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ConposoauTenibHOe NMCbMO

Mbl, OMRON HEALTHCARE Co., Ltd., 53,
Kunotsubo, Terado-cho, Mwuko, KYOTO,
617-0002 JAPAN, npoun3BoanTESb
MEOVUMHCKOro  u3fenns:  VIHransaTtop
KomnpeccopHblin OMRON NE-C28 Plus
(NE1-C28P-RU), Hanpas/isiem MakeT
MapK1POBKN N YNaKOBKN.

A TaK >Xe HaCTosLLYIM MPOCVM Bac MPUHATb
WHOpMaUMIO 0  TOM, 4TO YMakoBKa
MELVLMHCKOr0 M3LeNnsA MOXET CoAepXaTb
Pa3INYHYI0 MapPKETUHIOBYIO M PEKIaMHYHO
WHOPMaLMIO, U Mbl FapaHTUpYyeM, YTO 3Ta
WHOpMaLMA He  COAEPXUT [aHHbIX O
MEOULIMHCKOM  WM30eNnn, ero HasHauyeHuw,
YCI0BUSAX XpaHeHus, nopsifke
MCMOMb30BaHUS  (BK/OYAsA MOKasaHus ©
MPOTMBOMNOKA3aHWS), napamMeTpax,
XapaKTepPUCTNKaX " T.A. MakeT
MaPKETMHIOBOW 1 PEKaMHOM MHGopMaLn
C OnuCaHVEM W MOSICHEHVEM K Hemy,
npunaraetcs. MecTo, rae MapKeTMHroBas v
peknaMHas MHGopMaunsa  HaHeceHa Ha
YMaKoBKY, YKa3aHo Ha npuiaraemMoM Makere.

MbI MOATBEPXKAAEM, UTO U3MEHEHWUsI He
BBOLAT MOTPebUTENs B 3abNyXaeHVe N He
MOB/IMSAKOT Ha Ka4vecTBO, 3(M(heKTMBHOCTL Y
6e30NMacHOCTb MeAVLIMHCKIMX N3aeMnii

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM

nnsa
omm~on

OHQ(CS)-RAF-220806
Cover letter

We, OMRON HEALTHCARE Co., Ltd., 53,
Kunotsubo, Terado-cho, Muko, KYOTO,
617-0002 JAPAN manufacturer of medical
devices Compressor Nebulizer OMRON
NE-C28 Plus (NE-C28P-RU), sends the
layout of the labeling and packaging

Also, hereby ask you to accept the
information fliat 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 ofmedical devices.

November 10,2022

Takeflimi Nakanfshi

General Manager

Regulatory Affairs Department
OMRON HEALTHCARE Co., Ltd.

T hil™

OMRON HEALTHCARE Co., Ltd

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



1. MakeT MapK1UpoBKN MeanumnHcKoro ngennsa. Medical device marking layout.

1.1. MapkupoBka usgenus. Labeling of a medical device.
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1.2. MapkupoBKa Ha ynakoske. Marking on the packaging.
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2. MakeT ynakoBkun megununHckoro nagenna. Medical device packaging layout.
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MaKeT MapKeTUHIOBOWN M PEK/TaMHON MH(OPMaLLUK C ONMCAHNEM W NMOSACHEHNEM.
Layout of marketing and advertising information with description and explanation.

Sticker "OMRON nebulizers No. 1,
recommendations of  pulmonologists
pediatricians of Russia*.

*based on representative results from the point of
view ofthe general population of pediatricians and
pulmonologists, the proportion of patients;
geographical coverage: 8 regions of Russia,
Research by Kantar GmbH, November 2019".

in the
and

"Technology and Quality. JAPAN".

Explanation:

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

HEBY/TAA3EPDI

OMRON

*Ha OCHOBAHMWUN PENnpPes3eHTaTUBHbIX

Hakneiika «Hebynaiizepp OMRON Ne 1, B
pekomeHjauuax MynbMOHONOMOB W MNeAnaTpos
Poccun*.

*Ha 0CHOBAHUW penpe3eHTaTUBHbIX Pe3y/bTaToB C
TOYKWM  3PEHUA  reHepasibHOW  COBOKYMHOCTU
negvaTpos M MynbMOHONOrOB, AO/fe MauneHTOB;
reorpamuecknin oxsar: 8 pervoHoB Poccun,
NccneposaHna Kantar GmbH, Hos6pb 2019».

«TexHonorns n Kavyectso. ANMOHUNHA».

lMosAcHeHwne:

3Hak  «Hebynaizeppl OMRON 1, B
peKoMeHaunsx nynbMOHONOMOB W NeanaTpoB
PoccuMm» HaHOCUTCA Ha YNakoBKY C LEfbio
NHDOPMMPOBaHMA MNOTPebuTenein o0 pesynbrarax
He3aBUCMMbIX  WUCCNefOBaHWNA, NPOBOANMBbIX
KoMmnaHuen Kantar GmbH B Poccuu n EBpone.

