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Mpegucnosue

1. TogrotoBneH JlabopaTopuenn npobnem knnHMKo-nabopatopHon auarHocTnukn HWW  obuiecTBeHHOro
340pO0Bbst M ynpaeneHus 3gpaBooxpaHeHnem N6OY BIMO "Mepsbin MockoBCKkMIA rocyaapCTBEHHbIN MEAULIMHCKUN
yHuBepcuteT um. N.M. CeyeHoBa" MuHsgpaBa Poccun Ha ocHOBe COBCTBEHHOro ayTeHTMYHOro nepesoda Ha
PYCCKMI A3bIK CTaHA4apTa, yKa3aHHOro B NyHKTe 4.

2. BHeceH TexHuyeckum komuteToM Mo craHgaptm3auum TK 380 "KnuHuuyeckme nabopaTopHbie
nccneaoBaHusa U MeguLMHCKUE n3genusa ang anarHoCcTukm in vitro”.

3. YTBepxaeH v BBeaeH B aencteume lNpukasom PepepanbHOro areHTCTBa N0 TEXHNYECKOMY PerynmpoBaHuio
n metponoruun ot 27 anpens 2015 r. N 301-cT.

4. Hactoawwmin cTtanHgapT wuaeHTUYeH mexayHapogHomy ctaHgapty UCO 23640:2011 "MeguunHckne
nsgenus ans amarHoctuky in vitro. OueHka cTabunbHOCTU peareHToB Ans AvarHocTuky in vitro" (ISO 23640:2011
"In vitro medical devices - Evaluation of stability of in vitro diagnostic reagents").

Mpun NpUMMEHEHMM HaCTOSALLEro CcTaHZapTa pPeKoOMEHAYeTCsi UCMoMb30BaTb BMECTO  CCbIMOYHbIX
MeXOYyHapO4HbIX CTaHOApTOB COOTBETCTBYHOLLME MM HauuoHanbHble cTaHdapTbl Poccuiickon ®epepaummn u
MEXrocyaapCTBEHHbIE CTaHA4ApThbl, CBEAEHUSA O KOTOPbIX NpMBEAEHbI B JONONHUTENBHOM [MpunoxeHun JA.

5. BsameH OCT P EH 13640-2010.

lMpaBuna npumeHeHnss HacTosLwero ctaHgapTa yctaHosneHsl B FTOCT P 1.0-2012 (pasgen 8). WHdopmauus
00 N3MeHeHMAX K HacTosILLeMY CTaHAapTy NyGnukyeTcs B €XXerogHoM (Mo COCTOSIHUIO Ha 1 iHBaps TeKyLuero roga)
WHpopMaUnOHHOM ykasaTene "HaumoHanbHble cTaHaapThl", a oduumanbHbIi TEKCT U3BMEHEHUI M NOMNPaBOK - B
eXeMeCsiYHOM UHMOpPMaLMOHHOM yka3aTtene "HaunoHanbHble cTaHgapTthl". B cnyvyae nepecmotpa (3ameHbl) unu
OTMEHbI HaCTOSILLEro CTaHgapTa COOTBETCTBYHLLEE yBeoMIieHe OyaeT onyGrvkoBaHO B Gnvbkaniem Bbinycke
eXeMeCsilHHOro MHOopMaLUMoHHOro ykasatensa "HauuoHanbHble ctaHgapTbl". CooTBeTCcTBYHOLWAA WHpopMauus,
yBeOOMIIEHME W TEKCTbl pasMeLlalTcsa Takke B WHPOPMAUMOHHOW CUCTEME OOLero nosfb30BaHWs - Ha
odmumansHoM cante ®PenepanbHOro areHTCTBa MO TEXHUYECKOMY PEryNMPOBaHUID U METPOSIOTMM B CETU
WHTepHeT (www.gost.ru).



Beenenune

BaxHbIM acnekTtom pa3paboTku 1 Npon3BOACTBA pPeareHTOB Kak MeAMLMHCKMX u3genvi ang QuarHoCTUKM in
vitro siBnsieTca HavanbHoe ob6o3HayeHve CcTabunbHOCTM MpoAyKTa, 3aTeM onpedeneHve n Bepudukalms cpoka
rogHOCTU MPOAYKTa, KOTOpbIA pa3MellatoT Ha pbiHKe. YToObl onpeaenute AOAroBeYHOCTb Npu xpaHeHuu (shelf
life), cTabunbHOCTL MpWM TPAHCMOPTMPOBAHUM U CTABUNBHOCTbL MPU WUCMONB30BaHUWN, WU3rOTOBUTENb NPOBOAUT
oueHKky. YTobbl cHabauTb noTpebutens HeobxooumMon MHOPMauUWen, U3roToBUTENb MAEHTMUUUpYyeT
KpuTuyeckne pakTophbl, KOTOpble MOTYT BUATb Ha CTabUNbHOCTL peareHTa Ans QuarHoCTuMKM in vitro, u TwaTenbHo
oLeHMBaeT nx xapaktepuctnkn. CTabunbHOCTb peareHTa Ans AMarHoCTUKM in vitro BNnsieT Ha yHKUWOHanNbHbIE
XapaKTepUCTUKN N3Oenns 1 NO3TOMY OKa3biBaeT BNNSHUE Ha pe3ynbTaTbl NCCNEAOBaHNS NauMeHTa.

