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S CUCTEMA ,I[-OBPOBOJIBI—IOPI CEPTI/I(DI/IRAI_II/II/I
ol «IIPOMTEXCTAHIAPT»

Ne POCC RU.32001.04Ub®1 B equnom peecrpe‘3ap¢chpnpona_lmux cHcTeM 100poBOJILHOM cepTHhHKaLUK

CEPTUOUKAT COOTBETCTBUA

Perncrpanuonneii Homep POCC RU.32001.04V1bd1.0CI109.05042

Cpoxk geyicTBus ¢ 22.09.2020 oo 21.09.2023

~ | OPTAH I10 CEPTU®UKAIINH No POCC RU.32001.0411BD1.0CII09, OBuIecTBO C OrpaHuteHHoj
| otsetcTBeHHOCTRIO «(HCC-CPVIIY, 105120, ropoa Mocksa, yiuua 3010Toposkekuit Barm, 1om. 38, ctpoenue. 1,nomerienue
|| 11, KTHH: 9709038593 OT'PH: 1187746923715 emaxl nssgroup-cert@yandex .

MNPOOYKIIUA 3Kcnpecc-ﬂnarnocmqﬁcxax cucTemMa Uit OIpeneneHus in-vitro B-

!
| kox OK
| TeMOJIUTHYECKOTO CTPENTOKOKKA TPYIIibl A <<CTpenTa'reCT>> (Streptatest) 515093 110
{ (cm npunoxxenue Nel) LR
CepuiHbBIN BBITYCK. koa TH B2

COOTBETCTBYET TPEBOBAHUSIM HOPMATHUBHBIX JOKYMEHTOB
['OCT P 51088-2013 MenuuuHcKye U3HEHs ISk JUATHOCTHKA WH BATPO.
< | Pearentsl, HabOpbI peareHTOB, TECT-CHCTEMbI, KOHTPOJILHBIC MATEPHAIbI, TUTATEIILHBIE CPEIBI.

TpeboBanus k U3neNUsAM U NOJIePKUABAOLIEH TOKyMeHTanun. PeracrpannonHoe ynoctoBepenue Ne
@®C3 2010/07266 ot 13 Hos0pst 2019 rona.

N3TOTOBUTEJIb «bBMOCUHEKC AxnuonepHoe 0bmecTBoy, @pannus, BIOSYNEX S.A., 22
Boulevard Sebastien Brant, 67400 Illkirch-Graffenstaden, France, 12 rue Ettore Bugatti, Eckbolsheim-
CS28006, 67038 Strasbourg Cedex, France

. CEPTU®HUKAT BbIJAH O6miecTBo ¢ 0rpaHHYEHHOM OTBETCTBEHHOCTIO «CaTmycy.
~ Anpec: Poccuiickas ®enepanus, 115304, r. Mocksa, yi. Kacnutickas, 1. 22, xopm. 1, ctp. 5, tax 3, mom.
7, xom.17, UHH: 7715758772, OI PH: 1097746279179 tenedon: +7(982)978-76-13,

sJIeKTpoHHas nourta: info@satius.su

HA OCHOBAHMWM ITporoxon ucnsrransi No 0637- OIFMM/2020 or 1 centsa6ps 2020
| Ucnprrarensras jtaboparopus OO0 «OOO «ABI/ICTA»» a'rreCTaT aKKpeIuTalun
| Ne POCC RU.31112.MJ1.0036 ot 18 oxrsibps 2013 roza
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Cxema ceprudpukamun: 3¢ (I'OCT P 53603-2009. Ouenka coorBercTBHs. CXeMbl
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CepTuduKar He NpUMEHsETCH Npu 005132 TeAbHON cepTHdnKanuu

HacTosmuuit cepT@UKAT COOTBETCTBUR 00AIBIBACT OPrAHIBALIIG NOAALPRHBATE BHIYCK (PEANNIATL0) TPOLYKIUNN B COOTBETCTBIE € BLIUEYKATAHHBIM CTAHAADTOM, 4TO yeT HAXOMHTHES

N0 KOHTPOJIEM OPraHa mo ceprHQUKALNN cicTemsl noGp HOM - cepTH «llpomTexCranaapm» u noarsep ThOA NPH af C/KETDAHOr0 HHCIEKIHOHHOI0 KOHTPOIS
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CUCTEMA I[OBPOBOJIBHOﬁ CEPTI/I(DI/IRAHI/II/I <
«ITPOMTEXCTAHIAPT»

