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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOAIrOTOBIIEH JTabopaTtopuen npodbnem KNUHUKO-nabopaTtopHoOM AnarHOCTUKKM HayuHo-nccneno-
BaTENbCKOro UeHTpa ['ocyaapCcTBEHHOro obpasoBaTefibHOro yupeXaeHus Boicllero npodpeccnMoHansHoro 0o-
paszoBaHuda «MockoBckada meguunHekas akagemma um. .M. CeueHoBa PocsapaBa» Ha 0CHOBE CODCTBEHHOIO
ayTEHTUYHOTO nepeBoda Ha PYCCKUA A3bIK cTaHOapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHunyeckum komuteTom no ctaHgaptusaunmn TK 380 «MeaguumHckne nsgennsa ana guar-
HOCTUKW In Vitro»

3 YTBEPXXAEH W BBEAEH B AEWNCTBWE [MMpukasom ®eaepansHOro areHTcTBa no TeXHNYecKomy
perynupoBaHunto U metponornn ot 13 Hosidpsa 2010 r. Ne 379-cT

4 HacTtodawmn ctaHgapT unaeHTudeH mexayHapogHomy ctaHgapTty EH 13641:2002 «YcTpaHeHne nnu
CHXKeHUe pucka MHPULMPOBaHUA, CBA3AHHOIO ¢ peareHtamMm anga gunarHoctukn in vitro» (EN 13641:2002
«Elimination or reduction of risk of infection related to in vitro diagnostic reagents» ).

1oy NpUMeHeH HacTodALWero ctTaHgapTa pekoMmeHayeTcs UCMoNb3oBaTh BMECTO CChINTOYHbLIX MeXayHa-
POAHLIX (peroHarnbHbIX) CTaHOAPTOB COOTBETCTRYIOWME UM HauMoHanbHbIe cTaHgapTel Poccunckon denepa-
LM 1 MeXrocyaapcTBeHHbIe CTaHAapThl, CBeAeHUs O KOTOPLIX MpuBeAeHbl B A0NONTHUTENbHOM NpunoxeHnn 1A

5 BBEAEH BI'NEPBbIE

VIHgbopMauus ob UMEeHeHUSIX K HacmosuwemMy cmaHoapmy nybrnukyemecs 8 eXe200H0 u3tasaeMoM UH-
opMaylIOHHOM yKalzamerne «HalyuoHarbHbie cmaHoapmsel», a meKkcm U3MeHeHUU U rornpasoKk — 8 exemMe-
CSYHO U30asaeMbiX UHpOpMayUOHHbLIX yKalamernsax «HauuoHabHbie cmaHoapmbl». B cny4dae riepecmompa
(3aMeHbl) Unu ommMeHbl Hacmosuw,e2o cmaHoapma coomeemcemesyroujee yseoomreHue byoem onybriukoeaHo
8 eXXeMEeCSYHO u3oasaeMoM UHpOPpMallUOHHOM yKa3zamerne «HaluuoHanbHbie cmaHOapmabi». Coomeemcemay-
rouast UHgbopmMmauus, yeeooMiieHue U meKkcmal pazMeuaromcess makxe 8 UHgbopmMayluoHHoU cucmeme obujea2o
ronb308aHUs — Ha oguyuanbHoOM calime PedepallbHo20 azeHmemaea 1o mexHU4eCcKoMy peaynupoeaHuro U
Memporsnoauu 8 cemu ViHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

