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Mpeancnoeue

1 NMOQroTOBNEH NabopaTtopred npodnes knuHuko-natopaTopHol grardoctred HE K obwecreaHHo-
M 30000cERA W YyNPAENEMMR anpaeooxpaHerden [BOY BMNO allepesid MOCKOBCEWA rocy 0apcTREHHEINA ME M-
UHHCERR yHuBepCcHTET WM. WM, Cevedopar MuHagpaea PoccHi Ha OCHOBE CODCTEEHHOND ayTeHTHHHOMD
NEQeRsaa Ha PYCCHKA AdLIK CTAHOAPTA, YKAIAHHOID B NYHKTE 4

2 BHECEH TexHM4eckqm KOMHMTEToM No cTadgapTiiaund TEK 380 cKnuausecide NatopaTopHee Wo-
CREOOBEHWA ¥ MEJWUUMHCKHE MAOeNHA ANA AWarHocT MK i vilros

3 ¥YTBEPHOEH ¥ BBENEH B JENCTBWE MpuxazoM ©eiepansHoro araHTCTEa NO TEXHWYECKOMY pe-
MYNAPSBEAHAR ¥ METROROMK o7 27 anpena 2015 r. Me 3017

4 HacToRLWWA CTAHOADT WOSHTHYEH MeXayHapogHosy cTasgapTy MCO 23640:2011 cMensuuHckne Ma-
JendA Qna QAardocTEiR in witro, CUeHEa cTabWNBHOCTH peare ToR ONA HarHocTHRA i wiirae (150 236402011
wliy witro medical devices — Evaluation of stability of in wifra diagnostic reagentss ],

Mpk APMMEHEHMA HACTOALLEND CTAH4APTA PEKOMEBHOYETCR MCHONLI0EATE BMECTD COBMOHHBIX MEREYHI-
POgHEN CTAHAAPTOR COOTASTCTEYIOLME MM HALMOHANEHEE CTAH0apTE Poccrickod feqepayam v Mesrocy-
AAPCTREHHEIE CTAHJAPTE, CEGOEHMA 0 KOTOREX NPHBESOEHE B ACNONHWTENLHOM MpHMOHE A T4

& B3AMEH MOCT P EH 13640—2010

Mpasuna nouMeHeHus HacmoAless cmandapima yomawoenedkl ¢ FOCT P 1.0=2012 (pazden 8).
HrghopMauud 08 UsMeHeHUAX i HACMoAWEeM) cmandapmy nyGnukyemaes & exesodHoM (M0 COCMORKHUG Ha
1 gHEapa mexyess 2o0da) UHGoDMELYUoHHOM YKazameane sHayuosanekes cmandapmes s, a ohuluansssil
MEKRCITT WAMEHENUL U NONPSaoK — 8 eMEMECAYHOM UNDODMELUOHHOM Fkaiamene «HayuonaibMbie Ciman-
dapmede. B criydas Nepecmompd (3aMens) UL OMMERE Hacmhofeso cmandapma coomeaesmomeyowes
yeedovnesus Bydem onybnukoeato @ OuUKaiLlLiem BhiNYCKe SXNeMECRYNIE0 UMPODMaEUUCHROSS YEaG2amens
v HaluaHansHse cimardapimsty, Coomesmemayiowan UPoDMaLLUR, peedoMIeHUS U IMEKCME! DazMewanm-
CH MAakxke & UHEODMELUoNHl cUcmems obLWea0 NOMLIGEIHIA — Ha oftuansHaM cadime Pedepansross
A2EHIMCMEa M0 MEXHULMECHOMY DE2yNUDOEaHLID U MEmponoeul 8 cemu Mumeprem {wwa.gosiru)

© Crangaptiedgrops, 2015

HacToAW®iA CTAHOAPT HE MOMET GkTe NONHOCTEID WM YACTMHYHO BOCNDOWIBEOEH, TMDANMWPOBAH ¥ pac-
NPOCTPAHEH B KSYBCTBE OWUKMANEHOrD Haganua Gea paspewenna PeqepansHonD aredTCTEa No TEXHUHYRCHD-
ty PErYNMPOBAHKIO M METRDMNOrHK
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BEeegeHwne

BamHbim acnekTom paipaSaThd W NPOMIBCACTES PEAreHTOR K3K MEIHUAHCKHNE H30eNWA ANA OHarHocTH-
KW N wirg ABNSETCA HaYansMoe oboaHaYer e cTaDUNEHOCTH NPOOYKTa, 3aTes onpegenaHne 1 sepudiukaumna
CPOKS TOQHOCTH NPOAYKTS, EOTOPA PAIMEllanT Ha PeiHEe. YToG R onpegendTs AonroBeHHICTE NPH XpaHsHAK
ishelf life), cTabUNeHOCTE NPW TEEHCNOPTHROBAHKK W CTE0WMNEHOCTE NEK KCNoNLACBAHKK, KATOTOBWTENE NEO-
BOOWT oueHRy. 4Tobel cHabouTe noTpebuTena HeoBxo0umMoi MHDOPMALMER, HarOTOBMTEN: KOEHTHRWUKPYET
KPWTHYECEWE DaKTopbl, KOTODREIE MOMYT BNKATE Ha cTADMNBHOCTE PEAFSHTA ANS QMaArHOCTHEH #1 vilio 1 Twa-
TENEHD CUEHHUBAST WX XapakTeprcTHkk, CTabuneHOCTs PEareHTa ONA GWarHoCTHEKR in W0 BIWAET Ha dyHEKL K-
OHAMNEHEE XAPAKTEDMCTHEA HIAENWA W NO3ITOMY ORAILIBAET BNHAHHE HE pPEayNbTaTel HCCNEGOBAHWA
MagueHTa.

