All for Healthcare

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM

ConpoBognTenibHOE NMUCbMO

Mbl, OMRON HEALTHCARE Co,, Ltd., 53,
Kunotsubo, Terado-cho, Muko, KYOTO,
617-0002 JAPAN, npousBoanTENb
MeAWLMHCKOro nsgenus: N3meputens

APTEPUANLHOIO AAB/IEHNA U YaCTOThI NyNbca
aBToMaTnyeckuii OMRON EVOLV (HEM-
7600T-E, HanpaBnsem MakeT MapKMPOBKK U
YNaKOBKMU.

A TaK e HacToAWMUM MPOCUM Bac NPUHATH
MHOpMauMlO O TOM, 4TO YNaKoBKa
MeAMLNHCKOro M3Oennsa MOXET COofep»aTtb
pasfINYHY0 MapKeTUHIOBYI U PEKIaMHYI0
WH(opMaLMIO, U Mbl FapaHTUPYyeM, UTO 3Ta
NHOPMAUNUA He COAEepXUT [aHHbIX O
MEeAULUUHCKOM U3[eNNn, ero HasHauyeHuu,

YCNOBUSX XpaHeHus, nopsiake
NCMONb30BaHMA  (BKMOYas MNoKasaHus U
MPOTUBOMNOKA3aHNs), napameTpax,
XapaKTepuUCTMKax n o T.0 MakeT

MapKeTUHIOBOW W PeKaMHON MH{opMaLum
C OMuCaHWeM W TMNOSACHEHWEM K Hewmy,
npunaraetcs. MecTo, rie MapKeTUHrosas u
peksaMHas  MHGpOpMauMa  HaHeceHa Ha
yNaKoBKY, yKa3aHO Ha npuiaraeMom Makete.

Mbl MOATBEPXKAAeM, YTO W3MEHEHUS He
BBOAAT noTpebutens B 3abnyXaeHue U He
NOBMUAKOT Ha KayecTBO, 3(h(DeKTUBHOCTL K
6e30NacHOCTb MeANLMHCKNX U3Aenni

KOIMNA
omRon

OHQ(CS)-RAF-230977

Cover letter

We, OMRON HEALTHCARE Co., Ltd., 53,
Kunotsubo, Terado-cho, Muko, KYOTO,
617-0002 JAPAN manufacturer of medical
devices Automatic Upper Arm Blood
Pressure Monitor EVOLV (HEM'7600T~E),
sends the layout of the labeling and
packaging

Also, hereby ask you to accept the
information that the packaging of a medical
device may contain various marketing and
advertising information, and we guarantee
that this information does not contain data
about the medical device, its purpose, storage
conditions, use procedure (including
indications and contraindications),
parameters, characteristics, etc. The layout of
marketing and advertising information with
the description and explanation to it are
attached. The place where marketing and
advertising information is applied to the
packaging is indicated on the attached layout.

We confirm that the changes do not mislead
the consumer and will not affect the quality,
effectiveness, and safety of medical devices.

December 1,2023

Takefumi Nakanishi

General Manager

Regulatory Affairs Department
OMRON HEALTHCARE Co., Ltd.

OMRON HEALTHCARE Co., Ltd

53,KunotsuboJerado-cho,Muko,KYOTO,617-0002 JAPAN



MRon

1 MakeT MapKMpoBKKN MeguumMHCKoro mnsgenvs. Medical device marking layout.

1.1. MapkupoBka nsgenus. Labeling of a medical device.
ANeKTPOHHbIN 6510K. The electronic unit

EVOLV(HEM-7600T-E) Batt.:4x1.5V LRO3 6V= [, I C € O 1 9 7
~  OMRON HEALTHCARE Co., Ltd, I I I

53, Kunotsubo, Terado-cho, Muko, KYOTO, 617-0002 JAPAN

iTjiF] OMRON HEALTHCARE EUROPE B.V. («)
Scorpios 33, 2132 LR Hoofddorp, THE NETHERUNDS 22-42cm 1P22

YYYY-MM-DD
Made in Japan
X1 YYMMPPXXXXXAF

(O XXXXXXXXXXKXXX

(2LOOOOONNNNKK

NHankaTo (pacnonoxeH Ha maHxkeTe) Artery indicator (located on the cuff)

OMRON HEALTHCARE Co.. Ltd

ANl FAv LIAAI+hAaAvrA
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2. Maket

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2. MakeT ynakoBku meanumHckoro mnsgenus. Medical device packaging layout.
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3. MakeT MapKeTUHIoBOM W peKNamMHON UHpOopMaLUn C ONUCAHUEM U NOACHEHUEM.
Layout of marketing and advertising information with description and explanation.

