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BBeneHue

Bo Bcem Mupe opraHbl ynpaeneHus 3apaBooOXpaHeHusl, NOCTaBLUMKN NIEKaPCTBEHHbIX CPEACTB U Meau-
LIMHCKOM NOMOLUM CTanKMBaloTCs Co Bce Boriee BO3pacTaloLen HEOOX0ANMOCTBIO B 0BecneyeHnn HagexHo
3aLlmLLEHHON 1 6e30nacHO LLENOYKM NOCTABOK NEKAPCTBEHHbLIX CPEACTB. VX OCHOBHASA Lieflb — onTumarbHas
6e30nNacHOCTb ANS XXU3HM U 300POBbSA NaLMEHTOB. Takue MexayHapoaHble opraHusauun, kak Bcemupras op-
raHusauus sgpasooxpaHeHuna (BO3) n Coset EBpOnbI, HApAAY CO MHOTMMU APYrMMW OpraHn3auuamMu 3apaso-
OXpaHeHWs TaKKe 3aHMMAaloTCA NOUCKOM YCTOMYUBBIX CUCTEM, MPUMEHEHUE KOTOPbIX MOBLICUT HEPYLLMMOCTb
obuert UenoCTHOCTM LeNOYKM NOCTABOK, MO3BOMMT NPOTUBOAENCTBOBATL panbCUUKALIMM NEKAPCTBEHHbIX
CpeacTB 1 TEM caMbiM ByaeT rapaHTMpoBaTb 6€30NaCHOCTE NALMEHTOB, B 0CODEHHOCTU MPW OKa3aHWUU Meau-
LIMHCKOW MOMOLLMA.

MawmuHounTaeMoe KOAUPOBaHME SAABMAETCS TEXHONOIMEN, OTBEYaloLWen AaHHbIM 3anpocam. Takum 06-
pa3oM, OCHOBHAaS LieNb HACTOSALLEro craHaapTa — 3T0 NpejocTaBfieHne pykoBoACTBa ANA MaLUMHOYMTAEeMO-
ro KOAUPOBAHUSI, OCHOBAHHOIO Ha YHUMPULMPOBAHHBIX U rAPMOHU3MPOBAHHBLIX MEXAYHAPOAHBIX CTaHaapTax,
ANS LUMPOKOTO NPUMEHEHUSA MUPOBbIM COOGLLECTBOM.

B HacTosilem ctaHaapte BblaeneHbl Tpe6oBaHNA K peanu3aunm MexayHapoaHoro MalumHOYUTaemMoro
KOAMPOBaHUA YNakoBOK NEKAPCTBEHHbIX CPEACTB B LIENOYKE NOCTABOK ANA HYXA 3ApaBooxpaHeHus. OHu no-
MOratoT BCEM 3aMHTEPEeCOBaHHbIM CTOPOHAM PEanu3oBbIBaTb, UCMOMb30BATh M ONTUMU3MPOBATL TEXHOMNOTUIO
aBTOMaTU4ecKoi uaeHTudukauum n ngentudukayun cbopa ganHoix (AIDC), yaensas oco6oe BHUMaHWE BO-
npocam uHdopMarTm3aummn 3qopoBbA. B 9TOM OTHOLLEHMM HACTOALUMI cTaHaapT gononHaet MCO 11615.

Tak kak TexHonorna AIDC npenoctaBnsieT LWMPOKUIA CNEKTP BO3MOXHbIX PELLEHWNIA, B YACTHOCTU OCHO-
BaHHbIX HA LUTPUXKOAAX, B HACTOALIEM CTaHaapTe ocoboe BHMMaHWe yAensercs CTPOromy orpeaeneHuio
CTPYKTYp, NPeAO0TBpaLLaloLLnX HEOAHO3HAYHOCTb NPU KOAMPOBaHWUK U cBope nHdopMaLmm.

Kpome TOro, cemaHTuka KOAMpPYeMbIX AaHHbIX MOXET OblTb OnpefeneHa psaoM opraHusauui (Take
UMEHYeMbIX «u3daTenem»), NpuyeM OAHM U3 HUX CBA3AHbI C KOMMEPYECKON AEATENbHOCTLIO, ApyrMe noj-
YEPKUBAIOT HAUMOHANbBHYIO NPUHAANEXHOCTb, 8 OCTanbHbIe HanpaeneHbl Ha pa3paboTky ctaHaapToB. Hacro-
SALLMIT CTAHAAPT OCHOBAH Ha cucTeme cranaapros GS11.

Bo Bcem mupe B GonbLuei YacTh NOCTABOK ANA HYX 34PaBOOXpaHEHus (Hanpumep, o6paboTaHHbie
NPOAYKTbI, OPUCHbIE MPUHAANEXHOCTU, NPEAMETEI OAEXAbLI, MEAULMHCKME yCTpoucTea u obopyaosaHue,
MeaMLMHCKMe TOBapbl U T. 4.) UCMONb3yeTca cucTema crtaHaaptoB GS1 B covetaHumn ¢ TexHonoruen AIDC,
MOCKONbKY 3Ta CMCTeMa OXBaTLIBAET MHOIO oTpacsei u rnobansHO peanusosaHa. flocTuxkeHne uHTeponepa-
6enbLHOCTU B LIeNo4Ke NoCTaBoOK yNpoLLaeTcs, ECNu B pamkax foboro cermeHTa pbiHka, BKIO4as 3apaBooxpa-
HeHue, NPUMEHSIOT O4HY CUCTEMY.

Hacroawuii ctaHgapT npeaocTaBnseT pykoBOACTBO NO peanu3auun pewenun AIDC B 3apaBooxpaHe-
HWUK, NpeaHasHa4YeHHoe ANs KOHCTPYKTOPOB YNAaKOBKKU, CNEeUManucroB oTaena HOpMaTMBHO-NPaBOBOrO pery-
NMpOBaHuUsi, ONepaTopoB, 3aHUMAIOLLIMXCS NTOTMCTUKON, a TaKKe ANs APYrMX CNeLManucTos.

1) GS1 aBnseTcA 3aperncTpMpoBaHHOR TOproBoin Mapkoii. Jlioboe Mcnonb3oBaHWe TOProBblIX MAapoK B HACTOSALLEM
CTaHAapTe CryXUT UHPOPMaLWMOHHLIM LiensaM 1 Ans yaobcTea nonb3oBaTens U He ABNAETCA peKnaMoi fekapCTBEHHOTO
cpeacTBa.

v
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HALULMWOHANBbHBIN CTAHAAPT POCCUMNCKOW GENLEPALUUM

MndopmaTusaumnsa 3nopoBbA

TPEBOBAHUA K MEXXOYHAPOAHOMY MALLMHOYUTAEMOMY KOANPOBAHUIO
MAEHTUPUKATOPOB YNAKOBOK JIEKAPCTBEHHbLIX CPEACTB

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

Dara BBeaeHna — 2018—01—01

1 O6nacTb NnpUMeHeHus

Hacroswumii cTaHaapT COAEPKUT PYKOBOACTBO NO UAEHTUMMKAUMU U MapKUPOBKE NEKapCTBEHHbIX
CPeACTB — OT MOMEHTA M3roTOBIIEHUSA YNAKOBAHHOIO NIeKapCTBEHHOIO CpeaCTBa 40 MOMEHTA ero oTnycka.

B HacTosilueM cTaH4apTe BblAeneHbl Nyydlune MeToankn ana TexHonorum AIDC, 0CHOBaHHON Ha LUTPUXO-
BOM KOAMUpPOBaHWU. [Tonb30BaTENM TEM HE MEHEE MOTYT paccmaTpuBaTh TpeboBaHUA K MHTeponepatenbHOCTU
KoauMpoBaHuA Ansa apyrux texHonornii AIDC, Hanpumep UCNONb3YIOWMX PaanoYacToTHYIO naeHTudunkaumio
(RFID).

2 HopmaTuBHbIE CCbINTKU

B HacTosiLeM cTaHaapTe Mcnonb30BaHbl HOPMATUBHBIE CCbINKU HA CNeAyIOWLMe MEXAYHAPOAHbIE CTaH-
Japtel. [Ina AaTMPOBAHHbLIX CCbINTIOK NMPUMEHSIIOT TONbKO YKa3aHHOE M3[aHue CCbINIOYHOro AOKYMEeHTa, An
HeJaTVPOBAHHbIX CChINOK MPUMEHSIOT NOCNEAHEE U3AaHUE CChINIOYHOTO JOKYMEHTA (BKNI0Yasa BCE USMEHEHUS
K HEMY):

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHcpopmaTusaumsa 3ao-
POBbS. 3NEMEHTbI AaHHbIX U CTPYKTYPbI ANS YHUKANbHOW uaeHTudMKaLmum u oomeHa nHdopmauuen o peru-
CTPUPYEMBbIX NMEKapCTBEHHbIX CPEeACTBax)

ISO/IEC 15415, Information technology — Automatic identification and data capture techniques —
Barcode symbol print quality test specification — Two-dimensional symbols (MH(popMaLNOHHbIE TEXHONOTUW.
MeToabl aBTOMaTUYECKON MAEHTUMUKALMKN U BbiAeneHusl AaHHbiX. Cneyndukauma Ha onpeaeneHue kadve-
CTBa neyatu LUTPUXOBOro koga. [ByMepHbie CUMBOSIbI)

ISO/IEC 15416, Information technology — Automatic identification and data capture techniques —
Barcode print quality test specification — Linear symbols (MHdopmauuoHHble TexHonorum. Metoabl aBToMma-
TU4eckol naeHtTudukauum u coopa gaHHbix. Cneyudmkauma Ha onpeaeneHne KayecTaa nevaTu LWTPUXOBOro
koada. JInHenHble CUMBONbI)

ISO 22742, Packaging — Linear bar code and two-dimensional symbols for product packaging (Ynakos-
ka. JInHEeHbIN WTpUXxKoa U ABYMEPHbIE 0003HAYEHUS HA YNAKOBKE NpoAyKTa)

1ISO 28219, Packaging — Labelling and direct product marking with linear bar code and two-dimensional
symbols (YnakoBka. STUKETUPOBaHME 1 NPAMAA MAPKUPOBKA U3AENUA NMMHENHBIM LUTPUXKOAOM W ABYMEPHbI-
MU CUMBOamMu)

3 TepMuHbI, oNpeaenieHNa U COKpalLeHus

B HacToALLEM CTaHAapTe NPUMEHEHBI CREAYIOLLIME TEPMUHBI C COOTBETCTBYIOLUMMM ONPEAENEeHUIMMU:

M3paHue ocpuumansHoe
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3.1 TepMUHBI U onpeaeneHus

3.1.1 npenTudukaTop npumenenusn (application identifier, Al): Mpedukc GS1'): onpeaensowmii 3Ha-
YeHWe U Lenb anemMeHTa AaHHbIX, criegytowero 3a npedmkcom, B cootsetctum ¢ MICO/M3IK 15418 n obwuen
crneundukaumen GS1.

[MCO 19762-1:2008, 01.01.94]

3.1.2 aBTomMaTnveckana naeHtudmkauma u co6op aaHHbix (automatic identification and data capture,
AIDC): MeTOoAbl M TEXHOMNOrMU aBTOMaTUYECKON AEHTUMUKaLMM 00LEKTOB, COOpa AaHHbLIX N0 3TUM 06bEKTaM
W HENOCPeACTBEHHOMO CYUTLIBAHUS AAHHbIX B KOMMNbIOTEPHBbIE CUCTEMbI, MUHYS PYYHOW BBOA.

MpumeyaHune — MeToabl M TEXHONOMU, KOTOPbIE, KaK NMpaBKIo, paccMaTtpmBatoT kak YacTb AIDC, BKMtovatoT
LUTPUXKOAbI, KOTOPbLIE MOTYT ObITb JIMHEAHBIMUA UMW LBYMEPHBEIMW CUMBONAMU, U TErW/Yunbl pagno4acToTHON UAEHTUdN-
kauuu (RFID).

3.1.3 ayteHTMdukauua (authentication): CpaBHeHue atpubyToB camoro oObekTa ¢ TeM, YTO UBBECTHO
00 ob6bekTax nogobHOro NPOMCXoXKAEeHUS.

MpumedaHue — MNOMUMO SABHbIX, HEABHbLIX M/UNWN KPUMUHANUCTUYECKUX peLLeHniA aTpubyThl BKIo4atoT B cebs
YHUKanbHbIA naeHTUduKaTop.

3.1.4 BAID_1: YHuKarnbHbIn naeHTUUKATOP, NPUCBOEHHLIN KOHKPETHOW CEPUMN NEKAPCTBEHHbIX CPEACTB
U pasMeLLeHHbIN Ha BHELLHEW ynakoBKe fleKapCTBEeHHbIX CPeacCTB.

3.1.5BAID_2: YHuKanbHbIn naeHTUUKaTOP, NPUCBOEHHbIN KOHKPETHOW CEPUN NEKAPCTBEHHbIX CPEACTB
1 pasMeLLeHHbIN Ha NepBUYHON YNaKOBKE NEKapCTBEHHbIX CPEACTB (HE HA BHELUHEN).

3.1.6 cepusn (batch, lot): OnpegeneHHbIi BbINYCK NEKAPCTBEHHbLIX CPEACTB UMK U3aenui, Npou3BeaeH-
HbI U3rOTOBUTENEM.

[MCO 11615:2012, 3.1.7 — moaudumumpoBaHo, B opurinHane gobasneHo «lot» B kayecTse npeanouuta-
€MOro TepMuHal

3.1.7 Homep cepum (batch number, lot number): UaeHTudukaTop, HasHaYEHHbIN ONpeaenNeHHON NapTUn
neKkapcTBEHHbIX CPEACTB UMK 3MeMeHTa, SABNAILLErocsa pe3ynsratoMm npouecca U3rotoBneHus, ocyLecTBns-
€MOro B OMNpeaeneHHbI MOMEHT BPEMEHMU.

MpumMedaHus
1 Homep napTuu No3BONsET NPocrexuBaTb UCTOPUIO €€ U3TOTOBIEHUS.
2 Homep naptum cocTouT u3 cepuit cumaonos ASCII.

[MCO 11615:2012, 3.1.8 — moguduUMpoBaHO, B opurmHane aobaeneHo «lot number» B kayecTtse npea-
no4YnTaemMoro TepMmnHal

3.1.8 wrtpuxkon (bar code): OnTuyeckoe MaLMHOYMTaeMoe NpeacTaBneHne AaHHbIX, AEMOHCTPUPYIO-
Lee aaHHble 06 06bEKTE, K KOTOPOMY OHO NPUKpPennsaeTcs.

MpumedyaHune —[lepBoHa4YanbHO LUTPUXKOALI NPEACTaBNANM AaHHbIE C MOMOLLBIO Bapuauuv LWWPWUHLI napan-
nNenbHbIX TMHUA 1 NPoBenoB MeXay HUMKU, MOSTOMY OHU MOTYT Ha3blBaTbCH SIMHENHBEIMW UMW ogHOMepHbIMU (1D). Mo3a-
Hee OHM MpeBpaTUIUCh B MPAMOYFOMbHUKK, TOYKM, LUECTUIPAHHWKN U L pYre reOMeTPUYECKUE Y30pbl B ABYX U3MEPEHUSX
(2D). U xoTs1 aBYMEpHbIE CUCTEMBI UCMONB3YIOT MHOXECTBO CUMBOIOB, UX, Kak NpaBuio, Takke HasblBaloT LTPUXKoAaMM.

3.1.9 otnyck nekapcTB (dispense medication): [MoaroToBKka n OTNYCK NeKapCTBEHHbLIX CPEACTB B COOT-
BETCTBUU C PELENTOM.

MpumeyaHune — OH BKNYaeT B cebs oLeHKY dapMaLeBTUYECKOW MPUEMMEMOCTH, BKIOYasa MOALEPKKY
peLueHui.

3.1.10 danbcuduumupoBaHHbie nekapcTBeHHble cpeacTBa (falsified medicines): MoaaenbHbie ne-
KapcTea, BblAaBaeMble 3a HacTosLMe, paspeLleHHble MeguLUHCKUe npenaparbl.
[European Medicines Agency]

MpuMmedaHusn

1 MoryT 6bITb 3arpsA3HeHHEIMU UMW COAEpXaTb HeMpaBUibHbIe UMW HEaKTUBHbLIE MHIPenueHTbl. MoryT Takke co-
JepxaTb NpaBUNbHbIA aKTUBHbLIA MHFPEAMEHT B HenpaBUIbHON Jo3e.

2 BOS3 wucnosnbayeT MOHATUE «IOXHBIX/HEMPABUIIBHO NPOMapKUpoBaHHbIX/anbscuguUMpoBaHHbIX/NoASenbHbIX
(SFFC) nekapcTs».

1) GS1 sBnseTca 3aperucTpupoBaHHoOl TOProBoit MapKoii. [Tlo6oe UCNONbL30BaAHME TOPTroBbIX MapOK B HACTOALLEM
CTaHfjapTe CNYyXWT B WHMOPMaLMOHHBEIX Uensax W ANs yaobcTea nonb3oBaTens U He SBMsSeTCs peknamoi ans
pacnpocTpaHeHUs NeKkapcTBeHHOro cpefcTaa.

2
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3.1.11 rmo6anbHbIN naeHTMMUKALMOHHBIN HOMEpP nNpeaMeTa Toproenu (global trade item number,
GTIND): Homep, ucnonb3yemblii Ans BCEMUPHOI YHUKAMNBHOI naeHTUdMKaLmum TOBapoB.

lNMpumepn!

