AEHAPTAMEHT 3/IPABOOXPAHEHWS I OPOJIA MOCKBBI
HAYYHO-UCCAEJOBATETLCKUII HHCTHTYT CKOPOIi ooMoiu
WMEHH H. B. CKJIN®OCOBCKOTO
(I'bY3 «<HUU CIl KM. H. B. CKIIM®OCOBCKOrQ J3M»)

129090, ropoa Mocksa, na. B, Cyxapesckasn, 1om 3
Teaepon: (495) 625-38-97
www.sklif.mos.ru, e-mail: sklif@zdrav.mos.ru

YTBEPKIAIO
-KTGp_.FE':r’B «HWUH CI1
um, H. B Kﬂ/{ibocoscrcoro J3M»

: C.C. INetpukos
ta 2021 rona

AKT
OUCHKH Pe3yIbTaToB KAHHUYECKHX HCIBITAHHT
MEXHIDTHCKOI0 H3/CAMst /LA AHATHOCTRKH iN vitro

Ne KUMM-12/21 o1 «31» vmaprta 2021 r.,

«Habop pearentor nist HMMYHOXPOMATOrPAGHYCCKOr0 BLISBACHHS AHTHIHA SARS-CoV-2 na
OCHOBE KOJLIOH/IHOTO 3010Ta B 06PA3HAX MAZKOB 13 HOCONIOTRH 4Ye/ioBexa (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)), notT 20201207, & coctaser
lipoussoacTsa /Lxenpyii Buorex Maxk. (Genrui Biotech Inc.), Kurait

Cocrasien corpyanukamu l'ocyrapersennoro Grommernoro YUPEKACHUSA 3NPaBOOXpAHEHHS IOPOLa
Mocksbl  «Hayuno-ncenenobarensekuii HHCTHTYT CKOpoil momomu wum. H.B. Cxnudocorckoro
Henapramenra 3npasooxpanenns ropona Mocksbiy (I'BY3 «HUM CIT um. H.B. Cxaudocosekoro
J13M»), pacnionoxenHoro o anpecy: 129090, r. Mocksa, Bb. Cyxapesckas mit.. n. 3.

IHoaxomouns na nposeaeHne pador HO HCNBITAHHAM

Jluuensns Ha OCyIecTBIeH e MeTHIHHCKOI] Aesitenbrocti No JIO 77-01-020656 o1 30.10.2020.
CpOKOM AelcTBHs — GecepoyHo.

Hara Bxmouenns s HEPCYCHD  MEIMIMHCKHX  OpraHH3aliii, IPOBOISILMX KNHHHYECKHE
UCTBITAHNSA MEIMIHHCKUX H3Aeni — 26.06.2014 r.

Junensns na pesreasuocts, CBASAHHYIO ¢ HCMOJBb30BAHHEM BO30YIHTeNelt HHpEKITHOHHbIX

3abonesanuii: Ne 77.01.16.000.M.003624.06.17 ot 08.06.2017, cpok aeiictsua ¢ 08.06.2017 r. go
07.06.2022 r,



1. B nepuoxn ¢ 26.02.2021 no 31.03.2021 & ["ocynapcrsennom Gromkertom VUPSIKIEHHU
31paBoOOXpaneHua ropona Mockssl «Hayuro-Hecae10BaTe 1be ki HHCTHTYT CKOpOH nomowu um, H.B.
Crxmdocosekoro JlenapramenTa 3-paBooxpaneHus ropoaa Mocksey (I'BY3 «HUM CIT um. H.B.
Crmndocosexoro [3M») OpLta [TPOBCACHA OlCHKA PE3VIIbTATOB KIMHHYCCKUX HCNBITAHMI B hopme
KIHHHKO-TA00PaTOPHBIX HMCHBITAHEH Me IHIHHCKOrO U3ACHMs 1181 THArHOCTHKH in vilro «Habop
PCArCHTOB  ANd  HMMYHOXPOMATOrpabHYECKOTr0  BbISBICHNS anturesa SARS-CoV-2 nHa ochose
KOJUIOHIHOrO 30710Ta B 00pa3nax MaskoB M3 HOCORTOTKH “eloBeKa (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)). not 20201207, B cocTasen., nponssoictea [kenpyit Buorex Muk. (Genrui Biotech
Inc.), Kuraii, B cootseteTBIM ¢ HHCTPYKUHEHN 1Mo IPHMEHEHHIO U31eTHS 1 HNPCACTABICHHOH TEXHHYECKo
AOKYMECHTALHEH,

Hsrorosureas: [Lxeupyii buorex Hik. (Genrui Biotech Inc.), Kuraii

Mecto npoussoacrsa: 4-10F. znauue 3, TeXHomoruuYecKuii mapk [eiis, paifon ['yaumnn,
518106, Isubwikonn, Kutait / 4-10F. Building 3, Geya Technology Park, Guangming District, 518106,
Shenzhen, China.

3asBuTean: OGUIECTRO ¢ OIPAHHYEHHOM OTBETCTREHHOCTLIO « J{MJIOC Y (000 «JTUJTOC »).

IOpuanwgeckuit u Gpaxtnuecknii azpec: 115114, ropoa Mocksa. HepGenesckas naGepesxknan. aom
7. cTpoenne 12, stax 4, oduc 12, 13, 21.

2. lna upoBeieHus oUeHKH MeIHINACKOro uijenus B dopme KIHHHKO-Ta60paTopHLIX
HCNBITAHMI ObIIH PeRCTAB/IeHbI AOKYMEHTBI H MATePHAIbI, YKA3AHHBIE B noamynkrax 2.1 i 2.2,

2.1 lokyMeHTsI, NpecTaBIennbie 11 LIPOBEACHHS KIHHHYCCKHX HCNbITAHMIT

2.1.1 3assaenne 000 «JIMIIOC» or 05.02.2021 o OPOBEACHUN KITHHHYECKHX HCTBITAHMHN
MEAULHHCKOTO H3aenus AL IHarHOCTHKH in vitro «Habop peareHToB  Juis
HMMYHOXpOMATOrpahu4ecKoro BeISBICHUS AHTHrCHA SARS-CoV-2 na ocHoBe KOMIOHHOTO 305I0Ta B
00pasnax MaskoB W3 HOCOIIOTKH uenoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). not
20201207, 8 coctase», npoussoacTsa Joxenpy# buotex Huk. (Genrui Biotech Ine.). Kutait.

