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CMUCOK COKPALLEHWA N OBO3HAYEHWN

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneqyroumne CoKkpaleHna n o0603HaueHnsa:

OHK - 1e30KCUPNBOHYKIEeNHOBas KNCOTa

PHK - pubOHYKIEMHOBasa KNCIoTa

HK - HyknenHosble kncnotbl (PHK n AHK)

K- - oTpuuUaTesbHbIM KOHTPOJIbHbLIN 0bpasel

rnup - NoNIMMepasHas uenHas peakuus

oT-nupP - obpaTHasa TpaHCKpUNUUS 1 NOSIMMEpa3Has uenHas peakums
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HA3HAYEHMUE

HacTtoswas WHCTpyKuMa pacnpocTpaHsieTcs Ha Habop peareHToB An15 BblaeneHus
HyknenHoBbiX kucnoTt (MPOBA-HK-S), nanee no tekcty Habop peareHToB.

Habop peareHToB npegHa3HadeH ans BblaeneHns PHK kopoHasBupyca SARS-CoV-2 u3
buonornyeckoro Martepuana 4enoeeka (Mas3oK M3 HOCOIIOTKM, POTOrA0TKK) Ans
nocnegywouwero aHanusa metogom OT-MLP.

QOyHKUMOHaNbHOE Ha3Ha4YeHWe: BCroMoraTesnibHOe CpeACTBO ANs AMArHOCTUKM in vitro.
NMpuMmeHeHne Habopa peareHTOB HE 3aBMCUT OT MOMYASUMOHHBLIX U AemMorpaduyeckmx

acnekToB. MNpPoTUBOMOKA3aHU K MPUMEHEHUIO HET.

Ha60p peareHToB MOXeET 6bITb UCMONBb30BaH B KITMHUKO-AMArHOCTUYECKNX na60paTop|/|;|x

MEAMLMHCKUX YUPpEXAEHUN N HayUYHO-UCCNea0BaTe/IbCKON NpaKTUKe.

MoTeHuManbHble MOsb30BaTENN: KBANMMULMPOBAHHbLIN MEPCOHasn, OCYLLECTBASIIOLLNIA
B3siTME U NpenobpaboTKy KNMHUYECKOrO MaTepuana, a Takxe cneunanmnctbl, obyyeHHble
MeTo4aM MOMEeKYSIPHON AMAarHOCTMKM U nNpasunaM paboTbl B KNMHUKO-AMArHOCTUYECKOM

nabopatopun B YCTaHOBJIEHHOM MOpPSAKE.

MpuMeHAaATb Ha60p peareHToB CTporo no HasHa4yeHwmk coriaacHo OaHHOM MHCTPYKUUNK MO

MPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB
2.1 CocTaB Habopa peareHToB

Ha6op peareHToB BKJIIOYaET ceayrwme KOMMOHEHTDbI:

P-007-N/1
KoMnoHeHTblI Habopa . Konnyectso HoMMHanbHbIM
BHewHun sng ..
peareHToB npobupok 06BbEM
Cnerka neHswascs
N npospadHasa becuseTHas
JInanpyrowunm pacTteop po3p > 1 dnakoH 30 mn
nnn ceetno-ronybas
XNAKOCTb
PeareHT ansa npeuunuta- | MNpo3payvHas 6ecuBeTHas
A peu posp Y 1 dnakoH 40 Mn
umn XNOKOCTb
N Mpo3pauHasa 6ecuBeTHas
MpOMbIBOYHbI pacTBOp KNAKOCTb 1 dnakoH 50 mMn
Mpo3payvHasa 6ecuBeTHas
Bydep ana pacteopeHus KUOKOCTb 1 dnakoH 5,0 mn

Bce KOMMNOHeHTbI Habopa peareHTOB roTOBbl K MPUMEHEHMUIO U HE TpebytoT

AONOHUTENBLHOW NOAroTOBKU K paboTe.
2.2 KonnuyectBo aHanmampyembix npob

Ha6op peareHTOB npeAHa3HayeH AN OAHOKPATHOrO MPUMEHEHUSI U pacCcyMTaH Ha
BblAeNEHNE HYKNENHOBbIX KMCNOT M3 100 aHanuampyeMbix 06pa3LoB (BkIoYas oTpuLaTebHbIe

KOHTpOJibHblE 06pa3ubl).
2.3 MpuHUMN MeTOAa

MpUHUNN AENCTBMS OCHOBAH Ha BbICBOBOXAEHUN HYK/TEUMHOBLIX KUCNOT MoA AEACTBUEM
XaoTpOMHOro areHTa (ryaHuaumHa TuoOUMOHaTa), C NOC/AeAYHWMM OCaXAEHMEM U OYUCTKOM

OT NpuMecen.

2.4 Bpemsa nposeaeHUs BblAeNEeHUS HYKIEMHOBbLIX KUCIOT: OT 25 MUHYT. Bpems

BblAENEHNS 3aBUCUT OT KonimyecTBa 06pasLoB B MOCTAHOBKE.
2.5 NHTepdepupyoLwme BellecTsa

KoHUeHTpauum wuHTepdepupyloWwnx BewecTB, KOTopble MoryT 6biTb B o6pasuax
6buomatepnana (MaskM M3 HOCO- M POTOrSIOTKM), MNPU KOTOPbIX BblAENEHHbIE MpenapaTbl
HYK/EMHOBbIX KWCNOT He OKa3blBalT BJWUSIHUS Ha uUccnefoBaHWe MeToAoM o6paTHOM
TPaHCKPUMUMKN U NONUMEpPasHOM LENHON peakuuu: LenbHas KpoBb - 5% Vv/v, xJoprekcuauH

(BoaHbIN pacteBop 0,05%) — 10% v/v, kcunomeTtasonuHa rugpoxnopug 0,1% - 10% v/v.

2.6 MWHUManbHoOEe KOIMYecTBO 6MoMaTepurana, u3 KOToporo MoryT 6biTb BblAENEHbI

HYKNenHoBble KNCcnoTbl: 100 MKkn.