XOTSa nepcoHan MeguuUuHCcKnx nabopatopuid, NoCTosAHHO obpabaTbiBasi NOoTeHUManbHO UHPULIMPOBAH-
Hble 0bpasubl, NnpeanpUHUMaeT COOTBETCTBYHOLWME 3aLLUTHLIE MEPbl U UCNOMNL3YET BesonacHble MEeTOAMKMU,
nonoxeHuns Esponenckon Adupektunebl 98/79/EC TpebytoT cBeaeHUA 40 MUHUMYMA pUCKA, CBSI3AHHOMO C BO3-
HUKHOBEHMEM UHM EKL NN, BbISBAHHOW MegULUHCKUMW U30eNaMn AN AMarHOCTUKA in vitro, cogepXallnmia NH-
bnumnpoBaHHble MNU noTeHuunanbHo WMHMPUUMPOBaHHbLIE MaTepuanbl. [laHHoe TpeboBaHue EBponenckon
Oupektuebl 98/79/EC cBA3aHO ¢ pa3paboTKon U NPOU3BOACTBOM MeAULUMHCKUX U3gennin ang AnarHoCTUKA
in vitro. arotoButenun obsasaHbl obecnevntb Takme KOHCTPYKTUBHBIE OCODEHHOCTU N MPOU3BOACTBEHHLIE MPO-
leaypbl, KOTOPbIE CBOAAT PUCK MPUMEHEHUA nsgenusa 4o MUHUMyMa.

OvpekTuBa He ycTaHaBnMeaeT TpedoBaHWA K crneayroLlnM acrnekTam:

- oDOLKMe BONPOCHI 3aLnTbl pabOTHUKOB U MEPLI, KOTOPbIE ACITKHBLI ObITh NPEeANPUHATLI, Koraa noaBepra-
loTCHA 0bpaboTKke B NabopaTtopun Unn Mectax Nnpom3sBoacTea MHPULIMPOBAHHbLIE UMTX NOTEHUUaNbHO NHAULN-
POBaHHLIE MaTepuans.l;

- TpaHCnopTUpOBaHME MHPULMPOBAHHBIX TOBAPOB;
- NMYyTWU K NpoLecchbl yTunmsaymn.

IV
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HAUMWOHANBbHBIUWNW CTAHOAPT POCCUUCKOWN PEOEPALUMN

YCTPAHEHME UK CHUXEHUE PUCKA UHOULIMPOBAHUA,
CBA3AHHOIO C PEATEHRTAMU ONA OQUATHOCTUKMU IN VITRO

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

[lata BBeaeHnsa — 2012—01—01

1 O6nactb NpMeHeHUA

Hactosawmn ctaHaapT ycTaHaBnmMBaeT TpeboBaHUA K paspaboTke 1 NMpOU3BOACTBY peareHToB ANs auar-
HOCTUKW In Vitro ¢ Luenblo 3P@PEKTUBHO KOHTPOMNMMPOBATbL PUCKM MHPULUMPOBAHUSA, CBA3AHHbIE C peareHTaMu
ONs1 ANarHoCTUKA in Vitro, BKNoYas peareHTHbIe NPpoayKThl, KanmbpaTopbl, KOHTPONbHLIE MaTepuans! U HAboPLI
(Qanee — peareHTbl ANA AUMArHOCTUKKU in vitro). HacToawmnm ctaHgapT NPUMEHUM K peareHtam ana gnarHocTu-
KW In vifro, cogepXalum MmaTtepuanbl YeNoBeYeCKoro NpoucxoxageHus. Hactodawmm ctaHgapT NpUMMEHUM TakK-
Xe K peareHtam, rnonyyYeHHbIM ¢ MOMOLLbIO DMOTEXHONOMMYECKMX NPOLIECCOB, UMK K MaTepranam }KUBOTHOMo
NPOUCXOXAEHNA, B YACTHOCTU B CBA3U C 300HO3aMK, Koraa pesynbTaThl aHanmsa pUCKOB BLIABNAIOT BO3IMOXK-
HOCTb 3apaXeHUs1 YeNnoBeKa.

HacToqawmn ctaHgapT He NpUMeHUM K cregyrownMm acneKkTam:

- MHCTPYMEHTaM U eMKOCTAM Anga cbopa obpasLoB buomaTtepmanos.

[MTpunmevanwmne 1—IllpegorBpaweHne pncka MHMUUMPOBaHUSA Npmn 0bpaboTke BUONOrMYecKnx maTepuarnos C
NPUMEHEHNEM AAHHOIO 0D0PYAOBaAHNA PErNamMmeHTUPYETCH APYIMMU CTaHOapTaMu;

- obWKMM acrnekTam 3awWwunTbl NoNb3oBaTenen;
- TPaHCNOPTUPOBAHUIO UHPULMPOBAHHBLIX MaTEPUANOB;
- MepaM yaaneHuna MHPULMUPOBaHHbLIX MaTepunanos.