MarcToBKTENs HECET OTESTCTEEHHOCTE 33 CNPedenaiie i MOHMTODHHT CTAbHNBHOCTI DESreHTa ANA aW-
ArHOCTHEA 1 Wilro ONA COXDaHEHRA EYHELHOHANEHEY XapakTepUCTHE NpoaysTa. HaunyyiwkK oB0asom 370 Bii-
MNONHAKT NyTew paspaboTkl NpoToKoNa GUeHKKY cTabWNeHoCTH | NONYYeHHA NogTEEpKASHHBLIX JAHHEX W
AHANKAA KHDOPMALKKY ONA YCTAHOBNEHWA COOTEETCTEYIILEN QONTORSYHOCTH NPK XPAHEHWK, TEEHCNOPTHEX
OrpaHM4EHAA W CTABWNEHOCTH NPW WCAONEI0BAHWA, KOTOPRIE J3aTeM CcoODWaKT NoNLICBATENAM.

I
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HAUWOHANBHBIW CTAHOAPT POCCUMMUCKOWN DEONOEPALUMM

M3IOENMA MEOWUWHCKMWE ONA QWATHOCTHEW IN VITRO
OueHKa cTaGWNEHOCTH PEANGHTOR ANA AHAMHOCTHEKR I viltro

frv witrg medical devices. Evaluation of slability of i vikro dlagmoste reagents

fava epepesna — 2016—06—01

1 OBnacTe NPUMEHEHHA

HacToawmi cTangapT NpegHaidadeH ANA oueHKl CcTabuNsHoCTA MEOMLMHCKNX MADEMWA ONA QUarHoc-
THKK 1 W0, BENKYEA DEAredTR, KANWEpaToDsl, KOHTRONsHLIE MATEDAANE, DACTROPUTENK, BydepHbe pac-
TEOPE W HA00pE pearedToR, 0GOOWEHHD HAZLIBAEMEIE PEATEHTAMK ANA OHarHOCTHEW i wWird, HacToaw ki
CTAHOADT TAKME NOHMEHAINT B OTHOWEHKK YETROWRCTE 4nA cEopa 0bpazuos, Cogenmalyiy BEWaCTEa, MCMHONb-
IYEMBIE ONA COXpaHeHna Npod WNe gnAa nepecHadansHelx peakudd ann gancHedwsn obpaboTid npob B
yoTpodcTee onA chopa npod.

HacToawmia cTaMgapT yCcTaKkagnyeaet obwmwe TpeSoRaHnA K oueHke cTalMNeHoCTH U coaepyuT Tpedo-
BAHMA K OLUEHKE B PEaNEHOM BOEMEHK 1 YCHOPEHHOW OUEHEE CTAOMNEHOCTH NDH MEHEDUPoORIHMA 3HHLIX B OT=
HOLLIE HIAM

= YCTAHCGRNEHWA CROKa FMOaHOCTH NP XpaMesdt pearedTa qQna AMardocTkA i vilro, BENOYEn yonoBKua
TRaHCNOpPTHEOBAHWMA, NogXoaALWE ANA OSECNeqHenA CoOXDaHEHWA XapakTepuCTHE NPpOOysTa;

- YETAHORNEHWA CTABMNEHOCTH PRAreHTa ANA AMArHOCTUEW i Wirg NP MCNONB30BAHWM NOCNE NERBOTD
OTEPETAA NEPERYHON YNEKOBKW.

Npusep — CmaluneHocmes & Npudope, cMalUTEHOCTE NOCAE SOCCMAEHDENEHUR, CMabUNBHOCME & G-
HOETHOM NaKoHE!

= MOHMTODMEMS cTABMNEHOCTH PEATEHTOn ANA QWarHOCTUEM 7 WD, yHiE NEeSCTARMNSHHEDS HI PEHEE;

= BEAUEMESLAE XApaTEpMcTHE CTAGUNEHGCTH N0CNE MOOUBrESLME pEaredTa AN OMarHoc T (T wilm,
KOTORSEA MOMET BNMATE 43 CTAEMNEROCTE.

HacToAMA CTaHOapT HENDHMEHKM K HECTRYMEHTaM, NpuSopas, oDopyOOBaHMIG, CHCTEMAM WM
yoTporcTean ans cbopa obpaiuoe MnK NpoGam, NoANEXALLMM MCCNea0RaH M.

2 HopmaTHBHbIE CChINKK

B HacToswer cTaHgapgTe MCnoNe3cEaHa HOPMaTHEHAR CChINEA HA CREgyIOWWR MExdyHapogH IR
cTaHgapT!

HMCO 14971 Meguusecsre wagenida. NprMeHeHre MEHSOHMEHTE DHCKA K MEdHUHHCKAM WAOendam
(150 14971, Medical devices — Application of risk management to medical devices)

d TepMmWHEl M onpegenedya

B HacToAWeM CTAHZAPTE NPYBMEHEHE! CNEAYIOWME TEPMUHE © CODTBETCTRYILMMM ONPEeneHania;

31 ycropeHHaA oueHKa cTabMneHOCTH (accelerated stability evaluation): WMcocnegoeanwe, npegHai-
HAYEHHOE ONA YERMWIEHWA CKOPOCTH XHMHAYECKON MiMng diM3nyeckod Qerpagauiy MY MaMeHeHWs PeareqTa
ANA SGWArHOCTHREW (T Witro NyTeM WCNoNbI0oBaHKA CTPECCOBLIX YCMOBWA BHEWHEA CpadkE AN Npesckalannua
Cooka TOOHOCTH.

