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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

UWCCIIEQOBAHUE CTABUIIBHOCTU PEAIEHTOB
ANA QJUATHOCTUKU IN VITRO

Stability testing of in vitro diagnostic reagents

[lata BBeaeHna — 2012—01—01

1 O6nactb NpMeHeHUA

HacTtodawunia ctTaHgapT NpuMeHaeTCcs npu npoBegeHn nccrnegoBaHuns ctTabunbHOCTU peareHToB Ans An-
arHOCTUKWN in vitro, BKNtoYasi COOCTBEHHO peareHTbl, KanmbpaTopbl, KOHTPOMNbHbIE MaTepuranbl 1 Habopbl pea-
[eHTOB (Oanee — peareHTbl ANg AuarHocTuku [n vitro). HacTtoqawun ctaHaapT ycTaHaBnuBaeT obuiue
TpeboBaHUA K UCCNegoBaHNI0 CTabUNMbHOCTU peareHToB, a TakKe cneunanbHble TpeboBaHUs K uccnegoBaHu-
M B peanbHOM Macwtabe BpPeMeHU U YCKOPEHHBLIM UCCNeaOoBaHUAM MNpW onpegeneHnn cTabunbHOCTU C
Lenblo:

- YCTaHOBMNEHUA CpoKa rogHOCTU peareHTOoB ANS AWArHOCTUKU in vitro, BKNovas cTabunbHOCTb Npw
TPaAHCNOPTUPOBAHNA;

- YCTaHOBNEHUNA CTabUNbHOCTK peareHToB AN ANarHoCTUKK in vitro B npouecce NpUMeHeHUsa nocne
NepBOro OTKPLITUA NEePBUYHOU YNAKOBKWU;

- MOHWUTOPUHra cTabunbHOCTU peareHToB ANSl ANarHOCTUKK in vitro, yXXe pasMelleHHbIX Ha PbIHKE;

- Bepudukaunm cTabunbHOCTUA peareHTOB AN AUarHOCTUKK in vitro nocne nx moandpukaumm, Kotopas
cnocobHa U3MeHUTb CTabUNbHOCTL.

TpeboBaHUs HACTOALLIErO cCTaHAapTa He NPUMEHSIIOT K UHCTpYMeHTaMm, npubopam, obopyaoBaHUIO, CUC-
TeMaM UM eMKOCTAM Anda coopa obpasLoB bruomatepmnanos.

2 TepMUHbI U onpegeneHns

B HacTodaweM cTaHaapTe NpuMeHeHbl cneayrowme TepMuHbl C COOTBETCTBYIOWMMIK onpeaeneHUsamMu:

2.1 ycKkopeHHoe uUccneaoBaHue ctabunbHocTU (accelerated stability study): ViccnegoBaHue cTa-
OMNBHOCTKU, NpeagHa3HavYeHHoe ANA NOBLILLWEHUSA CKOPOCTU XMMUYECKOU nnu usnveckon gerpagaunm peareH-
Ta ANa OQUuarHoCTUKKU In vitro NyTeM UCNONb30BaHMUA YCUNEHHBIX BO3ASUCTBMM (YCNOBUK) ANA npeackasaHng
Cpoka rogHocTHu.

[ PUMEYAaHWNE— [1naH YCKOPEHHOIO UCCIieO0BaHUA CTabMNBbHOCTN MOXET BKIMOYaTh B CebH NMNOBbILLEeHHYIO UIN
NMNOHWXEHHYI) TEMMNEepPaTypy, 3aMopaXnBaHNE, BbICOKYH) BITaXXHOCTb, CBET U Bm6pau,m0.

2.2 naptua (batch): JloT, onpeaeneHHoe KONMMYECTBO MaTepurana UnM cTapToBOro Matepuana, npoMe-
XKYTOYHOIMo UMK OKOHYaTENbLHOro NpoayKTa, KoTopoe eaMHo0bpasHo No CBOMM CBOUCTBAM U ObINO NpounsBeae-
HO B OAHOM rnpoLuecce Ui cepun npoLeccosB.

[EH 375:2001]

2.3 cpoK rogHocTu (expire date): [1aTta, 40 KOTOPOWU XapakTepUCTUKK NpoayKTa obecneynBatoTCH U3ro-
TOBUTENEM Ha OCHOBE CTabUNMbHOCTU peareHToOB AN ANarHOCTUKN in Vitro.

