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BBeageHune

BakHbIM acnekTom paspaboTku U NPOM3BOACTBA peareHTOB Kak MeAULIMHCKUX U3aenui Ans aMarHocTu-
Ku in vitro aABnsAieTca HavanbHoe 0603HavYeHne cTabunbHOCTU NPOAYKTa, 3aTeM onpeaeneHne n Bepudukaums
CpoKa rogHOCTU NPOAYKTa, KOTOPLIA pa3MeLLaoT Ha pbiHke. YTobbl onpegenuTb AOMroBEYHOCTL NPU XpaHeHUU
(shelf life), cTaBUNbHOCTL NPU TPAHCNOPTUPOBAHUU U CTABWUINBHOCTbL MPU UCMONML30BaHUU, U3rOTOBUTESb NPO-
BOAUT oUEHKy. YTobbl cHabauTb NoTpebuTens Heobxoaumo UHOpMaLMen, U3roToBUTENb naeHTUULMpyeT
Kputndeckue hakTopbl, KOTOpble MOTYT BNUSATL HA CTabUMbHOCTL peareHTa AN ANarHoCTUKA in vitro v Twa-
TenbHO OUEHMBAaEeT UX XapakTepucTuki. CTabunbHOCTb peareHTa Anst AMarHoCTUKK in vitro BnusieT Ha yHKUM-
OHanbHbIE XapaKTepuUCTUKU U3OEeNus U MO3TOMY oOKasbiBaeT BIUSHUME Ha pesynbTaTbhl UCCNenoBaHUs
nauueHTa.

N3roToBUTENb HECET OTBETCTBEHHOCTD 3a OnpeAerneHue U MOHUTOPUHT cTaBUIbHOCTU peareHTa Ana an-
arHOCTUKM in vitro ona coxpaHeHust (hyHKLMOHaNbHBIX XapakTepuCcTUK NpoaykTa. Hannyyiumm obpasom 310 Bbl-
MOMHAT NyTEeM pa3paboTKM NPOTOKOMA OLUEHKU CTabUNbLHOCTU M MOMNyYeHUss NOATBEPXAEHHbIX AaHHbIX W
aHanusa nHpopMauun anst yCTaHOBIIEHUS COOTBETCTBYIOLIEN JOITOBEYHOCTU NPU XpaHEeHUN, TPaHCNOPTHBLIX
orpaHu4eHnin U cTabunbHOCTU MPU UCMIONb30BaHUN, KOTOPLIE 3aTeM coobLlaloT Nonb3oBaTeNAM.
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HAUMWOHANbHBLIA CTAHOAPT POCCUUCKOWU ®EOEPALUHU

U3OENUA MEOQUUMHCKUE And QUATHOCTUKU IN VITRO
OueHKa cTabUNLHOCTU peareHToB ANA AUarHOCTUKM in vitro

In vifro medical devices. Evaluation of stability of in vifro diagnostic reagents

Dara BBegeHna — 2016—06—01

1 O6nacTb NpUMeHeHusA

Hactosiwunin ctaHgapT npegHasHaveH NSt OLeHKM cTabnnbHOCT MeQULMHCKAX U3AENWiA ANst AuarHoc-
TUKK in vitro, BKMOYasl peareHTbl, KanubpaTopekl, KOHTPOSIbHLIE MaTepuarsl, pacTBoputenu, 6ydepHsle pac-
TBOPbI U Habopbl peareHToB, 0000LLIEHHO Ha3biBaeMble peareHTaMu Ans OAMarHOCTUKKM in vitro. Hactoawumn
cTaHaapT Takke NPUMEHSAIOT B OTHOLLEHWN YCTPONCTB ANsi cbopa 06pasLioB, cogepallx BellecTsa, UCnomb-
3yemble AN coxpaHeHust Mpob unn Ans nepBoHavanbHbIX peakunin Ans gansHenwen obpaboTkn npob B
ycTporcTBe ansa cbopa npob.

Hacrtoswuin ctanaapT yctaHaBnmeaeT obLne TpeboBaHuUst K oLeHKke cTabunsHOCT U cogepkut Tpebo-
BaHWS K OL,eHKe B peanbHOM BPEMEHU U YCKOPEHHOW OLIeHKE CTabUNbHOCTU NP reHepUpoBaHNN AaHHbIX B OT-
HOLLEHNN:

- YCTaAHOBIEHUS! CpOKa roAHOCTU NPWU XpaHeHUW peareHTa AN AUarHoCTUKK in vitro, BKNoYas ycroeus
TpaHcnopTMpoBaHusA, noaxoasine Ans obecnevyeHns CoxpaHeHUs1 XapaKkTepUCTUK NPOAYKTa;

- YCTaHOBMNEHUS cTabuUnbHOCTM peareHTa Ans ANarHoCTUKN in Vitro Nnpyu UCNosnb3oBaHMK Nocre nepsoro
OTKPBITUS MEPBUYHON YMaKOBKU.

