(siorotun) DMG Ceprvdikat cepii Moz, 3/7.5.3-1
DRUGS MINERALS AND GENERICS Kpanai outii Pea. 4 win 07/03/23
ITALIA Rif. TF.7.33 |

Hassa npenaparty: OgracCiaje, kpanii ouni
¥Ymosn 36epirannn: He puute + 30°C

Ywmosu Tpancnoprysanus: +2°C / +30°C (10 30 anis)
¥Ynakoska: ¢aakon 10 ma

IMapris Homep: 240689

Jdara supobuunrsa: 05.08.2024

Tepwmin npuparrocri: 02.2027

Buxopucmani cupoeunni mamepianu:

Buxopucmani cuposunni mamepian 6ionosioaiome sumocam €6poneucsrol Dapmaxonei ma / abo
cneyugixayism, 6Ka3anuM 6 00CbC HA NPenapam 6IOnoGIOHo 00 GUMOZ oodamra 11 [Jupexmusu
93/42/€E3 3 nodwibuumu SUNPAGICHHAMU MA OONOGHEHHAMU.

Pesy/ibTaTH NpPOBeeHHX NePeBipoOK npenapary

3osniwniil euznao pH B’saxicmo (npu | Ocmonnnvnicms ! Mepesipka cmepuasnocmi
(npozopun pozwun | (7,20 = 0,30) 20°C) (300 = 50 MOcm/k3) T Hocin, pioxuil Hociii, piokuii
8 S3KULL, PONCEBOZO (8,90 £ 2,50 yem) mioznikoasm coegutl Kazein
Kkoneopy, bes sanaxy) |
Bianopizae X ] ; Mosurusauii O|Mosurusunii [
; ; 7,39 8,75 77
He sianosinac [ ’ ' Herarusuuit X \Heratusunii
Pe3yabTaTh QinaabHux nepesipox |Bianosizae x He signosinac [J

Tepwin unnnocti ceprudikara: 21.03.2023 (1us. Jlonarok 01)

Jdara: 02/09/2024 Binnosizaabunii Texniunui cneuiasicT
Anna Pokko (Anna Rocco)
(Ilionuc)

Hexnapayia eionosioHocmi

IIpenapam OgmacCiane, napmis Ne 240689, 6ionvsioac 6umozam 000amxy I Jupexmusu 93/42/CE3 3
NOOQIbUUMU BURPAGTEHHSMU MA OONOGHEHHAMU MA CREYUPIKAYIAM, BKAZAHUM 6 docve Ha npenapam,
gionoGioHOMY GuMO2am 000amxy I mici e OupeKmus.

Nara: 02.09.2024 CrneniaabHuii NpelcTABHHK
Anmonio Je Hici (Antonio De Nisi)
(Iionuc)

JUM.JIskm Tranis cpa (D.M.G. ltalia srl). Bia Jlaypenruna kM 26.700, 00071 TMomewis (Pum) — Frasis (Via Laurentina km
26.700. 00071 Pomezia (Rome) — ltaly
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Jleknapaiis npo BiINOBIAHICTH
{Declaration of conformity)

3arannHa Haisa Bupoly:
Common name of medical device:
IMepenik Bnpobis:

List of products:

BupoOuuk:

Manufacturer:

¥ nosHoBaxeHuil NPEJCTABHUK B Y KpaiMi:
Authorized representative in Ukraine:

Knaacudixanis
Classification

Tlpoueaypa ouiHKH BiANOBIAHOCTI:
Conformity Assessment Route:

Ceprudikaru:
Certificates:

IMpusnayennii Oprai 3 OUIHKH
pignopignocTi Ta iioro inenrudikauiiinui
Koua:

Conformity assessment body with its identification
number:

TOR «APTEPIYM JIT/l» ackmapye AWKOHAHHS BHMOT
sarnepmierioro [ocranosowo KaGinery Yipainn Ne 753 sia
declares the fulfillment of requirements of Annex

Ministers of Ukraine Ne753 on 2 October 2013.

