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MNpepgncnoBne

1 NOATOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM aBTOHOMHbIM 06pa3oBaTesibHbIM YyUYpexaeHuem
Bbiclwero o6pasoBaHns NepBblli MOCKOBCKMI rOCYyAapCTBEHHbI MeANLUHCKUI yHuBepcuteT umeHn U.M. Ce-
yeHoBa MuHucTepcTBa 34paBooxpaHeHunss Poccuitickon ®epgepauun (CevyeHOBCKMIA YHUBEPCUTET) Ha OCHOBE
CO6GCTBEHHOIO NepeBoja Ha PYCCKUIA A3bIK aHIN10A3bIYHOM BEPCUMM CTaHAapTa, yKasaHHOro B nyHkte 4

2 BHECEH TexHunyeckum komuTeTom no ctaHgapTtusaumm TK 458 «Pa3paboTka, Npou3BOACTBO U KOH-
TPO/ib KayecTBa /IeKapCTBEHHbIX CPeACTB»

3 YTBEPX/JEH W BBEJEH B OEWCTBWE [pukasom ®epepasbHOr0 areHTCTBA NO TEXHUYECKOMY
perynnpoBaHunio 1 MeTposiornm oT 8 Hosabpsa 2021 r. Ne 1443-cT

4 HacToAwwmii cTaHaapT ABNSeTCS MOAMMULMPOBAHHLIM MO OTHOLWEHUIO K MEeXAYHapoAHOMY cTaHAap-
Ty CO 11040-8:2016 «lUnpuubl npegBapuTesibHO HanosiHEHHble. YacTb 8. Tpeb6oBaHWs U MeTOAbl WUCMbI-
TaHWn rOTOBbIX NpeABapuUTEeNIbHO HaMnoJ/IHEHHbIX wnpuyeB» (ISO 11040-8:2016 «Prefilled syringes — Part 8:
Requirements and test methods for finished prefilled syringes», MOD) nytem uU3MeHeHUSA OTAENbHbIX hpas
(cnoB, 3HayeHWii NokasaTtesneid, CCbINIOK), KOTOPbIE BblAENEHbl B TEKCTE KYPCUBOM.

CBefleHNs1 0 COOTBETCTBUM CCbINTOYHbIX HALMOHAMbHbIX Y MEXrocygapCTBEHHbIX CTAHAAPTOB MeXAyHa-
poAHbIM CTaHgapTam, MCMO/Ib30BaHHbIM B KAYeCTBE CCbIJIOYHbIX B MPUMEHEHHOM MeXAyHapoA4HOM cTaHAap-
Te, NpuBeAeHbl B AOMNO/HUTENIBHOM Npunoxenun OA

5 BBEJEH BMNEPBbIE

MpaBuna NpMMeEHeHNA HACTOAWEro cTaHjapTa YCTaHOB/eHbl B cTaTbe 26 PefepasibHOro 3akoHa
0T 29 uioHa 2015 r. Ne 162-03 «O cTaHgapTwusauum B Poccuiickon depepauyumn». MIHdopmaunsa o6 ns-
MEHEHUAX K HacTosAWweMy cTaHgapTy nyb/inkyeTcsa B eXerofHomMm (No COCTOAHUI0O Ha 1 AHBapsa Tekyuero
roga) MHOpPMaLMOHHOM yKasaTene «HauuoHanbHble CTaHAapTbi», a ouUManbHblii TEKCT W3MEHEHWI
N NONpaBoOK — B eXeMeCAYHOM WMH(popMaLMOHHOM yKasaTene «HauuoHanbHble cTaHgapThbi». B cnyyae
nepecMoTpa (3aMeHbl) UM OTMEHbl HACTOSALWEro cTaHjapTa CoOOTBeTCTBYKLee yBeJOMNeHne byaeT
ony61nKoBaHo B 6aumxkalilleM BbIMYCKE €XEMeCSAYHOro MHMOpPMaLMOHHOTIO yKasaTens «HauuoHanbHble
cTaHgapTbl». CooTBeTCTBYyWLWAas nHpopmaumusa, ysejoMmneHme U TEKCThbl pasMew,anTCcsad Takxe B UH-
dopMaynoHHOW cucTeme 06LWENr0 NOMb30BaHNA — Ha ouymnanbHOM cainTe degepanbHOro areHTCcTBa Mo
TEexXHUYEeCKOMY perysimpoBaHuio u1 MeTpoaorum B ceTum MHTepHeT (Www.rst.gov.ru)

© 1S0O, 2016
© Odpopmnenne. drey «PCT», 2021

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTbLIO MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauyecTBe ohMLMANBbHOTO M3faHusa 6e3 paspelleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My pPerysimpoBaHuio 1 MeTpoJsiorim
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BBepgeHne

Kak npaBunio, B KauecTBe NepBUYHOW YNakoBKN ANA MHBEKLMOHHbLIX JIEKAPCTBEHHbLIX NpenapaTos (npe-
napaTtoBs ANA NapeHTepasibHOro BBefEeHUA) UCMONL3YIOT amnynbl U pakoHbl. Ana BBefeHNsa pacTBOPOB, yna-
KOBa@HHbIX B TaKyl ynakoBKy, Takke Heo6XoAuMm LWnpuy 4S8 UHbEKLMWIA C COOTBETCTBYIOLW e UIoW, a ansa Bbl-
NOSTHEHNSA UHBEKLUN HeobXoAMMO NepeHecTn NekapCTBEHHbIN npenapart B Wnpuy,. 3Ta npoueaypa He TONbKO
3aHUMaeT BpeMs, HO TakKXe MOXeT MPMBECTU K KOHTaMWHaLWW NeKapCTBEHHOro npenapaTta v ownbkam npu
npYMeHeHuN.

B TeyeHne HeCKONbKMX NOocnefHuUX neT Bce 605ee LWNPOKO CTanum NPon3BOAUTLCA NeKapCTBEHHbIe npe-
napaTbl B NpeABapuTENIbHO HaMO/IHEHHbLIX WNpUUax A9 O4HOKPATHOrO UCMOJ/Ib30BaHUA, MHOTME U3 KOTOPbIX
CHabGXeHbl HecbeMHbIMU urnamu. NpocToTa UX UCNONb30BAHNUSA NMPUHOCUT NOJb3Y HE TOMLKO NPU NPUMEHEHUN
B K/IMHWYECKMX YC/IOBUAX, HO Takke Mo3BOJISET UCMONb30BaTbh HenpogeccnoHanbHbIM NO/b30BaTENSAM B [,0-
MalLLIHUX YCMOBUAX.

CTtaHpapTtusaunsa TpeboBaHuii kK NpeaBapuTesibHO HaMOJIHEHHbIM WNpuyam nposogunack NCO/TK 76 B
HanpaB/ieHNsaX:

- TEXHUYECKME XapaKTePUCTUKM KOMMOHEHTOB FOTOBOrO A/19 HAMOJIHEHUSA WNpuua BKIOYEHbl B Npefbl-
gyuwme yactn ctaHgaptos cepun MCO 11040;

-Tpe6oBaHMA K rOTOBOMY NpeaBapuTeslbHO HaNO/HEHHOMY LWINPULY, NOCTaBAsSsEMOMY NOMb30BaTEN0 Kak
roToBbli NPOAYKT, paccMaTpuBalTCsA B HACTOALLEM cTaHgapTe.

