70

Bruschettini S.r.l.
Via lsonzo 6, 16147 Genova
Laboratario Controllo Qualita

Pesynomamu Ananizis Ne: 2403343

Npogykr KEPATOCTIA KPAI.OYH. YKPATHA 28/06/2024
Kog 000743 Bepcin 0 Cneundrixauia 000743
Mapria D827 KinbKictt 21 341 wr, Kateropia rOTOBUH NpoayKT
Bupobaeuo 31/05/2024 AocrasneHo 03/06/2024
Npupatuuii go  30/04/2027 AHanizn 28/06/2024 3amoBAGHHA 221678
Pesynbtati AHaniTMuHMX TecTig
Tecr NpuitHATHI MerM 0OA. sumipy Metog PesyabTtaT
XimiyHa nabopaTopin
30BHIWHINA BUrNAL Mposopuii Ta ESAME_VISIVO Bignosigae
Bez6apsHmii poauun
pH posuuny 26,5<7,5 QcLooo4 7,15
FNMU rect MNO3KUTUBHWIA QCLO029 Bianosinae
MY aHanis 20,255 <0,345 r/100 mn QCLO029 0,308
Uetpumig recr MO3UTHEHMIA Qciloo3g Bianosigae
UeTprmin ananiz 28,5 <11,5 mr/100 mn QcLoo3g 9,7
CepeaHiil 06'em =10,0 £10,5 M QCLo00S 10,0
Mikpo6ionoriuua naboparopin
CrepunsHicTs CrepuncHo BIG002A CrepnncHo
TexHonoriui
BlAnoeiavics AS0743 CONFO1 AS0743
naKyBaHHA
LoT
3MiHHE MapKysaHHA . ﬂAfTIH X CONFO2 D827 2027 04
YRaKOBKM MicoyHmi rogHHMK
NPAL 0 YYYY MM
Nedner ISO 0743 CONFO3 150743
BUAICE Al ET0743 CONF04 ET0743
ETHKETKM
LOT
3miHHE MapKyBaHHA . HATTIH X CONFOS D827 2027 04
ETUKETKM [TicouHuit roguHHug
NPUL A0 YYYY MM
BignosigHicte
NAACTUKOBOTD FPOOS1 CONFO6 FPOOS1
Pnarony
BlANBEIAHICTs CF0090 CONFO8 CF0090
KpaneasHuyi
SipnaBioHIcT: CFO041 CONFQOS CFO041
HOBNauRry
RinbkicTs 8 ynakosyj 1 wr. CONFG17 1

Led pokymens nignucaio i areHeporaHo enexrpoHHUM cnocobom ENeKTNOHHOI CUCTEMOKD

Banigauli 72 nosHlicTo elanosigae floToyHOMY GMP,

bpycrerTiHi C.p./. NaBopatapi

A KonTtponio Axocti

crop. 1/2
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Bruschettini S.r.l.

Via Isonzo 6, 16147 Genhova
Laboratorio Controllo Qualita

Peszynemamu Ananizie Ne: 2403343

Npoayur KEPATOCTI1 KPAIT.O4H. YKPATHA 28/06/2024
Kog, 000743 Bepcin 0 Cneumdikauia 000743

aprin D827 KinsKicTb 21 341 wr. Kateropis rOTOBWH NPOAYKT
XimiuyHoto JlabopaTopieto cxsaneHo Yvapa Pacyno (texHivnui KA)

HOKYMeHT chopmosaHo: 10/06/2024 CeY (UTC +2)

Mixpobionortunoto SlaBoparopieio cxsaneHo AoBaHHi TacicTpo (TexHivrui KA)

fokymeHT chopmoraro: 21/06/2024 CEY (UTC +2)

TexHonoriukoto MaBoparopieto cxsaneHa ®pakyecka Meyuyi {Bianoeia.Ocoba KA)

HokymenT chopmosaro: 04/06/2024 CeY (UTC +2)

BucHoBok KoHTtposto Akocti: CXBAZIEHO

[3abenna fle Mapko (signosigansHa KA)
HdoKymeHT chopmorano: 26/06/2024 CeY (UTC +2)

PiweHHA npo sunyck: CXBANEHO

flaypa Arpini (sidnosidansna ocoba/AQ meHedwep)
HokymenT chopmoraro: 28/06/2024 Cey {UTC +2)

Ller AckymexT nignucano | 3reHepoBaHO ENEKTPOHKHKM CHOCOEOM BACKTROHHOID CHETEMOIS vanifayi ra nopHicTio sipnosigae novouHomy GMP.

EpyckeTTiHi C.p.a. NaGopatopia Kontposio Akoceri cTop. 2/2




CPTAH 3 CHHHEH RIAHOBIAHOUTT

TOR «VKPATHCHKHI HAVKORHE IHCTHTYT CEPTHGIKALNT-
04033, v Kds, Kyapsireskuit yasis, 6w 7, odic 320

UATRLG

CEPTH®DOIKAT BIIITOBITHOCTI

Hopsigor  zafeapenenns QYEKUIOBVBAHHA CHCTEMB  vOpABHHHS gkicre mig  gag
prpoGnuarea Mexmunny pupobis (Jozarox & TexHIMHOTO PeriaMgHTY OJ0 MeIHMHHX
BHPOOIB, 2aTBEPILACHOTO Hovtaropory Kabinety Minicrpis Yrpaiuun sin 02, 10,2013 Ne 753 (TP)
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Bupofuux: BRUSCHETTINI S.v.l. / BP¥YCKETTIHI C.p.a.

HOpaana Via Isonzo, 6 — 16147 Genova, Haly 7/ Bia Isonno, 6 — 16147 Uenyvs, Iraais
aapeca:
Bupodnuui BRUSCHETTINI S.e.L/ BPYCKETTIHI Cpi
HELRRIN N Via Isimzo, 6 - 16147 Genova, Italy / Bia Isoune, 6 — 16147 Denya, Fraain
BRUSCHETTINI S0l / BPYVCKETTIHI Cpan
Via Geirato, 131 — 16138 Genova, Italy /
Bia Ieparo, 131 - 16138 Demysa, Iranin

’-Yxiorﬂmaamem{i\i TOB «BI3YC GAPM»
- HPOACTABHEK! Q1013 s. Kuis, syn. Bvaiuaverpil, 8ya. 5 B, Ykpaina
i Kog €IPTIOY 43495344

Bupobu: Ouni kpanal Kaapacriy, Ouni kpanai Keparocrix, Owni kpanx
5 KJAAPACTIT CIHE, Ouni xpanai KOBAST, Ouni xpanai
KEPATOCTLY CIHE, Ouni kpanai KEPATOCENT

Kaaer o Ifa

Hpuwinarennit opran 3 ouinkn pianerizmocri Topapnerse 3 obmewenoe simosixaasricno
«¥rpaincbicnit . saywosudi iHorvwryy eceprudixapidy {idenvadireniitmni sesmep N UATR(16)

BLITBOPIAEYE, WMo asHaueHnil BHPOUHHK  BOPOBANMB CHOTOMY YHPREHEMS NKICTIO HR  eTanax
'rm;3661-1‘;-{&1‘3&. TR DCTATOUHOT HOPEBIPKH CTOCOBHO 3a3a4eHuX mipolin, wimno nyskris 3-7 JJosarka &
TP. ta sxa ¢ m’;i’e:x-To'M FOPIOAMYHRX Raraauosux aviutis ariase wyaxris 8-11 Jogarka & TP Haw
poantanil spoavii 16 ta HE knacy nonatkose mae Byty nassynil copyudixat nepesipks Taiy 3rixgo
3 Jogarkom 4 TP
’ . Hixcrasa s puadi
3air Ne PR.296/CHO-82/2-24 Bia 06.09.2024;

2/3-24 min 09.09.2024.

iy

_ Pinenns npo sumavy cepradirara Ne PR 296/CHO-82/3-

Cepraudixar No PR.2Y6-17

- Jiftenutt qo «15» ceprng 2027 p.
Buaauus Ne 7 sig «09» sepecnn 2024 p,
* Briepme mugao 16082017,
L PR KepiRHuK Opragy 3
OUIHKH RLIOBLIHOCTI
Postan MHXAJRKO

Cropiuxa 132




VATRLLS

ICTOPIH CEPTH®IKATA

CPUAH 3 GIIHKH BUTIOBLIHOUTI
TOR «VKPATHCHKHH HAVKORME IHOTHTVT CEPTHO KA.
04033, w. Kds, Kyapsireskuit yasis, Oy 7, odie 320
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Ne 3/m

A _ Aara Onne
B HHH
1 16 cepring 2017 p. | Boepnie BMIaHO,
BN Hoano supobuyy FLRTRIRY Ta IMIHOHO
2 24 mepechs 2019 p, | L - i iy AL PR
YRORHOBAXCHOTO APCICTABHIKA Ha TepuTopil YRpainm,
; ; .y Posmmpeno odepy cepridikary, a caMe JOJAHO no3Hh
3 24 ciuns 2020 p. SHIHP hepy ceprudiKary, A0a {

«Ouni kpanm Keparoetios, «Ouni xparm bBPYBICKPIH».