[EH 375:2001]

U3pgaHne odbvumanbHoe
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2.4 peareHT AnA AUWarHoCcTUKMU in vitro (in vitro diagnostic reagent, IVD reagent): Isgenue gna gnar-
HOCTWUKW in vitro, KOTOpOoe ABNSIETCHA peareHToOM, peakTUBHBLIM NPOAYKTOM, KanudbpaTopoM, KOHTPONbHBLIM MaTe-
pUanom nnu Habopom peareHToB.

[TpumevyaHmne 1— OTHOCUTENBHO OMnpeaeneHns n3genusa MeauuuHCKoOro anst AMarHoCTuku in vitro — cm.
bubnunorpadwtio.

[IpumedvdaHune 22— BHeKkoTOpbIX Cnydasx oT4elbHbIE peareHTbl 48 QUarHoCTUKN in vitro MoryT NpUMeHATbCS
B BETEPUHAPUW.

[EH 375:2001]

2.5 uccneaoBaHne cTabunbLHOCTU B peanbHOM BpeMeHM (real-time stability testing): lNomeweHue
peareHTa Ans gMarHoCcTUKK In vitro B YCNOBUA, NpeaBnanmble N3roToBUTENEM, KaK COOTBETCTBYIOLWLUE TEM, B
KOTOPBLIX OHWU HAaXoaAaTCA NPy TPaHCMOPTUPOBaHUN, XpaHeHUU UNU MPUMEHEeHUN, 1 UccneaoBaHUe UX 3KCnya-
TaLUWOHHOW HAAEXHOCTU U CTADUMBHOCTU B 3TUX YCIOBUSIX.

2.0 nepuopg rogHocTtu (shelf life): [Nlepmnoa oo ncteveHUsa cpoka rogHoOCTU.

[EH 375:2001]

2.7 cTabunbHocTb (stability): CnocobHOCTL peareHTa Anga AnarHoCTUKK in vitro, HaxoasaLWerocs B onpe-
neneHHbIX YCNOBUAX, COXPaHATb Ha NPOTSXXEHUX Nnepuoga rogHoCTU CBOWU CBOMCTBA U/ yYHKLUUOHANbHbIE
KayecTBa B npenenax, onpeneneHHbIX N3roTOBUTENEM.

[EH 375:2001]

3 O6wue TpedoBaHUA

3.1 MNpoTokon

3aKn4YeHUs1 OTHOCUTENbHO CTabUNBHOCTM peareHToOB ANA ANAarHOCTUKA In vitro AOMKHbI OblTb OCHOBAHbI
Ha AaHHbIX, KOTOPLIE NONyYeHbl B COOTBETCTBMU C NpeaBapuUTeNbHO YCTaHOBMEHHBIM NPOTOKONOM, BKIKOYalo-
LM B cebs, No KpanHen mepe, cneayrouime aetanm:

- OTBETCTBEHHOCTb)]

- YyeTKas ngeHTuunkaumnsa peareHta gnsg guarHocTuku in vitro;

- npegnonaraeMble yCrioBUA XpaHeHUS;

- 00BbEeKT U uenb nccneagoBaHus:

- nHgpopmaums o npobax (Hanpumep, HOMep NapTUn, KONUYECTBO, KOHTEWUHEpP, naeHTUdUKaLINA);

- pekoMeHayemble YyCNoBUA XpaHeHUs npod (HanpumMep, 3amMmopakmBaHue, XpaHeHue B XonoaunbHUKe,
KOMHaTHaga TemMnepartypa);

- UMUTaLKUA YCNOBUA TRAHCNOPTUPOBAHUS, eCli HEOOXOANUMO;

- MHTepBanbl Mexay uccneaoBaHUAMU,;

- nccneaoBaHUs, KOTopble ACIKHBI ObITb B KOHLE Ka)XO0ro MHTepBana (Hanpumep, npoueaypa v npo-
OOMKNTEeNBLHOCTb UCCnegoBaHns);

- KpUTEPUKU, KOTOPLIM OOBKHA OTBeYaTb CTabUNbHOCTb;

- MHTepnpeTaumnsa AaHHbIX.

3.2 3aKno4vuTenbHbLIA OTYeT

3aKn4vnUTeNbHbIA OTYET AOITKEH ObITb NMOATOTOBMNEH MO 3aBepLUeHUN KaxKaoro nceneaoBaHuns. aHHbIV
OTYEeT AO/MKEeH BKNoYaTh cneayolme ceeaeHuns:

- NPOTOKON, B COOTBETCTBUU C KOTOPbLIM OTYET NOArOTOBNEH;

- nccnegoBaHHbIe NapTUA;

- BCe pesynbTarThbl, NoydeHHble Npu nccnegoBaHum,

- pes3toMe U1 3aKovYeHUs OTHOCUTENTIbHO CTabunbHOCTH.

