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MHCTPYKLUWNA
no npumMmeHeHnto Habopa peareHToB A1 UMMYHO(EPMEHTHOIO BbISIB/IEHUS
CYMMapHbIX aHTUTeN K aHTureHam 8AK8-CoY-2 B CbIBOPOTKe (M/1a3mMe) KPoBU

«aHTNBAKS8-CoY-2-NdA»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



1.1. Ha3HaueHue.

Habop peareHToB A/151 UMMYHOMEPMEHTHOIO BbISIBIEHNS CYMMapHbIX aHTUTeN K aHTureHam 8AKS8-
CoY-2 B cbiBOpOoTKe (nnasme) KpoBn «aHTUBAKS-CoY-2-UPA» npefHasHayeH [/11 KaUYeCTBEHHOIO W
MOSTIYKO/INYECTBEHHOIO OMpeAesieHNA CyMMapHbIX aHTuTen K aHtureHam 8AKS8-CoY-2 B CbIBOPOTKE
(nnasme) KpoBU MeTOAOM TBEPAO(A3HOro UMMYHO(EPMEHTHOIO aHaIn3a.

1.2. BBepgeHwue.

KopoHaBupycbl TUMNOB a 1 P ABAIOTCA NaTOreHHbIMU TO/ILKO A1 M/IEKONUTAOLWNX; BUPYCbl TUMay B
OCHOBHOM BbI3bIBAOT MH(EKUUN Y NTuL. KopoHaBupycbl nepefatroTcs NPAMbIM KOHTAKTHbIM MeTOLOM C
BblJeNIEHUAMU WIN BO3AYLLHO-KarnebHbIM MyTeM, He UCK/II0YAeTCs Takxke (heKaslbHO-OpasibHbIA MexaHu3m
nepejayv MHQeKUMn. Ha cerogHAWHWMA feHb CyLLecTBYET CeMb TUMOB KopoHaBupyca 4enoBeka (HCoY),
KOTOpble BbI3bIBAKOT pPecnmMpaTopHble 3aboneBaHus; HCoY-229E, HCoY-Mb63, HCoY-0C43, HCoY-

KLU, 8AK8-CoY, MEKS8-CoY u HoBblihi KopoHaBupyc 8AK8-CoY-2. 8AK8-CoY-2 6bln 06HapyxeH B
2019 rogy B ¥YxaHe, Kutail. KnuHuyeckue nposisneHUs 3abofieBaHus - NNXopagKa, ycTanocTb, Kawesb, U
OpYyrve CUMMNTOMbI, KOTOPble MOryT ObICTPO MNepepacT B TSXKENYH [MHEBMOHUIO, [AblXaTe/lbHYH0
HeJOoCTaTOYHOCTb, CEeNTUYECKUI LLUOK, MOMIMOPraHHy HefoCTaTOYHOCTb, TSXKesble HapyLIeHUS KWUCNOTHO-
LLIeSTOYHOr0 06MeHa M T. [i. YTO MOXeT NPUBECTU K NleTa/lbHOMY UCXOAY.

1.3. Habop npegHasHayeH g AUArHOCTUKKU wh suT po. Habop peareHTOB npeAHasHayeH B KadecTsBe
BCMoMoraTenbHOro Metofa Ansa onpegesieHUss aHamMHEeCTM4YecKoro sapaxkeHusa supycom 8AKS8-CoY-2, gna
BCEX rPYynmn HaceneHus.

1.4. ObnacTb NPUMEHEHNSA - KJIMHUYECKadA nabopaTopHas AnarHocTuka.

2. XAPAKTEPUCTUKWN HABEOPA
2.1. Habop peareHToB «aHTU8AKS-C0oY-2-N® A» BbInycKaeTcs B 2 BapnaHTax KOMMIEKTaunn:
KomnnekT 1 paccumtaH Ha 96 onpeaeneHunin, BKOYasi KOHTPO/IN.

KomnnekT 2 paccumTtaH 480 onpeaeneHunin, BKIOYast KOHTPO/N.

KOMIMNEKTHOCTB:
Cocrtas 96 480
OnuncaHue
aHann3os aHann3oB
MnaHweT MOMNCTUPOJIOBBIA, CTPUNMUPOBAHHbINA, Ha
96-1yHOYHbII BHYTpEHHEli MOBEPXHOCTM NYHOK MJaHLWeTa 1wt 5wt
MMMOBUNN30BAH PEKOMOUHAHTHBIA aHTUTEH ' '
8AKB8-CoY-2, roTOB K MCNO/b30BAHUIO.
OTpuuaTencHblli KOHTPOb WHaKTUBUPOBAH, Ha OCHOBE CbIBOPOTKN KPOBM
yenoBeKa, He cofepXalinii CymMMapHbIX aHTuTen 1 gnakoH 1 gnakoH
K aHTureHam 8AK8-CoY-2, 6ecuBeTHas (1,0 mn) (4,0 mn)
XWAKOCTb, FOTOB K UCNO/b30BAHUIO.
MoNoXUTEeNbHbIA KOHTPO/b WHaKTUBUPOBAH, Ha OCHOBE CbIBOPOTKM KPOBM 1 hnakoH 1 nakoH
Nel yenioBeKa, cofepXallnii CyMmMapHble aHTUTena K (2,0 mn) (10,0 mn)
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aHTureHam $AK$-CoY-2, npospauHas
OKpalweHHas XUAKOCTb (LBET KOMMOHeHTa
yKasaH B aHa/IMTUYECKOM MmacnopTe),
rOTOB K MCMOJIb30BaHUI0

MoNOXNTENbHBIA KOHTPO/b MHAKTUBMPOBAH, HA OCHOBE CbIBOPOTKU KPOBU
No?2 yenoBeka, cofepXalunii cyMmapHble aHTUTeNa K
aHTureHam 8AK8-CoY-2, npo3payHas I pnakoH 1 dpnakoH
OKpalleHHas >XMAKOCTb (LLBET KOMMNOHEHTaA (1,0 mn) (4,0 mn)