ManaHwe ofpEUMENLHOR
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NMpuwmeuaHse — MNiad KCCNeA0BEHAR YOEODEHHOW OUBHEW cTafWNeHOCTH MORET BENNYATE 8 cebr SRCTRE-
ManNeHee YCNOEWA TEMNSPETYPREI, BNAXKHOITH, JCESWEHHA ANK E-HEIFI BiLHH.

3.2 pwarpamsa Appeduayca (Arrhenius plot). Matematwdeckan yHELKA, KOTOPEA CNMCRIBAST NpH-
BAMMEHHEE BIZMMOOTHOLWEHAR MEKOY KOHCTARTON CKOPOCTM KMMHYECKOA DEaKUMK W TEMNEPATYDOM M IHED-
FHEH SETHBALMHK.

3.3

cepua (batch, lotl: OnpegensHHCE KONMUHECTRED MaTEpKana ¢ ogHOCEPaIHbIMY CEONCTREAMK, NPOMaBEa-
LEHHOS B OOHOM NPOLECcE WM CepHK NpOUecoon.
[MCO 18113-1:2009, cTaten 3.5]

3.4

Kof cepui [Datch code, lof number). Xopowo painyY«si pAd UHEP WHnK BYEE, E0TopBIA cneydgsm-
YECKH WOSHTUGHMLUPYET C8PKID KW MOABCNRET NPOCNed T &2 NPOMIECACTED, YNAKOBKY, MADEWDOREY W HCTO-

pMI0 PACNPOCTPAHEHIAA.
[MCO 1811312009, cTarea 3.6]

3.5

CPpOK FOAHOCTH (expire date, expiration date). BepxHdid npeden WHTEPBANA BREMEHH, B TEYEHHE KOTo-
poro GYHEUWMOHAMNBHLBIE XAP3AKTEPMCTHEN MaTepHana, XpadAllerocs B YEAI2HHEY YCroBMAX, MOoryT DuiTh
OFECNEYEHLE.

I PHAMESNABHHWS— I::|:l\':lH MOHOGTA NPANHCEIBASTSR HATOTOBWTENEM PEATSHTAM ANA OWArS0CTHEY 0 wilng, ka-
.r.l-'lfll.".'ﬂ".'l:lpﬂh'l, EOHTROAEHRIM MABTEpUanamM W OEYIHEM EOMNOHEHTAM HE OCHOBE SJKCNEQWMEHTANEHD YCTEHOBNEHHLIX
CEOHCTE CTESUNEHOCTH.

[MCO 18113-1:2009, ctareA 3.17]

.6

MEgMUWHCKDE iI08NKe ONA QUarHocTHeM in vitro (VD medical device, in vitro medical device): Mage-
MKE, KCNOMNL3YEMOD OTOSMEHD WNK B KOMBUHALWA, NPEOHAIHAYSHHOE MIFOTORMTENEM ONA WCCNedsBaHMa in
vitro o0pajIuoR. BAATEIX M3 TENA Yenosekad MCKNOYMTENEHD MNK rapHeM 05pazom 0NA NonyYerus MHhopma-
LMK B UENAX QWUATHOCTHEM, MOHMTODMHIE MK CRPEEMUMOCTH, KOTODOE MOMET BENIOYATE pEareHTel, kanuwipa-
TOpR, KOMTPOMBHBE MATEpWank. YoTpokcTea gnA chopa obpasycs, nporpamMMiEcs obecnededds K
CEAZAHHBIE © HAMA HHCTRYMEHTEl WM NDHO0DGE! MK OEYTAE NEESMETE.

[MCO 18113-1:2008, cTrarea 3.27]

T

pearaHT ONA auarHocTHrr in vitro (VD reagent, in witro diagnostic reagent). Xunuseciode, GHonomi-
YECKHE W WMMYHONOMHHECKHE KOMOOHENTE, PACTEOPE WNW NPEnapaTtsl, NEedHalHaYEHHEE HAr0TOBKTE-
nek GNA NPUMEeHEHHAA B KAYECTEE MEIHLMHCHMX M3OenKi ANA QHarHoCTMEM i vilro,

[MCO 18113-1:2009, cTarea 3.28]

3.8 oueHKa CTADWMNBLHOCTH B pRankHOM BpeMeHd (real tme stability evaluation) WMecnegopadie,
NPCBCOWEADE MATCTOBMTENEM ONA YCTAHOBNEHHE MNK BEDHDWMEALMK CROKa TOAHOCTH NPW XDaHEHWA peareHTa
ANA OWATHOCTHERA 17 Wiio NpH HBX0HAEHKA B CEUMBHMUMDORAHHBIX YCNOBKAY,

Npumevanwe—HK FOCNROEWAM, CNoCOfHEM NOBNWATE HE CTADKNEHOCTE PESrEHTE ANA ORATHOCTHEN 17 ¥ifrg, oT-
HOCATCA TEMNERATYRE, yONOBWA TRPAHCNOQTHEDBAHHA, E.r'.'ﬁ-FIE-IJ WA, CEBST @ BNAXHICTE

19

CPOK rOOHOCTH NpW Xpadeddid (shelf life). Neprod epesedd 00 WCTEYEHWA CPOKA FMOOHOCTH, B TeYe-
HYE KOTOpOrS peareHT ANA AWarHocTEW @1 vilfo B 8ro opuriHans ol yNakosse coXpadaeT ceon cTabune-
HOCTE B YCNOBWMRAX XPAHEHWA, YCTANOBNEHHED HIroTOBMTENe.

