CepTHbiKaT IKOCTi Ta BIIMOBIAHOCTI

CQ/FORM/Q/536-13 of 27/03/2023

/Branx COC ®APMALEYTIYI/

1036/2024 Bin 04/07/2024

Has3sa xoMIaHii:

OMIKPOH

Ha3sa npoaykry:

OMK1-JI® [ BICHeypox JIMTOCOMAJIO (1 BICHEYPOKC JID BICHEYPOKC JI® TUC
(] IIUTOLJIA BIC OMKI-JI® (] HEYPOJ[POII ®PI OMK1-JI® []

Anpeca BUpOOHHKA:

COC dapmaneyriui Cpx - Bia Keesa Cyx, 156 - 41016 - Posepero ¢/C (MO) — Tranis
COC ®apmaueyTizi Cpn -Bia Moznena, 15 - 40019 Cant Arara Bonornese (BO) — Iranin[]

Jlo3yBaHHs:

Kpamii o4l

Po3Mip Ta TUII TaKyBaHHs

®maxod 10 M1 O

Kopo6xa st mipopaxy B Itanii 1 puakon 3arioBHeHMH 10 M O
Kopo6xa s pojiaxy B Icnanii 1 dpnakon 3anosHeHHH 10 MIT D
Kopo6bxa ayist cemmuiis B Itanii 1 uaxon 3aImOBHEHUH SMII O

Kopo6ka ans cemmii B Icnanii 1 (priaxoH 3aMOBHEHUH 5 MII O

Kopo6xa ais npopaxy B Pecybiui Yexisn/CnosauunHi 1 dnakon 3amosHennit 10 Ma O
Kopobka s nponaxy B Asepbaiioxani 1 prakon 3arioBHeHni 10 M O
Kopo6xa nns cemmuris B [lonemi 1 Qpuakon 3aMmoBHEeHHH 5 M1 D
Kopo6xa mis nponaxy B Ilonpmi 1 dpraxon saroBHEHUN 10 M
Kopo6xa mis mpogaxy B Cepbii 1 pnakon sanoBHeHuH 10 M1 O
Kopo6bka ays nipogaxy B @panuii 1 drakos zanmosHeHui 10 M O
Kopo6xa ans cemmnuie & Gpanii 1 durakon 3aroBHEHUR 5 M1 O
Kopo6xa s mpofaxy B Ykpaisi 1 Qprakon saroeHenuit 10 ma X
Kopo6ka mns nponaxy B Kazaxcrani 1 pnaxon sanosHeHHH 10 M O

Cepis Ne: 010 24 Tlara BUpOOHMIITBA! 17/04/2024
COC cepis Ne: 2024/2444M Tepmin npunatHocti:  [2027/04
KinbkicTb 18203
Tect MeToau KOHTPOJIIO Cneumdixanis Pesyabrar
- 30BHINIHIN BUIIAL  |CQ/03/PF/OMKILF_VISNEUROXLIPOSO Maihxe Oiuii 37erka Binmosigae

MADO-LFCIS_CITOGLAVIS_NEUROD
ROPpoli c.e.

OIaIeCIIEHTHHI PO3YHH

- pH

CQ/03/PF/OMKILF_VISNEUROXLIPOSO (7,0 - 7,4 7,2
MADO-LFCIS_CITOGLAVIS_NEUROD
ROPpoli c.e.

- OCMOJIUIBHICTD

CQ/03/PF/OMKILF_VISNEUROXLIPOSO [275-305 MOCMOIL/KT
MADO-LFCIS_CITOGLAVIS_NEUROD
ROPpoli c.e.

292 MOCMONL/KI

- CTepHIIBHICTE
(v sidnogionocmi 3 €.P.)

CQ/03/PF/OMKILF_VI SNEUROXLIPOSO Crepn TBHUH
MADO-LFCIS_CITOGLAVIS_NEUROD

CrepriIbHUHA

ROPpoli c.e.

