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Npegucnoeune

1 NOOMZTOBNER Nabopartopied NpoSnas KNHHMES-NatopaTopHol guardocTyid HEW obwecTaemio-
Mo 3Q00oELA 4 yNIPAENeHHR 30papooxpaHeHden [BOY BMNO «episid MOCKOBCKAA rOCy 0apCTEEHHEIA MEdH-
UMHCEHHA yuuBepouTeT wa WM. Cevenopar MuWanpasa PoccHd Ha OCHOBE COOCTREHHOID ayTEHTWHHOMD
Nepecaa Ha PYCCHMA ALK CTAHOAPTA, YEAIAHHOMD B NyHKTe 4

2 BHECEH TexHH4eCckimM EoMHTaTom No cTangaptazaund TE 380 sKnurn4eciie NatopaTopHee 1uo-
CReQOoBaHAA ¥ MEJULMHCKME WAOENKA ONS OUArHOCTHEM i wilros

3 ¥TBEPHOEH W BBENEH B QEMCTBMWE Mpurazom PenepansHoro aredTcTea No TeXHWHECKOMY pe-
MyNAPOEAHAERD M METPONOMAK oT 27 anpena 2015 r. Ne 301-cT

4 HacTORWWA CTAHAADT HOASHTHYEH MERIYHAROOHOMY CTangapTy MICD 236402011 «MeuuvHCKWE Ha-
Oenda gna aMardoctris in vitio, Ouexka cTabuneHocTy pearesToR ANA AMarHocTHEn 0 vifrow (120 236402011
wir witro medical devices — Evaluation of stability of in vifro diagnostic reagentsa).

MEH NPAMEHEHKA HACTOALLED CTAMOARTA PEKOMEHAYETCR MCNONLASEATE BMECTO COBNMOHHbLX MEHLYHA-
POOHEX CTAHOAPTOR COOTEETCTEYIOWKME MM HAUMOHANEHEE CTAHOARTE POCCHACKOR Pedepauii 1 MEemrocy-
OARCTREHHEIR CTAHAAPTE, CEEOSHMA O KOTODEE NPKBEIEHE B A0NONHHTENLHOM MDAMOHe Mg 15

o B3AMEH MOCT P EH 13640—2010

Mpasuna npumerekus RACMaRWess cmandapma yomawoeness: ¢ FOCT P 1.0—=2012 {pazden 8).
Hughopaauud of vaMeHEHURY i HACMORWEeMy cmandapmy nyEnukyemcs 8 exgsodnoM [0 COCMORHLID Ha
1 AMEapA mekyiess 2oda) LghopMayUuoMHoOM Yraizameans «Hauuonanskibie cmandapmels. 8 ohuiianb s
MEKCITT UAMEHEHUG 1 NONPaSaok — 8 EHEMECAYHOM UHDODMaUUOHKOM FRaZamens «HaluoHamnbHeE CriaH-
dapmeis. B ciyHas Nepeciompd (2aMens] WW OMMERE HaCMOoAWe20 amaxdapma coomeasmomaywes
yeedomnesus Oydem onybnusoeano @ Douxalilem BLiNYCKe @XeMBcaIYH020 UHGRoDMILUSHHOSD YKa2amens
s HALUOHANEHEE Cmardammbiy, COOMEEMoMER0ILAR WRDODMaLLS, PEadoMNEHUS U IMEKCMB DAIME L AI0M-
CR MAaKwKe & URopaluodqol cocmene oblWess NONLICEARUR — Ha cluyuanssor cadme Pedepansnozc
A2EHIMCIEA MO MEXHUNECKOM Y DE2VNTUDCEaNLII0 U MEMPonoauy @ cemu FumepHem [waw.gostru)

@ CradgapTdsdeope, 2015

HacToalwmid cTaH0apT HEe MOMeT BiiTe NOMHOCTEI WK YACTHYHD BOCNPOMIBEOEH, THRAKWDOBAH ¥ pac-
NEOCTOAHEH B EAYECTES OfUUBaANEHOrD Kaganua Gea paapelleHKa DefepansHOMD aredTCTea N TEXHUHECHD-
MY DEMYNMDOEIHKIO W METPONOTHI
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BeegeHue

BasHbi acnekTomM paspaboTil U NPoM3noacTES PEaraHTOR KAK MEIHUHHCKWY HAOenWid ANA OWarksocTs-
i i Wilro ABNRETCA HaYansHOe oDoaHadesH e CTabUNEHOCTH NPOAYETA, 3aTel ONpedens e M BepHdMkauMa
CPOKa Mo@HOCTIA NROAYVETE, EOTOREA PAIKMELLAINT HA PeiHEE. UToER OnpegendTe AcnroseuHoCTE NP XDaHEHAM
(shelf life), cTabuNeHOCTE NPK TRAHCNORTMRORAHKK K CTA0MNEHOCTE NEKW MCNoNLA0BAHKKA, MANCTOBMTENE NEo-
BOOWT oUeHRy. 4Tobs cHAGARTE NOTEeBWTENA HeoBXOOUMOE HHDOPMALMEN, HArOTOBHTENL HWOBHTHEWUKPYET
KOMTHYECKHE DaKToDbl, KOTODBIE MOMYT BNKATE HA CTADMNBHOCTE DEATEHTE ANA QWaArHOCTHEH i Vilro | TLa-
TENEHD CUEHHBAET WX XapakTepHCTHEW, CTADUNEHOCTE PEAEHTA ONA GUATHOCTHEK I WIrd BAWAST Ha dryHELK-
OHANBEHEIE X3PaKkTeDHCTARA HIOeNkA W No3TOMY OXalbLliBAeT BNAAHKE HA pPEAyNLTAThl WCCAES0BAHMA
MELWEHTE.

