEM, NpoLe-
Aypbl paboTbl YNOMTHOMOYEHHbIX MO perncTpauyun BOC. YacTb 8. Co3gaHue, perncrpaumns yHMBepcaabHoO
YHUKa/bHbIX naeHTudukaTopos (YYNA) n nx ncnonb3oBaHne B KayecTBe KOMNOHEHTOB UaeHTUdrkaTopa
o6bekTa ACH. 1

MpumedvaHue — lMpu NOML30BAHNU HACTOSILLYM CTAHAAPTOM LieNlecoo6pa3Ho NPoBEpUTb AelCTBUE CCbloy-
HbIX CTaHAAPTOB B MHOPMALIMOHHOW CUCTEME OGLLETO MOJIb30BaHUS — Ha odrLmanibHOM caiite deaepasibHOro areHT-
CTBA MO TEXHWYECKOMY PEery/iMpoBaHuio 1 METPOIOMN B CETU VIHTEPHET Wan Mo eXerogHoMy UH(OPMAaLMOHHOMY yKa3a-
Teno «HauuoHasbHble CTaHAAPTb», KOTOPbIA OMy6/IMKOBAH MO COCTOSIHUIO Ha 1 siHBapsi TEKYLLEro roga, M no BbiMyckam
€XemMecsYHOro MH(hOPMaLMOHHOTO yKazaTens «HauuoHasbHble CTaHAapTbl» 3a TeKyLuil roa. Ec/im 3aMeHeH CCbINIOYHBIl
CTaHZapT, Ha KOTOpbIi faHa HeJaTWpOBaHHAs CCblka, TO PEKOMEHAYETCS UCMOMb30BaTh AE/CTBYIOLLYI0 BEPCUIO 3TOro
CTaHJapTa C YYEeTOM BCEX BHECEHHbIX B JAHHYI0 BEPCUIO M3MEHEeHWA. ECnn 3aMEHEH CCbINIOYHbIN CTaH4apT, Ha KOTopbili
[laHa [aTMpoBaHHas CCbIKa, TO PEKOMEHAYETCS MCMO/b30BaTh BEPCUIO 3TOTO CTaHAapTa C YKas3aHHbIM Bbile rofjoM yT-
BepxaeHus (NpuHsATWst). Ecnm nocne yTBEPXAEHWS HACTOSILLEro CTaHZapTa B CCbUIOYHbIA CTaHAAPT, Ha KOTOPbIA JaHa
[JaTupoBaHHasi CCbIfika, BHECEHO U3MEHeHMWe, 3aTparvBatoLLee MosioKeHNe, Ha KOTOPOE faHa CCblka, TO 3TO MOJIoKeHne
PEKOMEHYeTCS NMPUMEHATL 6e3 yyeTa [AaHHOro U3MeHeHusi. EC/M CCbIIOYHbIA CTaHgapT OTMEHEH 6e3 3aMeHbl, TO NoJio-
)XEHVE, B KOTOPOM [aHa CCbl/Ika Ha HEro, PEKOMEHAYETCS! MPUMEHSITb B YacCTW, He 3aTparvBaloLLeil 3Ty CCbiIky.

3 TepMWUHbI, onpeaesneHnsa N cokpalleHus

3.1 TepMUHBbI U onpeaeneHns

B HacTosweM cTaHfapTe NPUMEHEHbI cnefylolime TEPMUHbI C COOTBETCTBYHOLWMMUN oNpeseneHnsamMu:

3.1.1 agbtoBaHT (adjuvant): KOMNOHEHT, YCUNNBAIOWMNIA UMMYHHbI OTBET K aHTUTEHY U/unu MoAynupy-
Iowuii ero 4NsA NosyvyeHns Xenaemoro UMMYHHOTo OoTBeTa.

3.1.2 nekapcTBeHHasa dopma, rotoBas gnsa npumeHeHusa (administrable dose form): JlekapcTBeHHas
hopma, NpuroToBfieHHas A/ BBefeHus/npuema nauueHTy M3 Npou3BefeHHbIX NPOAYKTOB M COOTBETCTBYIO-
LWKUX MPOU3BEAEHHbIX 1IEKAPCTBEHHbLIX DOPM.

MpumeyaHund

1/lekapcTBeHHas dopma, rotoBas 4511 NpUMeHeHus1, ByaeT coBnagarb C NPOV3BEeAEHHO NTeKapCTBEHHOW hopmoii
npy OTCYTCTBMM HEO6XOAMMOCTU B NpeobpasoBaHWn NPOM3BEAEHHOr0 npoAykra (T. e., korga Npou3BefeHHbIA NPOAYKT
npeacTaBnseT coboil nekapcTBeHHbIV npenapar). MNpumepbl nekapcTBEHHON (DOPMbl, FOTOBOW AN NPUMEHEHUA: Ta-
6neTka, pacTBOp 4714 NpYema BHYTpPb, pacTBOpP A/15 BHY TPUBEHHOTO/BHY T PUMBILLIEYHOTO BBEEHUS.

2 TepMUHbI «BBOAMMAs NeKapCcTBEHHasA hopmax 1 «hapMaleBTuyeckas npuMeHsaemMas fekapcTseHHas hopma» —
CVMHOHVMbI TEPMIUHA «J1eKapCTBEHHasn dhopma, rotoBas A5 NpyMeHeHus».

3 MNpeobpasoBaHne NPon3BeLEHHOI0 NPOAYKTa (NPUroTOB/IEHNE NN BOCCTAHOBAEHNE), HeObXoauMoe ansi nosy-
YyeHus ekapcTBeHHO hopMbl, FOTOBOI ANS NPUMEHEHUS, ONUCLIBAE T CA B O6LLIE Xapak TepuCcTMKe IeKapCTBEHHOIO
npenapaTa 4711 MeAMLUUHCKOro NpuMeHeHns cornacHo [1], pasgen lll, nyHKT 6.6. JlekapcTBeHHasA hopMa, roTosas Ans
NPUMEHeHVs, A0/MKHA KOPPECNOHAMPOBAaTb C pasfenom 3 o6LLei XxapakTepncT K/ NekapcTBEHHOrO npenapaTa (Cm.
w).

3.1.3 knnHnyeckoe nccnepgosaHume (clinical trial): /lo6oe Hay4yHoe nccnegoBaHue c yyacTuem 4yesioBe-
Ka, NnpegHa3Ha4YeHHOe AN1S BbISIBIEHUA WM NOATBEPXAEHUSA KAMHUYECKMX, dapMaKo/0TM4eckux unn apyrux
hapmakogmHamuyeckmnx agppekToB nccnegyembix NPOAYKTOB, /MW BbIABIEHUS KaKMX-NM60 HexenatenbHbIX
peakumnii Ha uccnepyemblii NeKapCTBEHHbIN npenapar, u/uan nccnefoBaHuUs BcacbiBaHWUA, pacnpefesnienHns u
BbIBEAEHNS UCCNefyeMbIX IEKAPCTBEHHbIX NpenapaToB C LeNb OLEHKM UX 6e3o0nacHoCcT u/vnmn adhdekTus-
HOCTW.
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MpumMmeyaHune — AHIoA3bIYHbIE TEPMUHBI «clinical trial» u «clinical study» sBNsOTCA CUHOHUMaMW.

3.1.4 koHTpoMpyeMblii cnoBapb (controlled vocabulary): OrpaHuyeHHbIt HA60p AONYCTUMbIX 3Ha4e-
HWIi 3NleMeHTa faHHbIX.

MpumMeyaHne — TN 3HAYEHUS] MOTYT ObITb KOAaMW, TEKCTOM WM YMCNIaMK.

3.1.5 ngeHTudukaTtop TepMnHa KoHTponupyemoro cnosaps (controlled vocabulary term identifier):
NaeHTUduKaTop NOHATUA, NpefHa3HauYeHHbl ANA NMPUMEHEHUS B KayecTBe NpefnoyTUTeIbHOro YHUKasibHO-
ro ngeHTudukaTopa faHHOro MOHATUA B AaHHOW cUCTeMe KOAMPOBaHWUS M ONy6/MKOBaHHbIA pa3paboTumkom
CUCTEMbl KOLMPOBAHUSA.

MpumeuvyaHunsa

1 TermID He MeHSIETCA C TEYEHMEM BPEMEHM, BHE 3aBMCUMOCTU OT KOHKPETHOW Bepcumn pecypca (6MbnnoTekun)
3HaHWI.

2 310 onpegeneHune 6bI10 aganTupoBaHo 13 [2].

3 TermID ABNSAETCA CUHOHUMOM MAEHTUIMKATOPA HOPMATMBHOIO C/I0Bapsi.

3.1.6 o603HaueHune (designation): CuMBOSIbHOE NpefcTaB/eHne NOHATUSA.

MpumeyaHune — lMNoHATKE (concept) — eAnHMLA 3HAHWIA, CO34aHHAs YHUKa/IbHO KOMGUHauuei acnekTos u/
1M KomnoHeHTOB cornacHo NOCT P 57309.

3.1.7 nekapcTtBeHHas popma (dose form): dusmueckoe coctossHne (popma) perucTpupyemoro nekap-
CTBEHHOrO CpeACTBa, cofepxallan akTUBHbIEe UHTPEeANEHTbl U/MN HEAKTUBHbIE UHIPEeANEHTbI, KOTOPbIE AO0/X-
Hbl 6bITb BBEAEHbI MauUeHTy.

MpumeuvaHunsa

1 TepmuHbI «nekapcTBeHHas hopMax», «[03MpoBaHHas opma» 1 «dapmaleBTmieckasn 1ekapcTseHHas dpopma»
ABNAOTCA CUHOHVMMAaMMU.

2 «PapmaLieBTUYECKas /leKapcTBEHHan hopMa» MOXET 0603HauaTb Kak NekapCcTBEHHYO hopMy, rOTOBYIO A5 NpU-
MEHEHWS, Tak 1 NPOU3BEAEHHYIO NIEKAPCTBEHHYIO chopMy. TepMuHbI «hapmMaLleBTUYeckas [03a» U «[03VpoBaHHas dop-
Ma» ABMIAOTCA CUHOHMMaMM.

3.1.8 rnob6anbHO yHUKaNbHbIA naeHtudgunkatop; GUID (globally unique identifier, GUID): WaeHTudu-
KaTop, oT/AnYalLWminca ot nboro ApPyroro Takoro xe ungeHtudgukatopa B t060M JOMEHHOM MNPOCTPaHCTBE
NMEH.

MpunmeyvaHne — GUID sABNS€TCA CUHOHUMOM TEPMUHA «YHUBEPCA/IbHO YHWUKa/bHbIA UAeHTUmkaTop»
[YYWNA (Universally Unique Identifier; UUID)], cornacHo FOCT P MICO/M3K 9834-8.

3.1.9 paboTHuUK 3apaBooxpaHeHus (healthcare professional): /iuLo, KOTOPOMY AOBEPEHO NPSAMOe WU
onocpefoBaHHOE OKasaHwe onpefenieHHbIX YCNyr B chepe 34paBoOXpaHeHns cy6bekTy MeauLnHCKON nomo-
WM Uan nonynsuuy cyb6beKToB MeULUUHCKON MOMOLLN.

3.1.10 npeHTudpumnkatop (identifier): OnucaHue, gocrtaTtoyHoe A/ BblAeneHUs obbekTa B 3afaHHOM
MHOXecTBe (Hanpumep, 6U6/MOTEKE 3HAHWIA, AAHHbIX).

MpumMeuyaHne — B KOHTEKCTE HACTOSILLETO CTaHAapTa UAEHTUUKATOP NPescTaBnseT coboil nepeyeHb MaeH-
TUMLIMPYIOLLIMX XapaKTepUCTUK, KOTOPbIE B COBOKYMHOCTY OAHO3HAYHO MAEHTUULMPYIOT PErncTpUpyeMoe NekapCcTBEH-
HOe CpeACTBO, NlekapCTBEHHbIA Npenapar, CyocTaHumIo, AeTaulbHO ONMCaHHY CyOGCTaHLMIO, SIeKapCTBEHHY0 thopMy Wm
NGO Apyroi 3NeMeHT, KOTOpbI HEOGXOAMMO OAHO3HAYHO NAEHTUNLMPOBAT.

3.1.11 perncTpalMOHHbI Kog uccnepoBaHusa (investigational code): Kog, npucsamBaemblii ynosaHo-
MOYEHHbIM OpraHoM 3asiBke (J40Cbe) CNoHCOpa Ha Mccnegyemblil HOBbI NeKapCTBEHHbIW npenapaTt A0 Havyana
K/IMHWYECKOro nccrefoBaHns.

MpumeyaHne — TepMUH «KOf CMOHCOPa» («Sponsor code») ABNAETCA CUHOHUMOM TEPMUHA «PErncTpaLumoH-
HbI KO, MCCefoBaHNs».

3.1.12 uccnepyemsblii iekapcTBeHHbI npenapart (investigational Medicinal Product): /lio60oli nekap-
CTBEHHbI NpenapaTt WM KOMBUHaLMA NekapCTBEHHbIX NpenapaToB uan nnauebo, nlyyaeMblX UAN NPUMEHS-
eMbIX B Ka4yecTBa CPaBHEHWSI B K/IMHUYECKOM nccnefoBaHuu. K uccnefyembiM fiekapCcTBEHHbIM NpenapatamM
OTHOCAITCA TakXe 3aperncTpypoBaHHble paHee NekapcTBEHHbIe NpenapaTbl, MPOM3BeAEeHHbIe B APYrux nekap-
CTBEHHbIX hopmax, B HOBOIA 403MPOBKE WM YNaKOBKe; /leKapCTBEHHbIe npenapartbl, NPUMeEHSAEMbIe M0 HOBO-
My MOKasaHW unu AN noayyeHus AONOMHUTENbHON MHChopMaL MK N0 YTBEPXAEHHOMY NOKa3aHUHo.
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MpumevyaHue — TepMuHbl «UCCMEAYEMbIi JTEKAPCTBEHHbLIA MpenapaT», «3KCNepUMeHTasbHbIA nekap-
CTBEHHbI1 NpenapaT» U «/1eKapCTBEHHbI nNpenapaT 418 KAMHUYECKUX UCCNIEA0BAHUI» B KOHTEKCTE AAaHHOrO CTaH-
fapTa siBNATCA CUHOHMMaMW.

3.1.13 wnpgeHTU(MKaTOp wMUccnenyemMoro nekapcTtBeHHoro npenaparta (investigational Medicinal
Product identifier): YHukanbHbll ngeHTndnkaTop, NPUCBOEHHbLIA nccnegyemomy fiekapcTBEHHOMY npenaparty
B AONOJIHEHME K CYL,eCTBYOLWEMY UAeHTU(NKaTopy, NPUCBOEHHOMY YMNOSIHOMOYEHHbIM OPraHom B pernoHe/
IOPUCANKLMM UM CNOHCOPOM K/IMHUYECKOrO uccnenoBaHns.

MpumeyvaHusa
1 MNpepcTaBnseT coboii 6yKBEHHO-LMGIPOBOE TEKCTOBOE MOJSIE.

2 CnyxuT gna nHgekcauumn 1 cnocobCTByeT NOBbILWEHNO 6€30MacHOCTM NauueHTa nyTem rnobasibHON YHUKasTbHOM
naeHThrKaLmm perncTpupyemoro 1eKapcTBEHHONO CpeacTBa.

3.1.14 naeHTUdUKATOP YyNakoBKM MUCCAefyeMoro sekapcTBeHHOro npenaparta (investigational
Medicinal Product package identifier): YHukanbHblli ngeHTudmnkaTtop, NPUCBOEHHbIN MccneayeMoMy ynako-
BaHHOMY perncTpMpyeMomy f1iekapCTBEHHOMY CPeACTBY Ha YPOBHE OMMWCAaHWA YyNnakoBKW B AOMOJSIHEHWE K CY-
wecTBylwemy naeHtudukaTtopy, NpUCBOEHHOMY YMO/THOMOYEHHbIM OpPraHoM B PErnoHe/tpucAnKLAn nnun
CMOHCOPOM K/IMHUYECKOro uccnefoBaHus.

MpumeyaHune — CAyXUT 4Na MHAEKCALUM U CNOCOBCTBYET MOBLILIEHNIO 6€30MacHOCTM MauueHTa nyTem rno-
6aIbHOW YHUKaUTbHOM MAEHTU(UKALMM YNAKOBAHHOrO PErMcTpMpyeMOoro SIeKapcTBEHHOrO CpeacTBa.

3.1.15 wpucgukumnsa (jurisdiction): Feorpaduueckas TeppuTopua UM npaBosBas cgepa B cTpaHe/pern-
OHe, Ha KOTOPYK pacnpocTpaHATCA MOSHOMOYMUSA YNO/THOMOYEHHOrO OpraHa.

3.1.16 npousBefeHHas nekapctBeHHasa dopma (manufactured dose form): JlekapcTBeHHas dhopma
Npon3BeAEeHHOro NpoaykTa u, eciav NpUMeHMMo, nepeg npeobpasoBaHveM B JIeKapCTBEHHbIV npenapar.

MpumeyvaHusda

1 MNpounsBeaeHHan nekapcTBeHHasa hopMa ByaeT coBnagath € /ieKapcTBEHHOW (DOPMOIA, FOTOBOW ANsi MPUMEHEHNS
npy OTCYTCTBMM HEOB6XOAMMOCTU B MPeobpas3oBaHvWn NPOM3BEAEHHOrO npoAykra (T. e., korga Npou3BefeHHbI NPOAYKT
npeacrasnseT coboi NekapCTBEHHbIN npenapar).

2 MpvMepbl NPOU3BEAEHHbIX NleKapCcTBEHHbIX hOpM, COBMajatolime C eKapcTBeHHol opmold, roToBOW ANns
NPUMEHEHUS: PaCTBOP 4719 BHY TPVBEHHOIO BBeeHUs, TabneTku, kancyna. MNprMepbl NPOn3BEeAEHHbIX IeKapCTBEH-
HbIX hOpPM, HE coBnagaroLume C ekapcTBeHHONM (OPMOli, FOTOBOW A4/19 NPUMEHEHUS: MOPOLLOK 1 pacTBOPUTENb ANS
NPUroTOB/IEHNA pacTBOpa A1 BHY TPMBEHHOIO BBEAEHWS, re/lb B calle, 3My/bCUs B NPefBapuTEe/bHO HaMO/IHEHHOM
Lnpuue.

3.1.17 npowusBefeHHbIN npoaykT (manufactured item): JlekapcTBeHHass popma MpoAykTa, cofepxa-
Ljerocss B NoTpebuTenbLCKOM ynakoBke PerncTpupyemMoro sieKapCTBEHHOIo cpefcTBa Wan uccnefyemoro se-
KapCTBEHHOro npenaparta, BbINYLLEHHOro A9 KIUHUYECKUX UCCNeoBaHuii.

MpumeyvyaHusa

1 PerncTprpyemoe nekapcTBEHHOE CPeACTBO MOXET COAepXaTb OOUH WM HECKOMBbKO NPOU3BEAEHHBIX MPOAYKTOB.
Bo MHOrux cny4asx npoussefeHHbli MPOAYKT COBNaAaeT C JIeKapCTBEHHbIM MpenapaTtoM. TeM He MeHee, B HEKOTOpbIX
Cny4yasix ocyLlecTBnsieTcs npeobpa3oBaHne NpovsBefeHHOro(bix) NpodykTta(oB) nepes BBeAEHWEM/MPUEMOM NaLVEHTOM
(B BUAE NekapCcTBEHHOro npenaparta) 1 Torga OHW He COBMajatoT.

2 MpymMepsbl coBnageHns Npov3BeAeHHOr 0 NPoAYKTa ¢ hapMaLeBTUYeCKUM NpenapaToM 1 iekapcTBeHHON dhop-
MOV, FOTOBOI 417 NpUMeHeHns:: TabneTka, NoKpbITas 060/104KOR, PacTBOP A1 UHBEKUMIA (B yNakoBKe COAEPXUTCS
€[MHCTBEHHbIN NPOM3BeAEHHbI NPOAYKT). MNpumepbl NPoM3BELEHHbIX NPOAYKTOB, He COBNajaloLLme C 1eKapCTBEHHbIM
npenapaToMm 1 nekapcTBEHHOV (hopMoli, FOTOBON AN NPUMEHEHUS: NOPOLUOK Y pacTBOPUTENb 4718 NPUTrOTOBEHUSA
pacTBopa 4719 BHY TPMBEHHOIO BBeAEHNS (B YNakOBKE COAEMKATCH HECKONbKO NMPOU3BEAEHHbIX NPOAYKTOB, HO OAWH
NeKapcTBeHHbI npenapaT), kancyna Ans npYeMa BHY TPb W KPeM NS HApPY>XHOrO NpuMeHeHust (HECKO/bKO Npowv3Be-
[EHHbIX NMPOAYKT OB 1 HECKOJILKO /IeKapC T BEHHbIX NpenapaTos).