Bignosingae

He Bigmosinae [

Bimmin KOHTPOIIIO SKOCTI
04/07/2024 nionuc

Meneaxep KOHTPOIIO AKOCTI
04/07/2024 /nidnuc, nevamka/ MacciMo Bekki

/evamia Omixpon Imania C.p.1

173




CQ/FORM/Q/536-13 of 27/03/2023

/Bnank COC QAPMALEYTIYHl/

Ceprudixat AKOCTI Ta BIINOBiAHOCTI 1036/2024 Bin 04/07/2024
Ha3sa KOMIIaHil: OMIKPOH
Hazpa npoayKry: OMK1-JI® O BICreypox JIITTOCOMAZIO [0 BICHEVPOKC JI® X BICHEYPOKC JI® [TUC
0 UUTOIJA BIC OMKI1-JI® [0 HEVPOJPOIT ®PI OMK1-JI® O
Anpeca BUpOOHHKa: COC ®apmaueyTiui Cp - Bia Kvesa Cyx, 156 - 41016 - Posepero ¢/C (MO) — Tramis X

COC ®apmaueytiui Cpn -Bia Mogena, 15 - 40019 Canr Arara bosnorxese (BO) - ItaniaJ

Jl03yBaHH: Kparuti ousi

Po3Mip Ta TUII IAKyBaHHS dnakon 10 M1 O

KopoGka ms niponaxy B tamii 1 ¢prakoH 3aoBHEHUH 10 Mn O
KopoGxa mist mpogaxy B Icmanii 1 ¢prakon sarmoBHEeHUH 10 M O
Kopo6xa mis cemmuie B Itanii 1 urakon 3aIIOBHEHUHN SMII O

Kopo6ka ju1s ceMmutis B Icnanii 1 QrakoH 3amoBHEHHH 5 M1 O

Kopo6bxa s pofaxy B Pecy6miui Yexisn/CnosagunHi 1 ¢praxon 3amosHerni 10 M O
Kopobka ans mpoaxy B AsepGaiimkani | ¢prakon 3amoBHeHHH 10 M1 O
Kopo6ka s cemis B [Tonbmi 1 ¢hiaxon samoBHEHHHE 5 MIT O
Kopo6xa s mpoxaxy B Homsmmi 1 grakoH 3anoBHeHuH 10 M
Kopobxa ans npopaxy B CepOii | (rakon 3aroBHeHHH 10 M1 O
Kopo6xa ans mpogaxy B ®panii 1 Gprakon sarroBHeHuH 10 M O
Kopo6xa ms cemiutis B Ppanitii 1 drakon 3alMOBHEHUHN 5 M1 D
Kopo6xka mis nponaxy B Ykpaidi 1 drakoH sarroBHeHUH 10 M1
Kopob6xa ans nponaxy B Kasaxcrani 1 ¢pJakoH 3al0BHEHHH 10 Mn O

Cepis Ne: 010 24 Jara BupOOHHLITBA: 17/04/2024
COC cepia Ne: 2024/2444M TepMiH IPHAATHOCTI: 2027/04
KinbKicTh 18203
TECT* CHEIIUOIKALA PE3VJIbTAT
- Ipentudikamnis rianypoHary Binrosigae Binmosigae
HaTpiko
- Tlpo6a rianypoHaTy HaTpit0 0,0563-0,0825 r/ 100 mn 0,0700 r / 100 mn
- Imentuoikauis HaTpiesoi comi Binmnosinae Binnosinae
UTHKONIHY
- Hpoﬁa HanieBOT col 1,50-2,20 r/ 100 mn 1,96 T /100 M1
HUTHKOIIHY