Mpumep — CmabunbHocmb € npubope, cmabunbLHOCMb MOC/Ie 80CCMAHOB/IeHUS], cCMabusibHOCMb 8 om-
KpbIMoM (pr1aKkoHe;

- MOHUTOPUHIa CTabUNbHOCTU peareHToB A9 AUAarHOCTUKM in vitro, yxke npeAcTaBeHHbIX Ha PbiHKE;

- BepudmKaLmM XapakTepucTUK CTaBUnbHOCTI Nocne MoaudukaLum peareHTa Ans AuarHocTUKK in vitro,
KoTopas MOXeT BINUSATb Ha CTaBUNBHOCTb.

Hacroawuiz cTangapT HenpuMeHUM K MHCTpyMeHTam, npubopam, obopydoBaHuo, cucTemam unim
ycTpoicTBam ans cbopa o6pasuoB Unv npobam, noanexallumM nccrneaoBaHuo.

2 HopmaTuBHbIEe CCbINKK

B HacTodAWweM cTaHgapTe UCNonb3oBaHa HOpMaTWBHAas CCbiNka Ha creayllWnii MexayHapoaHbli
cTaHgapT:

NCO 14971 MeaununHckMe unzgenua. NpumeHeHWe MeHeKMeHTa pucka K MeQUUUHCKAM n3aennsam
(ISO 14971, Medical devices — Application of risk management to medical devices)

3 TepMuHbI U onpeaeneHus

B HacTosilwem cTaHgapTe NpUMeHeHbl cneayowmne TEPMUHBLI C COOTBETCTBYIOLIMMU ONpedeneHnsIMu:

3.1 yckopeHHa#s oueHka cTabunbHocTu (accelerated stability evaluation): Uccnegosarue, npegHas-
HauyeHHoe AN YBENNYEHUSI CKOPOCTU XUMUYECKOW n/nnu prusnyeckorn gerpagauimm Unm nsMeHeHns peareHTa
Anst AWarHoCTUKM in vifro nyTemM UCnonb3oBaHWUs CTPECCOBbIX YCIIOBUI BHELWIHEN cpepbl ANs npeackasaHus
cpoka rogHocTu.

U3paHve odmumanbHoe
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MprvmedaHue—IlnaH nccnegoBaHWA YCKOPEHHOM OLEHKU CTabunbHOCTY MOXeT BKtovyaTe B cebsi akcTpe-
MarbHble YCIOBUA TeMMnepaTypbl, BNaXHOCTU, OCBELLEHUS unv Bubpaumn.

3.2 puarpamma AppeHuyca (Arrhenius plot): MaTtemaTuueckas dyHKUMA, KoTopas onucklBaeT npu-
6rKeHHble B3aNMOOTHOLUEHNST MEXAY KOHCTaHTON CKOPOCTU XMMUYECKON peakLmn 1 TemnepaTypon 1 aHep-
rMen akTmBaLuu.

3.3

cepus (batch, lot): OnpegeneHHoe konM4ecTBO MaTepuana ¢ ogHoobpasHbIMU CBOCTBaMMU, MPOU3Be-
[AeHHoe B 0OHOM MpoLecce Unun cepun NpoLeccos.
[MCO 18113-1:2009, cTaTtbs 3.5]

3.4

koA cepum (batch code, lot number): Xopolwo pasnuunmelin pag undp n/unm byks, KOTOpPLIA cneuudun-
Yeckn UaeHTUDULMPYET Cepuio U NO3BOMAET NPOCNeAnTb ee NPON3BOACTBO, YNaKoBKY, MapKMPOBKY U UCTO-
pUio pacnpocTpaHeHus.

[MCO 18113-1:2009, cTaTbs 3.6]

3.5

cpok rogHocTU (expire date, expiration date): BepxHuin npegen uHTepsana BpeMeHu, B TEYEHUE KOTO-
poro (pyHKLMOHAmbHbIE XapakTepucTUKA MaTepuarna, XpaHsLerocs B ykasaHHbIX YCMOBUsIX, MOTyT BbiTb
obecneveHsbl.

MpumedyaHune— Cpok rogHOCTV NPUNUCLIBAETCH U3rOTOBUTENEM peareHtTam Ana AWarHoCTUKKM in vitro, ka-
nMbpaTopam, KOHTPONbHbIM MaTepuanam U ApyruM KOMMOHEHTaM Ha OCHOBE SKCMEPUMEHTAlbHO YCTAHOBMEHHbIX
CBOWCTB CTaGUNBHOCTM.