2.7 AHanuTuyeckasa 4yBCTBMTE/IbHOCTb Habopa peareHToB A/ BblAENEHUS HYKTENHOBbIX

kncnot (ykasaHa B cootBeTcTBmu € N.5(5) Mpukasa 11H MmnH3gpasa Poccmum oT
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19.01.2017 n 3akntouyeHmem OIrbY «HaumoHanbHbIN MHCTUTYT KayecTBa» N2 391-
1480/2-20 ot 28.05.2020r) -

B KOMMiekce ¢ HabopoM peareHToB Ans BbiaBreHns PHK kopoHaBmpycoB SARS-CoV-2 u
noaobHbix SARS-CoV MetogoMm 06paTHOM TpPaHCKPMMUMM W MNOJIMMEPA3HOW ULEnHoMn
peakuun B pexnme peanbHoro epemeHn (SARS-CoV-2/SARS-CoV): He 6onee 500 konuii
Ha 1 mn obpasua 6uomaTepmana (MaskKuM M3 HOCOIMOTKU W POTOrNOTKU, B3SATble B

TPaHCMOPTHYIO cpeay).

2.8 MeaUNHCKNE M3aenus, Ans KOTopbiX npeAHasHayeH Habop peareHToB A/ BblAENEeHUs

HYKNENHOBbLIX KNCNOT

Habop peareHTOB ANnsa BblAeNeHUS HykNeuHoBbiX KucnoT MPOBA-HK-S MoxeT 6biTb
MCMNOsIb30BaH COBMECTHO C MEAULUNHCKUMN N34ennsamm, npeaHasHadyeHHbiMm ans sbisienenms PHK

KopoHaBupyca SARS-CoV-2 metogom OT-TLP.

PekoMeHayeTCs nNpoBecTu Banmaaumio paboTbl Habopa peareHTOB Ans BbisBrieHus PHK
KopoHaBupyca SARS-CoV-2 metogom OT-TMLP coBMecTHO ¢ HabopoM peareHToB A/ BblAENEHUS

HYKNnenHoBbIX kucnot NMPOBA-HK-S.

3 MEPbI NMPEAOCTOPOXXHOCTHU

OpraHusauma pabotbl [LP-nabopatopuu, obopyaoBaHue u MaTepuasnbl LOSKHbI
cooTBeTcTBOBaTb TpebosaHmam MOCT P 52905-2007, meToamnyeckux ykasaHum MY 1.3.2569-09
«OpraHusaumns paboTbl nabopaTopuii, UCNONb3YKOLWNX MeToAbl aMmnaMduKaumm HYKIEMHOBbIX
KMUCNOT, Npu paboTe C MaTepuasioMm, cogepxalmnMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTu»,
c cobniogeHneM caHuTapHo-anuaemuonormdecknx npasmn CM 1.3.2322-08 «be3onacHoOCTb
paboTbl ¢ MukpoopraHmamamm III-IV rpynn natoreHHocTn (onacHOCTM) M Bo3byauTensimum

napasuTtapHbix 6onesHen».

K pabote ¢ HabopoM peareHTOB AOMYCKAETCS TO/bKO MepcoHan, 0by4dyeHHbI MeToaaM

MOIEKYSAPHON ANArHOCTUKK M NpaBuiaM paboTbl B KIIMHUKO-AMAarHoCcTuyeckon nabopartopun.

Nccnepyemble obpa3subl paccMaTpMBaloTCs KakK MOTeHUManbHO-onacHble. Mpu paboTe ¢
MUKpoopraHmamamm I-IV rpynn natoreHHocTu BbIGOp Tuma 3alUTHOro KocTioMa (pabouen
ogexabl M CpeacTtB MHLI,MBM,D,yaﬂbHOVI 3aLL|,VITbI) nposoaonTCA B CTPOroM COOTBETCTBUMU C
CI 1.3.2322-08.

Mpn paboTe c HabopoM peareHTOB ChefAyeT HaAeBaTb OAHOPA30Bble MepyaTku 6e3

TalibKa.
Mcnonb3oBaTb TOSIbKO HOBblE HAKOHEYHUKN U I'IpO6VIpKVI.

MoAroToBKy M NpoBeAeHME UCCreaoBaHUst buomaTepuana C UCMoJib30BaHMEM Habopa
peareHToB crieayeT npoBoanTb B 6okcax buonornueckon 6esonacHoctum II-III knacca. Komnnekr
MeaMLUMHCKOM oaexabl n cpeacTs MHAMBUAYaANIbHOM 3aLlLMTbl A0/XHbl COOTBETCTBOBATb XapaKTepy

BbIMOJTHAEMbIX pa60T n ,El,eVICTBYPOU.lMM HOpMaM.

Bce nabopaTtopHoe o6opyfoBaHve, B TOM 4YMC/e A03aTOpbl, LWTaTMBbI, nabopaTopHas

v
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nocyaa, xanaTbl, rofioBHble Y60pbl M Mp., @ TakXKe pPacTBOPbl PEAreHTOB AO0/IKHbl 6bITb CTPOro

CTauMOHaApHbLIMK. 3anpeLlaeTcs ux nepeMeLlleHmne 3 o4HOro NoMeLeHUs B Apyroe.

Jo3aTopbl A0NXHbI 6bITb COOTBETCTBYHOLWNM 06pa30M NMOBEPEHDI (B dKKpeEAUTOBAHHbIX

nabopaTtopusix) n NpoMapKMpoOBaHbI.

Micnonb3oBaHHblE 04HOPA30Bble MPUHAANEXHOCTU (NMPOBUPKN, HAKOHEYHWUKWN) AOSKHbI

cbpacbiBaTbCs B cneunanbHbli KOHTEMHEP, coaep Kawmii Ae3nHPUUnpyowmn pacteop.

