CERTIFICATE OF ANLYSIS

Product VISALIA, eye drops, 8 ml

Product Code PFO0550

Batch 240123

Production date 02/2024

Best before date 2026/02

Certificate date 03/04/2024

Sakey Batch L20231207SK-L, L20220826SK-L

Sakey Quantity (kg) 3,918 + 0,404
Organoleptic analysis

Analysis Results Reference values Method

Aspect Compliant Solution Organoleptic
Color Compliant light yellow Organoleptic
Odor Compliant Characteristic Organoleptic

Chemical/Physical analysis

Analysis Results Reference values Method
Net content Compliant ' 7,60 - 8,40 ml Gravimetric
pH Compliant 6,50—7,50 Potentiometric
Density Compliant 0,900 — 1,100 g/ml Gravimetric

Microbiological analysis

Analysis Results Reference values Method

Sterility Compliant Sterile Ph. Eur.
APPROVED

This product has been manufactured according to legal
regulation. This is a computering copy of the original segned
analysis certificate.

It's valid without any signature

LUCA MAGISTRONI
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PHARMAXIMA

Document of Conformity

Product name: VISALIA DM - Product code: PFO0550

Batch

Production date

Best before date

240123

02/2024

2026/02

Description

Specifications Result Sign
e Complies with the S LUCA
MP certificate check Technical Sheet Compliant: yes X 0o | i r c1STRONI

Description

Build status

Result

Sign
Production Report Compliant Compliant: yes x noo LUCA
Packaging Reports Compliant Compliant: yes x non | MAGISTRONI

Quality Manager
Luca Magistroni

This is a computering copy of the original segned analysis

 certificate.

It’s valid without any signature
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_BULK ANALYSE: .
Description Specifications Result Sign

_ Compliant with LICA
Bulk certified technical Compliant: yes x noo
_ specifications MAGISTRON?
_FINISHED ANA .
Description Specifications Result Sign

- : — Compliant with ,
Finished product analysis ; i LUCA
certificate technical Compliant: yes x NOo | \aAGISTRONI
specifications
Pharmaxima




. -1 = CERTIFICATE OF CONFORMITY FOR .
AR B'OT'CS MEDICAL DEVICES RELEASE IN UKRAINE PagI/1

CERTIFICATE OF CONFORMITY

CUSTOMER: BSC Logistics s.r.0.
PURCHASE ORDER #: 012023UKR

PRODUCT: VISALIA, eye drops, 8 ml
BATCH NUMBER: 240123
MANUFACTURING DATE: 02/2024

EXPIRY DATE: 2026/02

CONTRACT MANUFACTURER:  PHARMAXIMA S.R.L.

BATCH SIZE (UNITS): 11.461

Referring to the above-mentioned batch, | hereby certify that:

The attached information is authentic and accurate.

This batch of medical device has been manufactured, including labelling and quality control at the above-
mentioned site in full compliance with Council Directive 93/42/EEC on Medical Devices, and Technical
Regulation on Medical Devices approved by Resolution of Cabinet of Ministers Ukraine No. 753 (TR), and

meets the specifications defined in the technical documentation of the product.

The batch is released to the market.

Thus, we print and sign this certificate.

Ariana Salavert

Qualified Person / Technical Manager/ PRRC

Release Date: Signature:

04/04/2024 47157337T
P -ARHANA SALAVERT
[ Jnnn (C:A63497473)

AB-BiOTICS 2024.04.05
12:40:31 +02'00'



/nozomun: AB-BIOTIKC CEPTU®IKAT Cr. 1/1
(AB-BIOTICS)/ BIZMOBIIHOCTI HA
HA BUITYCK MEJTMUHIX
BHPOBIB B YKPATHI

CEPTHU®IKAT BIAIIOBITHOCTI

3AMOBHUK: BiEcCi Jlomxucrtixe c.p.o. (BSC Logistics s.r.0.)
HOMEP 3AMOBJIEHHSI 012023UKR

HA 3AKYHIBJIIO:

IMPOAYKT: BI3AJILS, kparuii ouHi, 8 MIT

HOMEP CEPII: 240123

IIATA BUPOGHHIITBA: 02/2024

TEPMIH JIi: 2026/02

KOHTPAKTHHUIA ®APMAKCIMA C.P.JI. (PHARMAXIMA S.R.L.)
BHUPOBHHK:

PO3MIP CEPIi

(OAHMLID): 11.461

[TocHIaIOYKCh Ha BHILIE3a3HAUEHY Cepito, 51 3aCBiUYI0 HACTYIIHE:
Indopmaris, 1O AOAAETECS, € JOCTOBIPHOIO i TOYHOIO.

