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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPIL JIIKAPCBKOI'O 3ACOBY

Name of product/Hazsa npoagykry

(strength, dosage form, package size and
type/ no3yBaHHs, JiKapcbka Qopma,
PO3MIp i TUIl YIAKOBKH)

LAPRONEXT, eye drops, solution, 50 meg/ml,
2.5 ml in dropper vial; 1 dropper vial in a carton
with labeling in Ukrainian

JIAITPOHEKCT, kpanni ouHi, po3uun, 50
MKI/MIL, 110 2,5 M7y prakoHi-Kpaneibnuui; no 1
(aKoHy-KpaneJibHULI y KapTOHHIH KOpobLi 3
MapKyBAaHHAM YKPaTHCBKOK MOBO

Active substance/ giroua peuosuna

Each 1 ml of solution contains: latanoprost 50
mcg/ 1 Mn po3vuHy MiCTHTL aTaHonpocTty 50
MKI'

Manufacturing country/ kpaiHa-BUpOGHHK

Greece/ I'pentis

MA number/ Homep PII

NoUA/17532/01/01 walid till 22.07.2024/
NeUA/17532/01/01 nie mo 22.07.2024

Batch number and size/ Homep Ta posmip
cepil

000393
10 050 packs/yn

Date of manufacture / Jlara BupoOHHIITEa

12/2019

Expiry Date/ Ctpok npuiaTHOCTI

12/2022

Name, address and license number of
manufacturing site/ Haspa, axmpeca i
HOMep JlieH3il BupoGHuyoT AiNEHKL]

RAFARM SA

Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki,
TK 19002, TO 37, Greece

PA®APM CA

Teci ITyci-Xar3i Ariy Jlyxa, [leania (ArTuka),
inaexc 19002, n/c 37, ['peuis

Manufacturer’s authorization
Ne0000000066/18/2 from 2019-11-14/
Bupobuuya niuensis Ne0000000066/18/2 Bin
14.11.2019

GMP certificate / GMP ceprudrikar

Conclusion Nel74/2019/C-558 from 16.04.2019
/ Buchosok Nel74/2019/C-558 Big 16.04.2019

b

@m (it 7 1369 5}9

OY. O Lap %/




RM i

A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Indicator/Ilokazuux Specification/Cnenudikanis Result/
PesyasTar
Appearance/ Qnuc Clear colorless aqueous solution / Ilposopuii = Complies/
Oe3bapeHuii BOgHUIT po3unH Bianosigae
Clarity of solution/ Same as water R/ Taka cama sk y Boau P Complies/
Ilpo3opicTs Bianoginae
The degree of coloration / It has the appearance of water R/ Butpumye Complies/
Crynine 3a6apBiaenns nopiBHsHHS 3 BoAoIO P Binnosigae
pH/3navenns pH 6.2t0 7.1/Bin 6.2 no 7.1 6.8
Extractable Volume/ O6’em | 2.5-2.6 ml / 2.5-2.6 mn 2.6 ml/ 2.6 mn
BMicCTY
Osmolality/ 240- 325 mOsmol/kg 265 mOsmol/kg
OcMoaabLHicTL 240- 325 MOcmons/kr 265 MmOcMonw/Kr

Identification of
latanoprost /

InenTudikanis
JaTaHONPOCTY

Complies/
HPLC-RT Positive/[To3uTrBHA Bi B .

iamosinae

BEPX- 3a yacoM yTpumanns
HPLC by the Diode-Array Complies/
detector Positive/IlosuTiBHA Biznosizae
BEPX - 3 BUKOpHCTaHHSM
AIOAHO-MATPHYHOTO
JETEKTOpY
Identification of Positive/Tlo3uTieHa Complies/
Benzalkonium chloride/ Bianosigae

InenTudikania
Benzankonito xopun

HPLC
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Related substances, %/
CynyTHi joMimnkn

. Not detected/
- Latanoprost acid /

Kucora natasonpocty =0.7% Fle Bdsuiene
- 15-keto Latanoprost/ Not detected/
15-keTo naTaHOMpOCT £0.5% He BuspieHo
- Any impurity/ Byap-sxa

i oo i <0.5% Not detected/

He useneno
- Total impurities / Cyma

CYNyTHiX AOMilIOK <2.0% Not detected/
He Bussneno

Content of latanoprost, mg/
ml / KilibkicHe BU3HAYEHHS
JATAHOMPOCTY

95.0-105.0% with recalculation to anhydrous
substance / 95.0-105.0% y mnepepaxysanni Ha | 99 204
0e3BOJHY PEUOBHHY

