| — et ad ll]'
) |— .Ib;___!‘,f r ™ “‘.5.4__".'4';?
& Institute for Certification and Testing
®

EC-Certificate

(Product quality assurance system)
according to Annex VI Medical Devices Directive 93/42/EEC

It is herewith confirmed by

EUROCAT Institute for

Certification and Testing
Quarat® Center * Wittichstrae 2
64295 Darmstadt * Germany

in its function as Notified Body (0535), that the manufacturer:

Joint-stock company
“TECHNOMEDICA”

Starovatutinsky proezd 5, stroenie 3
129281 Moscow, Russia

concerning the medical device

"BILITEST 2000"

Photometrical dual-wavelength two-channel
hyperbilirubinemia transcutaneous automatic
analyzer for screening of newborn,
PHAN-04-"NPP-TM"

UMDNS: 16-166, class lla

fulfils the requirements according to Annex VI of the
Medical Devices Directive 93/42/EEC. The manufacturer
has established a quality assurance system for the final
inspection of the specified devices.

Accreditation granted by For the placing on the market of class IIb products

Zentralstelle der Land an Annex lll certificate is required.
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7LS-7Q-376/09 Report No.: SMO7763322

Certificate No.: CE580365 s

Current Issue Date: 16 May 2012

Based on periodical surveillance -
this certificate is valid until /@(/ =
/, b

15 May 2017. .
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Mpw perynspHom nNpoBeAeHUW KOHTPONS
cepTudukaT AENCTBUTENEH A0
15 mas 2017.

Translation

EC-CepTudukar cooTBeTCTBUA

(Cvuctema rapaHTum kayecTea Usgenus)
no Mpunoxenuto VI Oupextusst 93/42/EEC
0 MeAMNUMHCKUX N3aenunsx

HOTUMUMPOBAHHBIN OpraH

EUROCAT Institute for

Certification and Testing
Quarat® Center * WittichstraRe 2
64295 Darmstadt * Germany

HacToalwUM noaTBepXxaaeT, YTO NpoOn3BoOAUTENb

3AO HIMNMN «TEXHOMEOUKA»

CrapoBaTyTMHCKMIA npoe3a 5, ctpoeHue 3
129281 MockBa, Poccusna

ana MmeanLnHCKoro nsgenua

"BUINUTECT 2000"

AHanusatop runepounupybnHeMmnmu y HOBOPOXAEeHHbIX
TPaHCKYTaHHbIN CKPUHUHIOBbLIK hoTOMETPUUYECKUNA
aBTOMaTUYECKWUHA ABYXKaHalNbHbIW ABYXBOINHOBbIMN,
Ar®u-04-"HNMN-TM"

UMDNS: 16-166, knacc lla

BblnonHsAeT TpebosaHus MNpunoxenus VI QupekTuesbl
93/42/EEC 0 MegULUMHCKUX USSENUSIX U MPUMEHHAET CUCTEMY
rapaHTuv KavyecTsa Ans dTana BbiXOLHOr0 KOHTPOSIA aThX
M3genun.

Ons peanusauumn nsgenuii knacca pucka llb Ha pbiHke
AononHUTeNbHO Heobxoanm cepTudmrkaT no MNpunoxeruto 1.

Otuet Ne : SMO7763322
Ceptudmkar Ne : CE580365

[ata ebigaum : 16 mas 2012