YKa3aH B aHa/IuTU4YeCKOM nacnopTe),
roToB K MCNosib3oBaHNO

KoHblorar npo3payHas oKpaweHHas XnaKocTb (LUBeT 1 hnaKoH 1 dpnakoH (70 mn)
KOMMOHEHTa YKa3aH B aHaNIMTUYEeCKOM (14 wn) nnu
nacnopTe), roTOB K UCNOJIb30BaHWIO 2 (hnakoHa (35 mn)
NdA-bydep npo3payvyHas oKpaweHHas XnAKocTb (UBeT 1 hnakoH 2 thnakoHa (250 mn)
KOMMOHEeHTa yKa3aH B aHa/IMTUYECKOM (100 wmn) nnm
nacnopTe), roTOB K NUCMNO/Ib30BaHMWIO 10 bnakoHoB (50 mn)
Cy6cTpaTHbI pacTBo npo3payHasa 6ecuBeTHasaA XUIKOCTb, 1 dnakoH
yoerp P P posp 4 A @ 1 gnakoH (70 mn)
TeTpameTunbeHsngnHa (TMB) roToB K MCNOJSIb30BaHUIO. (14 mn)
KoHUeHTpaT OTMbIBOYHOTO 1 nakoH (150 mn)
npo3payHas 6ecuBeTHasa XUAKOCTb, 1 pnakoH
pacTeopa 26-KpaTHbIA KOHLEHTpAT (22 mn) i
P HerTp 3 thnakoHa (50 mn)
CTon-peareHT 1 ¢pnakoH (70 mn)
npo3payvyHasa 6ecuyBeTHas XUAKOCT, 1 pnakoH T
roTOB K MCMO/b30BAHWUIO. (14 mn)
2 thnakoHa (35 mn)
bymara ans 3aknemBaHus
y A - 2 Wr. 10 wr.
nnaHwerTa
MHCTpYyKUMA NO NPUMEHEHNIO - 1wr. 1wr.
[MacnopT KOHTPO/A KayecTBa
P P - 1w, 1wr.

(aHanuTUyeckmnini nacnopT)

2.2. MpuHumn pa6otsl Habopa.

OnpegeneHne cyMMapHbIX aHTUTeNn K aHTureHam SARS-CoV-2 B CbIBOPOTKe (Mnasme) Kposwu
OCHOBAHO Ha WCMOMb30BaHUWN HEMPSAMOro BapuwaHTa TBepLodasHOro MMMYHO(epMeHTHOro aHanmsa. Ha
BHYTPEHHEN MOBEPXHOCTU JIYHOK M/aHLeTa MMMO6UIN30BaHbl PEKOMOUHAHTHbIE aHTUreHbl SARS-CoV-2.
AHTUTeNa 13 obpasua CBA3LIBAOTCA C aHTUreHaMy Ha MOBEPXHOCTU NiyHKWU. O6pa3oBaBLUMIACA KOMIJIEKC
BbISIB/IAOT C MOMOLLBbID CMeCU KOHbLIOraToB MbILWMHBbK MOHOK/OH&/IbHBLIX aHTuTen K IgA, IgM, 1gG
YyesiloBeKa C MNepoKcuAasol xpeHa. B pesynbTaTe 006pas3yeTcs CBSA3aHHbIA € MNAaCTUKOM  KOMI/IEKC,
cofepXalinii nepokcmaasy. Bo Bpems WHKyb6auum c cyb6CcTpaTHbIM PacTBOPOM TeTpameTuUN6eH3nanHa
(TMB) NponcxXoAnT OKpalUMBaHWEe PacTBOPOB B JIYHKaX.

VIHTEHCMBHOCTb OKpacky npsiMO  MPOMNOPLMOHa/IbHA COAEPXKAHUIO  CNeunuuUecKux CyMMapHbIX
aHTUTen K aHtureHam SARS-CoV-2 B wuccnegyeMoMm o6pasle CbIBOPOTKU (Miasmbl) KpoBWU. WHAeKC
nosntueHoctn (LIM) cymmapHbIX aHTUTen K aHtureHam SARS-CoV-2 B CbIBOPOTKe (Masme) KpoBw

pacCUnTbIBaeTCA Nno cbopmyne, HpMBe,D.EHHOVI B |/|HCprKLI|I/II/I no NMPMMeHeEHUIO.

3. AHAJIMTUYECKWME N ANATHOCTUNHECKUME XAPAKTEPUCTUKN

3.1. AHanmTMyeckas cneumpUyHOCTb.

MepeKpecTHast PeaKTMBHOCTb OLiEHEHa MO pesynbTaTam WUCMbITaHW 06pasLoB CbIBOPOTKU (M/1a3Mbl)

KpOBW, NaLVeHTOB MMEBLLUMX B aHaMHe3e Apyrue Tunbl kopoHasupyca, HBV, HCV, HIV-I, HIV-2, aAdenovirus,
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Human Metapneumovirus (hWMPV). Parainfluenza virus 1-4, Influenza A, Influenza B, Enterovirus 71,
Respiratory syncytial virus, Rhinovirus, Chlamydia pneumoniae, Streptococcus pneumonia. Mycobacterium
tuberculosis, Mycoplasma pneumoniae, EBV.

Hu oHa H3 HCNLITAHHLIX Npo0 He moKasana HAIMYKE NEPEeKPECTHOR PEAKTHBHOCTH.

3.2. Bocnipon3BoAHMOCTb.

Buytpucepriinbiii x03dduuMeHT BapHauMn ONpeaceHHA CyMMapHLIX aHTHTe] K aHTWrexam SARS
CoV-2 B 0mHOM M TOM e ofpa3iic CHBOPOTKH (JUIa3Mbl) KpoBH C HcmoinbzoBanHeM Habopa pearento
«aHTHSARS-CoV-2-H®A » ne npepsiaet 8,0%.

Mexcepaiiuniti Ko3(pdHiMEHT Bapsanun onpenenenHs CyMMapHEIX auThTen K anturenaM SARS CoV
2 B oaHoM H ToM xe ofpasile CHIBOPOTKH (nnasmbl) KpoBH ¢ HRcnoibiosanueM HaGopa pearentos
«aHTUSARS-CoV-2-UDA » ne npesbimaer 8,0%.

3.3. Unrepdepenunus.

Ha pesynbTaThl aHanu3a He OKa3biBano BAHSHHEA MCMONB30BaHHe aHTHKoarynanToB JJ[TA, renapuna

. W UMTPATa MaTpHf, a TAKKE NPHCYTCTBHE reMoOrnobGHHA, TPHITHUECPHIOB, XONCCTEpHHa, SwinpyGuna u
o6uiero Genka B KOHIEHTPALUAX, HE NPEBbILAIOMAX HOPMANLHBIE KTHHAYESCKHE 3HAUCHHA.

3.4. Knunuueckas nposepka.

JUIn NOATBEPKACHHA IMArHOCTHYUECKHX XapaktepucTHk Obuio wWccnenosaso 520 obpasuos
CHIBOPOTKH M TUIasMbl KpoBH. T10 ZaHHBIM HCCNEAOBAHHS AHATHOCTHYECKAS HYBCTBHTENLHOCTL 99,3% (98,5
% - 100 %) ¢ AOBEPHTENABHON BEPOATHOCTHIO 95 %, AMArHOCTHYECKan cnetuduanocts 99,1 % (97,8 % - 100

%) ¢ HOBEPHTENbHOH BEPOATHOCTHIO 95 %.

