JAEKJAPALIUSA O COOTBETCTBHUU

3axpeiToe aknuonepuoe o6umecrso '"KommiexkrCepsuc" 3A0 "KommiekrCepsuc"

(HAMMEHOBAHKE OPraHM3ALMK MK (DAMUIIIS, UM, OTYECTBO MHAMBHAYAILHOTO MPSATPUHAMATENS, TIPUHABIIMX ICKIapALMIO O COOTBETCTBHI)

Mexpaitonnas uncnekuus MHC Poccuu Ne 39 o r.Mockse , 22.08.2002

CBEJICHHS O PErUCTpalrK OpraHu3aluuy Wil MHAMBUYaJIbHOIO NMPEANPUHUMATEIIA

OI'PH 1027739101004

(HaMMEHOBAHUE PErMCTPUPYIOILETO OPraHa, JaTa PErHCTPALMH, PErHCTPalOHHBII HoMEp)
Anpec: 123557, Poccus, r. Mocksa, Bosbwoi THIIMHCKHIA niepeyiok, 1.26, kopn.13-14
tenedon: +7 (495) 987-18-92

(anpec, TeneoH, dakc)
B e  McnoanurensHoro nupektopa Kpukynurka MakcuMa bopucouya

(O/KHOCTB, (AMUIUA, UMsI, OTYECTBO PYKOBOJMTEIS OPraHU3aLMi, OT HMEHH KOTOPOil NPMHUMAETCS ACKIapaLLis)
3a$IB.TIHCT, 4To I/I3MepnTe.m, aApTEPHAIBLHOI0 JABJICHUSA U YaCTOTHI ITY/JIbCa ABTOMATHYECKHI
OMRON R2 (HEM-6113-RU)

(HauMEeHOBaHKE, THI, MapKa MpoAYKLMK (YCIyrit), Ha KOTOPYIO PacrpoCTpaHAETCs AeKiapaims)

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

ko1 OK 005-93 w (nn) TH BDOJ1 CHI™ uni OK 002-93 (OKYH), cBeaeHus 0 cepuiiHOM BbINyCKe WM NApTHH
CepuiiHbIH BBITYCK

(HOMEp NapThH, HOMEPA W3/E/NH, PEKBU3UTEI 10r0BOPA (KOHTPAKTA), HAKIa/IHAs )

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

HAaUMCHOBAHHUEC U3rOTOBUTEJIA, CTPAHBI M T.II.

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

(0603HAUEHNE HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOJATBEPIIEHO JAHHOH JeKapaliueii, ¢
yKa3aHUEM MYHKTOB YTUX HOPMATUBHBIX JIOKYMEHTOB, CO/JICPIKALIIX TPEOOBAHMS JUTS IAHHOMN NPOAYKLMH (YCIYTH))

Jlexnapaiys NpMHATA HA OCHOBAHHMH: NPOTOKOJIOB ucnbitanuit NeNe 2015.TD-62.09CD, 2015.D-62.09CD
ot 22.09.2015 OO0 UJIL] "MenTectlIpubop", per. No POCC RU.0001.21MI126 ot 22.07.2015
Perucrpanuontoe ynoctopepenue deepaibHoii ciryx0sl 110 Hagzopy B cdepe 31paBooxpanenus NedC3
2009/04433 ot 18.09.2012

(MHpopMaLKs 0 JIOKYMEHTAX, SBIISIOLIMXCS OCHOBAHUEM Ul NPUHATUS JIeK/1apaliin)

Jlara npunstus jexnapamuun - 22.09.2015

Jlexapariyst 0 COOTBETCTBHH JICHCTBUTENIbHA 10 22.09.2018

Kpunkynunk Makcum
bopucosu4
(MHMIHAIBL, (HaMUATTUS)

CBeJIeHHS 0 PEeruCTpaliu JeKjIapali O COOTBETCTBUU
000 "UEHTP CEPTUOUKAILIMU U JEKJIAPUPOBAHUA", Ne POCC RU.0001.111MM41

(HauMEHOBaHKE U aIpec OpraHa Mo cepTUdUKaLMH,

a, yi. MueBnuku, jioM Ne 3, kopryce 1 texedon: +7 (495) 783-42-17
N

3aperuCTPUPOBABIIEro JIEKIIAPaLHIO)

POCC JP.MM41.J105641 ot 22.09.2015

(1ata perucTpaLnn W perucTPALHOHHBIH Homewau_un)

AJl. loxo

(MOANUCH, MHULMATIBI, (paMUIIUS PYKOBOIHTENS OPraHa 1o cepTH(uKaLm1m)




[.U3MepuTenb apTepuaibHOIO JaBjieHust U 9acToThl mysibea aproMaruueckuit OMRON R2 (HEM-6113-RU) B
cocTase:

1. DneKTpOHHBIA OJIOK ¢ MAaH)KETOM.

2. PyKoBOACTBO 110 3KCILTyaTalUH.

3. Oytasip st XpaHeHust npudopa.

4. KOMIUIEKT 2JIeMEHTOB ITUTAHHUS.

5. 'apaHTUHHBINA TaJIOH.