MoBepxHOCTM pabounx CTONIOB, @ TAKXKE NMOMELLEHNI, B KOTOPbIX NPOBOANTCS BblAESIEHNE
HK wn noctaHoska [MUP, cnepgyetr obsizatenbHO, A0 M rnocne nposeaeHus paboTt, obnydaTtb

6aKTepuuMaHbIMK 06nyYaTensiMm B TedeHne 30 MUH.

Bce nosepxHocTn B nabopatopum (paboudme cTonbl, WTaTMBbI, 0bopyaoBaHuMe M ap.)
eXeAHEBHO NOABEepraiT BAAXHOW Yybopke C MpUMEHEHUEM Ae3UHPUUNPYIOLWMX/MOKOLWMX

CPEACTB, pernamMeHTUpoOBaHHbIX CaHUTapHbIMK npasunamu CI 1.3.2322-08.

Mpu wncnonb3oBaHWM Habopa peareHTOB B KJIMHMKO-AMArHOCTMYeckon nabopaTopum
obpa3ytoTcs oTxoabl knaccoB A M B, KOTOpble KIacCUPUUUPYOTCS W YTUIU3UPYHOTCS B

cooTBeTCTBUM C TpeboBaHmaMu CaHlnH 2.1.7.2790-10.

OnacHble KOMMOHEHTHI B Ha6ope peareHToB

KomnoHeHT Habopa o
OnacHbI KOMMOHEHT YKaszaHue Ha pUCKU

peareHToB

TputoH X-100 H302, H313, H318, H411
JInsnpyrowmnmn pac-
TBOp NyaHmauvHa TMouMOHaT H302, H312, H332, H412

Tuornuuepon H302, H312, H315, H319, H332
PearenT Ans npeuy- Wsonponaxon H225, H319, H336
nmMtTauuu
MpOMbIBOYHbLIN pac- Asup HaTpus MeHee 0,1% aBnseTca 6e30onacHbIM A1 KOHEYHOro
TBOp nonb3oBaTens
Bydep ansi pactso- HeT onacHbIX BellecTB )
peHuda
PacwndppoBka 0603HaueHunm: H225 — JlerkoBocnnaMeHsoLWmnecs Xnakocte U napbl; H302 — BpeagHo
npwu npornatbiBaHum; H312 — BpeaHO nNpu KOHTakTe ¢ kKoxen; H313 — OcTpasd TOKCUYHOCTb (KOXHas);
H315 — Bbi3biBaeT pasgpa)xeHue Koxun; H318 — Bbi3biBaeT cepbe3Hble noBpexaeHus rnas; H319 — Beol-
3blBaeT pasgpaxenue rnas; H332 — BpeagHo npu BabixaHuu; H336 — MoxeT BbI3blBaTb COHIMBOCTb U
rosioBokpy>xeHue; H411 — TOKCMYHO A1 BOAHbIX OPraHM3MOB C A0/TOCPOYHbIMK nocneacTeuam; H412
— BpeaHo an1s BOAHbIX OPraHM3MoB C A0ArOCPOYHbIMU NOC/IeACTBUAMMU.

MNpu paboTe c HabOpOM peareHTOB MCMONb30BaTb CPEeACTBa WMHAMBUAYASbHOW 3aLLUThI
ANSA NpefoTBpalleHns KOHTakKTa C OpraHM3MoM 4yesioBeka. [loc/ie OKOHYaHMsa paboThl TLLATENBHO
BbIMbITb PYKWU. WM36eraTb KOHTaKTa C KOXEW, rnasaMu U CAM3UCTbIMU 060M04YKaMU, He
rnotatb. [pyM aBapuiiHbIX CUTYaLMSX BO3MOXHO Cleaylollee: pasapaXkeHUe KOXU U CITIU3UCTOM
060M104KN Nas, annepruyeckas peakuus. Mpu KOHTAKTE MPOMbITb NMOpPaXXeHHOoe MecTo 60/bLLINM

KO/IM4eCcTBOM BOAbI U O6paTMTbC9| 3a MeAWLMHCKOWN MOMOLLbIO.

[Mpyn ncnonb3o0BaHUK MO Ha3HAYEHUIO U cobnoaeHumn Mep NpeaoCTOPOXXHOCTN, KOHTAKT C

OpraHM3MoM 4esioBeKa UCKJTHOYEH.
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He ucnonb3oBaTb Ha60p peareHToB:

— MNPV HapyLWeHUM YCNOBUIA TPAHCMOPTUPOBAHUS U XPaHEHUS ;
— TPV HECOOTBETCTBUM BHELLHErO BMAA KOMMNOHEHTOB, YKa3aHHOro B nacnopte K Habopy
peareHToB;

—  NPW HapyLIEeHUM BHYTPEHHEN yNakKoBKM KOMMOHEHTOB Habopa peareHToB;

— 10 UCTEYEHMUIO CpoKa rogHOCTU Habopa peareHToB.
NMpuMeyaHne — Habop peareHTOB He COAEPXWUT MaTepuasioB 6GMOSTIOrMUYECKOro MPOUCXOXKAEHUS,
BEWECTB B KOHUEHTpaUUAX, 06na,qa+ou.w|x KaHUEePOreHHbiM, MyTareHHbiM ,CIEVICTBMEM, a TakKXe Bamndarwmnx
Ha penpoaAyKTUBHYIO q)yHKLI,VII'O yenoBeka. I'IpM MCNoJZIb30BaHNUM MO HA3HA4YeHUKw un CO6J'II-O,CI,€HI/II/I Mep

NpefoCTOPOXHOCTU siBNSeTCs 6e30nacHbIM.
4 OBOPYAQOBAHME U MATEPUAJDbI

Mpn pabote c HabopoM peareHTOoB TpebyloTca creaylowme o060pyAoBaHUE WU

MaTepuansbl:

. 6okc 6uonornyeckon (MMkpobuonornyeckoin) 6esonacHoctn II-II1 knacca;

. TepMOCTaT TBEPAOTENbHbIN, NOAAEPXNBAKOLWNA TeMNepaTypy oT 65 °C;

