Haspa Bupo6y:
Name of medical device:

Bupobunk:
Manufacturer:

BupoGuuyi miiomamiu:
Manufacturing sites:

YnoBHoBazkeHuii
NpeICTABHMUK B YKpaiHi:

Authorized representative in
Ukraine:

CrepuabHicTn:
Sterility:

Knaceudicania:

Classification:

Ipouenypa ouinku
Bianosianoeri:
Conformity Assessment Route:

Ceprudikar:
Certificate:

Penakuis: 4
Version: 4

Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222

BRUSCHETTINI .11 Fax 0039 010 3993312

e-mail: info@ bruschettini.com

Hexnapanis npo signosixmicts NeUA/01-17
Declaration of conformity Ne UA/01-17

Ouni kpanni Knapaering
Ovyni kpani Kepatocrin;
Ovyni kpanni BPYBICKPIH;
Eye drops CLARASTILL;

Eye drops Keratostill;

Eye drops BRUVISCREEN

BPYCKETTIHI C.p.1.

Bia I3ommo, 6 — 16147 lentys, Ianis
BRUSCHETTINI Sr..

Via Isonzo, 6 — 16147 Genova, ltaly

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

E-mail: br.expdpt@tiscalinet.it
BRUSCHETTINI S.r.l

Via Isonzo, 6 — 16147 Genova, Italy;
BRUSCHETTINI S.r.L

Via Geirato, 131 — 16138 Genova, Italy

TOB «BI3YC ®APM»
01013, m. KuiB, Byx. Byinmyctpii, 6ya. 5 B, Ykpaina
Ten. +38 (044) 281 24 06

Enextporna anpeca: info@visuspharm.ua
€JIIPTIOV 43495344

"VISUS PHARM" LLC

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

e-mail: info@visuspharm.ua

USREOU Code 43495344

CrepuneHi

Sterile

Knae Tla srigmo Tlyskry 13 Homatky 2 TexHiMHOro persiaMeHTy WIONO0 MCAMYMHMX
BMPOGiB, 3aTBepwkeHoro [Noctanoporo KaGinety MinicTpis Vipaimu No753 Bin 2 KoBTHS
2013 p.

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

HAoparox 6 Ta 8, TexHiuHOro permaMeHTy WIOA0 MEAWYHMX BUPOGiB, 3aTBEpIKEHOrO
Iocranosoio Kabinery Minictpis Vipainu Ne753 ix 2 sxontaa 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

Ceprudixar ouinku sixnosigsocti Ne PR.296-17 nificauit no 15.08.2022 p.
Certificate assessment of conformity Ne PR.296-17 valid until 15.08.2022

Cropinxka | i3 2
Page | of 2



Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222

Fax 0039 010 3993312
BRUSCHETTINI s.r.. e-mail: info@ bruschettini.com

Ipusnavennii opras 3 ToBapucTso 3 o6mesenoto BianosinansricTio

ouiHKH BinnoeigHocTi Ta «¥Yxpaincoxnii Haykosnii Incturyr Ceprudikauii», UA.TR.116
itoro inenTudikauiiinmit

Koa:

Conformity assessment body with Limited Liability Company "Ukrainian Scientific Institute of Certification”. UA.TR.116 UATR.116
its identification number:

Tepmin aii pexnapanii npo | zo 15.08.2022 p.
BianosignicTs
Validity term of declaration of until 15.08.2022
conformity

BPYCKETTIHI C.p.71, fexiapye BUKOHAHHST OCHOBHMX BAMOT LLIOMO METHYHHX BUpoGiB, 3rimHo Jlonarky 1 TexHMHOrO permameHTy
LOZI0 MeMHIX BUPOGIB, 3arBepmikeHoro [Tocrasosoto Kabiwety Mirictpis Vipaiku No753 8ix 2 soeTas 2013 p.

BRUSCHETTINI S.r.L, declaves the fulfillment of basic requirements Jor 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,

Micue Bupaui; Tenys, Itanis Jlara nignucy: o
Place of issue: Genova, ltaly Date of signing 4. O 9 4.)/0150
(J ‘~,h/\%-‘ President, Augusto Bruschettini
ianuc YNOBHOBAXKEHOI 0cobH Hasea nocanm, I1IB
Signature of Authorized person Position, Full Name
Penakuis: 4 Cropinxa 2 i3 2

: Page 202
Version: 4 .
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OPTAH 3 OLIHKM BIANOBIAHOCTI

TOB «YKPAIHCbKMI HAYKOBWI IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuii y3eis, bya. 7, odic 320
UA.TR.116

CEPTI/I(DIKAT BIAMNOBIAHOCTI

HNopsnox 3aGesnevenns QYHKHIOHYBAHHS CHCTEMH YNpPAaBAiHAS AKICTIO mWia  vac
BHpOOHMUTBA Meauunnx BHpobiB (Jlomatoxk 6 Texwiunoro PEIJIAMEHTY WOJ0 MEIMYHHUX
BHPOGIB, 3aTBep/uKeHOro mocTaHoBowo Kabinery MinictpiB Vipainu Bix 02.10.2013 Ne 753
(TP))

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

Opuauuna Via Isonzo, 6 — 16147 Genova, Italy / Bia I3on10, 6 — 16147 I' eHy4, ITanis
ajpeca:

Bupob6unyi BRUSCHETTINI S.r.l.

NJIOIAAKH: Via Isonzo, 6 — 16147 Genova, Italy

BRUSCHETTINI S.r.L
Via Geirato, 131 — 16138 Genova, Italy

Ynosunosaxennii TOB «BI3YC ®APM»
NpEeACTABHHK: 01013, m. Kuis, Byn. Byninaycrpii, 6ya. 5 b, Ykpaina

Bupobu: Ow4ni kpanai Knapacrin
Ouni kpanai Keparocrin
Owuni kpanai BPYBICKPIH

lpusnavenuii opran 3 ouwinku BignoBignocti ToBapHcTBO 3 00MeXKeHOI BiAMOBIZAABLHICTIO
«YkpaiHcbkui HaykoBHHl iHCTHTYT ceprudikaniiy (inenTndikauiitnuii Homep Ne UA.TR.116)
MiATBEP/DKYE, INO 3a3HAYEHWH BHUPOOHMK BIPOBAIMB CHCTEMY YNpaBIiHHA #AKICTIO Ha eramax
BHPOGHMIITBA Ta OCTATOYHOI NIEPEBIPKH CTOCOBHO 3a3HaYeHUX BUPOGiB 3rimno myukris 3-7 Jlonarka 6 TP
Ta AKa € 00’ €KTOM NEPIOAMYHUX HAIVISAA0OBHX ayIUTIB 3riaHo nyHKTiB 8-11 Jonarka 6 TP. Jlns peanizauii
npoxyxuii IIb ta Il knacy pusuky nosatkoBo Mac GyTH HasABHMI cepTHOIKAT NEPEBipKH THIY 3riHO 3
Honarkom 4 TP.

IlincraBa aas BHaayi:
AxT excneprusH gokymenrauii Ne PR.296/CH1/2-20 Big 06.08.2020;
Pimenns npo Buaady ceprudikara Ne PR.296/CH1/3-29/ Big 10.08.2020.

Ceptudikar Ne PR.296-17

Hikicauii o «15» ceprus 2022 p.

Bupanns Ne 4 Bix «10» ceprast 2020 p.

Bnepue Bugano 16.08.2017.

KepiBnuk oprany 3

OLIIHKH Bi/IMOBIIHOCTI
P.O. Muxaako

oY

§“\

Cropinka 1 3 2

80103 10302
JACTY EN ISO/IEC 17021-1 | BCTY EN ISO/IEC 17065




OPTAH 3 OLIIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUI HAYKOBWIA IHCTUTYT CEPTU®IKALLT»
04053, m. Kuis, Kyapsscbkui y3sis, 6ya. 7, odic 320
UA.TR.116

ICTOPISI CEPTH®IKATA

Ne 3/m

i Jara Onnc

1 16 ceprst 2017 p. | Briepiue Bupano.