MNarotoBnTEnb HECET OTBETCTBEHHOCTb 3a OMNpPeAEerieHNe W MOHMTOPUHI CTabunbHOCTM peareHTa Ans
OMarHocTuku in vitro ans coxpaHeHus yHKLMOHamNbHbBIX XapakTepuUCTUK npoaykta. Hamnyywum obpasom 370
BbIMOMHAT MyTeM pa3paboTkM NpOTOKOMa OLEHKM CTabuNbHOCTU U MOMyYEeHWUs NMOATBEPXOEHHbIX OAHHbIX W
aHanu3a uHdopMauun Ans YCTAHOBMEHMS COOTBETCTBYIOLLEN AOMrOBEYHOCTM MPU XPaHEHWW, TPaHCMOPTHbIX
OrpaHMYEeHU N CTabUNBHOCTU MPU NCMONb30BaHMK, KOTOPbIE 3aTEM COOOLLAlOT NOMb30BaTENSIM.

1. O6nacTtb NnpMMeHeHus

HacTtosawun ctaHgapT npegHasHadveH Ans OueHKM CTabunbHOCTY MeANUMHCKUX N3AENWIN ANS ANarHOCTUKK in
vitro, BKkntoyas peareHTbl, KanubpaTopbl, KOHTPOIMbHbIE MaTepuansl, pacTBoputenu, bydepHbie pacTBopbl U
Habopbl peareHToB, 0006LLEHHO Ha3blBaeMble peareHTaMu Ans AMarHOCTMKKM in vitro. HactoAwmn ctaHgapT Takke
NMPUMEHSIOT B OTHOLLEHMM YCTPOWCTB And cbopa 06pasuoB, cogepxaliMx BelwlecTBa, WCMofib3yemble AN
coxpaHeHus Npob nnu onsg nepeoHavarnbHbIX peakuui Ana AansHerwen obpaboTkm npob B ycTpowcTee Ans cbopa
npoo.

Hactosawwun ctaHgapT yctaHaBnueaeT obLmne TpeboBaHMs K OLeHKe CTabunbHOCTM U coaepXnT TpeboBaHus
K OLleHKe B pearibHOM BPEMEHU U YCKOPEHHOW OLeHKe CTabunbHOCTU NpW reHepnpoBaHMN AaHHbIX B OTHOLLEHWU:

- YCT@HOBMEHUSA CpOKa roAHOCTM MPU XPaHEeHWW peareHTa Ans AWarHOCTUKM in vitro, BKMoYas ycnosus
TpPaHCMOPTUPOBaHUS, nogxoadiwime ansa obecneyeHms CoXxpaHeHNss XxapakTepucTmK NpoayKTa;

- yCTaHoBneHuss cTabunbHOCTWM peareHTa ANd AWarHOCTUKM in Vitro mpu MCNonb3oBaHUM Mnocrne nepsoro
OTKPbITUSI NEPBUYHON YNAKOBKM.

Mpumep - CtabunbHocTb B npubope, cTabunbHOCTb NOCNE BOCCTAHOBIEHWS, CTAaBUNBHOCTb B OTKPHITOM
hnakoHe;

- MOHWUTOPWHra CTabunbHOCTW peareHToB AN AUarHOCTUKK in vitro, yxke NpeAcTaBneHHbIX Ha PbIHKE;

- BepuduKaLMn XapakTepUCTUK CTabUNbHOCTM Mocne moauduKauMn peareHTa Ans AuarHOCTUKWM in vitro,
KoTopasi MOXeT BNUSATb Ha CTabWIbHOCTb.

Hactoawwuin craHgapT HenpuMEHMM K WHCTpyMeHTaMm, npubopam, o6opyaoBaHuio, cuctemam unu
ycTpovictBaMm ang cbopa obpasuos nnu npobam, noanexalimm nccrnegoBaHuio.

2. HopmaTuBHbI€ CCbINKK

B HacTodwem cTaHaapTe NCNONb3oBaHa HOPMaTUBHASA CCbIflika Ha CNeayLWniA MeXayHapoaHbIN CTaHaapT:
NCO 14971 MeaumumnHckme usgenus. lNpumeHeHne MeHemKMeHTa pucka K MeauuuHckum umsgenusam (1ISO
14971, Medical devices - Application of risk management to medical devices).

3. TepMuHbI 1 onpeaeneHus

B HacTosLWwem cTaHaapTe NpUMEHeHbI cneayowmne TepMUHLI C COOTBETCTBYIOLLIMMW ONpeaeneHNnsMu:

3.1. ycKkopeHHasi oueHka ctabunsHocTu (accelerated stability evaluation): iccnegosanue, npegHazHa4yeHHoe
ONs yBENnuWYEeHUs1 CKOPOCTU XUMWUYECKOW Ww/vnu usndeckon pgerpajaumm unum U3MEHeHus peareHTa Aans
OnarHocTukM in vitro nyTemMm MCnonb30BaHUS CTPECCOBLIX YCMOBUW BHELWIHEW cpedbl Ans npenckasaHusa cpoka
rOAHOCTW.

