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Hacrosmmee pemc'rpauHOHHoe ynocmnepeﬂﬁe meeT }IpHJIOJi{eHHB Ha 1 HHCTe

JONYIEHO K O6pallesHIo Ha TepPHTOPHH Poceuit
Pyxerognrens ®exepanbnoi ciymlnt
10 BH2/130py B chepe 3APABOOXPAHEHHS
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s _Ha Memmmrcfcoe H3116JIK6 e
Cucrema KOHTPOJIH YPOBHH FIOKO3HI KPOBH "Axxy-‘lexc*" anrau'r
; (Accu-'Chek*"f Instant) [V 6ecﬂp0m,nﬂon mepejiageil JaHELIX, B cocrase "
1. Tmoxomerp "Axxy-Uex® Mactant" (Accu-Chek™ Instant).
2. TecT-mosAoCcKnA "AKKy-qu{ I/IHcraHT" (Accu- Chelﬂ“‘ Instant) 10 1mT. - 1 yiIL -
3. Yerpotterso amt npoxanssasms Koxe "Axky-Hex" Coprrmaxe (Accu—Chek@ Softchx)
4. Fannerst "Axxy-Hex® Cocbrmxc" (Accu-Chekm Soﬁclm) 10 wWr. .

; 5. Yexon {Carry case). _
L6 I’lH{}'pr)FKIIHH H BJIO}KCHHS{ (Manuals and 1nserts) HE 6onee 10 mr.

. MecTo MpOou3BOACTEA:

- 1. Roche Diabetes Care GmbH Sm‘xdhofer Strasse 116 6830:3 Mamlheim Gennany
" 2. Roche Diabetes Care GmbH, 9115 Hague Road, Indianapolis, Indiana 46250, USA.

. 3. Asahi Polyshder Company, Lm‘m:ed Okayama-Kuse Plant 860~2 Mmak;t Mamwa—shl
~ Okayama, 719-3226, Japan.. 7 .

4. Roche Operatlons Lid., 2875 Ponce By—Pass, Ponce 00732 Puerto R1c0 o

5. HTL-Strefa S.A., ul. Adamowek 7, 95-035 Ozorkow, Poland.” u

6. Aitek (Kunshan) Carp Ltd No. 77, ard Mam Street I\unshan Free Trade Zone Jlangsu

China. :

-7 Balda Mechcal GmbH Bergkarchener StraBe 8 549 Bad Oeynhausen Germany
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I'enepanpHOMY RUpEKTOPY
000 «Pomu J{naberec Kea Pyc»
Kapmyxury Bragumupy Banepresuay

OBIECTBO C OTPAHNMENHON
OTBETCTBEHHOCTEIO

«PEFHOHAJBHBIH HEHTP OLIEHKN COOTBETCTBHS» 10703 1. Poccus FOpox Mockga
Azpec: 123068, ropon Mockea, vanus Mapmasa Pribasiko, ’ ’ ’

oM 2, koprye 9, nosemenne 638 TPYGHHFI Eomanb, LOM 2, IIOMEIICHHS
Teaz +7 (499) 979-H0-85
E-mail: regienosi@ya.rn Ia KomHara 42b
http:/fregionos.ru/
OKITO 34577662, OUPH 1147746865243

FIHH/ KT 7716781266 / 773461001 Ten. +74952296995
_SlmMag2021 Ne 21-166

ila Ne
[ HNHOOPMAIMOHHOE ITHUCBEMO ]

B cBg3m ¢ 3anpocoM OTHOCHUTENBHO OOS3aTENBHOIO IMONTBEPAACHHS COOTBETCTRHS
HNPOIAYKHMH, COTTacHO PETHCTpallHOHHOMY. yaocToBepermio Ne P3H 2021/13212 ot 19.01.2021,
BEIIaHHOrO  MejepanbHoHM  ciyxGol 1m0 Hamsopy B codepe  3IpaBOOXPAHEHHS
(POC3IIPABHAI30P):

CucreMa KOHTpONS YpOBHA TVHOKO3B KpOBH «AKKY-Uek® Hucrant» (Accu-Chek®
Instant) ¢ 6becpoBosHOl epenadeil TaHHBIX:

B COCTABE:

1. I'moxometp «Axxy-Yex® Uucrant» (Accu-Chek® Instant)

2. Tecr-monocku «Axky-Yex® Wacranm (Accu-Chek® Instant), 10 mr. — 1 yn.

3. YcTpolicTo Aif NPOKAamHBaBMI KoxkM «AKKy-Uex® Codrimmxe» (Accu-Chek®
Softclix)

4. Jlannersl «Axky-UYex® Codrromuke» (Accu-Chek® Softelix), 10 .

5. Yexon (Carry case)

6. MHcrpykuuu v Bnoxkenns (Manuals and inserts) — go. 10 mrr.,

npoussoncTea dupmst Roche Diabetes Care GmbH (Pom TuaGerc Kea T'm6X), I'epmanus,
Sandhofer Strasse 116, 68305 Mannheim, Germany; 3apozsi-nsrorosurens: Altek (Kunshan)
Corp., Ltd., No. 77, 3rd Main Street, Kunshan Free Trade Zone, Jiangsu, China; Asahi Polyslider
Company, Limited, Okayama-Kuse Plant, 860-2 Misaki, Maniwa-shi, Okayama, 719-3226 Japan;
Balda Medical GmbH, Bergkirchener StraBe 228, 32549 Bad Oeynhausen, Germany; HTL-Strefa
S.A., ul. Adamowek 7, 95-035 Ozorkow, Poland; Roche Diabetes Care, Inc., 9115 Hague Road,
Indianapolis, Indiana 46250, USA; Roche Operations Ltd., 2875 Ponce By-Pass, Ponce, Puerto
Rico 00732; Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany,
co00IIaeM CIEAVIONIeE.

Brmeykasansas NpoAyKIMA He BKpoueHa B «EauMHBI NepedyeHbh NpOIyKIHH,
nozjIexRaINeH 00A3aTeNbHON cepTUOUKANUE» B «EAMHBLE TepedeHb TPOMYKIIUHY, HOATBEPIKACHHE
COOTBETCTBUSE KOTOPOH OCYHIECTB/SIETCS B (OPME TPHHATHA JEKIapalyi O COOTBETCTBHID,
YTBEDKACHHBIC TocTanornenyeM [IpasuTenscrsa Poccuiickoit ®enepanmum or 01.12.09 r. Ne 982
(¢ M3MEHEHHSIMH), ¥ TIPEACTABICHHE CePTH(HKATAa COOTBETCTBUA 1 ACKIAPAIAl O COOTBETCTBHU
IO BBIILENIEPEYHCIEHHLIM IEPEYHAM HA JaHHYIO NPONYKIIMIO He Tpebyercs.

Hacrosimiee paszegcHeHHe lleﬁCTBHTEI@f@‘mH CCEHUS WM3MEHEHU{ B JOKYMEHTHI,
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