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MNpegncnosne

1 NOArOTOBJIEH ®efepanbHbIM rocyAapCTBEHHbIM GHMKETHBIM yUpexaeHneM «LleHTpasibHbIl Hay4YHO-
uccnefoBaTeNbCkMin MHCTUTYT OpraHusaumm um mMHdopmatusaummu 3gpasooxpaHeHus» MuHucTepcTBa 34paBo-
oxpaHeHust Poccuiickoii Pepepauunm (LHANOWN3 MuH3fgpaBa) Ha OCHOBE COGCTBEHHOrO NMepeBOAa Ha PYyCCKuii
A3bIK aHIN0S3bIYHON BEPCUM CTaHAapTa, yka3aHHOro B NyHkTe 4

2 BHECEH YnpaBneHuem pa3BuTus, UHPOPMaLMOHHOro obecneyeHmns n akkpegutaumum ®egepanbHoro
areHTCTBa No TEXHUYECKOMY PerympoBaHuio U MeTposIorum

3 YTBEPX/AEH W BBEAEH B IENCTBUE MMpukazom defepanbHOr0 areHTCTea No TeXHMYECKOMY pe-
rynvpoBaHvio n meTponorny ot 30 HoabpsA 2016 . Np 1898-ct

4 HacTtoswuii cTaHAapT UAEHTUYEH MeXAyHapoaHOMY AokyMeHTy ISO/TS 16791:2014 «WHdopmatu-
3auusa 300poBbs. TpeboBaHUA K MEXAYHAPOAHOMY MallMHOUYMTaeMOMY KOANPOBAHMIO MAEHTU(UKATOPOB yna-
KOBOK siekapCTBeHHbIX cpeactB» (ISO/TS 16791:2014 «Health informatics — Requirements for international
machine-readable coding of medicinal product package identifiers», IDT).

Mpy NnpYMeHeHMn HacTosIWero cTaHgapTa pekoMeHAyeTCs MCNoJb30BaTb BMECTO CCbIIOYHBIX MeXAy-
HapoHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM HaLMOHa/bHblE CTaHAAPTbI, CBEAEHUS O KOTOPbIX MPVUBEAEHbI B
[ONOMTHATENBHOM NpUnoXxeHnn JA

5 BBEJEH BMNEPBbIE

6 NMEPEN3OAHWE. Hoabpb 2018 r.

MpaBuna NpUMEHEHNS HACTOSILLEro CTaHAapTa yCTaHoB/EHbl B CTaTbe 26 defepanblioro 3akoHa
oT 29 moHa 2015 r. N9 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». MiHdopmauns 06 un3-
MEHEHUAX K HACTOsILeMy CTaHAapTy Ny6NKye TCS B eXXerogHomM (Mo cocTOsHMI0 Ha 1sHBaps TeKyLWero
roga) MHopMaUMoOHHOM yKasaTene «HauuoHanbHble CTaHAapThi», a ouUManbHblii TEKCT U3MEHEeHWi
M NonpaBoK — B €XeMecsYHOM MH(OPMaUMOHHOM ykasaTene «HauuoHanbHble cTaHaapThi». B cnyvae
nepecMoTpa (3aMeHbl) UM OTMEHbI HACTOALLEr0 CTaHjapTa CooTBeTCTBYLee yBeJoMm/eHne byaeT
ony6/IMKOBaHO B GAMXaWLLEM BbINYCKE €XEeMeCsYHOro WMHOPMAaLMOHHOro yKasaTensa «HauuoHanbHble
cTaHfapThbi». CooTBeTCTBYWLWAs MHopMaLus, yBeAoMIeHNEe Y TeKCTbl pasMellalnTCca Takke B UH-
hopmMaLMoHHOl cMcTeMe 06LLEero Noib30BaHUs — Ha ohuLManbHOM caliTe defepanbHOro areHTcTBa no
TEexHMYeCcKoMy perynmpoBaHuio 1 MeTPONOrMn B ceTu MHTepHeT (Www.gost.nj)
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© CraHgapTvHdopM. ohopmieHne. 2017. 2018

HacToswwuii cTaHgapT He MOXeT GbiTb MOTHOCTHLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
MPOCTPaHEH B KayecTBe ohMLMasIbHOTO N3aaHns 6e3 paspelueHnst defepasibHOro areHTCTBa No TeXHUYEeCcKo-
My perysiMpoBaHuio U MeTposiorum
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BBepeHve

Bo Bcem mMupe opraHbl ynpasneHus 34paBoOXpaHeHns, NOCTaBLUKN SIeKapCTBEHHbIX CPeACTB U Meau-
LMHCKO/ NOMOLLUM CTasIKMBaloTCsi CO BCe 6osiee BO3pacTawlleli He06X0AMMOCTbI0 B 06ecneyeHnn HagexHo
3almLL,eHHON 1 6e30nacHol LLenoYykM nocTaBok SIekapCcTBEHHbIX CPeACcTB. VX OCHOBHasA Lenb — onTuManbHas
6€e30MacHOCTb /15 XM3HW 1 340POBbA NauneHTOoB. Takne MexayHapofHble opraHu3auuv, kak Bcemmpras op-
raHusauus 3gpasooxpaHeruns (BO3) n CoseT EBponbl, HAPAAY CO MHOTUMW APYTUMU OpraHn3aumammn 3apaBo-
OXpaHeHWs Takke 3aHMMAalTCA NOWMCKOM YCTOWUMBbLIX CUCTEM, NPUMEHEHNE KOTOPbLIX NOBLICUT HEPYLLUMMOCTb
obLeln LenocTHOCTM LienoykM NocTaBoK, NO3BONNUT NPOTMBOAENCTBOBATL hasibCudmKaLumn neKkapcTBEHHbIX
CpeAcTB 1 TeM caMbIM GyAeT rapaHTMpoBaTb 6€30NacHOCTb NauMeHToB, B 0COGEHHOCTY NpU OkasaHuu Meau-
LIMHCKOW nomoLuu.

MalunHounTaemoe KogmpoBaHue SIBIAETCA TeXHosormel, oTeevaroLeli gaHHbIM 3anpocam. Takum 06-
pa3oMm, OCHOBHas Lie/lb HACTOALWEero ctaHgapTa — 3T0 nNpegocTaB/ieHne pyKoBOACTBA 418 MalluHOYMTaemo-
ro KoAMpoBaHUsl, OCHOBAHHOIO Ha YHUMULMPOBAHHbLIX U rapMOHU3UPOBAHHbIX MeXAyHapoAHbIX cTaHJapTax,
ANS WMPOKOro NPUMEHEHUSS MUPOBbLIM COOBLLECTBOM.

B HacToswem cTaHfapTe BblgeneHbl TpeboBaHusa K peanusauun mexgyHapoAHOro MallmHoYMTaemMoro
KOAMpPOBaHMA YNaKoBOK SIeKapCTBEHHbIX CPE/CTB B LiENOYKe MOCTABOK A1 HYX/ 3apaBooxpaHeHuns. OHK no-
MoraloT BCEM 3aMHTEpPeCOBaHHbIM CTOPOHaM peasin30BbiBaTh, UCMO/1L30BaTh U ONTUMU3UPOBATL TEXHOOMUIO
aBToMaTuuyeckolr ngeHtudurkaunm n ngeHTndmkanmmn coéopa gaHHoix (AIDC). yaenas oco6oe BHUMaHWe BO-
npocam MHcpopmaTusaLmm 340p0Bbs. B 3TOM OTHOLLEHMM HacTosWKIA cTaHAapT fgononHset UCO 11615.

Tak kak TexHonornsa AIDC npefocTaBnseT WUPOKNI CNEeKTP BO3MOXHbIX PeLleHunid, B YaCTHOCTA OCHO-
BaHHbIX Ha LUTPUXKOAAX, B HACTOsILEM CTaHAapTe ocoboe BHUMaHWe yAensieTcs CTPOroMy onpegenieHunio
CTPYKTYp, NpefoTepaLlaoLmx Heo4HO3HaYHOCTb NPY KOANPOBaHUN 1 coope uHopMaL .

Kpome TOro, cemaHTvKa KOAMPYEMbIX AaHHbIX MOXET 6biTb onpefeneHa psgaoM opraHusaunii (Takke
UMEHYEMbIX «M3fartefnieM»), npuyemM OAHW W3 HUX CBSA3aHbl C KOMMEPYECKOW AeATesIbHOCTbIo, Apyrne noj-
YepKnBalT HaLMOHAIbHYIO NPUHAAEXHOCTb, @ OCTasIbHble Hanpas/ieHbl Ha pa3paboTky cTaHA4apTos. HacTo-
ALMIA cTaHJapT OCHOBAaH Ha cucTeme ctaHgapTos GS11T.

Bo Bcem mupe B 60sblueli YacTy NOCTABOK AN HYXA 34paBooxpaHeHus (Hanpumep, o6paboTaHHble
NpoAyKTbl, OPUCHbIe NPUHAAMEXHOCTU, NpeAMeTbl oAeXAbl, MeAMLMHCKMe YCTpoiicTBa M 060pyaoBaHue,
MeaunLUMHCKMe ToBapbl U T. A.) UCNOMb3yeTcsa cuctema craHgapTtoB GS1 B coueTaHuun ¢ TexHonorunein AIDC,
MOCKO/bKY 3Ta cMcTeMa OxBaTbiBaeT MHOro oTpacneii n rnobanbHO peannsosaHa. [oCTMxXeHWe nHTeponepa-
6enbHOCTM B Lienoyke nocTaBoK yrNpoLwaeTcs, ec/in B pamMkax /1lo60ro cerMeHTa pbliHka, BK/IOYas 3ipasooxpa-
HeHue, MPUMEHSAIOT OAHY CUCTEMY.

HacToswuin ctaHgapT npegocTasisieT PykoBOACTBO MO peanusaunn pewweHunin AIDC B 3gpaBooxpaHe-
HUKM, NpeAHa3HayYeHHoe A1 KOHCTPYKTOPOB YNakoBKW, CNeunanncTos oTAena HopMaTUBHO-MPaBoOBOro pery-
JIMPOBaHNA. 0nepaTopoB, 3aHMMAaIOLLMXCA TOTUCTVKON, a Takke AN APYTUX CneLnasncTos.

1)GS1 siBnsieTcs 3aperucTpupoBaHHON TOProBoi Mapkoii. J/llo6oe 1cnonb3oBaHne TOProBbiX MapoK B HacTosLLEM
CTaHfapTe CAYXWUT MHGOPMALIMOHHBIM LIeNsiM 1 ANs YA06CTBa NOMb30BaTE N N He SBSETCA peksiaMoii lekapcTBEHHOO
cpefcTsa.

v
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HAUMWOHANBbHBLIMN CTAHOAPT POCCUMUCKOWN OSGELEPALWUMU

MHdopmaTn3ayms 350poBbs

TPEBOBAHUA K MEXAYHAPOAHOMY MAWWHOYNTAEMOMY KOANPOBAHWIO
MOEHTUNOUNKATOPOB YMNAKOBOK IEKAPCTBEHHbLIX CPEACTB

Health informatics. Requirements for international machine-readable coding of medicinal product package identifiers

[Jarta BBegeHns — 2018—01—01

1 O6nacTb NpUMeHeHNs

HacTosiwmiA cTaHAapT COAEPXUT PYKOBOACTBO MO WUAEHTUUKALMM U MapKMPOBKE J1IEKAPCTBEHHbIX
CpefcTB — OT MOMEHTa MU3roTOB/IEHUSA YNakoBaHHOIO JIeKapCTBEHHOrO CpeAcTBa 40 MOMEHTa ero oTnycka.

B HacTosLweM cTaHAapTe BblAeNeHbl yyline MeToANKN ans TexHonormm AKOC. 0CHOBAHHOW Ha LLTPUXO-
BOM KoAmpoBaHuu. Monb3oBatesin TeEM He MeHee MOryT paccMaTtpuBaTh TpeboBaHNS K MHTeponepabenbHOCTH
KoAMpOBaHWA ANA Apyrux TexHonoruin AKOC. HanpvMep UCNo/b3yWWX paanoyacToTHY0 naeHTUdUKaLmo
(RFID).

2 HopMaTUBHbIE CCbIJIKU

B HacTosilem cTaHAapTe UCMONb30BaHbl HOPMATUBHbIE CCbISIKN Ha Criegylolme MexayHapoaHble cTaH-
AapTbl. Ana AatupoBaHHbIX CCbIIOK MPUMEHSIOT TO/IbKO yKa3aHHOe u3faHue CCbISIOYHOTo [JOKyMeHTa, ANA
HeJaTMPOBaHHbIX CCbI/IOK MPUMEHSIOT NOCNeHee U3faHne CCbIIOYHOTo AOKYMeHTa (BKI0Yas BCe N3MEHEHNS
K HEemy):

ISO 11615. Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHdopmaTnsauns 3go-
pOBbSA. DNEeMEHTbI AaHHbIX U CTPYKTYPbI AN YHUKAIbHON naeHTudmkauum n obmeHa nHdopmaumeii o peru-
CTPVpPYEMbIX NIeKapCTBEHHbIX CpeAcTBax)

ISO/IEC 15415. Information technology — Automatic identification and data capture techniques —
Barcode symbol print quality test specification — Two-dimensional symbols (MIHopMaLoHHbIE TEXHONOTUN.
MeTofbl aBTOMATUYECKOW MAeHTUUKaLMN 1N BblAeNeHus faHHbiX. Cneuundukauma Ha onpefeneHne kade-
CTBa nevyatu WTPUXOBOro Koga. iByMepHble CYMBO/IbI)

ISO/IEC 15416. Information technology — Automatic identification and data capture techniques —
Barcode print quality test specification — Linear symbols (MHcopMaunoHHble TexHonorui. MeToabl aBTomMa-
TUYeckoi ngeHTudukaumm n coopa garHbelx. Cneundrkaums Ha onpefeneHne kayecTsa nevyatu WTPUXOBOro
Koaa. JInHelHble CUMBOSbI)

ISO 22742. Packaging — Linear bar code and two-dimensional symbols for product packaging (¥Ynakos-
Ka. JINHelHbIN WTPUXKOA U ABYMEPHble 0603HAYEHNSA Ha yNakoBke NpoAykTa)

ISO 28219. Packaging — Labelling and direct product marking with linear bar code and two-dimensional
symbols (YnakoBka. 3TukeTupoBaHue 1 npsaMas MapkvpoBka U3Aennii IMHENHbIM LWTPUXKOAOM U ABYMEPHbI-
MU CYMBO1IaMK)

3 TepMUHbI, onpeaeneHnst U cCoKpalleHus

B HacTosLeM cTaHAapTe NPUMEHEHbI Ceaylowme TePMUHbI C COOTBETCTBYOLLMMY ONpeaeneHnsMu:

MN3aaHne ouymansHoe



FOCT P 57305—2016

3.1 TepMuHbl 1 onpepeneHus

3.1.1 upeHTudmkatop npumeHeHus (application identifier. Al): Mpecukc GS1,)* onpegenswowunii 3Ha-
YeHune 1 Lernb 31eMeHTa AaHHbIX, cneayowero 3a npecukcom, B cootsetctsum ¢ NICO/M3BK 15418 v obueit
cneundukaymein GS1.

(NCO 19762-1:2008. 01.01.94]

3.1.2 aBToMaTnyeckasa naeHTudmkauma n c6op gaHHbix (automatic identification and data capture.
AIDC): MeToAbl 1 TEXHOOTMN aBTOMaTUYEeCKON naeHTUdUKaLmMmn 06beKTOB, c60pa AaHHbIX N0 3TUM 06beKTam
N HEMOCPeACTBEHHOIO CYNTLIBAHWSA faHHbIX B KOMNbIOTEPHbIE CUCTEMbI, MUHYS PYYHOI BBOA.

MpumeyvyaHne — MeTogpl 1 TEXHOMOIMK, KOTOPbIE, KaK NpasBu/o, paccMaTpmBaloT kak YyacTb AIDC. BKIHaloT
LUTPUXKOAbI, KOTOPbIE MOTYT GbITb IMHEAHBIMW UV ABYMEPHLIMI CUMBOMIAMU, U TEM/YNNbI PAANOYACTOTHON NAEHTUHN-
kauun (RFID).

3.1.3 ayTeHTudukauyms (authentication): CpaBHeHne aTpmbyTOB caMOro 06bekTa ¢ TeM. YTO U3BECTHO
06 06bekTax NoA06HOro MPONCXOXKAEHUS.

MpumevyaHne — MOMUMO SIBHbIX, HESIBHbIX UMM KPUMUHAIMCTUHECKNX PELLEHMIA aTpubyTbl BK/IHOYAIOT B cebst
YHUKaSTbHbI naeHTUdmKaTop.

3.1.4 BAID_1: YHUKanbHblA naeHTUMKaTOp, NPUCBOEHHbIN KOHKPETHON CEPUM NTEKAPCTBEHHbIX CPEACTB
N pasMeLleHHbI Ha BHELLHel ynakoBke NekapCTBEHHbIX CPeACTB.

3.1.5 BAID_2: YHukanbHblii ngeHtTudmkaTop, NpUCBOEHHbI KOHKPETHOW CepUM TeKapCTBEHHbIX CPeACTB
1 pasMeLLeHHbI Ha NePBUYHOI yNakoBKe NeKapCTBEHHbIX CPEACTB (He Ha BHELUHEN).

3.1.6 cepusa (batch, lot): OnpeaeneHHbIli BbINYCK NEKAPCTBEHHbLIX CPEACTB WU U3ennii, NpousBeaeH-
HbI U3roTOBUTENEM.

[MCO 11615:2012, 3.1.7 — moancumumpoBaHo, B opurnHane gobasneHo «lot» B kayecTBe npegnoynTa-
eMOoro TepmuHa)

3.1.7 Homep cepuu (batch number, lot number): MigeHTudmkaTop, Ha3HauYeHHbI onpeaeneHHol napTum
NleKapCTBEHHbIX CPEACTB UK 3NEeMEHTA, ABMAIOWErocs pesysibTatom fnpoLecca U3roToB/IeHUs, OCYLLLeCTB/IA-
€eMOro B onpejesnieHHbli MOMEHT BpeMEHMN.