° ueHTpudyra ans Mukponpobumpok, ¢ RCF He HMxe 16 000 x gi;

° MUKPOLIEHTpUdYyra-sopTeKkc;

. XOJIOANITBHUK;

. wTaTne «pabouyee mecto» and npobmpok o6vEMom 1,5 mn;

. [03aTopbl MeXaHWYecKne WM 3SNEKTPOHHbIE MNepeMeHHoro 06béMa oAHOKaHanbHbIE,

nossongwwmne otbmpatb 06bEMBbI Xumakoctn ot 2,0 go 20 mkna, ot 20 go 200 wmkn,
oT 200 oo 1000 Mkn;
. 0AHOpPa30Bble HAKOHEYHUKN C UAbLTPOM AN nosiyaBTOMaTUUYEeCKMX [A03aTOpoB,

cBoboaHbie ot AIHKa3 n PHKa3, o6bémom 20 Mk, 200 mkn, 1000 Mkn;

) OZHOpa30Bble NepyaTKM MeaunumMHCcKme, 6e3 TasnbKa, TEKCTYPUPOBAHHbLIE;
. anekTpuyecknin nabopaTopHbIf acnnpaTop C KON6OWN - «T0BYLLKON»;
. 0AHOpa30Bble HaKOHe4YHMKM 6e3 dunbTpa [as acnupaTtopa, csobogHble oT AHKasz wu

PHKa3, o6béMoM 200 MK;
. npobupkn o6bvémom 1,5 mn, ceobogHble oT PHKaz wn [HKasz (pekomeHayroTCs: C

3awénkmealoWwmMmMmnca Kpbilwkamm, Hanpmumep, Eppendorf Safe-Lock Tubes);

) EMKOCTb AN cbpoca MCMoNb30BaHHbIX HAKOHEYHWKOB, MPOBUPOK U APYrMX PACXOAHbIX
MaTepuanos;
. Ae3MHUUMPYIOLWWIA pacTBop;

. TpaHcnopTHas cpega pans  6uonpob6 CTOP-® (OO0 «AHK-TexHonorus TC»,
PY N2P3H 2020/9640);

. dusnonornyeckumn pacteop (0,9% NaCl) ctepunbHbIi.

1 - B cnyyae ncnosb3oBaHMs COBMECTHO C HabopoM peareHToB SARS-CoV-2/SARS-CoV (000 «AHK-Tex-
Honormsa TC», PY N2 P3H 2020/9948) nonycTMMo ncrnonb3oBaHue LeHTpudyrmn ¢ RCF He Hmxe 12 000 x g

9
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5 AHAJTN3BNPYEMBbBIE OBPA3Libl
5.1 MaTepunan ana nccnenoBaHus
Ana nccnepoBaHnsa MCNONb3YIOT MAa3KM M3 HOCOMTIOTKU U POTOIM/IOTKMU.

OrpaHuuyeHune MeToaa — MECTHOE NpUMMeHeHWe nekapCTBEHHbIX npenapaTtos (cnpewu,
Kanjn, KpeMbl 1 Ma3un), MeHee 4yeM 3a 24 yaca Ao nccriegoBaHus. MNpu ncnosib3oBaHUM aspo3oen
n Apyrux opM fieKapCTBEHHbIX NpenapaToB ANs UHIansaumm Npy nedeHnm 6poHxmanbHON acTmel,

MaTepuan ansi uccnenoBaHuin cneayeT 6paTb HE paHee YeM yepes TpU Yaca Nocsie UHransaumm.

52 B3aTtne maTepunana Ha nccnenosaHue
5.2.1 Ma3Kku 13 NosocTu Hoca.

Ma3kun (cnu3b) 6epyT CyXuMm CTepUSIbHbIMW BaTHbIMM TaMMOHaMW Ha MJACTUKOBOM
OCHoBe. TaMMNoH BBOASAT NIErKMUM ABMXEHMEM MO HAPYXHOW CTEHKe Hoca Ha rnybuHy 2-3 cMm ao
HMXHEN PaKOBWHbI. 3aTeM TaMIMOH C/erka onycKarT KHU3Y, BBOAAT B HMXHUIA HOCOBOW X044 noA
HMXXHIOKD HOCOBYK paKOBMHY, AeNaloT BpallaTtenbHOe ABMXEHWE W yAansoT BAONb Hapy>KHOM
CTeHKM Hoca. MomecTtute TamMnoH (pabouyto yacTb 30HAA C BAaTHbIM TaMMOHOM) B CTEPUJIbHYIO
OAHOpPAa30BYIO NPObMPKY, coaep kallyto TpaHCNOpTHYO cpeay (Hanpumep, CTOP-®), 1 TwartenbHo
npononowmTe 30HA, n3beras pa3bpbI3rMBaHMs XUAKOCTU. 3aTEM U3BEKNTE 30HA U3 pacTBopa WU,
BpallaTeNbHbIM ABUXEHMEM, MPUXKMUMasi ero K CTeHKe NnpobupkuM Bblle YpPOBHS pacTBopa,

OTOXMUTE U3BBITOK XNAKOCTU. [pobMPKY NMSIOTHO 3aKPOMNTE U NpPOMapKUpymnTe.
5.2.2 Ma3sKu 13 poTOorsioTKH.

Masku 6epyT CyXUMU CTEepWUSIbHbIMW BaTHbIMW TaMMOHaMW Ha MNJACTUKOBOW OCHOBE
BpallaTeNbHbIMU ABMXXEHUAMW C MOBEPXHOCTU MUHAANMH, HEOHbIX AYyXEK W 3a4Hel CTeHKM

pPOTOrNOTKMU.

