All for Healthcare

ConpoBoguTernibHoe NUCbMO

Mbl, OMRON HEALTHCARE Co., Ltd., 53,
Kunotsubo, Terado-cho, Muko, KYOTO,
617-0002 JAPAN, npoV3BOAUTE b
MeOULMHCKOro  m3germsa:  Hrandatop
KomnpeccopHbIi OMRON C21 basic (NE-
C803-RU), Hanpas/sieM MakeT MapKUPOBKM
N YMaKOBKM.

A TaK e HaCTOSALLYM NPOCUM Bac MPUHATL
MHOpMaUMIoO O  TOM, YTO YyrakoBKa
MEAVLMHCKOIO M3AeNNA MOXKET COAepKaTb
PasIUHY0 MaPKETUHIOBYHO U PEK/IaMHYHO
MHCOPMaLIMKO, U Mbl rapaHTUpyeM, YTo aTa
MHOpMaLMA  He  COAEPXXUT  [aHHbIX O
MEOVILWMHCKOM  M3[e/IN, ero  HasHaueHuN,

YCIOBUSIX XpaHeHus, nopsiaKe
MCronb3oBaHUs  (BKKOYasA MOKasaHA  ©
MPOTUBOMOKA3aHMSA), napamveTpax,

XapaKTeprCTKaX n T.0. MakeT
MapKETUHIOBON N PEKNaMHO MH(opMaLyn
C OMnuMcCaHWEM W TOSICHEHVMEM K Hemy,
npwniaraetca. MecTo, rae MapKeTVHIoBasi n
pekravHas  VH(GoopMauust HaHeceHa Ha
YIMaKOBKY, YKa3aHO Ha NpuiaraeMom MakeTe.

Mbl MOATBEPXKAAEM, YTO W3MEHEHUS He
BBOAAT MOTPeOUTeNs B 3abnyXaeHe U He
MOB/MSIOT HA KayeCTBO, 30PEKTUBHOCTL U
6e30MacHOCTb MeAVLIMHCKIX U308/

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM

o TLL

OHQ(CS)-RAF-220807
Cover letter ~

We, OMRON HEALTHCARE Co., Ltd., 53,
Kunotsubo, Terado-cho, Muko, KYOTO,
617-0002 JAPAN manufacturer of medical
devices Compressor Nebulizer OMRON
C21 basic (NE-C803-RU), 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.

November 10, 2022

Takefumi Nakanisfii

General Manager

Regulatoiy Affairs Department
OMRON HEALTHCARE Co., Ltd.
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1. MakeT MapK1MpoBKN MeanumHckoro usgenuna. Medical device marking layout.

1.1. Mapkuposka nsgenus. Labeling of a medical device.
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1.2. MapkupoBka Ha ynakoske. Marking on the packaging.

STORAGE/TRANSPORT CONDITIONS OPERATING CONDITIONS
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2. MakeT ynakoBku meamnumnHckoro nsgenna. Medical device packaging layout.

EN

Q\b»»k
CoRArtuor NebuMm

LinendqwHHebuluet

1
Uohhveight. (Undy sUe (oi ecsy usege
Pfowdes efiSrtent medKition deposition in tire kmgs to tiN t conditions suctiis
a bronchHK. breKrchiotis o KthrM

UsytodMt)

MMAO. Approx. 2.5 43um1
Hebutej~fUte 020 asoml MM
iUtingfAC idiptMI; 100-240V ~ S~ (Ne . 1.6 VA

Centents: CoRWssot, NebutUer Mt. An Tube. Mouttiptece. Noseptere. Adult
hUsA, ChHd Misk. $ pcs Sptre Ak Filters, A( Adapter. MsInKtion MenuitL Storage
Bog.Wmonty(Md

omRon

RU
MHNWWWWK

TIMkuA U TUXAAUrnrop

Terkuii . KOMIURTWM pdu«p 0GecneuHMeT yAo6eTIOKa 0 n b MMM U

30cekTuAms 1K IM M nekiipcnimoro npervp«T|[. GMCoA-Tpst rnomy plmepy
wTumMioposons

(bMKT«@ 04MCT M AeToneih

MMAOOT 2.5 MKM 40 4.5 MKM.
TIPMINIOANTENbIOCTK (NbiXCLY itpOw Mz 0T9.2030 OSOM A M M (MOMTEpe ¢ it )
VICTONHUK NUTOHUA (AMATEP NepemeHvnroTom): 100 240 El- SO «O My, 1S.4RA

100Cm). Biry6Huk. HMiAM AM HOCAMECM A M KTpcknbix |1} MAOGIMS AeTeit
TMMCTMe nonymunwe Oumrpsl ($w | iinnTep ceteooit (NP (MOU. qmtM gn
XpliteHiis, PYKOOOACTOO N0 KNAYA THLMT . paKTUIt»biii TOSOM.