4 10 ceprma 2020 p.

3uiHeHO Y HOBHOBUKCHOTO RPOACTABHHKA Ha repuropii
Yrpainn.

Tosrepao ceprudikopana,

Jomaso  TPRHCKPHUINIW HA3RH Ta  anpecH  RHPOOHHYNX
TLIOIIANOK.

Pozmupene cdepy cepradixary, 8 caMe J0IRHO BHPOOH:
«Quui gpann KIAPACTUT  CIHE»,  «Owmi wparum

KOBAS s, «Ouni xpart XUTOCTHD CHIHE»,  «Ousi

Kpar KEPATOCTIA CIHE», «Oni Epan
KEPATOCEIT», «Ount xpanmt Jarpi-Biwews, «I'Ejib
4000,

3 16 ceprna 2022 p.
6 20 sworrna 2022 p.
7 | 09 Bepechs 2024 p.

Cropoucno chepy coprudixara va pupodn: «Quni wpared
BPYBICKPIH», «Oumi kpanm XITOCTLT CHHE», «Ousi
kparni Jlakpi-Bixen», «UESh 4000»,

Ceprudirar Ne PR.296-17
Hitiennit no «1 8 ceprima 2027 p.

‘Brepue pugano 16,08.2017.

&

Beranns Ne 7 i «09» sepecus 2024 p.

KepirHHK oprany 3
ONIHKH BLIOBLIHOCTI
Poyvar MHXAJAKQ

S

o ceprudirara No PR.296-17  Cropinka 232
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Tlepenic MeRNEHNK
supodin:
List of medical devices:

Bupodune:
Aamfachurer:

Bapofuuul nomasa
Manufacnring sites:

Yinosunonsmenu#
apencTasHuk s Yipaini
Authorized vepresentative in
Ukraine:

Kancudinanis:
Classification.

Hponenypa oRisms
sigposinnoctl:

Conformity Azsessment Rowde:

Peaasigs &
Version: 6

Hexnapanis npe simnosiauicrs NeUANL-17

Declaration of conformity Me U44N-17

Jwe. Hopavor 1 go nied Jexaapauil spe slanorinicrs
See Avnex 4 to the Declovation of conformity

BPYCKETTINICpan

Bia Iroso, § — 16147 Venys, fravin
BRUSCHETTINISSE

Yia sanzo, 6 16747 Genova, faly

Tol: ++39.010.381222, Frer ++39.010.3993312
hitpr v Bruschettini.com

Email: infoigibruschettini.com

FPYCKETTIRI Cpan.

Pia o, &~ 16147 Desrys, Prania
BRUSCHETTINIS v d.

Vi fsonzo, 6 — 16147 Genovg, faly;
EPYVCKETTHHI Cpan

Hia Ueparo, 13116138 Venya, ranis
BRUSCHETTINIS vl

Via Getrato, 13116138 Genona, Traly

TOR «BI3YC GAFMY

01013, s Kuis, syn. Bysinayerpil, 8yn 8 by Yxpdiva
Tes, +38 {(044) 18124 06

Frexrpouss agpeca: infol@visuspharm.com
EJIPTIOY 43495344

“PISUS FHARMT LLC

01013, Kviv, Budindustrii Str., building § B, Ukraine
Tel +38 (D44} 28824 0%
e-mail: infol@visuspharm.com

USREQU Code 43495344

Kunac [ia
Class Ha

Jomarvor & va 8, Texuiusoro pernaviety mofs vepnunuy supolis, IATHCPLBEROTY

Vooranosor Kabinery Migictpis Vipainn Ne753 gin 2 mostsn 2013 p. -
Asnex § and & of Technical regulation on Medical devices approved by Decree of

Cabinet of Ministers of Ukraine X753 on 2 October 2013

Cropiisa L3 3
St Ll 3




Ceprudivar pignosianoetis | Ceprudizar signosizuocri Ne PR.296-17, alfionudt oo 15.08.2027 p.
Certificate of conformity: Certificate of conformity Ne PR 29617, valid until 13.08.2027
Hipusnaaenni opran 3 Tonapuerss 3 ofuenenow siRosizamuien

oniNKY siznoniinoet 1a «¥Yupaiuenionit Hayiconuit Inevaryr Cepraudicanipy, UATRALS
Goro Inewnndlvanifvwil Limited Liahility Compery "Ukvainian Scientific nstitute of

LO Certification”, UA TR 118

Conformity assessment body with
i idesiificntion nnber:

Toprin il nexaapanil npo 30 15.08.2027 p.
sinnosiznieors
Yalidity term i declaration of wesil 15.08.2027

ity

BEYCKETTING Cp.n, Iekiapye SUROHIHIST OCRORHIRG SHMOY INOR0 Mempanin supolis, sringo Honarky 1 Texniions pamamenTty
10RO MexEER ppois, sarsepmkenoro Nocranosor KaGinety Miderpls Yipatnu No753 sia 2 swosrsn 2083 p.
Hesrapanio npo stanosizsicrs caaneso gl wimosy siznosiatssions supobuima BFYCKETTINY Cpa. Blnnosizanssiorn 1
poctosipyicrs Aanasol indophianll sece supofu,

BRUSCHETTING S0, declares the fdillment of basic requiremenss for medical devices, according te dnnex | of Technical regudations
an Medical devices, approved by Decres of Cabinet of 8inisters of Ukraine Ne753 on 2 Octeber 2013,
The Declavation of Conformity Iy written snder the sole vesponsibility of the mamgacawer BRUSURETTING Srd. The manfacawer is
responsible for the suthentichy of the provided information.

Micue sagasi: ey, brasis Hara ninnwey: 09082024
Fiace of tsvue: Genova, faly Date of signing: 08082024

Regulatory, Quality and Compliance Director
Marco Temls

finnae voossosaxero? ocoly Hazsa pocamy, H1E
Signature of Authiorized pevson Posigon, Full Name
Poaakuis: © oy

Versioa: 6




Aemarox 1 mo Jesvapani¥ npo sinnesizmicrs Ne UAMG-17
Annex I to the Declavation of conformity No. U4/01-17

Hlepenix swpobin
List of devices

Hassa meawunore nupofy anndicsxoese
MORO
Negme of medical device in English !

Hazss menmuuoero supoly yrpaluesgom
MOBOH
Name of medical device in Ulrainian

Eve drops CLARASTILL

Oyt kparutl Kaapactia

Eye drops Keratostill

Ownt xparun Kepatooti

Eve drops CLARASTILL SINE

Orapsi xparo KITAPACTUI CIHE

Lo

Eye drops COBAYAL

Orani kpai KOBAHNR

7

Tye drops KERATOSTILL SINE

Crani xeparnt KEPATOCTUT CIHE

Eye drops KERATOSEPT

Ouni gparni KEPATOCHEIT

ons

Wiy

R
2ar'd

Micne suaani: Femye, ravis
Place of issue: (Fenovs, faly

< Hame yrosuosarenot ocotn
Sienature of Awthorized persan

Pegakiist
Fepsion: 8§

Hara miponcy: 08.09.2024
Date of sigring: 09083024

Regulatory, Qualily and Compliance Director
Mareo Terrile

Hazsa nocaay, b
Position, Full Name




AUTHENTICATION OF SIGNATURE

September thirteenth two thousand twenty-four;
13/9/2024
in Genoa, via Fieschi, 8/7.
I, Dr. AURELIO MORELLQO, notary in Genoa, enrolled in the Roll of the Joint Notary Districts

of Genoa and Chiavari,
CERTIFICATE

that Mr.:
Marco Terrile, born in Genoa on 9 June 1965,
domiciled for the role at the headquarters of the company indicated below, who

acts in this deed in the capacity of managing director by virtue of the powers
conferred of the company:

BRUSCHETTINI s.r.l. with headquarters in Genoa (GE), via Isonzo, 6, registration
number in the Company Register, tax code number: 00265870105;

to the person below equipped with suitable powers and personal identity of which
|, the notary, am certain, has placed his signature at the bottom of the preceding
writing, in my sight and presence, after renouncing the reading of the writing itself

by me, the notary.
It is issued for administrative use in favor of the ltalian Medicines Agency.
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IMepenik MeqHYHHX
BHPODiB:

List of medical devices:
BupooHuk:
Manufacturer:

BupoGuu4i nj1omanku:
Manufacturing sites:

YnopHoBaxKeHHil
npejcTABHHK B YKpaiHi:
Authorized representative in
Ukraine:

Knacudikauis:
Classification:

CTepHibHICTB:
Sterility:
[poueaypa oniHKH

BignoBigHOCTI:
Conformity Assessment Route:

Cepridikar BignosianocTi:
Certificate of conformity:

[IpuzHauennii oprau 3
OLIIHKH BiANOBIAHOCTI TA
fioro inenTudikauiiinuii
KO

Conformity assessment body with
its identification number:

TepmiH aii geknapauii npo
BiANOBiIHiCTE

Validity term of declaration of
conformity

Penpakuist: 5
Version: 5

Bruschettini S.r.l.

