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HAUMWOHANBbHBIAN CTAHAOAPT POCCUMNCKOW ®EAEPALUMU

NCCNEQOBAHUE CTABUNIbHOCTU PEATEHTOB
AanAa AMArHOCTUKMU IN VITRO

Stability testing of in vitro diagnostic reagents

Data BBegenna — 2012—01—01

1 O6nacTb NnpUMeHeHunsA

HacToawuia ctangapT nprMeHAeTCsa Npu NpoBeAeHNM UCCneaoBaHUsa CTabunbHOCTN peareHToB Ans au-
arHOCTUKM in vitro, BkNtovas cobBCTBEHHO peareHThl, KanubpaTopbl, KOHTPOMbHLIE MaTepuansl U Habopbl pea-
reHTOB (Janee — peareHTbl AN OWArHOCTUKW in vitro). Hactoawwmidi ctaHgapT ycTaHasnueaeT obuiuve
TpeboBaHMs K UCCNefoBaHUIO CTabMNBLHOCTU peareHToB, a Takke crneLuansHele TpeboBaHMs K uccnegoBaHu-
AM B peanbHoM MaclTabe BpeMeHW U YCKOPEHHbIM WUCCNefoBaHWUAM Mpu onpedeneHnn cTabunbHocTH €
Lenbto:

- YCTaHOBNEHUS CpPOKa rOAHOCTWN peareHTOB ANS AWArHOCTWKWU in vitro, BKoyasi cTabunbHOCTL npu
TpaHCNopPTUPOBaHWU;

- YCTaHOBIEHUs CTabWUbHOCTM peareHToB AN AWArHOCTUKW in Vitro B npouecce NpUMeHeHust nocne
NepBOro OTKPLITUA NEPBUYHON YNaKOBKM,

- MOHWTOpUHra cTabunbHOCTU peareHToB AN AUArHOCTUKW in Vitro, yxe pa3MmelleHHbIX Ha pbiHKe;

- BepudmrKaumm cTabunbHOCTU peareHToB AN AMarHOCTUKW in vitro nocne nx mogndukauum, kotopas
CrnocobHa U3MeHUTb CTabUnNbHOCTb.

Tpe6oBaHUA HACTOSILLEroO CTaHAapTa He NPUMEHSIIOT K MHCTPyMeHTaM, npubopam, o6opyaosaHuto, cuc-
TemaM unm emkocTam ans cbopa o6pasiLos Guomarepuarnos.

2 TepMuHbI M onpeaeneHns

B HacTosileM cTaHaapTe NpUMEHeHb! crneaytowe TEPMUHBI C COOTBETCTBYIOLIMMU onpeaeneHUsamu:

2.1 yckopeHHOoe uccrnegoBaHue cTabunbHocTu (accelerated stability study): Uccneposanue cta-
GUNLHOCTU, NpeAHa3HaYeHHoe AN NOBLILWEHNA CKOPOCTU XMMUYECKON Unu husnyeckon aerpagauum peareH-
Ta AN AMarHoCTUKK in vitro nyTem UcnoNb3oBaHUA YCUIEHHbIX BO3AENCTBUI (YCnoBuit) Ans npeackasaHua
cpoka rofgHoCTu.

M punmeyaHue—lnaH ycKOPEHHOro UCCNEAOBaHNA CTAOUITBHOCTU MOXET BKINIOYATh B Ce65 NOBLIWEHHYI0 Unn
NMOHWXXEHHYI0 TEMNEpaTypy, 3aMOpPaXXUBaHUe, BbICOKYIO BNAXHOCTb, CBET U BUOpaumio.

2.2 naptua (batch): lNoT, onpegeneHHoe KONMYECTBO MaTepuarna unM CTapToBoro Marepuana, npome-
)KYTOYHOTO UM OKOHYaTeNbHOro NpoAayKTa, KoTopoe eanHoobpasHo No CBOMM CBOWCTBaM U BbIno npousseae-
HO B OHOM MpoLecce UM cepun NPoLIeccoB.

[EH 375:2001]

2.3 cpok rogHocTHU (expire date): [laTa, 4o KOTOPOW XapaKkTepucTuK/A NpoaykTa obecnevnsaloTcs Usro-
TOBUTENEM Ha OCHOBE CTabUNbHOCTY peareHTOB AN AUarHoCTUKM in vitro.