3.1.18 megunumnHckoe usgenune (medical device): Jllo6oli MHCTPyMeEHT, annapart, o60opygoBaHue, npo-
rpamMmMHoe obecneyeHue, matepvan unn NHoe nsgenve, KOTopoe NPUMEHAETCS B MeANLMHCKUX Lensax otaenb-
HO UM B couyeTaHMn Mexay coboli (Bknvas cneumanbHoe NporpaMmMHoe obecneveHue, npegHasHayeHHoe
ero npoussoAuTeNeM 415 UCMNOSIb30BaHNS B AMArHOCTUYECKUX M/MNn TepaneBTUYECKUX Lensx), KoTopoe npes-
Ha3HayeHo:

- ANS AUArHOCTUKK, NPOdUIAKTUKW, MOHUTOPUHIA, eYeHna nam obneryeHns TeyeHns 3aboneBaHus;
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- AWarHoCTWKW, MOHWUTOPWHIA, JIeYeHunsa, peabunmtauum npu TpaBMe UAN MHBANIMAHOCTM;

- uccnepoBaHus, BOCCTAHOB/IEHNS, 3aMeLLEHNA UM U3MEHEHNSI aHATOMMUYECKOW CTPYKTYpbl M unsu-
010TnYecKnX (PyHKLMIA OpraHn3ma,;

- NpepoTBpalleHna unu npepbiBaHUs 6epeMeHHOCTH, PYHKLMOHAIbHOEe Ha3Ha4YeHWe KOTOpPbIX He pea-
nusyeTca nytem hapMakosorMyeckoro, MMMYHO/TOTMYECKOTO, TeHETUYECKOTO WM MeTabosIMyeckoro Bo3geii-
CTBMS Ha OpraHM3M 4esloBeka, HO KOTOPOMY 3TU cpefcTBa MOryT cnocob6cTBOBaTh.1)

MpumevyaHne — 3ITO onpefeneHne NPUMEHSETCH TOSIbKO A5 Leneli HaCTosALEero ctaHaapTa U Apyrux craH-
AapTtoB AaaHHol cepum (TOCT P NCO 11238, TOCT P NCO 11239, TOCT P MCO 11240, TOCT P MCO 11615 n HacTos-
LLEro cTaHgapTa).

3.1.19 peructpupyemoe fiekapctBeHHoe cpenctBo (Medicinal Product): /1lo60i nekapcTBEHHbI npe-
napart uam KkoMbuHauma nekapcTBEHHbIX NPenapaTtoB, NPUMEHSIEMbIX AJ151 IeYeHus 1 npodunakTukn 3abone-
BaHWii yenoBeka (MM XMBOTHOIO) C Le/bi0 ANArHOCTUKA WU BOCCTAHOB/IEHUS, KOPPEKLUUN WIN U3MEHEHUS
P U3nN0NornYecknx OyHKLNA.

MpumeyaHunsa

1 B ynakoBKe PerncTpupyemoro SeKapCTBEHHOIO CPEeACTBa MOXET COAEPXAaTbCS OAMH WM HECKONbKO Mpoun3Be-
[leHHbIX NPOAYKTOB, a TaKXe OAMH WM HECKOJIbKO NTIEKAPCTBEHHBIX NPENapaToB. B HEKOTOPbIX PEervoHax, ekapcTBEHHOE
CPEeACTBO Takke MOXHO ONpeaenvTb, Kak 0Byt CybCcTaHUMo UaM KOMBUHaUMO Cy6CcTaHUmMi, KOTopble MOrYT UCMOMb30-
BaTbCA C Lie/bl0 NOCTaHOBKM AnarHo3a. MonoXeHus HacTOSILLEro cTaHAapTa NPYMEHSIOT B OTHOLLEHUM 3anaTeHTOBaHHbIX
JIeKapCTBEHHbIX CPeACTB A/t MeAVLMHCKOro NPUMEHEHUS, NOANEXALLMX rOCY4apCTBEHHON perncTpauum, a Takke npouns-
BOANMBIX B NPOMbILL/TIEHHOM MacLutabe NeKapCTBEHHbIX npenaparos, 3aperncTpnpoBaHHbIX YNO/IHOMOYEHHbIM OpraHoMm.
OpHako, faHHbIin CTaHAAPT He MPUMEHSIETCA B OTHOLLUEHWW: JIEKAPCTBEHHbLIX MPenapaTtoB, M3rOTOB/IEHHLIX MO peLenTy
(HanpumMep, M3roTOBMIEHHbIX anTeyHol opraHusaumein no peuenTy, BbIMMCAHHOMY KOHKPETHOMY MauveHTy); fieKapCTBEH-
HbIX NpenapaToB, M3rOTOBMEHHbLIX MO OMLMasbHOM NPONUCK (HanpUMep, M3rOTOB/IEHHbIX B anTeYHOW opraHM3aummn B co-
OTBETCTBUM C hapmMakoneei v npefHasHayeHHble 41 OTrycka MauWeHTy B anTeke); SIeKapCTBEHHbIX Npenapartos, npea-
Ha3Ha4YeHHbIX 4718 UCCMefOBaHWn 1 pa3paboTKu; ¥ NPOMEXYTOUHbIX NPOAYKTOB, NpefHa3HauYeHHbIX A5 nocrenytoLlei
06paboTKN NPOU3BOAUTENEM, UMEIOLLMX NTULIEH3NIO HA NPOM3BOACTBO NIEKAPCTBEHHbIX CPEACTB.

2 B KOHTEKCTE [JaHHOro cTaHaapTa perucTprupyeMoe fieKapcTBEHHOE CPeACTBO — 3TO KOMMMIEKCHOE MOHS-
TWe NpoayKTa, ONMCbIBAEMOr0 B PErMcTpaLMOHHOM [ocbe, NPeAcTaBisseMoM ANsi roCyAapcTBEHHON perncrpaumm,
CO CTaTyCOM 3aperucTprMpoBaHHOIO NPOAYKTa WA NOAaHHON0 K perncTpauun. [laHHoe onpefeneHune yxe onpeaene-
HUA, UCMONb3YEeMOro B 3aKoHOAATENLCTBE Poccuiickoli deaepauumn n 4pyrux cTpaH-ydacTHUKos EA3C, 1 B criyyae co-
MHEHW cneayeT UCnonb3oBaTb onpeaeneHns, npuBefeHHbie B COOTBETCTBYHLW WX HOpMaTBHbIX MPaBOBbIX aKTax.

3.1.20 ngeHTUdUKaTOpP perucTpupyemoro nekapcteeHHoro cpeactea (Medicinal Product identifier):
YHUKabHbI NAEHTUUKATOP, NPUCBOEHHbI PErNCTPUPYEMOMY S1IeKAPCTBEHHOMY CPefCTBY B [lOMOJ/IHEHUE K
CyllecTByOLWEMY UAEHTUHMKATOPY, NPUCBOEHHOMY YNO/THOMOYEHHbBIM OPraHoM B pervoHe.

MpumevyaHunsa
1 MpepacTtaBnsieT coboit 6yKBEHHO-LMIIPOBOE TEKCTOBOE MOJE.

2 CnyxvT 4151 HAEKCaUMM 1 cnocoGCTBYET MOBbILLEHUID 6E30MacHOCTU NauyeHTa NyTem rn1o6asbHON YHUKasIbHOM
UaeHTUMKaLMU PErVCTPUPYEMOTO JIEKAPCTBEHHOTO CPEACTBA.

3.1.21 npgeHTudunkKaTop ynakoBKku fiekapctBeHHoro cpeactBa (Medicinal Product package identifier):
YHUKaNbHbI MAeHTUNKATOP, MPUCBOEHHbLIN yNnakoBaHHOMY PerncTpupyemMomy fiekapCTBEHHOMY CpeacTBy
B AOMOJIHEHME K CYW,ECTBYOLWEMY UAEHTUUKATOPY, NPUCBOEHHOMY YNO/THOMOYEHHbLIM OPraHoOM B pErvoHe.

MpumedyaHune — CRyXUT gNa MHAEKcaummM 1 cnocobCTBYeT NOBbILLEHNIO 6€30MacHOCTV NaumeHTa nyTem r1o-
GaUIbHON YHMKA/IbHOM MAEHTUMKALMM PErMCTPUPYEMOTO IEKapPCTBEHHOIO CpeacTaa.

3.1.22 ynosiHOMO4YeHHbIN opraH (medicines regulatory agency): OpraH UCMNOJIHUTE/IbHO BNacTu, KO-
TOPbI B COOTBETCTBUM C 3aKOHOAATENLCTBOM, B pamkax KOTOPOro OH Obl/l cO3faH, ocylecTBnseT rocyaap-
CTBEHHYIO perucrpayuio nekapCTBEHHbIX CPeACTB, Bblgady paspelleHuii Ha npoBeAeHne K/IMHWYeCcKOoro uc-
cnefoBaHuA M NMUEeH3MpoBaHne NPon3BOACTBa PErMCTPUPYEMbIX 1EKAPCTBEHHbBIX CPeACTB.

MprmeuyaHne — B HEKOTOPLIX PETVOHAX, B peasm3aLpio qoyHKUMI OpraHoB UCMOSTHUTENLHOW B/IAaCcTW MO rocy-
[apCTBEHHOI pervcTpaumy NekapcTBEHHbLIX CPEACTB COMAacHO CYLLECTBYIOLEMY 3aKOHOAATE/LCTBY, MOFYT ObiTb BK/IHO-
ueHbl AONOMHUTEbHLIE OpraHbl (OpraHu3aumy), oTBevalolye 3a 3KCNepTM3y U HaA3op 3a IEKAPCTBEHHbLIMU CPeacTBa-
M. Hanpumep, B EC EBponeiickasi KOMUCCHS MPUHMMAET peLUeHre O rOCYAapCTBEHHOM perMcTpauuy exkapcTBEHHbIX

1) OnpeperneHvie TepM1MHa KOPPEMPYETCS C ONpefeneHneM, YCTaHOBIEHHbIM B [3].
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cpeacTs, a EBponeiickoe areHTCTBO JIEKAPCTBEHHLIX CPEACTB OCYLLECTB/ISIET IKCNEPTH3y M HAZ30p 3a IEKApPCTBEHHbIMM
cpeactBamMu. B cTpaHax — yyacTHukax EQAC, Kak npaBu/io, YNoHOMOYEHHBIM OPraHoM, NMPUHUMAIOLLMM peLleHue o
rocyAapcTBeHHOI permcTpaLmm NekapcTBEHHbIX CPeCTB, ABSETCH MUHUCTEPCTBO 34paBO0OXPaHeEHUs], a KCnepTu-
3a NPOBOAUT CS MOAUYMHEHHON eMy 3KCnepTHOl opraHu3almeil.

3.1.23 ynakoBaHHOe perncTtpnpyemoe niekapctBeHHoe cpeactBo (packaged Medicinal Product): Pe-
rTMCTpUpyeMOe NeKapcTBEHHOE CPeACTBO B NEepPBUYHON YynakoBKe, NMOMeLWEHHOe B NOTPeGUTEeNbCKy u/unm
WHYI ynakoBKy, MOATOTOB/IEHHOE A5 NMPOAAXMN WK MOCTaBKU.

3.1.24 nekapcTBeHHbIi npenapaT (pharmaceutical product): KayecTBeHHbIN M KONUYECTBEHHbI CO-
CTaB perncTpmpyemoro 1ekapcTBeHHOro CpeAcTBa B 1IeKapCTBEHHON hopMe, paspelleHHOoW ANa NpUMeHeHus.

MpumeyaHune — Bo MHOIMX cnyyasx /ieKapcTBEHHbIV npenapat npeacTaBnsieT coboii NpousBeaeHHbI npo-
OyKkT. TeM He MeHee, B HEKOTOPbIX C/ydasix TpebyeTcs npeobpasoBaHue nponsseaeHHoro(bix) NpoaykTa(oB) nepes Beege-
Huem/npvemMom naumeHToM (B BUAE NEKAPCTBEHHOrO npenapaTta), M 3HaYeHnst aTUX aTpubyToB He COBMagatoT.

3.1.25 ngeHTndukaTop fekapcTBeHHOro npenapata (pharmaceutical product identifier): YHukanbHbli
naeHTMdrKaTop NekapcTBEHHOro npenapara.

3.1.26 chapmakoHapgsop (pharmacovigilance): LesaTenbHOCTb M HayyHas AUCUMNAMHA, NOCBSLW,EHHas
MOHUTOPUHTY 6€30MacHOCTM N1IeKapCTBEHHbIX NpenapaTtoB W MeponpuUATUAM MO CHUXEHWIO PUCKOB U NOBbI-
WeHMe MOo/b3bl NP NPUMEHEHUN NEeKapCTBEHHbIX NpenapaTtos.

MpumeyvaHusa

1 dapmakoHaf30p SBNSETCS BaXHOM (PYHKLMEN CUCTEMbI 34PaBOOXPAHEHNUSA U BKIOYAET:

- cbop 1 06paboTKy AaHHbIX O 6E30MacHOCTN /IEKAPCTBEHHbIX NMPenapaTos;

- aHaM3 AaHHbIX B LENSAX BbISBIEHNA «CUrHa/I0B» (I0ObIX HOBbLIX WM U3MEHMBLUMXCA acrnekToB 6e30MnacHoCTK);
- OUEHKY AaHHbIX 1 NPUHSATAE PELLEHMA No Bonpocam 6e30nacHoCTy;

- [esTeNbHOCTb Mo 3awyTe 06LEeCTBEHHOMO 340P0Bbs (BK/IKOYas rocy4apCTBEHHOE PerysimpoBaHue);

- WHhopMaLMOHHOE B3aMOAECTBINE € yYacTHUKaMU 06paLLeHNst IEKAPCTBEHHbIX CPEACTB;

- ayguT pe3ynbTaToB peasin3oBaHHbIX MEPONPUATUIA 1 3aTPOHYTbIX OCHOBHbIX NPOLIECCOB.

2 B uMcno yyacTHUKOB hapMakoHag3opa BXOAAT:

- MauMeHTbl KaK NoTpebuTenn NekapcTBEHHbIX NPenapaTos;

- Bpaun, hapMaueBTMUeckne paboTHUKKN, MEAULMHCKME CEeCcTpbl 1 Apyrne paboTHMKM 34paBOOXpaHeHusi, 3agen-
CTBOBaHHblE B 06palLleHNI 1eKapCTBEHHbIX CPEACTB, a TakkKe YNoSIHOMOUYEHHbIE OpraHbl, OCYLLECTBAAIOLLME MOHUTOPUHT
6€e30MacHOCTU SIeKapCTBEHHbIX NPEnapaTos;

- NPON3BOAUTENN JIEKAPCTBEHHbIX CPEACTB, a Takke NnpeanpuaTua, UMMNopTUPYoLLmMe WK nocTaBnsaowme nexkap-
CTBEHHbIE Npenapartbl.

3.1.27 KonuyecTBeHHbI cocTaB (quantitative composition): KonnyecTBo B cocTaBe UccrieqyemMoro unm
perncTpupyemoro nekapcTBeHHOro cpefcTea cybcTaHuMy U AeTaslbHO ONUCAHHOW cybCcTaHuun, BblpaXaemoe
B LUKasie OTHOLIEHWNIA.

MpumeyvaHusa

1 KonmuyecTBO Kakfoi cybCcTaHUuMM MM AeTa/IbHO OMUCAHHOWN Cy6GCTaHUMK, BXOASLEA B COCTaB rOTOBOro uccne-
JyemMoro vnm 3aperncTpMpoBaHHOIO SIeKapCTBEHHOIO npenapara (B 3aByCMMOCTM OT COOTBETCTBYIOLLEN /IEKapCTBEHHOW
doopMbl), (YMCNNTENb) HEOOXOAMMO BblpaXaTb B eAMHMLAX MacChl WM eavHUuax GMONOrMyYeckoin akTMBHOCTU. B 3Ha-
MeHaTesie yKasblBaloT eAyHULY A03MPOBaHNSA, WM Ha eAuHULY Macchl, Wi obbema. KonmuyecTso cybcTaHumMm unm ge-
Ta/IbHO OMUCAHHON CybCTaHUuK, NpeAcTaB/AoLWmMX CO60/ COeQNHEHUST C aKTVBHOW YacTblo MOJIEKY/bI M MPOJIEKAPCTBA,
BbIPaXXaT C MOMOLLLI0 UX 06LLeli Macchl 1, NMpM HEOOXOAMMOCTW, 3KBMBASIEHTHON MacChl aKTUBHOI 4YacTu CybCTaHLmm
WK AeiicTBYOLLIErO BellecTBa. TepMUH «103MPOBKa» SBSIETCS CUHOHMMOM KO/IMYECTBEHHOTO cocTaBa. Hanpumep, 75 Mr
dhocheHnTOonHa 3KBMBa/IEH T HbI 50 M heHTOMHA, cMm. [1].

2 ViHdhopmaums 0 Ka4eCTBEHHOM W KO/IMYECTBEHHOM COCTaBe NPUBOAUTCSA B COOTBETCTBUMU C pasgeamu 2 1
6.1 o06LLel xapak TepnUCT VKN IeKapCcTBEHHOr O NpenapaTa, 0hOPM/IEHHON cornacHo TpeboBaHusM [1], a Takke pasge-

na 3.2.P.1 perucTpayMoHHOro foCbe Ha npenapaT B popMaTe 06LLEro TEXHUYECKOrO AOKYMEHTA B COOTBETCTBUA
c[4].

3.1.28 konunyecTBeHHOe 3HadeHue (quantity value): Yucnosoe 3HavyeHue ¢ efuHULAMU U3MEPEHUSA,
COBMECTHO OMNUCbIBAlOLLEE BENNYMHY KONMYECTBA.

MpnmeyaHne — KonnmuecTBEHHOE 3HaYEHWE ABNAETCA BblPaOKEHMEM BeNIMUMHbI KOSIMYECTBa. 3TO BblpaXkeHue
COCTOUT U3 Yncna u eanHUL, 3MepeHus. EguHMLLI U3MEpPEHUsa NPeACTaBAT 3TA/IOHHY KONIMYECTBEHHYIO LUKasy, C no-
MOLLbHO KOTOpOVI n3mepeHHoe (VIﬂVI nosny4yeHHoe B pesysibTare OLI,eHKVI) 3HayeHne cpaBHMBaeTCA C OAHUM WU HECKOJIbKN-
MW 3TOHHLIMU KOJIMYECTBEHHLIMU 3HAYEHMAMU. YNCNOBOE 3HAYEHNE ABNSAETCA pe3y/ibTaTOM CPaBHEHUS WU3MEPEHHOTrO

6
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KONM4ecTBa C 3TON 3Ta/IOHHON LuKanol. TeEpMUH «BenMumHa» (magnitude) He ncnonb3yetca B [5]. OgHako HacTosiliee
onpejerneHne ykasblBaeT, YTO Be/IMYMHA BbIPaXKAETCA KakK KOMMYECTBEHHOE 3HAYeHWe, KOTOPOe SB/SETCA BblpaXKEHUEM
BE/IMYMHbI, U Ta Xe caMas Be/IMunmHa MOXET ObITb BblpaKeHa C MOMOLLb0 MHOTUX KOJIMYECTBEHHBIX 3HAaYEHWIA. STa/IOHOM
MOXET CNYXWTb eAnMHMLA U3MEPEHVs, U3MepUTeNbHasA NpoLedypa, STa/IOHHbIA MaTepuas UM Ux codeTaHue.

3.1.29 pagnochapmauyeBTnyeckuii Habop (radiopharmaceutical kit): MpenapaT, KOTopbIi AOMKEH ObITb
BOCCTAHOBJ/IEH W/IN CMeELLaH C paguoHyKamaaMu ana nosyyeHus rotoBoro Ans NnpuMeHeHns paguodapmales-
TWYECKOTro /IeKapCTBEHHOTO npenaparta, kak npaBuio, nepej ero BBeAEHNEM NaLUeHTy.

MpumeyaHne — B KoHTekcTe pagmodhapmaleBTMyeckoro Haéopa (Ha6opa Ans NPUroTOoBNAEHUS paguodap-
MaLEeBTUYECKOr0 /IEKAPCTBEHHOIO npenapaTa), paAvoHyKInA KOTopbIi BBOAMTCS MOC/e NOCTaBKM NpPOM3BOAWTENEM,
aKTMBHOW CyGCTaHUMen/geTanbHO ONMCaHHOM CybCTaHuMen cuMTaeTcsl TOT UHIPeOMEHT, KOTOpbI NpegHasHayveH gns ne-
peHoca 1M CBsA3bIBaHUSI C PaAVNOHYKIVAOM.

3.1.30 akBuMBaneHTHasa go3npoBka (reference strength): KonnuecTBo akTuBHOI YacTu cybcTaHumn(in)
nvnn getanbHO onncaHHol(bIX) cybcTaHunu(in), npeacTaBnAwLWen(nx) gencTByolLee BeLeCcTBO, MCNO/b3ye-
Moe [/1 pacyeTa [03bl UcciefyeMoro uin perncTpupyemoro f1iekapCTBEHHOIo CpeacTsa.