MpumevyaHuns
1 Homep napTuu No3sonseT NPOC/EXMBaTL UCTOPUIO €€ U3TOTOB/IEHNS.
2 Homep naptum coctouT 13 cepuii cumsonos ASCII.

[MCO 11615:2012,3.1.8 — mogudmumpoBaHo, B opurnHane fgobasneHo «lot number» B kayecTse npes-
noYnTaeMoro TepMmnHaj

3.1.8 wrpuxkop (bar code): OnTuyeckoe MallMHOUMTaemMoe NpeacTaB/ieHne faHHbIX, LEeMOHCTPUpYLo-
Liee AaHHble 06 06beKTe, K KOTOPOMY OHO MPUKPenAeTcs.

MpumeuyaHne — lNepBoHAYAILHO WTPUXKOALI NPEACTABSN faHHbIe C MOMOLLbLIO Bapuauuy LUMPWHLI napas-
NENbHBIX NIMHUI 1 NPOGENOB MEXY HUMM, NOSTOMY OHW MOTYT HA3bIBATLCA IMHENHLIMM UK OfHOMEpPHbIMKM (1D). Mo3a-
HEee OHV NPeBPaTUINCh B NPSMOYTO/bHUKA, TOUKM, LLECTUTPAHHUKK 1 APYrMe reoMeTpuyeckne y3opbl B ABYX U3MEPEHUSX
(2D). M x0Ts ABYMEpPHbIE CUCTEMbI UCTMO/b3YHOT MHOXECTBO CUMBOSIOB, WX, KaK MPaBU/IO, TAKKE Ha3bIBAOT LUTPUXKOAAMN.

3.1.9 otnyck nekapcTtB (dispense medication): MoAroToBka 1 OTNYCK 1IEKAPCTBEHHbLIX CPEACTB B COOT-
BETCTBUM C PeLenToMm.

MpumeyaHne — OH BKIOYAET B cebs OLeHKy (hapmaLeBTUHEeCcKOl MpUeMIEMOCTU, BKIOYas NOALEPXKKY
PeLLeHWiA.

3.1.10 chanbcudgununpoBaHHble nekapcteeHHble cpeactsa (falsified medicines): MogaensHble ne-
kapcTBa. BbljaBaeMmble 3a HacToswue, paspeLleHHble MeAuLUHCK1e npenaparbl.
[European Medicines Agency]

MpumevaHusna
1 MoryT 6bITb 3arpA3HEHHbIMM WU COAepPXaTb HENpPaBWU/bHbIE UM HEaKTUBHbIE WHrpeAneHTbl. MoryT Takke co-

[epXaTb NpaBU/bHbIN aKTUBHbBIA VHIPEAVEHT B HENPaBU/IbHON Jo3e.
2 BO3 uCnonb3yeT MOHATUE «/I0XKHbIX/HENPABU/IBHO MPOMAapPKUPOBaHHbIX' hanbCUULMPOBaHHbLIX/NOALENbHbIX
(SFFC) nekapcts».

') GS1 siBnsieTca 3aperncTpupoBaHHON TOProBoli Mapkoid. J/1lo60e UCnob30BaHMe TOProBbIX MapoK B HAcTosALLEM
CTaHJapTe CNYyXUT B WHGOPMALMOHHbLIX Lensax v Ansi yaobcTBa No/b3oBaTenss M He SBMAsSETCA peknamoin ans
pacnpocTpaHeHus ekapCcTBeHHOro cpeacTBa.

2
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3.1.11 rno6anbHbIN MAEHTUUKALUOHHBLIA HOMep npegmeTa Toproenu (global trade item number,
GTINI): Homep, ncnonb3yemblii 415 BCEMUPHOW YHUKaNbHOW naeHTUdmuKaLm ToBapos.

Mpumepsl

1 Kntou nageHTundpunkaymm GS1, cocTosuwmni n3 npedpmkca komnanmm GS1, Homepa No3nNLMM N KOHTPOSib-
HOW Undpbl.

2 MpumMeHseTca ana ngeHTudrkaymm npegmeToB TOProBau, Hanpumep apmaueBTUYecKuX npenapa-
TOB U MEAULNHCKNX YCTPOACTB.

MpumeuvaHune — Cas3b Mexay ngeHtugpukaropamu MPIO, PCID 1 GTIN npvBegeHa B npunoxeHum C.

(MCO/M3K 15420:2009, 3.7 — moauduunpoBaHo, AobaBrieHbl NpuMepbl; 4o6aBneHo npuMmevaHue 1.
ypaneHa anuHa uudp]

3.1.12 cuctema 3apasooxpaHeHus (healthcare system): OpraHusauus n4en, yupexaeHuii n pecyp-
coB, obecneynBaroLlas npegocTasneHne MeguLMHCKO/ NMOMOLLM LieneBol rpynne HaceneHus.

3.1.13 ngeHtndpukayus (identification): Cnocob obHapyxeHuss uHopmaLmm 06 obbekTe, HanpuMep
npeagmeTe TOprosnn, B cuctemax UT. Takmx Kak 6asbl JaHHbIX.

MpuMeyaHne — OTHOCUTCA K MOC/ELOBATENBHOCTU CUMBOIOB (LMGIPOBLIX U/ TEKCTOBbIX). ViaeHTUdm-
KaTop JOMKEH 6biTh YHUKa/IbHONM NOC/Nef0BaTENLHOCTY, CTPYKTYPUPOBAHHOW B COOTBETCTBUM C BCEMMPHO OA0GPEHHOM
apXMTEKTYPOIi MM CUHTAKCUCOM U MOXET /NGO Cofiepxartb, NGO He COAepXaTb BCTPOEHHOE 3HAYEHME.

3.1.14 cxoma ngeHTucmkaLmm, npocTpaHcTBo uMeH (identification schema, namespace): KoHTeiiHep
MHOXeCTBa MAEHTU(VKATOPOB, NO3BOMALMIA YyCTPaHUTb HEOAHO3HAYHOCTb OAHOUMEHHBIX UAEeHTUdUKaTo-
pOB. NpUHaANexXaLlux Apyroi cxeme ngeHTUuKaLmm.

3.1.15 npeHtudukatop (identifier. ID): OnucaHve, ABNAKOLEeCa AOCTATOUYHbIM, A5 NpefcTaBneHus
o6bekTa B 3afjaHHOI CxeMe naeHTudmkauum cpegsl.

3.1.16 mawunHoumTaemsblii kog (machine readable code): Koa. untaemblii MawnHOM, cogepxalynii
MH(OPMALMIO, UCNONb3yEMYIO ANA YCTaHOBNEHNA CBA3N Mexay husnyeckum o6beKkToM, Hanpumep yna-
KOBKOI NleKapCTBEHHbIX CPeACTB, U UCTOYHUKAMMW AaHHbIX, K NPpUMepy MeAULMHCKUMU, NMPOU3BOACTBEH-
HbIMW, NOTUCTUYECKUMWU CUCTEMAMU KOAUPOBAHUSA NGO Temu, YTO CBSiI3aHbl C BO3MELLEHMEM 3aTpaT Ha
neyveHue.

3.1.17 npouecc n3rotoBneHus/msrotosneHne (manufacturing/manufacture): MNpoyecc npon3BoaCcTBa,
BK/lOUasA NprobpeTeHre Bcex TpebyeMbIXx MaTEPUAsIOB Ha BCEX CTaAMAX 06paboTKM, BKIHOYAA 3aKNOUNTE b-
HYI0 YNakoBKy NPOAYKLUN.

3.1.18 perucTpaumoHHoe ygoctoBepeHue (marketing authorization): PaspelueHue, BbigaBaemoe op-
raHoM, PerysimpyroLmumM BbiNycK NEKAPCTBEHHbIX NPenapaToB Ha PbIHOK.

(NCO 11615:2012,3.1.40]

3.1.19 o6bnagaTtenb perucTpaunmoHHoro ygoctoBepeHus (marketing authorization holder): OpraHu-
3auus, obnagarolian yaoCTOBEPEHNEM, paspeluarL M BbINMyCK NEKAPCTBEHHOrO CpeAcTBa Ha PbIHOK B He-
KOTOPOIA lopUCANKL M.

(NCO 11615:2012. 3.1.38 — mMoaMULMPOBaHO, [06aB/IEHO «pa3peLlaloWwumM BbiMyCK IEKApCTBEHHOTO
CpefcTBa Ha PbIHOK B HEKOTOPOI HOPUCANKLN]

3.1.20 nekapcTBeHHoe cpoacTBo (medical product): nto6oe BeL,ECTBO NN KOMOUHALUA BELLECTB, KO-
TOpble MOryT 6bITb Ha3HAYEHbl Ye/T0BEKY /18 NIe4YeHUs Nn NpotnnakTnk 3aboneBaHns ¢ Lesbio AnarHoctu-
KM Mnn peabunutaunum, KOppekLun uam nsMeHeHnst omanonornyecknux yHKL M.

MpumeuyaHune — Takoe xe onpegeneHne NPYUMeHNMO K BErepuHapum.

(NCO 11615:2012, 3.1.49 — moamnchnumpoBaHo, yaasneHsl hpasa «uivm XUBOTHOMY», a Takke npumeva-
HWA 1, 2 n go6aBneHo HOBOO NpumeyaHue.]

3.1.21 naenTudukaTtop nekapcteeHHoro cpegctea (medical product identifier. MPID): MaeHTuduka-
TOp. NPVCBOEHHbIN NekapCTBEHHOMY CPeACTBY B ONO/IHEHNE K II06OMY CYLLECTBYIOLWEMY PErMCTPaLOHHO-
My HOMepyY, NPYCBOEHHOMY OpraHoOM perncTpaummn nekapCTBEHHbIX CPEACTB B 4aHHON HOPUCANKLUN.

(NCO 11615:2012, 3.1.50 — MOANMLMPOBAHO, yAaNEHbI CNIOBO «YHUKA/bHbI», a Takke npumeyvaHue]

3.1.22 npgeHTudurkaTop ynakoBku nekapcTeeHHoro cpegctea (medical product package identifier,
PCID): NpeHTudukatop, NPUCBOEHHBIA yNakoBaHHOMY /IeKapCTBEHHOMY CpPeACTBY B [ONOJSIHEHWE K t060-

1l GTIN aBnseTca 3aperncTprpoBaHHON TOProBo Mapkoii. J/llo60e Ucnoib3oBaHne TOProBbIX MApPoK B HACTOALLEM
cTaHfapTe CAYXMUT B MHhOPMALIMOHHBIX Liensx v Ans yaobcTBa Nonb3osartess U He ABASETCA peknamoit 4ns pacnpocTpa-
HeHVs NIeKapCTBEHHOro CpecTBa.

3
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MY CyLLEeCTBYHOLLEMY PerncTpalmoHHOMY HOMepy, NMPWUCBOEHHOMY OPraHoM perumcrpauum neKapcTBEHHbIX
CpeacTB B faHHON HpUCONKLUN.
[MCO 11615:2012, 3.1.53 — mMoAMULMPOBAH, YAa/EHbl C/IOBO «YHUKA/IbHbIN», a Takke npuMevaHue]
MpumeyvaHune — Csasb Mexay naeHtucdukaropamm MPID, PCID n GTIN npuBeaeHa B npunoxexHun C.

3.1.23 06 bekTHbI ngeHtudukatop: ONA {object identifier, OID): TNo6anbHO yHUKaNbHOE 3HAYeHwue,
CBSi3aHHOE C 06BEKTOM B Lie/IAX ero 0AHO3HAYHON naeHTuUKaLmm.

3.1.24 BHewHss ynakoBka (outer packaging): BHeLWHWA KOHTeliHep, B KOTOPOM MOCTaB/SAT fiekap-
CTBEHHOE CpefCTBO.

MpumeuyaHne — YacTo COOTBETCTBYET «BTOPUYHON YNaKOBKE» (CM. NpuioxeHue B).

[MCO 11615:2012, 3.1.55 — moaucuLnpoBaHo, yaaneHbl NpUMepbl U NpuMeYaHust; 4obasBneHo HoBoe
npumevaHue]

3.1.25 nepapxwms ynakosku (packaging hierarchy): CBA3b Mexay ynakoBKoii ekapCTBEHHOro cpeacTaa
1 ee 06beMHeHeM B 60/bLUNE/MEHbLLNE KO/TMYEeCTBa.

MpumeyaHne — WnmocTpaums «nepBuUYOii YNakoBKU», «BTOPUYHOW YNakoBKU» U T. 4. NpeAcTaB/eHa B Npu-
NnoXxeHun B.

3.1.26 ynakoBaHHOe siekapcTBeHHOe cpeacTBO (packaged medicinal product): JlekapcTBeHHOe cpef-
CTBO B KOHTeliHepe, SABNAIOLLEMCS YacTbio YNakoBKW U NpegHa3HauYeHHOM ANA NpeAoCcTaBeHNs UM NPOAAXKN
NleKapcTBEHHOro cpeacTBa.

MpumevyaHne — ITOT TEPMUH YACTO COOTBETCTBYET «MEPBUYHOI YNaKoBKe» (CM. NpuioxeHue B).

[MCO 11615:2012, 3.1.57 — moamcmumpoBaHo, fo6aBneHo NpuMeyvaHe)

3.1.27 capmakoHaasop (pharmacovigilance): HayuHble nccnegoBaHus v AesATeNbHOCTb, CBA3aHHbIE
C BblISIBMIEHNEM, OLLEHKOW, MOHVMaHvem W npefoTBpaLleHneM HeraTVBHOrO BAVSHUA WKW ApYrux npobnem,
CBAI3aHHbIX C J/IeKapCTBEHHbIMU CpeACcTBaMy.

[BOJ]

3.1.28 ungeHTudukatop nekapcTteBeHHoro npenapata (pharmaceutical product identifier, PhPID):
MaeHTndmkaTop nekapcTBEHHOro Npenapara.

MpumeuyaHue — JIeKapCTBEHHbIV Npenapar: KONMYECTBEHHbIV 1 KaUeCTBEHHbI COCTaB SIEKAPCTBEHHOK Mpe-
napara. NPUMeHsIeMbIi K NaUUeHTy B COOTBETCTBUN C UH(POPMALMEN, NPEACTABIEHHON NPY €r0 perncTpaumm.

[MCO 11615:2012, 3.1.60 — MOAUCULMPOBAHO, YAAIEHO CMI0BO «YHUKa/IbHbIN»: f06aBNEHO NpuMeYyaHue]

3.1.29 paguouactoTHasa naeHtudukayms (radio frequency identification, RFID): BecnpoBogHas 6ec-
KOHTaKTHas cmctema, NpMMeHsiioLLas pagmovyacToTHbIe 31eKTPOMATUTHbIE NONSA 415 NOMYYEHUS faHHbIX U3
3TUKETKN 06bEKTA B LieNAX aBTOMaTUYeCKON AeHTUMKaL MM 1 NPOCNEXNBAHUS.

3.1.30 npucBoeHue cepuiiHoro Homepa (serialization): HasHauyeHve yHWKanbHOrO MAeHTUdMKaTopa
(Hanpumep, Homepa) ToBapy (Hanpumep, ynakoBke, ALWMUKY Uan NOALOHY).

MpumeyaHune — VgeHTudUKaToOp XpaHUTCS B 6a3e AaHHbIX BMECTe C ApYroil nHdopmaumeli o Toeape (Ha-
npumep, o6 n3rotoeBuTene, cepumn un T. n.). NpUCBOEHNe HOMeEpPa, Kak NpaBusio, BKIOYaeT B cebs NPOM3BOJIbHLIA BbIGOP
3amMpoBaHHOro, LMMPoBOro nam antaBmTHO-LMMPOBOro CepuitHOro Homepa.

3.1.31 npocnexuBaHue (traceability): Cnoco6HOCTb MpocnexvBaTtb NPOABMXEHVE PaCLUMPEHHON Le-
MOYKM NOCTaBOK BNepes Mo ykasaHHbIM CTaAuaM, a Takke Hasaj ANs BbIBNEHUS UCTOPUU, NPUMEHEHUS UK
MeCTONO/IOXEHUS paccMaTpMBaemMoro ob6bekTa.

[Global Traceability Standard for Healthcare, GS1, 2009]

3.1.32 Bepudpukayus (verification): UteHne yHuKanbHbIX NAEHTURULMPYIOLLUX HOMEPOB U X NPOBepKa
B 6a3e AaHHbIX.

3.2 CokpaueHuns

AIDC — aBTOMaTtuyeckas naeHtTudunkaumsa n cbop AaHHbIX:

PCID — nageHTudunkaTop ynakoBkn ekapCTBEHHOTO CPEACTBa,;

GTIN — rno6anbHblii MAEHTUMKALMOHHBIA HOMep npeameTa Toprosau (cornacHo GS1);
INN — mexayHapofHoe HenaTeHTOBaHHOe HanMeHOBaHue;

MPID — npgeHTudmkatop nekapcTBeHHOro cpefcraa:

NDC — HauunoHanbHbIi Kog NekapcTBeHHbIX cpeacTB (B cooTBeTcTBUM ¢ US FDA);

OID —061BbeKTHbIN ngeHTudukaTop;

PhPID — nageHTUchukaTop NekapcTBEHHOro npenapara;

RFID — paguoyacTtoTHas naeHTudmkaums.
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4 TlpoueAypHbie MOMOXEHUA
4.1 O6wume NonoxeHns

B naHHOM pasgene npefcTaBneHbl pasnnuusa Mexay uaeHTudmkauvein n HocuTenammn naeHtudumka-
TOPOB (MaWWHOYMTAEMbIM KOAMPOBAHUEM W NPUMEHSAEMbIMU B HEM MeXAyHapoAHbIMU cuMBOnamu). fanee
OCHOBHOE BHVMaHVe yaenseTca fiekapCTBEHHOMY CPeACTBY M XapakTepucTmkam ero hnsnmyeckoii ynakoBku
Ha pbIHKE.

