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NOr0 /labopamopia de ns Mep

CEPTU®DIKAT AHANIZY

Hasga: JENY®EH® Excnpec, cnpeit HazanbHMK 20 mn

YnakoBka: 20 mn Ykpaina

Homep cepil: 10005045

JaTa BupobHMUTBE! 15.05,2019

TepmiH NpMAaTHOCTI: 04.2022

Hata sunycky: 03.09.2019

KomeHTapi: i

BunpobysaHus Cneuyndikauin Pesynbratu
OpraHonenTtUyHi XapakTEPUCTUKM
Burnan/ Konip/ 3anax — AQ-M0O-037 Mpozopui, besbapsHnii, 32 | Binnosiaae
XapaKkTepHWM 3anaxom

Di3UKO-XIMIUHI XapaKTePUCTUKHN
Myctura — [liloye Buaakrns Esp. ., 2.2.5/ 1,010-1,030 1,022
AQ-MO0-038
pH - Oitoye BAaHHA Esp. §.,2.2.3/ 7,5-8,5 8,4
AQ-MO-034
OcMosAbHICTb - [itoue BuaanHs Esp. ., 2.2.35 / | 740 —800 mocmon/kr 751
AQ-MO0-035
XimiuHi XapakTepucTUKHU
Bawkki metanm — NF EN I1SO 11885 £ 100 mkr/a Binnosinae
Mikpob6ionoriuHi xapakTepucTukm
TAMC - fitoye sugaHHa Esp. @., 2.6.12 < 100 KYO/mn Bianosinae
TYMC - [itoye BuaaHHa Eep. ©., 2.6,12 S'10 Hy(?/""‘” Bianoeigae
Pseudomonas aeruginosa - [ito4e BAaHHA Biacythi/mn BiacyTHi
Eep. ., 2.6.13
Staphylococcus aureus - fliloue suaaHua Esp. ®., | BiacyTHi/mn BiacyTHi

2.6,13

Mposizop/ Menegxep 3abe3nedeHHA AKOCTI

MeHegKep KOHTPOSI AKOCTI

Mib: LE MENEC
Hata: 06 sepecHa 2019
Mianwue:

Mib: Marie CHEVROT
HaTta: 03 sepecHa 2019
Mignuc:

Ten: 33(0)2 99 21 53 70 — ®axkc: 33(0)2 99 82 56 17

OH1755020 YKPATHA OENYDEH EKCINPEC HA3A/IbHWIA CMPEA 20 M/I




CHEFA

Hexsiapauis npo sianmosiaaicts Ne 2/2017 Bin 6.11.2017
Declaration of conformity Ne 272017  6.11.2017

Haszsa Meanamoro supody
Name of medical device

Moaungixamis:
Modifiéation:

Manufacturer:

BupoOnuk:

Manufacturing site:
BupoGruua (iasHuus:

YonosHopaskenuit NMpeNCTABHAK B
Yxpaiui:

Authorized representative in Ukraine:

Cédepa s3acTocyBaHHs:
Intended Use:

Knacudivamis srinso Homarky 2
TexnigHoTo - periaMeHty  INoAo
MEAHYHIX BHPOOIB, 3aTBEPIKEHOI0
Tocranopoio KaGinery Minictpis.
YVipainu Ne753 Bin 2 xopraa 2013 p
Classification according fo Anexx 2 of Technical
regulation on' Medical devices approved by Decree-of
Cabinet of Ministers of Ukraine Ne753 on 2 October
2043:

ponenypa oitidku Bixnosinuocri:
Conjformity-dssesment Route:

Tepnin ail aexnapauil npo sinnosianicte
Validity term of dectaration of conformity

JEEJIYDEH® Excnpec
DELUFEN® Express

JIEJTY®EH ® Excnpec, crpelt Hasansaui 20 mn
DELUFEN® Express, nasal spray 20 ml

Chefaro Ireland DAC, Treasury Building, Lower
‘Grand Canal Street, Dublin 2, Ireland

Yeghapo Atinend JTAK, Tpesicepi Bindinz, JToyepIpano-Kanan Cmpim,
AyiGiin 2, Ipranoia

Lab de la Mer, ZAC de la Madeleine, Av du General
Patton, 35400 Saint-Malo, France

Jabopamopis Oe.aa Mep, 34C e as Maonen, Asewo Ienepara
Hammona, 35400 Cén-Mauo, Ppanyin

TOB «OMET'A ®APMA YKPAIHA»,

5

| Byt Bopucninscska, 9, 02099, Kuis, ¥xpaina;

Teu.: +380 (44) 220.37 74, €JIPIIOY: 37063312
info@omega-pharma.com.ua,

“OMIEGA PHARMA UKRAINE™ LLC, Boryspilska Street 9..02099,; Kyiv, Ukraine !

phone nuber:: 380 (4%) 220-37 74, EDRPOU 37063312, info@oniepa-phanmiacom.ug:

JNEJV®OEH® Excnpec wasansuuil cupeil 3 MpOTHHA-
GPsIKOBOIO JI€I0
DELUFEN® Express decongestant-nasal-sprey

