Jexiapanist npo BixnopizaicTs Ne 2019-7MD/2

Declaration

Hazpa MeTHIHOT0 BHPOOY
Name of medical device

Mopnmdixanii:
Modifications:

Manufacturer:

Bupobaaua qtsHANA:

Ykpaini:
- Authorized representative in Ukraine:

Cdepa 3acTocyBanusa:
Intended Use:

TexHIigQHOTO  perjaMeHTy  Iojo |
MEIWYHHUX BHPOOIB, 3aTBEPIKECHOIO |
IloctanoBoro Kabinmery MiHicTpis |

Vkpaing Ne753 Bixg 2 xothg 2013 p

- Classification according to Anexx 2 of Technical

regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October
2013:

of conformity Ne 2019-7MDy2

JETY®EH® Exenpec
DELUFE.ZV@ _Express

JEJY®EH ® Excenpec, crpeit nasansauit 20 M
DELUFEN® Express, nasal spray 20 ml

| Chefaro Ireland DAC, Sharp Building, Hogan Place,

DPublin 2, D02 TY74, Ireland
Yepapo Aiinend JAK, Illapn Bindine, Xozen Ilnetic, Aybnin 2, D02
TY74, Ipnanois

{ Lab de la Mer, Z.A.C. de 1a Madeleine, Av du General
| Patton, 35400 Saint-Malo, France

| Tabopamaopia oe na Mep, 3.A.C. oe na Maodnen, Asenw Ienepana
{ Hlammona, 35400 Cen-Mano, @panyin

| TOB WJIEPPINO YKPATHAY,

| Bya. bopucniibcexa, 9, 02099, Kuis, Ykpaina;
Tea.: +380 (44) 359-09-53, €APIIOY: 37063312

“PERRKGO UKRAINE” LLC, Boryspilska Street 9, 02099, Kyiv, Ukraine :
phone number.: +380 (44) 359-09-53, EDRPOU 37063312

| OpAKOBOIO HI€K0
DELUFEN® Express decongestant nasal spray
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| Date: 87-06-2019
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[ponenypa oninxu pignopiguocri: |  Hoxarok 8 «Ilopsnok spidcaenns BHY TPIOTHLOT'0

Conformity Assesment Route: KOHTPOJI0 BAPOSHUITEA MeIHYHAX BAPOGiB»
Annex 8 "Procedures for internal control of production of medical devices”

Tepmin ail xexiapanii npo BixnoBiAHicTD | 5 poxis
Validity term of declaration of conformity | $ years
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Chefaro Ireland DAC, Ireland icknapye BHKOHAHHS OCHOBHHX BHMOI MIOA0 MCAHTHOIO
Bupo0y, 3riHo Jlomarky 1 TexXHITHOrO periaMeHTy MOAO0 MEIHIHMX BAPOOIB, 3aTBEPIAKEHOTO
TMocrasosoro KaGinery Minictpis Yipainma Ne 753 Bin 2 xosras 2013 p. Texaiuna XOKyMeHTAIA
30epiracThed y BHpOOHNKA Ta HOTO YHOBHOBAKECHOI'O NPEICTAaBHHKA.

Chefaro Ireland DAC, Ireland declares the fulfillment of basic requirements for medical devices, according to Annex
1 of Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne733 on 2
October 2013. Technical documentation is kept at manufacturer’s and authorized representative’s premises.

Miciie Buaadi: Yedapo Aiinenn JAK, Ipnangiz Jara wigmucy:  18.06.2019
Place of tysue: Chefar oI elan d D AC, Ir eland Date of signing:

Ttupexrop, Jixon Hlexi
Director, John Sheehy

Position, l<ull Name
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Tonarox 1 no Mexaapanii npo gimnosixmicts Ne 2019-7MD/2
Annex 1 to Declaration of conformity Ne 2019-7MD/2

| Ne

| KataJoxaun
HOMED
Catalogue

| Hazga mexmgmoro sBmpody ma | HazBa MexdTHOr0 BHpol0y Ha

| aprilficsixiil MOBI

Bl

| 1 | Non-available

Name of medical device in English

| _'ylcpa"iHCLmn'” MOBIi

1 DELUFEN® Express, nasal

| spray 20 mi

Micue sunaui:

Place of issue:

| copeit pasanpHAi 20 MIT

 Name of medical device in Ukrainian |

JNIEJTY®EH® Excupec,

Yedapo . e TTAK, Ipnauyuis
Chefaro Ireland DAC, Ireland

Tara migmacy:  18.06.2019

Date of signing:

o / Director. John Sheehy

Haspa nocanu, I1Ib

Position, Full Name

[ Tara: 18062019

Date: 87-06-2019

~ Version: 2
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1.. Couﬁti;y:
Pays/Pais:

| IRELAND

This public document
1e présent acte public / El presente documento piblico

2, has been signed by
a &té signé par

a éte ~ M. James Jones
ha sido firmado por

3, acting in the capacity of T il

agissant en qualité de Notary Public
quien actiia en calidad de

4. bears the seal / stamp of - | ) _
est revétu du sceau / timbre de otary Public
v estd revestido del sello / timbre de o _
) ] Certified
) _ L Attesté / Certificado _ _, —
5.at i . 6.the |
7. _‘;337” or  Department of Foreign Affairs and Trade
B 'Nﬂ - | . - - - - .
s 10 6251222019
bajo €l niimero : o L )

stamp: 10. Signafure:
: t",’“‘ Signature:

Wi
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AT

T thenticity of the signature and the capadcity of the person who has signed the public

’j’r;ﬁ’ are appropriate, the ldentity of the seal or stamp which the public document bears. This Apostille
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Annex 1 to Declaration of conformity Ne 2019-7MD/2
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Hasea: OENY®EH® Ekcnpec, cnpeil HasansHNi 20 mn
Kpaina: YKpaiHa

YriaxkoBKa: 20 ran

dopmyna: PRD1122

Howmep cepiir 10009957

Koa ToBapy: OH1755020

Hara supobuuuTea: 03.11.2021

Tepmit NpUAaTHOCT: 10.2024

[lata sunycky: 27.01.2022

RomenTtapi: /

Bunpobyeanua | Cneundikauin Pesyabratu
| OpranosentUiHi XapaKkTepUCTUKHM
| Burnng = flhove Bugarss Esp. ©.2.2.1.8&2.2.2 Npozopuii | 6esbaparuii Binnosinac

3anax - AQ-M0O-303 | XapaxTepHui | Bignosigae

| PizuKo-XimiuHI XapaKTEPUCTURY S,
| 'yctHa — [isode supanns Esp. &.2.2.5 1,010-1,030 11,022
| pH - Aiode srgakHa Eep. ©. 2.2.3 7,5 38?5"_ 83

| OcmonsnsHicrs - Aitove suganus Eep. . 2.2.35 740 —300. 752

| Ximiuni XapakrepucTuRm .
| Bamgi metanu = NF EN IS 11885 <100 Binnosigae

| Mixpobioacriuni XapakrepucTuky -
| TAMC - ivove BnpanHs Esp. €. 2.6.12 <100 KYO/mn Binnosigae
| TYMC - Oiove Bupanss Esp. ©. 2.6.12 <10 KYO/mn Bignosigae
| Pseudomonas aeruginosa - Esp. ©.2.6.13 BipcyTHi/mn | Bigcyrai
1 Staphylococcus aureus - Esp. @, 2.6.13 Bigcythi/mn BincyTsi

| Xapakrepucinku ApucTpoo o
| Tun Cnpeit - AQ-MO-033 Posnunennn cnpew BigcyTii

| X PesynbTtatv signosigatots MeHeaKep KOHTPOMIO AKOCT]
Pe3ynbTatyi He BianosiazioTs berguamin Peminron
Hata iNignue: 28 ciuba 2022

Nocunanus: AQ-ENR-656 472 SpCTAT Ut % 022 Marie CHEVROT
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Hexapauis npo signosigmicTs Ne2/2017 Bix6.11.2017
Declaration of conformity Ne 2/2017  6.11.2017

Hazsa Meamunoro supody
Name of medical device

MO,EIH(l)inIIlH'Z
Modification:

Manufacturer:

Bupoonux:

Manufacturing site:
Bupobanua qisabHHI:

'VioBiToBaXenni NPEACTABHHEK B

Yxpaiui:

" Authoriced representative in Ukraine:

Coepa 3acTOCYyBAHHS:
Intended. Use:

Texmqﬂem perna\{eﬁ'ry MIOAO |
MEAEYHUX BHPOOIB, 3aTBCPIPKEHOrO

"

Hocraropoie Kaﬁme'ry VITHICTPIB.
Vipaian Ne753 six 2 sxoBTHa 2013 p

Classification” according io Anexx 2° of Technical
regulation on Medical devices approved by Decree-of

Cabinet of Ministers of Ukraing No753 on 2 October

Tponeaypa oninky BixnoBiAnocTI: |
Conformity-Assesment Route:

Tepmin aif gexnapauii npo sixnosianicTe |
Validity term af declaration nj confarmity

| phorne number,: 380 (44) 220-37 74, EDRPOU 3706331 gj_..'i'r'r'ﬁ:} me X~

JEIYOEH® Excnpee
DELUFEN® Express

| JAEJIYDEH® Excnpec, cr IpeﬁHaBEJIBHHﬁZO ML
| DELUFEN® Express, nasal spray 20 ml

| Chefaro Ireland DAC, Treasury Building, Lower
ﬁ-'Grand Canal Street, Dublin 2, Ireland

Yediape Aiinend T K Tpe:»cepz Binoinz, JToyep L pano-Kanan Cmpim,

AyGiin 2, Iprandia

Lab de la Mer, ZAC de la Madeleine, Av du General

| Patton, 35400 Saint-Malo, France
| Habopamaepis Oe.as Mep, 34C e ast Maonen, Agemo Fenepana

Hammona, 35400 Cen-Mano, Opanuyis

TOB «OMEI'A ®APMA YKPATHA»,

| By Bopucninbeska, 9, 02099, Knis, Ympama'
| Tes.: +380 (44) 220:37 74, €/IPIIOY: 37063312
info@omega-pharma.com.ua,

“OMEGA PHARMA UKRAINE " LLC, Boryspilska Street 9.02099; Kyiv, Ukraine

sharmia:comug

| AEJY®EH® Excnpec Hasansult CHpedl 3 NpoTHHA-
{ DPAKOBOIO €K
DELUFEN® Express decongestant nasal-sprey

Kiac | (ITpasuno 13)
Rule 1 (Rule 13)

KOHT pc Bﬁpoﬁunu'ma Memmnnx Bupoﬁm»
Annex 8 "Procedures for internal-control of production:of medical devices”
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Chefaro Ireland DAC, Ireland nexnapye BHKOHAHHY OCHOBHMX BUMOr IHOHO MEIMMHOTO
BUpoOY, 3riAHO Jonatky 1 Texniunoro pcrnamemy HOAO MEIHYHMX Bnpe6m 3aTBep11)1{eH0mr

[Mocranosowo Kabinery Minicrpis Yipaiuu Ne 753 Bin 2 wontas 2013 p. Texnidna JOKyMEHTan s
30epiraeTses'y BupofumKa Ta HOoro yIoBHOBAXNEHOTO MPEACTABHHKA.
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Chefaro Ireland DAC, Ireland. declares the fulfillment of basic requirements for medical devices, accerdmg fo-Annex

1 of Technical regulations-on Medical devices, -approved by Decree of Cabinet of Ministers of: Ukraine Ne753 on 2
October 2013. Techrical documentation is kept at mcmufacfm er's and authorized representative’s premises.

Micue eupavi: Yegapo Aitnenn JIAK, Ipnasinia ~ Jlara ﬂlﬂﬂﬂcy 06.11.2017
Hlace of lssue: Chefaro Ireland DAC, Treland Paie

aruye Xaxan O Bpys'

._ lIHp*"' -
I Director, Magnus Hakan O Bruhn

Tlignuc ynosHOBaXeHOT 006U
Signature of Authorized person

Hazsa nocanu, 116

Poasition, Frll Name

Micue Bunaui:

Place-of issue:

L AAK, Ipriannis JHata nignucy:  06.11.2017
Chefa’r O II’ eland DC Ireland Date o 5‘{3)”}@3
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Annex I to Declaration of conformity
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“| Catalogue - arsiiiesKkiit moBi “_ylcp"‘:’l"ﬂ'cmciﬁ MOBI- |
| number Name of medical device in English | Name of medical device in Ukrainian |
_ Bincytniit | DELUFEN® Express, nasal AEJY®EH® Excapec, |
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