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AHK-TEXHONOruA

PerncrpaunoHHoe yaocToBepeHue
N2 ®CP 2010/08867 ot 01 utona 2024 roga

KoMnnekT peareHToB ANA BblAeNI€eHUS HYKJIEUHOBbIX KUCNOT
NMPOBA-HK/MNMPOBA-HK-IJTHOC

®opmbl komnnektauun: MPOBA-HK, MPOBA-HK-MJ1HOC

E-mail: hotline@dna-technology.ru,
www.dna-technology.ru

1 HA3HAYEHME
1.1 Komnnekt peareHtoB MPOBA-HK/MPOBA-HK-MNJTOC npeaHa3HayvyeH ANs NoNyyYeHns npenaparta HYKJeMHOBbIX KUCIO0T
(HK) n3 6uonornyeckoro matepuana (Tabnuua 1) Ana nocneaylowero aHaansa MeToAOM 06paTHOM TpaHCKpUNUUn
(PHK) n/unu nonumepasHoli uenHow peakummn (AHK).
Komnnektauumsa NMPOBA-HK-MJIOC npeaHa3HayveHa aAns nonydeHus 6onbwero o6véma AHK (300 MK) No cpaBHEHUIO
c komnnekTauuen NMPOBA-HK (50 mMkn) c uenbio NnpoBeaeHns B AanbHenwem 6onbliero yncna NMuUP-vnccnenosaHuii.
1.2 KoMnnekT MOXeT 6biTb MCNOMb30BaH B KAWHWKO-AMArHOCTUYECKUX NabopaTopusaxX MEeAULMHCKUX YUPEXAEHWUIA U
Hay4HO-UccneaoBaTeNbCKON NpakTuke.
2 XAPAKTEPUCTUKA KOMMNJIEKTA
2.1 CocraB KOMIUJIeKTa:
KoMnoHe Konunyectso
MnonenT NPOBA-HK-TI/IIOC NPOBA-HK
. Jnsnpytownii pactsop 15 mn 1 cnakoH 30 mn 1 cdnakoH
. PeareHT ans npeuunutaumm 20 mn 1 ¢nakoH 40 mn 1 ¢nakoH
. MpombIBOYHbIN pacTBop N21 25 mn 1 ¢pnakoH 50 mn 1 dnakoH
. MpoMbIBOYHbIN pacTBop N22 15 mn 1 cnakoH 30 mn 1 cdnakoH
. Bydep aAnsa pactBopeHus 15 mn 1 cnakoH 1,25 mn 4 npobupku
. OTpuuaTenbHbIi KOHTPONbHBIV 06pasel, - - 1,5mn 2 npobupkun
. BHYTpEeHHUI KOHTPObHbIN o6pa3sel, (PHK-BK) - - 1,0 Mn 1 npobupka
. BHYTpPEHHUI KOHTPObHbIN obpa3sew, (AHK-BK) - - 1,0 Mn 1 npobupka

BHUMAHME! Bydep ans pactBopeHus pasnunyaeTcs Ana komnnekTtaumnin MPOBA-HK n MPOBA-HK-MOC. Ucnonb3oBaTb
6ydep ans pacTBOpeHUs U3 APYroi KOMNAeKTaumMm He AonycKaeTcs.

2.2

KonuuectBo aHanusmpyeMbix 06pa3LoB: KOMMIEKT paccuuTaH Ha BbigeneHve HK u3 50/100 aHanusnpyembix
06pasLoB, BKIOYas oTpuLaTesibHble KOHTPOsIbHbIE 06pa3Libl.

Tabnunua 1

Komnnekraumsa NMPOBA-HK NMPOBA-HK-NJ1IOC
KaTanoxHsbli
HoMep P-002/1 P-002/2
MnasmMa KpoBW, CNKOHA, MOKPOTa, MONOKO, Moya, crnepma,
CeKpeT MpeACTaTeNbHON  XKenesbl, JINKBOP,  COCKOGbI Dgﬁgzg Kzg‘zg' Cz]:-lr'l?eHi{a MOCK;ngT'
3NUTeNNanbHbIX KNETOK C 33aAHeN CTeHKM T[0TKU, U3 n eLlCTz-;TeanoV; )Kenep3b|, J'II/IKBF())
MaTtepuan ans ypeTpbl,  LepBUKaNnbHOro KaHana, 3aAHero cBoja CgCKOGbI SATENMANBHIX . KIETOK pé
nccneaoBaHuns Bnaranuwa, MA3KW M CMbiBbl M3 TONOCTU HOCA W | _opiei’ crenku rOTKM, M3 YPETpbl
pOTOrNIOTKK, hekanuu, Matepuan oT Naawux u 6onbHbLIX LePBAKANLHOTO Kanana 3anHeré
XMBOTHbIX (Ma3kM M CMbIBbl M3 Tpaxeu, MONOCTU HOca, csg,qa Bnaranuwa v a !
rNOTKW, KNoaku; dhekanuu; BHYTPEHHWE OpraHbl) U Ap. P-
Konunuectso
onpeaenexHuni 100 50

BHWUMAHME! MNpwn paboTe c HabopaMun peareHToB:

MpumeyaHne -

OT-TENATOIEH-C;

OT-FEMATOIEH-C TEHOTUMUPOBAHUE (dopmaT «Real-Time»);

BUY-TEH;

BrB-IEH;

HabopoM peareHTOB Ans BbisiBneHuss PHK Bupyca rpunna A cy6tuna H5N1 («nTuubero rpunna») (Influenza A virus
subtype H5N1)

HeobX0AMMO MCMONb30BaTh TONIbKO KoMnaekTauumo MPOBA-HK.