4. MEPbBI BE3OITACHOCTHU IIPH HCTOJIL3OBAHHWU HABOPA
4.1. lorenumansuniit puck npuMenenna HaGopa - knacc 26.
4.2, ChIBOPOTKH KpOBM ueNOBEKa, BXOAAWINE B cocTaB HaGopa (oTpuuaresbHBI KOMTpOb,
‘ NONOXHTENbHBIN KOHTpoNb Nel, nonoxnrenbhbiit KOHTpons Ne2), HHaKTHBHPOBAHBI B HE COACPIKAT AHTHTES
K Bupycy renarnta C, antnrena kK BUY 1, 2 n autureny p24 BUU-1, anturen supyca renarnta B (HBsAg).

4.3, Habop npennazHaueH TOMEKO JUIA NPodecCHOHANLHONO MPHMEHEHHS.

4.4. Bce xomnoHenthl Habopa B HCHONb3YeMbIX KOHUCHTPALHAX ABNAIOTCH HETOKCHYHLIMH.

4.5. Ipn pabore ¢ Habopom HeoOX0aMMO HCIONBL30BATh HHANBKAYANbHLIC CPEACTBA 3AIUTHI: Xanart,
rofoBHOHK yOOp, pe3HHOBHIC WAM INACTHKOBBIE NEPUYATKH, CHELHANbHYIO 00YBb, 3alMTHHIC OUKH HIH
IIHTOK), TaK KaKk oOpasiibl CHIBOPOTKH WM NJA3Mbl KPOBH CliEAyeT pacCMaTpMBATh KaK MOTEHHHANLHO
nHHUHpPOBAHKBIA GnOMaTepHa.

4.6. PaGory cneayer npoBOAMTH B CNEUHANbHO OOOPYNOBAHHOM TIOMEIIERAHN JnabopaTopum,
orseyaowedi Tpebosaanam CIT 1.3.2322-08 «BesonacHocTs paboTsl ¢ MukpooprannsMamn II-IV rpynns
NaToreHHOCTH (omacHOCTH) KW Bo3byauTenaMu napasuTapHbix Gonesueidt». Ilpu pabore ¢ HaGopom
Tpebyerca cobmiopats «HMHeTpyxumio no MepaMm npopWIAKTHKH pacHpOCTPaHEeHHA WHPEKUWOHHBIX
3abonebannii npH paboTe B KAMHHKO-AHATHOCTHHECKMX NabOpaTopuax neueGHo-npodHNakTHYECKHX
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yupexaenuii», yreepxachHoit Munsgpasom CCCP 17 amsapa 1991 roma; I'OCT P 52905 (MCO
15190:2003) «JIaboparopuu MeauuuHckue. TpeGopanua 6€30MaCHOCTHY.

4.7. Bce HCNOB3OBANHKIEC OJHOPA3OBbiE MAaTEpUANL MOABEPraTh 00paboTKe ACIHHQHIMPYIONAMH
CpencTBaMH ¢  TocneAyiome#d — yrwmsanuei (oM. MY-287-113 «Meroauueckne  yKasaHHA 1O
Ie3MB(EKIHH, NPeCTEPHIM3ALHOHHON! OUMCTKE M CTEPHIM3AIMH HIACIHA METUIMHCKOTO HATHAYCHHAY).

4.8. Bee OTMBIBOYHBIC PACTBOPHI CreAyeT co0Mparh B CenHalbHBIA KoHTelHep H obpabaThBath
Je3UHQUIUAPYIONIHMH CPEACTBAMH, Pa3PCIICHABIMI 1A MPAMEHEHNUA Ha TEPPHTOPHE PQ B YCTAHOBIICHHOM
NopsAAKe.

4.9. Bce TBepIme OTXOOM ClCAyeT cOOMpaTh B chelManbHuil KoHTelinep, obessapaxusart M
yTWM3ApOBaTh B  cooTBeTcTBMH ¢  TpeGopammamm CawllmH  2.1.7.2790-10  «CanmurapHo-
3MUAEMHOJIOFU4ecKAe TpeGoBaHuA K OOPaILCHHIO ¢ ME/IHIMHCKMMM OTXOAAMH».

4.10. JlaGopaTtopHyl0 NOCYZY MHOrOpasoBoro WCIONB30OBaHMA M pPacxXOAHLIC MAaTEPHANH,
KOHTAKTHPYIOIHE ¢ HCCNEAYEMbIMM H KOHTPONbHBIMH oOpasuamu, criefyeT ofe3sapaxusath ¢
WCMONB30BAHHEM JE3HHQHUMPYIOIMX CPEICTB, HE CoOfACpKAllMX AKTHBHBIA KHCJIODOA H  XIIOP,
OKA3KIBAIOIKX HEraTHBHOE Bo3fieiicTRUE HA KavdecTBo HODA.

4.11. URcTpyMerThl, 060pYyAOBanuE, a TaKKe pabouue MOBEPXHOCTH CTONOB HEOOXOMMMO NIPOTHPATh
70% pacTBOPOM ITHIOBOTO CIHPTA.

4.12. IIpu u©CNONL30BAHMH COrNMACHO HHCTPYKIMH MO [PHMEHEHUIO H3JIc/He ABIAETCH

Oe30nacHBIM (He HeceT PHIMYECKHX, 3K0JIOHYECKAX B HHBIX PHCKOB).

4.13. HaGop pearentoB «aHTHSARS-CoV-2-UDA» He cOAEPKHT JIEKAPDCTBEHHBIX CPSACTE WA
MEAHLUHHCKOTNO TIPUMEHEHHUS.

4,14. Tloxazanua K NPUMCHEHHIO MCAHMIUMHCKOTO H3JCHHS: TNPHMCHNTH B COOTBETCTBHH C
Ha3HauCHHUEM.

4.15. IlpoTuBonokalaiud K MpHMEHCHHIO MefuimHCKoro u3jenus: [IporuBonokaszaumii B pamkax

~ YCTaHORJICHHOIO HA3HAYCHHA HC HMCCT. He ODPAMCHSTH HE TI0 HASHAYCHUIO,

3. ObOPYJOBAHHUE, MATEPHAJIbI U PEAI'EHTD,
HEOBXOIUMBIE ITPH PABOTE C HABOPOM:

(oTOMETp BepTHKANLHOTO CKAHMPOBAHHMSA, MO3BONRIONUIMH HIMEPATH ONTHYCSCKYIO ILIOTHOCTH

COOEPKUMOTO JTYHOK NJAHINEeTa NpPH JUIMHE BOMHBI 450 HM;

—~ TEPMOCTAT, MOAAEepKUBalomuit Temneparypy +37+3°C;

— H03aTOpbl CO CMCHHBIMM HAKOHCYHHKaMH, NO3BOIMOMmHE oTOHparh o0beMbl B AHanazoHe
10-250 mxut;

— DHHHAP MepHbIA BMecTHMOCTBIO 1000 mu;

— Bofla OMAUCTANTHPOBAHHAA (MM JE€HOHM30BAHHAN),

— IEPYATKH PE3IMHOBLIE MM TJIACTUKOBHIC,

—OymMara dunTpoBanbLHAA.
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6. AHANN3VNPYEMbBIE OBPA3LbI

B kauectBe aHann3npyemoro obpasua MUCrosib3yeTcs CbIBOPOTKA (M1a3Ma) KpoBu.