6. JKypHaut ju1st 3a11MCH apTepHaIbHOTO 1aBIICHHS.

[1. Opranu3aiuu - U3roTOBUTEIH:

- 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.

Kpuxkynunk Makcum
bopucosuy4
(MHULHAITB, aMHUITHS)

CBezieHHsl O pericTpalty JeKIapalil O COOTBETCTBUU
000 "IUEHTP CEPTUOUKAIINU U JEKJIIAPUPOBAHUSA", Ne POCC RU.0001.11MM41

(HaMMEHOBAHKE M AJIPEC OpraHa Mo cepTU(UKALMH,

(7

3aperucTPUPOBABILIETO JACKIAPaLHiO)

POCC JP.FMMIM41.J7105641 ot 22.09.2015

(narta perucTpaii 1 perucTpaLOHHbIH HOMEP JICKIapaliy)

e A L. loxo

(MOAMKCH, UHULMATIBI, (hJaMHIUSA PYKOBOAMTEIS OPraHa 1o cepTudukanm)




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




G)EAEPAABHA}I CAVIKBA T10 HAA3OPY B COEPE oAPABOOXPAHEHM}I
(POCBAPABHAABOP)

PEFHCTPAHHOHHOE Y,ﬂOCTOBEPEHHE

HA MEAULIMHCROE U3AEJIUE
or 18 cem*nﬁpa 2012 roga Ne @C3 2009/04433

Ha MexuumHCKOe H3aemHe :
H3mepuTens apTepua bHOro XaBJIeHHS W YACTOTHI IYJIBCA ABTOMATHYCCKHH
OMRON R2 (HEM-6113-RU)

Hacrosinee perncTpanuoHHOe YI0CTOBEPEHHUE BEIIAHO

- «OMPOH XEJICK3A Ko., JItn.», Anonns,

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

ITpon3ssoauTens

«OMPOH XEJICK3A Ko., JITa.», SInoxus,

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

MecTo npon3BOACTBA MEAMIMHCKOTO H3EIHS
CM. NIPHIIOJKEHHE

Howmep peructpanmorsoro gocse Ne 23885 ot 12.07.2012

Buji MEIMITHHCKOTO H3/1€IHs -

Knacc-. HOTEHIHATBHOIO PHCKA NPUMEHEHHUS MEAMIIMHCKOTO U3/ Hs 2a

Koz .Oﬁluepoccnﬁcxoro kﬂaccmb}maT’opa HPOAYKIMH IS MeZMIMHCKoro u3nemms 94 4130

Hacrosimee perscTpaliiOHHOE YIOCTOBEPEHUE HMEET IPUIIOKeHHMe Ha 1 nuere

M.A. Mypaniko

00171286




CDEAEPAABH/U‘ CAV}KBA 1o HAA3OPY B COEPE 3APABOOXPAHEHIA
(POC3APA. BHAABOP)

HPHHO)REHHE

R PEFHCT“PAHHOHHQ MY YAOCTOBEPEHUIO

- HAMEAWUWHCKOE U3/JEJIUE
_or  18 ceﬂTﬂﬁpfl 2012 roga Ne ®C3 2009/04433

~ Ha MegunuHckoe u3zenue
- M3MepHTe/lb apTePHAIBHOTO JaBJIEHUS H JACTOTHI MyJibca aBToMaTHdecknii OMRON
R2 (HEM-6113-RU) B COCTaBe:
- 1. DHEKTPOHHBIH BIIOK C MAHKETOMH.
2. PyKoOBOICTBO IO 3KCILIYaTAHH.
3. Oymip s Xpanenus mpuGopa.
4, Kommnexr 3JIEMEHTOB IUTaHHSA.
5. ['apaHTHItHBI TAIOH.
- 6. JKypHai [ 3anMCH apTepHabHOTO JABICHHS.
Mecro IIPOU3BOACTBA:
1. OMRON HEALTHCARE Co. Ltd 53, Kunotsubo, Terado-cho, Muko, Kyoto,
~ 617-0002, Japan.
2. OMRON DALIAN Co., Ltd., Economic and Technical Deve lopment Zone No.3 Song Jiang
~ Road, Dalian 116600, Ch1na '
- 3. OMRON HEALTHCARE MANUFACTURING VIETNAM Co., Ltd, 28, VSIP II, Street 2,
Vietnam- Smgapore Industrial Park II, Binh Duong Industry- Serv1ces Urban Complex, Hoa Phu
' Ward Thu Dau Mot Ifown Binh Duong Province, Vietnam.

HpI/IKa30M oT 126 ¢eppans 2016 roza Ne J ' - & ap{
= TeppHToplm Poccnm,lcon Denepanun. §5-

PyKOBomlTenb (I)enepa.m,non CITyKOBE a5
10 HA/I30PY B cepe 3APaBOOXPAHEH oA o ey * " M.A. Mypamko

0016772
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