Ta

AERJIAPATIHSL O COOTBETCTBHH

!

E H i EBPA3HMCKHUN DKOHOMMYECKHH CO103

JanBuTenD, OOWECTRBO C OrpaHHHIEeHHOH OTBeTCTBEHHOCTLIO Powu Juaberec Kea Pyc
(ynonuomouenHoe narotoutenen auue), OCPH:1167746455678

MecTo Haxoxaenns: Pocciiicxas @enepantus, ropox Mocksa, 107031, Tpybuas mnomans. . 2,
nomeitense [, komyara 42 §, ajpec MecTa OCYLIECTBACHIS NesTenbHocTH: Poccuiickan
®enepauns, ropox Mocxkaa, 115114, yi. JIeTHHKOBCKas, 10M 2, CTPOeHHE 2, 6/11 «Busanbiy
[Laazaw. Tenedon: 4932296995, Anpec anextpoiiHoil moutni: Russia.regulatorydc@roche.com

s anue lenepansroro aupekropa Kapuyxuna B.B.

3A5IBJISAET, YT0 DKCIPECC-AHANH3ATOD (ITIIOKOMETP) TOPTATHBHEI AN ONPEACNSHIL ¥POBHS
caxapa B KpoBH "Axky-Hex AKTB" (Accu-Chek Active), Sxenpecc-anann3aTop (rmOKOMETP)
nopratasHbli «Axky-Hex Mobaiim{ Accu-Chek Mobile) ‘

srorosnredask "Roche Diabetes Care GimbH, Mecrto HaxomaeHs ¥ ajpec MecTa
OCYLIECTR/ICHH: ASATCALIOCTH N0 H3TOTOBIEHHIO Npoaykiue: [ epmanns, Sandhofer Strasse
116, 68305, Mannheim, Germany, ®unuansi:1. Sanmina Ireland UC Rathealy Road Fermoy,
County Cork Ireland. 2. Sanmina (Shenzhen) Ltd., | Nan Ling Road, Xinndustrial District, Sha
Jing, Bao An, Shenzhen 518125, China, 3. Altek Corporation, No77, 3rd Main Street, Kunshan
Free Trade Zone, Jiang Su, China.

Ko,1 TH B3I EASC 9027500000, Cepulinsii seimyck

COUTBECTCTBYCT ’IT]')EGOBR!!HSIM !

TP TC 020/2011 "DnexrpoMaruuTHas COBMECTHMOCTE TEXRUYECKHX cpeacTn”
P

,l(en:mpamm 0 COOTBETCTBIIN NPHHATA HA OCHOBAIIII

npoTokona Heneirankit Ne 2017.D-132.11RH ot 20.10.2017 OQ0O I/Icnsrra'rem,nmir
Jiabopartopueli nerrp "MeaTectlIputop”, per. No POCC RU.0001.21MTI126 or 22.07.2015.
Cxcma JICKNapHpoBanHs cooTBeTeTHs: 11

Hdononunrensnas nudiopmasn

Cpox ciyxObl YKa3aH H3rOTOBHTENEM B AOKYMEHTAlHH HA MPOAYKUHIO. Y CIIOBHS XpaHeHNs
CTAHAAPTHEIC ITPH HOPMATLHBIX 3HAYSHMAX KNHMATHUECKHX (akTopoB BHemteli cpelsl. Cpok
XpaHeHHd H3TeNia He YCTaHORICH. Tpeﬁosamm TP TC 020/2011 "3aexTposaruuTHas
COBMECTHMOCTE TEXHHUECKHX CpejcTs” coSiII0AaI0TCS B pe3yIETATE NPUMEHEHHS Ha
lobposoibHoit ocHose T'OCT 30324.1.2-2012 (IEC 60601-1-2:2001) Msgenus rMeanuuHcKie
anekrputeckne. Yacrr 1-2. Obume tpebopaius Ge3onacHocTn. DNeKTpoMarHuTHas
COBMECTHMOCTL. [pedoBanIia U METONELL HOIBITAHTI.

Aewaapaunst 0 cooTBeTCTBIN ALIICTBHTEILHA ¢ AaTBI perneTpammn no 18.12.2018
BRIIOMITEIL IO .

i

Kapnyxug B.B.

(.1.0. 3asBuTEnS)
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OEAEPAABHAJSL CAYIXKBA T1O HAA3OPY B COEPE EMABOOXPAHEHM}I
(POCSAPABHA.ASOP)

PEI'HCTPALIHOHHQE Y,D,OCTOBE.PEHPIE

HA MEAHLIMHCROE U3AEJUE *'
oT 24 mapra 2017 l"Ollaf\ ?i Ne ®C3 2007/00817 7

Ha memmmscKoe m3nemme 1@ R
JKcnpecc-aBAIHIATOP (rmoxome’rp) TIOPTATHBHBIH AL oupene,nefmn YpOBHS
caxapa B KpoeH "'Akky-Jexk AxkTup': (Accu-Chek Active) ¢ HpHBBJlJIBDKHOCTHMH

5 qi

—-..

