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K AKTY OUEHKH pe3yabTaTOB KIHHHYECKUX HCMBITAHHM
MEIHUMHCKOTO H3IeMUS NS HArHOCTUKH i1 Vilro

Ne KUMH-12/21 o1 31.03.2021

MPOTOKO.1
KIHHHYECKHX HCNMBITaZHHHA MeQHUHHCKOTO H3TeH# AT AHATHOCTHRH (R Vitro
«Habop peareHToB 1A HMMYHOXPOMATOrPAGHYECKOTO BHIABACHHS anTurena SARS-CoV-2
HA OCHOBE KOLIOHAHOTO 3071072 B 00pasuax Ma3KoB H3 HOCOITOTKH HeaoBeka (SARS-CoV-2
Antigen Test Kit (Colloidal Gold)), 10T 20201207, & coctasen
npoussoacTea /xenpyii buorex Mux. (Genrui Biotech Inc.), Kuraii
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1.1 Obuwme ceexenus

LL.1  Opraunsatop KAMHHYECKHX HENbITAHHIT

3asButens: OGWECTBO ¢ OrpaHHYeHHOIl oTBeTCTBeHHOCTLIO « [IMJIOCY (000 « THJ1OC»).

IOpnanyecknii n daxruueckuii agpec: 115114, ropoa Mockea, TepGenesckas HabepekHas,
nom 7. crpoenue 12, sraw 4, opuce 12, 13, 21.

1.1.2  Cseaenun o6 nensiraresibHoil 1abopatopun

Henprratenpuas naGopatopus (uentp): [ocynapeTsennoe GOKETHOE VupeskaeHHe
3ApaBooXpaneHHs ropoda MockBbl «HayuHo-HCCNeq0BATENBCKNI HHCTHTYT CKOPOI NOMOLLK HM.
H.B. Cximndocosckoro Jlenapramenta 3apasooxpanenns ropoaa Mockesi» (ITBY3 «HUM CIT um.
H.B. Crmudocosckoro A3M»), 129090, r. Mocksa, b. Cyxapesekasi ni.. 4. 3, ctp. 1.

Jlnuensus Ha ocymectsieHHe MeIHUMHCKON Aesteannocrn Ne JIO-77-01-020656 ot
30.10.2020, cpokom aeiicTeuA — BeccpouHo.

Jata BRAwoveHNs B nepeueHb MEIHLMHCKHX OPraHu3aluil, NPOBOLAILMX KIHHHYECKHE
UCTIBITAHUA MEAHUMHCKHX m3aennii —26.06,2014 r.

Jhauensus na neaTebHOCTS, CBI3AHAYIO C HCNOABIOBAHKEM BO3BY T RCH HHPEKLHOHHBIX
3abonesannii: Ne 77.01.16.000.M.003624.06.17 ot 08.06.2017, cpok nercteus ¢ 08.06.2017 r. no
07.06.2022 r.

Hecneaoparenn, pykoBoAHTE b KIMHHYECKHX HCILITAHNI

["naBHblil  uccnenoBaTens: CTapiimMili HayuHsiil COTPYIHUMK 1ab0paTopru  KAHHUYECKOT
ummyHonoruu C. A, Cononnn.

1.2 OtocroBanie NPOBeICHHA KAHHHYECKHUX HCIBITAHHUIT

OcHoBanyie npoBeleHHst KIMHUYECKUX MCNbITaHHI — 3assienne 000 «JIMJIOC» ot
05.02.2021 © mpoBefeHHH KAHHUKO-NTAOOPATOPHBIX HCHBITAHMA MEJIMUMHCKOTO W3AENHA UTA
AMAarHOCTUKHK i vitro «Habop peareHTOR Ut MMMYHOXpOMATOrpaguueckoro BuisBASHHS aHTHIeHA
SARS-CoV-2 Ha ocHOBE KOANOUIHOTO 3010Ta B 06pa3iiax Ma3koB W3 HOCOIOTKH venoseka (SARS-



CoV-2 Antigen Test Kit (Colloidal Gold)), nort 20201207, B cocrasey, npoussonctea [Lxenpyii
buotex Muk. (Genrui Biotech Inc.). Kuraii.

Ouenka cooTsercreus B popme  KnMHHUECKHX  wenbITANMI NPOBOAMTES € LEnbiO
FOCY IapCTBEHHOM PErnCTpalii MeTMLIMHCKOTO H3A€/uA B cBA3M ¢ [loctanosnenuem [pasurensersa
P® or 03.04.2020 Ne 430 «O6 ocobennocTsx O0palleHs MeAMUMHCKHX W3ASTHIL B ToM uuene
fOCYAAPCTBEHHON PErnCTPaUMK Cepin (NapTin) MeaHLHHCKOro H3JICTHUA» € YYETOM H3MEHEeHHMii,
YTBEPIKACHHBIX llocTanosnenuem Tlpasurensetna PO ot 02.06.2020 No 804 «O BHeceHun
H3MEHEHHMI OCOGEHHOCTAX O6paILeHUs MeAHUIHCKIX W3AC/IHH. B TOM YMCIE rOCYIapeTBEHHON
PETHCTPALH Cepun (MAPTHH) MEAHIITHCKOIO H3MC sy,

B cootsetctumn ¢ nynkrom 47 npukasa Munsapaea Poccun or 09.01.2014 . No 2u «O6
yreepkaenun [lopsaaka nposegenns ouenxu COOTBETCTBHA MEAMUMHCKUX H3fAenul B dopme
TEXHUUCCKHX HCNBITAHHIT, TOKCHUKONOTHYECKHX HCCIeA0BANMIA. KIIMHUYECKMX HCMBITAHMI B LENdX
FOCYAApCTBEHHOW perucTpalun MeaMUMHCKHUX HAACT iy (nanee — Ilpukas 2u) knunnyeckue
HCTIBITAHNA MEIHUMHCKAX H3AENHIT 118 JINATHOCTHKH i1 vilro NPOBOATCS B 1aDOPaTOPHLIX VEA0BHSAX
¢ MpHMEHEHUEM 00pasLoB GHOMAaTEpHANa NALMECHTOB, BIFTLIX B Xoze ne4edHO-AHArHOCTHYECKOTO
fipolecca s NpoBEepkH (YHKUHOHANBHLIX CBONCTE W (Mau) SOQEKTHBHOCTH METHUMHCKOIO
W3CJMA  1IDH  HCNONBL30BAHHKM €10 B COOTBETCTBHH  C HA3HAYCHUEM, TIPeayCMOTPEHHBIM
AOKYMEHTaUMCH MPOU3IBOANTENS.

1.3 [porpamma KRIAHHHKO-1200pPaTOPHBLIX HCOBLITAHI

Kinnnueckue weneimanns meauumnexoro H3CAUA QA IMarHOCTHKH in vitro ««HaGop
PCAarcHTOB I MMMYHOXPOMATOrpaguueckoro RuIABIEHNS aHTHrena SARS-CoV-2 wa ocuope
ROJIIOMAHOTO 30/10Ta B 06pa3uax Ma3KkoB U3 HOCOTAOTKN YeloBeKa (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), nor 20201207, & cocTase», npoussoacTsa [keupyii buorexk Muk. (Genrui Biotech
Inc.), Kuraii, nposossres B cooTBeTcTBHH ¢ YTBEPIKACHHON nporpammoit Ne KMUMM-12/21 or
26.02.2021. TlporpamMma KIMHMUYECKHX MHCTIBITAHM yreepiaena ['BY3 «HUM CI1 um. H.B.
Crxamdocorekoro I3M» u cornacosana 001IeCTBOM ¢ OrpaHHYEHHO OTBETCTREH HOCTBIO « JJUJIOC»
(000 «TUNIOC ), ynoaHOMOYEHHBIM NPEACTABUTENEM NPOUIBOAUTES S,

L4 Jlwsaiid RAMHHYECKNY HenbITanii

KauHnueckne HenbTanua MeamumMHeKoro usaenns ANA AMATHOCTHKH in vitro «HaGop
PEAICHTOB 115 MMMYHOXPOMATOrpaMuecKoro BLISBISHHMS AHTHreHa SARS-CoV-2 ua ocHose
KONNOHAHOTO 30/10Ta B 00pasLax Ma3koB M3 HOCOTIOTKH YeoBeka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), nor 20201207, B cocrase» fIPOBOZIATCSA B COOTBETCTBUM C YTBEPKACHHOI
MPOTpaMMOH  ucnbitanuil ¢ yuerom TpeGosamuii [OCT P EH 13612-2010 «Ouenka
DYHKUHOHAIBHBIX XapAKTEPUCTHK MeUIHHCKNHX W3NEAMH ANS AMATHOCTHKHM in vitro» u TOCT P
51352-2013 «Meanumnckue usgenus ais AHArHOCTUKH HH BUTPO. MeToabl HCTIBLITAHMITY H COCTONT
U3 CAeAYIOUIUX 3TaNoB:

— 2HANH3 APEACTABICHHON NOKYMEHTALNN HA MeAMUMHCKOE H3NenHe 415 AHAFHOCTHKM in
Virro:
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~ TMPOBCACHHE KAMHHKO-1A60PATOPHBIX HCMBITAHMIL oOpasuor (obpasiia) MeIMUMHCKOro
H3ACANA ANk AMArHOCTHKM in vilro BMECTE ¢ NPHHAITERHOCTAMH, HEOOXOAMMBIMH 1A MpHUMEHEeHUS
MEIMUMHCKOTO U3/IeTHS 110 HAZHAYSHUIO!

— AHAJIN3 1 OUCHKA IAHHBIX, MOYHEHHBIX B X0A€ KIHHHKO-N1aG0PaTOPHLIX HCMBITAHHII:

— 10paboTKa IKCIIYATAUMOHHOI JOKYMEHTALMH NPOU3BOAHTENS HA MEANLIHHCKOS H3aeaune
ANA ANArHOCTHKH 77 VIlro N0 pe3yabTaTaM MCTIbITAHUIL.

L5 Hepuoa npoBegeHns KANHUUECKHX HCMBITA HUT

B nepron ¢ 26.02.2021 no 31.03.2021 8 'BY3 «HUM CI1 um. H.B. Crandocosekoro JI3M»
MPOBEACHb! KIMHHYECKHE MCTIBITAHHA M OUCHKA X PE3yibTaTOB MEAMLMHCKOrO H3ACHHS s
AMATHOCTHKHM in vitro «HaGop peareHToB 1 HMMYHOXPOMATOrPAHYECKOrO BHIABICHNUA AHTHNCHA
SARS-CoV-2 Ha ocHoBe KOAIOMIHOTO 301074 B 00pasuax MaskoB 13 HOCOTNIOTKH uenoseka (SARS-
CoV-2 Antigen Test Kit (Colloidal Gold)), nor 20201207, s cocTasey, npoussoncTsa Jixeupyii
buorex Unk. (Genrui Biotech Inc.), Kuraii.

1.6 Henbityemoe meinunnckoe n3geine

1.6.1 Hawnmenosanue usienus

«HaBop pearentor ans ummyHoXpomatorpadHueckoro BHABICHNS aHTHICHA SARS-CoV-2
Ha OCHOBE KO.LIOHIHOrO 30710Ta B 06pa3iiax Ma3KOB 3 HOCOINIOTKN Yenoseka (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)). nor 20201207, B coctases.

1.6.2 CocraB uszeaus
«Habop pearenros s HMMYHOXpOMaTOrpauueckoro BeIsBneHHs aHTHrena SARS-CoV.2
Ha OCHOBE KOMOHHOIO 30J10Ta B 00pa3uax Ma3KoB 3 HOCOFTOTKH uenoseka (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)), nor 20201207, B coctase»:
I. Tect kapra (SARS-CoV-2 Antigen Test Card) — 25 wr.

2, [Mpobupka ¢ pasbasutenem ofpazua (SARS-CoV-2 Antigen Sample Diluent
(Colloidal Gold)) — 25 wrr.
J MHCTpYKUMA N0 npUMEHEHHIO — | wT.

HaGop pearenTos ynakoBaH B KapTOHHYIO KOPOOKY.

1.6.3 Hanmenonanue n aapec npou3soanTens (M3roToBHTEs)

Iponssoautess; Jxenpyit bruorek Muk. (Genrui Biotech Inc.). Kurait.

Appec npoussoauresns: 4-10F, smanue 3. TexHonorHyeckuit napk ['eiid. paiion ['yaumun,
518106, Lsupusous, Kutait / 4-10F, Building 3, Geya Technology Park, Guangming District,
518106, Shenzhen, China.

1.6.4 Bui MeInUHMHCKOrO H3eAHH B COOTBETCTBHH ¢ HOMEHRJIATY pHOIi
Kaaceupurauneil Melnuunekux usgeanii: 142010
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SARS Kopounasupye anturens HUBJI, wnabop, HMMYHOXpomarorpaduueckuii aHanmus,
IKCmpece-aHanus,

L6.5 Kmace mnoresunannnoro PHCKA  NPDHMEHEHHS MeAHUHHCKOTO H3xelns B
COOTBETCTBHHM C HOMEHKIATY poit Kaacen@puraumeli Megnumucknx H3geauii: 3.