Honano BHPOOHUYY TUIOLIAZIKY Ta 3MiHEHO

- 2 nepecin 2019 1. | YIIOBHOB&)EHOTO MpE/ICTABHAKA HA TepUTOpii YKpaiHu.

. Posmmpero chepy ceprudikary, a came nomaHo mosumii
3 Acrmu 2030, Ouni kpanni Keparocrin, Ouni xpanni BPYBICKPIH.

4 10 ceprss 2020 p. ';’o’h;;?zi YNOBHOB&)XEHOrO MNpE/ICTABHHKA HA TEPHUTOPii

Ceprudikar Ne PR.296-17

Hidicanit no «15» cepmas 2022 p.
Bupanns Ne 4 pix «10» ceprus 2020 p.
Bnepine Buaano 16.08.2017.

€pPIBHHK OpraHy 3
OLIIHKHM BIJINOBIHOCTI
P.O. Muxanako

/Q%
DD
”5 X ’5
N.7%) ’5
\'5,\'\,{\
X

[T -
XK

O

Mo ceprudikara Ne PR.296-17 Cropinka 2 3 2




Ha3sga Bupody:
Name of medical device:

Bupobunk:
Manufacturer:

Bupo6unyi ninomagku:
Manufacturing sites:

YnosHoBaxeHHi
npeacTaBHHK B YKpaiHi:

Authorized representative in
Ukraine:

CrepuibHicTh:

Sterility:

Knacndikauis:
Classification:

IMpouenypa ouninku
BiAnoBiaHocTi:
Conformity Assessment Route:

CeprudixaT:
Certificate:

Penakuis: 4
Version: 4

. BRUSCHETTINI s...

Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222

Fax 0039 010 3993312
e-mail: info@ bruschettini.com

Hexnapanis npo Biamosiguicts NeUA/01-17
Declaration of conformity Ne UA/01-17

Owuni kpanai Knapacring
Ouni kpanai Kepatocerin;
Ouni kpanni BPYBICKPIH;
Eye drops CLARASTILL;

Eye drops Keratostill;

Eye drops BRUVISCREEN

BPYCKETTIHI C.p.1.

Bia I30H110, 6 — 16147 Tenys, Itania
BRUSCHETTINI Sir.l.

Via Isonzo, 6 — 16147 Genova, Iltaly

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

E-mail: br.expdpt@tiscalinet.it

BRUSCHETTINI S.r.L

Via Isonzo, 6 — 16147 Genova, Italy;
BRUSCHETTINI S.r.L

Via Geirato, 131 — 16138 Genova, Italy

TOB «BI3YC ®APM»

01013, m. Kuis, Byn. Byainnycrpii, 6ya. 5 b, Ykpaina
Ten. +38 (044) 281 24 06

Enextponna anpeca: info@visuspharm.ua

E€IPTIOY 43495344

"VISUS PHARM" LLC

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

e-mail: info@visuspharm.ua

USREOU Code 43495344

CrepuinsHi
Sterile

Knae Ila srigno Ilyukty 13 [opatky 2 TeXHIMHOrO perfamMeHTy OO MeIHYHUX
BUPOGiB, 3aTBepiuKeHOro [ToctaHoBoto Kabinery Minictpin Vipainu Ne753 Bin 2 soBTHs
2013 p.

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

Honatok 6 Ta 8, TexHiyHOro perfnamMeHTy OO0 MeIMYHUX BHUPOOIB, 3aTBEPIKEHOIO
[Tocranosoro Kabinety Minictpi Ykpainu Ne753 Bix 2 sxosths 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

Ceprudixar oninku Binnoeinsocti Ne PR.296-17 nificuuit o 15.08.2022 p.
Certificate assessment of conformity Ne PR.296-17 valid until 15.08.2022

Cropinka 1 i3 2
Page {of 2



Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222
Fax 0039 010 3993312

DRUSCHETTINI R L e-mail: info@ bruschettini.com

Ipu3HaveHuii oprau 3 TosapHcTBO 3 06MeKEHOK BilNOBIIANBHICTIO

OUIHKH BiANOBiAHOCTI Ta «Ykpainceknii Haykosuii Incturyr Ceprudikauiin, UA.TR.116

itoro inenTudikauiinmii %
KOI:

Conformity assessment body with Limited Liability Company "Ukrainian Scientific Institute of Certification”, UA.TR.116 UATR.116

its identification number:

Tepmin il nexnapauii npo 10 15.08.2022 p.
BiANoOBiAHICTL
Validity term of declaration of until 15.08.2022
conformity

BPYCKETTIHI C.p.n, 1eknapye BUKOHaHHS OCHOBHHX BUMOT LLOZIO MEMYHUX BUPOGIB, 3rimHo Jonarky 1 Texuiunoro peraMeHTy
11070 MeAHIX BHPOOiB, 3atepmkenoro [Nocranosoio Kabinery Miwictpis Yipaitu Ne753 sin 2 sostHs 2013 p.

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,

Micue Buaani: [enys, Iranis Jara nignucy: .

Place of issue: Genova, ltaly Date of signing 04 .0 9, 2020
f
\

J\_)ﬂ President, Augusto Bruschettini
ﬁinnuc ynoauomenof ocobu Hasea nocanmu, I11b
Signature of Authorized person, - Pasition, Full Name
Penatis: 4 Cropinka 2 i3 2

r i Page 20f2
Version: 4 et



1

YKpaiHa

CBIAOUTBO

Ne 27259-1 Bia 9 nunus 2020 p.

Mpo NPUCBOEHHS TOBapHiA No3uLii i1eHTHdiKaUifHOro HoMepa
y BcecBiTHIH cuctemi GS|

Acouiauis Tosapuoi Hymepauii Vkpaiuu "IxiEcl Vipaina", sxa B peecTpi
MikHapoaHoi acouiauii GS1 obnikoByeTbes nmin Haseowo "GS1 Ukraine”, wo
Ai€ 3rinHo 3 noctanoBoo KaGiery Minictpis Ykpainu Bin 12 rpyans 1994 p.
Ne 821 "Tlpo Acouiauito Tosapsoi Hymepauii Ykpainu "IxiEcl Ykpaina"
(i3 3MiHaMu, BHECEHMMH 3TiIHO 3 nocTaHoBow KaGinery Minictpi Vikpaitu
Ne744 Bin 16 tpasus 2007 p.) Ta NOBHOB@KEHHAMH, HAJAHHMH MDKHAPOIHOK
acouiauiero GS1, npucsoroe

['no6anpHuuit HomMep ToBapHOi no3uuii (cTpykTypu GTIN-13)

4820241410019

Haiwenyeanna cy6 ’exma cocnodaprosanna: TOBAPUCTBO 3
OBMEXEHOIO BIANOBIAAJIBHICTIO "BI3YC ®APM"

BizomocTi npo ToBapHy npornosuilio, 3asBieHi cy6 €KTOM rocnoapioBaHHs:

Haszea mosapnoi nosuyii: Ouni kpanai Kaapacria (EN - Eye drops Clarastill)
Hopwamueno-mexuiunuii doxymenm: Texuiunnit pernament Ne 753 gin 02.10.2013

Onuc: Boauui crepuibHuii pozuus 0,3% KapboKCHMETHIILIETION03H, O B3AEMOIE 3
TKAHHHAMM OKA | MA€ 3aXHCHY, €YTPO(HY, 3BONOXKYBAIbHY Ta MOM'AKIIYBATbHY 1it0. 3aBAAKH
AHTHOKCHAAHTHUM BIIACTHBOCTAM KOMIIOHEHTIB i 3aTHOCTI MPOTHIIATH BiNbHHUM paauKaniam
uei MeaH4HUI BHPIO 3axXMUIac TKAHHHKM OKA (KPULUTATHK, POriBKY, KOH IOHKTHBY ) Bijl HAC/IAKIB
OKCHAATHUBHOIO CTpeCy, AKMA BUHHUKAE Yepel HECMIPUATIHBUIA BNAKB GaKTOPIB HABKOMHIIHLOIO
CepeI0BHLLA (TPABMYBaHHA KOHTAKTHHUMHM JIIH3AMH, COHSYHE BUTIPOMIHIOBaHHS, AWM, MW,
KOHAMUIOHYBaHHA NOBITPA, BHNPOMIHIOBAHHA KOMM'IOTEPA) Ta € MyCKOBHM MEXAHIZIMOM
PO3BHTKY HH3KH O4HMX 3aXBOPIOBaHb, 30Kpema katapakTu. Cknan: kapGoKcHMeTHILE 0103
0,3%, metun-n-rinpokcubensoar 0,03%, nponin-n-rizpokcubensoar 0,012%, rniuepu,
AWHATPIKO eaeTaT, N-aueTHIKapHO3IHH, HATPIKD XJI0PHA, HaTpilo TeTpabopar, katito GikapGoHar,
BOJ1a.