[MCO 18113-1:2009, ctaTba 3.17]

3.6

MeAULMHCKoe usgenue AN auarHocTuku in vitro (IVD medical device, in vitro medical device): U3pe-
nve, ncnonb3yemMoe oTAeNbHO UMK B KOMBUHaLMK, npegHasHavYeHHoe U3roToBuTenem Ans UccnegoBaHns in
vitro o6pasLoB, B3ATLIX U3 Tena YerioBeka UCKIHUNTENbHO UK raBHbIM 06pa3oM Anst NosydeHus uHdopma-
LMK B LieNsIX ANarHOCTUKA, MOHWUTOPUHIA UM CPaBHUMOCTM, KOTOPOE MOXET BKIHoYaTh peareHThl, kanubpa-
TOpbl, KOHTPOMbHbIE MaTepuanbl, YCTpoWcTBa Ans cbopa obpasuos, nporpammHoe obecrneyeHne wu
CBA3aHHble C HUMU MHCTPYMEHTBI UN NprBopsl Unn Apyrue npegmeTsl.

[MCO 18113-1:2009, ctaTbs 3.27]

3.7

peareHT ons guarHocTuku in vitro (IVD reagent, in vitro diagnostic reagent): Xumuueckue, 6uonoru-
Yyeckne UM UMMYHOSOrMYecKne KOMMOHEHTHI, pacTBOPLI WU npenaparbl, NpeaHaszHaveHHble N3roToBuTe-
nem Ans npyMeHeHUs B kayecTBe MeAULMHCKUX U3gennin Ana AuarHocTukm in vitro.

[MCO 18113-1:2009, ctaTtba 3.28]

3.8 oueHka cTtabunbHocTU B peanbHOM BpeMeHU (real time stability evaluation): WccnegosaHue,
NpoBOAMMOE U3rOTOBUTENEM ANs YCTAHOBMNEHUsI UM BepuduKkaLum cpoka rogHoCTU Npu XpaHeHUn peareHTa
Onst QWarHoCTUKK in vitro Npu HaxoXaeHU B cneumgprumnpoBaHHbIX YCIOBUAX.

MpwumedyaHune— Kycnosusm, CNocoGHbIM NOBMNWATE HA CTAGUIBHOCTbL peareHTa Ans AuarHoCTUKW in vitro, oT-
HOCSITCA TemnepaTypa, yCroBusi TPaHCNopTUPOBaHWsA, BUGpaLus, CBET N BNaXHOCTb.

3.9

cpok rogHocTu npu xpaHeHuu (shelf life): Mepuoa BpeMeHn Ao UCTeYEHUA cpoka rOAHOCTH, B Teye-
HMEe KOTOPOro peareHT AN AUarHOCTUKM in vitro B ero OpurMHanbHOM ynakoBKe COXpPaHSEeT CBOK CTabunb-
HOCTb B YCNOBUSIX XpaHeHWs], yCTaHOBNEHHbIX U3rOTOBUTENEM.

MpumeyaHue— CrabunbHocTb (3.10) 1 cpok rogHocTy (3.5) ABNSOTCS B3aMMOCBA3aHHBIMU NOHATUAMM.
[NCO 18113-1:2009, cTaTba 3.66]
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3.10

crabunbHocTb (stability): CnocobHOCTb MeAMLMHCKOTO U3Aenust AN ANarHOCTUKN in Vitro coXpaHsTb
cBoU hyHKUMOHAsbHBIE XapakTepuCTUKX B Npeaenax, yCTaHOBNEHHbIX U3roTOBUTENEM.

MpumevaHnwns

1 CTabunbHOCTb NPUMEHSIIOT B OTHOLIEHWMU:

- peareHToB AN AMarHOCTUKK in Vitro, KanmbpaTopoB M KOHTPOIIbHBIX MaTepuarnoB Npy UX XpaHeHUu, TpaHCnopTH-
poBaHNN N NPUMEHEHNN B YCINOBUSIX, yCTaHOBJ‘IeHHbIX N3roToBUTENEM,

- BOCCTaHOBEHHbIX NIMOMUNN3NPOBaHHbLIX MaTepuanos, pabounx pacTBOPOB M MaTepuanos, yaaneHHbIX u3 3ane-
YyaTaHHbIX KOHTeVIHepOB npwv ycnoemm noAaroToBKW, NCMOJNIb30OBAHUA N XpaHEHUA B COOTBETCTBUN C UHCTPYKUNAMUN U3roTO-
BUTENS MO NPUMEHEHUIO.