Hacrosree perucrpaluonnoe ynompepeune BHIIAHO o
Obmrectno ¢ orpanuyennoii OTBETCTBEHHOCTRIO «Pom Haaberec Kea Pyc»
(000 «Pom Tuaberec Kea Pyc»), Poceun, 107031, Mocxna, prﬁnaa WIOIALD,
a. 2, nom. I, xomu. 426 @

!:»

Iponssogutens | /S_:

"Pom Huabere Kea I’MﬁX"'l"epmannﬂ, o5
Roche Diabetes Care GmbH Sandhofer Strasse 116, 68305 Mannhenn, Germany

;

Mecro nponaao;;cma MC,IIHIIHHCKOI‘O H3/IENHAS
M, IPAIOKCHHE il

—
f; I -?'-

Homep pemcmam«!onnoro Iocke Ne P,H-16236/77910 c}"r 09.03.2017

WAYAS

Bun ME,II}UIHHCKOTO nagem 300680 é@}
L__ —:

Knace uo*rennna.:mnoro PECKa IpHMEHEeHHs Memnﬂcxoro u3nenas 22

Cd
e
B3

J':“-'.‘,"

Koxn Oﬁmepoccnﬁcxoro KnaccH(pHKaTOpa npo,n;ymna U1 MENHITHHCKOTO usnemm 94 4300

Hacrosmee pemcmaunormoc ynocmﬂepeuue ‘HMECT NIPHNOKECHHE Ha 1 J'IHCTC
=) -

\-

N7,

Nl IIOHymeao X oﬁpamenmo Ha "rep_pmopnn Poccnidy

3amMecTHTETh PYKOBOIHMTENT PenepanLaoH RO IS £ 7
no aamopy B chepe :mpanooxpanennﬂ A AN, '.ﬁ ‘S JLEO. Tlasarxes
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d)E,A.EPAAi‘;HAJI CAYZKBA 10 HAA3QPY B COEPE 3APABOOXPAHEHMA .. -
(POC3APABHAA3OP)

" B T T e et dam e mm———— i ik W e e vy A et 8 g AR

HPHHOH(EHHE
RPETMCTPALUHOHHOMY VAOCTOBEPEHHIO

HA MEAHLIIMHCROE U3ENHE

ot 24 Mapra 2017 rona Ne @C32007/00817

Jiacr 1

. X
€ Lo
Ha meppnuackoe usgenme t' b /‘ il
AKcmpecc-aHANHIATOP (NIIOKOMETD) uopramnumu AA" onpefeIeHAd: yponnﬂ
caxapa B KpopH "Axxy-Hex AxTap" (Acca-Chek Active) ¢ npuuwmenmocmmu
L. FlpanagnexaocT: N
1. Ye1po#icTBo jH1g IPOKILIBAHHA KOXKH Axxy-‘{ex Codriutukce”
(Accu-Chek Softclix Lancing Device).:
2, Jlasnernt "Axxyﬂ{erc Codriumke",. 10 urr, {(Accu-Chek Softclix Lancets 10 pcs).
3. Tect-monockn "Akky-Uek Azcm" rlO nrr. (Accu-Chek Active Test Strips, 10 pcs) -
He Hosee 5 ym. -
4. Tect-monocky *AKKy- TIex Axma’" 50 wr. (Accu-Chek Active Test Strips, 50 pcs) -
He Gosee 5 ym. . e
5. Tecr-nonocm "AKKy-Uex A:mm" 2x50 (100) m. (Accu~Chek~Act1ve Test Strips,
2x50 (100) pcs) e Qonee 5 yn T {}-r
6. Uexon (Carry Case).  ..° ' 2,
MeCTo NpORIBONCTRA: ",'f"-‘-« »? ;'
1. Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannhelm Germany.
2. Roche Diabietes Care GmibH, Sandhofer Strasse 116, 68305, Mannheim, Germany.
3. Asahi Polyslider Company, Limited, Okayama KUSC Plant, 8602 Misaki, Maniwa,
Qkayama, Japan. e
4. Balda Me.dxcaLGmbH & Co. KG, Bergkirchener StraBe 228, 32549 Bad Oeynhauscn,
Germany. e
5. Gerresheimer chensburg GmbH, Hirtenstrasse 50 92536 Pfreimd, Germany.
6. HTL-Strefa S.A., ul. Adaméwek 7, 95-035 Ozorkéw, Poland. ~)
7. Sanmina Ireland UC Rathealy Road, Fermoy,, County Cork, Ireland.
8. Sanmina (Shenzhien) Ltd., 1 Nan Ling Road, Xm Er Industrial District, Sha Jing, Bao Au,
Szhenzhcn 518125 China.
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MItHHCTEPCTS0 1APOBOOXPAHCIHR
Poccibickolf Geacpalkhg