[TpumevanHne 2— HekoTopble BaXHble AOKYMEHTbI, CBA3AHHbIE C aCNeKTaMn, HE OTPaXKEHHBIMMU B HACTOSI-
LLeM cTaHgapTe, npuBedeHsl B pasaene «bubnunorpadus».

2 HopMaTuBHbIE CCbINKN

B HacTodweM cTaHgapTe UCNoNb30oBaHbl CChINTKX Ha cnegyole HopMaTUBHBbIE AOKYMEHTHI!
ER 375:2001 NMHpopmauus, npegoctaBndemMasi USroTOBUTENEM C peareHTaMu angd guarHoCcTUKA in vitro
ang npodpeccroHanbHOro NPMMeHeHus

ER 3760:2001 NHpopmauus, npegoctaBngemMasi UsSroTOBUTENEM C peareHTamMu ang guarHoCcTuKA in vitro
Onsl caMoTeCTUPOBaHUS

3 TepMUHbLI N onpegeneHus

B HacTodwWwem cTaHaapTe NpuUMeHeHbl crieayowmne TepMUHbl C COOTBETCTBYIOLWMMIK onpeaeneHUamMI:

3.1 noTeHuManbHO UHUUMPOBaAHHLIN Ouonornvyecknn martepuan (potentially infectious biological
material): MaTepunan, KOTOPbIN MOXET coAepXaThb JKU3HECNOCOOHLIA TPAHCMUCCUBHBLIN MHAPEKLMOHHBIW areHT,
XOTSl U C Manoun BEPOSATHOCTLIO.

[Tpunmeyanwmne—IlloTeHunanbHO MHPULMPOBAHHBIM BMONOrMYECKUA MaTepuan BKINtoYaeT B cebs Bce maTepu-

dllbl HEJ10BE4HECKOIo N XNBOTHOIO MNMPONCXoxXAaeHnA, B TOM HYANCTIE 06p83LI,bI AJ1H na60paT0pH biIX ANATHOCTUYHECKNX NCCI1€00-
BaHUW U BUONOrMYeckue MatTepualribl HEU3BECTHOIO NPONCXOXOEHNSA.

U3pgaHne odbvumanbHoe
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3.2 UHbUUuUupoBaHHbLIU Buonoruvyecknn marepuan (infectious biological material): MaTtepuan, KoTo-
PbIN 3aBEAOMO UMW C BbICOKOW CTEMNEHbLIO BEPOSATHOCTU COAEPKUT XKNIHECNOCODOHbIE MUKPOOPraHU3Mbl UM
Opyrue TpaHCMUCCUBHbIE areHThl, KOTOpble AOCTOBEPHO UMK NPeanonoXUTENBHO BbI3bIBAKOT 3a00eBaHUS
YyenoBekKa.

[MTpnmeyanwue—Opyrumn TPAHCMUCCUBHBIMW areHTamMmm SBNSKOTCH, HANPUMEP, NPUOHDI.

3.3 peareHT gna guarHocTuku in vitro (in vitro diagnostic reagent): MegmunHckoe Usgenue ana guar-
HOCTUKW In Vitro, KOTOPOE ABMNAETCH peareHToOM, peareHTHbIM NMPOaYyKTOM, KannbdpaTopoM, KOHTPONBHBIM MaTe-
pUanoOM NN Habopom.

[Tpumevanune 1— OnpegeneHne MeanUMHCKOro n3genus ans auarHocTukn in vitro [1].

[Tpumevanmne 2— Bpsagecnyydaes peareHTsl 4ns AnarHoCTuKu in vitro, npegHasHavYeHHble 415 MPUMEHEHUS
B KITMHUYECKOU MeaANLVHE, MPUMEHAIOT B BETEPUHAPUMN.

