CEPTUDIKAT AHANIZY

N° 2024/0242

DATA: 09/09/2024

Hazsa komnawii: BI3YM ®APM, TOB

(MpoayKT:

OdTARINIA - O4Hi Kpanni 3 ninocomamu 1a
cepeHbOMOIEKYIAPHOTO HaTpilo rianypoHary.

MaKyBaHHA NPOAYKTY:

YnakoBsKa MicTuTb 2 antomiHiesnx naketn 3 1 crpinom no 5
MOHOA03, N0 0,5 M/ Y KOXKHIl

Cepia Homep: 280724
[ata supobHuurea: 31/07/2024
TepMmiH npnaaTHOCTI: 2027-07

Kinbkicb: 13.261 ynakoBOK

TECT CNEUNDIKALLA PE3Y/IbTAT
30BHILLHIN BUTAAL, ﬂpo3opru, Aeto Bignosigae

}oBTyBaTUiA, 6e3 ocany.
pH 6,5-7,5 7,1
. 260 -30
OcMONANBHICTD 60 mESHRE ¢ 296 mOsm/Kr
mOsm/Kr

CHRpRIERISTE CrepunbHo CrepunbHo
(EBp.®apmakon.) P i
HomiHanbHUt 06'em 0,5 ma/moHop03a Bignosipae
MakyBaHHA NPOAYKTY Bignosipae Bignosipae

BI,ﬂﬂOBIﬂ,Aem

HE BIANOBIAAE

Lok

BunucaHo XimiyHoto JlabopaTopieto

Mikpo6ionoriuHa SlabopaTopia:

[orHi BaHap3o

KaTtepuHa boray

CxBaneHo/sigxuieHo

MNocaga [arta

Mignuc

BignosiganbHa
ocoba KOHTPONO

AKOCTI
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Hdernapauis npo signosigaicts Ne 002

Meanani BupoG:
Medical devices:

Bupobnuk:
Manufacturer:

Bupo6uuui girbHuULI:
Manufacturing site’

YnosHoBAKeHHH NIPeJCTABHIK]
Authorized representative:

Knacudiranin srinvo nonarxy 2, Texuinnoro
peraaMenTy HIOAO MeAHYHHX BUpOOiB,
sareepmxeHoro Iocranosoio Kabinery
Minicrpis Yxpainu Ne753 pix 2 sxoBTHa 2013
poxy:

Classification according to Annex 2 of technical
regulation on medical devices, approved by
Decree of Cabiner of Ministers of Ukraine Ne753
on Oclober 2nd, 2013:

Ilpoueaypa ouiHkn BifnoBiaHoCTI:
Confornity Assessment Roufe:

Ceprndirkar(-u):

Certificate(~s):

IlpH3HaYeHHiT opraH 3 OUIHKH BiANoBiTHOCTI
Ta fioro igenrudianiiinnii wox:

Appointed conformity assessment body with its
identification number:

Tepmin aif pexnapauii

Term of validity of the Declaration

BIlpOﬁHHK Aeriiapye BHKOHAHHSI OCHOBHHX BHMOGE

(Declaration of Conformity Ne 002)

O@TAAinin® Ouni kpanii ua ocHOBE JINOCOM | COPEANBOMONICKYNAPHOTO
HATPi rianyponaTy, cTepHILHRI po3unH Ge3 KoncepBaHTiB ¥ MOHOA03AX HO
0,5 mu(ml)/

OFTAlipid® Eye drops based on liposomes and medium molecular weight sodium
hyaluronate, sterile solution without preservatives in single doses of 0.5 mi
ExraaM Ousi kpanii Ha ocuesi exToiny 2% Ta Hatpiw riaayponarty 0,1% oGes
KOHCEPBAHTIB Y MOHog03aX o 0,5 mu (mly/

EctalM Eye drops based on ectoine 2% and sodium hyaluronate 0.1% without
preservatives in single doses of 0.5 mi (ml)

Eneiion Inneseiiwenc C. p. a., Bia Knayaio Tomomeo 20/4; 41012, Kapmi
(Mogena), Iranis/

Enable Innovations S.r.l.

Via Claudio Tolomeo 1°20/4; 41012 Carpi (Modena), Italy

Eneiion Innoeeiturene C. p. ., Bia Knayznio Tonomeo 20/4; 41012, Kapni
(Mogeua), Iranis/

Enable Innovations S.r.l,

Via Claudio Tolomeo n°20/4; 41012 Carpi (Modena), Italy

TosapucTeo 3 06MexeHOI0 BixnoBigabHicTIO
«BI3YC DAPM»

By Byminaycrpif, 5-B, . Kuis, 01013, Ykpaina/
Limited liability company

"VISUS PHARM"

St. Budindustrii, 5-B, Kyiv, 01013, Ukraine

Kaac 116 Class 1Ib

Hoaatok 3, TexsiuHOTO perJaMenty woae meldHux Bupoedis, 3arsepamenoro
Tocranosorw KabGinery Minictpis Ykpainn Ne753 sin 2 sostna 2013 poxy/
Annex 3, of technical regulation on medical devices, approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on October 2nd, 2013

Ceprudixar signosignocti Ne UA.101.MD.3.0941-24.01/

Certificate of conformity Ne UA.101.MD.3.0941-24.01

Hepacasre ykpaincesxe of’ eamanus «[NOJITEXME D»/
State Ukrainian Association "POLITEKHMED"
UA.TR.101

30.05.2027 p.