3aKnUunTenbHbIA OTYET AOMMKEH ObITh YaCTblo TEXHUYECKON AOKYMEHTaL MK, CBA3AHHOW C peareHTom
anya AMarHoCcTUKK in vitro.

4 Metoaunkwn

4.1 O6LWwMe nonoxeHuUs

OueHKka cTabunbHOCTU JoKHA ObiTb OCHOBaHA Ha AaHHbIX, BbITEKAOLLMX N3 UCCleA0BaHMNN B peallbHOM
BpeMeHU. B 3aBUCMMOCTU OT pUcKa, CBA3AHHOIO C peareHToM ANS ANarHOCTUKN in vitro, AaHHble, NoyYeHHbIe
MpWn YCKOPEHHOM NCCNnegoBaHun, a Takke Ha OCHOBaHUM OMnbiTa NPUMEHEeHNs ApYrix peareHToB Ans AnarHoc-

2
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TUKW In vitro, KOTOPpblE pacCcMaTPUBAIOTCS Kak CONOCTaBUMbIE B OTHOLLEHUN UX NMPpodnUnisa CTabUnbHOCTU, TaKKe
MOTYT ObITb MPUHATLI BO BHUMaHWe. Ecnn npn pasMeLlleHnn peareHTa anga AnarHoCTUKK in vitro Ha pblHKe 3asiB-
feHne o CcTabuUNbHOCTM OCHOBAHO Ha TakKuxX nNpeaBapUTeNibHbIX AaHHbIX, 3TWU AdaHHble AO0MMKHbI ObITb
BMOCNeACTBUU NoATBEPKAEHbI UCCNeAOBaHUAMN B pealbHOM BPEMEHMN.

MccneagoBaHUio MOXeT ObIThb NOABEPrHyTa Ntobaga npegocTaBNeHHas NapTUa peareHTa ang AMarHoCTUKA
In vitro, yCrnoBusi NpoM3BOACTBA KOTOPOW HE OTNIMYAKOTCA CYLLECTBEHHBIM 0Opa3oM OT YCNOBUA NPOU3BOACTBA
OObLIYHOW NPOAYKLMNNA.

UToDObI OXBaTUTb OCTAOLLYHOCH HEOoMnpeaeneHHOCTb, 3asiBieHNUe 0 CTabunbHOCTU ACIPKHO BKMWOYaTb B
cebsa cCoOTBETCTBYOLWNUN rnpegen 6e30nacHOCTH.

N3rotoBUTENb AOIMKEH Y4ECTb HEODXOANMOCTb PETYNAPHOrO MOHUTOPUHIa CTAbUNBLHOCTU peareHTa Ans
OWUAarHOCTUKWN in vitro, yXXe pasMeLleHHOro Ha pblHKe, 1, ecnu NoTpedbyeTcs, paspadboTaTb COOTBETCTBYIOLLYIO
nporpaMmmy MOHUTOPUHra. Ana aTon Lenn MoXeT ObiTb AOCTAaTOUHbLIM NMPpoBeAeHNe UccneaoBaHUS B KOHLE
CpoKa roaHoCTu.

MuHumManbHoe KONMYecTBO NapTUA, KOTOpPOEe AOIMKHO ObITb UCCNeaoBaHO, B 3aBUCUMOCTU OT LIeNn UC-
clneaoBaHUA MOXET COCTaBMNATh:

- TpU NapTu1 anga sepudukaliMm cpoka roaHoCTu HOBOro peareHTa angd anarHocTuku (n vitro (Qonroepe-
MeHHasa CTabUNbLHOCTL);

- OAHY NapTuo ana MM1UTauMn TRaHCNoOPTUPOBaHUA;

- OQHY NapTUO Ansa nccneagoBaHUsa CTabUnbHOCTM peareHToB ANd AUarHOCTUKWU in vitro BO BPEMSA UC-
NoNb30BaHMA (HanpumMep, BOCCTAaHOBIMEHHLIX UMK NepBoHavYanbHO yNakoBaHHbLIX NMod BakyyMoOM).

B apyrmx cnydasix gomkHo O6biTb UCCneaoBaHo, NO KpanHen mepe, crneayroliee KonmyecTso NapTun:

- TPW NapTUn NpU NPoANIeHNN CpoKa roAHOCTU peareHTa Ang AnarHocTukK in vitro;

- 0Ha napTuda Npu MmoandpukaLunn peareHTa.