L cepis MeauuHOro BUPOOY Gysia BATOTOBAEHA, BKIKOYAIOUH MapKyBaHHA Ta KOHTPOJb AKOCTI,
Ha BHINE3a3HAueHill AiNBHMLI Yy MOBHIA sigmosimnocti no Jupextusu Panu 93/42/ EEC mpo
mequuni Bupo6u Ta TexHiYHOrO per;iaMeHty L0J0 MEIMYHUX BUpPOOIB, 3aTBEPIPKEHOTO
nocrasoBoro Ka6inery Minictpis Vipaiau Ne 753 (TP), i Binmosimae creuubikauiim,
BU3HAYEHHM Y TEXHIUHI} JOKyMEHTaLli Ha MPOIYKT.

Cepist BUITYCKA€ETECS HA PUHOK.

TakuM YHHOM, MU 3aIIOBHIOEMO Ta MiAIHCyEMO Liel cepTudixar.

Apiana Canasept (Ariana Salavert)
Vnoegrosavicena 0coba / mexniunuti menedoicep /
Ocoba, ionogidansna 3a  GIONOGIOHICMb
HOPMAMUGHUM BUMO2AM (PRRC)

HaTa punycky: Ilipmne:

04.04.2024

/ELII: AB-BIOTIKC (AB-BIOTICS),
47157337T,  Apiana  Canagepm  (Ariana
Salavert), (C:A63497473

2024.04.05, 12:40:31 +02°00°/

KOH®UIEHLIITHA THPOPMALIIST: Tudopmattis, Lo MICTHTECA B LbOMY AOKYMEHT], € BnacHicTio AB-BIOTIKC C.A. (AB-BIOTICS S.A.) i



/nozomun: ®APMAKCIMA (PHARMAXIMA)
XAPYYBAHHSA 1A INIATPUMKH XKUTTEAIA/IBHOCT. I/

CEPTU®IKAT AHAJII3Y
Ipoaykr BI3AJILS, kpamii ousi, 8 ma
Koa npoaykry PF00550
Cepist 240123
JlaTa BHUpOOHHITBA 02/2024
Tepmin npuxatocti | 2026/02
10 CIOKMBAHHS
Jarta Buaaui 03/04/2024
cepTudikara
Cepisi 32 1.20231207SK-L, L20220826SK-L
irenTudikaropom
Caxeit (Sakey)
KinpkicTb 32 3,918 + 0,404
irenTudikaropom
Cakeii (Sakey) (xr)

ODl‘aHOJIeHTPl‘IHI/lﬁ aHAJI3

JocaigmenHs Pe3yabTaTn Buxiani noxasunkn | Meron

Burnan Binmosigae sumoraM | Po3unH OpraHoJienTHYHUH

Kounip Binmnosizae BUMOraM | CBIiTJIO-XKOBTHH OpraHoJienTHYHUH

3anax Binnosizae BumoraM | XapakTepHu OpraHoJieNITHYHUHA

Ximiuauit/piznuHmii aHaJi3

JocstigxeHnst PesyabTaTH Buxinui noxasauxu | Meroa

BwmicT HEeTTO Binmnosinae 7,60 — 8,40 mMa I'paBiMeTpHUHAH
BAMOTaM

pH Binmnosinae 6,50 — 7,50 [ToTeHLIOMETPUIHUH
BHMOTaM

['yctuHa Bignosigae 0,900 — 1,100 r/mn I'paBiMeTpUUHHMH
BAMOTaM

Mikpo6ioaoriunmii anai3

Jocaipxennst Pe3ynbTaTH Buxigni noxasaukn | Merog
CTepUJIBHICT Binnogrinae sumoram | CTepuiIbHO co
3ATBEP/JKEHO

Lle#t mpoayKT 6B BUrOTORJIEHMH BiZNOBIHO 110 BUMOT 3aKOHOAABCTES.

Ile udpoBa KOst OpuriHaasHOro cepTHdikaTa aHAai3y 3 MiJIHCOM.