[EH 375:2001]

U3panve opmumansHoe
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2.4 peareHT ana ANMarHOCTUKM in vitro (in vitro diagnostic reagent, IVD reagent): Usgenue ana auar-
HOCTUKM in Vitro, KoTopoe ABNAETCA peareHToM, peakTUBHbLIM NPOAYKTOM, KannbpaTopom, KOHTPOMbHLIM MaTe-
puanom unum Habopom peareHToB.

MpumeuvyaHnue 1— OTHOCUTENBHO ONpeaeneHnst U3nenust MeauLMHCKOTO ANA ANArHOCTUKKM in vitro — cMm.
6ubnnorpadwmio.

Mpumeuvanne 2— BHEKOTOPLIX CyYanx OTAENbHLIE PeareHTbl A AUArHOCTUKN in Vitro MOryT NPUMEHATBLCA
B BETEpUHapuu.

[EH 375:2001]

2.5 nccnepoBaHue cTaGuUNbHOCTU B peanbHOM BpeMeHu (real-time stability testing): MNomeleHne
peareHTa Ans1 QMarHOCTUKK in Vitro B yCNoBwuA, NpeasnavMblie N3roToBUTesIeM, Kak COOTBETCTBYIOLLME TEM, B
KOTOPbLIX OHW HaxoasaTCs MpK TPaHCNOPTUPOBaHUN, XPaHEHUW U NPUMEHEHUN, N UccrnefoBaHUe UX 3KCnIya-
TaLWOHHOW HadeXHOCTUN U CTaBUIBHOCTU B 3TUX YCNOBUSIX.

2.6 nepuop rogHocTu (shelf life): Mepuoa Ao ncteyeHnsa cpoka roqHoOCTU.

[EH 375:2001]

2.7 ctabunbHocTb (stability): Cnoco6HocTb peareHTa Ana AMarHOCTUKK in vitro, HaxoasiLerocs B onpe-
AeNeHHbIX YCIOBUAX, COXPaHATb Ha NPOTsXKEHUW nepruoga rogHOCTU CBOM CBONCTBA WU PyHKUMOHAbHbIE
KavecTBa B npegenax, onpeaeneHHbIX U3roToBUTeNeMm.

[EH 375:2001]

3 O6wwme TpeboBaHMA

3.1 MNpoTtokon

3akro4eHns 0THOCUTENBHO CTabUNBHOCTU peareHTOB A5 QUArHOCTUKW in Vitro AOMMKHBI ObITb OCHOBaHLI
Ha JaHHbIX, KOTOPbIe MoSy4YeHbl B COOTBETCTBAM C MPeABapUTEribHO YCTaHOBMNEHHBLIM MPOTOKOMNOM, BKITHOYato-
Wwmm B cebsn, No KkpaHen mepe, cnegyowie getanu:

- OTBETCTBEHHOCTb;

- YyeTKas uaeHTUdUKaLna peareHta ana AMarHocTuku in vitro;

- npegnonaraemble yCrioBUSA XpaHeHus;

- 0b6beKT U Lenb nccreaoBaHus;

- MHdopmMaums o npobax (Hanpumep, HoMep NapTuK, KOMNYECTBO, KOHTENHEpP, UaeHTUdDUKaLus);

- pekomeHayeMmble YCroBus XpaHeHust Npob (HanprmMep, 3amopaxuBaHue, XpaHeHue B XoNoaunbHuKe,
KOMHaTHas TemnepaTypa);

- MUTaLMA YCNOBUIA TPAHCMOPTUPOBAHMS, eCiv He0BX0AUMO;

- WHTepBarnbl Mexay uccrnegoBaHUAMU;

- MccnegoBaHus, KoTopble AOMKHbI ObITb B KOHLE KaXKAoro MHTepeana (Hanpumep, npoueaypa u npo-
OOIKNUTENBbHOCTb UCCNeaoBaHus);

- KpUTEpUW, KOTOPLIM AOSMKHA OTBEYaTb CTaBUNBHOCTD;

- MHTepnpeTauma AaHHbIX.

3.2 3aknouuTenbHLIA OTYeT

3aknounTenbHeIN 0T4YET A0KeH ObiTb NOATrOTOBMEH MO 3aBepLUEHUN Kaxaoro uccrnenoBaHus. [laHHbIA
oT4eT AOMKeH BKNoYaThb cneaytowme ceeaeHns:

- NPOTOKOS, B COOTBETCTBUM C KOTOPbIM OTYET NOArOTOBMEH;

- uccneaoBaHHbIe NapTun;

- BCe pesynbTarhl, NoNy4YeHHbIe Nph nccneaoBaHuuy;

- pesioMe U 3aKIoYeHUs OTHOCUTENBbHO CTabUNbHOCTU.