1 Knmroy udenmugpuxkayuu GS1, cocmosuuill u3 npeguxca komnanuu GS1, Homepa no3uyuU U KOHMPOJsib-
HoU yugphbl.

2 lMpumeHaemcs 0nsa udeHmuguKkayuu npedmMemos mopa0esiu, Hanpumep apmayeemuvecKux npenapa-
moe u MeduyUHCKUX ycmpolicme.

Mpumevyanue — Ceasb Mmexay uaeHtudpukatopamu MPID, PCID u GTIN npuBesieHa B npunoxexumn C.

[MCO/M3K 15420:2009, 3.7 — moaucuunposaHo, AoGaBNEeHbl NPUMEpPDLI; A00aBNEeHO nNpumedaHue 1;
yaaneHa anuna umdp]

3.1.12 cucrema 3gpaBooxpaHenus (healthcare system): OpraHusaums nogen, yupexxaeHun n pecyp-
coB, oGecnevyunsaoLwwas npegocTaBneHue MeguUMHCKON NOMOLLY LIefIeBOW rpynne HaceneHusl.

3.1.13 upentudukauua (identification): Cnocob obHapyxeHus uidopmauyuu o6 obbLekTe, Hanpumep
npeamete TOproenu, B cuctemax UT, Takux kak 6a3bl 4aHHbIX.

MpumevyaHue — OTHOCUTCA K MOCIIEAOBATENBHOCTU CUMBOSIOB (UMPPOBLIX UMMM TeKCTOBLIX). MaeHTUdDU-
KaTop JomkeH GbiTb YHUKaNbHOW MocriefoBaTeNibHOCTU, CTPYKTYPUPOBaHHOW B COOTBETCTBUU C BCEMUPHO 0f0GpeHHOM
apXMTEKTYPOMN UMM CUHTAKCUCOM W MOXET NUBO cofiepXaTb, TMGO He coaepXaTb BCTPOEHHOE 3HaYeHue.

3.1.14 cxema uaeHTnduKauumn, npocTpaHcTBO UMeH (identification schema, namespace): Kontennep
MHOXeCTBa MOEHTUMUKATOPOB, NO3BONAIOLLMIA YCTPAHUTL HEOAHO3HAYHOCTb OAHOMMEHHBIX AEHTUdUKATO-
poB, NpUHaaNexaLumux Apyron cxeme naeHTudukauum.

3.1.15 npentudukarop (identifier, ID): Onucanue, siBnAOWEECa A0CTATOMHbIM, ANA NPeACTaBneHus
obbekTa B 3a4aHHON CXxeMe uaeHTudukauum cpeasoi.

3.1.16 mawmHouyuTaemoiit koa (machine readable code): Koa, untaembiit MalWwMHON, coaepaLLmn
UHOPMAaLUMIO, UCNONb3YyEMYIO ANSl YCTAHOBNEHUA CBA3U MexXay husndeckum ob6bekTom, Hanpumep yna-
KOBKOW NMEeKapCTBEHHbIX CPEACTB, U UCTOYHMKAMU AAHHBIX, K NPUMEPY MEAULMHCKUMU, NPON3BOACTBEH-
HbIMW, NOTUCTUYECKUMU CUCTEMAMMU KOAMPOBAHUA NMOO TEMU, YTO CBA3aHbI C BO3MELLEHMEM 3aTpaTt Ha
neveHwue.

3.1.17 npouecc usrorosneHus/usroroernelue (manufacturing/manufacture): NMpouecc nponssoacTea,
BKNovas npuobpereHue Bcex Tpebyembix MaTepuanoB Ha BCex CTaansax 06paboTku, BKIMIOYASA 3aKMOUYMTENb-
HYIO YNakoBKY NPOAYKLUK.

3.1.18 peructpauuoHHoe yaoctoBepeHue (marketing authorization): PaspelueHue, BoigaBaemoe op-
raHOM, PErynupyroLLuM BbIMYCK NTEKAPCTBEHHbLIX NpenapaToB Ha PbIHOK.

[MCO 11615:2012, 3.1.40]

3.1.19 obnapatenb perucTpauuoHHoro yaocroeepenus (marketing authorization holder): Opranu-
3auus, obnagatowas ygoCTOBEPEHMEM, pa3peLLaloLLMM BbiMyCK JIeKapCTBEHHOMO CPeACTBa Ha PbIHOK B He-
KOTOPOW KOPUCAUKLUN.

[MCO 11615:2012, 3.1.38 — mMoandumumupoBaHo, 06aBNEHO «pa3peLLaloLLMM BbIMyCK NIEKAPCTBEHHOTO
CpeACTBa Ha PbIHOK B HEKOTOPOW IOPUCAUKLIUNY]

3.1.20 nekapcTBeHHOe cpeacTBo (medical product): nioboe BeLecTBO UM KOMOUHaLUUS BELLECTB, KO-
TOPbIE MOTYT ObITb Ha3HAYEHbI YEMOBEKY A1 NEYEHNUs Unu npocunakTukm 3abonesaHus ¢ LEnbo ANarHocTu-
Ku unu peabunurayun, KOpPeKUUn Unm naMmeHeHust husnonornyeckmx pyHKLMA.

MpumeyaHue — Takoe Xe onpeaeneHne NPUMEHUMO K BETEPUHAPWU.

[MCO 11615:2012, 3.1.49 — MoamduumMpoRaHo, yaaneHsl pasa «unu XMBOTHOMY», a TAKKe NpuMeya-
HUA 1, 2 u foBGaBnNeHO HOBOE NpUMeYaHue.]

3.1.21 npenTudukaTop nekapcreeHHoro cpeactea (medical product identifier, MPID): MaeHTuduka-
TOP, NPUCBOEHHbIN NEKapCTBEHHOMY CPeZICTBY B 1OMONHeHUE K NoboMy CYLLECTBYIOLLEMY PEMMCTPALMOHHO-
MYy HOMEpY, NPUCBOEHHOMY OpPraHOM perncTpauum nekapcTBeHHbIX CPEACTB B AAaHHON HOPUCAUKLMM.

[MCO 11615:2012, 3.1.50 — moaupuumnpoBaHo, yaaneHsl COBO «YHUKANbHbINY, 8 TAKXKe NpuMedaHue]

3.1.22 npeHTndpukaToOp ynakoBku rekapcTBeHHoro cpeactea (medical product package identifier,
PCID): ViaeHTudpmnkatop, NPMCBOEHHbIA YNakoBaHHOMY feKapCTBEHHOMY CPeACTBY B AOMOSIHEHWE K nobo-

1) GTIN senseTtcs 3aperncTpupoBaHHO TOproBoil Mapkol. Jltoboe ucnons3oBaHe TOProBbIX MapoK B HACTOSALLEM
CTaHfapTe CryXuT B MHOPMaLMOHHBIX Liensax v Ansa yaobctea nonb3oBaTens U He ABMNAETCA peknamoil Ans pacnpocTpa-
HEeHWs NeKapCcTBEHHOro CpeACTBa.

3
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My CYLLECTBYIOLLEMY PErncTpauuoOHHOMY HOMEPY, NPUCBOEHHOMY OPraHOM PErncTpauuMm nekapCTBEHHbIX
CpeacTB B AAaHHOW IOPUCOUKLMN.
[MCO 11615:2012, 3.1.53 — MoandULMPOBaH, yaarneHbl CI0BO «YHUKANbHbINY, a Takke npumeyaHue]

MpumeyaHune — CaaA3b Mexgy naeHtucdpukaropamm MPID, PCID n GTIN npusegeHa B npunoxeHun C.

3.1.23 o6bekTHbIN ngeHTudukarop; ON[ (object identifier, OID): MMo6anbHO YHUKaNbHOE 3HAYEHMne,
CBAA3aHHOE C 0OBLEKTOM B LIENSAX €ro OAHO3HAYHON uaeHTUUKaLuu.

3.1.24 BHewHAA ynakoBka (outer packaging): BHeWHWI KOHTEWHEP, B KOTOPOM MOCTABNAKT nekap-
CTBEHHOE CPeACTBO.

[MpumevaHue — YacTo COOTBETCTBYET «BTOPUYHOW yrakoBKe» (CM. npunoxexue B).

[MCO 11615:2012, 3.1.55 — moancuumpoBaHo, yaaneHsl npuMepsl U npuMedaHus; 406aBneHo HOBOE
npumevaHue]

3.1.25 nepapxus ynakoBku (packaging hierarchy): Cesi3b Mexay ynakoBKOIN NEKapCTBEHHOIO CpeacTBa
u ee o6beanHeHEM B BonbLUMEe/MEHbLUME KONMYECTBA.

MpumevyaHune — VnnrocTpaunsa «NepBUYO yNakoBKU», «BTOPUYHOW YNakoBKU» W T. 4. NPeAcTaBneHa B npu-
noxeHuu B.

3.1.26 ynakoBaHHoOe rfiekapcTBeHHOe cpeacTBo (packaged medicinal product): NlekapcTBeHHOe cpea-
CTBO B KOHTElHEpE, SBMSAOLLEMCS YaCTbIo YNaKkoBKU M NpefHa3Ha4eHHOM S5 NPeAoCTaBNeHus Ui Npogaxu
NeKapCTBEHHOTO CpeacTea.

MpumMeyvyaHune — STOT TEPMUH HaCTO COOTBETCTBYET «MEPBUYHON yNaKoBKe» (CM. NpunoxeHue B).

[MCO 11615:2012, 3.1.57 — moandpmumpoBaHo, 4o6aBnNeHo npumedaHme]

3.1.27 dapmakoHansop (pharmacovigilance): HayyHble nccrnegoBaHua U AeATENbHOCTb, CBA3aHHbIE
C BbISIBMEHWEM, OLEHKON, MOHUMAHUEM U MPEAOTBPALLEHNEM HETAaTUBHOIO BIUAHUA UNKU Apyrux npobnem,
CBAA3aHHbIX C NEKapCTBEHHbIMU CPEeACTBaAMMU.

[BOS]

3.1.28 npenTudukaTop nekapcTtBeHHOro npenapara (pharmaceutical product identifier, PhPID):
MpaeHTudmkarop nekapCTtBEHHOro npenapara.

MpuMedaHue — JlekapCTBeHHbI Npenapar: KONMYeCTBEHHbIA U Ka4eCTBEHHbIA COCTaB NekapCTBEHHOrO npe-
napara, NpUMeHsIeMbIi K NaLMeHTy B COOTBETCTBMU C MHGOpMaLMeid, NpescTaBNeHHON NpY ero perucTpaLuu.

[MCO 11615:2012, 3.1.60 — moanMumMpoBaHO, yaarneHo CMOBO «YHUKArbHbIN»; 40OaBNEHO NPUMEYaHUE]

3.1.29 paguovacToTHasa naeHTudukauma (radio frequency identification, RFID): BecnposoagHas bec-
KOHTaKTHasi CUCTeMa, NMPUMEHSAIOLLAS PaANO4aCTOTHLIE NEKTPOMAarHMTHbIE MONS AN NOMyYEHUs1 AaHHbIX U3
3TUKETKM 0OBLEKTA B LIENSIX aBTOMATUYECKON MAEHTUMUKALMWN U NPOCTNIEXUBAHUS.

3.1.30 npucBoeHne cepunHOro Homepa (serialization): HasHayeHne yHukansHoOro uaeHTudukaropa
(Hanpumep, HoOMepa) ToBapy (Hanpumep, ynakoBke, ALUKY Unu NoaA0HY).

MpumevaHune — NoeHTndukatop xpaHuTca B Hase AaHHbIX BMeCTe C Apyroi mHdopmauven o ToBape (Ha-
npumep, 06 usrotosutene, cepun u T. n.). NpucBoeHne HoMepa, kak NpaBuno, BKoYaeT B cebs Npon3BonbHbIA BbIGop
3almngpoBaHHoro, Mg poBoro unmn andaBuTHO-LUEMPOBOro CEpURHOro HoMepa.

3.1.31 npocnexuBanue (traceability): CnocobHOCTbL NpocnexuBarb NPOABUXKEHME PACLUMPEHHON Le-
MOYKU MOCTABOK BNepes No yKazaHHbIM CTaAuAM, a TaKke Ha3aa Ans BbISIBEHUS UCTOPUU, MPUMEHEHUST UNK
MECTOMOMNOXEHNUSA paccmMaTpuBaemMoro obbekra.

[Global Traceability Standard for Healthcare, GS1, 2009]

3.1.32 Bepudukaums (verification): YreHne yHukanbHbIX M AEHTUDULMPYIOLMX HOMEPOB U MX NPOBEPKA
B 6ase JaHHbIX.

3.2 CokpauweHus

AIDC — aBroMaru4deckas naeHtudmkaumsa u coop AaHHbIX;

PCID — naeHTuunkatop ynakoBkM NeKapCcTBEHHOMO CPeacTBa;

GTIN — rnobanbHbIn nAEHTUUKALMOHHBIA HOMep npeameTa Toproenu (cornacHo GS1);
INN — MexayHapoaHO€e HenaTeHTOBaHHOE HAaMMEHOBAHWUE;

MPID — naeHTudmkaTop nekapcTBEHHOrO CPeacTsa;

NDC — HauumoHanbHbIW KOA NnekapcTBeHHbIX cpeacTts (B cooTBeTcTBUM ¢ US FDA);

OID —06bekTHbIN naeHTudukaTop;

PhPID — ngeHTudmkarop nekapCTtBEHHOro npenapara,

RFID — paguo4actoTHas ngeHtndukayms.
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4 MpoueaypHbIe NOSIOXKEHUA

4.1 O0wWMe NonoXeHUs

B paHHOM pasaene NPeaCTaBneHbl pasnuuus Mexay uaeHtTudukaumen u HocuTenamMmmu uaeHTuduka-
TOPOB (MaLUMHOYUTAEMbIM KOAWPOBAHUEM M MPUMEHSIEMBIMUA B HEM MEXAYHapOAHLIMM cumsonamu). fanee
OCHOBHOE BHUMaHWUE yaenseTcsi NeKapCTBEHHOMY CPEACTBY U XapaKTePUCTUKAM €ro puan4eckor ynakoBku
Ha pbIHKe.

Ona o6ecnevyeHns LENOYKM MOCTaBOK, BO3MOXHOCTU NPOCMEXUBaHus M Ge30nacHOCTM MaLUEeHTOB
TpebyloT Hanuuue Hagnexaiwen MapkUpoOBKU M MAEHTUAUKATOPOB YNakoBKU (B COOTBETCTBUM C ONMUCAHMEM
MCO 11615). Tak kak BO MHOTMX CTpaHax pa3pabarbiBatoT npoueaypsl 6opbobl ¢ hanscudukaumen, MOLLIEH-
HWYeCTBOM NPV BO3MELLEHUW 3aTPaT Ha neveHue W T. 4., To B nogpasaene 4.7 obcyxaaeTca NPUCBOEHUE
HOMEpOB, T. €. uaeHTUPUKaUUA eauHuL (MU IK3eMNApoB).

4.2 NpeHTndukaumsa

B HacTosLeM cTaHaapTe nog uaeHTudukaumeii nogpasymeBaercsa cnocob, KoTopbiMm UHgopmaumsa 06
0b6bekTe, Hanpumep O ToBape, MOXeT ObITk HalgeHa B cuctemax UT, Takux kak 6asbl AaHHbIX. UaeHTuduka-
TOp 0GbEKTa COCTOUT U3 NOCNEA0BATENBHOCTM CUMBONOB (LUUMPPOBLIX U/Mnu andaBuTHLIX). Takon naeHTUdK-
KaTop AOMKeH GblTb YHUMKANbLHOM NOCnea0BaTenbLHOCTU, CTPYKTYPUPOBAHHOW B COOTBETCTBUM C rnoGanbHOM
apXUTEKTYPOM UMN CUHTAKCUCOM, U MOXET nubo copepxarb, MO0 He coflep)KaTb BCTPOEHHOE 3HaYeHue.

lMpumep — NUdenmugpukamop odHo20 nNped3anosiHeHHO20 winpuya c sekapcmeom XYZ: «7665431234887».
HNdenmucgpukamop nodnucku Ha o0Hy yciyay mesegoHHolU censu: «022 592 74 25».

YHWUKanbHOCTb MAeHTUdMKaTopa SBMAAETCA KMOYEBbIM (hakTOpoM Ansi obecnevyeHus OLHO3HAYHOM
naeHTuukaummn. BaxkHo OTMETUTB, YTO Takas Xe MocrefoBaTeslbHOCTb CMMBOSIOB MOXET UAEHTUPULMPO-
BaTb Pasfn4yHble NPeaMeTbl Uin 00BLEKTHI, NPUHaAANEXaLMe pasnuyYHbiM 00nacTam NPUMEHEHNs (MNKU KOH-
TEKCTaM), HO KaXablii YHUKanNbHbIA 0OLEKT B paMKax OAHON 06nacTu NpUMeEHEeHus1 (MNnM KOHTEKCTa) AOImKeH
Tawke obnaaarb 0HO3HAYHbIM UAEHTUUKATOPOM. YHUKANLHOCTb TaKkke KOHTPONMUPYETCS BbIOPAHHOI Cxe-
MOI naeHTuukaumm (Mnu NPOCTPAHCTBOM UMEH) U 00NacTsIMU NPUMEHEHUS (KOHTEKCTaMM) AAHHOW CXEMBI.
Takum 06paszoM, npaBuiia CxeMbl MAEHTUMKALMKM UMEIOT NEePBOCTENEHHOE 3HAYEHUe.