BpeMms npoBeAeHns BbiAe/IeHMSA HYKJ/IEMHOBBIX KUCAOT - 1 vac.

MEPbI NTPEAOCTOPOXXHOCTHU

OpraHusauus pabotbl MNLP-nabopaTtopun, obopyaoBaHue W MaTepuanbl AO/KHbI COOTBETCTBOBATb TpeboBaHWAM
FOCT P 52905-2007, MeToanYeckux ykasanuit MY 1.3.2569-09 «OpraHusauusi paboTbl nabopaTopuil, UCNosb3yoLmx
MeToAbl aMNANdUKaLMM HYKIEUHOBBIX KUCIOT, Mpu paboTe C MaTepuanoM, CoAepX)aLlnuM MUKpoopraHnamel I-1V rpynn
natoreHHoctn», MP 3.1.0169-20 «JlabopaTopHasi anarHoctuka COVID-19», c cobnoaeHNeM CaHWUTapHbIX NpaBua U

HopM CaHlMuH 3.3686-21 «CaHuTapHo-3nuaeMuonormyeckme TpeboBaHUst no npodunakTuke UHMDEKLMOHHbIX
6onesHeli». HenmsBecTHble 06pasLibl pacCMaTPMBAOTCS Kak NOTEHLUMANbHO ONacHbIe.

OTxoabl 6uomatepuana (MHOUUMpPOBaHHble WAW  MOTEHUMANbHO  WMH@UUMPOBaHHbIE), 06pa3ubl  nocne
npo6onoAroToBkW, obpasylolwnecs B KIMHUKO-AMArHOCTMYECKMX nlabopaTopusix, OTHOCSTCA K knaccy B un

YyTUAU3MPYIOTCA B  COOTBETCTBUM C TpeboBaHusamMu CaHluH 2.1.3684-21 «CaHuTapHO-3nNnaeMuonornyeckune
Tpe6oBaHUS K COAEPXKaHUIO TEPPUTOPUIA FTOPOACKUX U CENbCKUX NOCENEHWN, K BOAHbLIM 06bEKTaM, NUTLEBOIN BOAE U
NUTLEBOMY  BOAOCHAGXeHWIo, aTMochepHOMYy  BO3AyXy, MNOYBaM, > KUNbIM  MOMELUEHUsSM,  IKChayaTaumm
NPOV3BOACTBEHHbIX, O6LLIECTBEHHbIX MOMELLEHNI, OpraHn3auuM U NpoBeAeHNI0 CaHUTapHO-MPOTUBO3MUAEMUYECKNX
(npodunakTnyecknx) meponpuatuii» n My 1.3.2569-09.

KoMnneKkT peareHTOB HE COAEPXKUT MaTepuanos GMONOrMYECKOro MPOUCXOXAEHUS, BELLeCcTs,

obnapamwmnx KaHUEpOreHHbIM, MyTareHHbIM AEeNCTBMEM, @ TakXe B/MSIOWMX Ha PENpPOAYKTUBHYIO (YHKLUMIO YenoBeka.

ep NpefOCTOPOXHOCTU SBASETCS 6€30MacHbIM.

n 6.
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4 MATEPWUAJIbl U OBOPYAOBAHMUE
Mpu paboTe C KOMMNEKTOM peareHTOB ANs BblAeNeHUs HyKNenHoBblx kucnoT (MPOBA-HK/MPOBA-HK-MOC)
TpebyloTcs cneaytolmne o6opyfoBaHNe U MaTepuansl:

60okc 6uonormyeckon 6esonacHoctu II knacca;

TepMOoCTaT TBEpAOTENbHbIVM, NoAAEPXMBaOLWNIK TeMnepaTypy oT 25 °C go 98 °C;

ueHTpudyra ans mukponpobupok, ¢ RCF(g) He Huxe 12000;

MUKpOLeHTpUdYra-BopTeKc;

XONOANBbHWK B6bITOBON C MOPO3W/TbHOW KaMepou;

3M1eKTpuyecknii nabopaTopHbIii acnmMpaTop € KON60W-«0BYLIKON»;

npo6bupKN 0AHOPa30Bble NAACTUKOBbIE 06BEMOM 1,5 Mn;

wTaTNB «paboyee MecTo» Ans Npobupok ob6vémom 1,5 mn;

[03aTopbl NOJlyaBTOMaTUYECKME OAHOKAaHalNbHble C MepeMeHHbIM 06BbEMOM, Mno3Bonsiowmne oTéupatb 06BLEMBI

xumakoctn 20-200 mkn, 200-1000 mkn;

e  0[HOPa30Bble HAKOHEYHUKMN C PUNLTPOM ANS NONyaBTOMATUYECKUX [03aTopoB, cBo6oAHble oT PHKa3 un [HKas,
o06bémom 200 mMkn, 1000 mkn;

. 04HOpa3oBble HAKOHEYHUKK 6e3 dunbTpa, cBob6oaHble oT PHKa3 n [HKa3, ans anekTpuyeckoro nabopaTtopHoOro
acnuparopa;

e 0JHOpa30Bble NepyaTkn MeanUnHCKMe, 6e3 Tanbka, TEKCTYPUPOBaHHbIE;

. EMKOCTb C Ae3UHMOUUMPYIOLWMM pacTBOPOM ANt cbpoca MCMONb30BaHHbLIX HAKOHEYHUKOB, MPOBUPOK U ApYyrux
pacxofHbIX MaTepuanos;

. TpaHcnopTHass cpeaa ans 6uonpob (OO0 «HMO [AHK-TexHonorus») wu/unn @uanonornyeckuii pacrsop
(0,9% NaCl) ctepunbHbIW.

