«YTBEPXIAIO»
[eHepanbHBIi mpekTop

MAKETBI MAPKHPOBKH

HaGop peareHTOB 11s 3KCTPAKLMK ¥ Ka4eCTBEHHOTO onpeRenchus PHK
kopoHaBHpyca SARS-CoV-2 meToziom coBMemeHHoH peakuuu oGpaTHoi
TPaHCKPHITLIHMH H TIONHMepa3sHoi uenHoit peakuymu (OT-TILP) ¢
ruGpuaM3anHOHHO-(OIyOpECEHTHON NeTeKumei
«[THP-KOPOHABHUPYC-SARS-CoV-2-CKPUHHHI »
mo TY 21.10.60-009-92463794-2021 B BapuanTax #cnomHeHHa «KauecTBeHHDIH,
6a3oBbiii - 50» U «KagecTBeHHEH, GazoBEii - 100»

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



1. Mapkuposka usnenus «Habop peareHTOB [t 3KCTPAaKUHK W KayeCTBEHHOro onpeaenerus PHK
koponaBupyca SARS-CoV-2 MerogoMm cOBMEIEHHOW peakunu oOpaTHOM TPaHCKPUNIUMK U
nonumepasHon 1enHoi peakuuu (OT-TILUP) ¢ rubpuausaunonno-guiyopecuenTHoi aerekuueit «ITLP-
KOPOHABUPYC-SARS-CoV-2-CKPUHHUHI» no TY 21.10.60-009-92463794-2021 BapuanTa
ucnonnenns «MIP-KOPOHABHUPYC-SARS-CoV-2-CKPUHUHT -kauecTBeHHBLIN, 6a30Bblii -
50», na 50 onpene.ieHuii

000 "CKPUHWUHI-M"
Poccus. 105005 r Mockea Baymawcxkan yn a 7. ctp 1. Antpacons 2. nom. 1. komn 17, o.95 &

Habop pearentos ann xauecTsennoro onpeaenens PHK koponasupyca SARS-CoV-2 MeToqoM cosmewenHon
peaxuuu obpaTron Tpanckp Wr p W uenxow peakunn (OT-NUP) c ruBpuanaaunonto-nyopecuenTHon
aeTexunen
«MUP-KOPOHABUPYC-SARS-CoV-2-CKPUHUHI »

Kauec Taennbid, Gasosuid - 50

XpaHenne
X’“’c LoT d] - W 50
we /?I(\ NUP-cmece E

PercTpauoiioe yocroeenene N 1

Ty 2110 60-009-92463794-2021

Puc. 1.1. «l1I[P-KOPOHABUPYC-SARS-CoV-2-CKPUHUHI- xavecmeennntii, hazoanii - S0»

000 "CKPUHUHI-M" 6%
«MUP-KOPOHABUPYC-SARS-CoV-2-CKPUHWUHI »
KauecTsenHbiv, 6aaosbivi - 50 Zh 24°C
Pocown 105005, r Mocxsa, Baymancaan yn g 7 ¢p 1 Antpeconn 2. nom 1, xomw 17 o 95
Cocras: L0 il - —
NUP-cmece-SARS-CoV-2 0,25 mn 1 npobupka
RT PCR ENZ 0,038 mn 1 npobupka
NUP-6ydep 0.5 mn 1 npobupka
PHK 6ycbep 0,5 Mn 1 npobupka
NKO-SARS-CoV-2 0,1 mn 1 npobupka
OKO 1.0mn 1 npobupka
BKO 0.5mn 1 npoBupka

Puc. 1.2. «ITI{P-KOPOHABHPYC-SARS-CoV-2-CKPUHHUHT - kauecmeaenuniti, 6azoaniti - S0»,

OO0 "CKPUHHHI-M" A

«TLUP-KOPOHABUPYC.SARS-
CoV-2-CKPUHWHI »