[1pn pasmeLlleHnun peareHTa ans AMarHoCTUKA in vitro Ha pbIHKE BCe 3adABNEHNSA 0 CTabUNbHOCTU AOTKHbI
ObITb NOATBEPXKAEHbBI aAeKBaTHLIMWU AaHHBIMU, YYUTbIBAIOLLMMU PUCKK, COYETAIOLLMECS C peareHTaMmun Anst auar-
HOCTUKW In Vifro, N BO3SMOXXHOE KPUTUYECKN BaXKHOE BITUAHUE UCMONb30OBaHHOMO Chblpbd, €CN 3TO NPUMEHUMO.

[MTpumMmeyaHune—TepMUH KKPUTUYECKOE» OTHOCUTCH K BNUAHUIO HA CTabUNbHOCTD.

4.2 UccnegoBaHue ctTabUnbHOCTU B pearibHOM BpeMeHU

4.2.1 Uenu nccneaoBaHua ctabunbHOCTU B pearibHOM BpEMEHU

4.2.1.1 Obwune nonoxkeHunsa

NccnegoBaHne ctabunbHOCTU B peanbHOM BpeMeHU ACMKHO BKIoYaTh B cebsa nccnegoBaHue Oonro-
BPpEMEHHOW CTabUNbHOCTU, NMOKPbIBAOLLEN CPOK MOAHOCTU, UMUTALIMN TPAHCMOPTUPOBAHUS U CTAOUTBHOCTA
npv NPUMEHEHUN.

4.2.1.2 HonroBpemeHHas CTabuNbHOCTL

[1pn nccnegoBaHM AONTOBPEMEHHOW CTabUNbHOCTU peareHT AN ANarHOCTUKW in vitro AomKeH Xpa-
HATLCA B YCIMOBUAX, PEKOMEeHOOBAHHLIX N3roTOBUTENEM (HanpumMmep, TemMnepaTypa, BNaXXHOCTb).

NccnegoBaHue OoMKHO ObITh NPOBEAEHO B MHTEPBalbl BpeMeHU, ykasaHHble B nNpoTokone. MIHTepBan.l
BpeMeHW O0TKHbI OXBaThIBaATh, MO KpanHen Mepe, Kak OCHOBHYIO MULLIEHb, CPOKU TOAHOCTU, a TakKe, eCcriv BO3-
MOXXHO, UHTEpBarbl BpEMEHN, NpoaosrKatoLlmnecs 4o Toro MOMeHTa, Koraa byaet oTMeYEHO CYLLECTBEHHOE
yXyaLweHne akcnnyaTauMoHHbIX XapakTepUCTUK peareHTa Ang AnarHoCTUKKU in Vitro.

4.2.1.3 Umntauma TpaHcnopTUpoOBaHUSA

MMnTauua TpaHCNopTHOrO cTpecca AoMKHa ObITb OCHOBaHa Ha CBeAeHUAX 00 YCNOBUAX TPaHCNOPTUPOBRA-
HUS (HanpuMep, NPOACIKUTENBHOCTE TPAHCMOPTUPOBaHWUSA, NpeadnonaraemMas teMnepartypa M BNaXHOCTb). (1o
BO3MOXXHOCTU, creayeT U3y4nTb pearnbHble YCMOBUA TRPaHCMOPTUPOBaHUS, YTODLI 0OOCHOBATL YCNOBUSI UMUTALMA.

4.2.1.4 CtabunbHOCTb B npoLecce NpuMeHeHus

NccnegoBaHne cTabunbHOCTU B pearbHOM BpeEMeEHU Ans onpeaeneHns ctTabmnbHOCTU B NPOLLEecce npu-
MEHEHWUA AOIMKHO oTpaXaTb OObIYHEIE YCNOBUSA NPUMEHEHUS PeaKkTUBa, KOTOPbIe yKaszaHbl M3rOTOBUTENIEM.