Mpuresasane— CTabunesHocTe (3.10) W Cpog MOOHOCTY 13.5) ABNAKTCA B33 MM OCEAZE HHEIMA NOHATHA M.
[MCO 18113-1:2009, cTareAa 3.66)
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3.10

CTaGMNLHOCTE (stability). CnocofHoCTE MEOHUMHCKOrD HAgEnua ONA QUArHoCTHER @ Vil COXpaHATE
CROM OYHELMOHANBHEIE XAPAKTERHCTHEY B NPEOENAX, YCTAHOBRNEHHEX HIFOTOBMTENEM.

NMpumMmevyaHnwna

1 CTaBMNeH0CTE NDUMEHAKT B OTHOLWEHWH.

- PRAFEHTOR ANA OWATHOCTHEM (7 vilfo, saNWBoaTopoE W KOHTPONEHEIX METEPUANGE NPK WX XDAHSHWH, TREHCNGPTH-
POEAHUM W NPAMEHEHWA B YCNOEWRY, YOTAHGENEHHEIX @ITOTORMTENEM;

- EOCCTAHGENEHHEIY BHOD@NMIMDOBAHH Y MATEDUANDE, paSoMMs PACTEODOS W MATEQHAN0E. Y 4ANEHHEIX W3 38NA8-
HATAHHE X HOHTEAXEDOE NPH YCNO2MA NOAMOTOEEW, HCAONLI0EAHMA ¥ XPAHEHHA B COOTEATCTEHM © HECT PYKLMAMK HANOTO-
EWTENA N0 MNP HAMEHEHE K

2 CTaBuneH0cTe PEATSHTE ANA AMETHOCTHRA (7 WIEND WKW W3MEPHTENEHOE CHUcTEMBl OhsiMHO KONRYSCTREHHD OUE-
HUEBAHKT E OTHOLWEHH N BREMaHE

- E TERMHHEL NPOOONKATENRHDCT MHTEPEANE BEMEHY, B TEUSHHE KOTOPOIS METPOROTWHBCEDS CECHCTED HakA-
HABTCA HE YCTAHOBNEHHOS KONAHSCTED,

- B TEpPMHHAY MAMEHEHMA CEQACTEA CEEPE YCTAHOENEHHOMD WHTEDEBANE BREMEHM.

[MCO 1811312008, ctaten 3.6G8]

311 sepadmrauwa (verification): MNpegocTaaneHre obEEKTHEHLIX JOKAIATENLCTE O COOTRETCTEMK
OaMHoro O eaKTa JadanHbiM TRESoBaHWARM.

Npusiepesr

1 Nodmeepwdesuse Moo, 4o d5HHE D MEBMEQUAN, KK I6AGNEH0, RENASIMCA 20MOSeHHEIW AR TIHEYEHUD
BEAUYUHE! & COOMEEMCTE i W el npouedyDbi U3MeDeH L.

2 MNodmeepwdenue MOED, YN0 @ YHKYUOHIALHEIE CAOUCMEE LY MpeboaaHUA k UIMEQUMENLHOL SUcme-
Me JocmUuBHYM s & npedanax 3adaHHoRG cpoke 2odHOCMY.

3 Modmeepxdenue Mo2o, M0 DE3MED U HENPASNEHUE CYI8CMEEHHOE0 UIMEHEHUR ¢ MEYeHUEM SPeMeH L
oM MepeoHa YaneHoz0 ongedeneHus Sydym CoomaeMEeM S088Mb FCMaHOENEHHEIM cleuudukayued yepes 3804 -
AEHH MW cmaluNeHocms peazesma dne duagHocmule in vitro.

4 Nodmeepwdenus MO0, 4M0 Yenesan HeonpedefeHHOCM L UIMEDEHUA Moxem Guime docmMueHyma.

MpumesasMWa
1 B kavecTee ofkerTa MokeT OniTh NPOYECE, NPOYEOYPA WEMEDEHUA, MIVHASMEA MATEQWEN MW COEQMHEHWE MW
OTEET MIMEDUTENEHOA CHOTEM 1

2 3agaHHEMK Tpe BoEaHRAMM MOTYT BEiTE, HANEH MEp, COOTEETCTENS TFIE-l:i-EIE-H.HHHM WNH TeXHAYMECHEAM X3paKTe puc-
THEASM WATOTOEUTENA.

3 ADanTHPOBAHG @3 cTasaapTa [1), cTaten 3.73

4 Obwwme TpeboBaHKuA

4.1 OBwmMe NpHHLANG

YIBEDHMOEHHE HATOTOBMTENS 0 CTAGKNLHOCTA BOMKHD GHTE 0G0CHOBAHD CONTRETCTEYIOLLIARK OaHHEIMIM,
VUM TRIDAMALMMA PUCKH, COUMEBTAIOWHECA C NPUMEHEHRENM PEAraHTa 4NA OHATHOCTHEM I VIR, 1 C YUETOoM KoM-
NOHEHTOR, KOTOPEE BAOTYT BiiTe NAGMNEHEL.

