®EAEPAJIbHOE ATEHTCTBO

NO TEXHUYECKOMY PEMYNMPOBAHWUIO U METPOJNIOTUN

HALWOHATNBbHBLINA TOCTPEH
c
POCCHICKON 13641—
®EOEPALMUM 2010

YCTPAHEHUE UNNW CHUWXEHUE PUCKA
MHOULIMPOBAHUA, CBA3AHHOIO
C PEATrEHTAMU ONA OUWATHOCTUKU IN VITRO

EN 13641:2002
Elimination or reduction of risk of infection related to in vitro diagnostic reagents
(IDT)

Uspanve ohmumanbHoe

Mocksa
CranpapTuHdopm
2011


https://meganorm.ru/Data1/51/51532/index.htm

rOCT P EH 13641—2010

MpeaucnoBue

Lenu n npuHunnel ctangaptusauun B Poccuiickon ®enepaunm yctaHoBneHsl ®eaepanbHbiM 3aKOHOM
oT 27 nekabpsa 2002 r. Ne 184-93 «O TeXHUUIECKOM perynMpoBaHiny, a npasuria NpUMMEHeHNs HaunoHanbHbIX
ctaHaapToB Poccuiickoii Pegepaunm — MOCT P 1.0—2004 «CraHaapTusauusi B Poccuiickori deagepaumu.
OCHOBHbI€ NOMOXEHNA»

CBeaeHUn o cTaHaapTe

1 NOArOTOBNEH Iabopatopuelt npobnem knuHuko-nabopatopHoi AnarHocTuki Hay4yHo-uccnego-
BaTenbCcKoro LeHTpa MocyaapcTBeHHOro 06pa3oBaTenbHOro yupexaeHus Beicllero npodeccuoHanbHoro 06-
pasoBaHus «MockoBckasi MeauunHekast akagemust uM. .M. CeueHosa PocagpaBa» Ha ocHoBe COBCTBEHHOTO
aAyTeHTUHHOTO nepesoda Ha pyCCKI/II7I A3SbIK CTaHAdapTa, YKa3aHHOIo B MyHKTe 4

2 BHECEH TexHu4ecknm kKomuteTom no ctaHgaptusauun TK 380 «MeaunuuHckue uzgenua ansa anar-
HOCTUKW in vitro»

3 YTBEPXXOEH W BBEJEH B JEWCTBMUE [Mpukasom deaepansHOro areHTCTBa no TeXHUYecKomy
perynmpoBaHuio 1 MeTpornorin ot 13 Hosibpst 2010 r. Ne 379-ct

4 HacTosawumn ctaHgapT naeHTndeH mexayHapoaHomy crangapty EH 13641:2002 «YcTtpaHeHue unu
CHWKEeHNe pucka UHMPULMPOBAHUSA, CBA3AHHOMO C peareHTamu Ans auarHoctuku in vitron (EN 13641:2002
«Elimination or reduction of risk of infection related to in vitro diagnostic reagents»).

Mpy NpUMeHeHMN HacToALLEero cTaHAapTa PEKOMEHAYETCA UCTONb30BaTh BMECTO CChIFIOYHBIX MexayHa-
POAHBIX (permoHarnbHbIX) CTaHAapTOB COOTBETCTBYOLUNE UM HaumMoHarnbHble cTaHAapTbl Poccuiickon depepa-
L1 U MeXrocyAapCTBEHHbIE CTaHAAPTLI, CBEAEHUS O KOTOPLIX NPpUBEAEHb! B AOMOMHUTENLHOM NpunoxeHun JA