KOMANMT noamkm: Komnpeccop. MeOMMUEpHES MMEpA 0Ny TOMAHM mys«(]a&)(

C Mt (o282 bk (NGB

YNOAHOMOYEHHbIN Npef(T«BArMib
npo«unBoANTM.)R(KMO3HiwMancnmGsioTopn
MMNOpTep M«ANUMMH<KOI TeXHWKN OMftON H4
TeppuTopuii M cuiickon degepalm

AO «KomnwiT(eplut>
P®,125413.r.Mocw.

yw. ConHeuHoropekas, A. 4. cTp.
10. maHcapaa
www.nmedka.ru

Power Supply / Nao4 Tk nutaHns 100 240V, SO/60 Hi

Distributed by:

www.omron-heaUhcare.com

BecrnatHast ropsuast /uNass: 8-400-SSS-0MO L J 4 kDISA?? 109384
. ) . X IS
TIVIMMHUifirw » i1 M mHouic TME aundhm) T uy €U LK HY-VND>NVE>

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

M sanBHR Ly mm n

Nerkuii n TMXNii MHranaTop.

Macka gns
B3pocnbix (MBX)

3ary6Huk

Macka gnsa
neteii (MBX)

Hacagka anst
Hoca

omRon

C21 basic

KoMnpeccopHbIil nHranstop

(Hebynaiizep)

K o » o o 0 o 0 0 g Se

ARTTWD O T » *

AH for Healthcare

STORACE/TIUNSPOPT CONDITIONS OKMTING6 CONOMONS

A 00 el 5.1 0 0

PK-NE-C803-RU-07-06/2022
9701706-3E

Mpde in China (CaenaHo a Kutae)

N1erknii n TUXnii nHransaTop.

(<4



MakeT MapKeTUHIOBOW M peK/laMHON MHopMaLMK C ONMUCAHMUEM N MOACHEHUNEM.
Layout of marketing and advertising information with description and explanation.

the
and

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

nebulizers No. 1, in
pulmonologists

"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.

Hakneiika «Hebynaitzeppi OMRON Mc 1, B
pekoMeHJaumax nynbMOHO/IONOB M MefnaTpos
Poccun*.

*Ha OCHOBaHMWMW penpe3eHTaTUBHbIX Pe3ynbTaToB C
TOYKM  3PEHUS  TeHepasibHOM  COBOKYMHOCTU
nejvaTpoB M NynbMOHOJIOrOB, [0Se NaLueHTOoB;
reorpatuyeckunii oxear: 8 permoHoB Poccum,
NcecneposaHua Kantar GmbH, Hos6pb 2019,

«TexHonorna n Kayectso. ANMOHUMA».

MoAcHeHMe:

3Hak  «Heb6ynainzeppl OMRON Ne 1, B
peKoOMeHAaumax MynbMOHONOIOB W NeAnaTpoB
Poccum» HaAHOCUTCA Ha YMaKOBKY C Lefblo
NHDOPMMPOBAHUSA MNOTpebuTeneir o pesynbTaTax
He3aBUCMMbIX  WUCCNef0BaHWUA, NPOBOANMbBIX
KomnaHuein Kantar GmbH B Poccun n EBpone.