Mpwu BblaeneHnn HK 13 nnasmebl:

. BaKyyMHble NnacTukoBble Npobupku Tuna Vacuette ¢ 3ATA nav uMTpaToM HaTpus.

MNpw Bbiaenennn HK 13 MokpoTbl (cnocob 1)

. 10% pacTBop Tpéx3amelleHHoro dochopHOKMCIOro HaTpusa X 12H20;

. 1M pacteop HCI;

. 5% pacTBOp XJlopaMuHa;

e BOJA AMCTUNNVMPOBaHHas.

Mpw BbigeneHnn HK 13 MokpoTbl (Cnocob 2): MyKONU3WH.

5 B3ATUE U NOANOTOBKA KJIMHUYECKOIO MATEPUAJIA

5.1 Mnasma Kposu
B3siTve uenbHON nepudepuyeckoil KpoBM MPOBOAUTCS B BaKyyMHble MiacTMKOBble Mpobupku Tuna Vacuette
06béMoM 2,0 unun 4,0 mn ¢ Ao6aBNeHHON B KayecTBe aHTMKOArysiHTa Cosblo aTuneHaMaMuHTeTpaauetata (34TA)
B KOHEYHOU KOHUeHTpauun 2,0 Mr/mn. B kayecTBe aHTUKOAryssHTa AOMNYCKaeTCs TakXe UCMoNb3oBaHMe uutTpaTa
HaTpus. [Ana nepeMellvBaHus KPOBU C aHTUKOAry/nsiHTOM Mocne B3sTUS MaTepuana Heo6XoAWMO MepeBepHyTb
npobupky 2-3 pasa.

BHWUMAHME! He gonyckaeTtcs ncnonb3oBaHWe renapuHa B KayecTBe aHTUKOarynsHTa.

5.1.1 LLeHTpMd)yrwpyMTe npobupku c kposbto Npu RCF(g) 900 B TeueHne 20 MUH Npy KOMHaTHOM TemnepaType (oT 18 °C

C).

[o 25 °
5.1.2 TMocne ueHTpudyrnposaHma oTbepuTe NosyaBTOMaTUYECKMM J03aTOPOM BEPXHIOW dpakumio (N1asma) u nepeHecTu
B OTAE/IbHYI0 NJacTUKOBYIO Npobupky o6béMoM 1,5 mn.
BHUMAHME!
1. BpeMs oT MOMeHTa B35TVUSA Nepudepnuyeckoil KpoBM A0 MONYYEHWUs MnasMbl HE [OSIKHO MpeBbilwaTh 6 yacos. Mpu
Heo6x0ANMOCTM NnasMy AOMyCKaeTCs XpaHUTb Npu TemnepaType oT MUHYyC 18 °C go MuHyc 22 °C He 6onee 3 MecsueB.
2. Mepea BblaeneHnem HK nnasmy HeobxoanMo nepemeluats!

5.2 MokpoTa

BHWUMAHME! lNpu pabote c HabopaMu peareHToB A1 BbISIBNIEHUS HYK/IEUMHOBBIX KMCIIOT BO36YyAUTENE OCTPbIX pecnvpaTopHbIX
BUPYCHbIX MHMEKUNI yenoBeka, BkIYas kopoHaesnpyc SARS-CoV-2, metogom OT-MUP (OO0 «AHK-TexHonorus TC»,
Poccus), npeno6paboTky MOKpOTbI ClieAyeT NPOBOAUTL C UCMOJIb30BaHMEM MyKOM3NHa (cnocob 2).

5.2.1 Cnoco6 1

5.2.1.1 TpumepHo 500 MkN 6MONOrMYecKoro Matepuana nepeHecuTe B CTEPUSIbHYIO MOCYAY.

5.2.1.2 [dob6aBbTe k Npobe MOKPOThbl paBHbIli 06bEM 10% Tpex3ameléHHoro ochopHokMcoro HaTpus X 12H20, nnoTHO
3aKpoWTe KPbIWKON U UHTEHCUMBHO BCTPSIXHUTE.

5.2.1.3 Cmecb MHKY6MpYiTe nNpu Temnepatype 37 °C B TeyeHne 18-24 yacos, 3aTeM HeliTpanusyiite 1M HCl ao pH 6,8-7,4.

5.2.1.4 UeHtpudyrupyvite npu RCF(g) 100 B TeyeHne 20 MUH.

5.2.1.5 CneiTe HaAOCaA0YHYIO XMAKOCTb B EMKOCTb C 5% pacTBOpOM X/l0paMuHa Ans obe33apaxuBaHus.

5.2.1.6 [lob6aBbTe Kk ocaaky 500 MK AUCTUIIMPOBaHHOW BOAbl, MepeMellaliTe MUNETUPOBAHWEM U MepeHecuTe B
NNacTUKoBY Npobupky o6bEMoM 1,5 mn.