1.6.6 Kpatkoe onucasne n HA3HAYeHHEe MEAHLHHCKOT0 HIe N1

«HabGop pearenron as HMMYHOXpOMAaTOrpaduyeckoro BrsBICHMS aHTUreHa SARS-CoV-2
HA OCHOBEC KOOHAHOTO 30/10Ta B o0pasnax Maskog 13 HOCOrIOTKH yenoseka (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)). ot 20201207, B cocrasen NPeAHA3HAYCH 118 KAYeCTBEHHOro
onpejenenus 6enka HyKiueokancua KOpoHaBHpyca SARS-CoV-2 B maskax u3 HOCOTNOTKH Yenoseka
HMMYHOXpOMATOrpahu4ecKuM MeTo0M.

B ocnose Tecta nemur BRICOKOCHCLMDHUHAA peakuus AHTHUTET0-aHTHTeH M MeTol
UMMYHOXpomaTorpauueckoro aHanmsa Ha OCHOBE KOJI0MAHOrO 30m0Ta. TecToBoe YCTpOHCTBO
CONCPIKHT MOHOKITOHANILHO® AHTHTENO K KOpoHaBupycy SARS-CoV-2. NpeaBAPUTENbHO HAHECEHHOE
Ha MemOpaHy no anuuu TecTuposanma (T), U MOHOKIOHATBHOE AHTUTENO K KopoHasupycy SARS-
CoV-2, MEUeHHOe ROJUTOM/IHBIM 30T0TOM,

B Xxoze rectuposanus ner BITYeMbIH 06pasey BHOCAT B OKOWKO 119 BHeCeHUA oOpasiia Ha TecT
Kapre. B cayuae nanuuus s obpasue anTurena KopoHaBupyca SARS-CoV-2 oy obpasyer kommieke
¢ anTHTenoM K SARS-CoV-2, MeueHnpim KOJUIOHAHBIM 30710TOM. 3aTem 3TOT KOHBIOTaT MUTpUpyeT
BBEpX Onaronaps Kanuaaipuomy osddekty MPCABAPHTEALHO MMMOOHIM3YeTCs Ha APYToit
MeMOpane. B pesynbTare craspinanms ROMILIEKCA ¢ MOHOK/IOHANbHBIM aHTHTENOM K SARS-C oV-2,
(pHKCHPOBaHHBIM B TecTOBOI 30HE NOJIOCKH, Ha MHMK TecTHpoBaHus (T) NpoaBafAeTca ronoca
MypnypHO-KpacHoro nsera., Feam r HCTILITYEMOM 00pasue auTureq KopoHasupyca SARS-CoV-2
OTCYTCTBYET, MONI0Ca MYPNYPHO-KPACHOTO 1BeTa HA NuHHK TectupoBauus (T) Ttakke Oyaer
OTCYTCTBOBAaTh. besoThocuTensHo PE3YIbTATOB TecTHpOBaKus obpasua TuHIs KoHTponsa (C) nomiua
OKPacHTLCA B 11y PIIYPHO-KPACHBIIL LiBeT. Oxpatisanmne nunun KoHTposs (C) B nypny pHo-Kpacksbiii
UBET ABJIACTCH MCTOZIOM KOHTPOIS 00beMa HCNBITYemMOro obpazua, cobaoneHns NPaBUI NpoBeieH A
dHaliu3a, a TAKKE Ka4yecTsa pearexTa.

1.6.7 O6aacrb npumenenns

Meauumnckoe  usnenne A IHarHOCTHKKH  in vitro «HaGop  pearentos  ang
HMMYHOXPOMATOTrpanieckoro BLIABACHHS aHTHIeHa SARS-CoV-2 na ochose KOJIIOHHOTO 301072
B 00pasuLax MaskoB M3 HOCOTOTKH 1enoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
20201207, B cocTarer IPUMCHACTCS B 00JACTH KIHHHYLCKOI N126OPaToOPHOI AHAarHOCTHKH,

L6.8 Ycaorus NPUMEHCHHS HCNBITYEMOTo MeAHIHHCKOTo H3geaHsI

«Habop pearexros s HMMYHOXPOMATOrpaduUeckoro ReIIBACHHS aHTHIeHA SARS-CoV-2
Ha OCHOBE KOJIIOMIIHOTO 3010Ta B 06pasLax Maskos u3 HOCOTIOTKH yenoseka (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)). nor 20201207, B cocrasex NPEAHA3HAYCH TOABKO  1Jis
NpoQecCHOHANLHOTO fipumenctns.  llposenenne  awanmsa  gomkwo OCYLIECTRIATLCA
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I(B&.F]H(j)[»ll.lhpOBaHHblM NCPCOHAIOM — CHeUHAJHCTAMH B obmacTH KAMHUYECKON naﬁopampﬂoﬁ
auartoctukn. Habop pearentos moser GbITh MCNO/IB30BaH Afst JlaBopaTopHOro 00cie0BaHus JIHLL
¢ CUMATOMaMH OCTPOW pecrnupaTopHoit HHEKUMH B KaYeCcTBe CPeACTBA MPAMOI STHOMOTHUECKOMN
anardoctukn COVID-19,

1.6.9 OT100p 00pa3uoB MEAHUHMHCKOrO H31 Ul T KAHHHYECKHX HCNBITAHHIT

O6pasusr meanuunckoro usjenus «HaGop peareHTOB 218 HMMYHOXPOMATOrpadUUECKOTo
BbIsABNEHHS aHTUreHa SARS-CoV-2 Ha ocHOBe KOMTOMAHOrO 3010Ta B 00pasuax MaskoB u3
Hocornorku uenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor 20201207, & cocrasey
NPe/lOCTABASHBI 1A KAMHHYECKUX UenbiTanuil zassuteiem Q00 « TMIIOC» (Tadnuua 1).

Tabmvua 1. Ceenenus 06 obpaznax MeAMUMHCKOrO W3JENHs, NPeJOCTaBIeHHbIX HA KIHHHYECKHe
HCIIbITAHHUA

Ne ; ata suinycka /| Kon-Bo.
Haumenosanne MU Cepusa / Lot ﬂ .
n/n CpoK roHoOCTH wr.

«Habop pearenToB s

HM M}-’HDXpOM&TOFp&(}JHHQCKUFU BLISIBJICHH A

anturena SARS-CoV-2 Ha 0CHOBE KOTOMAHOTO 2020-12-07 /

1 20201207 12 yn.
30/10Ta B 00pasLax MaskoB U3 HOCOMIOTKH 2022-06-06 .

yenoseka (SARS-CoV-2 Antigen Test Kit

(Colloidal Gold)), not 20201207, B cocTane»

2.  [MpencraBieHHbIC HA HCTIBITAHHS TOKYMEHThI

Jns npoBeieHUs KIIMHHHMECKHX MCNBITAHWIT IIPEACTABACHD! CIeYIOIHE TOKYMEHTBI:

2.1. 3assnenune OO0 «JUJIOC» or 05.02.2021 o npoBeleHHH KIMHHYECKHX HCTBITAHKHA
MeAHLHHCKOTO H3aenus ang IHarHOCTHKH in vitro «Habop pearcHTOR s
MMMy HoXxpomatorpadrueckoro bissieHns aHturena SARS-CoV-2 na ocHOBe KO110HAHOTO 30710Ta
B 00pasiiax Ma3koB M3 HocornoTkH 4enoreka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), aor
20201207, B coctaBen, npoussoactsa Juxenpyi buorek Muk. (Genrui Biotech Inc.), Kuraii.

2.2, 3KcnayartauMOHHAs JOKYMEHTALUS H3TOTOBUTENSA:

— HUuetpykums no npuMeHeHHio.

JonoaHnTensH0 npeacTaBienbr:

2.3. [TlpoekT 3asBneHHs O FOCYAAPCTREHHOH PErUCTPaMK MEIHIMHCKOT0 n3enus «Habop
peareHTOB A1 UMMYyHoOXpomatorpaduueckoro sbiaBieHus aHTHreHa SARS-CoV-2 Ha ocHose
KOJAMOMAHOTO 30710Ta B 00pa3uax MaskoB M3 HOCOrn0TKH vyenoreka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), nor 20201207, 8 cocTasen.

2.4. @otorpaduueckue u300pakeHus mMeguuMHcKoro usaenus «Habop peareHToB aas
HMMYHOXpomarorpahuueckoro BbiaBaeHus aHturena SARS-CoV-2 Ha ocHOBE KOJINOUAHOTO 30/10Ta
B 00pasuax Ma3skoB W3 HOCOr10TKH Yenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). aot
20201207, B cocTasen.

2.5. TexHuyecKasa QOKYMEHTALMA:
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— Oruer 06 aHanuTHYeCKO# cnenrduurocTH.

— Oruer 06 ouenke Kiunnueckoii HpdheKTHBHOCTH.

— Ortyert o crabunsHocTH 06pasiios.

— CraGuibHocTs Npu TpaucopTipoBke HaGopa peareHTos.

— Oruer 00 ouenke crabuiIbHOCTH NOCNE BCKPLITHS Habopa peareHTos,
— O7ryer 00 ucenenoBaHUM CpoKa roIHOCTH Habopa peareHTOB.

— Or4eT 06 YCKOPEHHOM HCCIENOBAHMM CTAOMILHOCTH,

— Konus Ceprudukara ananusa.

— OrueT 0 MeHeKMEeHTe PHCKOB.

2.6. Konus Ceprudmkara [SO 13485,

2.7. Konus [leknapaunn cooTBeTCTBHS.

2.8.  TlpoekT MapKHpOBKH MEAHUHHCKOrO H3NCTHA.

2.9. Konusi 10BepeHHOCTH OT KOMOAHMNH Ioxenpyit buorek Muk. (Genrui Biotech Inc.).

Kurail, na ynonnomoueHHoro npencraButeis IPOH3BOAIMTENA HA Ttepputopun P® (OO0
«JIMITOC »).

3. AHanu3 npeacTaBAeHHON AOKYMEHTAUMH HA  MEIHIHHCKOE H3jeaHe Jasi
JAHATHOCTHKH in vitro

3.1.  AHanu3 TeXHHYeCKOil TOKYMeHTaLHH

[lpoBeseH amanms M oueHKa NPEJCTABACHHOH TexHH4yecKoW JOKymeHTauuu., B
NIPEACTABNEHHON  TEXHMYECKON  AOKYMEHTALHH  MOJHOCTHIO OTPaMEeHbl  XapakTepHCTUKH
Oe30nacHoCTH 1 HPPEKTUBHOCTH MEANIMHCKOrO M3LEAHs A1 AHAFHOCTHKH if Vilro B COOTBETCTRIMN
C TpEIHA3HAYCHHBIM [IPOM3BOJIMTENIEM [IPUMEHEHHEM [JAaHHOTO MEAMLHHCKOrO H3Nenus 1o
Ha3HAYEHHIO.

3.2, AHanu3 oKCNAyaTaunoHHON J0KYMEHTaUHH

[MposeacH aHanH3 M OUEHKA HHCTPYKUMH 10 MPUMEHEHHIO HCTILITYEMOTO MEAHUHHCKOrO
H3CTUA UL AHATHOCTHKHM in vilro Ha COOTBETCTBME TpeGoBaHHsM npukasa Munzipasa Poccuu ot
19.01.2017 Ne [lu «OG yreepkuenun TpeGoaHuii K COACPKAHMUIO TEXHHYECKOH H
axcrm_\xaTaum)HHoﬁ HQOKYMEHTAUWH NMpoOH3BOANTEIA (_Il?.FOTOBHTE'ﬂH} MEIHLIMHCKOr0 H3Aenua» H
FOCT P UCO 18113-2-2015 «MeaHuMHCKHE M3ACTNA ANA NUATHOCTUKH in vitro. Mudopmanns.
ipenocTaBaemMan U3roTopuTeneM (mapkuposka). Hacre 2. Pearentsl s AMarHOCTHKH in vitro ans
Npo(eCCHOHANBHOTO MPHMEHCHHS», HIACHTHYHOMY MEKIyHapoAHOMY cTanaapty. ComepkaHue
HHCTPYKLHH N0 NMPHMEHEHHIO COOTBETCTBYET NPEAbABAACMBIM TPEOOBAHHAM.

3.3.  AHanu3 uHOIt npesoCcTaBNeHHON AOKYMEHTALMHN

3.3.1 Ananus ceeneHuil 0 pesynbTaTax NPHMEHEHHS MCHEKMEHTA pHCKa MCMBITYEMOTO
MECOHUHHCKOTO M3E/1Hs.

Ha KIHHHYECKHWE MCNkITAHMS [peacTasliedH oOTYer «Otuer o MEHETIKMEeHTE PHCKOBY,
[NpencTasaeHHbIil OTUET COOTBETCTBYET 3aABACHHOMY B nyHkre 2.5 nokymenTy. B npeacraBieHHoM
JOKYMEHTE MNpoBedeH I'IDﬂpOGHblﬁ dHaau3 pHCi(OB TIPHUMECHEHHA HC!’[HT}’&MOFO MEAHLUHHCKOIO
H3ACAHHA.
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[peacrasnennsle cBejcHUs CBUAGTENBCTRYIOT O TOM, YTO HCHIBITYEMOE  MeNHIMHCKOE
M3Ae/IHE MOKET Ge30NacHO HCMONb30BATACS B COOTBETCTBUM ¢ IKCIIYATALHOHHON JOKYMEHTalHeli
npoussoanTens. TlpenynpexieHus u Mepsl NpeioCcTOPOKHOCTH TNPH padoTe ¢ METULMHCKUM
H3/IE/THEM B HHCTPYKLHH MO NPUMEHEHHIO YKA3aHbI.