HEBY/NAN3EPLI

v f« V

OMRON

B PEKOMeHAaLNAX

MYJIbMOHOJ/1IOITOB u
MEAVNATPOB Poccnn™

*Ha OCHOBaHWW Penpe3eHTaTUBHbIX Pe3yNbTaToB C TOUKW 3peHns
reHepasibHO COBOKYNMHOCTW NeANaTPOB ¥ NY/bIVIOHONOrOB,
ycnosuii No NpoLeHTy/fone neanaTpos 1 Ny/bMOHO/IONOB, A0/
nauyueHToB: reorpacuyeckuii oxsaT: 8 pernoHoB Poccuu.
WceneposaHua Kantar GmbH, Hosi6pb 2019 1.
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4. MecCTo pacnonioXeHMA pPeKnamMmHoOn MHpopMaLum Ha yrnakoBKe MeAnLNMHCKOro nudgenus. 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., Ul
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Registered No.585
¢ L
FLA 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

AMANO azuo
Notary
436-2 Sasayamachi, Oike-sagaru,
Higashinotoin dori,Nakagyo-ku Kyoto
Kyoto District Legal Affairs Bureau
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Registration No. 792
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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Flepesoa ¢ aHrMMACKON0 ASHIKG Ha PYCCKMA RILIK

OMPOH (OMRON)
Ne: OHQ(CS)-RAF-220807

10 HonOpn 2022 roaa

[noamuce]

Taxedpymn Haxkarmcen

MenepanbHbiil YNPaBRAIoWwma

FloapasaeneHne HOPMaTUBHO-NPABOBOTD PEryNUPOBaHNA
OMPOH XENCK3A Ko., NIva. (OMRON HEALTHCARE Co., Ltd.)

OMPOH XENCKIA Ko., Jita. (OMRON HEALTHCARE Co., Ltd.)
§3, KynorcyGo, Tepago-yo, Myxo, KUOTO, 617-0002 ANOHUA

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



{noannce)

Takedymu Haxamcn

FerepanbHbLIi ynpasnsowmi

MoapasaeneHmne HOPMATHBHO-NIPABOBOTO POTYIMPOBAHUA
OMPOH XENCK3A Ko., iva. (OMRON HEALTHCARE Co., Ltd.)

OMPOH XENCK3A Ko., Stia. (OMRON HEALTHCARE Co., Ltd.)
53, Kynotoy6o, Tepago-+o, Myxo, KUOTO, 617-0002 ANOHUA
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PemcTpaunoHHLIA HoMep: 585

HOTAPUANBHOE CBURETENBLCTBO

Hacrosumm noATEepXAReTCS, YTO Xupoxo Apwra, aredt Taxedymu Haxawuch,
NOATBEPAMN B MOSM NPUCYTCTBMM, WTO ykasaHHbIA Taxedyms Haxanucn nogrsepann
NOAMMHHOCTL CBOSH NOANWCH, NPOCTABNEGHHON B NPUNAraoMOM AOKYMOHTE.

Dara: cerogHn, 10 Hoa0pa 2022 roga

[noanuce)
Kauyo AMaHo
Horapuyc
436-2 Cacasmauu, Ofike-carapy,
XuratiuHoTONH AopH, Haxarno-ky Knoro
PernoHanbHoe G10po NO lopnanvecinm eonpocam, Kuoto

[Meuars:
Kauyo Amano
PemonanbHoe GI0po Mo I0pUANNEcKMM Bonpocam, Knoto
HOTAPUYC
KUOTO, ANOHUS]
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PerucTpauuorHbiii Homep: 782
CBVWAETENLCTBO

HacToaumm NOATEEPIKAABTCH, YTO npunaraemoe HorapuanbHoe caugeTenscTeo 6eino
ocopmneso HoTapuycom, HagneNawumM 06PasoM YNONHOMOUSHHLIM  OCYWSCTBNAIOWMM CBOIO
aenatencHocTb B Koo, AnoHMA, 8 Taike, YyTo Oduunanckan nedyarb, NPOCTABNSHHAA Ha
AAHHOM [OKYMEHTE, ABNAGTCA NOANUHHON.

Rara: 10.11.2022r.

CUHIYY Taxaaxm

Anpextop PerosansHoro 610po no wpuanveckum sonpocam, Knoto
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MepeBof JaHHOIO TeKCTa cAelaH MHOW, NepeBoAUNKOM YepHocuToBbIM Cepreem ropbesiyc
noanmcob

Poccuiickasn Pefepauys
"opos MockBa
LLlecToro gekabps ABe TbiCA4M ABaLaTb BTOPOro roga

A, Kopcuk Mapusa AnekcaHapoBHa, HoTapuyc ropoga MOCKBbI, CBUAETeNbCTBYIO NOAANHH
nognucu nepesofumka YepHocutosa Cepres Viropobesmnya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL NoANMCaBLUEr0 JOKYMEHT YCTaHOB/IEHA. .,C
3aperncTpupoBaHo B peectpe: No 77/2139-H/77-2022- a7 ' '
YnnayeHo 3a coBepLLEHVE HoTapuasibHOro aenctems: 400 py6. 00 Kon.

