Ha6op peareHToB gnsa
MMMYHOXpOMaTorpaguuecKkoro BbisiBJIeHUSA
aHTureHa SARS-CoV-2 B Ma3Ke U3 HOCOINIOTKMU

(GeneFinder COVID-19 Ag Rapid Test).
Lot N2 SN-2012-02




HA3SHAYEHMUE
MEOULUHCKOI'O
N3AENUA

[peHa3Ha4yeH A/ Ka4eCTBEHHOr O BbIABNIEHUSA
aHTureHa SARS-CoV-2 B 6uonormyeckom
MaTepuasne yenoBeka (MasoK U3 HOCOMNOTKMN).
Habop ncnonb3yeTcs B KayecTBe NpeBapuUTeNbHOMro

CKPUHWHIOBOIO 06CnefoBaHNUs Npw R s [ COYIDE 17,40 Rapid Teet

only

For in vitro diagnostic use

ANArHOCTUKE HOBOM KOPOHaBUPYCHOM MHPEKLINY
(COVID-19). MNpu TecTupoBaHunu
6uonornyecknx obpasLoB ¢ UCnosib3oBaHnemMm Habopa,

Nnosly4YeHHble pesynbTaThl,
CBUAETENLCTBYHOLWME O peaKTUBHOCTM 06pasLa,
AOJIKHbI 6bITb NOATBEPXKAEHDbI MPU MOMOLLK
anbTepHaTUBHbIX METOA0B aHann3sa. Habop
npegHasHa4veH TOJSIbKO 415 BbINOJSIHEHUSA
nabopaTOpHOM ANArHOCTUKKU B YC/I0BUAX in vitro.




NMOKA3AHUA

[lna KayecTBEHHOro onpeaeneHns Hanmumsa aHTureHa SARS-CoV-2 B Maske 13 HOCOMIOTKM Y NnL,
C KJIMHNYECKOM CUMMTOMATUKON pecnnpaTopHOro 3abosieBaHNs ¢ NOA03PEHUEM Ha UHPEKL MO
COVID-19.

NMPOTUBOIOKA3AHUA

McTeKLnin CpoK roaHOCTM TecTa

HapylueHa ynakoBKa usgenus

HeHapnexallue ycnoBusi XpaHEHUS U TPAHCMOPTUPOBAHUSA.

[lpyrve npoTMBONoOKa3aHWsa OTCYTCTBYHOT, 3@ UCK/TFOYEHNEM CyYyaeB, Koraa 3abop MaTepuana He MOXET
6bITb OCYLLECTB/IEH MO MEAULIMHCKUM NOKa3aHUAM.



NMPUHLMN OENCTBUA

[aHHbIN Habop peareHTOB NpeAHasHayYeH A5 BbINOSHEHUS BbICTPOro
N Ka4yeCTBEHHOI0 MMMYHOXpoOMaTorpaduyeckoro aHanaunsa.

B ocHOBe AencTBUSA YCTPONCTBA JIEXUT NPUHLUN NPUMEHEHUS
LBYXLBETHON cnucteMbl. OCHOBY TECT-CUCTEMbI COCTaBNSET MeMbpaHa
C NpeABapuUTENIbHO HAHECEHHbBIMUM aHTUTENaMK, 06nagaroLLmnmMm
CNeUnPUYHOCTbIO B OTHOLLEHUM HYK/IeoKancuaHoro 6esnka
KopoHaBupyca SARS-CoV-2. Ha membpaHe copMUpoBaHbl ABE JIMHUMK:
nonocka tectupoBaHusa (T), n nonocka koHTpons (C). B cTpykTypy
nonockun T BXxof NOAM0XKKA ANS HAaHeceHUs obpasua 6MoNOrMyeckoro
MaTtepuana, No4f10XKa ¢ npeaBapuTeslbHO HAHECEHHbIMWU peareHTamMu
N NOANOXKa AN pasBuUTUsS peakuuu. lNocne nepeHoca obpasua

B Yrny6seHne Ha NOBEPXHOCTU TECTOBOM KacCEeTbl, KOHbOIMPOBaHHbIE
KOMIMJIEKCbl paCTBOPAIOTCA B MNOCTYNatoLEeN XXNLKOW cpeae 1 fanee
MUIPUPYIOT NpocaymBaroTCA N0 MeMbpaHe BMeCTe C 6UOSI0rM4ecKnm
obpasuoM. KoMnnekc gocTuraet TeCTOBOM NOMIOCKM, rAe 3axBaTbiBaeTCs
MbILWWHBbIMWU MOHOKJTOHaIbHbIMW aHTUTeNnamMn aHTU-SARS-CoV-2.
LiBeTHaA TecToBasi IMHUSA NPOABJISETCA N CTAHOBUTCA BUAMMON
HEBOOPY>XEHHbIM r/1a30M B OKOLLKe AJ15 pe3yfibTaTta, eciu

B 6M0ONOrM4eckom obpasLe NPUCYTCTBYHOT aHTUreHbl SARS-CoV-2.
Ecnu aHTureHbl SARSCoV-2 OoTCYTCTBYHOT B TECTUPYEMOM
6uonormyeckom obpasue, TectoBas nosocka

He NposBNSAETCA.

avivir.ru




OCOBEHHOCTMA
TECT-HABOPA

« O6Lee BpeMa NpoBeAEeHUS He
npeBbiwaeT 20 MUHYT.