MpumevaHne. [naH wccnegoBaHWs YCKOPEHHOM OUEHKM CTabuibHOCTM MOXET Bkovatb B cebs
3KCTpemarnbHble YCNOoBUS TemnepaTypbl, BNAaXHOCTU, OCBELLIEHUS Ui BUOpaumn.

3.2. pguarpamma Appenuyca (Arrhenius plot): Martematnyeckas yHKUMS, KOTOpas OnuChbiBaeT
NpUONMKEHHbIe B3aUMOOTHOLLEHWUS MeEXAY KOHCTAHTOM CKOPOCTU XUMWYECKOW peakuuv W TemnepaTtypon wu
3HEprnemn akTmeaumu.



3.3

cepusi (batch, lot): OnpepeneHHoe konuMyecTBO MaTepuana C oAHOODOpasHbLIMKM CBOWCTBaMM,
Npoun3BeAeHHOE B O4HOM NPOLECCE MU CEpUN NPOLLECCOB.
[MCO 18113-1:2009, ctaTbs 3.5]

3.4

koa cepum (batch code, lot number): Xopowo pasnuunmbii psg undp wu/vnm BykB, KOTOpPbIA
cneu,mcbmqecm VI,D,GHTVId)I/ILI,I/IpyeT cepuro 1M no3sondeT npocnegutb €e npou3BoACTBO, YMNaKOBKY,
MapKMPOBKY 1 UCTOPUIO pacnpOCTpPaHEHUS.

[MCO 18113-1:2009, ctatbs 3.6]

3.5

cpok rogHoctn (expire date, expiration date). BepxHuii npegen uMHTepBana BpPEMEHW, B TedeHue
KOTOpPOro dyHKUMOHAarbHbIE XapaKTEPUCTMKM MaTepuana, XpaHsALWerocsi B YyKa3aHHbIX YCMOBUSAX, MOryT
ObITb 06ecneyveHsbl.

MpumeyaHue. Cpok rogHOCTN NPUNUCHIBAETCS M3rOTOBUTENEM peareHTam Ans ANarHocTuky in vitro,
KanubpaTopam, KOHTPOSibHbIM MaTtepuanam W ApYrMM KOMMOHEHTaM Ha OCHOBE 3JKCMepuMeHTanbHO
YCTaHOBMEHHbIX CBONCTB CTAbUNBHOCTM.

[MCO 18113-1:2009, ctaTbs 3.17]
3.6

mMeguumHckoe uagenue ans guarHoctukum in vitro (IVD medical device, in vitro medical device):
W3penne, wucnonb3yemoe oOTAENbHO WM B KOMOWMHauUMM, npefHa3HaA4YeHHOe W3roToBUTENEM Ans
nccnepoBaHus in vitro obpasuoB, B3ATbIX U3 Tena YernoBeka UCKMIYUTENbBHO UKW rmaBHbiM obpasom onsi
nony4yeHus nHopmaumm B Lensx AUarHOCTUKA, MOHUTOPUHIA UMW CPABHUMOCTU, KOTOPOE MOXET BKIHOYaTb
peareHTbl, KanubpaTopbl, KOHTPOSibHbIE MaTepuanbl, ycTponctBa Ansa cbopa obpasuos, nNporpaMmHoe
obecneyeHne 1 CBA3aHHbIE C HUIMU MHCTPYMEHTbI UM Npubopbl My Apyrne npegMeThbl.

[MCO 18113-1:2009, ctaTbs 3.27]

3.7

peareHT ans AauarHoctukm in vitro (IVD reagent, in vitro diagnostic reagent): Xumwuueckwue,
Buonornyeckme MNM MMMYHOMNOrM4Yeckne KOMMOHEHTbI, PacTBOPbl WM npenaparbl, npegHasHaYeHHble
n3roToBuTENEM Ans NPMMEHEHWS B Ka4eCcTBEe MEeQULMHCKUX u3genui Ans AnarHocTukuy in vitro.

[MCO 18113-1:2009, ctatba 3.28]

3.8. oueHka crtabunbHOCTM B peanbHOM BpeMeHu (real time stability evaluation): Wccneposanwe,
NpoBOAMMOE N3roTOBUTENEM ANA YCTAHOBIEHUA UM BepUdMKaLMM cpoka rofHOCTU NpU XpaHeHUn peareHTa Ans
ONarHOCTUKM in Vitro Npu HaxoXaeHUn B cneumnuumMpoBaHHbIX YCITOBUSX.

MpumeyaHune. K ycrnoBusim, cnocoOHbIM MOBMUATE Ha CTAabUNBHOCTbL peareHTa Ans AMarHoCTUKM in vitro,
OTHOCATCA Temnepartypa, yCroBus TpaHCNoOpTUPOBaHWs, BUbpauus, CBeT U BMaXHOCTb.