JaHHEIR M3 MCCNea0BaHME YCRODEHHOR CTaGMNLHOCTH WIANK ONEITA, NONYYEHHONDT C peareHTamM ana gu-
ArHOCTHEKA i vitro, OB0CHOBAHHMO COABHMMEIMK B OTHOLWEHAW WX XADAKTERWCTIE CTAGUNEHOCTH, MOMyT GulTe
MPWHATE] BO BHEMAHIAE NP YCTAHOENEHWE NEPEOHAYANLHOTO CPOKE MagHOCTA. OnNbiT © NOg0SHEMA pEareHTa-
W 14 PUCK, COYETAKMACA C HCNONLI0EIHWEM WITENWA, MOMYT ObiTh WCNONE3I0BAHSEI ANA YETAHOBMEH KA OCHO-
BAHKA ONA NepEOHAYaNEHOrD CPoKa rogdocTd. B cnydae ecny B MOMEHT DasMelleHWsA pearedTa ana
SMATHOCTHIH i WIlD HA PRIHEE YTEEDHOEHWE 0 CTAGMNEHOCTM GCHOBRBAATCA HA TAKWX NPE0EaPUTENEHE DakH-
HE, 3TO YTEEDMASHHE J0MHHD BiTe BEpUHDUUMPOBAHT DaHHLMA HCCNEO0BaAHHA B DEMMME PRaNLHOr0 BpE-
M@ HM.

DUEHES DON#HA BbiTh BEINOMHEHA HA PEAMEHTAY DNA AHArHOCTIAKK i WilrD, MAarOTORNEHHSX B YCNOBMAX,
KOTOPEE CyYLBCTEEHHBIM 05PEI0M IEMBANEHTHE PYTHHHEIM YCNOGKMAM NpoMasngcTea. B cnydae ecnd ato He
BhIMOAMEHD MK BCMIA PEATEHTE! ANR AMArHOCTHEW @17 Wine HE XDaHWNKcs B OKOHYATENBEHON opMe, WaroTosu-
TEME 4OMKEH NOGTEEROMTE NPAB0MEDHOCTE YTEEDKAEHWA O CTABMNEHOCTM.
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HaroToBuTens ACMEeH ofNpedennTe, HeoOXoOMMa N NpOrpPaMMa MOHWTOPWHEE CTABKNEHOCT, W yCTa-
HOBWTL 88, BCMNH 3T0 HeobxoauMo. DUSHES KOHUA CPOKa rogHoCTH NEH XPaHe kK MOMET OK33IaTeCH QOCTaToM-
HOW QNS 3ToR Uenu.

HamexeHna NDogyrTa MK NPOMIBCGCT BEHHONS NPOUECSCa AoN#HE BulTh pRCCMOTPEHEl C LUENEK SRpeae-
NeHna HEODXoOHMOCTH HIMEHERKA B NDOTPaMME KCCNERoRaHAR CTABMNEHOCTH.

4.2 MNpoTokon

Jakno4eHnA 0 CTADUNBMOCTA PEAreHTOR ONA OHArHOCTHUERA (7 WD 0onmHE DulTe OCHOBRMHE HA JAHHEX,
AONYHEHHLIX B COOTBETCTBWW C YCTAHOBNEHHLIM NDOTOKONOM, KOTODRIA BRMCYaeT 8 ceba:

- 0DASAHHOCTH,

- HETEY WOSHTHOHEAWHID pEaredTa ANA JWarHascTiex i1 wino,

= YCMOBWA NOWMEHEHA

Tpumeps
1 Yvem espuauuld edew el cpadei, grmoYan Xy uwl enywad;

- o BEKTE WM UENH CUEHEA!
- P OPMAaULWA OTHOCKTENRHS 0B pasLoR pEaraHToR,

2 Yuecno cepud, KOAUYECMED, HOHMedHep, UdeHMUBUESLUR UCM OYHURE U KORYEHMPELLL,;

= NOTEHUHANBHEE BHAHWA EDETIHHECHAX KOMMOHEHTOR.

MpumMeadaHe e — «KpHTHECEMAD GIHA“EST IHEHUMEN B OTHOWEHKY CTABWNEHOCTH,
= YCIOBWA XpaMeHHA, pexosMesHoBaHHEE GNA DEI}EELIL‘IH pearedToR.
3 Mewdy 2 °C u 8 °C, MeHes 20 °C;

-« MMATALMA TRAHCNOPTHOOBAHWR;
- MHTEDBANE! MEHTY MOMEHTaMK WCCNEN0BIHIA;
- MCCNEO0BAHWA, KOTOPEIE O0NHHE GbiTe NDOBEOEHE B KOHUE KEMO0M0 WHTEREANS.

4 Memodura o npodonsumensHocMe Ueenedoaayum;

- HWCAD HCCNedoBaHHE, KOTODLIE JOMEHL SbiTh BLINONHEHE! & PEaArGHTOM ONA QHAMHCCTHEY 0 WIrg, 3a-
BHCHT OT NPEUHIMOHHOCTA HCNONBEIYeMsX METOO0B TECTHPOBAHHWA {yYHTHEAR BapWabensHOCTE, KOTORaA MOo-
#eT BelTe CEAIEHA C 0COpYQOBaHHEM W PEATEHTAMM AR OBarHOCTHEM T Wil

= NPCQOEEMTENEHOCTE BaINCNHEHMA NPOTOKONA MIYHeHWA CTABMNEHOCTH, KOTODEIA BMOMET BENoYaTs B
ceba LoNoNHUTENEHER AGBEDMTENBEHER BREMEHHOE MHTEDRAN CEERDX SJAARNEHHOMNT O YENSBON CTAGMNBHOCTH,

- QMHCAHWE aHANKIA JaHHbIX.

