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GEAEPAABHAS CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHWUA
(POC3APABHAAROP)

PETHCTPALIMOHHOE YAOCTOBEPEHHE
HA MEAMLIMHCKOE U3AEJIME
or 10 sinBapsa 2017 roaa Ne @C3 2008/01305

| Ha MeaMUMHCKOE H3NETHe
| Pacxo/iebie MATEPHA/IBI H NPHAALIIEKHOCTH 414 IKCMpecc-aHAIH3aTOopa
. (rmoxomerpa) mopratusHoro "'Axky-Hex [epgopma” (Accu-Chek Performa)

Hacrosiee perucTpaloOHHOE YA0CTOBEPEHHE BEIIAHO

 OfmecTBo ¢ orpanutenHoii oTBeTcTBeHNocTEI0 "Pom dnaberec Kea Pyc"
. (00O "Pom JuaGerec Kea Pyc'"), Poccns,

| 107031, Moexna, Tpy6uas naomas, i. 2, nomemenne [, komHara 426

| IpousBoauTens
i "Pou naberc Kea I'm6X"', lepmanns, :
. Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

/7| MecTo NpOM3BOICTBA MEIHLIMHCKOTO H3LC/IHA
| cM.IpHUIOIKeNHe

gl Homep peructpaunonnoro nocse Ne P/I-14932/61904 or 19.12.2016

-1 Bua MeIMIIHHCKOTO M3JeIns CM.IPHJIOKEHHE
_' Kjiacc MOTEHLHANBHOTO PHCKA IPHMEHEHAS MEMIMHCKOTO H3eNA 22
Koz O6iuepoccuiickoro KraccHpUKaTopa NPOAYKIIHH 1A MEIHIMHCKOro H3nenus 93 9800

" Hacrosiiee perucTpalMOHHOE yIOCTOBCPCHHE HUMCET MPHIIOKCHNE Ha 1 nucre

npukasom Pocagpasranzopa ot 10 susaps 2017 rona Ne 50 ; agl T
K ofpalIeHHnIo Ha TeppuTopiu Poccuitckol ®enepallip., /.
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MEAEPAABHAS CAVXBA 1O HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OPD)

MIPMJIOKEHHUE
K PETHCTPALIHUOHHOMY YAOCTOBEPEHHIO
HA MEWLMHCKOE U3/EJHE

or 10 suBaps 2017 rona Ne ©C3 2008/01305
Jinaer 1

Ha MenuumHCKOE H3enue

Pacxonnple MATEPHAIBI H NPHHALICKHOCTH LISl IKCAPeCC-aHAIN3ATOPA (rinoxomeTpa)
nopratusioro "'Axxy-Yex Iepdopma' (Accu-Chek Performa):

1. Tect-nonocku "Axky-Uex Iepdopma" Nel0 (Accu-Chek Performa Strips Nel0)
(Buz 248900).

2. Tect-nonocku "Axky-UYek [Tepdopma” NeS0 (Accu-Chek Performa Strips Ne50)
(B 248900).

3. Tecr-nosocky "Axky-Uex IMeppopma” Nel00 (Accu-Chek Performa Strips Ne100)
(ra 248900),

4. KonrposmsHsie pactsopsi "Axxy-Uek Ileppopma” (Accu-Chek Performa Controls)
(rum 248950).

5. Yexon (Carry Case (20051)

MecTo IpoH3BOACTBA:

1. Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305, Mannheim, Germany.
2. Roche Diabetes Care, Inc., 9115 Hague Road, Indianapolis, Indiana 46250, USA.
3. Roche Operations Ltd., 2875 Ponce By Pass, Ponce, 00728 Puerto Rico.

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

5. 3A0 "Panyra Iponaxms", Poccus, 197229, Canxt-Iletep6ypr, yn. 3-1 Konnas Jlaxra, 1. 48,

xopr. 7, mut. A.
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CUCTEMA CEPTUOURAIIUN TOCT P
GOEIEPATBHOE ATEHTCTBO 110 TEXHHYECROMY PEI'VIMPOBAHUIO H METPO/TOTHH

e CEPTUOWUKAT COOTBETCTBUSA

3

Ne POCC DE.PC52 H00782

ceprud,u Ka\-\"\q‘

CpoK AeficTBUSA C 26.11.2018 no 25.11.2019

~

Ne 0318118
OPTAH ITO CEPTU®UKALIUH

OpraH no cepTurkaurm npoaykuumu ObuiecTea ¢ OrpaHUHEHHOM OTBETCTBEHHOCTLIO «PernoHansHbii UEHTD OUEHKW
cooTeeTcTBURY . MecTo HaxoxaeHus: 123060, ropoa Mocksa, ynuua Mapwana Peifanko, aom 2, kopnyc 9, nomeuleHve 638.
dakTuueckuin agpec: 123060, ropog Mocksa, ynuua Mapwana Peifanko, gom 2, kopnyc 9, nomeuwieHue 638. TenedoH:
+7(489)979-00-85, dhakc:+7(499)979-00-85, e-mail:regionos@ya.ru. AtTectaT akkpeautaunn Ne RA.RU.11PC52 o1 11.12.2014,
CpOK AEUCTBUA - GECCPOMHBIM, BbiAaHHbIM DegepansHon cnyx06oi No akkpeauTaumnm

[MPOAYKLINA
PacxoaHble Matepuans! u NPUHaANEeXHOCTH ANR IKCNpPecc-aHann3aropa (rmioKomeTpa) [ KOA OK
noptatueroro "Akky-Hek Mepdopma"” (Accu-Chek Performa) (cMm. npunoxeHue Ha 1 kon OK 034
nucTe, Bnaxk Ne 0067108). (OKnAa2):
CepuitHbii BbINYCK 21.20.23.110

COOTBETCTBYET TPEBOBAHUAM HOPMATHBHBIX AOKYMEHTOB

rOCT P 50444-92, TOCT P 51088-2013, FOCT P UCO 15197-2015 kop TH BOA

3822000000

HU3TOTOBHUTEAD
"Roche Diabetes Care GmbH"
Agpec: lepmanus, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3aBoabl-u3roToBUTENM (CM. NpUNOXeHue Ha 1 nucte, Bnark Ne 0067108).