3aknounTenbHbIA 0TYET AOMKEH BbITh YacTblo TEXHUYECKON AOKYMEHTaLUUW, CBA3AHHOW C peareHToM
ANA ANarHoCTUKK in vitro.

4 MeTtoaukun

4.1 O6wmMe NnonoxxeHus

OueHka cTabunbHOCTU A0MKkHa 6bITb OCHOBaHAa Ha AaHHbIX, BEITEKAOLLWX U3 UCCNEAOBaHUI B pealibHOM
BpeMeHW. B 3aBUCMMOCTU OT pyCKa, CBSI3AHHOTO C peareHToM OISl ANarHOCTUKW in vitro, laHHble, NoNyYeHHble
npy YCKOPEHHOM MCCreJoBaHUK, a Taikoke Ha OCHOBaHWUM ONbITa NPUMEHEHUs ApYrux peareHToB Ans AuarHoc-

2
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TUKW in vitro, KOTOPbIE pacCMaTPUBAOTCA Kak CONMOCTaBUMbIE B OTHOLLEHUU UX NPOdUNsa CTabUNLHOCTH, Takke
MOTYT BbITb MPUHATEI BO BHUMaHWe. Ecniv npu pasmelleHny peareHTa ans auarHoCTUKK in Vitro Ha pblHKe 3asB-
neHve o CcTabUNbHOCTN OCHOBAHO Ha TaKMX NpeaBapUTEerNbHbIX AaHHbIX, 3TW AaHHble A0MKHbI GbiTb
BNocneacTBUM NoATBEPKAEHBI UCCNEAOBaHUAMMU B peanibHOM BPEMEHWN.

WccneposaHuio moxeT BbiTb NoaBeprHyTa Nobas npeaocTaBneHHas NapTUA peareHTa Ans AMarHoCTUKK
in vitro, ycnosus NpoVU3BOACTBA KOTOPOI He OTNNYaKTCH CYLIEeCTBEHHBIM 06pa3oM OT YCIoBUIA NPOU3BOACTBA
0BbIYHOI NpOoAYKLNK.

UTobbl 0XBaTUTL OCTAOLLYIOCA HeonpeaeneHHOCTb, 3asiBNeHMe 0 CTabunbHOCTU AOMKHO BKMOYaTL B
cebsi cooTBETCTBYIOLWMIA Npeaen 6esonacHocTU.

MsrotoBuTENb AOMKEH Y4EeCTb HEOBXOANMOCTb PEryNsIPHOrO MOHUTOPUHIA CTAabMUINBHOCTU peareHTa ans
[NarHoCTUKK in Vitro, y)xe pasMeLLIEHHOro Ha pbIHKe, U, ecriv noTpebyeTcs, paspaboTaTb COOTBETCTBYIOLLYIO
nporpaMMy MOHUTOPWUHra. ONs 3ToN Lenn MoxeT OblTb 4OCTATOYHBIM NPOBeAEHUE UCCIEA0oBaHUA B KOHLE
cpoka roaHocTu.

MUWHUManNsHOe KONMYeCTBO NapTWid, KOTOpoe AO/MKHO ObITb UCCNeqoBaHO, B 3aBUCUMOCTU OT LENU Uc-
cneaoBaHNs MOXET COCTaBMATh!

- TpW NapTu1 Ansa sepudumkaLlm cpoka roaHoCT HOBOro peareHTa Ans AUarHoCTUKM in vitro (aonrospe-
MeHHas cTabuUbHOCTb);

- OfHY NapTWo AN UMUTAaLMN TPaHCNOPTUPOBaHUS;

- OofHYy napTuio ANA UccrenoBaHWUs CTabUnbHOCTM peareHToB Ansl ANarHOCTUKA in Vitro BO Bpemsa uc-
MonbL30BaHNsA (Hanpumep, BOCCTaHOBEHHbIX UM NePBOHAYaNbHO YNakoBaHHLIX Nog BakyyMoM).

B apyrux cnyvasix 4omkHO BbITb MCcnedoBaHo, NO KpalHei Mepe, crieqytollee Konu4ecTBo napTuUid:

- TpW NapTuM NP1 NPoASIEHNN cpoka roAHOCTU peareHTa Anst AMarHOCTUKM in vitro;

- o[Ha napTua npu MoandUKauum peareHTa.