3.3.2. Ananus cBefieHmit 0 pesynbTATAX  KIMHUUYECKOrO MPUMEHEHHS  HCIBITYEMOro
MENUUMHCKOTO H3eNns

AHanU3 CBECHHIT O PesysTaTaX KIHHWYECKOTO NPHMEHEHMUS MEIHUMHCKOrO H3LeHA s
JNATHOCTHKA i vitro «Habop peareHTOB 1A HMMYHOXPOMATOrPadHUECKOro BLIABACHUS AHTHICHA
SARS-CoV-2 Ha 0CHOBE KONNIOMAHOO 30/10Ta B 06PA3LAX MA3KOB H3 HOCOMTOTKH YeIoBeKa (SARS-
CoV-2 Antigen Test Kit (Colloidal Gold)), a0t 20201207, B coctases He MPOBOAMIICH, MOCKOILKY
YKA3aHHOC M3/ICTNC 10 HACTOSIICTO BPEMEHH B MEAMUMHCKHX UENsX Ha Tepputopui Poccuiickoii
®enepauuu He HCIOJBL3IOBANOCH.

4. lposegenne KAHNHKO-1a60PATOPHBIX HCNBITAHUE OOPAILOB METHUHHCKOIO
H31eNHs

4.1  VeaoBust npoBeicHUS HCNBITAHN

KnuHHUYCCKiEe HCNBITAHNA H3ARTNA TIPOBOAATCS B HOPMAbHBIX KJIHMATHUECKHX YCJIOBMSIX €
yuerom  TpeboBaHuii, M3N0WEHHBIX B IKCNIYATALMOHHO# AoKymenTauuu. CeeaeHus o
KIUMATHYCCKHUX YCTOBHAX NPOBCACHUA UCNLITAHNI NpeacTaBieHbl 8 Tabauue 2.

Tabnnua 2. Kiiumaruueckie yenosus ucnsitaHuii

Konrpomipyemsiii napamerp YeranoBnenHsbie PakTHyeckue
TpedoBaHns IHAYCHHS
Temneparypa oxpysxaroiero sosayxa. °C 18-28 22.4-24.7
1 OTHocHTeNbHAA BIAKHOCTE, % He bonee 65 54-61
ATMoc(epHOe naBieHe, MM DT, CT. | 630-800 738-743

4.2 Xapakrepuctuka GHOIOTHYECKOrO MATEPHAJIA, HETIO L1YEMOro NpPH NPOBECICHHH
HCMIBITAHHH

Mepuunnckoe  uspenue  anaa  auardoctuku  in o viro  «Habop pearentos s
HMMYHOXPOMAaTOTrpaHuecKoro seiasieHus anturena SARS-CoV-2 Ha OCHOBE KOJIIOHIHOFO 30/10Ta
g 00pazuax MasKoB M3 HOCOTAOTKH Yenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), aor
20201207, B cocTaBe» mpenHasHauYeH AN MCCNENOBAHMA MAa3Ka W3 HOCOFMOTKH UETOBEKa. [pu
MPOBECHHHM HCTILITAHNH M3ENHS HCMOMB30BAMNCE 00pa3sLbl GHOIOrHYECKOr0 MaTepHana, B3sThie B
XoJie neyedHO-1HarHoCTHYECKOTo pouecca (Tabn, 3).

Tabamua 3. Xapaxrepuctuka o0pasuoB GHOJOTHYECKOTO MaTepHaia (MaskoB M3 HOCOTNOTXH).
MCIOJIL30BAHHBIX TIPU NMPOBEIEH M HCIILITAHNI

Ne
n/n

Pacnipeaenenue obpasuor
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1 35 peakTHBHbIX 00Pa3LOB — Ma3KOB W3 HOCOTIOTKH, TIONYYEHHBIX OT MALMEHTOR NeuebHOro
kopnyca Ne 6 HHUW cxopoii momomm um. H.B. CkangocoBekoro ¢ noareepskieHHbiM
aardosom COVID-19 (Tabauua 7, Homepa 1-35)

35 HepeakTUBHBIX 0Gpa3sLOB — MA3KOB U3 HOCOTNOTKH, He coaepikawnx PHK SARS-CoV-2
(TaGauua 7, Homepa 36-70)

Beero: 70 o0pasiios (Ma3koB M3 HOCOIJIOTKH)

35]

Kiniuueckue 00pasupl Guonoruueckoro marepuana ObiTM MONYYSHBI OT [AUMEHTOB
nedebHoro Kopryca Ne 6 HHUH cxopoii nomowm um. H.B. Cxandocosekoro.

B KkayecTtee MCTHUHHO TMONOKHTENBHBIX (PEAKTHURHBIX) 06pa3LOB Npu  TIPOBEACHHH
KIMHUYECKHX HCTIBITAHHH HCTMOMNB30BaMN KIHHNHYeCKHE 06pasiibl GHonoruueckoro Marepuana (Maski
H3 HOCOTNIOTKH), KOHLEHTpauKs BHpyca SARS-CoV-2 B KOTOPbIX COOTBETCTBOBA/IA WK NpPeBbIILana
npejen oOHapyxenus (Limit of Detection, LoD) HaGopa peareHToR, 3asBIeHHbI 1DONU3BOAHTENEM H
MOATBEPAICHHbIH TIPH NPOBeeHUH KAUHUYeckuX uenbitanuil — 1,8 x 107 LM Lso/ma (TCIDso/ml).
O6pasusl, conepkanne Bupyca SARS-CoV-2 & koropeix Obl10 Huke LoD, He ucrions3osany s
OLCHKH KIWHHYECKON IP(HEKTURHOCTH UCTIBITYEMOTO MEAMLIMHCKOTO M3/eNNS A8 AMATHOCTHKH in
vitro. Ilpn NpoBeCHWUH KIMHUYECKUX MCTBITAHWI TAKXKe HCHOAB30BANM KIMHHYECKHe OOpasiibl
OGHOTOrHYECKOrO MaTeprana (Masku U3 HOCOITIOTKH), B KOTOphIX KOHIleHTpauusa supyca SARS-CoV-
2 Obi1a HHKE npesiena oOHapyIKeHKA HCIBITYEMOIO MEAWUMHCKOTO H3AeaANs.,

Kpurepuem o16opa HCTHHHO MOTOKHTENBHBIX 00Pa3UOB A8 HCIBITAHMIT CIYKHIT pe3ynbTaT
uecnenoakna  maska  merogom  OT-TILP, nposemenHol ¢ npumenenuem  pediepeHTHOrO
MEIHLHHCKOro u3fleana (nabopa cpasHenus). CoorsercTsue 3HaueHus Ct onpeneneHHoi
KOHLEHTpaunH  KopoHasupyca SARS-CoV-2 Owiio  onpelenicHO  npd  HCMOAB30BAHMM
OXapaKTePU30BAHHOIO HMHAKTHBUPOBAHHOIO My3eHHoro mramma kopouasupyca SARS-CoV-2
«'K2020/1» u3 konnexunn GIBY « HULDM um. H.®. Famanen» (cm. [punoxkenne A HaCTOALLErO
nporokona) (Tabanua 4).

Tabauua 4. Pesyubrarsl onpeieieHus COOTBETCTBUA 3HaueHUs Cl KOHLEHTPALIH KOPOHABMpYCa
SARS-CoV-2

Kowuuentpatus 3navenme Ct (I'en N, ORFlab)
Konuuecrso
RARG-LoN.d [OBTOPOB Ct SD CV, %
«T"K2020/1» i ‘ Y
2 x LoD 10 25,06 0.47 1,88
| x LoD 10 27,54 _ 0,68 2,50
0.5 = LoD 10 i 30,72 [ 0,56 1,82

Ha ocHoBanuy nofmydeHHsIX pe3ynsTaToB OblI0 YCTAHOBIEHO, YTO NOPorosoe snauenue Ct,
COOTBETCTBYIOWIEE Npeeny obnapyskenus Hadopa pearenTos, coctasusact 27,54+0.68.

B kauecTBe MCTHHHO OTPHLATENIbHBIX (Hepea&’THBHL!X) MNpH MNPOBCACHHH KIHHHYECKHX
HCTIBITAHWUH  MCNOB30BAH  KJIHHHYECKHe 06}‘)&3le[ OHOJIOTHYECKOTO MartepHana (Ma3zKH U3
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HOCOrIOTKH), B KOTOpbIX MeToAoM OT-TTLIP Gbisio nokasano oreyrerare PHK Bupyca SARS-CoV-
&

Jiist onpesieneH s Kpocc-peakTHBHOCTH HCMIONb30BAH KIHHHYECKMIT MaTepua, nony4eHHsli
B XOe Je4eOHO-IHArHOCTHYECKOr0 Npouecca (Masku M3 HOCOMIOTKH MAlHEHTOB. CoepaLLHe
Bo3OyanTened pana  uH$pEKUMOHHBIX  3aboneBaHuii: AACHOBUPYC, pHHOBHpYC, OoKaBMpyC,
METaIHEBMOBUPYC, PeCMHUPAaTOPHO-CHHLIMTHANLHBLIA BHpPYC. KopoHaBupycel (NL-63/229E, HKU-
1/0C43), naparpunn 2, 3, 4 Tina), a Takyke MaTepHAT. KOHTAMUHHPOBAHHBIH MY3eHHBIMH LWITAMMaMH
Bo30yauTenei nHGeKUMOHHBIX 3a001eBaH il (cM. [Ipunoxenue b Hactosuero nporokona).

4.3. Caenenns 06 000py10BAHHH H MATEPHANAN, HCHOALIYEMBIX NPH MPOBEEHIH
KIHHHYeCKHX HCNbITAHHH
4.3.1. Ceeaennst 0 CpeICTBAX HM3MEPEHHS, HCNBITATEABHOM W BCHOMOTATESLHOM

000pPYA0BAHHH, MARTEPHANAX, UCNOIB30BAHHBIX (DU NPOBECHHU HCTILITAHNIA, IPHBEEH B TAGULe
q

Tabnuua 5. CseaeHns 00 WCMOAb3YeMbIX  CPEACTBAX  M3IMEPEHHMA, MUCIIBITATENLHOM M
BCMIOMOTATENIBHOM 000pY A0BAHHU, MaTepHanax

Haumenosanue cpeacts uamepeHuil, \
No UCOIBITATENBHOTO H ' - CruIeTeNbeTBO 0
= ! PY Tun, 3as. Ne
n/n BCMOMOraTeabHoro odopyaosaHis, nopepie
MaTEPHaJ’IOB
['HrpoMeTp NcHuXpoMeTpHUYECKril i
I POMETP NCHXPOMETE = 76431 0T 05.2019
BUT-2
Taiimep/uacel - 76238 —

®dotoannapar Canon 400D ~ 1180631855 -

(88

LS

HakoHeuHHKH yHHBEpCANbHBIE

MJIACTHKOBbIC B WUTATHBAX ¥ 0€3 ®C3
B 11 8] SRR = . -y

4 | wrarturor a5 N1aGopaToOPHLIX 2009/05025

103aTopoB H pOSOTH3UPOBAHHbIX

CHCTEM

Lkad GHonoruueckoii GesonacHocTH & Shic
HERAsafe HS 12, ThermoEleciron 2006/1216 doxansy

JlozaTop MexanH4eckHil |-KaHabHbIN ot (3.03.2021

6 | BIOHIT ¢ Bapbupyembim 06bémom .,0127,(133.,02 11115579 | NeC-AB2/03-03-
no3uposanus 20-200 Mk ) 2021/42060528

OGpazukl SuomMaTepHana nauHenTos,
7 COAepPARALLHE H HE CoAepaalllie = bes nomepa —
KOpoHaBHpyc SARS-CoV-2
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n/n

Haumenosanne cpeacts H3MEpEeHHii,
HCTIBITATENBHOTO
BCNOMOratesibHoOro 00opy 108ans,
MaTepHanoB

Py

Tun, 3ae. Ne

' CBHIETENLCTRO O
NnoBepke

Tepmouukaep s amnndmkaunn
HYKNEHHOBBIX Kucnot 1000, ¢
NPHHAICKHOCTAMU: UCHONHEHHA
C1000 Touch & komnnekre ¢ Moaynem
CFX96, Bio-Rad Laboratories, Inc.
(«bno-Pan JlaGopatopues, Hrk»),
CHIA

dC3
2008/03399

Onrtuyeckas yacTh —
785BR1833]
(CFX96),
Tepmounknep —
CTO033215

’ No CTT 3007603
HelictBuTensHo
10 29.10.2021

ABTOMATHYECKAS CTAHLUS 115
SKCTPAKLHH HYKJIEHHOBbIX KHCIOT
MicrolabSTARIet, Hamilton Bonaduz
AG, Useituapus

P3H
2018/6981

943D

Menuunrcekuit / papmauesrirecknii
XomoanneHux Sanyo MPR-513(R),
Sanyo, Sinoxus

C
2004/1110

604074469

OAHOpazoBble EMKOCTH-KOHTE]] Hepbl
Aast cOpoca ocTporo HHCTPYMEHTapus,
1,0 i, knace B, OO0 «HMHHOoBats»,
Poccus