Mpumep — Cmpoka «7665431234887» yHukanbLHo udeHmudhuyupyem Knacc npedsanosiHeHHbIX wnpuyee
¢ nnexkapcmeom XYZ e o6nacmu npumeHeHusi «GS1». Cmpoka «022 592 74 25» oOHo3Ha4YHO onpedensiem moyKy
docmyna k eeb-koHgepeHyuu e doMeHe «HoMepa NodnucokK Ha yciyau menegoHHol censu, Llleelyapus».

MaeHTndukauuo npuMeHsIoT npyu 06paboTke AaHHbIX U 0ObIMHO KNaccuuumpytot ¢ NOMOLLbIO 00beKT-
Horo naentudukaropa (OUL), cooTBETCTBYIOLLIErO 06nacTu npuMeHeHnsa o6paboTku aaHHbIX. MaeHTuduka-
LMsA TAKKEe UCMONb30BaHa B NPOLIECCe aBTOMAaTUYeCKOW naeHTudukauum n céopa AaHHbIX.

lMpumep — OUL «2.51.1.1» onpedensiem zpaHuybl obnacmu npumeHeHuss «GS1 GTIN», e komopoli udeH-
mueghukamop «7665431234887» ssensiemcs yHuUKanLHbIM. OU[] «0.0.17.825.0.6.8» onpedensiem 2paHuybi ob6nacmu
onpedeneHus «callingPartyNumber», @ komopoii moyka docmyna k ee6-koHgpepeHyuu «022 592 74 25» sensem-
cs1 yHUKasHol.

4.3 MexxayHapoaHoe MaWUMHOYUTAEMOE KoaUpOBaHue

MalumHountaemoe KoaupoBaHMe AABNSIETCA NPOLECCOM Ansi paclumdpoBku U cOopa yHUKaNbHON UAEH-
TudukaumMu, nony4aemoin M3 HOCUTEnNs AaHHbLIX, HAaNPUMep OJHOMEPHOro UMK ABYMEPHOTO LUTPUXKOAA.

B cooTBeTcTBMM C 4.2 yHUKaNbHOE KOAMPOBAHWE HEOBGXOAMMO B Te€X crnyyasix, Korga neKapCTBEeHHbIe
CpeAcTBa npeAHasHayveHbl 4515 UCNOMNb30BaHNUSA HA MEXAYHAPOAHOM PbIHKE NPY YCIIOBUU UX MPUCYTCTBUS UMK
ecnu nHgopmaumsa 0 HUX UCMONbL30BAHA B Pa3HbIX KPUCAMKUUAX. 3TO O3HAYAET, YTO 06nacTb NPUMEHEHUs
(MM KOHTEKCT) He ABNSIETCA HaUMOHANLHOW Unu NPUBSAA3aHHOW K PETMOHY, a NPU3HaHa BO BCEM MUpe.

MexxayHapoaHoe MalUMHOYUTAaEeMOE KOAMPOBAHUE HE OrPaHUYEHO OAHOW MAEHTUUKAUUEN YyNaKkoBOK;
OHO TaKKe OXBAaTbIBAET Takne arpubyThl, KAK HOMEpP cepun, CPOK rOAHOCTU U CepuitHble HoMepa. B 3aBucu-
MOCTU OT XapaKTepUCTUK NeKapCTBEHHOro CpeacTBa AaHHble aTpubyThl HYXAAIOTCA B CEMAHTUKE, KOTopas
nossonsAna Obl OCYLLECTBNATb KOAUPOBAHUE U MOCHeayoLWMin coop nHpopMmaLmn BHe 3aBUCMMOCTU OT Npo-
NCXOXOEeHUA NneKkapCTBeHHbIX cpeacTs. NaeHTudukaTtopbl NpMMEHEHU NPegoCTaBAAT CEMAHTUKY AAHHbIX,
XPaHALMXCA B MEXIYHAPOAHOM MALUMHOYUTAEMOM KOAE, U MOTOMY AOMKHbI ObITb OAMHAKOBO UCMONb30BaHbI
Ha BCEM MWUPOBOM PbIHKE.
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4.4 JlexapcTBEHHOE CPeaAcTBO

ToproBnio yieKapCTBEHHbLIMU CPEACTBAMMU OCYLLECTBISIIOT C UCMONMb30BAHMEM Pa3NUYHbIX KOHUrypa-
LM yNakoBKU, MeXay KOTOPbIMU CyLLECTBYIOT onpeaeneHHble cBsiau. Hanpumep, nekapcTBeHHbIi npenapar
«ObesbonusaioLlee» UMEET PErMCTpaLMoHHOe yaocToBepeHne Ha Tabnetku 100 Mr (nekapCTBEHHOroO cpea-
cTBa). OTu Tabnetkn mMoryT GbiTb ynakosaHbl No 10 wr. Ynakosku no 10 Tabnetok MoryT ObiTb 06bEANHEHLI B
CBA3KW U3 NATU TaKMX YNAKOBOK; CBA3KM MOTyT GbITb ynakoBaHbl B KAPTOHHbIE KOPOOKK M3 12 CBA30K Kaxaas,
KOTOpbIE B CBOIO 04epeab MOryT ObiTb YNakoBaHbl B ALLMK AN OTrpy3ku (20 KOpOOOK B ALLMKE).

B npunoxeHun B npoaeMOHCTPUPOBaHLI TaKME CBA3M, Ha3bIBAEMbIE «UEPAPXMA YNAKOBKUY». CyLlecTsy-
€T MHOXECTBO CIOXHbIX CUTYyaLui, He ONUCAHHbIX B HACTOSILLEM CTaHAapTe, B KOTOPbIX MOTYT ObiTb NpuMe-
HEHbI T€ e NPUHLUNBI.

B nepapxum ynakoBku KaxKablii YPOBEHb YNAKOBKU AOIDKHbI ObITb MAEHTUMULUPOBAH YHUKANbHLIM 00-
pasom.

BbInyCk nekapCTBEHHbIX CPEACTB MOXET ObiTh paspeLLeH ¢ ABYMS O3MPOBKaMK unu donee, kaxxaas u3
KOTOPbIX MAEHTUMDULIMPYETCA C NOMOLLBIO PA3NIUYHOIO U YHUKANbHOTO MAEHTM(MKaTOpa NEKapCTBEHHOO npe-
napara (PhPID). NekapcTBeHHOe cpeacTBo «O6Ge3bonuBatoLLee» MOXET ObiThb BbINYLLEHO HA PLIHOK B TabneT-
kax no 100 n 200 mr. Kaxxaan U3 3TMX AO3MPOBOK COOTBETCTBYET pa3NMYHOMY NEKapCTBEHHOMY npenapary.
Ons kaxxaoi 4o3upoBku GyaeT onucaHa cBos nepapxusl ynakoBok. [1nsi nekapCTBEHHbIX CPEACTB BCE YPOBHU
YNakoBOK HYXAAIOTCA B YHUKANbHON naeHTudmkauum.

4.5 MapkupoBka

TepmuH «AlIDC» npuMeEHAIOT AN ONUCAHMA NpoLecca aBToMarudeckoro coopa (6e3 pyyHoro Beoaa
KNnoya) maeHTudukaTopa, NPMCBOSHHOTO NPeaMETY TOProBn AN 3a1aHHOrO YPOBHS YNAKOBKK C NOMOLLbIO
MaLLMHOYMTAaeMOro koauposanua. Peanusaumio AIDC OCyLUEeCTBRSIOT C NOMOLLBIO Pa3fIMYHbIX TEXHOMOTUIA,
BKITIOYAIOLLMX ONTUYECKME CUMBOSMbI, HANPUMEP LWTPUXKOALI, paanmoyacToTHyto uaeHtudukaumio (RFID) u
OUOMETPUYECKME TEXHOMOTUM.

Bonee 40 net craHOaapTU30BaHHbIE ONTUYECKME HOCUTENU, HANPUMEDP NMUHEWHDbIN LUITPUXKOA M ABYMEp-
HbIE CMMBOSbI, MPMMEHANN TOProBble NapTHepbl Ana peanusauuu AIDC. RFID paccmarpuBaloT Kak TeXHO-
NOrNK, KOTOPYID MOXHO MPUMEHSATL AN MAcCOBOI ugeHTuukauum 6e3 BMeLwaTensCTBa YenoBeka u B Ka-
YecTBe BO3MOXHOro crnocoba wupokoro npuMeHenns AIDC B ByayLuem. AHaNOrM4HO y TOProBbIX NAPTHEPOB
ocTtanucb HeBocTpeboBaHHbIMU U Apyrue pewenus AIDC, Hanpumep onTuyeckoe pacno3HaBaHue CUMMBOSIOB
(OCR) nnu 6uomeTpuyeckme TEXHONOrMU. ATO CBA3AHO C UX HEAOCTaTOMHOW 3¢PhEKTUBHOCTBIO, CAOXHOCTLIO
KOAMPOBAHUA U AEKOAMPOBAHUSA, a TaKkke C UCNONb30BaHWEM MAaTEHTOBAHHbLIX anropuTMOB. TeM He MeHee
npumeHeHune AIDC, ocHOBaHHOE Ha CTaHAAPTU30BaHHbLIX ONTUYECKUX HOCUTENsIX, NPeaoCcTaBnseT nonbL3osa-
Tenam G6onee aghdheKkTUBHbIE BO3MOXHOCTU NIOTMCTUKM U YNpaBEHUA MaTepuanbHbiMU notokamu. B cnyyae
NeKapCTBEHHbIX CPEACTB NPEAOCTaBNAETCA BO3MOXHOCTb peanudaummn AIDC Ha mecTe okasaHus MeaULIMH-
CKOM NOMOLLM.

HOCTYNHOE YMCNO BO3MOXKHBIX ONTUYECKUX CUMBOJIOB AOJDKHO ObITh OrpaHUYEHO U CTaHAapTM30Ba-
HO. ShdhekTuHas TexHonorua AIDC npumeHsieT rnobansHO CTaHAapPTU30BaHHbIE CUMBOIbLI B COMETaHUU
CO CTaHAapTU30BaHHbLIMU FNOBAaNbHO COrNacoBaHHbIMU AAHHLIMU, LWMPYEMbIMU STUMU CUMBONAMU. DTO
o6ecneunBaet o6LWYyI0 9PDEKTUBHOCTD, T. €. TE XE Camble CTPYKTYPbl OAHOTUMHBIX AaHHbLIX, 3aLUMdpo-
BaHHble MpegonpeaeneHHbiM Habopom CMMBONOB, OyayT UCMOMNbL30BaHLI B MoGOI reorpadu4eckoin unu
3KOHOMMYECKON 06acTn BHE 3aBUCMMOCTM OT TUNa TOBapoB (Hanpumep, NpoA0BOMbLCTBUE, NEKAPCTBEH-
Hble cpeacTBa, OOUCHbBIE NPUHAANEXHOCTEN U T. N.). B pedynbTaTe 3TOro NPpoM3BOAMTENN AOMKHbI CTaH-
JapTn3oBaTb CBOM NPOM3BOACTBEHHbIE NMPOLECCHI, UCNOMb3ysA COrnacoBaHHble cuMBonbl AIDC 1 ycTpaHss
pasHouTEHME.

CyLLECTBYET MHOMO YCTPOWCTB U NPOrPaMMHbIX PELUEHUI, MO3BONALLMX KOAMPOBAaTL U AEKOAUPOBATbL
JaHHble, npeacTaBneHHble cumBonamu AIDC. 3a cyeT Cnonb3oBaHWUA rnobanbHbIX CTaHAapPTOB BCE OHM CMO-
COBHbI NpeaocTaBUTb OBLLUMPHbLIA KPYr pasnuyHbiX peweHuin. MporpaMMHoe obecnevyeHne U yCcTponcTea Ha-
LieneHbl Ha NpefoCTaBNeHNe CTAHAAPTHLIX PELIeHuid, 0bnaaalowmx MHTeponepabensHOCTLIO.

Mpu maccoBOM NPOWU3BOACTBE HYXHA BLICOKOKAYECTBEHHAA neyaTb 9TUukeTok. B gononHeHue Kk npa-
BUIIbHOMY BbIGOPY ONTUYECKMX CUMBONOB (HOCMTENEN AaHHbIX) U K MPEeACTaBNEHUIO MPaBUNbHbIX AaHHbIX
C NOMOLLbIO 3TUX CUMBOMNOB, COOTBETCTBYIOLLEE NpOrpaMmHoe obecneyeHne JOMKHO rapaHTMpPOBaTh, YTO
KayecTBO nevatu cumeonoB AIDC obecneunBaetr BO3MOXHOCTb UX YAOBMETBOPUTENbHOMO CYUTLIBAHUA.
McnblTaHne YnTaeMOCT CUMBOMOB ABNSAETCH BaXHbIM NPOLECCOM. [na TeCTUPOBAHUA U UBMEPEHUS K-
TAeMoCTU LITPUXKOAOB paspabortaH pag craHgaptos UCO. MNpoussogutenu (MapKUpOBLUMKU) AOSDKHbI
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U panee ygensitb 0coboe BHUMaHWE KOHCTPYMPOBaHUIO YMaKOBKWU/STUKETOK, YTOObI rapaHTUpoBaTb, YTO
pa3MeLLieHMe STUKETOK Ha ynakoBKe He npenAaTcTeyeT npoueccy pabotel AIDC. [laHHble, 3aWwmndpoBaHHbIE
CMMBOMaMM, AOIMKHbI TAKKE NevYaTaTtbCA B YEnoBekoumTaeMom cdopmarte, 4Tobbl 06€CNEeUnTL HENPEpPLIB-
HOCTb NpoLiecca B TEX Cryyasx, Korga C4UTbiBaoLLMe yCTPONCTBA OKa3anucb HELOCTYMHLIMWA UK NPOU30-
wen oTkas o6opyaoBaHus.

4.6 UpeHTdMKaTop ynakoBKu

CyLuecTByeT HECKONbKO CBAI3EN MAEHTMMKATOPOB, KOTOPbIE HEOBX0AMMO NOHUMATL AN 3¢PHEKTUBHOM
peanusauumn AIDC nekapCTBEHHbIX CPEACTB. OTO CBA3M MeXAy UAEHTMUKAaTOPOM NEKAPCTBEHHOrO npena-
pata (PhPID), ugeHtudukaropom nekapcrsernHoro cpeacrea (MPID), naeHtudgukaropom ynakoeku (PCID),
perncTpaLuoHHbLIM HOMEPOM FEeKapCTBEHHOrO0 CPeAcTBa M rmnobanbHbiM WAEHTU(PUKALMOHHBIM HOMEPOM
npeameta Toproenu (GTIN). Ces3b MeXay perncTpaumoHHbIM HOMEPOM 1 HoMepom GTIN 3aBUCUT OT HOpMa-
TUBHO-NPaBOBOW OCHOBbI. CYLLECTBYET ABa BO3MOXHbIX CLiEHAPUSA:

1) peructpauunoHHbln HoMep U GTIN moryT ObITb MAEHTUYHBIMK (T. €. NpeaCTaBnATb cOO60M OAMHAKO-
Bbl€ MocneL0BarenbHOCTU CUMBOSOB). MpUMEpPDLI TaKoW CUTyauun MOXKHO BCTpeTuts B CLUA unm Bo $paHumm
(cm. npunoxeHue D);

2) eAnHbIN PErucTpauUMOHHbIi HOMEP NPefOCTaBMSAETCA LEHTpanbHbLIM PETyNUPYIOLLUMM OpraHoM Arnis
pasHbIX PbIHKOB. MOCKOSBKY HA 9TUX pPbIHKaX MOTYT OblTb UCMOSNb30BaHbI Pa3Hble€ YNAKOBKWM OAHOTO M TOTO Xe
rnekapcTsa, TO A4NA pasnNMYeHnsa sTuxX ynakoBok OyayT ncnonb3oBaHbl pasHbie Homepa GTIN. MNpumep Takon
cuTyauum MOXHO Habrniogatb B EBpone, rae CcyLlecTByeT LieHTpanbHbIi opraH peructpauum nekapcrBeHHbIX
CPeACTB, HO B pa3HbIX CTpaHax — 4yneHax EBpONencKkoro coisa — MOryT MCNonb3oBaTbCcsl cneumduyHbie
yNakoBKKW. BblaaHHbIA perMcTpaumnoHHbIi Homep cBsidaH ¢ Homepamu GTIN ynakoBok B 6a3e AaHHbIX, HO 3Ta
CBAi3b HE MMEeT OTHOLLeHUs K TexHonoruu AIDC.

B npunoxeHuu D npoageMOHCTPUPOBAH TEKYLLMI CLIEHapUiA ANs HEKOTOPbIX CTPaH.

CraHgapt GTIN-14 onpeaeneH kak yHuKanbHblli ugeHTudukaTop npeameToB TOproenu u3 14 uudp,
cofepXaLlmii CneayoLme KOMNOHEHTbI:

a) paspsa uHaukaropa, npeacTaBnsAoLLmMiA NOrMCTUMECKUIA KOA, COCTOALLMIA U3 oaHON uudpbl. Ero 3Ha-
YeHue MOXET ObITb Hynem (0);

b) koa cTpaHbl HaUMOHaNbLHOI opraHusauun GS1, UNeHOM KOTOPOWN ABNAETCA BnageneL, ToproBoi map-
KW UNU NULEH3NUK,;

C) nNpeduKC NPEAnpPUATUA — KOZ, BrnazenbLua TOProBo Mapku MU NMUEH3UU, NPUCBOEHHbLIA €MY HaLM-
OHanbHOI opraHusauunen GS1, UNeHOM KOTOPOI OH SIBNSAETCS;

d) koA nekapcTBEHHOro CpeacTBa — YHUKanNsLHOE YUCro, BbibMpaemoe NPOU3BONLHO MO YCMOTPEHUIO
BragenbLua TOProBon Mapku Unm NULUEH3uu;

€) KOHTPONbHas undpa — BbIMUCTIAIOT U3 APYrMX LMdP HEKOTOPbIX MAESHTUMUKALMOHHBIX Knioden GS1.
3Ty UUpy UCMNONbL3YOT ANA NPOBEPKN TOTO, YTO AaHHbIE ObINN KOPPEKTHO COCTaBMEHDI.