[ns obecneyeHus LENOYKM MNOCTABOK, BO3MOXHOCTM MpocCnexuBaHus n 6e3onacHOCTVM MauueHToB
TPEGYIOT Ha/Mune Hagnexatleii MapkupoBKA U MAEHTUMDUKATOPOB YNakoBkK (B COOTBETCTBUM C ONUCAHUEM
MCO 11615). Tak kak BO MHOTMX CTpaHax paspabarbiBaloT npoueaypbl 60pb6bl ¢ hanscudmkauei, MoLweH-
HMYECTBOM MpWU BO3MELLEHWM 3aTpaT Ha NieyeHve n T. 4.. TO B nogpasgene 4.7 obcyxaaetca npucBoeHne
HOMEpOB, T. €. UAeHTUdUKaLna eanHuL, (UM 3K3EMNIAPOB).

4.2 NpeHTudunkauus

B HacTosileMm cTaHgapTe noj naeHtugukaunein nogpasymeBaeTcs cnocob, KOTOpbIM MHG)OpMaLns 06
06beKTe, HanpMmep 0 ToBape, MOXeT ObITb HalifeHa B cuctemax UT. Takux kak 6a3bl gaHHbIX. MaeHTudmka-
TOp 06bekTa COCTOUT U3 NOC/IeA0BaTE/IbHOCTU CMBOJIOB (LMAPOBLIX U/MNK andaBuUTHbIX). Takoi ngeHTudu-
KaTop AOJ/DKEeH 6bITb YHUKANIbHOW nocnefoBaTeslbHOCTU, CTPYKTYPUPOBAHHOW B COOTBETCTBUM C ro6anbHoi
apXWUTEKTYPOI UM CUHTAKCUCOM, N MOXET 160 cofepxaTtb, MO0 He CoAepXaTb BCTPOEHHOE 3HaYeHMe.

Mpumep — NaeHTHdUKATOP OAHOrO Npes3anosIHEHHOrO Wnpuua ¢ nekapcTBoM XYZ: K7665431234887».
MoeHTudukaTop NOANUCKN HA OAHY YCNyTry TenedoHHol cBszn: B022 592 74 25».

YHVKanbHOCTb MAaeHTudUKaTopa SBASETCA KI4YeBbIM hakTopoM ANA obecnevyeHns O[HO3HAaYHON
naeHTugukaum. BaxHo oTMETUTbL, YTO Takas xe nocnefoBaTeslbHOCTb CUMBOJIOB MOXET UAEHTUULMPO-
BaTb pas/iMyHble NpeaMeTbl WM 006bEeKTbl, NpUHaANexXalme pasiMyHbIM 061acTAM NPYUMEHeHNs (M KOH-
TekcTaM), HO Kaxblii yHMUKasbHbIi OOBbEKT B pamkax ofHOW 0651acTu NpYMeHeHUs (MU KOHTEeKCTa) AOSDKEH
Takke o06nafartb OAHO3HAYHLIM MAEHTUMKATOPOM. YHMNKANbHOCTb Takke KOHTPOMpyeTcs BbiGpaHHOW cxe-
MOV naeHTudukaummn (MM NPOCTPaHCTBOM VMMeH) 1 061acTAMU NpUMeHeHns (KOHTeKCTaMmn) faHHON CXeMbl.
Takum 06pas3om, npasuia CXxembl MaeHTUUKaLnM NMeT NepBOCTENEHHOE 3HAYEHME.

Mpumep — CTpoka K7665431234887» yHUKanbHO naeHTuduupyeT Knacc npefsanosiHeHHbIX WnpuLeB
¢ nekapcTBoM XYZ B o6nacTu npumeHeHus «GSl». CTpoka «022 592 74 25» ofHO3HAYHO onpeAensie T TOuYKy
focTyna K Be6-KoHhepeHUMn B JlOMEHE «HOMepa NoANMUCOK Ha ycnyru TenedoHHol ceasn. Weeliuapus».

NaoeHTndmnkaumio NnpyMeHsoT Npu 06paboTke AaHHbIX 1 06bIYHO KNaccuULMpPYOT C MOMOLLbIO 0O beKT-
Horo ugeHTndukaTopa (OWA), cooTBeTCTBYHOLLEro 06/1acT¥ NPUMEHEHNs 06paboTkn AaHHbIX. aeHTudmka-
LyA TaKkKe 1UCnosib3oBaHa B NpoLecce aBToMaTuyeckoi naeHtTudunkaummn n coopa AaHHbIX.

Mpumep — OU[, «2.51.1.1» onpegensieT rpaHulbl o6nacTun npuMmeHeHus «GS1 GTIN», B KOTOPOI naex-
TudukaTop «7665431234887» ABnsaeTca yHUKanbHbiM. OW/ «0.0.17.825.0.6.8» onpefenseT rpaHuLibl o6nacTu
onpegenexns «callingPartyNumber», B KOTOpOli Touka focTyna K Beb-koHpepeHummn «022 592 74 25» apnaeT-
CS YHUKaNbHOM.

4.3 MexfyHapoaHoe MallUHOYMTaEeMOe KoAnpoBaHue

MalumHounTaeMoe KOAMPOBaHUE SIBNISIETCA MPOLECCOM A1 paclundpoBkM U c60pa YHUKANIbHOW MAEH-
TUChMKaLMU. NoMyYaemoli 13 HOCUTeNs AaHHbIX, HANPUMEpP OAHOMEPHOTO UMW ABYMEPHOTO LUTPUXKOAA.

B cooTBeTCTBUM C 4.2 YHUKaJIbHOE KOAMPOBAHWE HEOGXOAMMO B TeX Cyyasix, Korja JIEKapCTBEHHble
CpeAcTBa npejHasHaueHbl 4151 UCNO/Ib30BaHUS HA MEXAYHAPOAHOM PbIHKE NPU YCIOBUU UX MPUCYTCTBUS UK
€C/IN MHPOpMaLUA O HMX MCNOMb30BaHa B PasHbiX HPUCAMKLMSX. DTO O3HAYaeT, YTo 061acTb NPUMEHEHUs
(UM KOHTEKCT) He SIBNSIETCS HALMOHA/BHO UM NPUBSI3aHHON K PErvoHy, a npru3HaHa Bo BCEM MUpE.

MexzyHapoAHOe MallMHOYMTAeMOe KOAMPOBaHWE HE OTPaHUYEHO OAHON MAeHTUdMKALMEN YNakoBok;
OHO Takke OXBaTbIBAET Takue aTpuByTbl, KAK HOMEP CepuK, CPOK FOAHOCTM U cepuiiHble HoMepa. B 3aBucu-
MOCTW OT XapakTepUCTUK SIeKapCTBEHHOr0 CpPeACTBa AaHHble aTpubyThl HYXAAOTCS B CEMaHTUKe, KoTopas
nossosnsifia 6bl OCYLLECTBNATL KOAMPOBAHWE U NOCNeAyoLWmnii c6op MHopMaumy BHE 3aBUCUMOCTU OT Mpo-
UCXOXAEHNSA NEKAPCTBEHHbIX CPEACTB. VAeHTUMKATOPbl NPUMEHEHUSI NPEeAOCTaBASIOT CEMAaHTUKY AaHHbIX,
XPaHALWMXCS B MEXAYHAPOAHOM MaLUMHOYMTAEMOM KOAE, 1 MOTOMY JO/MKHbI 6biTh 0UHAKOBO UCMO/b30BaHbI
Ha BCEM MVPOBOM PbIHKE.
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4.4 NexapCTBEHHOE CPefcTBO

Topros/io fiekapCTBEHHbIMU CpeACTBaMU OCYLLECTB/IAT C UCMOJb30BaHNEM pPas/INyHbIX KOHdurypa-
Luii ynakoBKW, MeXAay KOTOpbIMW CYLLECTBYIOT onpefenieHHble CBA3W. Hanpumep, nekapcTBeHHbIV npenapart
«O6esbonvBatoLLee» UMeeT perucTpaunuoHHoe yaocTosepeHne Ha Tabnetkn 100 mr (1ekapcTBeHHOro cpef-
cTBa). OTN TabneTkn MOryT 6biTb ynakoBaHbl No 10 wWr. YnakoBku no 10 TabneTok MoryT 6biTb 06beANHEHbI B
CBSI3KM U3 NATW TaKMX yNakoBOK; CBA3KM MOTYT 6biTb ynakoBaHbl B KAPTOHHbIE KOPOGKM 13 12 CBA30OK Kaxgas,
KOTOpble B CBOIO o4yepefib MOTyT 6bITb ynakoBaHbl B AWK A8 OTrPy3ku (20 KOPO6OK B ALLMKE).

B npunoxeHuv B npofeMOHCTPMPOBaHbl Taknue CBA3W, Ha3blBaeMble «uepapxus ynakosku». CylecTsy-
€T MHOXECTBO C/IOXHbIX CUTYyaLuii, He ONMCaHHbIX B HACTOSALEM CTaHAapTe, B KOTOPbIX MOTyT 6bITb Npume-
HeHbI Te Xe NPUHLUMNbI.

B vepapxun ynakoBku KaxAblii ypOBEHb YNakoBKU AO/MKHbI ObiTb UAEHTUMULMPOBAH YHUKA/IbHBIM 06-
pasom.

Bbinyck fekapCcTBEHHbIX CPEACTB MOXET ObITb paspeLleH ¢ AByMSA [03MpoBKamMu unu 6onee, kaxaas u3
KOTOPbIX UAEHTUPULMPYETCA C NOMOLLbIO PA3/IMYHOTO U YHUKaILHOTO UAeHTUdMKaTopa fekapcTBeHHOro npe-
napata (PhPID). llekapcTBeHHOe cpefcTBo «O6e3bonmparoLee» MOXeT ObiTb BbIMYLLEHO HA PbIHOK B TabneT-
Kax no 100 n 200 mr. Kaxaasa 13 aTux A03MPOBOK COOTBETCTBYET pas3/INYHOMY /IeKapCTBEHHOMY npenapary.
[ns Kaxpol [03MpoBKU ByfeT onmcaHa CBOSI Mepapxusa ynakoBoK. [/ nekapCTBEHHbIX CPeACTB BCe YPOBHU
YyNaKkoBOK HY)XAAlTCA B YHUKaNbHOW naeHTUuKaumm.

4.5 MapknpoBska

TepmuH «AHOC» nNpuMMEHAIOT A5 ONucaHWa npolecca aBTomMaTuyeckoro cbopa (6e3 pyyHoro sBoja
KYa) naeHTudmkaTopa, NPMCBOEHHOro NpeaMeTy TOProBAu AN 3a4aHHOTO YPOBHSA YNakoBKM C MOMOLLbIO
MallvHouYMTaeMoro koamposaHus. Peanusauuio AKOC ocyLecTBASIOT C NOMOLLbI Pa3/IMUHbIX TEXHOMNOTUIA,
BK/IOYAIOLWMX ONTUYECKNE CUMBOJbI, HanpuMep LTPUXKOAbI, pagnmovyacToTHylo uaeHTudmvkauyuio (RFID) n
61MoMeTpMYECKNE TEXHOMOTUN.

Bonee 40 neT cTaHAApPTU30BaHHbIE ONTUYECKNE HOCUTENN, HanpUMep IMHENHbI LWTPUXKOA U ABYMep-
Hble CMMBOJIbI, NMPUMEHSAIN TOProBble napTHepbl Ansa peanusauun AKOC. RFID paccmaTpuBatoT Kak TeXHO-
JIOTNI0. KOTOPYIO MOXHO MPUMEHATb AN MacCOoBOW uaeHTudmkaumm 6e3 BmellaTenbCcTBa YenoBeka 1 B Ka-
yecTBe BO3MOXHOro crnocoba wrpokoro npumeHeHns AKOC B 6yaylieM. AHa/I0TMYHO y TOProBbIX NapTHEPOB
OCTa/IMCb HEBOCTPe6OBaHHbIMK 1 Apyrue peweHns AKOC. HanpyMep onTuyeckoe pacno3HaBaHWe CUMBOJIOB
(OCR) unun 6uomeTpuyeckne TEXHOAOMMK, 3TO CBA3AHO C MX HEAOCTAaTOYHOW 3DEKTUBHOCTLIO, C/TIOXHOCTbIO
KOAMPOBaHMS U AEKOANPOBAHUS, a TakkKe C WUCMOMb30BaHNEeM NaTeHTOBAaHHbIX anroputMoB. TemM He MeHee
npuMmeHeHne AKOC. ocHOBaHHOE Ha CTaH4apTU30BaHHbIX ONTUYECKUX HOCUTENsX, NpefocTasnseT nonb3oBa-
Tensam 6onee ahheKkTMBHbIE BO3MOXHOCTW NOTUCTUKM U YNpaB/IeHNs matepuanbHbiMU noTokamu. B cnyuae
NeKapcTBEHHbIX CPeACTB NpefocTaBnseTcss BO3MOXHOCTb peanu3aumn AKOC Ha MecTe okasaHus MefuunH-
CKOI1 nomoLy.

[locTynHOe 4nMCco BO3MOXHbBIX ONTUYECKNX CUMBOOB AO/MKHO OblTb OFPAHNYEHO U CTaHJapTu3oBa-
Ho. SdhekTnBHAs TexHonorma AKOC npumeHsieT rnobanbHO CTaHAAPTM30BaHHbIE CYMBOJIbI B COYETaHUU
CO CTaHAapPTU30BaHHbLIMU FN06a/IbHO COrNacoBaHHbIMU AaHHbIMU, WN(PYEMbIMA 3TUMK CUMBONAMU. ITO
obecneynBaeT 06LWY0 3(PPEKTUBHOCTb, T. €. Te Xe camble CTPYKTYypbl OLHOTUMHbLIX AaHHbIX, 3alndgpo-
BaHHble nNpegonpefeneHHbIM Habopom crMBOMOB, GyAyT MCNONb30BaHbl B N060I reorpacunyeckoii nnm
9KOHOMMYECKO 06/1acT BHe 3aBMCUMOCTW OT Tuna ToBapoBs (Hanpumep, NPoAOBONbLCTBUE, NeKapCTBEH-
Hble cpeacTBa, ohMCHble MpuUHaAAexXHocTel 1 T. n.). B pe3ynbTarte aToro npouM3BoAnTe NN AO/IKHbI CTaH-
[apTu3oBarb CBOV NPOU3BOACTBEHHbIE MPOLLECCHI, MCNOb3YS COrnacoBaHHble cMBObl AKOC 1 ycTpaHss
pasHouTeHve.

CyluecTByeT MHOMoO YCTPOWCTB ¥ MPOrpaMMHbIX peLleHunid, No3BONAILWMUX KOAUPOBATL U AEKOANPOBATL
[JaHHble, npeacTasieHHble cumBonamu AFOC. 3a cyeT UCNoNb30BaHNsA r106asbHbIX CTaHAAPTOB BCE OHW CMO-
CO6HbI NPeAoCTaBUTb OBLUMPHbIV KPYT PasnnyHbIX pelieHunii. NporpammHoe obecneyeHne n ycTpoicTBa Ha-
LeneHbl Ha npeAocTaB/ieHne CTaHAapPTHBIX pelleHnii, obnagarlumnx nHTeponepabeibHOCTbIO.

Mpn MaccoBOM NPOU3BOACTBE HYXHa BbICOKOKAYeCTBEHHas neyaTb 3TMKETOK. B gononHeHue k npa-
BW/IbHOMY BblGOPY ONTUYECKUX CUMBOJIOB (HOCUTENER faHHbIX) U K NpeAcTaBNeHNo NPaBu/bHbIX AaHHbIX
C MOMOLLbI0 3TUX CUMBOJIOB, COOTBETCTBYIOLLEE NporpaMmMHoe obecrneyeHne AO/MKHO rapaHTMpoBaTh, 4YTO
kayecTBO neuyaTu cumBosioB AKOC obecneuymBaeT BO3MOXHOCTb MX YA0B/IETBOPUTENLHOTO CYUTbIBAHMUS.
McnbiTaHne YnTaeMocTn CMBOJIOB SBMIAETCA BaXKHbIM MPOLECCOM. 118 TECTUPOBAHUA U U3MEPEHUS YK-
TaemocCTu WTPUXKOLOB pa3pabotaH psag ctaHgapTtoB MCO. MNpoussoguTtenn (MapkMpoOBLLWKM) LOSKHbI
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U panee yaenatb 0co60e BHUMaHWe KOHCTPYMPOBAHMIO YNAKOBKU/3TUKETOK. UTO6bI rapaHTupoBaThb, 4UTO
pasMeLlleHne 3TUKETOK Ha yNakoBKe He NpenaTcTByeT npoueccy pa6oTbl AIDC. aHHble, 3alimdpoBaHHbie
CUMBO/IAMM, AOJDKHbI TakKe nevatatbcs B YesloBekouutaeMom chopmate, 4To6bl 06ecneunTb HempepbiB-
HOCTb NpoLecca B Tex c/lyyasix, Korga cuuTbiBaolMe yCTPoiCTBa 0Kasanuch HefOCTYNHLIMU U NPOU30-
Wwen oTka3 060py0BaHNUS.