6.1. Tlpoueaypa nonyyeHUss aHa/IM3MPYeMoro Marepuana.

C6op 06pasLoB KpPOBWM 4e/ioBeKa MPOBOAUTbL B COOTBETCTBUM C TeKyLIEM MPaKTUKOA METOAOM
BEHEMYHKLMW, cobnogas cTaHaapTHble fabopaTopHble npoueaypbl. [ONA  aHanmMsa  MCNonb30BaTb
Hepas3BeLéHHYIO CbIBOPOTKY (M/1a3My) KpOBW.

6.2. MogroToBKa aHa/IM3NPyeMbIX 06pa3LLoB.

Bo un3bexaHne remosimsa He06X04MMO Kak MOXHO ObICTpee OTAENUTb Maasmy OT 3pUTPOLUTOB Wn
CbIBOPOTKY OT cryctka. Bbl6op npobupoK NS MNONyYeHUS CbIBOPOTKU WM NNas3Mbl, MNOAFOTOBKY,
LEeHTPUMYrnpoBaHne, XxpaHeHWe W TPaAHCMOPTUPOBKY o6pasua Mpou3BOAUTL COr1IacHO  npaswusiam
NpoBeAeHNA NpeaHa/IMTUYECKOro 3Tana, YTBepXXAeHHbIM 415 nabopatopun. PeKoMeHAyeMoe COOTHOLLIEHNe
aHTUKoarynsaHTa n bromarepuana, a Takxe crnocobbl NOAroToBKM 06pasua v pexxmmbl LeHTPUMYrnpoBaHns
onuncaHbl B UHCTPYKLMW NO NPUMEHEHUIO MPOBMPOK, UCNOb3yeMbIX nabopaTopuei.

6.3. MpurotoBneHNe aHaIN3NPYyEMbIX 06pa3L0B CbIBOPOTOK KPOBW NaLMEHTOB.

KpoBb 0T06paTb  BeHenmyHKUMWeR, fAaTb  MNOMHOCTbIO  CBEPHYTbCH, OTAEUTb  CbIBOPOTKY
LeHTpMYrnpoBaHeM Npu KOMHaTHOM TemnepaTtype.

6.4. MpUroToBeHME aHaNN3MPYeMbIX 06pasLLOB Maasmbl.

C60op KpoBM MNPOM3BOAUTL B MPOOGUPKM CofepiKallime aHTUKOArynsHTbl, COr1acHO YTBEPXKAEeHHOW
npouesype cbopa niasmbl. B KayecTBe aHTMKOArynsHTOB Mcnosb3oBaTb A TA, renapuH U LATPaT HaTpUS.

6.5. Ecnn aHann3 npoBoAMTCA He B [eHb B3STMA, 06pasubl CbIBOPOTKW, M/asMbl KpPOBW, crnefyeT
XpaHnUTb Mpu Temnepatype 2-8°C He 60nee 3 cyToK. [onycKaeTcs 0fHOKpPaTHOe 3amMmopaxuBaHue 06pasLoB
CbIBOPOTKM W nnasmbl (QATA, uutpar HaTpus) npu TemnepaTtype MuHyc 20°C He 6onee 2 mecsueB.
MoBTOPHOE 3aMopaXkMBaHWe-OTTaMBaHWe 06pas3y0B CbIBOPOTKM U niasmbl (SATA, uMTpat HaTpus) KpoBwu
He fonycKaeTcA. 3amopaxkMBaHve 06pas3LoB NaasMbl C renapuHOM He A0MYyCKaeTCs.

6.6. O6pasubl C reMoaIN30M, rMNepaNNUEeMmen UM 6akTepuasibHbIM NPOPOCTOM WUCC/EA0BAHMUIO HE
noasiexkaT, a Takxke nuccnefyembie obpasubl, CofepXkallne asng HaTpUs B Ka4eCTBe KOHCEPBaHTA.

6.7. MNepen NpoBeAeHMEM aHann3a uccneayemMble 006pasilbl CbIBOPOTKM (Mna3mbl) KpoBW, cneayeT

Bblaep>XkaTb NP KOMHATHOW TemnepaType +18-25°C He mMeHee 30 MUH.

7. NMOArOTOBKA PEAMEHTOB A4 AHAJTN3A.
7.1. Mepen npoBefeHNEM aHasM3a KOMMOHEHTbI Habopa W uccnefyemble 06pasubl CbIBOPOTKU
(nnasmbl) KpoBM CreayeT BblaepXkaTb NPW KOMHaTHOW TemnepaType+18-25°C He meHee 30 MWUH.
7.2. TlogrotoBKa nnaHLueTa.
BCKpbITb MNakeT C M/IaHLLIETOM M YCTaHOBUTb HA paMKy He06X0AMMOe KOJIMYECTBO CTPUMOB.
OcTaBLIMECA HEeMCrnosib30BaHHbIMW CTPUMbl, YTOObI MPefOTBPaTUTL BO3AEWCTBME HA HUX Braru,
TwaTeNlbHO 3aKnenMTb 6ymaroi AN 3akiemBaHWs MiaHLIeTa.

7.3. MNpWroToB/eHNe 0TMbIBOYHOIO pPacTBopa.
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Cogmepumoe (prakoHa ¢ KOHHEHTPATOM OTMBIBOYHOIO pacTBopa {22 MUI), NEPEHECTH B MEPHBIH

oHmeEAp BMecTAMOCTeIO 1000 mu, pobapate 550 Mn AHCTHAMHPOBAHHOR BOAK H  TILATEABLHO
nepememiats. B ciyuae apoGHoro ucnosmmsopanus HaGopa ciaeayer oroOpare HEOOXOAHMOE KOJIHYECTBO
KOHIIGHTpaTa OTMBIBOYMHOrO pacTBopa H pa3BecTH  AWCTHIMpoBaHHOR Bomol B 26  pas (1 mn

KOHLICHTpaTa OTMBIBOYHOTO pacTBopa +25 MJI AHCTHUTAPOBAHHOH (ACHOHM30BAHHOH) BOABI).