HILP-6vde
0.8 v

ot}
16°C
TR

Puc. 1.3. Mapxuposxa kosnonenma «IIL[P-6ychep 0.5 rm»

000 "CKPHIHHE-M" A

«NUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHWUHI»

PHK 6v

0.8 ma

orf] o
-16°C
TR &

Puc. 1.4. Mapxupoerxa komnonenma « PHK 6yghep 0.5 ac»
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OO0 "CKPHHHHI-M" A

«MUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHWHI »

HIP-cmech-SARS-CoV'-2
0,25 w1

Lot ]

-16°C
2 —_— .w('/r

Puc. 1.5. Mapxuposka komnonenma «/IL{P-cmech-SARS-CoV-2 0,25 s»

OO0 "CKPHHHNL-M" A

«[TUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHWUHT »

RT PCR ENZ.
0,038 M

LoT ]
-16°C
8 — -24“('/1/ ‘

Puc. 1.6. Mapxupoera kostnonenma «RT PCR ENZ. 0,038 man

000 "CKPHHHHT-M" ZB

«NLP-KOPOHABUPYC-SARS-
CoV-2-CKPUHUHI »

BKO
0.5 ma

o] M
-16°C
g ——— .2.]0(‘/1/

Puc. 1.7. Mapkuposka komnonenma « BKO 0.5 aa»

000 "CKPUHHHE-M" A
«1LIP-KOPOHABHPYC-SARS-
CoV.2.CKPUHWHI »

OKO
1.0 ma

LoT ) -
16°C
PN o

Puc. 1.8. Mapxupoexa komnonenma « OKO 1,0 ann

000 "CKPHITHHT-M" A

«NUP-KOPOHABHUPYC-SARS-
CoV-2-CKPUHWHT »
HKO-SARS-CoV'-2

0.1 s
Lor ]

-16°C
g _— .w('*

Puc. 1.9. Mapruposra xomnonenma «[TKO-SARS-CoV-2 0.1 a1»
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/ 2.  Mapkuposka usnenus «Habop peareHToB U1 IKCTpaKUMK U KadecTBeHHOTo onpenenenus PHK

' kopoHasupyca SARS-CoV-2 MeTomoM COBMELIEHHOH peakuuu oOpaTHOM TPaHCKPUNUUH H
nosuMepasHoi uenHoit peakunu (OT-TTLP) ¢ rubpuansaunonHo-dnyopeciieHTHo# nerexuuein «TTLP-
KOPOHABHUPYC-SARS-CoV-2-CKPUHUHI» no TV 21.10.60-009-92463794-2021 sapuaHt
ucnondenus «IMIP-KOPOHABUPYC-SARS-CoV-2-CKPUHUHI -kauecTBeHHbIH, 06a30BbIH -
100», na 100 onpeaenennii

000 "CKPUHWHI-M" ZB @
Poccua 105005 r Mocxsa. Baywanceas yn a 7. c1p 1, Awtpecons 2 nou 1. ko 17. 0095
HaBop pearenTos anm xauscTaennoro onp PHK xop pyca SARS-CoV-2 MeToQoM cosmMeiennOn
peaxunn oSpaTion Tp P " P " % peaxunn (OT-NLP) ¢ mbp $nyop THOW
AsTeKUNER
«NUP-KOPOHABWPYC-SARS-CoV-2-CKPUHUHI»
Kauecrsenmmii, 6a3oswm - 100
Xpaueuue
/YW LI i P WIOO
Mo
U A&
AN NUPcuecs g

Pemapasonece ypcomepewe 8 of
TY 21.10.60-009-92463794-2021

Puc. 2.1. «J1I[P-KOPOHABUHUPYC-SARS-CoV-2-CKPUHHHT - kauecmaennmiii, 6azoaniii - 100»

