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B ¢Bsi34 ¢ 3aIpOCOM OTHOCHUTEIHHO O0S3aTENBHOrO IOATBEPKIEHUS COOTBETCTBHUS
IPOAYKUHMH, COTJIACHO PErucTpallMoOHHOMY yaoctoBepeHuto Ne DC3 2008/01305 or
27.03.2023, Beimannoro ®enepanbHoil cyxOoi 10 Haa30py B chepe 3ApaBOOXpaHEHHUS
(POC3IPABHA I30P):

PacxonHble MaTepuansl W NPHHAUIOKHOCTH U SKCIIPECC-aHAIM3aTopa
(rmroxomeTpa) nopratuBHOro «AKKy-Yek Ilepbopmar (Accu-Chek Performa):

1. Tecr-monocku «Axky-Uek INepdopma» Nel0 (Accu-Chek Performa Strips Ne10).

2. Tecr-nonocku «Axky-Yex Ileppopmar» No50 (Accu-Chek Performa Strips Ne50).

3. Tect-nonocku «Axky-Yek INepdopmar Nel00 (Accu-Chek Performa Strips
Ne100).

4. KonrponbHsle pacTBopbl «Akky-Yek I[Tepdopma» (Accu-Chek Performa
Controls).

5. Yexon (Carry Case (20051),

npousBoAcTBa koMnanuu «Pom Jlnaberc Kea I'M6X», I'epmanus, Roche Diabetes
Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany;

3aBOJIbI-U3rOTOBUTEIIH:

1. Roche Diabetes Care, Inc., 9115 Hague Road, Indianapolis, Indiana 46250, USA;

2. Bionostics, Inc.,7 Jackson Road, Devens, MA 01434, USA,

cooOuraeM cienyroliee:

BelieykasanHas NpOAyKIMs He BKIIOYeHa B «ENMHBIA INepedeHb MPOXYKIWUH,
noanexameil obs3arenbHON cepruduKanuu» U «EXUHBIA TepedeHb POLYKLHH,
MOAJIeKAIIEH JIEKIApDUPOBAHUIO COOTBETCTBHUS», YTBEPXKIECHHBIE ITOCTAHOBJIEHHEM
IIpaBurenscrBa Poccuiickoit ®esepanuu ot 23.12.2021 r. Ne 2425, u mpexcraBieHue
cepTHUKaTa COOTBETCTBMS M JEKIapaldd O COOTBETCTBUM MO BhILIETIEPEUUCICHHBIM
NEPEYHSIM Ha JaHHYIO IIPOYKIUIO HE TpeOyeTCs.

Hacrositee pasbsacHeHHe JNeHCTBUTEIBHO 10 BHECEHMs M3MEHEHHWH B JOKYMEHTHI,
YCTaHaBIMBAIOIIME HEOOXOOMMOCTb IIPOBEJCHUsS 00S3aTENbHOIO  MOATBEP:KICHHS

COOTBETCTBUS JAHHBIX TOBAapOB MPHU BBO3€ Ha TaMOKEHHYIQ Tepputopmio Poccuiickoii

Oenepanuu. S "
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