FoToBble NpefBapuTesIbHO HaNOJIHEHHbIE LWNPMLUbl TPE6YIOT rocyAapCcTBEHHON perncrpauun B kKauyecTBe
NeKapCTBEHHOro npenapara, B HEKOTOPbIX pernoHax (cCTpaHax) Kak KOMOMHMPOBAHHOIO NPOAYKTa UMN KaK Me-
OVUWHCKOTO M3fenusa, B 3aBMCUMOCTU OT COAEPXMMOro W npegnonaraeMoro ucnonb3osaHusa. Wnpuy urpaet
[BOWHYIO pO/ib ANA COAEPXMMOTO B NpeABapuTesibHO HANO/IHEHHOM LUNPULE — Kak YKYNOpO4YHO-ynakoBoYHas
cucTema 1 Kak yCcTpoicTBO 415 ero BBefeHus. Heob6xoaMmMo yunTeiBaTb 6€30NacHOCTb, (DYHKLMOHAIbHOCTb U
y[oo6CTBO MCNONb30BAHMA, a Takke, B cayyae naaHMpyemol npegsapuTenbHONn c6Opku, COBMECTHYHO ynakoB-
Ky WA MHOPMALUI0 Ha 3TUKeTKe AJ18 UCNOoNb30BaHNA € ApyruMn ycTpoilcTBamu n obopygosaHvem. B HacTo-
AllleM cTaHfapTe CoAepXWMoe U LWNPUL, paccMaTpnBaloTCA Kak cuctema c Lefblo o6ecrneyeHns HopMmasibHOro
OYHKLUMOHUPOBAHMA NO Ha3HAYEHMIO.

CywecTByOT Apyrme mMexayHapogHble W HauuoHasbHble CTaHAapTbl M PYKOBOACTBA, a B HEKOTOPbIX
cTpaHax HauuoHasnbHble perynaTopHble TpeboBaHWA, MPUMEHAEMble K MeAULUHCKMM U3JenuaMm W nekap-
CTBEHHbIM npenapaTtam. VX Tpe6oBaHMA MOryT 3aMeHATb WKW AONOJIHATb MOJIOXKEHUA HacTosAlWero crtaHgap-
Ta. Pa3spaboTtumMkam M NMpou3BOAUTENIAAM TOTOBbIX NpeaBapuTe/IbHO HAMOJIHEHHbLIX LWNPULEB PeKoMeHayeTcA
N3yunTb U oNpefenunTb Hanuuue Apyrux TpeboBaHnii, MMEeLLMX OTHOWeHNe K 6e30MacHOCT UM JONYCKy Ha
PbIHOK UX NPOAYKLUN.
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(UCO 11040-8:2016)

HAUMOHANBbHBIN CTAHOAPT POCCUMCKOW SGEJLEPALUUN

wrnPuybl NPEABAPUTENBHO HAMNOJ/IHEHHBLIE
YacTb 8
Tpe6oBaHMA 1 METOAbI UCMbITAHWI FTOTOBbLIX NPeABapUTE/IbHO HaMOJIHEHHbIX WNPULEB

Prefilled syringes.
Part 8. Requirements and test methods for finished prefilled syringes

Jata BBegeHna — 2022—04—01

1 O6nacTtb NpMeHeHUs

HacToswmnii ctaHgapT COAEPXUT TPebOBaHMS K KayecTBY, (PYHKLUMOHaNbHbIM XapakTepuctmkam u 6es-
0MacHOCTU, a Takke COOTBETCTBYHLME METOAbl UCMbITAHWA TOTOBbLIX NPEeABApPUTENbHO HAMOJTHEHHbIX LWNPU-
ueB (nNpegHasHauyeHHbIX TOMLKO AJ19 OL4HOKPATHOrO0 MCNOJMIb30BaHUSA), HaMOJIHEHHbLIX acenTU4yeckn unu nop-
BEPrwInXcsa PUHULIHON cTepunnsaumnm, KotTopble 6b6inM nponsBefeHbl B cootBeTcTBuMM ¢ FTOCT P 59747.4 nnn
FOCT P 59747.6, a Takke T'OCT P 59747.5, n cogepxalux ekapcTBeHHble pOopMbl 418 napeHTepasibHOro
npUMeHeHus.

HacTtosawwmin ctaHgapT He pacnpocTpaHAeTCcsa Ha roToBble NpeaBapuTesibHO HanoJSIHEHHbIE WNpuULbl, Tpe-
6yllimne nepeg npoBeAeHNEM WHBEKLMW BbINOIHEHME MNOJIb30BATENIEM AONOJIHUTE/bHBIX AEACTBUIA [Hanpu-
Mep, WNpuLbl C pacTBOpUTESIEM, COAEPXMMOE KOTOPbLIX UCMONb3YyeTCcA ANA NPUIroTOB/IEHUS pacTBopa, nocre
4yero BOCCTAHOBJ/IEHHbI pacTBOp N1IEKApPCTBEHHOrO npenapara HabupaeTcsa B WNpUL, Nocsne pacTBopeHus (pas-
BefeHus)].

MpumeyaHunsa

1 Hactoawwin ctaHaapT Takke [0MnycKaeTcs UCMosb30BaTb B Ka4ecTBe PYKOBOACTBA A/1A APYTUX TUNOB, KOHCTPYK-
umiAi /v pasvepoB NpeaBapuTesibHO HANOMHEHHBIX LWNPULEB, HanpyMep ABYXKaMepHbIX NpeaBapuTesibHO HamosHEeH-
HbIX LUMPULEB.

2 Mpy n“Cnonb30BaHMN TOTOBbIX MPEABAPUTESIBHO HAMOJSIHEHHBIX LUNPULEB B UHBEKLMOHHLIX CUCTEMAX C WI/ION
cm. [1].

3 CrielyeT yunTbiBaTb COOTBETCTBYIOLLEE HALMOHAILHOE WM PErvoHasibHOe perynvposaHue, B TOM vucne Espo-
nelickyto dpapmakoneto (Ph. Eur.), dhapmakoneto CLIA (USP), chapmakoneto AnoHun (JP), FocygapcTBeEHHYO dhapmako-
neto Poccuiickoii depepaumm (Fd PP), dapmakoneo EASC.

4 [oTOBbIE MPeABapUTE/IbLHO HAMOMHEHHbIE LWNPULLbI, CoAepXallumMe Tak Ha3biBaeMble 6/M3Kve NPoayKTbl, Hanpuvep
rManypoHOBYIO KMUCOTY, BK/OYEHbI B 06M1aCTb NPUMEHEHUS] HACTOALLEro CTaHAApTa, XOTA OHU He BCerga perynupyrotca
KaK NiekapCTBEHHbIE CpeACcTBa.

