TAMOXEHHBINU COIO3
| HEKJAPAIISA O COOTBETCTBUU

3asBHTENBb, 3aKpHITOE AKIM oneprHoe ObwectBo «KommiekTCepaucy (MMIo ymoaHOMOuYeHHOe
HA3roToBHTENEM, oroBop Ne 3/026 ot 10.04.2015);

OI'PH: 1027739101004, Ceenenus o TOCYNapCTBEHHON pervcTpanuu: MexpationHas WHCTeKms
MHC Poccum Ne 39 mo . Mockae ot 22.08.2002

Anpec: 123557, Poccus, Mocksa, Bombmoii TummrCcknit mepeymok, mom 26, Kopnyc 13-14,
Daktuaeckuii anpec: 125413, Mockaa, yi1. Conneunoropckas, 4, Tenedon: +74959871892, daxkc:
174959871892, E-mail: info@csmedica.ru

B JiHne McnonnurensHoro mupekTopa Kpukynunka Makcuma Boprcosuua

:lilﬂBJIﬂeT, qTo0 I/I3MepI/ITeHI/I apTepHam,Horo JaBJICHUA U YaCTOThI InyJbCa aBTOMaTquCKI/Ie, Moaeinu
UMRON R1 (HEM-6114-RU), OMRON R2 (HEM-6113-RU), OMRON R3 Opti (HEM-6200-
RU), OMRON RS Prestige (HEM-6052-RU), OMRON R7 (HEM-637-E7), OMRON RS1 (HEM-
6120-RU), OMRON RS2 (HEM-6121-RU), OMRON RS3 (HEM-6130-RU), OMRON RS6 (HEM-
6221-RU), OMRON RS8 (HEM-6310F-E)

nsrorosuress OMRON HEALTHCARE Co., Ltd.;

Anpec: 53, Kunotsubo, Terado-cho, Muko, Kyoto, 617-0002, Japan, SInonus;
JaBOJBI-NU3TOTOBUTEIN

1. OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto,

617-0002, Japan, Snouus

2. OMRON DALIAN Co., Ltd., Economic and Technical Development Zone No. 3 Song Jiang
Road, Dalian 116600, China, Kirait

3. OMRON HEALTHCARE MANUFACTURING VIETNAM Co., Ltd., 28 VSIP II, Street 2,
Vietnam-Singapore Industrial Park II, Binh Duong Industry-Services-Urban Complex, Hoa Phu
Ward, Thu Dau Mot Town, Binh Duong Province, Vietnam, BeeTnam

Kox TH B3J1 9018901000, Cepuiinbrit BBIITYCK

COOTBETCTBYET TPeGOBaHUAM
TP TC 020/2011 "2neKTpOMarEUTHAs COBMECTHMOCTD TeXHHUECKHX cpeacts".

,Z][e}mapaunﬂ 0 COOTBETCTBHMH IPUHATA HA OCHOBAHUH

LIpotokon ucnerrammit Ne 2085EM-LAB05/15 ot 05.05.2015 McnbrratenbHoi nabopatopuu OO0
"AnBecTnurOHHas Kopropauus", aTTectar akkpeguTamun Ne POCC RU.0001.21MD64, 117218,
Poccwus, r. Mocksa, yiu. Kpxmxanosckoro, 1. 17, Kopi. 1, Temn.: (495) 4070622

JononnurensHas nadopmanys

Cpoxk ciyx651 10 net. Ycnosus XpaneHus: BIaxHOCTS 0T 10 10 95% npu t ot -20 o +60C. Cpok
XPaHEHHUS — HE YCTAaHOBIJIEH.