Koa dwpud i ORYIL

Kea yupewasuita i K10
EE LM THITTN R LIRS R R

Dapaa N JOR00-Tiy

Yiavpkaena upisarew Muwrepctin

ipumoos pancini Pocci ekl eleauinn

or 27 12,2000 Xe 38|

rOCYRBAPCTBEHHAR CAHUTAPHO-3MUAEMWONOIUMECKAR CITYXKBA
POCCUCKOW QEL{EPAUMM

TMABHbBI TOCYOAPCTBEHHbLIA CAHMTAPHbIl?I BPAY

Henapramant rOCYAapCTBeHHOr0 CaHUTapHO-3NKHAEMUONOrA4ecKoro Hagopa
{ HAMMEHOBZHYC TEPPHTOPKH, BEXOMCTIA)

CAHKTAPHO-3THEMHONOTHYECKGE 3K TIOYRHFE

MP o 77.9704.9440.006962.10.02  OT  09.10.2002r.

.
-,
-

HacrosuwusM CaHWTapHO- 3nunemuonomqecmm 38KJHO‘-§CHHGM YIOCTOBEPACTCH, YTO
NPOTYKLHA, NPEICTARIAIOLIAS QOTEHLIHAITbHYIO OMACHOCT 1A YETIOBEKa;
M3nenya MeguUMHCKOro HaaHaveHus (COrRacHD NPUNOKEHUK)

HBI‘O’[UBHEHHM B COOTBET CTBHH

1996 (N¢ LRQ 0933124/3 o1 §1.06.2001 7.), capmcpuxarom coome*rc:‘ramn cr?Hnapram mN e
13485.2001, i 0 g 301 1994, EN 46001-18968 .

COOTBETCTEYET (13 UTEPELIM IpaBLRANM

{HCHYHHOE 184ePKHY Th, YKa1aTh noAxog nauueuomzmc rOCYREPCTBCHHBIX caun'rapﬂo “ANKASMHONOTHUCCKUK

1pPasHIl K HOPMATHEOB)!

MH 2.3.3.872-0C, CanlMuH 2.1.4, 1074 01 “CBOPHUK PYKOBOARLIMX METOANMECKUX MaTepuancs no
TOKCHEONO-FUINEHUHECKAN UCANRINRAKUAM NONYMATHEX MATAMUANE 11 21801 HY 47 0THRDe
MeOMUMHCKOro HagHaveHus", yte. M3 CCCP 27.11.85r., M., 1887

Ograuuaaunx U3FOTOBHTEAS
oche Biagnostics GmbH, Sandhofer Strasse. 116 D-68298, Mannheim, Germany, OPF

[Tonyyareab CAHUTAPHO-IMUIAEMHKOJIOTHUECKOTO 3AKIIOIEHHUA
3ACQ "Pow-Mocksa", 117246, Mockaa, HaywHuli npoess, B, Poccuitickas degepauvn

v}
= Fywiesncaan T T L T T4 e risnarienty fira aammmamam add
OCHOEQ-“:\-:‘A Hi’h:: I-Atill-lllldl.kllll "FU“"J ILAFAERy \avutuyaunu; L N U uuuiu»avlu)ﬁ I\Jl.l.l\.al'll

CAHMTEDHbIM HIPABHIIAM, HBARIOTCH (nepeuneants PACCMOTPERIHAIC TPOTOKSAL! HCCIICAQBAHH . HUNMCHOBAHKE
YADSKACHHA, PCIOAHBUICTD HCLTCACARHHA, APYTHE PACCMOTPENHLIE AOKYMCHTEL):

TOKCUKONOTMYEecKoe 3akmoveHune ot 26.03.2002 r. Ne 185-02, sbig, BHUMWMT MAP®, skcnepTHoe
aaknovenns or 09.10.2002 r. Ng 10/01-838, stinanHos MenbitaTenblbiv UanToey HIAA MeutiHe!
Tpyaa PAMH (Attectar Axkpenuraumu Ne TCIH RU.LIOA.148 ot 12.08.2002 r.), ParucToanuceinas
yaccTosepenve M3 PP or 11.03.2002 r. Ne 2002/112
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(3BMECTHTEIb [IABHOM) FOCYAAPCTBEHHOIO CAHUTAPHOTO Bpauya)

—tiipe N

TUTHEHHYECKASA XAPAKTEPHCTPIKA [TIPOAYKHUH
Bewectna, [arueHHueckuit

nokasareny (paxropsr) HOpPMATHB
(CanlluH, MAY, ITAK u ap.)

