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CERTIFICATE of RELEASE N°013Ha22
¢ COLLAGEN PLATES STERILE WITH HA

i Product |  PHYALO4REGEN pad 5x5.cm

1 BATCH N° 2MO2
IMANUFACTURING DATE. - 1202209
1 EXPIRATION DATE 202708 -
{1 QUANTITY. | 2180 boxes of 5 plates each (confrol samples included) |

JESCRIPTION. LIMITS RESULTS

e 5x5 = 5%10 - 10x10 - 10%15 ¢m, +10% | .
DIMENSIONS Thickness 0.6om (02 cm) | canform

APPEARANCE Spongy, ivery-white - conform

> 16.40% 16.78%

TOTAL NITROGEN = |

HYDROXYPROLINE .~ | > 12.00 % 13:11%

QLANALYSIS NAHY | conform conforrm

| BIGBURDEN | - o .
;.___{BE’F’GRE'S*{ER’IL&Z&&T@%}’_ ] < 40 U.FC{plateé.._.“. | | .1{}

1 STERILITY Sterile
SNy L R T A . conform
| (IRRADIATION CERTIFICATE) | {irradiation performed) 1

YES K NO{L]

CHeck list confor
YES NOD

Visual-controt performed

Milgng 15/11/2022

- | ﬁ}iﬁ PR
RA Manager
Antonio Bairetta
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"DECLARATION OF CONFORMITY JEKJIAPALUS [TPO BUTIOBIIHICTH
No. §7/03/2021 Ne 07/03/2021

MeouHDo fﬂ‘zfpﬂm’ FIAJIO4 PETEH
of ine medical device - HYALO4 REGEN | bloakTHeEa noB'STEKA HA OCHOBI KOJAPEHY Ta
! collagen pad with hyalurenic acid | riaayponosol KucaoTn

to the requirements of Technical reg ulation concern ing | BHpoOGIB (sxuit 3aTrepokennit THooTanosomo |
medical devices (approved by the Decree of the C cﬂ““ﬂ’lbt Kdﬁlﬂﬂ} Minierpiz Yxpainu sig 02 wonrey 2013 p.
Ne 753} {

i | __ i sEMoraM TexHIVHOIO PErMaMeHTY W00 MOIHIH KK
]
}

of Ministers of Ukraine on 02 October, 2013 under No.
o 753) | Bzzpuiimm
name: EURORESEARCH s.r.l. a(}pec Bm Hapm- 13 2{)122q \fhrlaﬂ - ha R, e |
address: Via Larga, 13, ’}Olll Milan ~ Italy. ]
__ - Tel +39 02 8035660 i
i? Tel.: rJ) OZ 805¢ 5660 -  F-mail- lﬁfO"{U Vkﬁilt&‘hgﬂwt 'i"

E-mail: info@ euroresearch,it ‘

et Py

;
e - Vnosnosaicenuii RPEDCMACHUK § \"prm AKORO € l
whose Authorized Representative in Ukraine is: natenysanns: TOB «CBPONEK-VKPATT I «%:—
| Haine: EUROLEK-UKRAINE LLC adpeca: 08320, pyi Bopueniisebra, Oyn 7, ¢ I
address: 08320, ul. Boryspilska, building 7, . p. Velyka | Benuxa Outexcannpiska, Bopueminbenkuif pation, |

b

- Oleksandrivka, Boryspil district, Kyiv region, Ukraine | Kuinesia o6, . YEpaiua
e 'fi-?-f‘f-f"fffﬂ“z'?S 3911

| LLDRPOU code 42753911 Tenspare: (044) 223-25-3

g r.‘-:)?' EH Y .‘,,r‘}ﬂt e e -

fedsfax: (044) 223-25-57 | E- nowma: infol@eurolek.c )m%g@
| E-mail: info@eurolek.com.ua |

| Riff{*‘fi{ﬁf&ﬂ?ﬂ}s RAZHAYCHUX Meouwruy eupubdie: Ktae
| Medical devices classification: Class I, according to, | I seigno s nyerram 25 Jlo; marky 2 Texmiusoro |
| point 25 of Annex 2 of Technical regulation L-QIJLM.MHE | PEraMenTy HoMO MEIHYHEK BHPOGIB. |
i zmdu.,d? devices, | ) ' : |

| Hpog w{m 10 Cynp OB, ,:»{{'ve HAK -P*?rtn oamﬁma

| The products is accompanied by the mark of confor mity
| to the requirements of Technical regulation:

UA.TR.099

| N UGG W/ TexHitHOrO  pernaMenty oo
According to the point 17 of Technical re culation MORREHII T e FOGiR, 18 I@IHAYCHOIG M3 PEVBAHHA
- concerning  medical  devices, for abovementioned 6w{0 :,aomuequm NPOBSHCHHEA [IPONERypH ummm
-marking, conformity  assessment procedures  was BH[IIORIﬂHOHI BLUIOBLAHO JI0 Topsaxy uponenenns |
performed amordmg to the Procedure for CHSUTINgG | NpeneiLypH 3a0enmeycHHs PYHRLIOHATBHOC -;1
-:ii;--:g:uf.,zfm“mame of the comprehensive quality management mmi;rﬁ:‘:'-i‘{cuo’f -;Hc-i-e\m VIi'p“iBJIi}'I‘;i}I HRICTR), ;I{
| -H‘s“\t(‘mii} i Anmnex 3 {with the exception of paragraphs 8~ BHRIaAeHo B Honarky 3 (3a sukmovenaam OYHKTE 8- |
11} to Technical regulation concerning medical devices | 11) o Texniggoro PETHAMSHTY MIOAO MEIHIHIX l

| and Certified Lmﬁogmny _Assessment  Body  of | BUPODIB T4 BECRIIICHO Oprapom 3 orgury
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SUKRMEDC ERT” TLC . “aceredited by the National
- Accreditation Agency of Ukraine Certificates No. 80047
dated 24.12.2019 and No, 10240 dated 19. 11.2017,

designated by the Ministry of Economic Dwdepmcn‘t
and Trade of Ukraine, under the identification number
AR 099, address: 1-A Mykhaila Drahomanova str., of
| 2, Kyiv, 02068, Ukraine,

Technical Regulation on  Medical Devices _
FUAMD.319-20 valid from 10.12.2020 i1 09.12.2025.

The abovementioned  devices com ply with the
requirerents of the national, European and international

to this Declaration of conformity,

Declaration of Conformity valid from 10.12.2020 to
- (9.12.2025,

{ Place of issuance of declaration of ‘conformity: 08320, ul. f::
| BYIL.
'Oﬂmmaﬁ,_gpmm hﬁpmﬂlmsbbhﬁﬁ paron, Kuincera |
{ obm., Yxpaina : '

| Boryspilska, building 7, p. Velyka Oleksandrivka
Bor}ts_pii distri mi.:, Kyiv region, Ukraine

| Further Amnexes are an integral part of this Declaration
i ot conformity:

L Annex 2 with the list of national,

Furopean and |
i infernational regulations and standards.

{mx dedamtmn nf mnf‘mmﬁ} 15 mmd under the sole

r':‘i‘ri‘i‘i‘i‘-“-'—rr"rmm e

v uqqﬁqqawﬁﬁv ‘‘‘‘‘‘‘‘‘

ARPCIAUTOBAH v |
akpenarant  Yipatew, arecraty Noe 80047 wig |
2412,
- IPHIHAYCHUM
lgenrudixanifiung moMepom UA.TR,099,
Yipaiua,
| Hparomanosa, GymHok 1-A, adic 2.

| CERTIFICATE of conformity with requirements of |

HAIOH QLI
| HOPMATHBIO-IPaBOBHX
| napeaent B Jlonarxy
| BLANORLHICTD,

reg ulations and standards which are listed in the Annex 2 1

REE

| BHKIOUHY

TOB «Enponex-Yepainar

08320, Kuiscora 061, BOpuenintCrims O,
¢. Benuka Onexcangpiaa, syn. BOpUCHiNbCbKaE, 7
ERPIAY 42753211, ven. (044)-223-35-57
infogeurclel.com.ua, www.eurnlek.comua

L m-:

G YKPMEJCEPT,
Hamionanehie  aresr CTBOM 3 |

BI;IHC! B] "’[HDC I 1

2019 ta  Ne 10240 sin 19,

MIHEEOHOMPO3RUTEY

\’hpal}m 38
agpecar |

_ _ |
02068, wm. Kuis, wyn. Muxaii |

| Ceprrdikar npo BUMORUIHICTS MEIHYHOIO Bﬂpouy
Ne | samoram Texuiusoro PErAAMEHTY MOA0 MEAHTIHHYK l
| supobin  Ne |

P 10.12.2020 p.oao 09.12.2025 p.