000 "CKPUHUHI-M" -4
«NUP-KOPOHABWPYC-SARS-CoV-2-CKPUHUHT »
Kauecreennsin, 6azoewin - 100 A -UC
Poccun 105005 r Mockaa Baymaxcsanyn g 7 ctp | Axtpecorns 2 nom | xowe 17, o 98
Cocras: wr)_ sl =
NUP-cMecs-SARS-CoV-2 0.5mn 1 npobupka
RT PCR ENZ 0.075 mn 1 npobupxa
ALP-6ydep 10mn 1 npobupxa
PHK bydep 1.0mn 1 npobupka
NKO-SARS-CoV-2 0.2mn 1 npobupka
OKO 20mn 1 npobupka
BKO 10mn 1 npobupxa

Puc. 2.2. «IT1I[P-KOPOHABUPYC-SARS-CoV-2-CKPUHUHI - kauecmaennuwiis, 6azoaniti - 100»

000 "CKPHHUHT-M" A

«NUP-KOPOHABHUPYC-SARS-
CoV-2.CKPUHWUHI»

OKO
2.0 ma

Lov !

-16°C
TR ¢

Puc. 2.3. Mapxuposxa komnonenma « OKO 2,0 sa»

000 "CKPHHHHI-M" &

«NUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHUHI »

HEKO-SARS-CoV-2
0.2 M1

Loy e
TR

Puc. 2.4. Mapxupoexra kosnonenma «[TKO-SARS-CoV-2 0.2 mv1»
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000 "CKPHHHHT-M" &

«NUP-KOPOHABHUPYC-SARS-
CoV-2-CKPUHUHI »

HILP-6vde
1.0 M2

Lov ]
PR G

Puc. 2.5. Mapkuposka komnonenma «IILIP-6Gyvghep 1.0 ac»

000 "CKPHHHAHI-M" &

«NUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHUHI »

PLHEK 6v:
1,0 M

Lo )
6°C
g —_— .w('/ﬂ( l

Puc. 2.6. Mapxupoera kosnonenma « PHK tyghep 1,0 san

000 "CKPHHHHIT-M" Z&

«NUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHWUHI »

HIP-cseces-SARS-CoV-2
0,8 a3

or] o~
g . ~2"o(./l/J("(

Puc. 2.7. Mapxupoaxa xosnonenma «ITL{P-cyuech-SARS-CoV-2 0.5 sma»

000 "CKPHHHHI-M” A

«NUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHUHI »

RT PCR ENZ.
0078 M

Lo7 )

Puc. 2.8. Mapxuposxa xomnonenma «RT PCR ENZ. 0,075 ma»

000 "CKPHHHUHI-M" A

«NUP-KOPOHABUPYC-SARS-
CoV-2-CKPUHUHI»
BKO
1.0 M1
LoT ]

' -16°C
g —— -24°(‘X

Puc. 2.9. Maprupoexa kosnonenma « BKO 1.0 az»
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3. MapKkupoBKa ynakoBKM (KOpOOKM) Ans TPaHCNOPTUPOBKM u3fenns «Habop peareHToB ANS

3KCTpakKuMm W Ka4vecTBeHHOro onpegeneHns PHK kopoHaBupyca SARS-CoV-2 wmeTofom
COBMELLEHHOW peakuun 06paTHON TpPaHCKPUNUMUWM WU MONMMEpasHoi uenHoi peakumm (OT-

MUP) ¢ rmnbpuansaymoHHo-(hayopecueHTHon petekuymelri «MUP-KOPOHABWPYC-SARS-
CoV-2-CKPUHWNHI» no TY 21.10.60-009-92463794-2021

Npoussoagutens: 000 "CKPUHUHI-M"

Mponssoagntens Poccusa, 105005, r. MockBa, 6aymaHckas yn, a4, 7, cTp.1l, aHTpeconb 2,

nom. 1, komu. 17. od.95

Habop peareHTOB N1 kKavyecTBeHHOro onpegenenns PHK kopoHaBrpyca SARS-CoV-2 meTogom
COBMELLEHHOI peakLmn o6paTHOl TpaHCKpMNUMM 1 NoNMMepasHoii LenHoii peakuun (OT-MNUP) ¢
rmépunan3aLmoHHO-hyopecLEHTHOR AeTekumei