2.1.2 Dxenavatanuonnas AOKYMCHTAILHA U3TOTOBHTEIS:

— MHeTpyKims no npuMerenmio,

Hononanrensno npencrasiens:

2.1.3 IlpoexT 3assnenus o FOCYAApCTBEHHON PEruCTPalii MEAHIMHCKOTO H3AeTUs «HaGop
PCarcHToB Ui UMMYHOXPOMATOrpahHUCCKOTO BBIABACHUS AHTHICHA SARS-CaV-2 Ha ocHoBe
KO/UIOHOHOrO 3010Ta B 00pa3snax Ma3skoB H3 HOCOIOTKH YeIOBEKA (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), not 20201207. B coctapey.

2.1.4 ®ororpaduueckue H300p@WKEHNS MEAMIMHCKOrO H3ne/Hs «HaGop pearenroB ans
HMMYHOXpOMATOTpahHYECKOTO BIsB/ICHNS aHTHrena SARS-CoV-2 Ha OCHOBE KONIOMAHOIO 3050Ta B
00pasuax Ma3KOB H3 HOCOTTOTKH HesloReka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor
20201207, B coctase.

2.1.5 Texuuueckas ToKyMeHTaINA:

— Ort4eT 00 aHAINTHYECKOI CHEUH(PHIHOCTH.

— OryeT 06 ouecHKe KITHHKYECKON P heKTHBHOCTH.

— Or4er o crabuiibHOCTH 06pasoB.

— CrabunbHoCTD MpH TPaHCHOPTHPOBKE HAdOPa PeareHTOB,

— Otuet 06 ouenke cTabHILHOCTH MOCTE BCKPBITHA HA0OPa peareHToB.

~ Ortuer 00 ueenenoBanny CpOKa rOJHOCTH Habopa PeareHTos.
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— Order 06 yeKkopeHHOM Mecen0BaHmu CTadHUNBHOCTH,

— Konus Cepruduxara ananusa.

— Or4er o MeHeKMenTe prcKoB.

2.1.6 Konus Ceprugukara ISO 13485.

2.1.7 Konus Jleknaparmn COOTBETCTBHA.

2.1.8 IlpoekTt mapkuposky MEIHUHHACKOIO H3ens.

2.1.9 Konus goBepeHOCTH 0T KOMIaRHH Ioxenpyit Buorex Muk. (Genrui Biotech Inc.), Kuraii,
Ha YTIOJIHOMOYEHHOIO MPENICTABUTE A NPOH3BOMTES HA Tepputopun PO (000 « JIUTTOC »).

2.2 O6pas3ubl MeTHIMHCKOT0 H3JeTHS A/l AHATHOCTHKH In vitro
1) Hcmerryemoe MEIHIHCKOe H3aeme (MU):

Tabmna 1. Undopmanus o MPCAOCTAB/ICHHBIX 00pasLax MeIHUUHCKOTO H3Ies s
N.FQ Haumenoranne MU Cepus / Lot flara Butycka / [Kon-so,|
n/m Cpok rogsocti | wr,
«Habop pearentos s HMMYHOXPOMATOTpa(hHYecKoro ]

BBIABJICHHS anTHreHa SARS-CoV-2 na ochose
I [kommouaxoro 30n0ta 8 ofpa3suax MasKoB H3 HOCONOTKH 20201207
Henoseka (SARS-CoV-2 Antigen Test Kit (Colloidal
| Gold)), ot 20201207. B cocrasey |

2020-12-07/ | 12 yn.
2022-06-06

2)  Pedepentusie MU (MU HOATBEPIKACHHS )
Tabmuua 2. Mudopmanns o pedepentiom M

> Hazpanue Py Cepus {pox
/i TOJIHOCTH
Habop pearentos ans soissnenns PHK
KoponaBupyca SARS-CoV-2 metonom
00paTHOil TpaHCKpuILUUY 1 NonMMepasHoOH

P3H LOT ~
l|uennoli peakuun B pexume pearbHOro 2020/12854 20-10235 2021-07 |2 naGopa
BpeMeHu «PhoenixDx SARS-CoV-2 |
Multiplex» LOT 20-10232, 20-10233. 20-
10234, 20-10235
Habop pearentos s
HMMYHOXPOMaTOTpAPHYSCKOIO BBISBICHUS | P3H
arturena SARS-CoV-2 (STANDARD Q | 2020/11113

| |COVID-19 Ag). Lot No. QCO3020018A | |

Kon-so

[ 28]

QCO3020018A( 14.12.2022 2 naGopa

3)  Csenenus o6 HCTIONB3YEMBIX MPH NPOBEACHHH KIHHHYCCKHX HCHbITAHUI cpencTrax
H3MEPCHHA, HCHBITATEIBHOM H BCIOMOTaTe ThHOM o0opya0BaHuH, MaTepraiax, Habopax peareHToB
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Tabuuua 3a. Henonbayemeie cpencraa H3MEPCHHUA, HCNbITATE

Marepuasl

JIBHOC 1 BCIIOMOraTelbHoe 06opy qosanme.