5 Ceobumky Ha8 AObie Memodel citamucmugy o yoenoaud dne RApUHRMOA UTd $METOHEHIR daHHLIX;

- KDMTEPUA NPHEMNEMOCTI, KOTOPEE JOMMHEE BTk OOCTHMHY TS
- WHTEPNPETALUMA OaAHHBIX.
MpOTOKON J0MKEH GhbiTh Y3CTLI TEXHUUECKON DOKYMEHTALWA, OTHOCALENACA K PRAreHTy ONA OMarHoCTH-

K i vitra.

4.3 Oyt 0 cTabMNLEHOCTH
Cr4etsl ¢ cTabUNBHOCTI GOMMKHEl DT NOOrOTORMEHE, 4TODR QOKYMEHTHPOBATE DE3YNETATE KIY-HEHHA
WA MAYSEHA .

J".I‘p e p — npﬂ'MlE'Hjl'ﬂ'I OHHBIE U ONOHYET ATEHEE OMYaMbd.

OTHeTel DONMHE, KK MAHHAMYM, BENOYATE B 0808 UMK CCaINaTecA Ha:

- NPGTOKAN, KOTOPRIM SEN NDUMEHEHN;

« MCNONBICEAHHYID CEDWED [CepHK);

- BCA MOMYYeHHBIE PRayNeTaTh)

= AHANKHT DAHHBIX,

= KPMTEPUA NEMEMNEMOCTI C ONPEOeneH Mas YonexaHeynadqM|

= JAKMOHEHHA OTHOCHMTENERD CTAOUNEHOCTH.

COr4ersl cnegyeT NOAGEQHMBATE KAK HYACTE TEXHWYECKOA JOKYMEHTALNA OTHOCHTENLHO PEareHTa qnA
OMarHacTHEN 0 vitro.

4
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5 MetogWku

5.1 Obume nonoMeHA

5.1.1 Uenwu

MeTogues Gon#He GuiTe BLINOAHEML ONA TOro, YTOG6 OUEHMTE W NOOTEEPOMTE YTESEHMOEHKE O CTa-
BUNEHCCTH pEAreHTa ONA ARarHOCTHERN 7 Wino.

MpHME« EHWSe— [3] cCOQSPEUT BHEODMALWID OTHOCHTENRHD YCNOBHMA W NPOLSSYR, E0TOPARA MOXMET OuiTe no-
ne3=od AnA paspaboTdn W BERNONHeHWA WoCNenoBaHUA NO 0YeHEE CTABHNEHOCTY,

5.1.2 MecocnepgoBavin

HMocnegoaanda GoNKHE GHTE BRINONHEHE B COOTESTCTEWK C METOQWEIMA, CNWCAHHEIMIA B NPOTORONE.
YHHUCNo WCCNeNoBEaHHA, EOTODLIE JOMNHHE OpTh BLINCMAHEHE C DEArSHTOM ANA QUarHoCTHEY in vitro, oTobpama-
IOWMX CNeyudiHYEcke YCNOBMA K COoKKM XPaHEHMA, 32BUCHT OT NPEUNIMOHHOCTIA MCNONEIYERMER METOZOE,

Mocnegosanua aomsHel OETeE BINCAHEHE B 3303HHEE MOMEHTE BPEMEHN, YHA3AHHLIE B NPOTOKDNE.
MuTepBank BReMeHd QonKHE GeTE Bebpans Takkm obpasom, STo8bl OXBATUTE, KK MUHHMYM, BECE LENeBoR
COOK MOOHOCTH NP XDaHeHnd. YWcno KOHTPOMBHBR TOYEH BREMEHH JoN+HO OuiTe BeiGpaHs TaKuM oGpaiom,
HTOOR TEHZEHUWA MOMMd BeiTe OTARYWMEBIMK OT BAPHabENEHOCTH DaHHEB,

KonuwdecTeo obpaiya WocnedyemonD PeareqTa Ang AHarHocTHEE 10 vitio DomHHO ST Q0CTaToHHBIM
ANA NPoBEOSHWA BCEMD WCCNELoBAHWA W NODLE NOBTORHEIY HCCNEdoEAHKA.

¥CMoawA oueHEd cTabkNeHOCTA DEAreHTa OA QHAMHOCTHEY i Vilrg, EOTODEE OTNHYaeTcR OT OR0HYE-
TENBHOE KORDWNYPaUKA, DONHKHE S6iTh OBOCHOBAMbI C NOMOLW L0 OLEHKK prucea (oM. MCO 14971 ang pykosoa-
CTEA NO MEHSKMEHTY DHCEA MEQHUMHCEHY MAAEMHA ANA ORarHOCTHEIA (T wiro).