POCP
2012/13634

bes nomepa

[Mepuarku MeauunHCKNe CMOTPOBLIE
(AnarHocTHYECKHE ) HECTCpHIbHBIE
CHHTETHYECKHE (HUTpHI), « XenHnomen
Xaupenscres. M.6.X.», ABCTpHS

®C3
2009/04 144

bes nomepa

[Nanens nHakTuBHpoBaHHbIX
BO3OYAHTENEH pecinuparopHbix
HHBEKUNH Nas ueeaeaosaHs
ananuTH4eckolt cneunduunocTy,
OIBY «HULIAM uM. H. . Famanemny

. Cpok rogsocty — |
| 20.07.2021

14

Bupycuas tpancnoprhas cpesa ~
Cucrema TpancnopThas co cpeaoii
Aast Bupycos no TV 32.50.50-027-
17547866-2020, Cucrema
TPAHCNOPTHAS CO Cpenoil 11
BHPYCOB, MATCPHAT TAMITOHA HefoN
«CT co cpenoii ans Bupycos-Hy,
000 (' 1OJIMTEM», Poccus

P3H
2020/9961

129

| 44713

Denumdpun (QenuasGpiH-onTuE,
Kanau rpazssie 2,5%). 3A0
«JIEKKO», Poccus

J11-001556

SIN
K4EsmuhBjxxEH

44652

Ononatanun (Onatanoa®. kanan
rnasksie 0,1%), Hosapric ®apma AT,
[iseiiuapus

JAC-000661

20H26AA

45108

17

ToGpamuuun (ToGpeke®, kanan
raasueie 0.3%), Hosapric ®apma AT,
Lliseliuapns

I
NO014702/01

20F08IC

45047

Oxcumetasonis (Adpun®, crpeit
HazanbHeii 0,05%), AO «Baitepn,
Poccus

JH1-001875

2005304

44708
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Hanmenopanne cpeicts usmepenuit,
Ne HCNBITATENLHOTO H CBHaETeNbLETBO O

. e PY¥ Tun. 3a8. Ne - '
n/n | BenoMoraTensHoro oGopynoBaHuMs, noBepke

MaTepHaoB

byneconnn (Tahen® HA3AJID, n

19 | cnpeii HasansHBIH Jo3upoBanHkiii, 50 s KM4385 44621
MKr/ao3a), Cannos a.1., Ciosenns SRILATAAT

Boauwtii pactsop panet (03epHoi P3H |
20 | conn) 0.9% (AxeaPoca® Kanenwka), | 2019/8070 or 106 44743
000 «KC Tpeiig». Poccus 11.05.2019

3anamuup (Penensa, nopowok s |

HHransunii nosuposanuelil). GSK, . Tt iy
o AO «l"naxco(.‘n,n?'r[{nm‘in Tpefiaunury, el L 45413
Poceus -
[Manouka-TaMnoH ¢ BaTHHIM HAMOTOM
MEAHLIMHCKAs CTEepHALHASA B
ynakoBkax | wr., S wr,, 10 wr.. 20 P3H
wt., 25 wr., 50 wr., 100 wr., 200 wr., | 2015/2401
500 wrr., 1000 wr. no TY 9398-012-
44881728-2014

rJ
3]

C-401 46039

4.3.2. Ceaenun o HaGopax peareHTOB, HCNOAL3YEMBIX MpPH APOBEAeHHH HCTIBLITAHHH

B KauecTBe MEAMLMHCKOTO M3JeNus cpaBHenHs (pehepeHTHOro Habopa pearcHToOB) s
BbIABIEHUS B 0Opasuax Ouosioruyeckoro marepnana kopouasupyvea SARS-CoV-2 ucronszopanm
meanuuHckoe ninenue «HaGop pearewros ans suisBnenus PHK koponasupyca SARS-CoV-2
METOZOM O0PaTHOH TPAHCKPHIILMK U MOUMEPa3HOI LENHOM Peakiyii B pesKiMe peaibHOro BpeMeHu
«PhoenixDx SARS-CoV-2 Multiplex» LOT 20-10232, 20-10233. 20-10234, 20-10235» (PH 1).
«HaGop peareHTOB 118 MMMYHOXpPOMATOrpaMuecKoro BeisBASHWS aHTHreHa SARS-CoV-2
(STANDARD Q COVID-19 Ag). Lot No. QC0O3020018A» (PH 2 — no cornacosanmio ¢ 3assurenem).

Hns BeigeaeHus B oOpasuax Guonoruueckoro marepuana (Maskax M3 HOCOFIOTKH)
BO3OyAMTEACH APYrHX MH(EKUMOHHBIX 3a00MCBaHHI 1pU  OnpeaeeHn KpOCC~peaKTHBHOCTH
MCTIBITYEMOrO  M3Je/is  OBITH  WCTIONB30BAHbI  HAGOPbI PEAreHTOB, 3aperHCTPHPOBAHHbIE B
Poccuiickoit ®enepauui.

Hndopmaipsa 06 uernonb3osanHbIX NpH NpoBESEHHH KIHHHYECKHX MCHBITAHWI HaGopax
pearcHTOB NpeacTasieHa B TabauLe 6 HacToswero [1porokona.

Tabanua 6. Ceenenus 06 Henonbzyempix Habopax peareHTOB
Ne | Cpok

" Hazranue P¥ Cepus ) Koa-so
n/n = FOJIHOCTH
Habop pearenTos ans skerpakumu
| JHK/PHK 13 6uonoruyeckoro P3H 0707 10.01.2022|2 naGopa

matepuaia «Marnollpaiiv FOHW» no TY | 2019/8955
21.20.23-024-09286667-2018
Habop pearentos ans seiserenus PHK P3H LOT

KopoHasupyca SARS-CoV-2 meroznom 2020/12854 | 20-10235

(28]

2021-07 |2 nabopa
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00paTHOI TPaHCKPHNLIHK W
MOAMMEPA3HOH LIeMHOM peakiiny B
peKnMe peanbHoro Bpemern «PhoenixDx
SARS-CoV-2 Multiplex» LOT 20-10232. |
20-10233, 20-10234, 20-10235
Habop peareHTOB U151 BLISIBIIEHHS
BO30YAHTEIEH OCTPLIX PECHHPaTOPHbIX
BHPYCHBIX MH(eKkuuit yenoseka (OPBU):
PHK pecnuparopHo-cHHLUMTHANBHOTO
Bupyca (human Respiratory Syncytial
virus - hRSv), Metannesmosupyca
(human Metapneumovirus - hMpv),
BUpycos naparpunna |, 2. 3 u 4 Tunos
(human Parainfluenza virus - 1-4-hPiv), OCP
3 |kopouaBupycoB (human Coronavirus - "Uii’l.l”*S 10.10.20 10.10.21 | 1 nabop
5 J a . -4 ! i
hCov). punosupycos (human Rhinovirus -
hRv), IHK anenoeupycos rpynn B, C u
E (human Adenovirus B, C, E - hAdv) n
‘Gokarupyca (human Bocavirus - hBov) B
KJIHHMYECKOM MaTepualie METOL0M
nmonumepaszHoii uenHoi peaxinu (ILP) ¢
ruOpuan3aLMoHHO-(AYOpeclieHTHO
aetekuneii «AmnanCenc” OPBH-ckpun- |
FL» no TY 9398-155-01897593-2010
HabGop pearentoB ans suissienns PHK
Bupycos rpunna A (Influenza virus A) u
rpunna B (Influenza virus B) &
OHOIOrHYECKOM MaTepHanie METOI0M OCP
4 [nonumepasxoll tenHoi peakwin (TLP) ¢ "OOQKGSOIO 01.10.20 01.10.21 | 1 nabop
rHOpPUAN3ALHOHHO-( 1Y OPECUECHTHOR - i
aerekuneii «AmnanCenc” Influenza virus
A/B-FL» no TY 9398-080-01897593-
2012
{Habop pearenToR s
UMMYHOXpOMATOrpaHuecKoro
5 |BbiABACHUA aHTUreHa SARS-CoV-2
(STANDARD Q COVID-19 Ag), Lot No.
QCO3020018A

P3H

302 4.12.20221|2
2020/11113 QCO3020018A|14.12.2022 |2 natopa

4.4, Haenrudukauns NpeICcTABICHHOIO HCOBITYEMON0 MEeIHIMHCKOrO H3AeHsI,
MEAHUHHCKOTO H3/IE/IHH CPARHEHHs!, AOMOJHHTEAbHBIX MEIMUMHCKHX H3IeNHil BMecTe ¢
NPHHALIEAKHOCTAMHA

HaumeHoBaHue, COCTaB, KOMMIEKTHOCTh, MApKHPOBKA Npe0CTaBIEHHOrO MEIHIMHCKOTO
H3IeHA ONA JIMArHOCTHKH i vifro «Habop peareHTOB aas mMmyHoXpomartorpaduueckoro
BpiABNEHHA aHTHreHa SARS-CoV-2 Ha ocHoBe koiamomaHoro sosnora B o0pasuax MaskoB W3
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HOCOrA0TKH YenoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor 20201207, 8 coctasey
COOTBETCTBYIOT 3aABACHHBIM.

HaenTnpukanus meaunmHekoro wsnenus CPABHEHHUS M APYTUX MEAULMHCKHX M3Ie/ M,
HCTIONLIOBAHHBIX MIPH MPOBEACHHH KIMHHYECKUX UCHBITAHUH, NOKA3ana. YTO WX HAaMMEHOBaHHe,
3aBOICKHE HOMEPA., KOAMYECTBO, CBELEHUS O PETHCTPALMOHHbLIX yAOCTOBEPEHHAX COOTBETCTBYIOT
3aABNeHHEIM. Bee npeacraBienible MeaMUMHCKHE HAAETHE HMEIOT COOTBETCTBY KOWUHE HHCTPY KLU
110 NPUMEHEHNIO (PYKOBOACTBA NO/IL3OBATENSA) U NIACTIOPTA HA 0THI. KOMMACKTALMS Beex H3aesHi
COOTBETCTBYET 3ai4BIACHHOII,

4.5. PesynnTarel npoBeeHHbIX HCNBITAR I

Pesynwratel uccnenosauns obpasnos GuoorHYecKoro MaTepuana (MaskoB M3 HOCOTJIOTKH),
MONYHCHHbIC NPH  NPOBENCHHU KIAMHHYSCKHX HCTBITAHMI winenus «HaGop pearentos ans
HMMYHOXPOMATOIpahHueCKOro BuIABACHNA aHTHIeHa SA RS-CoV-2 Ha ocHose KoATOMAHOrO 30510Ta
B 00pasiax MaszkoB M3 HOCOPIOTKH YeloBeKa (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor
20201207. B cocTasey. npeactaBicHsi B tTabauuax 7-12.

Yenosusie 0603HaueHNS:

= «™» — obHapyxeu auTHreH / PHK SARS-CoV-2, nonomute b1l obpaseu;

=  «» —He obHapyxeH aHTHreH / PHK SARS-CoV-2, OTpHUATEbHLIH 00pasell;

- «C» -~ pesynbrar. MONYYCHHBIH  NPH  MPHUMEHEHHH  HCHIBITYEMOrO  M3JIeHS,
COOTBETCTBYCT ~ pe3ynbTary, [OJYYEHHOMY [IPH  HCTONb30BAHMH pedepenTHoro  HaGopa
(MEAMLMHCKOrO M3JIENNS CPABHEHHS );

- «H» - pesyaprar, MONYYECHHEIH NPH NPUMEHEHHH HCHBITYCMOrO M3ACINS, He
COOTBETCTBYCT — pe3yAbTATy, NOAYYEHHOMY NpH  MCHONB3OBAHUH pediepentHoro  nabopa
(MEAHLMHCKOTO H3/Ie/1Hs CpaBHEHHA);

—  «HI'M» - masok u3 HocornoTku:

«BTC-HI'M» — masok M3 HOCOFJIOTKH. MOMELLUCHHBIH B BHPYCHYIO TPaHCMOPTHYIO

I

cpeny:

~  «Ct» — noporosslii uuk:

= «P» — orpnuareisuie npobel ¢ conepranuem ApYruX Bo30yuTeneii HHpeKUHOHHBIX
3abo0neBaHHii:

- «MB» — nonoxurensHas npoba ¢ COACPIKAHHEM MHTEP(EPHPYIOLLETO BEIECTBA:

4.5.1. Knnnuueckas >dektuBHoCTS HCMBITYEMOTO M3AENHd

Pesynbrartsl uceaenoBanng KanHuuccKol IPPEKTHBHOCTH MEAMUMHCKOrO HALeNHs «Habop
PEArcHTOR 1 UMMyHOXpOMarorpadudeckoro BbisBieHus anTureda SARS-CoV-2 Ha ocHoBe
KOJLIOHTHOTO 30710Ta B 00pasiiax MasKoB U3 HOCOIIOTKH 4esoBeka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), a0t 20201207, B cocTasen & cpasHeHuH ¢ petepentHbiMU Habopamu (PHI 1 PH2)
NpHBeieHbl B Tab/1uue 7.