[EH 375:2001]

4 TpeboBaHUA, OTHOCALLMECSH K pa3padoTKe n NpoOn3BOACTBY

4.1 O6LWwMe nonoxeHuUs

UToObI UCKMOYNUTL UMM CBECTU A0 MUHUMYMA PUCK MHPULIMPOBaHUS, CBAI3AHHbLIA C peareHTaMmn anst am-
arHOCTUKW In vifro, cneayeT yuYnTbIBaTh creayiolme acnekThbl:

- OCHOBaHUs ANl UCNOMb30BaHUS UHMPULMPOBAHHOIO UMK NOoTEHUMaNbHO MHMOULUPOBAHHOIO BUOMOMN-
4yecKkoro martepuana;

- TpedbOoBaHUSA K UCTOMHUKY UNU TECTUPOBAHUIO (OrOBOPEHHBbIE B XapakTepuUcTuke maTtepuana);

- MHaKTUBaLUUs UM Apyrue COOTBETCTBYIOLME Mepbl ANsl YMEHbLUEHUA pUcka MHAPULUMPOBaHNUS;

- NpeaocTepeeHunst, KOTopble A0MKHbI ObITb NPUBEAEHbI B UHpOPpMAaLIMK, COOBLLIaeMON M3roTOBUTENEM.

4.2 Ucnonb3oBaHWe UHPULMPOBaAHHBLIX UMW NOTEeHUManbHO MHOULUPOBaHHBLIX HMONOrn4yecKkux
MaTepuanoB

Mcnonb3oBaHne MHOULUMPOBAHHBIX DUOMOTMYECKUX MaTepManoB B peareHTax ans gmarHoCTukKM in vitro
OOMKHO ObITb UCKMOYEHO, HACKOMBKO 3TO BOSMOXKHO. ECn peareHThl ANs AUarHoCTUKK in vitro coaep)kaT Ta-
KON MaTepuan B BUAE UHIpegmneHTa UM KOMMNOHEHTa, ero npuMeHeHne AomkHO ObiTb OCHOBAHO Ha AoKa3a-
TeNbHbIX HAY4YHbIX UM TEXHUYECKMX NonoXeHnsax. MHpUUMpoBaHHbIN MaTepuan MOXeT ObiTb UCMNOMb30BaH,
TONbKO eCn 3TO HeobxoaAMMO AN ANarHOCTUYECKOro NPUMEHEHUs NpoayKTa (Hanpumep, B Ka4eCcTBE NO3UTUB-
HBbIX KOHTPOMEW, MaTepunanoB ANd nonyvyeHnss HeodxoauMblX ANst NPOBEAEHUNS CCneaoBaHUS aHTUTEHOB UMK
aHTUTEN B KOHEYHOW KOHUrypaumm Habopa).

Mcnonb3oBaHWe NoTeHUnanbHO UHPULUPOBAHHBIX BMONOrMYEeCcKUX MaTepuanoB AOMMKHO ObITb KPUTU-
Yecku oLeHeHo B Ntobom cryvae (B3BelleHbl PUCKA OTHOCUTENBLHO MOMNb3kbI).

B cnyyae ncnonb3oBaHUg MaTepuanoB TOro Uy MHOro tuna Ang CHWKeHUsa pucka MHUumMpoBaHuda 4o
MUHUAMYMa OOJKHbI ObITb NPUHATHI ACNONMHUTENBHBIE Mephl, YKaszaHHble B 4.3, 4.5 n pasgene 5. [NpaBomep-
HOCTb UCMONb30OBaHUA 3TUX MaTepuanoB AoMKHa ObITb AOKYMEHTUPOBAaHA.

4.3 XapakTepuUCTUKa MaTepuana cbipbs

4.3.1 OOWume nonoxeHus

[nga Bcex MHPULMPOBAHHBLIX U MOTEHUUanbHO MHPULMPOBAHHBLIX BUONOrM4YecKnX MaTepmanoB, MCNOSb-
3yeMbIX Ansl NPOM3BOACTBA peareHToB, AOCMKHbI ObITb YCTaHOBMEHblI COOTBETCTBYHOLWME chneumdpurkau
(BKMtovad TpedboBaHUS K UCTOYHUKAM M MeTodaM UccneaoBaHusl) ¢ LEenbo YCTaHOBMEHUS aaeKBaTHOMO KOH-
TpOoNs 3a pUCkoM MHPULNPOBAHUS.