MaroToBMTENE HECET OTEETCTREHHOCTE 38 CNPEOENeHHE ¥ MOHWTODMHT CTABHNEHOCTA pearaHTa Ana au9-
SrHOCTHEM (7 WD A8 CORDaHeHIA yHELMOHANEHBX XADAKTE DWCTHE NPOOyETa. Hannyywun obpaiom 370 Bl-
MNONHAKIT NyTeM EaspaboTek NPoOToKoNa OUeHKM cTabUNeEHOCTIA M NONYYEHWA NoQTEEDHOEHHLIX JAHHEIX ¢
aHaniaa KHHoODMaULKKY ONA YCTAROBNEHWA COOTBETCTEYMIWER SONTOBSYHOCTH NPH XPAHEHKA, TRAHCNOPTHEX
OFDEHHHYEHAA B CTAEWNEHOCTH NPA HENONEIOREHMH, KOTODBIE 3aTeM COOBLYART NONBICBATENAM.
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HAUWOHANBHBIWY CTAHOAPT POCCHMHUCKOW ©®EOEPALUMHM

M3IOENMA MEOWUWHCKME ONA OWATHOCTHKM IN WITRO
OueHKa cTaGWUNBEHOCTA PEAMGHTOR ANA AWArHOCTHERA i vitro

i witro medical devices. Evaluation of slability af in witro diggnosate reagenis

Nara peepesnAs — 2016—06—01

1 OBnacTs NpUMEHEHWA

HacToawma cTalgapT NpegHaIHaqen AnNa OUeHKM cTabuNbHOCTIA MEQWUKHCEAX MAGENKA 0NA Quarkoc-
THEW §#1 vilfo, BEMKOYEA PEAGEHTE, KANKGRATODE!, KOHTROMNLHBIE MATERHANE, PAcTEOPUTENM, BydepHele pac-
TESPE W HABODE pEAr@HToR, 000DLLEHHD HAZLIBASMBIE PEAMEHTAMM ANA OHATHOCTHEN 0 1Wirg, HacToAw kA
CTAHGADT TAKKE NOHMEHAIOT B OTHOWEHHK YCTROWCTE 4nA cGopa 0bpaiuos, ComepHalyix BeWecTaa, WCnonk-
IYEMBIE ONA COXpaHeHKA Npod WNd ONA NepRoHadansHslx peakudd Ana gansHeiwslr obpaboTi npob 8
yoTpolcTee onA chopa npod.

HacToawma craqgapT yeTasaenyeaet obwxe TpeSoBaHnA K oUeHke cTABMNEHOCTIA W CodepmuT Tpeho-
BAHWA K OLEHKES B PEANEHOM BREMEHA 1 YCRODEHHOR SUEHKE CTABMNEHOCTH NEK MEHEPUPoBAHMK JaHHLIX B OT-
HOLLIE HIH .

- YETAHGEMEHWA CLOKA FOOHOCTH NDH XPaHeHdd DEareHTa GNa AMarHocTHEN it vilra, BENOYan yenosra
TRAHCNOPTHRPORAMKA, NogXoJAWWe ANA OGecnedeHiA CoOXDaHeHUA XapakTepucTHE NPoOyETa;

= YCTAHOBENEHWA CTAGMNEHOCTH PEareHTa ANA QHarHOCTHEN I Wirg npW HCnNoNEIoEaHdd Nochne nepeosro
OTEPBITHA NEQERYHON YIIEKOBKM.

Npusep — CmaduneHOCMEe & Npufope, cMabunBHOCIE NOCAS GOCCMAHOENSHUR, CMAaBUNBHOCME & M-
HpBUTOM hnaKoHe;

= MOHMTOQMHIE CTAOMNEHOCTY PEATSHTOR ANA OWArHOCTHEH N WD, yHe NpeSCTABNeH BN HA PRIMKE,

- BEPUMEALMA XALAKTEDMCTAE CTAGMNLHOCTA NOCNE MOOMEHEALNY DEAreHTa ANS JHATHOCTARA it Wilro,
KOTODEA MOMET BAMATE HA CTADMNEHOCTE.

HacTOAWWA CTAHOAPT HENDAMEHKM K HHCTRYMEHTaM, npuSopas, oDOpYOOBAMMK, CHUCTEMAM WNK
YCTRPORCTEaM Ang cBopa obpaiyos WnK npodam, NoanNEsaLLaM MCCNEaona H Wi,

2 HopmaTHBHLIE CChINKK

B HacTORWEM CTAHOADTE WCNONEICBAHA HODMATHEHAR COLINEA HAa CNeLyIoWKA MesdyHapogHbBIR
cTaHgapT:

MCO 14971 Meguusmucee wagennd. [NpHMEeHeHME MaHEOMMEHTa PUCKa K MEOHUWHCKMM Magenqam
(150 14971, Medical devices — Application of risk management to medical devices)

3 TepMHHEBI W oNpeaeneHna

B HACTOALWEM CTANGADTE NPHMEHEH I CNEAYIOWHE TEDMMHEl C COOTEBETCTEYHILLMMKE ONDELEneHUAMIA

31 YoKOpEHHAA OUeHKa cTabunNeHOCTH (accelerated stability evaluation): WMcoccnegoeadde, NnpegHai-
HAYEHHOE OINA YBENHYEHHA CHOPOCTH XHMAHECKON WiHNd uareeciol 0erpaganmn MK MIMeHeH s pearsdTa
ONA QHUATHOCTHER 7 wilro NYTeM WCNoNbI0BEHWA CTRECCOBLIX YCNOBHA BHELWHER cpedk NS Npenckaianina
COOKa FOgHOCTH.