4.2.2 Metoauka

4.2.2.1 Matepunan

OomKkHO ObITb MCMONBb30BAHO AOCTaTOMHOE KONTMYECTBO MaTepuana naptum peareHta Ang gnarHoCTUKK
in vitro, 4TODbI €ero XxBaTuno Anst NpoBeAeHns BCEro nepuoga uccnegoBanums. Ecnun peareHT Anst AUarHOCTUKA
In Vitro He XpaHUTCSA UNKU He NoaBepraeTcHd BO3AENCTBUIO B KOHEYHOM KOHpUrypauun, B HaCTHOCTU, B OTHOLLE-
HAM 0D BbEMA NN MaTepuana NepPBUYHON YNaKOBKU, N3roTOBUTENb AOIMKEH afeKkBaTHO 0O0CHOBaTL NpaBoOMEpP-
HOCTb 3TOro peLleHns.
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4.2.2.2 ViccnegoBaHUA U OLLEHKA

PaspabaTtbiBasg aHanMUTUYECKYI0O MeTOAUKY, U3roTOBUTENb AOMKEH yYecTb BapnabenbHOCTb, KOTOpas
MOXeT ObITb NpUcyLla peareHTy Anst ANarHoCTUKK in vitro unm obopyaoBaHuto.

YHncno nccnegoBaHuin, KOTopoe AOMKHO BbiTh NPOBEAEHO ¢ peareHToM AN ANarHoCTUKU in Vitro, 3aBU-
CUT OT NPeLn3NOHHOCTU UCNONb30BAHHOIO MeToda UccrneaoBaHuUs.

4.3 YcKOopeHHOe nccnepgoBaHue ctabunbHOCTU

4.3.1 YcnoBua XxpaHeHUA U UHTepBanbl UccneaoBaHUN

XOTS1 MOTYT ObITb MPUHATLI BO BHUMaHWe aApyrue dpaktopsbl (HanpumMmep, YyBCTBUTENbHOCTb K CBETY, BI1aX-
HOCTb, HU3Kad TemMnepaTypa), 0ObIYHO peareHThl ANg ANarHOCTUKA in Vitro NnogBeprarnTcs pasfnuyHbIM NOBbI-
LUEHHBIM TeMnepaTypaMm. N3rotoBuTenb AOMKEH YCTAHOBUTL HEODXOOAUMbLIE YCMOBUS CTpecca U UHTepBarbl
nccneaoBaHUs, KOTopble ACMKHBI MPUBECTU K 3HAYUTENbHOMY pas3pyLUeHUo peareHTa Ang AuarHoCTUKK in
vitro 3a nepuog nccneaoBaHus, YTobbl MOXKHO ObINO NMPOBECTU MAaTEMAaTUYECKYHO SKCTPanonsaLmio.

4.3.2 MeTtoauka

4.3.2.1 MaTtepuan

MaTepuan ans nccnegoBaHUA OOMKEH XPaHUTLCS B YCNOBUSIX, KOTOPbIe onpeaeneHbl U3roToBUTENEM,
0o Havana nporpamMmmbl YCKOpPEHHOro nccneaoBaHmns cTabUNbHOCTU. 3aTeM AOCTATOUHOE KONMUYECTBO MaTepu-
ana AOMMKHO ObITb NOABEPrHYTO BO3AEUCTBUIC onpeaeneHHbIX CTPeCcCopHbIX yCernoBUn. INpobbl A0MKHBI ObITh
B35s1ITbl Yepes yCTaHOBNEHHLIE MHTepBarllbl BpeMeHU U COXPaHATbLCS B onpeaeneHHbIX YCNoBUSAX A0 NpoBeae-
HUA aHanusa. Ecnu peareHT aAnga AnarHoCcTUKKU in vitro He noaBepraeTcd BO34eUCTBUIO B KOHEYHOW KOHpUrypa-
1M, B YaACTHOCTU, B OTHOLWIEHMM obbemMa WM mMartepuana nepBUYHOW YNAKOBKW, U3rOTOBUTENb AOIMKEH
afeKkBaTHO OOOCHOBATL NMPaBOMEPHOCTb 3TOMO PeLleHUs.

4.3.2.2 VlccnegoBaHUA U OLEHKW

MccnenoBaHns A0MKHbI ObITh NpOBeAeHbI B COOTBETCTBUM C NMpoLieaypon, onncaHHoOW B npoTokone. Huc-
Mo uccneaoBaHU, KoTopble ACITKHBI ObITh NPOBEAEHbI C peareHToM ANA ANarHOCTUKN in Vitro B COOTBETCTBYIO-
LLIMX YCMOBUAX U 3a COOTBETCTBYIOLLUA NMepuog BpemMeHW, 3aBUCUT OT NPeUn3moHHOCTU UCNONMb30OBaHHOIo
MeToda uccneaoBaHus.

