Ceprudikar gxocTi
nikapesroro 3acody AKICTAH, kpanai ouni, 50 mxr/ma
Quality certificate
of the medicinal product AKISTAN, eye drops, 50 ug/ml

Hassa noxazunxkal

Honyerami vopmy / Requirements

Meroxn xouTposio /

Pesyanrari/

BiALHA KHChoTa/
Latanoprost free
acid

- KOUKHA HERLZOMA
nomimka/
unknown
impurities {cach)

- cyMma gomitor/
total impurities

He Oinswe 1,0 % / NMT 1.0 %

He Ginbe 1,5 %/ NMT 1.5 %

Tests Method Results
5. Cynposiuui
Aomiwkn / Related
substances
Jaranovupocr He Ginwbioe 1,0 %6/ NMT 1.0 % Mevou dipmu < Q%%

(BEPX QCILOG74)/
Interpal methaod
(HPLC QCLOOT4)

O l(i/

6. OemongnoHicTts /
Osmolality

250 - 285 MoacMonw/kr
250 - 285 mQOsm /kg

Cep. dmpw .

2235/
Ph. Ewr®, 2.2.38

5

262 MOCMOAL/KT
262 mQsim /kg

7. 06 em

HanosHen '/ 2,5-3,0 mn Cep. Papm®. 2.9.17/7 2.8 mn
Filling volume! 2.5 3.0 ml Ph. Burt. 2.9.17 2.8 mi

8. Creprsuicrs’ / Crepunbio Cop. Qapw®. 2.6.1 7 [ Crepuanno
Sterility? Sterile Ph. Bur?. 2.6.1 Sterile

of the shelf life

“Cep. d)ap\mimlwx airoua sepeis / Ph. Eur, Current version
"Buznauaetbes tinbki npu Bunycky /Determined only upan release
BranauacTses THILKH HA HONATKY | B KiRUi TepMiny npuaatHocti / Determine d only at the beginning and end

Buenosor / Conclusion:

Cepis Ne D669 signosizac sumoram MK4 no PIT JI3 NeUAZ16952/01/01 (3t sminamp)
Batch Ne D669 meets the requirements QMC for MA Ne UA/16952/01/01 (with amendments)

Komenrapi / Comments: Hemae / No

3asiga npo cepTudiKanin

CpassiHiv 1 3aCBIAMYI0, 110 HABEACHA BHINE [HDOPMALS € AOCTOBIPHOIO | Tounoio. Lls cepis npoay ki
KOHTPOAL 11

BCTAHORICH UM

Oyaa pupobiena (BKIIOUAIOMH  YIAKOBKY |1 MapKyBaHHs)
BMIezradaniil AineHMUl B nosHid sianosianocTi
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PCPYASTOPHUM OPradoM, a TakozK BIANOBIAHO JO cretdikalii, o MiCTUTECS B peecTpaliifnoMy Joche.
MpoTokonu BUpodHMLITBA, YIIAKOBKH Ta anafizis 6y neperisanyTi i BETaHOBACHO BIAMORIAHICTL GMP.

Statement of Certification

I'hereby certify that the above information is authentic and accurate. This batch has been manulactured
(including packaging/labelling) and quality control has been performed at the above-mentioned site in full
compliance with the GMP requirements by the local Regulatory Authority and Specification registered in
Dossier. The batch manufacturing, packaging and quality control recards were reviewed and found to be
in compliance with GMP.

Hara ananizy/Test Date: 22.07.2024
Hara punycky/Release Date: 16.09.2024
\\ e /

e

, 7 (IMignnce/Signature)
Kpictiva Giginin/ Kristina Filipin
Yoprosaxkena ocoda 3 skocti/ Qualified Person

Hawnit ceprudpikar 6yno cknageno, nepesipero Ta manucaHo BIANOBLAHO 40 TEKCTY aHriHCLKOM
MOBOIO /
This certificate has been completed, checked and signed in accordance to the English text
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Ceprugicar sicocti

Jikapewpioro 3acody AKICTAH, xparuti ouni, 50 Mir/va
Quality certificate

of the medicinal produet AKISTAN, eye drops, 50 pg/ml

Ipomywr: AKICTAH, kpansi ouni, 50 mir/mi
Product: AKISTAN, eye draps, 50 pg/ml

Homep pecerpaniitnoro nmocsipuenus: No UA/16952/01/01, neodueseinii
Marketing Authorization: Ne UA/16952/01/01. unlimited

Chaa it / arTnsricrs: 50 Mxr/vn Strength / activity: 50 pg/mi
Jlikapenra dopmas kpanni oyui Pharmaceutical form: eye drops

