®FEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHIMA
(POC3APABHAA3QP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE
HA MEAWLIMHCKOE U3EJIUE
ot 10 smBaps 2017 roga  Ne ®C3 2008/01305

. Ha MeAHLMHCKOE H3JieTHe
PacxoaHble MATEPHAIBI H IPHHALISKHOCTH [UIS1 JKCIPeCcC-aHAIU3ATOpA
| (rioxomerpa) mopratieHOro "'Axky-Yex Iepdopma" (Accu-Chek Performa)

Hacrosiiee perucTpaloHHOe YAOCTOBEPEHHE BLIIAHO

| O6mecTBo ¢ orpanmuennoii orsercrsennoctrio ''Pom Juaderec Kea Pyc"
' (00O "Pom JAnaderec Kea Pyc"), Poccus,

' 107031, Mocksa, Tpy6uas naomags, A. 2, nomemenue I, komuata 42b

) [TpousBoguTEINH
= "Pom Jiuaberc Kea 'mM6X", I'epmanus,
Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

MecTo npoH3BOACTBa MEAULIMHCKOTO M3ACIHS
CMLITPHJIOKEHHE

" Howmep pervcTpanuonsoro gocke Ne PJI-14932/61904 ot 19.12.2016

Bua MeIMUHHCKOrO U3AeNus CM.IpHJIOKeHHE

Kinacce IMOTCHUHA/ILHOT'O PHCKA NMPHMCHCHHSA MEIHUHHCKOI'O H3ACINA 2a

. mpukasom Pocsnpasranzopa ot 10 susaps 2017 roaa Ne 50

| lomymeHo K obpaleHuio Ha Tepputopuu Poccuiickoli Denepatiuy. .

3amecTuTeab pyKoBoanTens exepanbuoi cayRObI SV s I
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DEAEPAABHAA CAVIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

MPUJIOKEHUE

K PETHCTPALIHOHHOMY YIOCTOBEPEHHUIO
HA MEAWLIUHCKOE U3AEJIUE

ot 10 sinBaps 2017 roxa Ne ©C3 2008/01305
JIner 1

Ha menumnunckoe u3nenne

Pacxoaubie MaTepHa bl M NPHHALIKHOCTH [UIH IKCMpecc-aHAIM3ATOPa (TII0KOMeTPA)
nopratuBHoro "Axky-Yex Ieppopma' (Accu-Chek Performa):

1. Tect-nonocku "Axxy-Yex [leppopma" Nel0 (Accu-Chek Performa Strips Nel0)

(Bua 248900).

2. Tect-nonocku "Axxy-Yek [Tepdopma” NeS0O (Accu-Chek Performa Strips Ne50)

(Brzx 248900).

3. Tecr-nonocku "Axxy-Yex I[Teppopma” Nel00 (Accu-Chek Performa Strips Ne100)

(Bra 248900). :

4. Kourponbnble pactBopsi "Axky-Uek [Tepdopma” (Accu-Chek Performa Controls)

(Bun 248950).

5. Yexon (Carry Case (20051)

MecTto mpou3ssoacTra:

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 IMpopaxmu", Pocens, 197229, Canxr-Tlerep6ypr, yn. 3-1 Konnas Jlaxta, 1. 48,
KOpI. 7, MHT. A.
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CUCTEMA CEPTHUOURAIIUU TOCT P
®EJEPATBHOE ATEHTCTBO 110 TEXHHYECKOMY PETYIHPOBAHUIO H METPOJIOINH

e, CEPTUOUKAT COOTBETCTBUA

Ne¢ POCC DE.PC52.H00961
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CpoK AeitcTBus ¢ 10.12.2019 no 09.12.2020
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Ne U31COUD

OPI'AH ITO CEPTUOHUKAIIMH

OpraH no cepTudmkaumm npoaykumn OBLLecTBa C orpaHUueHHON OTBETCTBEHHOCTLI0 «PervoHanbHbIi LIEHTP OLEeHKM
cooTeeTcTMA». MecTo Haxoxaenus: 123060, ropoa Mockea, ynuua Mapwana Peibanko, Aom 2, kopnyc 9, nometesue 638.
®akTudeckuia appec: 123080, ropoa Mockea, ynuua Mapwana Peibanko, Aom 2, kopnyc 9, nomelexmne 638. TenecdoH:
+7(499)979-00-85, chakc:+7(499)979-00-85, e-mail:regionos@ya.ru. ATrectar akkpeautauuu Ne RA.RU.11PC52 ot 11.12.2014,
CpoK AencTeus - BeccpouHsli, BulaaHHLIn GeaepankHoi cnyxboi no akkpeauTaumm

MPOAYKIIUSA
PacxofHble Mmatepuanb! U NPUHAANEXHOCTU ANA IKCNpecc-aHanuaaropa (rniokomMeTpa) xoa OK
nopraTtueHoro «Akky-Hek Mepdopma» (Accu-Chek Performa) (cm. npunoxenue Ha 1 kog OK 034
nucte, 6Gnaxk Ne 0067347). | (OKNAg2):
CepuitHblid BbINYCK. 21.20.23.110

COOTBETCTBYET TPEBOBAHUAM HOPMATHUBHbBIX AOKYMEHTOB

FOCT P 50444-92, TOCT P 51088-2013, FOCT ISO 10993-1-2011, FOCT P UCO koa TH BOA

10993-2-2009, FOCT I1SO 10993-5-2011, FOCT 1SO 10993-10-2011, FOCT 1SO

10993-12-2015, FOCT P 52770-2016 3822000000
U3TOTOBUTEAD

"Pow [Juabetc Kea MMEX"
Anpec: lepmanun, Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3aBoAbI-M3roTOBUTENM (CM. NPUNOXeHue Ha 1 nucte, Bnaxk Ne 0067347).