4.3.2 Tpeb6boBaHUA K UCTOYHUKAM

N3rotoBUTENEM peareHToB AN AWarHOCTUKK in vitro AoMmKHbI ObITh pa3paboTaHbl M AOKYMEHTUPOBAHLI
COOTBETCTBYOLLUME METOANKN ANA NMONyYeHUst MHPULMPOBaHHBLIX U NOTEHLUUaNnbHO MHPULMPOBAHHBLIX DUOMO-
rTMYecknx matepuarnos.

[dormkHa ObIThb NpeacTasneHa MHopmMaLlns OTHOCUTENBHO CneayoLWero:

- MOCTaBLIUK MaTepuana Cblpb4;

- TN MaTepurana (HanpumMmep, KpoBb, NNasMa, CbiIBOPOTKA, TKaHb, MoYa, KNEeTKN);

- Npupoaa UCTOYHKUKA (HanpuMep, YeroBekK, XXUBOTHOE, MUKPOD);

- npoucxoxageHue (Hanpumep, reorpadouyeckasl 3oHa, rpynna goHOPOB);

- METOAUKU OYNCTKU U XMMUYECKON 0BpabOoTKN, eCcrnin Takne npomssogunincs.
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4.3.3 TpeboBaHUA K UccrnegoBaHUAM

[omkHO ObITb NPOU3BEAEHO UCCNeaoBaHME MapKepoB Hanbdbonee BaXHbIX MHAEKUMOHHBIX DonesHeun,
Takux kak aHTutena kK BUY-1 n BUY-2, aHtntena k Bupycy renatuta C n Kk HB.AQ.

Kak npaBuno, nccnegoBaHna A0/KHbI ObiTb BbIMOMHEHBI € MPUMEHEHUEM peareHTOB ANl ANAarHOCTUKA
In vitro, 3aperncTpmMpoBaHHbIX B YCTAHOBNEHHOM nopsigke. Apyrne aHanuTUYeckKMue TEXHOMOMMNM MOryT ObIThb
NPUMeEHeHbI TONbKO MPU YCINOBUK, UTO UX BaKHeULIMe XapaKTepucTmka KadyecTBa BbIMOTHEHUA MO MeHbLUe W
Mepe 3KBUBaNeHTHbl U AOKYMEHTUPOBAHLI.

[1pn UCNONb3OBaHUM KPOBK YeroBeKa, BKovagd nnasmy U CbiIBOPOTKY, KaXKabl MHAUBUAYaNbHLIN OHOP
OoIKeH obITb 0bcneaoBaH. [pn UccneaoBaHU NyNUPOBaAHHOIO MaTepuana AomKHbl ObITb MPUMEHEHBI COOT-
BETCTBYIOLIME YYBCTBUTENbHLIE aHanUTudeckme TexHonorun (Hanpumep, NUP nnmn apyrme amnnundgpukalMoH-
Hble TEXHOIOTN).

[omkHa ObITb obecneyeHa NPoCNeXXMBaeMoCTb pe3ynbTaToB UccneaosaHun. MoxeT ObiTh 3aTpeboBaH
cepTuduKkaT gna matepuana UCTOYHUKA.

[loanexaT UCNoNb3OoBaHUIC TOMBKO Te MaTepuanbl, KoTopble NpusHaHbl apeakTUBHLIMU B pesynbTaTe
BbINONTHEHUSA YKa3aHHLIX Bbille UCCNedoBaHUN, UCKITHOYEHUSA A0NYCKaoTCsA TOMNbKO B CNydasXx, koraa peakTUB-
HbIN MaTepuan Heobxoanm Anga auarHocTudeckux uenen. Jlroboe ncknroveHne gomkHo ObiTb 0OOCHOBAHO U
OOKYMEHTUPOBAHO.