Momectnte TamnoH (paboyylo 4YacTb 30HAA@ C BaTHbIM TaMMOHOM) B CTEPW/IbHYIO
0AHOpPa30BYO NpobMpKy, coaepxallyto TpaHCNopTHY cpeany (Hanpumep, CTOP-®), 1 TwaTtenbHo
npononowmTe 30HA4, n3beras pa3zbpbi3rMBaHMS XUAKOCTU. 3aTeM U3BIEKNTE 30HA U3 pacTBopa U,
BpalwlaTtenbHbIM ABWMXXEHMEM, MPMXUMAs ero K CTeHKe MnpobupkM Bbille YpPOBHS pacTBopa,

OTOXMUTE M36bITOK XMAKOCTU. MpobMpKy NIOTHO 3aKPOMNTE N NPOMapKUpPYIHTE.
53 TpaHcnopTUpOBaHME N XpaHeHne nccnegyembolx ob6pasuos

TpaHcnopTMpoBaTb M XpaHUTb o06pasubl 6MONIOrMYECKOro MaTepuana Ao Hadana

nccnenoBaHusa cneayet npu temnepatype ot 2 °C go 8 °C He 6onee 24 vyacos.

[lonyckaeTcss XpaHUTb MOJIYYEHHbI MaTepuan npu TemnepaType oOT MuHyc 18 °C

00 MUHycC 22 °C He 6onee 3 Mecsaues.
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NMPOBEAEHUE BbIAEJIEHNA HK

BHVUMAHME!

1.

6.1

B cnyyae BbiNnageHnsa ocagka B NM3UPYIOLLIEM PAcTBOpe NnporpenTe hnakoH npu Temnepa-

Type 65 °C o nonHoro pactBopeHus ocagka.

MepemMeluainTe coaepxmnmoe hrakoHa C NPOMbIBOUHbLIM PacTBOPOM Mnepes UCMo/1b30BaHUEM

MHTEHCMBHO nepeBopaumBasa dnakoH 5-7 pas.

Bceraoa oTKpbiBalTe KpbIWKY TOSIbKO TOW Npobupku, ¢ KOTopon MAET paboTa, U 3aKpbl-
BanMTe eé nocne npoBeaeHns MaHunynaumin. He gonyckaetcs pabotaTtb 04HOBPEMEHHO C

HECKOJIbKMMM NPOBUPKaMU C OTKPbITbIMU KPbILLKAMM.

Mpu nNpoBeaeHUU LEHTPUDYrMpoBaHUS pacnonarante Nnpobupkn B ueHTpudyre scerga B

OAHOM opueHTauun ans ynobcrea BM3yanusaummn ocajka.

YpaneHne Haaocago4YHOM XUAKOCTU Nociae LeHTpudyrmposaHusa NnpoBoauTe, NOCTENEHHO
Morpy>as HakoOHEYHMK B XMAKOCTb (T.e. OMycKas ero no Mepe yaaneHus Xuakoctn). Bo
nsbexaHue notepm yactn ocagka ¢ HK HeobxoanMMo oTbmMpaTb HAAOCAAOUYHYIO XUAKOCTb,

NPUCNOHSAS HAKOHEYHMK K MPOTMBOMOJIOXHOW OT 06pa3oBaHunsl ocaska CTeHKe Npobupku.

Mpn ncnonb3oBaHUM TBEPAOTENbLHOINO TepMoCTaTa C I'IpM)KVIMHOVI KpblLUKOVI BO BpeMA UH-
KY6aLl,MM I'Ip06VIpOK KpbllWWKa TEPMOCTAaTa AO0JIKHbI 6bITb OTKPbITa BO nsbexaHune neperpesa
I'IpO6VIpOK M NX CaMonpoun3BOJZIbHOIro OTKpbIBaHUA Npn U3BIEYEHUN I'IpOGVIpOK N3 TEPMO-

CTaTa.

Mpwn paboTte c HabopoM peareHToB SARS-CoV-2/SARS-CoV (000 «AHK-TexHonorns TC»,

Poccus) ueHTpudyrmposaHne 6uomatepumana B TpaHcnopTHoi cpeae CTOP-® nepeps Bbi-

neneHnem PHK He TpebyeTca.

npOMapKMDYVITe HeobxoamMmoe KOM4ecTBo OA4HOPAa30BbIX MIAaCTUKOBbIX |'|po6l/|p0|<

06bEMOM 1,5 M/ C YyY4eTOM NpoBUPKU AN OTPMLATENIBHOIO KOHTPOSIbHOro o6pasua (K-).

BHUMAHME! Npu ncnonb3oBaHWM COBMECTHO C HabopaMu peareHTOB A/ aHanM3a HYKJIEUHO-

BbIX kncnot metogom OT-TMUP/TMLUP, ana KOTopbiXx NpeayCMOTPEHO MCMNOSIb30BaHNE BHYTPEHHEro

KOHTPOJZIbHOIO o6pa3ua, Ha AaHHOM 3Tane ero cneayeT BHeCTU B I'IpOGVIpKVI (B KOJIn4ecTBe CO-

rMacHO MHCTPYKLUMSAM K COOTBETCTBYHOLWMM Habopam).

B cnyyae ncnonb3oBaHUs COBMECTHO C HabopoM peareHToB SARS-CoV-2/SARS-CoV BHecuTe B

Kaxxayto npobupky no 10 MKN npeaBapwuTesibHO MEpPEMELLAHHOIO Ha MUKpOLUEHTpudyre-BopTekce

BHYTpPEHHEro KoHTposibHoro obpasua (PHK-BK) n3 Habopa peareHtoB SARS-CoV-2/SARS-CoV.

6.2

6.3

Job6aBbTe B Kaxayt npobupky no 300 MKN nM3Mpylowero pactBopa, He KacasiCb Kpas

npobupkun. 3akponTe KpbiWKK NpobMpoK.