Juer 13 Beero nuctos 33



€€ SOLOHI 0120 G| LoH]f
) + + “wor ] 58T | g9z L8 SP8 € I
23 + ¥ oL LTsT | 6L 061 198 € ¥T
> T ; o] 506 | ZELT $T9 €S8 € £z
6 9H %) ¥ 73 T 9£'87 | 8€°9¢C €STOLL € s
g du ) + + oy 997 | ST OFb 0LL € 1z
L au B i i oL €0z | zeit 9bE LS8 € 0z
3 s f wor | 1997 | 00CC 6L IS8 € 61
3 ¥ + o[ | €997 | 08°€C L90 SP8 € g
H - . o[ | 9067 | 6€°LT 6LE 1L6 € L1
D - ¥ “troL | v0'9z | 1252 886 018 ¢ 91
3 - F 10} | LELT | sLoT 68L IS8 € Sl
3 ¥ T oL vT6T | 80°LT TIS PS8 € Pl
- 5 ¥ ! oy P97 | $9°EC 6LS 8P € &
0 ; + oL $6'ST | 90°sT 98/ [S8 € Tl
- o + " o] LT97 | sz'9C €00 FS8 € T
23 + % "oy | oF'LT | L6'1Z €SPorg € 01
9 €U B + + v 2687 | 76T TLY bh8 € 6
cau 3 P _ “wrop | PS'8T | 8L°ST C8ELE] € g
0 P €U D ' + oL PS8BT | 26'97 (88 LPS € L
cau 3 4 ] + “io] | 79'9C | £p'st 200 L8 € 9
zau 3 ¥ + o SE'6C | 9592 LOTOLL € ¢
| gy G + X ‘o | €297 | LTUT L61 LY € :
D i ' oL or'LT | thieT 8LS LY8 € ¢
0 y ] s “rop] 96'3T | 06'CC 66t ££9 006 6 F:
% + & wo €Lz |10t ¥89 ££9 006 6 w
goielgrdsad goseLairisad gorerarfead .
auienannd]] vomgy | suneLadudarny suneLadudorHyg saTeLadndarny 1) oxd L2 eneedQo N zw.cm:
Hd MK Hd =

(THd) ¥ (1 Hd) nwedogen nwiarinadadad o nunanardd g ({4) BHIATEH 010WAKLI9NH H120HEHPHEC HoNoahnHuIry exdogod)| */ Binrge |,




£€ HOLOUI 0420g Q1 LoH[r

8d D = - dip 18°9¢ . S6E 146 € s
Ld ) - > dip 05°8T = F61 [L6€ IS
9d 2 = B dr)y LTl = BLE L6 E 0s
¢d J - = dio 11'8T 2 1L0L56€ 6
bd < = - dio 6T - 0L0LEGE 8t
£d =, 7 ? dio 06'8T 5 690 LEG E Ly
Zd g} = = digy SU°LT = LILGLLE 9t
Id 2 - 2 digy 62 = 869 6LL € St
s - - diQ LT - L696LLE t+

5 - - dip 6587 - 969 6LL € i
3 > 2 o rlet 7 S696LLE Tk

0 - - dip Pr6z - P69 6LL € T
D % = LT 01°6¢ = I8S6LLE or

) - - 10 98T - 18 6LL € 6¢ |
3 - - o 8T6T - 809 0L € 8¢
9 = Z dip G6'8T = L090TLE LE
il o - - dio £8°97 - 261919¢ 9¢
D + + ropj €L°9C | T8t 1€ €49 006 6 S¢
e + + oL §5°0T | L¥LT 8S1 €49 006 6 b<
%) 1 - oy ] £9°%6T | 9£'61 0P [ £L9 006 6 33
% - - wop] et | Tz 918 158 ¢ z€
J + + ror g £8°67 1861 679 9F8 ¢ i€
% + + HoL| SELT | vEPE €26 158 ¢ o€
i = — } oy | 0687 | 120T 008 168 € 62
5 | + roL] 06'9T | SSPT TLEEVBE 8
e - | ol | PEOT | 8S°€T 60¢ PS8 € LT
0 ' + roLf €5°8C | S9'vT 1IESHS € 9z

goleLidiriead doieiaricad doieraricad ‘
avHERaNHd] | vomag | #vmeiadudarny | wsnelsdudaiiy sumetadudainy DoxNg | B eneedoo sy _mwoa:

THd 15851 Hd =




€€ SOLIUIN 0120¢

L1 LOH}f

g 5 - dig 87'0¢ = viv L6 € 0L
D - - dio Sh'8T = it 1L6€ 69
&, - L digy CT8e = Tiviie € 89
7 - - iy 17°8T - LIk 16§ L9 |
il ) - - dip 88°6C - 0Lb 146 € 99
5 - - do | pi'sc - 60t 126 € <9
D s - i rL9T . 80t 146 € 9
% = - dig S0°8T . LOP IL6 € €9
3 S = ‘dio 96'9T 2 9 L6 € )
9 & 5 dig 0£°LT . SOF 1L6 € {9
91d %) ¥ S i 89'CC - $Ob 146 € 09
Sld D : s dio 61°6T - P 126 € 0
vid B “ - i 9°LT . [0F 146 € s
£ld ) - E ‘dip 9°LT » 00F 146 € LS
7 4 - - dio 86°9C - 66S1i6€ | o8
[1d o # 2 dig SI°LT - 86€ 146 ¢ s
Gld 0 5 + dip 60'se . LO6EIL6E Y
6d %) x 2 dig ££°9Z - 96F 146 € €5
gorelariead doiergrrisad aoieLgrkead )
anHRRAWKA] ] voarg | suneLadudaiHpy suneLadudainpg guneradudarngg 10 0Ad L BNERdoo o Zm.on_:
I CHd 12| IHd N




JAMArHOCTHYECKHE XAPAKTEPHCTHKH, VCTAHOBJACHHBIE NpPH NPOBEJCHHH KJIHHHYCCKHX
HCHBITAHHH MEIHUMHCKOTO M3ZeaMst Adsl JAHATHOCTMKH In vitro «HaGop pearentoB s
HMMYyHOXpoMaTorpadiuueckoro BoisiBileHus anTureda SARS-CoV-2 Ha ocHoBe KOJTOWIHOTO
3071072 B 00pa3suax Ma3KoB H3 HOCOrIOTRH YeaoBera (SARS-CoV-2 Antigen Test Kit (Colloidal
Gold)), 10T 20201207, B cocTare»

Mroro ueenenopano:

Hetnuno nonowurensreix obpasuos ¢ SARS-CoV-2 35

JloxuononoxurensHbix 06pasuos ¢ SARS-CoV-2 0

HMcerunno oTpuuarenbibix oopasuos ¢ SARS-CoV-2 35
I

JlosHooTpuuaTenbHbix 06pasuos ¢ SARS-CoV-2

JnarHocTHuecKas YyBCTBUTENLHOCTE: 97,22% (95% JIM 85.47-99.93%).
Huarnoctrueckas cneunduynocts: 100,00% (95% JIU 90.00-100.00%).

4.5.2. DKBMB@ICHTHOCTb MCHOJIL30BAHUA MA3Ka U3 HOCOMIOTKH W BUPYCHOH TPaHCIOPTHOI
Cpe/ibl

PesyibTatsl 1OCTAHOBOK C UEJIBIO NOATBEPKACHUSA IKBHRANCHTHOCTH MCMIONL30BAHUS Ma3Ka
H3 HOCOMIOTKH HATHBHOI'O H NOMCLICHHOTO B BUPYCHYIO TPAHCIIOPTHYIO CPEAY MPH OAHOMOMEHTHOM
B3ATHH MATEPHAla OT OQHOTO H TOrO K& NHLA NPH HCMOIb30BAHHN HCMBITYEMOrO MeIHLHHCKOro
M3eNINA A QHarHoCTHKW in virro «HabBop peareHTOB JUls MMMYHOXpOMarorpa@uueckoro
BbIABNAEHHA aHTHreHa SARS-CoV-2 Ha ocHope KonnmouaHoro 3o710ta B oOpasuax Maskos M3
HocornoTku yenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). nor 20201207, 8 cocTape»
npeacrabnexs B Tadbaune §.

Tadauua 8. TlpoBepka SKBHBANCHTHOCTH MCHONBL30BAHMA HATHBHONO Ma3ka M3 HOCOTMOTKH M
HOCOTJIOTOYHOTO Ma3Ka, B3ATOIO OT TOr0 JKE JIHLIA ¥ MOMELIEHHOT0 B BUPYCHYIO TPAHCIOPTHYIO Cpeay
(BTC). npu npumenennu UM & cpasuenun ¢ PH |

Pesyneratel
NE. Ne o6pazua il Beigon
fpodhbl %851 | Ct OueHka
j pe3yiibTara

| 3851792 + 22,00 Mo, C
2 3616292 - - Orp. C
3 9900673140 + 19.36 [Mon. i
4 3847578 + 23,44 [Moan. &
5 3844472 4 23.25 [Ton. G
6 3720607 = - | Orp. 88
7 3770440 & 27.45 Ifon. C
3 3720608 = . op. | ¢
9 3779581 - - Orp. | C
10 3779582 - B Orp. C
11 3854003 + 26,52 [Ton O
12 3971399 - | - Orp. C
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13 3770253 + 26,38 | Moa. c
14 3853625 + 27,32 Mon. C
15 3861190 + 23,39 Mox. £
16 3971394 - ? Orp. %
17 3851816 " 2 Mon. C
18 3779694 —~ - Orp. ©
19 3779695 = ; ) Orp. c
20 3779696 " : Orp. €
[Mpumeuanue.

[Ipo6et [-10 — HI'M, npo6bi 11-20 — BTC-HI'M.

Boison:  Tlpu  npumenenun «Habop  pearentoB  «HaGop  pearentos s
HMMYHOXPOMATOI PaQHUYECKOro BhisiBACHUS aHTHreHa SARS-CoV-2 Ha ocHoge KOJIIOMIHOTO 30/10Ta
8 00pasuax Ma3koB M3 HOCOTOTKH yenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
20201207, B cocTaBe» HCMoONb30BaHHE OOPA3LOB HATHBHLIX MA3KOB W3 HOCOFJIOTKH ¥ 00pa3uos
BUPYCHOH TpancnoptHoit cpeabt (Bupychas TpancnopTHas cpeaa — CucTeMa TPaHCNOPTHAS €O
cpenoit ans Bupycos no TV 32.50.50-027-17547866-2020 Cucrema TPaHCMOPTHAas CO cpeoii ans
BHPYCOB, MaTepHas Tamnona neinox «CT co cpesioit ana Bupycos-Hy», 000 « [ TOJIUTEMy. Poccns.
P3H 2020/9961), B «kotopyio Gbin MPEABAPHUTEIBHO MNOMEUIEH Ma30K M3 HOCOTTOTKH,
MPOAEMOHCTPUPOBAN YKBHBaNEHTHOCTL B 100% cayuaes.

4.5.3. BnusHue norenimansuo MHTEpdepHpPYIOLHNX BELLIECTR

PesynbTarsl nocTaHOBOK ¢ UeNbIO MOATBEpIKACHHUS OTCYTCTBHA BIIMSHHA MOTEHUHANLHO
HHTEP(EPHPYIOUINX BEIIECTR HA PadOTY MCTIBITYEMOrO METHIHHCKOrO H3LC/IHS npeicTaBNeHbl B
Tabauue 9.

Tabnnua 9. Ouenxa BausiHus MHTEPQEPHPYIOLLMX BEIIECTB
|

Wurepdepent Pesynbrarsl
No Yucno Yucno
" . JIOIKHOTIONOKHTETHBIX | T0KHOOTPULIATEILHBIX
o0pa3ua Haumenosanune Konuenrpauus D = "
peakumii / Koa-go peakinit / kon-go
NOBTOPOB MOBTOPOB
MB 1 3aHaMuBHD S Mr/ma 0/3 ] 0/3
HUB 2 Deunnzhpun 10 mr/mn 0/3 /3
UB 3 Ononaraann 100 MKr/mn 0/3 0/3
B 4 ToGpamuiimu 130 MKr/MA 0/3 0/3
HB 3 Oxkcumerazonuu 15% (06./06.) 0/3 . 0/3
HB 6 byneconun 15% (06./00.) | 0/3 0/3
UB 7 Boambiii pactsop parlet | o0 s/ | 0/3 03
(03epHoii coan) 0.9%
1B 8 s 5% (06./06.) 0/3 03
(LleTbHas KpoBb)
1B 9 My 1in 5% (06./06.) 0/3 0/3
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BriBoA: Biinsinus uHTephEpUpYIOLLMX BELWECTB, YKa3aHHbIX B Tabimue 9. Ha pesynsTar
paboThl «Habop peareHToB A8 HMMYHOXPOMATOTPADUUECKOTO BLIABNEHUS anTHiena SARS-CoV-2
Ha OCHOBE KOJMOHAHOTO 30.10Ta B 00pa3iax Ma3kos W3 HocornoTkn yenosexa (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)), not 20201207, B cocrase» He Haba03eTCS.