5 BBE/JEH BIMEPBLIE

UHpopmayusi 06 UBMeHeHUsIX K HacmosiweMy cmaHOapmy rybrnukyemcs 8 exe200Ho u3fasaeMoM UH-
ghopmalyuoHHOM yKkasamene «HaluuoHarneHele cmaHOapmbi», a mekcm U3MeHeHUU U rornpasoKk — 6 exeme-
CSIYHO u3dasaeMbix UHGhoOpMaUUOHHbIX yKa3amensix «HauuoHanbHble cmaHdapmel». B cnydyae nepecmompa
(3aMeHbl) unu ommeHs! Hacmosiueao cmar@apma coomeemcmayouee ysedomneHue bydem orybnukoeaHo
8 eXXeMeCsIYHO u3dasaeMoM UHbopMayUOHHOM ykazamene «HayuoHarnbHble cmaHdapmel». Coomeemcmey-
rowasi UHgbopMayusi, yeedoMIeHUe U mMeKCMbI pa3Mewjaromcesi makxe 8 UHhopMauuoHHol cucmeme obuje2o
ro51L3068aHUsT — Ha ohuyuanbHoM calime ®edepanbHo20 azeHmMemea 1o MeXHUYECKOMY pe2ynuposaHUuio U
Mempornoauu 8 cemu VIHmepHem

© CraHgapTtuHdopm, 2011

Hacrosawuii ctaHaapT He MOXeT BblTb NMOMHOCTLI0 UMW YacTUYHO BOCTIPOM3BedeH, TUpaXUMpoBaH 1 pac-
npocTpaHeH B kadecTBe ouLmansHOro usaaHua 6es paspelieHna degepansHOro areHTCTBa No TEXHUYECKo-
MY PerynpoBaHulo U MeTponorim
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BBegeHue

XoTsl nepcoHan MeanuUMHCKNX nabopaTopuii, NocTosiHHO 0bpabaTeiBast MoTeHUUansHo NHMULMPOBAaH-
Hble 0bpasLbl, NPpeanpUHUMaeT COOTBETCTBYIOLUME 3alUUTHBIE Mepbl U UCMOoNb3yeT 6e3onacHble MeToauKN,
nonoxexusi Esponeickon OQupektuebl 98/79/EC TpebytoT cBeAeHUsI 40 MUHMMYMa pyUcKa, CBS3aHHOIO C BO3-
HUKHOBEHUEM UHMEKLMN, BbI3BAHHOW MeAULNHCKUMW U3AENNSMU A58 AUarHOCTUKK in vitro, coaepKalumm nH-
dbrLMpOBaHHbIE WM NMOTEHUManbHO MHpUUMpOBaHHbIe MaTepuansl. [aHHoe TpeboBaHue EBponeiickon
Iunpextusebl 98/79/EC cBsazaHO ¢ pa3paboTKoi U NPOM3BOACTBOM MEAULMHCKAX U3OENVA ANS ANarHOCTUKA
in vitro. UsrotoBntenun obsa3aHbl 06ecneyntb Takue KOHCTPYKTUBHbIE OCODEHHOCTM U MPOU3BOACTBEHHbIE NPO-
Leaypbl, KOTOpble CBOAAT PUCK NPUMEHEHNS U3AEeNns 40 MUHUMYMa.

OnpekTrBa He ycTaHaBnuBaeT TpeboBaHWi K creayolmMmM acnekram:

- 0bLwme BoNpocChI 3aLnTbl pabOTHMKOB 1 Mepbl, KOTOPbIE AOITKHEI BbITb MPeAnPUHATLI, Koraa noasepra-
toTca 06paboTke B nabopatopun UM MecTax NpomM3BoAcTBa MHMULMPOBaHHbLIE UM MOTEHLMANbLHO MHpULN-
poBaHHble MaTepuarnsl;

- TpaHcnopTUpoBaHue MHMULMPOBaHHBIX TOBapPOB;

- NyTU U NpoLecchl yTUIn3aLuu.
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HAUWOHANBbHBIA CTAHOAPT POCCUNCKOW ®EAEPALMUM

YCTPAHEHUE UNU CHUXEHWE PUCKA UHOULIMPOBAHUSA,
CBA3AHHOIO C PEAFEHTAMU ONA AUATHOCTUKMU IN VITRO

Elimination or reduction of risk of infection related to in vitro diagnostic reagents