CEPTUOHUKAT BBIAAH
OBWECTEBO C OrpaHUYeHHON OTBETCTBEHHOCTEI «Pow [uabetec Kea Pyc» (OO0 «Pow [uabetec Kea Pyc»)
MecTo HaxoxaeHus: 107031, Poceus, ropoa Mockea, TpyBHas nnowaab, AoM 2, nometileHue |, komHaTa 426,
dakTndeckwit agpec: 115114, Poccwus, ropog Mockea, ynuua lleTHukosckas, aom 2, ctpoenue 3, 6/4 «Busaneau
Mnasa», OMPH: 1167746455678, TenedoH: +74952296999, chakc: +74952296264.
HA OCHOBAHHWHM
MpoTokon ucnbiTanwin Ne 01/037-2018 ot 22.01.2018
UcnbiTaTensHas nabopaTtopns ABTOHOMHEA HEKOMMepYeckas opraHusaumn "LieHTp kayecTsa, atheKTUBHOCTY U
5e30NacHOCTY MeAUUMHCKUX u3genun”, atTectar akkpeautayun RA.RU.21MAO11 ot 07.04.2015, cpok AeAcTBuMA -
BeccpoyHbiin
PervcTpaUMoHHOe YA0CTOBEpEHUE Ha MeauuvHekoe nsgenve Ne ®C3 2008/01305 ot 10.01.2017, depepancHas
cnyx6a no Hagsopy B cchepe 3apasooxpanerns (POC3APABHALIOP)

AOIMMOAHUTEABHAA MHOOPMALIUA
MecTo HaHeceHus 3HaKka COOTBETCTBUA — B TOBAPOCONPOBOAMTENLHOM JOKYMEHTauuuW, rpaduyeckoe naobpaxeqne
BuA no FOCT.P 50460-92 ¢:Haanuckio «1oSpoBONbHaA CepTUdUKaLms ».

A.A. Ypanoea

WHWUMaNL!, Gamunnn

PYKOBOAHTEAD OpraHa

A.C NarogzuHckun

HUUMENL], damMunns

IKCHepT

AC -ONUNAOH -, Mocas, 2018, B nuugrans Ne 05 05 00,003 SHC PO, 1on. (435} 728 4742, wiw opeion «




CUCTEMA CEPTHOURAIIMU TOCT P
QEJIEPATBHOE ATEHTCTBO 110 TEXHHWYECROMY PETVIHPOBAHHIO H M ETPOJIOIHH

Ne 0067108
MMPUAOXEHUE

K ceprudukary coorsercTams Ne POCC DE.PC52.H00782

IlepeyeHb KOHKPETHON NPOAYKIUH, HA KOTOPYI0 pacnpoCTpaHseTcs
AelicTBHE CePTH(HKATA COOTBETCTBUMA

Kop OK .
) ) Haumenorauuie i 0003HaYeHHE Ofo3naveHne AOKYMEHTaMH,
- HPOAYKUHIL, €€ H3FOTOBHTEAD o KOTOPOI BelITYCKAeT s NPpoAYRUNA
xop TH BDA _
kog OK 034 PacxoaHbie marepuansl U NPUHaAANEXHOCTH
(OKMAz2): [NA 3KCnpecc-aHanvaartopa (FniKoMeTpa)
21.20.23.110 nopTaTUBHOrC "AKKy-Yek Mepdgopma” (Accu-
3822000000 Chek Performa):

1. TecT-nonockun "Akky-Hek Mepgopma” Ne10
(Accu-Chek Performa Strips N210) (Bua
248900).

2. Tect-nonocku "Axky-Yek Mepdopma” Ne50
‘ (Accu-Chek Performa Strips Ne50) (sua
248900).

3. TecT-nonocku "Akky-Hek MNepgpopma”
Ne100 (Accu-Chek Performa Strips Ne100)
(Bvp 248900).

4. KoHTpOnbHble pacTeopbl "AKKY-Hek
Nepdopma" (Accu-Chek Performa Controls)
(B 248950).

5. Yexon (Carry Case (2005i).
3aB0ofbi-U3rOTOBUTENW!

"Roche Diagnostics GmbH", epmanus,
Sandhofer Strasse 116, 68305, Mannheim,
Germany

"Roche Diabetes Care, Inc.", CoegnHeHHble
WraTwt, 8115 Hague Road, Indianapolis,
Indiana 46250, USA

"Roche Operations Ltd.". MyapTto-Puko, 2875
Ponce By-Pass, Ponce, Puerto Rico 00728
"Bionostics, Inc.", CoeaurerHble WTaTbl, 7
Jackson Road, Devens, MA 01434, USA
3A0 «Pagyra MpopakwH», Poccus, 197229,
ropoa Caukr-MeTtepbypr, ynuua 3-8 KoHHas
NaxTa, fom 48, kopnyc 7, nutep A
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A.A. Ypanosa

WHMLHENE!, Damunna
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A.C. NarogavHckun

WHULMANE, DAMUIUR
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G IUMOIE AN orks’ 2018 J8-  reusisin Ne 05-05-00/003 SHC P@, tan. (1951 728 4742, www oncion.riy