«ni4P-KOPOHABHPYC-SARS-CoV-2-CKPUHWHT »

no TY 21.10.60-009-92463794-2021
TONIbKO N4 in Vitro gnarHocTukn il
PY NeP3H

TpaHcnopTupoBKa Npu Temnepatype oT 2 40 8 "C A0 5 CcyTOK uam oT - 24 no -16 *C B TeueHune 30 gHeli

» -BC
XpaHeHue
«eCT
MacCa HeTTO
Cepusa
BapuaHT ucnonHeHus
Jara u3rotosneHus
FogeH po
Konnuyectso Habopos

macca bpyTTo

Puc. 3. MapknpoBKa ynakoBku Ansi TpaHcnopTuposku nsgemmsa «MLP-KOPOHABUPY C-SARS-CoV-2-
CKPUHNHI »

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



MpOHYMepOBaHO, NPOLIMTO M CKPEMIEHO MeyaThio
000 «CKPUHWHTI-M»

Ha 1i nwuctax ( cTwu.
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«YTBEPXIAIO»

['eHepanbHbIN qUpexTOp

OOTOIPAOUYECKHUE U30BPAXEHUSA

Habop pearenTos kauecTseHHoOro onpenenenns PHK koponasupyca SARS-CoV-2 meTonom
COBMELIEHHOH peakUHH oOpaTHOR TPaHCKPHUIILIMK M MONMMepa3Hoi LenmHoi peakuuu (OT-
ITLP) ¢ rubpuanzaitmoHHo-¢GIyopecueHTHOM aeTeKkunei
«ITUP-KOPOHABUPYC-SARS-CoV-2-CKPUHUHI »
mo TY 21.10.60-009-92463794-2021
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Habop peareHTOB KayecTBeHHOro onpegenedns PHK kopoHaBupyca SARS-CoV-2 MeToAoM
COBMELLEHHONM peaKuuyn 06paTHON TpaHCKPUNUUM WM nonvMmMmepasHol uenHoi peakuun (OT-MLP) c
rmépunan3alMoHHO-PIYOpPeCLEHTHON aeTekyuen «MUP-KOPOHABUPYC-5AK5-CoY-2-
CKPUHWHI» no TY TY 21.10.60-009-92463794-2021 BapuwaHT wucnosHeHna  «lLP-

KOPOHABUVPYC-8AK8-CoY-2“CKPVHWMHI -KauecTBeHHbIN, 6a30Bbld - 50», Ha 50
onpeaeneHni

Puc. 1.1. «MLUP-KOPOHABWPYC-5AK8-CoY-2-CKPUHWHI -KayecTBeHHbI, 6a308BbIi - 50»

KoHTpOLL»

Rigi VA

OOO-CKPUHUHIM-

VIMOSObI

hi e g7

r:.ri
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¢

Puc. 1.2, «lTL{P-KOPOHABHPYC-SARS-CoV-2-CKPHHUHT -xavecmeennvili, 6azoantii - 50»
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& 1.3. . «ITHP-KOPOHABHPYC-SARS-CoV-2-CKPHHHUHT- -Kavecmeaennnil, Gazoantii - 50», xomnonewm «ITUP-Gypep 0,50
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A1.4. Yacms «ITUP-KOPOHABHPYC-SARS-CoV-2.CK, PHHHUHT -xauecmeenmni, 6asoantii - 50v, xomnonenm « PHK Oyipep
0.5 mar
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Yacms «ITLP-KOPOHABHPYC-SARS-CoV-2-CKPHHHHI -xauecmeennmii, 6azoanii - 50», komnonenm «ITLIP-cMech-
SARS-CoV-2 0,25 ma»
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’ l 1.6. Yacmn «I1LIP-KOPOHABHPYC-SARS-CoV-2-CKPHHIHT -xauecmeennts, azoami - 50», xomnonenm «RT PCR
/.’ ENZ. 0,038 ma»