4.7 NMpucBoeHne CEPMIUHOro HomMepa

CepuiiHbIli HOMEpP ABnAiETCA aTpubyToM maeHTudukaTopa ToBapa, UMeEKLIEero rnobanbHbIi HOMep
npeamMerta Toproenm GTIN. 310 03Ha4aert, 4to codeTanne «Homep GTIN + cepuitHbiii HOMepy» obGecneunBaeT
YHUKaNbHOCTb, HEoBxoauMyto Ana pa3paboTkum cnocob0B NPOoCneXMBaHWA u/unu sepudukaumm BnnoTb A0
YPOBHS «3K3eMMrisipa» ToBapa Ha ONpeenieHHOM YPOBHE YNaKOBKH.

CepwuiiHble HOMepa MOFYT COCTOSATL NGO K3 andaBUTHbIX, MMBO LUMMPOBLIX CUMBOMOB. MpUMEHEeHHe
andasuTHbIX CUMBOOB, a TaKkke cMeHa Habopa cumeonos (cM. [1] u [2]) TpeBytoT GonbLue MecTa B HOCUTENE
[AaHHbIX, HO NOBLILLAIOT HOMEPHYIO EMKOCTb 3@ CHET YMEHbLUEHNS Ynucna cuMBonoB. CoobLLECTBO NOMbL30OBa-
Tenen orpaHUYKUNo pasmep CepuriHoro Homepa Ao 20 CMMBOSOB.

CepuiiHble HOMepa NPUCBaNBAaOTCH BTOPUYHOW UMW TPETUYHOW YNaKOBKE U HE AOMX¥HbI BCTPEYaTLCA Ha
NepBMYHOI yNnakoBKe (Ha eAMHULAX OTNyCKa, HanpuMep, Ha BNUCTEPHbLIX TBEPAbIX POPMAX), 32 UCKIIOYEHNEM
Tex criyyaes, KOraa nekapcTBeHHOE CPEeACTBO NOCTaBMSAETCA B CBOEN NEPBUYHON ynakoBke (HanpumMep, B Oy-
ThIfKaxX, NpeAHasHavYeHHbIX Ans 60nbHUL U coaepxaLLmx COTHU TBepabIX hopm). Toraa nepeuyHasn ynakoska
AoskHa uMeTb Homep GTIN U CEpUtHbLIA HOMEP.

Ecnu ynakoBke nekapCTBEHHOro cpeacraa npuceoeH Homep GTIN u npou3dsoauTens nevataeT Ha Hew
CepuiiHbIN HOMEP BO BpPeMsi MPOU3BOACTBA, TO coueTaHme «Homep GTIN + cepuitHbIn HOMEP» AOMKHO Xpa-
HUTbLCA B 6a3e AaHHbIX, YTOObI ABWMKEHUE KaXA0W YNAKOBKM MOTNO PErucTpupoBaTbCa NapTHEPaMU LIENOYKM
NOCTaBOK.
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5 TpeboBaHMA K UCNOSNL30BaHUIO

5.1 O6wme nonoxeHus

Cucrembl MalLIMHOYUTAEMOTO KoaMpoBaHus (cuctembl AIDC) ABNAOTCA Kak LWMPOKO pacnpoCTPaHEHHbI-
MM, TaK U MeXayHapoaHbIMU. ICxoaHbIe TPEOOBAHMSA K 3TUM CMCTEMAM BO3HUKNW U3 NOTPEGHOCTU AENOBbIX
napTHepoB B peanu3aLuu NOBTOPHOrO0 aBTOMaTUYECKOro 3akasa TOBapoB Y NMOCTABLUMKOB (4acCTo y ONTOBU-
koB). Korga Takme cucrembl CTanu UCNOnb30BaTbCs HEMOCPEACTBEHHO HA MeCTe Npoaaxu, Gbinu NPUHSATDLI
HecneunduuHble cxembl AIDC, He 3aBucAme OT TUNa ToBapa.

C rogaMm BaXXHOCTb TexHonorui AIDC unm mexayHapoaHOro MalMHOUYUTAEMOro KOAMPOBaHNSA BO3POC-
na. TexHonorun AIDC Tenepb UCMONb3yIOT AN yNpaBrneHus TOBapHbIMK 3anacamu, Npocnexusadus, obe-
crneyeHusi 6e30nNacHOCTU NAUMEHTOB U ANsl NPOTMBOAEWCTBUSA hanbCudmukauum nNeKapcTBEHHbLIX CPeacTB.
B pa3sgene 5 npuBeaeH 0630p COOTBETCTBYIOLLMX NMPOLIECCOB AEATENbHOCTU U HOPMAaTUBHLIX TPEOOBAHUIA.

5.2 BO3MOXHOCTb NPOCIIeXUBAHUA

5.2.1 MpuHUMNbI

B uensix HacTosiLero craHaapra npocneXxumBaHMe HauUMHaAEeTCsl C MOMEHTa NMPOU3BOACTBA 3aKOHYEHHOro U
YNaKkoBaHHOIO NIEKapCTBEHHOrO CPEACTBA, FOTOBOrO K NOCTaBKe B COOTBETCTBUU C PETUCTPALIMOHHBIM YAOCTOBEpE-
Huem. MpocnexuBaHne 3aBepLUaeTcsl OTNYCKOM, MPUMEHEHMEM UK NPMEMOM NEKaPCTBEHHOTO CpeacTBa.

[ns obecneyeHus npocnexuBaHus TpedyeTcs uaeHTuduKkaLusa NekapCTBEHHOIO CpeacTea U apyras co-
NyTCTBYIOLLAA MHOPMAaLMS O ero ABUXXEHUU NO Lenoyke nocraBok.

MpocnexvBaHne MOXeT TpeboBaThCs C Pa3HON CTeneHbIo AeTanu3auuu. B 3aBUCMMOCTH OT HOpMAaTUB-
HbIX TPeOOBaHMIM, NOTPEOHOCTEN TOProBbIX NAPTHEPOB U AENOBLIX TPEOOBAHUI BO3MOXHOCTL NPOCNEXUBAHUA
AormkHa ObITb 0becneyeHa nNo naEHTUMUKaLMUM NEKapCTBEHHOIO cpeacTBa (MEPBLIN YPOBEHL), NO CEpUU ne-
KapCTBEHHOrO CPefCTBa M CPOKA ero roqHoCTH (BTOPOM YPOBEHB) U MO CEPUITHOMY HOMEpY (TPETUI YPOBEHD).
HononHutenbHas uHdopMauus npuseaeHa B nogpasaene 5.3.

MpuMmeyaHune — Koraa ugeHtTudmkaumst HeobxoamuMa Ha ypoBHE YHUKaNbHOTO CEPUMHOrO HOMepa, YacTo Uc-
MOIb3YHOT NMOHATUE «YHUKATIbHBIA UAEHTUDNKATOPY.

lMpumep — B cmamee 54a, § 2 (a) dupexmuesi 2011/62/EC Eeponelicko2o napsameHma u coeema (...) Ko-
dekca coobujecmea no nekapcmeeHHbIM cpedcmeam, npedHa3Ha4YeHHbIM 015 UCIMOJIb308aHUsI YeJI08EKOM, YIo-
MUuHaemcs «YHUKabHbIlU udeHmuguKkamop».

Kaxkablil ypoBEHb Mepapxumn ynakoBOK MekapCTBEHHOTO CpeaCTBa AOMKEH ObiTb NPOMapKMpOBaH B Ma-
wnHoymTaemon copme, npurogHon ana AIDC.

B ocobbix cniyyasx (Hanpumep, Habopsbl, B KOTOPbIX ABA WU HECKOMbLKO Pa3HbIX NPEAMETOB NMOMELLIEHbI
B O6LLYIO BTOPUYHYIO YNAKOBKY) HOMEP CEPUM U CPOK rOAHOCTU NPUMEHSIIOT KO BTOPUYHON ynakoBke. Toraa Ha
6onee BbICOKMX YPOBHSAX YNaKOBKM HAboOp paccmaTtpuBaloT Kak eanMHoe Lenoe.

lMpumep — MNpenapam «Sweetdream» Ans1 8HymMpU8EeHHO20 NpUMeHeHuUs1 8 Habope (ypoeeHL udeHmuduka-
yuu BAID_1), ekmoyas ny3bipek ¢ nopowkom (ypoeeHb udeHmucbukayuu BAID_2) u emopoii ny3wipek ¢ eodoli
ans uHbLekyuu (ewe o0UH ypoeeHs udeHmudcpukayuu BAID_2).

5.2.1.1 Nepeynakoska

Ecnu no kakon-To npuunHe nekapCTBEHHOE CPEACTBO MEPEeynakoBLIBAETCA MPU NPOXOXKAEHUN MO Le-
MoYKe NOCTaBOK, TO TAKOW NpOLECC pacCMaTpUBAETCA KaK Lar Npou3BOACTBA U NPOCNEXMBaHME AOMKHO ObITh
rapaHTUpPOBaHO OT UCXOAHOW YyNakoBKK A0 nepeynakoBku. B CBA3KM C 3TUM nepeynakoBLUUK UNU MECTHbIN ANUC-
TpUOLIOTOP, AENCTBYIOLLUI B KAYECTBE CTOPOHbLI AOFOBOPA, UMM MECTHbIA KCMOHCOPY» NIEKapCTBEHHOMO Cpea-
CTBA HECYT IOPUANYECKYIO OTBETCTBEHHOCTD 3a NepeynakoBaHHOe NekapCcTBEHHOe CpeacTBo. Takaa nepesaya
OTBETCTBEHHOCTU AOMKHA NPUBECTU K HOBOMY HOMepy GTIN (Hanpumep, ANA TakMx USMEHEHUN, Kak BrOXe-
HWe B YNakoBKY HOBOW NMIUCTOBKW Ha APYrOM A3bIKE), OAHAKO HOMEP CEPUM U CPOK FOAHOCTU NeKapCTBEHHOIO
cpeacTesa HE JOIDKHbI ObITb U3MEHEHBI.

5.2.1.2 3kcTemnopanbHble NekapcTBEHHbLIE CPEACTBA

3KkcTemMnopanbHble NekapcTBEHHblE CPeACTBa OObIMHO NPUrOTABNMUBAIOT U3 aKTUBHbLIX CyOCTaHUUN,
COEAMWHARA UX C HANOIMHUTENsIMU ANst NONyYeHUss 4O3MPOBAHHON YOPMbI, MPUTOAHOW ANA NPONUCAHHOrO
ncnonb3oBaHusa (maynMeHTom), Npu HeobxoAUMMOCTU C MOMOLLbLIO pasBeaeHus. [JaHHble CMEecu OTnycKatoT
B MOAXOAALLEM KOHTEHHEpe C COOTBETCTBYHIOLLEN 3TUKETKON. YTOGbI 06ecneyunTb NpOCneXxmBaHue Ao Ko-
HEYHOro MCNOMb30BAHUA, TAKUM NEKAPCTBEHHLIM CPEACTBAM AOMKHA NMPUCBaMBATLCA HOBAA UAEHTUMDU-
Kauus.
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5.2.1.3 PassegeHne

PasseneHue (Hanpumep, pacTBOpeHWEe NOPOLLKA) SIBNAETCA MaHUNYNsUMEN, NO3BOMAIOWEN MCNONb30BaTh
UIM NPUMEHNTL 3aPErMCTPUPOBAHHOE NEKAPCTBEHHOE CPEACTBO B COOTBETCTBUM C UHCTPYKLMEN NO NPUMEHEHMIO
UK C NINCTOBKOW, NpeaHa3Ha4YeHHON Ans nauumeHTa. Yrobbl 06ecneunTb NpocnexmBaHume npolecca, naeHtuduka-
LA OTAENbHBLIX KOMMNOHEHTOB, UCNOMb3YEMbIX A11151 NPUrOTOBNEHWUS UTOTOBOTO JIEKAPCTBEHHOTO CPEACTBA, 0yDKHA
6bITb AOCTYMNHA U NPUBA3AHA K NNIEKAPCTBEHHOMY CPEACTBY, MONYYEHHOMY B pPe3ynkraTe pasBefeHus.

5.2.2 HopmaTuBHbIE BO3MOXHOCTH

Ons obecneyeHnn AeiNCTBEHHOTO U 3¢pPEeKTUBHOIO NPOCNEXUBAHUA NAPTHEPOB MO LIEMOYKE MOCTaBOK
cregyeT Mcnonb3oBaTb OAHY U Ty e CXeMy MAEHTU(UKALUN UK CTPYKTYPY AaHHLIX, BKIIOYAIOLLYIO B ce0A
UAEHTUPUKALMIO NeKapCTBEHHOTO CPEACTBA, a MPYM HE0OX0AMMOCTU — UAEHTUDUKALUIO CEPUU U CPOKA FOAHO-
CTU UNW CEPUiiHbIA HOMep. MaeHTudukaTopbl NEKapCTBEHHOIO CPEACTBA HUKOrAA He CrieayeT UCMOoNb30oBaTh
MOBTOPHO BO BCEW Mepapxum ynakoBok. Kpome Toro, fosmkHbl 6biTb Takoke MCNONb30oBaHbl CTaHAapTU30BaH-
Hbl€ HOCUTEINN AaHHbIX. 3TO HE TONbKO rapaHTMPYET, YTO YCTPOMCTBA YTEHUS MOTYT ObiTh 3anporpaMMupoBa-
Hbl A4nsA cBopa n 06paboTkM JaHHbIX, HO U NO3BONSIET 06eCNeUnTL HAAEXHOE MALLMHOYUTAaEMOE KOAUPOBaHUE,
npeaHasHaveHHoe ans npuMeHenus AIDC B Lensix asTomaru4eckon o6paboTku, He 3aBucALLEN OT TUNa TOBa-
pa, ero NoCTaBLUMKA UMN MPOUCXOXKAEHUS.

Heckonbko opucankUmMi NPUHANK MeXAayHapoAHOEe MaluMHouuTaemoe koauposanue ans AIDC B kade-
CTBE HOPMAaTUBHOIO TpeboBaHUS.

lMpumep — ®parHyus. N3eewjeHue, adpecoeaHHoe enadenbyaM peaucmpayuoHHbIX ydocmosepeHul Je-
KapcmeeHHbIX cpedcme, npedHa3HavYeHHbIX Ye/108€eKy, U 2/1aeHbIM NPoasU30paM anmeydHbIX yyYpexdeHull, yumu-
pyemoe 6 § 2 cmambu R.51242 ¢ppaHyy3cKo20 3aKkoHa o 30paeooxpaHeHuu (CSP) om 21 ¢heepana 2007, enacum:
«B mecHom e3aumodeiicmeuu c npedcmasumensamu papmayeemuyeckoll npombiwneHHocmu ®paHyy3ckoe
azeHmcmeo o caHumapHou 6e3onacHocmu MeQUYUHCKUX moeapoe (AFSSAPS) ewni6pano npuHyun nepexoda
koda CIP ¢ 7 cumeosioe Ha 13 cumeosioe u wmpuxkoda 39 Ha EAN 128 (e coyemaHuu ¢ deyMepHbIM KOOUPOSaHU-
em ECC.200) e coomeemcmeuu c cucmemoli EAN.UCC» (cm. www.ansm.sante.fr).

B Apyrux 10pUcOUKUMSX 3aMHTEPECOBAHHbLIE YYaCTHUKM A00ABNAIOT Takoe TpeGoBaHUE B TEHAEPHYIO
JOKYMEHTaLMUIO.

lMpumep — Ucnanus. «TexHUYecKast KOMUCCUSI IO 3aKynKe U Jlo2ucmuke ycny2 30pasooxpaHeHus (CTCL).
...hdenmucpukayus nexkapcmeeHHbIx cpedcme e coomeememeuu ¢ o6wuMu cmaHdapmamu AosmkHa npusecmu
K yHUGbukayuu wmpuxxodoe u cucmemsl cUMEOsIo8, YMo obecrnevyum asmomamuyeckyio udeHmugukayuio e-
KapcmeeHHbIX cpedcme Mnpu yciioeuu, 4mo nocmasujuku feKapcmeeHHbIX cpedcme ucnonb3ytom kodbl GS1
(...)» (cm. www.crcl.es/).

Psin opraHusauuii 34paBooXpaHeHus Takke peKOMeHAYIOT CBOUM NOCTaBLUMKAM MEAULIMHCKMX TOBAapOB
MCNOMb30BaTb MEXYHAPOAHOE MaLLMHOYMTAEMOE KoauposaHue ana uenen AIDC.

5.3 Mepbl npotuBogencTeua panbcudukaumm neKapcTBeHHbIX NpenapaTros

5.3.1 MpuHUMNbI

danscudMLMpOBaHHOE NEKapCTBEHHOE CPEACTBO — 3TO CPEACTBO, KOTOPOE B LIENSIX MOLLEHHUYECTBA Ha-
MEPEHHO HEKOPPEKTHO NPOMAaPKUPOBAHO (B YacTW UAEHTUMMKALMN NEKAPCTBEHHOIO CPEACTBA W/UIU €ro NCTOoY-
H1Ka). PanbCUdULMPYIOTCH paBHbIM 00pa30M KakK NareHTOBaHHbIE NEeKapCTBEHHbIE CPEACTBA, TakK U [PKEHEPUKN.

