BupoGuuk: Pernix Pharma Pharmaceutical Manufacturing Ltd.,

8900 Zalacgerszeg, Kamilla u.3, Hungary

Hasea mpoayxry:
Homep cepii:

Tepmin npugarnocri:
Jdarta puroros/ienus;
Kinekicrs:

Homep ceprudixaty:

CEPTUDIKAT SIKOCTI

UA

Aepmanexc® Aronix/ Dermalex® Repair Atopic kpem 100 r

320039

03.2023
31.03.2020
5174 ynaxoexn

MB-20/256

D

—
Ilapamerpn

Bumoru no sxocri

Pesyawrarn

Kourtpoarn Sanx-npoayxry

XapaxrepucTuky

bexenuit, 6¢3 sanaxy kpem

Biznozinae

Mexaniuni joMimku

He nosuucn sMiltysary Mexaniunux jomimox

Bijnosijae

Onnopinnicrs

Kpewm nosunen 6y nosricTio otHopinnmm, MPHITHTIHX
HACTHHOK, BY3JIUKIB, PIJIKMX KPalEib | 110J10C He IORHHEO
CIIOCTEPIraTHCS HABITH 3 JIOIIOMOTOI0 301IRIIYBANEHOTO
CKJI4, AKe 3a0c3nedye 361IbINCHIY B YOTHPH pasu

Binnosigac

3MAaTHICTH JI0 pO3TIKAHHS

ITouHen gobpe PO3TIKATHCS

Biamosinac

pH

50-7,0

5,14

Mikpobionoriyna
4HCTOTA

3aranpua KinbKicts acpoGHHX Mikpooprasizmis 102 KYO/r
3aranpHa KimbKicThb JPLKIKOBHX | LIBLITICBHX rpu6ie 10!
KYO/r

Pseudomonas acruginosa: sigcyTri/r

Staphylococcus aureus: BicyTHi/r

<10

<10
%)
%)

Konrpous ynaxopanoi NpoAYKIii

Maca HanopHeRHS

He menme 100,0 r (100,0 — 105,0 r)

Binrnosinac

YIAKOBKH

BIJIIIOBIIATH IPOTOKONY BHPOOHHUTEA cepii.
Mapkysanus € He3MIHHHM HABITE Mic/s IIPOTHPAHHS
BOJIOT0I0 TKAHHHOIO

3aKkymnoproRanus IIporikannus npojykry He HOBHHHO crocTepiraTies Binrogijac

Mapiygants Ty6 Homep cepii i tepmin npumaTiocti nosummi Oytw wiTkemu 1 | Bizmosinae
BUIIORIZATH [IPOTOKONTY BHPOGHHULITRA cepif

Ynakopauuit npoaykt Koskia ynakoeka ana ciosxueaya nosmiia BMIIYBaTH | Binnosingace
HATIOBHCHY, 3aKyMOPCHY i IIpOMapKoBany Ty6y i |
mdopManifnui JIHCTOK-BKJI4, ML

MapkyBatHs crioxiB4of Homep cepil i repmin npunataocTi nornnui OyTH uitkuMu 1 | Binmosinac

Ha ocroBi Buineekazanux pesynsraTi s MATBEPIKYIO, IO BHIIPOGYBaKa MIPOIYKLIS i
BHKIA/ICHHM B crieundikarii.

Ilinnue:
Iip. ITocta Arnec

3abcsneqeHHs axocTi

oy Y

[euars Harta;

HGpoBUi

4
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z Hexnapauin npoe eigmosiguicTs 2017-4/1
Declaration of conformity 2017-4/1

Ha3pa meauunux supogin
Name of medical devices

Mogndiramii
The madifications

BupoGum:
Manyfacturer:

Ynoeunosamenuidl NpeICTABHHME B
Ykpaiui:
Authorized representative in Ukraine.