MpumevyaHne — [lo3nposBka cybcTaHumm(ii) nnnm aetasibHO onucaHHoN(bIX) cybcTaHuumn(ii) AOMKHA yKasbl-
BaTbCA B BMAE OTHOLUEHMS KOMM4YecTBa CybCTaHUMM Ha eAvHULY [03VPOBKWM 1IEKApCTBEHHOIO npenapara wiv npousse-
[JEHHOro npogykra.

3.1.31 peruoH (region): TeppuTopuKa, Kak, Hanpumep, 4acTb rocygapcTsa uam mMupa, nmerLlasa xapakre-
PUCTUKN, KOTOPblEe MOTYT ObITb ONpefesieHbl, HO He BCerja numerowan YeTkme rpaHuLbl.

3.1.32 petanbHO onucaHHaa cy6cTaHuusa (specified substance): Cy6cTtaHuusa, nageHtTuduumpyemas
rpynnoi anemMeHToB, KOTOPble ONUCLIBAIOT MHOTOKOMMNOHEHTHbIE MaTtepuasbl WK cogepxat 4ONOHUTENbHYIO
MHopMaunio 0 cybCcTaHLmMAX, KacatLlyca onMcaHnsa eKkapCcTBEHHOIo cpefcTBaa.

MpumevaHne — lMpumepamMn AOMNOHATENbHLIX /IEMEHTOB OMUCAHUSI MOTYT CIYXWUTb KaTeropusi, eavHuLbl
M3MEPEHNS], (PU3NUECKOE COCTOSIHME, KOMMOHEHTbI, MPOV3BOAUTESb, KPUTUYECKME CTAaMKU NMPOU3BOACTBEHHOMO MnpoLiecca
(Hanpumep, aKCTpakuusl, NPOLECCHI CUHTE3a M PeKOMBUHaLMK), cneuuduKaLmus u aHaIMTMYeckue MeToaukM Afisi KOHTPO-
NS KauyecTBa Cy6CTaHuMW. [Nna uaeHTudmkaumm getasibHo OnNMcaHHO! Cy6CTaHUMKM AOMyCcKaeTcs MCNosib3oBaTh YeTbipe
pasfiyHble rPyMMbl 3/IEMEHTOB, MeXay KOTOPbIMM YCTAHOB/EHbI ONpPeAe/eHHble B3aMMOCBS3N.

3.1.33 cnoHcop (sponsor): dusmyeckoe NNLO, KOMMAHUA, MHCTUTYT UNN OpraHn3auns, Hecyllas OTBeT-
CTBEHHOCTb 3a WHULMMPOBAHWE, OpraHn3auuno n/unm puHaHcnpoBaHne KAMHUYECKOTO MCCef0BaHNS.

3.1.34 gnana3oH A03MPOBOK (strength range): VIHTepBan, onpefensembiin BEPXHUM W HUXHUM npe-
Ae/IbHbIM KO/IMYeCcTBOM cybCcTaHLMU 1 AeTaslbHO ONUCcaHHOoW cyb6cTaHuMn B cOCTaBe Mccnefyemoro winm peru-
CTPUPYEMOTO SIeKapCTBEHHOIO cpejcTaa.

3.1.35 cyb6cTaHyuma (substance): /llo60oe BewecTtBo 6MONOrMYECKOr0o, MUHEPANBHOIO UAN XUMUYECKOTO
NPOMCXOXAEHUS, CNOCOOHOE K AUCKPETHOMY CYLLECTBOBAHUIO M MMEKLEee OnpeaesieHHblli cocTas.

MpumeyaHunsa

1 Cy6cTaHumMsi MOXET 6bITb YacTbio MOMEKY/bl. YacTb MONeky/bl SBMSETCA COeAUHEHMEM B CyGCTaHLMKN, KOTOpPOe
MMEET 3aKOHUYEHHYIO 1 HEMPEPbIBHYO MONEKYNISPHYIO CTPYKTYpY. J031poBKa fiekapCTBEHHOIO npenapaTta 4acTto OCHOBaHa
Ha Tak Ha3bIBaeEMOI aKTMBHOI YacTu MOJEKY bl AECTBYIOLLEr0 BELLECTBA (AeiCTBYOLEro Havana), 06ycnasnmsatoLLel
domsnonornyeckoe nnm hapmakosiornyeckoe Aelictene AencTaytollero sewectsa. C XMMUYECKO TOUKM 3PEHUST aKTUBHASA
yacTb MOJIEKY/bl BELLECTBA CTEXMOMETPUYECKOrO MM HECTEXMOMETPUYECKOTO CoCcTaBa npeacTassieT coboii ocHoBaHwe,
CBOGOAHYIO KWUCMOTY WM MOJMEKY/SIPHYIO YacTb MOHA COMKW, COJbBaTbl, KOMM/IEKCHOE COeAMHEHWe, KnaTpaTtbl, MOJSIeKy-
NSApHBIA KOMNAeKC uan adoup. Hanpumep, B comm ionepamMuga rmapoxnopug ak TUBHOM YacTbio MOMEKY bl SBASeTCA
nonepamumg,

2 TepMuHbI «Cy6CTaHLUmMA» 1 «hapMmaleBTmMyeckas CybcTaHuma» B KOHTEKCTEe AaHHOro cTaHjapTa sABnsiTcs
CUHOHUMaMW. [laHHbIM TEePMUHOM OMNUCLIBAIO T CA BCE BELLECTBa, KOTOpPble MOryT BXOAUTbH B COCTAaB /lekapCcTBEHHO-
ro npenapaTa: JelicTByOLWy e BelwecTBa (akTVBHble hapMaLeBTNYeCKMe NHIPeareHTbl), BCMOMOraTe bHble Belle-
CTBa W, UHOrga, afbioBaHTbl (CM. [6]).

3 CocTaB KaxAoro iekapCcTBEHHOIO NpenapaTa A0/MKEeH cogepXaTb X0TA 6bl 0avH uHrpeaneHT. Ecnun nekap-
CTBEHHbIN NMpenapaT He COAePXUT AeNCTBYOLWEro BellecTBa, O4HO U3 BCNOMOraTe bHbIX BELWECTB yka3biBaeTCs
Kak aelicTaylolee. Hanpymep, Bofa AN UHbeEKUMi (B Criyyae pacTBOPUTENS B OTAEMbHOM YNakoBKE) Wn KOH T paLen-
TVBHble TabneTky, coaepxaliye TOMbKO [/IOKOo3Y.

3.1.36 eanHnua namepeHus (unit of measurement): KoHkpeTHas ckanspHas BennMuuHa, onpegeneHHas
M yCTaHOBJ/IEHHAA NO AOrOBOPEHHOCTMW, C KOTOPOI CONOCTaB/IATCA BCe ApYyrMe BesIMUYUHbI TOro Xe poaa, ANns
TOro 4T06bl BbIPA3UTb UX pa3mMep MO OTHOLIEHUO K YKa3aHHOW BesMunHe.
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MprmevyaHne — B 3aBUCUMOCTM OT XapakTepa 3TA/IOHHON LKasbl BbIPAXEHUE eAUHULbI U3MEPEHUS MOXET
NPeacTaBNAThL IGO0 PU3NUECKYH0 EAVHULLY U3MEPEHWS], CBA3AHHYIO C CUCTEMOW BennumnH (Hanpumep, eaniulsl CU), nn6o
MPOW3BO/LHO ONPefeNeHHY0 eVHILY N3MepPeHUsi, KOTopasi MOXET OTHOCUTLCS K ONpefenieHHOMy cTaHapTHOMY o6pas-
Ly, CTaHAAPTHOI Npoueaype U3MEPEHNsl, Mepe MaTepuasia Win AaxXe K X KOMGUHALWSIM.

3.1.37 egnHnuya pgosnpoBaHusa (unit of presentation): KauyecTBeHHbI (TEKCTOBLIA) TEPMUH, ONUCbIBA-
IOWNA ANCKPETHYI UCUHMCAIMMYH KaTeropuio, B KOTOPOW npefcTaBfeH /ieKapCcTBEHHbI npenapaTt WanM npous-
BeJEHHbIi MPOAYKT B Clyvyasix, Korga A03MpOBKa WU KOMMYECTBO BblpaXakT OTHOCUTENbHO eAWHULbI 3TOWN
OrpaHNYeHHONM KaTeropuu.

MpumevyaHne — EAMHMLA AO3MPOBAHUS MOXET UMETb 3HAYEHWe, COBNajatoLLee C 3HaYEHNEM B APYTOM KOH-
TPONMPYeEMOM C/ioBape, Hanpumep OCHOBHas fliekapCTBEHHasi hopma Wm NepBMYHasi yrnakoBKa, HO 3TV ABa MOHSATUS He
3KBMBAJIEHTHbI U [O/HKHbI UMETb pasHble YHUKa/IbHbIe UAEHTUUKATOPbI TEPMUHOB KOHTPO/IMPYEMOro croBaps. Mpumep:
nnacTbipb, TabneTka, amnyna, HaxaTue.

3.1.38 yHUKanbHbIN naeHtudukatop magenus (unique device identifier): YHukanbHbli ngeHtudmka-
TOP, NPUCBOEHHbLIN PerncTpupyeMomy SlekapCTBEHHOMY CPefCcTBY B COOTBETCTBUU C TpeboBaHuaMu Mexnay-
HapogHOro popymMa opraHoB, perynupyrouwmx meguumHckne mnsgenus (IMDRF).

3.1.39 eamHuya (unitage): O603Ha4YeHNe KOIMYECTBa, COCTABMAKLWErT0 equHNLY N3MEPEHUS.

3.1.40 cnoBapb (vocabulary): TepmunHonornyeckuii cnosapb, cogepxawimin o603HavyeHnsa n onpegene-
HVA 13 0f4HOI nnn 6onee KOHKPEeTHbIX obnacTteli 3HaHWIA.

3.2 CokpaweHunsa

B HacToAweM cTaHfapTe NPUMEHUMbl creaylolwmne cokpalleHus:

CV — KoHTponupyeMmsbiii cnosapb, KC (controlled dictionary);

Ph. Eur. — eBponeiickaa papmakones (European Pharmacopeia);

FDA — ynpaB/sieH/e N0 CaHUTapHOMY HaA30py 3a KayecTBOM MU EBbIX MPOAYKTOB W MeAUMKaMeHTOB
CLWA (United States Food and Drug Administration);

HL7 — mexayHapojHasi aBTOHOMHas HekoMmepueckas opraHusaums Health Level Seven;

ICH — mexAayHapoAHblii coBeT N0 rapMoOHM3aLNN TEXHMYECKUX Tpeb6oBaHWi K neKkapcTBEHHbIM npena-
patam gnsa yenoseka (International Council for Harmonisation of Technical Requirements for Pharmaceuticals
for Human Use);

ICSR — oTyeT no 6e3onacHOCTM NpUMEHeHUsa npenapaTta oTaesibHbiMKM nayneHTamu (Individual Case
Safety Report);

IMDRF — wmexayHapogHblii ¢hopyM oOpraHoB, peryampyluimx mepuumHckne wunsgenusa (International
Medical Devices Regulators’ Forum);

IMP — uccnepgyemble nekapcTBeHHble npenapatsbl (Investigational Medicinal Products);

IMPID — ngeHTucunkatop nccnenyemoro nekapctseHHoro npenapara (Investigational Medicinal Product
Identifier);

IPCID — wngeHTUguKaTop YNakKoOBKM WUCCAefyemMoro JnekapcTBeHHoro npenaparta (investigational
Medicinal Product package identifier);

JP — dapmakones AnoHuun (Japanese Pharmacopoeia);

MPID — npeHTudunkaTop nekapcreseHHoro cpeactea (Medicinal Product Identifier);

OMG — Pab6ouasa rpynna, 3aHumMawowascs paspaboTkoli U NpoaBMKeHNEeM 0O6BbEKTHO-OPUEHTUPOBAaH-
HbIX TexHonoruii n ctaHgaptoB (Object Management Group);

PCID — npeHTudmkaTop ynakoBku nekapctBeHHoro cpeacrtea (Medicinal Product package identifier);

PhPID — npgeHTudukaTtop nekapcTeeHHoro npenapata (pharmaceutical product identifier);

PPCC — kop noHATMSA nekapcTBeHHOro npenapata (pharmaceutical product concept code);

TermID — naeHTUuKkaTop TepMUHA KOHTPOAUPYEMOTO CNoBaps;

UoM — eguHunua nsmepeHusa (unit of measurement);

UDI — yHuKanbHbIi nageHtndukaumoHHblii ko4 n3genns (unique device identification code);

UML — yHudununpoBaHHbIin a3bik mogenupoaHusa (Unified Modeling Language);

USP — papmakones CLWA (United States Pharmacopeia);

KN — knnHuyeckoe uccnegosaHue,

CUV — mMexpayHapofaHasa cuctema efuHul,.
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4 TepMUHbI, UICNOJ/Ib3YEMbIE B KOHTEKCTE MeXAYyHapo4HbIX CTaHAapPTOB
n TexHnyeckux cneyndukaynim NCO IDMP gnsa o603HavyeHns 0683aTe/IbHOCTU
3/1eEMeHTa faHHbIX

B HacToAwWwem cTaHfapTe UCNOMb3YTCA cnefylolimne TepMUHbl 418 0603HavYeHns obsa3artesnibHOCTU 3fe-
MeHTa [aHHbIX:

- 06a3aTenbHo (mandatory): ucnosnb3yeTcs ANSA 3/1EMEHTOB, HEOO6XOAUMbIX ANS YHUKANbHOW MAEH-
TUprkaumm nekapcTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaHAapTaMu/TeXHUYecKMMu cneundukayusamm
NCO IDMP;

- Npu onpegeneHHbIx ycnosuax (conditional): ucnonb3yetcsa ANs 3/1EMEHTOB AaHHbIX «B npejenax ka-
Teropumn», B COOTBETCTBYIOLLMX CNyYyasax, Korga MMelTCs afbTepHaTUBHbIE NCTOYHUKN AaHHbIX AN8 YKa3aHHbIX
3/1EMEHTOB [aHHbIX, UAeHTUuunpyLwmnx nekapcTtBeHHoe cpeacrteo/npenapart. Mpu Mcnonb3oBaHUU CTaH-
papTtoB/TexHunyeckux cneumndgukaynin MCO IDMP Ha permoHasbHOM YPOBHE 3/IEMEHTbI AAaHHOW KaTeropum Mo-
ryT ObiTb NOBLIWEHBLI 40 YPOBHA «006513aTe€/IbHO» MYyTEM YCTAHOB/IEHUA PErnoHasibHbiX TpeboBaHUiA;

- Heob6a3aTenbHO (optional): Npu ykazaHUM Ha ypoOBHe KaTeropuu (Hanpumep, AetanbHO onucaHHas cy6-
cTaHuuA) JaHHoe onpefesnieHne COOTBETCTBYET KaTeropuaM WauM 3NemMeHTam fAaHHbIX, KOTopble He ABATCA
HEeo6X0ANMbIMK ANA YHUKANBHON nAeHTUduKaLm nekapcTBeHHbIX cpeacTe/npenapartoB B COOTBETCTBUM CO
cTaHfapTamu/TexHnyeckmmu cneyudpukaunamum MCO IDMP. Mpu mMcnonb3oBaHUM CTaHAAPTOB/TEXHUYECKUX
cneyndukauunii NCO IDMP Ha permoHasibHOM YpOBHE 3/1EMEHTbl AAaHHON KaTeropuu MoryT ObiTb MOBbILEHbI
[0 YPOBHSA «00653aTeNbHO» UM «NPU ONpeAeNIeHHbIX YCNOBUAX» NYTEM YCTAHOB/IEHUSA PErMoHasbHbiX Tpebo-
BaHUA.

5 Tpeb6oBaHugd

5.1 3nemeHTbl, TpebyeMble AN YHUKA/bHOW naeHTUMMKaLUN NleKapCTBEHHbIX NpenapaToB

B HacTosAuweMm pasfenie onucaHbl 3N1€MeHTbl, HEOGXOAUMbBIE AN YHUKANbHOW nAaeHTUdMKaUUK K Xa-
pakTepUCTMKN NleKapCTBEHHbIX NpenapaToB, a Takke TpeboBaHUsA No obecneyeHuo naeHTUdunkaymm nekap-
CTBEHHOrO npenapaTta. Ana unaeHTUUKaUUM nekapcTBeHHoro npenapata (PhPID) cnepyeT vcnofib3oBaTb
cnepywWmini Habop 3/1EMEHTOB, ONKCbIBAOLWMX IEKAPCTBEHHbI Npenapar:

a) peiicteytowee(ne) sewectso(a) (B nosne cybcTaHumsa/getanbHO onncaHHas cybcTaHyms).

MpumevyaHne — [nsa opmmpoBaHus PhPID ncnonb3yoT cybcTaHumm, okasbiBatowme 3asBieHHoe hapmako-
noruyeckoe aeicTeue (AeicTByoLLee BELECTBO) UM BbICTyNatoWme B ponv afbloBaHTOB;

b) A03MPOBKa, eANHULbI U3MEePEeHUa [O3UPOBKN (e4VHWLUbI U3MEPEHUS UAN eAUHULbI A03MPOBAHUA);

C) akBuBaneHTHas(ble) Ao3npoBKa(un); BKAOYAET 3KBMBASIEHTHOE Ha3BaHue cyb6cTaHumii(nn) [1. e. akTUB-
Has yacTb (geicTBylOWee Havyano) cy6CcTaHUMmM 1 ero COOTBETCTBYIOLEE KOSIMYECTBO];

d) nekapcTBeHHasa dopma, rotoBass ANs NpUMeHeHUs;

€) MeAMUMHCKOe n3genve, BXoAsliee B COCTaB /IEKAPCTBEHHOIO CpeAcTBa.

MpumeyaHne — MeauuuHckoe usgenue ucnonb3yetcs B PhPID Tonbko B Tex criyvasx, Korga B KadecTsBe
OCHOBHOTO MexaHu3ma [eiCTBUA U3Lenns paccmaTpuBaeTcs (papmakosormyeckmii, MMMyHOIOTMYEeCKUin unn MetTabonu-
yeckuin adachekT. [N npenapaTtos, B KOTOPbIX M34enne Takke yyacTByeT B (DOPMMPOBaHUM TepaneBTUHeckoro adpdpekta
(Hanpumep, B cUTyaLyn paHeBbIX MOKPLITWIA), OHO pacCcMaTpYBaETCs B KAUeCTBE KOMMNOHEHTa (MHrpeaneHTa) 1eKkapCTBeH-
HOro npenapaTta 1 OyJeT BKIHOYEHO B OnvcaHwe, Ha Hero ByaeT faHa ccbliika B naeHtudukaumm PhPID nekapcTBeHHOro
npenapaTa.

3TN anemMeHTbl nogpo6Ho onucaHbl B FTOCT P NCO 11615 u [7].

NpeHTudunkaTtopbl EKAPCTBEHHBIX NPENapaToB U 3/1IEMEHTbI JaHHbIX A0/DKHbI ONUCbIBATL JIEKAPCTBEH-
Hble npenapaTbl B COOTBETCTBMM C MHoOpMaunein, cogepxallieincs B COOTBETCTBYOLWEM PerncTpaLmoHHOM
[OoCbe 3aperncTpupoBaHHOro siekapcteeHHoro cpeacrtea. CraHgaptel MCO IDMP pgonyckaeTcs NPpUMEHATb
ONA NOAAEPXKU NPUMEHEHMA NEKapCTBEHHbLIX MpenapaTtoB Mo HeOoAO0O6PEHHbIM YNOSIHOMOYEHHbLIM OpraHom
nokasaHusM K NPUMEHEHUI0, HO 3TO He BXOAWUT B 06/1aCTb NPUMEHEHUS HACcTOALWero ctaHgapTa.

HacToAwwnii cTaHgapT U cBSA3aHHble C HMM cTaHgapTbl cepun IDMP He cnepgyeT ucnosb3oBaTb BMECTO
fJokasaTtenbCcTB, NpefcTaBnseMblX paspaboTunkamy AN1A paclMpeHus nokasaHuii K MPUMEHEHWUI0 UanM cTe-
neHn 6e30MacHOCTM MPOAYKTa, NO OTHOLWEHMWIO K APYITUM JIeKapCTBEHHbIM CpeAcTBaM, KOTOPbIM NPUCBOEHLI
naeHTUYHble naeHTudukatopsel PhPID, kak ykazaHo B TOCT P UCO 11615 u [7].
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DNeMeHTbl AaHHbIX, Heob6xoAuMble Ana reHepauun naeHTudukatopos PhPID, onupatoTcs Ha TEPMUHO-
noruno/koHTponupyemole cnosapu (KC), onucaHHblie B criegyouwmx ctaHgaptax: FOCT P MCO 11615, TOCTP
NCO 11238, TOCT P MCO 11239, TOCT P MCO 11240, TOCT P 58504, [7], [8], [9].

5.2 MNepepava nHhopmaynum o nekapcTBEHHOM npenaparte

[Onsa obecneyeHnss yCnewHoOro obmMeHa MHGoOpMaunein o perncTpupyembix ieKapCTBEHHbIX CpeAcTBax
MeXAy ydyacTHUKaMu obpaleHus nekapcTBeHHbIX CpeAcTB (CM. BBEAEHME) NnepejaBaemMble CO0O6LEHUSA J0XK-
Hbl UMeTb CTPYKTYpPY 1 dhopmart, no3sonsiolime obecneynTb NOMHYD COBMECTUMOCTb U MHTeponepabesibHOCTb
OaHHbIX NPy 3TOM O06MeHe.