Bil BBa)a€ThCS YHHHMM 6e3 6y1b-IKOTO MiAIKCY

JIYKA MATICTPOHI (LUCA MAGISTRONI)




/nozomun: ®APMAKCIMA (PHARMAXIMA)
XAPYYBAHHSA JJIA IIATPUMKH XKUTTENIA/IBHOCTI/

Bimmin sxocti —- PAPMAKCIMA (PHARMAXIMA)

JTOKyMEHT IIpO BiATIOBiIHICTE

Hasga npoaykry: BI3AJILA [IM - Kon npoayKTy: PF00550

Cepist JlaTa BHpOOHMITBA Tepmin npuAATHOCTI X0
CIOKMBaHHSA
240123 02/2024 2026/02

Onuc Cneyudixauii Pesynomam , ITionuc
[NepeBipka Binnosinae Binrosiface BUMOram: JIVKA
ceprudikara TII TEXHIYHOMY OIHUCY TaK X Hi O MATICTPOHI
(LUCA
MAGISTRONI)
"3BITY BUPOBHMYMUX CEPIY
Onuc Cmamyc po3pobKu Pezynomam Iionuc
3BiT npo Binnoeizae Bumoram | Bigmosizae BuMoram: JIVKA
BUPOOHHULTBO TaK X Hi O MATICTPOHI
3BITH PO NaKyBaHHI Bignosinae Bumoram | Binrnosinae Bumoram: (LUCA
TaK X Hi O MAGISTRONI)

Pezynomam IIzOnu‘cv

Onuc Cneyudgixayii
Ceprudikauis Bianoginae Binnosinae BUMoram: JIVKA
Hepo3dacoBaHol TEXHIYHUM TaK X Hi O MATICTPOHI
NpoIyKLiT crienmdikaLisam (LUCA
MAGISTRONI)
AHAJI3 TOTOBOI MPOIVKIUL e
Onuc Cneuudixayii Pesynvmam Hionuc
Ceprudikar aHamisy Binrnosinae Bignosigae Bumoram: JIVKA
roToBOI MpoyKuii TEeXHIYHUM TaK X Hi O MATICTPOHI
crenudikauiam (LUCA
MAGISTRONI)

®dapmakcima (Pharmaxima)

Menemkep 3 IKOCTI

JIyka Marictpoi (Luca Magistroni)

I1e Ludpora Korisi OpUriHaIBHOro cepTudikara aHaJizy 3 MiJnUcoM.

Biu BBa)KAETHCA YAHHUM 6e3 6yap-9KOro MiAIncy
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AEKJAPALSA PO BIANOBIAHICTD Ned

Bapolang: ABBIOTICS 8.A.
AB-BIOTIRC C.A.
MicreaHaromre s
Esade Creapolis, Avenus 'Et.:wm; Blancsa, 57,
{8172 — Sant Cugat del Valles (Barcelona), Spain

s {
:c'we Kpeanonic, Aseso Toppe Baanxa, 57,
{18172 — Can Kyrar nan Bassee (Bapeenona), lonasis

Micne supofinunrsa: Gapsaxciva C.p.i, Bla Aneccanapo Borra, 27A - 20090 Tpeuuano oy
Hastuedio (Mizaw), Irania

¥ooamosamenul Upencrasuuirso «Hexerdapw FvBX»

APEHCTABHEKE Vipaina, 03126, s Xuis, Conomsucsxufl p-#, Syissap Beaunesa Dasena,
Gymusox 40 A,
{sripsto mosipenoori nin 16.02.2021 6/8)

Yipoaysnds: BIZAJILA, ousi xpanni e B ma

Krsendivanis

BUINGSIARG B0

porenuifizare rimKy wrvae Ha
SRETHCYNANES:

Bumesasnasesa nposykmis sianosinae spvoray Texsiusore pErnaMenty NIONO MERMuHNY
supobis, sarsepmrenoro Hocranorow Kabinery Mimicrpis Yxpaiaw six 02 woersg 2013 poxy
MoT753.

Jexnapanio cwmazeno niy winkopury sigmosinanssicrs supobauxa sa nincrasl pesynsranis
BANOBINHOCT] MPUIHAYCHEM OpraEoM 3 ommxw  sinmosizsocti TOB «VCA»

xar sinnosimpocri suvoray Texmiumoro PErmaMEeNTy HONe Momwusnx supobis Bix
23 o No 094/23/MD 3 repminom i ao 28092028 (smaamsx Nel, nava nepsusmol

Bannsx B. M.

Tepwmin aif o 28.09.2028







AB-BIOTICE
Ab-bIOT 5&*\“

Bupobuu
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JAEKJAPAUIS ITPO BULHOBINHICTD Noi

Bapobam: AB-BIOTICS 8.A
B-BIOTIXKC C.A.
MicmesnaxomKenss:
M.CUBS 1, Avinguda Can Fatjo dels Aurons, 3, 08174,
Sant Cugat del Valles, Barcelons, Spain
M.KYBC {,npocnexr Kan @arxo gemse Aypose, 3, 08174,
Qamr-Kyrar-gens-Bassec, Bapcenoua, Ionanis
(ariguo 3 zpozarkom Nel)

Yoopuopamenni Torapucrso 3 ofmexeno:o sianopigamsricTio « BICCAHHC VKPATHA»
APeNCTABHNBKS {(3rigHo nopipesocti Bix 05.06.2025)
Hposysuia: BISAJIS, ouni xpanai o 8 m