4.3.3 WHTepnpeTauuna pe3ynbLTaTtoB

Ecnu pesynbTaThl YCKOPEHHOro nccneaoBaHuUsa ctabunbHOCTU UCNONL3YIOT ANSA YCTaHOBMNEHUSA CPOKa
roQHOCTU B PEKOMEHA0BaHHbIX YCITOBUAX XpaHEHUS, MPU OTCYTCTBUM AaHHBLIX MCCNeaoBaHUs B peanbHOM Bpe-
MEHW, 3TO AOIMKHO ObITb cAenaHo Ha OCHOBE OnbiTa ¢ NOAOCOHLIM peareHToOM AN ANAarHOCTUKKU in vitro n/unn c
MCMONb30oBaHNEM YpaBHEeHUA AppeHunyca Unm gpyroro yctaHoBNeHHOro metoaa.
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[MpnnoxeHve A
(cnpaBo4HoOe€)

MeTopguka pacueTta cpoKa rogHOCTU NPU YCKOPEHHOM UccnenoBaHun
CTabUNbHOCTU Ha OCHOBe ypaBHeHUsA AppeHuyca

PacyeT cTabunbHOCTU NMPY JAHHOW TEMNEPAaTYPE XPaHEHUSA C UCNONMb30BAHUEM YpaBHEHUS AppeHnyca MOXET BbiTb
BbIMNOMNHEH CreayoLWwmMmMm 0bpasom:

a) Ins kaxgon temnepaTtypbl XpaHEHUA 4eCATUYHBIN norapndm KOHUEHTpaUUn (OCb ¥) COOTHOCAT C TEMMNEPaTYpPOU
(OCb X) N paccyYnNTbIBAOT YpaBHEHUE perpeccumn y = ax + b.

b) 3Ha4eHne B NPOLEHTAX BPEMEHN «HOINbY», NMPU KOTOPOM peareHT gns AnarHoCTuKK in vitro CTAaHOBUTCS HEMOAEH,
PacCYUTLIBAIOT HA OCHOBE ONpeAdeneHHbIX KOUTEPUEB CTAbDUNBHOCTU. Pe3ynbTaTt npeodbpasyoT B AeCATUYHbIWM orapudm.

c) [Ansa kaxaon temnepaTypbl B ypaBHEHUW, NPUBEAEHHOM B NEPEYUNCIIEHNN @), ¥ 3aMELLAIOT AECATUYHbIM Norapuna-
MOM, KaK YKa3aHo B NepevncrieHnn b), n paccunTteIBaoT BPEMS CTADUNBHOCTH (X).

d) lNokaszartenu BpemeHun, paccHnTaHHble B COOTBETCTBUM C NEPEUNCTIEHNEM C), NPeobpasyloT B AECATUYHbIE NOra-
pndmbl BpeMmeHun. lecaTnyHbin norapndm BpEMEHM (OCb y¥) COOTHOCAT C PELMNPOKHbLIM 3HAYEHNEM abCONMIOTHON TEMNEPA-

Typbl (OCb Xx). PaccunTtbiBaloT ypaBHEHNE PErpeccumn y = mx + n.
e) Oxunpaemoe BpeMsi CTabUINBHOCTY ANA AAHHOW TeMMnepaTypbl XPaHEHNS MOXET BbITb pacCuUnTaHO, UCMNONb3yH

ypaBHEHME, NPUBEAEHHOE B nepeuncnenmm d).
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[MpynoxeHune ZA
(cnpaBo4HoOe)

CooTBeTCcTBUE pa3fenoB HacTosALWero ctaHaapTa 0CHOBHbLIM TPpeOOBaHUAM
Esponeunckoun AQupektusbl 98/79/EC

Tabnuya ZA.1— CooTBEeTCTBME pasaenoB HACTOALWEro craHgapra Tpebosannsam Esponenckon dupektmBbl
98/79/EC

[Toapasaenbl/NyHKTbl HACTOALLEro cTaHaapTa COOTB? TCT.,B yroujue TpeboBaHus
Esponenckon dupektuensl 98/79/EC
4.1 A3, A4 A5
4.2.1 A.4, A5, B.8.4, nepeuncnenune e), B.8.7, nepeuncnenune a)
4.2.1.2 B.8.4, nepeuncnenune ), B.8.7, nepeuncnexne a)
4.2.1.3 A4, A5
4.2.1.4 B.8.7, nepeuncnenune c)
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[1] EN 375:2001 Wudopmauusa, npegocraBnsiemast UaroTOBUTENEM C peareHTamMmum ans AMarHoCTUKKU in vitro anst npogec-
CUOHanbHOIro NPUMeHEHNS
(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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