3.9

CpOK rogHocTu npu xpaHeHuu (shelf life): Meprnoa BpemeHn [o ncTeyYeHnst cpoka roqHOCTU, B TEYEHNE
KOTOPOro peareHT Anst AMarHOCTUKM in Vitro B ero OpurMHanbHOWM yNakoBKe COXpaHsieT CBOK CTabMNbHOCTb
B YCMOBMSAX XPaHEHNs1, yCTaHOBIEHHbIX N3rOTOBUTENEM.

Mpumevanue. CrtabunbHocTb (3.10) M cpok rogHoctu (3.5) SABMAKTCA B3aMMOCBS3aHHLIMU
MOHATUAMM.

[MCO 18113-1:2009, ctatbs 3.66]
3.10

cTabuneHocTb (stability): CnocobHOCTE MeEONLMHCKOrO U3Aenusa Anst AMarHoCTMKK in vitro coxpaHaTb
CBOW (DYHKLIMOHArbHbIE XapakTEPUCTUKM B Npeaenax, ycTaHOBINEHHbIX N3rOTOBUTENEM.

MpumevaHusn

1. CTabunbHOCTb NPUMEHSIIOT B OTHOLLEHUN:

- peareHToB 45151 ANAarHoCTKKM in vitro, KannbpaTopoB U KOHTPOSbHLIX MaTepuanoB Npu UX XpaHeHuw,
TPaHCMOPTUPOBAHUUN N NPUMEHEHUN B YCITOBUSAX, YCTAHOBIEHHbLIX N3rOTOBUTENEM;




- BOCCTaAHOBJIEHHbIX J'IMO(bMJ'II/ISMPOBaHHbIX mMaTepmnanos, paGqux pacTtBOpoB WM Matepuanos,
yaoaneHHbIX U3 3anedaTtaHHbIX KOHTeVIHepOB npn ycrnosmnm noaroToBkn, UCMNONIb3OBaHMA U XpaHEHUA B
COOTBETCTBUN C UHCTPYKUNAMU N3FrOTOBUTENA NO NPUMEHEHUIO.

2. CTtabunbHOCTb peareHta Ona OMarHOCTUKU in vitro wnn M3mep|/|Tean017| cucTembl 0BbIYHO
KONn4yeCTBEHHO OLUEeHMBAaT B OTHOLLEHUN BPEMEHN!

- B TeépMUHaAX NpoAoJDKUTENIbHOCTUN WMHTEpPBAlla BpeéMeHn, B Te4YeHue KOTOpPOoro metposiorn4yeckoe
CBOWMCTBO M3MEHSETCH Ha yCTaHOBJ1IEHHOE KOJIN4YECTBO;

- B TepMnUHaAxX NaMmeHeHunq CBOWCTBa CBepX yCTaHOBIIEHHOIo nHTepBana BpeMeHu.

[MCO 18113-1:2009, ctaTtbs 3.68]

3.11. Bepudukaums (verification): NpepoctaBneHne 06BHEKTMBHBIX AOKa3aTENbCTB O COOTBETCTBUM AAHHOIO
obbekTa 3agaHHbIM TpeboBaHUAM.

Mpumepbl

1. MNMoAaTBepxaeHMe TOro, YTO AaHHbLIA MaTepuarn, Kak 3asiBNEeHO, SBMSIETCS FOMOreHHbIM ANns 3Ha4YeHumn
BEMWYMHbI U COOTBETCTBYIOLLEN NpoLeaypbl U3MepeHus.

2. MNMoateBepxaeHne TOro, YTo (PyHKLMOHaNbHbIE CBOWCTBA MnM TpeboBaHMA K M3MepUTENbHOW cucteme
OOCTUIHYTHI B Npegenax 3agaHHoro Cpoka rogHoCTH.

3. MNooTBepxaeHne Toro, YTo pa3mep M HanpaslieHWE CYLLECTBEHHOIO M3MEHEHNS C TEYEHMEM BPEMEHMU OT
nepBoOHaYanbHOro onpegeneHns OyayT COOTBETCTBOBAaTb YCTAHOBMIEHHbIM creundukaumen Yepes 3asiBNEHHYO
CTabuNbHOCTb peareHTa Ana AMarHoCcTUKY in vitro.

4. lMoaTtBepxaeHune Toro, YTo LeneBas HeoNpeaeneHHOCTb U3MEPEHNS MOXET ObITb AOCTUIHYTA.

MprmeyaHusa

1. B kavectBe obbekta moxeT ObiTb npouecc, npoueaypa W3MEpeHus, U3ydaeMblli MaTepuan wnm
coeauHeHne nnu oTBeT N3MEPUTENbHON CUCTEMBI.

2. 3apgaHHbiMM TpeboBaHWsIMM MOryT ObiTb, Hanpumep, COOTBETCTBUE TpebOoBaHMAM MMM TEXHUYECKUM
XapaKkTepucTnkam n3rotoBmTens.

3. AganTnpoBaHo n3 ctaHgaprta [1], ctatba 3.73.

4. O6Lwime TpeboBaHus

4.1. Obwme NnpUHLUNI

YTBEpXaeHue M3roToBUTens O CTabunbHOCTM AOMKHO ObiTb 060CHOBAHO COOTBETCTBYHOLLMMWU LAHHBIMM,
YYNTBIBAKOLMMWU PUCKKU, COYETaloWMecs C NPUMEHEHWEM peareHta Ans AMarHoCTUKWM in vitro, n ¢ y4eTom
KOMMOHEHTOB, KOTOPbl€ MOryT ObITb NabUMbHbI.