HigaHuwe opHUMENBHOR
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MpumenwaHne— Mpad HCCNeqoaaHMa YOREODEHHOW OUEHEW cTabWnNEHOCTA MOMET BKNOYaATs B8 celr SRCTpE-
MalNbHee YCNOBUA TEMNEPETYPRI, BNAXAOITH, CCEBSLIERHA HINH EH&IFIE-..HH.

3.2 gWarpamsia Appeddyca (Arrhenius plot) MatemaTudeckan @yHELKWA, KOTOPaA SNWCLIBAST NpH-
BMMEHHEE BIAWMOOTHOLWEHHA MENTY HOHCTAMTON CKOPOCTH X¥MMHAUYECKON DEaKLMH ¥ TEMNZDATYDON M IHER-
FHEH AKTHBALMM.

3.3

cepHA (batch, ot} OnpegeneHHOE KONWHECTED MaTEpHana ¢ ogHOCORAIHEIMA CEOACTRAMK, NPOMIBE-
OEHHDE B OOHOM NDOUBCCE MM CEPHMKA NPOUSCCoa.
[MCO 18113-1:2009, ctaten 3.5]

34

Kof cepui [batch code, ol number]. Xopowo DainHH« e pAg LRER WHNK ByKR, KOTOPBIR cneyrdm-
YECKH MOEHTUMUMDYET CEPUE K NOIBONRET NDGCNE0WTeE &2 NPOMIBSACTRD, YNAKOBKY, MAPEHDCBEY W HCTO-
W0 PACNPOCTREMHEH A,

[MCO 18113-1:2009, cTates 3 .6]

1.5

CPpOK rogHOCTH (expire date, expiration date). Bepxuii npeden WHTERRANA BREMEHK, B TEYSHHE KE0TO-
poro AYHELUWOHANEHEIE XADAKTEDHUCTHEN MaTepHana, ¥PadAWerocs B yKATAMHEY YCNOBHAX, MOryT DulTh
aSeCneYeH L.

I pPHMESE=HE— EFIDH MOAHOCTH NPAAMCEIBASTOR HAMOTOBMTENEM DERATEHTAM OANR OWArS0CTHEM 0 Wino, Ka-
.'-H"_‘IFETI:I:-EM. EQHTRONEHSIM MaTepdanamM | GRYIEM HOMNOHEHTAM HE OCHOSE SECNepMMEHTANEHDS YOCTAHOSMNSHHLIE
cEoRcTE CTEGMNEHOCTS.

[MCO 18113-1:2009, cTateq 3.17]

16

MEQMLMHCKOE MIgenne ona quardocTree in vitro (YD medical device, in wilro medical device): lMsge-
NWE, MCNONsIYEROE OTASMNEH0 WK 8 KOMBUHALKWA, NPegHaIHAYe HHOS UITOTOBKTENREM ONA MCCNeAdaaHKR i
Wilra oDpaIgoe, BIATLIX M3 TENA YeNoBeKa MCKNINYUTENEHD MW MagHsmM 00 Eas0oM ANA NonyHesurs kudopKa-
LMK B UENAY QUATHOCTHKK, MOHKMTODHHME WK CRABHWMOCTH, KOTODOE MOMET BENIOYaTE PEATeHTE, Kan1bpa-
TOPRL, KOMTPONEHES MATEPWANB, YCoTpo#dcTea onA cbopa ofpaszyocs, nporpasmeoe  ofecnedeuue w
CRAZAMHBIE C HAMA HHCTDYMEHTE UNW NEME0DEL AW GRYTAE NDEe0METE.

[MCO 18113-1:2009, cTated 3.27]

a7

pearaWT ONA oHarHocTEkiE i vitro (VD reagent, in wire diagnostic reagent): XuMusecode, DUonon-
YECKHE WA MAMMYHONOTAHECKAE KOMNOHEHTE, PACTECPE. MKW NRPENAPaTE], NEEIHAIHEYEHHEIE HIrOTOBMTE-
neM GnAa NPUMEHEHAA B KEYECTEE METHUMHCKWK MAOEnKiA ONA QHarHocTIEd i wina,

[MCO 18113-1:2009, cTartes 3.28]

3.8 oueHKka cTaBUNLHOCTH B peansHoMm Bpemedw (real tme stability evaluation): Wocnegporamwe,
NPCBECOMB0E WITOTOBMTENEM ONA YCTAHOBMEHHR WK BEPHDUKALMK CROKA MOAHOCTH NPK XDaleHUH DeareHTa
ANA OUATHOCTARA 11 VTR0 NP HAX0HIEHWA 8 CREUAD LA DORAHHLIE YENORMRX .

