QEAEPAABHASA CAVKBA T1O HAA3OPY B COFEPE 3APABOOXPAHEHM S
(POC3APABHAA3OP)

PETUCTPALITHUOHHOE YAOCTOBEPEHUE
HA MEAHWLIMHCROE U3AEJIME
ot 10 saBaps 2017 ropa Ne ®C3 2008/01305
Ha MeaWuMHCKOE H3ZemHe e

Pacxoansie MaTepnanm_ H NPHHALIERHOCTH /ISl JKCIIpecc-aHAH3aTopa
(riiokomeTpa) nopraTHBHOro ''AKKy-Yek Iepgopma’ (Accu-Chek Performa)

Hacrogmee perncTpaloHHOE YAOCTOBEPEHHE BbIIAHO

|| ObmecTBo ¢ orpannueHHoli 0TBeTCTBeHHOCTHI0 "Pom JAuaberec Kea Pyc"
- (000 "Pow Inaberec Kea Pyc"), Poccns, g

| 107031, Mocksa, Tpy6nas niaomans, . 2, nomemenue I, komuara 425

Hpouano,aﬁrem,
(v "Pom Inaberc Kea 'm6X", Nepmanns,
| Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

MecTo NpoH3BOACTBA MEAHLIMHCKOTO H3ACTHA
CM.NIPHJI0KEHIE 5

- Homep perucrpaunonnoro nocee Ne PJI-14932/61904 ot 19.12.2016

1 BuA METMIHHCKOTO M37eTHs CM.IIPHIIOKEHHE

4 Knacc noTeHuHanbHOro pHCKa IPHMEHEHHA MEIANHMECKOTO H3/IETHS 22

|| Koa O6mepoccuiickoro kiaccupukaTopa MpoayKIuH 8 MEIUIMHCKOro uaenus 93 9800

' HacTosiee perucTpaunoHHOe yI0CTOBEPERHE HMEET IPHIOKEHNE Ha 1 JHCcTe




QEAEPAABHAA CAVXKEBA [0 HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3QOP)

MPHNIOKEHUE
K PEFHCTPAH“OHHOMY YAOCTOBEPEHHIO
HA MEAULIMUHCROE U34EJIME

ot 10 sanBaps 2017 roaa Ne ®C3 2008/01305
' JIuer 1

Ha mequumHCKOE U3nenve
Pacxoanbie MaTepHATbLI H IPHHATEKHOCTH /LIS IKCNpecc-anain3aTopa (IIoKoMeTpa)
nopratusnoro "Axky-Yek [leppopma' (Accu-Chek Performa):

1. Tect-nonocku "Axky-Uexk Ieppopma” Ne10 (Accu-Chek Performa Strips Ne10)

(Buz 248900).

2. Tect-nonockH "Axky-Yek ITepdopma" Ne50 (Accu-Chek Performa Strips Ne50)

(Buj 248900).

3. Tect-nonockn "Axky-Yek ITepdopma” Ne100 (Accu-Chek Performa Strips Ne100)

(Bna 248900).

4, KontpomsHsle pactoph! "Axky-Uek [Tepdopma” (Accu-Chek Performa Controls)

(Bun 248950).

5. Yexon (Carry Case (2005i)

Mecto npon3BoacTBa:

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 I[Ipopakua", Poceus, 197229, Canxt-Iletepbypr, yi. 3-1 Konnas Jlaxra, 1. 48,
KopIL 7, nHT. A.
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CUCTEMA CEPTUOURAILMU TOCT P
®EJIEPATTBHOE ATEHTCTBO 110 TEXHUYECKOMY PETYJIMPOBAHUIO M METPOIIOTHH

gy CEPTUOUKAT COOTBETCTBUSA

T
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Ne pOCC DE.PC52.H00961

CpoK AeiicTBHS C 10.12.2019 o 09.12.2020
e 0318306
OPrAH IO CEPTHUOHKAIINH

OpraH no cepTucukaumnm npogykummu OBbecTea ¢ orpaHUYEHHO| OTBETCTBEHHOCTLH «PernoHanbHbIv LIEHTP OLUEHKU
cooTeetcTeua». Mecto HaxowaeHus: 123060, ropoa Mockea, ynuua Mapiwana Peibanko, noM 2, kopnyc 9, nomelleHne 638.
dakTudeckun agpec: 123060, ropoa Mocksa, ynuua Mapwana PeiGanko, oM 2, kopnyc 9, nomewieHune 638. TenedoH:
+7(499)979-00-85, thakc:+7(489)979-00-85, e-mail:regionos@ya.ru. ATtectat akkpeautauun Ne RA.RU.11PC52 ot 11.12.2014,
CPOK AeicTBUA - BeCCPOMHbINA, BbiAAHHBIA DeaepansHoi cnyx0oi No akkpeauTauvm

IMMPOAYKLIHA
PacxoaHble matepuansl U NPUHaAANEXHOCTA ANA 3KCNpecc-aHanusaTtopa (rniukoMeTpa) "r\oXOh i
nopratueHoro «Akky-4ek MNepcopma» (Accu-Chek Performa) (cm. npunoxeHwne Ha 1 kog OK 034
nucte, GnaHk Ne 0067347). (OKnaz):
CepviHbIf BbINyCK. 21.20.23.110

COOTBETCTBYET TPEBOBAHHWAM HOPMATHUBHBIX AOKYMEHTOB

FOCT P 50444-62, FOCT P 51088-2013, FOCT ISO 10993-1-2011, FOCT P ACO koATHB3A

10993-2-2009, FOCT ISO 10993-5-2011, FOCT ISO 10993-10-2011, FOCT ISO

10993-12-2015, FOCT P 52770-2016 3822000000
U3TOTOBHUTEAD

"Pow funabetc Kea 'moX"

Agpec: lepmanua, Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3asoabi-usrotoButenu (CM. npunoxeHue Ha 1 nucrte, Bnaxk Ne 0067347).