HMogarky 1 Texuiuuoro peraameHty 1wo0a0 MeAHYHHX BHpoODIB,

sareeprierore Ilocranosoro Kadinery Minicrpis Yipainn Ne753 sin 2 acontus 2013 poxy supoby(is), 3asHauenoro(ux) BHILe,
Texuiyna ROKRYMEHTALIN 3 MIATBEPMKEHHA BIANOBIAHOCTI 30epiracThest Y BHpoOHIKA TA it0r0 YIOBHOBAMKEHOTO NPeACTABHUICR/
The manufacturer declares the fulfillment the requirementis set forth in Annex I of technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraineg Ne753 on October 2nd, 2013 of the product (s) indicated above. Technical documentation
proving conformity is kepf at manufacturer’s and authorized representative’s premises

ENABLE INNOVATIONS s.r.l. - Capitale Sociale € 100.000,00 i.v. - Tel: +39 059 6550010
Via Claudio Tolomeo 26 - 41012 Carpi (MO) ~ Partita {VA: 03278890367
info@enableinnovations.it - www.enableinnovations.it




@ ® INNOVATION

Haana nocgy, THE: Uenepansapdt papoxrop Dwopipeio Dasauca
Position, Full Name; CEQO, Glorgio Galanca

THianue ynosuosmxesof ocodm:
Signature of the Authorized person:
Hara/Date: §7 gepnas 2024/07 June 2024
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ENABLE HENOVATIONS s.¢r.l. - Capitale Sociale £ 100.000,00 fv. - Tel: +39 059 6550010
Via Claudio Tolomeo 26 - 410312 Carpt {MO] ~ Partita tVA: 03278820367
info@enablainnovations.it - www.enableinnovations.it







Jdexnapanis napo stosbinicrs e 881
{Declaratimy of Conformite Ne i)

Mennusi supodu:
Medicdd devics:

flepeaix supodin:
Lise af produets:

Bupobunx:
Manyiacturer:

Bupoduuwsi alansmi:
Manyiaoiring i re’

YHoBHOBAREHH HPLICTABHIE:
duthorized repravesigtives

Koamouiauis srigno 1o58Tey 2,
TeRHIYHOPO POITIAMSHTY THOAC MEIITYRNX
srpodie, satseprekenoro Toorasouon

Kafiinery Migtorpis Yepalsn NeT33 alg 2

acopTHg 2013 poky:

Classifieation aovey mng fo Aunex 3 gf technical
i on sedics! a‘f ICRY, ARProV et By

ee of Cabingd of iraine Ap 73
on Cetober Jud 3043,

b e

‘i"ipuz{ef{ypa ouinky slanoesizgoecti:
Conformity Assevement Route:

Cepradinari-n)

Certificatef-sh
paanguenuil oprag 3 omings
sianosiznocH ta Roro
inenrudgivaniiinad won:
Appoiniad conformity
idertificaiion number
Jara BRuEYeRY

Towue ot

Teparin aif nesaapanii
Teven of validity of the Declaration
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Ot gpanad

Eye draps

OO TAanin® Quni gpanad ¥a ocosi minocom i
COPENRBOMONERYRRPROTO HAY PG ;"ia.n‘vgnmaw,
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fm Um.mo ? oiomf" ‘“2{,«..4; FHN 2, Cavpd {Madernal,
Tosaprerss 2 o0mMenenon slanopiaannuier
«BI3¥ (* fh APMy

ftaly

By 3. Bysirayerpll, 345, v, Kuln, 81013, Vipaian
Kaae 16 Class b

Josaror I, Texaivuoro penyaMerTy ReRe MO RNy
supofin, saTeeprwenors Mhawrauasote Kabinery

Misie rpm memi N»*')";W mn 3 wow TR 213 powy.

: : devicen, approved dy
753 ou Qeiober 2nd,

Cepradinar sinnowhpimerl N VAL MDI0841-22.00

Certificate of conformity N T4, 3101 MO 3941-22.00

J‘{meamw yrpafaeswe ofeanauns «HOUTEX
State Ulrgloian dsseciaifon "ECHLITEEHMEDR"
{IA,'I‘R‘. 101

XME»

3823032 .

30052827 p.
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Bupofax 2eiapye BUROHARNS dopasHuX ramor Josarry 1 Tesniuroro peryamesty moan
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CEFTHOIKAT BIANOBILAHOCTY
Certificate of Conformity
M UAIOLM

Jeera pecorpaniy 31052022 p.