Mpumevanwne —K FOMOGEWAM, CNoCOSHE M NOENWATE HE CTAGWNEHOCTE DEArEHTE ANA OXETHOCTHEM (7 Wi, OT7-
HOCATCA TEMNEeRAaTYpa, yONOBWA TRAHCADDTHEOBEH KA, E.‘!EE-FISIJHH, CEET ¥ BRERHOCTE

3.9

CPOK MOQHOCTH NpK XxpadeHul (shelf life). Nepron epeseHid 0 KCTEYEHWA CPOKA MOOHOCTH, B Te4e-
HWE KOTOPOrs DearsHT AnA AWarHocThER @1 vilro B 8ro OpurdHansHon yNakoBse cOXpanaeT Ceo cTabunk-
HOCTE B YENOBKAK XPAHEHMA, YCTAHOBNEHHER HIrOTOBHTENEM.

n PAMEBYBHNWNES— CTabHNLHOCTE I::'|.1|'.|:I W CROE FOOHCCTH [5.3)] ABNAKTCA B33 MMOCEAIS HHE M A NOHA THA M.

[MCO 18113-1:2008, cTateq 3.66]
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3.10

cTAabMNLHOCTE (stability): CnocobHocTe MEQMUMHCKOrD M3GENMA ONA QUarHoCTAEM i Wilfo CoxpaHaTs
CROH DYHELWOHANBHEIE XADAKTERHCTHRY B NPEASNax, YCTAHOBNEHHEE HITOTOBMTEMEM.

NMpumMmedaHna

1 CTaluneH0cTe NPMMEHAKT B OTHOWEHWK!

- PEEFEHTOR ANA DWETHOCTHER (F vilro, sBNUO0ATOPOE W KOHTPONEHEIR METEDWATNGE NPW @I XDAHEHWW, TREHCNOPTH-
POEAHHM M TIPMMEHEHWA B YENOEMRY, YOTAHGENEHHEIE RITOTOBMTENEM,

- BEOCCTAHOEN 8HHalX NHOR@NHIMDOESHHE X MATEPUHAN0E, pafos iy pRCTEODOE W MATERWAN0E, YIANEHHIX M3 3ane-
“ATAHHE X HOHTEAHEROE NPY YCNO2WE NOLMOTOEKY, MCNONB30EEHNA @ XPASEHWA B COOTEETCTEMA C WHCTPYHLMAMK HAroTo-
EMTEMA NO NP AMEHEHW .

2 CraBunes0cTe PEATEHTE ANA JUETHOCTHEA (7 WD UM MIMEPUTENEHOR CHCTEME! O0BIMHD KONAHECTEEHHD OLE-
HUEBAHT B OTHOWEHHA B EMEHH

- BE TERMHHEL NPOOONKATENBHOCTH HHTEPBEANA BOEMEHY, B TEUSHHE KOTODOTS METPONOTMHECE08 CEOACTED Waka-
HABTCA HE YCTAHOBNEHHOS KONAYHECTE0;

- BE TEpMHHAN WEMEHEHWA CEOACTEA CEEDX YCTAHOBNEHHOMD HHTEDEANE BDEMEH.

[MCO 18113-1:2009, cTtated 3.68]

3.1 pepudmkaunna (verification): NpegocTaanedve olbEKTWEHLIX O0KA3ATENLCTE O COOTBETCTEMM
fauHoro 06 beKTa Ja0AHHBIM TPEGOBAHWAM.

Mpusmeper

1 Modmeepydedue MOso, YmMo dEHHEL Mamepuan, Kax IaRaNeH e, AENABIMEA B0MOSEHHLIM AR IHaYeHud
SEAUYUHE! U COOMEeMCcmeyowald npouedyDbl UIMeDerLIa.

2 Nodmeepxdenue MOED, YO @ yHKYUOHANLHEIS CAQUCMIEE UMY MPEBoBAHUA K UIMEDUMENLHOT CUCHTE-
Me docmueHyme & npedanax radatnoge cpoks eodHocmuy.

3 Modmeepwdenue Moao, Yo DasMep U HENPDESREHLE C Y SCMEaHHOE0 UTMBHEHUR ¢ MBYeHUeM &0eMaHL
Ot MepeoHEYanBHOED ongedenerus Gydym coomMaEemEMadasmb PEMaHoeneH bW crelud ukayued yepes 3ana-
MABHHPW cMalufeHOCME peaseHme dae duasHocmune in vitro.

4 Modmeepwdenue Mogo, MO Yenesan HeonpedameHHOCM s UIMEDEHUA Moxem Geime docmuaHyma.

MpumMesanua
1 B kauecTee ofbekTa MokeT GbiTe NpOYECT, NPOYSOY DA HEMEDREHUR, WIVHASMEA MBTEDWED WK COBIUHEHUE WK
OTEET H3MEDWTENEHOA CHOCTEMB

2 380aHHBMM TPEEOE&HIHHHH MOTYT BETE, HANDM Mep, COCTEETCTEHE TFIE-E{IE-H.HHHM HNY TeXHWYeCcKnM XapakTepuo-
THEAM HITGTOBUTENA.