8. TIPOBEJEHHE AHAJIU3A
[MoMecTHTE B paMKy HEOOXOAUMOE KOJIMHCCTBO CTPATIOB — 4 JIYHKW IUIA KOHTPOJBHEIX 06pasuos B
NYHKH A1 HCCNEAYEMRIX 00pas1oB.

Pas6aebre 006pasikl chiBOPOTKH {na3Mbl) kpoBH B 101 pas, ncnonssys HOA-bydep.

ITpumep: 10 Mxn o6pasua + 1 Mmn HOA-Bydepa.

Brumarue! KOHTPONbHBIC CHIBOPOTKH HE pa3baBiiTh,

8.1. Buecure B coorsercTyomue iyHkd no 100 mxn konrponeif - OTpHuarebHEIH KOHTpPOIb - |
nynxa, [TonoxmrensHbiii koHTpoas Ne 1-2 nyniwu, [TonoxuTentustii kontpons Ne 2 - 1 aynka. B ocransHble
myHKA BHecHTe o 100 MKl pasOaBICHABIX HCCICKYCMBIX 00pa3LioB CHIBOPOTKH (I/IA3MBI) KPOBH. BHeceHHE
KOHTposiet H HcclieyeMbIX 00pasnoB He0OX0ARMO NIPOU3IBECTH B TeueHHe He Oonee yem 10 MunyT.

8.2. AxkyparHo nepemeniaiite oo;.lcpmmoe NJIAHINIETa KPYFOBLIMM JABHXKEHUAMH RO FOPH3OHTAILHON
TIOBEPXHOCTH, 3aKJCHTE IUIaHmeT OymMaro# ang 3akneHBaHus IIAKIIETA.

Hukybupyiite nnaHier B Teuenue 30 MEHYT npH TeMneparype +37°C.

8.3. [lo oxoH4aHHH HHKYOALHU yOalHTE COAEPKUMOE JIYHOK acnupauuell (HanpHMep, ¢ MOMOLIBIO
BOJOCTPYHHOrO HACcOCA) WIH ACKAHTHPOBAHHEM H OTMOiATE NyHKn 3 pasa. [Tpu xaxaoit oTMbiBKe 100aBbTE
BO BCE JIYHKM no 250 MK OTMEIBOMHOIO PacTBOPAa, BCTPAXHMTE IUIAHILCT KPYTOBHIMH ABHXKCHHAMH IO
TOPU3OHTAIBHON MOBEPXHOCTH € MOCHCAYIOMEH acmupanmell HIH ACKAHTHPOBAHHEM. 3a/iepXKKa NpH
OTMBIBKE (3aMa4YHBaHHE NyHOK) HE TpeOyerca. Ilpm xakaoM AEKAHTHPOBAHHH HEOOXODMMO TIDATENBHO
YAQIATH OCTATKH XXHAKOCTH H3 JIYHOK.

8.4. Buecute Bo Bce myHkH no 100 M1 xoubiorara.

8.5. 3axneiire mnanwer Gymaroti Jng 3aKIeHBaHA4 IUIAHNIETa B HHKYOupyliTe nnanmer B reyeHne 30
MHHYT IpH TeMnepatype +37°C. Ilo oxoHuUaHHH MHKYOalMK YAQIATS CONCPRUMOE TYHOK H OTMOMTE NTyHKH
5 pas.

8.6. Buecute B0 Bce nyHk# mo 100 mxn cyGerpatHoro pactBopa TeTpameTHnOensuamua (TMB).
Brecenne cyGcrpatHoro pactsopa TeTpamerunGenzuauna (TMB) B NyHKH HeoBXOAMMO MPOM3BECTH B
TeyeHne 2-3 MunyT. MukyOupylite mnanmer B TeMHOTE NpA KOMHATHOU TeMneparype +18-25 °C B Teuenne
10-20 MHHYT B 3aBECHMOCTH OT CTENEHH PA3BHTHA CHHETO OKpallHBAHMUS.

8.7. Brecnte BO BCE NYHKH € TOH %€ CKOpPOCTBIO H B TolHl JKe NOCHEIOBATENBHOCTH, KaK H

cyGerparnbii pactsop TeTpamerunbenauanna (TMB), no 100 Mka cron-peareHTa, IPH 3TOM COAEPAKHMOE
NYHOK OKpAITHBAETCA B APKO-KENTHIH INBET.




8.8. M3mepbTe BeMUYMHY ONTMYECKOW nIoTHOCTM (ONM) cofepXXMMOro JlyHOK MjiaHLieTa
(hoTOMeTpe BEPTUKANBLHOI0 CKaHMPOBaHNA NpU AnnHe BOMHbI 450 HM. V3mepeHue Ol cofep>XXMMOro SiyHOK
nnaHwera Heo6X04MMO TMpPou3BeCTM B TedeHWe 15 MUHYT NOCMe BHECEHMS CToM-peareHTa. bBnaHk

(hoTOMeTpa BbICTaB/ANTE N0 BO34YXY.

9. YYET PE3Y/IbTATOB. KOHTPO/JIb KAYHECTBA.

9.1. PaccuuTtaiTte cpegHtoto Ol nNonoXnTensHOro KoHTpons Nel ;
O (K1)Cp = {OM1(K1) + OM2(K1)}/2
Pe3ynbTaTbl aHanM3a cCYUTaThb LOCTOBEPHbLIMU, ECIIN:
- OI1 oTpuuaTesibHOro KOHTPoA He Bbiwwe 0,15 onTuyeckux eguHuny, (OE);
- cpefHaa Ol nonoxutensHoro KoOHTponsa Ne 1 He Huke 0,35 onTuyeckux eguHuny, (OE);
- Ol nonoxntenbHoro KoHTponst Ne 2 He HMe 1,0 onTuyeckux egunu, (OE).
9.2. PaccunTainTe ypoBeHb rpaHM4HOro 3HayeHus (Cut-off) ons aToro ymMHOXbTe cpefjHee 3HaueHue
OI NoNoXunTesibHOro KOHTPosnst Nel Ha KoapuumeHT A.
MpaHnyHoe 3HayveHne (Cut-off) = A x Ol (K1)Cp
3HauyeHune KoaumLmMeHTa A yKasaHO B NacrnopTe KOHTPO/IA KayecTBa (aHa/IMTUYECKUIA Nacropr).
9.3. Paccuutainte nHgekc nosutusHocTn (UMM, %) Ana KaxkAoro uccnegyemoro obpasua, Anst aToro
Ol o6pasua pasfenute Ha 3HaveHune Cut-off :

MM = OMo6pasuya/Cut-off

10. MHTEPMNPETALMWSA PE3Y/IbTATOB

Mpn M > 1,0 - obpaseL, NONOXKUTENbHbIN.