Knacudixanin sriano  doparky 2
TexniuHoro periamMenTy moao
MEAMHHMX  BUPOBIB,  3aTBEPMKEHOrO
MocraHosoie  Kabinery  Miuictpin
Yxpainu Ne753 pin 2 sonrns 2013 p

Clawsification according 1o Anexy 2 of lechnical

1. Jepmajiexc® Aronik
Dermalex® Repair Atopic

2. Jdepmanexc® Konraxr
Dermalex® Repair Contact

Brazami B nogatky 1 a0 aexaapauii npo BianoBiIHicTL
The modifications specified in Annex 1

iOmega Pharma Internatiomal NV, Venecoweg 26, 9810
Nazareth, Belgium / Owmera @apma  [HTepHEwHI
: HB, Bewnexoser 26, 9810 Hazaper, benbris

|

TOB “OMEFA ®APMA YKPATHA»”, sys. Bopucninneska,
9, 02099, m. Kuis, Ykpaina, CAPTIOVY: 37063312, Ten..: +380

(44) 220 37 74; e-mail: info@omegg-pharma.com.ua /
| «OMEGA PHARMA UKRAINE» 11.C, Boryspilskd Street 9, 02099, Kyiv, Ukenine:

‘ EDRPOU 37063312, 1el.: +380 (44) 220 37 T4; e-mnil: infogomegn-pliurma, cor.un

Knac lla

(Myuxr 12, Jopatky 2)
Clasy Ha

fPoint 12, Annex 2

reguidation on Medieal devices approved by Decree of |

Cabinet of Ministers of Ukratne Ne753 on 2 October
2013:

Hpoueaypa oninkn BiamopiTHoCTi:
Conformity Assesment Route:

Omega Pharma Internatianal N.V.
Venecoweg 26

Industriaterrein "Oe Prijkels”
B-9810 Nazareth

T +32(0)e 381 02 00

F+32{019 381 02 20

| MoaaTtok 6 «Mopsaok sabestieuennn PpyHKNIOHYBAKHA yOpaBRinHA
! mxicTeo MiA Yac BUPOGHAUTEA MeAHYHHX BAPOGiB» Ta
Hogatok 8 [Mepagok 3aificienna BHYTPRILINEOTO KOHTPOMIID
BHPOOHUUTEA MeTHIHUX BHPOGin
| srigHo  TexmiuHOre  perniamedTy  WOA0  MEAWYHHMX  BHpoOim,
| sarepaxeroro [octarosoto KaGinery MinicTpie ¥ kpaiuun Ne753 Bin 2
#0eTHA 2013 p
Posuspents Ceprudikary NePR.075-16 nie no 29 sepechn 2021 p

Annex 6 "Procedure for the functioning of guality control in the munafacture of
medical devices” and

Annex 8 “Procedure for interngl comtrol of the manufacture” L -
according fo Technical regulation on Medical devices approved by Decree of Cabinet of

Ministers of Ulraine Ne753 on 2 October 2043
Extension of the Certificate NePRO73-16 valid till 29% Sept 2027

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for more information.
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Howmep cepradixara Biznmosinnocri:

Certificate registration number;

fleaicieg PR.075-16
Tepminom aii go:
Validity term: 29.09.2021
Ipuznagenuii opram 3 ouiHKH TOB "¥YxpaincukHi HayKoBHE IHCTHTYT cepTudikanii”, 14053,
BiRoBiANOCTI T Horo Ykpaiua, m, Kunis, syn. Kyapascsknii y38i3, 7, odic 320:
imenrndikaniinni koa UA.TR.116 )
Conformity assesment hody with ifs indeniification "Uikrainian Research tnstitute of certification ™ Kudryavsky descent 7. office 324) Kiev,

4053, Lkraine, Number: UA TR 16
number!