* [lpocT B UCMoNb30BaHUK, NpeacTaBNseT
CcOo60M TeCT-NONOCKM (TecT-KacceThbl)




KOMIJIEKTHOCTDb

N3penue npeacTtaBnsieT cobom Habop peareHToB, B
COoCTaBe KOTOPOro HaxoAsaTcA:

1. TecToBada kacceTa — 25 WwT.;

2. Mpobupka c 6ydhepoM Ans aKCTparMpoBaHus
6uonornyeckoro obpasua — 25 WT,;

3. Hacagka c kanenbHuuen — 25 wr;

4. CTepunbHbIX TaMMNOH A1 B3ATUA MasKa — 25 WT,;
5. MonoXuTenbHbIN KOHTPONbHbIN 0bpa3sel, — 1 WT,;
6. OTpuLaTenbHbIN KOHTPO/bHbIN 0bpasel — 1 wWT,;
7. IHCTpYKUMA K MeguLUUHCKOMY usgenuio — 1 wWr.

MaTtepuanbl, He BXoAAwWmMe B KOMIMIEKT NOCTaBKU
- 3alUTHbIe NepyaTKuy;
- Tanmep nnu cekyHagomep;

avivir.ru




KJINHUKO-JIABOPATOPHDIE

UCIIbITAHUA TECTA
96,77% 100%
YYBCTBUTEJSIbHOCTb OUATHOCTUYECKAR

TECTA CNEUNDPUYHOCTD



MHTEPINPETALUA PE3YJIbTATOB

[TonoXXuTenbHbIN OTpuuaTenbHbIN HepnenctButenbHbIN

I'Ipl/lmeanme: LLIMPUHA NOJIOCKN U UHTEHCUBHOCTb OKpallMBaHUA HE UMEKOT 3HAYEHUA.
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DEAEPAABHASL CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMASI
(POCSAPABHAA3OP)

PEFHCTPALIHOHHOE YAOCTOBEPEHPIE
HA MEJWLIUHCKOE U3JEJIME
oT 26 penpas 2021 rona N P3H 2021/13595
HeiicrBuTennno a0 01 supaps 2022 r.

Ha menmuumickoe usneme
HaGop p st SARS-CoV-2
B Make u3 HocorioTkH (GeneFinder COVID-19 Ag Rapid Test), Lot Ne SN-2012-02

H:

per p BBIIAHO
OBmecTBO ¢ OrpaHAIeHHOM 0TBeTCTBeHHOCTHIO ""ABRBHD" (000 "ABHBHD"),
Poccnsi, 141401, MockoBcekast 061acTh, r. XumkH, yii. PaGouas, 4. 2a, crp. 1, stax 2,
nom. 7

TIpoussosmrens

"OCAHT X Ko., JIta.", Pecry Kopes,

OSANG Healthcare Co., Ltd., 132, A gcheondong-ro, Dongan-Gu, Anyang-si,
Gyeonggi-do, Republic of Korea

MecTo IIpOU3BOJICTBA MEJTHITMHCKOTO VSICTHA
OSANG Healthcare Co., Ltd., 132, A ds 0, Dongan-Gu, Anyang-si,

- Gyeonggi-do, 14040, Republic of Korea

Howmep perrcrpanyonsoro focke Ne P/1-39607/10333 ot 16.02.2021

Kirace 0 pHCKa u3genms 3

Koz Of Topa TIO BHJIaM
zesrensHOCTH 21.20.. 23 110

He

PETHCT HMMECT NPHIIOKCHHC ]

npuxasom Pocsapasranzopa ot 26 espans 2021 roma.
ZI0IYLICHO K OGPAIIEHHIO Ha TeppuTOpHH PoccHiicko
PyxoBoguTes DenepanbHoi CIyKOLI
no py B chepe

N

QEAEPAABHASL CAYKBA [10 HAASOPY B COEPE SAPABOOXPAHEHWSI
(POC3APABHAA3OP)

 PHJIOYKEHUE
R PETMCTPALIMOHHOMY YOCTOBEPEHHUIO
HA MEZIMLIMHCROE U3AEJIUE

or 26 pepans 2021 rona  Ne P3H 2021/13595
JeiicreuTennno no 01 susaps 2022 r.

Ha meapnmuckoe nazenme

Ha6op pearenros aist urena SARS-CoV-2B

Ma3Ke U3 HOCOTJIOTKH (GeneFmder COVI]) 19 Ag Rapid Test), Lot Ne SN-2012-02, B cocrase:
1. TecToBas Kaccera - 25 mT.

2. lpobupka ¢ 6ydbepom Juist IKCTparupoBaHHs GHONOrHYeCKoro oGpasma - 25 mr.

3. Hacasika ¢ KarieNbHrmed - 25 mr.

4. CTepuITbHEI TAMITOH ISt B3ATHS Ma3Ka - 25 mt.

5. TlonoxuTenbHEIT KOHTPOJILHENA obpaserr - 1 mT.

6. OTpHnaTebHELA KOHTPONBHELH 00pasel - | 1uT.

7. IHCTpyKIms K MEMUMHCKOMY M3AICIHIO - 1 1T,

PyxoBoputeip MexepanbHOM CIyAObI
uo Py B chepe

avivir.ru
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