B peKoMeHaauunax

MYJAbMOHOJ/IOIOB nu
NMEANATPOB Poccun*

Pe3yNbTaToB C TOUKN 3PEHUSI FeHepasibHOIA

COBOKYMHOCTI NeAnaTpoB U My/bMOHO/IOTOB, YC/IOBUIA N0 NPOLIEHTY/A0Ne NeANaTpoB 1 NybMOHOIOTOB,

yone nauyueHTos, reorpacdnyecknii oxeart. 8 pernoHoB Poccuun, ccneposanus Kantar GmpH Hosbpb 2019 2
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4. MeCTO pacronoXeHns PeknamMmHoN MHAhopMaLIMK Ha YMakoBKe MeaULIMHCKOro m3genms. 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.

Tore
FhnyAVAr THAGHR

TOUT-000 Kemma LT A/ eli¥ -
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Registered No.586
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 10th day of Nov. 2022

*

W il

AMANO Kazuo
Notary
436-2 Sasayamachi, Oike-sagaru,
Higashinotoin dori,Nakagyo-ku Kyoto
Kyoto District Legal Affairs Burean
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Registration No, 793

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 2022.11.10 SHINGUU Takaaki
Director of the Kyoto District Legal Affairs Bureau
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. Mepesos ¢ AHIMMACKOTO R3bIG HA PYCCKMA ASHIK

OMPOH (OMRON)
Na: OHQ(CS)-RAF-220806
10 HonGpn 2022 ropa
[noanuce]
Taxecdymu HakaHucn
FetepanbHbiil ynpagnmowmi

MoapasgeneHne HOPMAaTHEHO-NPABOBOIC PEryIMPOBAHUA
OMPOH XENCK3A Ko., Itta. (OMRON HEALTHCARE Co., Ltd.)

OMPOH XENCKIA Ko., Niva. (OMRON HEALTHCARE Co., Ltd.)
§3, KyworcyGo, Tepano-4o, Myko, KWOTO, 617-0002 ANOHNA
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[noanmcs)

Taxecdymn Hakaxnen

FexHepankHbil yRpasismoLMiA

MNoApasaeneHne HOPMATHBHO-NPABOBOTO PETYIMPOBaHINA
OMPOH XENCK3A Ko., llta. (OMRON HEALTHCARE Co., Ltd.)

OMPOH XENCK3A Ko., ftva. (OMRON HEALTHCARE Co., Ltd.)
53, KynotcyGo, Tepago-wo, Myxo, KWOTO, 617-0002 ANOHUA
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. PeructpaunoHHbi Homep: 586
HOTAPUANBHOE CBUAETENLCTBO

Hacrosum noaTeepxaasTen, 4To Xupoko Apura, areHt Taxedymn Haxanicw,
NOATREPAMN B MOSM NPUCYTCTBMM, 4TO YyxasahHuiil Takedymn HaxaHucu noareepann
NOAMMHHOCTL CBOGH NOANNCH, NPOCTABNEHHOA B NPUNAraeMOM AOKYMENHT®.

Dava: ceropHn, 10 HoaGpa 2022 ropa

[noamcs)
Kauyo AmaHo
Hotapuyc
436-2 Cacasmawm, Ofke-carapy,
XUrawmnHOTOUH A0pK, Hakarno-xy Kuoto
PervoxanuHoe Giopo o iopuanveckuss sonpocam, Kuoro

[RevaTs:
Kauyo Ama
PemoxancHoe Giopo no 10puaecKuMm sonpocam, Knoto
HOTAPUYC
KUOTO, AMOHUA]
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. PermcTpawmonsiii Homep: 793
CBUAETENBCTBO

HacTomuum NOATBEPXKASEBTCA, YTO Npunarasmos HoTapuansHoe canaeTenscTso Suino
odopmneHo HoTapuycoM, HAZNEKaLUM 0GPasOM YNONHOMOUSHHLIM i OCYLLSCTRNIAIOLMM CBOIO
AGATEeNbHOCTL B KuoTo, ANOHMA, a Take, yto OduumanbHan nevaTs, NpocTasneHHan Ha

ASHHOM [IOKYMEHTE, ABNAETCA NOANUHHON,
Dara: 10.11.2022r.
CUHIYY Taxaakn

Awpextop PerwoHanbHore 610po no opranyeckum socnpocam, Knoro
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MepeBog faHHOTO TeKCTa cfenaH MHOM, NepeBOAUYNKOM YepHocnToBbiM Cepreem Mropbesuyen