Via Isonzo 6, 16147 Genova

Jexnapauis npo Bizmopianicte NeUA/01-17
Declaration of conformity Ne UA/01-17

Ius. Jonatok 1 go uiei dexnapauii npo sixnoBianicts
See Annex 1 to the Declaration of conformity

BPYCKETTIHI C.p.n.

Bia IzomHt10, 6 — 16147 I'eHys, ITanmis
BRUSCHETTINI S.r.L

Via Isonzo, 6 — 16147 Genova, Italy

Tel: ++39.010.381222, Fe: ++39.010.3993312
http: www. bruschettini.com

E-mail: info@bruschettini.com

BPYCKETTIHI C.p..

Bia Izon110, 6 — 16147 ['eHys, ITanisa
BRUSCHETTINIS.¥.L

Via Isonzo, 6 — 16147 Genova, Italy,
BPYCKETTIHI C.p.J.

Bia ['eparo, 131 — 16138 I'enys, Irania
BRUSCHETTINI S

Via Geirato, 131 — 16138 Genova, Italy

TOB «BI3YC ®APM»

01013, m. Kuie, Byn. Byniaoyctpii, 6ya. 5 b, Ykpaina
Tem. +38 (044) 281 24 06

Enextponna agpeca: info@visuspharm.ua

€HPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.ua

USREQU Code 43495344

Knac Ila
Class Ila

CrepuibHi
Sterile

JonaTok 6 Ta 8, TexHIUHOro periiaMeHTy MIOAO MEINTHHX BHPOOIB, 3aTBEP/IKEHOTrO
IMoctanosoro KaGinety Minictpis Ykpainn Ne753 Bin 2 xxostHA 2013 p.

Annex 6 and 8, of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudikar signosigHocti Ne PR.296-17 Bun.6 Bin 20.10.2022 p., JUHCHUI 10
15.08.2027 p.
Certificate of conformity Ne PR.296-17 ver.6 issued 20.10.2022, valid until 15.08.2027

¥

UATR.116

ToBapHCTBO 3 00MeKEHOI0 BilNOBIAATBHICTIO
«Ykpaincnkuii Haywkosuii Inctutyt Ceprudiraniiz, UA.TR.116
Limited Liability Company "Ukrainian Scientific Institute of
Certification”, UA.TR. 116

J0 15.08.2027 p.

until 15.08.2027

Cropinka 133
Page 1 of 3



l. Bruschettini S.r.l.

Via Isonzo 6 16147 Gannva

BPYCKETTIHI C.p.1, IeKiapye BUKOHAHHS OCHOBHHX BHMOL LIOO ME/IHIHIX BUpOGiB, 3rimHo Jloarky 1 TexHidHOTO peraMeHty
LLIOJIO MEIYHIX BHPOGIB, 3atBepmkeHoro [Tocranosoro Kabinery Miictpis Yipaitm Ne753 Bin 2 xosts 2013 p.

Jlexnapariiio npo BiINOBITHICTL CKIA/IHO MM/l LLIKOBHTY BimmoBitasHicTs BipoSHika BPYCKETTIHI C.p.n.. BinnosizansHicTs 3a
JOCTOBIPHICTh HaTaHo! iHGOpMALLil Hece BHPOOHHK.

BRUSCHETTINI S.r.l, declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical regulations
on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

The Declaration of Conformity is written under the sole responsibility of the manufacturer BRUSCHETTINI S.r.l.. The mamgfacturer is
responsible for the authenticity of the provided information.

Miciie Buaadi: TCenys, Itanis Jara nigrmey: 20.10.2022
Place of issue: Genova, ltaly Date of signing: 20.10.2022

President, Augusto Bruschettini

[Tigmic ynoBHOB
Signature of Authoriz

e Hazga nocanu, [1Ib

Position, Full Name

Pejakuis: 5 Cropinka 2 i3 3
Version: 3 Page 2 of 3



Bruschettini S.r.l.

Via Isonzo 6, 16147 Genova

Ionartok 1 o dexaapauii npo Bixmosiauicrs Ne UA/01-17
Annex 1 to the Declaration of conformity No. UA/01-17

Ilepeaik BHpoGiB

List of devices
Ne Ha3sa Meaun4Horo BHpoGy aHrIiiicbKoOI0 Ha3ssa MeanuHoro BHpo0y yKpaiHCHKO0
n/n MOBOIO MOBOIO
Name of medical device in English / Name of medical device in Ukrainian
1. | Eye drops CLARASTILL Ouni kparuii Knapacrin
2. | Eye drops Keratostill Ouni kparuti Kepatoctin
3. | Eye drops BRUVISCREEN Ouni kpamni BPYBICKPIH
4. | Eye drops CLARASTILL SINE Ouni kpamti KJIAPACTIJI CIHE
5. | Eye drops COBAYAL Quni kparuti KOBASLJI
6. | Eye drops HYLO STILL SINE Ouni kparuii XIJIOCTIJI CIHE
7. | Eye drops KERATOSTILL SINE Ouni kparwii KEPATOCTLI CIHE
8. | Eye drops KERATOSEPT Ouni kparuii KEPATOCEIIT
9. | Eye drops Lacri-Vision Ouni kparmni JIakpi-Bixen
Micue BHga4i: [ewys, [Tamis JlaTa nignmey: 20.10.2022
Place of issue: Genova, Italy Date of signing: 20.10.2022
President, Augusto Bruschettini
Hassa nocanwu, [1I5
Position, Full Name
Penaxiist: 5 Cropinka 3 i3 3

Version: 5

Page 3 of 3




OPTAH 3 OUIHKM BIANOBIAHOCTI

TOB «YKPATHCbKWUIM HAYKOBWIA IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkui y38i3, bya. 7, odic 320
UA.TR.116

CEPTUOIKAT BIAMNOBIAHOCTI

MMopsitok 3a0e3medeHnsi (YHKIIOHYBAHHS CHCTEMH YHOPABJIHHA SKICTIO T dHac
BUpPOOHHITBA MeAHYHHX BHPOdIB ([lonatox 6 TexHIyHOro perjaMeHTy 1IOA0 MEIHYHUX
BHpOOIB, 3aTBepakeHoro nocraHoBoio Kabinery Minictpie Ykpainu Bix 02.10.2013 Ne 753 (TP)

BupooHuk: BRUSCHETTINI S.r.l. / BPYCKETTIHI C.p.x.

HOpuanuna Via Isonzo, 6 — 16147 Genova, Italy / Bia I30uu00, 6 — 16147 I'enys, Itanin
ajpeca:

Bupo6auui BRUSCHETTINI S.r.l. / BPYCKETTIHI C.p.n.

TIOMATKH: Via Isonzo, 6 — 16147 Genova, Italy / Bia [30num0, 6 — 16147 I'enys, Itamia

BRUSCHETTINI S.r.l. / BPYCKETTIHI C.p.n.