YunTbiBasi BaXHOCTb MCNO/b30BaHUA CTaH4apTM30BaHHOro obmeHa uHopMauuein o jieKapCTBEHHOM
CpeAcTBe B paMKax perynsaTopHOM AesaATenbHOCTU U hapmakoHaglopa, MUCNoNb3ykT cTaHgapT HL7 Ha co-
o6uweHuna sepcun 3 [10].

6 OnucaHue NPUHUUMNOB M METOA0B MOAEeNNPOBaAHUSA NHpOpMaLMn

6.1 O6ume NosIoXKeHns

[Ana mogenvpoBaHua uHGOpMauuM B HacToslWeM cTaHAapTe ucnonb3lyetca UML, nogaepxkoi akTy-
aNbHOCTWN KOTOpOro 3aHumaeTca OMG.

Kak n Bce gpyrve a3blkn nporpammupoBaHns UML MOXeT Bblpa3uTb O4HO U TOXE pasHbIMU cnocobamu,
N MOTYT UCNONb30BATbCA pasHble CTUAM U WabnoHbl. A3bik UML B HacTosweM cTaHfapTe NpUMeHseTcs Ha
3/IEMEHTapHOM YPOBHE C MCNO/Ib30BaHMEM TOJIbKO KNaccoB, aTpMOyTOB M OCHOBHbIX B3aMMOCBA3eli; N03TOMy
HEKOTOpble KOHCTPYKUMK (Takme Kak CTepeoTunbl U CA0XHbIE B3aMMOCBSA3M) HE MCNOIb30BaIUCh CneynasnbHO.

Takxe Ana BM3yannsauuy B3aMMOCBSA3U TPyNn POACTBEHHbIX MOHATUIA B cXeMax NpMMeHseTcs LBeToBas
KogmpoBka (CM. pUCYHOK 1).

O603Ha4eHVe An1a perucTpupyemMmoro O603Ha4eHune ans uccnegyemoro
NlekapCTBEHHOIO cpeacTBa JlekapCTBEHHOro NpenapaTta

O  JlekapCTBEHHOE CPeACTBO O  WVccnenyemoe nekapcTBeHHOE CpefCcTBO

O MponssoauTesib/KoMnaHns (opraHM3aums) O MponsBoauTens/komMnaHnsa (opraHM3aums)

O  PerncrpauvoHHOe yooCTOBepeHne O  PaspelueHve Ha npoBeeHve KIMHNYECKOrO
vccnefoBaHnA

O  YnakoBaHHOE SilekapCTBEHHOE CPeACTBO O  YnakoBaHHbIi NccreayeMbliii IeKapCTBEHHbIN
npenapar

O  JlekapCTBeHHbI npenapat O  JlekapCTBeHHbIV npenapat

O  WHrpeameHT, cybcTaHUMS 1 A03MpoBKa O  VHrpeaueHT, cyb6CcTaHUmMs 1 403MPOBKa

®  KIMHW4Yeckue JaHHble O KmHuueckme [aHHble

PucyHok 1— LiBeToBast koaMpoBKa KnaccoB mogenei

6.2 O630pHbIE CXEMbl OCHOBHbIX MOHATUNA

O630pHas cxeMa OCHOBHbIX MOHATUIA AaeT KOHCTPYKUUIO Ana 6onee geTanbHOro pacCMOTPeHUs npeg-
CTaBMEHHOWN MHdopMaLUumn (CM. PUCYHOK 2).

B BbICOKOYPOBHEBbLIX MOAENAX SIeKaAPCTBEHHOIO CpefcTBa U UCC/efyemMoro f1eKkapcTBEHHOIo npenapara
(cm. TOCT P NCO 11615—2014, pucyHkn 5 n 15) nokasbiBalOT OANH penpe3eHTaTUBHbINA Kacc M3 KaXAoro
pasgena vHdopmaumm, OTHOCALWENCS K OCHOBHOMY MOHATUIO (MM NeKapCcTBEHHOe CpeAcTBO, UM uccnegye-
Mblii TeKapCTBEHHbI nNpenapar).

Cxembl NoKa3blBalOT OCHOBHblE CBA3W (OTHOLIEHUA) MeXAy NeKapCTBEHHbIM CPEACTBOM WU uccnepye-
MbIM JIEKAPCTBEHHbLIM NpenapaToM M 3TUMW OCHOBHbLIMW K/lacCcaMW, HO AeTaflbHOe OnucaHue He NMPUBOAUTCA.
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PucyHok 2 — MprMep 0630pHON CXeMbl OCHOBHbIX MOHSATUI

6.3 BblCOKOypOBHEBbIE CXEMBI

Ha BbICOKOYPOBHEBbLIX cXxeMax (CM. PUCYHOK 3), NPUBEAEHHbIX B Hayane KaxAaoro pasgena nHgopma-
LMK, NoKasaHbl BCe KaccChl, KOTOpble HEOBXOAWMBI AN ONMCcaHUs MHgopMaLMK 3TOro pasfena, a Takke CBS-
31 MexAy ykasaHHbIMK Knaccamu, a HadanbHas Touka Bcerga npefcTtaBnsieT co6oil uccrnegyemblii nekap-
CTBEHHbI npenapart Ui ekapcTBeHHOe CPeaCTBO.

Ha aTux cxemax He yKasbiBalTcs aTpubyTbl (cBoiicTBa) M noapo6HOe onucaHue B3auMMocBsi3ell, no-
CKO/TbKY UX OCHOBHOE NpeAHasHaudeHue 3aknodyaeTca B NpeocTaBfeHnn CTPYKTYpbl, B paMKax KoTopoli 6yaeT
npefcTaB/ieHO NogpoGHOe onucaHue MHopmauuu, KoTopas nNpefcTaBiseTcs Ha cxemax C AeTan3npoBaH-
HbIM OMUCAHMEM.

PucyHok 3 — MprMep BbICOKOYPOBHEBOW CXEMbI
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6.4 CxeMbl C geTann3npoBaHHbIM OnNucaHuem

6.4.1 O6WMe NosoXeHns

Ha cxemax € AeTanuaupoBaHHbIM onucaHuem (CM. PUCYHOK 4) KaxAoro pasgesna npeactaBfieHbl Bce
Knaccbl 1 Bce aTpubyTbl, He06X0AMMbIE AJ1S1 ONMCAHUSA MHOpMaL MK 3TOro pasfdena, a Takke nogpo6Hble no-
HATWUHbIE B3aMMOCBA3M MeXAY yKa3aHHbIMWU Knaccamu.

PucyHok 4 — TMpyMep CXeMbl C AeTa/IM3MPOBAHHBIM ONUCAHVEM

6.4.2 B3anmocCBA3M MexXay Knaccamu

UT06bl COXpaHnTb NPOCTOTY MOAENM B3aMMOCBA3N MEXAy Knaccamu onucaHbl B Buie cBf3ein (accouu-
aunin) 6e3 fONoNHNTENbHON NHOPMaUUM O PoaM UM TUNe accoumauunm.

KonnuyectBo cBA3eil (MHOXECTBEHHOCTb accouualnii, MOWHOCTb CBSA3KN) yKa3biBaeTCs TO/IbKO B O4HOM
HanpaB/eHNN.

MOLLHOCTb CBSA3K «1» CUHOHMMWUYHA CBS3N «1..1».

MoOLLHOCTb CBA3UN «1» yKka3blBaeTCHA B TEKCTE B BMAe UHGOPMauum o6 3TOM Kiacce M YTO TO/IbKO OAWH
Habop nHopmaumnn o knacce (CywHocTn) 6yaeT NnpMBEAEH.

MowHOCTb CBA3M «1...*» OTpaxaeTcs B TEKCTe, B KOTOPOM yKa3aH KfacC, U YTO OAWH WM HECKOJIbKO
HabopoB MHMoOpMaLumn o knacce (CywHOCTN) ByaeT NpuBeaeHo.

MouwHocTb cBA3N «0...1» oTpaxaeTca B TeKkCcTe B Buae uHopmauum 06 3TOM Knacce, U 4TO TOMbKO
OAVH Habop nHdopmauum o knacce (CyLWHOCTM) MOXET ObiTb NPUBEAEH.

MowHOCTb €BA3KN «0...*» oTpaxaeTcs B TEKCTE, B KOTOPOM yKasaH Knacc, ¥ 4TO OfHO WM HECKOJIbKO Ha-
60poB uHopmaumn o knacce (CyWwHOCTU) MOXeET ObITb NpUBEAEHO.

Mpn BbINO/IHEHMM OMpeAEeNeHHbIX YCNOBUA HEKOTOpble HeobsA3aTesibHble Knacchbl (CyWHOCTW) MOryT
ObiTb MOBbILEHbI 40 YPOBHS 0653aTefibHbIX (CM. pasgen 4).

JononHutenbHasa nHgopmMaumns no coctaBy aTpnbyToB npueegeHa B FTOCT P MCO 21090.

12



FOCT P 59847—2021

6.4.3 ATpnbyTbl Knaccos
ATpnbyTbl (CBOICTBA) knacca onMcaHbl C UCNOb30BaHMEM MMeEHU aTpubyTa B mogenun. OnpegenexHune,
onucaHve 1 3HavYeHus NpUMepoB ANs aTpubyTa NpUBOAATCA B TEKCTE MOC/AE CXeMbl MOAenu.

MpumMmeyaHue — [l HEKOTOPbIE ONMCAHHbLIX aTPUOYTOB AOCTATOYHO OAHOMO 3HAYEHUS, A1 APYTUX MOXET No-
Tpe6oBaTbCsA O4HO WM [ABA AOMOHUTE bHLIX 3HAUYEHUs (HanpuMep, A4N1s1 ID MOXeT Takke noTpe6oBaTbes uaeHTUdrkaTop
CUCTEMbI KOAMPOBAHWS).

Onsa atpnbyTta, He ob6nagaroLLero iBHOM MOLLHOCTbH (YHUKaNbHOCTbLI) CBA3KN, NpedycMaTpuBaeTcs npu-
HATUE aTpMbyTOM OAHOrO 3HayeHus (310 akBuBaneHT [1...1]).

[na atpnbyTta, [EMOHCTPUPYIOLWETO MOLWHOCTL cBA3K [1...*], npeaycmatpuBaeTcsa NpUHATUE aTpnudyToMm
OLLHOTO WJ/IN HECKOJSIbKNX 3HAYEHWUIA.

[ns atpnbyTta, LEMOHCTPMPYIOLWEro MowHoCTb cBA3n [0...1], npegycmaTprMBaeTcs NpPUHATME aTpubyToMm
OZHOT0 3HaYeHus.

Onsa atpubyTa, 4EMOHCTpUpYyLWEro MoWwHocTb cBa3n [0...*], npegycmaTpmMBaeTcsa NpUHATME aTpubyTOMm
OZHOTO WM HECKOJTbKUX 3HaYEeHUA.

Mpn BbINOSIHEHWUW ONpPEeAEesIEHHbIX YC/I0BUIA HEKOTOPbIE Heob6Gs3aTesibHble aTpubyThbl MOTYT 6GbITb MOBbI-
LWEeHbl A0 YPOBHA 06s3aTeNbHbIX (CM. pa3gen 4).

JononHutensHasa nHgopmaymnsa no coctaBy atpnbytos npusegeHa B FTOCT P MCO 21090.

6.4.4 O606WeEHHble KNnaccbl U WabM0oHbI

Mcnonb3yeTcs oAMH CNocob ykasaHus 0606WEeHHOr0 Knacca B cxemax, NOCpeacTBOM KOTOPOro wabnoH
071 MHOXecTBa MHopmaynn onucebiBaeTcs O4WMH pa3, O4HAKO MPUMEHSIeTCA ANS HECKOJbKUX KnaccoB. [ns
NPOCTOThI A1 TAKOFO OMMCaHUSA He MCMOJb3YT OPMasibHble OTHOWEHUS 0606uWeHnsa/cneynann3saynm, npu-
HATble B UML, a npuMeHsal0T cneunann3npoBaHHbie nMeHa Knacca.

Kpome TOro, oAvH 1 TOT Xe wWabsloH UCMOb3YT B CXEMax HECKONbKO pa3. B aTux cxemax TUMOBble
kKnaccbl 06n1agalT BO3MOXHOCTbIO OMUCHIBATb UYTO-TO, MCMNOMb3ys (He3afdaHHble) knaccudukaun Uan Ho-
MeHKNaTypy, WaM cuctembl naeHtudukaunmn. Ytobbl 4OCTUYL 3TO HA YPOBHE MOHATUIA, B MOAENM ecTb Knacc
C ABYMSA aTpubyTamu: nepsBblil UCNOMb3yeTCa ANA UAeHTUdrKauMm camoii cuctemsl (KoTopas siBNsieTcsa knac-
cudvkaumnei, HoOMEHKNaTypoil WaM CUCTEMOI MAeHTUdrKaumm), a BTOpO — A9 OnMcaHus NPUMEHMMOT0
TepMUHa UM 3HAYEHUA U3 3TOK CUCTEMBI.

6.4.5 MNepeBoa N A3bIK

He cyuiecTByeT onncaHus nepesoga MHoOpmMauuun, NpMBEAEHHOW B HacToswem cTaHgapTe. Cnepyet
OTMEeTUTb, YTO ANA BHEAPEHWsA cTaHfapTa Ha MUPOBOM YPOBHe notpebyeTcsa nepesBog MHopmauum v oH 6y-
OeT BbINOJIHEH NpU peannsayunu.

7 NWpeHTudmympytowme xapakTepucTUKN 1eKapCTBEHHbIX NMpenapaTtoB

7.1 Tpynnbl U YPOBHN NAEHTU(PUKALNN NEeKapCTBEHHbIX NMpenapaTtoB

7.1.1 O6wue NONOXeHUA

NaeHTudukatopbl iekapcTBeHHbIX npenapatos PhPID fo/mkHbl 6bITb NpeAcTaBneHbl ANs ABYX rpynn
(rpynna akTMBHO cyb6CcTaHuMu 1 rpynna getanbHO ONWCAHHON cybcTaHumn), Kaxgas u3 KOTOpbIX BKA4aet
yeTbipe YPOBHA uAeHTU(uKauum ANa Kax[oro fekapCTBEHHOro npenapara, BK/KOYEHHOro B perncrpaumnoH-
HOe [0Cbe Ha NlekapCcTBeHHOEe CPefACTBO.

NpeHtndukatopsel PhPID fomKHbI reHepupoBaThCA C UCNOMb30BaHNEM cTaHAapTa onucaHua cybcTtaH-
unin (cm. TOCT P MCO 11238 u [8]), onnucaHusa [03UPOBKM U N1IEKAPCTBEHHOW (DOpPMbI, TOTOBOW A1 NPUMEHE-
HusA (cm. TOCT P NCO 11239 n FOCT P 58504) n onucanua egnHuy, namepexHus (cm. FOCT P NCO 11240),
Kak ykasaHo ganee.

OKBMBasleHTHasA [03UpoOBKa [0/DKHA YykasbiBaTbcs B 06eux rpynnax PhPID. OHa onpegenserca Ha
OCHOBaHMM COAEpXaHUs akTUBHOW 4YacTu MoNekynbl (AeicTBylowWwero Havana) apmMmaueBTMyYecKon(mx)
cyb6cTaHuMm(Min) B 3aBUCMMOCTI OT cneumnrnyeckux xapakTepucTuk 1ekapcTBEHHOro npenapara.

Bce rpynnbl PhPID MoryT 6bITb OnMcaHbl Ha YeTbipex pas/inyHbliX YPOBHAX OT 1 a0 4 (cm. Tabnuuy 1).
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Ta6bnuuya 1— Yetoipe yposHa PhPID

Mpynna PhPID_SUB_L1 —scy6cTaHums(nm)
thapmaL|eBTU4YeCKOV PhPID_SUB_L2 —cy6cTaHumsa(Mmn) + 4031MpoBKa + 3KBUBa/IEHTHAsA [103MpoBKa
cy6cTaHumu

PhPID_SUB_L3 —cy6cTaHums(mm) + nekapcTBeHHas opma, rotoas ansi npyMeHeHust

PhPID_SUB_L4 —cy6cTaHuusi(um) + A03MpOBKa + 3KBUBasIEHTHas! 403UPOBKa + nekap-
CTBEHHas hopma, rotoBasi 4/1s1 NPUMEHEHUs

naeHtudpukatopa PhPID

pynna getansHo PhPID_SpSUB_L1 —»aeTtanbHO onmcaHHasa cybctaHums(mm)

onucaxHoun . PhPID_SpSUB_L2 —>peTasibHO onucaHHas cybcTaHums(Mm) + A031POBKa + 3KBUBAIEHT-
hapmaL,eBTUHECKOIA Hasi [J031pOBKa

cy6cTaHumm

PhPID_SpSUB_L3 —»aeTasibHO onucaHHas cybcTaHums(Mm) + nekapcTBeHHas dhopma,
rotoBasi N5 NPUMEHeHNst

PhPID_SpSUB_L4 —peTanbHO onvucaHHas cyb6cTaHumsA(MKn) + A03UMPOBKa + SKBUBASIEHT-
Hasl 03pOBKa + /lekapCcTBEHHasA dOpMa, rotoBas A/1si NpPUMEHeHNs

naeHtucpukatopa PhPID

NekapcTBeHHbIVi npenapaTr MOXeT npeacTaBnATb c060/ KOMOGMHaLWMKO /leKapCTBEHHOro mnpenapa-
Ta C MeAULUHCKUM un3genuem. B aToMm cnyyae Ha BceX NMpUMeHWMbIX ypoBHAX PhPID BmecTe c TepmuHa-
MK cybCcTaHuun(nin) n getanbHO onucaHHOl(bIX) Cyb6CTaHUUn(Min) [OMKHbI ObiITb yKa3aHbl TEPMUH U UOEH-
TMdMKaTop TepMuHa M3genva MeguLMHCKOTO Has3HavyeHus (YHWKanbHbli ngeHTudukatop mnsgenus). Takas
CBA3b [0/KHa ObiTb OMMCaHa C MOMOLLbI0O MPAMON accouvaunn MNPUCBOEHHbIX uaeHTudukatopos PhPID
C NeKapCTBEHHbIM CpPeACTBOM U COOTBETCTBYWUWMX uaeHTudukatopos MPID n PCID, kak 3TO onucaHo B
FTOCTPNCO 11615 u [7].

MoHATME «[03MPOBKa» He MPUMEHMMO K MeAULUUHCKOMY M3Aenunio.

PernoH (ctpaHa) MOXeT YyTOYHUTbL TpeboBaHMSA B OTHOWEHNN cneundukauum Ha MeguLnHcKoe mnsgenue
npy¥ BHEAPEHWUU JaHHOro ctaHfapTa, Hanpumep yCTaHOBWUTbL, 4YTO 3Ta MHoOpMauusa npeacTaBnsaeTcs TONbKO
no 3anpocy.

JlekapCTBEHHbIM NpenapatoM MOXeT 6bITb KOMOUHaUMSA AENCTBYHOLEr0 BewecTBa C agbloBaHTOM (Ha-
npumMep, BakuuHa). B aTom cnyyae Ha Bcex NpuMeHUMbIX YpoBHAX PhPID BMecTe ¢ TepMuHaMu cyb6cTaHumm(unii)
W feTanbHO ONMUCaHHOW(bIX) cybCcTaHUUK(MIA) AO/DKHBbI ObITb yKa3aHbl TEPMUH U MAEHTU(UKATOP TEPMUHA afb-
toBaHTa. Takas CBA3b [0/KHA ObiTb onucaHa C NOMOLLLI0 NPSAMON accoumauny NPUCBOEHHbLIX UAeHTUduKa-
TopoB PhPID ¢ nekapCTBEHHbIM CPeACTBOM M COOTBETCTBYHOLWUX naeHtndukatopos MPID n PCID, kak 3To
onucaHo BFOCTPUCO 11615 u [7].

Jlo3npoBKa [o/KHA OTpaxaTb KO/IMYeCTBO, eANHULY U3MEepPEeHUs W/uau eauHuLy 403UpoBaHNS.

[FoToBasA A/ NPpUMEHEHUA NeKkapcTBeHHas hopma yKa3blBaeTCA Ha OCHOBE OMNUCAaHUA NeKapCTBEHHOrO
npenapara.

Mnaueb0 AO0/KHbI yKa3blBaTbCA B KauyecTBe AeliCTBYIOLWMX BELWECTB NPU WCNO/Ib30BaHUN B KavyecTsBe
npenapara cpaBHEHMUA. PernoHasbHble U HauWOHasbHble peKkoMeHZauuy Mo BHeAPEHU0 HaCTOALLero CTaH-
JapTa MOryt cogepxartb 60/blle MHOpPMaLMM No JaHHOMY BOMPOCY, Tak Kak B HauWOHa/IbHOM 3aKoHOAa-
Te/IbCTBE HEKOTOPbIX CTPaH CYLLEeCTBYIOT Pa3bsACHEHNS N0 OTHECEHMWIO BeLWecTB K nnauebo nam geicreyloLye-
My BeLLecTBy.