2 CrabunbHOCTb peareHTa ansi QMarHoCTUKK in vitro unm naMepuTensHON CUCTEMbI OObIMHO KONMUYECTBEHHO OLe-
HUBaKT B OTHOLLEHUU BPEMEHN!

- B TEPMMHAX NPOAOIKUTENBHOCTU MHTEPBana BPeMeHU, B TEUYeHNe KOTOPOro MeTPOnornieckoe CBOMCTBO N3me-
HAETCA Ha YyCTaHOBJ1IEHHOE KOIMMYECTBO;

- B TEPMVHAX U3MEHEHWS1 CBOMCTBA CBEPX YCTAHOBITEHHOIO MHTepBana BpeMeHu.

[MCO 18113-1:2009, ctatba 3.68]

3.11 Bepudomkauma (verification): MpenoctaBneHne oBBLEKTUBHBLIX AOKA3aTENbCTB O COOTBETCTBUM
AaHHoro obbekTa 3agaHHbIM TpeboBaHUAM.

TMpumepsbi

1 ModmeepxdeHue mo2o, 4ymo OaHHbIlU Mamepuar, KaK 3asi6/IeHO, s18J151eMcsl 20MO2€HHbIM Ons1 3HaYeHul
eenuvuHbl U coomeemcmeyruwel npoyedypbl U3SMEPEeHUsI.

2 IModmeepyOeHue mo2o, Ymo (hyHKUUOHaNbLHbIe ceolicmea usmu mpebosaHus K usMepumensHol cucme-
me docmuzHymbi @ npedenax 3adaHHO20 CpoKa 200HOCMU.

3 ModmeepxdeHue mo20, Ymo pa3mMep U HarpaeJsieHue CyuiecmeeHHO20 U3MEHEHUS C MeYeHUeM 8peMeHU
om nepeoHaYanbHO20 onpedenexusi 6ydym coomeemcmeoeams ycmaHoeJJIeHHbIM cnieyudhukayueli yepes 3asie-
NeHHy0 cmabunsHocms peazeHma 0ns OuazHOCMUKu in vitro.

4 lModmeepxdeHue moz2o, Ymo yesneeas HeonpedesIeHHOCMb U3MepeHuss Moxem 6bimb docmuzHyma.

MpumevaHwns

1 B ka4ecTBe 06bekTa MOXeT 6bITb NpoLece, Npoueaypa n3MepeHusi, uyvyaeMsblii MaTepuan unu coeuHeHe unu
OTBET U3MEPUTENBHOW CUCTEMBI.

2 3apaHHbiMu TpeboBaHWsIMK MOTyT GbiTb, HANPUMEpP, COOTBETCTBUE TPEOOBaHUSIM UNU TEXHUYECKUM XapaKTepuc-
TUKaM M3roToBUTENS.

3 ApantupoBaHo M3 ctangapTa [1], ctates 3.73.

4 O6wwme TpeboBaHNA

4.1 O6LKe NPUHLMUNDI

YTBEpKOEHUE U3roTOBUTENS 0 CTabunbHOCTU OITKHO BbITb 060CHOBaHO COOTBETCTBYHOLMMWN AaHHBIMMU,
YUUTBIBAOLWMMW PUCKA, COYETAIOLLIMECS C MPUMEHEHUEM peareHTa Ana AnarHocTukuy in vitro, n ¢ y4eTOM KOM-
NOHEHTOB, KOTOpbIE MOTYT ObITb NTAbUIBLHbI.

[aHHbIe U3 uccrneoBaHU YCKOPEHHON CTabunbHOCTU MUK ONbITa, NOAYYEHHOro ¢ peareHTaMu Ans au-
arHoCTUKM in Vitro, 060CHOBAHHO CPaBHUMBLIMWU B OTHOLUEHUU MX XapakKTepUCTUK CTabuUnbHOCTU, MOryT GbITb
NPUHATLI BO BHUMaHWE Npu YCTaHOBIIEHUM NEPBOHAYaNbHOMo cpoka roaHocTn. OnbIT ¢ NoaobHLIMKU peareHTa-
MU U PUCK, COUYeTaloLLIMIACS C UCNOMb30BaHUEM U3AENNUA, MOrYT BbITb UCNONBb30BaHbI ANA YCTAHOBNEHUS OCHO-
BaHWA AnA nepBoHavanbHOro cpoka rogHocTU. B cnyvae ecnn B MOMEHT pasMelleHusl peareHTa Ansi
ANarHoCTUKN in vitro Ha pblHKe YTBepXXaeHne 0 CTabunbHOCTN OCHOBLIBAETCA Ha TaKMUX NpeABapUTernbHbIX JaH-
HbIX, 3TO YTBEpXAeHUe AOMKHO BbiTb BEPUULNPOBAHO AaHHBIMU UCCNEAOBAHUA B peXUMe pearlbHOro Bpe-
MeHW.