5.2.1.7 UeHTtpudyrupyiite npobupky npu RCF(g) 12000 - 16000 B TeueHne 10 MUH.

5.2.1.8 Ypanute HapoCafo4YHYIO XWAKOCTb, OCTaBuB B Npobupke npumepHo 100 Mkn (ocagok+xuakas dpakums).

5.2.2 Cnoco6 2

5.2.2.1 B KoHTeliHep c o6pa3uom fobaBbTe MYKOJIN3UH B COOTHOLLEHUM 5:1 (5 yacreit MykonunsmHa K 1 4acTu MOKpOTHI),
OPWEHTUPYSCb MO rpafyMpoBKke KOHTeWHepa.

5.2.2.2 3aKpoiTe KpbIWKY KOHTEliHepa, BCTPSIXHUTE COAEPXUMOEe U WHKY6upylhTe 20-30 MMH NpM KOMHATHOWM

TeMmnepaTtype, kaxable 2—-3 MUH BCTPSXMBas KOHTENHep.
O6paboTaHHyt0 MOKPOTY A0MYCKAETC XpaHUTb B KOHTeHepe B TEYeHWe CyTOK npu Temnepatype ot 2 °C go 8 °C unn
ONMTENbHO Npu TemnepaType He Bbiwe MUHYC 16 °C (B cnyyae Heo6XoANMMOCTU NOBTOPHOIO BbiaeneHus PHK/AHK).
5.3  Cocko6bl annTennanbHbIX KNeTok
5.3.1 TlepeHecuTe COCKO6 3NUTENUaNbHbIX KNETOK (C 3agHeW CTEHKW MOTKWU, U3 ypeTpbl, 3aAHero cBoja Bnaranuiia,
LepBUKasbHOro KaHana v Ap.) € NoMoLLbl OAHOPa30BOro CTEPUILHOIO 30HAA B MNIACTMKOBYIO MPOGMPKY 06HLEMOM
1,5 mMn c TpaHcnopTHoOW cpefow (Mnn ¢ 500 MKk (PU3MONOrMYECKOro pacTBOpa CTEPUIbHOrO), WM TLATENbHO
npononowmTe 30H4, usberas pasbpbI3rMBaHUs XUAKOCTU. 3aTeM U3B/IEKUTE 30HA M3 pacTBopa W, BpallaTesbHbIM
ABWXEHWEM MPUXMMas ero K CTeHKe NpobUpPKy Bbile YPOBHS pacTBOpa, OTOXMUTE U36bITOK XUAKOCTU.
5.3.2 TllonHocTblo yaanute 30HA 13 Npobupku. MNpobupkKy NIOTHO 3aKpoTe N NPOMapKUpyuTe.
BHWUMAHME! lNpu pabote c Habopamu peareHTOB A/ BbISIBNIEHUS HYK/TEMHOBBIX KMCIIOT BO36YyAUTENEN OCTPbIX pecnvpaTopHbIX
BUPYCHbIX MHMbEKLMIN YenoBeka, BKItoYasi kopoHaBupyc SARS-CoV-2, metoaoM OT-MUP (OO0 «AHK-TexHonorus TC»,
Poccus), B xofe NoAarotoBkM COCKO60B M3 HOCOMMOTKM M POTOMIOTKM AanbHelillee LeHTpudyrnposaHne He Tpebyertcs,
o6pasLibl roToBbl ANa BblaeneHuns PHK.

5.3.3 UeHTpudyrupyiite npobupky npu RCF(g) 12000 - 16000 B TeyeHne 10 MUH.




5.3.4 Ypanute HapoCcafoOuYHYIO XUAKOCTb, OCTaBuB B Npobupke npumepHo 100 Mkn (ocapok+xuakas dpakums).
NMpumeuaHue - [epea B3STUEM cOockoba M3 LEepBUKaANbHOro KaHana Heo6X0AMMO yAanuTb CNWU3b CTEPUSIbHBLIM
BaTHbIM TaMMOHOM.

Moua

Mopuuio yTpeHHein moun (npumepHo 50 M) cobepuTe B CTEPUIIbHYIO MOCYAY U MIOTHO 3aKpoWTe KPbILLKOWA.
MepeHecute 1,0 M MaTepuana B NNaCTUKOBYIO Npobupky o6bémom 1,5 mn.

LleHTpudyrupyite npobupky npu RCF(g) 12000 - 16000 B TeyeHne 10 MUH.

Haunbonee nonHo yaanuTe HaA0CaA04YHYIO XUAKOCTb.

[ob6aBbTe k ocaaky 1,0 Mn GpM3MONOrMYecKoro pacTteopa CTepusibHoro.

LleHTpudyrupyite npobupky npu RCF(g) 12000 - 16000 B TeyeHne 10 MUH.

YpanuTte HagocafouHYO XUAKOCTb, OCTaBMB B Npobupke npumepHo 100 mkn (ocapaok+xuakas dpakums).