Nara BBegennst — 2012—01—01

1 O6nacTb NpUMeHeHus

Hacrosawuii ctangapT ycTaHasnmMeaeT TpeboBaHus K pa3paboTke 1 Npou3BOACTBY peareHToB AnsA anar-
HOCTUKWM in vitro ¢ uenbio 3dEeKTUBHO KOHTPONMMPOBaTbL PUCKU UH(UUUPOBAHUS, CBSI3aHHbLIE C peareHTamu
AN ANarHoCTUKN in Vitro, BKNtoYasi peareHTHbIE NPoayKThl, KanubpaTopbl, KOHTPOSbHLIE MaTepuasnbl u Habopbl
(Danee — peareHTbl AN AUArHOCTUKM in vitro). HacToswmiA cTaHaapT NpMMEHUM K peareHTam Ans AuarHocTu-
KW in vitro, cogepXalumMmMm MaTepuranbl YerioBe4eCckoro NpoucxokaeHus. Hacrosimi craHgapT NpUMEHUM Tak-
Xe K peareHTaM, Mosly4eHHbIM € MOMOLLbI0 BMOTEXHOMOrMYECKUX NMPOLIECCOB, UMK K Matepuyaram XUBOTHOro
MPOUCXOXAEHWSA, B YACTHOCTU B CBA3M C 300HO3aMU, Korga pesynbTaThl aHanm3a pUCKOB BhISIBIISIOT BO3MOX-
HOCTb 3apaxeHusi YerioBeka.

Hacrosiwnin ctaHaapT He NPUMEHUM K CreayHoLMM acnekTam:

- MHCTpyMeHTaM 1 eMKocTAM ans cbopa obpasLos Guomartepuarnos.

MpumevaHune 1—TlpegoTBpaweHme pucka UHMLMpoBaHUA Npu obpaboTke Guonorniecknx marepuanos ¢
NpYMeHeHeM AaHHOro 06opyaoBaHWs pernaMmeHTUpyeTCsl ApYrMMK cTaHgapTamm;

- o6lKMM acrekTam 3aluThl Nofb3oBaTenei;
- TpaHCMOpPTUPOBaHMIO MHPULIMPOBAHHLIX MaTepuarnos;
- Mepam yaaneHus UHPULMPOBAHHBIX MaTepuasnos.

MpumMmeyvaHue 2— HekoTopble BaxHble AOKYMEHTbI, CBA3aHHbIE C aCNeKTaMM, HE OTPaXEHHbIMW B HACTOSI-
Lem ctaHgapTe, npueedeHs! B pasgene «bubnvorpaduny.

2 HopmaTuBHbIe CCbINIKK

B HacTosilem cTargapTe UCMonb3oBaHbl CCbINKN Ha cneayowmne HopMaTUBHbIE AOKYMEHTDI:

EH 375:2001 UHdbopmaLuus, npeagocTaBnsiemMas usrotoBUTenNemM ¢ peareHTammn Ansa AUarHoCcTukK in vitro
Ansi npodeccuoHanbHoOro NPUMeHeHns

EH 376:2001 NHdopmaunsa, npeaocTaBnsaemMan usroToBUTeNem ¢ peareHtamun Ana AnarHocTukn in vitro
Ans caMoTecTUpoBaHus

3 TepmMmuHbI M onpeaeneHnn

B HacToAwem ctaHgapTe NpUMeHeHbl cneayrowme TepMUHbLI C COOTBETCTBYIOLIMMUN onpeaeneHnaMu:

3.1 noreHunanbHo UH(UUUPOBaHHLIN Guonormyeckuin matepuan (potentially infectious biological
material): MaTepuan, KOTOpbIil MOXeT coaepXaTb XKU3HEeCTOCOOHbIA TPAHCMUCCUBHBIA MHGPEKLUNOHHBIA areHT,
XOTSl U C Manou BepOATHOCTbLIO.