Ne POCC RU.32001.04U5®1 B eannom peecTpe ;apeljncrpnponalmmx cHeTeM 100poBOILHOM cepTHHHKaLHK

NPUAOXXEHME Ne 1

K cepruduxary coorsercrsua POCC RU.32001.04V1b®1.0CI109.05042
(siBJIsIETCST HEOTHEMJIEMOM YacThIO cepTudmKaTa COOTBETCTBAA)

Cpoxk aencTBus ¢ 22.09.2020 10

‘OPTAH NO CEPTUOUKALIMM
Ne POCC RU: 32001 04UB®1.0CII09

21.09.2023

OGmeCTBo ¢ orpaHHdeHHON 0TBeTCTBeHHOCTBIO «HCC-I'PYTIIT»

105120, ropon MocKBa yrHna 39.rxompox<crmu Ban, nom 38, crpoerue I,
emall nssgroup cen@yandex ru

oMenieHue 11,

Hepeqeﬂb IIpOJ]yKIIHH, Ha KOTOple pacnpochaHﬂeTcﬂ nelcTBHE cemeanaTa COOTBETCTBHSA

: R » OGo3nauenne
kox OK HaunmvenoBanne uoﬁoan;aileﬂne JOKYMEHTAIHH MO
NPOAYKIHH KOTOPOii BhIyCKaeTcH
: . NpoAyKIHA (CTaHIAPT)
21.20.23.110 | Dxcnpecc-auardocTHYECKas cHcTeMa st Onpeaesienus in-vitro B- 'OCT P 51088-2013

reMOIUTHYECKOTO CTPENTOKOKKA Ipynmbl A «Crpentatecty (Streptatest):
1. TTakeTHKH U3 AMOMUHUEBON (OIBTH € TECT-TOIOCKAMHU, MAKETHK ©
ocyuiuTeneM He Honee 50 1T,

2. TamMmoHbI [UTH B3ATHA Maska ¢ MapkupoBkoil CE — He 6osaee 50 1.

3. DKCTpaKLMOHHbBIE TIPOOUPKM — He Donee 50 T,

4. sI3sikopepkateny ¢ Mapkuposkoit CE — ne Oonee 50 1T

5. KOHTpO/IbHbBIH H00XKUTENbHBIN 00pasell CTPENTOKOKKA TPYIHIB A

MeauuuHCKHe U3Aenus s
THArHOCTUKH MH BUTPO.
Pearentsl, Habophl
PEareHTOB, TECT-CUCTEMBI,
KOHTPOJIbHBIE MaTepHaibl,
MHUTATENbHBIE CPE/Ibl.
TpeboBaHus K U3AENUAM U

MHAKTHBUPOBAHHBIH - 1 M HoIepXKUBaOLIe
6. KOHTpO/IbHbLH OTpULATE bHbII o6pa3eu c*rpemroxoxxa rpynnsl A JOKYMEHTALUK
MHAKTUBUPOBAHHBIH — 1
7. BaHOUKa C IKCTParupyroLUINM PEareHTOM A (Hmpm HaTpys 2M) =10
MIL.
8. BaHouka ¢ SKCTpAarupyroILAM PeareHToM B (chyCHaa KucsioTa 0 4M) —
10 ma. -
9. AHHOTALYA.
10. TloncraBka moz 3KCTpaKuHOHHb1enpo_6npxn.
@unuan uzrorosurens: OO0 «KoponeBCDapM» Poccus, 141074
Mockosckas 00, r. Kopories, yir. uonepekas, 1. 4
PykoBoauTtens opraHa
y & P y@/ _ AWM. MypatoB
I'IDI?'I\.bV HHHUHAATbL, d}aMHJIHR
JKcnepT M A.B. XMenbHHKOB
/d;mncx: MHHUMATL, haMiwis

Cep’"rmbukaf ‘Hénpu'wienﬁler‘ca npa qﬁnsaTeﬂbgoi‘l,cepTuq)uKauuu

Hacrosmuii cepruduKAT COOTBETCTBHS 00s3BIBAET oprnuumunm nonaepxuann BBINYCK (peannmumo) nponyluum B COOTBETCTEHE C BHIMEYKAZAHHBIM CTAHAAPTOM, 4TO GYIeT HAXOMHTHCS

1071 KOHTPOJIEM OPTAHA 10 cepTHH! CHCTEMBI ThCS npu-np
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ERErOHOr0 HHCNEKUHOHHOI0 KOHTPOJIS