3 AQENTHPOEAHC W3 cTasaapTa [1)], cTaTten 3,73,

4 Obwme TpeboBaHnA

4.1 OBwre NPpHHLANG

YTEEDHOSHHE WATOTORBMTENR O CTAGHNEHOCTA BONHHD BTE 0B0OCHOBAHD COOTRETCTEYIOWARMIA O aHHEMM,
YUNTRIBAML MMM DUCKKH, COMETAIOWMESA C NPHUMEHEHHEM DPEareHTa GNA SUATHOCTHEN 47 Wi, W C YU8TOM KOM-
NOHEHTOR, KOTOREIE MOMYT Bl Te NE0MMNEHEL

OadHee M2 MCCNegopaHui YeRopeHHoR CTAaOMNEHOCTH WIANK ONETa, NONYYEHHOND C DEAreHTaMA GNA G-
ArHOCTHEM &7 wilrg, COOCHOBAHHD CPABHMMEIMK B OTHOWEHWM WX XapakTepucTHE cTabuneHocTH, MoryT OulTe
NEWHATE BO BHKMAHKE NPKH YETAHOBMNEHWA NEPROHAYANEHOMD CROKA MOgHOCTH. ONeIT © NOGOoGHEMKY peareHTa-
MK W PUCK, COYETAMWMACA C HCMONLIOEAHWEM HIOENWA, MOMYT fkiTe HCNONE30BaHE! ANA YCTAHOBNEHKA OCHO-
BAHWA ONA NERBOHAYanEHOr0 Cpoka roadocTd. B cnydae ecnd B MOMENT paMelleqHA pearedTa anA
OHATHOCTHER i WD HA PEHKE YTEERHDEHHWE 0 cTA0NNEHOCTH OCHOBEIBARTCA HA TAKWX NPE0BaAPHTENEHEIE BaH-
HEEX, 2TO YTEEpHOEHWE DOm0 OulTe BepruuUMpoBaHD SaHHEMA MCCNEQ0BAHHA B DEXMME DERankHoOro Bpe-
MEHM.

ChiyeHEa gonsHa GolTe BeIN0NHEHA Ha pEaresTax 4NA JrarHocTER 7 wiro, MaroToRNEHHLIX B YCNOEMAx,
KOTOPRIE CYLWBCTEEHHEIM 0DDaI0M JKBMBANEHTHE PYTHHHLIM YCNOBWARM NRPoOMaIBoLcTEa. B cnydae ecnu 310 He
BRINCAHEHD WNW SCNKW PEATEHTE ANE JMarHOCTHIW i Vilre Me XpasiinKce B OKOHYATENRHOR HODME, HATOTOB-
TeNs QOMHEH NOQTESDIMTE NPEDOMEDHOCTE YTESDHOEHHA O CTABUNEROCTY.
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HaroToerTente Acn#eH onpedennTy, HeobXognmMa N NEOrpamMmMa MOoHHTopMH CTabuNeHoCTH, K yCTa-
HOBATE B8, BCIA 3T0 HeoDxoqumMa, DUeHES KOHUA CPOKA MOGHOCTH NEW XPaHeHMA MOXET DEAIATLCR JOoCTaToN-
M ANA ITOMR LEMA.

HMamesenna NpogyeETa MNK NEOMIBCACT BEHHOMND NPOUEcCa OCNHKHE Bl T DACCMOTPEHE C LENsK anpaae-
NEHHA HECDXOAMMOCTI HIMEHEHKWA & NDOTRAMME HCCNEQoBaAHHA CTABKMNBHOCTH.

4.2 MNpotokon

JAKMIOYEHAA 0 CTADUNEHOCTIA PEAMEHTOR ONA QWArHOCTHER (7 WG DoN#HE DbiTe OCHOBSHE! HE OaHHBIX,
MONYHEHHBIX B COOTRETCTEHK C YOTAHOBNEHHLIM NPOTOKONOM, KOTOPEIA BxniodaeT & ceba;

- (ORIAHMHMOCTH,

= HETEYID MOEHTAQMKAUWID pEaredTa ANA QHarHocTrEM it witio,

= YCNOBWA NDHMEHEHRHA.

Mpumepe
1 ¥uwem sapuauuld eHewneld cpedel, armoyan Xpdwud cnyvad,

= OELENTE W UENH OUEHIM,
= HHPOPMAUWMA OTHOCHTENEHD 0BPAsLoE pEareHTon.

£ Huono cepud, KOMUYECman, HOHMedHeD, uﬂaumud}umu UR UCMOYHURE U KoRyeRkmpauuu,

= NOTEHUHNANEBHBIE BIHAHAA EDATHY2CKAY KOMMIOHEHTOR.

MpumedaHse— «KDUTHHECKMAD OIHAYAST 3HAYMMEA B OTHOWEH WY CTAbWNEHOCTH,
< YCMOBWA XPAHEHMA, DEXOMEHIOBAHNRIE 0NA 00pasyon DeareHTomR.
3 Mewdy 2 °C u B "C, menee 20 °C;

< MMUTALWMA TPAKCNOPTUPODaAHHA,
- MHTEPEANE MEMTY MOMEHTaMEA WCCNEN0BIHWA;
- MCCN2OOBAHWA, KOTOPEIE JONHHE GelTe NPOREOEHE! B HOHLE KEXI0I0 MHTEPEAN.,

4 Memoduka @ mpodonsumensHocme UccnedosaHuR;

= HACHD HCCNEZOBAHAR, KOTODGLIE A0MEHE DBTE BuINOMNHEHE C PEArGHTOM ONA QHArHOCTHR 1N viro, aa-
BACHT OT NPEUKIHOHHOCTA HENONEIYEMBIX METOO0E TECTHROBAHHA {YHUTHEAR BAPKAGENBEHOCTE, HOTOPEA MO-
WET DbiTe CEAIAMA C 0SOPYIOBAHHERM W PEATEHTAMK ANA OAXarHOCTHKK (T Wi,

= NOOEOMEHTENSHOCTE BaINGMHEHAA NDOTOKONA WIYHEHHA CTADHNEHOCTI, KOTODLIA MOMET BENIOSaTE B
cefA QonNonHUTENEHE R O0BEDUTENEHEIA BpEMEHHOH MHTEREAN CEEPX 3AABMNEHHONS O LENes0ol CTabMNeHOCTH,

- DNHCAHKE SHANMIA GAHHBIX.