7.1.2 WNpeHTudpukatop PhPID getanbHO onucaHHO cybGCcTaHLuum

Kak onncaHo B FTOCT P NCO 11238, nHchopmayms o getasbHO onucaHHoi(bix) cybcTaHummn(ax) gomkHa
cofepxatb NOAPOGHbIE XapakTePUCTUKM OTAENbHON cybcTaHumm nayM cocTaB mMartepuana, cofepxalliero He-
CKOJIbKO Cy6CTaHUMA namM HecKonbko hunsnyecknx dopM BellecTsa.

OneMeHTbl, HeobxoAuMble A1 AeTa/lbHOro OonucaHusa cybcTaHuumn, OO/KHbI O6biTh nogpasgeseHbl Ha
yeTbipe rpynnbl:

a) rpynna 1: ncnonb3ylTCA 3/IeMeHTbl, ONuCbiBaKwWmMe maTepuasn, Cogepxalinmii Heckonbko cy6CTaH-
LuiA, pacTBOpUTENMN, NCNOJIb3YEMbIE /1 NOJSTYYEHUA PACTUTE/IbHbIX 3KCTPAKTOB W/N anjiepreHos, cneunduy-
Hble MapKepbl UM UHble BelwecTsa, NPUCYTCTBYOLWME B MaTepuanax pacTUTesIbHOro Wav XXWBOTHOTO Npowuc-
XOXAEeHWS, Npu HeobxoaMMocTu dusnyeckyto hopmy cybecTaHumm, a Takxke nobble CBOKWCTBA, CYLW,EeCTBEHHbIE
Ana martepuana.

Ipynnbl 3/1IeMEHTOB 3TON TPynnbl AO/DKHbI BKAOYaTb COCTaBHble KOMMNOHEHTbI, husnyeckyo opmy u
CBOWCTBO.

MpnmevyaHune — Takaa rpynnMpoBKa 3/IEMEHTOB MO3BOJIAET AaBaTb ONpPeAesIEHNA MHOMNX NMPOMbILLIEHHO Mpo-
n3BOAMMbIX BELLECTB, UCMOJ/Ib3yeMbIX B COCTaBe JIEKapCTBEHHbLIX CPeACTB;
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b) rpynna 2: anemeHTbl rpynnbl 2 AO/KHbI UCNOMb30BaTbCA ANA yKalaHWA CBEAEHWIA O Npou3BoguTene
cybCcTaHuMM MM getasibHO OMMCAHHOM cybCcTaHuuMuM rpynnbl 1 M MUHMMAbHOI MHOpMauMnm O NPOU3BOA-
CTBEHHOM npoLecce.

MuHMManbHaa uHgopmMaLmsa 0 NPOM3BOACTBEHHOM MpOLLEcCe A0/MKHA BKA4YaTh B cebs o6Lyo xapak-
TEepuUcTUKy MeTofa NpOoM3BOACTBa (Hanpumep, CUHTE3, IKCTPaKuus, pekomMmOuHaHuusa), Tuna Npou3BOACTBEH-
HOW cucTeMbl (Hanpumep, K/IeTOYHYH JIMHUIO, TKAHW PacTeHWn UM XUBOTHbLIX), NPOU3BOACTBEHHYIO CUCTEMY
(KOHKPETHYI0 K/1IeTOUYHYIO IMHUIO).

MpumMevyaHue — INeMeHTbl rpynmnbl 2 NO3BOMSIOT NPOC/EXNBATL CyO6CTaHUMIO A0 npoussoamTens. OHK no-
3BOJISIOT TaKKe OT/IMYATb CUHTETUYECKME NENTWAbl OT PEKOMGUHAHTHLIX U MoJlyYaTb MHopMaLMo 06 UCMOo/b3yeMOoit B
NPOV3BOACTBE KIETOUHOW NMHUK;

C) rpynna 3: a/IeMeHTbl Fpynnbl 3 AO/IKHbI YKa3biBaTb KaTeroputo maTtepuana, a TakkKe UCTOYHUK, onpe-
Aenswowunii aTn KaTeropuu.

DNIeMEHTbI Tpynnbl 3 A0/KHbI UCNOMb30BAThCS A1 pasrpaHnyeHnss hapMakonenHbiX U TeXHUYECKMX
KaTeropuii matepuana.

Ecnu hapmakoneiiHble cTaTby, ONUCbIBaloLWMe Cy6CTaHLMI0 B pasHbiX hapmMakonesax, He rapMoHU3npo-
BaHbl, TO KaXAas pasHOBUMAHOCTb Cy6CTaHUMUM A0/KHA ONUCbIBATLCA OTAENBHO.

MpumeyaHne — [N 6oNbLIMHCTBA hapMaLeBTMUYECKUX CyOCTaHUMn o6Lenpu3HaHHbIMKM cumTatoTes USP
(cbapmakonesi CLLUA), EP (EBponeiickas dhapmakones)) n JP (®apmakones AnoHun). Cy6CTaHUMU pacTUTEIbHOTO Npouc-
XOXAEHVA NOAPa3fensioT Ha KaTeropum «CrtaHaapTu3oBaHHas», «KBaHTU(ULMPOBaHHAN», «OCT allbHble» [4];

d) rpynna 4: anemeHTbl Tpynnbl 4 [O/MKHBI COAEPXaTb HanGofee AeTanbHble CBEAEHUS O cybcTaHuuu,
BK/OYAS MHOpMaLM0 O KPUTUYECKMX MNPOM3BOACTBEHHbIX Npoleccax, cneundukauusix (Hanpumep, Ans
KOMMNOHEHTOB MPUBOAUTCS COAEpPXaHWe MpuMeceild U poACTBEHHbIX BELLeCTB), MPOU3BOSIbHbIE €AUHULbI W3-
MepeHus, cTaHAapTHble 06pasLbl U MaTepuassl, aHaNUTUYeckrne MeTOAUKM MO onpeneneHnto 61Uoornyeckoi
aKTUBHOCTHU.

MpumedyaHne — OnpegeneHHas MHoOpMaLMSA 0 AeTa/lbHO ONUCbIBAEMbIX CyOCTaHUMAX, OTHOCALLAACA K rpyn-
ne 4, HepegKo NpeacTaBsAeTCs B PErMCTPaLMOHHOM A0Cbe B HECTPYKTYPUPOBaHHON dhopme, YTO 3aTpyLHSIET ee CTpPykK-
Typusaumio n opraHnsaumio. MNMprMeHeHve noneil gaHHbIX, NPeA/IOKEHHbIX B HACTOSILLEM CTaHAapTe, SBSETCA OAHUM
13 CNoCco60B OpraHn3auMn 1 CTPYKTYPUPOBaHMA 3TO MHAopMaLun, NO3BONSIOWMM OGMErYMTb €e MCNosib30oBaHue Ansi
COCTaB/ieHns 0630poB U aHann3a. MpegnonaraeTcs, 4To cepusi ctaHgapToB MCO IDMP pacwmnput v cgenaet 6onee nog-
POGHbLIM HOPMATMBHBIA KOHTEHT MO Mepe TOoro, kKak GyAeT yBenMumBaTbCsl NPUHATAE NPUHLMMNOB yYyacTHUKaMU MPOEKTOB,
U CTaHJapTbl CO BpeMeHeM byayT 6onee rny6boko paccmaTpvBaTh AOMOHUTE TbHbIE HOPMATMBHbLIE CUTYaLIMU 1N BapuaHTbl
KIMHWYECKOro UCMO/Ib30BaHMS.

7.1.3 MpaeHTudnkayna getasibHO ONMUCaAHHOW cybGCTaHUMKM fekapcTBeHHoro npenaparta (PhPID
SpSub)

MpaeHTndmkatopel PhPID ¢ getanbHO onmMcaHHOW cyb6CcTaHumeli reHepupyoT No TpeM rpynnam 13 4yeTbl-
pex (rpynnbl 1—3), onucaHHbix B FTOCT P MNCO 11238 u [8].

pynnbl 1—3 cogepxart 3N1eMeHTbl faHHbIX, Heobxoaumble ana 6onee getanbHON naeHTUdMKaLum ne-
KapCTBEHHOroO npenapara, koTopas cocTaBnseT uenb n 061acTb NMPUMEHEHUS HaCTOALWero ctaHjapTa.

pynnbl 1—3, npuceBanBaemMble 4eACTBYIOLWMM Bel,ecTBaM, B paMKax HacToslero ctaHgapTa ucnosb3y-
I0TCA ANA nAeHTUduKaumm nekapcTBeHHOro npenapara c NOMOLLb0 COOTBETCTBYOWMNX 3HAYEHNA NaeHTUdN-
kaTtopoB PhPID, npucBanBaeMbiX eCan NPUMEHUMO.

[aHHble B rpynne 4 npegHasHayeHbl AN 6onee AeTanbHOr0 YpOBHA MAeHTUdMKauun cybctaHunin, He
Tpebyemoro gna uenein maeHTudukaumm nekapcTBEHHOro npenapaTa, W He AOJ/KHbI WCNOMb30BATHCA MpU
reHepauuun naeHtudukatopa PhPID.

NHdopmaLuma o getanbHO ONMCaAHHOW cybcTaHuMn fo/mKHa ObiTb NpefcTaB/iieHa C yKkasaHnem 3fieMeH-
TOB [aHHbIX, ONUCbIBAKOLWMNX CoAepXaljnecs B 1IeKapCTBEHHOM npenapate akTWBHble Cy6CTaHuuu, u B ane-
MeHTax rpynnbl 1, ecnm NnpuMeHUMO.

Ona rpynn 2 1 3 o/MKHbI 6bITb ONpefenieHbl CBA3WM HENOCPEACTBEHHO C AelCTBYIOLWMMMN BewecTBaMn B
cocTaBe /IeKapCTBEHHOrO npenapara v ¢ 3/ieMeHTaMu rpynnbl 1, ecnm npuMeHuMo.

B [8] paccmaTpuBaeTcs NpUCBOEHME U accoumaums rpynn 3/1IEMEHTOB [AaHHbIX O AeTa/ibHO ONUCcaHHo
cybcTaHumMn ana onpefeneHHbIX knaccos npoaykrtoB (cM. FTOCT P MCO 11238 u [8] B OTHOWEHUN faHHbIX O
cybcTaHumax n ux nageHtudukaymnn).

B pernoHanbHbIX (HauMoHanbHbIX) TpeboBaHMAX MO AaHHbIM O cneundukaymsax Ha cybectaHumm mMoryT
onpefennTb, YTo 3Ta MHoOpMaLmMsa nNpeacTaBfissieTcsa TOMbLKO NO 3anpocy.
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7.2 MowHOCTb CBA3ell

MouwHOCTb (MHOXECTBEHHOCTb) CBSI3E MeXAy 3/1eMeHTaMn AaHHbIX, ONUCbIBAKOLWUMUN NeKapCTBEHHbIN
npenapart, A0/IXHbl COOTBETCTBOBATbL CNeAyHLIMM TPe6OBaHUAM:

- C oAHUM naeHTudukatopom PhPID gomkHa 6biTb CBA3aHa OfHa /lekapcTBeHHas oopmMa, rotoeas g
npumeHeHusn (ceasb: 1..1);

- Cc ogHUM ungeHTudukatopom PhPID MoxeT 6biTb CBA3aHO He 60siee 0AHOM efWHULbI [03MPOBaHUSA
(cBs3b: 0..1).

MpumedyaHne — EauHULBI J0O3MPOBaHKS BCErda MCMOMb3YHTCA A5 ONUCaHWst AOCTaB/semoli 403bl fekap-
CTBEHHOTO npenapara (Hanpumep, [03VPOBaHHbIE MHIa/ISILMOHHBIE MPenapaThbl), KOr4a KoSMYecTBeHHas efuHULa 13-
MepeHUsl He NPUMEHUMA:

- C ogHUM npeHTudurkatopom PhPID MoxeT 6biTb CBA3aHO HECKO/IbKO AEeNCTBYHOLWMX BELWECTB, ONUCHI-
BaeMbIX B nosie cybctaHuum) (cBsAsb: 1..%);

- C 0AHMM npgeHTudmkatopom PhPID MoxeT 6biTb CBA3@aHO HECKO/IbKO AENCTBYOLWNX BEWECTB, OMUCHI-
BaeMbIX B NoJie AeTasibHO onucaHHas cybctaHuma (cBasb: 1..%);

- C ogHuUM npeHTudukatopom PhPID cBasaHa ofaHa fo3upoBka (cBA3b: 1..1), ocHOBaHHaa Ha OTHOLe-
HAN «O[WNH-KO-MHOTMM» AelCTBYHOLW MM BewecTBaM B nofie «CybcTaHumsa uam geTasnbHO onucaHHas cybctaH-
uma» (cBasb: 1..%);

Ona Xngknx nekapcTBeHHbIX DOPM AO/KHbI OblTb OL4HOBPEMEHHO YyKa3aHbl [03MPOBKa B eAuHULE [0-
3MpOBaHMA 1 403MPOBKA Ha efAnHuLY ob6bema.

MpunmevyaHne — lpumep ykasaHua [AO3UPOBKM Ha eAunHWLY [03MpoBaHuA: MOPOLLIOK A1 NpUroToB/EHUs
pacTBopa N5t BHY TPUMbILLEYHOrO BBEeAeHMs 90 Mr Bo chniakoHe. Mpumep ykasaHusi 4O3UPOBKM Ha efuHuLy obbema:
pacTBOp 45151 BHYy TPUMBEHHOr O BBEAEHMS 2 MKI/M. Bonee noapo6Hyto MHopmaumio 06 0603HaYeHN AO3MPOBOK IeKap-
CTBEHHbIX NpenapaTos cM B [1].

[na npepcTtaBfieHUs [O3UPOBKM B BUAE KOHUEHTpauuu, T. €. HA eAuHuly 06bema, AO/HKEH TeHepupo-
BaTbCA OTAeNbHbI PhPID, ecnn npuMeHMmo. DTO onpegensetrcs B pamMkax MOHATUSA Koga NeKapCTBEHHOrO
npenapata, NoCKONbKYy OHO NpeAcTaBNaeT pe3ynbTaT BblpaXKeHUA 4O3UPOBKN XUAKON NekapcTBEHHON hOpPMbI
(konnuyecTBa AeNcCTBYOLWEro BewecTBa B NEpPBMYHOW ynakoBKe) cornacHo TpeboBaHMWSAM YMOSTHOMOYEHHOTO
opraHa;

- ¢ ogHum PhPID moxeT 6biTb CBSI3aHO HECKOJ/IbKO 3KBMBA/IEHTHbIX A03MPOBOK (T.€. aKTUBHbLIX YacTel
MOeKkybl (4EACTBYIOLWMX Hayas) C COOTBETCTBYHOLLEN [03UPOBKOI) (CBA3b: 1..*), TaK Kak OH CBSA3aH TaKoi Xe
CBA3bI0 C cybCcTaHUuMsAMU/geTanbHO ONUCaHHbIMK Cy6CTaHUMsAMN B ero coctaBe (CBA3b: 1..%).

7.3 MpepacTaB/ieHVe O03UPOBKM B BUAE KOHLEHTpauumn

[03MpPOBKY XUAKNX TEKAPCTBEHHbIX JOPM BbipaxarT Kak B (hopMe obLeli macchl BelwecTsa B NepBuy-
HOM ynakoBKe, yka3aHHOI B permctpaymMoHHoM Aocbe, Tak 1 B oopMe KOHUeHTpauun (Hanpumep, B 1 m). MNpu
reHepauun u npuceamsaHum ngeHtndunkatopa PhPID go3npoBka fo/mKHa 6biTh BbipaxeHa B hopMe o6Lei
Maccbl AEeNCTBYHOLLErO BellecTBa B NepPBUYHON ynakoBke (ucnosnb3ys maeHtudunkatopbl MCID n PCID) ¢ yka-
3aHMEeM COOTBETCTBYHOLEN KOHUEeHTpauun geiicTeyowero Bewecrtsa (Ha eagnHnyy obbema), npeacTaB/eHHOM
B KaXAO0M ypoBHe 2 unu 4 naeHtndukatopa PhPID. Ob6a npepfctaBneHusa cnefyet cuntatb o6s3aTeslbHbIMU
3fleMeHTaMy OnuMcaHus NeKapcTBEHHOro npenapara.

[lo3upoBka B BMAE KOHLUEHTpauunm Ha eauHuuy obbema [oxHA ObiTb BblUMCNEHA U3 3HAYEHUS KONuU-
yecTBa AeliCTBYIOLLEr0 Belw,ecTBa B NEPBUYHOI ynakoBke W AO/KHA 6biTb NMpeAcTaB/ieHa Ha BCEX pesieBaHT-
HbIX YPOBHAX npgeHtudukatopa PhPID, rge oHa npuBoAgMTCA B COOTBETCTBUM C AAHHbIMU PErnucTpauMoHHOro
pocbe.

PhPID posmxeH reHepupoBaTbCca A1 NpefcTaB/ieHUa [03VPOBKM B BUAE KOHUEHTpauun Ha efuHuuy
o6bemMa BHE 3aBMCMMOCTM OT TOr0, BK/IOYEH NN Takoli 06beM B qOpMy BbiNycka npenapata. 70T PhPID 6y-
net abctpaktHbiM PhPID n 6yaeT HasblBaTbCs «NOHATME KoAa SiekapCcTBeHHOro npenapata» (PPCC). PPCC
HeobxoaMM ANS NOAAEPXKU AeACTBUIA, CBA3AHHbIX C 3N1EeKTPOHHbIMKU peuenTamu (e-prescribing/e-dispensing),
B C/lyyasXx, Korga B peLenTe ykasbiBaeTcs [03MpoBKa (KOHLeHTpaunsa) Ha eanHuuy obbema 6e3 ykaszaHusa [0-
3/POBKN B MEPBUYHON ynakoBKe, Kak 3TO yKa3aHO B perucTpaLnoHHOM yLOCTOBEPEHUN.

Jo3npoBKka Ha eguHNLy ob6bema f0/KHA ObiTb BKIOYEHA B MAEHTU(UKATOP B KAYECTBE 3/IEMEHTa [aH-
HbIX N O0TOGpaxeHa ee CBA3b C BblpaXeHWeM [L03MPOBKM B BuAe 06LLEro KosmyecTsa AeNCTByHOLLEro BeLle-
CTBa B NMEPBUYHOI yNakoBKe Ha BCEX pefieBaHTHbIX YPOBHAX naeHTudukatopa PhPID ana obecneyeHus WH-
TeponepabenbLHOCTM 1M 06MeHa faHHbIMW O IeKapCTBEHHOM nNpenaparte.
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BblpaxeHue 003MPOBKN B BUAE KOHLEHTPALMM U ee CBA3b C 06 MM KONMUECTBOM [AeicTBYyloLLero Belle-
CTBa B NEPBMYHOI yNaKkoBKe Ha BCEX PEJSIEBAHTHbIX YPOBHSAX UAEHTUdUKATOpoB PhPID A0/KHbI 6blTh YUYTEHbI
npu peanusauyny Ha pernoHasbHOM (HaluMOHa/IbHOM) YPOBHE M COMPOBOXAEHUM HACTOSALWEro cTaHAapTa.

7.4 NpeHTudukaTop nekapcTtBeHHoro npenaparta (PhPID)

MpaeHTndmkaTtop nekapctBeHHoro npenapata PhPID npeactaBnsieT co60i rnobasbHblil YHUKANbHbIA
Kof, NMPUCBOEHHLI Ha YPOBHE NEKAPCTBEHHOIO Mpenapara 1 BKAYawLWmnii B cebsl onncaHHble ganee xapak-
TepucTuku. Ans npenapatoB, KOTOPble B COOTBETCTBMM C JOKyMeHTauuneli perncTpaunoHHOro A0Cbe AO/KHbI
OblTb BOCCTAHOB/MEHbI (NMPUrOTOBMEHbI) Nepen nNpuMeHeHuem, mpgeHTudukatop PhPID gosmkeH BkAwYaTh B
cebsa xapakTepucTuKM npenaparta nocsie ero BOCCTaHOBNEHMUA (NPUTOTOBNEHUS) (CM. pUCYHOK 5).

] - rpynna «cy6cTtaHums»;
O - rpynna «4eTasibHO onucaHHas CyocTaHLms»;

O - [03VPOBKU

PucyHok 5 —[leTanm3npoBaHHas Mogenb naeHTudmkalmmn nekapcteeHHoro npenapara (PhPID)

MpumevyaHne — bonee noapobHas MHAOPMALMA MO KOHKPETHLIM 3/IEMEHTaM AaHHbIX, K1accutmLMpyoLLmX
onpegeneHHyto(ble) cyocTaHumio(M) 1 AeTanibHO onucaHHy(ble) cybcTaHumio(1), npusegeHa B FOCT P NCO 11238 u [8].
MoapobHas MHopmaums No aTM 3NemMeHTaM onpeaensieT atpubyTbl UAeHTUdMKALMM NEKAPCTBEHHOTO MNpenaparta u
npucsoeHus PhPIDs.

