Eurodrug Laboratories B.V.

Euro dmg Regulusweg 11, 8" floor
2516AC, The Hague

LAB ORATORIES The Netherlands

mfo@eurodrug.nl
tel: +31 70416 73 73 | fax: +31 (0)70 3521274

3BIT I1PO BUIIPOBYBAHHS (CEPTH®IKAT AHAJII3Y)

Hoginka: 308438 OnaKea xpem 40 T
Cepis: 24050629

[Hara 3atBepmxenus: 31.05.2024
[Hata BupoOHuuTea: 24.05.2024
Hpumatauit mo: 22.05.2027

ITIOKA3HUK METOXA PE3YJIBTATH BHMOTH )
CHETTUGIKAIIII
pH IT-039-01 5,29 4,50 - 5,50
Onuc 1T-039-07 BIANOBIJAE Emynecist / kpem
Konip 1T-039-07 BIATIOBIJIAE Bexesnit
3anax IT-039-07 | BIJTIOBIIAE ﬂ:;gg;ﬁ o
MlineHicTs (r/mm) IT-039-06 0,86 0,83 - 0,97
B’s3kicts (MIda-c) IT-039-04 41440 20000 - 60000
MexaniyHa CTilKiCTE IT-039-18 BIOIIOBIJAE Hemae pozninenus das
f:}f;’;ﬁf;zgxﬂa HepyHHisHe IT-039-12/13 | BIAMIOBIAE | 3a meronom mepesipku
e et oo e | <o
Yuco rpubiB Ta OpixIKiB 1T-040-03 <10 10
Inentndikauis Sthaphylococcus aureus 1T-040-07 BincytHiit BincyTrif
Inentudixania Pseudomonas aeruginosa IT-040-05 Bincytaiit BincyThii
loeutnoikauis Escherichia coli 1T-040-04 BincyrHiit Bincyrniit
Inentndixania Candida albicans 1T-040-06 Bincyrni Bigcyrui

Crnocrepexenns: He 3acrocoByerncs

IMigmuace ornsay 3 sakocti:  Shoshanna Dietz  Crenianicr i3 3abe3nedyenHs sxocri  11.06.2024

nionuc
Higmuc oco6u, Binmosinanwvnoi:  Erica Albuquerque lonoBHuit cnemianict  11.06.2024
3a JOTPUMAaHHA HOPMATHBHHX BUMOT nionuc PETYIATOPHOrO BIIIUTY
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Jexnapauis npo signosigHicts Ne TP753-01
Declaration of conformity # TP753-01

TexHiUHOMY pernameHTy Wwoao meguuHnx supobis
To Techical Regulation on medical devices

BupobHuy Espoppar Naboparopis 5.B.

Manufacturer Eurodrug Laboratories B.V.

Apnpeca 2516 AC, Faara, By, Peryaycser 11, Hinepnangu, www.euredrug.nl, Tea.: +31
Adress (0)70416 73 73

2516 AC, The Hogue, Regulusweg 11, The Netherlands, www.eurodrug.nl, Tel.: +31
(0j70 416 73 73

YNoBHOBaXEHWI NpeaCTaBHIK B TOB «Megikan XAB»
YkpaiHi, agpeca, Tenedon 04078, Kuis, syn. Cepria Aanuedxo 16, o 32

Tes.: +38 (044) 232 52 52, En. nowra: yarsp@medizal-hubinio
UA Authorized Reprezentative, adress ~ Medical HUBLLC

16 Sergey Danchenko st., office 32, Kyiv, 04078

MeaudHuit Bupib Kpem OnaKea

Medical Device Cream OlaCare

3acTOCOBAHHWA TexXHIMHUM TexwiuHUN  pernamedT WOAO MenuudrMx  BupobiB,  3aTBEpPAKEHMH
pernament, JoaaTok MNocranosow Kabinery MinicTpis Yrpalhn Ne753 sig 2 wostHa 2013 p. 3a
Applied Technical Regulation, npoueaypow, BcraHosneHolo [loaaTkom 8 (33 BUHATKOM MyHKTIB 5 1a 6).
Annex Technical regulation on medical devices, approved by Decree of Cabinet of

Ministers of Ukraine Ne753 on 2 October 2013 for the procedure indicated
by Annex 8 (exept paragraphs 5 and 6).

Knacuikauia Knac | (He crepunbHuit, 6e3 QyHKUIT BUMIpIOBAHHA)
Classification Class | (non-sterile, without measurement function)
Jara nignucy, pegaxuis: 17 cepnua 2021, Bepcin 1

Date of signing, version: 17 August 2021, Version 1

TepmiH aii gexnapauii BianosigHocTi: 16 cepnxa 2026

Declaration of conformity is valid until: 16 August 2026

Mu Espogpar aBoparopis B.B, B 0cobi 8 0cobi YnosHoBameHoro npeacrasHuka 8 Yepaiti - TOB «Megikan XAB» (Kog
EAPNOY 43528400), ake aje Ha niacrasi Lorosopy UA-AR 8ig 29 uepsHa 2021 poky, SerAapYEMO BIANOBIAHICTE NPOAYKLII, 8Bumoram
TEXHIHHOTO pernamenTy. [exnapauin CKAgAeHa nig LiAKOBUTY BIANOBIAANLHICTE BUPOBHMKA. TEXHIMHA JOKYMEHTAUIR HA MEAUHH
Bupobu 3rigHo uiel gernapadi npo BignosigHicTs po3pobnena, snposasreHa Ta 36epiraeTbea y BUPODHUKE.

Hereby we, Eurodrug Laboratories B.V., in face of Authorized representative in Ukraine — Medical HUB LLC (Company code- 43528400),
that acts based on the Service Agrement UA-AR from 29 June 2021 year declares the conformity of devices to the requirements of the
Technical Regulation. The declaration is issuing under the sole responsibility of the Manufacturer. The technical documentation for
medical devices to this Declaration of Conformity has been developed, implemented and kept by the monufacturer.

Kuis, Yipaina
17 cepnng 2021 poxy Anzpyiierko Esreris Onexcanapist
{micue Ta pata enupaui):

(Place and date of issue):

Bepcin 01
Version 01
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