|

'? Hanmenosanue cpencrn H3MEpeHHii, j C
. *’;1 HCHBITATEIEHOTO ¥ BCHOMOTaTe/IbHOro By Tun, 3as. Ne A SIRRGIEG
' 06opy0BaHHS, MaTepuasion e
| 1 Turpomerp NCHXpoMeTpuueckuii BIT-2 - 076431 ot 05.2019
2 |Taitmep/yacer - 76238 -
3 |®otoannapar Canon 400D - 1180631855 -
Hakoreunnxn yuusepcansusie NIacTUKOBEIE B B3
4 |mratuBax u Ge3 mTaTHBOB 1N J1aboparopHbIx 2009/05025 s >
A03aTOPOB U POOOTH3APOBAHHBIX CHCTEM = o
s |kad Gnonoruueckoii Gesonackocrn s :
5 | . : 2006/12 5 -
HERAsafe HS 12, ThermoElectron L 20061216 | 40544587
: e i)
. J,Il03a1‘0p MeXaHH9eckui l-kananpnpii BIOHIT ®C3 %}g?fﬁ;g}l
c BAPBHPYEMBIM 00BEMOM 103HpoBarus 20-200 2012/12201 11115579 ) 03- )
i 2021/42060528
JO(ipasum Onomarepnana nanuenTos,
7 |comepxanue u He COAEpKAUe KOPOHABHPYC - bes Homepa -
p P P} p
[SARS-CoV-2
1
Tepmounkrnep ans ammandurammn Ontryeckas
HYKIEHHOBBIX kucnot 1000, ¢ 4acTh — Ne CIT 3007603
g [MPHHANIOKHOCTAMY: HeTOAHeHUS C 1000 D3 785BR18331 i
Touch B kommutexte ¢ Moaynem CFX96. Bio- 2008/03399 (CFX96) 29.10 ‘;0 ot
Rad Laboratories. Inc. ( «bno-Pan Tepmotxnep — PR
JlaGopatopues, Unk»), CIIIA CTO033215
ABTOMATHYECKAS CTAHIINA /ULs! IKCTPAKLMH
9 |HYKTEHHOBBIX KHCTOT MicrolabSTARIet, P3H 2018/6981 943D -
Hamilton Bonaduz AG, Hisefinapus
MeunHekmit / Gapmanertuyecknii
10 [xonommmbHuk Sanyo MPR-51 3(R), D®C2004/1110 | 604074469 —
Sanyo, Slnonus
Onnopasossre E€MKOCTH-KOHTCHHEPBI 1131 BCP
11 |cbpoca octporo HHCTpYMeHTapus, 1.0 1. k1ace 2012/13634 bes Homepa -
b, 000 «Munosamusy, Poccus -
lepuatkn memumnckue CMOTPOBEIE
(marmocTuyeckue) HECTEPHIIbHbIE DC3 b e
2 ; ¢ o
12 CHHTETHYECKHE (HMTPHIL), « XemHomer 2009/04144 |’ bes nomepa
Xangesscres. M.6.X.», ABCTpHS
[anene naakTHBHpOBaHHBIX BO30y nTeneii
|3 |PECHHPATOPHBIX HH(EKNHil 115 Hec e 10BaHNS B 012 Cpok romaocTH
AHATHTHYeCKOMH cnenndmunocTu, GIBY - ~20.07.2021
«HULIOM um. H.d. Tamaneny
14 Bripycuas tpascnopruas cpeaa — Cucrema P3H 2020/996] 0120 06.22
TPAHCTIOPTHASA CO cpeloit st BUpycoB o TY = T
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No
n/m

Haumenosanue cpencrs H3MepeHuH,
HCHBITATENEHOIO U BCTIOMOTIare/iIkHOTO
000py10BaHIA, MaTePHAIIOB

Py

Tumn. 3as. No

CBUaeTETLCTRO
0 nosepxe

32.50.50-027-17547866-2020

Chcrema TpaucnoprHas co cpestoii s
BHPYCOB, MaTepnall Tammona Heiion «CT co
CpeLo# Ut Bupycor-Hy, Q00 «I[TOJIMTEM »,
Poccus

Denumbpun (Pennndbpun-onTrk, kanu
rnasusle 2,5%), 3A0 «JIEKKO», Poccus

NI-001556

H

S/N
K4IEsmuhBjxxE

04.22

Ononaragun (Onaranon®. kamwm riasHble
0.1%), Hoeapruc Qapma AT, [Iseiiuapus

JIC-000661

20H26AA

07.2023

Tobpammits (To6pexe®, kanmn riasuse
0,3%), HoBaptuc ®apma AT, [IBeiiuapus

ITNO14702/01

20F08IC

05.2023

Oxcenmetasonun (Adpus®, CHpeild Ha3aTBHBII
0.05%). AO «Baitep», Poccus

JIT1-001873

2005304

byneconnn (Tagen® HAZAJTD. crpeit
Ha3abHbIH 103HPORAHHLIH, 50 MKr/1032),
Cannos 1.4., Cnoenus

[INO014740/01

KM4385

20

Bomusiit pactBop paripi (03epHoi comn) 0.9%
(AxBaPoca® Kanenska), 000 «KC T peiiny,
Pocens

P3H 2019/8070

or 11.05.2019

106

3anamusup (Pencuza, NTOPOIIOK JJIs1 HHT /LM
AosHpoBanHslii), GSK, AQ
«I'makcoCmutKasiin Tpeitmunrys, Poceus

JICP-000095

9D7L

05.2024

IMEAMUHHCKAS CTEPHIIbHAS B ynakosxax | wr., 5

H&'IO'—IK&-T&I\H'IOH ¢ BATHBIM HAMOTOM

wr., 10 wr., 20 wrr., 25 wr., 50 wr.. 100 [IT..
200 wr.. 500 wrr., 1000 wr. o TY 9398-017-

L

44881728-2014

P3H 2015/2401

C-5101

17.01.26

Tabauua 36. lonoanutensuo u

CHOJIb3YEMbIE HAOOPEI PeareHToB

No
I/

Hasraune

v |

Cepus [

Cpox
TOAHOCTH

Kos-Bo

Habop pearentos s IKCTpakuuu
AHK/PHK u3 Guomornyeckoro Marepuana
«Marnollpaitm FOHH» o TY 21.20.23-024-
09286667-2018

P3H
2019/8955

0707

10.01.2022

2 nabopa

]

HaGop pearcHtos aus sbisiBienns

BO30Y LHTETIEH OCTPIX PECTIUPATOPHBIX
BUPYCHBIX HH(eKIHIT yenoBeka (OPBH):
PHK pecnnparopro-cunrmmmuansioro
Bupyca (human Respiraiory Syneytial virus -
hRSv), meranuesmosupyca (human
Metapneumovirus - hMpv). supycos
naparpunua 1, 2, 3 u 4 tanos (human
Parainfluenza virus - 1-4-hPiv).

| 2011/11258

oCP

10.10.20

10.10.21

[ mabop

]

Jluer 5
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| = |

KopoHaBHpycoB (human Coronavirus -
hCov), punoBupycos (human Rhinovirus - ‘
hRv). THK anenorupycon rpynin B, Cu E
(human Adenovirus B, C. E - hAdv) u
Gokasupyca (human Bocavirus - hBov) B
KIMHHYCCKOM Matepuane MeToIom |
[IO/IMMEPA3sHOi [IeNHOMH peakiyu (IM1P)ec |
THOPHAH3AIMOHHO- (Y OpeceHTHOI]
nerekuueit « AmnmCenc® OPBU-cxpun- ! |
FL» no TV 9398-155-01897593.20 10 _|__ | J
HaGop pearentos s Bhigpaenus PHK ' |