[daHHble 13 uccrnegoBaHW YCKOPEHHOW CTabwunbHOCTW w/MnuM OnbiTa, MOMYYEHHOro C peareHTamu Ans
ANarHocTuku in vitro, 060CHOBaAHHO CPaBHUMbLIMW B OTHOLLUEHWW WX XapakKTepUCTUK CTaburbHOCTM, MOryT ObITb
MPUHATLI BO BHUMaHWE Npu YyCTaHOBMEHUN NepBOHaYanbHOro cpoka rogHoctu. OnbIT ¢ NOA06HBIMM peareHTamu un
PUCK, COYETaIOLWMNCS C UCNOMb30BaHNEM U3OENUSA, MOTYT ObITb NCMOMb30BaHbl ANs YCTaHOBNEHUS OCHOBaHUA AN
nepBOHaYarnbHOro Cpoka rogHocTu. B cnyvae ecnv B MOMEHT pasMellleHus peareHTa Ansg AMarHoCTUKM in vitro Ha
pblHKE yTBEepXOeHue O CTaburnbHOCTM OCHOBLIBAETCS Ha Takux MNpeaBapuTenbHbIX OaHHbIX, 3TO yTBEepXKOeHue
OOIDKHO ObITb BEPUMULMPOBAHO AaHHBIMU UCCIEA0BaHNSA B PEXUME PearibHOro BPEMEHM.

OueHka gomkHa OblTb BbIMOMIHEHA Ha peareHTax AN AMarHOCTMKM in Vitro, M3roTOBMEHHbIX B YCIOBUSX,
KOTOpble CYLIEeCTBEHHbIM 0OpasoM 9KBMBANIEHTHbl PYTUHHBIM YCMOBMAM Npou3BoacTBa. B cnyyae ecnu 3to He
BbINOSTHEHO UNWN €Cny peareHTbl Ans ANarHoCTUKK in Vitro He XpaHUnucb B OKOHYaTenbHon hopMe, U3roToBUTENb
OOIDKEH NOATBEPAUTb NPaBOMEPHOCTb YTBEPXKAEHUS O CTabUNbHOCTH.

WM3roTtoBuTens AOMmKeH onpegenntb, Heobxoguma nv nporpaMmMa MOHUTOPUHIa CTabunbHOCTU, U YCTAaHOBUTb
ee, ecnu 3To Heobxoammo. OueHka KOHLa cpoka FOAHOCTU NPW XpaHeHUM MOXET OKasaTbCsl 4OCTATOYHON ANs 3TON
uenu.

M3meHeHns npogykta wnvM MNpOM3BOACTBEHHOrO Mpouecca [AOfKHbl OblTb pPacCMOTpPeHbl C  Lenbiho
onpeaeneHunst Heob6xoaANMOCTM U3MEHEHNST B MPOrpaMMe UCCnegoBaHms CTabubHOCTL.

4.2. MNMpotokon

3aknoyeHns o cTabunbHOCTWM peareHTOB Afs OMAarHOCTUKM in Vitro A0omKHblI OblTb OCHOBaHbl Ha AaHHbIX,
MONy4eHHbIX B COOTBETCTBUM C YCTAHOBIEHHbIM NPOTOKOIIOM, KOTOPbIV BKINtoYaeT B cebs:

- 063aHHOCTY;

- YeTKYI0 naeHTudrKaumio peareHTa ans AnarHocTuku in vitro;

- YCNoBUS MPUMEHEHMS.

Mprmepsl

1. Y4yeT Bapmnauuin BHelLHEN cpefbl, BKoYasa XyALnn criyyan;

- OOBEKTBI M LiENN OLIEHKY;



- HbOpPMaLMO OTHOCUTENTbHO 00pasL0B peareHToB.

2. Yncno cepun, KONMYECTBO, KOHTENHED, MAEHTUMUKALNA NCTOYHUKA U KOHLEHTpaLmu;
- NOTeHUMarnbHble BIUSIHUST KPUTUYECKUX KOMMOHEHTOB.

MpumeyvaHue. "Kputnyecknin" o3HavyaeT 3Ha4YMMbIN B OTHOLLEHWUU CTabunbHOCTY;

- YCNOBUSA XpaHEHWs1, peKOMeHJ0BaHHble AN obpasLioB peareHToB.

3. Mexay 2 °C n 8 °C, meHee 20 °C;

- AMUTaLNIO TPAHCMOPTUPOBAHMS;

- UHTEepBanbl Mexay MOMeHTaMn UCCNeaoBaHUS;

- nccnegoBaHns, KOTopble AOMKHbI ObiTb NPOBEAEHbI B KOHLE KaXKAO0ro MHTepBana.