2 HopmaTuBHbIE CCbI/KU

B HacToAweMm cTaHgapTe MCMNOJIb30BaHbl HOPMAaTUBHbLIE CCbINIKM Ha cnepylolwmne ctaHgapTbl:

FOCT ISO 7864 WNrnbl NHbEKUMOHHbIE OAHOKPATHOIO NPUMEHEHUSA CTEPUSIbHbIE

FOCT ISO 10993-1 WN3pgenusa meguunHckne. OueHka 6MoN0rnyeckoro AeicTBua MeguLnHCKMX n3genui.
YacTtb 1. OueHKa n nccnenosaHunsa

FOCT ISO 14971 V3penua meguuunHckne. NpuMeHeHne MeHeo)XMeHTa pucka K MeAULUHCKUM n3gennam

M3gaHne opuuynanbHoe
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FOCT P 59747.4—2021 Wnpuubl npefBapuTenbHO HanosiHeHHble. YacTb 4. LUnnuHApbl CTEKNAHHbIE
ONA CTepuUnn3oBaHHbIX FOTOBbIX 418 HAMNO/IHEHUSA LWNPULEB O/ UHBEKLWUOHHbIX JIEKAPCTBEHHBIX hopMm

FOCT P 59747.5 Wnpuubl npegBapuTesibHO HaMoOJIHEHHble. YacTb 5. YNOTHUTENN NOPLWHA AN WNpKu-
LueB A/19 UHBEKLUMOHHbIX NeKapCTBEHHbIX (DOpM

FOCT P 59747.6 Wnpuybl, npeaBapuTenbHO HanosIHEHHble. YacTb 6. LlmnmHapbl nosinmepHole Agna cre-
pPUNN30BaHHbIX TOTOBbLIX ANA HANO/HEHUA LWNPULEB A1 WHBEKLUWOHHbLIX 1€KAPCTBEHHbLIX DOPM

FOCT P NCO 13408-1 AcenTuyeckoe MpPOU3BOACTBO MeAULMHCKOW npoaykumu. Yactb 1. Ob6uime Tpe-
60BaHusA

FOCT P NICO 17665-1 CTtepunusayms MegnuumnHCKon npoaykuum. BnaxHoe tenno. Yactbe 1. TpeboBaHusa
K paszpaboTke, BanuaaLun 1 TEKyLLEMY KOHTPOJIO npoLuecca cTepuamnsaunum MeguuuHCcKuX usgenuii

FOCT P M3K 62366 U3genua megunuyunHckme. NMpoeKkTMpoBaHMe MeAMUMHCKAX U3Lenuii ¢ y4eToM 3KC-
nayaTauuoHHOW NpUrogHoCTH

MpumeyaHune — T[Ipu NOb30BAHNM HACTOSALMM CTAHAAPTOM Lies1ecoobpasHo NPOBEPUTL AECTBUE CCbIIoU-
HbIX CTaHO4APTOB B MHPOPMALMOHHOM cucTeme O6LLEero nosib3oBaHns — Ha oduumanbHOM calite defepasibHOro areHT-
CTBa MO TEXHUYECKOMY PEry/IMPOBaHMIO U METPO/IOTMN B CETU VIHTEPHET MM MO €XerogHoMy UHOPMAaLMOHHOMY yKasa-
Teno «HaunoHanbHble cTaHAapPTbl», KOTOPbLIA ONy6/MKOBaH MO COCTOSHMIO Ha 1 AHBapS TeKyLLero roga, v no Bbinyckam
©XeMeCs4YHOro MHPoPMaLUMOHHOTO ykasatens «HaumoHasbHble CTaHAapTb» 3a Tekywmid rofd. Ecnim 3aMmeHeH CCbIfIoYHbIN
CTaHAApT, Ha KOTOpbIi AaHa HeAaTMpOBaHHAsi CCblKa, TO PEKOMEHAYETCS WCMO/b30BaTb AECTBYIOLLYIO BEPCUIO 3TOTO
CTaHZapTa C y4eTOM BCEX BHECEHHbIX B f@HHYH BEPCUIO U3MEHEHWIA. ECNM 3aMeHEH CCbINIOYHbIA CTaHAapT, Ha KOTOpbIi
[JaHa JaTupoBaHHasi CCblika, TO PEKOMEHAYETCA UCNOMNb30BaTb BEPCUI0 3TOTO CTaHAapTa C yKa3aHHbIM BbILLE TOA0M YT-
BeEpXAeHUs (NpUHATMS). Ecim nocne yTBEpXAEHUSt HACTOALLEro CTaHAapTa B CCbIIOYHbIA CTaHAAPT, Ha KOTOpbI AaHa
[aTMpoBaHHas CCblfka, BHECEHO M3MEHEHWE, 3aTparnBatolee NosoXKeHe, Ha KOTOpoe AaHa CCbl/Ka, TO 3TO NOMOXEHWE
pekoMeHayeTca NPUMEHSTL 6e3 ydeTa JaHHOT0 U3MEHeHUs. ECnn ceblioYHbIli cTaHaapT OTMeHeH 6e3 3aMeHbl, TO Moso-
XEHWEe, B KOTOPOM [aHa CCbl/iKa Ha Hero, peKoMeHAyeTCsl NMPUMEHSITb B YacTW, He 3aTparvBatoLLei 3Ty CCblIKy.

3 TepmuHbI 1 onpepeneHusa

B HacToAWweM cTaHfapTe NPUMEHEHbI criegylolme TEPMUHbI C COOTBETCTBYIOWMMU ONpeaeneHnsamu:

3.1 roToBbIli NpegBapuTesibHO HamnosHeHHbIV wnpuy, (finished prefilled syringe): MpegBapuTensHo
Hano/IHeHHasa nepBMYHas ynakoBKa C 3aperMcTpUpoBaHHbIM /IEKapPCTBEHHbIM NpenapaTom Ana napeHTepanb-
HOro NpUMeEHEeHWs, npoweawas cTagum c6opKM KOMMNOHEHTOB, (DUHULIHON CTepuam3aunn 1n oKoHYaTesIbHOW
yNnaKoBKMU.

3.2 npousBoguTenb (manufacturer): ®u3nyeckoe uNn LLPUANYECKOe NNLO, UMeloWee perncTpaLmoH-
HOe y[0CTOBEpeHWe Ha /lekapCTBEHHbI npenapart M Hecyllee OTBETCTBEHHOCTb 3a pa3paboTky, Mpou3Bof-
CTBO, YNaKoBKY U MapKUpOBKY rOTOBOr0 npeABapuTenbHO HANOJIHEHHOIO LWNpMUa A0 ero BbiNycka B obpalye-
HVe UM UCMNoSb30BaHWsA, HEe3aBUCKHMO OT TOrO, BbIMOJIHAKTCA /M Takue AelCTBUA 3TUM /IMLOM WU TpeTbuM
NNLOM OT €ro MMeHMU.

MpuMmevyaHne — B gaHHOM cTaHaapTe TEPMUH «MPOU3BOANTE/b» PaBHO3HAYEH TEPMUHY «aepXaTesb
PermcTpaLnoHHOr0 Y0CTOBEPEHNA» B OTHOLLEHUN IEKAPCTBEHHbIX NpenapaTos.

3.3 MeHeXMeHT pucka (risk management): Cuctematmyeckoe npuMeHeHWe NOAUTUKK, npoueayp v
NpakTU4YeCcKMX MeTo[0B MeHe[)XMeHTa O/ pelleHus 3ajady aHanumsa, OueHWBaHus, ynpaB/ieHUss U MOHMU-
TOPUHra pucka.

[FTOCT ISO 14971—2011, nyHKT 2.22]

MpumevyaHue — B[2]wu conyTcTBYOLWMX JOKYMEHTAX UCMOMb3YIT TEPMUH «yrNpaB/ieHne puckamm», no-
3TOMy [/ AaHHOrO CTaHAapTa MEHeLXMEHT puUCKa U yrnpae/ieHue pUCKamy MCMofb3yloT Kak B3aMMO3aMeHsieMble
CYHOHUMBI.