CntoHa, IMKBOP, CUMHOBUabHAsN XUAKOCTb

CnioHyY, JIMKBOP, CUMHOBMAsbHYI XUAKOCTb (NpuMepHo 500 Mkn) cobepute B CTEpWbHYKO MOCYAY WM MAOTHO
3aKpoUTe KPbIWKOM.

MepeHecute 500 MkN MaTepuana B N1acTUKOBYO Npobupky o6bémom 1,5 mn.

LleHTpudyrunpyiite npobupky npn RCF(g) 12000 - 16000 B TeyeHne 10 MUH.

YpanuTte HaA0Caf0uHYI0 XUAKOCTb, OCTaBUB B Npobupke npuMepHo 50 Mk (ocafok+xuakas dpakums).
JobasbTe k ocaaky 500 MK PU3MONOrMYECKOro pacTBOpa CTEPUIIBHONO.

LleHTpudyrunpyiite npobupky npu RCF(g) 12000 - 16000 B TeyeHune 10 MUH.

YpaanuTte Haf0CaA0uHYIO XUAKOCTb, OCTaBMB B Npobupke npumepHo 100 Mk (ocafok+xuakas dpakums).
CriepMa, cekpeT npeacTaTenbHO xenesbl

MNepeHecute 100 MKA XMAKOrO MaTepuana NMNeTKon B MNacTUKOBYO Mpobupky o6bEMOM 1,5 Mn ¢ TpaHCMOPTHOM
cpenoit (nnm ¢ 500 Mk PU3MONOrMYEeCcKoro pacTBopa CTEPUIBHOMO), BCTPAXHUTE NPOBGUPKY Ha BOPTEKCe B TeYeHne
5-10 c.

2 UeHTpudyrupyiite npobupky npm RCF(g) 12000 - 16000 B TeueHune 10 MUH.

3 Ypanute HaA0CaAOYHYIO XMUAKOCTb, OCTaBMB B Npobupke npuMepHo 100 mkn (ocagok-+xuakas dpakuus).

Monoko

CobepuTe maTepuan B CTEPUNbHYIO NOCYAY M MNOTHO 3aKPOWMTE KPbILIKOM.

AKKypaTHO nepemeluaiTe u nepeHecute 1,0 Mn MaTepuana B NJacTMKOBYIO Npo6upky o6béMom 1,5 M.

Cpok cbopa Monoka He 6onee 24 yacoB. XpaHeHWe B TeyeHMe Bcero cpoka cbopa npu Temnepatype ot 2 °C go 8 °C.
Masku 1 CMbIBbI

BHWUMAHME! lNpu pabote c HabopaMu peareHTOB A1 BbISIBNIEHUS HYK/TEUMHOBBIX KUCI0T BO36YyAUTENE OCTPbIX pecnvpaTopHbIX
BUPYCHbIX MHMEKUNI yenoBeka, BkI4Yas kopoHaeBnpyc SARS-CoV-2, metogom OT-MUP (OO0 «AHK-TexHonorus TC»,
Poccus), noaroToBka MaskoB B TPAHCMOPTHOW cpefe U CMbiBOB He TpebyeTcs, 06pasLibl FOTOBb! AN BblaeneHuns PHK.
5.8.1 LeHTpudyrvpyiite npobnpky, coaepxallyto aHanusupyemblii Matepuan, npu RCF(g) 12000 - 16000 B TeyeHne 10 MUH.
.8.2 Ypanute HapoCaZOYHYIO XUAKOCTb, OCTaBUB B Npobupke npumepHo 100 Mkn (0capok + xuakas dpakums).

9  Oekanuu
1 MNepeHecute ~250 Mr (Mkn) dekanuii B NNacTMkoBylo Npobupky obvémom 1,5 mn ¢ 1,0 Mn dusmnonornyeckoro
pacTBopa CTepU/IbHOrO.
2 BcTpsixHUTe Npobupky Ha BopTekce B TeyeHue 5-10 c.
3 UeHTpudyrupyiite npobupky npun RCF(g) 100 B TeyeHne 2-3 MUH.
4 MepeHecnTe 800-1000 MK HafOCAAOYHOMN XMAKOCTU B HOBYIO MPO6UPKY 06bEMOM 1,5 M1, LeHTpUdyrupyiTe npm
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RCF(g) 12000 - 16000 B TeyeHne 10 MuH.
YaanuTe HafoCafouHY0 XUAKOCTb, OCTaBuB B Npobupke npumepHo 100 Mkn (ocadok + xuakas dpakums).
BHYTpeHHWeE opraHbl XWBOTHbIX
0.1 MomecTuTe ~250 Mr UccnenyemMoro Matepuana B NIacTUKOBYHO Npobupky o6bémoM 1,5 mn.
0.2 flo6aBbTe 1,0 Mn pU3MONOrMYECKOro pacTtBopa CTepusibHOro.
5.10.3 BcTpsixHute npobupKy Ha BopTekce B TeudeHue 3-5 cek, UeHTpudyrupyirte npobupky Ha MukpoueHTpudyre-
BOpTeKce B TeueHune 3-5 cek.
5.10.4 Yoanute HaaoCcaao4vHy XUAKOCTb.
MonyyeHHbIt MaTepuan rotos Ans BbiaeneHnsa HK.
5.11 TpaHcnopTMpoBaHWe U XpaHeHWe uccresyemoro Matepvana
TpaHcnopTupoBaTb M XpaHUTb o6pasubl 6MoONOrMYeckoro MaTepvana A0 Hadana WUcCnefoBaHUs creayeT npu
TemnepaType oT 2 °C go 8 °C He 6onee 24 yacoB. [JonyckaeTcsi XpaHUTb MONyYeHHbI MaTepyan npu TemnepaTtype
OoT MUHyC 18 °C o muHyc 22 °C He 6onee 3 MecsueB.