4. MeToauka 1 NPOAOIPKUTENBHOCTb UCCIIEN0BaHUS;

- YXCMO MUCCNeaoBaHWI, KOTOPbIE AOMKHbI ObITb BLIMOSIHEHbLI C peareHToOM Afis AMarHOCTUKM in vitro, 3aBucuT
OT MPEeuUmn3MoHHOCTM UCMONb3yeMbIX METOAOB TECTUPOBaHWS (yunTbiBas BapunabernbHOCTb, KOTopasi MOXeT ObiTb
cBsi3aHa ¢ 0bopygoBaHMEM U peareHTamun Ans AMarHoCTuKK in vitro);

- NPOAOIKUTENBHOCTb BbINOMHEHWNSI MPOTOKONA U3Yy4YeHUs CTabUNbHOCTH, KOTOPbLIA MOXET BKNoYaTb B cebs
OONOMHUTENbHbIV A0BEPUTENBHBIN BPEMEHHOM UHTEPBAI CBEPX 3asIBNIEHHOIO O LeneBon cTabunsHocTy;

- onMcaHve aHanu3a gaHHbIX.

5. Ccbinkn Ha nobble MeToAbl CTAaTUCTUKM U YCITOBUS ANt MPUHATUS UM OTKINOHEHUS OaHHbIX;

- KpUTEPUN NPUEMIIEMOCTU, KOTOPbIE AOSMKHbI ObITb JOCTUTHYTHI;

- UHTEepnpeTaumio AaHHbIX.

MpoTokon fomKkeH OblTb YaCTbi TEXHUYECKOW AOKYMEHTALMN, OTHOCALLENCA K peareHTy Anst ANarHoCTMKK in
vitro.

4.3. OT4eTbl 0 CTAbMIBHOCTU

OT4eTbl 0 CTAabUNBHOCTU AOMKHbI ObITb NOATOTOBMNEHbI, YTOOLI JOKYMEHTUMPOBATL pe3ynbTaTbl U3Y4YEHNUsT NI
N3yYeHUN.

Mpumep - NMpoMeEXYTOYHbIE U OKOHYATENbHbLIE OTYETbI.

OT4YeThbl 4OMKHbI KAK MUHMMYM BKIOYaTh B ce6s unu cebinatbcs Ha:

- MPOTOKON, KOTOPLIA ObIN NMPUMEHEH;
NCMNONb30BaHHYO ceputo (cepum);
BCE MOMy4YeHHble pe3ynbTaThl;
aHanua gaHHbIX;

- KpUTEPUN NPUEMNEMOCTI C ONpeaeneHnem ycnexa/Heyaauu;

- 3aKI0YEHNSI OTHOCMTENBHO CTabUITbHOCTH.

OTtueTbl criegyeT NOAAEPXMBATb KakK 4YacTb TEXHUYECKOW [OOKYMEHTauMuM OTHOCUTESNbHO peareHTa Ans
JMNarHoCTuKu in vitro.

5. Metoaunku

5.1. O6wme nonoxeHms

5.1.1. Uenn

MeToamMkn [OMKHbI ObiTb BbINOMHEHbI ANA TOro, 4YTOObl OUEHWTbL W NOATBEPAUTb YTBEPXKAEHWE O
cTabunbHOCTU peareHTa ANst AMarHOCTUKM in vitro.

MpumeyaHwue. [3] cogepXuT MHGOPMaUUIO OTHOCMTENBbHO YCMOBUM U npoueayp, KoTopas MoOxeT ObiTb
nonesHow Ans pa3paboTkv U BbINOMHEHWS UCCeaoBaHMIM NO OLeHKe CTabunbHOCTW.

5.1.2. iccnegoBanusi

MccnegoBaHns OoMmkHbl ObiTb BbINONIHEHbI B COOTBETCTBUM C METOAMKAMM, OMUCAHHLIMW B MPOTOKOJIE.
Yuncno nccnegoBaHuin, KOTopble AOMKHbBI ObiTb BbINOMHEHLI C peareHToM Afist AMarHoCTUKM in Vitro, oToGpakaroLmx
cneundunyeckne ycnoBusl U CPOKU XpaHEHUS, 3aBUCUT OT MPELN3MOHHOCTM UCMONb3yeMbIX METOL0B.

WccnegoBaHns [OMKHbI ObITb BbIMOMHEHBI B 3a4aHHblE MOMEHTbl BPEMEHW, yKa3aHHble B MPOTOKOJE.
VHTepBanbl BpeMeHU O0JKHbI ObITh BbIOpaHbl TakMm 06pas3om, YTobbl OXBAaTUTbL Kak MUHUMYM BECb LIENIEBOW CPOK
roOHOCTU MpPU XpaHEeHUU. YMCNO KOHTPOSMbHbLIX TOYEK BPEMEHU OOJPKHO ObiTb BbIOpaAHO TakMuM 0Opa3oM, YToObI
TEHOEHUMN MOTTM BbITb OTNIMYUMBIMU OT BapuabenbHOCTU AaHHbIX.

KonuuyectBo obpasua uccnegyeMoro peareHTa ansg AMarHoCTUKM in vitro JOMmKHO ObiTb 4OCTATOYHbIM AN
NnpoBefeHUs BCEro UCCrneaoBaHnst U NoObIX MOBTOPHbLIX MCCNES0BaHMWMN.