1. Sticker "OMRON tonometers No. 1, in
the recommendations of cardiologists in
Russia and Europe*.

*based on representative results in Russia
and Europe from the point of view of the
general population of cardiologists,
conditions by percentage/proportion of
cardiologists, proportion of patients;
geographical coverage: from 8 to 20
regions per participating  country,
Research by Kantar GmbH, November
2019".

"Technology and Quality. JAPAN".

Explanation:

The sign "OMRON Tonometers No. 1, in
the recommendations of cardiologists of
Russia and Europe" is applied to the
packaging in order to inform consumers
about the results of independent studies
conducted by Kantar GmbH in Russia
and Europe.

1 Haknelika «ToHomeTpbl OMRON Ne
1, B pekomMeHpaunsax KapLMONOros
Poccuu n EBponbl™.

*Ha  OCHOBAaHUM  penpeseHTaATUBHbIX
pe3ynbTaTtoB B Poccuu n EBporne ¢ TOUKK
3pEHNS  TeHepanbHOW  COBOKYMHOCTU
Kapanonoros, YyCNoBUI no
npoueHTy/gone  Kapauonoros,  fone
nauneHTOB; reorpagMyecknin oxear: oT 8
A0 20 pernoHoB Ha Y4acTBYHOLLYHO
cTpaHy, WccnepgosaHus Kantar GmbH,
HOS1I6pb 2019».

«TexHonorns n Kayectso. ANMNOHUNA».

lModacHeHwNe:

3HaKk «ToHomeTpsl OMRON Ne 1, B
pekomeHaaumnax Kapauonoros Poccuu u
EBponbl» HaHOCUTCA Ha YNakoBKY ¢
Lenblo MH(pOpMMpPOBaHMA NoTpebuTenen
0 pesynbTaTax He3aBUCUMbIX
nccnefoBaHuii, NPOBOAUMBIX KOMMNaHWeii
Kantar GmbH B Poccumn n EBporne.
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TOHOMETPBDI

OMRON

B pekomMmeHpgauunax

KAPAOWNOJ10I OB
Poccun n EBponbr™



4. MecCTo pacnonoXXeHnst peknaMHoli nHpopMmaymn Ha ynakoBke MmeanumnmHckoro nsgenms. Location of advertising information on the packaging of a medical product.
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Takefumi Nakanishi

General Manager

Regulatory Affairs Department
OMRON HEALTHCARE Co., Ltd.
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Registered No.609
NOTARIAL CERTIFICATE
This is to certify that Hiroko Arita, an agent of Takefumi
Nakanishi, has stated in my very presence that said Takefumi
Nakanishi, has acknowledged himself that signature on the
attached document is his own.
Dated this 1st day of Dec. 2023

BABA Koichi

Notary
436-2 Sasayamachi, Oike-sagaru,
Higashinotoin dori,Nakagyo-ku Kyoto
Kyoto District Legal Affairs Bureau
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Registration No. 790

CERTIFICATE

This is to certify that the annexed Notarial Certificate has
been executed by Notary, duly authorized and practising in
Kyoto , Japan , and that the Official seal appearing on the same

is genuine.

Date 2023.12.1 NUMATA TOMOYUKI

Director of the Kyoto District Legal Affairs Bureau
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Mepesog ¢ aHrNUIACKOro A3LIKA HA PYCCKUIA ASbIK

[Ha 6nanke OMPOH (OMRON)}
OHQ(CS)-RAF-230877

1 nekabps 2023 ropa

[nognuce)

Taxecdymn HakaHucn

FeHepanbHLIR ynpaBnaowmin

MoapaspeneHne HOPMaTHBHO-NPABOBOro PerynupoBaHns
OMPOH XENCKS3A Ko., lita. (OMRON HEALTHCARE Co., Ltd.)