4.6 NpeHTudmnkaTtop ynakosku

CyluecTByeT HECKO/bKO CBA3EN NAEHTU(UKATOPOB, KOTOPbIE HEO6X0ANMO NOHUMATL AN 3P DEKTUBHOI
peanusaunm AKOC nekapCTBEHHbIX CPeACTB. ITO CBA3N MexXay WAEeHTUMUKATOPOM NeKapCcTBEHHOro npena-
pata (PhPID). ngeHtndmkatopom nekapcteeHHoro cpeactea (MPID). ngentudukatopom ynakosku (PCID),
perncTpaumoHHbiM HOMEPOM JfleKapCTBEHHOTO cpefcTBa W r1o6asbHbIM MAEHTUHUKALMOHHBIM HOMEPOM
npeameta Toproenun (GTIN). CBA3b MeXAy pernctpaymoHHbIM HOMePOM U Homepom GTIN 3aBUCUT OT HOpMa-
TUMBHO-NMPaBOBOI OCHOBLI. CyLLecTBYeT fiBa BO3MOXHbIX CLleHapus:

1) peructpaunoHHblii Homep U GTIN MOryT 6biTb UAEHTUYHBIMK (T. €. MPeAcTaBnATb COO60W oAMHAaKO-
Bble Nocfief0BaTeNbHOCTU CMMBOOB). MpUMepbl Takoi cuTyaumm MoxHo BcTpeTuts B CLUA nnn Bo ®paHuum
(cm. npunoxeHue D);

2) eAVHbI perncTpalmoHHbIi HOMep NpefocTaBNseTCsA LeHTpasibHbIM PerympyowmuM opraHom Ans
pasHbIX PbIHKOB. MOCKOMbKY Ha 3TUX PbIHKAX MOTYT 6bITb UCMO/b30BaHbl PasHble YNakoBKW OAHOMO U TOrO Xe
nekapcTBa, TO ANA pasNnyeHns aTUX ynakoBok 6yAyT ncnosb3oBaHbl pasHble Homepa GTIN. Mpumep Takoi
cuTyauumn MoxHO Habnwogate B EBpone, rae cyllecTByeT LeHTPasibHbIl OpraH perncTpauymn nekapcTBeHHbIX
CpefCcTB, HO B pasHbiX CTpaHax — unieHax EBponeiickoro cotsa — MOryT MCNO/b30BaThCA CrneungmnyHble
ynakoBku. BblAaHHbIV perncTpaunoHHblli Homep cBa3aH ¢ Homepamn GTIN ynakoBok B 6a3e gaHHbIX, HO aTa
CBA3b HE MMEeeT OTHOLLeHUA K TexHonorun AKOC.

B npunoxeHun D NpoAeMOHCTPMPOBAH TEKYLL WA cueHapuii 415 HEKOTOPbIX CTPaH.

CraHgapT GTIN-14 onpefeneH Kak YHUKanbHbl naeHTUdUKaTOp NpeaMeToB Toprosan 3 14 uudp,
cogepxalinii cnepytoLime KOMNOHEHTbI:

a) paspsg MHavMKaTopa, NpPeAcTaBASOWMIA NOTMCTUYECKUIA KOg,. COCTOSAWMIA 13 oaHOM undpsbl. Ero 3Ha-
YeHne MoxeT 6bITb Hyniem (0),

b) KOA CTpaHbl HauMoHaNbHON opraHusauum GS1. yneHoM KOTOpOW ABNSETCA Bnajenew Toprosoin map-
KV VN NNLEH3UK;

¢) npednkc NpeanpuATUA — KOA, BNajenbla TOProBoii Mapkv Wan NMLEH3NKN, NPUCBOEHHbIN eMy Hauu-
OHasbHOW opraHusaumeli GS1. 4neHoM KOTOpOli OH ABNSETCS;

d) ko4 nekapCTBEHHOrO cpeAcTBa — YHWKaslbHOE YMCo, BblGMpaeMoe NPOU3BOSIbHO MO YCMOTPEHMIO
BMajenbLa TOProBoi Mapku Unn NNLeH3unu;

€) KOHTpO/IbHas undpa — BbIYUCAAIOT U3 APYTUX LMP HEKOTOPbLIX MAEHTUMKALMOHHBIX KNtoyein GS1.
3Ty undbpy UCNob3yOT 4715 NMPOBEPKU TOTO, YTO AaHHbIe 6bI/IN KOPPEKTHO COCTaB/IEHbI.

4.7 MNMpuUcBOEHNE CEPUINHOro HoMepa

CepwiitHblli HOMep aBnseTcA aTpubyToMm uAeHTUdMKaTopa ToBapa, UMeNLero rnobanbHblii HOMep
npeameta Toproeam GTIN. 3T0 03HavaeT, 4To coyeTaHHO «HoMep GTIN + cepuiiHblii HOMep» obecneynBaeT
YHUKa/IbHOCTb, HEo6XoAMMYylo ANA pa3paboTku cnocoboB NpocnexusaHus wvnu sepudukalmn BnaoTb A0
YPOBHS «3K3eMnaspa» ToBapa Ha onpefesieHHOM YpOBHe YNakoBKU.

CepuiiHble HOMepa MOryT COCTOSITb /IM60 U3 andaBuTHbIX, MM60 LUPPOBLIX CMMBOOB. MNpUMeHeHne
andgaBUTHbLIX CUMBOJIOB, a Takxxe cMeHa Habopa cMMB0onoB (CM. [1] 1 [2)) TpebyloT 60/bLUe MecTa B HocuTene
JaHHbIX, HO NOBbILLAIOT HOMEPHYI0 EMKOCTb 3a CHET YMeHbLUEHUS Yncna cumsosioB. Coo6LLecTBO NONb30Ba-
Tenel orpaHNyMIo pasmep cepuiiHoro Homepa o 20 CMMBO/IOB.

CepwiiHble HOMepa NpUcBanBaloTCA BTOPUYHOW UM TPETUYHON YNakoBKe U He J0/KHbI BCTpeYaTbCs Ha
nepBuYHOI ynakoBke (Ha eanHMULax oTnycka, HanpuMmep, Ha 6/IMCTepHbIX TBEPAbIX hopmax), 3a UCKTIYeHNeM
Tex c/yyaes, KorAa iekapCTBeHHOe CPefCcTBO NOCTaBNSETCA B CBOEV NepBUYHOV ynakoBke (Hanpumep, B 6y-
TblNKax, NpefHasHavyeHHbIX 418 60NbHUL 1 cofepXKalux COTHU TBepablx hopm). Torga nepsuyHas ynaxkoska
[omkHa umeTtb HoMmep GTIN © cepuiiHblii HoMep.

Ecnu ynakoBke nekapcTBEHHOro cpefctea npucsoeH Homep GTIN u npou3sBoAnTeNb nevataeT Ha Hell
cepwuiiHbliAi HOMep BO BpeMSs MPOM3BOACTBA, TO coveTaHne «Homep GTIN + cepuiiHblii HOMEP» [O/MKHO Xpa-
HUTbCA B 6a3e AaHHbIX, YTOObI ABMXEHME KaXKAO0l ynakoBKY MOF0 PerncTpypoBaTbcs napTHepamu Lienoykm
MoCTaBOK.
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5 TpeboBaHUs1 K NCNOb30BaHMIO

5.1 O6wume nonoxeHms

CucTeMbl MaMHOUMTAEMOro koaupoBaHusa (cuctembl AKOC) ABMAKOTCA Kak LLMPOKO pacrnpoCcTpaHeHHbl-
MW. Tak N MeXxayHapoAHbIMW. VicxogHble TpeboBaHNs K 3TUM CMCTEMaM BO3HUKAW U3 MOTPEOHOCTUN Aen0BbIX
napTHEPOB B peanu3auun NoBTOPHOTO aBTOMaTUYECKOro 3aKasa TOBapoB Yy NOCTaBLUMKOB (4acTo y ONTOBU-
koB). Korga Takue cucTtembl CTa/iM UCNO/Mb30BaTbCA HENOCPEACTBEHHO Ha MecTe MPOAaxXu, Oblav NPUHATHI
HecneuudunyHble cxembl AKOC, He 3aBucsLme oT Tuna Toeapa.

C rogammn BaxHoCTb TexHonorunii AKOC nnv MexayHapoHOro MalMHoYMTaemMoro KoAMpoBaHus BO3poc-
na. TexHonorun AKOC Tenepb UCMONb3YIOT AN yNpaBieHns TOBapHbIMU 3anacamu, nNpocnexwsaHus, obe-
cneyeHns 6e30MacHOCT NauMEeHTOB W ANS NPOTUBOAENCTBUA hanbcudmkaunm nekapcTBeHHbIX CPeacTB.
B pasgene 5 npusegeH 0630p COOTBETCTBYIOLLMX MPOLECCOB AeATENbHOCTU U HOPMATUBHbIX TpeboBaHuiA.

5.2 BO3MOXHOCTb Npoc/iexmBaHnsa

5.2.1 MpuHUUNbI

B uensx HacTosLero ctaHgapTa npocnexvsaHne HauMHaeTCs ¢ MOMEHTa NPOoM3BOACTBA 3aKOHUEHHOrO U
yrnakoBaHHOr0 JIeKapCTBEHHOro CPeACTBa, roTOBOIO K NOCTaBKe B COOTBETCTBUM C PErMCTPaLMOHHLIM YA0CTOBEpE-
HueM. [MpocnexvBaHve 3aBepLuaeTcs OTMYCKOM, MPYMEHEHUEM WU NMPUEMOM NIeKapCTBEHHOTO CpeacTBa.

[nsa obecneyeHns npocnexunsanna TpebyeTca ngeHTudukauusa neKkapcTBEHHOro cpescTea 1 gpyrasa co-
nyTCTBYHOLWAA MH(OPMaLMA O ero ABUXEHUN MO Liernoyke nocTaBok.

MpocnexvBaHne MoxeT TpeboBaTbCs C pa3HOi cTeneHbio AeTanusaunn. B 3aBUCMMOCT OT HOPMaTKB-
HbIX TpeboBaHwuii, NOTPe6GHOCTEl TOProBbiX NAPTHEPOB 1 ,e/10BbIX TPe60BaHW BO3MOXHOCTb NPOC/IEXUBaHNA
JomkHa 6bITb obecneyeHa No naeHTUdMKauuy nekapcTBEHHOro cpeAcTBa (NepBblii YpOBEHDb), NO cepumn ne-
KapCTBEHHOro cpeAcTBa 1 CpoKa ero rogHoCTu (BTOPOW YPOBEHb) 1 MO CEPUHOMY HOMepy (TPETUii ypoBEHb).
[JononHutensHan nHopmauua npusefeHa B nogpasgene 5.3.

MpumevyaHne — Korga naeHtudprkauysi HeobxoamMma Ha YPOBHE YHUKa/IbHOrO CEpUIiHOTO HoMepa, 4acTo uc-
MO/Ib3YHT NOHATUE «YHUKabHbIV UAEHTUUKATOP.

Mpumep — B cTaTbe 54a. § 2 (a) aupekTusbl 2011/62/EC EBponeiickoro napnameHTa un coseTa (...) KO-
fekca coobuiecTBa No lekapCcTBEHHbIM CpeAcTBaM, NpegHa3HauyeHHbIM A5 UCMO/b30BaHNA YeN0BEKOM, YNo-
MUHae T CA KyHUKanbHbI naeHTudukaTop».

Kaxablii ypoBeHb Mepapxun ynakoBOK /IEKAPCTBEHHOIO CPeAcTBa A0/KEH ObiTb NPOMapK1poBaH B Ma-
LUMHOUYMTaeMoin popme, npurogHoli gns AKOC.

B ocobbix cnyyasx (Hanpumep, Ha6opbl, B KOTOPbLIX ABA UM HECKONLKO pasHbIX NPesMeToB NOMELLEHbI
B 06LLYI0 BTOPUYHYHO YNaKoBKY) HOMEP CEPUN 1 CPOK FOAHOCTU MPUMEHSIOT KO BTOPUYHOW ynakoBke. Torga Ha
60/1e€e BbICOKMX YPOBHAX YNakoBKA HAbop paccMaTpuBatoT Kak eMHoe Lienoe.

Mpumep — MNpenapaT «Sweetdream» AN BHYy T PMBEHHOI 0 NPMMEHEHUs B Habope (YypoBeHb naeH Tuduka-
umn BAKO_1). BkNtOYas Ny3bipek ¢ NOPOLKOM (ypoBeHb nageHTudukauum BAKO_2) n BTOpoW ny3bipek ¢ BOAOWA
ANna nHbekuun (ewe oanMH ypoBeHb ngeHTudukauun BAKO_2).

5.2.1.1 lMepeynakoska

Ecnn no kakoii-To npuyvHe nekapcTBEHHOE CPEeACTBO NepeynakoBbliBAETCA NPY NPOXOXAEHUN MO Le-
noyke NOCTaBOK, TO TaKOW Npouecc paccMaTpmMBaeTCs Kak Liar NpoM3BoACTBa U NPOCexXnBaHne fO/KHO 6bITb
rapaHTMpoBaHO OT UCXOAHOM YNakoBKM [0 NepeynakoBkn. B CBA3N C 3TUM nNepeynakoBLLMK UIN MECTHBI guc-
TPM6bLIOTOP. AEeiCTBYOLWNIA B KAUeCTBE CTOPOHbI 4Or0BOPaA, UM MECTHbIA «CMOHCOP» NIeKapCTBEHHOMO cpef-
CTBa HEeCYT lopuAnYecKyto OTBETCTBEHHOCTDL 3a nepeynakoBaHHOE /IeKapCcTBEHHOE CPeACTBO. Takasa nepefaya
OTBETCTBEHHOCTMW A0/IKHA NPUBECTM K HOBOMY HoMepy GTIN (Hanpumep, A8 Takux U3MEHeHW, Kak Bnoxe-
HVe B YNakoBKy HOBOIi JIMCTOBKM Ha APYroM Si3blke), OfHAKO HOMep Cepumn N CPOK FOAHOCTU NTeKapCTBEHHOrO
CcpeAcTBa He A0/MKHbI OblTb NU3MEHEHDI.

5.2.1.2 DKkcTemMnopanbHble neKkapcTBeHHbIe CPpoaACcTBa

JKcTemnopasbHble f1ekapCcTBEHHbIE CpefCcTBa 06bIYHO NPUrOTaBIMBAKOT U3 aKTUBHbLIX CYy6CTaHLMA,
COefMHASA UX C HanoNHUTENsAMU ANA NONyyYeHUs [03MPOBAHHON DOPMbI, MPUTOAHON ANA NPONMCAHHOrO
ncnonb3oBaHnsa (naumeHTom), Npyu HEO6XOAMMOCTM C MOMOLLLIO pa3sefeHus. [laHHble cMecu oTnyckarT
B NOAXOAALEM KOHTeliHepe C COOTBETCTBYIOLLEl aTMKeTKol. YTobObl 06ecneuynTb NpocnexunsaHne Ao Ko-
HEYHOro UCNOMb30BaHNs, TakuM /IeKapCTBEHHbIM CpeAcTBaM AO/HKHA npucBamBaTbCs HoBas uMAeHTUdu-
Kauus.
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5.2.1.3 Pa3BegeHue

PasBefeHvie (HanpumMep, pacTBOpeHMe MopoLLKa) SABASETCA MaHunynsuveli, No3BOAOLWeA Ncnonb3oBaTh
UM NMPUMEHUTb 3apermcTpMpoBaHHOE /IekapCTBEHHOE CPeACTBO B COOTBETCTBUM C MHCTPYKLMEN NO NPUMEHEHWIO
WM C IMCTOBKOM, NpefHa3HaveHHoN Ansa nauneHTa. Utobbl 06ecneynTb NPociexuBaHme npouecca, naeHTuduka-
LuA OTAe/IbHbIX KOMMNOHEHTOB, UCMO/b3YEMbIX /151 MPUTOTOB/IEHNS UTOrOBOTO JSIEKApPCTBEHHOIO CPeACTBa, [0/MKHA
6bITb OCTYMNHA 1 NPUBA3aHa K leKapCTBEHHOMY CPeACTBY, MOJlyYeHHOMY B pesyfibTare pasBefeHus.

5.2.2 HopmaTtnBHbLIO© BO3MOXHOCTU

[ns obecneyeHns geicTBEHHOrO ¥ ahHeKTUBHOIO MPOCAEXMBaHNA NapTHEPOB MO Lenoyke NoctaBokK
cnefyeT UCNONb30BaTb OAHY U Ty Xe CXxeMy UAeHTUdVKaLMn nnv CTPYKTYpy AaHHbIX, BKIOYaloLWyo B cebs
NAeHTUUKaLMI0 NeKapCTBEHHOIO CPeACTBa, a NPY HE06XOANMOCTN — UAEHTUMNKALMIO CEPUN 1 CPOKa FofHO-
CTU WUNW cepuitHbIAi HoMep. aeHTudkaTopbl NekapcTBEHHOrO CpeacTBa HUKOTAa He cnefyeT Ucnonb3oBaTb
NMOBTOPHO BO BCEW Mepapxuy ynakoBok. Kpome TOro, Ao/kHbI GbiTb TakkKe WCNo/b30BaHbl CTaHAAPTN30BaH-
Hble HOCUTENN JaHHbIX. ATO He TOJIbKO rapaHTMpyeT, YTO YCTPOCTBA YTEHUS MOTYT GbITb 3anporpaMMmMpoBa-
Hbl 4191 c6opa M 06paboTKM faHHbIX, HO 1 MO3BONSAET 06ecneYnTb HaZeXxHoe MallHoYnTaemMoe KogmposaHue,
npeAHasHayeHHoe Ans npumeHenus AIDC B Lensix aBTomatuyeckoli 06paboTku, He 3aBuCsLLEl OT Tuna ToBa-
pa, ero nocrasLLinKa UAN NMPOUCXOXAEHMNSA.

HeckonbKo pUCAnKLNI NMPUHAAN MexAyHapogHoe mallvHoumTaemoe kogvposaHue ans AIDC B kave-
CTBE HOPMAaTUBHOIO TpeboBaHus.

Mpumep — ®dpaHuua. M3BelleHne, agpecoBaHHoe BnafjenblamM perucTpaLoHHbIX Y40CTOoBepeHunit ne-
KapCTBEHHbIX CPeACTB, NpefHa3HaYeHHbIX YE/T0BEKY, U FNaBHbIM MPOBN30PAM anTeUHbIX yUpexaeHuid, unTu-
pyemoe B § 2 cTaTbyu R.51242 chpaHLy3CKOro 3akoHa o 3gpaBooxpaHeHunn (CSP) o1 21 cespans 2007, rnacuT:
«B TecHom B3aumofeiicTBMM C npefcTaBnTensaMu apmaLeBTUYecKoll NPOMbILLIIEHHOCT Y PpaHLy3ckoe
areHTCTBO MO caHUTapHOW 6e30nacHOCTU MefuLUNHCKMX ToBapoB (AFSSAPS) Bbl6pano npuHuMn nepexoga
koga C1Pc 7 cumB0O/IOB Ha 13 cumBONOB M WTpuxkoda 39 Ha EAN 128 (B coueTaHuu ¢ 4BYMEPHbIM KOAMPOBaHM-
em ECC.200) B cooTBeTCTBUK C cucTemoli EAN.UCC» (cm. www.ansm.sante.fr).