YcnoBust oLueHKM cTabunbHOCTM peareHTa Ans gMarHoCTUKM in vitro, KOTOPbIA OTNNYaeTCsl OT OKOHYaTENbHOM
KOHpurypauum, OormkHbl ObiTb 000CHOBaHbI C MOMOLBO oueHkn pucka (cm. MCO 14971 gna pykoBoacTBa Mo
MEHEKMEHTY pycka MeOULMHCKUX U34enui Ans QNarHocTuky in vitro).

Mpumep - OTnnuma B obbemax peareHTa WUNM OOCTaBMEHHble B MaTtepuanax, KoTopble OoTnu4yarTcst oT
NnepBUYHOrO KOHTENHEepa peareHTa.



5.1.3. Yucno cepuii, KOTOpbIE OOIMKHbI ObITb UCCEaOBaHbI

Yncno cepuid, KOTOopble OOIMKHbI ObiTb UCCMEAOBaHbl, MOXET 3aBUCETb OT 3a4ad OUEHKM CreaytoLlimm
obpasom:

- 3 cepun - anga onpefeneHns cpoka rogHoCTV NpuM XpaHeHWM HOBOro peareHTa And AMarHOCTUKK in vitro
(cTabunbHOCTb B pearibHOM BpeEMEHN);

- 3 cepun - A4Nst NPOAIEHUSA CPOKa rOAHOCTM NPU XpaHEeHUN peareHTa Ans AUarHoCTUKM in Vitro;

- 1 cepus - oNa UMMTaUUKM TPaAHCNOPTUPOBaHMS;

- 1 cepus - oNa OUEeHKM CTabnnbHOCTM B NpoLiecce UCNONb30BaHUA peareHTa ansg AnarHoCTuku in vitro;

- 1 cepus - ona MoAMULMPOBAHHOIO peareHTa Ans AMarHOCTMKM in vitro, B crydyae ecnu oueHka pucka B
cootBeTcTBMM ¢ NCO 14971 ykasbiBaeT Ha HEOOXOAMMOCTb OLEHKN CTabnnbHOCTMW.

Mcnonb3oBaHe MeHbLLEro, Yem TpebyeMoe, Yncrna cepuin AoMKHO ObITb NOATBEPXKAEHO OLLEHKOW pyucka ans
peareHTa onst AMarHoCTUKM in vitro B cooteetctBum ¢ MCO 14971,

5.2. OueHka cTabunbHOCTM B pearnbHOM BPpEMEHU

5.2.1. CpoK rogHOCTU NpU XpaHEHUU

Bo Bpemsi oLEeHKM cpoka roAgHOCTU MPU XpaHEeHUW peareHT Ofis ANarHoCTMKK in vitro J4OfmKeH XpaHUTbCS B
YCIOBWSIX, YCTAHOBMEHHbIX U3rOTOBUTENEM.

MpumeyaHune. Cneundmkaumm MoryT 6bITb OnpeaeneHsl XxapakrepucTnkamm obopynosaHusi, UCNONb3yeMoro
npu nccrnegoBaHnn, Un yCrioBUSMK, B KOTOPbIX MPOAYKT NpeanonaraeTcst XpaHuTb.

Mpumep - [na xonoannbHUKOB, UCNONb3YEeMbIX AN XpaHEHNUs peareHToB B nabopatopusix, 0BbIYHO 3asBMeH
KOHTponb TemnepaTypbl mexay 2 °C 1 8 °C. OueHka cpoka rogHOCTU NpY XpPaHEeHUN He OOoMKHa BKNoyaTb B cebs
TemnepaTypbl HUXe 2 °C 1 Bbiwe 8 °C.

5.2.2. CTabunbHOCTb BO BPEMS TPAHCMOPTUPOBaHUS

MN3roToButens gomkeH BepuduumMpoBaTb, YTO 3asiBfiEHHbIE YCMOBWSA TPAHCMOPTUPOBAHUS HEe BRMAT Ha
CPOK rOAHOCTM peareHTa Ans AMarHoCTUMKM in vitro.

B cnyyae ecnun ycnoBus TpaHCMNOPTUPOBaHWA WMMUTMPOBaHbI, paspaboTka npoToKona AOMmkHa ObiTb
OCHOBaHa Ha 3HaHusAX 06 yCcnoBusAX TpaHCNOPTUPOBaHMSA. Ecnn TakMx [AaHHbIX HET, WU3roTOBUTENb AOIMKEH
OCYLLECTBUTb ONpeaerneHne pearnbHbIX YyCNOBMI TPaHCNOPTUPOBAHWS B KA4YeCTBE OCHOBbI Afsi TAKON MMUTaLUN.

Mpumep - MpogoMKNTENBHOCTL TPAHCMOPTUPOBAHMS, OXmngaemas TemnepaTypa, BNaXxHoCTb.

5.2.3. CTabunbHOCTb NpU NCMOMb30BaHMK

CtabunbHOCTb NpY MCNOMNb30BaHUM AOIMKHA OTpaXKaTb ODObIYHbIE YCNIOBUS MCNOMNb30BaHMS.