6 BbIAENTEHUE HYKJIEMHOBbLIX KUCNOT U3 BUOJIOTMYECKOIO MATEPUAJIA

MpumeuvyaHune - B nu3MpylOLWeEM pacTBope AOMNycKaeTcs BbinageHue ocaaka. Mepea HavanoMm paboTbl ero

Heo6x0AMMO pacTBOpUTbL HarpeeaHueM drakoHa npu 65 °C B TeyeHne 10 MUH.

6.1 [pomapkupyliTe Ana Kaxaoro uccieayemoro obpasua M oTpuLaTeslbHOrO0 KOHTPOSIbHOro obpasua «K-» no ogHou
npobupke o6bémMomM 1,5 mn.

NMpumeuyaHwue -/naobpasuos, npoweawmx npefobpaboTky ¢ NonyYeHMeM ocaska U HaA0Ca04HOMN XNAKOCTHU (CM. 5:

MokpoTa - crnoco6 1, cfoHa, Mouva, SIMKBOP, CrnepMma, CeKpeT MpeAcTaTeNbHON Xefesbl, Ma3ku U CMbiBbl; dekanum),

MapKupylTCs Npo6UPKKW C NOArOTOBNEHHBIM AN UCCeAoBaHUs MaTepuanoM B 06béme 100 Mk,

6.2 B cnyyae, ecnn npeaycMOTpeHO ucrosib3oBaHue BK, BHecuTe BO BCe MpoMapkupoBaHHble nNpobupku no 10 mMkn
npeABapuUTENbHO MNepeMEeLlaHHOro BHYTPEHHEro KOHTPOJIbHOro ob6pasla B COOTBETCTBUM C WHCTPYKUMER MO
npuMeHeHuio Habopa peareHToB Ans nposeaenus MUP/OT-MNLP.

BHUMAHME!

1. Mpwu pabote c HabopaMu peareHTOB AN5 BbISBNEHUS HYKIEMHOBbLIX KMCNOT BO36GyAWTenei OCTpbIX PecnnpaTopHbIX

BVPYCHBbIX MHEKLMIA YenoBeka, BKITIoYast kopoHasupyc SARS-CoV-2, metoaom OT-MLP (OO0 «AHK-TexHonorus TC», Poccusa),

WCNOSb3YEeTCS BHYTPEHHWUI KOHTPO/bHBIN 06paseL, M3 COOTBETCTBYIOWEro Habopa peareHToB. BHYTPEHHUI KOHTPOsbHBbIV

obpazey (PHK-BK) 1 BHyTpeHHUI# KOHTpOnbHbI obpasel, (AHK-BK) u3 komnnekta peareHtoB NMPOBA-HK B 3TOM cnyyae

He UCMONb3YIOT.

Mpn OAHOBPEMEHHOM MCCneaoBaHuUM obpasua Ha Hanuuve MHGEKLMiA, Bbi3BaHHbIX PHK-coaepxalmmmn Bupycamm
(HCV, HIV) n AHK-cogepxalwwmmn Bupycamm (HBV), HeobxoamMMmo Ha cTaavy nNpobonoAroTOBKU BHECTWU ABa BHYTPEHHUX
KkoHTpons (PHK-BK + AHK-BK).

6.3 BHecute B kaxayto npobupky 300 MK IM3UpYIOLLEro pacTBopa, He Kacasicb eé kpasi.

6.4 Brecute no 100 MK NOAroTOBNEHHOro 6uomaTepvana B NMPobUPKM ANA uccnefsyembix 06pasuoB (3a UCKIOYEHUEM
npobupok c obpasuamu, npoweawmmmn npefobpaboTky ¢ nonyyeHunem ocagka (6.1), u npobupku «K-»).

6.5 B npobupky, MapkumpoBaHHytl «K-», BHecuTe 100 MK OTpuLATENbHOrO KOHTPOJbHOrO obpasua (KoMmnaekrauus
NPOBA-HK), TpaHCMOPTHOW cpeabl UK (hU3MOOrMYECcKOro pacTBopa crepusibHoro (komnnekTauust MPOBA-HK-MJIKOC).
MN0THO 3aKpoiiTe KpbilKkKU NPO6MPOK, BCTPSIXHUTE Ha BOpTekce B TeueHue 3-5 c.
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6.6  TepmocTaTupyWTe Nnpobupku npu 65 °C B TeyeHune 15 MuH, ueHTpudyrmpyiite npu RCF(g) 12000 - 16000 B TeueHue 30 c.

BHUMAHME! MMpu BblaeneHun PHK Bupyca rpunna A w3 TKaHell BHYTPEHHUX OPraHoOB >XMBOTHbIX Heob6XxoauMo
TepmocTaTupoBaTb Npobupku npu 65 °C B TedyeHne 30 MUH, 0CaaWTb KOHAEHCAT LEHTPUMDYrMpOBaHMEM Ha MUKPOLIEHTpUdYyre-
BOpTeKce B TeyeHne 3-5 ¢ U NnepeHecTn HaAo0CaouHYI0 XUAKOCTb B HOBYIO MIacTUKOBYO Npobupky o6bémom 1,5 M.