MpunmMeyaHue—MoteHunanbHO MHPUUNPOBaHHLIM GUONOrNHeckuin matepuan BkntovaeT B cebs Bce matepu-

anbl YenoBeYECKOro U XXUBOTHOTO NPONCXOXAEHUA, B TOM uncre obpasubl Ans nabopaTopHbIX AWarHOCTUHECKMX CCNeao-
BaHUi u Guonornyeckne marepunans Heu3BeCTHOrroO NPONCXOXOEHUS.

WU3spanune ocbmunanbHoe
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3.2 uHdpuuupoBaHHbIN Guonoruveckuit Matepuan (infectious biological material): Matepuan, koTo-
pblii 3aB€AOMO W C BbICOKOW CTEMEHbIo BEPOATHOCTU COAEPKUT KU3HECTOCOBHbIE MUKPOOPraHU3Mbl Unn
Opyrve TpaHCMUCCUBHBIE areHThl, KOTOopble AOCTOBEPHO WU NPeAnosioKUTENbHO Bbi3biBaloT 3abonesaHus
yenoseka.

MpuMedaHune—[pyruMu TPAHCMUCCUBHLIMU areHTamn SBNSIOTCS, HaNPUMep, NPUOHbI.

3.3 peareHT AnAa AuMarHoCTUKM in vitro (in vitro diagnostic reagent): MeauuuHckoe nsgenue ana guar-
HOCTUKW in Vitro, KOTOpoe SIBMSIETCA peareHToM, peareHTHbIM NPoAYKTOM, KannbpaTopoM, KOHTPOMbHLIM MaTe-
pvanom unn Habopom.

Mpnmevyanune 11— OnpegeneHne MeaUUNHCKOrO U3AenNus 4nNsa auarHocTukv in vitro [1].

NMpumevanne 2— Bpagecnyvaes peareHTbl ANs AMArHOCTUKK in vitro, npeaHasHaueHHbIe AN NPUMEHeHNs
B KIIMHUHECKOW MeanuuMHe, MPUMEHSIIOT B BETepUHapuu.
[EH 375:2001]

4 Tpe6oBaHus, OTHOCALWMECA K pa3paboTke U NPOU3BOACTBY

4.1 O6wmue nonoxeHus

YT106bl UCKMIOYUTL MU CBECTU A0 MUHUMYMa PUCK IAHCblALIMpOBaHIAﬂ, CBSAI3aHHbIN C peareHTaMu AnNa an-
arHoCTuKu in vitro, cnepyeTt yqyuTbiBaTb cneayouwne acnekTbl:

- OCHOBaHUA Al UCNOMNL30BAHUA UHPULUMPOBAHHOIO UNKN NOTEHUMANLHO UHPULMPOBAHHOTO 6uonoru-
YeCKoro martepuana;

- TpeboBaHuA K NCTOYHUKY U TeCTupoBaHuio (OI'OBOpeHHbIe B XapakTepucTtuke MaTepwana);

- MHaKTuBauuda Unu gapyrue cooTeeTCTeyolwne Mepbl ANA yMeHbLeHUA pucka UH(PULMPOBaHUS;

- NpeaocTepeXXeHna, KoTopble AOSMKHbI 6bITb npueeneHbol B VIHCbOpMaLLVIVI, coobLiaeMor U3roToBuUTENEM.

4.2 Ucnonb3oBaHUe UHPULUPOBAHHBIX UNU NOTEHUNANBHO UHPULUPOBAHHBIX 6uonoruveckux
MaTepuanoB

Mcnonb3oBaHue MHULMPOBaHHBLIX B1ONOrMYeckMx MaTepuarnoB B peareHTax aAns AUarHoCTUKK in vitro
OOMKHO ObITb UCKMIOYEHO, HAaCKOMbKO 3TO BO3MOXHO. ECnn peareHThbl Ang AMarHOCTUKK in vitro cogepxart Ta-
KO maTepuvan B B1Ae UHrpeaMeHTa Ui KOMMOHEHTa, ero NPUMeHeHUe AOMMKHO BbiTb OCHOBAHO Ha AoKasa-
TeNbHbIX HAYYHbIX UM TEXHUYECKUX NoNoKeHusX. MHpUuMpoBaHHbIii MaTepuan MoxeT BbiTb UCMONb30BaH,
TOJIbKO CNK 3TO HeobXoAMMO ANA ANarHOCTUYECKOTO NPUMEHEHUs NPOoAYKTa (Hanpumep, B KauecTBe NO3UTUB-
HbIX KOHTpOMEeNn, MaTepuranoB Ans nonyyYeH1s HeodxoaAMMbIX ANs NpoBeAeHUst UCCNeAOBaHUSA aHTUTEHOB UIMu
aHTUTeN B KOHEYHOW KoHdburypauum Habopa).