Ynaxosxa: KopoGka kaproHHa, MicTuTb | (h1akoH 3 nonieTHieHy Hu3bkoi ryctunu (LDPE),
MICTKICTb 5 M1

[lpe3naent Acouialge; AN i
“xiEcl Ykpaina €s/” (NG croest+  B.B. Ockonbebkuit
(GS1 Ukraine) ;{’ o

B



¥ BRUSCHETTINI

Bruschettini S.r.l.

Via lsonzo 6, 16147 Genova

Laboratorio Controllo Qualita

L

Pesynemamu AHanizie Ne: 2004696
MpoayKT KNAPACTIN 07/01/2021
Koa 000798 Bepcin 1 Cneumndikauis 000798
MapTia B404 KinbKictb 37628 wT KaTteropin
BupobneHo 04/12/2020 LocTtasneHo 04/12/2020
Mpuaathuit go  30/11/2023 AHanizu 07/01/2021 3aMOB/IEHHA 200800
Pesynbratit AHanituuHux Tecris
Tect MPUAHATHI MeXKK 0. Bumipy Meton PesynbTaT
Ximiuna naboparopin
30BHILLHINK BUrnsaa, Mpo3opuit Ta ESAME_VISIVO Bignosinae
He3bapeHUA PO3UNH
pH po3unny 26,0 <7,0 QCLO004 6,54
CepenHiin ob'em >5,00 <5,25 M QCLO00S 5,13
n-oKcUbBeH30aTHWUA NO3UTUBHWH QCLO022 Bignosigae
Tect
n-oKCMBeH30aTHWIA >37,8 <46,2 mr/100 mn QCL0022 42,9
aHanis
Hatpito KML, 20,210 <0,390 r/100mn QCLO005 0,295
Mikpo6ionoriuna naboparopin
CrepunbHicTb CrepunbHo BIO002A CrepunbHo
TexHonoriyHi
Bianoglaicrt AS0798 CONFO1 AS0798
NaKyBaHHA
LOT
3MiHHE MapKyBaHHA . I'IAizTIH X CONEO2 B404 2023 11
YNaKoBKM MiCOMHWUIA rOAMHHWK
NPUA A0 YYYY MM
Nedner 1SO 0798 CONFO03 ISO 0798
Bi _
PSELARIETD ET0798 CONFO4 ET0798
ETUKETKU
LOT
3mi KyBa MAPTIA
SRR NapyReHES T CONFO5 B404 2023 11
ETUKETKM MiCOYHUIA rOAMHHIMK
nP1A 40 YYYY MM
BianosigHicTb
NNacTUKOBOTO FPO0O63 CONFO6 FPO063
$NaKkoHy
BignogiaHicTb
KpanebHUU| CF0090 CONF08 CF0090
BianosigHicte T
KOBMauKy LPOO1 ) DNF®9 R CF0041
KinbKicTb B ynaxkosuj 1wr 1

PiweHHa npo Bunyck: CXBAJIEHO
Jlaypa Arpiui (sidnosidansHa ocoba/AQ menedxcep)
AokymeHT coopmosaro: 07/01/2021 15.03 CEY (UTC +1)

LleH AOKYMEHT NiANMCaHO | 3TeHePOBAHO eNeKTPOHHUM CNoCoBoM EeNeKTPOHHOK cwcré’r;{tc_n-’o. ;
Bpycketini C.p.n. flaBopatopia KoHTpoaio AkocTi '

(T r/JLQ{Z o7 27 0571/
e




Bruschettini S.r.l.

BRUSCHETTINI Via lsonzo 6, 16147 Genova

Laboratorio Centrollo Qualita

Pesynomamu AHanizie Ne: 2004696

MpogykT KAAPACTIN 07/01/2021

Kog 000798 Bepcia i Cneumndikauia 000798
MapTis B404 KinbKictb 37 628 wT Kateropia 5
XimivyHoto NlabopaTopieto cxsaneHo Mapko MepyriH (TexHiYHMIA KA)

DorymeHT coopmoBaHo: 15/12/2020 CEY (UTC +1)

MikpobionoridHoto J/labopaTopicto cxsaneHo [osanHi FiycTo (TexHiuHuin KA)

HokymeHT chopmosaHo: 28/12/2020 CEY (UTC +1)

TexHonoriyHO SlabopaTopielo cxBaneHo Mapko MoayHro (TexHiuHui KA)

BorymeHT cdopmoaHo: 15/12/2020 CEY (UTC +1)

BucHOBOK KoHTtpoato Akocrti: CXBAJIEHO

13abena fe Mapko (BignosiganscHa KA)
HorymeHT chopmosaHo: 29/12/2020 CEY (UTC +1)

PiweHHs npo Bunyck: CXBANIEHO
Jlaypa Arpini (eidneeidansHa ocoba/AQ meHedxep)
HokymeHT chopmosano: 07/01/2021 CEY (UTC +1)

LieH LoKyMEHT NigNMCcaHo | 3reHepoBaHo eneKTPOHHUM cnocoBam BNEKTPOHHOIK CUCTEMOK BaNiAal,ii Ta NOBHICTIO BiANOBIgaE NoTouHOMYy GMP.

bpyckerini C.p.n. J/laBopaTtopisa KoHTpoar AkocTi cTop 2/2



«YHPATHCBKUE HAYKOBIM IHCTUTYT CEPTUIKALIT L lens
TOBAPHCTBO 3 OBMEWEHOID BIGNOBIAANBHICTIO iR

D4053, ¥Yrpaina, v Kile, Kyapascernit vasis, Bya. 7, odic 320
UATRILE

P,
[T]

=1

¢ opwes safesmewesns  fynwmionyeswss  owmevems  yupssaimns  ssione sin s
swpolsunres wmenuaanx supelis (Jopsrox & ToONHBOUO DOIVSMEHIY OHO MERWSHRY
supodip, serespmyenore pootanorow Katinery Miniorpls Vipaion sig Q2102013 M 733 (TH

Bapobau: BRUSCHETTINI S8l / BPYOKETTIHI Copan

o peans Via Isonen, 6 — 16147 Genova, Ualy / Bia Dronno, 6~ 16147 Denys, Ivania
RRPECAS

Bapobumai Via Isonzo, & 16147 Genova, Baly / Big bhouno, § — 16147 Vv, Prasis
FER R TR R EN ’

Yuosnonswennit  Hpegorasmaurse “GAPMATLIAHT DARPIREHIER Kfﬁ?&iﬁﬁjﬁ?
HPeACTABRRNKS HPOJAKT I'MEBRY
‘ G124, m, Kuli, pyn. Axaponise Borososag, Sva. 6, . 7, Vepalaa,

Bupoba: Oraud wpanst Kaapacrin

Hpwenawpun® opran 3 ouluxs sispesimerri Tosspucrse 3 obsewmenow  slaposizaasaione
«upainesnsl  paveopsl  lecvsryy  cepradixanile  (hewmdboniiingll sowmep B UATRIIS
phrsepaays, o axmamd supefung BRPOBANME  URCTOMY  VOPSRZINHS S0enm oD spouecis
BEpOfEISa T8 DCIRTCUROTD ROHTROMO CTOCORHO Bxawemy supoebin v slaponigsoust no syasyis 327
Jovmarwy § TR o ss © of aoron neploams sarnunosux ayauys sriguo syvmeris §11 Homasy 8 TR,

FHacryss now sngsal:
Fuiy No PRAOS/G-TT vin 05082017,
Pruyenns npo saamay copradivary Ne PR AGST-1T sin 16082017,