HPHHEP — OmauysuR @ o beMax peageHma wiru docmagneltkLIie & MHamepuamnax, KoMopee OMITUYaHOMCoR
O NegeuYyH o0 KOHMeuHepa DeagaHm s,

5.1.3 Yucno cepHi, KOTOPLIE O0NXHEl BhITE MCCNEJOBAH LI

HUCNO CRpWE, KOTORSIE A0MEHE Db Te HCCNEO0BaHSEl, MOMET IARWCETE OT 33034 OUEH KA CREQYHILKM Ob-
paaok;

= 3 CEpWM — ONR ONpegensdis CPpoka rogHoCTH NoW KpaHeHn HOBOMRD PeareiTa ANA AHATHOCTAER i
VIlro [CTAGWNEHOCTE B PRaNBEHOM BEReMEeHM);

= 3 CEpWA — GNA NPOONeHHA COOKS roOHCCTH NP XpaHeHKK pearsHTa Ona QWarHocTHER it wing,

=1 CEpWA — QNA HMATAUHK TPaHCHOPTHDOBaHKA,

=1 CEpWA — ONA CUEHEW CTAGMNBHOCTA B NPOUSCCE MCNoNLAGEaHWA PearedTa ONA QUarHoCTHEA i Wi,

= 1 CcEpMA — AN MoOAWEHUHMDOEAHHOND PEArenTa ANA GQUArHOCTHER i VilFo, B CNYyYae ecid OUSHES PHCKa
B cooTRETCTEMK ¢ MCO 14971 ykasseaeT Ha KEoBX0QMMOCTE OUBHEN CTabHNsHOCTI.

HMononeaosadse MeHsWero, senm Tpebyemoe, 4Mcna capli QoMo GslTe NOATEE HOEHD CUEHKDH PHCKS
ONA pearedTa ANA AMarHOCTHKA @ wiro B cooTBeTCTRAM ¢ MCO 14871,

5.2 OyeHKa cTAGHMNLHOCTH B PEANLHOM BROMEHH

5.2.1 Cpok rogHoCTH NPH XpaHeHHK
Bo Bpoms oUeHEW COOKE TOGHOCT NPH XPaHeHui pPEaradT A8 GUardocTHiW i vilfo JoMseH XpaHnTeca B
YENOBWAX, YCTAHOBNEHHEEE HATOTOBMTENEM.

Mpumessasde— Cneydhrkaluny MoryT GslTe ONpeJeneHs! X3DEKTEPUCTHEIM W 0BODYA0BEHWA, MCND ML YaM-
f3 Ap# WCCNBO0BAHWM, WNH YCNOEMAMK, B KOTODE X NPOAYKT NEELNONaraeTcA KPAEHMTE.

Npusiep — Ona xonodWneHURKDE, UEMONLIYEMELE JITA XPAHEHURA DEdsenmod ¢ nadopamopuax, oSLIYHO 3a-

REMEH HKOHMPOAE MEeMiIepamypel Mexdy 2 “C u 8 “C. Queska cpoka eodHociy NPU XPANEHUL He JOMAHE BRITH -
Haib 8 celi meMnepam ypel Huwe 2 °C v eeiwe § “C.

5.2.2 CTabunbHOCTE BO BPEMA TDAHCNOPTHPOBaHKA

MaroTopkTens gornkes BepudMUMPoBaTE, STO IAREAEHHBE YCNOBHA TRAHCNOPTHEOBEHMA HE BIIKAKT Ha
COOK MOAHOCTH PERAMEHTA ANS OWarHocT KKK i Wi,

B cny4ae ecnW yohoBWA TRAHCNOPTWROBAHKA WMWTHPOBaHE, paspaboTkd NpoTorona AonwHa DuiTo
OCHOBANA HA AHAHMAX 00 YCNOBMAX TRAHCNOPTUROEAHKA. ECNK Takky JamHbIX HET, WIFOTORWTENE OOMMEH OCy-
WECTEHTE CNPeSenaHie PeanoHix YCNOBAR TRDAHCNOPTHROBaHWA B KAYECTEE OCHOBL! ONA TAKOR WMWTALKA.

Npusmep — MpodoAKUMEALHOCME MPANETODMN UPOSAHEA, OMUJABMER MEeMIBDaMYDE, BMANHOCT b,

5.2.3 CTabMNbHOCTE NPH MCNONLIOBEAHHA
CTabMNeHOCTE NPH KCNONBEI0BAHWA JOMGEHA OTPAKATE OOLIMHLIE YONODMA HCNONBE3I0BAHWA,

(d.]
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fMpuker — CHabUALHECHE & MpUSope, BOCCManDamenue, cMafufeHOCME & OMEPLIM oM QNaRoHEe.

5.3 YcochopeHHan oueHKa cTabMNbLHOCTH

531 OBwme nonoxeHUa

YEKOPEHHAA CUEHEA CTABWMNEHOCT MOMET DiTh NPUMEHEHA KaK OCHORA ANA YCTAHOBNEHWA NepBoHa-
YANLHOMD CHOKa rOQHOCTH ANA BEOOHMOTD NpoOyKTa.

NMpumedaHwA
1 [nA HEKOTOPRE PEATEHTOR YCHOPEHHEA OUSHKEA CTAbMNBHOOT MOMAT OKBIATRCH HENPHAME HER D@,
2 Cwm. [3] ans nedopMaysd © METOOUKAX YCEODEHHOR OUAHEY CTaOMNEHOGTH.