Via Geirato, 131 — 16138 Genova, Italy / Bia I'epato, 131 — 16138 TI'enys,
ITanin

YnosHoBaskennii TOB «BI3YC ®APM»
NpencTABHUK! 01013, M. Kuis, Byn. Bymuaycrpii, 0ya. 5 b, Ykpaina
Kon CZIPIIOY 43495344

Bupo6n: Ouni xpanmi Kmapacrin, Ouni kpamai Kepartocrin, Ouni kpammi
BPYBICKPIH, Owuni xpamai KJIAPACTIJI CIHE, Ouni kpanii
KOBASAJI, Owuni kpanmi XIIOCTIJI CIHE, Owuni xpanmi
KEPATOCTLJI CIHE, Ouni kpanii KEPATOCEIT, Ouni kpaniu
Jlaxpi-Bixen, TEJIb 4000

Knac: I (erepnabumii), Ila

Ilpuznavennii opran 3 ouinkm eignoeignocri ToBapuerBo 3 o6MekeHOww BiIMOBIIAIBHICTIO
«Ykpainebknii HaykoBmii iHeTHTYT ceprudiikanii» (izentudikauiiinnii Homep Ne UA.TR.116)
MiATREPIKYE, WO 3a3Ha4eHui BUPOOHMK BMPOBAJMB CHCTEMY VMpaRNiHHA AKICTIO Ha eTamax
BMPOOHKLTBA TA OCTATOUHOI MEPeBIPKH CTOCOBHO 3a3HaueHHX BHUPODIB, a g BupodiB T (cTepuibHHiT)
Kjlacy Ha crajisx BUPOOHMYOro mpouecy, 1o MNoB’da3aHi i3 3abe3nevyeHHsM Ta 30epereHHAM CcTaHy
crepuibHOCTI 3rigHo nyHkriB 3-7 Jlonatka 6 TP 1a ska € 06’ ekTOM nepioJHUHHUX HAJISA0BHX ayIuTiB
arigHo nyHktie 8-11 Jomatka 6 TP. [ns peanizauii npoaykuii 116 ta Il kiacy pusHKY J0JaTKOBO Mae
OyTH HasBHMI cepTHdIKaT nepeipky THNY 3riaHo 3 Jlonatkom 4 TP.
Iigcerasa s Buaavi:
3sit Ne PR.296/RC1/7-22 Bin 19.10.2022;
Pimrenns npo punauy ceprudikara No PR.296!RC1!§;22-}E{ 20.10.2022.

KepiBHUK opraHy 3
OLIHKH BIAMOBIIHOCTI

Poman MUXAJIKQO

Ceptudikat Ne PR.296-17

Hifichuit o «15» cepnus 2027 p.
Bumanus Ne 6 Bix «20» xostHs 2022 p.
Brnepuue Bugano 16.08.2017.

80103 10302 CTGp]HKa 1 32

HCTY EN ISOAEC 17021-1 | | JICTY EN ISOEC 17065

s

1 lge nse will remave this message. See the keywards property of this PDF for mare infarmation.



OPTAH 3 OLIHKKM BIANOBIAHOCTI

TOB «YKPATHCbKUM HAYKOBWUM IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkui y38i3, bya. 7, odic 320
UA.TR.116

ICTOPIA CEPTUH®IKATA
e Jarta Onmnce
BH/JIAHHHA
1 16 cepnns 2017 p. | Bnepuue Bugano.

2 24 gepecus 2019 Honano BUPOOHHYY IO IIAJAKY Ta 3MIHEHO
P P- | ViopHOBasKEHOTO [pecTaBHMKa Ha TepuTopii YKpainu.

Posmupeno chepy ceprudikary, a caMe A0TAHO MO3MLIT

3 A AR0D | i Kepurotrin, i xpan BRY BRICKPIEL

3MIHEHO VYTIOBHOB@XEHOTO NPEACTABHHKA Ha TepUTOPIT

4 10 cepras 2020 p. Victiilin

5 16 ceprias 2022 p. | [loTropHO cepTH]IKOBAHO.

Jlonano TpaHCKPHWITIIFO Ha3BW Ta ajpecH BHPOOHWUWX
TIOTNAIOK.

Posmupeno chepy ceprudikata, a caMme 10JaHO BUPOOU:
«Ouni  xpammi  KJIAPACTUI  CIHE», «Ouni xpamii
KOBAST», «Ouni xkpamni XIJIOCTUI CIHE», «Ouni
Kparuii KEPATOCTIN CIHEs, «Oami Kparuri
KEPATOCEIT», «Ouni kpanni Jlakpi-Bixen», «['EJIb

40005.
=

6 20 xoBTHA 2022 p.

Ceprtudikar Ne PR.296-17

Jiiicnuii 10 «15» cepning 2027 p.
Bumanus Ne 6 Big «20» xostHa 2022 p.
Bnepue pupano 16.08.2017.

KepiBuuk oprauny 3
OLIHKHA BIAOBIIHOCTI
Poman MUXAJIKO

<

%3
<

@ ® - wm : .. ww; ‘ Ho ceprudikara Ne PR.296-17  Cropinka 2 3 2

HCTY EN ISOAEC 17021-1 | | JICTY EN ISOEC 17065

B

lid,hge nse will remaove this message. See the keywards property of this FDF far mare infarmation.



Ne 002903

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for mare information.
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Hasmna supoly:
Name of medical device:

Bupolnux:
Marnufacturer:

Bupobunai nusigagk:
Monufacturing sites:

Yuoruosaxeuuli
ppescTaRunR B Yrpainh
Authorized reprasentative in
Ukraine:

CrepwisHicTh:
Sterility:

Knacudixanis:
Classifieation:

Yipowenypa ouluka
pignominmocTis

Conformity Assessmestt Route:

Ceprudixan
Certificate:

BRUSCHETTIMl srl

Vig Isonzo 6 ~ 16147 Genova
Tel. 0035 010 381222

Fax 0039 010 3993312

e~-mazil: info@ bruschettini.com

Hewnapanin npo esignosignicys Ne UA/GL-17

Declargtion of conformity Ne. tIABL-17

Owui kpanai Knapactin
Ouni xpanni Keparooria;
Ouni xpaoai EPYBICKPIH;
Eye drops CLARASTILL;

Eye drops Keratostili;

Eye drops BRUVISCREEN

BPYCKETTIHI Cp.a

Bia lzonno, 6 — 16147 Tenys, nasa
BRUSCHETTINIS.rl

Vit Isonzo, 6 — 16147 Genova, Traly

Tel ++39.010.381222, Fax:++39.010.3993312
hitp: www. bruscheitini.com

E-mail: br.expdpt@tiscalinet.it

BRUSCHETTINI Sl

Wia Isonizo, 6— 16147 Genova, Italy;
BRUSCHETTINIS L

Via Gelrato, 131 - 16138 Genova, ltaly

TOB «PAPMATLIAMT YKPATHA»

01021, m. Kuig, By, Incraryressa, Gym. 19-A, ke, 14, Yipaisa
Ten. +38 (044) 281 24 66

Enextponsa agpeca: mfo@farmaplant.ua

€IPTIOV 39776551

"FARMAPLANT UKRAINEY LLC

01021, Kylv, Institutska Str., building 19-4, app. 14, Ukraine

Tel. +38§ (044) 281 24 06
e-mail: info@farmeplant.ua
USREQU Cede 39776551

CrepnnsHi
Sterife

Knac Ha sriggo Hymery 13 Honarky 2 Texaignoro periaMenty MO0 MOIHIHNK
BrpoGis, JaTeepkenoro Tncranosoro Kabimery Minmictpis Vipalun Ne753 Bim 2
woBTHA 2013 pl

Class Ha according Item 13 to Annex 2 of Technical vegulation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

HNoparox 6, TexXmivnoro PermaMeHTy UIOAO MENWUHHX BHPOGIS, 3aTBEPIDKEHOTO
Toctamoron KaGinery Minicrpin Vxpainm Me733 piz 2 swosta 2013 p.

Amsex 6, of Technicol regulation on Medical devices approved by Decree ¢f Cabinet of
Ministers of Ukratne Ne733 on 2 October 2013

Ceprudixar onirxy simrosinsocti Ne PR.296-17 nittenii no 15.08.2022 p.
Certificate assessment of conformity Ne PR.296-17 valid uniil 15.08.2022

Bruschettini S.r-l. Via Isonizo, 6 — 16147 Genova (ltalia) Capitale socisle £ 1.000.000,00 Cod. Fise./ Partita VA
00265870105 Trih. Genova Reg. Soc. 10139 - Fasc, 21114 C.C.LA. Genova 12672 ¢/c postale 11331162 GE 008605



Via Isonzo 6 — 16147 Genova
Tel, 0039 010 381222

\ Fax 0039 010 3993312
> BRUSCHETTINIS.IL e-mail; info@ bruschettini.com

|

Tipmsnagenudi oprau 3 , Torapucred 5 ofiMexedors sianosizansmicTo

ppinky sixnosingocTi T2 «Yxpaincerall Hayxonul lneraryr Ceprudiranidy, UATR.116

Horo inenrudicanifinng

KOg: T
Conformity assessment body Limited Liakility Compary “Ukrainian Scientific fnstitute of Certification”; UA TR 116 UATRITS

with its identification nuimber:

Tepnin aif gexnapanii ppe | no 15.08.2022 p.
pinnosignicTs
Validity term of declaration of | wnttl 15.08.2022
conformity

BPYCKETTIHE Cpn, fexnapyc BUROHAHRA OCHOBHHR BYNOT IOHD MUK nupodis, srimso Hommxy 1 Texwiusoro
DPEITIAMERTY THONIQ MSIFFIVX BEpaGie, smcpmienoro Noctanosoio KaGinery Mirictpis Yipalou Ne733 win 2 wostaa 2013 p.

