| JAEKJAPALIUSA O COOTBETCTBUU

3akpbiToe akuuonepnoe o6mecrso "KommiekrCepeuc' 3A0 "KommiextCepsuc”

| (Hanmenosaune OpraHuasaluy uin (l)aMl(U]l/lﬂ, HUMsl, OTYECTBO MHAMBUAYAJIBHOTO MPEANPUHUMATENA, ITPUHABIIKX ACKIApAlHIo O COOTBCTCTBHM)

Mesxpaitonnas uncneximss MHC Poccrn Ne 39 o r.Mockse , 22.08.2002

|
H CBEJIEHUS O perucTpalMi OpraHu3aldd Wi HHAUBUAYAJIbHOTO MPEANPUHUMATEIA

OI'PH 1027739101004

| (HAaMMEHOBAHHUE PErMCTPUPYIOLIErO OPraHa, 1aTa PErHCTPALMI, PETUCTPALMOHHBIH HOMED)
‘ Anpec: 123557, Poccus, r. Mocksa, bonbimoi THIIMHCKHM niepeyiok, a.26, kopn.13-14
tenedon: +7 (495) 987-18-92

(anpec, TenedoH, pakc)
B mune  Mcnonnurensroro aupekropa Kpukynunmka Makcuma bopucosuya

(1OJDKHOCTB, (hAMMIINA, UMS, OTYECTBO PYKOBOJMTENS OPraHU3aLiK, OT UMEHH KOTOPO#t MPHHAMAETCS JICKIapalns)
3asBiIsieT, 4To HBMepHTeJIb apTepHaJbHOI0 JaBJCHUHA U YaCTOTHI IY/JIbCA ABTOMATHYECKUI
OMRON MIT Elite Plus (HEM-7301-ITKE7)

(HanMeHOBaHUE, TUI, MapKa NPOAYKLUMHU (YCIYTH), Ha KOTOPYIO PAaCTpOCTPAHAETCA AeKIapatms)

Kox OKII 94 4130 Kox TH B2/1 9018 90 100 0

ko1 OK 005-93 u (nnu) TH BOJL CHI™ nnm OK 002-93 (OKYH), cBeaeHus 0 CEpUAHOM BBINYCKE WM MTAPTHH
| CepuiiHbIH BBITYCK

. (HOMEp MapTHH, HOMEpPA U3JCINH, PCKBU3UTbI J0roBOpa (KOHTPAKTA), HAKJIajHas)

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

HAaWMCHOBAHME U3rOTOBUTEIA, CTPAHBI W T.IT.

cootBercTByeT TpeboBanmsam: ['OCT P 50444-92 (p. 3,4), TOCT P MDK 60601-1-2010, 'OCT P
31515.1-2012 (EN 1060-1:1996), TOCT 31515.3-2012 (EN 1060-3:1997), TOCT P M9K 60601-1-2-2014

e e

(0B03HaYEHHE HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPIK/ICHO JaHHOI JIeKiapaLmeii, ¢
yKa3aHueM MyHKTOB YTHX HOPMATHBHBIX JOKYMEHTOB, COACPIKAULMX TPEOOBAHUA JUTS JAHHON NPOAYKLmK (ycayru))

JlexJTaparust IpUHATA HA OCHOBAHMHU: MpOTOKOOB uenbitanuit NeNe 2015.TD-60.09CD, 2015.D-60.09CD
ot 22.09.2015 OO0 UJIL "MenTectlIpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
Perucrpamuonsoe ynoctopepenue MeepanbHoi ciyk0Obl 10 Hax30py B cdepe 3apaBooxpanenus NedC3
2009/04079 ot 18.09.2012

(uﬂ(bopmauvm 0 JOKYMEHTAax, SIBJIAIOIIMXCA OCHOBAHUEM JUIA NPUHATHSA gexnapauun)

Jlara npunstus nexknapanun - 22.09.2015

Jlexmapanusi 0 COOTBETCTBUH JACUCTBUTENILHA JIO 22.09.2018

Kpukynunk Makcum
bopucosu4
(MHUIHAITBI, (PaMIIINS)

CBeJIcHHsI O pEerucTpaIuu JeKIapaui O COOTBETCTBUU
OOO "[IEHTP CEPTU®UKAIIMU U JEKJIAPUPOBAHUSA", Ne POCC RU.0001.11MM41

> (HarMEHOBAHNE 1 aIpec OpraHa 1o cepruduKalmy,
m yi1. Muesruk#, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17
l’/‘l\:‘ ) 3aperncTPUPOBABILEro JAEKIapaltio)

. \;\\ POCC JP.MM41.J105639 ot 22.09.2015

(nata perucTpaLmy 1 perncTpaLOHHbI HOMEp JIeKIapaunn)

& Al loko

Pl
S LTS /
S

(NOANNCH, HHULWANBI, (PaMUIIKS PYKOBOAUTEIS OpraHa 1o cepTudukaiiiu)




N
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I. V3MepuTesh apTepralibHOTO JaBJIeHUs U 9acToTh! rynbea asroMmatndeckuit OMRON MIT Elite Plus (HEM-
7301-ITKE7) B cocrase:

1.

