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Ne 1462363
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Tenetbou (495) 730-24-83, daxc (495) 730-24-83, anpec s5neKTpoHHO# mouTs! info@p-s-a.ru.

CHCTeMa KOHTPOJIS ypomm [JOKO36I B KpOBH (TJIIOKOMETD) (
ITPO YK
MOpTAT, c snemenTom nurtanus OneTouch Verio IQ (YauTau Bepuo Aii- xoa OK 005 (OKTI):
Ksi0) (CM npuioxenue Ha 2-x jgucrax). HIT usrorosuteiis. CepuifHbIi BBITYCK. ;

94 4300

CROTBETEEBYI PRERQBA TN HOPMATHBHBIX AOKYMEHTOB

FOCT 1SO 15197-2011, TOCT 19126-2007; xop TH B4 Pocem:
TOCT P M3K 60601-1-2-2014; ' 9027 801700
FOCT ISO 10993-1-2011, FOCT P ICO 10993-2-2009, ’

FOCT I1SO 10993-5:2011, FOCT ISO 10993-10-2011,
TOCT ISO 10993-11-2011, TOCT ISO 10993-12-2011,
FOCT P 52770-2007:

“JTaml)CxaH TOpon noxpasaenenue Cunar 'M6X Murepnemnn”
6413 E %‘ﬁrope a Division of Cilag GmbH International.
Apnpec: Gubelstrasse 34, 6300 Zug, Switzerland (cum. npunoxenue), Llseinapus.

MKAT "Jlaiih)Cxan Idp.on nojpasjenenre Cunar 'm6X MnaTepHemsn"
urope, a Division of Cilag GmbH International. Azxpec: Gubelstrasse 34, 6300 Zug,
/ Switzerland IIeitnapus. Tenedon +41 (0) 58 231 50 50, daxc +41 (0) 58 231 50 51.

N QSRR No 1725/15 o1 27.08.20155. HIIIT 000 (IICA, per, Ne POCC RU.0001.21AMS4;
Ne 302 3MC/2015 ot 21.08.2015r. FIL] 00O "LICMU BHUMMIT", per. Ne POCC RU.0001.21M02;

Ne 2187.013P ot 26.08.2013r. , Ne 3448.013P, No 3449.013P, Ne 3450.013P ot 18.12.2013r., Ne 2039.014P,
Ne 2040.014P o 14,08.2014r, MJIL{ GI'BYH HUM ®XM ®MBA Poconm, per: Ne POCC RU.0001 211M33;
PerucTpalHOHHOr0 yA0CTOBEPEHHS HA MEIMIIUHCKOE U3/ie/ne <Denepanbnoﬁ cnyx0e! 110 Hanzopy B cepe
3apasooxpaHerus Ne P3H 201 5/2938 orl l .08. 2015 T .
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CUCTEMA CEPTU®UKALNYN FOCT P
OETEPAIIHOE ATEHTCTBO 110 TEXHUYECKOMY PEIVIIHPOBATHIO 1 METPOJIOTHN

Ne 0965503
ITPUAOIKEHUE |

K cepruduKary COOTBETCTBMS NePOCC CH.MM28.H01707

~ \
[TepeyeHb KOHKPETHOM NPOAYKIHH, Ha KOTOPYIO pacnpoCTpaHseTcst
AejlicTBUE cepTHdUKATAa COOTBETCTBHS

koA OK 005 (OKIT) d
HaumeHoBaHue H 0003HaYeHHE OGo3HayeHHe AOKyMeHTalHH,
NPOAYKLUHH, €e H3TOTOBHTEAD 10 KOTOPOIT BBITYCKAETCsI [POAYKIHS
Kxop TH BOA Poccun

944300 - CHcTeMa KOHTPOJis yPOBHSA [JIFOKO3BI B KPOBH
0027 80 1700 (rMOKOMETp) MOPTATHBHAS C 3JIEMEHTOM NHTAHHA

OneTouch Verio IQ (VauTau Bepuo Ait-Kz10)

B COCTABE: -

BapuaHT nocTask 1:

- TmokomeTp OneTouch Verio IQ -1 wT;

- 3apsAHOe YCTPOHCTBO € afanTepoM -1 mr.;

- KaGens Mini USB -1 wT,;

- Tecr-nonockx OneTouch Verio (10 wryk B
YNAKOBKE);

- Pyuka aBTOMATHHECKAS MAOTOpasosas /A
3a6opa oGpasua kposu OneTouch Delica - 1 wr,;
- Jlauners OneTouch Delica (10 wTyk B
yNaKoBKe);

- Oytaap-1 wr.