BRUSCHETTINI S, declares the fulfiltment of basic requirements for medical devices, according to Annex | of Technical regidations an
Medical devices, pproved by Decree of Cabinet of Ministers of Ulkroine NeZ33 an 2 October 2013.

Micte raadi: Hara ninmecy:  24.07.2020

Place of issue: Cenava Date of siguing
A0
§ P A
&;\ ; - % \N
“THamae ynosroBaxenol 0co0m, Hassa nocany, [IB

Signerture of duthorised person Position, Fufl Name President,

Angissto Bruschettini

Bruschettini 5.r.1. Via Isunzo, 6 ~ 16147 Genova (Italia) Capitale sociale € 1,000.000,00 Cod. Fisc./ Partita VA
Q0265870105 Trib. Genova Reg. Sac. 10139 - Fasc. 21114 C.C.I.A. Genova 12672 ¢/t pastale 11331162 GE 008605
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CPTAH 3 OUIHKM BINCRIAHOCT

TOB sYKPATHCHRIA HAYROBME IHETHTYT CEFTHSNALT» P
O4053, a. Nuln, Rygpagcowuis yesis, Byn. 7, odic 330 e
UATR.LIG e EP\T

TP CEPTHRIKATA

e vfwe

e Harw {inse
BRI

s

o copoas 2007 po | Hlepyse sanasss

Honaun aupofimey RORIEERY T8 T INeR0

- Hopeprann 00 p T _ -
~ T VHORRoRnroNore PRACTABHNRS

Posmupese cdopy copradinary, f came geasun wowmsly

3 24 giawy 2028 p. . I e e R P ST T
S {3y Rpanai Keparoory, {hm xpeani hEYBICKRPH

Copmndiner N PRIBG-IT

Jafierdt po <18 copran 3022 p
Brompass N 3 sig « 24 olgng 2028 5.
Brogane wxase 16082017,

Kopinuuy opwany 3
& nuds slvosizaoed
RLA. Bazpymes

o,

Jo cepraddvara No PR, /1T Cropuxa a2

PRTY o H i
{ ACTY BN R TIMTRT] RO BN SISO YN
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CPTAH 3 CHHHEH RIAHOBIAHOUTT

TOR «VKPATHCHKHI HAVKORHE IHCTHTYT CEPTHGIKALNT-
04033, v Kds, Kyapsireskuit yasis, 6w 7, odic 320

UATRLG

CEPTH®DOIKAT BIIITOBITHOCTI

Hopsigor  zafeapenenns QYEKUIOBVBAHHA CHCTEMB  vOpABHHHS gkicre mig  gag
prpoGnuarea Mexmunny pupobis (Jozarox & TexHIMHOTO PeriaMgHTY OJ0 MeIHMHHX
BHPOOIB, 2aTBEPILACHOTO Hovtaropory Kabinety Minicrpis Yrpaiuun sin 02, 10,2013 Ne 753 (TP)

st %

Y 3
} I§
Y §%
NS
RO

o

: %
L s

Bupofuux: BRUSCHETTINI S.v.l. / BP¥YCKETTIHI C.p.a.

HOpaana Via Isonzo, 6 — 16147 Genova, Haly 7/ Bia Isonno, 6 — 16147 Uenyvs, Iraais
aapeca:
Bupodnuui BRUSCHETTINI S.e.L/ BPYCKETTIHI Cpi
HELRRIN N Via Isimzo, 6 - 16147 Genova, Italy / Bia Isoune, 6 — 16147 Denya, Fraain
BRUSCHETTINI S0l / BPYVCKETTIHI Cpan
Via Geirato, 131 — 16138 Genova, Italy /
Bia Ieparo, 131 - 16138 Demysa, Iranin

’-Yxiorﬂmaamem{i\i TOB «BI3YC GAPM»
- HPOACTABHEK! Q1013 s. Kuis, syn. Bvaiuaverpil, 8ya. 5 B, Ykpaina
i Kog €IPTIOY 43495344

Bupobu: Ouni kpanal Kaapacriy, Ouni kpanai Keparocrix, Owni kpanx
5 KJAAPACTIT CIHE, Ouni xpanai KOBAST, Ouni xpanai
KEPATOCTLY CIHE, Ouni kpanai KEPATOCENT

Kaaer o Ifa

Hpuwinarennit opran 3 ouinkn pianerizmocri Topapnerse 3 obmewenoe simosixaasricno
«¥rpaincbicnit . saywosudi iHorvwryy eceprudixapidy {idenvadireniitmni sesmep N UATR(16)

BLITBOPIAEYE, WMo asHaueHnil BHPOUHHK  BOPOBANMB CHOTOMY YHPREHEMS NKICTIO HR  eTanax
'rm;3661-1‘;-{&1‘3&. TR DCTATOUHOT HOPEBIPKH CTOCOBHO 3a3a4eHuX mipolin, wimno nyskris 3-7 JJosarka &
TP. ta sxa ¢ m’;i’e:x-To'M FOPIOAMYHRX Raraauosux aviutis ariase wyaxris 8-11 Jogarka & TP Haw
poantanil spoavii 16 ta HE knacy nonatkose mae Byty nassynil copyudixat nepesipks Taiy 3rixgo
3 Jogarkom 4 TP
’ . Hixcrasa s puadi
3air Ne PR.296/CHO-82/2-24 Bia 06.09.2024;

2/3-24 min 09.09.2024.

iy

_ Pinenns npo sumavy cepradirara Ne PR 296/CHO-82/3-

Cepraudixar No PR.2Y6-17

- Jiftenutt qo «15» ceprng 2027 p.
Buaauus Ne 7 sig «09» sepecnn 2024 p,
* Briepme mugao 16082017,
L PR KepiRHuK Opragy 3
OUIHKH RLIOBLIHOCTI
Postan MHXAJRKO

Cropiuxa 132




VATRLLS

ICTOPIH CEPTH®IKATA

CPUAH 3 GIIHKH BUTIOBLIHOUTI
TOR «VKPATHCHKHH HAVKORME IHOTHTVT CEPTHO KA.
04033, w. Kds, Kyapsireskuit yasis, Oy 7, odie 320

sty

Z
p %
b

. s %

X
N
N
N
X
N
{

vty

v

Ne 3/m

A _ Aara Onne
B HHH
1 16 cepring 2017 p. | Boepnie BMIaHO,
BN Hoano supobuyy FLRTRIRY Ta IMIHOHO
2 24 mepechs 2019 p, | L - i iy AL PR
YRORHOBAXCHOTO APCICTABHIKA Ha TepuTopil YRpainm,
; ; .y Posmmpeno odepy cepridikary, a caMe JOJAHO no3Hh
3 24 ciuns 2020 p. SHIHP hepy ceprudiKary, A0a {

«Ouni kpanm Keparoetios, «Ouni xparm bBPYBICKPIH».

4 10 ceprma 2020 p.

3uiHeHO Y HOBHOBUKCHOTO RPOACTABHHKA Ha repuropii
Yrpainn.

Tosrepao ceprudikopana,

Jomaso  TPRHCKPHUINIW HA3RH Ta  anpecH  RHPOOHHYNX
TLIOIIANOK.

Pozmupene cdepy cepradixary, 8 caMe J0IRHO BHPOOH:
«Quui gpann KIAPACTUT  CIHE»,  «Owmi wparum

KOBAS s, «Ouni xpart XUTOCTHD CHIHE»,  «Ousi

Kpar KEPATOCTIA CIHE», «Oni Epan
KEPATOCEIT», «Ount xpanmt Jarpi-Biwews, «I'Ejib
4000,

3 16 ceprna 2022 p.
6 20 sworrna 2022 p.
7 | 09 Bepechs 2024 p.

Cropoucno chepy coprudixara va pupodn: «Quni wpared
BPYBICKPIH», «Oumi kpanm XITOCTLT CHHE», «Ousi
kparni Jlakpi-Bixen», «UESh 4000»,

Ceprudirar Ne PR.296-17
Hitiennit no «1 8 ceprima 2027 p.