Cepradinar Ne FR296-17

Jitomnt no «15» copuns 2022 o

Bumanns M 1 Cepradivopano 3 16082017,
Heera peeoypanii « 16 ceprus 2017 p

K OpTREY 3
oo
BEKBES

BT RO  Cropinkalal
SOAEC 17065 | |ISOAEC 1702143 |




Bruschettinl sl - Genova
Jexaapanis nps sinoesigricrs MUAML-17

Declaraiion of confbrmity Ne LAGT-17

Hasns supoby: Craud wpanat Kaapacrie

Name of medical devics: | Bye drops CLEAREANTILL

Bupofinmm | BPYOHETTIH  Coan

Mumufacturers 1 Bia bBouuo, 6 - 16147 Uesrys, Yrania
| BRUSCHETTINISERE

Mg dsonza, G — 18147 Genove, Baly
Tel +38 010381222, Fax +330HL3983312
hitty: www, bruschetiini.oom

+ E-mail brexpdpti@tiscalinet.it
Yuopnopawenui Hpeacrasunuree «PAPMATLIAHY BABPIKERINER
NREACTABHEK B Yxpaink: | KEMHBUEP BPOHAKT TMEBEX»
Authorized representative in Vipaimg, 01824, s, Kefs, Asanesixa Boromonsius, Bya. 6, ve. 7
{Heraine: Ten +38 (0443 253 81 51
Enesrponna aapeca: yok@larmaplantde CIAPIHYY 26617293

| Bepresentative office "FARMAPLANT Fabrikation Chemischer Produkie
- GmbE™, Bogomeolets 8tr. 6 app. 7, Kley, £1024, Ukraine,
1 Tel +38 (0443 253 81 51

- c-mail vhk@immaplant.de Company Code 26617293
Crepuasriors: 1 Crepansd
Kterifisy: 1 Beerile
Koaascudinanin: 1 Kase iz srimme yssry 13 Jogarsy 2 TexHiYeoro persiMedty MOAO MORMEAMX
Classification: i napodis, sarsepmrenoro [ocrsosoie Kabinery Minicrpis Vapainw 2753 sig 2 woptis

20383 p.
Class fia according Hem 13 to Annex 2 of Techmical regulation on Medical devices
approved by Decree of Cabinet of Ministers of Ulraine Ne733 an 2 October 2613

Hipoueaypa oulixy Hoasarox 6, Texgiowore persaMedTy 1800 Menmduux pzpobis, 33TREDIKEHOTS

BIARGBIAHOCTE: Uooranonow Kabipery Minterpls YVipalms Mo753 sin 2 xostas 2013 p.

Conformity Assessmend Rowter | Asnex 6, of Technival regulation on Medical devices approved by Decree of Cabinet of Ministers
of Vhraine Ne753 on 2 October 2013

Ceprudieas: 1 Ceprudixar oulnsa sigmosiypocri Ny PRASG-ET mifiowdt no 15.08.2022 p.

Cerdificate: Cartificate assessment of conformity Me PR.296-17 valid untit 13.08 2032

{ipsosuayensil opray 3 Tosapuerse 3 ofvenencio pianoeizsnenicrio

onisey slanosinpoecyi 1a » «¥wpaifsenenil Haywopnit lnevwsyy Ceprudivanil

Bore benrudivanifuni ;

KOA:

Conformity assassment body with Limited Liakility Compeany ¥ Ukrainian Research Instiaus of Ueriffication UATR YIS

UATR.IIS

ifs identification number:

Tepein gif sexnapsuil npo i oo 15082022 p.
signosianicors i
Validity term of declaration of 1 sl 13082422
conformity i

EPYCKETTIHE Cp.t, Sekiapye BkGHAHES OCHOBHMX BIMOT 10040 Momenax supolis, sriano Jonarsy | Texalason pevssenry
DA Memr Bupolis, sareepmxenon Nocranosow Kalinery Mivicrpie Yepatm Mo753 sin 2 mosran 2013 p,

BEUSCHETTINI B.ek, declares the fulfillnre of basic reguivesments for medical devices, nccording fo Annex | of Techsical reguintions on Medical
devices, approved by Deoree of Cabined of Mivisters of Ubwaine N&733 on 2 Ootober 2013,

Micug rupayi: 'enya Jara mAmuey:
. . 5o 'E RN S IS
Place of issue: Genova Date of signing: A S ALY

Hazpa pocany, THE

Hiamuc yoosaossxenol ccobn
Position, Full Nome  President, 4ugusto Bruscheriing

Sigrature of Authorized pers&if;

DoC_Clarasiill_992017 . %Rﬁs{ztﬁ”;ﬁzy&éi 3 Cropisa 1 is 1
. i i lonzo, & - snuel N
FTALIA Page Lof §




Haspa Bupo6y:
Name of medical device:

Bupobunk:
Manufacturer:

BupoGuuyi miiomamiu:
Manufacturing sites:

YnoBHoBazkeHuii
NpeICTABHMUK B YKpaiHi:

Authorized representative in
Ukraine:

CrepuabHicTn:
Sterility:

Knaceudicania:

Classification:

Ipouenypa ouinku
Bianosianoeri:
Conformity Assessment Route:

Ceprudikar:
Certificate:

Penakuis: 4
Version: 4

Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222

BRUSCHETTINI .11 Fax 0039 010 3993312

e-mail: info@ bruschettini.com

Hexnapanis npo signosixmicts NeUA/01-17
Declaration of conformity Ne UA/01-17

Ouni kpanni Knapaering
Ovyni kpani Kepatocrin;
Ovyni kpanni BPYBICKPIH;
Eye drops CLARASTILL;

Eye drops Keratostill;

Eye drops BRUVISCREEN

BPYCKETTIHI C.p.1.

Bia I3ommo, 6 — 16147 lentys, Ianis
BRUSCHETTINI Sr..

Via Isonzo, 6 — 16147 Genova, ltaly

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

E-mail: br.expdpt@tiscalinet.it
BRUSCHETTINI S.r.l

Via Isonzo, 6 — 16147 Genova, Italy;
BRUSCHETTINI S.r.L

Via Geirato, 131 — 16138 Genova, Italy

TOB «BI3YC ®APM»
01013, m. KuiB, Byx. Byinmyctpii, 6ya. 5 B, Ykpaina
Ten. +38 (044) 281 24 06

Enextporna anpeca: info@visuspharm.ua
€JIIPTIOV 43495344

"VISUS PHARM" LLC

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

e-mail: info@visuspharm.ua

USREOU Code 43495344

CrepuneHi

Sterile

Knae Tla srigmo Tlyskry 13 Homatky 2 TexHiMHOro persiaMeHTy WIONO0 MCAMYMHMX
BMPOGiB, 3aTBepwkeHoro [Noctanoporo KaGinety MinicTpis Vipaimu No753 Bin 2 KoBTHS
2013 p.

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

HAoparox 6 Ta 8, TexHiuHOro permaMeHTy WIOA0 MEAWYHMX BUPOGiB, 3aTBEpIKEHOrO
Iocranosoio Kabinery Minictpis Vipainu Ne753 ix 2 sxontaa 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

Ceprudixar ouinku sixnosigsocti Ne PR.296-17 nificauit no 15.08.2022 p.
Certificate assessment of conformity Ne PR.296-17 valid until 15.08.2022

Cropinxka | i3 2
Page | of 2



Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222

Fax 0039 010 3993312
BRUSCHETTINI s.r.. e-mail: info@ bruschettini.com

Ipusnavennii opras 3 ToBapucTso 3 o6mesenoto BianosinansricTio

ouiHKH BinnoeigHocTi Ta «¥Yxpaincoxnii Haykosnii Incturyr Ceprudikauii», UA.TR.116
itoro inenTudikauiiinmit

Koa:

Conformity assessment body with Limited Liability Company "Ukrainian Scientific Institute of Certification”. UA.TR.116 UATR.116
its identification number:

Tepmin aii pexnapanii npo | zo 15.08.2022 p.
BianosignicTs
Validity term of declaration of until 15.08.2022
conformity

BPYCKETTIHI C.p.71, fexiapye BUKOHAHHST OCHOBHMX BAMOT LLIOMO METHYHHX BUpoGiB, 3rimHo Jlonarky 1 TexHMHOrO permameHTy
LOZI0 MeMHIX BUPOGIB, 3arBepmikeHoro [Tocrasosoto Kabiwety Mirictpis Vipaiku No753 8ix 2 soeTas 2013 p.