OueHka gorrkHa 6bITb BbINOMHEHa Ha peareHTax Ana AnarHoCTUKK in Vitro, N3roTOBMEHHLIX B YCIOBUSIX,
KOTOpbl€ CyLLeCTBEHHbIM 0Bpa3oM 3KBUBaNEHTHBLI PYTUHHBIM YCNOBUSIM Npon3BoacTBa. B cnyyae ecnu 910 He
BbIMNOMHEHO UM €CNK peareHTbl AN ANarHOCTUKN in Vitro He XpaHUIMUChb B OKOHYaTensHon hopme, 3roToBU-
Tenb AOSPKEH NOATBEpAUTL NPaBOMEPHOCTb YTBEPXKAEHUSA O CTaOMUMBLHOCTU.
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WMsrotoBUTenb AOIKeH onpeaenutb, HeobxoaMMa N nporpamma MOHATOpPUHra cTabunbHOCTU, U ycTa-
HOBWUTb ee, ecrnn aTo Heobxoaumo. OLUeHKa KoHLA Cpoka rogHOCTU MPU XpaHeHUA MOXKeT oKasaTbCsl 4ocTaTou-
HOW ANA 3TON Lenu.

M3ameHeHus npoayKTa uinv Nnpov3BoACTBEHHOMO Npouecca A0MKHbI 6biTb PAaCCMOTPEHbI C Lierblo onpee-
neHua HeobXoaAUMOCTU M3MeHeHUs B NporpaMMe uccrneaoBaHua cTabunbHOCTU.

4.2 Mpotokon

3aknoyeHus o cTabunbHOCTU peareHToB ANA ANarHOCTUKM in Vitro AoMkHbI 6bITb OCHOBaHbI Ha AaHHbIX,
NONy4YeHHbIX B COOTBETCTBUN C YCTAHOBIIEHHBLIM MPOTOKONOM, KOTOPLINA BKIlOYaeT B cebs:

- 06A3aHHOCTY;

- yeTkylo uaeHTudMKaLmio peareHTa anst ANarHoCTUKN in vitro;

- YCINOBUs MPUMEHEHUSI.

Mpumepnbi
1 Yuyem eapuayuli eHewHel cpedbl, 8KmoYvast Xyouwiuli cnyyau;

- 06BEKTBI M Lienu OLEHKN;
- UHchopmMaLUnsa OTHOCUTENBHO obpasLoB peareHTOB.

2 Yucno cepuii, konuyecmeo, KOHMeliHep, uGeHmMuguKayuss UCMOYHUKA U KOHYeHmpauuu;

- MoTeHUuuarnbHble BNUAHUA KPUTUYECKUX KOMIMOHEHTOB.

MpwumMedaHune— «KpUtMHeckun» 03Ha4aeT 3HAYMMbIA B OTHOLLIEHUM CTabunbHOCTH;
- YCNoBUA XpaHeHUA, pekomeHaoBaHHbIe AN o6pa3u.os peareHToB.
3 Mexdy 2 °C u 8 °C, meHee 20 °C;

- UMUTaL A TPAHCNOPTUPOBaHUA,
- MHTepBalbl MeXxay MOMeHTaMn nccnegoBaHuA,
- ccrnegoBaHuA, KoTopble AOSKHbBI 6bITb npoBeAeHbl B KOHUE KaXOo0ro UHTepBana.

4 Memoduka u npodosxumensHOCmb UccnedoeaHusi;

- YUCTIO UCCNEAoBaHWA, KOTOPbIE AOIDKHBI BbiTh BLINOSIHEHLI C peareHToM ANA ANarHoCTUKK in vitro, 3a-
BUCUT OT MPELIM3UOHHOCTU UCMONb3YEeMbIX METO/I0B TECTUPOBAHUA (YUUThIBas BapuabensHOCTb, KoTopas Mo-
XeT BbIThb cBsA3aHa ¢ 06opyaoBaHUEM U peareHTammn Ana QUarHoCTUKN in Vitro);

- NPOAOIKATENBHOCTL BLIMOSIHEHMS MPOTOKOMA U3YyHYeHUst CTaBUMBLHOCTY, KOTOPbIA MOXET BKMoYaTh B
cebs1 ONOMHUTENbHbIN A0BEPUTENbHBIA BPEMEHHON UHTEPBAar CBePX 3asiBMIEHHOrO O LieNeBoi CTabUNbLHOCTK;

- onucaHne aHanusa AaHHbIX.