Topwsin 2t ao AD52027

G TAxR® Ol wpmoud e orvont slrsees CEPSANBOMETERYANPHAYS BEY e
FIRTYPOMATY, CTepRALNSE poasun He3 rRogeepranTin ¥ mosogetsy ue .5 sealmiy
QFTANpId® Eye drops based on Hposomes 5nd wedinm meolecular weight sodium
hyaturenste, storile solution without preservatives in single doses of 6.8 mi

Ha

Texnienorn perraMenTy Woae wersanuy snpaiis,
sarsepivienore Hoorenonorw KMV sin 2 weowius 201

Erable Innovations Sivd

Via Claudic Tolomeo n®20/4: 41812 Carpl {Muodenay, Haly

Enalde Innevationy S.a.k
Via Claudio Tolomeo 8924
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Hexaapauis spe signosiguicrs Ne 801
{Declaration of Conforuity No 00 F)

Oxnil Kpanii
Lye dropy
ODTAxNA® Cunl kpanai ra ocsosi gingcos i
COPEANBOMOACK Y PHOTe HATPHO rianyposaty,
QTGEEHJ!LHHﬁ POSHHIL fe3 Kmmepmﬁn‘is ¥ MOHOAO32X
wo 0,5 sar(mi)
OF TAdlipid ® Eye draps based on lipozomes und madinm molecular
welght sodiam hyalironare, sterile solution without preservatives in

Meanuni gupon:
Medival devices:

Hepeain sapodin:
List of producis;

Bupotmmn:
Memgfactrer:
Bupotuuul giasuna:

Manufacturing site

YaopnoRamenHil npeicrapanKg:
Authorizad represeniative:

Kaacudirauis 3rinno sopawky 2,
TOXHINHOUO PEUHAMEHTY HIOMD MSIAUHAN
aapobis, sarsepiprenoro Hotranonow
Kafinery Miuictpin Vipalun MNe753 gin 2
wowras 2013 poky:

Classification according (o dnnex 2 of technical
regutation on mediea! devicss, approved by
Decree of Cabinet of Ministers of Ukraine ¥e753
on Getober Ind, 2013:

Hpouexypa oninry siagosinnocri
Conformity Assessnrent Rowte:

Cepradinav{-u):

Certiffcated-sh

{Ipu3nausunll opran 3 owinKy
sinosiigoc ra f#oro
Drenrdicanifou Ko

Appointed conformity Gxsesanent body with s
iddent iftcation iumbsr:

Tepmin aif yewnapani

Fernr of vaiidite of the Declaration

single doses of 0.5 wil

Enable Innovations 8.l

Via Claudio Tolomeo n®20/4; 41012 Carpi (Modena), Italy
Enable lnnovations S.r.l.

Via Claudio Tolomeo n®20/4; 41012 Carpi {(Modena), Italy
TorapueTao 3 00pmemensio slaposidassHicim

«BI3YC @APMy

sy, By glupyorpil, 5-b, s, Kuide, 01013, Vepaiua

Krac 116

Class 1th

Hoparor 3, Texulanoro peoaMen Ty oH0 MeIHIHnY
zupolin, savsepamenore MHoeranepaie Kabinery
Minicrpis Yipaiun Ne753 sin 2 moptmr 2013 poxy.
Annex 3, of techrical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Noe753 on Getober 2nd,
2043

Ceprdicay siapopigioeri Ne UAL01L.MD.3.0941-22.00
Cestiflease of vonformity Ne LA 101 MD 3.0941-22.40

Jepwasue yxpaisenre o6 eaunvun « HOJITEXMED

State Ukraintan Assecfation "POLITEKHMED"
YA TR.161

30052027 p.

BipofHuK AsKIApYE RHKOHAHNS 0CHORHIX BEMOT Jlomarky | Texabduore periaMenty mono
MenrHRx supotis, sateeprokesors focranopow Kafinery Minierpie Yipaing Me783 six 2 wonrtay
2013 poxy sapoGy(in), sasuayenoro{ax) suige, Texabiua goxymenrauin 3 nlarsepauenis
slanosignoeeri sfepiracroen ¥ pupoluuka 13 #0706 YROBHOBRKEHOYD IPGICTABNMIA,

The marmnfacturer declares the fulfiliment the requivements wat forth in Asmex 1 of technica! vegulation on medica]

devices, appraved by Decree of Cabinet of Ministers of Ulvaine M0753 on October Jnd, 20 3 of the produdt (s) indi

ahove. Technica! docimentation proving conforaify i€ kept af mamgacturer’s and authorized represeniative’s premeses,
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CEPFTHSIKAT BIANOBIAHOCT
Certificate of Conformity
Ne UATOT.MD30%41-22.00
Aare pecorpandl 3105282 p.

Tepwis il ac IBO52027 p.

DOTANRR® Oued kpam vs oonesi duseesy § COPOARLIMONSKYANPHOD Narpin
Py PORATY, cYepnanpuil povuuy feg rRowcepRanTin ¥ monosasay so 0.5 maimily
QFTAlpH® Eye drops based nn Hposomes and wedivm molecaiar weight sodbwm

hyalurenate, stevile sobution withoat preservatives in single doses of §.5 m
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