Bimwosignicte  BHMoOram  TEXHIMHOIO Binnosizac
pernaMeHTy ILOJA0 MERWYBMX BHPOOIB, | Meeis the requirement
saTBepaxenoro [MocraHosoro Kabinety :

Minictpis Yxpalit Ne753 sig 2 sxoBTHS

2013 p

Complianee with Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of
Uhraine Ne753 on 2 October 201 3:

29.09.2021

Tepmin ail aexaapadii npo sixmosimicrp
Valtfirw teem uf declavaio of confirsiny

Omega Pharma International NV aexiapye BAKOHAHHA OCHOBHHX BUMOI A0 BNpOoGY(iB) 3a3nuauenoro(mx)
Bule, 37iano dogatky 1 TexHiunoro peraamenty mogo meguuuux supobis, sarsepaxenoro [octanosow
KaGinery Minicrpis Ykpainu No753 sia 2 soesTHa 2013 poky. Texniyna a0KyMeHTaLlifA 3 NiATBEPIKEHHA
sianosignocti 36epiracTocn Y BEPOGHUKA T4 HOI'0 YIIOBHOBAMKEHOTO MPEACTABHHKA.

Omega Pharma International NV declares that abovementioned device(s) complies(v) with the requirements set
Jorth in Annex I of technical regulation on Medical Devices approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on October 2nd, 2013. Technical documentation proving conformity.is kept at manufacturer's
and authorized representative's premises.

[ligmuc ynosHoBaxeHOT 0cobn:

Authorized Signature
Micie upadi: Nazareth (Belgium) Hara nianuey: of AG l(_))) 2018
Ploce of ivsue; Deate of sipning:

Hazea oocanm, T11B:

Position, Full Name

ITatpik O CannisaH, aupexrop/ (/,7:’/“"7
Patrick O’Sullivan, dircctor — e ,/

Epenppeicep BBBA, gupexTop i nocTinHuia npegcrasHvk FeepT Kynbéi/
Brandracer BVBA, director, with permanent representative Mr, Geert Ceols
L

Omega Pharma International M.V,
Venecoweg 2G

Industrigterrain “Oe Prijkels”
B-9810 Nazareth

T +32{0)9 381 02 00

F+32(0)9 381 02 20

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for more information.
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Hewnapania npo sinmosignicrs 2017-4/1

Declaration of conformity 2017-4/1

Honatok 1
Annex |
Ha3zsa MmeanuHoro Hazga meamunoro Cy6konrpakrunii Bupobunk
BHpoOY Ha BHpOOY Ha Contract manufucturer
aHrIidchKIH MOBI YKpailHchKiil MoBi
Name of medical device Name of medical
in English device in Ukrainian
Dermalex® Repair Hepmanexc® Pernix Pharma Ltd., H-8900, Zalaegerszeg,
Atopic 30 g Artomik 30 r Kamilla u.3, Hungary
cream Kpem [Mepuire ®apma Jlta., H-8900, 3anerepuer, Kaminna

v.3, ¥ropmuHa

Dermalex® Repair Hepmasiexc® Pernix Pharma Ltd., H-8900, Zalaegerszeg,
Atopic 100 g Avomik 1001 Kamilla u.3, Hungary
cream Kpem [Mepuixe ®apma Jra., H-8900, 3anerepuer, Kaminaa

y.3, Yropuuna

Dermalex® Repair HNepmanexc® Pernix Pharma Ltd., H-8900, Zalaegerszeg,
Contact 30 g KonTakr 30r Kamilla u.3, Hungary
crearn KpeMm [Mepuikc Papma Jlta., H-8900, 3anerepuer, Kaminna

v.3, ¥ropuuuna

[Tignuc ynoBHOBaxkeHol 0COOH:
Authorized Signature

Miciie Buaaui: Nazareth (Belgium) Jara nianucy:
Pleve of isspe: Dt of sigming:

Hazsa nocaam, IEB:

Fosition, fult Nawe

[Tarpix O Cannisan, aupextop/
Patrick O’Sullivan, director

Bpenapeidcep BBBA, pupekrop i nocTilnui npeactashuk [eept Kyneo! e %5/_/,7
Brandracer BVBA, director, with permanent represeatative Mr. Geert Ceals =
/,/’ z
P

Omega Pharma International NV,
Venecoweg 26

Industrietarrein “De Prijkels”
B-9810 Nazareth

T+32{0)93381 02 00

F+32(0}8 381 0Z 20

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for more information.