B ApYrMX IOPUCAUKLMAX 3aMHTEepecoBaHHble YY4aCTHUKM [06aB/SOT Takoe TpeboBaHWe B TEHAEPHYH
[IOKyMeHTaLMio.

Mpumep — McnaHusa, KTexHnyeckas KOMUCCUA N0 3aKynke u N1orucTuke ycnyr 3gpasooxpaHenus (CTCL).
..MaeHTudunkauma nekapcTBEHHbIX CPEACTB B COOTBETCTBUN C OOLWMUMUN CTaHfapTamMun 4O/KHA NpMBeCcT
K YHUhMKauuy W T PUXKOAOB ¥ CUCTEMbl CUMBOJIOB, YT O 06ecneynT aBToMaTUNYecKyo nageHTudunkaumo ne-
KapCTBEHHbIX CPeACTB NPW YCN0BUU, YTO NOCTaBLUKN IeKapCTBEHHbIX CPeACTB MUCNOMb3YIT Koabl GS1
(...)» (cm. www.crcl.es/).

Psag opraHusalmii 3apaBooxpaHeHns Takke PeKOMEHAYT CBOUM NocTaBlMKaM MeAuLUHCKUX TOBapoB
1Cnonb30BaTh MEXAYHApPOAHOE MallHouYMTaeMoe KoavpoBaHue ans ueneii AIDC.

5.3  Mopbl NpoTUBOAEiCcTBUA hanbcudrkauny nekapcTBeHHbIX NpenapaTos

5.3.1 MpuHuunel

danbcnuumMpoBaHHOE f1leKapCTBEHHOE CPELCTBO — 3TO CPEACTBO, KOTOPOE B LiefIAX MOLLUEeHHUYeCcTBa Ha-
MEPEHHO HEKOPPEKTHO NPOMapKMpoBaHo (B YacTu MAaeHTUdMKaLMM NekapCTBEHHOro CpeacTea Uwumm ero ucTou-
HYKa). PanbCcnuLmMpyoTCa paBHbIM 06pa3oM Kak NaTeHTOBaHHbIE SIEKapPCTBEHHbIE CPEACTBA, TaK U [PKEHEPUKN.

[nsa npepoTBpalieHns hanbcndmKaumm MoryT Ucnob3oBaTb pasnyHble MeToAbl MapKMPOBKN BTOPUYHON
ynakoBku. Hapsigy ¢ NnpucBOEHMEM CEPUIMHOTO HOMepa Kabkoi ynakoBke fiekapCTBEHHOro cpeacTsa (T. e. «yHu-
KaubHbIX UAEHTU(UKATOPOB») MOryT UCMO/b30BATL SABHbIE, HEABHbIE /UMW KPUMUHASIUCTUYECKNE METOABI.

Kpome Toro, coobuecTBo nosb3oBarteneil NpusHano, 4To cepuitHble Homepa crefyeT BbinyckaTb NceB-
JocnyyaiiHblM cnocobom, a He nocnefoBaTesibHO (MOCKO/bKY nocnefosarte/ibHble HoMepa MOryT 6bITb npej-
yrafiaHbl HeaBTOpPU30BaHHbIMK Nnuamu). ®PanbcuurkaTopam cnoxHee paboTaTb CO CryyaliHO reHepupy-
eMbIMU CepuiiHbiMM HOMepamu. ceBAO0C/yHaiHOCTb O3HAYaeT, YTO KaXAbl CepuitHbIi HOMep coxpaHseT
YHVKaIbHOCTb, HO MPUHAAIEXUT AMana3oHy HOMEPOB, KOTOpble HeNb3s npeayragatb. MNpUcBOEHHbIE cepuii-
Hble HOMepa HUKorfa He J0/MKHbI 6biTh UCNOIb30BaHbl MOBTOPHO.

5.3.1.1 MpucBoeHne cepuitHOro Homepa

Mpu ncnonb3oBaHUn naeHTUgMKaTopa nekapcTeeHHoro cpeacrea GTIN u cepuiiHoro Homepa A5 co3-
[aHnsa «yHWKanbHOTO MAaeHTUdMKaTopa» CyLlecTByeT ABa OCHOBHbIX NoAxoaa k 6opbbe ¢ dhanbcudhmkaLmelt
NeKapCTBEHHbIX CPeACTB:

- ayTeHTUdMKaLNS NekapCTBEHHOTO CPEACTBa;

- LLe/I0CTHOCTb LLenoykn noctaBok (Mpumep ¢ AokymeHToMm ePedigree).


https://meganorm.ru/Index2/1/4293789/4293789518.htm
https://meganorm.ru/list2/63771-0.htm
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5.3.1.2 AyTeHTudmkaLmsa nekapcTBEHHOro cpeacTaa

AyTeHTUMKaLMI0 NeKapCTBEHHOIO CPeACTBa CriefyeT NPOBOAUTL B KOHLE LIENOYKM MOCTABOK C MOMOLLbO
NOATBEPXAEHMNS COOTBETCTBMSA (B 6a3e faHHbIX) YHUKaNIbHOTO naeHTUdMKaTopa, YkasaHHOro Ha ynakoBke nekap-
CTBEHHOIO CpPeAcTBa, a Takke nyTeM NpoBepKW AOMNOMHUTENbHbLIX XapakTePUCTUK (MCNOMb3ys SBHblE, HEABHbIE
n/vnn KpUMUHANMCTUYECKE MeToAbl). B 3TOM cnyyae npou3BoAvTeNb AO/MKEH BbIMYCTUTb YHUKAJIbHbIA UAEHTU-
dhvKaTop. KOTOPBbINA YXKe He JO/MKEH NMPOBEPATh APYroi NapTHep Mo Lienoyke nocTaBok. MNpUHATO cumTatb, 4TO Nep-
Basi ayTeHTudmkauus Homepa GTIN 1 cepuitHOro HoMepa COOTBETCTBYET ayTEHTUUHOMY TOBapy.

AyTeHTudmkKalumsa cumTaeTcs HeycrneLlHOW, ecnn TOT Xe caMblii YHVKaIbHbIA naeHTUdnKaTop npegb-
ABNEH AN NPOBEPKV MOBTOPHO (T. €. cyllecTByeT 60siee 04HOr0 3K3emnaspa NekapcTBEHHOro cpefcTsa C
[aHHbIM CepUuiiHbIM HOMEpPOM) WU ecnu B 6a3e faHHbIX OTCYTCTBYET CChl/IKa Ha 3TOT uaeHTudmkatop (T. e.
[OaHHbI 3K3eMNAsAp NeKkapcTBEHHOTO CpeAcTBa HUKOr4a He co3haBasics NPoOn3BOAUTENEM).

B nepBoli cuTyauum, Korga HeCKO/IbKO NapTHEPOB B LieNOYKe NOCTAaBOK NOCLIIAKT 3anpockl k 6a3e faH-
HbIX. B KOTOPbIX yKa3aH OAUH W TOT Xe YHUKaslbHbI MAeHTMMKaTop, BCe NPOBEpPsSieMble YNakoBKU nekap-
CTBEHHOrO CpPeACTBa A0/KHbI Bbi3biBaTb NO4O3peHNe. Bo BTOpoi — KorAa OAvH WK HECKO/IbKO MapTHEPOB B
Lienoyke nocTaBoK NOCbIIAKT 3anpockl K 6a3e AaHHbIX A8 NOYyYEeHUSs HEUM3BECTHOMO YHUKA/IbHOTO UAEHTU-
dhmkaTopa. Bce NpoBepsieMble YNakoBKY NIEKAPCTBEHHOIO CPeACTBa AO/DKHbI Bbi3biBaTb NOA03PEHME.

5.3.1.3 LIe1IoCTHOCTb LenoYKkn noctaBok

LlenocTHOCTb Lenoyky NOCTaBoOK COCTOMT B cbope 1 06MeHe uHopmaLMeit 0 ABUKEHNN NEKAPCTBEHHO-
ro cpeAcTBa B KaXAOl TOUKe Lienoyky NnocTaBok, T. €. OT NPOM3BOACTBA A0 OTNycKa Uy MPpUMEHEHUs nekap-
CTBEHHOIO CpefcTBa K nauneHty. Ha kaxaom wware ABVXEHUS NekapCTBEHHOro cpeacTBa Kaxaoe cobbitne
crnepyeT pernucTpupoBaTth 1 CBS3biBaTb C NPEAbIAYLLIMM U NOCNEAYIOWUM COObITUEM. LleIoCTHOCTb Lienoyku
nocTaBoK cnefyeT AeTaslbHO MPOBEPSATb Ha KaxAom ware. [ocTynawuine nekapcTBeHHble CpeacTsa, A1s
KOTOPbIX OTCYTCTBYET MHhOpMaLMsA O LeN0CTHOCTU 3aperncTpupoBaHHbiX NpeabiayLwmx waros, cnegyeT Bbl-
ABNATb U CUMTATb NOLO3PUTENbHBIMU.

5.3.2 HopmaTuBHble BO3MOXHOCTKN

Accounanuu, npefcTtaBnsioLMe Npous3BoanUTeNel, NPU3HAIOT , YTO NPUCBOEHME CEPUIHOTO HOMepa fe-
KapCTBEHHOMY CpeACTBY U 06paboTka AaHHbIX, CBA3AHHbIX C 3TUM HOMepoM, obecneunBatT JONOMHUTE b-
HYI0 3alWnTy OT hanbcudmkaunn. Takon ypoBeHb 3alMTbl [OCTUTAETCA, Korga aeHTugnkaLms nekapcTBeH-
Horo cpegfctBa (GTIN) cBs3aHa C CEpUHBIMU HOMEpPaMM, FreHepUPYEMbIMU C MOMOLLbIH NCEBAOCYYaliHbIX
anropuTMoB (Takoil noaxof obecneuynBaeT yHUKaNbHYIO UAEHTU(UKALMIO SIeKapCTBEHHOro cpeacTea). Kaxk-
[blii Npou3BoAUTENb [O/MKEH peann3oBaTh 6e30MmacHble anropuTMbl paHAoMU3aLumn, rapaHTupylolme, 4To
cepuiiHble HOMepa He MOryT 6bITb NPoAy6/IMpOoBaHbl U NPeAcKasaHbl, U B TO Xe BpeMsi obecneumsaoLyme
YHVKaIbHOCTb KaXXA0ro cepuitHoOro Homepa.

[nsa napTHepa, HaxoAsLerocs B KOHLUE LienoYykyn NocTaBokK, CUATbIBAHWE UAEHTUdVKALUW NeKkapCTBEH-
HOro cpeAcTBa 1 CEpUItHOr0 HOMepa Ha BTOPOM YPOBHE YNaKoBKM AO/HKHO CYXUTb OCHOBOIA MpoLiecca ayTeH-
TUMKaLMn 1M NPOBEPKN LLe/TOCTHOCTMK.

[lns napTHepOoB No Lenoyke NocTaBoK, HaNpuMep 47151 NOCTaBLLMKOB JIOTUCTUYECKUX YCyr, AOCTYN K UHAN-
BUAYa/TbHbIM CEPUIAHBIM HOMEpPaM Ha BTOPUYHBIX YNaKoBKax MOXET 0Ka3aTbCs HEBO3MOXHbIM, TaK Kak OHW BJ/1O-
XeHbl B yNakoBKy TPETLENO YPOBHS, HaNpMMep B YNakoBKy ANs1 /IOTMCTUKX. B Takom cnydyae Ans peructpauum B
6ase AaHHbIX U NPOCNexXVBaHUs crefyeT NPUMEHSATL MallMHOYUTaeMble KOAbl, KOTOPbIMY MapKupoBaH TPETUiA
YPOBEHb YNakoBku (CM. npunoxeHue B). Ecnv HeobxoaymMo ob6ecneymnTb LeoCTHOCTb LenoYyky NocTaBok, TO Npo-
N3BOAVTENV [OKHbI arpernposath U nepegasaTb MHGopmaLmio 06 naeHTUdMKaLMmn nekapcTBEHHOIO cpeacTea 1
CepuitHbIX HOMepax BCEX TOBAPOB, HaXOAALLMXCSA Ha TPETLEM BbICOKOM YPOBHE yNakoBku niv 6onee.

MeuyaTb NceBpoCnyYaiHbIX CEpPUHBIX HOMEPOB BCTPOEHa B npoLecc ynakosku. Mpu Bbibope cpeacts
neyaT oco6oe BHUMaHWe cneyeT yaensaTb cnefyowmm xapaktepucTukam:

CKOpPOCTY Meyatu (T. e. CKOPOCTb NeyaT! CTPOK M BPEMS BbICbIXaHUS YEPHUN);

cKkopocTu BepudmkaLlmm (T. . CKOPOCTb paboTbl cuMTbiBaTENSA, BCTPOEHHOTO B MPON3BOACTBEHHYIO NN-
HUIO A9 UTEHUSI pacneyvyaTaHHbIX CUMBOJIOB, NMPOBEPKE COAEPXALLMXCA B HUX JaHHbIX U OTCEMBAHMWIO YNaKo-
BOK C HEUNTAEMOI NN NOBPEXAEHHON MapKMPOBKOW 1 T. A4.);

KayecTBy neyatu (UMTaeMocTb CUMBO/IOB B cooTBeTcTBUM ¢ MCO/M3IK 15415).

MepeynakoBka WM NOPEMapKUPOBKA /IEKAPCTBEHHbLIX CPEACTB MOXET ObIThb C/lyYaliHO WM HAMEPEHHO UC-
nosnb3oBaHa A/19 U3MEHEHUS CPOKa rOHOCTM 1eKapCTBEHHOTO CPeACTBa, YTO MOXET Cka3aTbCs Ha 6e30MmacHoCTH
nauvenTa. Mpownssogutenb Jo/KeH BeCcTu 6a3y AaHHbIX, obecrneunBatoLLyto 4OCTyNn K MHopMauum o nepsoHa-
YaslbHO NPUCBOEHHOM CPOKEe roOAHOCTY NapTHepaMm B Liernoyke NocTaBoK U. BO3MOXHO, CaMOMy NaumeHTy. 3anpoc ¢
NMOMOLLbH CKaHepa WU MOBW/IbHOTO YCTPONCTBA (CUMNTLIBAIOLLETO YHUKA/IbHbIA NAEHTUAIMKATOP C YNakoBKKW) A0N-
XXEH MO03BOMUTb NaUMEHTy NOJly4nTb JOCTYN K 3TOMY CPOKY FOZHOCTU, YTOObl CPaBHWUTL €ro C AaTOl Ha 3TUKETKE.
Ecnv gatbl oT/iMyaloTcs, nekapcTBeHHOe CPeACTBO MOXET OKka3aTbCs He6e30nacHbIM A1 UCMO/Ib30BaHuS.
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5.4 MoBblWEeHNe 6€30NacHOCTM NauneHTa B MecTe okasaHUA MeAULUHCKOM nomoLym

5.4.1 MpuHynnbl

Mocne BbixoAa B cBeT oT4eTa MHCTUTYTa MeguumHbl (FOM) «To err is human» [29] B 1999 rogy npov3oLLsio
HeCKO/IbKO AWCKYCCUIA, KakuM 06pa3om MOAMLMHCKME OLIMOKM, CHukKatowme adhheKTMBHOCTb CUCTEMbI 3[paBo-
OXpaHeHVs. MOryT BbiTb COKpaLleHbl NN UCKIoYeHbl. B aTo Bpemsi US-FDA npefnoxwno npasuno naeHtTndm-
Kauum nekapcTBEHHbIX MpenapaToB 40 YPOBHA A03MPOBaHHON yNnakoBku {Hanpumep, npeA3ano/iHEHHbIV LNpuL,
6nmcTepHble TBepAble hopMbl 1 T. 4.). MNapanniensHo Heckosibko 60/bHUL, B HugepnaHgax n bensrum Havam
paboTy Haf, «CkaHMpoBaHWeM y noctenmn 60nbHoro». Co BpemeHu otueta FOM nccnefoBaHus, onucaHHble B aka-
AeMuyecknx nybnmkaumsax, NpoaeMoHCTpupoBaiv 3WEKTVBHOCTb «CKAHMPOBaHWSA Y NOCTeN 60NbHOTO», T. €.
obecneyeHnss AIDC Ha mMecTe oka3aHus MeAMLMHCKON MOMOLLM. STO NPMUBENOo K peanvsaumm Takoro noaxosa Bo
MHOrMX CTpaHax. MexayHapogHoe MaluMHo4YMTaeMoe KOAMpOBaHMe Cnoco6CTByeT Co3AaHuio UHPaCTPYKTYpbI
AIDC. oxBaTblBaloLLeil MecTa okasaHus MeguLMHCKO noMoly. OHO NO3BO/IAET NOCTaBLUVKaM MeAWNLMHCKOW no-
MOLLM MOBbLICUTL 6E30NaCHOCTb MaLMEHTOB C MOMOLLbID CKAHUPOBAHUA HA MeCcTax OKasaHus MeAMLMHCKON no-
MOLL /TEKapCTBEHHOIO CPeACTBa, He 3aBUCALLEro OT ero nocTasLLMKa Wi reorpadnyeckoro nponcxoxaeHus.

[nsa nosbiweHns 6e30NacHOCTM NaLMeHTOB Ha MecTax oka3aHns MeAnLMHCKOV NOMOLLM TeKapcTBEHHOe
cpeAcTBO cnepyeT nageHtTudunumuposats ¢ nomollbio AIDC npy oTNycKe lekapcTBa U HEMOCPEACTBEHHO nepef,
ero npumeHeHviem. lMpu 3TOM cnefyeT OCYLEeCTBNATL NepeKpecTHble MPOBEPKU C 3/IEKTPOHHBLIM peLenToM,
BbIMMCaHHbIM nauueHTy. Micnons3osaHne AIDC no3sonsieT foCTUYb AOMNOMHUTESNbHBIX NMPEUMYLLECTB, Hanpu-
Mep MOryT ObITb BblAe/IEHbI U3MEHEHUS, BHECEHHbIE B PeLenT B NOCNEAHION MUHYTY, MOXET ObITb NPOBEPEHO
«MnpaBWbHOE» BPEMSA NPUMEHEHUs, a MeANLMHCKaa KapTa nauyeHTa MoxeT ObiTb NONOSIHEHa 6e3 OWn6oK 1
3alepXekK, XxapakTepHbIX A8 PYYHOro BBOAA AaHHbIX.

