OEAEPAABHAS CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMA
-  (POC3APABHAA3OP)

PEFUCTPALIMOHHOE Y/IOCTOBEPEHUE
HA MEAMLIMHCROE U3/IEJIUE
ot 10 siuBaps 2017 roaa Ne ®C32008/01305

| Ha MeALIHHCKOE H3eNHE | ;
Pacxoqubie MATEPHAJTbL M IPHHALIEKHOCTH IR JKCMpecc-aHaIUu3aTopa
| (rAKOMETpa) NOPTATHBHOIO " Axky-Uex Mepdopma” (Accu-Chek Performa)

HacTosimee perucTpalliOHHOE YAOCTOBEPEHIE BBIIAHO
7 Obwecrso orpaHH4YeHHOH 0TBETCTBEHHOCTRIO "Pom Jnaberec Kea Pyc"
| (00O "Pom dunaberec Kea Pyc"), Poccus,
1 107031, Mocksa, TpyOuas naomaikb, i. 2, moMerenxe I, komuata 42b

TIpousBoaUTENs _ :
" "Pom Anaberc Kea I'm6X", Tepmanns, -
. Roche Diabetes Care _GmbH,"S’ahdhofer Strasse 116, 68305 Mannheim, Germany

71 Mecto TIPOM3BOZCTBA MEIHIIMHCKOrO U3/
Ll eM.IIpHTOMKeNHe '

1 Homep pemcrpanndaﬂoro jocee Ne Pll-14932)61904 ot 19.12.2016

Buji MEIHIHECKOTO H3/ie/IHs CM.APHIOKEHHE
- Kinace HOTCHIMANILHOrO PHCKA NPHMCHEHHS MEIHIHCKOTO uanenus 2a

i Kox O6uepoccHiickoro graccudiKaTopa NPONYKIHH [T MEIHLMHCKOTO w3nenus 93 9800

71 Hactosee perucTpPAUMOHHOE yIOCTOBEPSHHE HMECT MPUIIOKEHHC Ha 1 mucTe

-~ | MpHKa3OM Po‘canpa&ﬁaﬂgop
| nomymeno x o0palIeHUIO Ha
| 3amecTHTEaHL PyKOBOAHTES




PEAEPAABHAS CAVIKBA IO HAA3CPY B C(DEPE 3APAB-QOXPAHEHMH
(POC3APABHAA3OP)

| TIPHIIO}EHHE __
K PETHCTPALIMOHHOMY Y10 CTOBEPEHMIO
HA MEZWLIMHCROE U3AEJIHE

ot 10 auBapsa 2017 roga Ne ©C3 2008/01305

Ha memuunnckoe usgenne

Pacxonnbie matepuan n NDHHANIECKHOCTH /i IKCHpecc-anaiu3aTopa (rawKkoMerpa)
nopraTueHoro "Akky-Yex Iepgpopma” (Accu-Chek Performa):

1. Tect-nonocku "Axky-Uek [Tepdopma” Ne10 (Accu-Chek Performa Strips Ne10)

(Buz 248900). -

2. Tecr-nonocku “Akxy-Yek [Tepdopma” Ne50 (Accu-Chek Performa Strips Ne50)

(Bux 248900).

3. Tect-nonockn "Axxy-Uek ITeppopma” Ne100 (Accu-Chek Performa Strips Ne100)

{(Bnx 248900).

4. KouTtposnbHile pactBopst "Akky-Uek Ileppopma” (Accu-Chek Performa Controls)

(Bun 248950).

5. Yexon (Carry Case (2005i)

MecTo npomssoacraa:

1. Roche Diagnostics GmbH, Sandhofer Strasse 1 16, 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 IMpogaxms", Poccens, 197229, Carnxr-Tlerepbypr, yn. 3-1 Konnas Jlaxra, 1. 48,
Kopn. 7, nur. A.
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CUCTEMA AOBPOBOABHOI/I CEPTUO®UKALINHN
HAuuonAAwmﬁ PETUCTP KAYECTBA

e s e AT

it e e

Ne  HPK DE.PL{01.H.00080

CpoK acitcraus ¢ 25.02.2021 o 24.02:2022

o111 §mm\ P

OPFAH IO CEPTUOUKALIN Ne (il
Qprax no cepTudukamn npoAyKLMY Obujecrsa C orpaameuaoﬁ OTBETCTBEHHOCTLIO «PernoHanbHbIi UEHTP OUEHKA
cooTeeTcTBUAS. MeCTO HaxXOKAEHNA. 123060, ropoa Mockea, ynvua Maptuana Puifanko, AoM 2, kopnyc 9, nomeuienune 638.
daxTdeckui aapec: 123060, ropoa Mockaa, ynuua Mapuwana PoiBGanko, A0M 2, Kopnyc 9, nomeuieHue 638.
Tene¢ou:+7(499}979-00—85, ¢axc:+7(499)979—00—85. e-mail.regionos@ya.ru. ATrecTat aKkkpeauTaumuu Ne HPK
RU.04MWH0.21PLI01 o7 19.12.2016 ropa, BbliAaHHbIA LgHTpanbHbIM OpraHom A0GPOBONLHOR CUCTEMBI cepTudukauni
«HaloHansHbi#i percTp Kadecrsan, peruc*rpaunouubtﬁ Ne POCC RU A1603.041MAHO

TTPOAYKLIMS Kon OKIIA 2

PacxonHbie marepuansi ¥ NPUHaANEeXHOCTV ANA akcnpecc-aHanu3aTopa {rnrokomeTpa)
nopTaTUBHOMG «Akxy-Hek MNepdpopmar {Accu-Chek Performa) (cm. NpunoXeHne Ha 1 21.20.23.110

nucre, Bnark Ne 016775).
CepwitHoli BbINYCK.