Posmip 1a Tnu ymacoskm: Ne 1 (no 2.5 ma m nonierHaeHoBoMY  Nakoui 2 NOMETHACHOROKD
KPareIhHHLCIO 1 IOAINPOTIICHOBOIO KPUILKOW, 110 | PIakoHy B KapToHHIH kopobul)

Size and type of packaging: Ne | (2,5 ml in polyethylene bottle with polyethylene dropper and
polypropylene cap; 1 bottle in a carton box)

Homep cepii Ta posmip cepit: D6G9; 16992 yrakonok
Batch number and bateh size: D669;: 16992 packagings

Jara supoduunurea / Manufacturing date: 06/2024
Hara saxinaenns crpoxy npuaaruocri / Expiry date: 05/2027

Hajimenypanns ta MicuesnaxomRen s BUpoOSHIYOT KibmaLi (3 B POSHIITEA, FARYBAHHS, KOHTPOIDL
cepii):

Name and address of the manufacturing site (for manufacturing, packaging, batch control):
bpycurerrini C.P.JL Bia leouso 6, lenyu, 16147, lrania /

Bruschettini S.R.1L. Via Isonzo 6, Genova, 16147, ltaly

(Ne aiuensii gas supotnnirra /Ne Manufacturing License: aM77/2023

(Ceprudirar sinnosinumocti GMP /Certificate of GMP com pliance: 1T/91/H/2023

Haiimenysanus Ta MicHesRaxomsenng Bupoduuaof dinsruni (si crepunmizanit nepsunnol ynakoniu):
Name and address of the manufacturing site (for sterilization of primary packaging):

Crepimkenixe Itasig CITA. Bia MapzaborTo, 4, Mauepbio, 40061, ranis /

Sterigenics ltaly S.P.A. Via Marzabotto, 4, Minerbio, 40061, Haly

(Ne minensit aoust upodunursa /Ne Manufacturing License: aM98/2023

(Ceprudixar signosignoeri GMP /Certificate of GMP com pliance: 1T/118/H/2023

Haiimenysanns 1a MicuesuaxooreHus BHPOGHIYOT it i (3 Bunycry cepii):

Name and address of the manufacturing site (for batch certification):

bapmacenert lntepremun Berenivanrs M'm6X. Epner-Meaxiop-Tacce 20, 1020 Binenn, A pis
Pharmaselect International Beteiligungs GmbH. Ernst-Melchior-Gasse 20, 1020 Vienna, Ausiria
(Ne ninensii st Bupodunurea /Ne Manufacturing License: 482019)

(Ceprudixar signosimnoeri GMP /Certificate of GMIP compliance: 482019-102254682
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Ceprudixar sxocTi

aikapeskoro sacody AKICTAH, kpanai o, 30 Mrr/ma
Quality certificate

of the medicinal product AKISTAN, eye drops, 50 pg/ml

Ananiz ppKonano y pianosiguocti o sumor MK go PIT JI3 NeUA/16952/01/01
Analysis preformed in accordance with QMC for MA Ne UA/16952/01/01

Hassa noxkaznuka/

Homycrumi wopau / Requirements

MeToayu kourpono /

Pesyavrarn/

Tests Method Results
1. 3osuitrmi# surasa /| Uuerud, npozopuil posuus sinsnull | €sp. Gapm®, 2.2.2 Biori aae
Appearance BiJI BHAMMUX HACTOK / <Boaa R/
Clear, colowrless solution; free from  |Ph. Eur*, 2.2.2 Corresponds
visible particles < Water R
2. pH 570 €ep. Gapm™®. 2.2.3, 0,83

MoTeHlioMeTprUne susuadeHus pit /
Ph. Bur®. 2.2.3, potemicnmelric
determination of phl

3. laeHrudivais /
Identification

- Havaonpocer/
Latanoprost

- bewsaawouo
xaopua /
Benzalkonium
chloride

Mosurusia /Positive

TMosurugna /Positive

Metoj Phipmu
(BEPX QCLOO6E) /
Internal method
{(HPLC QCLOU6E)

TMosurneHa /
Positive i

[Toswrunna /
Positive

4. Kinpkicue
BH3HAMECHHS / Assay:

- Jlavasonpoct /
Latanoprost

- bewsankouino
XA0pHA /
Benzalkonium
chloride

47,5 = 52.5 smaxr/ma (95,0 ~ 105,0 %)

47.5-52.5 ug/ml  (95.0 - 105.0 %)
0,18 022 mr/vn (90.0--110,0 %
018022 mg/ml (90.0- 110.0 %)

MeTon Qipmu
(BEPX QCLO068)Y/
Internal method
(HPL.C QCLO068)

50,6 Mxr/Ma
30,6 1g /ml

0,20 mrims
0.20 mg fml
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