Mpwn pasmelLeHUN peareHTa ANa AMarHOCTUKK in Vitro Ha pbiHKe BCe 3asiBNeHUst 0 CTabunbHOCTU AOMKHbI
6bITb NOATBEPKAEHBI 2A4eKBaTHLIMN AaHHBIMU, YHUTHIBAIOLLIMMU PUCKK, COYETAIOLLUMECA C peareHTaMu ANns auar-
HOCTWKW in Vitro, N BO3MOXHOE KPUTUYECKN BaXXHOE BIIMSIHAE UCTMONB3OBAHHOIO ChipbsA, €CNU 3TO NPUMEHUMO.

MpumedyaHune—TepMnH «KKPUTUHECKOE» OTHOCUTCS K BIIUSIHWIO HA CTABUNBbHOCTD.

4.2 UccnepoBaHue cTabUNBLHOCTU B pearbHOM BpeMeHu!

4.2.1 Uenu nccnegoBaHus cTabunbHOCTU B pearibHOM BPeMeHM

4.2.1.1 O6wme nonoxeHus

WccnepgosaHue cTabunbHOCTW B peanbHOM BpeMeHM AOfKHO BKIToYaTh B cebs uccnenosaHue aonro-
BPEeMeHHOW cTabuUNbHOCTU, MOKPbIBAIOLWEN CPOK FOAHOCTU, MUMUTALMUK TPaHCNIOPTUPOBAHNUS U CTabUNbHOCTH
npu NpUMEHEHNUN.

4.2.1.2 JonrospemMeHHas cTabunbHOCTb

Mpu nccnegosaHu AOMrOBPEMEHHON CTaBUNbHOCTU peareHT Ansl AMarHoCTUKU in Vitro QomkeH xpa-
HUTbCA B YCMOBUSX, PEKOMEHA0BaHHLIX U3rOTOBUTENEM (HanpuMep, TeMneparypa, BnaxHoCTb).

WNcecnepnosaHue gomkHo B6bITb NPoOBEAEHO B MHTEPBarbl BpeMeHU, ykazaHHble B MpoTokone. MHTepBansl
BpPEeMeHU OSKHbI 0XBaTbIBaTb, M0 KpalHen Mepe, Kak OCHOBHYHO MULLIEHb, CPOKW FOAHOCTU, a TakKe, eCnn BO3-
MOXHO, MHTepBarbl BpeMeHu, Npodoskatolimeca A0 TOro MOMeHTa, korga byaet oTMeveHo CyluecTBeHHoe
yXyJLleHue 3KCnyaTauMoHHbIX XapaKTepuUCTUK peareHTa Ans AMarHoCcTUKu in vitro.

4.2.1.3 Umutauus TpaHcnopTUpoBaHus

NmuTaumsa TpaHCopTHOro cTpecca AoMmkHa BbiTb OCHOBaHa Ha cBefieHUsIX 00 YCNOoBUSX TpaHCNopTUpOBa-
HUS (HanpuMep, NPOAOIKUTENbHOCTb TPAHCMNOPTUPOBaHWS, Npednonaraemasl Temnepatypa U BnaxHoctb). Mo
BO3MOXHOCTU, CreyeT U3y4nTb pearibHble YCIoBUSA TPaHCTOPTUPOBaHMUSA, YTOObl 060CHOBATb YCMIOBUA MMUTALMN.

4.2.1.4 CrabunbHocTb B NpoLecce NpuMmeHeHust

WNccneposaHue cTabunbHOCTU B peanbHOM BpeMeHu Ans onpeaeneHus ctabunbHoCTH B npoluecce Npu-
MeHeHUs AOMKHO oTpaxaTb 0Bbl4HbIE YCNOBUSA NPUMEHEeHUsI peakTUBa, KOTopble YkasaHbl U3roTOBUTENEM.