BHecuTe B Kaxayt npobupky no 100 mkn mnccnegyemoro obpasua, OTKpbiBasi KpbIWKY
TONIbKO TOW NMpobupKu, B KOTOpPYH 6yaeT BHOCMTLCS AaHHbIM obpa3sel, n 3akpbiBas eé
nepea BHeceHWeM cneaytuwero. B npobupky «K-» uccnegyemble o6pasubl

He BHOCATCA.
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6.4

6.5

6.6

6.7

6.8

6.9

6.10
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BHecuTte 100 MKkA TpaHCnopTHOM cpefbl Ans obpasuoB (Hanpumep, CTOP-O®) wunwu
dn3nMoNornyeckoro pactBopa CTepuabHOro B MNpobupky Ans  OoTpuuaTenbHOro

KOHTposibHOro obpasua (K-).

MNOTHO 3aKpOWTE KpbIWKKM NPOBMPOK, BCTPAXHUTE NpO6UMPKM Ha MUKpoueHTpudyre-

BOpTeKCe B TeueHue 3-5 c.
NHkybupyinTe npobupkm npmn Temnepatype 65 °C B TeueHme 5 MuH.

OcaauTe Kannau LeHTpudyrmpoBaHmem npobmpok B TeueHne 1-3 ¢ Ha MUKpoLeHTpuUdyre-

BOpTEKCE.

[Job6aBbTe B Kaxayk npobupky no 400 Mkn peareHTa Ans NpeunnutTaumm, oTKpbiBas
KPbIWKY TOMbKO TOM npobupkm, C kKoTtopon uAET pabota, M 3akpbiBas eé nocne

nobaBneHns peareHTa.
BcTpsixHuTe Npobupkn Ha MUKpoLeHTpudyre-BopTekce B TeyeHue 3-5 c.

LeHTpudyrmpyinte npobupku npm 120002 - 16000 x g B TeUEHNE 5 MUH.

BHUMAHME! OTHocuTenbHoe yckopeHue ueHTpudyrn (RCF nnm g) 3aBUCUT OT 4acTOTbl Bpalle-

HUSA 1 paauyca ueHTpudyrnposanusa (MpunoxeHue A). Ans onpeaeneHns COOTBETCTBUS LIEHTPU-

¢byrun 3agaHHbIM NapamMeTpam LeHTpUDYrMpoBaHus o6paTnTech K pyKOBOACTBY MO 3KCMlyaTaunu.

6.11

6.12

He 3apeBag ocafok, yAanute HanoCaAo0uHY XWAKOCTb (OTD,eﬂbeIM HAaKOHEYHNKOM U3

Kaxxaom npobupku).

[JobaBbTe B Kaxayto npobupky no 500 MK NPOMbIBOYHOIO pacTBopa, OTKPbIBAs KpPbILWKY
TONIbKO TOW Npobupkun, c kKoTopor MAET paboTa, M 3akpbiBas e€ nocne gobasneHus

pacTteopa.

BHWUMAHME! NpoMbIBOYHbIN pacTBOpP UMEET MJIOTHYK KOHCUCTEHUMIO. He gonyckaeTcs npu B3si-

TWUM NPOMbIBOYHOIO pacTBOpa pPe3Ko OTMYCKaTb MOpLIEHb A03aTopa.

6.13

6.14

MepeBepHUTE NPObUPKK BBEPX-BHU3 3-5 pa3, OMbiBasi CTEHKU U KPbILWKY MPobupKu.

Mpn HaxoXXaeHUU NpobUpPoK B NOMOXKEHNN «BBEPX AHOM>» aKKYpPaTHO BCTPSAXHUTE UX ANs
nepeTekaHns NPOMbIBOYHOINO pacTtBopa M3 KOHyca Npobupku (HMXKHAS YacTb Npobupku
¢ HK, Bu3yanbHoO - ocagkoM). He nobuBanTecb NOSHONo nepeTekaHms Xumakoctu. Jony-
CTUMO, YTO6bI B KOHYCe OCTaBaslacb XXMAKOCTb, MOCKONbKY NnepeBopaymBaHne Nnpobmpku
Npou3BOANTCA ANS yAaNeHUs OCTaTKOB mnpeablayllero pactBopa CO CTEHOK U KpPbILWKHK
npobupku. Ecnu ocapgok oTowen OT CTeHku/AHa nNpobupku, HEOBX0AMMO MpPOCneanTb,

4yTObbI nepea cneayrwmMm 3tanoMm OH Haxoanncda B XUAKOCTH.

LleHTpudyrmnpyiite npobupkm npn 120003 - 16000 x g B TeyeHne 1 MUH.

2 - B C/lyyae UCNoNb30BaHUs COBMECTHO C HabopoM peareHToB SARS-CoV-2/SARS-CoV (000 «AHK-Tex-
Honormsa TC», PY N2 P3H 2020/9948)

3 - B CnyYae Ucnofib3oBaHMs COBMECTHO C HAabopoM peareHToB SARS-CoV-2/SARS-CoV (000 «AHK-Tex-
Honorusa TC», PY N2 P3H 2020/9948)
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6.15

6.16

6.17

6.18

6.19
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He 3apeBas 0cafokK, yaanuTe HaloCaA0uYHY XUAKOCTb (OTAeNIbHbIM HaKOHEYHUKOM U3

Kaxaom npobupku).

CTpeMuTecb K MakCUMasibHO NOAHOMY yAaneHUo XNAKOCTU, NpU 3TOM He 3ajeBas oca-
OOK. Ha AaHHOM 3aTane BO3MOXHO pacrnosioXeHue ocagka Kak Ha 3afHEN CTEHKe npo-

6upKun, Tak 1 Ha aHe.

JobaBbTe B Kaxayt npobupky no 50 mkn 6ydepa ans pacrtBopeHus. OTKpbiBanTe
KPbIWKY TOJIbKO TOMW Mnpobupku, C KOoTOopor MAET paboTa, M 3akpbiBanTe €€ nocne

nobasneHuns 6ydepa ans pacTtBopeHus.

OcaauTe kKanam ueHTpudyrnposaHmem npobupok B TedeHne 1-3 ¢ Ha MUKpoueHTpudyre-

BOpTEKCE.
NHKybupyiiTe Nnpobupkn npmn temnepatype 65 °C B Te4yeHue 5 MUH.