BUpYCOB rpunna A (Influenza virus A) u ’
rpunna B (Influenza virus B) B
Ouosornueckom MarepHaie MeTooM
MOTHMEPasHO LenHoif peakiinu (I1IP) ¢
ruﬁpuamaunom{o-cbnyopecuem'ﬂoﬁ
aetexuuei « AmiumCenc® Influenza virus ‘ J
A/B-FL» no TY 93 98-080-01897593-2012 |

|

DCP

2 % 5]
2009/05010 01.10.20 | 01.10.21 1 nabop

3. Cotpyanukamu I'BY3 «HUH CII um. H.B. Cxandocosckoro JI3M»» MPOBeIeHa OleHKa
PESYALTATOB KIMHHYCCKHX HCTIBITAHMIT MeIUIHHCKOro H3JICTIHA [UI THATHOCTHKH iR Vitro «Habop
PCAICHTOB  JUIsl  MMMYHOXPOMATOr padiieckoro BbUIBJICHHA aHTHreHa SARS-CoV-2 na ochose
KOIUIOHAHOrO 30710Ta B 00pa3’nax MaskoB H3 HOCOrMOTKH denoseka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)). sot 20201207, B cocrasey, BLIOJIHCHHBIX COTJIACHO yTBEPIKISHHOM nporpamme oT
260.02.2021 Ne KUMH-12/21. ITporpamma ot 26.02.2021 Ne KHUMU-12/21 cocrasiena B COOTBETCTBHHU ¢
THIIOBOH NPOTPAMMOIT KTMHHYECKHX HCTITARMI ¢ yderom tpebosanuii 'OCT P EH 13612-2010. FOCT
P 51352-2013.

3.1. Kparkas xapaxrepuernia MEAHIIHCROIO H3Xe/IHN, HASHAYEHME, YCTAHOBICHHOE
NPOH3IBOANTEIEM

3.1.1. Ha3nauenme Menuumuckoro H3aeus

«Habop pearentos s HMMYHOXpOMATOTpa(M4eCKOro BBIABICHNS AHTHreHA SARS-CoV-2 na

OCHOBE KOJIOHIHOTO 30710Ta B 06pa3iiax MasKkos H3 HOCOLMTOTKH yesoBeka (SARS-CoV-2 Antigen Test
Kit (Colloidal Gold)). nor 20201207, B coctagey IpelHasHavyeH /U1 Ka4eCTBEeHHOr0 onpeieneHus Genka
HYKICOKancnna  xoponarupyca  SARS-CoV-2 3 Maskax M3 HOCOITIOTKH  welloBeka
UMMYHOXPOMAaTOTrpaHIeCKHM METOTOM.

3.1.2. Kpartkas XapaKkTepHCTHKA HCITBITYEMOI0 MEIHIMHCKOTO H3IEenus

«HaOop pearenros s HMMYHOXpOMATOrpau4ecKoro BhifABJICHUSA AHTHICHA SARS-CoV-2 ua
OCHOBE KOIJIOHHOIO 30710Ta B 00pa3Lax MasKkos u3 HOCOIJIOTKH yesioBeka (SARS-CoV-2 Antigen Test
Kit (Colloidal Gold)), not 20201207, B cocrasey NMPEIHASHAYEH TONBKO MUl MPO(ecCHOHATBHOro
pumeHeHnA. llposenenne anammsa ¢ ucnmonb3osanmem Ha0opa peareHToB J0/DKHO OCYIIECTRIATELCH
KBAJIMDHIHPOBAHHBIM ICPCOHANOM  —  CHOCUHATHCTAMH B O0JacTH KIHHHYeCKOH naboparophoif
Aunarnoctukn. HaGop pearentoB MokeT Gnith HCNIOZIB30BAH 11 1ab0paTopHOro o6eienoBanus JHI ¢
CHMMTOMaMH OCTPOI PECONPATOPHOH HH(EKInH B KkayecTse CPEACTBA MPIMOH STHOMOTHYECKOH
duarnoctukn COVID-19,

Jlner 6 Beero nucros 12



B OCHOBE TecTa JIe)KHUT BE)ICOKOCH@LLII(bH‘-]HaSI PeaKliHAd aHTHTE/NO-aHTHIEH | MeTon
HMMYHOXPOMATOrpaHYecKOro aHaN3a Ha OCHOBE KoinonzHoro 3onota. TecroBoe ycrpodicTBo
COACPIKUT MOHOKIIOHAILHO AHTHTE/I0 K Koponasupycy SARS-CoV-2, NPEeABAPHTENLHO HAHECEHHOE HA
MemOpany no Juniu Tectuposanns (T), 1 MOHOKTOHAIBHOE AHTHTENO K KopoHasupycy SARS-CoV-2.
MEYCHHO® KOJTOUIHLIM 30JI0TOM.

B xoze recTnpoBanus uenbityemsiii 00paseil BHOCAT B OKOIIKO /Ul BHECEHHS! oOpasua Ha TecT
Kapte. B cinyyae Hammuns B obpasie anTHrena Koponasupyca SARS-CoV-2 on oBpasyer komiieke ¢
aHTHTENIOM K SARS-COV-2, MeueHHBIM KONIOMAHBIM 30J10TOM. 3aTeM 3TOT KOHBIOIAT MUTPUPYET BBEPX
Orarofapa kamuiispHOMy sbdexty n npeasapuTensHO HUMMOOHIIM3YETCA Ha Apyrof membpase. B
PE3yJIbTaTe CBA3BIBAHMA KOMILIEKCA ¢ MOHOKJIOHAILHBIM AHTUTENIOM K SARS-C oV-2, hukcHpoBaHHbIM
B TECTOBOH 30HE [OJIOCKH, Ha THHUHK TecTHpoBanus (T) NPOSBIACTCS 110JI0CA My PNy PHO-KPACHOTO 1(BETA.
Ecau B neneiryemom o6pasue anturen Koponasupyca SARS-CoV-2 oteyTermyer. nonoca mypIypHO-
KpacHOro usera Ha nuemM TecTHpoBanus (T) Taike Gyger OTCYTCTBOBATL. besoTHocuTenbHO
PE3yIbTaTOB TeCTHpOBaHHs 0o0pasua AuHus koHTposs (C) momkHa OKPacHTBCA B Iy PILY PHO-KPACHbI
useT. OkpammBaHye JHHUH KoHTposs (C) B MypHypPHO-KPACHBIH LBET ABAACTCH METOIOM KOHTPOIS
o0bema HenmbITYeMOro 00pasiia, codmoneHns MPaBHI IPOBEICHNS AHAIN3A. & TAKKE KAYECTBA peareHTa.

3.1.5. CoctaB MEAHUMHCKOTO H3ACIHS

«HaGop pearentos ans HMMYHOXPOMATOTpaHuecKoro BeisBieHns anTurena SARS-CoV-2 ua
OCHOBE KOLIOHAHOTO 30710Ta B 00pasiax Ma3KoB U3 HOCOPTOTKH denoBeka (SARS-CoV-2 Antigen Test
Kit (Colloidal Gold)). not 20201207, & cocTase:

1. Tecr kapra (SARS-CoV-2 Antigen Test Card) - 25 mr.

2. TlpoGupxka ¢ pas6asurenem obpasna (SARS-CoV-2 Antigen Sample Diluent (Colloidal
Gold)) =25 wr.

3 Huerpyking no npuMerexuo — | i,

HaBop pearenToB ynakosan B KapToHHY O KOPOOKY.