Mpn M < 0,9 - obpasew, oTpULATENbHBbIA.

Mpun 3HauveHUn UM, nexkawem B npomexyTke oT 0,9 go 1,0- pe3ynbtaT B NOrpaHUYHON 30He (+/-).

Takue CbIBOPOTKM PEKOMEHAYETCS UCCMefoBaTb NOBTOPHO. ECM NOBTOPHbIV NONYyYeHHbIN pesynbTaT
OyfeT HeornpeseneHHbIM, TO C/liefyeT NPOBECTU TECTUPOBaHUE CbIBOPOTKU, NOSTYHEHHOWN Yepe3 1-2 AHs.

B cnyyae nonyyeHus HeonpegeneHHbIX pe3ynbTaToB Takme 06pasibl cUMTaTb OTpULATE/TbHLIMU.

Vicnonb3oBaHWe WHAeKca MO3UTUBHOCTA MO3BOMSET MNPOBOAMTL CPABHUTE/IbHBIA aHa/In3  YpPOBHS
crneumguyecknx aHTUTeNl B MapHbIX CbIBOPOTKax Kposwu. WIM B npegenax 1,1-7,0 nponopuuoHaneH
cofep>kaHuio crieumduyecknx aHtuten kniacca 1gG, IgM IgA. 310 No3BONSAET MPOBOAUTL MCC/efoBaHUe
NapHbIX CbIBOPOTOK, NOJTyYeHHbIX OT NauueHTOB C MHTePBa/IOM B 1-2 [HS.

Ecnn WM o6pasua cocTtaBnseT Bblwe 7,0 418 KOPPEKTHOM OLEHKM OTHOCUTENIbHO COfepXXaHus
CNeuntmryeckux aHTUTeN, PEKOMeHAyeTCs MPOBECTU TMOBTOPHbIA aHann3 obpasua, npeaBapuTesibHO
passegeHHoro N®A-byepom B 10 pa3. MNpu onpeseneHNn NHAEKCA MO3UTUBHOCTU CrefyeT YMHOXWTb

nosiyyeHHoe 3HayeHue UM Ha 10.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Tako cnoco® wWHTEpNpeTAUMH pPe3yNbTATOB AHANHIA MO3BONAET ONpPEACHATL AMHAMHKY
cneunduueckux anturen kmacca IgG, IgM IgA x SARS-CoV-2, a TaKke cpaBHHBATh pasiHuHEE 06pasIkl
TI0 COAEPXKAHRIO CYMMapHRIX anTHTeNn K SARS-CoV-2.

11. O'PAHAYEHHUE METOJIA
11.1, HaGop pearentoB «aHTHSARS-CoV-2-UMA» npennaznaued AN AMAarHOCTHHECKHX nened,
OJIHAKO OKOHYATENLHAIA JHATHO3 HE AO/DKEH OCHOBBIBATHCA TONBKO HA PE3yJIBTATaX JAHHOTO TECTA.
11.2. Jivarnos aonkeH OBITH NOCTaBJIEH BPatdoM Mocle MOJHOTO KIMHHYECKOro W nabopaTopHoro

obceoBAHMA MALHEHTA.

12, YCIIOBUA TPAHCIIOPTHPOBKH,
XPAHEHHWA U 3KCILTYATAIIHHA HABOPA.

Hudopmauus, o6 o0coGEHHOCTAX TPAHCMOPTHPOBAHHS JO/DKHA YYMTHIBATHECS BCEMH JTHIAMH,
YJYACTBYIOIIAMM B XpPAHCHHH, [ICPEBO3KE H YTHIIN3AUMH (YHHYTOXEHHH ) 3TOTO H3JCHS.

12.1. TpaucnopruposaHue.

12.1.1. TpancnoprupoBanue HaGopa pearenros «antuSARS-CoV-2-HPA» NOHKHO NMPOK3BOAHTECSH
BCEMH BHAAMH KPBITOTO TPAHCHOPTA B COOTBETCTBHH ¢ TPeGOBAHHAMH H NPABUAAMH, YCTAHORNEHHBLIMH Ha
HAHHOM BHJE TPaHCNOpPTa, NMpH Temnepatype +2-8°C. Jlomyckaerca TpaHcmoprupoBka Habopa npu
TeMneparype no +25°C we Sonee 15 cyrok. He gonyckaercs 3aMopaxnBanue uenoro Habopa.

12.1.1. TpancnoprupoBaiHe u3zenuit mpM Temmeparypax, TpeSyiompx coSmoaenns "Xomonosoi
uenu"”, obecneumBalomiei COXPAaHHOCTh TEMNEPATYPHOTO pEXHMA, JOMKHO OCYHIECTBISTRCH B
TEPMOKOHTEHHEpaX OAHOPA30BOTO TIONL30BAHHA, COACPKALMX XIAN03ICMEHTBI, HIIH B TEPMOKOHTEHHepax
MHOTOKpaTHOTO  NPHMCHCHHA ¢  ABTOMATHYeCKH NOAAEpXHBaeMoH  TeMmeparypot WiM B
aBTOpedpHREpaTOpax ¢ HCMOMB3OBAHNEM TEPMOUH/TUKATOPOB.

12.1.2. H3apems, TpaHCNOPTHPOBAHHKE ¢ HAPYIICHHEM TEMIIEPATYPHOTO PEXKHMA, IPHMEHEHHIO He

.. NOANCKAT.

12.2. Xpanenwe.

Xpanenue Hinenuél u/MAH KOMIIOHEHTOB NpH TeMneparype +2-8 °C JOMXHO OCYIIECTRISTLCS B
XOJIOAMNBHBIX KAMCPaX WIH B XOJOAWILHMKAX, 0OecreuuBalomux pernaMeHTHPOBAHHBIH TEMIIEPATYPHEIH
PEeXNM ¢ €XeAHEBHOH perHcTpanueil Temnepatypbl. Xpas€HHEC CBETOMYBCTBHTENBHBIX WM3ACTHHA HW/HAM
KOMTIOHEHTOB J0JDKHO OCYIIECTBAATECA B TEMHOM MeECTe,

12.2.1. HaGop pearentos «antHSARS-CoV-2-U®DA» fomkeH XpaHUTHCS B YNAKOBKE TPEANPHATHS
H3TOTOBHTENIA NIPH Temmeparype +2-8°C B TeueHme BCEro Cpoka rOHOCTH, YKASAHHOIO HA YMAaKOBKe
Ha6opa. Jlomyckaercs xpanenue HaGopa npu remneparype Ao +25°C ue Gonee 15 cytok. He nonyckaerca
3aMopaxuBatue nenoro Habopa.