4.2.2 Metoguka

4.2.2.1 Matepuan

JomkHO BbIThb UCMOMBb30BAHO AOCTATOMHOE KOMMYECTBO MaTepuyana napTuM peareHTa Ans AnarHocTUKu
in vitro, 4ToBbl ero XxBaTUMo ANA NPOBEAEHUs BCero nepuoaa uccriefosanusa. Ecnu peareHT ans AMarHOCTUKK
in vitro He XpaHUTCA UNK He NoABepraeTcs BO3AENCTBNIO B KOHEUHOIN KOHUrypauum, B YaCcTHOCTU, B OTHOLLIE-
HUKM obbemMa 1nu MaTepuana NnepBUYHON YNakoBKWU, U3rOTOBUTENb AOIDKEH aAekBaTHO 0BOCHOBaTL NpaBoMep-
HOCTb 3TOrO peLUeHns.
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4.2.2.2 ViccnenoBaHus 1 OLEHKK

PaspabaTtbiBasi aHanMTU4eCKylo METOAMUKY, N3roTOBUTEMb AOMMKEH yYecTb BapuabenbHOCTb, KoTopasi
MOXeT ObITb MpUCyLLa peareHTy Anst ANarHoCcTUKA in vitro unin obopyaoBaHuio.

Yuncno uccnegoBaHuin, KOTopoe A0MKHO BbiTb NPOBEAEHO C peareHToOM AN ANarHoCTUKN in vitro, 3aBu-
CUT OT NPELM3NOHHOCTN NCMONb30BaHHOIO METoAa UCcCcneoBaHus.

4.3 YckopeHHoe uccneaoBaHue cTabunbHOCTU

4.3.1 YcnoBusa xpaHeHUs U UHTepBalbl UccrefoBaHU

XOoTs MOTyT 6bITb MPUHSITHI BO BHUMaHWE apyrue dakTtopbl (HanpuMmep, YyBCTBUTENbHOCTb K CBETY, BaX-
HOCTb, HM3KasA TemnepaTypa), 0ObIYHO peareHTbl 4N AUarHOCTUKKM in Vitro noaBepraroTcst pasnnyHbIM MoBbl-
LWeHHbIM TemnepaTypaM. N3roToBuTeNb OMKEH YyCTaHOBUTL HEobXoaMMbIE YCIOBUSI CTpecca U MHTepBarbl
nccrneaoBaHus, KOTopble AOMKHbI NPUBECTU K 3HAYUTENbHOMY paspyLUeHUo peareHTa Ans AUarHocTukn in
vitro 3a nepunoa uccnenoBaHust, YTobbl MOXHO 6bINIO NPOBECTU MaTEMaTUYECKYO SKCTPaNOsALMI0.

4.3.2 Metoguka

4.3.2.1 Matepuan

MaTepuan gnsa uccrnefoBaHNa AOMMKEH XPaHUTLCA B YCMOBUSIX, KOTOpble onpeaerieHbl U3roToBUTEeNeM,
[0 Havarna nporpamMmmbl YCKOPEHHOTO UccrneaoBaHns cTabunbHocTH. 3aTtem 4ocTaTouHoe KONMMYeCcTBO MaTepu-
ana gofmkHo 6bITb MOABEPTHYTO BO3AENCTBUIO ONpedeneHHbIX CTPECCOPHbIX YCroBuiA. Mpobbl AomKHbI BbITh
B3ATbl Yepe3 YCTaHOBMEHHbIE NHTEPBasbl BpEMEHN U COXPaHSITbCH B onpeaeneHHbIX YCNoBusiX 4o nposeae-
HWUs aHanusa. Ecnin peareHT Ans AnarHoCTUKW in vitro He NoABepraeTcsl BO3AENCTBIIO B KOHEYHOI KoHdUrypa-
UMM, B YACTHOCTM, B OTHOLIEHWW oObeMa M MaTepuana MepBUYHON YMNaKoBKW, WU3rOTOBUTENb LOSIKEH
afeksaTHo 060CHOBaTbL MPaBOMEPHOCTb 3TOTO PELLEHUS.

4.3.2.2 WccnenoBaHua 1 oLEHKN

Wccneposanusa 4omkHbI BbITe NPOBEAEHbI B COOTBETCTBMM C NPOLIEAYPOI, ON1caHHOM B NpoTokone. Yuc-
110 UccneoBaHui, KoTopble A0IMKHBI BbITh NPOBeAEHbI C peareHToM Anst ANarHOCTUKN in Vitro B COOTBETCTBYHO-
LUMX YCMOBMSAX U 32 COOTBETCTBYIOLLMA NEPUO BPEMEHU, 3aBUCUT OT NPELM3NOHHOCTU UCMONb30BaHHOIO
MeToAa uccreaoBaHus.