B T T,
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Hacme «ITUP-KOPOHABHPYC-SARS-CoV-2-CKPHHHHT -xavecmsenumii, 6asoanii - 50», xomnonenm «BKO 0,50
MR
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/

1.8 Yacme «ITLUP-KOPOHABHUPY C-SARS-CoV-2-CKPUHHUHT -xavecmaennsiii bazoanlti - 50», komnoner OKO 1,0
/ LS 2 o S T T e O, SRS P - romonenm ¢ e

/‘/ "
)

/
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9. Yacmn «ITL[P-KOPOHABHPYC-SARS-Co V-2-CKPHHHHT -xauecmeenimii, Gasosmii - 50, xomnonenm «ITKO-SARS-
CoV-2 0,1 ma»
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i Habop peareHTOB KauyecTBeHHOro onpegeneHns PHK kopoHasBupyca SARS-CoV-2 MeTogom
COBMELLEHHONM peaKuuMu 06paTHON TPaHCKPUMNLUKM M NoAMMepasHoi uenHoi peakuymm (OT-MLP) c
rmépnan3aLnoHHO-PIYOpPeCLEHTHON neTekumen «MUP-KOPOHABWPY C-SARS-CoV-2-
CKPUHWHI» no TY TY 21.10.60-009-92463794-2021 BapuaHT wucnonHeHus «lLP-
KOPOHABUWPYC-8AA8-CoY-2-CKPUHWHTI -kayecTBeHHbIW, 6a30Bbli - 100», Ha 100

onpegeneHui

Puc 2 1 «MNLUP-KOPOHABWPYC-3/1K8-CoY-2-CKPUHWHI -kauecTBeHHbI, Ba30Bbli - 100»

LLI o A r ffr ‘I.:! ”B:ﬂ::
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Puc. 2.1 KOPOH/IBUPYC-5AA5-CoY-2-CKPUHWNHT -kauecTBeHMbIR, 6a30BbIi - 100»
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2.2. Yacmn «ITUP-KOPOHABHPYC-SARS-CoV-2-CKPHHHHI -xavecmaennmii, Basoanti - 100», xomnonenm «OKO 2.0
MA®
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. 2.3. Yacmn «TIIP-KOPOHABHPYC-SARS-CoV-2-CKPHHUWHI - xauecmaennmii, Gazoanii - 100y, xomunonenm «JIKO-
SARS-CoV-2 0,2 mr»
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, 2.4, Yacms «ITLP-KOPOHABHUPYC-SARS-CoV-2-CKPHHUHT -xavecmeennuiii, 6asoswii - 100», xomnonenm «I1L[P-
Bypep 1,0 ma»
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‘3. Yacmp «ITLP-KOPOHABHPYC-SARS-CoV-2-CKPHHWHT: ~kauecmaerubiti, 6asoswii - S0», xomnonenm «PHK bygdep
1.0 xn»

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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¢2. 6. Yacms «ITL{P-KOPOHABHPYC-SARS-CoV-2-CKPHHHHI -xavecmeenyumti, Gasosuntii - 100», xomnonenm «ITLP-
emecs-SARS-CoV-2 0,5 aav
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2.7. Yacms «ITP-KOPOHABUPYC-SARS-CoV-2-CKPUHUHT -kauecmeaennniti, 6azoantii - 100», koxnonenm «RT PCR
ENZ. 0,075 ya»
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j[}2.f*. YacTb «MLP-KOPOHABIWPYC-5AK8-CoY-2-CKPUHWMHTI -KayecTBeHHbIN, 6a308biil - 100», KomnoHeHT «BKO 1,0
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