Mpumep - CtabunbHocTb B Npubope, BOCCTaHOBMEHNE, CTabUNBbHOCTb B OTKPLITOM (flakoHe.

5.3. YcKkopeHHas oueHka CTabunbHOCTH

5.3.1. O6wme nonoxeHus

YckopeHHass oueHka CcTabunbHOCTM MOXeT OblTb NpMMeHeHa Kak OCHOBa AN YCTaHOBIEHMS
nepBOHa4arnbHOro Cpoka rogHoCTW AN BBOAMMOrO NPOAYKTa.

MprmeyaHus

1. [Ins HEKOTOPbIX peareHTOB YCKOPEeHHas oueHKa CTabunbHOCTM MOXET OKa3aTbCA HEMPUMEHUMON.

2. Cwm. [3] onsa nHcopmaumm 0 MeETOAMKAX YCKOPEHHOW OLLEHKM CTabMMbHOCTH.

5.3.2. MeToaunka

MaTtepuan, nognexaiwimi WUCCNEeOOBaHUIO, AOIMKEH XPaHUTbCA B YCIOBUSIX, ONWCAHHbBIX B MHOpMauum
N3roToBUTENS, BMNOTh OO Hayana uccnegosaHus. Matepuan, BKITHOYEHHBIN B YCKOPEHHYIO OLIEHKY CTabUbHOCTH,
OOIMKeH 3aTteM ObITb NOABEPrHYT onpeaerneHHbIM ycroBusam cTpecca. Mpobbl AoMmMKHBI ObITb yaaneHbl B yka3aHHoe
BpeEMS 1 nccnefoBaHbl UM BO3BPALLEHbI B YCIIOBUSA XPaHEHWs!, Kak ONMCaHO B MHOpMauun, npesocTaBrieHHON
N3roToBUTENEM, A0 3aBEPLUEHUS] UCCMNELOBAHUSA B COOTBETCTBUN C YCTAHOBIIEHHBIM MPOTOKOIIOM.

5.3.3. AHanuna gaHHbIX

AHanu3 gaHHbIX YCKOPEHHOWN OLIEHKM CTabUNbHOCTU AOMKEH ObiTb NPOBEAEH B COOTBETCTBUM C MPOTOKOSIOM.

Mpumep - Ouarpamma AppeHunyca, HenuHenHoe MoaenupoBaHue.

5.3.4. OueHKM 1 3akno4YeHns

CpoKk rogHOCTM YyCTaHaBfMBalOT Ha OCHOBE aHanu3a [faHHblX, WHTepnpetaumm u npensapuTenbHO
YCTaAHOBMEHHbIX KPUTEPUEB NPUEMIIEMOCTH.



Mpunoxexne OA
(cnpaBo4HoE)

CBEOEHWA

O COOTBETCTBWN CCbINTOYHbIX MEXXOYHAPOAHbLIX CTAHOAPTOB
HALMOHAJIIbHBIM CTAHOAPTAM POCCUNCKOW ®EOEPALINK (M OENCTBYIOWMM
B 3TOM KAYECTBE MEXIOCYOAPCTBEHHbLIM CTAHOAPTAM)

Tabnuua A1

O603Ha4eHne CCbINIOYHOro CteneHb O603Ha4yeHre N HanMeHoBaHMEe COOTBETCTBYIOLLIENO
MEeXOYHapOL4HOro cTaHgapTa | COOTBETCTBUS HaLMoHarnbHoro ctaHaapTa
NCO 14971:2007 IDT FOCT ISO 14971-2011 "Mapgenusa meanumHCKue.

MpMeHeHne MeHeMKMEHTA pUCKa K MeQULMHCKUM
n3genmam”

I'IpvnmeanVle. B HacToslen Tabnuue Mcrnonb3oBaHO cnepyrwouiee ycrioBHoe 0003HayeHne cTeneHn

COOTBETCTBUA CTaHOAPTOB!

IDT - nogeHTn4HbIE CTaHgapThI.

[1] ISO 18113-1:2009

[2]  EN 13640

[3] CLSIEP25-A

Bubnuorpadus

In vitro diagnostic medical devices - Information supplied by manufacturer
(labeling) - Part 1: Terms, definitions and general requirements (MCO
18113-1:2009 MeanumHckme M3genus onst AMarHocTukuM in vitro.
WHdopmaums, npegoctaBngemas nsrotosutenem (Mapkuposka). Yacts 1.
TepMuHbl, onpegenenns n obwue TpeboBaHns) <*>

Stability testing of in vitro diagnostic reagents (EH 13640 VccnegoBaHue
CTabunbHOCTU peareHToB A4S AUAarHOCTUKM in vitro) <*>

Evaluation of Stability of In Vitro Diagnostic Reagents, Approved Guideline
(CLSI EP25-A OueHka cTabunbHOCTM peareHToB Anst AMarHoCTUKM in Vitro;
npuHaToe pykoBoacTeo). CLSI, Wayne, PA, 2009

<*> OdmumanbHbIi nepeBod 3TOro craHgapta Haxoautca B denepanbHOM WMHGOpMaLMOHHOM oHAE
TEXHUYECKNX pernameHToB U CTaHAApPTOB.