Notariskantoor Liesbet Degroote
B-8500 Kortrijk, Beneluxpark 13
Tel +32 (0) 56 43 90 80 | Fax +32 (0} 56 41 11 44

I, the undersigned, Liesbet Degroote, notary holding residence at 8500
Kortrijk (BELGIUM), Beneluxpark 13, confirm that the signatures on
this document are the signatures of

- Patrick O’SULLIVAN, living at Galgenberg 23/H, 9000 Ghent
(Belgium) and is well known by me;

- Geert COOLS, living at 1800 Vilvoorde, Lindenstraat 162 (Belgium)
and is well known by me;

This confirmation of the signature only concerns its authenticity and
does not imply a certification by the notary of the capacity or the
powers of the aforementioned signatories.

Done on the 16" of March 2018 at Kortrijk.

o

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for more information.
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APOSTILLE

(Convention de La Haye du 5 octobre 1961)
T LandiPaysiLand :  BELGH - BELGIQUE — BELGIEN.

3. Deze openbare akte is ondertekend door !
Le présent acte public & &té signé par: Degroota, Liesbet
Diese dffentliche Urkunde ist unterschrieben von:

3. Handelend in hoedanigheid van
Agissant en gualité de . Notaris/Nolaire/Notar

In seinerfihrer Eigenschaft als.

7 s voorzien van het zegel van
Est revétu du sceau de Notaris/Notaire/Notar
Sie ist versehen mit dem Siegel des/der: Kortrifk

Voor echt verkieard / Attesté / Bes(atigt

5. Te Brussel/A Bruxelles/in Brissel 6. Op/LetAm : 20/03/2018

7 Door FOD Buitenlandse Zaken, Buitenlandse Handel en Dntwikkelingssamenwerking
par e SPF Affaires éirang@res, Commerce exterieur et Coopération au Dévelopement
Durch FOD Auswiértige Angelegenheiten, Aulenhandel und Eniwicklungszusammenarbeit

§.Onder Nr. /Sous le n*/ Unter Nr. - 9805571889407796

|9, stempeliSceau/Stempel : 10. Ondgnekeninngignaturef Unterschrift :
; T —
e i
= Martine Veldeman T e

PrijsfPrixf Preis 20 EUR

Deze Apostille waarborgt de authenticiteit van de inhoud van het document niet.
Cette Apostille ne garantit pas rauthenticité du content du document.
Diese Apostille diert nicht dem Beweis der Authentizitat des Inhalts des Dakuments.

E-

L

Deze Apostille controleren? - Vérifier cette Apostille? - Diese Apostille iiberpritfen 7:

L. hitp:/iegalweb.diplomatie.be

TRIAL MODE - a valid li wi i
icense will remove this message. See the keywords property of this PDF for more information
on.
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«YKPATHCbKUIA HAYKOBWUM IHCTUTYT CEPTUDIKALLIT»
TOBAPUCTBO 3 OEMEXEHOIO BIANOBIOANBHICTIO

04053, YkpaiHa, M. Kuis, Kyapascbkuit y3Bis, bya. 7, odic 320
UATR.116

4 Uni
CERT

CEPTUOIKAT BIAMNOBIAHOCTI

lMopsgox 3abesnevennss QYHKUIOHYBAHHS CHCTEMH YNPAaBJiHHA SKICTIO mia uac
BUpoOHHUTBa Meauunux BupoOiB ([lomatok 6 TexHIYHOro perjgaMeHTy IOJA0 MEJWYHHX
BHpOGiB, 3aTBeppKeHoro nocranoBoto Kabinety MinictpiB Ykpainu Bix 02.10.2013 Ne 753 (TP)