5.4.2 HopmaT/BHble BO3MOXHOCTHU

NpeHTudrkaums nekapcTBEHHOro cpeacTBa A0/MKHA OblTb NPUMOPUTETHON Ha MecTe oKa3aHus megu-
LUuHCckoi momowm. OHa obecneumBaeT BbIGOP NPaBW/ILHOIO IEKAPCTBEHHOIO CPeACcTBa U ero akTuBHocTu. B
KayecTBe uaeHTUukaTopa MOXeT UCNOb30BaTbCA NpocTo Homep GTIN wnu. B 3aBUCMMOCTU OT BuAa fe-
KapcTBeHHOro cpefctsa, Homep GTIN BMecTe C HOMEPOM CEPUMN U CPOKOM TOAHOCTU. [ANA crneuunasibHbiX Ka-
Teropuii MegULMHCKNX NpenapaTos, HanpymMep 415 NpoAyKTOB KPOBW, APYruX 6M0OM0ornyecknx NnpoaykToB, OH-
KOJIOrMYeCcKnX NIekapCTBEHHbIX CPEACTB MU KOMMNOHEHTOB NapeHTepasibHOro NUTaHns, MoryT noTpe6osarbcs
[ONONHUTENbHbIE aTpubyThl.

Byayun naeHtudmkatopom, Homep GTIN go/mkeH ocTaBaTbCsA akTUBHBIM AaxXe Mocre yaaseHns 3anucu
0 NekapCTBEHHOM cpefcTse. [4NA nekapCTBEHHbIX CPeACTB HUKOrAa He [0/HKHO NMPOoM3BOAUTLCA NOBTOPHOE
npuceamBaHve Homepa GTIN.

Mpu peanusaunmn TexHonornm AIDC «y noctenu naumeHTa» nocrasBlmMkaM MeAWLMHCKOW nomoLiu Tpe-
6yeTca cornacoBaHHOCTb NAEHTUMUKALMOHHBIX CTPYKTYP AaHHbIX 1 HoCcUTeNen AaHHbiX (LUTPUXKOAO0B), He 3a-
BUCALLaA OT NOCTaBLLMKa JIeKapCTBEHHbIX CPEeACTB, TUNa JIeKapCTBEHHOIO CPeACTBa UM ero NPOUCXOXAEHUSA.
AHaNornyHo nocTasLLMKaM NPOrpaMMHOr0 1 annapatHoro obecneyeHns TpebyeTcs Ta Xe CornacoBaHHOCTb
[JaHHbIX 1 MallMHOYMTaeMOoro Koga, 4Tobbl UX NPoAyKLMsi COOTBETCTBOBa1a TpeboBaHNSAM MNOCTaBLLMKOB Me-
OVLMHCKOV NOMOLLM NpU NPUeMIEMON LieHe.

B npunoxeHun B nponnniocTpMpoBaHo, YTO NO BCel Nepapxmmn neKapCTBEHHbIX CPeACTB A0/KHA BbITb
1cnonb3oBaHa ofHa M Ta Xe cucteMa MallMHOYMTaemMoro KoaupoBaHusa. [na npoussoauTenein v NpombiLL-
NeHHbIX noTpebutenell ee NpUMeEHeHMe AO/HKHO YNPOLATbCA 3a CYET COr/lacoBaHHOCTU MAEHTUNKATOPOB 1
CMMBO/I0B, obecrneunBaoLLein AoNOMHUTENIbHOE CHKEHNS pucka OWMBO0K MHTepnpeTaummn n AeKoanpoBaHus.

5.5 Ncnonb3oBaHne B cuctemax 3apaBooxpaHeHus

MpumeyaHne — CucTema 34paBOOXPAHEHNSt — 3TO OpraHU3aLms Ntofel, yupexaeHuii u pecypcos, npegHa-
3HaueHHas AN NPEAOCTaBEHUs MEANLMHCKON NOMOLLM LENeBoii rpynmne HaceneHns.

5.5.1 MpuHunnel

C nomolubto TexHonorum AIDC, peanuayroLlein MmexayHapoAHoe MallnHO4YMTaeMoe KOAMpoBaHue, cos-
JaeTcs MH(pacTpykTypa, Heobxoaumas A4S aBToMaTU4eckoro cbopa v permcrpaunm faHHbIX B cucteMax
3 paBooxpaHeHus. MNpouecc cb6opa v perncTpaunm gaHHbIX 06bIYHO OXBaTbiBAET P UH(POPMALMOHHbIX CU-
CTEM. HanpuMep CUCTEMbI yrpaB/ieHUs TOBApPHbIMI 3anacamu, CUCTEMbI pacyeTa CTOMMOCTU JIEYEHNSI U BO3-
MELLEeHNs 3aTpaT Ha fievyeHre, a Takke CUCTEMbl BEAEHNS 3NEKTPOHHbIX MeAuUUHCKUX kapT. K npumepy, npu
npoBefeHNV Taknux NponaakTuieckx MeponpusaTUii, kak BakuuHauus, Ans BBOAA AAHHbIX B 3/1EKTPOHHbIE
MeAULMHCKNE KapTbl criefyeT UCNoMNb30BaTh MeXAyHApPOAHbIe MaluMHOYMTaeMble KOfbl, CYUTbIBAEMbIE C MO-
MOLLbI0 CKAHEPOB B MecTax OTnycka WUy NpMMeHeHNs TeKapCTBEHHOT0 CpeacTBa.
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Pa6oTa Hay4HbIX opraHm3auuii, cobrparLmnx JaHHbIe O pbiHKe A1 NPOBEAEHUSt aHa/IM3a B KOMMepye-
CKUX WX HAY4HbIX LeNnsx, CylWwecTBEHHO obieryaeTcs, ecnv B pas/INyHbIX y3/1ax U Ha pas/iMyHbIX atanax Le-
MOYKM NOCTaBOK cobupaeTcsa yHUKanbHas naeHTudukauna nekapCcTBeHHbIX CPeAcTB. B HEKOTOPbIX OPUCAUK-
LMAX 6blIM NPUHATLI HOPMATUBHO-NPABOBbIE AOKYMEHTbI, PeriaMeHTUpyoLWwmne NpUMeHeHne MexayHapoaHoM
MallvHouYMTaeMoi naeHTudmkauum na KOHTpons 3a 060poTOM HapKOTUYECKUX CpeAcTB, MPOC/eXnBaHWA
pafnoaKTUBHbIX JIEKAPCTBEHHbIX CPEACTB U T. M.

Hwxe npuBeaeHbI NPUMEPbI APYTUX NPUIOXEHWIA MHGIOPMALMOHHBLIX TEXHOJIOTWI B 34paBOOXpaHeHN, B
KOTOPbIX BbIFOHO UCMOMb30BaTb MEXAyHAapOoAHblE MalLMHOYUTAEMbIe KOAbI:

a) papmakoHaf30p: ecnn faHHble 0 SIeYeHUN HEKOTOPOI rpynnbl HaceneHus cobupatTcs Ansa anuge-
MWOMOrMYECKUX UCCNEefOBaHNA, NOCTMAPKETUHIOBOTO KOHTPONSA M NepUoaNYecknx oT4eToB No 6€30MacHOCTM
nekapcTBeHHbIX cpeacTs (MOBJIC). To ¢ nomolbio TexHonorun AIDC cnepyeT obecneunBaTtb GbICTPLI CO60p
TOYHBIX N COFNAacoBaHHbIX AaHHbIX, NO3BOMAIOLLMA OCYLWECTBATL TOUHBIA U AeTasbHbIl aHanus. B cooblieHu-
AX. HanpaBAseMbIX B opraHbl (hapmakoHaf3opa, BaXHO ykasbiBaTb HOMep GTIN u Takue atpmbyTbl, kak HoMep
cepun, CpoK rofHOCTU ¥ CEPUIiHbBI HOMEP;

b) OT3bIB MPOAYKLMN: €CNN Ha MPOTSHXKEHUN BCE LLenoykm nocTaBok Ana cbopa ngeHtudukauum o ne-
KapCTBEHHbIX CpefcTBax Mcnosb3oBanunck TexHonorun A1DC, To 3aTo no3sonseT obecneynTb aheKTUBHYIO
peanm3aumnio Noucka MeCTOHaxXOXAeHUs OT3blBaeMbIX JIeKapCTBEHHbIX CPefcTB. Kpome Toro, TEXHOMOrUH0
AIDC vcnonb3yioT gns obecnevyeHnss TOUHOTo BO3BpaTa OT3bIBAEMbIX /IEKAPCTBEHHbLIX CPEACTB U3 MecT Xpa-
HeHVs 1 NpefoTBpaLLeHNA OTNyCcKa 3TUX JIeKapCTBEHHbIX CPeACTB:

C) pacyerT 3aTtpar: B 3jpaBooXpaHeHnu 3aTpaTbl Ha JileHeHne KOHKPETHOro naymeHTa paccunTbiBaroTCA No
pasHbIM MeToAMKaM, Hanpumep No OTHECEHMIO C/lyHYas MeANLMHCKON NOMOLLM K ONpeAeneHHon gnarHoctnye-
CKW CBSI3aHHOM rpynne, «Ha OCHOBE LieHbl» (N0 NpeiickypaHTam Ha c/lyyan neyveHust unu npoueaypbl), No ot-
yeTam 0 noTpebneHnn pecypcos. [4na TOUHOro pacyeTta 3aTpar Heo6Xo4uM CHOP TOUHBIX AaHHbIX NO KaXA0MY
naumeHTy. TexHonorna AIDC ncnonb3yetcs Ans c6opa nHhopmMaLym 0 NPUMEHEHNN NIeKapCTBEHHbIX CPeSCTB
1 obecneymBaeT ypoBeHb ee AeTanusalunm, Heo6xoauMbIli AN TOYHOTO pacyeTa 3aTpar;

d) ctaTucTuKa, pasnnyHble areHTCTBa perysispHo cobupalroT cTtaTUCTUYecKne faHHble ¢ cobnoaeHnem
npas NauveHTOB U MOCTaBLMKOB MEAULIMHCKOV NOMOLLM HA HENPUKOCHOBEHHOCTb JINYHOW XWU3HW. Hepepako
3TN AaHHble POPMUPYOTCSA NO NEPBUYHON MHpopMauuK, cobpaHHOo ¢ NnomMoLbto TexHosorum AIDC. TouHble
N penieBaHTHblE CTATUCTUYECKME AaHHbIE OKa3blBalOT B/IUSHWE Ha PELUeHUs, NPpUHMMaeMble opraHmsalmsamu,
nocTasLMKaMn MeULVHCKOW NOMOLLM N OpraHamyn CaHUTapHO-3MLLAEeMUONIOTMYECKOTO KOHTPOSIS;

€) perynsiTopHblii KOHTPO/Ib: NPUMEHEHME HEKOTOPbIX IEKAPCTBEHHbIX CPEACTB, HanpuMep HapKkoTuye-
CKUX U paanodapmaleBTUYeCKNX, CTPOro KOHTPO/IMPYETCA YNO/THOMOYEHHbLIMU opraHamu. lcnonb3osaHune
TexHonormn AIDC BAOMb BCEli LEENOYKN NOCTaBOK, OTMYCKa W NPUMEHEHUA Taknx NekapCTBEHHbIX CPeacTB 06-
neryaeT c60p TOUHbIX AAHHbIX A5 Lenei oT4eTHOCTH, TpebyeMoii 3TUMM opraHamu:

f) nporpammbl MeAWLMHCKOM NOMOLLM, B pamkax Takux Mporpamm MeWLMHCKOW NMoMOoLW, Kak neve-
HVWe XpOoHWYeckux 3aboneeBaHunint Ha AOMY (B YaCTHOCTW, fleyeHne remodunumn, gnaberta, NepuToOHeasbHbIN
ananus), npumeHeHne TexHonornn AIDC obecneunBaeT NOAAEPXKKY LLENOYKM AOCTaBKU HEOBXOAMMBIX nekap-
CTBEHHbIX CPEACTB [0 NauneHTa:

) MmobunbHble TexHonormu: AIDC cneflyeT WCNO/b30BaTb B MOOW/IbHBIX 3/IEKTPOHHBLIX YCTPOMCTBAX U
NPUAOXeHUAX, NpefHasHauYeHHbIX ANA NPefoTBpaLleHNa HaHeceHua Bpefa nauueHTy, Hanpumep Ana npe-
[OTBpaLleHUss NCNoMb30BaHUS HEMPaBWUIBLHOTO SIeKAPCTBEHHONO CpeacTBa, A5 ykasaHWs HOMepoB cepwuii,
KOTOpble He [0/DKHbI UCMOMb30BaTbCA B CBA3W C OT3bIBOM JIeKapCTBEHHOro cpefctsa U T. 4. C MOMOLLbiO
TexHosorun AIDS Mo6ubHbIE YCTPOCTBA MOTYT CUMTATb AaHHblE, a 3aTeM nepegartb UX B CUCTEMY BefeHUs
3/1EKTPOHHbIX MEANLMHCKMUX KapT A5 0GHOBMEHWSA CBeAeHUA O KOHKPeTHbIX nauueHtax. Ocoboe BHUMaHWe
cnepyeTt yAenaTb UCTOYHMKY MHpopMauun, UCMOMNb3yeMOMY MOOGW/IbHLIM NpuUoXeHueM. [loBepeHHble uc-
TOYHUKN MHEPOPMALMK AOKHBI GbITh CEPTUMLMPOBAHBI C MOMOLLbI0 TaknX peLleHuit, kak kog HON (cm. calit
opraHusauum Health on the Net Foundation, http://www.hon.ch).

5.5.2 HopmaTuBHble BO3MOXHOCTHU

MpuHynnuanbHoe TpebosBaHne K MHOPMALMOHHBIM CUCTEMAaM 34paBOOXpaHeHns (Harnpumep, cucte-
Mam BefleHUs1 3M1EKTPOHHbIX MeAMULMHCKUX KapT, cUCTEMaM Yrpas/ieHUs NekapCTBeHHbIMU cpeacTBamu, an-
TEYHbIM cMCTeMaM, cucTemMaM CHabxeHus, (PUHAHCOBLIM CUCTEMAM U T. f.) COCTOUT B TOM. YTO OHW AO/DKHbI
oneprpoBaTh YHUKa/IbHbIMU UAEHTUhMKaTOpaMn NeKkapcTBEHHbIX CPeACcTB (M conyTcTByOWeh nHgopmaLm-
eli. Heo6Xx0AMMOW ANA MPOCNEXMBaHWA, HaNpYMep HoMepamun cepuii, CPOKOM FOAHOCTU U T. 4.) 1 BCeX Heobxo-
AVIMbIX YPOBHE yNakoBKu C NPUBA3KOWA K OCHOBHbIM XapakTepucTukam fiekapcTBeHHOro cpeActea (Hanpumep,
onucaHueM, pasmMepoM YnakoBKW, PErynsaTopHol MHopMaunein n T. f.). YunTtbiBas 3T TpeboBaHusA, pas-
NNYHble MHDOPMAaLVOHHbIE CUCTEMbI 3[4PaBOOXPaHEHNS ONepUPYIOT naeHTUdUKauein pasnnyHbiX ypoBHe
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yNakoBKW SlekapCTBEHHOIO CpeAcTBa (HanpumMep, cucTeMe anTeyHoro cHabxeHns Heobxoamma naeHTuduka-
LM yNnakoBKM TPETLEro YPOBHSA, a cucteme ynpasfeHuss NpyMeHeHneM fekapCTBEHHbIX CPefCTB — UAEHTU-
dvKaumsa NepBUYHON N BTOPUYHOI yNakoBku). MoaTomMy B cneuudukaumax Takmx CMCTEM AO/MKHA 3afaBaTbes
onpegfefieHHas nepapxus YpoBHe yNnakoBOK, UaeHTUukaumsa KoTopbix 6yaeT Ucnonb3oBaTbcs npu o6paboT-
Ke HdopmaLum 0 ABWKEHUN NTeKapCTBEHHbIX CPeACTB.

CoobLeHuns, HanpasnseMble cnyx6am, KOHTPOMPYOLMM 06LLLeCTBEHHOE 3[0poBbe (Hanpumep, opra-
HaM hapmakoHaa3opa), AO/KHbI CoAepXaTb TOUHblE CBeAeHNs 06 naeHTUdMKaLUM NeKapCTBEHHbIX CPEACTB.
3T0 gocTUraeTcs ¢ NOMOLL b0 Ucnonb3oBaHusa Homepa GTIN. Homepa cepun, cpoka roAHOCTU 1, NPU BO3MOX-
HOCTW. cepuiiHoro Homepa.

5.6 YnpaBneHue cHabxeHnem 1 TOBapHbIMMK 3anacamu

5.6.1 TMpuHUMNbI

Cknajckue onepauuv 1 onepauuyt OnToBbIX MOCTABOK MOXOXW BO BCEX OTPAC/AX MPOMbILIEHHOCTH, rae
KOMOUHMPYIOTCA AeACTBUA NO CKNAAMPOBaHUIO, XPaHEHWIO U NOMYyYEHWI0 TOBAPOB WM B KOTOPbLIX MMEKTCA op-
raHmsauum pasHbiX pasmepoB, ONepupyoLLMe eayHNYHbIMK ToBapamMu, KOpobkamMn TOBapOB, rpy3aMun Ha noaao-
Hax W XpaHALLMXCA HaBasloM. B nocnegHve rofpl onToBble CKNafbl ¥ NOCTABLUVKW, & TakkKe OTBETCTBEHHbIE 3a
KOHTPO/Ib 3aNacoB 3HAUYUTENBbHO YNYULLXAN KOHTPOb U yNpasfeHne 3anacamu, npegHasHavyeHHbIMU 415 UCMOoSb-
30BaHuA B chepe 34paBooxpaHeHns. Vicnonb3oBaHne MexayHapoHbIX MallvHoUYMTaeMblX KOOoB (LUTPUXKOAOB)
1 YCTPOWCTB CKaHMpoBaHus, peanmnsyowmx TexHonoruo AIDC. obecneunno nonyyeHve 6onee TO4HoON 1 onepa-
TUBHOI MHChOPMAaLMK, YNYHLIWIO NPOLECCh YNPaB/eHNs CHabXXeHNeM 1 TOBapHbIMU 3anacamu, 4To. B KOHEYHOM
cyeTe, NMPVBESIO K NOBbILLEHWIO 3hdhekTMBHOE™ 1 Npon3BoauTeIbHOe ™ BCe Lienoykn NOCTaBOK.

