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J@Kﬂapaum mmmmmmcm 2017-4/1
Declaration aj camfwmzfy 2017-4/1

Name of mgdfc{zﬁ devices

"""-'mmm
Tke modifications

BupoGuni:
Manufacturer:

Authorized representative in Ukraine:

?@mmmm
M@ﬂﬁ%ﬁﬁx ~a¢-ﬁ=f_

ain mﬂ 2 m}mm ' ?

Cle wgﬁmﬁm ace @wﬁmg o Anexx 2 of ?m&mim{
regulation on Medical devices approved by Decree of ]
Cabinet of Ministers of Ukraine M753 on 2 mmgm

2013:

Tpouenypa ouinku Bianosignocti:
C mfﬂrm ng Assesmmt Route:

Omiega Pharma international NV,
Venecoweg 2o

Industrieterrein “De Prijkels”
3-9810 Nazareth

T +32{0)e 381 02 00

F+32{019 381 0220

v A A B A S P e e e 5 1B B R R b Ao 2

per ﬂ&iM@HT}’

PIRPISPI SNSPTIRPRSHS SRR TP SRR Y S RS

1 Omega th#' mmmmﬂmmﬁ
Nammm A
- HB, Benexoser 26, 9810 Hazaper, benbris

%f

ep Maneie® ATtomik
Dermalex® Repair Atopic

Mepmanexc® Konrakr

Dermalex® Repair Contact

| Brazaui B gogatky 1 20 aexaapauit npo sianoBigmicTs
© The modifications specified in Annex |

NV, Venecoweg 26, 9810
/  Owmera @apma [HTepHEIHN

PAPMA YKPAIHA»”, sy, Bopucninneska,

19,0209, m Kmymm €IIPTIOY: 37063312, en... +380

1 (44) 220 37 74; e-mail: info@omega-pharma.com.ua /
- «OMEGA PHARMA UKRAINE» LLC, Boryspilska Street 9, 02099, Kyiv, Ukraine:

| EDRPOU 37063312, tel.: +380 (44) 220 37 74; ¢-mail; mm@mmg t=phigrma.com .

Krac lla

(Mynxer 12, Joaarky 2)
Clasy la

1 Jloparok 6 «opsinok 3abesneuenns GPyHKUIOHYBAHHA YOI PABJIIHHST
© AIKICTIO MiJ Yac BUPOGHMUTEA MeAUMHIX BHPOGIB» Ta

- Jlenatox 8 TMopsaok 3ailicHeHHA BHYTPIMIHBOTO KOHTPOJIO
BHPOGHHUTBA MEAUYHHX pupoGin
srigHo  TeXHIUHOTO — pernaMeHty  WOoA0  MEANYHHX wp@fﬁiﬁ'
| 3arsepaxeroro [ToctaHOBOIO Kaﬁmmy MinicTpie Vkpainuu Ne753 Bin 2
}}mmm 20 EE p

| Annex 6 "Procedure for the functioning of quality control in the manufacture of
| medical devices"” and

L Annex 8 “Procedure for internal control of the manufacture”

_according to Technical regulation on Medical devices gﬁmaved by Decree of Cabinef f.gf"

| Ministers of Ukraine Ne753 on 2 October 2013
| Extension of the Certificate NePR.075-16 valid 1ill 29" Sept 2021



-Pe’aw r}j fRsye:

Ha3sea nocaau, [1IB:

Pasition, Full Name

Harpix O Cannisan, gupexrop/
‘Patrick O’Sullivan, director

Howmep ceprudikara signosiznocri: |
-Cen‘zf cate regz.sa‘mtmn number;: P .

_ R.075-16
alidity torme | 29.09.2021

HpusHagennil Opray 3 oMiHKK - TOB "Yxpalucbkuit HayKkosuit iHeTUTYT ceprudikauii”, 04053,
BianoBigHocTi T2 fioro | Ykpaiua, m. Kuie, syn. KyapsBchkuil y3Bis, 7, odic 320:

igenTudikaniknui Ko | UATR.116 N
Conformity assesment body with its inc a*:"my'"c,amm | "Ukrainian Research Institute of certification " Kudryavsky descent 7, office 320 Kiev,

_ 1 04053, Ukraine, Number: UATRI16
number; i

Bignosiguicrs BuMoram 'Texmqmmj Biznosizac
PerJIAMEHTY OO0 MEAUYHMX BHPOOIB, = Meets the requirement
3aTBepmxeHoro llocraHosoro Kaﬁmm‘y

‘Minictpis Ykpaiuu Ne753 Big 2 XOBTHSs z':
2013 p

Compliance with Technical regulation on - Medical

‘devices approved by Decree of Cabinet of Ministers of t.
Ukraine Ne753 on 2 October 201 3:

29 09.2021

‘Tepwmin aif gexnapauil npo m,zm@ﬁmmeﬂs

Vﬂf::i&!p ferimi of declaration of conformity

Omega Pharma International NV pexiapyc BUKOHAHHA CCHOBHHX BUMOT 10 BUPOOY(iB) 3a3Ha4eHOro(Mx)
Bue, 3rigno Joaarky 1 TexHi4HOro peraaMenTy mofo MeaMuHux Bupobis, sarsepakenoro [Mocranosoio
KabGinery Miuicrpin M@pﬂﬁm Ne753 Big 2 sxoBTHR 2013 poxy. TexHiuHa JOKYMEHTALIR 3 MiATBEPAMCHHA
BiAnosiAHoCTI 30epiracrues y BUPOOHUKA Ta HOI'0 YIHOBHOBAMKEHOIO NPEeACTABHIKA.

Omega Pharma International NV declares that abovementioned device(s) complies(y) with the requirements set
Sorth in Annex L of technical regulation on Medical Devices approved by Decree of Cabinel of Ministers of
Ukraine Ne753 on October 2nd, 2013. Technical documentation proving conformity.is. k@pf at manufacturer’s.
and authorized representative’s premises.

Ilignuc ynosHOBaxeHOT 0coOH:
Aug_horz.zed Signagure R e e e, S PP

\ora miamcy: __of AGlei3) 2018

\\ Date of signing:

Venecoweg 26
Industrieterrein "Oe Prijkels”
B-9810 Nazareth.

T +32(0)9 381 0200
F+32(0)9 381 02 20



Jexmapania npo signosiguicrs 2017-4/1

Declaration of conformity 2017-4/1
Anriex |

wpaﬁy HA

| aHrdidchbiii MmoBi |
f Name of medical device |

BHPOOY Ha
YEpalHChLKil MoBi
Name of medical

| device in Ukrainian

Hama MB,[E w—mum

Cybrourpaxruuii Bupobuux
Contract manufacturer

Dermalex® R
Atopic 30 g
~cream

in Engﬁzsh

'_fﬂepmmem
::f; Aromix 301
| Kpem

Pm‘mx Pharma L&d.ﬁ H-8900 Zamegemzegg

| Kamilla u.3, Hungary

| Tepnikc ®apma JIta., H-8900, 3anerepuer, Kaminna
y.3, Yropuiuna '

| Atopic 100 g
iﬁﬂﬁaﬁl

::?_;-Dermamx Repau"

Hepmme&m
| Atonix 100 r
| Kpem

_P ernix Pharma Ltd,, H-B@@O Zamegemeg,

| Kamilla u.3,
Tlepnixc ®apma Jita., H-8900, 3anerepuer, Kaminna

| v.3, Yropuinna

Hungary

Contact 30 g
_cream

—

[ Tepanexe
| Konrakr 30r
| xpem

Kamilla u.3, |
1lepuike ®apma Jlta., H-8900, 3anerepuer, Kammna

ééungary

y 3, YropumHa

[lianuc ynosHoBaxeHol 0COOH:
Authorized Signature

Micne sunaui: Nazareth i -lw y

Flace of issue:

Hazsa nocaau, IIB:

Position Full Name

Omega Pharma International N.V,
“Venecoweg 26
Industrieterrein "De Prijkels”
B-9810 Nazareth

T+32(0)9 381.02 00

F+32{0)3 381 02 20

Hara migucy:
Date of signing:




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

eneiuxpaﬂ{ }39 conﬁrm ?Ehat- the -s-ignamres on
thm-documem are f[he mgnaiures of -

- Patrick O’SULLIVAN hvmg at Gaigenberg 23/H, 9000 G

(B ei gmm) and 1s weH known by m

does not imply a certification o the notary of Ehc ca,pacny or the
powers of the aforementioned signatories.

2018 at Kortrijk.




H "’-ﬁ'wwm"' eWﬂmwh.—ﬁ“’

Le présent acte pubhc a été signe par
Duese aﬁenthche Urkunde ist unterschneben mn

Ag:ssani en quahte de'
ln semerﬁhrer Engenschaﬁ als

Egt revetu du sceau de
. Sie Ist versehen mit dem: Stegel des/der:

% [\ Cem Ap:)stﬂle ﬂ% garamat paﬁ E authemma
4 wa Apostnl!e dientnicht dem

ta dii conteny m d{}cument

Eeweas der Authen

stille {:ammieren? \Jenfaer ceﬁe Amsts%ie‘? Dsese Apostille uberprufen "”?

Degroote, Liesbet

Notaris/Notaire/Notar

Kortrijk

fizitat des lnhalts des Dﬂkuments