BRUSCHETTINI S.r.L, declaves the fulfillment of basic requirements Jor 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,

Micue Bupaui; Tenys, Itanis Jlara nignucy: o
Place of issue: Genova, ltaly Date of signing 4. O 9 4.)/0150
(J ‘~,h/\%-‘ President, Augusto Bruschettini
ianuc YNOBHOBAXKEHOI 0cobH Hasea nocanm, I1IB
Signature of Authorized person Position, Full Name
Penakuis: 4 Cropinxa 2 i3 2

: Page 202
Version: 4 .
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OPTAH 3 OLIHKM BIANOBIAHOCTI

TOB «YKPAIHCbKMI HAYKOBWI IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuii y3eis, bya. 7, odic 320
UA.TR.116

CEPTI/I(DIKAT BIAMNOBIAHOCTI

HNopsnox 3aGesnevenns QYHKHIOHYBAHHS CHCTEMH YNpPAaBAiHAS AKICTIO mWia  vac
BHpOOHMUTBA Meauunnx BHpobiB (Jlomatoxk 6 Texwiunoro PEIJIAMEHTY WOJ0 MEIMYHHUX
BHPOGIB, 3aTBep/uKeHOro mocTaHoBowo Kabinery MinictpiB Vipainu Bix 02.10.2013 Ne 753
(TP))

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

Opuauuna Via Isonzo, 6 — 16147 Genova, Italy / Bia I3on10, 6 — 16147 I' eHy4, ITanis
ajpeca:

Bupob6unyi BRUSCHETTINI S.r.l.

NJIOIAAKH: Via Isonzo, 6 — 16147 Genova, Italy

BRUSCHETTINI S.r.L
Via Geirato, 131 — 16138 Genova, Italy

Ynosunosaxennii TOB «BI3YC ®APM»
NpEeACTABHHK: 01013, m. Kuis, Byn. Byninaycrpii, 6ya. 5 b, Ykpaina

Bupobu: Ow4ni kpanai Knapacrin
Ouni kpanai Keparocrin
Owuni kpanai BPYBICKPIH

lpusnavenuii opran 3 ouwinku BignoBignocti ToBapHcTBO 3 00MeXKeHOI BiAMOBIZAABLHICTIO
«YkpaiHcbkui HaykoBHHl iHCTHTYT ceprudikaniiy (inenTndikauiitnuii Homep Ne UA.TR.116)
MiATBEP/DKYE, INO 3a3HAYEHWH BHUPOOHMK BIPOBAIMB CHCTEMY YNpaBIiHHA #AKICTIO Ha eramax
BHPOGHMIITBA Ta OCTATOYHOI NIEPEBIPKH CTOCOBHO 3a3HaYeHUX BUPOGiB 3rimno myukris 3-7 Jlonarka 6 TP
Ta AKa € 00’ €KTOM NEPIOAMYHUX HAIVISAA0OBHX ayIUTIB 3riaHo nyHKTiB 8-11 Jonarka 6 TP. Jlns peanizauii
npoxyxuii IIb ta Il knacy pusuky nosatkoBo Mac GyTH HasABHMI cepTHOIKAT NEPEBipKH THIY 3riHO 3
Honarkom 4 TP.

IlincraBa aas BHaayi:
AxT excneprusH gokymenrauii Ne PR.296/CH1/2-20 Big 06.08.2020;
Pimenns npo Buaady ceprudikara Ne PR.296/CH1/3-29/ Big 10.08.2020.

Ceptudikar Ne PR.296-17

Hikicauii o «15» ceprus 2022 p.

Bupanns Ne 4 Bix «10» ceprast 2020 p.

Bnepue Bugano 16.08.2017.

KepiBnuk oprany 3

OLIIHKH Bi/IMOBIIHOCTI
P.O. Muxaako

oY

§“\

Cropinka 1 3 2

80103 10302
JACTY EN ISO/IEC 17021-1 | BCTY EN ISO/IEC 17065




OPTAH 3 OLIIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUI HAYKOBWIA IHCTUTYT CEPTU®IKALLT»
04053, m. Kuis, Kyapsscbkui y3sis, 6ya. 7, odic 320
UA.TR.116

ICTOPISI CEPTH®IKATA

Ne 3/m

i Jara Onnc

1 16 ceprst 2017 p. | Briepiue Bupano.

Honano BHPOOHUYY TUIOLIAZIKY Ta 3MiHEHO

- 2 nepecin 2019 1. | YIIOBHOB&)EHOTO MpE/ICTABHAKA HA TepUTOpii YKpaiHu.

. Posmmpero chepy ceprudikary, a came nomaHo mosumii
3 Acrmu 2030, Ouni kpanni Keparocrin, Ouni xpanni BPYBICKPIH.

4 10 ceprss 2020 p. ';’o’h;;?zi YNOBHOB&)XEHOrO MNpE/ICTABHHKA HA TEPHUTOPii

Ceprudikar Ne PR.296-17

Hidicanit no «15» cepmas 2022 p.
Bupanns Ne 4 pix «10» ceprus 2020 p.
Bnepine Buaano 16.08.2017.

€pPIBHHK OpraHy 3
OLIIHKHM BIJINOBIHOCTI
P.O. Muxanako

/Q%
DD
”5 X ’5
N.7%) ’5
\'5,\'\,{\
X

[T -
XK

O

Mo ceprudikara Ne PR.296-17 Cropinka 2 3 2




Ha3sga Bupody:
Name of medical device:

Bupobunk:
Manufacturer:

Bupo6unyi ninomagku:
Manufacturing sites:

YnosHoBaxeHHi
npeacTaBHHK B YKpaiHi:

Authorized representative in
Ukraine:

CrepuibHicTh:

Sterility:

Knacndikauis:
Classification:

IMpouenypa ouninku
BiAnoBiaHocTi:
Conformity Assessment Route:

CeprudixaT:
Certificate:

Penakuis: 4
Version: 4

. BRUSCHETTINI s...

Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222

Fax 0039 010 3993312
e-mail: info@ bruschettini.com

Hexnapanis npo Biamosiguicts NeUA/01-17
Declaration of conformity Ne UA/01-17

Owuni kpanai Knapacring
Ouni kpanai Kepatocerin;
Ouni kpanni BPYBICKPIH;
Eye drops CLARASTILL;

Eye drops Keratostill;

Eye drops BRUVISCREEN

BPYCKETTIHI C.p.1.

Bia I30H110, 6 — 16147 Tenys, Itania
BRUSCHETTINI Sir.l.

Via Isonzo, 6 — 16147 Genova, Iltaly

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

E-mail: br.expdpt@tiscalinet.it

BRUSCHETTINI S.r.L

Via Isonzo, 6 — 16147 Genova, Italy;
BRUSCHETTINI S.r.L

Via Geirato, 131 — 16138 Genova, Italy

TOB «BI3YC ®APM»

01013, m. Kuis, Byn. Byainnycrpii, 6ya. 5 b, Ykpaina
Ten. +38 (044) 281 24 06

Enextponna anpeca: info@visuspharm.ua

E€IPTIOY 43495344

"VISUS PHARM" LLC

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

e-mail: info@visuspharm.ua

USREOU Code 43495344

CrepuinsHi
Sterile

Knae Ila srigno Ilyukty 13 [opatky 2 TeXHIMHOrO perfamMeHTy OO MeIHYHUX
BUPOGiB, 3aTBepiuKeHOro [ToctaHoBoto Kabinery Minictpin Vipainu Ne753 Bin 2 soBTHs
2013 p.