[na npeporepaLleHus anscuukaLmm MOryT UCNOMb30BaTb Pa3NUYHbIE METOALI MAPKUPOBKN BTOPUYHOW
ynakoBku. Hapsiay ¢ npucBOeHMeM CepUNHOTO HOMEPA KaXKaOW YNAaKOBKE NEKapCTBEHHOIO CPeAcCTBa (T. €. «yHU-
KanbHbIX MAEHTU(UKATOPOBY) MOTYT UCMONbL30BATb SIBHbLIE, HEABHBIE W/WUMU KPUMWUHANUCTUYECKUE METO/BI.

Kpome Toro, coobLyecTso nonb3oBarenei Npu3Hano, Yto CepuitHbie HoMepa CrieayeT BbiNycKaTb NCeB-
AocnyuaiiHbiM cnocobom, a He nocreaoBartenbHO (MOCKOMLKY NOcneaoBaTenbHble HOMepa MOryT ObITb Npea-
yraaaHbl HEaBTOPM30BaHHbLIMKU nuuamm). darnbcudukatopam cnoxHee paborarb CO CAy4yaiHO FeHepupy-
eMbIMU CEepUiiHbIMU HOMepamu. [ceBAOCNYyYaiHOCTL O3HAYAET, YTO KaXAbli CEPUNHBIA HOMEP COXpaHaeT
YHUKANbHOCTb, HO NPUHAANEXUT AMana3oHy HOMEPOB, KOTOpbIe HeNb3a npeayraaatb. MpucsoeHHbIe cepnii-
Hble HOMEepa HUKOTAA He AO0SDKHbI ObiTb MCNOMNbL30BaHbI MOBTOPHO.

5.3.1.1 MNpuceoeHne cepuinHOro Homepa

Mpu ucnonb3oBaHun naeHTudmkaropa nekapcreeHHoro cpeacrsa GTIN n cepuintHoro Homepa ans co3-
JaHns «<YHUKaANbHOro UAeHTUGUKaTopa» CyLLIECTBYET [1Ba OCHOBHbIX noaxoaa k 6opbbe ¢ dpanbcudukavmeri
NIeKapCTBEHHbIX CPEACTB:

- ayTeHTUduKaLua nekapcTBEHHOro CPeaCTBa;

- LIENOCTHOCTb LIENOYKM NOCTaBOK (MpUMep ¢ AOKyMeHTOM ePedigree).
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5.3.1.2 AyTeHTuukaumsa nekapCTBEHHOro cpeacTaa

AyTeHTUMUKALMIO NEKAPCTBEHHOIO CPEACTBA CNeayeT NpoBOAUTL B KOHLE LIEMOYKM NOCTaBOK C MOMOLLILIO
noATBEPKAEHUSA COOTBETCTBUSA (B Ba3e AaHHbIX) YHUKANbHOTO naeHTUdmKaropa, yka3daHHoOro Ha ynakoBke rnekap-
CTBEHHOTO CPeACTBA, a TaKkKe NyTEM MPOBEPKU AOMOMHUTENMBHBIX XapaKTePUCTUK (MCMOMb3Ys SIBHLIE, HEABHbIE
UWMNU KPMMUHaNUCTUYECKME METObI). B 9TOM Criydae npousBoanTENb AOMKEH BbINYCTUTb YHUKAIbHLIA MOEHTU-
dmKaTop, KOTOPbIN Y2KE HE AOMMKEH NPOBEPATHL APYroi NapTHEpP MO Lenoyke noctaBok. MPUHATO cyMTaTb, YTO nep-
Baqa ayTeHTupukaumus Homepa GTIN 1 cepuitHOro Homepa COOTBETCTBYET ayTEHTUYHOMY TOBapy.

AyTEHTUUKALMUA CHNTAETCA HEYCNELUHOW, €CINU TOT X CaMblil YHUKANbHbIA MAEHTUMUKATOP Npeab-
SIBMEH ANsi NPOBEPKU MOBTOPHO (T. €. CyLiecTByeT Bonee 0QHOrO ak3emnnspa nekapcTBEHHOrO CpeacTea ¢
JaHHbIM CePUIHBIM HOMEPOM) UK ecnu B Ba3e AaHHbIX OTCYTCTBYET CCbIfKa Ha 3TOT uaeHTudukarop (T. e.
JaHHbIN 9K3eMNNSIP NEeKapCTBEHHOIO CPeACTBA HUKOIAA He CO31aBancs Npou3BOAUTENEM).

B nepeoii cuTyaLuu, Korga HeCKONbKO NapTHEPOB B LIENOYKe MOCTABOK MOCLINAKOT 3anpockl k 6ase faH-
HbIX, B KOTOPbIX YKa3aH OAWH W TOT € YHUKamnbHbIA WAEHTUdUKATOP, BCE MPOBEPAEMbIE YNaKoBKK fekap-
CTBEHHOIO CPeACTBa AOSKHbI BbI3biBaTb NOA03pEHNE. Bo BTOPO — Korga oO4uH MU HECKOMbKO MapTHEPOB B
LenoYKke MOCTAaBOK NOCHINAIOT 3anpockl k 6a3e AaHHbIX ANs MONy4YeHUss HEUM3BECTHOrO YHUKANbLHOTO UAEHTU-
dukaropa, Bce NpoBepsieMble YNAaKOBKU NEKAPCTBEHHOTO CPeaCTBa AOMKHbI BbI3bIBaTh NOAO3PEHME.

5.3.1.3 L|enocTHOCTb LienoYvku nocTaBok

LlenoCTHOCTb Lieno4ku NoCcTaBoOK COCTOUT B cBOpe n 0OMeHe nHopmaLmen o0 ABMXKEHNU NEKapCTBEHHO-
ro CpPeaCTBa B KaXKOOW TOUKE LIEMOYKM MOCTaBOK, T. €. OT MPOM3BOACTBA A0 OTMyCKa MU NPUMEHEHUs nekap-
CTBEHHOrO CpPeAcTBa K NMauueHTy. Ha kaxaom Liare ABMXKEHUSI NIEKAPCTBEHHOTO CpefcTBa Kaxaoe cobbiTue
crnegyeT perucTpupoBaTth U CBA3bIBATL C NPeAbIAYLUMM U NOCneayowmmM cobbitnem. LienocTHOCTb LienoYku
NMoCTaBOK CreayeT AeTanbHO NPOBEPsATb Ha Kaxaom Lare. MocTtynatowme nekapcrBeHHble cpeacTsa, Ans
KOTOPbIX OTCYTCTBYET MH(OPMALMA O LIENOCTHOCTU 3apErMcTpMpoOBaHHbIX NPeablayLUmMX LLaros, cneayeT Bbl-
SIBMNATb U CYMTaTb NOAO3PUTENBHBIMU.

5.3.2 HopMmaTuUBHbIE BOSMOXHOCTHU

Accoumaumm, NpeacTaBnsoLLMe NPOU3BOAUTENEN, NPU3HAIOT , YTO NPUCBOEHUE CEPUMHOIO HOMepa ne-
KapCTBEHHOMY CpPeacTBY M 06paboTka AaHHbIX, CBA3aHHbIX C 3TUM HOMEpPOM, 06ecneumBaloT AONONHUTESNb-
HYIO 3aLUMTy OT (panbcudmkaLmmn. Takon ypoBeHb 3awuThbl JOCTUIAETCA, KOorga naeHTudukaumus nexapcreeH-
Horo cpeactea (GTIN) cBsisaHa C CepuitHbIMU HOMEPaMU, FTeHEPUPYEMbIMU C NOMOLLBIO NCEBAOCHYYaNHbIX
anropuTMoB (Takon noaxoa obecnevmsBaeT yHUKaNbHYIO MAEHTUUKALMIO NEKapCTBEHHOMO cpeacTea). Kax-
Obll NPOM3BOAUTENb AOMKEH peanu3oBaTbh GesonacHble anropuTMbl paHAOMU3ALUW, FrapaHTUPYOLWKne, YTO
cepuitHble HOMepa He MoryT 6biTh NpoaybnUpoBaHbl MNKU NPeACcKkasaHbl, U B TO e Bpems obecnevnsaiowme
YHUKANbHOCTb KaX0ro CepUuMHOro Homepa.

[na naptHepa, HaxXoAALLErocs B KOHLE LIENnoYku NOCTaBoK, CHUTLIBAHWUE UAEHTUKALUN NEeKapCTBEH-
HOrO CpeACTBa M CEPUMIHOTO HOMEepa Ha BTOPOM YPOBHE YNaKOBKU AOSDKHO CRY>XXUTb OCHOBOM NpoLiecca ayTeH-
TUdUkaLMm nnu NPoBEPKU LIENMOCTHOCTMU.

[na naprHepoB Mo LIenoYke NOCTaBOK, HAaNPUMEp ANt NOCTaBLUMKOB MOrMCTUHECKUX YCAYT, AOCTYN K UHAKU-
BuAYyarnbHbIM CEPUINHLIM HOMEPaM HA BTOPUYHBIX YNAKOBKAX MOXET 0Ka3aTbCsl HEBO3MOXHbBIM, TaK Kak OHM BNO-
>KEHbl B YMAKOBKY TPETLETO YPOBHS, HANPUMEP B YNakOBKy ANsl OrMCTMKKU. B TakoM cny4ae ansa perucrpauum B
6a3se AaHHbIX U MPOCNEXMBAHUSA CreayeT NMPUMEHSITb MaLLMHOYMTaEMble KOAbl, KOTOPbIMU MapPKUPOBAH TPETUN
ypPOBEHb yNnakoBku (CM. npunoxenue B). Ecriv HeobxoaumMo obecneynTb LeNOCTHOCTb LIENOYKM NOCTaBOK, TO NPO-
M3BOAMTENU JOIDKHBI arperupoBarb U nepeaasarb MHOpMaLmio 06 naeHTuduKaLmMmn NeKapcTBEHHOTO CPeacTea u
CepuiiHbIX HOMepax BCEX TOBAPOB, HAXOASLLMXCS HA TPETbEM BbICOKOM YPOBHE YNakoBKU unn 6onee.

Meuatb NnceBAOCHYy4YalHbIX CEPUIHBIX HOMEPOB BCTPOEHa B Npouecc ynakosku. MNpu BbiGope cpeacts
neyatu ocoboe BHUMAHUE cneayeT yaensiTb CreayloLmMM XapakTe pucTukam:

CKOpOCTM neyvaru (T. €. CKOPOCTb NEYaTH CTPOK U BPEMS BbICLIXaHUA YE€PHUN);

CKOpOCTH BepudUKaLum (T. €. CKOPOCTb PaboTbl CUMTLIBATENS, BCTPOSHHOIO B NPOU3BOACTBEHHYIO Nu-
HUIO AN YTEHUs pacneyaTaHHbIX CUMBOMNOB, NPOBEPKE COAEPXALUMXCA B HUX AaHHBbIX U OTCEUBAHUIO YNAaKo-
BOK C HEUMTAEMOM UNK NOBPEXAEHHON MAPKUPOBKOW U T. A.);

KauyecTBy nevatu (UMTaeMoCTb CUMBONOB B cooTBeTCTBUM ¢ UCO/M3IK 15415).

MepeynakoBka UnW NepeMapkUpOBKa JIEKAPCTBEHHbIX CPEACTB MOXET ObiTb Cry4ailHO MM HAMEPEHHO UC-
nonb30BaHa AN U3MEHeHUs CPOKa roAHOCTM NEKAPCTBEHHOIO CPEACTBA, YTO MOXET cKa3aTbCs Ha GezonacHoCTU
nauuenTa. Mpou3soauTens AOIKeH BECTU 6a3y AaHHbIX, 06eCnevmBaloLLyI0 A0CTyn K UHOPMaLuM 0 NnepBoHa-
YarnbHO NPUCBOEHHOM CPOKE FOAHOCTU NAapTHEPaM B LIENOYKE NOCTABOK U, BO3MOXHO, CAaMOMYy NaLueHTy. 3anpoc ¢
NOMOLLBIO CKaHepa UM MOOUIbHOTO YCTPOMCTBA (CHUTLIBAIOLLETO YHUKANbHbIM MAEHTUUKATOP C YNAKOBKM) AONT-
JKEH MO3BOMUTb MALMEHTY NOMYYUTb AOCTYN K STOMY CPOKY rOAHOCTH, YTOObLI CPABHUTL €70 C [aTON Ha STUKETKE.
Ecnu aarbl oTnMyalorcsl, nekapcrBEHHOE CPeACTBO MOXKET 0Ka3aTbCsl HeDe30MacHbIM A5 UCTIONb30BAHUS.
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5.4 NoBblweHne 6€30NaCHOCTU NALUMEHTA B MeCTe OKa3aHUA MeAULIMHCKON NOMOIU

5.4.1 NpuHuMNbI

Mocne Bbixoaa B cBeT otyeta MHctutyTa MeguumHel (IOM) «To err is humany [29] B 1999 roay npou3oLuno
HECKONbKO AUCKYCCUI, KakuM 0Opa3oM MeauLMHCKUEe owmbku, cHxalowme 3chdeKTMBHOCTbL CUCTEMBI 3APABO-
OXpaHeHus, MOryT ObITb COKpALLEHbI UIM UCKIIOYEHbI. B 310 Bpema US-FDA npeanodaro npaBuio MaeHTucm-
KaLuu NekapCcTBeHHbLIX NPenapaTtos A0 YPOBHA A03UPOBAHHON YNAKOBKN (HAaNpUMep, NPeA3anonHEeHHbIN LLNPUL,
GnuctepHble TBepable dopmbl U T. A4.). MapannenbHo Heckonbko 6onbHULY B Huaepnanaax v Benbrum Havanm
paboTy Haa «ckaHuposaHueM y nocrenu 6onbHoro». Co BpeMeHu otveta IOM uccnenoBaHusi, ONUCAHHbLIE B aKa-
Aemuyeckux nybnukaumsax, NPoAEeMOHCTPUMpoBanu 3hEeKTMBHOCTb «CKAHUPOBAHUSA Y NOCTENM GONLHOIOY, T. €.
obecneyenns AIDC Ha mecTe OkasaHWsl MEAULMHCKOW NOMOLUM. 3TO NPUBENO K peannsauum Takoro noaxoaa Bo
MHOrMMX cTpaHax. MexgayHapoaHoe MalLMHOYMTaeMoe KoaMpoBaHue crnocobCTBYET CO3AaHUI0 MHAPACTPYKTYPbI
AIDC, oxBaTtbiBaloLLEN MECTa 0Ka3aHUsA MEAULIMHCKOWM nomoLy. OHO NO3BONSIET NOCTaBLUMKAM MEAULMHCKON No-
MOLLM NOBLICUTL 6E30NaCHOCTb MALWEHTOB C MOMOLLbLIO CKAHMPOBAHUS HA MECTax OKa3aHWsl MEAMULIMHCKOM no-
MOLLIM NEKapCTBEHHOrO CPEACTBA, HE 3aBUCALLIETO OT €ro NOCTaBLUMKa U/MnNK reorpadnyeckoro NPOMCXOXAEHMS.

[Ons nosbiweHna 6€30NacHOCTU NALIMEHTOB HA MECTaX OKa3aHUA MEAULMHCKON NOMOLLIW NIEKAPCTBEHHOE
CpeAcTBO cneayeT uaeHTuduumupoBars ¢ nomowbio AIDC npu oTnycke nekapcTBa U HENOCPEACTBEHHO nepej
ero npumeHexnnem. Npn 3aTOM cneayer OCYLLECTBAATL NepeKpPecTHbIE NPOBEPKU C ANEKTPOHHLIM PELENTOM,
BbIMUCaHHbLIM NauueHTy. Micnons3oBanue AIDC no3BonseT 40CTUYbL AONOMHUTENbHbBIX NPEUMYLLECTB, Hanpu-
Mep MOryT ObITb Bbl€/eHbl U3MEHEHUS!, BHECEHHbIE B PELIENT B MOCNEAHIOI0 MUHYTY, MOXET ObiTb NPOBEPEHO
«NpaBunbHOE» BPEMS MPUMEHEHNS, a MEAULIMHCKAA KapTa naumeHTa MoxeT ObiTb nononHeHa 6e3 owmbok u
3aepxek, XapakTepHbIX AN Py4YHOrO BBOAA AAHHbIX.

5.4.2 HopmaTuUBHbIE BO3MOXHOCTH

MaenTudukauua nekapcTBEHHOrO CPeAcTBa AOMKHA ObiTb NPUOPUTETHON HA MeCTe OKa3aHusl Meau-
LuHckol nomowy. OHa obecnednBaeT BbIOOP NPaBUNBLHOIO NEKAPCTBEHHOIO CPECTBA U €r0 akTMBHOCTU. B
KayecTBe uaeHTUUKaTopa MOXET UCMONb30BaTLCA NPOCTO HOmep GTIN unu, B 3aBUCUMOCTM OT Buaa re-
kapcrBeHHoro cpeacrsa, Homep GTIN BMecTe ¢ HOMEPOM CepUn U CPOKOM FOAHOCTU. [nsa cneymnanbHbIX Ka-
TEeropuin MeaMLMHCKMX NpenapaTos, Hanpumep ANs NPoAYKTOB KPOBU, APYrMX GUONOrMyeckux NpoayKToB, OH-
KOIOrMYeCcKMX NeKapCTBEHHbIX CPEACTB UMM KOMNOHEHTOB NapeHTepanLHOro NUTaHUA, MOryT NoTpeboBaTLCA
AONONHUTENbHbIE aTpubyThl.