12.2.2. B cayyae apoGHOro HCHONb3OBAHHA Habopa KOMIIOHEHTH! CIIEAYET XPaHHThL CIETYIOIMM
obpasom:

— OCTaBIIHECA HEWCHONL3OBAHHBIMH CTPHNE, YTOOBI NPEIOTBPATHTL BO3AEHCTBME Ha HHX BJIArH,

9
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TUMIATENAbHO 3aKnenTh OyMaroi Jid 3aKiieHBaHuA IUIAHIIETa H XpPaHUTH NpH TeMincparype +2-8°C B Teucnne

Bcero cpoka rogHoct Habopa.

- konntorar, UPA-Gydep, cyGcTpatnnili pactsop TerpamerunGenzumuna (TMB), cron-pearent
110CNEe BCKPHITHA (PIIAKOHOB CleAyeT XpaHuTh MpH TeMneparype +2-8°C B TeYeHWE BCEro CpOKa rOAHOCTH
Habopa;

— TOJNIOXKHTENbHbIE KOHTPOJIH M OTPHIATENBHBI KOHTPOND MOCNE BCKPLITHA (JIBKOHOB CIEXYET
XpaHHuTh npH TeMiepatype 2-8 °C B TeueHne Beero cpoka rogaoctu Habopa.

— OCTaBIMHCA HEHCNONL3OBAHALIM KOHUCHTPAT OTMBIBOYHOIO pPacTBOpa CHEAYET XpaHUTh MpH
temneparype 2-8°C B TeueHHe Beero cpoxa roaHoct HaGopa.

— NPHMOTOBACHHBIH OTMBIBOYHBLIR PAacTBOp XpaHHTh NpH TeMneparype +2-8°C He Gonee 45 cyTok,
AONYCKAECTCA XpaHeHne NpH KOMHATHO#H Temnepartype +18-25°C He Gonee 15 cyTok.

Ipumeyanue. Tlocne WCHONB30BAHHA PpEarcHTa HEMCLICHHO 3aKPHBAiHTe KphOUKY (uakoHa.
3axpmiBalite Kaxapil GNakoH cBoel KpBIIKOH.

. 12.2.3. U3nenus, XpaHHBIINECS ¢ HAPYUICHHEM DErNAMCHTHPOBAHHOTO PEXHUMA, NPHMEHEHHIO He
nojexar.

12.2.4. Cpox rogroctu Ha6opa pearenToB «aHTUSARS-CoV-2-UPA» - 24 mecana

12.3. IxennyaTamas.

Bce papraHTH KOMIUIEKTaUMit HaOopa mpeaHa3HaYMeHB AIA pyuHO# OCTAHOBKH M /1A IOCTAHOBKH HA
ABTOMATHYCCKHUX AHANH3ATOPAX A/ HMMYHO(EPMEHTHOIO aHalK3a OTKPHITOTO THHA ¢ BOIMOKHOCTLIO, Kak
ApoOHOro KCNONE30BAHMA TUTaHmieTa (Habopa), Tak U AIA MOCTAHOBKM Lienoro IaHmeta (Habopa). Obmee
KOJIH4ECTBO MOBTOPOB ONpeASAeTCS KBaHHKanHeH nepcoHana 1 pekomeHzaunsamu GLP.

PexomenayeTcs nocTaHOBKA HCClleAyeMbIX 00pasnoB B Ay0nukarax. Paspemaercs npoBeeHHe aHATH3A
B MoHOMIMKaTax. [Ipoussonurens rapaHTHpyeT OXpaHEHHME BCEX TEXHHYCCKHX XapaktepucTEk HaGopa m

. JOCTOBEPHOCTb PE3YNIETATOB.

INorenmanbHbI NOTPEOKTEND — BpauM KNHHHKO-AHATHOCTUNECKUX naboparopaii. ITpodeccHonanbHas
kBanmnduKkannonHas rpynna "Bpauu u mpoemsopn” Beex yposre# (Ipuxas NeS26 or 06.08.2007r. «06
YTBEPXKACHHH  NPOGCCCHOHATLHBIX — KBAIMDUKAIMOHHBIX TPYNA  AOMKHOCTEH  MEAMIMHCKAX MU
({apMaLIeBTHYECKHX PAGOTHHKOBY).

MepaunHcka## ~ nNepcoHAN  KIWHHKO-AHATHOCTHYECKAX — nafopaTtopHii JOKEH  HMETDH
AOKYMEHTHPOBAHHOE MOATBEPKICHHE MPOBEACHHOIO OOYUCHHSA, CBN3AHHOTO C NOTEHLMANBLHBIM PHCKOM,
COYCTRIOIMMCS € paboTOi ¢ MOGHIM MEAHUMHCKUM (KITHHHYECKUM) NaGOPATOPHHIM YCTPOHCTBOM.

12.3.1. Ipn Henonr3oBaiuu HaGopa HEOOXOAMMO NPHIEPKMBATECA CICAYIOLMX NMPABKIT:

— He Henonb3opath Habop nocie okoHuanus cpoka roqHOCTH;

— He Henonb3osaTh HaGop pearenToB, ecnu ynakoBka noBpeXAcHa;

— HE CMEIIHBATh KOMIOHEHTH Habopos pa3HEX cepulf, xpoMe YHHOHUHPOBAMHEIX
HecneUPUIECKUX PearcHTOB (KOHLEHTPAT OTMBIBOYROIO PacTBOpa, CTOM-peareHT, CyOCTpaTHRIl pacTBOp
reTpameTanbensuauta (TMB));
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— . TIIATEAbHO NIepEMENIMBATS PeareHThHl IPH NOATOTOBKE U NPOBEACHUN aHANK3A;

— HMCNONBL30BaTh JUIA TIPMTOTOBNCHHMSA PEAreHTOB XHMHYECKH 4HMCTYI0 nocyny, obpaboranmyio
JHCTHIUTAPOBAHHON BOAOH;

— HCTOJNB30BATH TOILKO 060pyAOBaHKe, NpoLIealIee MCTPOIOIHICCKYIO IOBEPKY;

~ WCKMIOYATh NpAMOe BOMACHCTBHC CONHCYHERIX Jiydefi Ha TMNAHINET BO BpeMA NPOBEACHHA
HCCNEeAOBaHMS,;

— He JOMYCKAThH NPHCYTCTBHA NapOB NMEPEKHCH BOIXOPOAA M XJ0pPA B TIOMEICHHHM NIpH NMpPOBCACHAN
HMMYHO(CPMCHTHOIO aHATH3A;

— TOCJIE HCTIOTb30BAHAS PCATeHTa HEMEAICHHO 3aKphiBaiiTe KphiKy ¢uiakoHa. 3axphipaiite Kaxk b
¢nakoH cBoel KpHILIKOIK.