CEPTUO®HUKAT BBIAAH
OBLWecTso ¢ orpaHuyeHHoi oTBeTcTBeHHoCTLI0 «Pow Juaberec Kea Pyc» (OO0 «Pow [Juabetec Kea Pyc»)
MecTo HaxoxaeHusi: 107031, Poceus, ropoa Mocksa, TpyGHas nnowags, A0M 2, nomelexue |, komHarta 426,
daxTuueckuin agpec. 115114, Pocecus, ropoa Mockea, ynuua JleTHukosckas, AoM 2, ctpoeHune 3, 6/y «Busanbau
Mnasa», ON'PH: 1167746455678, TenetoH: +74952296995.

HA OCHOBAHMN
MpoTtokonsl ucnbiraHuin NeNe 12/055-2019, 12/T.055.1-2019 ot 10.12.2019
WcneitatensHan naGopaTopusi ABTOHOMHAsA HEKOMMepUeckas opraHdmaauus "LieHTp kavecTtsa, ahdekTMBHOCTY K
Be3onacHOCTU MeaAWUMHCKMX M3genunit”", attectaT akkpeanTauum RA.RU.21MA11 ot 07.04.2015, cpokAeicTemns -
Beccpo4HbIi G5 00Tl - ey
PerucTtpaunoHHoe yaoCcToBepeHue Ha meauumHekoe nagenne Ne @C3 2008/01305 ot 10.01 17
cnyx6a no Hapaopy B cpepe 3apasooxpaHeHust (POC3[PABHAL3OP)

AOTIOAHUTEABHAS HHOOPMALIVS

A.O. Bepecos

WHULMEN, DaMunus

A.C. NNarog3nHcknin

uHuunanst, gamuning

AQ ~ONUNOH-, Mocrea, 2018, ~B+  nuwunann Ne 05-05-09/000 DHC PO, ten, (4951 726 4742, wew opckan r



CUCTEMA CEPTUO®URAIIUN TOCT P
| ®EJEPATIBHOE AFEHTCTBO 110 TEXHUYECKOMY PEIYIMPOBAHIIO M METPOJIOT I
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IMMPUAOXEHHUE

K ceprudurary coorsercteusi Ne POCC DE.PC52.H00961

ITepeyeHb KOHKPETHOI HPOAYKIIMYM, Ha KOTOPYIO PACHpoOCTPaHIeTCH
AeficTBHE cepTHUKAaTa COOTBETCTBUS

wop OK
HauMenopauue i 0003HaUYeHNE Ofo3HavyeHNe AOKYMeHTalnH,
IIPOAYKIINH, e U3roTOBMTeAR o K(?T()p(iﬂ BBINYCKAETCH NPOAYRITHSA
Kop TH BOA
kon OK 034 PacxogHble maTepuans! 1 NpUHaAIeXHoCTH
OKnNAz): [AN$t 3KCTpecc-aHanusaTopa (rniokomeTpa)
21.20.23.110 nopratueHoro «Akky-Hek Meppopmar (Accu-
3822000000 Chek Performa):

1. Tect-nonocku "Akky-Yek Mepcopma" Ne10
(Accu-Chek Performa Strips N210) (sua
248900).

2. TecT-nonocku "Akky-Yek MNepcopma" Ne50
{Accu-Chek Performa Strips N250) (sup
248900).

3. Tect-nonocku "Akky-Hek MNepcopma”
Ne100 (Accu-Chek Performa Strips N2100)
(Bna 248900).

4. KOHTpOnbHbIE pacTBopbl "Akky-Hex
MNepgopma” (Accu-Chek Performa Controls)
(ena 248950).

5. Yexon (Carry Case (2005i)).
3aB0AbI-U3roTOBUTENN!

Roche Diagnostics GmbH, lNepmarus,
Sandhofer Strasse 116, 68305, Mannheim,
Germany.

Roche Diabetes Care, Inc., CoeanHerHble
LWrartetl, 9115 Hague Road, Indianapolis,
Indiana 46250, USA.

Roche Operations Ltd., MyapTto-Puko, 2875
Ponce By-Pass, Ponce, 00728 Puerto Rico.
Bionostics, Inc., CoeaunHeHHble WTaTkl, 7
Jackson Road, Devens, MA 01434, USA.
3A0 "Papgyra Mpogakwr", Poccuna, 197229,
CaHkr-MeTepbypr, yn. 3-8 KonHas JlaxTa, 4.
48, kopn. 7, nuT. A
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o ‘A.O. Bepecos

HHLMane, Garmunus
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