Byayuun naeHtudpukaropom, Homep GTIN gomkeH 0CTaBaTLCSl aKTUBHBIM AaXe NOCNe yaaneHus 3anucu
0 NeKkapCcTBEHHOM cpeacTee. [ns nekapcTBEHHbIX CPEACTB HUKOTAA HE AOIDKHO NPOM3BOAUTLCA NOBTOPHOE
npuceamsaHue Homepa GTIN.

Mpu peanusauum TexHonorum AIDC «y nocrenu nauueHTa» nocraBLLMKaM MEAULIMHCKOW NOMOLLUM Tpe-
ByeTcsa cornacoBaHHOCTb MAEHTUMUKALMOHHBIX CTPYKTYP AAHHBLIX M HOCUTENENR AAHHBIX (LUTPUXKOAOB), HE 3a-
BMCSILLIAA OT MOCTaBLLMKa NEKapCTBEHHbIX CPEACTB, TUNA NEKAPCTBEHHOIO CPEACTBA UM €r0 NPOUCXOXKAEHUSA.
AHanornyHo NocrasLUMKaM NPOrpaMMHOro M annaparHoro obecneveHus TpebyeTca Ta e COrnacoBaHHOCTb
JaHHbIX 1 MaLLMHOYUTAEMOrO KoAa, YTOObI X NPOAYKLMS COOTBETCTBOBANa TpeboBaHUAM NOCTABLUMKOB Me-
AVNLMHCKON NOMOLLM MPU NPUEMIEMON LIEHE.

B npunoxxeHuu B npounsmiocTpMpoBaHo, UTo N0 BCEW UepapXxuu JNIeKapCTBEHHbIX CPEACTB AO0MKHA ObiTb
MCNOMb30BaHAa OfHA W Ta Xe CUCTEMA MALLUMHOYUTAEMOro KoaupoBaHus. [ina npoussogutenen U NPOMbILL-
NeHHbIX noTpebuTeneli ee NPUMMEHeHWE AOMKHO YNPOLLATLCA 32 CYET COMMAacoBaHHOCTU UAEHTUUKATOPOE U
CMMBOSOB, 06ecneunsaloLen 4ONONHUTENBHOE CHUXKEHUSI pUCKa OLLMOOK MHTEpNpEeTaLun U AeKOAUPOBaHMS.

5.5 Ucnonb3oBaHue B cucTeMax 34paBOOXPaHEHUA

NMpuMeyaHune — CucTeMa 3apaBoOOXpaHEHUsI — 3TO OpraHU3aLusi Mo el, YHUpexXaeHniA U pecypcos, NpegHa-
3HaYeHHas Ans NpefocTaBnNeHUs MeJULMHCKOA MOMOLLY LieneBoii rpynne HaceneHus.

5.5.1 NMpuHUMNbI

C nomouupio TexHonoruu AIDC, peanusyioLlein MexayHapoaHOe MaluMHOYUTaeMoe KoaupoBaHue, cos-
Aaetcsa uH(pacTpykTypa, HeobxoauMas AN aBTOMaruyeckoro cbopa um perMcTpaumm SaHHbIX B cUCTEMAX
3apaBooxpaHeHus. Mpouecc cbopa u peructpauum AaHHbIX OObIMHO OXBATLIBAET P UHPOPMALIMOHHBIX CU-
CTeM, HanpuMep CUCTEMBI YNPaBIeHnsi TOBapHLIMKU 3arnacaMu, CUCTEMbI pacyeTa CTOUMOCTU NEYEHUA U BO3-
MELLEHUA 3aTpar Ha fneyYeHne, a Takke CUCTEMbI BEAEHUS SNEKTPOHHLIX MeAULMHCKMX KapT. K npumepy, npu
NpoBeAEHNU TaknX NPodUNakTM4eCcknx MeponpUATHIA, Kak BakLMHALIMA, ANA BBOAA AAHHLIX B 9MNEKTPOHHLIE
MEAULIMHCKME KapTbl CieAYET MCMONb30BaTb MEXAYHAPOAHbIE MALLMHOYUTAEMbIE KOAbI, CYUTLIBAEMbIE C MO-
MOLLbIO CKAHEPOB B MECTax OTNYCKa Ui NPUMEHEHNS NeKapCTBEHHOIO CPeACTBa.
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PaboTa Hay4HbIx opraHusauuii, CobmparroLmX AaHHbIE O PbIHKE ANs NPOBEASHUA aHan3a B KOMMepYe-
CKMX UINW Hay4HbIX LiENsX, CYLUECTBEHHO obneryaercs, ecnu B pasfnyHbIX yanax u Ha pasnu4HbiX aranax ue-
MOYKM NMOCTaBOK COOMPAETCA YHUKANbHAsA MaEHTUdUKaLUa NekapcTBEHHbIX CPeacTB. B HEKOTOPLIX opucank-
UMAX ObINU NPUHATLI HOPMAaTUBHO-NPABOBbIE JOKYMEHTbI, PEFMaMEeHTUPYIOLLUE NPUMEHEHUE MEXIYHAPOAHOM
MallMHOYMTaeMon uaeHTUUKaLMmn Ans KOHTPOnsA 38 000pPOTOM HApPKOTMYECKUX CPEeACTB, MPOCNEXMBAHUSA
paanoakTUBHbIX NEKapPCTBEHHbIX CPEACTB U T. M.

Huke npuBeeHbl NPMMEPbI APYrMX NPUNOXEHUA MHPOPMALIMOHHBIX TEXHONOIUIA B 33PaBOOXPAHEHNUM, B
KOTOPbIX BbIFOAHO UCMOMNL30BATL MEXAYHAPOAHbLIE MALLMHOYUTAEMbIE KOAbI:

a) hapMaKoHaA30p: eCnu AaHHble O NEYeHUU HEKOTOPOI rpynnbl HaceneHus cobuparoTcs Ansa anuae-
MUOOrMYECKNX UCCNEAO0BaHMIA, MOCTMAPKETUHIOBOTO KOHTPOMNS M NEPUOJNYECKMX OTHETOB N0 He3onacHoCTH
nekapctBeHHbIX cpeacts (MOBC), To ¢ nomowbio TexHonorun AIDC cneagyet o6ecneynsarb ObICTPbIG cOOp
TOYHbIX U COrMacoBaHHbIX AAHHbIX, MO3BONSAIOLLMIA OCYLLECTBUTL TOYHBIN U AeTanbHblii aHanus. B coobLueHu-
sIX, HanNpaBnseMbIX B OpraHbl hapMakoHaa30pa, BaXHO ykadbiate Homep GTIN n Takue atpubyThbl, kKak HOMEpP
Cepumn, CPOK rOAHOCTU U CEPUIHBIA HOMEP;

b) 0T3bIB MPOAYKUMUW: €CMNU HA NPOTSHKEHUM BCEW LieNnovku nocTaBok ansi cbopa uaeHtudukaumm o ne-
KapCTBEHHbIX CPEACTBAX UCMONb30BANMUCh TexHonorum AIDC, To 310 no3sonset obecneuntb IPMDEKTUBHYIO
peanu3aumio nMoucka MEeCTOHAXOXAEHUsI OT3bIBAEMbIX NIEKaPCTBEHHbLIX CpeacTs. Kpome TOro, TEXHOMOrumio
AIDC ucnonb3ytoT ans o6ecneveHns TOHHOMO BO3BpaTa OT3bIBAEMbIX NEKAPCTBEHHLIX CPEACTB U3 MECT Xpa-
HEHUA U NPEAOTBPALLEHUA OTMYCKA 9TUX NIEKAPCTBEHHBIX CPEACTB;

C) pacyeT 3aTpar: B 34paBOOXPaAHEHNN 3aTpaThl Ha NEYEHNE KOHKPETHOTO NaLuueHTa paccumTbLIBaloTCA No
pasHbIM METoAMKAM, HaNPUMEpP MO OTHECEHMIO Criydasi MeANLMHCKON NOMOLLM K ONPeAENEeHHON AnarHocTu4e-
CKM CBSI3@aHHO rpynne, «Ha OCHOBE LieHbI» (N0 NpPecKkypaHTaMm Ha Cryvau fie4eHus unm npoueaypbl), no ot-
yeTam o noTpebneHnn pecypcoB. [ns TOYHOro pacyeTa 3arpar Heobxoaum OO TOYHLIX AAHHbLIX MO KKAOMY
nauueHTy. TexHonorus AIDC ucnonb3yetca ansa c6opa nHdopmalum 0 NpUMEHEHNN NEKAPCTBEHHbIX CPEACTB
u obecneynBaeT ypoBeHb ee geTanu3sauun, HeoOXoANMbINA AN TOYHOTO pacyeTa 3arpar;

d) craTucTuka: pasnuyHbIe areHTCTBa PerynsapHo cobuparoT CTaTMCTUYeCKkue AaHHble C cobniogeHneM
npas NauMeHToB U NOCTaBLUMKOB MEAWLIMHCKON MOMOLLM HA HENPUKOCHOBEHHOCTb SIMYHOM XMU3HU. Hepeako
3TU AaHHble (POPMUPYIOTCA NO NEPBUYHON MH(OPMaLmMKn, COOpaHHON ¢ NOMOLWLIO TexHonorum AIDC. TouHble
W peneBaHTHbIe CTaTUCTUYECKME JaHHbIE OKa3biBAIOT BIIMSIHUE HA PELLEHUS, NPUHUMAEMbIE OpPraHM3auuamm,
nocrasLyKaMm MeAULIMHCKON MOMOLLM U OpraHaMy CaHUTapHO-3MMAEMMUOINOrNYECKOr0 KOHTPONS;

€) perynsaTopHblii KOHTPOJIb: MPUMEHEHNE HEKOTOPbIX NEKAPCTBEHHbIX CPEACTB, HANPUMEDP HapKOTUYe-
CKMX W paguocapmMaueBTUYECKMX, CTPOr0 KOHTPONMUPYETCSI YNONHOMOYEHHbIMM opraHaMu. Ucnonb3oBaHue
TexHonorun AIDC Baonb BCEl LLenoYku NocTaBoK, OTMyCka U NPUMEHEHUSI TAKMX NIEKAPCTBEHHBIX CPeaCTB 06-
neryaet c60p TOYHbIX AAHHbLIX ANA LEnei 0TYeTHOCTH, Tpebyemoii STUMKU opraHamu;

f) nporpaMMbl MEAULIMHCKON NOMOLLM: B PaMKaxX Takux NPOrpamm MEeQULMHCKOW MOMOLLM, KaK nedve-
HMe XpPOHU4eckux 3aboneBaHmii Ha 4OMY (B 4YacTHOCTM, nedyeHue remocpunum, auabeTta, nepuToHeasnbHbIN
aunanus), npumeHeHue TexHonornn AIDC obecnevnBaeTt nogaep Ky LENOYKM AOCTaBKM HEOBX0AUMbIX nekap-
CTBEHHbIX CPeACTB A0 MauueHTa;

g) Mo6unbHele TexHonoruu: AIDC cnegyeTt uCnonb3oBaTb B MOOUIbHbLIX 3MEKTPOHHLIX YCTPONCTBAX U
NPUNOXEHUAX, NpeaHa3Ha4YeHHbIX ANA NPeAoTBPALLUEHMs HaHeCeHUs Bpeaa nauueHTy, HanpuMep Ans npe-
JOTBPALLEHUA UCNONb30BaHUA HEMPABUMLHOIO NIEKAPCTBEHHOIO CPEACTBA, AMNA YKa3aHWA HOMEPOB CEpui,
KOTOpbIE HE AOMKHbI UCMNOMb30BATLCA B CBA3U C OT3bIBOM NEKAPCTBEHHOr0 cpeacTtea U T. 4. C nomoLlbio
TexHonorum AIDS MoBunbHbIE YCTPOMCTBA MOTYT CHUTAThL [1aHHbIE, a 3aTeM NepefaTb UX B CUCTEMY BEAEHUS
9NEKTPOHHBIX MEAULMHCKUX KapT Ans OGHOBNEHWUA CBEAEHWI O KOHKPETHbIX nauueHTax. Ocob6oe BHUMaHKE
cneayeT yAenATb UCTOMHUKY MHpopMaLuK, UCNONb3yeMOMy MOOUIbHLIM MPUMOXEHWEM. [OBEPEHHbIE UC-
TOYHUKM MHCPOPMALIMKM OOSKHBI ObITb CEPTUULMPOBAHBI C MOMOLLIBIO TaKUX peLleHuit, kak kog HON (cm. caiit
opraHu3auuu Health on the Net Foundation, http://www.hon.ch).

5.5.2 HopmaTuBHbI€ BO3MOXHOCTHU

MpuHuMnuansHoe TpeboBaHne Kk MHAPOPMALMOHHBIM CUCTEMAaM 3APaBOOXPAHEHUsT (Hanpumep, cucre-
MaM BeLEHWS BMEKTPOHHbIX MEAULIMHCKUX KapT, CUCTEMAaM YNpaBreHUsi NIEKapCTBEHHbIMW CpeacTBaMM, an-
TEYHbIM CUCTEMAM, CUCTEMAM CHabXeHUsi, (PUHAHCOBLIM CUCTEMAM U T. 4.) COCTOUT B TOM, YTO OHU JOSDKHbI
onepupoBaTh YHUKarbHbIMU MAEHTU(UKATOpaMKN NEeKapCTBEHHbIX CPeacTB (M CONYTCTBYOLWEN MHAOpMaLK-
e, HeobBXoAMMOM ANA NPOCNEXUBAHUA, HANPUMEP HOMepaMu cepuil, CPOKOM rOAHOCTU U T. 4.) N BCex Heobxo-
AWMbIX YPOBHEN YNaKOBKU C NPUBS3KOI K OCHOBHbIM XapaKTepucTukam nekapCTBEHHOro cpeacTaa (HanpuMep,
onucaHueM, pasmMepoM YNakoOBKWU, PEryNATOPHON uHOpMauuein u T. 4.). YuutbiBas 9T TpeboBaHus, pas-
NWYHbIE MHAOPMALMOHHBIE CUCTEMbI 34PABOOXPAHEHNSA ONEPUPYIOT UAEHTUUKaLNENH Pa3NMYHbIX YPOBHEN
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YNakKoBKM NEKAPCTBEHHOTO CPEeACTBA (Hanpumep, CUCTEME anTe4HOro cHabXeHusa HeobGxoanMa uaeHTuduKa-
LMs yNakoBKU TPETLETO YPOBHS, a8 CUCTEME YNpaBrneHusi NPUMEHEHUEM NEKAPCTBEHHbLIX CPEACTB — UAEHTU-
hukauma nepBMYHON U BTOPUYHOWM yNakoBku). Moatomy B cneymdukaymax Takux CUCTEM 4OSMKHA 3a4aBaTbCs
onpeaeneHHas uepapxusi ypoBHel ynakoBoK, uaeHTudukaums Kotopbix 6yaeT ncnonbL3oBaTbCs npu 06pabor-
Ke MHopMaLMmn O ABMKEHWUM NEKAPCTBEHHbIX CPEACTB.

Coo06LeHus, Hanpaensiemble Cry>x6am, KOHTPONMPYOLLMM 06LLECTBEHHOE 340POBLE (HanpuMep, opra-
Ham dhapmMakoHaa3opa), AOMKHbI COAEPXKaTh TOYHbIE CBEAEHUSA 00 naAEHTUdMKALUN NeKapCTBEHHbIX CPEACTB.
3T0 focTUraeTcs ¢ NOMOLLBIO ucnons3oBaHusa Homepa GTIN, Homepa cepuu, Cpoka rofHOCTU U, NPU BO3MOX-
HOCTU, CEPUINHOTO HOMEpA.

5.6 YnpaBneHue cHabxeHUeM n TOBapHbIMKU 3anacaMmu

5.6.1 MpuHUMNbI

Ckraackue onepauuu 1 onepawuu ONTOBbIX MOCTABOK NMOXOXM BO BCEX OTPACAX MPOMbILLMEHHOCTH, rae
KOMOMHMPYIOTCA AEICTBUSA MO CKMAAUPOBAHUIO, XPAHEHMIO U MONYYEHUIO TOBAPOB UMU B KOTOPbIX UMEIOTCH Op-
raHU3aLummn pasHbiX pPasMepoB, ONEPUPYIOLLIME EAUHUYHBIMU TOBapamMu, kopobkamu TOBApOB, rpy3aMu Ha NoAAo-
Hax Unu xpaHsaLwmxcsa Hasanom. B nocnegHue rogbl ONTOBbLIE CKNadbl U NOCTABLUMKU, @ Taloke OTBETCTBEHHbIE 3a
KOHTPOJb 3anacoB 3HAYNTENbHO yNyYLLUWIIW KOHTPOMb U ynpasneHne 3anacamu, npeaHasHa4eHHbIMU And Ucnosib-
30BaHUsA B cpepe 34paBooOXpaHeHus. Micnonb3oBaHne MeXayHapoAHbIX MALLMHOYMTAEeMbIX KOAO0B (LLTPUXKOA0B)
N YCTPONCTB CKaHMPOBaHUS, peanu3ayomx TexHonormio AIDC, o6ecneunno nonyyeHue 6onee To4HOM U onepa-
TUBHOW MHAOPMALMK, YIYYLLAIIO NPOLECChI YNIPABIEHUs1 CHA0KEHUEM M TOBAPHBIMK 3anacamMu, YTo, B KOHEYHOM
c4eTe, NPUBENO K NOBbILLEHWIO 3 MEKTUBHOCTM U NPOU3BOAUTENLHOCTU BCEM LIEMOYKU NOCTABOK.