AeHCTBUTEIbHA € [JaThl perucrpanuu mo 18.05.2020

M.B. KpukyHuuk

(I/IH]?IIII/IB,J'IBI Hu (l)aMI/IJ'II/I}I PYKOBOIHUTEILS OpraHU3aluu-3asIBUTEIS
HIH ¢)H3I/I‘-IGCKOFO JMIna, 3ape€TUCTPUPOBAHHOIO B Ka4€CTBE
HHIWBUOYAIBHOT'O HpeﬂHpI/IHI/IMaTCJlﬂ)

"o
CBeneHNs 0 perHCTPALNY AEKJIAPALMH O COOTBETCTBHM:

Perucrpanuonnsnii Homep nexnapaunu o coorsercrun: TC N RU JA-JP.PC52.B.00016

Jarta permcTpanun xexJaapannu o coorsercreun: 18.05.2015




AEKJIAPALIUA O COOTBETCTBUHA

3akpeiToe aknnonepHoe oomectso ''KommiekrCepsuc' 3A0 "KommiexkTCepsuc"

(Hal/lMCHOB’dHMC OpraHusauuu ujin d)amnnym, UM, OTYECTBO MHAMBHAYAJIbHOTO NMPEANPUHUMATEIA, NPUHABIIMX ACKIApaLHIO O COOTBCTCTBHH)

Mexpaiionnas nacnexnus MHC Poccun Ne 39 o r.Mockse , 22.08.2002

CBCACHHMS O PErHCTpaALMK OpraHu3alnu Uik HHAUBULYAJIbHOIO NPEANPUHUMATEIA

OI'PH 1027739101004

(HAMMEHOBAHHE PErUCTPUPYIOLLETO OpraHa, 1aTa PerucTpalti, perucTpaloHHbI HOMEp)
Anpec: 123557, Poccus, r. Mocksa, bonbmoit TummHckuii nepeyok, 1.26, kopn.13-14
tesiedon: +7 (495) 987-18-92

(anpec, TenedoH, pakc)
B mune  McnonnutensHoro aupekropa Kpukynuynka Makcuma bopucosuya

(OIDKHOCTD, (paMUJIUA, UMS, OTYECTBO PYKOBOJMTE/IS OPraHU3aLMK, OT HIMEHH KOTOPOI IPUHUMACTCSA JACK/1apaLus)
3aHBJISIeT, qTo I/ISMEPHTCJIB ApTEPUHAJTBHOI0 JaBJCHUA U YACTOTHI IIYJ/IbCA aBTOMaTHYeCKHI
OMRON R1 (HEM-6114-RU)

(HaMMEHOBaHKE, THII, Mapka NPOJYKLHMH (YCIyrH), Ha KOTOPYIO paciipOCTPaHAETCs JeKiapaiius)

Kon OKII 94 4130 Kox TH B3/1 9018 90 100 0

ko1 OK 005-93 u (unn) TH BOJ] CHI unm OK 002-93 (OKVYH), cBejieHns 0 cepHilHOM BbIIyCKe WM MapTHH
| CepuiiHbIii BHITYCK

(HOMep mapTHH, HOMepa M3EJHH, PEKBU3UTHI I0roBOpa (KOHTPAKTA), HAKJIaJHas )

"OMPOH XEJICKDA Ko., JIta.", SInonus,
OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto, 617-0002, Japan

HAUMCHOBAHHUE U3rOTOBUTEJIA, CTPAHBI U T.I1.

coorsercTByeT TpeboBanusaM: ['OCT P 50444-92 (p. 3,4), 'OCT P MDK 60601-1-2010, TOCT P
31515.1-2012 (EN 1060-1:1996), 'OCT 31515.3-2012 (EN 1060-3:1997), TOCT P MDK 60601-1-2-2014