‘Brepue pugano 16,08.2017.

&

Beranns Ne 7 i «09» sepecus 2024 p.

KepirHHK oprany 3
ONIHKH BLIOBLIHOCTI
Poyvar MHXAJAKQ

S

o ceprudirara No PR.296-17  Cropinka 232
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Tlepenic MeRNEHNK
supodin:
List of medical devices:

Bupodune:
Aamfachurer:

Bapofuuul nomasa
Manufacnring sites:

Yinosunonsmenu#
apencTasHuk s Yipaini
Authorized vepresentative in
Ukraine:

Kancudinanis:
Classification.

Hponenypa oRisms
sigposinnoctl:

Conformity Azsessment Rowde:

Peaasigs &
Version: 6

Hexnapanis npe simnosiauicrs NeUANL-17

Declaration of conformity Me U44N-17

Jwe. Hopavor 1 go nied Jexaapauil spe slanorinicrs
See Avnex 4 to the Declovation of conformity

BPYCKETTINICpan

Bia Iroso, § — 16147 Venys, fravin
BRUSCHETTINISSE

Yia sanzo, 6 16747 Genova, faly

Tol: ++39.010.381222, Frer ++39.010.3993312
hitpr v Bruschettini.com

Email: infoigibruschettini.com

FPYCKETTIRI Cpan.

Pia o, &~ 16147 Desrys, Prania
BRUSCHETTINIS v d.

Vi fsonzo, 6 — 16147 Genovg, faly;
EPYVCKETTHHI Cpan

Hia Ueparo, 13116138 Venya, ranis
BRUSCHETTINIS vl

Via Getrato, 13116138 Genona, Traly

TOR «BI3YC GAFMY

01013, s Kuis, syn. Bysinayerpil, 8yn 8 by Yxpdiva
Tes, +38 {(044) 18124 06

Frexrpouss agpeca: infol@visuspharm.com
EJIPTIOY 43495344

“PISUS FHARMT LLC

01013, Kviv, Budindustrii Str., building § B, Ukraine
Tel +38 (D44} 28824 0%
e-mail: infol@visuspharm.com

USREQU Code 43495344

Kunac [ia
Class Ha

Jomarvor & va 8, Texuiusoro pernaviety mofs vepnunuy supolis, IATHCPLBEROTY

Vooranosor Kabinery Migictpis Vipainn Ne753 gin 2 mostsn 2013 p. -
Asnex § and & of Technical regulation on Medical devices approved by Decree of

Cabinet of Ministers of Ukraine X753 on 2 October 2013

Cropiisa L3 3
St Ll 3




Ceprudivar pignosianoetis | Ceprudizar signosizuocri Ne PR.296-17, alfionudt oo 15.08.2027 p.
Certificate of conformity: Certificate of conformity Ne PR 29617, valid until 13.08.2027
Hipusnaaenni opran 3 Tonapuerss 3 ofuenenow siRosizamuien

oniNKY siznoniinoet 1a «¥Yupaiuenionit Hayiconuit Inevaryr Cepraudicanipy, UATRALS
Goro Inewnndlvanifvwil Limited Liahility Compery "Ukvainian Scientific nstitute of

LO Certification”, UA TR 118

Conformity assessment body with
i idesiificntion nnber:

Toprin il nexaapanil npo 30 15.08.2027 p.
sinnosiznieors
Yalidity term i declaration of wesil 15.08.2027

ity

BEYCKETTING Cp.n, Iekiapye SUROHIHIST OCRORHIRG SHMOY INOR0 Mempanin supolis, sringo Honarky 1 Texniions pamamenTty
10RO MexEER ppois, sarsepmkenoro Nocranosor KaGinety Miderpls Yipatnu No753 sia 2 swosrsn 2083 p.
Hesrapanio npo stanosizsicrs caaneso gl wimosy siznosiatssions supobuima BFYCKETTINY Cpa. Blnnosizanssiorn 1
poctosipyicrs Aanasol indophianll sece supofu,

BRUSCHETTING S0, declares the fdillment of basic requiremenss for medical devices, according te dnnex | of Technical regudations
an Medical devices, approved by Decres of Cabinet of 8inisters of Ukraine Ne753 on 2 Octeber 2013,
The Declavation of Conformity Iy written snder the sole vesponsibility of the mamgacawer BRUSURETTING Srd. The manfacawer is
responsible for the suthentichy of the provided information.

Micue sagasi: ey, brasis Hara ninnwey: 09082024
Fiace of tsvue: Genova, faly Date of signing: 08082024

Regulatory, Quality and Compliance Director
Marco Temls

finnae voossosaxero? ocoly Hazsa pocamy, H1E
Signature of Authiorized pevson Posigon, Full Name
Poaakuis: © oy

Versioa: 6




Aemarox 1 mo Jesvapani¥ npo sinnesizmicrs Ne UAMG-17
Annex I to the Declavation of conformity No. U4/01-17

Hlepenix swpobin
List of devices

Hassa meawunore nupofy anndicsxoese
MORO
Negme of medical device in English !

Hazss menmuuoero supoly yrpaluesgom
MOBOH
Name of medical device in Ulrainian

Eve drops CLARASTILL

Oyt kparutl Kaapactia

Eye drops Keratostill

Ownt xparun Kepatooti

Eve drops CLARASTILL SINE

Orapsi xparo KITAPACTUI CIHE

Lo

Eye drops COBAYAL

Orani kpai KOBAHNR

7

Tye drops KERATOSTILL SINE

Crani xeparnt KEPATOCTUT CIHE

Eye drops KERATOSEPT

Ouni gparni KEPATOCHEIT

ons

Wiy

R
2ar'd

Micne suaani: Femye, ravis
Place of issue: (Fenovs, faly

< Hame yrosuosarenot ocotn
Sienature of Awthorized persan

Pegakiist
Fepsion: 8§

Hara miponcy: 08.09.2024
Date of sigring: 09083024

Regulatory, Qualily and Compliance Director
Mareo Terrile

Hazsa nocaay, b
Position, Full Name




AUTHENTICATION OF SIGNATURE

September thirteenth two thousand twenty-four;
13/9/2024
in Genoa, via Fieschi, 8/7.
I, Dr. AURELIO MORELLQO, notary in Genoa, enrolled in the Roll of the Joint Notary Districts

of Genoa and Chiavari,
CERTIFICATE

that Mr.:
Marco Terrile, born in Genoa on 9 June 1965,
domiciled for the role at the headquarters of the company indicated below, who

acts in this deed in the capacity of managing director by virtue of the powers
conferred of the company:

BRUSCHETTINI s.r.l. with headquarters in Genoa (GE), via Isonzo, 6, registration
number in the Company Register, tax code number: 00265870105;

to the person below equipped with suitable powers and personal identity of which
|, the notary, am certain, has placed his signature at the bottom of the preceding
writing, in my sight and presence, after renouncing the reading of the writing itself

by me, the notary.
It is issued for administrative use in favor of the ltalian Medicines Agency.
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IMepenik MeqHYHHX
BHPODiB:

List of medical devices:
BupooHuk:
Manufacturer:

BupoGuu4i nj1omanku:
Manufacturing sites:

YnopHoBaxKeHHil
npejcTABHHK B YKpaiHi:
Authorized representative in
Ukraine:

Knacudikauis:
Classification:

CTepHibHICTB:
Sterility:
[poueaypa oniHKH

BignoBigHOCTI:
Conformity Assessment Route:

Cepridikar BignosianocTi:
Certificate of conformity:

[IpuzHauennii oprau 3
OLIIHKH BiANOBIAHOCTI TA
fioro inenTudikauiiinuii
KO

Conformity assessment body with
its identification number:

TepmiH aii geknapauii npo
BiANOBiIHiCTE

Validity term of declaration of
conformity

Penpakuist: 5
Version: 5

Bruschettini S.r.l.

Via Isonzo 6, 16147 Genova

Jexnapauis npo Bizmopianicte NeUA/01-17
Declaration of conformity Ne UA/01-17

Ius. Jonatok 1 go uiei dexnapauii npo sixnoBianicts
See Annex 1 to the Declaration of conformity

BPYCKETTIHI C.p.n.

Bia IzomHt10, 6 — 16147 I'eHys, ITanmis
BRUSCHETTINI S.r.L

Via Isonzo, 6 — 16147 Genova, Italy

Tel: ++39.010.381222, Fe: ++39.010.3993312
http: www. bruschettini.com

E-mail: info@bruschettini.com

BPYCKETTIHI C.p..