OueBWAHO, 4YTO OpraHM3aLny NoBbIWAKT CBOK 3(hHEKTUBHOCTL M NOAyYatoT hMHAHCOBYIO Bbirogy 611a-
rofaps MCcnosib30BaHnio MexayHapoAHbIX CTaHAAPTU3NPOBAHHBIX U UHTeponepabesnbHbIX CUCTEM KOAMPOBa-
HWA (T. e. cuctem ngeH ™dmkauum n naeHTMUKaTOpPoOB) B Ka4eCTBE OCHOBbI 419 06paboTkM MHhbopmauun B
Lenoyke noctaBok, CKNaACKOW 1 NOrMcTUYeckol geatenbHocTM. C NOMOLLbI0 COOTBETCTBYIOLMX CTaH4APTOB
Lienoyka nocTaBok MoXeT 6bITb caenaHa 6o51ee NpPo3payHoii, YTO NOMoraeT BCEM 3aMHTepecoBaHHbIM CTOPO-
HaM NofHATb ahheKTUBHOCTb CBOEN [eATeNbHOCTH U MOBbICUTL 6€30NacHOCTb NaLyeHToB.

BbIrogbl OT MCNOMb30BaHNA MeXAYHapOoAHOro MalnHOYMTAEMOTrO KOANPOBAHUSA MOTYT GbiTb NOMYYEHbI
BO MHOINX 0611acTsAX AeATeNbHOCTY, BKOYas cneayoume:

a) YnpaBneHue 3anacamMu. Ynpas/ieHvne 3anacamv Wiaun ynpasfieHune CKNafCckov AeATeNbHOCTbI0 ABNS-
I0TCA npoueccamu. rapaH ™pyroLwmmMn. YTo NPaBUsbHbIA TOBApP HAaXOAUTCA B NpPaBW/IbHOM MECTe WU YTO OH
nepemMelleH B Npasu/ibHOE MECTO B HY)XXHOM Kosinyectse. C MOMOLLbIO 3TUX MPOLLECCOB TOBapHbIE 3anachl
nepemMeLyatoTcs Tyfa, rge CToMMocTb 06paboTku (XpaHeHUs 1 oTnycka) Huxe Bcero. OCHOBHbIe NpenmylLle-
CcTBa 3TOr0 NoAxXoAa; ONTMMM3aLUa XPaHEHUS BCEW nepapxum ynakoBOK B LEENSIX CHAGXEHUS U BbIMOMHEHNS
3aKas30B; MMWHUMMU3aLMA NOpYM TOBApPOB W OTXOAOB; MOBbILIEHWE 3aN0/HAEMOCTU CKIaACKMX NOMeLLeHuii n
ynydlleHne npo3pavyHoCTV cknagupoBaHusi, obecnevvBawolwee 6onee ahekTUBHYIO MHBEHTapu3auuio, a
TaKkKe BbISIB/IEHWE U KOHTPOSb Aedmunta. Ha npoTsieHun BCeil Lenovkn noctaBok TexHonorusa AIDC, oc-
HOBaHHas Ha MexAyHapoAHbIX cTaHfapTax, obecneunmsaet cO60p TOUHBLIX AaHHbLIX A1 CUCTEM YynpasieHus
3anacaMmuyynpasiieHns CK1agoMm.

WccnepnoBaHus, npoBefeHHble B ABCTpanuiickoli hapmaueBTuyeckoit otpacnu (cM. pasgen «bnbnmo-
rpagus»), nokasanam, 4to Ucnosnb3osaHne TexHonorun AIDC (B coyeTaHuu C 3/IEKTPOHHBIMU COOBLLEHNAMM)
MOXET NPUBECTMN K CNedyLnM pesynbraTam:

1) cHuxeHne uncna peknamaunii 6onee yem Ha 80 %;

2) CHMWXeHWe BpeMmeHu, 3aTpayMBaemoro 60/bHuLEl Ha odhopMeHWe MOoYyYeHUs NeKapCTBEHHbIX
cpeacTs, Ha 15 %;

3) CHWXEeHMWe uncna cnyvyaeB HenpaBWbHOW AOCTaBKM Ha 46 %.

OTU cTaTUCTMYECKMNE AaHHbIe UNIOCTPUPYIOT, YTO B TEX C/yYasX, Koraa A5 CYUTbIBAHUA U 3anncu naeH-
TUhMKaTOPOB NlekapCTBEHHbIX CPeACTB Ucnonb3yetca TexHonorus AIDC. aToT npouecc ctaHoBUTCS 6ornee
NPOAYKTUBHBIM, TOYHBIM U 3(PEKTUBHLIM MO CPABHEHWIO C PYYHbIMU onepaumamu. MNpubbiaib OT ynpasneHns
3anacamMmu/cknafoM npu ncnosib3osaHun texHonornn AIDC gocturaet MakcuMmyma.

b) MpepynpexaeHns o HapylweHun 6e30nacHOCTV IeKapCTBEHHbIX CPeACTB — OT3bIB JIeKapCTBEHHO-
ro cpefctea. OTU NpeaynpexaeHns CUrHannsmpyroT, YTO He06X0AMMO M30AMpoBaTbh U U3bATL AedekTHble
TOBapbl U3 LLENOYKM MOCTaBOK. Yrpo3bl 6€30MacHOCTM MOryT BO3pacTy Npu HapyLUeHUsAX TeXHONorMn npowus-
BOACTBA J/IeKapCTBEHHbIX CPeACTB, KOTOPble MOTYT MOB/IeYb 3a CO6OI NpUUMHEHVEe Bpeaa nauueHTy. XoTs B
pasHbIX OPUCAVKUMAX NpoLeaypbl NpeaynpexaeHns 0 HapyLeHUax 6e30nacHoCTU NekapCTBEHHbIX CPeaCcTB
1 0T3blBa /1IEKAPCTBEHHOIO CPefCTBa MOryT OT/INYATLCA, UCMO/b30BaHNe CTaHAapTU3NPOBAHHbLIX UAEHTU(K-
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KaTapoB flekapCTBEHHbIX CPeACTB B BUAE MeXAyHapOAHbIX MallnMHouYnTaeMblx kogos (M npy Heo6xoaumocTun
[ONONHWTENBHOW MHbOPMAaLLMK, BKIIOYEHHOW B KOAbI, HANpUMep HOMepa Cepun 1 CEPUNHOrO HoMepa, nyTem
BCTpaMBaHWs 3TOro HoMepa B KoA) B coyeTaHun ¢ TexHonornein AIDC nosbiwaoT ahPeKTMBHOCTb NPOLIeCCOB
npegsynpexaeHuii n oT3biBa.

c) NHTeponepabenbHOCTb LIeNOYKM MOCTaBOK. XapakTePUCTUKN U CAIOXHOCTb MeXAyHapoAHOW TOpros-
N MOBbLICU/IN B&XHOCTb MHTeponepabenibHOCTW Kak cpefcTBa AOCTUXEeHNA 60/blueli NPoV3BOANTENBHOCTH,
3(PHEKTUBHOCTN U KOHKYPEHTOCMOCOGHOCTM BO MHOrMMX oTpacnsx npoumssofctea. WHTeponepabenbHOCTb
[JaHHbIX, OCHOB@HHasA Ha MexXAyHapoAHbIX cTaHjapTax no naeHtudumkauum, ABAsSeTCS HeOTbeMNEMON va-
CTbl0 3P EKTUBHBIX N TMOKNX CUCTEM YNPaBAEHUSA XU3HEHHbIM LMKIOM NPoAyKumn. FnobanbHO cTaHaapTu-
3MPOBAHHYI0 CUCTEMY KOAMPOBAHWSA BCE MEpapXUK YNaKOBOK /IEKAPCTBEHHbIX CPEACTB paccMaTpuBaloT Kak
CYLLLEeCTBEHHbI 3/1IeMeHT obecneyeHnss opraHuyHoi UHTerpaLum NPUIOXKeHWA U NapTHEPOB MO Lienoyke no-
cTaBok. COTpyAHNYECTBO M 06MeH MHhopMauvein Mmexay opraHm3almsiMim NoMoratoT BCeM CTOPOHaM A0CTUYb
TpebyeMoe kayecTBO NPOAYKLMIN C MEHLLUMMM 3aTpaTtamu 1 NO3BOAIOT MM NOMYYUTb BbIrOAY OT NOBbILIEHHO
NPO3payYHOCTMN LLeNOYKN NOCTaBOK.

5.6.2 HopmaTuBHble BO3MOXHOCTHU

MpoussoanTensam nporpaMMHOro obecneyeHns cnefyet paspabaTbiBaTb pelleHus A8 ynpasBneHus
CKNagom, po60TU3NPOBAHHOIO OTMYCKa W T. 4.. UCNOMb3YoWMne MexayHapoAHoe MalluHouYMTaeMoe KoAMpo-
BaHMA 1 TexHonornio AIDC. BHegpeHue nofgo6HOro NporpammHOro obecrneyeHns onTuMusnpyeT/Makcumum-
3upyeT nNpubbifib 1 B TO e BPeMsA cokpalliaeT CTOMMOCTb BnafeHus. B aTom nporpamMmHoM obecneyeHun
[O/MKHO 6bITb NPEAYCMOTPEHO UCMO/Ib30BaHME MepapXuii ynakoBOK TOBapoB, naeHTudvkaluuy ToBapa, npo-
CNexvBaHsa Homepa Cepun, CepUtHOro HoMepa, KOHTPOJIb CPOKOB FOAHOCTYU, a TakkKe yrnpaB/ieHne ckiagom
orpaHuyeHHoro pasmepa. Kpome Toro, nporpammHoe obecrneyeHne A0/HKHO 06eCNeYNTb 3/IEKTPOHHLIV 06MeH
[aHHbIMU Ha OCHOBE MEXAyHapOoAHbIX CTaHAapTOB, YTOObI NapTHepbl NO Lenoyke NOCTaBOK MOMN YCNEeLHO
B3aMMOfeiicTBOBAaTb.

5.7 O630p HOPMAaTUBHbIX BO3MOXHOCTE

B Tabnuue 1 npvBeaeH 0630p HOPMATUBHBLIX BO3MOXHOCTEN.
Ta6nuya 1— O630p HOPMATUBHBIX BO3MOXHOCTE

MaeHTnchmkaTopb! ynakoBok

Tpe6oBaHUs K MCMO/b30BaHII0 Howmep cepun CpoK rogHocTn CepuiiHblii Home|
p NexkapcTBEHHOTO cpefcTsa P cep p A p P

B03MOXHOCTb npocnexuBanus (5.2) X X X (X)
Mepbl npoTuBOAeicTBUS anbcu- X X) X
hrKauumn nekapcTBeHHbIX npenapa-
T0B (5.3)
MosbiWweHne 6e3onacHOCTW nauym- X X X
eHTa Ha MecTe OKasaHusi MeAULUH-
ckoil nomowyu (5.4)
Vicnonb3oBaHne B cuctemax 3gpa- X X X X
BooxpaHeHus (5.5)
YnpaBneHve cHabxeHuem u ToBap- X X X -

HbIMK 3anacamm (5.6)

6 OKOHOMMYeCKMe acnekTbl

6.1 O6wuMe NooXeHUs

YuuTbiBas UH(OpMaLMio, NPMBEAEHHYIO B pasjese 5. BHeApeHWe MallMHOYMTaeMoro KoAMpoBaHus ne-
KapCTBEHHbIX CPEACTB NPEACTaBSETCS Pa3yMHbIM BOXeHWEM. TpebyeMblii 06bemM NHBECTULMIA 3aBUCUT OT
MECTHbIX, NPOMNPUETapHbIX U MEXAYHAPOAHbLIX aCNeKTOB BbIGPAHHOIO PeLleHs], a TaKKe OT PbIHOUYHbIX (PaKTo-
pOB U/UNK AEeiCTBYIOLEro 3aKoHOAATENbCTRA.

HacToswumii cTaHgapT MOCBSILLEH MALUMHOYMTAEMOMY KOAMPOBAHMIO U OTPaXKaeT OMbIT 3HAYNTESNIbHO-
ro uvcna nosib3oBaTesieil, a Takke NPOU3BOANTENEN NIEKAPCTBEHHbIX CPEACTB U NOCTABLYMKOB MeANLMHCKO
nomoLy. B HEKOTOPbLIX OTPac/sX Ha A0GPOBO/ILHON OCHOBE BHEAPEHO MeXAyHapoAHoe MallnHouMTaemoe
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KOAMpOBaHWe, cTaBllee YacTbio KaXA0AHEBHON AeaTenbHOCTU. MOoCKo/bKy cdhepa 34paBoOXpaHeHns nogne-
XWUT CTPOromy peryimpoBaHuio, TO B Hell BHeApeHMe MallMHOYNTAeMOro KOAVPOBaHNA He MOXeT 6biTb A06pO-
BO/IbHbIM. O/IHAKO TaMm. rfe 370 Oka3asoCb BO3MOXHbIM, BHeApeHne Hanbonee pacnpocTpaHeHHON apxuTek-
TYpbl MEXAYHapoA4HOro MallMHOYNTAEMOro KOANPOBaHNSA, a UMeHHO GS1, cTasio peasibHOCTbIO.

HepaBHue pa3paboTkn B cchepe 34paBOOXpPaHEHNS YCUNMBAIOT NOTPEBHOCTL BO BHEAPEHUN robanbHO
rapMOHU3MPOBAHHOTO MallVHOUYMTaeMoro KoauposaHus. MoCKoNbKy 3akoHOAaTenLcTBO TpebyeT obecnevye-
HMA 6onee AeTaslbHOTO NPOC/EeXNBaHUSA, BHEAPEHNE NPOMNPUETapPHbIX PeLleHnii NOBbICUT CTOMMOCTb NPOU3-
BOACTBA W BHEJPEHUS.

6.2 Touka 3peHus NponM3BoANTENA

MponssoanTenun, NoCTaBAsoWMe ToBapbl HA BHYTPEHHUI PbIHOK U Ha ApYrue LefieBble PbiHKW, 0CO3-
HaloT He06X0AUMOCTb BHEAPEHUSA FapMOHU3MPOBAHHON CUCTEMbI MALUMHOYMTAaeMOro KogupoBaHus. Mexay-
Hapo/Hble NPOM3BOAUTENN TaKKe ULLYT obLwmne nogxoabl, No3BonsALMe 06ecneynTb NX NPON3BOACTBEHHbIE
NIMHUW B pasHblX MecTax NPOM3BOACTBA W PasHblX CTpaHax efUHON MEeTOAO0M0TNe N MHCTPYMEHTA/IbHbIMU
cpefcTBamu.

Mpon3BOACTBO NIeKAPCTBEHHbLIX CPEACTB A1 KOHKPETHbIX LieNIeBbIX PbIHKOB NoApasyMeBaeT A3bIKOBYIO
NoKanM3aumio ynakoBoK, a Takke BbIMOJSIHEHWE APYTUX cneundunyHbix TpeboBaHUA MECTHbIX OpraHoB pery-
nmpoBaHua. Ecnu B 3T TpeboBaHUs BXOAWT MalUMHOYMTAEMOE KOAMpOBaHue, TO NPOU3BOAUTENb AO/KEH
BHE/IPUTb peLleHne, pacCunTaHHOE Ha KOHKPETHYI0 CTpaHy, YTO MOXET NOB/fieYb He TO/IbKO NOTeHuMasbHble
3aTpaTtbl, HO M AONO/IHUTENbHbIE TEXHUYeckue cpeacTBa (B 0CO6EHHOCTM 418 NpUCBavBaHUA ToBapam cepuii-
HbIX HOMEpPOB).

[na yyeTa HOBbIX PerynsaTopHbix TpeboBaHWi, HanpuMep A5 NPUCBOEHUS CEPUiHOrO HomMepa, Npo-
V3BOAWTENIN MOAEPHU3NPYIOT CBOM NMPOU3BOACTBEHHbIE IMHUN. DTOT TPEH[, B CPEAHECPOYHON nepcrnekTuee
0XBaTUT 60NbLUYI0 YAaCTb MUpa.

6.3 Touka 3peHust NocTaBlMKa MEAULUHCKOW NOMOLLK

MocTaBLMKN MEAULMHCKO NMOMOLLM HAXOASATCS Ha «NePeKPecTke», Kyaa CXOAATCS NMOCTaBKM OT MHOMUX
pasnMyYHbIX UCTOYHMKOB, HANpPUMeEp OUCHbIE MPUHALMNEXHOCTU, NPOAYKTHI MUTaHUs, OCHOBHOE 060pyaoBa-
HUe. MeaMLUMHCKMe YCTPOiCTBA U JIEKApPCTBEHHbIE CpeAcTBa. Bo MHOMMX cnyyasix 60/bHULbI SBSOTCS KOH-
LleHTpaTopamu.