BapuaHT MOCTaBKH 2!

- I'moxometp OneTouch Verio IQ -1 wr.;

- 3aps/iHOe YCTPOHCTBO C afanTepoM =1 T,

- Ka6esms Mini USB -1 .}

- Tect-nonocku OneTouch Verio (10 1 50 mTyx B
yTMaKOBKE); /
- Pyuxa aBTOMaTHUECKaA MHOTOpasosas Juii
3abopa ofpasiia KpOBH OneTouch Delica - | wrt.;
- Jlauuerst OneTouch Delica (10 wTyk B
yMaKoBKe);

- Oyrnap -1 wr.

MecTo Npon3BOJICTBA:

1. Lifescan Europe a Division of Cilag GmbH
International, Gubelstrasse 34, 6300 Zug,
Switzerland. :

2. Flextronics Industrial (Shenzhen) Co., Ltd., 1/F,
3-5/F Bld 2 & Bld 3 Yusheng Ind. Pk. 467
Xixiang Sect., National HW 107 Xixiang, Baoan
District Shenzhen, Guangdong, 518126, China.
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CUCTEMA CEPTUOUKAIIUU I'OCT P
MEJIEPAIIBHOE ATEHTCTBO 110 TEXHMUECKOMY PEI'YIMPOBAHUIO 1 METPOJIOTN

‘- Ne 0965504
ITPUAOXEHUE
rEns NePOCC CH.I/IM28.HOI7Q7

K ceprudukary cooTBeTc

ITepeyeHb KOHKPETHOM MPOAYKIMH, Ha KOTOPYIO paciupoCTPaHsIeTCs
AeMicTBUE cepTH(PHUKATa COOTBETCTBUS

\
J

xoa OK 005 (OKIT)
O0o3HavyeHne AOKYMEHTauuH,

10 KOTOPO¥ BBINYCKAETCS MPOAYKILHST

Haumenosanue 1 0603HaYeHHe

koA TH BOA Poccun

NMPOAYKIIHH, €€ H3TOTOBHTEAD

94 4300
9027 80 170 0

3. LifeScan Scotland Limited, Beechwood Park
North, Inverness, IV2 3ED, United Kingdom.

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

5. Universal Biosensors Pty. Ltd., 1, Corporate
Avenue Rowville, Victoria 3178, Australia,

6. Nypro Plastics & Metal Products (Shenzhen)
Co., Ltd., No. 18-1, Longshan Industrial Zone,
Nanling Village, Nanwan Community, Longgang,
Shenzhen, Guangdong, 518114, P.R. China.

7. Facet Technologies, LLC, 101 Liberty
Industrial Parkway, McDonough, GA, 30253,
USA.
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®EAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHWS
(POC3APABHAA3OP)

'PEFTMCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAMLMHCKOE U3/EJIME
or 11 aBrycra 2015 roga Ne P3H 2015/2938

Ha MeMITUHCKOE H3/IETHE
CuereMa KOHTPOJIS! YPOBHS IVIIOK03b1 B KPOBH (rymoxomeTp) MOPTATHBHAS €
ynemenrom narapmst OneTouch Verio 1Q (YauTau Bepno Aii-Kn10)

- Hacrosmnee pemc'rpauaonﬂée yI0CTOBEPEHHE BBIJIAHO

O6mecTBO ¢ OrpAHNYeHHOi 0TBETCTBEHHOCTLIO " JlaoHconH & Jlzxoncon'"
(000 " ixoncon & Jixouncon'"), Pocenst,

i | 121614, Mocksa, yi. KpsuiaTekas, 1. 17, kopm. 2

[IponsBOAUTENH

- " JIaigCran IOpon moapa3saeneHue Cuunar ’'m6X Anrepuemnn', Hseiinapus,

LifeScan Europe a Division of Cilag GmbH International, Gubelstrasse 34, 6300 Zug,
Switzerland