Bia Izon110, 6 — 16147 ['eHys, ITanisa
BRUSCHETTINIS.¥.L

Via Isonzo, 6 — 16147 Genova, Italy,
BPYCKETTIHI C.p.J.

Bia ['eparo, 131 — 16138 I'enys, Irania
BRUSCHETTINI S

Via Geirato, 131 — 16138 Genova, Italy

TOB «BI3YC ®APM»

01013, m. Kuie, Byn. Byniaoyctpii, 6ya. 5 b, Ykpaina
Tem. +38 (044) 281 24 06

Enextponna agpeca: info@visuspharm.ua

€HPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.ua

USREQU Code 43495344

Knac Ila
Class Ila

CrepuibHi
Sterile

JonaTok 6 Ta 8, TexHIUHOro periiaMeHTy MIOAO MEINTHHX BHPOOIB, 3aTBEP/IKEHOTrO
IMoctanosoro KaGinety Minictpis Ykpainn Ne753 Bin 2 xxostHA 2013 p.

Annex 6 and 8, of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudikar signosigHocti Ne PR.296-17 Bun.6 Bin 20.10.2022 p., JUHCHUI 10
15.08.2027 p.
Certificate of conformity Ne PR.296-17 ver.6 issued 20.10.2022, valid until 15.08.2027

¥

UATR.116

ToBapHCTBO 3 00MeKEHOI0 BilNOBIAATBHICTIO
«Ykpaincnkuii Haywkosuii Inctutyt Ceprudiraniiz, UA.TR.116
Limited Liability Company "Ukrainian Scientific Institute of
Certification”, UA.TR. 116

J0 15.08.2027 p.

until 15.08.2027

Cropinka 133
Page 1 of 3



l. Bruschettini S.r.l.

Via Isonzo 6 16147 Gannva

BPYCKETTIHI C.p.1, IeKiapye BUKOHAHHS OCHOBHHX BHMOL LIOO ME/IHIHIX BUpOGiB, 3rimHo Jloarky 1 TexHidHOTO peraMeHty
LLIOJIO MEIYHIX BHPOGIB, 3atBepmkeHoro [Tocranosoro Kabinery Miictpis Yipaitm Ne753 Bin 2 xosts 2013 p.

Jlexnapariiio npo BiINOBITHICTL CKIA/IHO MM/l LLIKOBHTY BimmoBitasHicTs BipoSHika BPYCKETTIHI C.p.n.. BinnosizansHicTs 3a
JOCTOBIPHICTh HaTaHo! iHGOpMALLil Hece BHPOOHHK.

BRUSCHETTINI S.r.l, declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical regulations
on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

The Declaration of Conformity is written under the sole responsibility of the manufacturer BRUSCHETTINI S.r.l.. The mamgfacturer is
responsible for the authenticity of the provided information.

Miciie Buaadi: TCenys, Itanis Jara nigrmey: 20.10.2022
Place of issue: Genova, ltaly Date of signing: 20.10.2022

President, Augusto Bruschettini

[Tigmic ynoBHOB
Signature of Authoriz

e Hazga nocanu, [1Ib

Position, Full Name

Pejakuis: 5 Cropinka 2 i3 3
Version: 3 Page 2 of 3



Bruschettini S.r.l.

Via Isonzo 6, 16147 Genova

Ionartok 1 o dexaapauii npo Bixmosiauicrs Ne UA/01-17
Annex 1 to the Declaration of conformity No. UA/01-17

Ilepeaik BHpoGiB

List of devices
Ne Ha3sa Meaun4Horo BHpoGy aHrIiiicbKoOI0 Ha3ssa MeanuHoro BHpo0y yKpaiHCHKO0
n/n MOBOIO MOBOIO
Name of medical device in English / Name of medical device in Ukrainian
1. | Eye drops CLARASTILL Ouni kparuii Knapacrin
2. | Eye drops Keratostill Ouni kparuti Kepatoctin
3. | Eye drops BRUVISCREEN Ouni kpamni BPYBICKPIH
4. | Eye drops CLARASTILL SINE Ouni kpamti KJIAPACTIJI CIHE
5. | Eye drops COBAYAL Quni kparuti KOBASLJI
6. | Eye drops HYLO STILL SINE Ouni kparuii XIJIOCTIJI CIHE
7. | Eye drops KERATOSTILL SINE Ouni kparwii KEPATOCTLI CIHE
8. | Eye drops KERATOSEPT Ouni kparuii KEPATOCEIIT
9. | Eye drops Lacri-Vision Ouni kparmni JIakpi-Bixen
Micue BHga4i: [ewys, [Tamis JlaTa nignmey: 20.10.2022
Place of issue: Genova, Italy Date of signing: 20.10.2022
President, Augusto Bruschettini
Hassa nocanwu, [1I5
Position, Full Name
Penaxiist: 5 Cropinka 3 i3 3

Version: 5

Page 3 of 3




OPTAH 3 OUIHKM BIANOBIAHOCTI

TOB «YKPATHCbKWUIM HAYKOBWIA IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkui y38i3, bya. 7, odic 320
UA.TR.116

CEPTUOIKAT BIAMNOBIAHOCTI

MMopsitok 3a0e3medeHnsi (YHKIIOHYBAHHS CHCTEMH YHOPABJIHHA SKICTIO T dHac
BUpPOOHHITBA MeAHYHHX BHPOdIB ([lonatox 6 TexHIyHOro perjaMeHTy 1IOA0 MEIHYHUX
BHpOOIB, 3aTBepakeHoro nocraHoBoio Kabinery Minictpie Ykpainu Bix 02.10.2013 Ne 753 (TP)

BupooHuk: BRUSCHETTINI S.r.l. / BPYCKETTIHI C.p.x.

HOpuanuna Via Isonzo, 6 — 16147 Genova, Italy / Bia I30uu00, 6 — 16147 I'enys, Itanin
ajpeca:

Bupo6auui BRUSCHETTINI S.r.l. / BPYCKETTIHI C.p.n.

TIOMATKH: Via Isonzo, 6 — 16147 Genova, Italy / Bia [30num0, 6 — 16147 I'enys, Itamia

BRUSCHETTINI S.r.l. / BPYCKETTIHI C.p.n.

Via Geirato, 131 — 16138 Genova, Italy / Bia I'epato, 131 — 16138 TI'enys,
ITanin

YnosHoBaskennii TOB «BI3YC ®APM»
NpencTABHUK! 01013, M. Kuis, Byn. Bymuaycrpii, 0ya. 5 b, Ykpaina
Kon CZIPIIOY 43495344

Bupo6n: Ouni xpanmi Kmapacrin, Ouni kpamai Kepartocrin, Ouni kpammi
BPYBICKPIH, Owuni xpamai KJIAPACTIJI CIHE, Ouni kpanii
KOBASAJI, Owuni kpanmi XIIOCTIJI CIHE, Owuni xpanmi
KEPATOCTLJI CIHE, Ouni kpanii KEPATOCEIT, Ouni kpaniu
Jlaxpi-Bixen, TEJIb 4000

Knac: I (erepnabumii), Ila

Ilpuznavennii opran 3 ouinkm eignoeignocri ToBapuerBo 3 o6MekeHOww BiIMOBIIAIBHICTIO
«Ykpainebknii HaykoBmii iHeTHTYT ceprudiikanii» (izentudikauiiinnii Homep Ne UA.TR.116)
MiATREPIKYE, WO 3a3Ha4eHui BUPOOHMK BMPOBAJMB CHCTEMY VMpaRNiHHA AKICTIO Ha eTamax
BMPOOHKLTBA TA OCTATOUHOI MEPeBIPKH CTOCOBHO 3a3HaueHHX BHUPODIB, a g BupodiB T (cTepuibHHiT)
Kjlacy Ha crajisx BUPOOHMYOro mpouecy, 1o MNoB’da3aHi i3 3abe3nevyeHHsM Ta 30epereHHAM CcTaHy
crepuibHOCTI 3rigHo nyHkriB 3-7 Jlonatka 6 TP 1a ska € 06’ ekTOM nepioJHUHHUX HAJISA0BHX ayIuTiB
arigHo nyHktie 8-11 Jomatka 6 TP. [ns peanizauii npoaykuii 116 ta Il kiacy pusHKY J0JaTKOBO Mae
OyTH HasBHMI cepTHdIKaT nepeipky THNY 3riaHo 3 Jlonatkom 4 TP.
Iigcerasa s Buaavi:
3sit Ne PR.296/RC1/7-22 Bin 19.10.2022;
Pimrenns npo punauy ceprudikara No PR.296!RC1!§;22-}E{ 20.10.2022.

