GS1 npusBetcTByeT npuHaTHEe cuctembl EC UDI, a Tak)ke npusHaHue
ponun m onbiTa GS1 B HOBbIX NMpaBunax
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MexayHapogHas opraHusaums no ctaHgapTtusaumm GS1 npuBETCTBYeT CerofHsilHee
NPUHATUE OKOHYaTenbHbiX lMpaBun EC no MeAVMUMHCKMM YCTpPOMCTBaM W in-vitro
ANarHocTumke. FnobanbHble cTaHgapTbl GS1 6yayT NCNO/b30BaTbCS
Npon3BOAUTENAMU AN BHEAPEHUS HOBOM CUCTeMbl YHUKanbHou WaeHTudwukauum
YcTtponcte (UDI), koTopas HanpassieHa Ha obecnevyeHne 6e30NacHOCTU NaUMEHTOB U
Lenu NocTaBoK.

Cuctema UDI 6ypet ucnonb3oBaHa ans obecnedeHus rnobanbHOM cCOrnacoBaHHOM
CTPYKTYpPbl C Uenbl yAydleHns wnaeHTuduKaumm MeamuMHCKUX  YCTPOMCTB,
6e30MacHOCTM MaumeHToB M OU3HeCc-npoueccoB, a TaKXe MOBbIWEeHUSA KayecTsa
MeAULNHCKOMN MOMOLLN. EBponenckoe [locTtaHOBNeHMe Mo MeanuMHCKUM
YctponctBam (MDR) un [AuarHoctnyeckoMmy Perynuposanuto in-vitro (IVDR),
NpUHATOE CceroaHsa, onpeaenser Bce TpebosaHmsa K cucteme UDI  EC.
GS1 npuBeTCTBYET OKOH4YaTeNnbHoe MNpuHATME EBpONENCKMM napsaMeHTOM HOBbIX
npasun EC, B OTHOWEHUN MEAULMHCKUX U3AENNA, KOTOpOe crieAyeT 3a NpUHSATUEM
3Tnx npasun CoBeToM EBponbl B MpOWJSIOM Mecsiue. DTO pelleHune sBnseTcs
3HauUUTENbHbIM AOCTMXEHMEM W SABASIETCA KynbMWHaumen 6onee deTbipex et
akTuBHon paboTbl CoBeta EBponbl, EBponenckoro napnamMeHta u EBponenckon
KOMUCCMM MNpPU  AKTUBHOMW nMnoAAepXXKe AenoBoro coobuecrtsa, rpa)kaaHCKOro
obuwectBa n ApYyrmnx 3aMHTEepeCcoBaHHbIX CTOPOH.

Cuctema GS1 npeacrasnsetr cobon UHTErpupoBaHHbIM  Habop rnobanbHbiX
CTaHAapToB, KOTOpbIM obecneuynmBaeT TOYHYK uAeHTUDUKaAUMKO U nepepadvy
MHdOpMauMM O MpoayKTax, NaunmeHTax, akTuBax, ycsyrax v MecTaHaxOoXAeHUAX.
CraHpaptbl GS1, Bknwuyasa Global Trade Item Number® (GTIN®), yXe WMPOKO
MCNONb3YIOTCA BEAYLWMMN NPOU3BOAUTENAMU MeAULMHCKUX ycnyr. GTIN npuHAT BO
BCEN MWUPOBOM MHAYCTPUU 34paBOOXPaHEHUSA KaK YHUKaNbHbIA naeHTUdUKaTop ANnd
MEeAMUMHCKNUX N XUPYPrUYecKMX MPOAYKTOB Ha KaXAOM YpPOBHE YMakKOBKMW.