3.4 nonb3oBartesnb (user): MayMeHT uaM nocTaBWMK MeAMUMHCKUX ycnyr (MeauuuHCKUA nepcoHan,
Bpay uMAuM HenpodpeccuoHan), KOTOpbIA FOTOBUT WU/MAN UCMNONb3yeT roTOBbI NpeABapuUTesibHO HaNO/IHEHHbIN
wnpuy,
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4 TpeboBaHuA Nosb3oBaTens

4.1 OnpepgeneHve npeanosiaraemMoro npUMeHeHus

MpousBoauTENb AO/HKEH CHOPMYMPOBATL MpejrnosiaraemMoe MpMMeHeHWe roTOBOro MpeABapuTesibHO
HanosIHEeHHOro Wnpuua. PaccMaTtpuBaemMble XapakTEPUCTUKN AOSKHbI BKIHOYATb:

- nosb3oBatesell, BK/OYas UX COCTOsSIHWE 340POBbS (MOMYNSALMI0 NaLUeH T OB);

- NyTb BBEJEHUSI NEKAPCTBEHHOIO Npenapara;

- NeKapCTBEHHY MULLEHb;

- [ONOJSHUTENbHbIE MEeAULMHCKAE U3fenus v ycTpoliicTBa, UCMOMb3yeMble Npy BBEAEHUU npenapaTa,
HanpuMep MHBEKLMOHHbIE YCTPOUCTBA C UINaMu, UH(Y3MOHHbIE CUCTEMBI, CPEACTBA AJ/1 NPUrOTOB/IEHNUS pac-
TBOpa (BOCCTAHOB/MEHUS) Npenapara, CTEPWU/IbHbIE UMbl A5 MHbEKUNIA, WTOK NOPLWHS/ynop AN nanbues;

- YC/I0BWS NpU TPAHCMOPTUPOBAHUW, XPAHEHUW U UCMOMb30BaHUN (NapameTpbl OKpyxatkweil cpeabl);

- B3aMMOfelicTBUE MeXAay Mosib30BaTesieM, OKpyxawlleil cpefoli U npeaBapuUTENIbHO HAMOJIHEHHbIM
LWNPULOM;

- MecCTO WCMoMb30BaHusi, HanpuMep 60/bHMLA, YXO4 Ha AOMY;

- 4acToTy NPUMEHEHMUS;

- KaTeropuio npeaHasHauyeHUs NIeKapCTBEHHOro npenaparta, Hanpumep Tepanust Npu HEeOoT/IOXKHOW no-
MOLLM WU NPU XPOHUYECKUX 3a60eBaHUSX.

MpumevaHne — B Poccuiickoli ®egepaumm nHdopmMaums, KoTopas Ao/MKHA OblTb NpeacTaBfieHa B UH-
CTPYKLMM N0 MEANLMHCKOMY NPMMEHEHMI0 IeKapCTBEHHOIO npenapaTa 1 B 06LLei Xxapak TepUCcTMKe NeKapCTBEHHbIX
npenapaTos, onpegeneHa [3] (cTaTbs 18 NyHKTbI 3—5) u [4].

4.2 YnpaB/feHne puckamu

MponsBoaMTenn AO/KHbI MCMNOb30BaTbh PUCK-OPMEHTUPOBAHHBIN NOAXOL MPU NPOEKTMpOBaHuK, paspa-
60TKe, NPON3BOACTBE Y XXN3HEHHOM LMK/1Ee TOTOBOro NpeAsapuTesibHO HANOJ/IHEHHOTO WNpuua, Kak B npuMepe,
npuseneHHom B NOCT ISO 14971. YnpaBneHue puckamu LOSDKHO yYuTbiBaTb npegnosaraeMoe npuMeHeHue,
B3anmogeincTeme mexgay cogepXuMbiM U KOHTENHEpPOM, a TakKxke BMsHUE YCNOBUA okpyxatouieli cpegbl. Pe-
3y/ibTaTbl aHasM3a PUCKOB MOTYT NPUBECTU K yCTAHOBMEHUIO cneuuduyecknx TpeboBaHuii, CBA3aHHbIX C NPo-
AyKumnel, 1 MeTofoB MCNbITaHWA, OTNIMYHBIX OT NPUBELEHHbIX B HACTOSALEM cTaHgapTe.

Ecnu npegsapuTenibHO HaMOMIHEHHbIW WNPWL, NpefHa3HavyeH A9 NpUMeHeHWs B coyeTaHuu C npepsa-
pUTENbHO NMPUKPENIEHHbIMU, YyNaKoBaHHbIMW BMeCTe C HWM yCTpoicTBamMu u 060pyAoBaHueM, yKa3aHHbIMU
Ha 3TWKeTKe, NPOM3BOAUTE b LOJ/DKEH rapaHTupoBaTb, YTO BCA CUCTEMA, BK/IOYaA COefUHEHUA, ABNSAeTCA
6e30nacHoli, NPUrofHOM K UCMOIb30BAHWNI0 W He BAUSET OTPULATENIbHO Ha YCTAHOBJ/IEHHbIE XapaKTepucTukn
YCTPOWCTB.

MpumevyaHne — WHdopmauus 06 aHanu3e pyUCKOB NPV HANOSIHEHUN LUNPULEB NpuseaeHa B [5].

4.3 OueHka ygo6cTBa MCNoSib30BaHUA

YAo6CTBO MCNOMb30BaHUA NpeaBapuUTENbHO HAaMO/IHEHHOTO Wnpuua [O0/MKHO OblTb OLEHEeHO U noj-
TBepxaeHo cornacHo NOCT P M3K 62366.

MpumeuvaHusa
1 fononHuTenbHas uHdopmauns npuseaeHa B [6].
2 VIHCTPYKUUM MO NPUMEHEHUIO AB/IAKOTCA YacCTblo NPOBEPKX YA06CTBa MCMNO/b30BaHA.

5 XapaKkTepuctmka cuctemsl

5.1 Kputnyeckue pasmepbl

KpuTnueckne pasmepbl fO/KHbI O6bITb ONpeAeneHbl C yYueToM npegnosiaraeMoro Mcnosib3oBaHusi roToBo-
ro npeABapuTENbHO HaNo/IHEHHOTO Wnpuya. Ocoboe BHUMaHWE cnepyeT yaensTb:

- B3aMMOAENCTBMIO C APYTMMUK YCTpOAcTBaMu (Hanpumep, npucnocobneHmsamn gna npegoTepalieHus
TpaBM OCTpPbIMU NpeaMeTaMy UM UHBEKLMOHHBbIMWU YCTPOIUCTBAMU C Ur1laMu, 6e3bIr0NIbHbIMU COeaUHUTENb-
HbIMW yCTpO/CTBaMMK), UX KOMNOHEHTAMWU U MPUMEHEHUIO NOMb30BaTENAMU;
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- COBMECTUMOCTU C APYIMMU YCTPOWCTBAMU HEMOCPEACTBEHHO B MECTe NPUMeHeHUs [Hanpumep, C BHY-
TPMBEHHBIMW cUCTEMaMu gocTyna (Hanpumep, BHY TPUBEHHbIMU NOPTaMMU) UK Urnamu];

- MECTOMNOJIOXEHUIO YN/IOTHUTENEN MOPLUHA B 3aBUCUMOCTM OT NpeanosiaraeMoro Mcnosib3oBaHus (Ha-
npuMep, UCMNosib30BaHNe B MHBEKLUMOHHBIX YCTPOWCTBAX C Urnamm).