4.3.3 UHTepnpeTaums pe3ynbTaTtoB

Ecnu pesynbTaTtbl YCKOPEHHOrO MCCNeaoBaHUsa cTabUNbHOCTM UCNONb3YIOT ANsl YCTAHOBIIEHMS cpoka
roAHOCTY B peKOMeHA0BaHHbIX YCITOBUAX XpaHEeHUS, NPy OTCYTCTBUM AaHHbIX UCCreJoBaHWs B pearbHOM Bpe-
MEHW, 3TO OOIMKHO ObITb cAenaHo Ha OCHOBE OMbiTa ¢ NOAOOHBLIM peareHToOM ANs ANarHOCTUKN in vitro n/unm c
1cnonb3oBaHUeM ypaBHeHUs AppeHuyca M Apyroro ycTaHoBNeHHOro MmeToaa.
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MpunoxeHne A
(cnpaBo4Hoe)

MeToauka pacueTa cpoka rogHOCTU NPU YCKOPEHHOM UccrefoBaHun
CTabUNbBHOCTU Ha OCHOBe ypaBHeHUA AppeHuyca

PacueT cTabunbHOCTU NpW AaHHON TeMNepaType XpaHeHUsi C UCMNONb30BaHMEM ypaBHeHNs AppeHnyca MOXET BbiTb
BLIMONHEH CNeayowum obpasom:

a) [ns kaxgon TeMmnepaTypbl XpaHeHWs 4eCATUYHBIN Norapmdm KOHLEHTpaLum (OCb y) COOTHOCAT C TemMnepaTypon
(oCb Xx) M paccuUnTLIBAIOT ypaBHEHUE perpeccumn y = ax + b.

b) 3HauyeHue B NpoueHTax BpEMEHW «HOMb», NPU KOTOPOM peareHT A5 ANarHOCTUKW in vitro CTaHOBUTCA HEroge,
paccunThIBaOT HA OCHOBE ONpedeneHHbIX KpuTepreB cTabunbHocTu. Pesynbtat npeobpasytoT B AeCATUYHBIN norapudm.

¢) Ons kaxpov TeMnepaTypbl B ypaBHEHUM, NPYBEAEHHOM B NEPEUNCIeHUN a), ¥ 3aMeLLatoT AeCSTUYHbLIM norapud-
MOM, KaK yKa3aHo B nepeumncriennmn b), n paccuntbiBaloT BpeMs cTabuneHOCTH (X).

d) MNokasaTenu BpeMeHu, paccuMTaHHbIe B COOTBETCTBMU C NepeYmncrieHnem ¢), npeobpasyloT B AeCATUYHbIE Nora-
puMbI BpeMeHW. [lecsiTMUHbIN norapugm BpeMeHm (OCh y) COOTHOCSIT C PeLIMNPOKHBIM 3Ha4YeHeM abcontoTHOW TeMnepa-
Typbl (0Cb x). PaccunTeiBaloT ypaBHeEHVE perpeccum y = mx + n.

e) Oxugaemoe Bpemsi CTabuIbHOCTU AN AaHHOW TemnepaTtypbl XpaHeH sl MOXET GbiTe paccunTaHo, UCMoNb3ys
ypaBHeHwWe, NpvBeeHHOe B nepevncrnienun d).
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MpunoxeHune ZA
(cnpaBoy4HOe)

CooTBeTCTBUE pa3fenoB HacTOALWEro cTaHAapTa OCHOBHbLIM TpeGoBaHMAM
EBponeinckon OQupektusbl 98/79/EC

Tabnwuua ZA.1— CooTBeTCTBME pa3denoB HACTOSILEro cTaHaapTa Tpebosannsim EBponerickon [upekTmBbl
98/79/EC

Moapasnensl/NyHKTBI HACTOSILLErO cTaHaapTa COOTB? TCT? ylolme Tpeosanms
Esponeiickoit Ainpektusel 98/79/EC
41 A3, A4, A5
4.2.1 A4, A.5,B.8.4, nepeuncnenue e), B.8.7, nepeuncnerue a)
4212 B.8.4, nepeuucnenue e), B.8.7, nepeuncnenue a)
4213 A4, A5
4214 B.8.7, nepeuncnexue c)
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Bubnuorpadua

[11 EN 375:2001 WnHdopmaums, NpeaocTaBnsiemMmas M3aroToBUTENemM ¢ peareHTaMmu ans auarHoCcTuKK in vitro ans npodec-
CUOHAIbHOTO NPUMEHEHUSsI
(Information supplied by the manufacturer with in vitro diagnostic reagents for professional use)
[2] Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical
devices, OJEC, 1998, No L 331
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