EC-CpTVI DUKaT

mdc medical device certification GmbH
akKkpeauToBaHHbIN opraH Ne 0483
YAOCTOBEPSIET, YTO Ha NpeanpuUsATUm

HAYYHO-MPOU3BOACTBEHHOE OBBLEQAUHEHMWE

_@' OUATHOCTUYECKUE CUCTEMBI

000 "HMNO "[OunarHocTUyeckue cuctembl"
yn. AAénoHeBasn, a. 22
603093 HuxHuun Hosropop
Poccuiuckan Penepauus

NPUMEHUTENbHO K U3gesnimio

OC-UDA-AHTU-HBsAg, TecT-cuctema UMMyHO(PEepMEHTHas 4NA Ka4eCTBEHHOro U
KONIU4EeCTBEHHOro onpeAesieHUA aHTUTes K NOBepXHOCTHOMY aHTUreHy Bupyca renatuta B

6bina npoBegeHa

IOKCIMNEPTU3A PA3SPABOTKU U3AENNA

lNpoBepéHHas akcnepTusa nokasana,
yTO paspaboTka AaHHOro U3aenus cooTseTcTeyeT TpeboBaHusAM

MpunoxeHusa IV — pasgena 4
HOupektusbl 98/79/EC

EBponeiickoro NapnameHTa u CoBeTa 0 MEAULIMHCKUX U3LEnusiX
ONS ANarHoCTUKU MH-BUTPO OT 27 okTabpst 1998 roaa.

[aHHbii cepTudukaTt AencTBUTENEH TONbKO COBMECTHO C CEPTU(UKATOM, BbliaHHbIM
mdc Ans BbilLeyKa3aHHOro usfenus Ha ocHoBaHum Mpunoxexus IV — ucknioyas pasgensi 4 u 6.

[arta Bbigaun 2014-07-28
Cpok gencrtsus o 2019-07-28
PeructpaumoHHbiin Ne D1199900020
OT1yeT Ne P13-01892-10530
LryTrapr, Nepmanus 2014-07-2
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PykoBogutenb cepTucmKaLmMoHHOro opraHa