C 2013 ropa GS1 akkpeamToBaHa B KayecTBe areHTCcTBa no Bblgaye UDI YnpasneHuem
MO KOHTPOJIO 3a NpoAyKTamu 7 neKapcreamu CLLUA (FDA).
«Cnucrembl UDI, ocHoBaHHble Ha craHgaptax GS1, 6yayT roJsie3Hbl nayneHTam,
cucTeme 34paBoOOXPaHEHUST U UHAYCTPUN MEAMUMHCKNX yCTpoucTB. CtaHaaptel GS1
roMorarT opraHmn3aymsMm 34paBoOOXPaHeEHUsI BO BCeM MuUpe ObICTPO U 3(DPHEKTUBHO
MAEHTUDUUMPOBATL MEANLIMHCKUE YCTPOUCTBA B C/ly4yae 0T3biBa. OHU [0BbILLIAKT
TOYHOCTb U CNEUNPUYHOCTb OTYETHOCTM O HEGAaronpusaTHbIX COObITUSX U



obecrieynBaroT OCHOBY A/ r/7106asibHou 6e3ornacHou uenu pacripegenennsi. OHu
Takxe  npegnarart  4YeTKui  criocob  AOKYMEHTUPOBAHWSI  MCI0J/1b30BaHUS
MEANLMHCKUX YCTPONCTB B 3/IEKTPOHHbLIX MEAULMHCKUX 3arncsX W KIIMHUYECKNX
MHMOPMAaLMOHHbIX cUCTeEMax », - 3asBusl Muresnb Jlonepa, reHepasbHbli ANPEKTOP
GS1.

bpyHo Aueto (Bruno Aceto), npeaceagarens GS1 B EBpornie, cka3zasn: «EC caenan
6e30rnacHoOCTb M LIe/IOCTHOCTb r/7106aslbHOM  Lenu [ocTtaBok B obnactu
34paBoOOXpPaHeHNs] CTPATEMMUYECKNM TIPUOPUTETOM, MNPUHSB 3aKoHoAaTesIbcTBo o UDI a5
MeaANUMHCKNX YCTPOKNCTB. YcrewHoe BHeapeHne UDI Bcemu 3anHTepecoBaHHbIMU
CTOpOHamu B chepe 34paBOOXPaHEHUs, OT [pom3BoanTEIeN [0 [0CTaBLNKOB
MeANLMHCKNX yCayr, 6yaeT 3aBuCeTb OT HECKOJ/IbKUX (PaKTopoB, BK/IHOYAaSs
YHUGDUUNPOBAHHYK UM COrJ1IaCoOBaHHyO CUCTEMY 10 BCeEMY Mupy. 47
HauMnoHaslbHbIX opraHn3auni, sxoasiumnx B GS1 B EBporie, SIB/SIKOTCS €BPOMNeENCKoun
nnargopmon GS1, KOTOpbIE MOryT OMOYb KOMMAHUSIM BHEAPUTbL CTaHAaapTbl GS1
47151 Y/OB/IETBOPEHUNSI HOPMATUBHbIX TpeboBaHuI ».

GS1 vyxe npuctynuna Kk paborte, yTOb6bl rapaHTMpoOBaTb, 4YTO MPOU3BOAUTENU
MeAMUMHCKUX YCyr CO BCero Mupa MOryT co3gasaTb WM noaaepxuvsatb Homepa UDI,
cneays npasunam EC 1 obwmm cneumndukaumam GS1. CornacHo PernameHTy HoMep UDI
AonxXeH 6bITb HAHECEH Ha 3TUKETKY MeAMUUHCKOro YCTPOMCTBA, Ha YyMakKoBKY W, B
HEKOTOpbIX C/ly4yasX, Ha CaMo YCTpPOMCTBO. HeobxoauMble AaHHblEe O NPOoAYKTaX AOJIXKHbI
6bITb NpeacTaBNeHbl B LEHTpanbHYy0 eBponenckyto 6asy aaHHbix Eudamed. MTnobanbHble
CUCTeMbl WMAeHTUdUKauum wn kKoauposaHus GS1 COBMeCTUMbl C COOTBETCTBYOLWMMU
MeXayHapoaHbIMK cTaHgapTamu 1SO.