CEPTUO®HKAT BBIAAH
O6LecTBo ¢ orpaHU4eHHON OTBETCTBEHHOCTLIO «Pow [unabetec Kea Pyc» (OO0 «Pow Ouabetec Kea Pyc»)
Mecto HaxoxaeHus: 107031, Poccus, ropog Mockea, Tpy6Has nnolwiaab, 4AoM 2, noMmelleHne |, komHaTa 426,
dakruveckuit agpec: 115114, Poccus, ropoa Mocksa, ynuua JleTHukosckas, aom 2, ctpoexue 3, 6/4 «Busansan
Mnasza», OI'PH: 1167746455678, TenedoH: +74952296995.

HA OCHOBAHMH
MpoTokonbl ucneiranuin NeNe 12/055-2019, 12/T.055.1-2019 oT 10.12.2019
WcneitaTensHan nabopaTopus ABTOHOMHaR HeEKOMMepYeckas opraHusauus "LieHTp kayecTsa, 3hhekTUBHOCTH U
BesonacHocTM MeANMLMHCKUX u3nenui”, atTectaTt akkpeautauun RA.RU.21MIO11 ot 07.04.2015, cpok aedcTBus -
BeccpouHbln
PerucTpauuoHHoe YAOCTOBEPEHUE Ha MeauLuHckoe nagenvne Ne ®C3 2008/01305 ot 10.01.2017, depepansHas
cnyxBa no Hapsopy B cthepe sgpasooxpaHeHus (POC3OPABHANL3OP)

AOTIOAHUTEABHASI UHOOPMAILIUSA
MeCTO HaHeCeHUs 3HakKa COOTBETCTBUA — B Toaapoconpoaonnreanow AOKYMEHTauuu, rpacpnqecxoe n3obpaxeHue

A.O. Bepecos

MHMLMAEN!, hamMunus

A.C. Naroa3vHcKni

vHUUMane, damunng

\/’

1 IpH 06513aTEeABHOH cepTUdUKaALUT

AQ -OMUMON-, Mockaa, 2018, -B-  Avuenan e 053-05-08/003 OHC PO, Ten, (465) 726 4 TA2, www 00CION. T



CUCTEMA CEPTUOUKAUMHU I'OCT P
®EJIEPATbHOE ATEHTCTBO 110 TEXHHYECKOMY PEIVIIMPOBAHUIO 1 METPOIOTNN

Ne 0067347
MMPUAOXEHME

K cepruduxary coorserctust No POCC DE.PC52.H00961

[TepeuyeHbs KOHKPETHOM MPOAYKI{MY, Ha KOTOPYIO PacnpoCTPaHsAercd
AeficTBHE cepTH(dHKATa COOTBETCTBHA

| HanMeHoBanHe H 0003HaYeHNE i Ofo3nayeHue AOKYMEHTAaH,
[ N = NPOAYKIHH, €€ H3TOTOBHTeAD | 110 KOTOPOJ BBIMYCKAETCs POAYKITHS
koa TH B3A =
kon OK 034 PacxodHble MaTepuanbl U NPUHAANEXHOCTH
OoKnaz2): ANR aKCnpecc-aHanuaaTopa (rniokomeTpa)
21.20.23.110 nopTaTuBHOro «Akky-4ek Mepcgopmar (Accu-
3822000000 Chek Performay):

1. TecT-nonocky "Axky-Yex Mepcopma" N210
(Accu-Chek Performa Strips Ne10) (1A
248900).

2. Tect-nonocku "Axkky-Hek Mepcgopma" NeS0
(Accu-Chek Performa Strips Ne50) (sva
248900).

3. TecT-nonocku "Akky-Yek MNepdopma"
Ne100 (Accu-Chek Performa Strips Ne100)
(Bug 248900).

4. KoHTponbHble pacTBopbl "AKKy-Hek
MNepdopma" (Accu-Chek Performa Controls)
(eunp 248950).

5. Yexon (Carry Case (2005i)).
3aBofbl-U3roTOBUTENM!

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

Roche Diabetes Care, Inc., CoeanHeHHble
Wrarsl, 9115 Hague Road, Indianapolis,
Indiana 46250, USA.

Roche Operations Ltd., MyapTo-Puko, 2875
Ponce By-Pass, Ponce, 00728 Puerto Rico.
Bionostics, Inc., CoeguHeHHble WraThl, 7
Jackson Road, Devens, MA 01434, USA.
3A0 "Pagayra MNpopakwh", Poccus, 197229,
Carnkr-NeTepbypr, yn. 3-8 KonHas flaxTa, 4.
48, kopn. 7, nuT. A,

A.O. Bepecos

MHMLMANL, DaMUIVR

A.C. Naroa3vHCcKui

vHAUMANLL, GamMunna

AQ ONUADH=, MoCx8a, 2018, «Be  nwusrava Na 05 05-09/003 OHC PO, ten (435) 726 4742, www opCIoN 11