OMPOH XENCK3A Ko., NTa.
53, KyHotcybo, Tepago-1o, Myko, KKWOTO, 617-0002 ANOHUA
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[noanuce)

Takechymn Hakanucu

FeHepanbHbiR ynpasnsaiowmrin

Moapasgenexve HOPMAaTUBHO-NPABOBOTO PErynUPoBaHMKA
OMPOH XENCK3A Ko., lita. (OMRON HEALTHCARE Co., Ltd.)

OMPOH XEJNCK3A Ko., llva.
63, Kynotcybo, Tepago-vo, Myko, KWOTO, 617-0002 ANOHUA
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PernctpaunoHHbin Homep: 609
HOTAPUANBHOE CBUAETENBCTBO

Hacroawmm nogreepxaaeTtca, uro Xupoko Aputa, areHT TakedyMn HakaHucy,
noATBEepAUN B MOEM NPUCYTCTBUM, YTO yKasaHHbii Takecdpymu Hakanucu nogrsepaun
NOAMUHHOCTL CBOEH NOANNCH, NPOCTABMEHHON B NpUNaraeMom AoKyMeHTe.

HAara: 1 aexkabpn 2023 roga

[noanuce)

BABA Kowutn

HoTtapuyc

436-2 Cacaamauun, Olke-carapy

XurawnHotouH aopu, Hakaruo-ky Knoro

PervoHanbHoe 6iopo no wpihauueckum sonpocam, Kuoro

[Neuate: BABA Koutu * PETMOHANBHOE BIOPO NO IOPUAUMECKWM BOMPOCAM,
KUOTO * HOTAPWUYC * KMOTO, ANOHWUA)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




PernctpaumoHHblii Homep: 790

CBUWOETENBCTBO

1:0CIOnwMR YAOCTOBGRSETCS, uto Mpu*3raCrCC 1|CTCOVRILIFCD Cul|ISTABCTRO

6bl10 O0(OPMAIEHO HOTApPUYCcOM, Hajfexauwum o06pa3omM YMNOJHOMOYEHHbIM W©
OCYLLECTBAWMNM CBOI AeATe/NbHOCTb B KnoTo, ANOHWS, 1 4YTO ouumManbHas nevatb,
nocTaBfeHHasl B yKa3aHHOM [OKYMeHTe, SIBNSeTCA NOA/IMHHOMN.

fata: 1.12.2023 HYMATA TOMOIKOKW

Ounpektop PervoHanbHOro 6KpPo MO HPUANYECKUM
Bonpocam, Kuoto
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lMepeBop JaHHOTO TeKcTa cAenaH MHOM, NepeBoAYnKoM KnHax BaneHTvHol MeTpoBHOIA.

noagnmwmueceeob

Poccuiickaa depepauus

Mopoa Mocksa

[eBATHaUaTOro Aekabps e ThiCAYM ABaALATb TPETHEro roga

A, KsuTko degop AnekcaHaposuy, HoTapuyc ropoga Mocksbl, CBUAETENbCTBYO NOANMHHOCTb MOAMIC
nepesofumka KnHax BaneHTuHbI e TPOBHBLI.

Mognuck caenaHa B MOeM MPUCY TCTBUM.

JlnyHocTb noanucasLLEro JOKYMEHT YCTaHoB/eHa.

3aperncTpuposaHo BpeecTpe: Ng62/}37-H477-2023-~ A
YnnayeHo 3a CoBepLUEHNe HOTapuanbHoro geincTana: 400 py6. 00 kon.

