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O6L1EeCTBO C OrpaHNYeHHON
otBeTCcTBeHHOCTLIO «MEATMOCTABKAN.

opraHu3auus

170100, r. TBepb, BarnkaHOBCKUIA NEPEY/IOK,

0.9, opuc 311, KabmHeT 1 (3 aTax)

Anpec

["eHepa/ibHbI ANPEKTOP

JOoNMKHOCTb

"oHTapeBa Hagexxna BacunbeBHa

Damunug, imsa

POTOIMPPADPNYECKUME N3OBPAXXEHNA MEAVNLUINHCKOIO U3AENTNA O1A

OVNATHOCTUKW IN VITRO

Habop peareHTOB A/151 Ka4eCTBEHHOr0 onpeaeneHns aHTureHa SARS-CoV-2
(HyKeoKancuaHoro 6enKa) B Maske 13 HOCOr/IoTKM (M1 POTOr/I0TKN)
nMMyHoxpomatorpadgmyeckum metogom «Dynamiker SARS-CoV-2 Ag Rapid Test»

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



HavmeHoBaHMe 1 cocTaB MeULIMHCKOIO U3ae/ns:

Habop peareHTOB 419 Ka4eCcTBeHHOr 0 onpeaeneHnsa aHTureHa SARS-CoV-2
(HykneokancmngHoro 6enKa) B Maske 13 HOCOIr/IOTKWU (M POTOr/IOTKK)
nMMyHoxpomatorpadmyeckum metogom «Dynamiker $ARS-CoV-2 Ag Rapid Te$b>,
Homep napTum RUDNK?22, B cocTaBe:

1. TecT-KacceTa B MHAMBUAYa/IbHOW YNaKoBKe C Baronorsiotutenem - 20 Wi,
2. 30HA ANsi 0TOoPa Ma3KoB OHOPa30BbI CTEPU/bHBIN - 20 LUT.;

3. PactBop g/1a akcTpakummn, 0,3 mi- 20 wir.;

4. Tpobupka g1 akcTpakumm - 20 LuT.;

5. LLitatve ana npobupok - 1 uir,;

6. VIHCTPYKUMA MO NMPUMEHEHMIO.

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



o 1L Habop peareHTOB /191 KQUeCTBEHHOI 0 onpegeneHns aHtureHa SARS-CoV-2 (HyK/eoKancugHoro 6eka) B
BVBHOCOIIOTKM (MM POTOr/I0TKM) MMMyHOoXpomMatorpadgmyeckum metogom «Dynamiker SARS-CoV-2 Ag Rapic
Test», 06LLMIA BUA

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



CE DU DA DNK-1425-1
N Dynamiker SARS-CoV-2 Ag Rapid Test

Dynamiker Biotechnology (Tianjin) Co., Ltd.

PuUcyHOK 2. Habop peareHToB /19 Ka4eCTBEHHOI0 onpeaenieHnst aHTureHa SARS-CoV-2 (HyK/1eoKancuaHoro 6enka) B Maske 13 HOCOrIoTKM (MK POTOrIOTKM)
& 000 LUPMH [ INFO@CIRMIRU & WWWGOSZDRAVNADZOR RU 3chiayeckimm mMeTofiom «Dynamiker SARS-CoV-2 Ag Rapid Test», MapKMpOBKa yrakoBKu (B CBEpPXY)



Pucynok 3. Habop pearcHTOB 714 Ka4€CTBEHHOTO ONPEACICHHS aHTHICHA SARS-CoV-2 (nyxncoxancranoro 6eka) B Maske N3 HOCOTIOTKH (HIIH POTOTAOTKH)
< 000 LHPMI (7 INFO@CIRMIRD & WWWG0STORANAD 0k R 2PHIECKHM MeToA0M «Dynamiker SARS-CoV-2 Ag Rapid Test», MapxapoBka ynakosxu (BHR c6oxy)




PucyHoK 4. Habop peareHTOB /11 KAa4eCTBEHHOI0 onpeaenieHnst aHTureHa SARS-CoV-2 (HyKneoKancuaHoro 6esKa) B Maske 13 HOCOrIoTTCH (M POTOr/I0TKN)