5 Ccbinku Ha nio6bie MemoOdbi cMamucmuKu u ycrnoausi 05151 NPUHSMUST UiTu OMK/TOHEHUS1 OaHHbIX;

- KPUTEPUU NPUEMIIEMOCTH, KOTOPbIE AOIDKHbI BbITb JOCTUMHYTHI;

- MHTepnpeTauusi AaHHbIX.

MpoTokon AorKkeH BbITb YacTblo TEXHUYECKOM AOKYMEHTaLuUW, OTHOCSILLEIACS K peareHTy Ans AMarHocTu-
Ku in vitro.

4.3 Otyetbl 0 cTaBUNBLHOCTH

OT4eTbl 0 cCTabUNbHOCTU A0MKHBI BbITb NOArOTOBMAEHLI, YTOBLI JOKYMEHTUPOBATL pe3yrbTaTbl U3y4eHUs!
WU N3yYEeHUi.

Tpumep — lNMpomMexxymoyHbie u OKOHYamesibHbIe om4yemal.

OTYeTbl AOMKHBI, KAK MMHUMYM, BKloYaTb B cebst nnu cebinatbea Ha:

- NPOTOKOS, KOTOPbIA ObiT MPUMEHEH;

- UCMONb30BaHHYIO cepuio (cepun);

- BCe MonyyeHHble pe3ynbTaThl;

- aHanu3 gaHHbIX;

- KpUTEPUU MPUEMIIEMOCTU C onpeaeneHuemM ycnexa/Heyaauu;

- 3aKMoYeHNUs1 OTHOCUTESNIbHO CTaBUNBLHOCTU.

OTt4eThbl criegyeT noaaepXkuBaTh Kak 4acTb TEXHUYECKON AOKYMEHTaUMM OTHOCUTENBbHO peareHTa ans
[WarHocTuku in vitro.

4



roCT P UCO 23640—2015

5 MeToamku

5.1 O6wuMe nonoxeHun

5.1.1 Uenn
MeToauku AomkHbl ObITh BLINOAHEHBLI ANA TOro, YTobbl OLEHUTL U NOATBEPAUTL YTBEpXKAeHUe O CcTa-
6UnbHOCTU peareHTa ANs AUarHoCTUKN in Vitro.

MpumeyaHune—[3] copepxuT nHdOpPMaUmnio OTHOCUTENBHO YCIIOBUM M npoueayp, koTopasi MOXeT BbiTb No-
Ne3Hon Ans pa3paboTky U BLINOMHEHNS NCCNEAOBaHNI NO OLEHKEe CTabUINBHOCTU.

5.1.2 UccnepoBaHun

MccnenoBaHua A0MKHbI ObITb BbINONHEHBI B COOTBETCTBUN C METOAMKAMMW, OMMCAHHBLIMA B MPOTOKONe.
Yucrno uccnegoBaHuiA, KOTopble A0MKHbI ObITh BLINOSIHEHBI C peareHTOM A1sl AMarHoCTUKK in vitro, otobpaxa-
IOLLMX cneumduyeckue YyCnoBus U CPOKN XpaHeHUs, 3aBUCUT OT NPELM3UOHHOCTU UCNIONb3YEeMbIX METOAOB.

UccnegosaHna aomkHbl ObiTh BbINONHEHbI B 3a4aHHbIE MOMEHTbl BpEMEHU, YKkazaHHble B NPOTOKone.
MHTepBanbl BpeMeHU AoMKHbI ObiTb BbIGpaHbl Taknm 06pa3om, YTobbl OXBaTUTL, KaK MUHUMYM, BECb LieNeBon
CPOK roAHOCTW NPU XpaHeHUU. YUCno KOHTPOSbHLIX TOYEK BpEMEHN AOMKHO ObiTb BLIOpaHO Takum obpasom,
YyT06bI TEHAEHUUN MOTAN BbITb OTAUYUMBIMK OT BapuabenbHOCTM AaHHbIX.

KonuuyecTBo obpasua nccrnegyemoro peareHta anst AMarHoCTUKK in vitro AOSMKHO BbITb 4OCTATOUHBIM
AN NpoBeAeHUs Bcero uccneaosaHua U nobbix NOBTOPHLIX UCCefoBaHUNA.

YCcrnoBus oUeHKM cTabunbHOCTU peareHTa ansa AnarHoCTUKW in Vitro, KOTOPLIA OTNMYaeTcsl OT OKOHYa-
TernbHON KOHUIypaLn1, A0MKHbI ObITb 060CHOBaHBI C MOMOLLIO oLeHKU pucka (cm. UCO 14971 ans pykosoa-
CTBa Mo MEeHeMKMEHTY pyUcka MeaULNHCKUX N3aenuin Ana ANarHoCTUKK in vitro).