17



FOCT P 59847—2021

7.5 3nemeHTbl rpynnbl cyb6cTaHuma nekapcTeeHHoro npenapata (PhPID_SUB_LX)

7.5.1 CocTaB rpynnbl cyb6CcTaHuUM fIeKapCTBEHHOrO npenaparta

B cocTtaB rpynnbl cybcTaHLMy ekapcTBEHHOro npenapara BXOAUT onucaHue AenCTBYHOW WX BeLecTs,
BK/tOYaloLee B ceba cBeAeHUsA O f03MPOBKe, 3KBUBANEHTHOI A031POBKe (T. €. 3KBUBASIEHTHOE AelcTByloLee
Hayano 1 COOTBETCTBYHOLW,an 403MPOBKA), NEeKapCTBEHHOW (DOPMbI, TOTOBOI ANA NPUMEHEHUSA, MEeAULNHCKOrO
nsgenua (Npu ero Haanuum), a TaKkke aabroBaHT(bl).

7.5.2 Habop cyb6cTaHumit

B cocTaB KaX0ro iekapCTBEHHOro npenapara [O/HKHO BXOAUTb Kak MUHUMYM OfHO AelicTBylOWee Be-
wecTtBo. [oNxHbl 6bITb YKa3zaHbl BCe cybcTaHuMyM B cocTaBe npenapara U ux pyHKUMOHaIbHOE Ha3HavyeHwue.

7.5.2.1 HanmeHoBaHune cybcTaHumm

HanmeHoBaHne (Name) n ngeHtudpukatop (ID) nekapCTBEHHOro npenapaTta AO/IKEH yKa3blBaTbCs TaM,
rae 3To NpMMEHNMO, Ha OCHOBE 3HaYeHWs, MOIyYEeHHOro U3 Habopa 3Ha4vyeHui, kak aTo onpegeneHo B TOCT P
MCO 11238 u [8]. Jo/MKHbI 6bITb ONMUCaHbl cTaHfgapTHoe HaumeHoBaHne (Name) n ngeHtudukatop (ID) cy6-
ctaHuum (cm. FOCT P NCO 11238 u [8]).

7.5.2.2 ®yHKLNOHaA/IbHOE Ha3HayeHune

®yHKUMOHANbHOE Ha3HaYeHe NHrpefneHTa, BXOAALEro B COCTaB /IeKapCTBEHHOTO npenaparta, A0/KHO
yKa3blBaTbCsA C UCNOJ/Ib30BAHNMEM KOHTPO/IMPYyeMOro cnosaps. [JO/XHbl yKa3blBaTbCA KOHTPO/IMPYEMbIA Tep-
MVH 1 ngeHTudukatop TepmuHa. Ana npumepa cm. [11].

7.5.2.3 NlHgukaTop KOHMuaeHUManbHOCTH

YpoBeHb KOHMMAEHLMAaNbHOCTU UHJOPMaunn 06 opraHusaumm MOXeT yKasblBaTbCA Ha BCeX YPOBHAX
PhPID ¢ ncnonb3oBaHneM COOTBETCTBYIOLLEr0 KOHTPO/IMPYEMOro cnosaps. JO/KHbI yKa3blBaTbCA KOHTPO/N-
pyemblii TEPMUH U MAEHTUUKaTOpP TEPMUHA.

7.5.3 JlekapcTBeHHas hopma, rotoBas Ans NPUMeEHeEHUSA

OTOT aTpubyT ONUChLIBAET NeKapCTBEHHYO (QOpPMY, NPUMEHAEMYIO B NMopsAkKe, paspeleHHoM YNnosHOMO-
YeHHbIM OpraHom, Mnocsie BOCCTaHOB/eHUSA (MPUroTOBMEHMS), ecnn Heobxogumo. 3HayeHue 3Toro aTpubyra
nony4yawT M3 Habopa AaHHbiX, ykazaHHoro B FOCT P NCO 11239 n FOCT P 58504. ATpubyT onucbiBatT ¢
NOMOLLbI0 AaHHbIX Tuna CD. Kaxablli iekapCTBEHHbIVi npenapar MOXeT UMeTb TO/IbKO OAHY rOTOBYK AN
NPUMeEHEeHNA NekapcTBeHHY dopmy. Pernctpupyemoe nekapcTBeHHOe cpefiCTBO MOXET BK/IoyaTb ABa Npo-
N3BeAEeHHbIX NPOAYKTa: O4WUH U3 HUX UMEET NPOoU3BEEeHHYI0 SlIeKapCTBEHHYIO (DOPMY «MOPOLLOK A4/11 NPUTOTOB-
NeHns pacTeopa AN WUHbEKUWi», a APYroin — nekapcTBeHHYI (hopMy «pacTBOpuUTEsb A8 NPUTOTOBAEHUSA
pacTBopa ANa MHbekuuii». Nepen NpUMEHEHMEM OHM cMeLllnBalTCcsA (MOPOLOK BOCCTaHaBNMBaeTCS [0 pac-
TBOpa) 415 NoNyYeHUs roToBoN ANA NPUMEHEHUA NeKapCTBEHHONM (DOPMbl «pPacTBOpP A/ UHBEKLMNI».

7.5.4 EagnHNua fo3nposBaHus

EgvHnua fosvpoBaHnsa npegcrasnseT coboli onucaHne ob6bekTa, B KOTOPbI/ MOMELLEHO OnpefeneHHoe
KONMYeCTBO AENCTBYIOLLEr0 BeLW,ecTBa U yepes3 KOTOPbI MOXET BblpaxaTbCs A03MPOBKa NeKapCTBEHHOIO npe-
napaTa, 4acTo A/ onucaHusa OocCTaBNAeMOW [03bl, KOrga KOJM4yecTBEHHas eAuHWLa n3mepeHus (Kak npa-
BWMO, €fVHWLbl MAaccCbl) He NMpUMeHUMbl. [Jo/mKeH 6biTb ONUCaH CTaHAapTHbIi TEPMUH e4VHWUbI J03UPOBKU
(cm. TOCT P NCO 11239 n FOCT P 58504).

7.5.5 MeguunHckoe nsgenuve

Korpa meguumnHckoe nigenne ABnseTcsd KOMNOHEHTOM SIeKapCTBEHHOIO npenapara, To NPUMEHSAIT cre-
Ayouime aneMeHTbl faHHbIX.

7.5.5.1 TepmuH

MpeHTudunkaTop TepMruHa MegULMHCKOTo U3fenna n HauMeHoBaHve f1IeKkapCTBEHHOro npenapara fo/Xk-
Hbl YKa3blBaTbCA B CNy4yasx, Korga 3To NpUMEHNMO, NO 3HAYEeHUAM, NOJyYEHHbIM W3 onpeeneHHbIXx Habopos
3HauYeHui.

7.6 9neMeHTbl rpynnbl geTaslbHO ONUCaHHOI cy6CTaHUMW fleKapCTBEHHOTO NnpenapaTta
(PhPIDSPSUBLX)

7.6.1 CocTaB rpynmnbl geTalbHO ONMUCaHHOW cybCTaHUMN NeKkapCTBEHHOro npenapara

CocTaB rpynnbl geTanbHO ONMCAHHON CybCTaHLUMM ekapCTBEHHOro npenapaTa BkawvaeT B cebsa ge-
TasibHO onucaHHyto(ble) cybcTaHumio(Mn) ¢ ykazaHmemM KONmyecTB (L403UPOBKKU), 3KBUBAJIEHTHYIO [03UMPOBKY,
rOTOBYIO AN1A NPUMEHEHUSA NeKapCTBEHHYIO POpPMYy M MeuUUHCKoe n3genue (rge 3To NpUMeHUMOo).

PernoHanbHble (HaunoOHasbHble) TPe60BaHMA MOTyT cofep)XaTb 0COOEHHOCTU B OTHOLEHUN cneundu-
KauuMy Ha geTanbHO OonucbiBaemble cybCcTaHuMW, HanpuMep ykasaHue O npefocTaB/ieHun 3Toil nHdopmaymm
TO/IbKO NO 3anpocy.

18



FOCT P 59847—2021

7.6.2 Habop AaHHbIX 0 AeTasibHO ONMCAaHHOW cyb6CcTaHunMmn

B cocTaB KaxJoro f1ekapCTBEHHOr0 npenapara MoXeT BXOAUTb OAHA WN HECKOJIbKO AeTasibHO OnucaH-
HbIX cy6CcTaHunii. [JLo/mMKHbl 6blTb yKasaHbl BCE AeTa/ibHO ONUCaHHble cybCcTaHUMM B COCTaBe npenaparta u ux
PYHKLMOHaNbHOE Ha3HavyeHue. OpgHa M3 AeTasibHO OMMWCaHHbIX cybCTaHuMiA fOoMKHA 6biTb CBA3aHa C OAHUM
unn 6onee AeNCTBYOLWNMN BeELLECTBAMMU.

7.6.2.1 [JeTanbHO onucaHHas cybcTaHums

3HauyeHne feTasibHO OMMWCaHHON Cy6CTaHUMU AO/DKHO ObiTb B3ATO M3 Habopa AaHHbIX, KaK ykaszaHo B
FTOCT P NCO 11238 n [8]. Ans npeacTaBNeHUs 3TOr0 3HAYEHUS JO/HKEH MCMOMb30BaTbLCA TN AaHHbIX CD.

7.6.2.2 ®yHKUMOHA/IbHOE Ha3Ha4yeHue

PyHKUMOHANIbHOE Ha3HavyeHue UHrpeaneHTa, BXOASLEro B COCTaB /IEKapCTBEHHOIO npenapara A0J/1)XHO
yKa3blBaTbCA C MCNOMb30BAHMEM KOHTPOMMPYEMOro crioBaps. JOMKHbI YKa3biBaTbCA KOHTPONMPYEMbIi Tep-
MWH U ngeHTudgukatop TepmuHa. Ans npumepa cm. [11].

7.6.2.3 N"Hamkatop KOHMuAeHUunanbHOCTH

YpoBeHb KOHPMAEHUMaNbHOCTM MHopMaumm 06 opraHMsaunm MOXET yKkasbiBaTbCA Ha BCEX YPOBHAX
PhPID ¢ ncnonb3oBaHMeM COOTBETCTBYHLLErO0 KOHTPOIMPYEMOro cnoBaps. LO/IKHbl yKa3blBaTbCsA KOHTPOU-
pPYEMbI TEPMUH N NAEHTUMKATOP TEPMUHA.

7.6.3 JlekapcTBeHHas popma, rotoBas Anasi NpMMeHeHUs

OTOT aTpubyT onncbiBaeT /ieKapCTBEHHY (hopmy, NpUMeHAeMyo B Nopsake, pas3peweHHOM YynoaHOMO-
YEHHbIM OpraHoMm, Noc/sie BOCCTaHOBEHMUS (MPUTOTOB/IEHUA), ec/in Heobxoanmo. 3HayeHue 3Toro atpubyra
nonyvatwT M3 Habopa AaHHbIX, ykazaHHoro B FOCT P NCO 11239 n FOCT P 58504. ATpubyT onucbiBatwT C
noMOLWb AaHHbIX Tuna CD. KaxAblii nekapcTBEHHbIVi npenapaTr MOXeT MMeTb TOJ/IbKO OAHY FOTOBYH [ANS
NpYMMeEHEeHUA NekapcTBeHHy opmy. Pernctpupyemoe nekapcTBeHHoe CpefcTBO MOXET BK/4YaTb ABa Npo-
N3BeEeHHbIX NPOAYKTA: OAWNH U3 HUX UMEeeT NPON3BELEHHYI0 TEKAPCTBEHHYIO (POPMY «MOPOLIOK A1 NPUTOTOB-
NeHns pacTBopa A1 WUHbEeKUMWiA», a Apyroli — nekapcTBeHHY (hopmy «pacTBOpuUTeb A8 NPUrOTOBEHMUSA
pacTtBopa ANA MHbekuuii». MNepes NpYMEHEHMEM OHM CMeLlVBalTCA (MOPOLWOK BOCCTaHaBNMBaeTCs Ao pac-
TBOpa) 4719 NOJyYeHUsa roToBOM ANA NPUMEHEHUS NeKapCTBEHHOW POpMbl «pacTBOP ANA UHBEKLMNI».

7.6.4 EgMHULaA [o3npoBaHus

EavHuLa fo3npoBaHusa npegcraBnseTt coboil onMcaHne o6beKTa, B KOTOPbLIA MOMELLEHO ONpeAeneHHoe
KONMYeCTBO AENCTBYIOWLEr0 BewecTBa U Yyepes3 KOTOPbI MOXET BblpaxaTbCa A03MPOBKa 1eKapCTBEHHOIO npe-
naparta, 4acTo ANA onucaHusa AoCTaBNAeMol 403bl, KOrga KoMyecTBeHHasa eAuHuua nsmepeHus (kak npasu-
N0, eAUHNLbI MaccCbl) He NPUMEHMMbI. [lo/HKeH 6bITb ONUCAH CTaHAapTHbI TEPMUH €AUHULbI A03MPOBKU (CM.
FOCT P MCO 11239 n FOCT P 58504).

7.6.5 MegnunHckoe mnsgenue

Korpa mepguuuHckoe usgenve sBNAETCA KOMMNOHEHTOM JleKapCTBEHHOro npenapara, TO NPUMeEHSATCA
cnefyouime anemMeHTbl AaHHbIX.

7.6.5.1 TepMMUH MeAULMHCKOro nusgenns

aeHTndrkatop TepmnuHa meguumnHckoro nsgenusa (ID) n HaumeHoBaHue (Name) nekapCTBEHHOro npe-
napara [O0J/IKHbl yKa3blBaTbCA B C/yyasXx, Korga 310 NpUMEeHMMO Mo 3HAYeHUAM, NOJSIYYEHHbIM U3 onpefeneH-
HbIX HA6OPOB 3HAYEHWNIA.

7.7 peHTUdrumpytowmne XxapakTepucTukn ans onnucaHus Ao3vpoBKU

7.7.1 OnuncaHne fO3NPOBKU

B 3aBMCUMOCTU OT HaLMOHANbLHOW WUAN PEernoHasbHON MPaKTUKM A03MPOBKA ONUCbIBAETCHA Kak Kouve-
CTBO cofepXxaHus gencreytolero sewectsa (cybcraHunum nnn getanbHo onucaHHol cyb6cTaHymmn) (Hanpumep,
B e4MHUNLE NEeKapCTBEHHON pOpMbl, eaAnHuLEe o6bemMa Ui eanHnLEe Maccbl, B COOTBETCTBUM C S1IEKAPCTBEHHOIA
dopmoii unn eanHULER [O3NPOBAHNS).

Ecnu pernctpupyemoe nekapcTtBeHHoOe CpPeACTBO UM Uccrenyemblii NekapCcTBEHHbIA npenapart Tpeby-
eTcA BOCCTaHOBUTb (pacTBOpuUTb) UAKM pa3baBuTb nepej nNnpMMeHeHueMm, TO B pasfesfie /ieKapCTBEHHOro npe-
napaTa fOoJ/IXHa 6biTb ONMcaHa [03MpoBKa roTOBOro A/19 MPUMEHEHMS NIeKapCTBEHHOTO npenapaTa nocsie Boc-
CTaHOB/IEHUA UNU pa3BefeHns B COOTBETCTBUM C UHpOpMaLmneli permcTpaLnoHHOro Aoche.

naeHTndmkatopbel PhPID He fosmkHbl cogepXaTb MHOpPMaLUo, OTHOCALLYIOCA K hakTM4yeckomy Kosu-
4yecTBYy [AelCTBYHOLWEro BelwecTsa, BBOANMMOIO CyGbeKTY K/IMHMYECKOro uccnepoBaHusa/nayneHty. OnucaHue
CbaKTI/ILIeCKOFO Konn4yecTtBa npenaparta, npuMmeHAemMoro meanunHCKNUM paﬁOTHI/IKOM nnn caMmmm nauneHTom,
He BXOAWT B 06N1acTb NPUMEHEHNSA HACTOALWEro ctaHgapTa.
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[Nna HeKoTOopbIX NekapCTBEHHbIX NPenapaTtoB TOYHAA AO3MPOBKA B NPUHMMAEMOW A03e He MOXEeT 6bITb
ykasaHa, U B Takux cryvyasx AO/KHA ObiTb BblpaXeHa B BWAe AManas3oHa, Hanpumep «He 605ee» UM «He
MeHee» ONpeAesIEHHOr0 3Ha4YeHus.

3HauveHVe 403MPOBKM S1IeKApCTBEHHOrO npenapara A0/HKHO coBnagaTb CO 3HAYeHWEeM Moc/ie BOCCTaHOB-
neHns B o6bemMe, ykazaHHOM B perucrpayuoHHomM gocbe. OnvcaHne fO3MPOBKN BK/IOYEHO B [9].

7.7.2 ATpnbyTbl OnNncaHns 003MPOBKM B 3sieMeHTax ngeHtndpumkaropa PhPID

7.7.2.1 [o3npoBKa (KOHUEHTpayus)

[Jo3npoBka (KOHUEHTpauusa) onpepensieTcsa kKak KonmyecTBO AelicTBytouwero Beuwiectsa (cybctaHumn/
JeTanbHO OonucaHHON cybcTaHuun) B OAHOM efuHMLE NEeKapCTBEHHOro npenaparta, Hanpumep «2 mr/l ma»,
«2 Mr/l Tabnetka». [na TBepAbIX NEKApPCTBEHHbIX (OOPM OHa O06bIYHO coBnajaeT C A03UPOBKONW (egunHULA
[03UpoBaHuna). Ansa XUAKUX nekapcTBeHHbIX OPM yKa3blBalOT KO/IMYECTBO AelCTBYIOLWEro BelecTsa B nep-
BWYHOI ynakoBKe 1 B eguHuLe obbema.

1.7.2.2 fo3upoBka (egnHuua go3npoBaHus)

Jo3upoBka (NpeacTtaBnieHne) onpegenseTcsa Kak Kou4ecTBoO gelicTBylowero sewecTtsa (cybctaHuum/
JeTanbHO ONMCaHHOoi cyb6cTaHuumn), NMpUCyTCTBYOLWEe B LaHHOM KO/IMYeCTBe IeKapCTBEHHOIO npenapara, Ha-
npumep «10 mr/5 mn», «2 mr/l TabneTka».

7.7.2.3 3HayeHne [03UPOBKN (KOHLEHTPaLMSA) U O3UPOBKU (€4MHULbLI A03UPOBAHNSA)

CuMBON efuHULbLI U3MEpeHUsa U naeHTUdunkaTopa 3Toro cMmeoaa Ao/xeH cooTBeTcTBOBaTb FOCT P
NCO 11240 n ero pesynbTupylowemy KOHTPOIMPyeMOMY CnoBapio.

Ecnu gosvposBka hopMynmMpyeTcs Ha eQuHuLy A03MPOBaHMUSA, TO ee 3HayYeHue [0/HKHO ObiTb ykasaHo ¢
NOMOLLbI0O TEPMUHA U naeHTUgMKaTopa aToro TepmmHa B cootsetcteum ¢ FOCT P MCO 11239, FOCT P 58504
N MX pe3ybTUPYIOLWMMN KOHTPONPYEMbIMU CNOBapPSAMM.

CVMBO eANHULIbI U3MEPEHUA U UAEHTUMNKATOP 3TOr0 CMMBOJIA AO/IKHBI ObITh YKa3aHbl B COOTBETCTBUU
co ctaHgaptom F'OCT P MCO 11240 n ero pe3ynbTUPYIOLWUM KOHTPOIMPYEMbBIM C/I0BapeM.

Ecnu pno3nposka onpejfesnsaeTcs Ha OCHOBE eiMHULbl JO3MPOBAHUA, TO TEPMUH U NOEHTU(UKATOP 3TOr0
TepMuHa npusoautca B coorsetcTBun ¢ FOCT P MCO 11239, TOCT P 58504 1 ux pe3ynbTUPYIOLWMMN KOHTPO-
nupyeMbiMy CNoBapsMu.

7.7.2.3.1 OnucaHne A4O3UPOBKM MHOTOKOMMOHEHTHbIX Npenaparos

Y MHOrOKOMMOHEHTHOrO npenapaTa A03VPOBKa yKa3blBAeTCA Kak KO/JIMYECTBO OAHOI0 akTMBHOIO Aeli-
CTBYIOLLEr0 BelwecTBa + KO/IMYECTBO BTOPOr0 aKTUBHOIO BellecTBa Ha efuWHWULY [03MpOBaHus, Hanpumep
«15 mr + 850 mr/l Tabnetka». B cooTtBetctBUM ¢ FOCT P NCO 11615 u [7] 4o3nMpoBKa Takoro npenaparta
onucbiBaeTcs 6onee getanbHO, N0 OTAENBHOCTU ANS KAXAO0r0 MHrpeaneHTa.

7.7.2.4 Toyka nsmepeHus

MoxeT 6bITb f@aHO OnMcaHue TOUKN U3MEPEHUS, eCN NPUMEHMMO.