TwaTenbHO BCTpSAXHUTE NPOBMPKN Ha MUKPOLEHTPUdYyre-BopTeEKCE B TedeHue 5-7 ¢ ans

paBHOMEPHOro pacnpefeneHnUs HYKJIEMHOBbIX KUCIOT (BU3yanbHO — oOcagka) B

XNAOKOCTW.

MpuMeyaHne — B 3aBUCMMOCTM OT 0co6eHHOCTe GuomaTepmana BO3MOXHO HEMOSIHOE pacTBOPEHME

0Ca/Zlka, YToO He BAUSET Ha KayecTBO nosyvyeHHoro npenaparta HK.

6.20

LeHTpudyrmpyite npobupkm npmn 120004- 16000 x g B TeyeHume 30 C.
MpenapaTt HK rotoB ans nposeaenus OT-MLUP/NLP.

BblaeneHHbi npenapat HK cneayeT XxpaHuUTb B MOPO3U/IbHOM KaMepe npu TemnepaType

He Bblwe MuUHyc 20 °C He 6onee 1 Mecaua mnum npu TemrnepaType He Bbiwe MUHYC 68 °C

He 6onee ogHOro roaa.

JonyckaeTca XpaHuUTb BblaeneHHbln npenapat PHK po noctaHoBkn OT-MUP npwm

TemnepaTtype oT 2 °C go 8 °C He 6onee 2 yacos, BblgeneHHbIn npenapat AHK go nocraHosku MLUP

— npu Temnepatype oT 2 °C ao 8 °C He 6onee 3 cyToK.

4. - B Cc/yyae UCMoNb30BaHMA COBMECTHO C HabopoM peareHToB SARS-CoV-2/SARS-CoV (000 «AHK-Tex-
Hosormsa TC», PY N2 P3H 2020/9948)
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7

7.1

7.1.1

7.1.2

7.2

7.2.1

7.2.2

7.3

7.3.1

7.3.2

7.3.3

7.3.4

8.1

8.2

8.3

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCNJNTYATALUNA
TpaHcnopTMpoBaHue

TpaHcrnopTMpoBaHWe Habopa peareHToB OCYLIECTBASAIOT B TEPMOKOHTEWHepax C
XNnagosfeMeHTaMM BCEMM BMAAMM  KPbITOro  TpaHcNopTa npu  TemnepaType,
COOTBETCTBYHOLUEN YC/TIOBUAM XpaHEHUS KOMIMOHEHTOB, BXOAALWMX B cocTaB Habopa, B
TeYeHMe BCEro Cpoka roAHOCTM WIN B TEPMOKOHTEMHepax C X/jafo3/eMeHTamMu npwu

TemnepaType BHYTpu KoHTelHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

Habopbl peareHToB, TPaHCMOPTUPOBAHHbIE C HapPYLIEHWEM TEMMEPaTypPHOro pexuMma,

MPUMEHEHUIO He noaJsiexar.
XpaHeHune

Habop peareHTOB cnepyeTr XpaHWUTb B XOSOAWBHUKE WM XOMOAWUNBHOM KaMepe mnpwu
TemnepaTtype oT 2 °C go 8 °C B 3aWMLIEHHOM OT CBETa MecTe B TeYeHue BCero cpoka
rogHoCTn Habopa peareHToB.

Habopbl peareHTOB, XpaHWBLUMECS C HapyLeHMeM periaMeHTUPOBaHHOIro pexuma,

NMpUMEHEHNIO HE noaneXxXart.
YKazaHud no akcnayatauymu

Habop peareHToOB A0/HKEH MPUMEHATHCA COrNacHoO AeUCTBYIOLLEN BEPCUU YTBEPKAEHHOM

MHCTPYKUUKN NO NPUMEHEHMUIO.

ANns Nony4YeHns HaaeXHbIX pe3ynbTaToB Heo6X0AMMO CTporoe cobnoAeHNE UHCTPYKLNK

no NpuMMeHeHuto Habopa peareHToB.

Mocne BCKPbITUS YMNAKOBKM KOMMOHEHTbl Habopa peareHToB criegyeT XpaHuTb B
XONI0ANSIbHUKE UM XONOAWIbHOM KaMepe npu TemnepaTtype ot 2 °C go 8 °C B TeveHue
BCEro cpoka rogHoctn Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLUMM CPOKOM FOAHOCTM MPUMEHEHUIO HE MoAsexar.

YKA3AHUA NO YTUWIN3ALNUN

Habopbl peareHToB, Npuwealwe B HENPUrOAHOCTb, B TOM UYMCNE, B CBSA3M C UCTEYEHUEM
CpoKa rogHoOCTU M HEWUCMNOJIb30BaHHblE peaKTUBbI, OTHOCATCS K knaccy b n noanexart
yTunusaumm B cooTBeTCcTBMM €  TpebosaHumamm  CanlluH  2.1.7.2790-10 w
MY 1.3.2569-09.

Mpu wncnonb3oBaHWM Habopa peareHTOB B KJIWMHMKO-AMArHoCTMYeckon nabopaTopum
obpasytoTcs oTxoAbl knaccoB A n B, kKoTopble KnaccuduumpyrTcs U yTUAN3UPYIOTCS B

cooTBeTCTBMU C TpeboBaHusamm CaHlnH 2.1.7.2790-10.

Xuakne KOMMOHEeHTbI, BXoAsllMe B COCTaB Habopa peareHToB, npullealine B
HENPUrogHoCTb, Nepea CAMBOM B KaHanusauuil AO/MKHbl 6biTb MNpeaBapuTenbHO

pasbasneHbl Bogon 1:100.
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8.4 YnakoBka Habopa peareHToB (KOpo6KM, Trpunmnepbl) TMOC/Ae WCMOJb30BaHUSA O

Ha3Ha4yeHWo, OTHOCUTCH K OTX0AaM Kiacca A U yTUNmM3npyeTcs C 6bITOBbIMM OTXOA4AMMU.