Mecto TIPOU3BOJICTBA MEIUIHHCKOTI0 H3CIH

 CM.OPHJIOZKEHHE

HoMep PerHCTpalMOHHOTO 10che N PJI-5056/34801 ot 26.09.2014

Buj1 MEAMITHHCKOrO H3/ICTHA -

Kirace MOTEHIHAIEHOT0 PHCKA IIPHMEHEHH MEMIIMHCKOro H3/1e/Ius 20

Kox O61mepocCHifckoro Kiraccu(uKaTopa npoyKImi uid MEIMIIHHCKOI0 uspenas 94 4300

| Hacrosuiee PErHCTpAIHOHHOE YIOCTOBEPEHAE HMECT npHIoKeHHe Ha 1 CTe

JIOTTYIIEHo K 0GPANEHHIO Ha TepPHIopHH Poocuitckoit Dengpanmu.

npukaszom PocajipaBHajizopa OT 11

5 -

PykoBognTeNH ibeuepansnoii J

" 1o Haazopy B cepe 3ApaBooxpane T




: CDEA.EPAABHA}I CAV)KBA MO HAA3OPY B C<DFPE SA,PABOOXPAHEHVUI
(POCSAPABHAASOP)

7 . l'lPl/lJlO)KEHl/IE

L KPEFHCTPAHHOHHOMY VAOCTOBEPEHHIO
Z ' HA MEAMLIMHCROE U3AEJIHME

or 11 apryera201Srosa  No P3H 2015/2938

Ha MeMIHHCKOE H3/IeNHe
Cucrema KOHTpOJ'lﬂ YPOBHSI [IIOKO03bI B KPOBH (TII0KOMETp) HOPTATHBHAS €
siaementom mutauns OneTouch Verio IQ (YanTau Bepuo An-ICmo), B COCTaBe:
BapuanT moctaBku 1:
- I'moxometp OneTouch Verio IQ - | mr.;
- 3aps/HOE YCTPOMCTBO ¢ afanTepoM - 1 mr.;
- Ka6ens Mini USB - | mt.;
- - Tect-montockn OneTouch Verio. (10 m'ryx B ynaxomce),
- Pyuxa aBTOMaTHYeCKas MHOropasoBast ULl 3a6opa obpasua kposr OneTouch Delica - 1 mi.;
: - Jlanue'rm OneTouch Delica (10 WTYK B YITAKOBKE);
. -@ymup - | m.
Bapaam' TOCTABKH 2: ik
- I"moxomeip OneTouch Verio IQ - 1 mT.;
- 3BapaaHOE YCTPOHCTBO C ANaITepoM - 1 wr,;
B - Ka6ens Mini USB - 1 m.;
. - Tect-monocku OneTouch Verio (10 u 50 mTyK B yrakoBKe);
- Pyuka aBToMaTHueCKas MEOTOpasoBas uis 3a6opa obpasia KpoBH OneTouch Delica - 1 mr.;
- Jlannetst OneTouch Delica (10 miTyk B ynaxonxe),
- @ynp - 1 mm.
. MecTto npoH3BoOJACTBA: 5
1. Lifescan Europc a Division of Cilag GmbH International, Gubelstrasse 34, 6300 Zug,
watzerland
582 Flextronics Industrial (Shenzhen) Co., Ltd., 1/F, 3-5/F Bld 2 & Bld 3 Yusheng Ind. Pk. 467
- Xixiang Sect., Natmnal HW 107 Xixiang, Baoan District Shenzhen, Guangdong, 518126,
- China. L
3, LifeScan Scotland lextcd Beechwood Park North Inverness, IV2 3ED, United
-Kingdom.
4, Bionostics, 1Inc., 7 Jackson Road Devens, MA 01434 USA
5. Universal Blosensors Pty. Ltd., 1, Corporate Avenue Rowville, Victoria 3178, ‘Australia.
6. Nypro Plastics & Metal Products (Shenzhen) Co., Ltd.; No. 18-1, Longshan Industrial
Zone, Nanling Village, Nanwan Commumty, Longgang, Shcnzhcn, Guangdong, 518114,
P.R. China. :
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