(0603HaueHne HOPMATHBHBIX JJOKYMEHTOB, COOTBETCTBUE KOTOPBIM MOATBEPKAECHO JaHHOM IeKapaliei, ¢
yKa3aHUEM MYHKTOB THX HOPMATHUBHBIX JOKYMEHTOB, COZICpIKALLMX TPEOOBAHMS JUIs JIAHHOM NpoayKuuu (YCiiyru))

or 22.09.2015 OO0 UJIL] "MenTectlIpubop", per. No POCC RU.0001.21MI126 ot 22.07.2015
Perucrpanuonnoe ynocrosepenne denepanbHoit ciryk0bl 10 Haa30py B cdepe 3apaBooxpanenus NedC3

|
:
|
|
Jlexnapanus npuHATa Ha OCHOBAHHM: NPOTOKOJI0B ucmbrtanuit NeNe 2015.TD-61.09CD, 2015.D-61.09CD
2009/04432 ot 18.09.2012

(qu)opMaum O JOKYMCHTAaX, ABJIAIOLIUXCA OCHOBAHUEM JUISI IPUHATHSA uexnapaunu)

Jara npunsarus nexnapamun - 22.09.2015

Jlexyapanus 0 COOTBETCTBHH JCHCTBUTEIBHA 10 22.09.2018

Kpukynunk Makcum
bopucoBuu
(MHUIMAITBI, (haMUITHS)

(HaMMEHOBAHHKE U a/Ipec OpraHa 1o cean(anauuu

yn MueBHuky, oM Ne 3, kopnyc 1 renedon: +7 (495) 783-42-17

3aperiuCTPUPOBABIIETO JICKIAPALIHIO)

POCC JP.MM41.J105640 ot 22.09.2015

(1aTa perucTpalmry 1 perucTpalHoHHbIH HOMEp JeK/apalin)

L — AJL. Toko

(noanucsk, HHUUMANBL, (PaMUIIHS PYKOBOAMUTEIS OpraHa 1o cepTudukaum)




[.3MepuTeNh apTepHalbHOIO JaBI€H s H 9acTOThI Iysibca apromarndeckuit OMRON R1 (HEM-6114-RU) B
cocrase:

1. DeKTpOHHBIH OJIOK ¢ MAHXKETOM.

2. PyKoBOJCTBO 110 SKCIUTyaTalyu.

3. Oytisp s xpaHeHus npudopa.

4. KOMIUIEKT 37IEMEHTOB ITUTAHHUS.

5. 'apaHTUIHBINA TAJIOH.

6. XypHau aiis 3anucu apTepUanbHOIO JaBICHHUS.

[I. Opranu3anuu - H3roTOBUTENH:
- OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto, 617-0002, Japan.

- OMRON DALIAN Co., Ltd., Economic and Technical Development Zone No.3 Song Jiang Road, Dalian
116600, China.

- OMRON HEALTHCARE MANUFACTURING VIETNAM Co., Ltd, 28, VSIP II, Street 2, Vietnam-

Singapore Industrial Park II, Binh Duong Industry-Services-Urban Complex, Hoa Phu Ward, Thu Dau Mot
Town, Binh Duong Province, Vietnam.

Kpukynunk Makcum
bopucosuu
(vHAMAITBI, (haMUIINS)

CaezieHUs O perucTpaluu AeKIapalii O COOTBETCTBUH
TP CEPTUDUKAITMU U JEKJIAPUPOBAHUSA", Ne POCC RU.0001.11MM41

(HaMMEHOBAHKE M A/IPEC OpraHa no cepTudGuKaLmm,

it B, y1. Muesnuky, oM Ne 3, koprye 1 tenegon: +7 (495) 783-42-17

3aperucTpPUPOBABLIETO ICKIAPALIHIO)

POCC JP.MMM41.J105640 ot 22.09.2015
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(nata perucTpaluu 1 perucTPalnOHHbIH HOMEp JACKIapaLH)
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(MoAnMch, HHALKANBI, (PaMUITHST PYKOBOIMTENS OpraHa 1o cepTuduKanmm)




@EA,EPAALHM CAVIKBA TTIO HAABOPY B COEPE SAPABOOXPAHEHVIH
(POCSAPABHAASOP)