Mcnonb3oBaHue 06LUX MEXAYHapOAHbIX CTaHAAPTOB KOAMPOBAHUS U apXUTEKTYPbl BbIYUCIUTENbHBIX
ceTell, He 3aBUCALLMX OT NMOCTaBLUMKA, OKa3biBAET MOMIOXKUTENBHOE BVSIHUE HA 3DEKTUBHOCTb PaGoThbl
TEeM caMbIM COKpaLlaeT Tekylyme 3atpatbl. 15 NOBbIWEHNs KayecTBa U 6e30MacHOCTV MeAMLMHCKOR noMo-
LY B MHpPACTPYKTYpe MeLULMHCKNX MH(DOPMALMOHHBIX CUCTEM UCMOMb3YI0T CPeACTBa CUATLIBAHUSA KtoUel
UAEHTUdVKALMM 1 ApYTMX aTpuByTOB JIEKAPCTBEHHBIX CPEACTB W LienoyYkM nocTaBok. MocTeneHHo focTyn-
HOCTb MAEHTUMKALMKU IEKAPCTBEHHOTO CPEACTBA HA YPOBHE MEepPBMYHON YNaKOBKW, YNpaB/isieMoi W nof-
fAepXuBaemoii Npou3BOANTENSIMU, CTAHOBUTCA Bce GOfiee CyLLeCTBEHHON. MpUMEHeHUe MexayHapoAHOro
MaLlVHOYNTAEMOrO KOAVPOBAaHUSI HA MECTe OKasaHUsi MeAULMHCKO NoMoLLy o6ieryaeT BHeApEHVE Bepudu-
Kauum NekapCcTBEHHbIX CPEeACTB UHAMBUAYAbHLIMI NOCTaBLMKaMu. Bo n36exaHue npuMeHeHus 06X0AHbIX
pelueHuii npolecc c6opa JaHHbIX JOMKEH GbITh BLICTPLIM 1 NPO3pPaYHbLIM, YTO Y 06ECNEYNBAETCS C NMOMOLLbIO
rapMOHM3VPOBaHHOTO KOAVMPOBAHUS U apXUTEKTYpbI.
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MpunoxexHne A
(cnpaBoyHOE)

CBsa3b mexay ngeHtudukatopamu PhPID n MPID

A.1 BeepgeHue

CBA3b Mexay naeHtndmkatopamm PhPID n MPID o6bscHeHa B ICO 11616. pasgen 6. MNpuBeaeHHble B HEM Npu-
Mep v AnarpaMmMa BOCnpov3BeAeHbl Ha pucyHke A.1.

A.2 MMpumep

Ecnun naeHTndmkaTopbl NEKapCTBEHHbLIX CPEACTB CoAepXaT OAVHAaKOBbIE 3/IEMEHTLI, ONpeAesieHHbIe 415 KOHKPET-
HOro ypoBHA naeHTUdmkatopos PhPID, To 3TV nekapcTBeHHbIe cpeAcTBa OyayT UMeTb WAEHTUYHblE uaeHTUukaTops!
PhPID. Hanpvmep, nekapcTBeHHOE CPeAcTBO A, cofepxallee thapMaleBTUUecKyto cyocTaHumio X. 6yaeT MMeTb 06LLmMiA
naeHTudgukarop yposHsa PhPIDI ¢ nekapcTBeHHOM cpefCTBOM B. cogepxaliym Ty xe hapmaueBTuyeckyto cybcTaHLmo
X. Janee, ecnu kaxzoe U3 1ekapCTBEHHbIX CPeACTBA 1 B cogepxut cybcTaHumio X ¢ 403VpoBaHHOM hopMoli npumeHe-
HMA Y. HO C pasHOIi aKTUBHOCTbLIO, TO UX naeHTudukaTopsl PhPIDI 1 PhPID3 6yayT MAEHTWUYHbI, a X MAEHTUMKATOPbI
PhPID yposHeli PhPID2 n PhPID4 — oTnnyaTbCs n3-3a pasHoi akTUBHOCTY.

M :~60panrpabytOn /PLL «X b »
A IDUP&wW>d A wtopm 260 > (8nAT & Co) W»; i—Trp i— u/ppM—OpOaPhPID
MOoy6oTBuWw - pcp LU

WA dpopmbi cybcTaHuvmn m « 0B
MO axTwnoctm oyéonuumm "VWXMd

m2; Habop atpubyT— VPLL «aMob» VO aktMBHOCTV chopMbl CyGCTaHLM =
.m OMPBpxm! A kanepta 2S0 X (3ona®)

W nmbopn—mtady— wwjMPLtiPIP
M ! HaBop aTpubyTOoB U 1O <<pMnb’> 1A CyOCTaHuw = pch899
IDUPBnmdA —kyna 12Sw (Snrti & Co) WA hopmbl cy6eTaHyuy m 6000
W aktvsHocTy CyCeraHumm =xwi1ABB
W4 aktnBHocTy chopmbl CyoCT/HUTM = ra£99

01; Habop v—MmTach— topom PhPID
of :—6ap auTnbym» HMO cecThb» WA CyGeTaHuym =pch 889

. IDNe Brand A oyatmans 12Srai mn (O'Vimu) " ﬁimmimﬁ“&mﬁ: ::rhjfgg 0

W[ aktyeHocTY chopmbl cybenty v manTe99
PucyHok A.1 — MnntocTpaums ceBssu mexay naeHtndmkaropamum MPID n PhiD

MpunmeuaHne — Cm.: NCO 11616. nogpasaen 6.1. pucyHok 3.
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Mpunoxexve B
(cnpaBoyHoe)

Mepapxusi ynakoBku

Ha pucyHke B.1 nokasaHo Mcnosib30BaHUe YHUKasbHbIX MAEHTUMKATOPOB JIEKAPCTBEHHOTO CPEACTBA A1 KaXkKao-
r0 YPOBHS YNaKOBKM (T. B. 4151 «Mepapxuu YNakoBKu*), a TakKe CBA3M MEXAY NepapXusmMi YNakoBKW 1 NCMOMb30BaHNEM
[LONOSTHUTE/BHOM MHpopMaLuK, cogepxatleiics B aTpubyTax /1eKapCTBEHHOTO CPEACTBA, BK/Uas HOMep Cepumn 1 Cpok
rogHocTU. TpeGoBaHWs K MapkupoBKe (MAEHTUMKALIMM) MOTYT 3aBUCETb OT XapaKTePUCTHK IeKapCTBEHHOMO CPEACTBa.

MepBuyHas ynakoska GT1IM unu
GTI1N ¢ HOMEp cepun ¢ CPOK FOHOCTH

BropuuHas ynakoska A T|u , HOvop cepuu MCpoK rogHOCTM uim
GTIN + HOMep cepvu @CPOK rOAHOCTU « CEPUiiHbIA HOMEp

YnakoBka TPeTbero ypoBHsi
GTIN ®HOoMep napTum » CPOK rOAHOCTU Unun

GTIN e HOMEp NapTiM * CPOK FOAHOCTN ~ CepuiiHbIii HomMep

GTIN + HoMep napTuu ¢ CPOK rOAHOCTU NN
GTIH a HOMep napTuM * CPOK FOAHOCTY * cepuiiHblii Homep

PucyHok B.1 — Vepapxus ynakoBku

NekapcTBeHHble cpeAcTBa B NEPBUYHON yNakoBKe MOTYT BK/1ablBaTbCA B pasHble BTOPUYHbIE yNakoBku. Hanpu-
Mep. BO BTOPWYHbIE YNaKOBKM MOXET ObITb B/IOXEHO 24 nnu 96 6nmctepos, cogepxalymx 12 kancyn Dourfive 20 mr (nep-
BUYHas yNnakoBka). Te e 67McTepbl MOryT NOCTaBATLCA B APYIMX BTOPUYHBIX YNaKOBKaxX Ha pasHble PernoHasibHble pPbiH-
kn (Hanpumep, B LUBeliuapuio. benbruio). Mpon3soanTenb UCMONb3YeT OANH U TOT xe Homep GTIN ana naeHTucmkaumm
kancyn DourSve 20 Mr B NepBUYHbIX YNakoBkax, HO BTOPMYHbIM ynakoBkam 6yayT npucsoeHsl apyrne Homepa GTIN. Kak
rnoxasaHo Ha pucyHke B.1, npu 1cnosib30BaHnn MallMHOYNTAEMOro Mex/yHapoAHOro Koja A1 MapKMPOBKA NEepBUYHbIX
YyNaKoBOK /IekapCTBEHHbIX NpenapaToB UAeHTU(MKaLMA NepBMYHON YNakoBKN NIEKAPCTBEHHONO CpeacTBa A0/DKHA OTNN-
yaTbCs OT MAEHTUNKALMN BTOPUYHON YNaKOBKU.

Mpy Mapk1poBke NEPBUYHON YTTaXOBKM MEXAYHAaPOAHLIMU MaLLMHOUMTAEMbIMU KOAaMM1 NPOU3BOANTENSIM HEOBXO-
[VMa BbICOKOCKOPOCTHas Nevarb HoCUTesNei AaHHbIX, MMELLMX HebOoMbLLYI0 MOBEPXHOCTb. Bbll0 NokasaHo, YTo CUMBO-
nbl DataMatrix [20] nyuiue Bcero NpuUrogHb! ANs 3TMX Lenew.
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Mpunoxexue C
(cnpaBoyHOE)

CBAa3b mexay MPID, PCID n GTIN

Ha pucyHke C.1 nokasaHa cBsi3b Mexay ngeHtudgukaropamu MPID. PCID n Homepamu GTIN gnst Tex cnyyvaes, Kor-
[la OfiHYy U Ty e MepBUYHYIO YNAKOBKY BbIMyCKAIOT Ha PbIHOK B Pa3/IMYHbLIX BTOPUYHBIX ynakoBkax (no Asa 6iucrepa nu.
COOTBETCTBEHHO, N0 0AHOMY 6AMCTEpY).

NaeHTudmkatop PCID siBnsieTca KOHkaTeHaumel ngeHtudmkatopa MPID 1 cermeHTa Kofga onmcaHusi ynakoBku,
naeHTucuumpytowero es Tvn (cM. MCO 11615, nyHKT 6.3.1).
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MpunoxexHne D
(cnpaBoyHoe)

MpuMepbl UAEHTUDNKATOPOB YNaKoBKM

B HACTOALLEM NPUIOXKEHUN NPUBELEH TUMNOTETUYECKUIA NPUMEP UAEHTU(UKALMM YNAKOBKW. B HEM MCMO/b30BaHbI
BbIMbILL/IEHHbIE HA3BaHMsl, HO OH MOXET C/YXWTb WMIIOCTPALMEN TOTO, KaK WAEHTUMKATOPBI YNAKOBKM NpUcCBavBatoTcs

B pa3HbIX OPUCANKLMSIX.

dupma Safedrug Ltd paspaboTana HOBOe /leKapCTBEHHOE CPELCTBO, KOTOPOe CHavasa 6bl/10 nNpeAcTas/ieHo Ans
peructpaumun B opraHusaumio FDA (CLUA), a 3aTem B perynvpytoLime opraHbl €Bponencknx crpaH. JIekapCTBEHHbIV npe-
napat 6yaeT umMeTb MeXxayHapoAHOe HenaTeHTOBaHHOe HauMeHOoBaHne «Sweetopamy.

Mo nopyyeHunto opraHnzaumm FDA areHTCTBO N0 TEXHUYECKOMY 06CMYXUBAHWIO NPUCBOUIIO NIeKapCTBEHHOMY cpef-
cTBy Sweetopam ngeHtudgmkatop «adb123» B KauecTBe ngeHtucpukatopa PhPID nepBoro ypoBHs. 3Ta ngeHTudmkaums
6yeT NCNoNb30BaTbCS BCEMU PErYNPYIOLLMMU OpraHamu.

B tabnuue D.1 npusefeHbl NpUMepbl NAEHTUMNKATOPOB YNAKOBKM Ha Pa3HbIX PbIHKax.

Ta6nuuya D1 — lMpumepbl MAEHTUHNKATOPOB YNaKoBKW Ha PasHbIX PbIHKaX

Mpumep 1 PbiHok CLUA

OpauH naeHtudmkatop PhPID L4

[Be hopMbl ynakoBKy

OfHo paspelueHne

OpvH naeHTudrkaTop MPID

[Ba naeHtudmkaropa PCID

HauoHasbHbIi
(NDC)

Homep GTIN
(BkntovaeT B cebs NDC)

Koz,

Homep GTIN 6auctepa

Mpumep 2 PbiHOK HuaepnaHaos

nekapcrtea

OpvH naentudmkatop PhPID L4

Sweetopam 6ygeT BbinyLleH Ha pbiHOK CLUA B TBepaoii dhopme ans
ynoTpe6neHust BHyTpb (Mo 20 Mr) B 6imcTepHoli ynakoske no 10 kan-
cyn. HassaHue: «Sweetdream»:
Kancyna sweetopam 20 mr Kancyna sweetopam 20 mr

Kancynbl Sweetdream 20 mr B Kancynbl Sweetdream 20 mr B
ynakoske o 30 kancyn ynakoske no 100 kancyn

MonyueHo ot US FDA ansa kancyn Sweetdream no 20 mr

MPID (FD-12345-123)
ans kancyn Sweetdream 20 mr

Boigan US FDA:
- 01 (kancynbl Sweetdream 20 mr
B ynakoBke no 30 kancyn)

Bbigan US FDA:
- 02 (kancynbl Sweetdream 20 mr
B ynakoske no 100 kancyn)

MPID+PCID coctasnsatwot NDC:
1234512301

MPID+PCID coctasnsoT NDC:
1234512302

GTIN 312345123017 GTIN 312345123024

BIXXXXXXXXXX BLXXXXXXXXXXXX

Sweetopam 6yfeT BbiNyLleH Ha PbIHOK HuaepnaHaos B TBepAoi
chopme 451 ynoTpebieHnst BHYTpb (1o 20 Mr) B 6/IMCTEPHOI ynakoBke
no 10 TabneTok n Bo oiakoHe no 250 TabneTok

TabneTka sweetopam 20 mr TabneTka sweetopam 20 mr

[Be (hopMbl ynakoskm

OfHo pa3pelleHne

OpwvH naentudmkaTop MPID (Z-Index)

[Ba naeHtudmkaropa PCID

Zl-nr (Z-Index)

Howmep GTIN 6nmcTtepa (MoH)

Homep GTIN ynakosku (MoH)

Tabnetkn Siaapzacht 20 mr. B
ynakoske Tpu 6nuctepa no 10
TabneTok

Tabnetkn Siaapzacht 20 wmr. yna-
KOBaHbI BO 0/1akOH, coepxatLuii
250 Tabnetok

MonyueHo oT HuagepnaHackoro coseTa MO OUEHKE MeAULMHCKMX
cpeactB (MEB): Homep RVG 012345

HPK 1123456

15123456
8712345600044
8712345600051

15789012

8712345600068
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OkoHuaHve Tabnuupbl D. 1

Mpumep 3 PbiHOK HraepnaHaos

20

OpyH PhPID L4

[Be (hopMbl yNakoBkm

[Ba paspelenus (EC)

EC-Homep
OpuH npeHtudmkatop MPID (Z-Index)
[Ba naeHtndmkatopa PCID

Zt-nr (Z-Index)

Howmep GTIN 6nuctepa (MoH)

Homep GTIN ynakosku (MoH)

Sweetopam 6yaeT BbiMylleH Ha PbIHOK HuaepnaHaoB B TBEpAOi
dopme gns ynotpebnerns BHyTpb (o 20 Mr) B 6MCTEPHOI ynakos-

ke no 14 TabneTok
Tabnetka sweetopam 20 mr

Tab6netkn Slaapdiep 20 mr, B yna-
KOBKke Tpn 61mcTepa no 14 Tabne-
TOK

TabneTtka sweetopam 20 Mr

Tabnetkn Slaapdiep 20 mr. B yna-
KoBKe ceMb 6nmncTepoB no 14 Ta-
61eToK

MonyyeHo ot EBpOHeﬁCKOFO areHTcTBa no NnekapCTBeHHbIM Ccpen-

ctBam (EMA)
EU/1/00/999/004
HPK 1123456

15345678
8712345600075
8712345600099

EU/1/00/999,'006

15901234
8712345600075
8712345600015
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MpunoxeHne A
(cnpaBoyHoe)

CBefieHns1 0 COOTBETCTBUU CCbINTOYHbIX MeXAayHapogHblX CTaHA4apToB
HauMOHaNbHbIM CTaHA4apTam

Ta6nuuya JAN

O603HaueHe CCbUIOYHOrO CreneHb

MeXayHapOHOro CTaHaapTa COOTBETCTBYS
1ISO 11615 HOT
ISO/IEC 15415 HOT

ISO/IEC 15416 —
1ISO 28219 —
I1ISO 22742 oT

O603HaueHVIe N HaMMEHOBaHVe
COOTBETCTBYHOLLETO HALMOHA/IBHOTO CTaHaapTa

FOCT P ICO 11615—2014 «W HdopmaTusaumsa 340poBbs. MaeHTun-
hrKaumsa NekapcTBEHHbIX CPEACTB. DNeMeHTbI AaHHbIX U CTPYKTYPbI
O/151 YHUKaNbHOW naeHTudukaumm n obmeHa nHdopmaumein o peru-
CTPUPYEMbIX IEKAPCTBEHHbIX CPEACTBAX»

FOCT P NCO/M3K 15415—2012 «/HhopMaLMOHHbIE TEXHOMOMMN.
TexHONorum aBTOMATUYECKOl uaeHTUdMKaumm n cbopa AaHHbIX.
Cneumdmkaums UCnbITaHNin CUMBOSIOB LUTPUXOBOTO KOAA A8 OLeH-
KW Ka4yecTBa neyatu. [lBymepHble CUMBOSbI»

FOCT P NCO 22742—2006 «ABTOMaTtnyeckas ngeHtudukaums. Ko-
[upoBaHue WTpuxoBoe. CUMBOSIbI JIMHENHOIO LUTPUXOBOTO KoAa U
[ByMEpHblE CUMBO/IbI Ha yNakoBKe NPOoayKLmn»

* COOTBETCTBYIOLMIA HALMOHANbHBIN CTaHAAPT OTCYTCTBYET. [I0 ero yTBepXAeHUsi PEKOMEHAYETCs UCMOb30BaTb
nepeBo/, Ha PYCCKUii A3bIK AaHHOTO MEXAYHApOAHOro CTaHaapTa.

MpumeyaHne — B HacTosALel Tabnuue NCNOMb30BaHO Crefyollee ycroBHoe 0603Ha4YeHne CTENEeHN CooT-

BETCTBYWSA CTaHAAPTOB:
- lOT — naeHTNYHbIe cTaHaapThl.
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