Bupobuuk: Omega Pharma International NV
HOpuanuna Venecoweg 26, 9810 Nazareth, Belgium
ajpeca:
Vnoenosaxennii TOB «OMEI'A ®APMA YKPATHA»
NpeaCTABHHK: 02099, Byn. bopucnineceka, 9, M. Kuis, Ykpaina
Bupobu: Baanep® Ipo
pyuka-amjiikarop Bia 6opoaasok, Ila knac;
Bapruep” Kpio

npucTpiii 15 BHAaeHHA Oopoaasok, Ila kaac;
,[lepma.rlelcc® ATronik, Ila knac;
Ilepma.rlelcc® Konrakr, Ila knac.

Mpusnavenuii opras 3 ouwinku BianosigHocti ToBapHcTBO 3 00MeXeHOI0 BiANOBIAANLHICTIO
«YkpaiHcbKkuii HaykoBMil iHCTHTYT ceprudikauil»y (inentndikauiiinuit Homep Ne UA.TR.116)
NiATBEP/KYE, WO 3a3HAYCHHN BUPOOHHMK BIPOBAJMB CHCTEMY YNpaBIiHHA SAKICTIO WIOA0 MNpoOLEciB
BHPOOHMIITBA T4 OCTATOYHOTO KOHTPOJIIO CTOCOBHO 3a3Ha4YeHMX BUPOOIB y BiIMOBIZHOCTI 10 MYHKTIB 3-7
Jlonatka 6 TP Ta sika € 06°€KTOM NEpioHYHUX HArJISAOBUX ayJMTIiB 3riAHo 3 myHKTiB 8-11 Jlonarka 6
TP. Ins peamizauii npoaykuii IIb ta III knacy pu3uky nozatkoBo mae OyTd HasBHME ceprudikar
nepeBipku Ty 3riano Joaarka 4 TP.

[MincraBa aas BHAAYi:
3itT Ne PR.407/6-PR.069/S1/2-17 Bin 17.11.2017;
Pimenns npo Buaady ceprudikara Ne PR.407/7-PR.069/S1/3-17 Bin 15.12.2017.

Ceprudikar Ne PR.075-16

Jiiicawmii 10 «29» Bepecus 2021 p.

Bunauns Ne 2. Ceprudikosano 3 30.09.2016.
Hara peectpauii «15» rpyaus 2017 p.

epinv(c)pr;ﬂy 3

LWIHKH BIIMOBIHOCTI

S Cropinka 1 3 2

ISO/IEC 17021-1

10302
ISO/IEC 17065

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for more information.



«YKPATHCbKWIA HAYKOBUM IHCTUTYT CEPTUDIKALIII»
TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJANBHICTIO
04053, YkpaiHa, m. Kuis, Kyapascbkuit y3Bis, bya. 7, odic 320
UA.TR.116

ICTOPISA CEPTU®IKATA

Uni
CERT

Ne 3/m

BHIAAHHSHA I[aTa

Onuc 3mMin

1 30 Bepecusa 2016 p. | [lepme Bunanus

2 15 rpyans 2017 p.

Posmmpenns cdepu ceprudikara, a came A01aHO 2 MO3MLIT:
,[[epMa.ﬂelcc® ArTomik; ,[[epma.nelcc@ Konrakr.

Ceprudikar Ne PR.075-16
Hiiicauii no «29» Bepecus 2021 p.
Bupanns Ne 2. Ceprudikosano 3 30.09.2016.

Jara peectpauii «15» rpyans 2017 p.

A A

[ 10302 [ 80103 ]
ISO/IEC 17065 | | ISONEC 17021-1

TRIAL MODE - a valid license will remove this message. See the keywords property of this PODF for more information.

—T—P;0. Muxajako

o ceptudikara Ne PR.075-16

2
J{épiam 3
™ /ﬁiﬂm BiamoBiHOCTI

Cropinka 2 3 2
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