NnoAarcCb

lepboBasi NneyaThb
HoTapuyca r,MockKBbl
KenTkKO P JI

Bcero npoLuHypoBaHo, NpOHYMepOBaHO
1 CKPEN/eHo nevaTbio mcT(a)(oB)

HoTapuyc

noAagnNMnCH

Poccuiickas ®efepaums
"opog Mocksa
rHaguaToro fekabps ABe TbicAYM [BajuaTh TPETHErO rofa
®efop AnekcaHapoBuy, HoTapuyc ropoga MOCKBBI,
CBMAETEN'Vi"BYIO BEPHOCTb KOMWM C NPeACTaBNeHHOro " e

18apery;Tpu™BaHo B peectpe: Ne 62/137-H/77-2023- 1
- " )BepLUEeHWe HOTapUanbHOMO AENCTBMS; py6. 00 Kon
®.A. KBUTKO

rero MpowwmTo, NPOHYMepPOBaHO, CKPeneHo
nedyatbto 3 nuct(a) (oB)
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Q!ﬂ[ paﬂu'lecune moﬁpamemm MEAHUNHCKOTO H3ACIHAN:

«MI3MepuTEIh apTePUANTBHOTO AABJICHHA U YaCTOTHI ITyJIbCa
asromarudeckuit OMRON EVOLV (HEM-7600T-E)»
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PHTENAD APTEPHAILHOr0 AABJICHHS H YACTOTH Myabea aBToMaThuecknit OMRON EVOLYV (HEM-
IT-E), B KOMIUICKTALNH:
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J. PYKOBO/ACTBO MO 3KCM/yaTaLuu.

N3meputenb apTepurasibHOro
AaB/1eHNA U 4acToThbl Nysbca
aBTOMaTUYeCKNmn

EVOLV (HEM-7600T-E)
PykoBoacTBO Mo akcnayartaunn IM-HEM-7600T-E-RU-06-01-2022
95458840
BBepneHwune

Bnarogapum Bac 3a NOKYMNKYy aBTOMaTU4YeCKOro M3meputens aptepuansHoro
AasneHns n yactotel nynbca OMRON EVOLV (HEM-7600T-E).
B HOBOM aBTOMaTMYECKOM M3MepuTene apTepuasbHOro AaBfeHNA W YaCcToThI Nyibca

NCMoNb3yeTcsl OCLNITOMETPUYECKUIA METO/, U3MEPEHNSA apTePUa/IbHOMO AaB/EHUS.
MpuHunn pa6oThl

MynbcoBas BO/HA, CO3A4aBaeMasi NpU CoKpaLleHUn cepaua, rKcupyeTcs Kak
[aBfieHe BHYTPU MaHXeTbl U CUMTAETCA apTepuasibHbIM faBneHneM. Mpu onpe-
[leNIeHHOM [aBNieHNN BHYTPY MaHXeTbl KPOBOTOK OCTaHaB/IMBAETCS, HO BO3Ael-
CTBUWE My/NbCOBOV BOJHbI HA AABMEHNE BHYTPY MaHXeTbl NPOAO/IKAETCS, YTO
BbI3bIBAET OCUUNNAUNK. [lanee, AaBNeHNe B MaHXXeTe NMOCTENEHHO CHUXaeTCs, a
OCLMNNSALUN YCUNINBAKOTCSA M OCTUTAKOT CBOETO NUKa. B AasibHeNLEM, CHKEHVE
[aBNEHNS B MaHXeTe NPUBOANT K 0CNa6NeHN0 OCLUNNALWMIA.

[laBneHne BHYTPU MaHXeTbl 1 B3aMOCBA3b MeXAy YCUIEHUEM W Oc/labieHeM ocum-
NAUNiA B Heli perncTpupyeTcs B NamaTb NPUGopPa, PacCHMTLIBAETCS MUKPOMPOLIECCOPOM
1 onpeaensieTca Kak BeIMy/Ha apTepuasibHOrO AaB/eHNS.