PEFHCTPALIHOHHOE YﬂOCTOBEPEHHE

HA MEAULIMHCKOE USAEJIUE
or 18 cen*mﬁpn 2012 rona Ne @C3 2009/04432

Ha Me;mIchxoe W3IeNme

H3mepurenn apTepHaIbHOrO JaBJICHHS H YaCTOTHI Iy/IbCa ABTOMATHYECKHH
OMRON R1 (H'EM-61 14-RU)

Hacrosimee peructpaiiioHHOe YAOCTOBEPEHHE BHIIAHO

«OMPOH XEJICK32A Ko., JIta.» , SAnonus,

OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto,
617-0002, Japan

- Ilpomssomurens :
«OMPOH XEJICK3A Ko., JIta.» , Hnomm,

- OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto,
617-0002, Japan

MecTo IpOM3BOCTBA MEAMIMHCKOTO W3 /IEITH
CM. IpHJIOKEHHE

HOMe‘p perucTpaiuorHoro focse Ne 23880 or 12.07.2012
Bun MGJIPIIIHHCI{OTO H3JIenHs -

Kiace norenumanssoro packa npnmeﬂeﬂus MEIUIMHCKOTO H30e/us 2a

Kox Oﬁmepoccuﬁcmro I{naccmbmampa IPOAYKIHH U5l MEAUIMHCKOrO u3zemus 94 4130

Hacrosiiee perucTpatioHHOE YAOCTOBEPEHNE HMEET MPHIIoKeHue Ha | micte:

u npukasom ot 26 pespais 2016 roxa Ne«d$i4,
: ;(onymeno K oﬁpameﬂmo Ha 'reppHTop. _ 9

M.A. Mypamxo ||

0017117




d)EAEPAABHAﬂ CAV)KBA 1o HAASOPV B COEPE 3APABOOXPAHEHIS
o5 (POCSAPABHAA3OP)

 PWIOKEHUE

. :;K PEFHC"II PAHHOHHOMY YAOCTOBEPEHWIO

- HAMEAHUUWHCROE U3JENMWE
~ ot 18 centabps 2012 rona  Ne ®@C3 2009/04432

Ha mepununckoe n3nenue
‘H3MepHTeJIh APTEPHAILHOTO AaBJEHHH H YACTOThI Iy Ihca aBTomMarndecknii OMRON
- R1 (HEM-6114-RU) B cocrase:
1. DIEKTPOHHEH GIOK C MAHKETOH.
2. PyKoBoACTBO MO 3KCINTyaTaluy.
23 Oy Tisip A7 XpaHeHus Iprbopa.
4, KOMILIEKT 3/1eMEHTOB IHTaHHUS.
5. FapanTHMHBLA TATOH.
6. JKypHan 1y 3alTicH apTepUaNbHOTO AABICHUS.
~ Mecro npoussoscsa:
~ 1. OMRON HEALTHCARE Co Ltd 53, Kunotsubo, Terado-cho, Muko, Kyoto, -
617-0002, Japan,
2. OMRON DALIAN Co., Ltd., Economic and Technical Development Zone No.3 Song
Jlang Road, Dalian 1115600 China.
3. OMRON HEALTHCARE MANUFACTURING VIETNAM Co., Ltd, 28, VSIP I, Street 2,
55 Vletnam-Smgapore Industrial Park II, Binh Duong Industry- Se1v1ces—Urban Complex, Hoa Phu
‘Ward, Thu Dau Mot Town, Binh Duong Province, Vietnam.

s a2 GIOYINEeH0 K oOpay Iopin0 B
Tepp_mo_pnn Poccmiickoii @e/:[epaunn &3 ez ety :
_ :i’yKOBGHH_TéJIL DenepanbHOl CayKOBIOh
- 110 Ha/i30PY B cepe IAPABOOXPAHEHHSR %, ¢ Wi SV M.A. Mypamko

0016763
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