Kuac [ (Ilparuno 13)
Rule 1 (Rule 13)

Honatox 8 «Ilopsagok saificHeHns BHYTPIMHEOI0

KOHTPOJII0 BAPOOHUINTBA MEIHIHUX BUPOGIB»
Annex 8 "Procedures-for internal-cantrol-of production:of medical devices”

S pokis
S years

Hata: 06-11-2017

Dare: 06-11-2017

Penakuis: 1 Cropiuka | 133

Fersion: | Page 1of3




Chefaro Ireland DAC, Ireland nexnapye BHKOHAHHY OCHOBHMX BHMOT LIOAO MEIWMHOTO
BUpoOY, 3riggo Jomatky 1 TexHiuHOTO pernaMeHTy MOA0 MSAMYHUX BHUPOGIB, 3aTBEpIKEHOrO
HocxaHOB'om‘KaéiiHeTy 'M‘iH:iCTpiB YKpa'iHH Ne 753 Bi,[[ 2 XOBTHS 2013 p. Texuidna goxymeHTaris

Chefaro Ireland DAC, Ireland declares the fulfillment of basic requirements for medical devices,. accardmg lo-Annex
I of Technical regulations ow Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2
October 2013. Technical dociimentation is kept at imanufacturer’s and authorized representaiive’s-premises.

Micue sugaui: Yedapo Atinern JIAK, Ipmannis Hara mianuey:  06.11.2017
PLlace of issue: Chefaro Irelan dD AC, Il’elaﬁd Date o-igm‘ng:

HupexFop, I )y Br
/ Director, Ma nus Hakan O Brulm
g
Tlipnue yriosHOBaXXeHOT 0c00H Hassa nmocanu, T116
Signarure of Awthorized person Position, Full Name
¥
Micue Bunaui: Yedapo Adtiiena JJAK, lprangix Hara mignuey:  06.11,2017
Plase of isste: Chefaro I-r:ejirand D AC, Ireland Bate okgigning:

Hupexrop, [TgfpicO Cinisgs
/ Director, Patrick O” Sullivan
[Hipmac yriosrHoBaNeHOT 0cOBH Hasea nocaan, IT16
Signature.of Authorized person Position, Full:Name
Hara: 06-11-2017 Penaxuis: 1 Cropinka2 i3 3

Date: 06-11-2017 Version: 1 Page 2 of'3




7 N

Hoparox 1 jgo Jexnapauii npo BignopinHicTh
Annex 1 to Declaration of conformity

Dated this Z{ dayof (/ Cadon Jlupe,
PR / Dirde
‘MelFerguson

Micue Bugaui:

Plage-of issue:

Yedapo Adnenn JAK, Ipnanais
, _ Chefaro Ireland DAC, Ireland
Fhereby cedity that e wiliin docurment

has been produced 1o me this-day and

represented as being an orginat

Nofoy gy%mo BaXEHOL 0cO0U

Signature-of Authorized persen

Yegapo Aiinen JAK, Ipnangis
Chefaro Ireland DAC, Ireland

Micue Buzaui:

Place af issie:

Inpexrop, [Tatpi
/ Director, Patrick O’ Sullivan

Higmic yrosaosaxexo! ocobu
Signamre of Authorized persoh

Hata

Date of ing:

Hagspa nocaay, b
Position, Full Name

Hara nigne
Date qﬁ\‘ig'ﬂ"»“

Karanoxumii
Ny HOMeED Hassa wmeauunoro BupoGy na | Hazpa mepmuHoro supoly Ha
“| Catalogue - aprrificskiil MoBi yxpaigchkiit mosi ’
number - Name of medical device in English | Name of medical device in Ukrainian
Bincyruiit | DELUFEN® Express, nasal JEJY®EH® Excnpec, '
1 | Non-available | spray 20 ml cipeit nazansHuit 20 |

ganucy:  06.11.2017

0
=

Hasga nocaaw, [11b

Position, Full Name

Hara; 06-11-2017

Ddte: 06-11-2017

Penaxuia: 1

Version: 1

Cropinka 3 33
Page 3 of 3




‘B Country:

Pays/Pafs:

Phis:public-docament.

Le présent-acte;public / El presente documento piiblico

X ‘2:las been signed by
g actésignépar : .
_ ha sido;ﬁmgadi)gor . Mel Ferguson
§ 3, acting In the capacity i
agissant en qualité.d ke Dhiiin
quien detdu encalidadde: é ;\maw?ubhc
&, bears the:seal / stamp.of '
est revBtu dusceau ftimbre-de SRR
y esté revestido'del sello./ timbre de
Certified
! Attesté / Cetificado
S.at I 6.the ! .
alen Thiblin ie/eldia 17112017

“7.by
pari/ por

Department of Foreign Affairs and Trade

8.No
SOUS 10
bajo el'mimero

9047222017

: in whichi ths public document
it was Tssuid, Toverlly the Ieauanca ot O

CEEYH

e
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