5.3.2 MeTtogwka

Marepvan, nognesaliki HCCNeqosaHKIn, DOMEEH XPaHMTeCA B YONOBWAX, CTMCAHHEE B WHDPMALHK
WAroTOBMTENMS, BNNOTE 00 Ha4ana decnegosaddA. MaTepran, BENKYeHHBIR B yCRODEHHYW OUBHKY cTabuMs-
HOCTH, Don#eH 3aTeM SeiTe NOOBERTHYT ONPELeneHHBEM Yonoswa cTpecca, MpoSel GomsHsl SuiTe yOaneHb B
YEAIZHHOES BPEMA M MCCNedoBaHbl MNK BO3SDAWEHE B YCNOBMA KPAHEHWA, K3K ONHCaHo B WHgopMaUMd, npeg-
OCTABNEHHOW WITCTOBWTENESM, £0 JA0DEPWEHWA WCCNEdoBaHWA B COOTEETCTEMW ©  YCTAHOBNEeHHBIM
MPOToKONoM.

5.3.3 AHanua DaHHbIX

AHANKI AHHBIX YCEODEHHDA OUSHKK cTabMNeHOCTH gon#eHd OsTe NpoREOEH B COOTEETCTEMM C NPOTOKD-
NomM.

Mpumepr — Juazpadwa Appeduyca, Henuveldoe ModenupogaHue.

534 OueHKM W 3aENDYeHKA
CpoK rogHocTy YyCTAHABNKERINT HA OCHORE AHANHIA JaHHEE, HHTEPNPETALWMH W NPEaRapHTENEHS YETa-

HOBREHHLIX KPAUTEDHEE NpASMIEMOCTH.
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NpunoxexHde 04
{cnpagoyHDe)

CooaaHHA O COOTREETCTEMH COLINOYHLIX MEXMOYHAPOAHLIX CTAHAAPTOR
HauWoHanLHIM cTangapTam PoccHickol Penepaums (W AeHCTEYOLWMM
B 3TOM KaYecTBEE MEXrocyoapcTBaHHLIM CTaHJapTamM)

Frenuwya Oad

OBpansyaHnE SCbiNouRaTD CranaHe OEssnausHAR M HAHE EHSUAHAE SHOTRST CTEYHIW 2D
REFLVYHApDOHOMD CTAaRCapTa COOTABTCTAMA HAUNDOHEMNEHTDTD CTAEHOSETS
WC O 149712007 o7 FOCT IS0 14971—2011 «M3gensn Medsunscide. [Tpu-

MEHSHWE MEHEOXMEHTE PHCKA K Me0HUMNHCERM AI0ENHAM

n prMEYAHAE— B HacToAwed Tabneue MOoNoNeI0BEHD CNedynwes yonoes0e Q00IHAYEHHES CTENEHY SO0T-

BETCTEMR CTAHOAPTOE!
10T — HAEHTHYHEE CTEHISD TS,

BrBnuorpadiana

[1] 150 18113-1:200% {n wire deagnostic medical devices — Informaton supplied by manufaciurer {labeling) — Part 1:
Terme, definiticns and general requirements (MCO 18113-1:2009 MeguUMHCKME HEASNWA ONA SW-

BrHOCTHER i witro, MrpopMauna, npeaocTasnAeMan maroToEMTENEM (MaprKMpeeRa). Hacte 1. Tep-
MrHE, Ongegenedns @ obuike TpeBosaHnA)”

[2] EN 13640 Stability 1esting of ip vitra diagnostic reagents (EH 13640 Mococnegoeasme cTEOMNEHOGTE pEATEHTOE
ONA GHArHOCTALA i wilre)®

[3] CLSIEPZ5-4 Evaluation of Stability of bn Vitro Dlagnostic Reagents, Approved Guideline {CLEI EP25-4 Ouesis
CTAOWMNBHOCTH PREFERTOR ONA SHATHOCTHEE & vl npuHAaToe pykoBcactaol CLEI, Wayne, FA.
2009

) 'E'I:bﬂLI.H&FIbHHFI na2peedd AT CTAHAAPTAE HIXIOQWMTLA B lr-"E,ﬂ_E'FI-EJ'IhltEIH HEREOpMAULHOHHOM MOoHA8 TEXHHYSCHAX
QErmaMeHToE W CTAHIapRTOE.

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 11/12
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-23640-2015



https://gostexpert.ru?utm_source=pdf&utm_medium=51507
https://gostexpert.ru/gost/gost-23640-2015?utm_source=pdf&utm_medium=51507&utm_term=page

rMCcT P ICO 22640—2015

YK 61:006.354:008.354 OKC 11.100

KnioHessie CNOEa. MeOdUWHCKNE KAOENWA, QUAMHOCTAEA (T WD, pEaredTel 0NA QUaArHOCTHEM i1 witro, cTabune-
HOCTE, OUSHES CTA0HNEHOCTA B pEANBHOM EQEMEHA, YCKOPEHHAA OUEHES CTASHNEHOCTI, CROK MOGHOCTI

Peaartop J1 M. Marusons
Texnwsecknd pagaaran .M. Mpycaxora
Koppecrop A, Koporeaa
Kownsirrepsan pepotea 84 Mpowassa

Coane & wafap 26.05.2015 Moandcams B nesars 01062015 Gopuat G0xA4' 1 Fapnutypa Apwan.  ¥enonew.n, 1,40,
Yueuag, o 4000 Tupam 30 axa. Sak. 204E.

Hagaro n orneaatane ao MY aCTAHOAPTUH®OPM s, 123595 Mocmsa, Mpakatami nep., 4.
www gastinio.m infa@gaslinfere
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