{(3rimmo 3 ponarkom Ne2)

HAeonarwose npoxyxuis  OCTY EN ISO 15223-1:2018

siznesizac Taxum HCTY ENISO 10993-1:2015 (EN IS0 10993-1:2009/AC:2010, 1DT)
rapMOoNizOBanEM RCTY EN ISC 10993-5:2015 (EN ISO 10993-5:2009, IDT)
HAKIOHANLNEM T2 JACTVY ISO 10693-10:2004 (1SO 10993-10:1995, IDT)

esponelcL M ACTY EN ISO 10933- 10:2022 (EN ISO 10993-10:2013, ID’?}
CTRNAADTAM: OCTY ENISO 10993-12:2022 (EN ISO 10993-12:2021, ID

ACTY ENISO 14971:2015 (EN ISQ 14971:2012, IDD)

Brmesaswavwena nposyxuis linosinas uMoram Joparxy 3 (3a suxmoucHnsM oysxris 8§-11)
TEexRIYHOrC pPervaMenyy mOJe Memsumux supolis, sarsepmxenoro mocTamosowo Kabimery
Minicrpis Yipalur sin 02 xostas 2013 poxy Ne753. Bimgnosimmiers rpo,gy\z{ﬁ NiATBEPIIKYE
Ceprudixar sizmosimgoeti Ne 094/25/MD sig 12.06.2025 poxy 3 repwizonm ail 3 12.06.2025 no
11.06.2030 (punanms Nel, nata nepsurnoi cepradixanil 12.06.2025) srnaruit opranoM 3 OmiHKy
sianosizpocti TOB « VKPATHCEKE CEPTUGIKALUMHE ATEHTCTBO» (UALTR. ! 121).

Jexnapanio cKaaseHo mil HinKoBuTy BlAnOBRLMANBEICT: BupOSHEKA Ha mixcrasi PE3YIBTATIB
CEiEKY El:zzozai;z}igcﬁ NPHINAUCHEM OprasoM 3 omismxy simmosigsocri TOB « YKPAIHCRKE
CEPTUHOIKALIIMIHE ATEHTOTBO» {UATR.IZ1.

Texmiyna noxyMmenTanis Ta mel nimrsepmxyrowd DOKyMenTH sbepiraotees B TDRMIHEHERX
BYpOOHNKA T2 YIIORHOBAKCHOTO NDEHCTABHEKA,

Penaxmis Ne2
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N .
TIPS ioatienes . $a
=y bing WODIDNCR D

Homarex 1 ge Jexiapaunil npo sianosiasicrs

Ha OXHOMY aprynr

Haspa va agpecs supofungol HingExy

Dyexuli Bupobnnao
FITEHER

AB-BIOTICS 8.A.
AB-BIOTIKC C.A.

M.CUBS 1, Avinguda Can Fatjo dels Aurons, 3, 08174,
Sant Cugat del Valles, Barcelona, Spain

MEKVYBC 1,mpocnext Kar Qatxo geise Aypone, 3, 08174,
Cane-Kyrar-mens-Bamsee, Bapcenona, lenanis

BianosipansHmi
supobsng

Pharmaximsa Sl
Via Alessandro Volta, 2/A — 20090 Trezzano sul Naviglio
{Milan), taly

Dapmaxcima C.por.,
Bia Aneccannpo Bosrra, 2/A - 20090 Tpenmawo cyns Hasinsito
{(Minagn), Itanis

Bupobrururso

Permaxis Ne2

&
%

Tenepasenull aupexro

TOB «BIOCAVHC VKA 7
{arimso nomipesocti el

six 05.06.2025 poxy 8/
M. Kuis

Hara: 12.06.2025

Aificna sgig: 12.06.2025

-

Sangnx B, M.

Tepain 1t no: 11.06.2030



Henaror 2 xo Jexaapauii npo siznosignicrs
Ha oANOMY apxyui

e Hazsa agraifics oo MOBOH B R VD LRI MOBS Xaac
35 {32 neobxiznocti) ‘ R PASHSRISRRE ' PHINKY
1| VISALIA, eye drops, 8 ml RISAJIIA, ouni xpand mo 8 M Ha

Penaxmis Ne2
Uenepansunfi nupexrop g pd
TOB «BIOCAUHC VRPATHAWEE Eiil0, 27 Banzux B. M.
{3r1ZHO DORIPEHOCTI S f@@w
Big 03.06.2025 poxy 6/4) &

. Kuis
Hara: 12.06.2625

Tepuis o mo: 11.06.2630
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