3.2. Bua MeaHUHHCKOTO H3ACHHSA B COOTBETCTBHH ¢ HOMEHRIATYPHOH Kaacendukanmes
MeJHUHHCKOro w3aeans — 142010

SARS Koponasupyc anturens: UBJI, naGop. HMMYHOXPOMATOrpauuecKuil aHans3, IKCnpece-
AHAIIN3,

3.3. Kaace noreHUHaALHOro PHCKA 1T PHMCHECHHA MeAHUHHCKHX W31e/IHH B COOTBETCTBHY
¢ HOMEHKJAATYpHOH Kaaccuduranmeii MeANUHHCKHX H3Teni — 3

(B COOTBETCTBHH € HOMEHKNIATYPOH KJacCu(DUKALAEH Me/IMIMHCKHX H3aeHil. YTREePXKICHHOM
[Ipukasom M3 PO ot 06.06.2012 Ne 4x),

3.4. OueHka npeacTaBAcHHOI JMOKYMeHTanuu

HOKyMeHTauus, npeicTaBieHHas Ui KIHHWYSCKHX HCHLITAHHH MEIHIHHCKOrO u3nesns
«HaGop pearenToB s HMMYHOXPOMATOrpaQHYecKoro BhIABICHHS aHTHTeHa SARS-CoV-2 Ha ocHose
KOJUIOHAHOTO 30710Ta B 00pasuax Ma3KoB M3 HOCOITIOTKH 4eioBeka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), mor 20201207, B cocrase», mo OpOPMICHHIO H COAePIKAHMIO COOTRETCTBYET
TpeOOBAHUAM, H3IOKEHHBIM B |lOCTAHOBICHHNU [Tpasutensctea P® ot 03.04.2020 Ne 430 «O6
0COOCHHOCTSAX 00pAIUCHNS MEAULMHCKIX H3AEINIL, B TOM YHCTe FOCYAapCTBEHHON PerHCTpaUUK Ceprt
(IapTHH) MEAHLHHCKOIO H3STHs»,
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3.5. Xapakrepucruka Marepualia

Jlis uenbiTanuii Henomb3oBaKc MONYHCHHBIE B XOJ€ J1e4eSHO-IMArHOCTHYECKOro IIpoLecea
00pa3subl OHONOTHYECKOrO MaTepHaia YeToReKa (Ma3sKH U3 HOCOINIOTKH — HATHUBHLIE W MOMEILEHHEBIC B
BHPYCHYIO TPAHCMOPTHYIO CPey). B KOTOPBIX METOJOM OT-IILP nokasano nanuuwe wm OTCYTCTBHE
Kkoponaeupyca SARS-CoV-2 wu apyrux BO3OynTenel HHQEKUHORHBIX Goqe3Hell uenoBeKa (cMm.
npuioxkenne Ne 2 x nactosmemy Axty).

Kmunndeckne o6pasusr Guonornaeckoro MaTepnaia ObLIN 110/1y 4eHb! OT HALHEHTOB Te4eGHOro
kopmyca Ne 6 HIM ckopoii momom um. H.B. Cknandocopekoro.

B Ka4ecTBe HCTHHHO NONOKHTENBHBIX 00pa3ioB (PEaKTHBHBIX) MPH HPOBEASHHH KIHHHUECKITX
MCTIBITAHHH HCTIONMB30BANN KIHHUYECKHE 06Pasiibl GHOMOTHIECKOro MaTepuasia (MaskH H3 HOCOITIOTKH),
ROHLCHTPpalns Bupyca SARS-CoV-2 B koTOpEIX cOOTBeTCTBOBANA WIH [IpeBBIIANIA Hpenen
obuapyxenns (Limit of Detection, LoD) Halopa peareHToB, 3agBIEHHbII NPOU3BOJUTEIEM W
TIOATBEP)KICHHBIH [PH TPOBENCHHH KIHHHYECKHX HCHBITAHNN — 1,8x10* LT {s0/m. O6pasisi,
coaepianne Bupyca SARS-CoV-2 B KOTOpBIX GbITO Hue LoD, ue wucnonsioBamn 11 OmeHKH
KIHHIYECKOH Y QEKTHBHOCTH HCIIBITYEMOrO MEIHLHHCKOTO H3IeNHS s JAUATHOCTHKH in Vitro.

Kputepuem ot6opa nonomHTeIbHBIX 00pasuoB Ul MCHBITAHHIM CIYKHl  pe3yJbTar
Hecaeaosanua Maska meroaom OT-TTLIP. npoBenennoii ¢ npuMenennem pedEPEHTHOTO MEAMITHHCKOTO
u3nenns (Habopa cpasrenus ). CoOTBETCTBHE 3HAUCHNS ('t OIIPCAC/ICHHON KOHUEHTPALIHH KOpOHABHpYyCa
SARS-CoV-2 6bio ompegeneno MpH HCIIOJIL30BANNH  OXAPAKTEPH30BAHHOIO HWHAKTHBHPOBAHHONO
My3eHiHOTO ITaMma Koporasupyca SARS-CoV-2 «I'K2020/1 » u3 Komnekuun OI'bY « HULOM um. H.d,
Famanen» (cm. Tpunokenne No 2 x Akty). llpy npoBefeHMH KIMHHYECKHX HCHBITAHHN TaKike
HCHO/Ib30BAH KTHHHYECKHE 00pasLibl GHONOrHYECKOr0 MaTepHana (Maski U3 HOCOIIOTKI ), B KOTOPBIX
koHueHTpaims Bupyca SARS-CoV-2 Gbuia ke npeaena OOHAPYIKEHHS HCTBITYEMOTrO MeAHIHHCKOr0
H3ACIIHA.

B kawecTse wmcTHHHO OTpHUATCABHBIX (HEPCAKTHUBHEIX) MpH MPOBEACHHH KIMHHYECKHX
WCHIBITAHUE HCTIONL30BANH KIHHHYECKHE 00Pa3ibl GHOMOTHYCCKOro Marepualia (Ma3ku U3 HOCOITIOTKH ).
B KOTOPBIX MeTonoM OT-TTLIP 6mno nokasano oreyrerene PHK s pyca SARS-CoV-2.