4.5.4. TlepekpecTHas peaKTHBHOCTh

PesyanTatel noctaHoBOK, NPOBEASHHBIX € UENbIO NOATBEPHKUEHMS cneunduYHOCTH
(OTCYTCTBHS [1E€PEKPECTHBIX PEaKinii) HCHBITYEMOr0 MEAHLIMHCKOTO W3ACAUA LIS AMATHOCTHKH in
vitro «Habop pearenTos ans nMMyHoXpoMaTorpaduyccKoro BhisBAeHNs aHTHrena SARS-CoV-2 Ha
OCHOBE KOJUIOMAHOTO 30110Ta B 00pa3lax MaskoB M3 HocorioTku uenoseka (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)), nor 20201207, B coctaser, npeactasneHs B Taéauue 10,

Tatsmuua 10. OueHka nepekpecTHON peakTHBHOCTH

Ne o6pasua Bosbvmems YuCno 10KHONONOKHUTE ILHBIX
d peaKLuii / KoJ-BO MOBTOPOB
P Bupye rpunna A 0/3
A/Mockea/7/2020 (HINI) pdm09*
P2 AJlcHOBHpYC 5 THna 394* ' 0/3
P3 PecnuparopHo-cHHIIMTHAT bHBILH BHpye "hRSV-1"* 0/3
P4 MeTranHeBMOBHPYC yenopexa HM-1* 0/3
P5 bokasupyc (human Bocavirus)** 0/3
P6 PuHosupyc** 0/3
P7 A ieHoBHpyc** 0/3
P8 MetanHesmosupyc** 0/3
P9 KoponaBupye NL-63/229E** 0/3
P10 Kopouasupye HKU-1/0C43** 0/3
P11l [laparpunn 2 Tuna** 0/3
P12 [Maparpunn 3 tuna** 0/3
P13 [Maparpuni 4 Tuna** 0/3
P14 PecnuparopHo-CHHUKTHAIBHBIH BUpYC** 0/3
P13 Haemophilus influenzae ATCC" 49766™, 03
Microbiologics®, CLHA
P16 Streptococcus pneumon_iae. ATCC® 49619™, 0/3
Microbiologics®, CILA '

% Bosbyaurensamn 13 naHend HHAKTUBHPOBAHHBIX BO30yAMTeNell pecrupaTopHbix
uHGEKUHH 118 HCCIEN0BAHNSA aHAIMTHYECKOI CreuMHYHOCTH KOHTAMUHHPOBATH OTPHLATENbHbIE
obpasibl B pazseaenun 1:100 or ykasaunol konuentpaumu (cm. [Mpunoxenue A HacTosmero
NnpoToKONa).

¥*  Knunuueckuit oGpasell.

#EE - KonnekumoHHbIE WTaMMBI MHKDOOPTaHH3MOB,

Beigon: Mecnenoparensmu  BLIGOPOUHO  OLGHEHA TEPEKPeCcTHAs PEaKTHRHOCTE ¢
BO3OyauTeAsMHU, YKazaHHbiMH B Tabaune 10, apu npumenenun «HaGop pearenrtoB nns
UMMy HOXpomartorpaduueckoro suiasaenus anturena SARS-CoV-2 Ha ocHOBE KOANOMHOTO 3010Ta
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B 00pa3Lax Ma3zkoB U3 HOCOJIOTKH YeloBeKa (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor
20201207, B cocTaren. [lepekpectHas peakims k BBILUCNEPEUMCICHHBIM NATOreHaM He HaboaaeTcs.

4.5.5. llpeznen obuapysxeuns (LoD)

Pesyabrars noctaHoBok ¢ uenbio noarsepyaAeHust npenena obuapyxenus (LoD)
HENBITYEMOTO M3JCiNs 1IPH TECTHPOBAHHHM 00pa3LOB KIHHHYECKOro marepHana MpeicTaBieHbl B
Tabnnue 11,

Tabnuua 11. logreepkaenne npesena oOHapyxenus (LoD)
| .

L Pesyabrare
No & { %
: Konuenrpauisa SARS-CoV-2 B oGpasie Yucno nonomuTenbHbix
nn ‘ S MOJIOKMT.
peaxiuii / Kosi-BO NOCTaHOBOK i
| pPeakuHii
[ 2 x LoD | 575 100
2 | x LoD 19/20 95
3 0,5 x LoD* 5/10 50

* JIONOJIHHTENLHO MPOTECTHPOBAHBI 06Pa3Libl KIMHHYECKOTO Ouomarepuana, coaepxawme PHK
SARS CoV-2 na ypoene 0.5 x LoD (Ct 30,72+0.56).

Boisoa: Ilpu nposeennn knuumveckux ucnpitanuii winenus «HaGop pearentos s
HMMYHOXpOMaTOTrpauyeckoro ssisiBieHus anTurena SARS-CoV-2 Ha 0CHOBE KO1I0HAHOrO 30/10Ta
B 00pa3sLax Ma3KoB M3 HOCOTTOTKY YeaoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). nor
20201207, B cocTame» MOATBEPIKAEH 3asBACHHbIA NPOM3BOANTENEM mpesen 00HapyKeHus,
coctaBastowuii 1.8 x 10° LU dso/ma (TCIDso/ml) (1.8 = 10° konwii/mn).

4.5.6. «Xyk»-adhdexr

Pe3ynbTathl NoCTaHOBOK ¢ Le/bIO NOATBEPKISHNS OTCYTCTBHA «xykn-sdderta (>dpdexra
BBICOKOH KOHLEHTpAllMH BMPYCA) NPH TECTHPOBAHMH My3eliHOrO wWwiTamma kopoasupyca SARS-
CoV-2 «I'K2020/1» u ofpasios KIHHHYECKOIrO MaTepHala ¢ nomoibio «HaGop pearentoB mms
HMMYHOXpOMATOrpadMUeCKoro suiasnenus anturena SARS-CoV-2 Ha 0CHOBE KOMJTOMAHOTO 3010Ta
B 06pasuax Ma3kos u3 HOCOrNOTKH 4eoBeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). not
20201207, B cocTase» npeacTapieHsl B Tabauue 12,

Tabauua 12. Onpenenenue «xyk»-3¢dexra

. A _ Kon-o Hamnuue
No _ _ Konnuecrso : =
, Xapakrepucruka o0pasua _ JIOZKHOOTPULATETLHBIX XY~
n/n NOCTAHOBOK i
pE3VbTaTOB shdexTa
1 HI'M. KOHTaMUHHPOBaHHbII
MY3EHHBLIM IITAMMOM
kopoHaBupyca SARS-CoV-2
P ARS by 5 0 OTCYTCTBYET
«I'K2020/1» B xoHUeHTpaLmHu 1 x
10* LI Aso/ma (TCIDso/ml) (1 %
107 konuii/min)
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BeiBoa: mpu  menonesosann  HIM,  KOHTAMUHMpPOBAHHBIX  MY3CHHBIM  IITAMMOM
kopoHasupyca SARS-CoV-2 «I'K2020/1» B BLICOKOH (MaKCHMATbHOMN LOCTYHHOI) KOHUEHTPAILNH,
«xyk»-3¢hdext He Habnronaercs.

4.5.7. BocnpoussoauMocTs (MOBTOPAEMOCTS)
Hns mpoBepkH BOCIIPOU3BOAMMOCTH (TTOBTOPAEMOCTH) € NOMOLLEK HCIIBITYEMOTO M3JeNHA

TECTHPOBAIH 5 MOJIOKUTEIbHBIX KTHHHYECKUX 00pa3LoB K 2 OTPHLIATEAbHBIX KIHHUYECKHX 00pa3iia.
PesyabTarsl npusenensl B Tabnute 13.

Tabauua 13. OueHka BOCTIPOH3BOAMMOCTH (OBTOPHEMOCTH)

XapakTepucTuka 610I0THUECKOTO Koa-go
| Nen/n - MarEpHa i mﬂ,' Bocnpouspoaumocts, %
Mo CONCPKAHHIO | BO NpaBHIIbHbIX
Bupyca SARS-CoV-2 BEZ paiia omnpeneseHHi

I [TonomuTeAbHbI HI'M* 212 100
2 [lonosxurenpHbiii HI'M* 2/2 100
3 | TToaokurenbHbit BTC-HI'M 3.8 100
4 TlonoKHTENLHLIT BTC-HI'M 315 100
5 [TonomurensHblii BTC-HI'M 5/5 100
6 | OrpuuareasHblii HIM* | 212 I 100
7 | Orpuuarenshbiii BTC-HTM | 575 [ 100

* — KonMuecTso NoBTOPOB AMMHUTHPOBAHO 00BEMOM IKCTPAKUHOHHOTO Oydepa.

BbiBo: npu TecTHpOBAHNUH MONOKHTENbHBIX KIHHHYECKHX 0BPA3LOB M OTPHUATEILHBIX
KJIMHWYeCKMX 00pasuoB ¢ momouipio «Habop peareHTOB A% WMMYHOXPOMATOrpadHteckoro
BoiABnenus antureda SARS-CoV-2 Ha OCHOBE KOMMOMAHOIO 30710Ta B 06pasuax MaskoB M3
HocornoTKH yenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), noT 20201207, B cocTase»
BOCIIPOM3BOAHMOCTE (MOBTOPAEMOCTL) cocTasnna 100%.

4.6.  AHaJH3 M OUEHKA JAHHBIX, MONYYEHHBIX B XOde KAHHHUKO-1A00PATOPHBIX
HCNBITAHHH

B pesynbrare npoBeicHHOTO aHAIN3A JaHHBIX, NOMYYSHHBIX B XOJE KITHHHKO-Ta60paTopHbIX
HCTIBITAHUA UCIBITYEMOrO H3JENUA — MEAULMHCKOTO M3MCNns U QHArHOCTHKHM in vitro «Habop
peareHToB s MMMYHOXpomarorpauueckoro BoiasieHHs aHTHreHa SARS-CoV-2 Ha ocuoze
KOJIOHAHOTO 30710Ta B 00pasiax Ma3kor W3 HOCOrIOTKH yenoBeka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)), 1ot 20201207, B cocTaBe», YCTAHOBAEHO, YTO €10 XapaKTEPHCTHKH COOTBETCTBYIOT
3AABICHHBIM B TCXHHYECKOH M 3KCIIYATAUMOHHON MOKYMEHTALMH.

BH3yanbHbI OCMOTP M HCTIONB30BAHUE WCIILITYEMOTO M3JIENNHS HE BBIABMIH HADYIICHMI
TeXHHYECKHX napamMeTpoB nau Gpaxa. UcnsiTyemoe u3aenue y106HO B HCTIONB30BAHUH, YDPEKTHBHO
u OezonacHo NpH COOMOLEHWUH Mep MPeJOCTOPOKHOCTH, YKA3AHHBLIX B IKCMAYATAHHOHHOM
JOKYMCHTALHH. HCHMT}’CMOC MCANUHHCKOE H3ICTHE MONHOCTHHY YIAOBIETBOPSET TpGﬁOBﬂHHSM
MoJB30OBATENA, 3aMeuanni no ero 3¢ dekTuBHOCTH, 630MACHOCTH, IN3AITHY M KA4€CTBY HET.
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OcHoBHble  TexHMYECKHE, (YHKIHOHAIBHBIC M IKCIUIYATALMOHHbIE XapaKTepUCTHKK
MEOMUMHCKOTO  W3ACAMA  ANA  AMArHOCTHKM  in vitro  «HaBop  pearentos  ans
HMMYHOXpOMATOrpaduieckoro BoisBneHHs anTnrena SARS-CoV-2 Ha 0cHOBe KOJIIOMAHOTO 3010Ta
B 00pasiax MasKor W3 HOCOrNOTKH uenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor
20201207, B cocTaBe» NPUBCACHbBI B NPEACTABISHHON TEXHUYECKOH JIOKYMEHTALMH [IPOH3BOAUTENA.
AHAIN3 YKA3aHHBIX XapAKTEPHCTHK MOATBEPKAaeT 3pDeKTHBHOCTL HCMBITYEMOTO H3/EINS B PAMKAX
YCTAHOBNEHHOTO NMPOM3BOANTEICM NP AHA3HAUSHHS,

Jlisi npuMeHeHna MEAHIMHCKOTO M3 [UTA AMArHOCTHKY in vitro «Habop peareHToR s
HMMYHOXPOMATOrpauueckoro BrgBaenHns anturena SARS-CoV-2 Ha ocHOBE KONTOMHOIO 30710Ta
B o0pa3uax MazKkos M3 HOCOTIOTKY 4enoreka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), aot
20201207, B cocTaBe» MeAMUMHCKHE TPOTHBOMOKA3AHHIS OTCYTCTBYIOT.