Ha pucyHke 1 npuBefeHbl NpUMepbl U3MEPEHWs MEeCTOMOJIOXKEHUS YNAOTHUTEsISI MOPLWHS B rOTOBbIX
npeaBapuTeibHO HANOJ/THEHHbIX LNPULLAX.

a) MNpumep 1

1— ynnoTHUTE b NOPLUHS; /1— paccTosiHMe OT YNIOTHUTENS NOPLUHSA 40 BEPLUMHLI HaKOHEeYHMKa 90° (MexaHudeckuii
WM ONTUYECKUIA JaTunK); /2 1 [3— paccTosiHMe OT YNAOTHUTENS NOPLUHA A0 KOHUA wnpuua (ynopa gas nanbLes)

PucyHok 1— Mpumepbl M3MEPEHUSI MECTOMOOXKEHNS YINIOTHUTENS NOPLLHS
B rOTOBbIX NPeABaPUTE/IbHO HAMOJTHEHHBIX LLIMPULAX

5.2 OnwucaHve KOMMOHEHTOB N MaTepunanioB

5.2.1 O6uwme NonoxeHus

Bbi6paHHble KOMMOHEHTbI U MaTepuanbl AO/MKHbI NOAXOAUTL AN NpegnofaraembiX NPOU3BOACTBEHHbIX
npoueccos (Hanpumep, PUHULWHAA cTepuaunsayns, Npu Heo6Xxo4nMMOCTH).

JomxHa 6biTb OL,EHEHA COBMECTUMOCTb C APYrMMK YCTPONCTBaAMU WU/MAN KOMNOHEHTaMU A1 BBEAEHUS
NeKapcTBEHHbIX Npenapatos, HanpuMep C MHMY3NOHHBIMU CUCTEMAMU WU UHBEKLUOHHbIMU YCTPOCTBaAMM
C urnamu.

5.2.2 UunuHpp

Cnepyet npumeHats FOCT P 59747.4 nTOCT P 59747.6.

MpumeyvaHusa

1 Ecnv NnHUA HanoIHEHNST UK rpafyupoBKa HAHOCUTCA NevaTHbIM MeToAOM, [onycKaeTcsa Ucnosb3osath [7] (Ta-
6nmya 1).

2 TpeboBaHNs K NOAIMMEPHbIM FOTOBbIM A4/ HANOMIHEHUS Wnpuuam npueegeHsl B FTOCT P 59747.6.

LUnamHap MOXeT 6biTb CHAGXeH HeCbeMHOlW urioii. Pasmepbl Wibl, BKAOUYAsA BHYTPEHHUIA U BHELHWIA
AvameTpbl, A0/KHbI COOTBETCTBOBATL MpeAnosiaraeMomy NpYMeHeHUo, Hanpumep yuuTbiBaTb MyTh BBeje-
HUSI, UICNOMb30BAHUE B MHBLEKUMUOHHbLIX YCTPOWCTBAX C UTNaMM 1 BSA3KOCTb COAEPXUMOro.

4
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5.2.3 YnnoTHUTEeNIb MOPLUHA
Cnepyet npumeHate TOCT P 59747.5.

MpumeuvaHunsa

1 Pasmepbl ynnoTHUTENEW NOPLUHA U3MEHSAIOTCA MPW ero ycTaHOBKe B LNpuL,

2 MoryT 6bITb 0CO6ble acneKkTbl 415 MOPLUHEA C NOKPbITUEM WM NTAMUHUPOBAHHbIX, CBA3aHHbIE, Hanpumep, € ycTa-
HOBKOW MOPLUHA B LUMNPWL,

5.2.4 lononiHUTEeIbHble KOMIMOHEHTbI

JononHntenbHble KOMNOHEHTLI, 06ecnevynBarL e npegnosaraeMmoe NpMMeHeHue, MOryT BKIUYaTh:

- LWITOK MOPLUHS;

- pacliMpEeHHbIA ynop ANa nanbles;

- 3/1IeMeHTbl, obecneumBarwlime nNpefoTBpalleHne TpaBM OCTPbIMKU NpeaMeTamu B COOTBETCTBUM C [8]\

- UHBEKUMOHHYIO Urny ¢ 6 % KoHn4yeckum coegmnHeHnem «Jlyep» no NOCT ISO 7864;

- unbTp;

- Tpyo6Ku;

- agantep gnsa cnakoHa.

FoToBble NpeABapuUTEIbHO HAMNOJIHEHHbIE LWMNPULbI MOTYT NPUMEHSATLCA B MHBEKUUOHHbIX YCTPONCTBaAX C
urnamu. CnegyeT NPOBOAUTL OLEHKY UX COBMECTUMOCTU C COOTBETCTBYHOLWMMU KOMNOHEHTAMMW.

5.3 OnuncaHue coaepxruMoro rotoBoro npeaBapuTesibHO HaNnoJIHEHHOTO LWnpuLua

JomxHbl 6bITb ONpefeneHbl KPUTUYECKME NapaMeTpbl COLEPXMMOro. 3TN napameTpbl MOTYT BKAKOYaTb:
- BSAA3KOCTb;

- MNOTHOCTb;

- NMOBEPXHOCTHOE HaTSKEHUE;

- MONHbIA 06bEM C yY4ETOM AONYCKOB;

- 3HayeHue pH.

OTn napameTpbl 3aBUCAT OT TeMnepaTtypbl U MOTYT UBMEHATLCSA C TEYEHNEM BPEMEHU.

6 TpeGoBaHWsI K aKCMlyaTalUMOHHbIM XapaKTepucTUKam

6.1 OCHOBHbIE MNONOXEHUS

MpownssoanTens [O/MKEH 06ecneynTb COOTBETCTBME TOTOBOIO NpeABapuTesibHO HANOJ/IHEHHOIO wWnpuua
YyCTaHOB/IEHHbIM (DYHKLUMWOHANbHBIM TpeboBaHUAM Ha NPOTSHKEHUU BCEro cpoka rogHoctu. CnepyeTt yuuThbl-
BaTb MUCMNbITAHUA, NPUBELEHHbIE B CNeAYILUNX NYHKTaX, HO OHN He ABNAKTCHA MCYepnbiBaKLWNMN.

Kputepun npremnemocTtn Ans UCMbITAHWA OnpefensoT Ha OCHOBaHWUW Npeanosiaraemoro NpUMeHeHus
(cm. 4.1).

6.2 OnpegeneHne ycunnus, Tpebyemoro ans ABMKXEHUSA MOPLUHS

Onpepenexve ycunua, Tpebyemoro Ans ABUXEHWUSA MOPLUHA, NPOBOAAT Ha MOJIHOCTbIO COBpPaHHOM
wnpuue (BkAOYas cobpaHHbIii NopWweHb U, HanpumMmep, NPUCOEAUHEHHYI0 UINY U YCTAHOB/IEHHbIN LWITOK NOpLU-
HS1), Kak 3TO NPeAyCMOTPEHO Npu ero NnpuMeHeHuu. Mpu NpoBeAeHNM UCNbITAHUA TemnepaTypa COAEPXMMOro
[O/MKHA 6bITb TaKOM Xe, Kak Npu NpUMeEHeHUN.

Cnepyet yuntbiBaTb, YTO ycunue, Tpebyemoe ANA ABWKEHUSA MOPLUHA, MOXET U3MEHATbCHA B TeyeHue
CpOKa roAHOCTW B 3aBUCMMOCTM OT YC/IOBUIA OKpYyXatowwein cpelbl U cTapeHus.

CKOpOCTb MCMbITAHMA YCTaHaB/NBAIOT HA OCHOBaHUWU MpejnosiaraemMoro NnpUMeHeHus Wnpuua ¢ yyeTom
TpeboBaHWn K NPOAO/IKNTENBHOCTM BBELEHUA NIeKAPCTBEHHOrO npenapaTa, a Takke napameTpoB COAEpPXU-
MOro.

VHTepnpeTauusa pesynbTaToB ucnbiTaHWii npuBegeHa B FTOCT P 59747.4—2021 (pucyHok E.1).