COOTBETCTBYET TPEBOBAHHSAM HOPMATHBHBIX AOKYMEHI‘OB Koa THB3A,
FOCT P 50444-92, FOCT P 51088-2013, FOCT ISO 10993-1-2011, FOCT P UCO 10993-
52009, FOCT ISO 10993-10-2011, FOCT 1SO 10993-12-2015, FOCT P 52770-2016 3822000000

N3rOTOBUTEAD
«Pouw inaberc Kea FmBX» :
Anpec: Fepmanua, Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3apoAbi-M3roToBUTEN: (CM. NPUNOXKEHWE Ha 1 nucTe, Bnark Ne 016775).

CEPTUGMKAT BBIAAH

O6uecTeo OrpaHU4eHHON OTBETCTBEHHOCTBIO «Pou [Ouabetec Kea Pyc» (000 «Pow [lnateTec Kea Pyc»)
MecTo HaxOWAEHUA. 107031, Poccus, ropoa Mocksa, TpyBHas nnouiadb, AOM 2, nomewyexne |, komnara 426,
daKTUHeckuin agpec: 115114, Poccua, ropod Mockea, ynuia JleTHUKoBCKas, [oMm 2, cTpoerne 3, 6/u «Busanban
MNnaza», OTPH: 1167746455678, TenedoH: +74952296995.

HA OCHOBAHMH
MpOTOKONbI UCTIBITAHWA NeNe 01/215-1-2021 o1 29.01 2021, 02/1.208.1-2021 o7 18.02.2021
WcneiTaTensHan nafopaTopus ABTOHOMHAR HEKOMMEPYBCKas opraHn3auna "LieHTp kadecrea, b ek TUBHOCTI W Be30nacHoCTv
MEQNLIMHCKIAX wapnenui”, arrecrart akkpeauTalmm RA.RU.21M11 or 07.04.2015, cpok peicTens - GECCPOUHLIA
PerncTpauwuoHHoe yAOCTOBEPEHNE HA MeAULMHCKOE n3jenve Ne ©C3 2008/01305 ot 10.01.2017, PepepancHas cnyxba no
Haaaopy B cepe 3ApaBOOXPAHEHNA (POCS&PABHA}}:&OP}

,A,OIIOAHH'IWHA.SI UHOOPMALIMS
Cxema cepTudukaumu 2¢.

M.B. NBaHBKOB

WA ANaAe, RauE) R

A.C. NaroasuHCKKiA

CAWAMEAM, REMVARE




CUCTEMA AOBPOBOABHOL CEPTUDUKAIINU
HAITMOHAABHBIN PETUCTP KAYECTBA

NMPUNOXEHUE

K ceprugukary cootretctaus Ne  HPK DE.PL01.H.00090

Ne Q16775+

Haumenosanue u PEXBUIUTHLI

3822000000

ananusaropa (rnwokomerpa) nopTaTueHoro «Axxy-Yex MNepdopman
{Accu-Chek Performa):

1. TecT-nonockyu "Axky-Hek MNepdopma" Ne10 (Accu-Chek
Performa Strips Ne10) (sug 248800).

2. Tect-nonocku "Akky-Yek MNepdopma’ Ne50 (Accu-Chek
Performa Strips Ne50) (supg 248900).

3. Tect-nonocku “Akky-Hek Mepcopma” Ne100 (Accu-Chek
Performa Strips Ne100) (sup 248900).

4. KoHTponbHele pactsops "Axky-Yex Nepdopua” {Accu-Chek
Performa Controls) {Bug 248950).
5. Yexon (Carry Case (2005i)).

Kop OKNA 2 Haumenosanue, THNbI, Mapku, Mogeny OAHOpoAHOK AoKymeHTa (nokymenToR), 8
Kog THB3 POAYKUMM, COCTABHLIE YacTu M3NEeNnus unu KoMnnexca COOTBETCTBUM C KOTOPLIMK
M3roToBrieHa npoaykums
21.20.23.110 |Pacxoghuie Marepuanel u NpuHaanexHocTu ang aKcnpecc-

3aBoAbi-u3roToBUTENN:

Roche Diagnostics GmbH, T epmannna, Sandhofer Strasse 1186,
68305, Mannheim, Germany.

Roche Diabetes Care, Inc., Coegunennbie Wra i, 9115 Hague
Road, Indianapolis, indiana 46250, USA

Roche Operations Ltd., Myapro-Puko, 2875 Ponce By-Pass,
Ponce, 00728 Puerto Rico.

Bionostics, Inc., CoeaunenHbie Wraret, 7 Jackson Road, Devens,
MA 01434, USA

3AC "Papyra MNpogakwH", Poccua, 197229, Carkr-Nerepbypr, yn.
3-7 Konas Naxra, 4. 48, kopn. 7, nuT. A.

T we “KAQ ;
A B,
‘weﬁ“'“"& o,

A.C. NarogsuHckwii
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