Murpauua BpeAHbIX BELACTE U3 MATEPHANOB WIAANWA B ANCTANAKPOBANNYK BOAY, AKM
(Mf/n, ne Gonee)

XaAMHA ' 0,001
canHey 0,03
Wenexo 0,3
LWHK 1.0
anoBsa ‘ 20
CaHNTAPHO-XMMUHECKAR CUBHKA BOAHBIX BHITAXKEK HI MATEPHANCE HILENMA
Hameneuns pH (9. pM, Ha Sones) +1,0
YNsTPAHONBTOBOS NOTNOWeHWe B AHanaone 220 - 360 wm (ea. 0.1, e Sonee) 0,3
BoCCTaHOBYTONbKLE NpaMeck (Mn 0,02 H p-pa Tuocynbdiata KaTpus, e Bonea) i
TOKCUKONOMHYOCKAA CUSHKE BOAHBIX BTAXOK W3 MATAPHENCE W3Zanud
Qbwerokcuveckoa a0348ACTANS GTCYTCTBAG
Pazapaxaowes AeficTane Ha xoxy (Sann) ’ b}
Pa)ApaxaIoLLse Z6ACTERE HA CNUIKGT olionouky (Bann) 0
FamonuTyuecxoe AeAcTeue (%, e Gonee) . 2

-4,

v

O6nacTb NpUMEHEHNA:

ANA UHAMBKAYANBHOID NCNONLICBAHKA, ANA NPNMEHEHUR 8 JINTY, BnarkocTUHeCKMX YHPeKABRUAX,
CNywBax CKGROA NOMOLLK, MY CKPUHWHIE, B anTekax

Heobxoaumbie ycnosns HCTIONB30BAHMA, XPRHCHHA, TP2HCOPTHPOBKH M Mepm
0e30macHoCTH: ;

COOTBETCTBUN C yxasaﬂmmn' q:Mprn-uaroroawTenﬁ, fPpK Hanuuuy geRcTayowerc
PerucrpaukoHHoro yaoctosepedua M3 PO

HudopMaLus, HaHOCHMas Ha ITHKETKY:

HAUMEHCBEKAB NPOAYKLIMN, (DUPMbI-MITOTOBUTENA, CTRAHBI, HadHavenne, yenoans GeonacHore
APUMEHEHUR, ﬂonycxaercﬂ WenoNb3CBaTL I'IDHGOD TONbKO B PEXMME HAHECeHUA Kannk KpOBKU Ha Tol
NONCCKy, HaxogAwWyloes are npubopa

3aKTIOUCHHE JeicTB
ACHCIBHTENILHO 10 40 44 2007 1.

I'1aBAbIH rOCYARPCTBEHHLIH CBHHTﬂpHHH Bpay
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MUHWUCTEPCTBO 3[APABOOXPAHEHWA POCCUCKOW ©EQEPAUN

OCYLAPCTBEHHAA CAHUTAPHO-9MMBEMAONOMNHECKAR CNYXBA
POCCUNCKOW OEQEPALIN

TPANOXEHNE
K CAHWTAPHO-3NUAEMWUONOTUYECKOMY SAKNMIOYEHAD

T 77.89.04.944 8.008862.10.02 ... OT 068020020 - o cmveer.

N3087MA MBAVLIMHCKOrO Ha3HaueHusa 1

1pecC-aHanuaaTop (rnickoMeTp) nopraThaHeLh "Axky-Hex AxTve" B cocTase: aliile U nHUzpAKpacHEIM NOpTOM (SIR in

red cable kit for Accu-Chek irisrumants); yCTpORCT20 ANA NPOKAAEIBAHNA NansLal Akky-Hek CoahTknuke Knacen |\

u-Chek Softclix Classic). Axxy-Hex Corrauke po {Accu-Chek Softclix Pra), naHuarbl: Akiy-“ek Coprrnvke | 2

scuk (Accu-Chek Softclix Classic), Akky-Hek Codrrnukc Mpo (Accu-Chek Softclix Pro); TecT-Noneckk AkKy-4ex
1B Fnickoaa {Acci-Chek Active Glucose)

73

L K
fihe penapraugy

maeHbiil rOCYHAPCTEGHHbIA CaHTapHbIA BPAY i) TOCHMACTRERKGPD
(3aMECTUTENS [MABHOIC FOCYAPCTEEHHOrO CAHHTAPHOIO Bpaya) ye “1@&3%&1
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