5 Ceowimky Ha nrrlibie Memodbl CIEM UCmUNL U yonoauA dma MEpUHFMUOA T CMENoHEHUA daHHEIX;

~ KPHTEPHH NPHEMAEMOCTH, KOTOPBE A0MMHE ObiTe O0CTATHY T,

- MHTEPNPETALWA OaHHBIX.

MpoToKON QorweH GhiTe YECTRM TEXHWYECKOR QOKYRMEHTALNMK, OTHOCALEACH K pearaH Ty QNA OHarHocTHs
Kid I wileo.

4.3 OTyeTel 0 CTAOMNEHOCTH
OTyeTel © CcTAOMNEHOCT SOMEHL DEITE NOGroToRNEHE, YToDEl QOKYMEHTHPOBATE DE3YNETATE HIYYEHMA
WMH HIYSEHAA.

!'.I‘pr.rue-p = npﬂ'HlE'Hjl'mﬂ"ithE U OROHYETSTEHBIE O Yefibd.

OTHETEl QONHHE., K3E MAHWMYM, BENI0YaTE B Cce0R MNK CCoiNateeA Ha:

= MPOTOKOMN, KOTOPEIFA GBI NpHMEHEH;

= MCMONEIoBAHHYID CEPHED [CepHK);

= BOE MOMYHEHHBIE PEayNeTaTol,

- AHANAI JaHHLIX;

= KPHTEPHA NPHEMNEMOICTH C ONpEdeneH e yonexaHeyaaqm,

= JAKMIOHEHAA OTHOCHTENEHD CTABMNEHOCTH.

Or4eTel cnegyeT NoAQERHHEATE KAK HACTe TEXHMYECKOH QORYMEHTALMH OTHOCHTENLHS PEareHTa gna
OHArHOCTHER 0 Wik,

4
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5 MeTogMKEW

51 O8WMe NoMoMaHWA

5.1.1 Uenu

MeToguer JonmmHe GelTe BRINCAHEHE GNA T, YT006 OWEHHTE W NOOGTEEpOMTE YTESDMIEHKE O CTa-
BUNEHOCTH PEATEHTE ONA AHSrHOCTAERN 0 wilio.

MpuwMesasde— |3 coRepEdT #HMODPMALWID OTHOCHTENEHD YCNOBMA W NPOLUEAYR, 0TOpaRA MoweT beite no-
n23soA ANA paspaboTad 4 BENONHEHWA WCCNEeQoBEHWA NO oyeHke CTABHNEHOCTY.

5.1.2 MccnegoBanma

HMocnegosanns Q0NMKHE GLTE BEINOMHEHE B COOTEETCTEHK © METOOWEAMK, CNWCAHHEIMKA B NPOTORGNE.
YACND MCCNBNoBEAHMA, KOTODBIE SONMHE DBiTe BRINONHEHR C DEAMEHTOM AMNA QUATHOCTHER N vilro, oTobpawa-
HILLAX CNEUWQIHHECKWE YENORAA K COOKH XPAHEHHA, 3ABUCHT OT NDEUAMIMOHHOCTH HCNONbIYEMEE METOEoR.

Mccneposauua QoML BETE BRINCMAHEHE B 3303HHEE MOMEHTE BREMEHKA, YEAIAHHLE B NPOTONCNEe.
MuTepaant BpeieHE A0nHHE GhiTk Bbpadb Taki o00pason, YTo66 OXEATUTE, KAK MUHHMYR, BECE UEBNeRoR
COOK FOOHOCTH NPW XDEHEHMH. YUCNG KOHTROMNEHER TOYEK BREMEHK J0M#HO DulTe BulGpaHs TaKKM 0Gpaaom,
HTODE TEHGEHUKM 80K DbiTe OTNWSHMERE OT BADWADENEHOCTH QAHHEEX.

Konuuecteo ofpaiua WCCNeayesonn peareHTa ang AHardocTiel 0 wiiro QomeHo Seime QoCTaToqHEIM
ONA NPOBEOSHAA BCEMD HCCNeqoBEaHAA H NoDEE NOBTORPHLIX MCCIEOoaa HIA.

YeNoBWA OUEHEW CTAGUNLHOCTI DEArEHTA ONA QHUATHOCTHEA 11 Wilrg, KOTODEE OTNWYaETCR OT OROHYa-
TeNsHIA KoRDUYpaLkK, QONHHE GbliTe 0O0CHOBAH B C NOMOWEID OUeHEW prcea (oM. MCO 14971 ans pykoeog-
CTEA N0 MEHSTKMENTY DHCES MEOWLWHCEMY WIOENKA ANA JHarHoCTMEN i Wiro).