A1st OTpeiesieHs KPOCC-peakTHBHOCTH HETO/Ib30BaH KITHHHYeCKi maTepHa, nojay4eHHbl oT
[IALHEHTOR B XOAE JIEWeOHO-AMArHOCTHYECKOTO Mpolecea (Ma3kH M3  HOCOMIOTKH MalUeHTOR,
conepxalne Bo30y/IMTeNel psaa HHPEKNHOHHBIX 3a00/eBanuii: AACHOBHPYC, PHHOBHPYC, DOKaBHPYC,
MCTAIHEBMOBHPYC, PECHPATOPHO-CUHTHIIMABHbLT  BUpYC, kopoHaBupycel (NL-63/229E, HKU-
1/0C43), maparpunn 2. 3. 4 tuna), a tacke MaTepnall, KOHTAMHHHPOBAHABIH My3eHHBIMH LITAMMAaMHK
BO30y auTenel HHpeKUHOHHEIX 3a60/1eBanuit (oM. mpunokenre Ne 2 k nactosiuemy AxTy).

3.6. PesyanTaThl npoBeleHHMBIX KAMHHYCCKHX HCIBITAHNI MEIHUMHCKOT0 HIACAUA C
YKa3aHHeM KOJHYCCTBA NPOBEICHHBIX 1200 PATOPHBIX Hece 0B aHuil
PesynbTaThl KIMHHYECKUX HCTILITAHE 00pasLOB MEAMUMHCKOIO U3€THS TS AMATHOCTHKH i1 Vilro
«Habop pearenros mng HMMYHOXPOMATOrpahuyeckoro BeABIeHHs anTurena SARS-CoV-2 ua OCHOBE
KOJITOHIHOTO 30JI0TA B 00pasiax MaskoB M3 HOCOINIOTKH HeloBeka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), mor 20201207, B coctaBe» [IPUBEJICHBI B TPUIIOKEHHH No 2 K aKTy OLEHKH PE3yIIbTATOB
KAHHHYECKHX HCTIBITAHNE MeJMUMHCKOrO H3NENHA A% JHATHOCTHKH in vitro. Beero 6uimo NPOBEAECHO
300 onpenenennii ¢ NPUMEHERHEM HCTIBITYEMOTO MEAHLTHHCKOrO H3 1 Hs.
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B pesymbratre  nposenenumix KIHHMYCCKAX  MCTIBITAHHH  YCTAHORJIGHE CleayIomue
AHATHOCTHYECKIE XAPAKTEPHCTHKH (4YBCTBUTENHOCTD CREIM(DUYHOCTE);
JlHarHoCTHYeCKAS Yy BCTBHTEILHOCT: 97.22% (95% 1IN 85.47-99,93%)).
JnarnocTuueckas cneru dbuanocTs: 100,00% (95% TN 90.00-100,00%).

3.7.  CpaBuenue dynkunonabHbIx XAPAKTEPHCTHK  NCNIBITYEMOT0 M HIIHHCKOIO
H3A€/THS ¢ H3AETHAMM, HPUMEHABIHHMICH B pedepenTHoi MeTomIKe

O6pazubl Gromornyeckoro MATCPUANA, HCTIONb3OBAHHBIE NMPH MPOBENCHHH KITHHHYECKHX
HCHbITAHWH, TaKKe Oblmu OXAPAKTCPH30BAHBI HA HATHYHE / OTCYTCTBHE KopoHaeupyca SARS-CoV-2 ¢
HIOMOTIbIO MEMHIIHHCKUX H3/1e/Mil CPABHEHUS:
- «Habop pearentos aus sbiBrerus PHK kopoHasupyca SARS-CoV-2 metozom oOpaTHoii
TPAHCKPHIILHE H MONMUMEPAsHOM LenHol peakuuy B PEAHME peanbHoro BpeMenn «PhoenixDx SARS-
CoV-2 Multiplex» LOT 20-10232. 20-10233. 20-10234, 20-10235», P3H 2020/12854. Lot 20-10235,
CPOK rojnoctu — 2021-07,
. «Habop pearento s HMMYHOXPOMATOrpadHIeckoro BHIABNCHUA anTureHa SARS-CoV-2
(STANDARD Q COVID-19 Ag), Lot No. QCO3020018A». P3H 2020/11113. cpox rommoctn —
14.12.2022 (o cornacopanmio ¢ 3aABHTENTCM),

HOJT}"{BHH]:JG‘ Pe3yIbTAaTLI CpaBHCHHSA MPHBCACHLI B OPOTOKOJIE KIHHHYECKHX HCOBITAHHH
MCIHIMHCKOrO W3ACIHSL 1T AHATHOCTHKH i1 vilro (eM. mpunoxerne Ne 2 g HacToAweMy AKTy).

3.8.  Dyuxunonaabubie Kawecrpa METHUHHCKOre  n3genns, S>¢pdexTHBHOCTL ero
NPUMEHEHNSI, TOKA3ANHA ¥ NPOTHBONOKAAHNS K ero [pHMEHEHHI0

OyHKIHOHANLHBIE  KauecTBa MEautuHeKRoro  m3menus  «HabBop  pearcuToB Jutst
MMMYHOXPOMATOrpaduyeckoro BbIABICHUS AHTHICHA SARS-CoV-2 Ha ocHoBe KOMTOMIHOTO 3070Ta B
00pa3iax MaskoB W3 HOCOIIOTKH qenoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor
20201207, B coctasey. spdexTuBHOCTS NMpHMeHeHHMS, NoKazaHus W IPOTHBOMOKA3aHUA K ero
HCIONL3OBAHHIO COOTBETCTBYOT MPEICTABICHHBIM B TeXHHYECKod 1 IKCTTYaTAUHOHHON JOKYMEHTAINH
CBENCHHUSM, UTO OBLIO NOATREPKACHO NPH IIPOBETEHIHN KIIMHHKO-Ta00PATOPHBIX UCTIBITAHMI,

Menniusckoe u3genne HIPOTHBOMOKA3AHNA B PAMKaX YCTAHOBJIEHHOTO HA3HAYCHHS He HMEET.
He npumensats He 1o nasnavenuo.

3.9.  BosmomHocTH MeAMUHHCKOIO HITCTNH,  Kacalommecss TOYHOCTH HIMepeHHmil,
,‘IOCTDBQPHOCTH. BGCI’I[)OH3BD,[1HMOCTH, HADCHKHOCTH

Pesynstathl ucusiranuii, orpakaonme BOSMOKHOCTH MEIHUMHCKOTO H3ASINA B YacTH
TOUHOCTH H3MEPEHMH, JOCTOBEPHOCTH. BOCTIPOH3BOAMMOCTH H HALEKHOCTH, IPUBENICHBL B (IPHIIOKEHNH
No 2 k nacrosuemy Axry.