Wcnonb3oBaHne noTeHUManbHo MHULMPOBaHHBIX BUONOrMYecknx Mmatepnanos AOSDKHO ObiTb KpUTK-
YecKu olieHeHo B Ntobom cryyae (B3BeLUEHbI PUCKA OTHOCUTENbHO MOMb3bl).

B cnyyae ucnonsb3oBaHns matepunarnos TOro Uiv MHOro TUNa Anst CHWKEHUA pucka MHULMPOBaHUA A0
MUHUMYMa A0SKHBI BbITb NPUHATBLI ACMIONHUTENBbHBIE MEpPbI, yKkasaHHble B 4.3, 4.5 1 pasgene 5. MNpasomMep-
HOCTb UCMOSb30BaHWUA 3TUX MaTepuanoB Ao/kHa ObiTb JOKYMEHTUpOBaHA.

4.3 XapaKkTepucTuka matepuana cbipbs

4.3.1 O6wme nonoxeHus

[nsa Bcex MHPULIMPOBaHHBIX U NoTeHUMansHO MHPULMPOBaHHBLIX B1MONOrMYeckUX MaTepuanos, UCNorb-
3yeMbIX ONA NPOU3BOACTBA peareHTOB, AOMMKHbI ObiTb YCTAHOBMEHbI COOTBETCTBYOWME crieumdbukaumm
(Bkntoyas TpebOoBaHUS K UCTOUHUKAM 1 METOAaM UCCNeA0BaHNA) C Lenblo YCTaHOBMNEHUS aleKBAaTHOTO KOH-
TPONS 3a PUCKOM UHPULIMPOBAHMS.

4.3.2 Tpe6oBaHUA K UCTOUHUKAM

UsrotoBntenemM peareHToB 4NS AUArHOCTUKM in Vitro AomkHel BbITb pazpaboTaHel U 4OKYMEHTUPOBAHLI
COOTBETCTBYIOLLME METOAUKN ANSst NOMNYYEHUs UHULMPOBAHHBIX U MOTEHUNaNbHO MHPULMPOBaHHBIX Brorno-
rMyeckMx MaTepuanos.

[omkHa 6bITe NpeacTasneHa MHoPMaLMa OTHOCUTENbHO CreayoLLero:

- MOCTaBLUUK MaTepuana cblpbs;

- TN MaTepuana (Hanpumep, KpOBb, Nfasma, CbiIBOPOTKa, TKaHb, MoYa, KNeTKn);

- Mpvpoaa UCTOYHKKA (Hanpumep, YenoBeK, XXUBOTHOE, MUKPOB);

- npoucxoxaeHue (Hanpumep, reorpadudeckas 3oHa, rpynna JOHOPOB);

- METOAMKN OYMUCTKN U XUMUYecKo obpaboTkn, ecrniv Takie Npou3BOAUIUCS.
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4.3.3 Tpe6oBaHUA K UCCNeAOBaAHUAM

JormkHo 6biTb NpousBeAeHo UCCrefoBaHne MapkepoB Havbonee BaxHbIX MH(EKLMOHHBIX BonesHen,
Takux Kak aHTutena k BU4Y-1 n BUY-2, aHtutena k supycy renatuta C u k HBAg.