”PHHEP — DmauyuR @ ol bemax PeatedTia WiTy docmagnerHHLIg & Mamepuamax, KOMopLIe OMAUYaHMCR
om NegeuyHoa0 HOHMeUHeDa peageHma.

5.1.3 Y4cno ceprid, KOTOpLIE AOMNKHLE BLITE UCCNeqOBaH kLI

Hycno cepui, HOTODLIE OCMEHE DblTe MCCNEnoBaHsl, MOKET JABMCETE OT 33034 CUEHKH CNeqyilum ob-
paanm.

- 3 cepud — Ang onpedensdua CPOKa MogHOCTA NoH XpaHeHHK HOBOMD DeareHTa OANA AHErHoCTUEA 10
Witro (CTAGMNBHOCTE B PEANBHOM BRERMEHA];

- 3 capui — ONA NPOANEHAA COOKA MOAHCCTH NP XPAHEHHA DEAredTa ONA QUATHOCTHRK i witno,

-1 cepua — ONA MMHTAUMK TPEHCNOPTPOBAHNA,

- 1 cepuA — ONA SueHEW CTAGKNEHOCTA B NPOUSCCE WCNoNLISBAHKWA DEaredTa 0na QUarHoC THIA i Wit

- 1 cepyA — AN8 ModUdUUMDOBAMHOND PEAMEHTa OANA QUATHOCTHER 7 WD, B CNYYase 2cnyg OUEHES DUCKA
B COOTEETCTEMM ¢ MCO 14971 yeasHBaeT Ha He0SxX0QMMOCTE OUEHEN CTAGKNEHOCTA.

HMononsaonaHye MeHsWars, ek Tpebyemoe, YNCna Cepuil QomEHo GulTe NOOTEE PHOEHO OUEHEDA DHCKA
ONA pearedTa AnA OMardoCTERKF (1 Wine B CooTEETCTEMK ¢ MCO 145871,

5.2 OueHka cTABHUNEHOCTH B PEANLHOM BpeMEHA

5.2.1 CpoK rogHOCTH NPH XpaHeHKHK
Bo Bpess CUSHEW CROK NOOHOCTI NPK XPaHEHKA PEANEHT ANA QUArHOCTHER (17 WG ACMEeH XPaHWTLES B
YCMNOBWAX, YCTAHOBNEHHE HAMOTOBMTENEM.

Mprwessasne— Cnegsdaraung MoryT BsiTe ONpeaeneHs X8PEKTEPUCTAREMH 0B0DYADEEH WA, HCNOMB3YEMO-
70 NpH MOCNEADBEAHWM, MAH YCNOBHAMK, B KOTOPE X NPOSYKT NPEANGNarasTcn KPaHMTE.

Npusep — O xonoduneHUROE, BETONLIYEMBblY DA XPaHeHUR peazedmos & nafopamopuax, oSsYHo 38-
REMNEH HOHMPOTE MEMIepamypel Mexdy 2 °C u 8 “C. Querks cpoka sodHOCMYy NPU XPEHEHUL He JOMMHE SR -
Hane 8 caffa meMnepamypLl Huwe 2 “C u geiwe § *C.

5.2.2 CTtabMNeHOCTE BO BPEMA TRDAHCNOPTHPOBRAHKA

MaroToeauTens Qonsed BepiHUMDoRaTE, YTO IARENEHHBHE YCNOBWA TPAHCNOPTAROEaHWA HE BIKAKT Ha
COOK TOOHOCTH DEANGHTA ONS JUATHOCTHKKE i Wi,

B cnydae ecni yonoBWA TRAHCNoOPTUDORAHMA MMWTHPOBAHL, paspalboTka NpoTokona gonsHa OoiTe
CCHOBAHA HA AHAHMAK 08 YCNOBWAX TRAHCNOPTUEOEAHMA. ECNK Takkx JaHHbIX HET, MAFOTOBHMTEN L JOMMEH OCy-
WECTEKRTE CNPEOENEHWE PEANLHEX YCNOBAA TRAHCNODTHPOBAHMA B KAYSCTRE COHOBR BINA TAKOH HAMMTALKA.

Npusep — DpodoAsumensHOCME MPARCTODMUPOSAHUA, OXEJaeMan MEeMTBDEM YDA, BIT8HHIC Mk

5.2.3 CTabuNLHOCTE NPW HCNONBEIOBAHWK
CTabUNsHOCTE NPM MCNONE30BAHMA J0MEHA OTPAMATE 0BbHHEIE YCNOBWA HCNONEI0BIHAA.
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Mpusepr — CmalunsHocmes & npufope, BoCcMandoeNeHue, cMATUMEHOCME & OMEDEIM oM GRaRoHe.

5.3 YcHOpeHHAA OUSHKS CTADWALHOCTH

5.3.1 OBWMe NONONKEHHRA

YekopesHas oueHEa cTabuneHoCTI MOKET DiiTe NPUMEHEHA KaK OCHOBA ONA yCTaHoBNEHWA NEpacHa-
YANLHOIND CROKE M4HOCTI ANA BEOOXMOTS NpogyETa.

NMpumewuaHwa
1 [0nA HEKOTOPRE PEATEHTOR YCKOPEHHER OUEHKS cTAbMNEHOCTH MORET GHAIATECA HENEHMEHMM 0@,
2 Cw. [3] ans vefopsaysy © METOSWEAY yoEOpEHHOR oueskd cTabuneHOCTH.