B xoae wcnbitannii uccnenosanbl o6pasubl ¢ pasHoit koHueHTpaumei uHTepdhepUpyIOLINX
pewect (Tabauua 9). ormedeHo OTCYTCTBUE MX RINHAHUA Ha paGoTy HCOBITYEMOro H3JeNnHs.
PeaynbTaThl OLEHKH BAMAHWA MHTECPQEPUPYIOLIHX BELUIECTB, NOJYYSHHBIE B PAMKAX HACTOSUIMX
KJAHHHUYECKHX  HCMBITAHHH, TOJHOCTBKY  COOTBETCTBOBAIM B OTHOLICHHH  COBMAMAtONMX
HHTEPYEPEHTOB pe3ysibTaTaM MPOU3BOAUTENS, COACPKALIMMCS B TEXHUUECKOH JOKYMEHTAllMK Ha
wsenne. [lpoBeaennblil ananns TeXHHYECKOH JOKYMEHTALMKM MPOM3BOAMTENS MOKA3ad, HTO
HCTIONB30BAHHAS UM METOIHKA COMNOCTABMMA C METOAMKOM, MCIONBL30BAHHON [PH KIMHHYECKHX
HCMIBITAHHAX. JaKJHOUEHHE O COMOCTABUMOCTH METOMMK HCC/ICAOBAHMA [O3BONSET [IPH3HATH
MPABOMEPHBIM BBIBOA TIPOM3BOANTENA 00 OTCYTCTBHH HHTEP(EPHPYIOLIEro BAMAHHMA BELUECTB,
YKa3aHHBIX B OT4YeTe «AHanMTHYECcKas Crneun(puuHOCTb», NpH NpHMeHeHHH H3aenns «Habop
peareHToB Ui MMMYyHOXpomarorpaduueckoro BeifBieHus antureHa SARS-CoV-2 Ha ocHose
KO/LTOMAHOTO 30/10Ta B 00pa3iiax Ma3koB u3 HocornoTkk yenoseka (SARS-CoV-2 Antigen Test Kit
(Colloidal Gold)). not 20201207, B cocTase».

B Xoae wucnbitanuii BbIGOPOUHO TNPOTECTUPOBAaHbI 00pasiibi Ma3KOB H3 HOCOMIOTKH,
COAepKallie pasinuHble BO30YAUTENH HH(EKUHOHHBLIX 3abonerannit uyenomexka (Tabawua 10):
MEPEKPECTHBIX peakuuii He o0HapyxeHOo. PesynbraTbl onpeaeneHis NepeKpecTHO PeakTHBHOCTH
MpH MCMOAB3OBAHHK OGPA3LOBR KIMHHYECKOr0 Marepuana, KOHTAaMHHHPOBAHHOIO BHPYCAMM M3
NaHe/n  MHAKTUBHPOBAHHBIX  BO3OyaAHTENell pecnupaToOpHbIX HHOEKUMH AN HCCAEA0BAHUS
aHanuruueckoii cneuuduunocru (GI'EY «HULOM um. H.@. Mamaneu»), nonyuenHsie B pamkax
HACTOAIMIMX KIWHWYECKHUX MCMBITAHUH, MONHOCTBIO COOTBETCTBOBAIM B OTHOLUEHHH COBNANAIOUIUX
BO3OYAMTEACH pe3y/ibTaTaM NPOW3BOANTENA, COASPKAILMMCA B TEXHMYECKOH JOKYMEHTAUHMH Ha
usgenne. [lposeacHHBI ananus TeXHWYECKOH [AOKYMEHTAUMM MPOW3BOAWTENS MOKa3anl, YTo
UCTIONIB30BAHHAS MM MCTOAMKA COMOCTABUMA ¢ METOAMKOMN, WCNOAL3OBAHHON NMPH KIMHWYECKHX
HCTIBITAHUAX. 3aK/OYEHHE O CONOCTABHMOCTH METOJMK MCCNEeNOBaHMS MO3BONSET MNPH3HATH
NPaBOMEPHLIM BLIBOA MMPOUIBOAMTENA 00 OTCYTCTBHH [IEPEKPECTHBIX PEAKUHI ¢ PasAHUHBIM
BO30yaHTENsIMH HH(EKUHOHHEIX 3a00eBaHnil Ye/loBeKa, YKa3aHHBIMH B OTUYeTe «AHanuTHYeckas
crnieunGUIHOCTEL Y, NPH NPUMEHeHH H3aenua « Habop peareHTORB A71% UMMYHOXpOMATOrpadguuecKoro
BBIABJICHUA aHTHreHa SARS-CoV-2 Ha ocHOBe KOMIOMAHOrO 3070Ta B 00pas’iaXx MaskoB u3
HocornoTkn uenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). not 20201207, B cocTase».
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B xoae knuHuKo-naboparopHeiX HCnbITaHUi MeAHUHHCKOro usaenns «HaBop pearentos ans
HUMMYyHOXpomaTorpaduueckoro BeiaBneHns anturena SARS-CoV-2 Ha 0cHOBE KOJJIOHIHOTO 3010Ta
B 00pasuax MaskoB H3 HocoroTkH yenopeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). nor
20201207, B cocrase» ObUl MOATBEPKAEH 3afBACHHLIA NMPOH3BOAUTENEM ApeAen oBGHapyKeHHs.
[Toxazana 100%  BOCNPOM3BOAMMOCTb  MONOKUTENbHBIX M OTPHUATENBHBIX  PE3yILTATOB
TECTUPOBAHHA 00PA3LOB KAHHUYECKOrO MaTepHana.

[TponemoHcTpHpoBaHO OTCYTCTBUE «xykn-3perTa npu MCTIONB30BAHHUM
MHAKTHBUPOBAHHOTO My3€iiHOro wramMma KopoHaeupyca SARS-CoV-2 «['K2020/1» uz koanexkuuu
OI'bY « HULDM um. H.®. MNamanen».

Taxum o00pazom. NONYYEHHBIE Pe3yibTarbl KIMHUHYECKHX MCNBITAHUH T10ATBEPKAAIOT
COOTBETCTBME MEIMLMHCKOTO M3Ienus An8 JAHATHOCTHKM [n vitro «Habop pearenTos s
HMMYHOXpomaTorpadHuyecKkoro BbissicHns aHTureHa SARS-CoV-2 Ha 0CHOBE KOUIOHAHOTO 30J10Ta
B 00pa3Lax Ma3kos U3 HocornoTky yenoseka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)). nor
20201207, B cocrase», npoussoxctea [kenpyih buorek Mux. (Genrui Biotech Inc.), Kuraii.
tpeboBanusM  OesonacHocTd ¥ 3PQEKTHBHOCTH NP UCHOJB30BAHHM [0 HAZHAUCHHIO,
MpefyCMOTPEHHBIM AOKYMEHTALHEH NPONIBOAHTEA.

- ,[lopaﬁ{rrlca ']KCHJI_\‘a'l‘aI.I.lIDHHOI"! AOKYMEHTALIHH HPOU3BOAHTEAR Ha
MeIHUHHCKOE H3JeaHe 151 AHATHOCTHRH i1 Vitro 110 pe3yabTaTam HenbiTanuii

[poBesicHa popaloTKa IKCMAYATAUMOHHON NOKYMEHTAUMKH (MHCTPYKUWKU 110 [NPUMEHEHHIO)
o  pe3vibTaram HCOBITAaHUWIT B 4acTH OMpeicicHMa  IHarHOCTHHYECKHX (i}}'H!(I.UIDH&HbHHX
XapaKkTepHCTHK (JIMArHOCTHYECKAR YYBCTBUTEILHOCTh, AHATHOCTHYECKAA CNeHPHYHOCTD).

6. BriBoasl

6.1. MenHuMHcKoe W3Jende A4 JAMArHOCTHKM in vitro «Habop pearenToB s
HMMYHOXpOMaTorpadpuyeckoro shisBneHus anturena SARS-CoV-2 Ha 0cHOBe KOJUIOMIHOIO 301074
B 00pa3Lax Ma3koB U3 HOCOIIOTKH vesloeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), nor
20201207, B cocTaBe» COOTBETCTBYET HOPMATUBHOI JOKYMEHTALIMK, TIPE/ICTABIEHHON TEXHHYECKOH
M 3KCMAYaTALHOHHON NOKyMEHTaLHH NPOH3BOANTENA.

6.2. MeaMuuHcKoe WM3ACIME 1A IMArHOCTHKW in vitre «HaOGop peareHToB A
UMMYHOXpomaTorpadpuueckoro seiasaeHns anturena SARS-CoV-2 Ha 0CHOBE KOIIOUAHOIO 3010Ta
B o6pasuax Ma3kos W3 HocorsoTku yenoeeka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
20201207, B cocraBe» COOTBETCTBYET MpPEeAHA3HAYEHHOMY MPOU3BOAHMTENEM TMPHMEHEHHIO H
npe/iaraemMbiM UM METOAaM MCROL30BAHMA,

6.3.  BagBneHHbIE TIPOH3IBOAMTENEM B TEXHHYECKOH W IKCIIYATALUHOHHOH AOKYMEHTALMH
XApPaKTCpHCTHRH OC30MacHOCTH 1 'B{I)(I)CK]‘!-IBHOCT'H MCAHUHHCKOrO HU3ACHA 018 JHAarHoOCTHKH ir vitro
«Habop pearenTos Ans uMMmyHOXpomarorpaduueckoro BbisiBaeHus aHtureHa SARS-CoV-2 Ha
OCHOBE KOJUIOMIHOTO 30510Ta B 00pasiax Maskos u3 HocoroTkk venoseka (SARS-CoV-2 Antigen
Test Kit (Colloidal Gold)). nor 20201207, 8 cocraBe» B COOTBETCTRMM C MpPE/HAZHAYEHHBIM

NpOH3BOAHTCIICM HPHMCHTHHCM H3ACNTHA [TO HASHAYCHHTIO ABAAIOTCA MOJMHBIMH H JOCTOBCPHBIMH.
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6.4.  Pesynbrarsl KAMHHKO-1a00PATOPHBIX  MCTIBITAHUIT MEAMLMHCKOTO  M3eNHs and
AUATHOCTHKH in vitro «HaGop pearentos nas UMMYHOXPOMATOrPaUUECKOro BHISBICHHS aHTHIEHA
SARS-CoV-2 Ha ocHOBE KOMIOMAHOTO 3070Ta B o0pasuax Ma3koB #3 HOCOrnoTKM uenoBeka (SARS-
CoV-2 Antigen Test Kit (Colloidal Gold)), nor 20201207, B cocTare» NOATBEPAKAAIOT KayeCTBO,
3(pdeKTHBHOCTL U 6e301aCHOCTL €10 MPHMEHCHHA B COOTBETCTBHH ¢ HAZHAYCHHEM. YCTAHOBASHHbIM
NPOU3IBOAUTENEM.

3akaiouenne:

MenuunHekoe u3fenwe  aas  AMarHOCTHKH  in  vilro «Habop pearenwros ans
HMMYHOXpOMATOrpaduueckoro BuisBiaeHNs aHTreHa SARS-CoV-2 Ha 0cHOBE KOJLTOHIHOMO 301072
B 00pa3uax MaskoB U3 HOCOrNOTKY yenosexka (SARS-CoV-2 Antigen Test Kit (Colloidal Gold)), not
20201207, B coctabe» npoussoactsa [kenpyii Buorek Uuk. (Genrui Biotech Inc.), Kuraii
COOTBETCTBYET TpeGoBanusM  HOPMaTHBHON. TexXHWYECKOH W JKCIITYyaTalluOHHOM
AOKYMEHTallMK  MPOM3BOJAMTENS W PEKOMCHAYETCH IS FOCYJAPCTBEHHOH pPErMCTpalMM  Ha
TeppuTOpkH  Poceniickoli  @epepaunn A Oprauusaunii, OCyWECTBAAIONNX  MEANLUHCKYHO
ACATCIABHOCTE.

Tpunoxenuns:

Mpunoxkenne A — TlacmopT naHenu HHAKTHBHPOBAHHLIX BO3OyMTENnel pecnHpaToOpHBIX
nHpEeKUMIA 18 ucenenoBaHus aHanuTuyeckoit cneundmuroctn, ®IBY «HULDM um. H.0.
lamaneuny.

[punosxketue b — INacnopra My3eitHbIX WTAMMOB MUKPOOPraHH3MOB.

["1aBHBIH MCCIeA0BaTE b,
CTapliWii  Hay4YHBIH  COTPYIHHK

naabopaTopHu KIHHHYeCKOH G C P C.A. Cononnx
UMMYHOJIOTHH, K.M.H. \\ A~
=
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Ipuaoxkenne A
[lacriopr nanenu UHAKTUBUPOBAHHBIX BO3GY ANTENEH pecnupaTopHeiX MHQEKLMIT 1718

HCCJIE/I0BaH U aHanuTH4YeCcKOH cnetrpuutoctn, ®IBY « HULIDM um, H.®. Namaneu»

MHBHUTERCTRO AAPAROOXNPAHEHNT POCCHBOKRON GEARPAILNY
DAL FRIIOT FOCYANPCIHENBOT FIOTRE 1HOC T PeaLIHie
“HRRLIOIATLIIR MO IAIR VOB CIMI WEMED M35 50 1
B OABERRBGIOABE MU Tove Ty aragestinka B Distsacns
Muscreperan sapgnsoospmsionm Paeosicni e e pusgas

(BUBY «HHISM s H. Fastpaens Monusgass Pocenn}

FI3098, Mocena, va, Passaicn, 18 Tea §400.19%20-0 Dawe S 49919361 83 Famwii Il gumslova.org
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Hpunoxenue ;

[Tacnopt nanenn MHaKTUBHPOBAHHBIX BO3GY AHTENEH pecrnnpaTopHeIX HH(eKLHI 115
MCCACNOBAHMA aHANMTHYECKON cneunpuutocTn, ®IBY « HULIDM um. H.®. Tamanens

Yeaorumie ofouma o

TCw - 80 % Tissue Culture Infoctions Dose (romirestnn BHPYCL, KOTOPOC SIPOHIBATIT IHTORITIICSRH HhdorT & 50 %

TAPLRCHHEI RVALTYD),
PAE — Pemarinoiiimpyionsae et

Yeannus XPAseni o TpancHopraponatms

Nesounn N $ LSO 1 Xpasiers i 80 C n rovenmne CROKT FOAHDCTH, TPIMCHOPTHPORNTE A

TEPMOBOUTIRHCPIX ¢ XARIIASMeITAMIL,
Cpox roanoestn: 6 Mecaues
Avayeracion ojpur guxa PEEMUER RS AR M ODEET R

Kavecrso onpescremin PHE anpycor » nmwean SeaKEIposs s soalyueaci peonpaTopiai  Mdesni

4

FEPHIFEPYETCH TONAKS O ICEOARIORIHIN KOMOTOX T PEArCHToR Ana angeacuns PHEHE w3 kastinecxora ARATE ML

«PHBOSEPE N (OLYH THENE Snaaesonornn Boenorpedramiopal.

