JEPKABHA CJIIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hazii Ceirtnnunot, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpainy jikapcbkoro 3acoby

15.10.2024 Ne 53666/24/26

BIMATOITIPOCT-PAPMATEH

(nalfimenyBanHa nikapebkoro 3acoGy 3riaHO 3 peccTpauifHun nochiauchiam)
kpamai ouni, 0,3 Mr/ma; no 3 ma y duraxoni-kpaneassuui; no 1 gpuaaxony-kpaneanuuui y
Kaprounii xopoodui

(dopma sumycCKy, 203y BaHHI, BUL [AKyBAHHS NikapcbKoro 3acoly)
Homep peectpauifinoro nocsiguenns UA/18300/01/01 crpok nif peectpauiiinoro nocsinsenns 09.09.2025
Cepia nikapcbkoro 3acoby Ne 3245242 KinbkicTs BBe3eHOro nikapchkoro sacoby 7987

BupoGHuk dapmaren C.A, I'peuis

(naiimMeny BasHs BUpOGHIKa JHikapehkoro 3acoGy, Kpalna NOXOLKEIN)

Baeaeno B Y kpaiuy TopapucTso 3 06mekenoro Bignosinansnictio "COHA-
GAPMEKCIM", ineur. xon: 40130755

(ualimenysanua Ta xon 3a €JIPTIOY iopuananol ocobu aGo npissuine, iM's, 110 6arbroi
(issunoi ocobu - minnpremus, i Micue npoxuBaHHS Ta peecTpauifinui Homep obiikosol
KAPTKH NAATHHKA NOAATKIB A60 cepis T8 HOMep nacnopTa)

Tpotokon BisyansHoro koutposio six 15.10.2024 Ne 3543/2.

3a pesynapraTamMm  [IEPKABHOTO KOHTPOMQ BCTAHOBICHO, 10O nikapcsknii  3aciG  sBeseHo B Ykpainy 3
JOTPHUMAHHAM BUMOr 33aKOHOAABCTBA OO0 3abe3neueHHs AKoCTi Nikapchkux 3acobiB.
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Code: CoAQMOO1BIMO3_SONA_UA
Version: 001
Date: 05/04/2021

%mm o m"‘pa“’ad if

CERTIFICATE OF ANALYSIS : |
BIMATOPROST - PHARMATHEN EYE DROPS 0.3mg/ml

Man. Date: 23-08-2024 Expiry Date: 02-2027 Pack Lot: 3245242

Manuf. Lot:324524 Batch Size: 20.000 VIALS

Active Ingredient Lot: BP122E030

Active Ingredient Supplier: YONSUNG

Man. Site: BALKANPHARMA

Pkg. Site: BALKANPHARMA

Deviation Report: XINO

LIYES (the deviation report is attached)

Controls Spemﬁcatlons Results
Clear, colorless aqueous solution, free from visible foreign
Appearance particles, in white opaque plastic ophthalmic dispenser Conforms
Extractable Volume NLT 3.0 ml 3.3ml
pH 6.8-7.8 7.3
Osmolality 290 mOsm/Kg + 10% 284 mOsm/Kg

{261-319 mOsm/Kg)

Identification of
Bimatoprost

Conforms to Positive Identification.

1) The retention time of Bimatoprost peak in the sample
solution in relation to the reference solution should be + 0.5
min.

2) The Amax of sample at about 195nm for Bimatoprost
corresponds to Amax of standard.

1)Positive

2) Positive

Quantitation of

- 9, i [0
Bimatoprost 95.0-105.0% of the stated amount of Bimatoprost 100.5%
Ci e Conforms to Positive Identification.
|dentification & The retention time of Benzalkonium Chloride peaks in the Positive
Quantitation of te solution i : P ion should b
Benzalkonium sample solution in relation tg ;he reference solution should be
. + 0.3 min. 96.9%
Chloride 90.0-110.0% of the stated amount of Benzalkonium Chloride
Related Substances 15R-Bimatoprost NMT 0.5% ND
and degradation 5,6-trans-Bimatoprost NMT 0.5% 0.0%
products of Any unknown NMT 0.5% 0.0%
Bimatoprost Total NMT 2.0% 0.1%
) Sterility Sterile Sterile
. Tight after immersion in 1% methylene blue solution for 30 .
Tightness of vials seconds at 160 mmHg Tight
Responsible for / Release Date:
Quality Control Ur o N sy a0 2024 20-09-2024
/‘;"ﬁi\/;;‘)/l%; ??;a’b»
7 %,

Fharmathen SA.
Headguarters: 44 Kifissias Avenue, 151 25 Maroust, Athens Greacs, 1 +30 210 BEDY 200
Manufacturing site-Registered seat: 8 Dervenakion sir, 153 51 #

210 6604 583

f 30
“aliind, Athens Gresce. 1 +30 2108

‘3{}0 xuf

Prepared by: Stella Kelesidou




' NAME OF PRODUCT:

. %ég%i %ﬁy),

Innovation inspired by e

Code: CoAQMO01_SONA_UA

Version: 001
Date: 05/04/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

DOSAGE FORM:

PACK SIZE AND TYPE:
QUANTITY:

IMPORTING COUNTRY:
EXPORTING COUNTRY:

BATCH NUMBER BULK:

BATCH NUMBER FIN:
MANUFACTURE DATE:
MANUFACTURING SITE:
MANUFACTURING SITE ADDRESS:

MANUFACTURING SITE ML NUMBER:

PACKAGING SITE:

PACKAGING SITE ADDRESS:
PACKAGING SITE ML NUMBER:
BATCH RELEASE SITE:

BATCH RELEASE SITE ADDRESS:

| BATCH RELEASE SITE ML NUMBER:
BATCH NUMBER OF APL

MA NUMBER:

‘ RESULT OF ANALYSIS:

COMMENTS/REMARKS:

DEVIATIONS:

with GMP,

This batch of product, including AP, has been manufactured, including packaging and quality control
at the above mentioned sites in full compliance with the GMP requirements and the local Regulatory

eye drops 0.3 mg/ml

STRENGTH: 1 mi of

solution contains 0.3 mg of

bimatoprost

BTx1bottiex3ml

7.987 BT

UKRAINE

GREECE

324524

3245242

23-08-2024 EXPIRY DATE: 02-2027
BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Bivd., Razgrad 7200, Bulgaria
BALKANPHARMA-RAZGRAD AD “BG/MIA-0048"
BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd., Razgrad 7200, Bulgaria
BALKANPHARMA-RAZGRAD AD “BG/MIA-0048"
PHARMATHEN S.A.

6, Dervenakion str. 15351 Pallini ATTICA, GREECE
0000006501/17/1

BP122E030 - YONSUNG

UA/18300/01/01

Certificate of analysis of finished product attached.
U YES INo

Attached number of documents:

| hereby certify that the above mformation is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance

Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Release Date:20-09-2024

Pharmathen 8 A

Headqguarers: 44 Kifissias Avenue, 151 25 Marouss, Athens Greece, 1 +30 210 8504 300, f +30 210
Manufacturing site-Registered seat & Dervenakion sir., 153 81 Pallini, Athens Greece, 1 +30 210 8604 300

210 6604 883

Prepared by: Stella Kelesidou



[Ha pipmoBomy 6naHky KoMaii ®apmareH]

CEPTUDIKAT AHAJIIZY

BIMATOIIPOCT-®PAPMATEH, kpanai ousni, 0,3 mr/ma

Hata Bupobuuursa: 23.08.2024

IMpunatauit go: 02.2027

Homep cepii ymaxkosku: 3245242

Howmep HeposdacosaHol cepii:

324524

Po3mip cepii (teopernunuii Buxin): 20000 ¢n

Howmep cepii cyOcranuii: BP122E030

IMocrayanehuk cybcranuii: YONSUNG

HinsHuUA 3 BUpoOHUITBA: bankandapma

Jinpuuus 3 nakyBaHHs: bankandapma

3sit npo Bigxunenns: M Hi COTax
TECTHA CHEIINOIKAIIA PEIYJIDBTATH
3oBHimuil BHrIAX Iposopnit, GesbapsHMit BOAHMIA PO3UMH, BiNBHMH Bin Binnosinae
BAIMMMX CTOPOHHIX YacroK, Bmimlenuit y Oinmii
Henpo30puil IIacTUKOBHH (N1aKOH-KpalleNbHULIO
00’em, 0 BATHIa€THCH He Menmme 3,0 Mn 3,3 mn
pH 6,8-7.8 7,3
OcMmonstiIbHICTE 261 — 319 MOcMons/kr 284 MOcmons/kr
(290+£10%)
InenTndixanin Bignoeigae, aximo inenrudikaiia mosuTHBHA
b6imaTonpocry 1) Yac yrpumyBaHHa miky OimarompocTy Ha 1. TlosutnBHA
-merozom BEPX XpoMarorpami JOCHIKYBaHOTO PpO3YMHY [ITOBHHEH
BiIXWJLITHCA Bill 4acy yTpUMyBasHs BiIUOBiNHOIO XKy
Ha XpoMarorpaMi CTaHAAPTHOTO PO34MHY He Oiibime +
0,5 xa.
-mMeTooM Y@- 2. IlosuTBHA
cnexTpodoromerpii 2) MakcumyM Ha YO-crieKTpi AOCHIIXKYBAHOTO POIUMHY

(Amax=195 M) HOBHMHEH BiONOBiZATM MakCUMyMy Ha
V®-crekTpi CTaHIAPTHOIO POSUMHY.