Kak npasuso, uccnegoBaHusi AOMKHbI 6bITb BLINOAHEHBI C NPUMEHEHUEM peareHToB AN AUarHoCTUKA
in vitro, 3aperncTpupoBaHHbIX B YCTAHOBIIEHHOM nopsaake. [pyrue aHanUTUYeckue TEXHOMOMM MOryT BbiTb
MpUMeHeHbl TOMNBLKO NPY YCIIOBUM, UYTO UX BaXKHEWLLME XapaKTepucTuka KavecTsa BbIMOSIHEHUS MO MEHbLUe
Mepe 9KBMBANEHTHbI U AOKYMEHTUPOBaHDI.

Mpun Ucnonb30BaHNK KPOBU YENOoBeKa, BKIMKOYas Mnasmy 1 CbIBOPOTKY, KaXAblil UHAWBUAYanbHLIA AOHOP
pAorkeH 6bITb 06cnegoBaH. MNpuy MccnegoBaHWKM NyNMPOBAHHOTO MaTepuana AoMKHbI BbITb NPUMEHEHBI COOT-
BETCTBYIOLUME YYBCTBUTENbHBIE aHanMTUIeckue TexHonorumn (Hanpumep, MNLUP wnu gpyrue amnnudpukaumoH-
Hble TEXHOMOrnMn).

JorxkHa 6bITb obecneveHa NPOCNEXKUBAEMOCTb pe3ynbTaToB uccnegosaHuin. Moxet 6biTb 3aTpeboBaH
cepTUdUKaT Ana Matepuana UCTOYHMKA.

Moanexat 1Mcnonb3oBaHUIO TOMLKO Te MaTepuarbl, KOTOpble NPU3HaHbI apeakTUBHEIMU B pesynbTaTe
BbINOMHEHUS YKa3aHHbIX BbILLIE UCCIIed0BaHWIA; UCKMIOYEHNS AOMYCKaloTCA TOMbKO B CryvasX, Koraa peakTue-
HbIA MaTepuan HeobxodauM Ans gnarHoctuyeckux uenein. Jlioboe mcknioveHe AOMKHO BbiTb 060CHOBaHO U
AOKYMEHTUPOBaHO.

4.4 Mpouyecc npousBoAaCcTBa

B cniyyae ucnonb3oBaHus MHULMPOBaHHOTO BMONOrMyeckoro matepuara gorkHa 6biTb NpoBeaeHa ero
NHaKTUBALMA 1 Apyrie Mepbl AN CHXKEHUS 40 MUHUMYMa pyucka UHMULMPOBaHUSA, €Cl OHU He BbI3bIBAOT
HexenaTenbHOro U3MeHeHUs1 aHanMTUMECKUX XapaKTepuCTUK peareHTa Ans QuarHOCTUKM in vitro. [OrmKkHbI
6bITb NpeAcTaBneHbl agekBaTHble AokasaTenbcTBa 3hEeKTUBHOCTA U OrpaHUYEHUIA Taknux Mep (Hanpumep,
1cnornb3oBaHWe AaHHbIX NUTepaTypbl, Hanbonee YyBCTBUTENbHBLIX U TOYHBIX METOAMK, AaHHBLIX Banuaaumnm).

B xoge npoLecca nponssoacTBa A0MKHbI BbITb NPEANPUHATEI OPraHU3aLNOHHBIE U CAHUTaPHO-TUFUEHN-
Yyeckne Mepbl AN NPeaoTBpalleHUs BTOPUHHOIO 3apaXeHusa (B YacTHOCTU, NepeKpecTHOro 3arpAsHeHus).
NHbuumpoBaHHble MaTepurarssl 1 peareHTbl 4na AUarHoCTUKK in vitro, copepxawme HhUUMpoBaHHbIe MaTe-
puanel, AOIMKHBI COXPAHATLCA B COOTBETCTBYIOLMX KOHTeWHepax, koTopble adhdekTUBHO npedoTepallaloT
paccevBaHne MH(PEeKLNOHHBIX areHToB.