MpumeyaHne — TpeboBaHWS K N1ACTMACCOBbLIM NPeABapuTe/bHO COBPaHHbIM LUNPMLUAaM, FOTOBbIM K HarMosI-
HeHuo, npusefeHsl B FTOCT P 59747.6.
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6.3 repMETI/I‘-IHOCTb wnpuua npum noBblleHNN BHYTPEHHEro AaBJ/1IeHNA

Ob6GecneyeHne repmMeTMYHOCTU TOTOBOrO MNpeABapUTE/IbHO 3aroJIHEHHOro wWwnpuua npu nosbile-
HAW BHYTPEHHEro AaBfieHWs MPOBEPSIOT C NOMOLLbLI0O UCMbITATENIbHOW YCTaHOBKW, kak onucaHo B TOCT P
59747.4—2021, (npunoxeHue G, nyHKT G.2) MpunoxeHusa G, npu yKkynopeHHOM HaKOHe4yHuke, obecneyn-
BalOLWMM BO3MOXHOCTb MPOBEAEHUA UCMbITAHUA Ha AaB/ieHMe [0 ero paspyleHusa. McnblTatenbHoe gas-
NeHve 1 KpUTepun npuemMnemMocTu onpenensaloT C y4eToM npegnonaraeMoro npuMeHeHus, a Takke napa-
MeTpPOB COAEPXUMOro (Hanpumep, UCNOMb30BaHWE B MHBEKLMOHHBIX YCTPOMNCTBAX C UI1aMn WAW BbiCOKas
BA3KOCTb COAEPXUMOro npefBapuTeslbHO HaNO/IHEHHOTO LWNpuLa).

MpuMmeyaHne — TpeGoBaHWs K MOMMEPHLIM TOTOBbIM [/11  HAMOMIHEHWSI LUNPULAM MpUBEAEHbl B
[OCT P 59747.6.

6.4 NMpOYHOCTbL 3/IEMEHTOB WNpuya

OueHKy npoYyHOCTW ynopa gna nanbues nposBogdar no 5.4.4 TOCT P 59747.4—2021, a onpegenedue
NMPOYHOCTN HakKoHeyHuka «Jlyep» — no 5.4.5 TOCT P 59747.4—2021.

MpumeyaHne — TpeboBaHWsS K MNOMMMEPHLIM TOTOBbIM AJiS1 HAMOMIHEHWsS LUMpULAM NpUBEAEHbl B
FOCTP 59747.6.

6.5 NMPOYHOCTb COEeANHEHUI YKYNMOPOYHON CUCTEMbI

MpumMeHAT MeToabl UcnbiTaHWii, npuBegeHHble B TOCT P 59747.4—2021 (nyHkTbl G.3— G.6, npu-
noxexnue G).

6.6 CoBMeCTUMOCTb C AOMOJIHUTE/IbHbIMU COegNHEHUAMN

COBMECTUMOCTb N FEpMETUYHOCTb COEAMHEHUA C AONONHUTENbHLIMU COEAUHUTENAMU UHAY3NOHHbBIX
cucTeM, KoTopble 6yayT MCNosib30oBaTbCs B COOTBETCTBUU C MpeAnosiaraeMbiM MPUMEHEHWNEM, UCMbITbIBAKOT B
cooTBeTCcTBUM C [9]—[11].

Onsa coeguHnteneit «Jlyep» cm. Takke FOCT P 59747.4 uTOCT P 59747.6.

6.7 MepTBOE NPOCTPAHCTBO

MepTBO€ NPOCTPAHCTBO rOTOBOrO NpeABapuTesibHO HANOMIHEHHOTO wWnpuua (0cTaTouHblil 06beM copaep-
XUMOTro nocsie BBeAeHUA npenapara) nposepsalnT B KOMOMHALUM CO BCEMW KOMMOHEHTaMW, npeycMOTPeH-
HbIMUW MPW MPUMEHEHUW Wnpuua.

WcnbiTaHne npoBoaAaT B cooTBeTcTBUM ¢ TOCT P 59747.4— 2021 (nognyHKT 6.5.1.3).

6.8 Ycunue ans NPOHMKHOBEHUS UMbl

OnpegeneHne npunaraemoro ycunus Ons NPOHWKHOBEHWA WUMNbl TOTOBbLIX NpefBapuTeNbHO HaMoJIHEeH-
HbIX WNPULLEB C HECBEMHON NrNoin npoBoaAaT B cooTBeTcTBUM ¢ TOCT P 59747.4— 2021 (npunoxeHue F).

MpuMedyaHne — OUHNLLIHAA CTEPUNM3ALIMSA BNAXKHBIM XapoM MOXET MOBPeAUTb CUIMKOHOBOE MOKPbITME
bl
6.9 NMPOYHOCTb COeAMHEHUS UMbl U WNpULa

VcnbiTaHne npoBogsaT B cootTBeTcTBUM ¢ TOCT P 59747.4— 2021 (nognyHKT 6.5.1.3).

6.10 TpeboBaHUs K 3almTe OT TpaBM OCTPbIMU NpeaMeTamu

Ecnv rotoBblil NpeABapuUTeNbHO 3anN0/IHEHHbIV LWNPUL, MMeeT BCTPOEHHbIE CpefCcTBa 3aluTbl OT TPaBm
OCTpbIMK NpegMeTaMn (Mn yCTpOlCcTBa 3aluThl OT OCTPbIX NPEAMETOB, yKa3aHHble B ONUCAHWN), OH AOJKEH
cooTBeTcTBOBaTb TpeboBaHuam [8].

6.11 N'epMeTUYHOCTb YKYMNOPK/ MOPLUHEM

WnpwWy, McnbITbIBAOT B COOTBETCTBUU C [7] (NpuioxeHue B), Ha yTeuky XWAKOCTU MpuU YKYNOPEHHOM
Wwnpuue nyTem npuioXeHUs akcuasibHOro YCWU/nsl K LUTOKY MOPLWHS (YNOTHUTEN0 NOPLIHA), COOTBETCTBYIO-
Wero MakcuManbHoi cune, npunaraeMoii Npu NpYMeHeHun.
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6.12 pagynpoBka

MpagyvpoBka (Wkana fefeHnust) WA UHAMKATOPHbIE JIMHUKU (HanpuMep, ec/i OHU NpeaBapuTeNibHO Ha-
HeceHbl NnevyaTHbIM MeTOAOM WM C MOMOLLbIO 3TUKETKM) AO/IKHbI GbiTb MPOBEPEHbl HA TOYHOCTL B COOTBET-
CTBUM C UX NpegnonaraemMbiM NpUMeHeHneMm.

7 ®dapmaueBTNYECKME TpeboBaHUSA

7.1 OCHOBHbIE MOI0XEHUSA

dapmaleBTMUYECKME TPEOGOBAHMS K /IeKAPCTBEHHbLIM NpenapaTam A5 MeAULUHCKOrO NPUMEHEHUST pery-
NNPYIOTCSA HaLMOHANbHLIMU WU PETrMOHaIbHbIMU HOPMAaTUBHbLIMU akTaMu, TakKUMU Kak ddapMakoneu, u cooT-
BETCTBYIOWMMN PYKOBOACTBAMU. YKYNOpouHas cucTema KoHTelHepa A0/KHa COOTBETCTBOBATbL COAEPXMUMOMY
(3awunTa, 6€30MacHOCTb, COBMECTUMOCTb U 3KCM/IyaTalMOHHbIE XapaKTepuUCTHKK) C y4eTOM npeanosaraemMmoro
NpUMeHeHNa (HanpuMep, YCNOBUI TPAHCMOPTUPOBAHUS, XPaAHEHUS UM NPUMeHeHUs). [Jo/KHbl 6biTh BbINO/-
HeHbl UCNbITAHWUS, YKa3aHHble B 7.2— 7.6, HO OHM MOTYT ObiTb HE UCUYEPMbIBAIOLWMMU.