* Ananisu npooauiucek Hiomin

/TTewamxa Omixpon Imania C.p.a J—
ITionucaro yudposum nionucom: Mapis Apminio Jama: 05/07/2014 1 {}58?4 6/ >

y x"ﬁ;\‘} e

i

S res
Py, xi

2/3



CQ/FORM/Q/536-13 of 27/03/2023

/Brank COC PAPMALEYTIHI/

Ceprudikar AKoCTI Ta BIIIOBIHOCTI 1036/2024 Binx 04/07/2024
Hassa KOMIIaHil: OMIKPOH
Haszpa npoaykry: OMK1-JI® [J BICHeypox JIIITOCOMAJO L] BICHEYPOKC JI® X BICHEYPOKC JI® ITNC
O IATOIIA BIC OMKI1-JI® (1 HEYPOJIPOIT ®PI OMKI-JI® [
BupoOHHK 1 agpeca COC dapmaneyriui Cpr - Bia Kvesa Cyz, 156 - 41016 - Poepero ¢/C (MO) — Itanis X
BUPOOHUKA: COC ®apmaneyriui Cpn -Bia Mogena, 15 - 40019 Cant Arara Bonornese (BO) — Itania[]
Jlo3yBaHus. Kparuii o4l

Po3mip Ta THO nakyBaHds  (Pmakow 10 M O

Kopobka 1 mpofaxy B Itamii 1 dakoH 3aroBHeHHUH 10 M1 O
Kopo6ka mis npogaxy B Icnmanii 1 gprakon saroBHEHUH 10 Mt O
KopoGka s ceMuiis B Itanii 1 grakon 3anoBHEHMIE SMI O

Kopo6ka jis cemruis B Icranii | (rakoH 3anoBHEHMH 5 M1 O

Kopo6ka A npojaxy B Pecry6mini Yexis/CnosauymHi 1 ¢naxon 3anosHeHni 10 M O
Kopobka ans npofaxy B AsepGaitixani 1 ¢praxon sarmoBHeHUHA 10 M O
KopoOxa A7t CEMIIIIB B o 1 ¢prakon 3aroBHeHuH 5 M O
Kopo6ka s mpozaxy B Honsimi 1 prakon sanopsenui 10 M
Kopo6ka ams nponaxy B Cep6ii 1 (akon 3anoBHeHHH 10 Ma O
Kopo6xa nyist npoaaxy B ®panuii 1 Gpnakon sarroBHeHuH 10 M O
Kopo6xa s cemmutip B ®panuii 1 dirakon 3aroBHeHHH 5 MIT O
Kopobka s ipofaxy B Yxpaini 1 diakon sanoBaeHn# 10 mi X
Kopo6ka mia nponaxy B Kasaxcrani 1 gprakon sanoBHeHn# 10 M1 O

Cepis Ne: 01024 Jara BUpOOHMIITBA: 17/04/2024
COC cepis Ne: 2024/2444M TepMiH NpUAATHOCTI: 2027/04
KinbkicTh 18203

TECT CEPISI IIOCTAYAJIBHHUKA Ne - |COC CEPIS Ne
CupoBuHa NLL-067-488/04-24 2024/2463M

MeHenmep KOHTPOJIIO SIKOCTI
04/07/2024 *nionuc*

cepTudikaniina sassa

TTuM 3acBiTuyIo, 1Mo HaBe/eHa iHpOpPMaNis € JOCTOBIPHOIO Ta niticroro. g mapTist Oyma BUTOTOBJICHA, yIIaKOBaHa
Ta nepesipena BiAnoBixHo Jo CHcTeMH AKOCTi Ta crierdikanismu, mo Mictarbea y Jorosopi mpo AKICTb.