Baeejaem s ofir g _tepuropil Ykpainy i saprveau

ODOTACCIAJIE, kpani ouHi A8 3aXHCTY poriBku
OFTASSIALE, Ophthalmic Solution for Corneal Protection

D.M.G. Italia S.r.L.

Via Laurentina, KM 26,700 — 00071 Pomezia, Rome, Italy
JA.M.K. Trania C.p.1.

Bia JlaypenTina, ku 26,700 — 00071 TMomeuis, Pum, Itanis

TOB «APTEPIYM JITI»

Vkpaina, 01032, m. Kuis, By Cakcarancekoro, 139
Ten. +38 044 490 75 22, e-mail: Sergey. Sur@arterium.ua
LLC “ARTERIUM LTD”

139 Saksaganskogo St., Kyiv 01032, Ukraine

Tel. +38 044 490 75 22, e-mail: Sergey.Sur@arterium.ua

Knac Lb 3rigro [ynxty 13 Jogarky 2 TexniyHoro periaMenTy
momo MeaMyHUX BHpoDiB, 3aTBepmkeHoro  llocTaHoBOM
KaGinery MinicTpin Ykpaitu Ne753 six 2 wostHs 2013 p.

Class !la according ltem 13 to Annex 2 of Technical regulation on
Medical devices approved by Decree of Cabinet of Ministers of Ukraine
MNe753 on 2 October 2013,

Jopatox 3 TexHIYHOro perflaMmeHTy WoJ0 MEAUYHHUX supobiB,
satpepiukenoro IlocranoBoio KaGimery Minictpin Vipainu
Ne753 Bin 2 mosTua 2013 p., 3a puHaTKom 11. 8-11.

Annex 3 of Technical regulation on Medical devices approved by Decree
of Cabinet of Ministers of Ukraine Me753 on 2 October 2013, except
par. 8-11.

Ceprugikar ouitku Bixnopiasocti Ne PR.143-19, puganHa No5
Certificate assessment of conformity Ne PR.143-19, edition Ne5
Crpok 1ii cepTudikara ouinkn Bianopizsocti 1o 01.02.2029 p.
Certificate assessment of conformity is valid until 01.02.2029

TosapucTRO 3 00MEXEHOW BiANOBIIANLRICTIO
«IMITPYB MEJHKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

Jogatky 1 g0 TexHiqHOrO PEeINamcHTY MO0 MEAH4YHWX Bupobis,

2 osTha 2013 p.
1 to Technical regulations on Medical devices, approved by Decree of Cabinet of

AN HAKOM BEUIORGIOCTE TEXHIMHHAM_ PCCIUMCITTAM BLANORALO 0 Jlopaiky 11

Ilocranons_Kaiery Minicrpin Yxpaiti_nij 2 skosis 2013 p. Mo 753 «[lpo_surnepipkenna Texnitioro peraamenty HOM MCLHHIX
BupoGis» T4 Moctanosn Kabinery Minicipin Ykpaini wi 30 cpyans 2015 p No 1184 «[1po 3atnepuseini JOpMIL, OIHCY SIUKA JLAIOBLMOCTT
TEXHISHUM DECASMEITAM, UPABIL T YMOB fOUo HateccHim

Are placed on Ukrainian market bearing the symbol of conformity with J‘ech{r‘r‘;g;“w
Cabinet of Ministers of Ukraine of 2 October 2013 No. 753 On Approval of, d
of the Cabinet of Ministers of Ukraine of 30 December 2015 No. 1184 On
technical regulations, rules and conditions of its usage. £

P

tions according to Annex 11 of the Decree of the
) g{anrm on Medical Devices and the Decree
Waseription of the symbol af conformity with

bp TOB «APTEPIYM JIT/»
4L LC"ARTERIUM LTD”

HazBa nocaau, Bnache iM’s taffig
Position, Full Name )
Mg ~$§

59«‘1?{}33

P T
eyt

VA TR.120 MMinnuc e
Signature R

Jata nipuscy: /5: ﬂfjﬂ?’y

Date of signing:

Tepmin aif Jexnapauii a0 01.02.2029
Declaration is valid until 01 02.2029

[Peﬂaxuiz: 1 Cropinka 1 i3 1

Version:! Page iaof ]