6.7 [ob6asbTe 400 MKk peareHTa ANs NpeuMnuTaumMm u BCTPAXHUTE NPobUpKM Ha BopTeKkce B TeyeHne 3-5 c.
NMpumeyaHue -MNpusblgeneHun HK HCV, HBV 1 HIV npobupku Heo6xX0aMMO BCTPSIXHYTb Ha BOpTEKCe ABaxAbl.

6.8 LUeHTpudyrupyiite npobupkm npm RCF(g) 12000 - 16000 B TeueHue 15 MuH.

He 3azeBasi 0cafoK, NONHOCTLIO YAANUTE HAAOCAAOUHYHO XUAKOCTb (OTAENBbHBIM HAKOHEYHMKOM U3 KaXKaol nNpobupku).
[o6aBbTe k ocagky 500 MkA nMpoMbiBoYHOro pactsopa N21, 3akpoiiTe KpbIWKKU Npobupok u 3-5 pa3s akkypaTHO
nepesepHUTE NPoGUPKHU.

LleHTpudyrupyite npobupku npu RCF(g) 12000 - 16000 B TeyeHne 5 MUH.

He 3aeBasi 0cafok, NMOMHOCTLIO YAANUTE HaA0CAAOUHYHO XUAKOCTb (OTAENbHBIM HAKOHEUHMKOM U3 KaXxaol npobupku).
[obaBbTe Kk ocagky 300 MK MpoMbiBOYHOrO pacTtBopa N22, 3akpoiTe KpbiWKKM Npobupok n 3-5 pa3 akkypaTHO
nepeBepHUTE NPoGUPKHU.

LieHTpudyrupyiite npobupku npu RCF(g) 12000 - 16000 B TeyeHne 5 MUH.

He 3ageBasi 0cafok, MONHOCTLIO YAANUTE HAAOCAAOUHYIO XUAKOCTb (OTAENBbHBIM HAKOHEYHMKOM U3 KaXKaol npobupku).
OTKpOMNTE KPbILWKN NPOBGMPOK U BbICYLINTE 0CAA0K Npu 65 °C B TeUeHUe 5 MUH.

[o6aBbTe k ocaaky 50 Mkn (komnnekTauns NMPOBA-HK) unu 300 mkn (komnnekTtauus MPOBA-HK-M/IOC) 6ydepa
ANS paCTBOPEHUS!, 3aKPONTE KPbILWKM NPO6MPOK.

BHUMAHME!

1. Bydep ana pacteopeHus pasnuyaercs ansg komnnektaunin MPOBA-HK n NMPOBA-HK-MJIIOC. Ucnonb3oBaTb 6ydep
ANS pacTBOPEHUS U3 ApYroi KOMNaeKTaumMm He JonycKaeTcs.

2. Tpu nccneaoBaHUM KIMHUYECKOrO MaTepuarna Ha Hanmume nHdeKLni, Bbi3BaHHbIX Tonbko PHK-cogepxxalummm Bupycamm
(npu pabote c Habopamu OT-TFEMATOFEH-C, OT-FEMATOMEH-C TEHOTUMWPOBAHWE, BWY-TEH), pekomeHayeTcs
pacTBopATb ocafok B 16,5 mMkn 6ydepa Ans pacTBOpeHWs, Tak Kak yBenuveHne obbéma bGydepa Ans pacTBopeHus
NpVBOAUT K MPOMNOPLMOHanbHOMY pasbaBneHunto obpasla U YMEeHbLUEHNIO YyBCTBUTENLHOCTM aHanusa.

3. Mpwu pabote c Habopom BIB-TEH, a Takxe Npyv OAHOBPEMEHHOM WCCNeAoBaHUW obpasua Ha Hanuuune uHdekuui,
BbI3BaHHbIX PHK-coaepxawmmu Bupycammn (HCV, HIV) n JHK-coaepxalmmm Bupycammn (HBV), HeobxoammMo pacTBopuTb
ocagok B 25 Mkn 6ydepa 415 pacTBopeHus.

6.18 OcaauTe Kanau LeHTpudyrmpoBaHnemM NpobMpok Ha MUKpoLEeHTpUdyre-BopTekce B TeyeHne 1-3 c.
6.19 [porpeiiTe Npobupku npu 65 °C B TeyeHne 10 MUH. BcTpsixHuTe npobupkun Ha BopTekce B TeyeHue 3-5 c.

BHUMAHME! MNpwu Bbigenedmn HK HCV, HBV v HIV npobupku He BCTpsixuBaThb!

6.20 UeHTpudyrupyiite npobupku npu RCF(g) 12000 - 16000 B TeueHue 30 c.
Mpenapat HK roToB A8 NoCTaHOBKMW peakuun obpaTHoi TpaHckpunumm (PHK) nnun nposeaenus MNUP (AHK).
MpumevyaHnsa:
1.Mony4yeHHbii npenapat PHK Heob6xoAMMO cpasy MCMoNnb30BaTb ANA MOCTAHOBKM peakuun o6paTHON TPaHCKpUMLUW.
Mpenapat PHK He noanexuT xpaHeHuio.
2.Mpenapat HK MOXHO XpaHUTb Npu TemnepaTtype oT MUHYC 18 °C ao MuHyc 22 °C He 6onee oaHOro Mecsua unm npu
TeMnepaTtype oT MUHYC 68 °C f0 MUHYC 72 °C He 6onee oaHoro roaa.