Bmicr 6imaTonpocry

95,0 — 105,0 % Bix HOMiHaJILHOIO BMICTY

100,5%
Bwmict Oen3anxoniro 90,0 — 110,0 % Bix HOMiHANEHOTO BMICTY
XJI0puay 96,9%
BinmoBigae, axmo ineHTHdiKaIig MO3UTHBHA
Inentndixanis Yacu yTpuMyBaHHA IiKiB OEH3AIKOHIIO XJIOpHIOY Ha
Oen3aJKoHilo XIopuxy XpoMarorpaMi  JOCH/KYBaHOIO PO3YMHY IIOBUHEH Binnoeinae

BIIXWIATHCS Bi 4acy yTpMMyBaHHs BiINOBimHHMX mikis
Ha XpOMaTorpami craniapTHoro posuuHy =+ 0,5 XB.

Cnopigneni gomimkn ta
NPOIYKTH PO3KIALY
6imaTonpocry:

15R-6imMarompoct we 6ibire 0,5 %

5,6-TpaHc-6imaronpocr He Gutsine 0,5 %

Oxpemi HeBigomi pomimxu He 6iisine 0,5 %

Cyma gomimok He 6isie 2,0 %

15R-6imaronpocr:
HE BUSBJIEHO;
0,0%

0,0%




[Ha dipmoBomy Gnanky komnarii PapmateH]

CTepHabHICTh ToBuHEH 6YTH CTEpUIBEHUM CrepunpHUA
I'epmeTnunicTs duakonin TCepmernyni micns BUTpUMyBaHHS y 1% posunsi I'epMeTnyHi
METHIIEHOBOro CHMHBOro pu 160 MM pr.cT. npotsirom 30
CeKYH[
Bianoeinansunit 3a JlaTa BUnycKy:
KOHTPOJb SKOCTI 20.09.2024

ITignuc/ITamMn yrioBHOBaXeHOT 0cobH
Nikos Kordalis
Jara:20/09/2024




[Ha dipmoBomy 61manky kommanii @apmareH]

CEPTU®IKAT ITPO BIAIIOBIIHICTD
I'OTOBOI'O JIKAPCBKOI'O 3ACOBY

HailimenyBaHust npoayKuii: BIMATOITPOCT-®APMATEH

Popma BUIIYCKY: xpanJi ouni, 0,3 mr/ma

Cnana aii: 1 ma1 po3unny mictuts 0,3 mr 6imaTonpocry
Po3mip Ta THR NaKyBaHHS: Vnaxoska X 1 ¢nakon X 3 mn

KinekicTs: 7987 ynaxoBok

Kpaina-imnoprep: Vkpaina

Kpaina-excnoprep: I'peuis

Homep cepii Hepo3gdacoBanoro 324524

HPOAYKTY:

Homep cepii (xinueBuii): 3245242

JaTta BupoGHHUTBA: 23.08.2024 Ilpupatanii xo: 02.2027
JinbHuus 3 BUpoOHMNTBA: banxangapma-Pasrpag AJ]
Micue3naxogxeHHs BUPOOHNYOT Byn. Anpincko Bactanie 68, Pasrpan 7200, Bonrapis
AiIbHUIL:

Howmep Jrinensii: «BG/MIA-0048»

HinbHuns 3 nakyBaHHS: Bankangapma-Pasrpax AJ]
MicuesnaxomxkeHHs BUpoGHH4OT

Byn. Anpincko Bacranie 68, Pazrpan 7200, boarapis

ATbHHLI:
«BG/MIA-0048»

Howmep ainensii:

HinLHuus 3 BUNYCKY cepii: @apmaren C.A.

MicuesnaxonkeHHs Bupo6HN4oi [lepenakioH 6, [lannini Atruxa 15351, I'pertis
JiIBHANI:

Howmep Jainensii: 0000006501/17/1

Homep cepii cyGerannii: BP122E030 -YONSUNG

Howmep peectpaniiiHoro nocBixueHus: UA/18300/01/01

PesyawTaTt aHanisy: Ceprudixar aHanizy nikapcbkoro 3acofy H0JaeThCs
KomenTapi/mpumirkn: H/TI

Bigxujiennsn: [ Tax M Hi

Homep nokymeHTa, o 10oJaeThCs:

LM 5 nigTBepIKYIO, IO HaBe/leHa Bulle iHdopMaLis aBTeHTHYHA i To4HA.
3amucy BiZHOCHO BHPOOHHLTBA cepii, YIaKOBKH i pesynbrariB aHamizy Oynu BHBYEHi 1 BU3HAHI TakuM,
1o BiAnosigarots BumoramM GMP.

Lis cepis mpemapary, BKIIOYaO4YH CyOCTaHLIIO, BUTOTOBJIEHA, BKIIOUAOYU YHaKOBKY. i nepempena Ha
BHIIE3a3HAYEHNX BUPOOHMYMX AUMBHMLAX B MOBHiA BimosimHocti 3 Micuesnmu Bumoramum GMP i
BiNOBIIHO [0 3aTBepkeHNX crieuudikauiil Peectpaniiinoro Jlocke- BHIylUeHa. )

IMm’a YnosaoBaxeHoi ocodu: Nikos Kordalis

Higmue YnosHuoBaxeHoi ocodbn:  (mmigmuc/mram)

Harta Bunyeky: 20.09.2024