7.2 B3aumogeiicTBue nekapcTBEHHOro npenaparta ¢ nepBuYHO YyNakoBKOW

Cofepxumoe npeaBapuTenbHO HAMO/HEHHOTO LWNPULA AO/KHO COOTBETCTBOBATbL YCTAHOB/IEHHbIM MO-
KazaTefiiM kayecTBa B TeUYEHME BCEro Cpoka rofHOCTM NPV TPAHCMNOPTUPOBAHUM U XPAHEHUU B COOTBETCTBUM
C yKasaHHbIMV Npou3BoAMTENEM YCNOBUAMU. Heo6X04MMO YyUMTbIBATb BIUSIHUE COCTABHbIX 3/1EMEHTOB (Ha-
npumep, ura, Tpy6oK) Ha COAepPXNMOe B MOMEHT NPUMEHEHMS.

Cogepxumoe npeaBapuTesibHO HaMOJIHEHHOrO LWNPMLA A0/KHO COOTBETCTBOBATbL yKa3aHHbIM XapakTe-
pUCTMKaM Ka4yecTBa B TeYeHWe BCEro Cpoka rofHOCTM Npu TPaHCMOPTUPOBAHUN W XPAHEHWM B COOTBETCTBUM
C MHCTPYKUMSAMU npoussoauTens. CneayeT yUuTbiBaTb BUSIHNE KOMMOHEHTOB (Hanpumep, Wribl, TPY6KM) Ha
coAepXumoe BO BpeMmsi NCNo/b30BaHus.

[O/XHbI 6bITb PACCMOTPEHbI CMEAYIOLWMe acnekTbl, HO OHU He SABNSATCA UCYEpPNbIBAKLNUMU:

- aKCTparupyemblie/BbilienaymBaemMble BelecTBa, HanpuMep ocTaTouyHble NPOAYKTbI MpoueccoB dop-
MOBaHUsl, OTNINBKW, COOPKU, CKMIeiKn, cTepuin3auun, KOMNOHEHTbl Pe3uHbl, MPUMEcU U NPOAYKTbl pasfoxe-
HUS, CBOBOAHbI CU/IMKOH, a TakKe BellecTBa OT 3TUKETOK,

- COBMECTUMOCTb, HanpumMep notepsi papMako0rMYeckoro AeiicTBUSl IekapCTBEHHOro npenaparta, aj-
copbuus, pasfioxeHue AeicTByOLLEro BewecTBa, MU3MeHeHe XxapakTepucTuk cTabunbHOCTM npenapaTa;

- BMUAAHWE CW/ CABWUra Ha KauecTBO /IeKAPCTBEHHOro npenapaTa B NpoLecce A0CTaBKW.

7.3 Buonoruyeckne TpeboBaHuUs

[na roToBoro npefBapuTesibHO HAMOJIHEHHOMO LWNpMUa 4O/KHA 6blITb NPOBefeHA OLEeHKa 6uosormye-
CKoil onacHocTu, Hanpumep no NOCT ISO 10993-1.

YKynopouHas cucTema wnpuua Ao/HkHa obecneynBaTb CTEPUIBHOCTb, AOCTUTHYTYO MPU acenTUYecKoMm
NPOU3BOACTBE UM NyTeM (PUHULWIHOW CTepunsauumn, B TeYeHNe BCEro CpoKa rogHOCTKW, BKAOYas TpaHcnop-
TUpOBaHMe.

TpeboBaHUSA K yPOBHIO COAEPXaHUA 6GaKkTepuasbHbiX 3HAOTOKCMHOB B JIEKAPCTBEHHOM MpenapaTe ycTa-
HOBJIEHbI B (papmakonesx.

MpnmeyaHne — Cwm. Tarke FOCT P UCO 13408-1 n TOCT P NCO 17665-1.

7.4 TepMeTUYHOCTb YNaKOBKU

FepmeTnsnpyow e NOBEPXHOCTH YKYMOPOYHOW CMCTEMbI AO/DKHbI 06ecneynBaTth LEe/fOCTHOCTh Wnpuua
B TeueHue npouecca HanosIHeHWUs, (IUHULIHON cTepunusaunn (Npu Heo6XOAUMOCTW, HanNpumep, BJIAXHbIM
napom npu aBTOK/IaBUPOBaHMN), Ha NOCAeAyoLWnX aTanax Nponu3BoACTBa, XpaHeHNsa 1 TpaHcnopTupoBaHun (c
y4yeTOM pas3Horo gas/ieHus atmoctepHoro Bo3gyxa) AN ob6ecnevyeHns CTepUIbHOCTU COAEPXMMOro 1 npeg-
ynpexgaeHns yreuek.

[ns oueHkn roToBOro npeABapuTeslbHO HAMNOJIHEHHOrO WNpuua Ao/MKHa 6biTh BblOpaHa v Banuguposa-
Ha noaxogsuwas meToguka UcnblTaHUSA repMeTUYHOCTU YNakoBkK (Hanpumep, Ha OCHOBe hM3MYECKOro, MUKPO-
6nonornyeckoro MeToaos).
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7.5 locTaBnsiemblii 06beM

[JocTtaBnsembiin (HOMUHaNbHbLIN) 06BbEM rOTOBOro NpeaBapuTe/IbHO 3aMO/IHEHHOIO WNpuua A0/HKEeH Co-
oTBETCTBOBATb TpebyemMoli UAn ykasaHHoli Ha 3TUKeTKe A03e fieKapCTBEHHOro npenapara, npu nNpuMeHeHum
roTOBOro npejBapuTesibHO HAMO/IHEHHOTO LWNpULA B COOTBETCTBUMU C ONMUCAHHbIMK NPOU3BOAUTENEM 3TanaMu
NPUrOTOB/IEHNSI Y MHCTPYKLMAMU NO €r0 NPUMEHEHUNIO C YYETOM COOTBETCTBYHLWMNX TPEOOBaHNI hapMakonew.

7.6 MexaHu4eckne BK/IOUEHUA (BUOUMbIE U HEBUAUMBIE)

YpoBeHb TBEPAbIX YacTUL, yKasaH B COOTBETCTBYOLWMX papMakonesx.

8 [okymeHTaums

OT4yeT 06 UCNbITAHUAX AO/DKEH COAEepXaTb:

- uenb uccnefoBaHus;

- KpUTEpuyM NpMemnemMocTn ¢ 060CHOBaAHMEM, €C/IM OHM He yKa3aHbl B fl]aHHOM cTaHaapTe;

- pasmep Bbl6OpKM (06bEM NPOOLI, KONYECTBO UCMbITYEMbIX 06pa3LoB) C 060CHOBaHNEM, €C/N He yKa-
3aHO B JaHHOM cTaHjapTe;

- MeToA UCNbITaHUS;

- pes3ynbTaTtbl UCMbITAHWR, BKAOYAA UX O0OGCYXAEHME U 06CyXAeHue NobblX OTKNOHEHUNR, a Takke 3a-
Kno4yeHue.
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MpunoxeHue A
(cnpaBo4HOE)

CBefileHNs1 0 COOTBETCTBMU CChIJIOYHbIX HALMOHA/IbHbIX U MEXroCynapCTBEHHbIX
CTaHAapTOB MeXAyHapoAHbIM CTaHAapTaM, MCMO/Ib30BaHHbIM B KaUeCTBE CCbIIOYHbIX
B NMPUMEHEHHOM MeXAyHapoAHOM cTaHAapTe

Ta6bnuuya JA 1

OG603HAYEeHNE CCbINIOYHOTO HaLVOHABHOTO
1 MEXrocyAapCTBEHHOTO cTaHaapTa

FOCT I1SO 7864—2011

FOCT ISO 10993-1—2011

FOCT ISO 14971—2011

FOCT P 59747.4—2021

FOCT P 59747.5—2021

FOCT P 59747.6—2021

FOCT P NCO 13408-1—2000

FOCT P NCO 17665-1—2016

FOCT P M3K 62366—2013

MpnmevaHne —
COOTBETCTBUA CTaHAapPTOB:

oT

oT

oT

MOD

MOD

MOD

oT

oT

oT

- FOT — naeHTnYHbIe CTaHaapThbl;
- MOD — moanduumpoBaHHble cTaHaapThbl.