7.7.2.5 CTtpaHa

CTpaHa unu cTpaHbl, A8 KOTOPbIX AaHHble 0 03MPOBKE U TOYKE M3MEPEHUA akTyaslbHbl, yKa3blBalTCA
C MCNONb30BaHUEM 3HAYEHWI M3 31EMEHTOB ABYX6YKBEHHOTo koga no FOCT 7.67.

Ecnu yka3sbiBaeTcs To4ka M3MEPEHUS, TO AO/HKHO MPUCYTCTBOBATbH ONMCaHWE CTpaHbl WX CTPaH.

7.7.2.6 OKBMBaNeHTHaA A03MPOBKa

7.7.2.6.1 O6wumre nonoxeHus

Cyb6cTaHumm 1 getanbHO onWcaHHble cybcTaHuuyM MOryT BbINOAHATL B uaeHTudpukatope PhPID pgse
posnu:

- posib AeicTBylOLLEero BellecTsa, 06ycnaB/vBaKLWEro TepanesTUYeckoe AelicTBue NekapCTBEHHOIO
npenapara;

- 0OflHO3HauyHas CBfA3b C A03MPOBKOW npenapaTta. [N Kax4oro JfiekapCTBEHHOro npenaparta [A03u-
poBKa YyKa3blBaeTCHA CO CBA3bI C OAHOW WIN HECKOSIbKUMMW CYyO6CTaHUUAMW UM AeTaslbHO ONUCAaHHOMN(bIMK)
cybcTaHumeli(amn). Kpome TOro, Npu Haanynmm BO3MOXHOCTU AOJ/IKHA YyKa3blBaTbCs 3KBUBa/IEHTHAsA AO3UPOB-
Ka B BUAe gencTteylowero Hayana (OCHOBaHWSA, KNCNOTbl UK 6€3BOAHON COMM UM aKTUBHOI YacTu cybcTaH-
umeii, 3aperncTpMpoBaHHOl B KayecTBe CaMOCTOATENbHOIO AeCTBYOLWETN0 BEWECTBA).

[JelicTBylouiee BelwecTBo — cybcTaHuusa(n) n/mnu getanbHo onucaHHas(ble) cybctaHumnsa(n) — [OMKHO
Mcnonb3oBaTbCA A8 YKa3aHUA AO3UPOBKU UCCNefyeMoro wav 3aperucTpupoBaHHOro IeKapCTBEHHOTO cpef-
cTBa.

OKBUBaNiEHTHAsA [03MpOBKa AelicTBylLWero Beuiectsa [cybcTaHumu(in) nam getasnbHO ONMCAaHHOM(bIX)
cyb6cTaHumm(nii)] BolpaxaeTca Kak KOMM4ecTBO BelliecTBa, MPUCYTCTBYKOLLEe B AaHHOM KO/MMYecTBe nekap-
CTBEHHOro npenaparta. Ee 3HavyeHve f0/MKHO ObiTb ONMCAHO B K/lacce «A03MpOBKa».
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7.7.2.6.2 JKkBMBaNEHTHOE AeicTByOLLee BelwecTBO (cybcTaHums)

Mpn ykaszaHun 3KBMBA/IEHTHOrO AEWCTBYHOLWEr0 BelwecTBa ero 3HayeHue [O/IKHO OMuUCbiBaTbCHA C UC-
NnoAb30BaHUEM TepMMHA U naeHTudunkartopa TepmuHa B cootsetctBum ¢ FOCT P MCO 11238 u [8] n pe3ynb-
TUPYIOLWEM KOHTPOSIMPYEMOM CrioBape.

7.7.2.6.3 3KBUBaANEHTHOE AelicTBylOLlEe BEWeCTBO (A4eTa/lbHO ONUcaHHasa cybcTtaHuus)

Mpn ykaszaHun 3KBMBA/IEHTHOrO AENCTBYHOLLET0 BeL,ecTBa Kak AeTallbHO ONUCaHHOl cybcTtaHuun ero
3HaYeHMe AO0/HKHO OMNUCbIBATbCA C UCNO/b30BAHMEM TEPMUHA U UAEHTU(MKATOpPa TEPMMHA B COOTBETCTBUM C
FTOCT P NCO 11238 n [8] n pe3ynbTUpyOLWEM KOHTPO/IMPYEMOM C/lOBape.

7.7.2.6.4 SKkBUBaneHTHas [03MpoBKa

[ 031MpOBKY 3KBUBA/IEHTHOTO AENCTBYOLLEro BewecTsa (CybcTaHuMm nnn getasabHO ONMCaHHOW cy6CTaH-
LUMn) BblpaxalwT KakK KOIM4yecTBo cybcTaHummn/getanbHO ONMCaHHOW cybcTaHumMmn, NpucyTCTBYHLULEE B AaHHOM
KonmMyecTBe /ieKapCTBEHHOIO npenapara.

CUMBON eAUHULbI N3MEPEHUS U MAEHTU(UKATOP 3TOFO CMMBOJIA AO/MKHbI ObiTh YKa3aHbl B COOTBETCTBUM
clTOCT P MCO 11240 n ero pe3ybTUPYHOLWMUM KOHTPOJIMPYEMbBIM C/lIOBapeM.

Mpn ykazaHWM [O3MPOBKM KaK KonmyecTBa cybcTaHuuu/geTanbHO ONMCAHHOW Cyb6CTaHuMu B efgunHuULE
[031MPOBAHUA UCNONB3YIOT TEPMUH U UOEHTU(MKATOP 3TOro TepMmnHa B cootBetcTBun ¢ FOCT P MCO 11239,
FOCT P 58504 n pe3ynbTUPYHOLWMM KOHTPONIMPYEMbIM C/lOBapeM.

3HayeHne ¥ efuHUUbI NPW yKasaHuW guanasoHa [03UPOBOK AO0/MKHbI ObiTb yKa3zaHbl B COOTBETCTBUU
c chopmoil npefcTaBneHnsa Tuna gaHHbix RTO<PQ, PQ>. 2To no3BonseT ykasaTb 3HaYeHuWe [03MPOBKM Kak
OTHOLWEHNE ABYX (PU3NYECKNX BEANYMH, B KOTOPOM M B Yncnutene, u B 3HameHaTene npuBoOAATCA eAUHULbI
n3mepeHuns. MNpn 3TOM MOXHO yKa3aTb HMKHEE M BEPXHEE 3HAYeHMs AnanasoHa, a Takke AmanasoHbl HUKHUX
N BEPXHUX 3HAYEHWI [03MPOBOK. ECnn HUXHEE M BepxHee 3HaYeHWUS OAMHAKOBbl, TO UHTEPBA/ 3KBMBAIEHTEH
€[VHCTBEHHOMY 3HauyeHun. Ecnn HMmKHee 3HavyeHue paBHO HYJ/0 WAW He yKa3aHO, TO MHTepBas UHTepnpeTu-
pyeTcsa Kak «He 60/iee BEepXHero 3HavyeHusa». AHaNOrM4YHO, ecnn BepxHee 3HavyeHne He ykasaHo, TO MHTepsan
UHTEPNPETUPYETCA Kak «HE MEHEE HMKHEr0o 3Ha4yeHUus».

CuMBON efuHNLbI U3MEPEHUA U MAEHTUdMKATOP 3TOro cMmMBOAa NpmMBoasaTca B cooTBeTcTBuM ¢ FTOCT P
MCO 11240 n ero pesynbTUPYHLLMM KOHTPONIMPYEMbIM C/llOBapeMm.

7.7.2.6.5 Touka M3MepeHUs 3KBUBAJIEHTHOW 40O3UPOBKM

MoxeT 6bITb NPUBEAEHO ONUCAHNE TOUYKN U3MEPEHUS 3KBUBANEHTHOW [O3UPOBKW, €CN NPUMEHUMO.

7.7.2.6.6 CTpaHa 3KBMBAJ/IEHTHOI A03UPOBKU

CTpaHa wau cTpaHbl, O/ KOTOPbIX NMPUMEHSIETCA 3KBUBAJIEHTHAA A03MPOBKA M €e Touyka U3MEepEeHus,
yKa3blBaTCA C UCNO/b30BAHMEM 3HAYEHUI U3 3N1EeMEHTOB ABYX6ykBeHHOro koga no rOCT 7.67.

Mpu ykasaHuyn TOYKM U3MEPEHUSA yKa3aHue CTpaHbl Wan cTpaH 06s3aTenbHo.

7.7.3 YKazaHune 3KBMBaJIEHTHOW A03MPOBKN A5 TpaHCAepMa/ibHbIX NaacTbipei

[ o3npoBka TpaHcaepMalbHbIX NacTblpeil ykasblBaeTcs Kak HOMWHa/lbHOE KOMIMYEeCTBO LENCTBYHOLLETO
BellecTBa, BbICBOOOXAAEMOE HA eAuHNLY BpeMeHu (B nNaacTbIpAaX A8 CUCTEMHONO NPUMEHEHUSA) NN Kak
obLuee KONMYECTBO, coAepxalieecs B njacTbipe (B N1acThipAX AN MECTHOIO NPUMEHEHUS) B COOTBETCTBUM
C perncrTpaumoHHbIM aocbe. Ecnn ykasaHue AO3UPOBKM «B €AMHULY BPEMEHU» HE MPUMEHUMO, TO ee yKa3sbl-
BaAlOT Ha eAUHNLY NeKapCTBEHHON hopMmbl.

Mpwn ykaszaHuM [O3UPOBKM NAcCTbips Ha eQuHULY BPEMEHU reHepauuns nageHtucpukatopa PhPID gomxHa
OCYLLEeCTBNATLCA B COOTBETCTBUM CO CreAYOLWMMN NPUHLUNAMN:

- yKaszaHne HOMWHa/IbHOTo 3Ha4YeHNs CKOPOCTW BbICBOOOXAEHUA AEWCTBYHOLWErO BewecTsa (Hanpumep,
1 mkr/1 4), yka3aHHOro B pernctpaynoHHOM [AOCbE;

- yKasaHue HOMWHAaNbHOIO KOJM4yecTBa AENCTBYIOLLEro Bel,ecTBa, BbiCBOOOXAAeMOro 3a BCe Bpems
npMMeHeHusa naacteipa (Hanpumep, 24 MKr/24 u).

Ecnn ckopocTb BbICBOGOXAEHWS AEACTBYHLWErNO BeWwecTBa B PerMcTpaLMoHHOM [JOCbE He ykaslaHa, TO
yKa3blBalOT TO/IbKO KOIMYECTBO AEelCTBYHOLWEro BeLLeCTBa, cofepxalleecsa B naactbipe (Hanpumep, Kaxablii
nnacTbipb cOAepXuT 50 MKr).
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8 B3ammocBaAsb mexay naeHtndpumkatopamm MPID/PCID n PhPID

8.1 NMoHATUA, HeobXxoAMMble ONA YHUKaNIbHOW naeHTUdUKaunm nekapcTBeHHOro cpeacrea n ero
accoumauuun c ngeHtTundukartopamm PhPID

Ha pucyHke 6 nokasaHa KOHLUeNnTyasibHas B3aMMOCBS3b Mexay naeHtudukatopamm MPID n PhPID. 3Ta
cxema sBnsieTcsa oparMeHToOM 6G0Nnbliell KOHULEeNTyanbHOl cxembl, npusegeHHoin B FTOCT P MCO 11615 n [7],
B KOTOPbIX NPMBEAEHO NMOAPOOGHOE OMMcCaHue KNaccoB, MOKa3aHHbIX Ha 3TOM PUCYHKeE.

Kaxablhn NpAMOYro/ibHUK cxeMbl (CM. PUCYHOK 6) npeacTaBnsieT co60ii He OTAENbHbIM Knacc, a Bce knac-
Cbl B 06nacTtu, ykasaHHOl B NpsAMOYrofibHuMKe. Hanpumep, NpsaMOYrosibHUK «YnakoBaHHOE sieKapCTBEHHOe
cpencTBo» 0603HayaeT BCE K/acChbl, OTHOCALWMECS K yNaKOBaHHbIM JIEKAPCTBEHHbLIM CpeAcTBam, Hanpumep
naeHTugunKaTop cepuun, egnHNLY NepBUYHON ynakoBKU (KOHTEWHep), u T.0.

PucyHok 6 — KoHuenTyanbHas B3auMOCBA3b Mexay naeHTudmkaropamu MPID n PhPID

B HacTosweMm cTaHfapTe onpefesieHbl MNOHATUSA, Heo6XoAUMble ANA YCTAHOBJ/IEHWSA B3auMOCBA3U
naeHtudukatopa(os) PhPID ¢ pernctpupyemMbiMyU feKapCTBEHHbIMU cpefcTBamMu (3aperncTpupoBaHHbIMM
UM HaxXo4AaWMMNCS Ha CTaAun KIMHUYECKOro uccnegoBaHus) B cootsetctBum ¢ FOCT P MCO 11615 wnnm [7].
Mpy ycTaHOBNEHUU CBA3UM HEOOBXOAMMO NPUAEPXKMUBATHCA CNeayrowmnx NPUHLNNOB:

a) NnekapcTBeEHHOE CpeacTBO MOXET ObiTb CBSA3@HO C OLHWM WM HECKOJIbKMMU JIEKAPCTBEHHbLIMU Mpe-
napatamu, COCTaBNANWMMN €QNHYI0O CXEMY NIEKAPCTBEHHON Tepanuu (Hanpumep, KOMNAEKT U3 BarnHas bHbIX
Tabnetok 500 mr n kpema 10 % AN MECTHOro NpUMeHeHUs);

b) nekapcTBeHHble npenapaTtbl, BXOAslMe B COCTaB PErncTpauMoHHOro [0Cbe Ha JIeKapCTBEHHbIN
npenapaT, ONWCbIBAOTCA C yKalaHWem [encTBylOLUlero BellecTsa B BuAe cyb6cTaHumm(in) nnu petanbHO
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onuncaHHol(blIx) cybcTaHumu(ii), 3KBMBAaNEHTHON A03UPOBKW, NIeKapCTBEHHON(bIX) dopMbl (QOpPM), FOTOBbIX
AN NpUMeHeHus n meguuunHckoro(ux) msgenus(ii) [ocHoBa (kapkac) As1s1 comaToTepaneBTUYECKUX nekap-
CTBEHHbIX NpenapatoB/6MOMEAUNLNHCKNX KNEeTOYHbIX TEXHONOrunii], ABASKWErocs HEOTbEM/IEMOI 4YacTbio
NleKapCTBEHHOTO cpeacTBa (HanpMmep, KOMOGMHUPOBAHHbI NPOAYKT NekapcTBo/usagenue);

C) AO/MKHO ObITb NPMBEAEHO ONMCaHWe fnekapcTBeHHOro(blx) npenapaTta(oB) B ekapCTBEHHOW hopwme,
roToBOl O/19 NMPUMEHEHMWS, yKa3aHHON B perncTpaLnoHHOM AOCbe, eCN NPUMEHMMO, NOCNe BOCCTaHOB/IEHUSA,
B COOTBETCTBMM C ONUCAHUEM B PErnucTpaumMoHHOM [0Cbe;

d) cBA3b Mexay perncTpupyembiMm (MccneayembiM) NeKapCTBEHHbIM CPEACTBOM U eKapCTBEHHbIM(bIMN)
npenapatom(amn) ycTaHaBAnBaeTcs € ncnosib3osaHnem PhPID.

MpumeHeHne ctaHgapta PhPID kpaiiHe BaXHO A/151 YCTAHOB/IEHUSA CBA3N MeXAy npenapataMu Ha 3TOM
ypOBHE AgeTanu3aunun faHHblX, Hanpumep, 4Tobbl nageHTudMuMpoBaTb npenapart B YC/10BUAX, Korga Toprosoe
(naTeHTOBaHHOE) HanmMeHoBaHne unum naeHTudukatop MPID/PCID Hen3BeCTHbl. NeMeHTbl, cocTaBasaLlme
naeHTUUKaTop NeKapCTBEHHOro cpefcTBa M ynakoBku nekapcteeHHoro cpeactesa (MPID/PCID), onucaHbl B
FTOCTPNCO 11615 % [7].

JlekapcTBeHHOE CpeaCcTBO A0/DKHO CCbilaTbCA Ha OAWH WAW HECKONbKOo naeHtudgukatopos PhPID, kak
W O4VH WIW HECKOSbKO naeHTudukatopos PhPID foskHbl 6bITb CBA3aHbl C OAHUM WM HECKONIbKUMWU Nekap-
CTBEHHbIMU CpeacTBaMu.

MpaeHTndmkatopbl PhPID gonXHbl 6biTb CBA3aHbl C /IEKAPCTBEHHLIM CPeACTBOM Ha BCEX 3Tanax XWus-
HEHHOrO UMKIa, OT K/IMHWYECKUX UccnefoBaHuii Ao perucTpayun u nocTperncTpaumoHHbIX AeNCcTBU B CO-
OTBETCTBYWOLWEN cTpaHe (pervoHe). MiameHeHMe n6Oro afnemeHTa, BXOASLWEr0o B COCTaB uaeHTudumkatopa
PhPID, cBA3aHHOE C M3MEHEHMEM /IeKAPCTBEHHOIO CpeacTBa, sIBASIeTCA OCHOBAHUEM AJ/1si NPUCBOEHNS HOBO-
ro ngeHtngukatopa MPID/PCID.

OfVH nekapCTBEHHbIN npenapat MOXeT UCM0b30BaTbCA B UAEHTUMKATOPAX HECKONTbKUX NEeKapCTBEH-
HbIX CPeacTB.

CBsA3b PhPID npu onucaHum XuAKUX NeKapCTBEHHbIX hopM siBNseTcs Habopom atpubytoB PCID, Tak
Kak [03UMpOBKa TakMx npenapaToB paccuynTbiBaeTcs No 06bemMy NepBUYHON yNnakoBKW B COOTBETCTBUMN C perun-
CTpauMoHHbIM Agocbe. B aTom cnyvyae Habop atpubytoB PCID 6yageT cogepxaTb MHGOpMaLMo O KOiMyecTee
AelicTBylOL,Ero BeWwecTs B 06bemMe NepBMYHOI ynakoBku (Hanpumep, 5 mr/5 mn B amnyne), (CM. pUCYHOK 7).

PucyHok 7 — UnntocTpaums ceasm mexay ngeHtudpmkaropamm MPID n PhPID
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8.2 Kputepuu ngeHtudumkaymmn ekapcTBEHHOro npenaparta

8.2.1 O6wMe NoNOXeHUs

B aTom noapasgene npuBoAUTCA NOPAAOK reHepauun naeHtudukatopos PhPID.

8.2.2 KombunHauma HecKos/IbKMX NIeKapCTBEHHbIX NpenapartoB, YNakoBaHHbIX B BMUAe OAHOrO Ha-
6opa

Ha6opy, cogepxal,eMy HeCcKO/IbKO MPOAYKTOB C pasHbiMW AeNCTBYOLWMMY BewecTBaMmu, A03MPOBKaMM
N NnekapcTBEHHbIMU hopMamu, npefHasHavyeHHbIX AN NpuemMa Hes3aBuCcMMO ApYr OT Agpyra (Hanpumep,
Habop Tab/ieToK U Kpema, KOTopble AO/DKHbI NMPUMEHATLCA B pa3Hble WHTEpBasbl BpeMeHU B ONpefesleHHOM
nopsgke, wam 6aucTtep, cogepxawuii TabneTkn ¢ pasHoil J03MPOBKOWA), AO/MKHO BbiTb NPUCBOEHO HECKOJIbKO
naeHTudgukatopos PhPID, no ogHOMy — Ha KaxAblii npenapaT, BK/HOUYEHHbIA B Habop (cm. [9]).

8.2.3 HecKo/bKO NpOAYKTOB, yNnakoBaHHbIX B Habop, 1 nNpefgHasHavyeHHbIX A/19 BOCCTaHOB/1EHUSA
N NPUMEHEHNS B Ka4yecTBe OAHOrO /ieKapCTBEHHOro cpeAcTBa

Habopy 13 HeckonbKMx NPOAYKTOB, yNakoBaHHbIX B Habop (KOMO6MHMpOBaHHAA ynakoBka) AN nNpume-
HEHNS KaK O4HO /IeKapCTBEHHOEe CPeACTBO, A0J/IKEH OblTb MPUCBOEH OAWH COCTaBHOW maeHTudmkatop PhPID
NneKapcTBEHHOro cpejacTtBa Ha ypoBHe Habopa (CcM. pucyHOk 8). JlekapCTBEHHOe CpeAcTBO MOXET MnocTaB-
NATbCA B BUAE ABYX NPOAYKTOB: MOPOLLKa A/ MPUrOTOB/IEHUS pacTBopa ANA WHbEKUWA n pacTBopuTensa ans
NPUroToB/IEHNA pacTBopa A1 UHBbEeKUUn. JlekapCTBEHHOMY npenaparty, roToBOMY A1 NPUMEHEHUSA, [OJSIKEH
ObITb NPUCBOEH OANH naeHTudgukatop PhPID.