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

Honatok 6 Ta 8, TexHiyHOro perfnamMeHTy OO0 MeIMYHUX BHUPOOIB, 3aTBEPIKEHOIO
[Tocranosoro Kabinety Minictpi Ykpainu Ne753 Bix 2 sxosths 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

Ceprudixar oninku Binnoeinsocti Ne PR.296-17 nificuuit o 15.08.2022 p.
Certificate assessment of conformity Ne PR.296-17 valid until 15.08.2022

Cropinka 1 i3 2
Page {of 2



Via Isonzo 6 - 16147 Genova
Tel. 0039 010 381222
Fax 0039 010 3993312

DRUSCHETTINI R L e-mail: info@ bruschettini.com

Ipu3HaveHuii oprau 3 TosapHcTBO 3 06MeKEHOK BilNOBIIANBHICTIO

OUIHKH BiANOBiAHOCTI Ta «Ykpainceknii Haykosuii Incturyr Ceprudikauiin, UA.TR.116

itoro inenTudikauiinmii %
KOI:

Conformity assessment body with Limited Liability Company "Ukrainian Scientific Institute of Certification”, UA.TR.116 UATR.116

its identification number:

Tepmin il nexnapauii npo 10 15.08.2022 p.
BiANoOBiAHICTL
Validity term of declaration of until 15.08.2022
conformity

BPYCKETTIHI C.p.n, 1eknapye BUKOHaHHS OCHOBHHX BUMOT LLOZIO MEMYHUX BUPOGIB, 3rimHo Jonarky 1 Texuiunoro peraMeHTy
11070 MeAHIX BHPOOiB, 3atepmkenoro [Nocranosoio Kabinery Miwictpis Yipaitu Ne753 sin 2 sostHs 2013 p.

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,

Micue Buaani: [enys, Iranis Jara nignucy: .

Place of issue: Genova, ltaly Date of signing 04 .0 9, 2020
f
\

J\_)ﬂ President, Augusto Bruschettini
ﬁinnuc ynoauomenof ocobu Hasea nocanmu, I11b
Signature of Authorized person, - Pasition, Full Name
Penatis: 4 Cropinka 2 i3 2

r i Page 20f2
Version: 4 et



1

YKpaiHa

CBIAOUTBO

Ne 27259-1 Bia 9 nunus 2020 p.

Mpo NPUCBOEHHS TOBapHiA No3uLii i1eHTHdiKaUifHOro HoMepa
y BcecBiTHIH cuctemi GS|

Acouiauis Tosapuoi Hymepauii Vkpaiuu "IxiEcl Vipaina", sxa B peecTpi
MikHapoaHoi acouiauii GS1 obnikoByeTbes nmin Haseowo "GS1 Ukraine”, wo
Ai€ 3rinHo 3 noctanoBoo KaGiery Minictpis Ykpainu Bin 12 rpyans 1994 p.
Ne 821 "Tlpo Acouiauito Tosapsoi Hymepauii Ykpainu "IxiEcl Ykpaina"
(i3 3MiHaMu, BHECEHMMH 3TiIHO 3 nocTaHoBow KaGinery Minictpi Vikpaitu
Ne744 Bin 16 tpasus 2007 p.) Ta NOBHOB@KEHHAMH, HAJAHHMH MDKHAPOIHOK
acouiauiero GS1, npucsoroe

['no6anpHuuit HomMep ToBapHOi no3uuii (cTpykTypu GTIN-13)

4820241410019

Haiwenyeanna cy6 ’exma cocnodaprosanna: TOBAPUCTBO 3
OBMEXEHOIO BIANOBIAAJIBHICTIO "BI3YC ®APM"

BizomocTi npo ToBapHy npornosuilio, 3asBieHi cy6 €KTOM rocnoapioBaHHs:

Haszea mosapnoi nosuyii: Ouni kpanai Kaapacria (EN - Eye drops Clarastill)
Hopwamueno-mexuiunuii doxymenm: Texuiunnit pernament Ne 753 gin 02.10.2013

Onuc: Boauui crepuibHuii pozuus 0,3% KapboKCHMETHIILIETION03H, O B3AEMOIE 3
TKAHHHAMM OKA | MA€ 3aXHCHY, €YTPO(HY, 3BONOXKYBAIbHY Ta MOM'AKIIYBATbHY 1it0. 3aBAAKH
AHTHOKCHAAHTHUM BIIACTHBOCTAM KOMIIOHEHTIB i 3aTHOCTI MPOTHIIATH BiNbHHUM paauKaniam
uei MeaH4HUI BHPIO 3axXMUIac TKAHHHKM OKA (KPULUTATHK, POriBKY, KOH IOHKTHBY ) Bijl HAC/IAKIB
OKCHAATHUBHOIO CTpeCy, AKMA BUHHUKAE Yepel HECMIPUATIHBUIA BNAKB GaKTOPIB HABKOMHIIHLOIO
CepeI0BHLLA (TPABMYBaHHA KOHTAKTHHUMHM JIIH3AMH, COHSYHE BUTIPOMIHIOBaHHS, AWM, MW,
KOHAMUIOHYBaHHA NOBITPA, BHNPOMIHIOBAHHA KOMM'IOTEPA) Ta € MyCKOBHM MEXAHIZIMOM
PO3BHTKY HH3KH O4HMX 3aXBOPIOBaHb, 30Kpema katapakTu. Cknan: kapGoKcHMeTHILE 0103
0,3%, metun-n-rinpokcubensoar 0,03%, nponin-n-rizpokcubensoar 0,012%, rniuepu,
AWHATPIKO eaeTaT, N-aueTHIKapHO3IHH, HATPIKD XJI0PHA, HaTpilo TeTpabopar, katito GikapGoHar,
BOJ1a.

Ynaxosxa: KopoGka kaproHHa, MicTuTb | (h1akoH 3 nonieTHieHy Hu3bkoi ryctunu (LDPE),
MICTKICTb 5 M1

[lpe3naent Acouialge; AN i
“xiEcl Ykpaina €s/” (NG croest+  B.B. Ockonbebkuit
(GS1 Ukraine) ;{’ o

B



BRUSCHETTINI

Bruschettini S.r.l.
Via Isonzo 6, 16147 Genova

Laboeratorio Confrollo Qualita

Pesynemamu AHanizie Ne: 2004749

MpoayxTt KNAPACTIN 27/01/2021
Koa 000798 Bepcin 1 Cneumdikauin 000798
MapTia B480 KinbKicTk 19 836 wT KaTteropis %
Bupobaeno 21/058/2020 HocraeneHo 13/01/2021
MpuaarHuii go  31/08/2023 Aranizn 27/01/2021 3amoBaeHHA 200884
Pesynbratu AHaniTuuknx TecTis
Tect NPUAHATHI MemK Of. Bumipy Merton, Pe3ynbTar
XimiuHa naboparopia
30BHIWHIKA BUrAAL Mpo3sopuit Ta ESAME_VISIVO Bignosipae
Be3bapBHUIA po3dMH
pH po3unHy >6,0<7,0 QCLO004 6,57
CepeaHii c6'em >5,00 <5,25 Mn QCLO00S 5,18
n-oKcvbeH30aTHUIN MO3UTUBHUIA QCLo022 Bianosigae
Tect
N-oKcMbeHsoaTHMiA >37,8 <46,2 mr/100 mn QCLO022 43,6
aHanis
Hatpito KML, 20,210 0,390 r/100mn QCLOoOS 0,312
MixkpobionoriuHa naboparopia
CrepuasHicTb CrepunbHo BIO0O2A CrepunbHo
TexHonorivHi
Bianosianicte AS0798 CONFO1 AS0798
NaKkyBaHHA
LOT
3MiHHE MapKyBaHHA ' I'IA[iTlH X CONFO2 R4S0 2023 08
YNaKOBKHK MCOYHUN TOANHHKMK
nPKA 40 YYYY MM
Nednet SO 0798 CONFO3 ISO 0798
ElAnCIIET: ET0798 CONFO4 ET0798
ETUKETKH
LOT
3MiHHE MapKRyBaHHA ‘ HAFjTIH X CONEOS 8480 2023 08
ETHUKETKN MTICOYHWA TOAMHHNK
NP4 0O YYYY MM
Bianosignicts
f1.1aCcTUKOBOTO FPO063 CONF06 FPOOB3
dnakoHy
BianoeiaHictb
P — CFO090 CONFO8 CFQO090
BianosigHicts
KOBNAaYyKy ERfaal LIRS
KinbKicTk B yriakoswj 1wt CONF017

PilwwenHAa npo Buinyck: CXBANIEHO
Saypa Arpini (sidnosidansHa ocoba/AQ meHedxep)
LORYMEHT chopmosano: 27/01/2021 15.41 CEY (UTC +1)

Lle# aorymMenT nignucado | 3reHepOBaHO E/EKTPOHHMM CNOCOBOM SABKTPOHHOK CUCTEMOKD Baniaa u,i'j/ﬁ NOBHICTHKS,

BpyckeTii C.p.n. laBopatopis KoHTponio Akocri

(hy. o w 100 é;g /6, 04, 03




Bruschettini S.r.l.