5 WUHcpopmauma, npegoctaBnsaemMas NU3rotoBuTenemM

Momumo nHdopmaumm, npegycmoTtpeHHon EH 375 u EH 376, B MHCTPYKLUIO MO NPUMEHEHUIO peareHToB
[0SDKHBI 6bITh BKMIOYEHBI COOTBETCTBYIOLLME YKa3aHWsi OTHOCUTESIbHO BaXKHBIX MapKepoB UHULIMPOBAHHOCTH
1 NOMyYeHHbIX pe3ynbTaToB UCCIedOoBaHUNA.

NioBble NnpeaocTepexxeHnst AOIKHLI COOTBETCTBOBATL KOHKPETHOMY PUCKY UHDULMPOBAHUA (M3BECTHO-
MY UNW NOTeHUWanbHOMy) Npy NpUMEHEHU AaHHOTo peareHTa. PopMbl BeIpaXKeHUs NpeaocTepexXeHns Aos-
XHbl COOTBETCTBOBATL pasfNYHbLIM CTEMNEHSAM pucka UHMULMPOBaHUA.

Hanpumep, B cnyyae, koraa Bce npoussefeHHble UCCNeA0BaHUA He BbISBUNWU PEAKTUBHOCTU B OTHOLLIE-
HUN BCEX BaXKHbIX MH(PEKLIMOHHBIX MapKepoB Uik koraa 6b1nu npoeeaeHbl acheKTUBHBLIE MEPLI MHAKTUBALIUN,
npeaocTepexeHne MoxeT ObiTb BbipaykeHo B 0bLLen hopMe OTHOCUTENMBbHO OCTaTOMHOTO MUHUMAILHOIO pUC-
ka. HanpoTue, NofnHoe 1 sicHoe npegocTepexeHne A0MKHO 6biTb NPUBEAEHO B OTHOLLIEHUN ONpaBaaHHo Npu-
MEHAeMOoro MHPUUMPOBAHHOrO MaTtepuarna, ¢ ykasaHuem [AOMOfHUTENbHBIX Mep, KOTOopble AOSDKHbI GbiTh
npeanpuHATHI AN YMeHbLUeHUs1 pucka MHULMPOBaHUA Nofb3oBaTenein.
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MpunoxeHne ZA

(cnpaBo4Hoe)

CooTBeTCTBME HacTosILWero cTaHaapTa OCHOBHbIM Tpe6GoBaHUAM
EBponeiickon Aupektussbl 98/79/EC

Tab6nunya ZA.1— CooTBeTCTBME HACTOSALLErO cTaHaapTa TpeboBaHnsim EBponerickon anpektusbl 98/79/EC

Pasgensl 1 nogpasaensl HACTOSALLEro cTaHaapTa

CooTBeTCTBYIOLNE OCHOBHbIE TpebosaHua AupekTusbl
98/79/EC

4.1 A1,A2,B.2.1

42 B.2.1,B.2.2

4.3.1 B.2.2

43.2 B.2.2,B.2.5

433 B.2.1,B.2.2

4.4 B.2.1,B.2.2

5 B.8.4, nepeuncnenue j), B.8.7, nepeuucnenve q), B.8.7,

nepeuncrieHne s)
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Mpnnoxenne OA

(cnpaBo4Hoe)

CBefeHUA 0 COOTBETCTBUU CChINOYHbIX MeXAYHapOoAHbIX CTaHAAPTOB CChINOYHbLIM
HauMoHanbHbIM cTaHgapTam Poccuinckon degepauum

Tabnuua pOA.1

0O603Ha4YeHUe CChINOYHOTO
MeXOyHapoaHoro ctaHaapra

CTeneHb COOTBETCTBUA

0603HavYeHe U HanMeHOBaHWe COOTBETCTBYIOLLLErO
HaLUOHaNBHOIo cTaHaapTa

EH 375:2001

EH 376:2001

* COOTBETCTBYHOLLMUI HALMOHANbHbBIN CTaHAAPT oTcyTcTBYeT. [lo ero yTBepxaeHus pekomeHayeTcsi UCNonb30BaThb
nepeBof Ha PyCCKUI A3bIK JAHHOTO MeXayHapoaHoro craHgapTa. MNepeeo 4aHHOro MexayHapoAHOro CTaHaapTa Haxo-
autes B PegepanbHOM MHPOPMaUMOHHOM (DOHAE TEXHUYECKUX PernaMeHToB U CTaHOaPTOB.
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EH