7 TPAHCMOPTUPOBAHWUE, XPAHEHUE U 3KCMNJTIYATALMNA
7.1 TpaHcnopTupoBaHue
TpaHCnopTUpoBaHWe KOMMEKTa OCYLLECTBASIOT BCEMU BUAAMM KPbITOro TpaHcropTa npu Temnepatype ot 2 °C o 8 °C.
KoMnnekTbl peareHToB, TPAHCNOPTUPOBAHHbIE C HAPYLUEHWEM TEMMNEPATYPHOro PeXnMa, MPUMEHEHNIO He noanexar.
7.2 XpaHeHue
KoMnnekT peareHTOB AnS BblaeneHus HyknenHosbix kncnot (MPOBA-HK/MPOBA-HK-IM/IOC) cneayeT xpaHuTb Npu
TemnepaType oT 2 °C go 8 °C B TeyeHue Bcero cpoka rogHOCTU KOMMIeKTa.
KoMnneKTbl peareHToB, XpaHWBLUMECS C HapYLUEHWEM PernaMeHTUPOBaHHOIO peXxuMa, MPUMEHEHUIO He noanexar.
7.3 YKasaHuA No 3KCrJjlyatauum
KoMnnekT peareHTOB [OJ/KEH MPUMEHATLCS COMlaCcHO [AeNCTBYIOLWEN Bepcuu YTBEPXAEHHOW WHCTPYKUMM MO
npuMeHeHuto. NS nosyvyeHns HaaéXHbIX pe3ynbTaToB Heo6XOAMMO CTporoe cobfoAeHUe MHCTPYKUUKU Mo
NPUMEHEHUIO KOMMNEKTa.
Mocne BCKPbITUA yNakoBKN KOMMOHEHTbI KOMMJIEKTa peareHToB CneAyeT XpaHUTb NpU CNeayoWwnX yCIoBUSX:
- KOMMOHEHTbI KOMMNJIeKTa peareHToB CleAyeT XpaHuTb Npu TemnepaTtype oT 2 °C ao 8 °C B TeueHuWe BCero cpoka
roflHOCTW KOMMeKTa.

YKA3AHUA NO YTUWIN3ALUUN
.1 Tpv Ucnonb3oBaHWM KOMMIEKTa peareHToB B KJIMHWKO-ANArHoCTM4Yeckoin nabopaTtopmm o6pasyoTcst 0TX0Abl kacca
B, KOTOpblE YTUAN3MPYIOTCA B COOTBETCTBUM C TpeboBaHusimu CanluH 2.1.3684-21 n MY 1.3.2569-09.
8.2  KOMMnekTbl peareHToB, NpulleAWne B HEMPUrOAHOCTb, B TOM YUCNE B CBSI3U C WCTEYEHMEM CPOKa FOAHOCTH,
NoBpeXAeHNeM YNakKoBKWU, Noanexar yTuamsauum B COOTBETCTBUM € TpeboBaHuammn CaHluH 2.1.3684-21.

9 TAPAHTUM U3rOTOBUTENSA

9.1  [peanpusTUe-U3roToBUTENb FapaHTUPYeT COOTBETCTBME KOMMJeKTa TPeGOBaHWAM TeXHUYECKUX YCMOoBUWA Mpu
CcO6I0AEHUM YCIIOBUI TPAHCMOPTUPOBaHUS, XPaHEHWSI U SKCMyaTaunm, YCTaHOBNEHHbBIX TEXHUYECKUMU YCTOBUSIMU.

9.2 Cpok roaHOCTY KoMMnekTa - 12 MecsileB npu cobnioaeHnn Bcex YCI0BUIA TPAHCMOPTUPOBaHWS, XPaHEHUS 1 SKCrTyaTaumn.

10 AAPEC ANSA OBPALLEHUA
Mo BonpocaM, KacalwuMcs KayecTBa KOMMJIeKTa peareHToB AN BblAENeHUs HyKneuHoBbiX kucnoT (MPOBA-HK/
MPOBA-HK-MNJIOC), cneayeT obpalaTtbcs B CNyX6y KIMEHTCKOW NOAAEPKKM.
Cnyx6a KNMEHTCKOW NOAAEPKKN:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ana crpaH CHI 1 3apy6exbsi, 3BOHOK MAaTHbIN).
E-mail: hotline@dna-technology.ru, www.dna-technology.ru.
Appec npoussoauTens:
000 «[HK-TexHonorust TC», 117246, Poccus, r. Mocksa, npoe3a HayuHbiii, 4. 20, cTpoeHue 4.
Mecrto npousBoacTBa:
1)000 «HMO AHK-TexHonorus», Poccusa, 142281, Mockosckas 06n., r. NMpoTBuHO, yn. XXenesHoaopoxHas, 4. 3.
2)000 «[HK-TexHonorust TC», 117246, Poccus, r. Mockea, npoesa HayuHsbli, A. 20, cTpoeHue 4.
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