Mpumep — Omnu4us e o6bemax peazeHma unu docmassieHHbIe 8 Mamepuasnax, Komopbie OMmauY4aromces
om nepe8u4YHo20 koumeﬂHepa peaz2eHma.

5.1.3 Yucno cepuii, KOTopble AOMKHbI ObITb UCCNEAOBaHbI

YUuncno cepuia, KoTopble O0MKHbI ObITb NCCefoBaHbl, MOXKET 3aBUCETb OT 3aJa4 OLEeHKM cneyowmm oo-
pasoMm:

- 3 cepun — ans onpeneneHnss cpoka rogHoCTU Npu XpaHeHWU HOBOro peareHTa gnis AMarHoCTUKK in
vitro (CTabunbHOCTb B pearnbHOM BpEMEHN);

- 3 cepun — ansa NpoaneHust cpoka rogHOCTU NP XpaHeHun peareHTa ansa AuarHoCTUKK in vitro;

- 1 cepust — AN UMUTaLMK TPaHCMOPTUPOBAHNS;

- 1 cepusi — Ons oLeHKN cTabunbHOCTA B NPOLLECCe UCNONb30BaHWUA peareHTa 418 ANarHoCTUKN in Vitro;

- 1 cepusi — Anst MoaurLMpoBaHHOro peareHTa 418 ANarHocTUKN in vitro, B criydae ecnu oueHka pycka
B cootBeTCcTBMM ¢ MCO 14971 ykasbiBaeT Ha HEOBXOAMMOCTb OLEHKM CTabUnbLHOCTY.

WNcnonb3oBaHne MeHbLUEero, Y4em Tpebyemoe, Yncna cepuin 4OMKHO BbITb NOATBEPKAEHO OLLEHKOM pyUcKa
ONS peareHTa Anst AuarHocTuku in vitro B cootseTtctaun ¢ UCO 14971.

5.2 OueHKa cTabUNbLHOCTU B peanlbHOM BpeMeHU

5.2.1 Cpok rogHOCTU NpU XpaHeHUn
Bo Bpems oLieHKM cpoka rogHOCTU NPU XpaHeHU peareHT A8 4MarHoCTUKN in Vitro [OMKEH XpaHUTLCS B
YCINOBUSIX, YCTAHOBMNEHHbIX U3rOTOBUTENEM.

MpuMeyaHune— Cneundukaumm MoryT GbiTb OnpedeneHsl XxapakTepucTMkaMmu 06opya0BaHUS, UCMOb3YEMO-
ro Npu NccneaoBaHUK, UNu YCIOBUSIMU, B KOTOPLIX NMPOAYKT NPeanonaragtcst XpaHuTb.

Mpumep — Ons x0n00unbHUKOS, UCNO/IL3YeMbIX OJ1s1 XpaHEeHUsI pea2eHmoae 8 1abopamopusix, 06LI4HO 3a-
Ai8/1eH KOHMPOobL memnepamypbi mexdy 2 °C u 8 °C. OyeHka cpoka 200HOCMU NMPU XpaHeHUU He G0/KHa K-
Jamsb e cebss memnepamypsi Huxe 2 °C u ebiwe 8 °C.

5.2.2 CTabunbHOCTL BO BpeMsi TpPaHCMNOPTUPOBaHUA

WsroTosuTeNb OMKEH BEpUPULIMPOBATL, YTO 3asiBMNEeHHbIE YCMOBUS TPaHCMOPTUPOBaHNSA He BMMUSIIOT Ha
CPOK rOAHOCTU peareHTa Ans ANarHoCTUKNM in vitro.

B cnyyae ecnu ycnoBus TpaHCNOPTUPOBAHUA UMUTUPOBAHLI, paspaboTka NpoTokona AomkHa GbiTb
OCHOBaHa Ha 3HaHWsAX 06 yCroBUsIX TpaHCMopPTUPOBaHMA. Ecnm Takmx gaHHBIX HET, U3roTOBUTESb AOMKEH OCY-
LLeCTBUTL onpeaeneHne peanbHblX YCOBUA TPaHCMOPTUPOBaHNS B KAYECTBE OCHOBbI Asl TaKOW MMUTaLMN.

Mpumep — lMpodomkumensHocMs MpaHCIOPMUPOB8aHUsl, oxuBaemasi memMnepamypa, e/1aXHOCMb.