AN /LNVYNNRIATAFNAhIAUACZIAN MATNAN « i - - i » i Y
@ 000 AP T WFOGORMLRY @WWW.GUSZI]RAVNADZUR.RUOM Dynamiker SARS-CoV-2 Ag Iﬁ:;iv'g:s;&;ﬂapkmposka YMNaKoBKM (PacnosioxeHve A0MOTHUTEIbHOM PYCCKOSA3bIYHOM



__ Habop peareHTOB /15 KQUeCTBEHHOI 0 onpegeneHnsa aHTureHa SARS-CoV-2

N (HykneokancmgHoro 6esika) B Ma3kKe n3 HOCOIr/I0TKN (NN POTOr10TKN)
MMMyUnoxpomaTorpadguyeckum meTonom KOynaTlicer SARS-CoV-2 Aa Rapid Test»,

HomMmep nap T RUDNK22
No PY oT

Tecr-kacceta B UHANBUAYaANbHOM YNakoBKe ¢ Bnaronornotutenem - 20 wt.; 3onaana otéopa Maskoe
O HOPa30BbI CTepUNbHbIN - 20 WT.; PacTBOp 415 aKcTpakuymu, 0,3 mn - 20 wT.; Mpobupka gna akcTpakyum
20 wr.; WTatne ang npobupok - 1 wr.; IHCTPYKLMSA MO NPUMEHEHUIO.

TOoNbKO ANA ANarHoCTUKN in vitro
TONbKO ANA npoeccnoHanbHOro NpUMeHeHNs

MpeaynpexxaatoLme CUMBO/IbI CM. Ha YNakKoBKe
NHpopmaLmio 0 aaTte U3roToBJ/IEHMS], AaTe OKOHUYaHMS CpoKa
roAHOCTM U MecTe NPON3BOACTBA CM. Ha YNakoBKe

YNONMHOMOYEHHbI NpeAcTaBuT eflb MPOU3BOAUT €19 Ha T eppuTopumn PP
OO61LLEeCTBO C OrpaHMYeHHOM 0TBETCTBEHHOCTLIO « MEAMOCTABKAY
(000«MEAMOCTABKA») e e — -
170100, r. TBepb, BarkaHoBCKMiA Nepeynok, 9, opuc 311, KabMHeT 1 (3 aTax)

PucyHok 5. Habop peareHTOB A1 KAYeCTBEHHOIO ornpeaesieHns aHTureHa SARS-60V-2 (Hyk/ieokancuaHoro 6eska) B Maske 13 HOCOT/IOTKU (M1 POTOr/I0TKN)
MMMymoxpomatorpadguyecknum metogom «Dynamiker SARS-CoV-2 Ag Rapid Test», MakeT A40NO/THUTENbHOM PYCCKOSA3bIYHOM MapKMPOBKM

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



@ 000 LMPMH [@) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU Prcynok 6. TecT-kacceTa B HHAHBHIYATLHO#H YTIAKOBKE C BIATOMNOTIOTHTEEM.



Pucysox 7. 30! o16opa Ma3ROB OHOPA30BbiH CTEPHILHEIH
@ 000 LUPMI [ INFO@CIRMIRU @& WWW.GOSZDRAVNADZOR.RU cyH HAL A an



Pucyrok 8. Pacteop ang srctpaxiumu, 0,3 Mn
& 000 LUPMH (&7 INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU




Pucynok 9. Ilpobupka 1is SKCTpaKIMM
& 000 LUPMH (] INFO@CIRMIRU & WWW GOSZDRAVNADZOR.RU



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

Pucynok 10. llItatuB ais mpobupok



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Pucynok 11. ViHCTpykuust o I'IpVIMeHeHI/‘IJ}O.
I [pMmeYdaHKne: B yNnakoBKY OYAET BNOXKeHa MHCTPYKUMA NO NPUMEHEHUIO, COAEPXXaHNE KOTOPOW COOTBETCTBYET AOKYMEHTY B PErMcTpaLMOHHOM [OCLE.



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