3.10. OxcnyaTamnoHnble KaweeTsa MEIHUMHCROTO M€ W yA00cTBO ofpaienus ¢
HHM, TeXHHYECKAS YCTCTHKA MeAHUMHCKOTO H3Ie 1M, ero ohopmitenne, CTACHIBHOCTL H3eTHs
OPH IRCITYATAUHH B YCJI0OBHAX NPAKTHYCCKOI aabopaTopun

DKCIUTyaTalHOHHBIE  Ka4ecTBa MCAMUHHCKOTO  m3gemuss  «HaGop  pearenmtos  nag
HMMYHOXPOMaTOrpapuuecKoro BoUIBJACHHA aHTHICHA SARS-CoV-2 na ocHoBe KONTOHAHOIO 3070Ta B
00pasiax MaskoB W3 HOCOIIOTKH qeiaoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
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20201207, B coctaBe» — ya06CTBO OOPALEHHS ¢ HHMH, TEXHHUCCKAS YCTETHKA MEIULIMHCKOTO H3/IeNHS
~ TP IKCILIYaTaluH B yCJIOBHAX MPAKTHYeCKOH JaGopaTOpHH COOTBETCTBYIOT 3afRICHHBIM
MTPOH3BOMHTENIEM B TEXHHYECKON U KCIITYaTAHOHHON 10KYMEHTAIHH.

UucTpykims  no  npumenenuio PCTHCTPHPYEMOrO  MEAMUMHCKOTO M3JeTus  H3JI03KeHa
[I0C/IEI0BATENBHO, NOAPOOHO W B AOCTYNHOH 1alOpaTOpHOMY paGOTHUKY popme. 3ameuanuit 1o
HHCTPYKUHH HET.

3.11. Hudopmanus 06 00HAPYKEHHBIX B IPOHeEcCe KJAHHHKO-1200PATOPHBIX HCIILITAHI
HEAOCTATRAX KONCTPYRUMH H KAYECTBA MEAMUMHCKOrO H3Aequst (NIPH HAIWYIHH), 0COBeHHOCTH
paboThi ¢ HEM B MPOLECCe IKCIIYATAIMM

B pesynbrate nOpoBeneHHBIN MCTHITAHMI  HEAOCTATKH KOHCTPYKUMM M KauecTsa
PETHCTPUPYEMOI0 MEAMUMHCKOTO wusaenust «HaGop pearentos ans UMMYHOXPOMATOTpaduyeckoro
BbUABIEHUA aHTHICHA SARS-CoV-2 Ha ocHOBE KOMIONIHOIO 20/10T4 B o0pasiax Ma3zkoB U3 HOCOTJIOTKH
yenoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), mor 20201207. B cocTaBe» B npouecce
IKCIUTyaTalHy HE BBLISABIICHEL.

4. Kparkoe uziokenne pe3vabTaTos HCHbITAHMI

AHQIM3 U OUEHKA JAHHBIX, [I0IYYEHHBIX B MPOLECCE [POBEICHHS KTHHHKO-1200PaTOPHBIX
HCTIBITAHUH, CBU/ICTENLCTBYET O COOTBETCTBHH (YHKUHOHAIBHBIX XapaKTEPHCTHK, ybdexTurHOCTH,
kadecTBa M 0E30HACHOCTH MpPEACTABICHHBIX OGPA3LOB MEIHMLHHICKOTO H3MCIHSL. 3asBICHHBIX B

TEXHHYCCKOH M OIKCIUyaTallHOHHONH HOKyMeHTarmn. OUCHKA HTHX MOKazaTenel [POBEAeHa ¢
NPAMEHCHHEM CTATHCTHYECKOH 06pabOTKH NOIYYEHHBIX PE3YIbTATOB.

5.  BblBoabl 0 pe3ynLTATAM HCIIBITAHHIL:

a)  «Habop pearentos ams ummysoXpomaTorpaguueckoro BbISBIeHHS adThrena SARS-
CoV-2 Ha ocHOBE KOJTOHZHOTO 30710Ta B 0OPA3LAX MA3KoB W3 HOCOIIOTKH 4eloBeKa (SARS-CoV-2
Antigen Test Kit (Colloidal Gold)), nor 20201207, B coctasey. npoussoncTea xeapyit buorex Muk.
(Genrui Biotech Inc.), Kuraii, coorerctsyer HOPMaruBHOA JOKVMEHTAIMH, TEeXHHYECKOH M
IKCIUTYATAUHOHHOH JOKYMEHTAIIMH IPOH3BOHTENA:

6) «HaGop pearentos s HMMYHOXPOMATOrpa)u4eckoro BbISBIIeHHS anTHreHa SARS-
CoV-2 Ha OCHOBE KOJLTOHAHOO 30710Ta B 00pa3nax Maskos W3 HOCOIVIOTKH YelioBeKa (SARS-CoV-2
Antigen Test Kit (Colloidal Gold)), nor 20201207, 8 cocrase». npoussoactea [xenpyd buorex Mk,
(Genrui Biotech Inc.), Kutail. cooTsetcTByveT NpEAHA3HAYCHHOMY TIPOM3BOAUTENIEM [PHMEHEHHIO U
fpeuiaraeMbIM UM METOZAM HCIIOIL30BAHMNSA;

B) [(OJTHOTA H TOCTOBEPHOCTD YCTAHOBICHHBIX HOPMATHRHOI TOKYMEHTAME]. TEXHHYECKOI
H SKCILTyaTallMOHHOH TOXYMEHTAlUMEH MPOU3BOAMTENS 3aABIEHHBIX XapAKTePHCTHK GEe30MacHOCTH M
dbdexrusroct «Habop pearesToB st HMMYHOXpPOMATOrpaUUECKOTO BLISBICHHA aHTHICHA SARS-
CoV-2 Ha ocHOBe KOJUIOHIHOTO 3070Ta B 06pa3uax Ma3KoB W3 HOCOMIOTKH Y€ OBeKa (SARS-CoV-2
Antigen Test Kit (Colloidal Gold)), ot 20201207, B cocTase, nponssojacta Jixkenpyii buorex Muk.
(Genrui Biotech Inc.), Kutail, mpu ero Hcnosas30BaHum B COOTBETCTBHH IpCAHa3HAYEeHHBIM
OpOH3BOAUTENCM HNPHMCHEHHEM IO HA3HAYCHHUIO, VKA3AHHBIE B TEeXHHYSCKOH H BKCH.-’E}/&TQLIHDHHOH
AOKYMEHTALIH MPOU3BOAHTENA, TIOATBEPIKICHBI;

)  pe3synbraTbl KIHHHKO-TAaDOPATOPHBIX MCHBLITAHWN M3ACTHs HOATBEPAKIAIOT KA4eCcTBO
MEAHUNHCKOTO H3eTHA, YPPEKTUBHOCT 1 D@30MACHOCTL €r0 IPUMEHEHHS !
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1) (axTel B 0OCTOATE/ILCTBA, CO3AAIOMINE YCIOBHA Hed(DPEKTHBHOCTH U (HIH) IPIMOH WK
KOCBEHHOH yTrpO3BI KH3HI I 3M0POBBIO MEAMIMHCKHX PAOOTHHKOB MPH NPHMEHEHHH W YKCILTYaTaIi
MEJIMIMHCKOTO M3A€H, HE YCTAHOBJIEHBL.