BHUMAHME! B cnyuyae BCKpbITMS ynakoBKM Habopa peareHToB B 60KCe OHa OTHOCUTCH K
oTXodaMm knacca b v noanexut ytunmsaumm B COOTBETCTBUM C TpeboBaHusmu CaHlluH
2.1.7.2790-10 n MY 1.3.2569-09.

9 FAPAHTUUN N3ITOTOBUTENA

9.1 MpeanpusATNE-N3roToBUTENb rapaHTMpyeT  COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YC/IOBMI Mpu COBAOAEHUU YCIOBMI TPaHCNOPTMPOBaHUS,

XPaHEeHUs1 1 3KCNyaTauum, YCTaHOBIEHHbIX TEXHUYECKUMWN YCIIOBUSIMU.
9.2 Cpok roaHoOCTM Habopa peareHToB - 12 MecsiueB® npu CO6AAEHUM BCEX YCNOBWIA

TPaAHCNOPTUPOBAHUA, XpaHEHNA N SKCNJ1yaTaunun.

10 PEMOHT U TEXHUYECKOE OBCJ1Y>)KUBAHME

Habop peareHTOB npeAHa3HaueH A/ O4HOPA30BOr0 MCMOSIb30BaHUA U HE MOANEXUT

TEXHUYECKOMY 06C/Y>KMBAHUIO N TEKYLLEMY PEMOHTY.

11 CNMBO/J1bl, UCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauuunHckoe nsgenve ans O6paTnTech K MHCTPYKLMN

AVArHoCTUKM in vitro no NpUMEHEHUNIO

TeMnepaTypHbIli Anana3oH KaTanoxHbin HoMep

Konunyectso TecTtoB Appec usrotoeutens

Fopew Ao He ctepunbHO
Cepusi Habopa peareHTOB OaHopasosoe
“crnonb3oBaHue

OctopoxxHo! ObpaTtuTtech Kk
WHCTPYKLMKN NO NpUMEHe-
HUIO

L g ¥ < =3

[aTta npounsBoacTea

> b LB B

5 - MeToAMKa He BanmampoBaHa. Cpok roqHOCTU YCTaHOBJIEH Ha OCHOBAHWU OMbITa NPUMEHEHUSA aHanormy-
HbIX HA6OpPOB peareHToB

15
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12 NEPEYEHb NPUMEHSAEMbIX HALNMOHAJIbHbLIX CTAHAAPTOB
FOCT 2.105-95 O6wune TpeboBaHMA K TEKCTOBbIM AOKYMEHTAM.
FOCT P 15.309-98 Cucrema pa3paboTkm M NMOCTAaHOBKM MPOAYKLUMW Ha MPOU3BOACTBO.
NcnbiTaHms n npmémkKa BbiMycKkaeMon npoaykumm. OCHOBHbIE MOJSTOXEHUS.
OCT P 51088-2013 MeagunumHCcKue usgenusa AN OANAarHOCTUKM UH BUTPO. PeareHTsl,
Habopbl peareHToB, TeCT-CUCTeMbl, KOHTPOJibHble MaTepuanbl, nuTaTesibHble Ccpeabl.
TpeboBaHna K n3genmsam n Nnoaaep>XmeatoLllen 4oKyMeHTaumu.
IOCT P NCO 18113-2-2015 MeaunuuHCKUe wusgenua Ansd AWarHoCTUKM in  vitro.
NHdopmauus, npegocTasnsiemas narotoeutenem (Mapkmposka). Yactb 2. PeareHTbl ans
AMArHoCTUKM in vitro ansa npogeccMoHanbHOro NpMMeHeHus.
FOCT P NCO 15223-1-2014 WU3penua meamumHckme. CUMBOSbI, MPUMEHSIEMblEe MNpuU
MapKMpPOBaHMM Ha MEAUMUMHCKUX Un3fenusax, 3STUKETKAxX U B COMpOBOAUTENbHOWN
AokyMeHTaumu. Y.1. OcHoBHble TpeboBaHus.
FOCT P NCO 23640-2015 U3penua MeauUMHCKME AN AMArHOCTUKKM in vitro. OueHka
CTabnabHOCTM peareHToB A1 AMArHOCTUKM in vitro.
FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopun MeamumHckue. TpeboaHus
6e3onacHoCcTHU.

I'IpMMeanme — YKasaHHble Bbllle CTaHAapThI 6binn ,D,eﬁCTBYI-OLLI,MMVI Ha MOMEHT YTBEPXAEHUA

WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHelweM, npy nofb30BaHUN AOKYMEHTOM, Lienecoo6pasHo NpoBepuTb

OeNcTBMe CCbINMOYHbIX HOPMaTUBHbIX JOKYMEHTOB Ha TEKYLU,Mﬁ MOMeHT. Ecnn ccbinoyHbIn JOKYMEHT 3aMeHéH

UNM U3MeHEH, TO nMnpu MPUMEHEHUW HACTodWero AOKYMeHTa crfiegyeT nMosib30BaTbCA 3aMeHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.
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13 ALOPEC ONAA OBPALLEHUA

MpounsBoacTeo HabopoB peareHToOB MMeeT CepTUDMLMPOBAHHYIO CUCTEMY MEHeaXXMeHTa
KayecTBa U COOTBETCTBYEeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kKadvectBa ISO 9001 B
obnactn paspaboTku, NnponssoacTea U npogaxu IVD peareHToB n npmbopoB A/ MONEKYISPHO-
reHeTMYeCcKom AMarHoCTMKn u apyroro nabopatopHoro npumeHenus, n EN 1SO 13485 B obnactu
pa3paboTtku, npousBoacTtBa M npogaxu IVD peareHtoB n npubopoB AN MeAULMHCKOMN

MOﬂGKynﬂpHO—FeHeTMHeCKOVI ANArHoCTuKu.

MpoussoanTenn: O6LECTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbIO «[HK-TexHonormnsa TC»;
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