OyeBUAHO, YTO OpraHMU3aLMm NOBLILIAIOT CBOIO 3W(PEKTUBHOCTL U NOMy4aloT (PMHAHCOBYIO Bbirogy 6na-
rogaps UCMomnb30BaHMIO MEXAYHAPOAHbIX CTaHAAPTU3MPOBAHHBLIX U MHTEponepabenbHbIX CUCTEM KOAMPOBA-
HUA (T. €. cucTem uaeHTudukaumm U MAEHTMAUKATOPOB) B KAYECTBE OCHOBLI AN 06paboTku uHdopmauum B
LiernoYke nNocTaBoK, CKIaACKOW U JIOrMCTUYECKON AeATEeNbHOCTU. C NOMOLLLIO COOTBETCTBYIOLUUX CTAHAAPTOB
Lenoyka nocTaBok MOXET ObITb caenaHa bonee npo3payHom, YTO NOMOTaeT BCEM 3aUHTEPECOBAHHBLIM CTOPO-
HaM NOAHATb APhEKTUBHOCTL CBOEN AEATENLHOCTM U MOBLICUTL 6€30NaCHOCTL NALUEHTOB.

BeIroabl OT MCMONb30BAHUA MEXAYHAPOAHOIO MALLMHOYUTAEMOrO KOAMPOBAHUSA MOTYT ObITb NONYYEHbI
BO MHOrMX 0BnacTsX 4eATeNbHOCTH, BKMIOYAs cnegyowme:

a) YnpaeneHue 3anacamu. YnpasneHue sanacaMmu unu ynpasneHne CKNnajckol AesTenbHOCTbIO SABNs-
I0TCA NpoLeccamu, rapaHTUPYIOLLMMK, YTO NPaBUNbHLIA TOBAP HAXOAUTCA B NPABUIIbBHOM MECTE UMW YTO OH
nepeMeLLeH B NpaBUIIbHOE MECTO B HYXXHOM konuyectBe. C NOMOLLLIO 3TUX MPOLIECCOB TOBAapHbIE 3anachbl
nepemMeLLatoTcs Tyaa, rae CToMMocTb 06paboTku (XpaHeHus u oTnycka) Huwke Bcero. OCHOBHbIE NMpeuMyllie-
CTBa 3TOr0 NOAX04a: ONTMMU3aLMA XPaHEHUA BCEN UepapXumn ynakoBOK B LIENsIX CHAOXEHUs1 U BbIMOJIHEHUS
3aKa30B; MUHUMU3ALMA NOPYM TOBAPOB M OTXOAOB; NOBLILUEHUE 3aMNONHAEMOCTU CKIAACKUX NMOMELLUEHU U
ynyylleHWe Npo3payHoCTu cknagumposanus, obecneunsarowee Gonee aeKTUBHYIO UHBEHTapU3aLmio, a
Takke BbISIBNIEHME W KOHTPONb AeduumTa. Ha npotskeHuu BCer Uenodvku noctaBok TexHomnorusi AIDC, oc-
HOBaHHaA Ha MeXAyHapoaHbIX cTaHaaprax, oGecneymsaeTr cO60p TOYHbLIX AAHHBLIX ANSi CUCTEM YNPaBMEHUA
3anacamu/ynpasneHus cknagom.

WcenegoBaHua, npoBeaeHHble B ABCTpanuinckon dpapmauesTuyeckon orpacnu (cM. pasgen «bubnuo-
rpadus»), nokasanu, 4yto ucnonb3osaHue TexHonorum AIDC (B coveTaHuM C ANEeKTPOHHLIMU COOBLLEHUAMM)
MOXET NPUBECTU K CneayioLwmM pesyrbraTam:

1) CHMXXeHue Yncna peknamauuii 6onee yem Ha 80 %;

2) CHWXKEHMe BpeMmeHu, 3aTpavymBaemoro GonbHuuel Ha OoOpMMEeHUe NONyYeHWUS NEKaPCTBEHHBIX
CpeacTs, Ha 15 %;

3) CHMWXKEHWeE Yynucna cnyvyaes HenpaBuibHOW 4OCTaBKM Ha 46 %.

3TU CTaTUCTUYECKME AAHHbIE UIMIOCTPUPYIOT, YTO B TEX CRy4asx, Koraa ans CHUTbIBAHUS U 3anUCK MOEH-
TUPUKATOPOB NEKAPCTBEHHbLIX CPEACTB UCMONb3yeTcst TexHonorus AIDC, aTOT npouecc cTaHoBUTCS Bonee
NPOAYKTUBHbIM, TOYHbLIM U 3PPEKTUBHBLIM MO CPABHEHUIO C PyYHbIMK onepauusaMu. Mpubbinb OT ynpaBneHus
3anacamu/cknagom fnpu ucnonb3oBaHun TexHonoruu AIDC gocturaer makcumyma.

b) MpeaynpexaeHusi 0 HapyweHun 6e30NacHOCTM NEeKapCTBEHHLIX CPEACTB — OT3bIB NEKapCTBEHHO-
ro cpeacrea. 3TW NpeaynpexaeHus CUrHanu3upyloT, YTo HeoBXoaMMO M30NUMPOBaTb U U3LATL Ae(EKTHbIE
TOBAapPbl U3 LIEMOYKM NOCTaBOK. Yrpo3bl 6€30MacHOCTU MOTYT BO3pacTu Mpu HapyLUEHUAX TEXHONOMMKU Npouns-
BOJCTBA NEeKapCTBEHHbIX CPEACTB, KOTOPbIE MOTYT MOBMEYbL 3a cCOOON NPUYMHEHWEe Bpeaa nauueHTy. XoTa B
pasHbIX PUCAUKLUAX NpoLeaypbl NpeaynpexaeHus 0 HapyLleHusax 6e30nacHOCTU NeKapCTBEHHbIX CPEACTB
W OT3bIBa NIEKAPCTBEHHOIO CPEACTBA MOTYT OTNMYATLCA, UCNONb30BAHUE CTAHAAPTU3UPOBAHHBIX AEHTUDM-
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KaToOpOB NeKapCTBEHHbIX CPEACTB B BUAE MEXAYHAPOAHbLIX MaLLMHOYUTaEMbIX KOAO0B (M NpU HEOBX0AUMOCTH
DONOMHUTENBLHON UHPOPMALIMK, BKITIOYEHHON B KOALI, HANPUMEP HOMEepa Cepun U CepUItHOro HoMepa, NyTem
BCTPauBaHM4 3TOr0 HOMepa B KoA) B coveTaHun ¢ TexHonoruen AIDC nosbiwaloT 3 deKTUBHOCTL NPOLIECCOB
npeaynpexxaeHui U oT3biBa.

¢) MHTeponepabenbHOCTb LIEMOYKM NOCTaBOK. XapakTepUCTUKN U COXHOCTb MEXAYHAPOAHOW TOProB-
Y NOBLICUIM BaXHOCTb UHTEpONepabenbHOCTU kak CpeacTBa AOCTMKEHUA GonbLUe NPOU3BOAUTENLHOCTH,
3(PPEKTUBHOCTU M KOHKYPEHTOCNOCOOHOCTM BO MHOMMX OTpacnsx npoussoactea. NHTeponepabenbHOCTb
aHHbIX, OCHOBAHHAasA Ha MEXYHapOAHbIX CTaHAapTax No uaeHTudukauun, ABNAETCA HEOTLEMNEMON Ya-
CTbi0 3(P(PEKTUBHBIX M TMOKMX CUCTEM YMPABREHNUSA XU3HEHHBIM LIMKNOM Npoaykumu. MMoBanbHO cTaHaapTu-
3MPOBaHHYIO CUCTEMY KOAMPOBAHMSA BCEN MEpapXMKU YNaKOBOK NEKapCTBEHHbIX CPEACTB paccMaTpuBatoT Kak
CYLLIECTBEHHBII 3NeMeHT 06ecnevyeHnss OpraHUYHON MHTErpaumum NPUNOXEHWUA N NAPTHEPOB MO LIENOYKe Nno-
craBok. COTpPyAHUYECTBO U 0OMEH uHbopmaumeli Mexay opraHusaumusaMm NOMOratoT BCEM CTOPOHaM AOCTUYb
Tpebyemoe Ka4eCTBO NPOAYKLMKU C MEHBLLMMM 3aTpaTamMu U NO3BONAIOT UM MOMYYUTL BbIrOAY OT MOBbLILLIEHHOW
Npo3pavyHOCTU LEMOYKM NOCTABOK.

5.6.2 HopmaTUBHbIE BO3MOXHOCTH

Mpou3soauTensam nNporpamMmmHOro obecneveHus cneayet paspabartbiBaTh pelieHus Ans ynpaeneHus
cKnagom, poboTM3MPOBAHHOIO OTNYCKA M T. A., UCNONb3YIOLUME MEXAYHAPOAHOE MALLUMHOYMTaeMOe KOAUpO-
BaHuA u TexHonoruio AIDC. BHegpenue nogo6HOro nporpamMMHoro oGecneqeHuss onTUMU3MPYeT/MakCUMK-
3upyeT nNpubbINb U B TO XK€ BPeMSA COKpallaeT CTOMMOCTb BnageHus. B atom nporpammHom oGecneyeHum
AOMKHO ObITb NPEAYCMOTPEHO UCMOMb30BaHME UepapXnii ynakoBoK TOBapoB, uaeHTudukauun Tosapa, npo-
CMEeXnBaHMS HOMEpa Cepuu, CEPUINHOTO HOMEPA, KOHTPOSb CPOKOB FOAHOCTHU, A TaKKe YNPaBMEHNE CKIagom
orpaHuyeHHoro pasmepa. Kpome Toro, nporpaMmHoe obecneyeHue g0omkHo 06eCneynTb INeKTPOHHbIN 06MeH
[JAaHHbIMW HA OCHOBE MEXAYHAPOAHbIX CTAHAAPTOB, YTOOLI NAPTHEPbLI NO LIENOYKe NOCTaBOK MOMMW YCNeLIHO
B3aMMOAENCTBOBATb.

5.7 O630p HOPMATUBHbIX BO3MOXHOCTEN

B tabnuue 1 npuBeaeH 0630p HOPMATUBHBLIX BO3MOXXHOCTEN.

Tabnuya 1 — Ob630p HOpMaTUBHLIX BO3MOXHOCTEN

MaeHTudbukaTopbl ynakoBok o
TpeboBaHWA K UCMONB30BAHWUIO NeKapCTBEHHOTO CPeACTBa Homep cepumn Cpok rogHoCTH CepuiHbIN HoMep

BoamoxHocTb npocnexusaHus (5.2) X X X (X)
Mepbl npoTuBogeicTBMA anbeu- X (X) X
dmKaLmmn nekapcTBeHHLIX Npenapa-
ToB (5.3)
MoBblleHne Ge3onacHOCTW naum- X X X -
eHTa Ha MecTe oKasaHus MefUuLuH-
ckoit nomouyu (5.4)
Mcnonb3oBaHne B cucTemMax 3jpa- X X X X
BooxpaHeHus (5.5)
YnpaeneHne cHabxeHneM 1 Tosap- X X X -
HbIMK 3anacamu (5.6)

6 QKOHOMMYECKUE acnNeKThbl

6.1 O6wme nonoxeHus

YyutbiBas MHHOpMaLMIO, NPUBEAEHHYIO B pasaene 5, BHEAPEHWE MALLMHOYUTAEMOTO KOAUPOBAHUA fe-
KapCTBEHHbIX CPEACTB NPeaCTaBAeTcs pasyMHbIM BNOXeHWeM. TpeGyemblit 06beM MHBECTULIMIA 3aBUCUT OT
MECTHbIX, MPOMPUETAPHbIX U MEXOYHAPOAHBIX ACMEKTOB BLIGPAHHOTO PELLEeHUS], 8 TaKKe OT PbIHOYHbIX (PAKTO-
POB /M OENCTBYIOLLEro 3aKOHOAaTENLCTRA.

Hacroawmit cTaHAapT NOCBSALLEH MALUMHOYUTAEMOMY KOAMPOBAHWIO M OTPaXAET OMbIT 3HAYNTENbHO-
ro Yucra rnonb3oBaTesiei, a TakKe NPOU3BOAUTENEN NeKapCTBEHHbIX CPEACTB U NOCTABLUMKOB MEAULIMHCKOI
MOMOLLM. B HeKOTOpbIX OTpacnsx Ha A0BPOBONBLHON OCHOBE BHEAPEHO MEXAYHAPOAHOE MAaLUMHOYUTAeMOe
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KOAUPOBaHUE, CTaBLUEE YaCThiO0 KAXKOOAHEBHON AeAaTenbHOCTU. MockonbKy cdyepa 34paBoOXpaHeHus noane-
>KUT CTPOrOMY PEryNUPOBaHUIO, TO B HEN BHEAPEHME MALUMHOYUTAEMOTO KOAUPOBAHUS HE MOXET ObITh 06pO-
BONbHbIM. OfHAaKO TaMm, rae 310 0Ka3arocb BO3MOXHbIM, BHEAPEHWE Haubonee pacnpoCTPaHEHHON apXUTeK-
TYPbl MEXAYHaPOAHOro MaLIMHOMMTAEMOrO KOAMPOBaHUA, a UMeHHO GS1, cTtano peanbHOCTbIO.

HepasHue paspabotku B cdhepe 3apaBOOXpaHEHUs1 yCUNUBAIOT NOTPEBHOCTL BO BHEAPEHUM rmobansHo
rapMOHU3UPOBAHHOTO MAaLUMHOYUTAEMOro KogupoBaHus. MoCKonbKy 3akoHoaaTenbLCcTBO Tpebyer obecneve-
Hus 6onee aeTanbHOrO NPOCNEXMBaHNUSA, BHEAPEHNE NPONPUETAPHBIX PELLEHUIA NOBLICUT CTOMMOCTb NMPON3-
BOACTBA U BHEAPEHUS.

6.2 Touka 3peHUs NnpousBOAUTENA

MpoussoauTenu, NOCTaBnAKOLME TOBAPbl HA BHYTPEHHWUI PLIHOK W HA gpyrue LeneBble PbiHKM, 0CO3-
HaloT HEOOXOAUMOCTb BHEAPEHUA raPMOHU3MPOBAHHON CUCTEMbI MALLMHOYUTAEMOTO KOAUPOBaHUSA. Mexay-
HapoAHbIE NPOU3BOAUTENM TAKXKE ULLYT 06LIME NoAX0Abl, NO3BONAOLLME 06ECNevYnTb UX MPOM3BOACTBEHHbIE
NUHWMU B pa3HbIX MECTax Npou3BOACTBA M pa3HbIX CTPAHAX €AUHOW METOAONIOTUENR N MHCTPYMEHTamNbHbIMK
cpeacTBamm.

Mpon3BOACTBO NEKAPCTBEHHbIX CPEACTB ANS KOHKPETHBIX LIEMEBbIX PbIHKOB NOAPA3yMEBAET A3bIKOBYIO
nokanu3aumio ynakoBoK, a TakKe BbINOMHEHUe Apyrux cneunduyHbix Tpe6oBaHMii MECTHBLIX OPraHOB pery-
nuposaHus. Ecnu B 3T TpebGoBaHWs BXOAMT MAaLUMHOYUTAEMOE KOAWPOBAHWE, TO NPOU3BOAUTENL AOIKEH
BHEAPUTL PELLEHWUE, PACCHUTAHHOE HA KOHKPETHYIO CTPaHy, YTO MOXET NOBMEYL HE TOMbKO NOTEHUMAsbHbIE
3arparbl, HO ¥ AONOMHUTENbHBLIE TEXHUYECKUE CpeacTBa (B 0COGEHHOCTU ANA NPUCBanBaHUA TOBapam Cepuii-
HbIX HOMEPOB).

[na yyeta HOBbIX PErynsATOPHbIX TPEOOBAHMIA, HANPUMEP ANA NPUCBOEHUS CEPUIIHOrO HOMepa, Npo-
U3BOAUTENN MOAEPHU3UPYIOT CBOW MPOU3BOACTBEHHbLIE NMHUKU. OTOT TPEHA B CPEAHECPOYHON NepcnekTuee
oxBaTUT GOnbLUYIO YacTb MMpa.

6.3 Touka 3peHus nocTaBWMKa MeAULMHCKON NOMOIN

MocTaBLMKM MEAMLIMHCKOM NOMOLLM HAXOAATCA Ha «NepeKkpecTkey, Kyaa CXOAATCA NOCTAaBKU OT MHOTUX
PasnUYHbIX UCTOMHUKOB, Hanpumep oOUCHbIE NPUHAANEXHOCTU, NPOAYKTHI MUTaHWUA, OCHOBHOE 06opyaoBa-
HWe, MeQULIMHCKUE YCTPOMCTBA U NEKapCTBEHHbIE cpeacTBa. Bo MHOMMX crnyqasx 60NMbHULILI ABNSAKOTCA KOH-
LieHTpaTopamu.