KomenTapii/3aysaxenns nionuc 04/07/2024

VosHoBaxeHui npeacrasHuk COC
GAPMALIEYTHI C.p.n. 04/07/2024
nionuc Anronio Ilinxa

’ N
/Mevamxa Omixpon Imania C.p.n oy ~ ;’ )
Tionucano yugposum nionucom: Mapis Apminio Hama: 05/0 7/201ﬁ%¥ ;458 \2 %&
1377
" §07i
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Certificate of Analysis and Compliance Nr,

CQ/FORM/Q/536-13 of 27/03/2023
armaceutici

Your solution in a drop
1036/2024 of

04/07/2024

Company name:

OMIKRON

Name of product:

OMKI-LF o VisSneurox LIPOSOMADO o VISNEUROX LFm  VISNEUROXLFCIS
CITOGLA VIS OMIKL-LF ' NEURQDROP FREE OMKI-LF 0

Manufacturing site:

C.0.C. Farmaceutici Srl - Via Chiesa sud,156 - 41016 Rovereto s/S (MO) ~ltaly &
€.0.C. Farmaceutici Srl — Via Modena, 15 ~ 40019 Sant’Agata Bolognese (BO) — ltaly ©

Dosage form:

Eye drops

Package size and type:

- Bottle of 10 ml ]

- Box for sale ITALY of 1 bottle filled in 10 mi i

- Box for sale SPAIN of 1 bottle filledin10ml o

- Box for sample ITALY of 1 bottle filledin5ml o

- Box for sample SPAIN of 1 bottle filledin5ml ©

- Box for sale CZECH REPUBLIC / SLOVAKIA of 1 bottle filled in 10 mi £
- Box for sale AZERBAIAN of 1 bottle filledin10ml  ©
- Box for sample POLAND of 1 bottle filled in 5 ml ©

- Box for sale POLAND of 1 bottle filledin10mi O

- Box for sale SERBIA of 1 bottle filled in10ml  ©

- Box for sale FRANCE of 1 bottle filled in10ml  «

- Box for sample FRANCE of 1 bottle filledin5ml ©

- Box for sale UKRAINE of 1 bottle filled in 10 mi &,

- Box for sale KAZAKHSTAN of 1 bottle filled in 10 ml 0

Batch N°: 01024 Date of manufacture: 17/04/2024
COC batch N*: 2024/2444M Expiration date: 2027/04
Quantity: 18203
TESTS TEST METHOD SPECIFICATIONS RESULTS
- Appearance CQ/03/PF/OMKILF_VISNEUROX | Off-white slightly opalescent Complies
LIPOSOMADO-LFCIS_CITOGLAVIS solution
_NEURODROPpoli c.e.
- pH €Q/03/PF/OMKILF_VISNEUROX 7,0-7,4 7,2
LIPOSOMADG-LFCIS_CITOGLAVIS
_NEURODROPpoli c.e.
- Osmolality CQ/03/PF/OMKILF_VISNEUROX 275 - 305 mOsm/kg 292 mOsm/kg
LIPOSOMADO-LECIS_CITOGLAVIS
_NEURODROPpoli c.e.
- Sterility CQ/03/PF/OMKILF_VISNEUROX Sterile Sterile

(in compliance with Ph. Eur.c.e.)

LIPOSOMADO-LFCIS_CITOGLAVIS
_NEURODROPpoli c.e.

COMPLIES L. g

NOT COMPLIES O3
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Farmaceutici

Your solution in a drop

CO/FORM/Q/536-13 of 27/03/2023

Certificate of Analysis and Compliance Nr., 1036/2024  of 04/07/2024
Company name: OMIKRON
OMKI-LF D ViSneurox LIPOSOMADO © VISNEUROX LED  VISNEUROXLF Cis o

Name of product:
CITOGLA VIS OMIKL-LF ©

NEURODROP FREE OMKI1-LF O

Manufacturing site:

C.0.C. Farmaceutici Sel - Via Chiesa sud, 156 - 41016 Rovereto s/S (MO)—ltaly
¢.0.C. Farmaceutici $ri - Via Modena, 15 - 40018 Sant’ Agata Bolognese (BO) laly o