5.2.3 CTtabuMnbHOCTL NpU UCNONb30BaHUMN
CrabunbHoCTb Npu UCNOML30BaHUN A0MKHA OTpaXKaTb 0BblYHbIE YCIOBUS UCNOMb30BaHMS.
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Mpumep — Cma6bunbHocms 8 npubope, soccmaHos/IeHUe, cCMabusbHOCMbL 8 OMKPLIMOM (br1aKoHe.

5.3 YckopeHHas oueHKa cTabUNbHOCTU

5.3.1 O6wue nonoxeHus
YcKkopeHHas oLeHka cTabunbHOCTU MOXeT BbITb NPUMEHEHa Kak OCHOBa A1 YCTaHOBMEHMS! NepBoHa-
YanbHOro cpoka rogHoCTU Ans BBOAUMOrO NpoayKra.

MpumevaHuns
1 [InA HEKOTOPbIX PEareHTOB YCKOPEHHAas OLeHKa CTabUnbHOCTU MOXKET OKa3aTbCA HENPUMEHUMOMN.
2 Cw. [3] ans nHdopmaumm 0 MeToanKax YCKOPEHHOW OLeHKU CTabnbHOCTY.

5.3.2 MeTtoguka

MaTepwnan, nognexawuii UcCrnegoBaHWio, AOMMKEH XPaHUTLCA B YCMOBUSX, ONUCaHHbIX B MHpopMaLnm
W3roToBUTENS, BNNOTb A0 Havana uccnegosaHus. MaTtepuan, BKIHOYEHHbIA B YCKOPEHHYHO OLeHKY cTabunb-
HOCTW, [OMKEH 3aTeM ObiTb MOABEPrHyT onpeaeneHHbIM ycroBus cTpecca. Mpobbl AomkHbI GbITh yaaneHsl B
ykasaHHOe BpeMmsi U UCCneaoBaHbl Uiy BO3BPaLLeHbl B YCIIOBUSA XpaHeHWs, Kak onmcaHo B MHdopMaumu, npea-
OCTaB/IEHHON W3rOTOBUTENEM, [OC 3aBeplleHUs WCCreaoBaHWs B COOTBETCTBMM C  YCTaHOBMEHHBLIM
MPOTOKOINOM.

5.3.3 AHanus paHHbIX

AHanus gaHHbIX yCKOPEHHOMN oLeHKU cTabunbHOCTM AOMKeH ObITb NpoBeAeH B COOTBETCTBUM C NPOTOKO-
nowm.

Tpumep — fuaepamma AppeHuyca, HennuHeliHoe ModesiupogaHue.
5.3.4 OueHKU U 3aKnMOYeHUsA

CpOK rogHoCTN yCTaHaBNMBakOT Ha OCHOBE aHall3a AaHHbIX, UHTepnpeTaunun U npeasaputenibHo ycrta-
HOBNEHHbIX KpUTepues NpUeMnemMocTu.
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Mpnnoxenne OA
(cnpaBo4Hoe)

CBefeHUs1 0 COOTBETCTBUU CChINOYHBLIX MeXAYHapoAHbIX CTaHAapToB
HauuoHanbHbIM cTaHaapTam Poccuiickon ®enepauum (U gecTBYIOWUM
B 3TOM KayecTBe MeXrocyAapcTBeHHbIM cTaHAapTam)

Tabnuua OA.1

O6o3Ha4YeHne CCbINOYHOro CreneHb 0603HavYeHe U HanMeHOBaHWe COOTBETCTBYIOLLErO
MeXOyHapoaHoro ctaHaapra COOTBETCTBUSA HaLUOHaNBHOIo cTaHaapTa
NCO 14971:2007 IDT [OCT ISO 14971—2011 «WMzgenua meanumHckme. Mpun-
MEHeHne MeHeKMEHTa pucka K MeauunMHCKUM N3gernnam»

MpumedaHne—B HacTosiwen Tabnuue MCNoNb3OBaHO criegylollee ycroBHoe o60o3HaueHne CTeneHn cooT-
BETCTBUS CTaHOAPTOB:
IDT — ngeHTu4YHble CTaHaapThbI.
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[2] EN 13640 Stability testing of in vitro diagnostic reagents (EH 13640 NccnepgoeaHne cTabunbHOCTM peareHToB
Onst QUarHocTukK in vitro)*

[3] CLSIEP25-A Evaluation of Stability of In Vitro Diagnostic Reagents, Approved Guideline (CLSI EP25-A OueHka
CcTabuUNBHOCTU peareHTOB AnA ANarHoCTUKKM in vitro; npuHsaToe pykoBoacTeo). CLSI, Wayne, PA,
2009
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pernameHToB U CTaHaapToB.
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