DJeKTPOHHBIH OJIOK.

. MamxeTa KOMIIpecCHOHHas!.
. PYKOBOJICTBO 10 9KCIUTyaTallMH.
. Yexom juist XpaHeHus: mpudopa.

2
3
4
5. KoMIUIEKT 2JIEMEHTOB MATAHUS.
6.
7
8
9
1

["apanTHUHHBIA TAJIOH.

. Kypnaun juist 3anUCH apTepHaIbHOIO JIaBICHHMSL.

. Kabens USB.

. CD nuck ¢ mporpaMMHBIM 00€CTIEYEHUEM.

0. PykoBOJICTBO 110 yCTaHOBKE IIPOrPaMMHOI0 0OECIIEYEHHS.

[I. Opranu3anuu - U3roTOBUTEIIN:

- 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
bopucosu4
(MHUIHAITBI, (haMIITHS)

CeneHus o perucTpanuu AcKiapaiun 0 COOTBETCTBHU

000 "LIEHTP CEPTUOUKAILIUN U JEKJIAPUPOBAHMA", Ne POCC RU.0001.11MM41

(HaMMEHOBAHUE U aIPEC OpraHa 1o cepTU(GHUKaLLH,

Ba, yJ1. MueBHuKH, oM Ne 3, kopryc 1 Tenedon: +7 (495) 783-42-17

3aperiuCTPUPOBABLIETO JIEKIAPALMIO)

POCC JP.MUM41./105639 ot 22.09.2015

(nata perucTpaluy U perncTpalHoOHHbIH HOMEp JeK/Iapaliim)

AL Jloxo

(NoANMch, MHULMATBI, PAMUITHST PYKOBOIUTEIS OPraHa Mo cepTU(uKaL1m)

Il



I TAMOKEHHBII COIO3
JTEKJAPALIMS O COOTBETCTBUH

JasBuTenn, 3akpeiToe AximonepHoe OGmecTBO «KommexrCepBrcy» (JTMII0 yHOTHOMOYEHHOE
H3roTOBHTENEM, HoroBOp Ne 3/026 ot 10.04.2015);

OI'PH: 1027739101004, CBeaeaust 0 rocymapcTBeHHO peructpauun: MexpaitonHas MHcnekmnus
MHC Poccuu Ne 39 mo r. Mockse ot 22.08.2002

Anpec: 123557, Poccus, MockBa, Bonbmoit THIIHHCKHI IepeynoK, nom 26, kopmyc 13-14,
(PakTHaeckuit aapec: 125413, Mockaa, yu. Conneunoropcekas, 4, Tenepon: +74959871892, daxc:
174959871892, E-mail: info@csmedica.ru

B uue Mcnonsntensroro mupexropa Kpukyruwka Makcima boprcosuua

3as(BJISIET, 1T0 VI3MepHTel apTepuaTbHOro NaBIEHHs U YACTOTHI MyJIbCa ABTOMATHIECKHE MOIEIHN
OMRON MIT Elite (HEM-7300-WE7), OMRON MIT Elite Plus (HEM-7301-ITKE?7)

usroropures OMRON HEALTHCARE Co., Ltd.;

Agppec: 53, Kunotsubo, Terado-cho, Muko, Kyoto, 617-0002, Japan, SInoxus;
3aBOIBI-U3rOTOBUTEIIHN:

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

617-0002, Japan, SInoxus

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

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, Boetram

Kox TH BOJT 9018901000, Cepuiinsblii BEITyCK

COOTBETCTBYET TPeGOBAHUAM
TP TC 020/2011 "OnexTpoMarsuTHasA COBMECTHMOCTh TEXHIHUECKHX CPEACTB" .

,Z][e}mapaunﬂ 0 COOTBETCTBHHU MPHHSATA HA OCHOBAHHH

Iporokon wucnerranuit Ne 2090EM-LABO05/15 or 05.05.2015r., WcnbiTaTenbHoit naboparopuu
OO0 '"VHBecTHnMOHHAs Kopnopauus", arTectaT akkpeauraupy Ne POCC RU.0001.21MD364,
117218, Poccus, T. Mocksa, yi. Kpsxkanosckoro, 1. 17, KopI. 1, Ten.: (495) 4070622

JononHuTeIbHAS MHpOPMAaNKs

Cpox ciyx6p1 10 1eT. YcnoBrs XpaHeHus: BIaxHocTh oT 10 10 95% mpu t ot -20 no +60C. Cpox
XPaHEHHs] — HE YCTAHOBIIEH.