CTeneHb
COOTBETCTBUS

O603HayeHre N HAMMEHOBAHWNE CCbISIOYHOTO
MEX/yHapoaHOTo cTaHaapTa

ISO 7864:1993 «Urnbl cTepwsbHble A5 MOAKOXHbIX
WHBEKLMIA OHOPA30BOro NPUMEHEHUS»

ISO 10993-1:2003 «OueHKka 61on0rMyeckoro Aei-
CTBMSI MeOMUMHCKMX n3genmii. Yactb 1. OueHka u uc-
cnepnoBaHna»

ISO 14971:2007 «W/3penua mepmumHckme. MpumeHe-
HVe MeHe[XXMeHTa pucka K MeULMHCKUM M3Oennam»

ISO 11040-4:2015 «LUnpuubl npeasaputesibHO Hanos-
HeHHble. YacTb 4. LMnuHapbl CTEKISAHHbIE AR CTepu-
NIN30BaHHbIX TOTOBbLIX 4151 HAMNOSIHEHUSA LUNPULEB AN
WHBEKLMOHHbIX NleKapCTBEHHbIX (DOPM»

ISO 11040-5:2012 «lUnpuupl, npeaBaputesisHO Ha-
nosiHeHHble. YacTb 5. MNayHxepHble NPobku Ans UHbe-
LMpyeMbIX pacTBOpPOB»

ISO 11040-6:2019 «lUnpuupl, npeaBaputesisHO Ha-
nonHeHHble. YacTb 6. MnacTMaccoBble LUMHAPbLI 4714
WHBLELMPYEMbIX PacTBOPOB M CTEPUIN30BaHHbLIE NOJ-
cobpaHHble LNpYLbl, FOTOBbIE K 3aMO/THEHNIO»

ISO 13408-1:98 «AcenTtnyeckoe npov3BoACTBO Meau-
UMHCKOW npoaykumn. Yactb 1: O6wpme TpeboBaHms»

ISO 17665-1:2006 «Ctepunimsayms MeauLMHCKON
npogykumn. BnaxHoe Tenno. Yactb 1. TpeboBaHus K
pa3paboTke, Bamgaumm 1 TeKyLLeMy KOHTPO/O Npo-
Lecca cTepunmsauym MeguLUHCKUX U3aenuin

IEC 62366:2007 «MeauuuHckme msgenvs. [NpoekTu-
poBaHve MeAULIMHCKUX U3LeNnil C y4eToM akcnyata-
LMOHHOV NPpUrogHOCTU»

B HacTosiwen Tabnuue Mcnosib3oBaHbl CAeAylolme YCioBHble 0603HaYeHUs1 CTeneHn
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(1]

(2]

(3]

(4]

(5]
(6]
(7]

8]

9]

MCO 11608-3

tOH Q9

NCO 7886-1:2015

MCO 23908

MCO 80369-1

[10] WCO 80369-7

[11] WCO 80369-20

10

Bubnuorpadwusa

CucTemMbl AN UHBbEKUMIA C NOMOLLbBIO MIJbl, UCMO/b3yeMble B MeduumHe. TpeboBaHus 1 MeTo-
Obl vcnbiTaHmit. YacTb 3. [OTOBble yNakoBKM NeKapcTBeHHbIX cpefcts (ISO 11608-3, Needle-
based injection systems for medical use — Requirements and test methods — Part 3: Finished
containers)

MpaBuna Hagnexaweih NPon3BOACTBEHHON NpakTukn EASC (yTBepxaeHsl CoBeTom EJK
Ne 77 o1 3 HOA6psA 2016 r.)

PepepanbHblii 3akoH 0T 12 anpena 2010 r. Ne 61-®3 «O6 obpalleHnn nekapcTBEHHbIX
cpeacTs»

PeweHne CoseTa EBpasuiickoii dkoHoMmunyeckoi Komuccum oT 3 Hosbpsa 2016 r. Ne 88 «O6
yTBEePXAEHNN TPeboBaHuii K MHCTPYKLUMN MO MELULIMHCKOMY MPUMEHEHWNIO JIeKapCTBEHHbIX
npenapaToB 1 O6LLeli XxapakKTepucTuKe fleKapCTBEHHbIX MpenapaTos AN MeAULMHCKOro
NPUMEHEHUS»

YnpasneHue pvuckamu ans Kkadectsa (Quality risk management, cm. http://www.ich.org)
ANSI/AAMI HE75 Human Factors Engineering — Design of Medical Devices

LLUNpuLbl MHBEKUNOHHbIE OAHOKPATHOIO MPUMEHEeHUsa cTepunbHble. YacTe 1. Lnpuubl onsa pyd-
Horo ucnosnb3oBaHus (ISO 7886-1:2015, Sterile hypodermic syringes for single use — Part 1:
Syringes for manual use)l)

3awyTa OT OCTpbIX nNpeameToB — TpeboBaHWs M MeToAbl MCMbITaHuii — 3awmTa oT ogHopa-
30BbIX MEAULMHCKUX WUI, UM1-4acTeil kateTepoB v urn ansa 3abopa kposu (ISO 23908, Sharps
injury protection — Requirements and test methods — Sharps protection features for single-use
hypodermic needles, introducers for catheters and needles used for blood sampling)

CoegyHnTeny ¢ HeboMbLIMM BHYTPEHHUM AMAMETPOM 4151 XUAKOCTEN 1 ra3os, NpyMeEHsieMble B
mMeauuuHe. Yactb 1. O6uwpme TpeboBaHusa (ISO 80369-1, Small-bore connectors for liquids and
gases in healthcare applications — Part 1: General requirements)

CoeVHNUTENIN C HEGO/bLUMM BHYTPEHHUM AMAMETPOM A5 XMAKOCTE U ra3oB, NPUMEHSIEMbIE B
mMeauuuHe. Yactb 7. CoeanMHUTENN BHYTPUCOCYAUCTOrO M NOAKOXHOro npumeHeHns (1ISO 80369-
7, Small-bore connectors for liquids and gases in healthcare applications — Part 7. Connectors
with 6 % (Luer) taper for intravascular or hypodermic applications)

CoefiHUTENN € HeBOMbLUMM BHYTPEHHUM AUMaMEeTPOM A1 XUAKOCTEN W rasos, NpUMeEHseMble
B MeauumHe. Yactb 20. O6wume metombl ncneiraHuin (ISO 80369-20, Small-bore connectors for
liquids and gases in healthcare applications — Part 7: Connectors with 6 % (Luer) taper for
intravascular or hypodermic applications)

1) feiticteyer TOCT ISO 7886-1—2011 «LUnpuubl WHBLEKUMOHHbIE OAHOKPATHOTO MPUMEHEHUS CTEPUSIbHbBIE.
YacTtb 1 Lnpuupl 4719 Py4HOro UCMOSb30BaHNUS».
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