OcuunnomeTpuyeckuii MeTof He onpefenseT BeIMYNHY apTepuanbHOro gaBneHus
MIHOBEHHO, KakK 3TO genaetT aBTOMaTUYeECKU n3ImMepunTenb MVIKpOd)OHHOI'O Tnna, NcnoJsb-
3yloWKnii ayckynbTaTUBHbI MeTod. OH cKopee onpefenseT apTepuanbHoe gaBneHue Ha
OCHOBE CeEpUN N3MeEHAEMbIX KPUBbLIX, KakK 00BbSACHEHO BbiWwe. Takum o6pa30M, OH MnMpaKTn-

YecKM He NOABEPXEH BNSHUIO BHEWHUX WYMOB, 3/1EKTPUUYECKOro CKanbnens unu apy-
TUX XUPYPTUYECKUX 3/TeKTPOUHCTPYMEHTOB.

Ha3HauyeHune

Mpun6op npeactaBnseT coboii LMdPOBOIA 3NEKTPOHHbIN 6/10K, NpegHa3HauYeHHbIN

0N NBMEPEHUST BPTEPMBNBHOIO AaBMIEHUSA N YacTOTbl Ny/bca y B3poc/ibXK. [pnbop

onpegensieT HaIM4YMe HeperynsipHoro cepauebneHns Bo BpeEMS N3MepPEeHNs 1

OTOGpaykaeT COOTBETCTBYHOLLUIA MHANKATOP BMECTE C pe3yfibTataMu U3MEPEHUSI.
FULTTILWA
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4. MHCTPYKLMS MO YCTAHOBKE MPUNOXKEHUS,

OLUPOIT

connect

omRon
Setup Instructions

Thank you for purchasing an OMRON product

With OMRON connect you can wirelessly sync measurements to your
smartphone to easily view. save, and manage your health data

To get started go to

omronconnect.com/setup

*tf you already have the OMRON connect apo goto
Menu >Device >Aod Cev<e

For more details visit

omronconnect.com
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5. dyTtnap gns xpaHeHusa npubopa,
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6. rapaHTuWIHbIA TanoH

clt’

omRon

FTAPAHTUMHBIA TAJTOH

N3meputenb

apTepuasibHOro gaB/iIEHUS
N 4acTOTbl MyJsibca
aBTOMaTUN4YeCKMn

Toproson mapkn OMRON
EVOLV (HEM-7600T-E)

YBa)kaemMblin nokynartesb!

AO «KomnnektCepBuc», YMNOJSIHOMOYEHHbLIW nMnpeacTtaBu-
TeNb MPOMU3BOAUTENSA, I3KCKJ/IIO3UBHbLIN ANCTPUOLIOTOP U
nMnopTep MeanuUMHCKON TexHnkKn OMRON Ha TeppuTtopun

Poccuickon depepaunmn, 6narogaput Bac 3a MOKynky
ToHOMeTpa OMRON.

Bbicokoe KauecTBo nproopoB OMRON 1 KOMAOPT Mpn Kc-
NoNb30BaHUN - 3TO Pe3yNbTaT BbICOKUX TEXHOMOMMWA U BHUMA-
TEe/IbHOr0 OTHOLLIEHNS K OT3bIBaM U MOXKeSTaHUSM MOJ1b30BaTe e,

Ecnn y Bac BO3HMK/IM BOMPOCLI MO 3KcnyaTaumm npubo-

pa. noXkasnyucra, obpallanTecb B Cy>KOY MOAAEPXKN KINEH-
ToB OMRON no TeneoHy

oecnnatHoOM ropsayden nmH1M no Poccum
8.800.555.00-80

WM NMOCETUTE HaLLl MHTEPHET-CalAT Mo ajpecy:
http://mwww.c8medica.ru

B cnyyae HeucnpaBHOCTU npubopa Bbl MOXeTe MOMy4nTb
NHOPMaLMIO 0 GNMKAALLIEM LIEHTPE TEXHWUYECKOro 06CyXKU-
BaHWA, OCYLLIECTB/IAIOLLEM FapaHTUiAHbLIA PEMOHT 1_rocsiera-
paHTUMHOE 06CNYy)XMBaHWe MPOAYKUMA TOProBOM MapKU
OMRON. o TeniethoHy ropsydein JIMHUN.,

AH for Healthc

LWCBPM-RU-EVOtV

Mpe3ngeHt AO «KomnnektCcpsuo .Bb. KpukyHuunk

(Moanwucek)
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M powHyposaHo

A JmMCToB
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