E i 7':-/}EEF{USCHEFTINI Via Isonzo 6, 16147 Genaova

Laboratorio Controllo Qualita

Pesynsmamu AHanizie No: 2004696

MpoayKT KNAPACTIN 27/01/2021

Koa 000798 Bepcia 2l Cneuudirkauis 000798

MapTis B480 KinbKicTs 19 836 wr KaTeropia =

XimiuHoto JlabopaTopiero cxBaneHo ®panueltka Meyudi (TexHiuHuit KA)

NokymenT chopmosaro: 26/01/2021 CEY (UTC +1)

MikpobionoriyHotw flabopaTopieto cxBaneHo ®panyewika Meyuui (TexHiyHui KA)

AokymeHT cdopmosaHo: 26/01/2021 CEY (UTC +1)

TexHonoriyHowo flabopaTtopieto cXxBaneHo ®paH4yewka Meyudi (TexHiuHUI KA)

HokymeHT chopmoBaHo: 26/01/2021 CEY (UTC +1)

BucHoBOK KoHTtponto Akocti: CXBAJIEHO

13a6ena e Mapko (signosigansHa KA)
JorkymeHT chopmosaHo: 27/01/2021 CeY (UTC +1)

PiwerHs npo sunyck: CXBAJTEHO
Aaypa Arpiki (sidnosidansHa ocoba/AQ meHedwep)
JokymeHT chopmoBano: 27/01/2021 CEY (UTC +1)

Llell AOKYMEHT NiANMCaKO | 3reHEPOBaHO ENEKTPOHHMM CNOCOBOM EABKTPOHHOIO CMCTEMOIC BaAiaalLil Ta nosHICTIO Bignosigae notousomy GMP.

BEpycreTini C.p.n. MabopaTtopia KoHTpono AkocTi cTop 2/2



«YHPATHCBKUE HAYKOBIM IHCTUTYT CEPTUIKALIT L lens
TOBAPHCTBO 3 OBMEWEHOID BIGNOBIAANBHICTIO iR

D4053, ¥Yrpaina, v Kile, Kyapascernit vasis, Bya. 7, odic 320
UATRILE

P,
[T]

=1

¢ opwes safesmewesns  fynwmionyeswss  owmevems  yupssaimns  ssione sin s
swpolsunres wmenuaanx supelis (Jopsrox & ToONHBOUO DOIVSMEHIY OHO MERWSHRY
supodip, serespmyenore pootanorow Katinery Miniorpls Vipaion sig Q2102013 M 733 (TH

Bapobau: BRUSCHETTINI S8l / BPYOKETTIHI Copan

o peans Via Isonen, 6 — 16147 Genova, Ualy / Bia Dronno, 6~ 16147 Denys, Ivania
RRPECAS

Bapobumai Via Isonzo, & 16147 Genova, Baly / Big bhouno, § — 16147 Vv, Prasis
FER R TR R EN ’

Yuosnonswennit  Hpegorasmaurse “GAPMATLIAHT DARPIREHIER Kfﬁ?&iﬁﬁjﬁ?
HPeACTABRRNKS HPOJAKT I'MEBRY
‘ G124, m, Kuli, pyn. Axaponise Borososag, Sva. 6, . 7, Vepalaa,

Bupoba: Oraud wpanst Kaapacrin

Hpwenawpun® opran 3 ouluxs sispesimerri Tosspucrse 3 obsewmenow  slaposizaasaione
«upainesnsl  paveopsl  lecvsryy  cepradixanile  (hewmdboniiingll sowmep B UATRIIS
phrsepaays, o axmamd supefung BRPOBANME  URCTOMY  VOPSRZINHS S0enm oD spouecis
BEpOfEISa T8 DCIRTCUROTD ROHTROMO CTOCORHO Bxawemy supoebin v slaponigsoust no syasyis 327
Jovmarwy § TR o ss © of aoron neploams sarnunosux ayauys sriguo syvmeris §11 Homasy 8 TR,

FHacryss now sngsal:
Fuiy No PRAOS/G-TT vin 05082017,
Pruyenns npo saamay copradivary Ne PR AGST-1T sin 16082017,
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Jitomnt no «15» copuns 2022 o

Bumanns M 1 Cepradivopano 3 16082017,
Heera peeoypanii « 16 ceprus 2017 p
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Bruschettinl sl - Genova
Jexaapanis nps sinoesigricrs MUAML-17

Declaraiion of confbrmity Ne LAGT-17

Hasns supoby: Craud wpanat Kaapacrie

Name of medical devics: | Bye drops CLEAREANTILL

Bupofinmm | BPYOHETTIH  Coan

Mumufacturers 1 Bia bBouuo, 6 - 16147 Uesrys, Yrania
| BRUSCHETTINISERE

Mg dsonza, G — 18147 Genove, Baly
Tel +38 010381222, Fax +330HL3983312
hitty: www, bruschetiini.oom

+ E-mail brexpdpti@tiscalinet.it
Yuopnopawenui Hpeacrasunuree «PAPMATLIAHY BABPIKERINER
NREACTABHEK B Yxpaink: | KEMHBUEP BPOHAKT TMEBEX»
Authorized representative in Vipaimg, 01824, s, Kefs, Asanesixa Boromonsius, Bya. 6, ve. 7
{Heraine: Ten +38 (0443 253 81 51
Enesrponna aapeca: yok@larmaplantde CIAPIHYY 26617293

| Bepresentative office "FARMAPLANT Fabrikation Chemischer Produkie
- GmbE™, Bogomeolets 8tr. 6 app. 7, Kley, £1024, Ukraine,
1 Tel +38 (0443 253 81 51

- c-mail vhk@immaplant.de Company Code 26617293
Crepuasriors: 1 Crepansd
Kterifisy: 1 Beerile
Koaascudinanin: 1 Kase iz srimme yssry 13 Jogarsy 2 TexHiYeoro persiMedty MOAO MORMEAMX
Classification: i napodis, sarsepmrenoro [ocrsosoie Kabinery Minicrpis Vapainw 2753 sig 2 woptis

20383 p.
Class fia according Hem 13 to Annex 2 of Techmical regulation on Medical devices
approved by Decree of Cabinet of Ministers of Ulraine Ne733 an 2 October 2613

Hipoueaypa oulixy Hoasarox 6, Texgiowore persaMedTy 1800 Menmduux pzpobis, 33TREDIKEHOTS

BIARGBIAHOCTE: Uooranonow Kabipery Minterpls YVipalms Mo753 sin 2 xostas 2013 p.

Conformity Assessmend Rowter | Asnex 6, of Technival regulation on Medical devices approved by Decree of Cabinet of Ministers
of Vhraine Ne753 on 2 October 2013

Ceprudieas: 1 Ceprudixar oulnsa sigmosiypocri Ny PRASG-ET mifiowdt no 15.08.2022 p.