EH

EH

(1]
(2]
(3]

4]

(3]
(6]

(7]
(8]

(9]
(10]

(1]

Bubnuorpacdun

12442-1 TkaHn XMBOTHBIX U UX NPOM3BOAHbLIE, UCMOMb3yeMble NPU M3FOTOBNEHMN MeaUUMHCKMX uaaenuin. Yactb 1.
AHanus n meHempxkmeHT pucka (Animal tissues and their derivatives utilized in the manufacture of medical
devices — Part 1: Analysis and management of risk)

12442-2 TkaHW XUBOTHBIX M UX NPOU3BOAHLIE, UCMONb3yEMbIE MPU U3rOTOBNEHUN MeOUUMHCKMX uagenun. Yactb 2.
KoHTponb nctoyHmkoB, c6opa n o6pabotku. (Animal tissues and their derivatives utilized in the manufacture of
medical devices — Part 2: Controls on sourcing, collection and handling)

12442-3 TkaHW XUBOTHBIX M UX NPOU3BOAHBIE, UCMONb3yEMbIE€ MPU U3rOTOBNEHUN MeaUUMHCKMX uagenun. Yactb 3.
MoaTteepxaeHne ycTpaHeHus n/unm MHaKTMBaUMy BUPYCOB U TPAHCMUCCUBHBIX areHToB. Animal tissues and
their derivatives utilized in the manufacture of medical devices — Part 3: Validation of the elimination and/or
inactivation of viruses and transmissible agents

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

Council Directive 89/686/EEC of 21 December 1989 on the approximation of the laws of the member states relating to

personal protective equipment

Council Directive 90/679/EEC of 26 November 1990 on the protection of workers from risks related toexposure to

biological agents at work (seventh individual Directive within the meaning of article 16 (1) of Directive 89/391/EEC) and

Council Directive 93/88/EEC of 12 October 1993 amending Directive 90/679/EEC on the protection of workers from

risks related to exposure to biological agents at work (seventh individual Directive within the meaning of Article 16 (1) of

Directive 89/391/EEC) amended by Directives 93/88/EEC of 12 October 1993, 95/30/EC of 30 June 1995, 97/59/EC of

7 October 1997 and 97/65/EC of 26 November 1997

Protection of Laboratory Workers from Instrument Biohazards and Infectious Diseases Transmitted by Blood, Body

Fluids and Tissue; Approved Guideline; NCCLS Doc. M29-A Vol. 17, No. 20 (1997)

Laboratory Biosafety Manual (2nd Edition) WHO (1993)

Laboratory Safety Principles and Practices (2nd Edition) Ed. Fleming D.O., Richardson J.H., Tulis J.J., Vesley D.; ASM

{American Society of Microbiology) Press, Washington (USA) (1995)

Clinical Laboratory Safety: Approved Guideline; NCCLS Doc. GP17-A Vol. 16 No. 6 (1996)

Guidelines for Prevention of Transmission of Human Immunodeficiency Virus and Hepatitis B Virus to Health-Care

and Public-Safety Workers; CDC Prevention Guidelines MMWR Vol. 38, No 5—6 (1989)

Clinical Laboratory Waste Management; Approved Guideline; NCCLS Doc. GP5-A Vol. 13 No. 22 (1993)

UN Recommendations on the Transport of Dangerous Goods — ST/SG/AC.10/1/Rev. 8, United Nations, New York

and Geneva, 1995

Guideline for the Safe Transport of Infectious Substances and Diagnostic Specimens, WHO, 1997
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KntoueBble crnoBa: peareHTbl ANsl AUArHOCTUKA in Vitro, pUck UHULMPOBaAHKS, KanubpaTopbl, KOHTPOSbHbIE
maTepuarbl
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