6.  Ouenxa pe3syabTaToB KINHHYECKHX HCHBITAHUI

6.1. Ilo uroram npoBeieHHBIX KIHHHYECKHX MCTIBITAHMI B (OpMeE KIMHUKO-TAG0PATOPHBIX
HCIIBITAHAH NOATBEPHKAACTCS, YTO MEANIIMHCKOR H3/IeTHe [/ AMArHOCTHKH in vitro «HaGop pearenton
JULA AMMY HOXPOMAaTOI PA(PHYCCKOr0 BhIABIEHHA aHTHIeHa SARS-CoV-2 Ha OCHOBE KOJUIOMIHOTO 3011074
B 00pasuax Maskoe W3 HOCOIIIOTKH 4enoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
20201207. B coctase», mpomssoactsa Jxenpyit Buotex Muk. (Genrui Biotech Inc.). Kutaii,
COOTBETCTBYCT MNPEAHASHAYCHHOMY [POU3BOLMTENIEM NPHMEHEHHIO U ApeliaraéMsiM HM METOIaM
HCIIOJIB30BAHMAL.

6.2. B xozme ucnbiTanuil He yCTaHOBEHK! (PAKTBI H ODCTOATENBCTBA, CO3IAIOLIAE YCIOBHS
HedQHEeKTUBHOCTH M (WIH) OPSAMOM HJIM KOCBEHHON YIpo3bl SKH3HH W 300POBBI0  MEAHUUMHCKHX
pabOTHHKOB TpPH IPUMEHEHMH H IKCIUIyaTalldid METHITHHCKOro w3denus «HaGop peareHTOB s
HMMYHOXpOMaTorpaHuecKoro BbisiBiicHHS aHTureHa SARS-CoV-2 Ha 0CHOBE KOJIOMIHOrO 3071074 B
obpasrax mMa3ko m3 HocoraoTku denoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). ot
20201207, B coctase», npoussoactsa Jxenpyit buorex Muk. (Genrui Biotech Inc.), Kutaii.

JARIOYEHHE
OOpasibl  MeAMUAHCKOr0 M3ACMHA AAd JAHarHOCTHKH in vitro «HaGop pearenTos ans
HMMYHOXpoMaTorpa)H4ecKoro BelsBieHus anTurena SARS-CoV-2 Ha OCHOBE KONIOHAHOTO 30JI0TA B
oDpasuax MasKoB M3 HOCOIJIOTKH venoBexa (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). nor
20201207, B coctase». mpomssoxctea JDkeupyit Buorex Muk. (Genrui Biotech Inc.), Kuraii,
COOTBETCTBYHIOT tpeGoBanuaM HOPMATUBHOIL, TEXHMYECKOH H IKCITYATAMOHHOMN JOKYMEHTAI[HH
[IPOU3BOAUTEI.

punoxenns:

1. VTBepneHHas mporpaMma NPOBEJCHHS KIMHUYECKUX HCHBITAHKM MeIULHHCKOTo
W34S ISt AMArHOCTHKH I Vilro B (popMe KITHHHKO-adopaTopHbix Hensitanuit MU « Habop pearesTos
IUIsE AMMYHOXpoMarorpapuyeckoro seisiienus anturena SARS-CoV-2 Ha OCHOBe KO/UTOHIHOTO 30107
B 00pasuax MaskoB H3 Hocornorku uenoneka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
20201207, B coctaBe», mpousroacTra Jxenpyii buorex Muk. (Genrui Biotech Inc.), Kurait, Noe KUMU-
12/21 ot 26.02.2021 r.;

2 [TpoTokon KIMHHYECKUX UCTIBITAHKIT MeIHLMHCKOTO W3NS 11 IHArHOCTHKY in vilro B
(hopme KIHHAKO-1abopaTOpHBIX HenbiTannit MU «Habop peareHToR i HMMMYHOXPOMATOrpa(pHIecKoro
BbisiBlieHus anTHreHa SARS-CoV-2 na ocHOBe KOTIOHAHOMO 30710Ta B 00pasiax MaskoB H3 HOCOIJIOTKH
yenoeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not 20201207, B cocTaBe», NpoH3BOICTBRA
Toxenpyit bnotex HUuxk. (Genrui Biotech Inc.), Kurait, ot 31.03.2021 r;

3. DKCnulyaTalMOHHAs NOKYMEHTAUHA (MHCTPYKLHUS 110 HPHMEHEHHIO) HA MEIHLIMHCKOC
H3JIeIHe JUIS TUArHOCTHKH in virro «Habop peareHToB A HMMYHOXpPOMATOrpad)uueckoro BhISIBJIEHHS
aHTurena SARS-CoV-2 Ha ocHOBe KOJUIOMIHOTO 3071072 B 00pa3iax Ma3koB U3 HOCOTTIOTKH YeNnoBeKa
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(SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). not 20201207, 8 cocrase. npou3ssoacrsa Jpxenpyii
buotek HUuk. (Genrui Biotech Inc.), Kiraii.
4. ®oTo npencTaBIEHHBIX 0OPA3LOB U3 eI

[IpunoxeHus ABAATOTCA HEOTHEMIIEMOM JACTHIO AKTA,

[pencenarens xoMuccun:

['maBublit Hecse10BaTE b,

CTapuHi HayYHbIH COTPYIHUK

nabopaTopHn KIMHHYECKOH ( Sl

BEEROP L K s C.A. Cononun
e f-i.\\

HMMYHOJIOIHH, K.M.H.

Unen komuccHu:
3asenyrowuii saboparopueit
KIIMTHIYECKOI HMMYHOJIOTHH,

CTapluMi Hay4HbIll COTPYIHAK, A.H. baxenon
K.M.H. /‘;/

Jlver 12 Beero nuctor 12