Cerdificate: Cartificate assessment of conformity Me PR.296-17 valid untit 13.08 2032

{ipsosuayensil opray 3 Tosapuerse 3 ofvenencio pianoeizsnenicrio

onisey slanosinpoecyi 1a » «¥wpaifsenenil Haywopnit lnevwsyy Ceprudivanil

Bore benrudivanifuni ;

KOA:

Conformity assassment body with Limited Liakility Compeany ¥ Ukrainian Research Instiaus of Ueriffication UATR YIS

UATR.IIS

ifs identification number:

Tepein gif sexnapsuil npo i oo 15082022 p.
signosianicors i
Validity term of declaration of 1 sl 13082422
conformity i

EPYCKETTIHE Cp.t, Sekiapye BkGHAHES OCHOBHMX BIMOT 10040 Momenax supolis, sriano Jonarsy | Texalason pevssenry
DA Memr Bupolis, sareepmxenon Nocranosow Kalinery Mivicrpie Yepatm Mo753 sin 2 mosran 2013 p,

BEUSCHETTINI B.ek, declares the fulfillnre of basic reguivesments for medical devices, nccording fo Annex | of Techsical reguintions on Medical
devices, approved by Deoree of Cabined of Mivisters of Ubwaine N&733 on 2 Ootober 2013,

Micug rupayi: 'enya Jara mAmuey:
. . 5o 'E RN S IS
Place of issue: Genova Date of signing: A S ALY

Hazpa pocany, THE

Hiamuc yoosaossxenol ccobn
Position, Full Nome  President, 4ugusto Bruscheriing

Sigrature of Authorized pers&if;

DoC_Clarasiill_992017 . %Rﬁs{ztﬁ”;ﬁzy&éi 3 Cropisa 1 is 1
. i i lonzo, & - snuel N
FTALIA Page Lof §




I .BHUSCHETTINI

Pesynomamu Aranizie Ne: 2105509

Bruschettini S.r.l.
Via Isonzo 6, 16147 Genova

Laboratorio Controllo Qualita

Mpoaykt KAAPACTIA 23/12/2021
Koa 000798 Bepcin 1 Cneundikauis 000798
MNapTin B964 KinbKicTb 37 106 wt KaTteropin roTOBMM NPOAYKT
BupobneHo 02/12/2021 LocTasneHo 06/12/2021
NpuaaTHuid o 30/11/2024 AHani3N 23/12/2021 3amMoBACHHA 201403
Peaynbratn AHanitTuuHux TecTie
TecT MpUHHATHI MeKK O4. sumipy MeToa, PesyabTat
XimiuHa nabopaTopia
30BHIWHIA BUrAS A Mpo3cpuii Ta ESAME_VISIVO Bignosigae
Se3BbapBHWA PO34MH
PH po3yvuHy =6,0=7,0 QCLo004 6,55
CepegHiii 06’em =>5,00 =5,25 M QCLo005 5,17
N-CKCUBEH30aTHMUIA No3UTUBHMHK QCLO022 Biancsigae
TecT
N-cKcUBEeH3caTHHIA =37,8 46,2 mr/100 ma QcLoo22 40,2
aHani3
Hatpito KML, =0,210 =0,390 r/100mn QCLO053 0,287
Mikpo6GionoriuHa naGoparopin
CTepWABHICTB CTepuAbLHO BIOOO2A CTepuibHo
TexHonoriuHi
:;T\;ng:;:m AS0798 CONFO1 AS0798
LGT
3MIHHE MApPKYBaHHA ‘ I'IAETIH X CONEO2 B9G4 2024 11
YNaKOBKU MNiCOMHMWIA rogUHHKK
NPUA AC YYYY MM
Nedrner 150 0798 CONFO3 150 0798
2322::{?4”'“" ET0798 CONFO4 ET0798
LGT
3MIHHE MApPKYBaHHA ‘ I'IAETIH X CONFOS BOG4 2024 11
eTUHETHM MiCOMHMWIA rogUHHWK
NPUA AC YYYY MM
BianosigHicTe
nNacTUKCBOro FPOOB3 CONFO6 FPOOB3
¢nakoHy
BlARpE! HICTE CFO090 CONFOS CFO090
KpanencHULj
BIANOBIAHICT CFO041 CONFO9 CFO041
KOBMa4Ry
KinekicTs B ynakosu,i 1wr CONFO17 1

PiweHHA npo sunyck: CXBASIEHC
faypa Arpini (gidnosidaneHa ocoba/AQ meHednep)
JorymenT chopmoBaHo: 23/12/2021 17.30 CEY (UTC +1)

LleH AORYMEHT MIGNHCAHO | STEHERDBIHO EASKTPOHHMM CNocoB0oM SABKTPOHHOIC CHETEMOW BAAIALIT Ta NOBHICTIO BIANOBIAAE NOToOUHOMY GMP.

BpyckeTiHi C.p.n. labopaTtopia KoHTpoaw AKocTi

cTop 1/2




I Bruschettini S.r.l.
.BRUSCHEmM Via Isonzo 6, 16147 Genova

Laboratorio Controllo Qualita

Pesynomamu Aranizie Ne: 2105509

Mpoaykt KAAPACTIA 23/12/2021

Koa 000798 Bepcin 1 Cneundikauis 000798

MapTin B964 KinbKicTb 37 106 wt Kateropin roTOBMM NPOAYKT
XimiyHoto labopaTopieto cxBaneHo Mapia Uecapero {TexHiuHnid KA)

JlokymeHT coopmosaHo: 21/12/2021 CEY (UTC +1)

MikpobionoriyHoto flabopaTopielo cxBaneHo Maona Mippenno (KoopguHaTop
nabopaTtopii mikpoBionoriyHOro KoHTPONK)

JlokymeHT coopmosaHo: 22/12/2021 CEY (UTC +1)

TexHonorivHow flabopaTtopiclo cxBaneHo ®OpaHyelika Meyudi (TexHivHMiA KA)

JlokymeHT coopmosaHo: 13/12/2021 CEY (UTC +1)

BucHosok KoHTponto AkocTi: CXBAJIEHO

izabena fle Mapko (signosigansHa KA)
AokymeHT chopmoBaHo: 23/12/2021 CEY (UTC +1)

PiweHHA npo sunyck: CXBAJIEHO
Aaypa Arpini (sidnogidansHa ocoba/AQ meHedmep)
LoKkymeHT cpopmoBaHo: 23/12/2021 CEY (UTC +1)

Llei AOKYMEHT MIANHCAHD | 3rEHEROBAHO ENEKTPOHH MM cNocoBom eneKTPOHHOK CHETEMOW BAAINALI Ta NOBHICTIO BigNoBigas noTounomy GMP.

BpyckeTiHi C.p.n. laBopaTtopia KoHTpoaw AKocTi cTop 2/2
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Hepeain seamannx
aupobio

List of wedical devices:
Bupotun:
Manujactirer

Bupobuwal roomann:
Musmfacturing sites:

Ynosrosameni
npescranan e Yipaiui:
Authorized represeniaiive in
Ukraine!

Crepuassicrs:

Srerifity:

Koaaeudivanin:
Classificarion:

LN I B

Hexnapauin npo signosignicrs Ne UA/01-17
Declaration of conformity Mo UAA1-17
Hwus, Jogarow § po uict Hewnapauii npo sinnosingicrs

See Annex | to the Declavation of conformity
BPYCRETTIHE Cpn,
Bia bonup, 6~ 16147 Denya, Franis

BRUSCHETTINI Snl,
Vig Isonzo, 6 16147 Genova, Haly

Tel: ++39010.381222, Foe ++39.0H0.3993312
Http: www, bruschettin com
E-mail; br.expdpt@tiscalinet.it

BEYCHETTIHI Cpa.
Bia Lonuo, 6 — 16147 lenya, Iranis
BRUSCHETTINIS vl

Vig Isonzo, 6 16147 Genove, fraly,
BPYCRETTIHI Cpa,

i 3, 131 - 16138 Denva, branisn
CHETTINEIS vl
VierCrelraro, 131 16138 Genove, oy

TOB «BI3VC DAPM»
01013, m. Kuis, yn. Byainayerpii, 6ya, 5 b, Vpaina
Ten. +38 (0447 281 2406

Esexrponna anpeca: info
CIPTIOY 43495344
TVISUS PHARM™ LLC

isuspharm.ua

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel +38 0044} 281 24 06
el infoldvisus pharm.wa

LSREQOU Code 434935344

Creprsbi

Sterile

Jums. Honarox 1 a0 uied ewnapawii npo sianosinnicrs
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