NoArCh

Poccuitickasa ®egepayuns
Mopog MockBa
LLlecToro gekabps fABe TbicAYM ABajUaTb BTOPOro roga
A, Kopcuk Mapus AnekcaHipoBHa, HoTapuyc ropoga MoCKBbI, CBUAETENIbCTBYO NOL/IMHHOCTH

noanucu nepesogumka YepHocntosa Cepres Vropbesmya.
Moanuck caenaHa B MOeM MPUCYTCTBUMN.
JINYHOCTL MoAnucasLLero JOKYMeHT yCTaHOB/eHa.
3aperucTpuposBaHo B peectpe; No 77/2139-H/77-2022- <
YnnayeHo 3a COBeplLLUeHNe HoTapuanbHoro aelictems; 400 py6. 00 kon.

noAanChb

M.A. Kopcuk
"epboBas neyaTb
HoTapuyca r.Mocksbl
Kopcuk M. A.
Bcero npoLuHypoBaHo, NPoOHYyMepoBaHo
N CKpenjieHo nevaTbio nunct(a)(oB)
HoTtapunyc
Poccuiickas degepauuns
Fopog MockBa
0 .+ pieoW o gekabps ABe TbicAYM ABajLaTb BTOPOro roga
A, kopcToM apiik AnekcaHgpa HoTapuyc ropofia MockBbl,
> eBpAeTen? Byto L|a)HOCTb KONWUK C NPeACTaBNEHHOr0 MHe JOKYMeHTa
V g "Mralii|[*mposaHo” peectpe; Ne 77/2139-H/77-2022- Y6
<A AMT AMTANDHO 37?3beplueHne HoTapua™ oroMiicTBus;AE?24»y6. 00 Kon.
i e m O-8B fl A M A/KopC UK
,, 0, oo 1
Bcero npowwnTo, NPoOHyMepoBaHo, CKpenseHo
Mevatbto | nuct(a) (oB)
HoTapwuyc
JA. Kopenk
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Huranarop xomnpeccoprbiit OMRON NE-C28 Plus (NE-C28P-RU)
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MHranatop komnpeccopHbli OMRON NE-C28 Plus (NE-C28P-RU)b KoMnieKTauum:
1. Komnpeccop
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2. HebynansepHasa kamepa
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3. BosgyxoBogHas Tpy6ka (MBX, 200 cm)
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4. 3arybHuk
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>. Hacaaxa ang noca
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6. Macka gns B3pocnbix (MBX)

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



7. Macka gna acreit (TIBX)
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8. 3anachbie soanymmEbie GuALTPH (S WT.)
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9. CywmKa gnsa xpaHeHus
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10. PyKoBOACTBO MO 3KcnayaTtaumm

1 K I
wA-LLI.

COMP 7

At

MHranatop KOMNPECCOPHbIN

NE-C28 Plus (NE-C28P-RU)

PyKOBOACTBO MO 3KCM/yaTaunu

iM~"-caep-RU
. K
lcare JEM«BbIM)
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11. rapaHTWAHbIA TanoH

MmRon

FAPAHTUMHBINA TATOH -

NHranaTtop EH
Toproeonn mapku OMRON

AO «KomnnektCepBUc»,

YMNOJ/IHOMOYEHHbIN NpeacTaBuUTeNlb NPoOU3BOAUTENA,
9KCK/THO3UBHbIN AUCTPUOBLIOTOP

N umnopTep MeanunMHCKONn TexHnkn OMRON

Ha TeppuTtopun Poccuiickon ®epepayunu,
6naropgaput Bac 3a nokynky mHransatopa OMRON.

Bbicokoe kavectBO npuéopos OMRON v komdopT npu uc-
NoNb30BaHUN - 3TO pe3y/ibTaT BbICOKMX TEXHOJIOTUA U BHUMa-
Te/IbHOro OTHOLLEHNSA K OT3blBaM U NOXe/1aHUAM NoJsib30BaT” eil.

Ecnmn y Bac BO3HMKAM BOMPOCHLI MO 3Kcnyataynum npmnbo-
pa. noxasyncra, obpawantecb B CMY)XO0y NOAAEPXKKNA KIAUEH-
ToB OMRON ro tenedoHy

oecnnatHoOM ropsayven nuHUmM no Poccuum
8-800-555-00-80

WM noceTuTe Halw UHTEPHET-CalT No agpecy;
http://www.cemedica.ru

B cnydae HeucnpaBHOCTM npubopa Bbl MoXxeTe NoOAy4nTb
MHopMauuo 0 6amKanwem LeHTpe TEXHNYECKOTo O6CTyXN-
BaHUA. OCYLLECTB/IAIOWEM rapaHTUMHbIA PEeMOHT N Nnocriera-
paHTuiiHOe o6cnyXmnBaHue TnMpPoOayKUMM TOProBoOW MapKu
OMRON. no TenedoHy ropsayei IMHUN.

AU for Htalthcart ocHEBOHIHOGLda

B«17B01-«I"

WcnonHntenbHbin gupektop AO «KomnnektCep M. B. KpyKyHUmnK

(Mognwcb)

B-tp0 10 V55
& 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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