12.3.2. He nonyckaeTcs HCHONL30BaHHE MONOXWTENBHBIX KOHTpONEH, eciM pacTsop BO ¢uakoHe
MYTHBbIH, HaONoZaeTCA 0CaZOK MM HETIPHATHLIH 3anax.

12.3.3.Bce xomnonenTns HaGopa pearenroB «aHTHSARS-CoV-2-UDA» npu  cobmoacHuu
TpeGonranmii nanHoR MHCTpYKIHM CTaGHIRHE B TEUEHHE BCero cpoka roasocth. Cpok roaHoctH Habopa
yKa3aH HAa BHEIIHCH CTOPOHE YITAKOBKH.

12.34. Henpgnunsuoe obpamenue ¢ obpasmamMn M HIMEHEHME NPOLECAYPE! MPOBSACHHA aHAINU3A
MOTYT NOBJHATH HA pPE3YNbTATHL JIA NOMYYCHHA HAACKHBIX DE3YNLTATOB HEOOXOAMMO CTporoe
cobmoaenue HHCTpyKUMU N0 NIPpHMEeHEHHIO.

12.3.5. He ucnonw3oBaTh KoMNoneHTH U3 Apyrux HaGopos.

12.3.6. Paspeinaercs npoBefeHMe aHanH3a B MoHonnukarax. [lpowzBoguTens rapauTHpyeT
COXPAHCHHME BCEX TEXHMMCCKHX XapaxTepAcTHK Habopa pearcaTroB «aHTHSARS-CoV-2-UDA» =
JOCTOBEPHOCTE Pe3YJIbTaTOB.

12.3.7. U3penus u/mnum xomnoHenThi HaBopa pearentoB «aHTHSARS-CoV-2-UDA» peMoHTY M
TEXHAYCCKOMY 0OCTY)KHBaHHIO HE NOJICKAT.

12.4. Yrumsauus.

12.4.1. Wapenus, npumenmmue B HEMPHUTORHOCTh, B TOM MMCIE B CBA3M C HMCTEYEHHEM CpOKa
FORHOCTH, MOJJICKAT YTHIHIALMH.

12.4.2. Meanumnuckue oTxoAb kiuacca B. YTHUIN3aUMIO HAM YHHYTOXEHME HaGOpPOB PEAreHTOB
cnexyer npoBoauTh B cootsercTBuH ¢ CaslluH 2.1.7.2790-10 «CaHHTapHO-3NMIEMHONOTHISCKHE
TpeboBaHHA K OOpAIICHHIO ¢ MCAHIMHCKHMH OTXolaMH» U MY-287-113 «Meroauyeckue ykaszaHus 1o
Ae3HHPEKITHH, IPEACTEPHIH3ANMOHHOR OIHCTKE H CTCPIIIH3ALIHY H3AEMUN MEINIMHCKOTO HA3HAYCHHAY.

12.4.3. YTHnH3auud NpPOBOAMTCH CNEHUATM3UPOBAHHBIMH  OPTaHMANMAMM, KOTODHE HMEIOT

JHUCH3HIO HA TIPABO YTHIH3IAIHA MCAHIMHCKHX OTXOAOB.

11
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MpeanpuaTne-N3roToBUTEIb FapaHTUPYeET CTabMIbHOCTb KOMMOHEHTOB M Habopa «aHTM5AHAB-CoY-
2-IDA», a Takke cooTBeTcTBMEe Habopa «aHTUBAAS-CoY-2-PA» TpeboBaHUAM TeXHUYECKUX YCNOBUIA

npv co6NIOAEHUN YCNOBUIA TPAHCMOPTUPOBAHUS, XPaHEHMS! U NMPUMEHEHUSI.

Mo BonmpocaM, Kacatwumca KayecTBa HabGopa peareHT 0B J'I'aHTVI8AR8-COV-2-|/|(DA», cneayeT
obpawaTbca B OO0 «XEMA» no apgpecy: 105264, MockBa, yn. 9-aa lMNMapkosas, 4. 48., Ten/pakc (495)

510-57-07, (495) 510-77-07.
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Cxema nposefeHuns aHanusa /Testprocedure

PasBeseHMe BHeceHMe KOHTPO/IbHbIX
nccneayembix o6pasuos 1:101 CbIBOPOTOK U UccneayemMbix 06pasLoB

1000mkn/pl
/1
10mkn/m1
OTmbIBKa 5 pas / KoHbrorar OTmbiBKa 3 pa3za /
wash 5 times wash 3 times
f
CONJ
HRP
100 mkn/ml
CybcTpart MHkybaumna 3 Cton-peareHT doTomeTpuA,
o6paboTKa pe3ysibTaToB
+18-25"C
SUBS
TMB STOP
100 mkn/p!

100 mkn/pl
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CunmBon

1
V,
T
1 1

{2

N\

X

SORB MTP
CONTROL -
CONTROL Nel
CONTROL Ne2
CONJ HRP

DIL

SUBS TmMB
BUF WASH n->
STOI

3HayeHune cnmBoOa
MNpounssognTens

JlaTa nponsBoAcTBa

Homep no kartasiory
Howmep cepun

Cofep>KMMOoro A0CTaTOUHO ANt NPOBeAeHNs
M KO/IMYeCTBa UCCNeA0BaHNI

Mcnonb3oBaTb A0 (rog-mecsu)

OrpaHunYeHve TemnepaTypbl

TONbKO 4N1A uH en T po AUATHOCTUKN

OcTopoxxHo! O6paTnTeCh K MHCTPYKLUWKM MO
NPUMEHEHUIO

O6paTUTECh K MHCTPYKLMK MO NMPVMEHEHUIO

Bepeyb 0T BNaru
He gonyckaTb BO34eCTBUA COMTHEYHOIO CBeTa

B cocTaB BXOJAT «pasfpaxkaroLme» BeLLecTBa.
He aBnatoTca egkumMm.
MnaHwet

OTpuvLaTe/lbHbIN KOHTPO/Tb
MonoXuTenbHbIN KOHTPOb Nol
MonoXxunTenbHbI KOHTPOb Ne2

KoHbtoratr

NDA-Byep

CybcTpaTHbIin pacTBoOp TeTpameTunbeHngnHa (TMB)

KOHLIEHTpaT 0TMbIBOYHOIO pacTBopa

Crton-peareHT

3amMecTuTeNb FeHepasibHOro AMpeKTopa

no texHonornum OpO «XEMA» KoctpukuHa E.C.

«OA O. 2020 1.
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iu AAMIINAaTLIO HO

MPOLUNLLL

B KOJTMYECTBE
"eHepanbHbIN anpe
FO.C. NebeanH
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