4.4 lpouecc npou3BoACTBa

B cnyyae ncnons3oBaHust UHPULIMPOBAHHOIO DMONMOrMYecKoro MmaTepuana aonxHa obiTe NpoBeaeHa ero
MHaKTUBaUMAa 1 Apyrne Mmepbl Ansa CHMXKEeHUA 40 MUHUMYMa pucka MHPUUMPOBaHUA, eCl OHU He BbI3bIBAOT
HexXenaTenbHOro U3MeHeHUa aHanUTUYEeCKUX XapaKTepUCTUK peareHTa ans AnarHoCcTUKK in vitro. [1OMmKHBI
ObITb NpeacTaBneHbl agekBaTHble AoKasaTenbCcTBa SPIPEKTUBHOCTU N OTPaHUYEHNUA TaKnX Mmep (Hanpumep,
MCNONb30BaHWE AaHHbIX NUTepaTypbl, Hanbonee YyBCTBUTENbHBLIX U TOYMHBLIX METOAUK, AaHHbLIX Banuaawuum).

B xoae npoLecca nponusBoAcTBa ACMKHbI ObITh NPeanpUHATLI OpraHn3aLMoHHbIE U CAHUTAPHO-TUTUEHN-
yeckme mMepbl ANa nNpegoTBpalleHUs BTOPUYHOIO 3apaXeHuda (B YaCTHOCTU, NMepeKkpecTHOro 3arpasHeHus).
NHpUUMpoBaHHbIE MaTepuanel U peareHTbl AN ANarHoCTUKA In vifro, coaepXawme MHPULUMPOBaAHHLIE MaTe-
puanbl, AOIMKHbI COXPaHATLCA B COOTBETCTBYIOLWMX KOHTeUHepax, KoTopble 3pdpeKTUBHO NpeaoTBpallatoT
paccenBaHne MHPEKUMOHHBLIX areHToB.

5 UHdopmauua, npegoctaBnsaemMmas U3arotToButenem

[Tomumo nHpopmauun, npegycmoTpeHHon EH 375 n EH 376, B MHCTpyKUMIO MO NPUMEHEHUIO peareHToB
OOTDKHBI ObITh BKMHOYEHBI COOTBETCTBYIOLME YKa3aHUSA OTHOCUTENbHO BaXKHbIX MapKepoB UHPULUPOBAHHOCTU
N NONyYeHHbIX pe3ynbTaToB UccneaoBaHUn.

Itobble NpegocTepeXeHnUsa AOMKHbI COOTBETCTBOBATL KOHKPETHOMY PUCKY MHPULMPOBaAHUA (M3BECTHO-
MY UK NOTeHUManbHOMY) NpU NpUMMeHeHUN aaHHOro peareHTa. PopMbl BhlipaXkeHUa npegocTepeXXeHna aor-
>KHbl COOTBETCTBOBATb Pas3NMAYHbLIM CTENEHAM pucka MHPULMPOBaHUS.

Hanpumep, B cnydae, korga Bce npounssegeHHble UccneaosaHuga He BbIABUNMY peakKTUBHOCTU B OTHOLLE-
HAN BCEX BaXKHbIX MHMPEKLIMOHHBIX MapKepoB UMK Koraa bbiny npoBeaeHbl 3P eKTUBHBbIE Mepbl UHaKTUBALUMA,
npegocTepexeHmne MoOXeT ObITb BbipaXkeHo B 00Len opMe OTHOCUTENbHO OCTATOUYHOIO MMHUMAarbHOMO PUC-
Ka. HanpoTuB, NOMHOE N AICHOE NpeaocTepeKeHne AomKHO ObITb NPUBEAEHO B OTHOLLEHWWN onpaBaaHHO NPU-
MEHAEMOro MHMEULIMPOBAHHOIO MaTepuana, ¢ ykasaHuem OONONMHUTENbHLIX Mep, KOTopble AOCMKHbI ObITh
npeanpUHATLI ANd YyMeHbLUIeHNAa pucka MHPULIMPOBaHUSA Nonb3oBaTenen.
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[MpynoxeHune ZA

(cnpaBo4HoOe)

CooTBeTcTBUE HACTOSALLEro ctTaHaapTa OCHOBHbLIM TpeboBaHUAM
Esponeunckoun AQupektusbl 98/79/EC