UAMD.319-20, g

TEPMIHOM - BUT |

3atHaueHi BLUIOBLIAIOTH
EBPOIEHCHRKHUX  Ta  Mi HHAPDOIHHX |
aKTIB T3 crampaprie, suxi |

2 no npanol Mewnapauil npo |

BHPOOK BHMOTaM |

‘?3'}' C" .

B@ pmnm bcma 6&* 1. Bumm

- Hesiemuono  wactunow  janol Hexnapanii pa I
. | BiAoBiaEicTs € nacynai logarin: jj*
Annex | with the list of the medical devices * Homarox 1 3 HEPSIIKOM MEIHYIHHX BHpoDin, I
.-_,-[Iﬂlld’]“{) Ko
| eBponeicEKnX

'ﬁnp‘fm()}mx AKTIR

2 1

HAIGOHANBHIK,
HOPMATHBHO~ |

NepeTiKoM
--’M‘i}i{}-{-apt}:m X
d CTAHIAPTIR.

IPe  BRANOBIAHICTS  BRANA
BLANOBLIATLHICTS BupoGHuRa.
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Annex 1 to Declaration of conformity No. 07/03/2021
! Honaror 1 ao .,;E_Im.;rm panil upo sinpopimicrn
N 077032001

List of the medical devices / Iepenik meguanux supobin
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“Name of the device in English / :_;5 Name of the device in Ukrainian /
Hasra supoby am JUHCBKOIO MOBOKY | Hazpa BUPOOY YRPAITHCHEOIO MOBOIO
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g HYALO4 REGEN collagen pad with TIAJIO4 PETEH BioakTweua HOBMIKA HA OCHOBI |
- | hvaluronic acid 5x5 cm, NeS | KOJIATCHY T4 DIAAYPOHOBOL KHCAOTH, 55 G?l_n/'{?{;xi%fh Nos

ﬁ-‘qr'\-h - ,W ‘m"-“"'-' VR
'-'_'d'-. ﬁﬁﬁﬁﬁ
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THYALO4 REGEN wlh en pad with TIAJIO4 PEILH Bioaktnsa nopwsKa Ha OCHOBI |

- “hyaluronie acid, 10x10 cm, Nes | KOMETCHY T4 TIIVPOHOBOL xueaoT, 10x10 cm/om, Nes |
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e é“““e‘z to Declaration of conformity No. 07/63/2021
7 Aonator 2 po Rexaapauil npo sigmosiutiers No 07/03/2021

List of national, European and international regulations and standards /

Hepenix nardonaneamx, CEPONCHCRKHX Ta MDKHAPOHHX HOPMATHBHO-TPABOBHY AKTIR
Ta CTANAPTIR

- jg t _ > __ ENISO 13485; 2018 Meguuni srpou. ChereMa yopapmins sxico,
Bumors 1o perymosanms (ISO 13485:2¢ 116, EN 18O 13485:2016); '

g ' *Tr —~ .;_-'-?’ :? ._ 5 - : .- {.* : i ! - -. m e o | . |
ACTY EN 1SO 14971:2015 Bupobu memuuni. Hacramosn OO0 YOPARIIHES

puzukos (EN ISO 14971:2012);
a ﬁ *'“i;; \\F _ ?H? ~1 - . ,-} X ",‘) v H_ e o
'gL LY ENTSO 2 2442-1 2015 B Hpﬁﬁu MCIIUHL, BUDOTOBEeH 13 SACTOCYRAHIYM
y » (‘l[v{:{il_i .I}Sa ) X& 1Y LOYY Y T :._?:,;}_* F¥e s . R o _ <y - .#. 2SS
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