KepiBHUK opraHy 3
OLIHKH BIAMOBIIHOCTI

Poman MUXAJIKQO

Ceptudikat Ne PR.296-17

Hifichuit o «15» cepnus 2027 p.
Bumanus Ne 6 Bix «20» xostHs 2022 p.
Brnepuue Bugano 16.08.2017.

80103 10302 CTGp]HKa 1 32

HCTY EN ISOAEC 17021-1 | | JICTY EN ISOEC 17065

s

1 lge nse will remave this message. See the keywards property of this PDF for mare infarmation.



OPTAH 3 OLIHKKM BIANOBIAHOCTI

TOB «YKPATHCbKUM HAYKOBWUM IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkui y38i3, bya. 7, odic 320
UA.TR.116

ICTOPIA CEPTUH®IKATA
e Jarta Onmnce
BH/JIAHHHA
1 16 cepnns 2017 p. | Bnepuue Bugano.

2 24 gepecus 2019 Honano BUPOOHHYY IO IIAJAKY Ta 3MIHEHO
P P- | ViopHOBasKEHOTO [pecTaBHMKa Ha TepuTopii YKpainu.

Posmupeno chepy ceprudikary, a caMe A0TAHO MO3MLIT

3 A AR0D | i Kepurotrin, i xpan BRY BRICKPIEL

3MIHEHO VYTIOBHOB@XEHOTO NPEACTABHHKA Ha TepUTOPIT

4 10 cepras 2020 p. Victiilin

5 16 ceprias 2022 p. | [loTropHO cepTH]IKOBAHO.

Jlonano TpaHCKPHWITIIFO Ha3BW Ta ajpecH BHPOOHWUWX
TIOTNAIOK.

Posmupeno chepy ceprudikata, a caMme 10JaHO BUPOOU:
«Ouni  xpammi  KJIAPACTUI  CIHE», «Ouni xpamii
KOBAST», «Ouni xkpamni XIJIOCTUI CIHE», «Ouni
Kparuii KEPATOCTIN CIHEs, «Oami Kparuri
KEPATOCEIT», «Ouni kpanni Jlakpi-Bixen», «['EJIb

40005.
=

6 20 xoBTHA 2022 p.

Ceprtudikar Ne PR.296-17

Jiiicnuii 10 «15» cepning 2027 p.
Bumanus Ne 6 Big «20» xostHa 2022 p.
Bnepue pupano 16.08.2017.

KepiBuuk oprauny 3
OLIHKHA BIAOBIIHOCTI
Poman MUXAJIKO

<

%3
<

@ ® - wm : .. ww; ‘ Ho ceprudikara Ne PR.296-17  Cropinka 2 3 2

HCTY EN ISOAEC 17021-1 | | JICTY EN ISOEC 17065

B

lid,hge nse will remaove this message. See the keywards property of this FDF far mare infarmation.



Ne 002903

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for mare information.
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Hasmna supoly:
Name of medical device:

Bupolnux:
Marnufacturer:

Bupobunai nusigagk:
Monufacturing sites:

Yuoruosaxeuuli
ppescTaRunR B Yrpainh
Authorized reprasentative in
Ukraine:

CrepwisHicTh:
Sterility:

Knacudixanis:
Classifieation:

Yipowenypa ouluka
pignominmocTis

Conformity Assessmestt Route:

Ceprudixan
Certificate:

BRUSCHETTIMl srl

Vig Isonzo 6 ~ 16147 Genova
Tel. 0035 010 381222

Fax 0039 010 3993312

e~-mazil: info@ bruschettini.com

Hewnapanin npo esignosignicys Ne UA/GL-17

Declargtion of conformity Ne. tIABL-17

Owui kpanai Knapactin
Ouni xpanni Keparooria;
Ouni xpaoai EPYBICKPIH;
Eye drops CLARASTILL;

Eye drops Keratostili;

Eye drops BRUVISCREEN

BPYCKETTIHI Cp.a

Bia lzonno, 6 — 16147 Tenys, nasa
BRUSCHETTINIS.rl

Vit Isonzo, 6 — 16147 Genova, Traly

Tel ++39.010.381222, Fax:++39.010.3993312
hitp: www. bruscheitini.com

E-mail: br.expdpt@tiscalinet.it

BRUSCHETTINI Sl

Wia Isonizo, 6— 16147 Genova, Italy;
BRUSCHETTINIS L

Via Gelrato, 131 - 16138 Genova, ltaly

TOB «PAPMATLIAMT YKPATHA»

01021, m. Kuig, By, Incraryressa, Gym. 19-A, ke, 14, Yipaisa
Ten. +38 (044) 281 24 66

Enextponsa agpeca: mfo@farmaplant.ua

€IPTIOV 39776551

"FARMAPLANT UKRAINEY LLC

01021, Kylv, Institutska Str., building 19-4, app. 14, Ukraine

Tel. +38§ (044) 281 24 06
e-mail: info@farmeplant.ua
USREQU Cede 39776551

CrepnnsHi
Sterife

Knac Ha sriggo Hymery 13 Honarky 2 Texaignoro periaMenty MO0 MOIHIHNK
BrpoGis, JaTeepkenoro Tncranosoro Kabimery Minmictpis Vipalun Ne753 Bim 2
woBTHA 2013 pl

Class Ha according Item 13 to Annex 2 of Technical vegulation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

HNoparox 6, TexXmivnoro PermaMeHTy UIOAO MENWUHHX BHPOGIS, 3aTBEPIDKEHOTO
Toctamoron KaGinery Minicrpin Vxpainm Me733 piz 2 swosta 2013 p.

Amsex 6, of Technicol regulation on Medical devices approved by Decree ¢f Cabinet of
Ministers of Ukratne Ne733 on 2 October 2013

Ceprudixar onirxy simrosinsocti Ne PR.296-17 nittenii no 15.08.2022 p.
Certificate assessment of conformity Ne PR.296-17 valid uniil 15.08.2022

Bruschettini S.r-l. Via Isonizo, 6 — 16147 Genova (ltalia) Capitale socisle £ 1.000.000,00 Cod. Fise./ Partita VA
00265870105 Trih. Genova Reg. Soc. 10139 - Fasc, 21114 C.C.LA. Genova 12672 ¢/c postale 11331162 GE 008605



Via Isonzo 6 — 16147 Genova
Tel, 0039 010 381222

\ Fax 0039 010 3993312
> BRUSCHETTINIS.IL e-mail; info@ bruschettini.com

|

Tipmsnagenudi oprau 3 , Torapucred 5 ofiMexedors sianosizansmicTo

ppinky sixnosingocTi T2 «Yxpaincerall Hayxonul lneraryr Ceprudiranidy, UATR.116

Horo inenrudicanifinng

KOg: T
Conformity assessment body Limited Liakility Compary “Ukrainian Scientific fnstitute of Certification”; UA TR 116 UATRITS

with its identification nuimber:

Tepnin aif gexnapanii ppe | no 15.08.2022 p.
pinnosignicTs
Validity term of declaration of | wnttl 15.08.2022
conformity

BPYCKETTIHE Cpn, fexnapyc BUROHAHRA OCHOBHHR BYNOT IOHD MUK nupodis, srimso Hommxy 1 Texwiusoro
DPEITIAMERTY THONIQ MSIFFIVX BEpaGie, smcpmienoro Noctanosoio KaGinery Mirictpis Yipalou Ne733 win 2 wostaa 2013 p.

BRUSCHETTINI S, declares the fulfiltment of basic requirements for medical devices, according to Annex | of Technical regidations an
Medical devices, pproved by Decree of Cabinet of Ministers of Ulkroine NeZ33 an 2 October 2013.

Micte raadi: Hara ninmecy:  24.07.2020

Place of issue: Cenava Date of siguing
A0
§ P A
&;\ ; - % \N
“THamae ynosroBaxenol 0co0m, Hassa nocany, [IB

Signerture of duthorised person Position, Fufl Name President,

Angissto Bruschettini

Bruschettini 5.r.1. Via Isunzo, 6 ~ 16147 Genova (Italia) Capitale sociale € 1,000.000,00 Cod. Fisc./ Partita VA
Q0265870105 Trib. Genova Reg. Sac. 10139 - Fasc. 21114 C.C.I.A. Genova 12672 ¢/t pastale 11331162 GE 008605
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CPTAH 3 OUIHKM BINCRIAHOCT

TOB sYKPATHCHRIA HAYROBME IHETHTYT CEFTHSNALT» P
O4053, a. Nuln, Rygpagcowuis yesis, Byn. 7, odic 330 e
UATR.LIG e EP\T
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