Dosage form: Eye drops

- Botile of 10 ml 0
. Box for sale ITALY of 1 bottle filled in 10 mi
- Box for sale SPAIN of 1 bottle filled in 10 ml
- Box for sample ITALY of 1 bottle filedin5ml O
- Box for sample SPAIN of 1 bottle filled in 5 ml

0

O

- Box for sale AZERBAIAN of 1 bottle filled in 10 mi

- Box for sample POLAND of 1 bottle filledin5m! 0

- Box for sale POLAND of 1 bottle filled in 10 ml O

- Box for sale SERBIA of 1 bottle filled in 10 ml O

- Box for sale FRANCE of 1 bottle filled in 10 m O

- Box for sample FRANCE of 1 boitle filled in5mi ©

- Box for sale UKRAINE of 1 bottle filled in 10 miw

- Box for sale KAZAKHSTAN of 1 bottle filled in 10 ml o

Package size and type:

- Box for sale CZECH REPUBLIC / SLOVAKIA of 1 hottle filled in 10 ml o

Batch N°: 01024 Date of manufacture: 171042024
COC batch N*: 2024/2444M Expiration date: 2027/04
Quantity: 18203
TESTS {*) SPECIFICATIONS RESULTS
- Identification of Sodium Hyaluronate Comply Complies
- Assay of sodium hyaluronate 0,0563 —0,0825 g / 100 m! 0,0700 g/100ml
- Identification of Citicolin sodium salt Comply Complies
- Assay of Citicolin sodium salt 1,50 ~ 2,20 g / 100 ml 1,96 g/100mi

(*)Analysis performed by Niolip
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CQ/FORM/Q/536-13 of 27/03/2023
e gy 1]
Farmaceutici
N Your solution in a drop v
Certificate of Analysis and Compliance Nr. 1036/2024 of 04/07/2024

Company name: OMIKRON

OMKIL-LF O ViSneurox LIPOSOMADO o VISNEUROX LFiy  VISNEUROXLF CiS 1o

Name of product:
CITOGLA VIS OMIK1-LF b NEURODROP FREE OMIK1-LF O

C.0.C. Farmaceutici Srl - Via Chiesa sud,156 - 41016 Rovereto s/S (MO} ~taly Iy

Manufacturing site: . .
C.0.C. Farmaceutici Srl — Via Modena, 15 — 40019 Sant’Agata Bolognese (BO) —ltaly ©

Dosage form: Eve drops

- Bottle of 10 mi ]

- Box for sale ITALY of 1 bottle filled in 10 mi 0

- Box for sale SPAIN of 1 bottle filledin10ml o

- Box for sample ITALY of 1 bottle filledinSml o

- Box for sample SPAIN of 1 bottle filled in5ml 0

- Box for sale CZECH REPUBLIC / SLOVAKIA of 1 bottle filled in 10 ml ]
- Box for sale AZERBAIAN of 1 bottle filled in10ml O
- Box for sample POLAND of 1 bottle filledinSml O

- Box for sale POLAND of 1 bottle filled in10ml  ©

- Box for sale SERBIA of 1 bottle filled in10ml o

- Box for sale FRANCE of 1 bottle filledin10ml  ©

- Box for sample FRANCE of 1 bottle filledin5ml O

- Box for sale UKRAINE of 1 bottle filled in 10 ml @&

- Box for sale KAZAKHSTAN of 1 bottle filled in 10 mi 0

Package size and type:

Batch N 010 24 Date of manufacture: 17/04/2024
COC batch N® 2024/2444M Expiration date: 2027/04
Quantity: 18203

TESTS SUPPLIER BATCH N° COC BATCH N°

Bulk WUL~CED L O8Ok

QA Manager
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CERTIFICATION STATEMENT
| hereby certify that the above information is authentic and accurate. This batch was manufactured, packaged and
controlled in accordance with the Quality System and the specifications contained in the Quality agreement in force.

COMIMENTS/REMARKS
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