[na npenapaTtoB, noctaBnsieMbix 6e3 pacTBopuTeniein (camocToAaTeNlbHblE NpenapaTbl), Takke cnegyet
yKa3blBaTb SleKapCTBEHHYIO (DOPMY Noc/ie BOCCTaHOB/eHUA. [penaparthkl, yXxe nocrasnsemMbsle B BUAe pacTtso-
poB, 6yayT MMeTb Takoi xe mnaeHTudukatop PhPID, kak v npenapaTbl B 1eKapCTBEHHON hopMe «MOpOLUOK
ONA NpuroToBaeHUa pacTBopa», noctabfisieMble 6e3 pacTBOpuUTENs, U NpenapaTtbl C iekapCcTBEHHON hopmoit
«MNOPOLWOK A4/19 NPUTOTOB/MIEHUA», MOCTaBNsAeMble C pacTBOpPUTENEM, C O4NHAKOBON BOCCTAHOBJ/IEHHOW dhop-
MOl «pacTBOp».

:MpousBeneHHbI NpoayKT
Mpou3BegHHasi NeKAPCTBEHHAs
(hOpPMa=mnopoLLOK [/151 MPUrOTOB/IEHUS]
pacTBopa 4/15 UHBEKLWIA

CwmeLlaHHbI ¢
:Mpoun3BeaeHHbI NPOAYKT
Mpou3BeagHHast lekapcTBeHHas
thopma=pacTBOpUTESbL AN

NPUroTOB/IEHNS pacTBopa /151
VHBEKUWI

MpurorosneH

PucyHok 8 — Mpumep Habopa A1 BOCCTaHOB/IEHWS
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8.2.4 KOMNOHeHTbI HabopoB, NOCTaB/AsIEMbIX CaMOCTOATE/IbHO (Hanpumep, pagnodapmayeBTu-
yeckne Habopbl)

NlexapcTBeHHOMY CpefcTBY, 3aperMcTpMpoBaHHOMY Kak Habop, BCe KOMMOHEHTbl KOTOPOro MCNOMAb3y-
I0TCA ANA NPUTOTOBJ/IEHUSA OAHOW NEeKapCTBEHHOW (POPMbI, FOTOBOI ANA MPUMEHEHUSA (B COOTBETCTBUM C peru-
CTpauMOHHbLIM A0Cbe), AO/MKEH ObiITb MPUCBOEH OANH naeHTudukatop PhPID, cooTBeTCTBYHOLW NN BOCCTAHOB-
NeHHOMY /leKapCTBEHHOMY npenaparty.

Mpu npou3BoAcTBe paguodapmal,eBTUYECKMX HabopoB ObiBAOT CUTyauuu, Korga Mo coobpaxeHusim
6e30nMacHOCTM KOMMOHEHTbl Habopa BMecTe He ynakoBbiBalTCHA. OTO He AO/DKHO MPMBOLUTHL K reHepauuun
[OMNOMHNTENbHOTO naeHtTudmnkatopa PhPID, ecnn npoaykT 6bi1 3aperncTpMpoBaH Kak paguodapmaueBTunye-
CKnii Habop, NPUMEHAEMbIi Kak OAWH npenapar.

8.2.5 Pa3nnuHble ykaszaHusa AO3UPOBKU B ABYX WK 6onee permoHax Ans UAeHTUYHbIX npenapa-
TOB

Mpenapaty, 3aperncTpMpoBaHHOMY B HECKOJIbKUX pPervoHax (CTpaHax) ¢ MAEHTUYHOW [O3UPOBKOW, HO C
pasHbIMKU cnocobamMun ee BblpaXeHUs, A40/HKeH ObiTb MPUCBOEH OAUH naeHTudgukatop PhPID.

PervnoHanbHble OTANYNA B yKaszaHUU AO3MPOBKU, KOTOPblE C TOUYKWM 3peHUs ngeHtudukaumm ogHoin po-
3MPOBKM MpenapaTta ABNAKTCA CUHOHUMaMW, AO/HKHbI UMETb OAWH U TOT Xe ngeHtudgukatop PhPID, BHe 3a-
BMCUMOCTM OT pernoHa (CTpaHbl) perncrpauuu.

OTo6paxeHne pasHbIX CUHOHUMUYHbBIX PErmoHanibHbIX TEPMUHOB BbiPaXeHNs A03MPOBKN MOXET ObiTb
NpUBELEHO B permoHasibHbIX (HaLMOHabHbIX) PYKOBOACTBax N0 BHEAPEHUD HACTOSLEro cTaHgapTa.

8.2.6 PopmupoBaHne naeHtudpumnkatopa PhPID gna TpaHcaepManbHbIX niacTbipeii

[o3npoBka TpaHcaepMasbHbIX NacTblpeil ykasblBaeTcs Kak HOMWHa/lbHOE KOIMYEeCTBO LENCTBYHOLLETO
BeLLECTBA, BbICBOOOXAAEMOE Ha eAUHMULY BpeMeHU (B NnacThIpAX 4719 CACTEMHOI0 NPUMEHEHMUS) N/ Kak
oblee KONMYeCcTBO, cogepxaleecs B nnactoipe (B NaacTbIpAX AN1S MECTHOIM0 NpuMmeHeHus). B gononHeHne
K yKa3aHUl cofepXaHusa gelicTBYHLWEro BewecTsa B nnacTbipe AO/MKHbI ObiTb ykasaHbl (cMm. [9)\

- HOMMHa/NIbHOE 3HA4YeHUs CKOPOCTU BbICBOOOXAEHWS AeiicTBylLULero BeuwecTsa (ykasaHHOe B peru-
CTpayMoHHOM AOChke);

- HOMMHaNbHOE KOMMYEeCTBO AENCTBYIOLLEro BelLecTBa, BbICBOOOXAaeMOe 3a BCe BpPeMs NpuMeHeHus
nnactolpa (Hanpumep, 24 MKr/24 u).

Ecnu ckopocTb BbICBOOOXAEHUS AEACTBYOLWEr0 BewecTBa B perMcTpaLMoHHOM LOCbe He yka3aHa, TO
yKa3blBalOT TO/MIbKO KOIMYECTBO AElCTBYHOLWEr0 BeELLEeCTBa, coAepxalleecsa B naactbipe (Hanpumep, Kaxablii
nnacTbipb COAEepPXUT 50 MKr).

9 B3aumocBAasb Mexay naeHtundpunkatopamu IMPID/IPCID n PhPID

MccnepyembiMun fieKapCTBEHHBIMU NpenapaTaMn ABAIOTCA Te IeKapCTBEeHHble cpefcTBa, KoTopble Ha-
X04ATCA Ha CTafun KIMHWYECKUX MCCefOoBaHW C Lenbio nocaeayolwen rocyaapcTBEHHON perucrpauvm B
COOTBETCTBYHOLWEM pernoHe (cTpaHe), 4Ns KOTOPOA OH paspabaTbiBasics.

B ngeHtudukatope IMPID/IPCID ncnonb3yeTtcs ob6wuii Habop aTpubyToB McCnefyeMoro fekapcTBeH-
HOro npenaparta, KOTOpble onucbiBalT onpegeneHHoe noHATue IMPID/IPCID nocne npucBoeHWs MM BCEM
COOTBETCTBYHOLWMX 3HaYeHnl. LLabnoH CTpyKTypbl naeHTugukaTopa CoaepxuT:

- KoA cTpaHbl (4BYXOGYKBEHHbI KOA cTpaHbl B cooTBeTcTBUN ¢ FTOCT 7.67);

- KoA crnoHcopa (MaeHTudukatop opraHusauunm);

- KOA NekapCcTBEHHOro cpeAcTBa, KOTOPbIA [B 3aBUCUMMOCTM OT PEermoHasibHbiX (HauMoHanbHbIX) Tpebo-
BaHWii] npuceanBaeTCcsa CNOHCOPOM WUAWN YNOSTHOMOYEHHbIM OpPraHom;

- KOA, ynakoBKMW; KOTOPbIA [B 3aBUCMMOCTM OT permoHasnbHbiX (HaunoHanbHbiX) Tpe6oBaHuii] npucsansa-
€eTCcA CMNOHCOPOM WA YNOSTHOMOYEHHbIM OPraHoM.

MaoeHTndukatop IPCID Bk/OYEH B Kflacc ynakoBaHHbIX UCC/iefyeMblX leKapCTBEHHbIX Npenapartos.

Ha pucyHke 9 nokasaHa KoHUeNnTyanbHass B3aMMOCBA3b MeXAy WCCNefyeMblM SIeKapCTBEHHbIM Mpe-
napatom u PhPID. 2Ta cxema siBnsietcs (hparMeHTOM 60Mblieli KOHUEeNnTyaslbHOW CXeMbl, NPMBEAEHHON B
FTOCT P MCO 11615 un [9] n copepxallieli 6onee getanbHyo nHopMaLnio 0 NpMBEAEHHbIX Kiaccax.

Kaxablii NpsAMOYrofibHUK cxembl (CM. PUCYHOK 9) npepcTaBnseT co60il He OTAeNbHbIA knacc, a BCe
Knaccel B 06/1aCTH, yKasaHHON B NpsAAMOYrosibHUKe. Hanpumep, NpsiMOyrosibHUK «YNakoBaHHbI nccrnegyemblii
NneKapcTBEHHbIN npenapar» 0603HayaeT BCE KacCbl, OTHOCALWMECH K yNaKkoBaHHbIM /1IEKAPCTBEHHbIM Cpefj-
CTBaMm, Hanpumep UAeHTUMKATOpP cepun, eguHNLY NepPBUYHONM ynakoBku (KOHTeliHep), n T. n.
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PucyHok 9 — KoHuenTyasnibHas B3aumocBsA3b Mexay naeHtudvkaropamu IMPID/IPCID n PhPID

NpeHTudunkatopbl PhPID Ao/KHbI MMeTb CBA3b C UCCNefyeMblM eKapCTBEHHbIM NpenapaToM, KOTOpbIi
HaxoAuTCA Ha CTaauu KIANHWYECKUX UCCMef0BaHWin C Lenbio nocneaylolen rocyfapcTBEeHHON perucTpauun
B COOTBETCTBYIOLWEM pernoHe (ctpaHe), AN KOTOPOro oH paspabatbiBancs. MiameHeHue N060ro anemeHTa,
BX0oAsLWero B coctas naeHtudukatopa PhPID, cBA3aHHOE C MU3MEHEHNEM MCNbITYEMOro /IeKapCTBEHHOrO npe-
napata, siIBAsSieTCA OCHOBaHMEM AN NPUCBOEHMS HOBOro naeHtudgukatopa IMPID wn/nnn IPCID.

MpuHumMnel npucsoeHna naeHtTudgukatopa PhPID nccnepayemomy nekapcTBeHHOMY npenapaTty Takue
Xe, Kak ANna perncTpupyembix NekapcTBeHHbIX cpeacTts. OpHako ObiBalT HecOoBNafeHWs AaHHbIX pasHbiX
YNOJIHOMOYEHHbIX OPraHOB WAW Korga ypoBHU unpeHTudukatopos PhPID npucBamBatTca uccregyemomy ne-
KapCTBEHHOMY npenapaTty (Hanpumep, pas/indHble asbl KIMHUYECKON pa3paboTku). MNpepgynpexaeHue Takmx
cuTyauuii, HanpuMep Bpems NPUCBOEHUA 1 ypoBHM PhPID, ncnonb3yemble Ans onucaHua mccnepyembix ne-

KapCTBEHHbIX NMpenapartoB, cfefyeT ONUCbIBaTb B PerMoHabHbIX (HaLMOHaNbHbIX) PYKOBOACTBAxX No BHeApe-
HMI0 HacToslWero cTaHaapTa.
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PucyHok 10 — Mpumep BbICOKOYpPOBHEBOI cBsA3nN Mexay IMPID n PhPID

CBsa3b PhPID npu onucaHumn Xnakux nekapcTBeHHbIX hopm aBnsietcs Habopom atpubyTtos IPCID, Tak
Kak [,03MpOBKa Takux npenapaToB paccyMTbiBaeTCs No 06beMy NEepPBUYHON yNnakoBKM B COOTBETCTBUN C TPebHO-
BaHMSAMU YNOJIHOMOYEHHOTO opraHa. B aTom cnydae Habop atpubytoB IPCID 6yaeTt cofgepxaTb MHOpPMaLUIO
0 KonnyecTBe AeWCTBYHOLWEro BeELWECTB B 06beme MepBUYHOI ynakoBku (Hanpumep, 5 mr/5 mn B amnyne),
(cM. pucyHok 10).

10 KoHuenTtyanbHasa mofesnb

CocTaB nekapCTBEHHOro npenapara, 3aperncTpupoBaHHOIo YNo/IHOMOYEHHbIM OpraHoM, AO/IKEH nepe-
faBaTbCsl B CTPYKTYypMpOBaHHOM chopmaTe. Ha BbICOKOYpPOBHEBOW cxeMe (CM. pUCYHOK 5) mokasaHbl COOT-
BETCTBYIOLME CTPYKTYPbl AaHHbIX, 06ecneynBarLme oTpaxeHne aToin uHpopmaumm, Takke B [9] npuBeaeHbl
npumepbl NO NAEHTUMMKALUN NeKapCTBEHHOTO npenapara.
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MpunoxeHue JA
(cnpaBo4yHOE)

CBefeHNsi 0 COOTBETCTBUN CCbITIOYHbIX HALMOHANIbHbIX Y MEXTIOCyAapCTBEHHbIX
CTaHAapTOB MeXAYyHapoAHbIM CTaHAapTam, UCMOJIb30BaHHbIM B KAYECTBE CCbI/TOYHbIX
B NPUMEHEHHOM MeXAyHapoAHOM cTaHgapTe

Tabnunya OA1

O603HayYeHne CCbIIOYHOTO
HaLMOHAILHOTO K
MEeXrocylapCTBEHHOro cTaHgapTa

[OCT 7.67—2003

FOCT P 58504—2019/
ISO/TS 20440:2016

FOCT P NCO 11238—2014

[OCT P NCO 11239—2014

[OCT P NCO 11240—2014

[OCT P NCO 11615—2014

FOCT P NCO 21090—2016

CreneHb
COOTBETCTBUSA

MOD

T

HoT

HoT

T

HoT

HoT

O603HayYeHre 1 HaMMeHOBaHNe CCbIIOYHOTO
MeXayHapoAHOro ctaHgaprta

ISO 3166-1:1997 «Kopgpl ANs npenctaBfieHUss HasBaHWA CTpaH
N eguHUL, UX agMUHUCTPATUBHO-TEPPUTOPUAIIBHOIO AeNEeHUs.
YacTtb 1. Kogbl cTpaH»

ISOITS 20440:2016 «W/H(popmaTtusaumsa 340poBbA. MaeHTudu-
Kauus niekapCTBEHHBLIX CPeAcTB. PyKOBOACTBO MO BHEAPEHWIO
3/1IEMEHTOB AaHHbIX U CTPYKTypbl I1SO 11239 Ans yHMKasIbHOW
naeHTdurKkaumm 1 obMeHa permctpupyemoin uHdopmaumeid o
[031POBaHHbIX NIEKAPCTBEHHBIX hopmax, efuHuuax npeacras-
NeHvA, NyTaX BBEAEHUS 1 yNakoBKe»

ISO 11238:2012 «WHhopmaTtmsaums 340poBbs. NaeHTudmrKaums
NeKapCTBEHHBIX CPELCTB. DNEMEHTbI AaHHbIX U CTPYKTYPbl 414
YHUKaSIbHOW nAeHTudmkaumm 1 obmeHa vHdopmaumein o peru-
CTpupyembIx thapMaleBTUUECKUX CyOCTaHLmaX»

ISO 11239:2012 «MHhopmaTmsaums 300posbs. NaeHTudmkaums
NeKapCTBEHHbIX CPEACTB. DNEMEHTbl AaHHbIX U CTPYKTYpbl A4
YHUKaNbHOW naeHTudvkaumm n obmeHa nHdopmauvein o peru-
CTpVpyeMbIX hopMax [O3MPOBKU, eAVNHMLAX NpeacTaBneHus, ny-
TAX BBELEHUS N yNakoBKe»

ISO 11240:2012 «MHcopmaTmsaLms 300posbs. NaeHTudmkaums
NIeKapCTBEHHbIX CPEACTB. ONIEMEHTbI AaHHbIX U CTPYKTYpbl 415
YHUKa/IbHOW ngeHTumrkaumm n obMmeHa nHdopmaumeli 06 eaun-
HULaX nsMepeHus»

ISO 11615:2014 «MHcopmaTmsaums 300posbs. NaeHTudmkaums
NeKapCTBEHHBbIX CPEACTB. DNEMEHTbI AaHHbIX U CTPYKTYpbl 414
YHUKa/IbHOM naeHTudmkaumm 1 obmeHa vHdopmaumein o peru-
CTPYPYEMbIX NIEKAPCTBEHHBIX CPEACTBAX»

ISO 21090:2011 «WHdpopmaTv3aumsa 340poBbsA. FapMOHM3MPO-
BaHHble TUMbl AaHHbIX 415 06MeHa nHhopmauyei»

MpnmeyaHne — B HaCTOHLLI,eI7I Ta6r||/|u,e MCcnosib3oBaHbl crieayouie yCcroBHble 0603Ha4YeHNst CTENEHN CO-

OTBETCTBUSI CTaHapPTOB:
- FOT — nAeHTWYHbIA cTaHaapT,;

- MOD — moandmumMpoBaHHbIiA CTaHaapT.
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Bubnnorpadusa

TpeboBaHNsA K UHCTPYKLUMU NO MEAULIMHCKOMY MPUMEHEHUIO NlekapCTBEHHOIO npenapaTa 1 obLuei xapakTepu-
CTWKW TIEKAPCTBEHHOr 0 NpenapaTa /19 MeAULMHCKOro NpUMEHeHus, yTBepxXaeHHble PelwleHnem CoseTa EBpa-
3UiAickoi komuccum oT 3 HosA6ps 2016 . Ne 88

HL7 Core Principles (CTaHgapT HL7. OCHOBHblEe NPUHLMMbI)

CornalweHne 0 eauHbIX MPUHUMNAxX U npaBunax obpalleHns MeguuMHCKUX u3genuii B pamkax EBpasuiickoro
3KOHOMUYECKOr0 COol3a, paTuguumpoBaHHoe ®efepanbHbiM 3akoHOM 0T 31 aHBaps 2016 r. Ne 4-®3

PyKoBOACTBO MO KavyecTBY fiekapCcTBeHHbIX NpenapaToB EA3C. KnaccudumkaTopsl EASC

ISO/IEC Guide 99:2007 MexayHapoaHblli cnosapb No MeTponormn. OCHOBHbIE 1 O6LLME NOHATUA U COOTBET-
CTBYHOLME TEePMUHbI

o 14 OPC 1.1.0006.15 dapmaueBTUYECKME CYOCTaHLMN

ISO/TS 20443:2017 VHdhopmaTm3aumsa 3400poBbs. geHTudmkauma nekapcTBEHHbIX npenapaToB. Pekomen-
[auna no BHeapeHuto ctaHgapta MCO 11615 no aniemeHTaM AaHHbIX U CTPYKTypam Ans
YHUKa/IbHON MAEHTUMKaLMM 1 06MeHa MHAhopMaunein 0 perncTpupyembix N1eKapcTBEH-
HbIX CpeacTBax

ISO/TS 19844:2018 MHopmaTmsaumsa 300poBbs. aeHTUdMKaAUNS NekapcTBEHHbIX npenapaToB. PekomeH-
baunn no BHegpeHuto ctaHgapta NCO 11238 no afiemMeHTaMm U CTPYKTypam AaHHbIX AN
YHUKa/IbHOW naeHTUMKauum 1 obMeHa uHgiopmaumein o dpapmaleBTUYeCKUX CyOCcTaH-
umax

ISO/TS 20451:2017 MHopmaTmsaumsa 300poBbs. oeHTUgurKauma nekapcTBeHHbIX npenaparoB. Pekomer-
baunsa no sHeapeHuto ctaHgapta MCO 11616 no afieMeHTaMm U CTPYKTypam AaHHbIX Ans
YHUKa/IbHOW uaeHTUdmKaumm n obmeHa dapmaleBTUyYeckod MHdopMauuein o nekap-
CTBEHHbIX npenaparax

HL7 Version 3 Standard, Common Product Model CMETS (Cneupdukaumm o6wmux TUNOB 3/IEMEHTOB CO0OLLEHWIA
B MOAeNV NPOAYKTOB AN15 MeANLMHCKOrO NPUMEHeHMs)

CnpaBoYHVK DYHKLMOHASIbHBLIX Ha3HAYEeHW BCMOMOraT e/lbHbIX BELLEeCTB, MCNO/b3yeMbIX NPy NPON3BOACTBE fe-
KapcTBeHHbIX cpeacTB EASC

29



FOCT P 59847—2021

YK 004:615.07:006.354 OKC 35.240.80

KntoueBble cnoBa: naeHTUUKaLNA NeKapCTBEHHbIX CPEACTB, 3/IEMEHTbI U CTPYKTYPbl AaHHbIX AN YHUKA b-
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