Tabnuya ZA.1— CooTBeTCTBME HACTOALWEro ctaHgapra tpebosannam EBponenckon anpektmebl 98/79/EC

Pasgenbl 1 nogpasgenbl HACTOSALWEro cTaHgapTa

CooTBeTCTBYIOLNE OCHOBHBbIE TpeboBaHUA JUpeKTUBh
98/79/EC

4.1 A1, A2 B.2.1

4.2 B.2.1, B.2.2

4.3.1 B.2.2

4.3.2 B.2.2,B.2.5

4.3.3 B.2.1, B.2.2

4.4 B.2.1, B.2.2

5 B.8.4, nepeuncnenne j), B.8.7, nepeuncnenune q), B.8.7,

nepevncneHme s)
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Mpnoxenve OA

(cnpaBo4HoOe€)

CBegeHNA 0 COOTBETCTBUMU CCbINMOYHbIX MeXAYHapoOAHbIX CTAHAAPTOB CCbINMTOYHbIM
HauMoHanbHbLIM cTaHgapTaMm Poccunckon ®@epgepauuu

Tadbnwua HOA.1

OBoO3HAYEeHUE CChITOYHOro
MEXOYHAPOOHOro craHaapra

CTteneHb COOTBETCTBUA

Obo3HaveHne 1 HaMMeHOBaHUE COOTBETCTBYIOLLEro
HALMOHANBLHOro ctaHgapTa

EH 375:2001

EH 376:2001

* COOTBETCTBYIOLWMN HAUMOHANbHLIM cTaHAAPT oTcyTcTBYET. 1O ero yrBepxaeHnsa pekomeHayeTcs NCnofib3oBaTh

nepeBod Ha PYCCKUNM S3bIK AAHHOIO MeXxXayHapogHoro ctangapTta. [NepeBoa 4aHHOro MeXayHapogHoro CTaHgapTa Haxo-
antea B GegepanbHOM MHPOPMALMOHHOM (POHAE TEXHUYECKUX PErMaMeHTOB N CTaHOapTOB.
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bubnuorpadua

EH 12442-1 TkaHn XXMBOTHbIX U UX MPOUN3BOAHbLIE, NCNOSIb3YEMbIE NMPU UIFOTOBMEHUN MegUUMHCKUX nagenun. Hactos 1.
AHanni n meHepkmeHT pucka (Animal tissues and their derivatives utilized in the manufacture of medical
devices — Part 1: Analysis and management of risk)

EH 12442-2 TkaHu XXMBOTHbLIX U UX MPOU3BOAHbIE, NCMNOJIb3YEMbIE NMPU UITOTOBITEHUN MeOgUUMHCKUX nagenun. Hacts 2.
KoHTpOb NCTOYHMKOB, cbopa n 0bpaboTkn. (Animal tissues and their derivatives utilized in the manufacture of
medical devices — Part 2: Controls on sourcing, collection and handling)

EH 12442-3 TkaHu XXMBOTHbIX U UX MPON3BOAHbIE, NCMNOSIb3YEMbIE NMPU UITOTOBIEHUN MeOUUMHCKUX nagenun. Hacrte 3.
[logTBepXgeHne ycTpaHeHA U/nnn MHaKTMBaLmm BUPYCOB N TPAHCMUCCUBHbBLIX 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

[1] 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

[2] Council Directive 89/686/EEC of 21 December 1989 on the approximation of the laws of the member states relating to
personal protective equipment

[3] 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

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

[4] 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)

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

6] 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)

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

8] 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)

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

E’IO] UN Recommendations on the Transport of Dangerous Goods — ST/SG/AC.10/1/Rev. 8, United Nations, New York
and Geneva, 1995
[11] Guideline for the Safe Transport of Infectious Substances and Diagnostic Specimens, WHO, 1997
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KntouyeBble crioBa: peareHThl AN AUarHoCTUKKU in vitro, puck nHULMpoBaHUs, KanmbpaTopbl, KOHTPOSbHbIE
MaTepuanbl
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