Yeaonus nepetayn

Tepesivia nunean somETHRBpIRa X BOSBYITCNCT PEenipatOpINX BONCHANIIT OCY IR TAIRETER B FETAUORACHHOM
BepRIke W asfopsropa, swcomel pepomces ety ¢ siepooprimsaie Y TRYAT BATOreHENCTIE B

FEGOPUTOPINL. TARKS MMGIOIIe paipesense ua pafory ¢ Mupoopramea HEY rpyin samrensoon

aaean nearoronan:

Pyrosomrreds pedupenc-uenp no KOpoBasipycni
ek QLLY «HHIDM e H O Vasanens
Musapass Pocone

T A Dyusm

CTapIHET VIR COVPYILE LA Kysienosa

Crp. 2

Jner 27

Bcero aucron

5]
)

-~
s J



fipunoxenue b
[Tacnopra my3eiiHbIX ITAMMOR MUKPQOPIraHU3MOB
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Microbiologics

Cerlificate of Analvsis: Lyaohdzed Merogrganism S

n¢ Performance Upoa Release

Specifications Expiration Date: 2021/8/31

Microorganism Name: Haamophilus miluenzae Release Information:

Catalog Number: 0918 Quaslity Controf Technologist: Carcl J Stanoch
Lot Number: 319-82°° Release Date: 2018/9/26

Reference Number: ATCC®E 48768 ™

Purity: Pure

Passage from Reference: 3

Performance
Macrascopic Faatures: Medium:
Medium lo large. aniwsile, circular. Bat, coovex, smaoth colonies Chocolate
Microscopic Feaiures: Method:
Gram negative snorl rods of Coceobacill may show marked pleomorphism.  Gram Stan (1)
1D System: MALDI-TOF (1) Other Features! Thallenges: Resuits
See attached (D System results documen! V factor (disks) negative
X factor {disks) negative
XV {aclor (thsks). positive
(1) Beta Lactamase (Cefinase Disk) negative
Horse Blood Agar Growth, no heta-hamalysis
7 /7
- o /
i
Lo LU W AN § S
Amanda Kuperus
Quality Control Manager
LTHORIZED SIGNATURE
"*Disclaimar Tha iast digitia) of tha lof numbar appeanng on the peodust labal 8nd oacking shp ara e’y 8 fackiging event number The kot aumber displayad on this
cartificate m fhe actual pase ol miurnbes
N  VitpkS: A Vi u ticnal , b i ; tha , eamb tha short incubation period,
DrOSE res T st Siar Irac BB raa it SbiblGes oy Siher methoty o I oee PN RE SRR N C T e
& Refer 1o the anclosed groduct insert for instruct intended use snd h dinafaty information.
individual p are it 0 8 ecognized culture collection,

REFERENCE ~ATERIAL PRODUCER
CERT #7935 87

(*} The ATCC LTF& ?‘E lg‘eg-va Embigm, the ATCG Licensed Dervalive word mark and the ATCC catalog marks 2

s
ATCE Licensed lracmiriarhs o robidogs. Ine 18 lcensed v use fhese rademarks and lo sedl producls denwed fram AL

Therlvative cattires
(1) Thess i are veoredited W ISONEC 17025
TESTING CERT 22655.01
& 2012 Merobrotogics, Ine All Rignls Reserved, 200 Cooper Avenue North Sant Cloud. MN 56303 Paga 1 of 1 DoOC 288
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Bruker Daltonik MALDI Biotyper Classification Resuits

Meaning of Score Values

Range Interpretation Symbols Color
2.00-3.00 [#44) green
1.70-188 Low-confidence identification +) yellow
D.00 - 169 i ) red
Meaning of Consistency Calegories (A - <)
Category Interpratation |
(A HIgP consistency: The best match is a high-confidence identification The sacon%’-besl match is (1) a high- |
confidence denbincéation in which the species is identical 1o the best match, |2} a low-confidence identification in which |
Ihe species ar genus is identical tcthe%%st malch, or {3} a non-identification |
B Low consistency: The requirements for igh consistency are not met The best mateh is a high- or low-confidence
(8) '.danllﬁcafion.%eysacona—ge_vt match is [Hga high- or iaw’imnﬁdence Iggntification in which ge%ua%s identical 1o the
pest match or (2§ a non - idenification.
1C} No censistency: The raguirements for high or low consisiency are not met

Run Crealion DateTime:
Applied MSP Library(ies)

2019-09-10T11 2500 8583 gjs
BOAL, Mycobactena Livrary (pead melhod), Filamentous Fung Library, Listena

Sample Name Sample 1D Crganism (best match)
H3 (+++) (A) 91882 Haemoghilus influgnzae
Comments

Score Value

nia

Crtp. 2
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Microbiologics °

o 1Ly farmance Upon Relaase
Spoecifications Expiration Date; 2021/7/31
Microorganiem Name: Streptococous preumoniae Release Information:
Catalog Number: 0247 Quality Control Technologist. Tracy A Blenker
Lot Humber: 847.121** Release Date: 2019/8/29
Reference Number: ATCC® 49610
Purity: Pure
Passage from Reference: &

Performance
Macroscopic Features: Medium:
Small to medium, cireular, ransiucent, aipha nemolytic colonies, CNA
Microscopic Features: Method:

Gram positive, lancet and occasionally ovoid shaped, coco typically in pairs, Gram Stain (1)
also singly, or shorl chains,

1D System: MALDI-TOF 1) Other Features/ Challenges: Results

See attached 1D System resufs document (1) Catatase (3% Hydrogan Paroxiga): negative
Os:u!gx;hm differantial. Sensitive (6 mm disks: >/= 14
mm

(1) Oxacilin (1 meg - Disk Susceptibility}: </= 12 mm
(1) Cefotaxime (30 meg - Disk Susceptibility): 31 - 39
mn

{1} Cefirianane (30 mog - Disk Susceptibitity) 30 - 35
mm

i
cf ;
\’L‘éﬂ-‘kﬂmt\/h— Hert gl AL st

Amanda Kuperus
Quality Control Manager
AUTHORIZED SIGNATURE

“Disciamar: Tra last cgiis | of tha lof aumbar Aptaanrg o he product latel and packing sio are marady a pRCKAmIng avant numbar Tna st rumper displayad on thig
ceriificale i@ ine actuaf hase lof numier

Hote for Vitek& Although the Vites® pansl uies many conventional lests, the unique srviranment of the card. combined with the short moubation pariat, may
produce results that \:Ili?ar from punl 3 resUis ol d by othar s

4 Refer to the enclosed product insert for instructions, mtended use ang y i ation.

ndivedual products sre raceable to a recognized culture coliection

REFEREMLE MATERIAL PRODUCCR
CREY #305%.02

) The ATCE Ligensed Derivatve Embiem, (he ATCC Licensad Dervaiva war: mark pnd the ATCC calalng marks ar
5 u;t_uc:::at:ka. ar‘iq'c@ E!u:anb-:i’:—]l'.i e s hoensed o use these trademarks and 1o sell products derved from A CC&
Ciitures

(1) These tests are scersdited ta ISQIEC 17025

TESTING CERT 294655.01

© 2012 Micrebiologics, Ing. All Rignts Reserved. 200 Cooper Avenue Marth Saint Cloud, MN 56303 Hage 1 of 3 DOC 286
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Bruker Dzltonik MALDI Biotyper Classification Resuits

Meaning of Score Values

Ranye inferpretation Symbaols Color
200-3.00 [#++]) green
170-199 Low-confidence idantification ) yaliow
0.00- 168 H () red

Meaning of Consistency Categaries (A ~ C)

Catagory interpratation

(4] Hi )_I consistency: The best match is 8 high-conlidense dentification. The second-best malch is (1) a hz?éu-
corfidence icentfication in which the species is identical Io the best match (2) a low-confidence wdentification in which
the species or genus 1S identical to the best match, or (3) a nonidentification

(B) Low consistency: Tre regqurements for lugh consistency are nat mal The best maich is & bigh- or low-sonfidance
igenfification The second-best maich is (1)a gh- o lowi-corfidence identfication in which gahus Is identical o the
best maich or (2} a nondentfication

G No consistency: The requirements for high or low consistancy are not mat

Run Creation Date/Tune: 2018-08-22711;58:08 645 TAB
Applied MSP Librarylies) BOAL, Mycobacteria Library (bead mathed), Fiiamentous Fungi Library, Listeria
Sample Mame Sample 1D Organism (best maich) Score Value
C2(rr+) (A) 647121 Sireptococcus preumon e Ry -
Commants:

Streptococcus mitis | oralis | perorns / preumoniae | pseudnpnedmoniae are closely relaied! The result may be gonfirmed by a further

test e g bile test ar oplochin 1631 according to standard clinical micrabiological practice.

Crp. 4
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il nd Performance Upon Ralease
Specifications Expiration Date: 2022/2/28

Microorganism MName: Escnenchia coll Release Information:
Catalog Number: 0483 Quality Control Technologist: Kieshia L Negan
Lot Numbar: 483-1028" Relaase Date: 2020/317
Refererice Number: ATCU® 8736™~
Purity: Pure
Passage from Reference: 3
Performance
Macroscopic Features: Medium:
Medium o large, gray, mucoid, convex SBAP
Microscopic Features: Method:
Gram negatve straight rod, Gram Stain (1)
10 System: MALDI-TOF (1) Other Features/ Challenges: Results
See attached ID System resuts document (1) Cudase (Kovacs): nagaliva

Bela-glucuronidase (E. coli Broth wMUG) positive

4 1 //
(’L %i Wit w"é""t;ﬂ'*'f* -

Amanda Kuperus
CQuality Control Manager
AUTHORIZED SIGNATURE

“Dusciaimer. The last 6.gil{s} of the Jot humber appeaning on the peoduct tabel and packing ship are margly 3 packaging avent number The lst rumber displaysd on this
cerificale s Ihe actual base ot numoer

te far Vitakit: Althengh Witk t uses man tignal | . the unigue envira tof the card, combined with the shart incubation iod, ma
"&&m resUits that d%'l?urmn B fhed rascits DbLs “'*"rf;‘umsr s 9 e s s d

1 Refer 1o the enclesed product insert for instructions, intended use and hazardisafety informaticn.

Individual products are traceable to & ree tzed culture cakiectl

BEFERENLE MATEMIAL PRODUEER
CERT #7855,.00

') The ATCC Lgensed Dedvalive Emblem. the ATCC Licensed Dervative word mark-and the ATCS catakoy mar T
ATCY Livensead zra}fjsmaris nfiT%C‘ ﬂl’,‘mmml:‘.n in. s ioansad 1 usa hasa rradamarks and 1o m? prodics -:iorwed‘oﬂum Ak\é..‘?,-_’s
cubiureg

Lerntative

{11 These tasis are pccredited o 1ISONEC 17025

TESTING CERT &3655.01

© 2012 Micrebiologics. Inc. All Rights Reserved 206 Cooper Avenue North Saint Cloud, MN 56303 Fage 1 of 1 DOC 2868
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Hpuaoxkenne b

Bruker Daltonik MALD! Biotyper Classification Results

Meaning of Score Values

Rangs Inferpretation Symbols Color
2,00« 3.00 : [+++) grean
1.70 - 1.0¢ Low-confidance identificaton () yeliow
.00 ~ 169 : ; : i -} red
Meaning of Consistency Catagories [A - )
Category interpretation
1A HIEF consi ter_;g(y: The best maich s a nigh-configence ut:an'iﬂcauon TIhe sacz:r.-?-besi fna:d; 1§ {1} & high-
cattidence ii!f!!l Sition i wieh he species i€ dentical to the Mast Hrah 12) a low-camifisencas idantificatin in whieh
e specias Of garus Is dentical to the bast maleh, o (31 8 non-dentification
z3] Low cangist n?: The reguimments for tigh tonsslency are not mat, The best mateh is a high- or low-confidence
identifization "rn second-test match 15 (1) nighs or lowsconfidenca idantficalion in which Geaus 18 iGanteal (6 ine
Besl malch or {2) a norwentification,
{€) No consistency: Ihe requrenmients fur high o fow CONSISancy arm not mat
Run Creation Cate/Tire: 202003 10T 13 12:54.213kin
Apphed MSR Librarylies) BDAL, Myccbacteria Library {5eac nethed), Filamenicus Fungi Library, Listeria
Sample Name Sampie D Organism (best match) Score Valug
TR iret) (A 4331028 Escherichia col i
Commesnls:

closaly relaied to Shigelia / Eschenchia fergusona and not defiritely distinguishabie at the moment

Crp. 6
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