Mcnonb3oBaHue 06LWMX MeXyHAapOAHbIX CTAHAAPTOB KOAUPOBAHUSA U apXUTEKTYPb! BbIMUCIIUTENbHBLIX
ceTeil, He 3aBUCALLMX OT MOCTaBLUMKA, OKa3bIBAET MONOXUTENbHOE BNUSHME Ha 3h(DEKTUBHOCTL paboTbl u
TEM caMblM COKpaLlaeT Tekylyue 3aTparbl. [Ins noBblleHUs KayecTBa u 6e30nacHOCTM MeAULIMHCKOW NOMO-
LM B MHAPACTPYKTYPE MEAULIMHCKMX MH(POPMALIMOHHBIX CUCTEM MCIONb3YIOT CPEACTBA CUNTLIBAHUA KNIOYEN
uaeHTUMKaLmMmM n apyrmx atpubyToB neKkapCTBEHHbIX CPEACTB M LEeNoYku nocrasok. MocteneHHo aocTyn-
HOCTb MAEHTUMUKALUN NEeKapCTBEHHOTO CPEeACTBA HA YPOBHE MEPBUYHOW YNaKOBKW, yNpaBnsemon W noj-
AepKUBAEMON NPOU3BOAUTENSIMU, CTAHOBUTCA BCe Gonee CyuleCTBeHHOW. MpuMeHeHne MexayHapoaHoro
MAaLLMHOYMTAEeMOro KOAMPOBAHUSA HA MECTE OKasaHUs MeAULIMHCKON NOMOLM obnerdaeTr BHeapeHue sepudu-
Kauumu nekapCcTBEHHbIX CPEACTB UHAMBUAYaANbHbIMU NOCTaBLMKamMu. Bo nsbexxanne npumeHeHus 06XoaHbIX
peLueHuii npouecc coopa AaHHbIX AOMKEH ObITb OLICTPLIM U NPO3paYHbIM, YTO U 06ecnevunBaeTca ¢ NOMOLLbIO
rapMOHU3UPOBAHHOIO KOAUPOBAHMA U apXUTEKTYPbI.
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MpunoxexHne A
(cnpaBo4yHoe€)

CBA3b mexay naeHtndunkaropamu PhPID n MPID

A.1 BBegeHue

CBA3b Mexay naeHtucpmkatopamu PhPID n MPHO o6bsicHeHa B ICO 11616, pasgen 6. MNprBeAeHHbIe B HEM Npu-
Mep 1 guarpamma BOCMpousBeeHbl Ha pucyHke A.l.

A.2 Mpumep

Ecnn naeHTdnKaTopsl fiekapCTBEHHbIX CPEACTB COAEPXKAT OMHAKOBbIE 3/1EMEHTbI, ONpeAesieHHble AN KOHKpeT-
HOro ypoBHs ugeHTudmnkatopos PhPID, TO 3T nekapcTBeHHble cpefacTsa 6yayT MMeTb MAEHTUYHbIE UAEHTUUKATOPbI
PhPID. Hanpumep, nekapcTBeHHOE CPeACTBO A, cofepxallee hapMaLleBTUYecKyo cybecTaHumio X, 6yaeT umetb 06Lwumit
naeHTudmkatop yposHs PhPIDI ¢ nekapcTBeHHOM CpefcTBOM B, cogepxalium Ty e dhapMaueBTUYecKyro cybcTaHuumio
X. Danee, ecnn kaxpgoe 13 NeKapcTBEHHbIX cpeacTB A 1 B cogepxut cybeTaHumio X ¢ 4O3MPOBaHHON ¢hOpMOiA npumeHe-
HMS1 Y, HO C pa3HOii aKTMBHOCTLIO, TO KX uaeHTudpmkatopbl PhPIDI 1 PhPID3 6yayT MAEHTWYHbI, a UX MAEHTUGMNKATOPBI
PhPID yposHeit PhPID2 1 PhPID4 — oTnnyaTbCa 13-3a pasHoli akTUBHOCTH.

al : Habop aTpuoytoB MPID «CBSI3b»
.= IDMPBrand A kancyna 250 mr (Smith & Co) 00 : Ha6op MaeHTMdMKaTopos PhPID
WA cybetaHumm = par999
W dhopmbl cybeTaHumm = stu999
W[ akTMBHOCTM cy6CTaHumm = vwx999

a2 : Habop atpubyTos MPID «CBSA3b» W aktmeBHOCTU ¢hopMbl CybCTaHLmm = wzy999

.= IDMPBrand A kancyna 250 mr (Jones)

PucyHok A1 — Wnnoctpauns cBsian mexay maeHtngukatopamu MPID n PhiID

MpumeuvaHne — Cm.: MCO 11616, nogpasgen 6.1, pucyHok 3.
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MpunoxeHue B
(cnpaBo4yHoe€)

Mepapxmna ynakosku

Ha pucyHke B.1 nokasaHO MCMosib30BaHWe YHUKasIbHbIX UAEHTU(UKATOPOB IEKAPCTBEHHOMO CPEACTBA A/1 Kakao-
0 YPOBHSI YNaKoBKK (T. €. AN «MepapxXun YNakoBKW»), a TakKe CBA3WN Mexay MepapxusMu ynakoBKU W UCMO/b30BaHNEM
[OMNOJTHUTENBHOW MHDOPMaLMK, cofepXalleiics B aTpubyTax /IeKapcTBEHHOrO CPeAcTBa, BKIoYas HOMEP CEPUM U CPOK
rogHocT. TpeGoBaHUsl K MapkMpoBKe (MAEHTUMKALMM) MOTYT 3aBUCETb OT XapakTEePUCTUK IEKAPCTBEHHOTO cpeacTea.

MepBuyHas ynakoska GTIN wm
GTIN + HoMep cepumn + CPOK rogHOCTU

BropudHas ynakoBKa  GT|N + Homep cepuy + CpOK FOAHOCTI Wi
GTIN + HOMep cepum + CPOK FOAHOCTY + CEPUIHBI HOMEp

YnakoBKa TPETLEro YPOBHA
GTIN + Homep napTuK + CPOK rOAHOCTU WK

GTIN + HOomMep napTum + CPOK FOAHOCTY + CepuiiHbI HoMep

GTIN + HOoMep napTumn + CPOK rOAHOCTU Wn
GTIN + HOMep napTu + CPOK FOAHOCTUN + CEPUIHBIA HOMEp

PucyHok B.1 — Vepapxus ynakosku

JlekapcTBeHHble CpeacTBa B MEPBUYHON ynakoBKe MOTYT BK/1a[blBaTbCA B pasHble BTOPWYHbIE ynakoBku. Hanpu-
Mep, BO BTOPUYHbIE YNAKOBKN MOXET ObiTb BOXEHO 24 nnn 96 6nuctepos, cogepxawux 12 kancyn Doureve 20 mr (nep-
BMYHasA ynakoBka). Te xe 61McTepbl MOryT NOCTaBAATLCSA B APYTMX BTOPUYHbIX YNaKoBKax Ha pasHble perroHasibHble pbiH-
k1 (Hanpumvep, B LUBeiiuaputo, Benbruio). MponssBoanTesib UCNOMb3YET OAUH U TOT e Homep GTIN ana naeHtudmkayum
kancyn Doureve 20 Mr B NepBUYHbIX yNakoBKax, HO BTOPUYHbIM ynakoBkam 6yayT npucsoeHbl apyrme Homepa GTIN. Kak
noKasaHo Ha puUCyHke B.1, npy MCnosib30BaHNM MalMHOUYUTAEMOrO MEXAYHApPOAHOro Kofda A1 MapKMPOBKM MePBUYHBIX
ynaKkoBOK flekapCTBEHHbIX NpenapaToB uAeHTUdMKaLMA NePBUYHOW YNakoBKM NEKapCTBEHHOIO CPeAcTBa AO/MKHA OTu-
yaTbCsl OT MAEHTUMKALMN BTOPUYHON YNakoBKU.

Mpn MapknMpoBKe NEPBUYHON YNakOBKM MeXAyHapOoAHbIMW MallMHOYMTAEMbIMU KOAaMW Npou3BOANUTENSM HEeobXo-
A1Ma BbICOKOCKOPOCTHAas neuyatb HOCUTENel AaHHbIX, UMEKLMX HebOoblylo NOBEPXHOCTb. BblI0 MokasaHo, Y4TO CYMBO-
nbl DataMatrix [20] nyywe Bcero NpUrogHbl ANs aTUX Leneil.
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MpunoxeHne C
(cnpaBo4HOE)

CBA3b mexay MPID, PCID n GTIN

Ha pucyHke C.1 nokasaHa cBA3b Mexay nageHtudgukaropamm MPID, PCID n Homepamu GTIN gns tex cnydvaes, Kor-
[a OfHY W Ty Xe NepBUYHYIO YNaKoBKY BbIMyCKalOT HA PbIHOK B pa3/inyHbIX BTOPUYHbIX ynakoBkax (Mo Asa 6auctepa wim,
COOTBETCTBEHHO, MO OAHOMY 6aucTepy).

MaoeHTndmkatop PCID sBnsieTca KoHkaTteHauuel naeHtudpmkatopa MPID u cermeHTa koga OnucaHusi ynakoBKW,
naeHTuduympytowero ee tun (cMm. MICO 11615, nyHKT 6.3.1).
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MpunoxeHue D
(cnpaBouHoe)

MpumMepbl MOEHTUMUKATOPOB YNAKOBKM

B HacTodAlweM NpuUnoXxeHnWn npuseaeH TMNOTETUYECKUIA npumep I/I,EleHTI/I(bVIKaLU/IVI YNakKoBKU. B HeM ncrnonbsoBaHbl
BbIMbIWMEHHbIE HasBaHUA, HO OH MOXET CNYXUTb I/IﬂﬂrOCTpaLWIeVI TOro, Kak VI,D,EHTI/IqDI/IKaTOpr ynakoBKU NpucBanBakoTCcA

B pasHbIX OPUCANKLMSIX.

®upma Safedrug Ltd paspabotana HoBoe nekapcTBEHHOE CPeACTBO, KOTOpoe cHadana 6blno npegcraBneHo Ans
perucTpauumn B opraHusaumio FDA (CLLA), a 3aTem B perynupytoLlne opraHbl eBPONencKkux cTpaH. JlekapcTBeHHbIW npe-
napar 6yaeT MMeTb MexayHapogHoe HenaTeHTOBaHHOe HaMeHoBaHWe «Sweetopamy.

Mo nopyyeHuto opraHmsaumu FDA areHTCTBO No TeXHUYECKOMY 06CyXMBaHWIO MPUCBOUITO fIeKapCTBEHHOMY Cpea-
cTBy Sweetopam naeHtTudukatop «adb123» B kavectBe ugeHTudukaropa PhPID nepsoro ypoBHs. OTa naeHTudukaumua
OyAeT Ucnonb3oBaTbCA BCEMMW PEryrMpYOLLUMKU OpraHamu.

B Tabnuue D.1 npvBegeHbl NpuMepbl MAEHTUMOUKATOPOB YNaKoBKW Ha pa3HbIX pblHKaX.

Tabnuuya D.1— Mpumepbl NAEHTUPUKATOPOB YNAKOBKU Ha pasHbIX pbIHKaxX

Mpumep 1 PeiHok CLLUA

Sweetopam 6yaeT BbinyLleH Ha pblHOK CLLUA B TBepaown dopme ans
ynoTpebnenus BHyTpb (no 20 Mr) B 6nuctepHoit ynakoBke no 10 kan-
cyn. HaspaHue: «Sweetdreamy:

OpvH naeHtudpukatop PhPID L4

Kancyna sweetopam 20 mr Kancyna sweetopam 20 mr

[Be dopMbl ynakoBku

Kancynel Sweetdream 20 Mr B
ynakoBke no 30 kancyn

Kancynbl Sweetdream 20 mr B
ynakoske no 100 kancyn

OpHo paspelueHve

MonyueHo ot US FDA ansa kancyn Sweetdream no 20 Mr

OavH naeHtudukatop MPID

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

Oea ngeHtudukaropa PCID

BulgaH US FDA:
- 01 (kancynel Sweetdream 20 mr
B yrnakoske no 30 kancyn)

Buigan US FDA:
- 02 (kancynel Sweetdream 20 mr
B ynakoske no 100 kancyn)

(skntovaeT B ceba NDC)

HauuonanbHblii ko nekapctea | MPID+PCID coctaensator NDC: MPID+PCID coctasnatot NDC:
(NDC) 1234512301 1234512302
Homep GTIN GTIN 312345123017 GTIN 312345123024

Homep GTIN 6nucrepa

310000000 BIXOXHKXXXXXKX

Mpumep 2 PuiHOK HuaepnaHaos

Sweetopam 6yaer BbIMylWeH Ha pbIHOK HugepnaHaos B TBepAoit
¢opMe ans ynotpebneHunsi BHyTpb (No 20 Mr) B 6GnuctepHoii ynakoske
no 10 TabneTok u Bo pnakoHe no 250 Tabnetok

OnvH naenTudukatop PhPID L4

Tabnetka sweetopam 20 mr

Tabnetka sweetopam 20 Mr

[Be dopMbl ynakosku

Tabnetkn Slaapzacht 20 wr, B
ynakoske Tpu 6nuctepa no 10
TabneTok

Tabnetku Slaapzacht 20 wr, yna-
KOBaHbl BO hriakoH, CoaepXaLLyii
250 Tabnetok

OnHo pa3spelueHune

MonyyeHo oT HupepnaHAcKoro coBeTa NO OUEHKE MEeAULMHCKUX
cpeacts (MEB): Homep RVG 012345

OavH npeHtudgpukatop MPID (Z-Index) | HPK 1123456

[ea nageHtudukaropa PCID
ZI-nr (Z-Index) 15123456 15789012
Homep GTIN 6nuctepa (MoH) 8712345600044 —
Homep GTIN ynakosku (MoH) 8712345600051 8712345600068
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OkoHYaHue mabnuupsi D.1

Mpumep 3 PuiHOK HugepnaHgos

Sweetopam 6ygeT BbiNyLleH Ha PbLIHOK HuiepnaHzoB B TBEpAOM
cdopme Ana ynotpednenus BHYTpb (o 20 mr) B GNUCTEpHONR ynakoB-

ke no 14 Tabnetok

OauH PhPID L4

Tabnetka sweetopam 20 mr

Tabnetka sweetopam 20 mr

[ee hopMbl ynakoBku

Tabnetku Slaapdiep 20 mr, B yna-
KoBKe Tpu bnucrepa no 14 Tabne-
TOK

Tabnetku Slaapdiep 20 mr, B yna-
KOBke ceMb bniuctepoB no 14 Ta-
6neTok

[Ba paspeLuennsa (EC)

MonyyeHo oT EBPONEcKoro areHTCTBa MO JieKapCTBEHHLIM cpea-

ctBam (EMA)

EC-Homep EU/1/00/999/004 EU/1/00/999/006
OauH ngeHtugpukatop MPID (Z-Index) | HPK 1123456
[Oea ngeHtudukaropa PCID
ZI-nr (Z-Index) 15345678 15901234
Homep GTIN 6nuctepa (MoH) 8712345600075 8712345600075
Homep GTIN ynakosku (MoH) 8712345600099 8712345600015

20




FOCT P 57305—2016

MpunoxeHune OJA
(cnpaBouHoe)

CBeeHuA 0 COOTBETCTBUU CCbINTOUYHbIX MeXAYHAapOoAHbIX CTaHOAPTOB
HauuoHasrNbHbIM CTaHOAPTaM

Tabnuuya OA1

OBo3HayeHne CCbINTIOYHOIo CTteneHb OBo03HavyeHWe U HaMeHoBaHue
MeXAyHapoAHoro cTaHdapTa COOTBETCTBUSA COOTBETCTBYIOLLEro HaLUWoHaneHoro ctaHgapra
ISO 11615 IDT MOCT P NCO 11615—2014 «MHdopmaTuzaums sgoposbs. NaeHTu-

puKaums NekapcTBEHHLIX CPeACTB. dneMeHThl JaHHbIX U CTPYKTYpbI
ANA YHUKanbHOR naeHTudukauum n obmMeHa nHdopmaunein o peru-
CTPUPYEMbIX JIEKAPCTBEHHBIX CPEACTBax»

ISO/IEC 15415 IDT OCT P NCO/M3K 15415—2012 «MNHDOopMaLMOHHbIE TEXHONOMUW.
TexHoNorMM aBTOMAaTU4ECKON WAeHTUdUKaumm n cbopa AaHHbIX.
Cneuudmkauma ncnelTaHWii CMMBOJIOB LUTPUXOBOIO KoAa NS OLeH-
K1 kadecTBa nevatun. [lBymepHbie CUMBOIbI»

ISO/IEC 15416 — *
ISO 28219 — *
I1ISO 22742 IDT [OCT P MUCO 22742—2006 «ABTOMaTH4ecKas naeHTudpunkayms. Ko-

AupoBaHue LUTpuxoBoe. CUMBONMbI JIMHERHOTO LITPUXOBOTO KOAa M
ABYMEpPHbIe CUMBOITBI Ha YNaKoBKe MPoayKLMn»

* COOTBETCTBYHOLMIA HAaLMOHaNbHbIA CTaHaapT OTCYTCTBYET. [lo ero yTBepXaeHns pekoMeHLyeTcs UCTonb3oBaTh
nepeBod Ha PYCCKMiA A3bIK JaHHOTO MEXAYyHapOoAHOro cTaHgapTa.

MpumeyvaHne — B HacToswel Tabnuue Mcnonb3oBaHoO criefytollee ycrioBHoe 0603HaYeHne CTeNeHn cooT-
BETCTBMA CTaHAAPTOB:
- IDT — naeHTUYHble cTaHgapThl.
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