NnoAnucChb

Kopcuk

MepboBasi neyatb
HoTapwuyca r.MockBbl
Kopcnk M. A,

Bcero npoLlHypoBaHo, NpoHYMepoBaHo
N CKPen/eHo nevarbto nuct(a)(oB)

HoTapuyc

NOAMNUCH

Poccuiickas ®epepauns
r opog Mocksa
LLlecToro fekabps ABe ThiCAYM ABaALATL BTOPOro roga
[KVK Mapus AnekcaHapoBHa, HoTapuyc ropoga MockBsbl,
TaKCTBYIO BEPHOCTb KOMWUW C NPeACTaB/IEHHOr0 MHe IOKyMeHTa.

nencnTs: py6. 00 Kon.

OBaHO, CKpenieHo

M.A. Kopcuk
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Huranarop komnpeccopusiit OMRON C21 basic (NE-C803-RU)
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HuraasTop xomupeccopastii OMRON C21 basic (NE-C803-RU), B xoMIuieKTamum:
1. Kommpeccop

/ e
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2. HebynansepHasa kamepa
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3. Bo3gyxoBogHas Tpy6ka (MBX, 100 cm)
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4. 3ary6Huk
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5. Hacagka ong Hoca
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6. Macka gna B3pocnbix (MBX)
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8. 3anacHble Bo3gywWHble uabTpbl (5 WT.)
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9. Apantep cetesoit (HHP-CMOI)

/ WT TS TLL

/

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



10. CymKa gnsa xpaHeHus
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11. PyKoBOACTBO NO 3Kcnayatauuu

el

omRon

COMPI basic

NHranatop KoOMnpeccopHbIin
C21 basic (NE-C803-RU)

PykoBOACTBO MO 3KcnsyaTaumm

H

AU for Healthcare Aata Beryaa: 2Q22-07-01
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12. FapaHTUIiHbIA TaNoH

“ImRon

NHranaTtop
ToproBonn mapku OMRON

AO «KomnnemCepsm»,

YNOSIHOMOYEHHbIV NpeacTaBuTe/ b NPON3BOAUTENS,
3KCKNHO3VBHBIN ANCTPNOBLIOTOP

U nMmnopTep MegnUUHCKON TeXHMkn OMRON

Ha TeppuTopun Poccuinckon depepaumm,
onarogaput Bac 3a nokynky uHrasigstopa OMRON.

Bbicokoe kavecTBo npuoopos OMRON 1 KomdhopT npu Uc-
MoMb30BaHUN —3TO PE3Y/IbTaT BbICOKMX TEXHOMOMMI U BHUMA-
TE/TbHOro OTHOLLIEHWNS K OT3bIBaM 1 MOXesIaHUAM Mosib30BaTesieil.

Ecrm y Bac BO3HUK/IM BOMPOCHLI MO 3Kcnyataunum npuoo-
pa, NoXanyincra, obpallantecb B CNyX0y noaaepXkKu KneH-
T0B OMRON no TtenedoHy

oecniiaTHoOM ropsiven IMHUM No Poccun
8-800-555-00-80

WW nocetuTte Hall MHTEPHET-CAUT Mo agpecy:
http7/www.C8medica.ru

B cnydae HemcnpaBHOCTU npubopa Bbl MOXeTe nosyynTb
NHCbopMaLWIO O 6IKanLLeM LIeHTPe TEXHUYECKOro OBC/yXN-
BaHWS, OCYLLECTB/IAIOWEM rapaHTUMHBIA PEMOHT U nocrera-
paHTUAHOE OO6GCYXMBaHME NPOAYKUMN TOProBoi Mapku
OMRON, no TenedoHy ropsiveit IMHUN.

AU for Htalthcar» OCNGB Qo RUSISMCle

WcnonHuTenbHblil gupektop AO «KomnnekTCepBK M. B. KpUKyHUUNK
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EKTOP
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