Jexnapanusi o COOTBETCTBHH  JeWCTBHTEJbHA C JaThl perucTpanuu mno 18.05.2020

M.B. KpukyHunk

(MEMIMATB! U GaMUIIHST PYKOBOJUTENS OPraHU3alMH-3aaBUTENIS
UM (QU3MYECKOTO JHIIA, 33aPETHCTPUPOBAHHOIO B KAUECTBE
MHIMBHAYaTbHOTO IPeIIPHHUMATENS)

TPalUH JeK/IaPAIUU 0 COOTBETCTBHH:
Perncrpaunonnsiii Homep aexaapanuu o coorserctsuu: TC N RU I-JP.PC52.B.00021

HJara perucrpanuu aexiaapauuu o coorsercreun: 18.05.2015



- OEABPAABHAS CAVJKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHPIE

HA MEAWUHWHCROE U3JENHUE
ot 18 cenTsibpa 2012 roga Ne ®C3 2009/04079

Ha meaunusacKoe u3genmue

N3mepurens apTepraibHOrO JaBJIeHHS H YACTOTHI MY/IbCA an'mma'mqecmiii
OMRON MIT Elite Plus (HEM-7301- -ITKE7)

HacTosiee perucTpalioHHOe YA0CTOBEPEH S BEIIAHO

«OMPOH XEJICK3A Ko., JIta.», Sinonus, :

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

Hpouasonmenb :

«OMPOH XEJICK?3A Ko., JIta.», Sinouus,

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

MeeTo pou3BoCTBa MEHITMHCKOTO H3/IENUL
CM. NIPHJIOKEeHNe

‘Homep perucrpanmonsoro gocke Ne 22859 or 05.07.2012
Bun Meaumunackoro usnenus -
Kiace moTeHnuansHOro pucka mpuMeHeHHs MeIUIHHCKOrO M3/Ieus 2a

Kon O6mepoccuiickoro knaccuhukaropa IpoayKIuy s MeJaIpECKoro n3aems 94 4130

Hacrosimee perucrpallioHHOE YIOCTOBEPEHHE UMEET IIPUIIOKEHHE Ha 1 THCTE

Pylcoaom;'rena t_l)enepam,ﬂ_oii A & _
110 HaJA30py B chepe 3ApaBoOXpaHeHME, TRy I 4 M.A. Mypamxo ||

0017129




= CDEAEPAABHA}I CAV)KBA 1O HAAQOPV B COEPE 3APABOOXPAHE HI/UI
: (POCSAPA BHAASOP)

HPHHG}REHE&E

R PEFHCTI PAHHOHHOME’ Yﬂ@@ E‘@BEPE“HWE@

_ _HA-ME,&HHHH(.RGE U3 AENUE
ot 18 cenTs6ps 2012 rona Ne ®C3 2009/04079

- Ha meaumunckoe uzgemnue
- MismepuTens apTepuaIbHOIO IaBJIEHUSI H YaCTOTHI ITyJIbca aBToMaTa4ecknii OMRON
MIT Elite Plus (HEM- 7301 -ITKE7) B cocraBe:
: SneKTpOHHLm 6JI0K.
. MamxeTa KOMITPECCHOHHAS.
3. PYyKOBOJICTBO MO SKCIITYaTAIWH.
4. Yexon s XpapeHus Hpubopa.
5. KoMInekT 31meMeHToB NUTAHUS.
FapaHmnHLm TaJIOH. .
7. JKypHaun uis 3amucH apTepHaJIBHOFO JaBIIeHNs.
.Kabens USB.
9. CD muck ¢ IPOrpaMMHEIM ofecriedenye,

~10. PykoBoACTBO 110 YCTaHOBKE nporpaMMHom obecrieyeHus.

~ Mecro nmpounssoacTsa:

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

617- 0002, Japan,

2. OMRON DALIAN Co., Ltd., Economlc and Technical Development Zone No.3 Song Jiang

~ Road, Dalian 116600, Chlna

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

HPHKEBOM o126 espas 2016 roza Ne
> TeppHTopHH Poceniickoi ®enepanm;

PyKOBOImTeJIL DeepannHoH coryaORE %, &,
mo HALI0pY c(bepe Jupanooxpanenn e o
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