5.3.2 Metoguka

Marepdan, noanesaluil HCCNegoBaHio, JOMEEH XDaHUTECA B YCNOBWAX, CNHCAHHLIE B MHOpMaLiM
WMATOTOBMTENS, BNNOTE 00 HaYana vccnegosaqda. Martepyuan, BEmOYeHHbIR 8 YORODEHHYHD OUEHKY cTabuNk-
HECTH, O0MHEH 3aTe BeiTe NOOBERIHYT SnpeaeneHHBEM Yenosua cTpecea. Mpodel gomseHsl GHTE Y 0aNEH: B
YEAIAHHOE BREMA WM MCCNEO0BAHEl MNK BO3BDAWEHE B YCNOBAA XPAHEHHA, HaK ONHCAHD B MHBOpMaLMK, Nped-
OCTABNEHHON WIrCTOBWTENEM, 00 JARERLWEHHS WECNENoBARMA B COOTEETCTEMKM ©  YCTAHORNEHHBIM
NPOTOROMOM.

5.3.3 AHaNMI OaHHBIX

AHANKE DaHHBIX YCEODEHHONR OUEHKH CTabUNEHOCTI ZONMEH BelTe NROBEOEH B COOTRETCTEMM C NPOTOKD-
Mo,

Mpumepr — HQuazpasdma Appeduyca, Henudelihoe modenupogadue

5.3.4 OueHrEM 1 3aKNOYEHKA
CpoK rogHocTd YCTAHABNKERIOT HA OCHOBE AHANWIA OAHHEX, HHTEPNDETALWA W NPEJBaDMTENLHOD YCTA-
HOBMEHHBIX KPUTEDHEE NPHMEMIEMOCTA.
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MNpunoxesse QA

(enpaBoqHoE)

CRefeHHMA O COOTEBETCTEHH CObLINOYHLIX MEMAYHAPOAHLIX CTAHAARTOR
HAUWOHANBHEIM CTaHgapTam PoccHickol Pegepayus (W OeRCTEYIOLIMM
B 3TOM KAYECTEE MEHIOCYQapCTREHHBIM CTAHAAPTAM)

FTeGnuyga Oa1

O BoamausHAe COBNOMHOTD
HAEAYHAPLGHOID STAHGAPTE

Cranare
COOTEETCTaMN

DEasnausHNE ¥ HH e EHOUAHNE SODTRETET B RO S
HAUNOHRNEHOTD CTEHLEETE

MCO 148712007

ioT

FOCT IS0 14071—2011 «Magensn MeQ«@UAscCEd
MEHEHHE MEHEIHMEHTA DHCHE K MEOHLMHCKAM W30en

g, [pu-
WRM

ERTCTEWR CTEHO3PTOE
10T — WABHTHHHEE CTERAEDTE .

I pPrEMEY3EHAS — B HacToAweR TABnHue MCNOoneIoE3HD cneaynwes yonops=os OB0IHEYEHWE CTENEHA COOT-

BuEnuorpadin

M) 150 1811312008 fn wire dimgnostic medical devices — Informabon supplied by manufaciurer {labeling} — Part 1:
Terms, definitions and general requirements (WSO 18113-1:2009 MagWUWHEKWE WZOENWA ONA K-
BrHOCTHK &1 viiro. MHpOpMaUnHR, NpeaocTasnREMEnA MITOTOEWTENEM (MapEMpoERa). Yacts 1. Tep-
MrHE, ONpefeneHid @ ofwwse TpeBosaHuaA)”

(2] EM 13640 Stability testing of e witro diagnostic reagents (EH 13640 MoccnegoeasMe cTESMNEHOCTH pPEATEHTOE
ANA GRarHocTren i vitno)”
3] CLESIEP2S-A Evaluation of Stability of s Vitee Diagnostic Reagents, Approved Guideiine (CLEI EP25-A Queska

cTatiwnEHOCTH PREFEHTOR ONA AWSMHOCTHEE & wilro. NpuHaToe pykoacacTao). GLSI, Wayne, PA

2004

" '3'¢IHLI.H-H.I'II:HHFI Napeacd 3Tond CTaH4apTE HA3XGOMTER B PedepaNoHOoM HHEOPMALMGHHOM DOH0E TEXHAYSCHAE

SernaMeHToE W CTasdapToa.
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YK 61:006.354:006.354 OKC 11.100

Knqease CROEa. MEedBUMHCKME HIOENKA, JUarHoCTHED i wiro, pearetTil 0NA QUarHocTHER i witro, cTabunk-
HOCTE, OUEHKS CTabMNeHOCTIA B DEanNEHOM BPEMEHN, YCROPEHHAA OUeMKa CTABMNBEHOCTIA, CROK MOQHOCTI

Peagawtap DM Hayusoaa
Texnwseckni pagasrap B4 Qpycasoma
Koppesrop H.A. Koporesa
Kownsmrephan pepotes BoH, Fpuwyesma

Coane 8 wafap 25.05.2015. Maoanacass: & nEsars 01062015 dopaart G0xid ', FapuuTypa Apwan, Won neyw. n, 1,40,
Yoeman, m 1,00 Twpas 30 axa. Sas. 2046,

Wagano m omnevatane oo @CYT aCTAHOAPTHH®OPM S, 123995 Mocsma, Mpakatiwn nap., 4.
www gaostinfo.ru infa@gastinfs.ru
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