Content of Benzalkonium
chloride/

0
KiaskicHe BH3HAYEHHH 90.0-110.0 % 96.5%
0eH3aJIKOHII0 XJI0pHIY

Particulate cont./

MexaHi4Hi BRI YeHHS: Maximum 50 per ml/ Makcumym 50 sacTuHOK
NB particles> QR=10puM/ Ha 1 Mn 39
YacTHHKH >10MKrM

NB particles> OR=25uM/ | Maximum 5 per ml/ MaxkcumyM 5 yacTHHOK Ha

YACTHHKH >25MKM 1 M L
Sterility/ CrepunbHicTs The solution should be sterile/ Po3uun nosunen | Sterile/
OyTH CTepHITBEHUM CrepuibHuii

* reviewed and accepted

The batch meets the requirements of QCM for MA Ne UA/17532/01/01 / Cepis Bianosinae
sumoram MK no PIT Ne UA/17532/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ YTakoBKa,
MapKyBaHHs Ta TEPMiH NPUAATHOCTI BifMoBigaroTe BuMoraM MK 5.

Storage: Store in the original package at temperature 2-8°C in order to protect from light. Do not
freeze. Keep out of reach of children. After first opening, store the dropper vial in the original
package at temperature above 25°C in order to protect from light.//Ins 3aXHCTy Big Ail cBiTna
30epiraTi B OpuriHanbHili ynakoBui npyu Temnepatypi 2-8°C. He 3amoposkysar. 36epiraTtH y
HelocTynHOMY [Utst miTed Micui. [Ticna mepuwioro Binkputra drakon 36epiratu ans 3aXHCTY BiA
Aii cBiTNa B OpHriHankBHiit yriakosui npu TeMnepatypi He Buie 25°C.,

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation' affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP (Conclusion Nel74/2019/C-558 from
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16.04.2019) requirements and were signed by the responsible persons of the above mentioned
manufacturer./ Llum 1 niaTBepOKYI0, 110 HaBEACHA BHLLE iH(OpPMAllis € JOCTOBIPHOIO Ta TOUHOH,
Lz cepis npopykuii Oyna BUroTOBEHa, BKIIOYAOUH [TAKyBaHHS, MapPKYBaHHS Ta IPOBEIEHHS
KOHTPOJIKO il AKOCTI Ha 3a3HaueHii BUPOOHMYIN AiNAHUI y MOBHIH BiAMOBiZHOCTI 3 BUMOramu
GMP, BcTaHOBIEHUMU MICLEBUM PETYTATOPHUM OPraHOM, a TAKOXK BiAMOBIAHO 0 crieuudikaii,
IO MICTATHCA B peecTpalifHOMY [OChe, 3aTBepKeHOMY B YKpaiHi A8 JocmiKyBaHOro
nikapebkoro 3acofy. IIporokonu BHpOGHMUTBA, NaKyBaHHs Ta NPOBEJIEHHS aHani3ie Gy
MepeBipeHi, BCTAHOBJIEHO BianosiaHicte Bumoram GMP (BuchoBok Nel74/2019/C-558 sin
16.04.2019) Ta nianucaHo BiANOBinaIbHUMH 0COBAMU BUPOBHUKA.

Issued by/Bugano

Qualified Person/ YmoBHosaxena ocoba:
Klimentini Barbarossou/ Knumentini bapbapoccy
Date/ ara: 26.02.2020
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JIEPXJTIKCITYXBA YKPATHU
AEPKABHA CJIYVAKBA 3 IIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIN OBJACTI

npocnekT Banepis Jlobanoscokoro, 51, M. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKICTL BBE3€HOr0 B YKpainy JikapchKoro 3acody

21.04.2020 Ne 19867/20/10

JAIIPOHEKCT

(nakfiMeHyBaHHs JIKAPCHKOTo 3ac00Y 3riaHO 3 peecTpalifHAM [TOCBIIUCHHM )
Kpami ouni, po3uus, 30 Mxr/mi, no 2,5 ma y puaakoni-kpaneasnuni, no 1 gpuaxony-
Kpane/Js-HHII Y KAPTOHHII Kopobui

(dopma BUITYCKY, IO3YBAHHA, BUI NaKyBaHHs NiKapchKoTo 3acoly)

Howmep pecctpaiiinoro nocsipuenns UA/17532/01/01 crpox aii peectpaniiinoro nocsinuenas 22.07.2024

Cepis nixapeskoro 3acoby Ne 000393 Kinskicts Beesenoro nikapeskoro sacody 10000
Bupobauk PADAPM CA, I'penia
(HalimeHyBaHHs BUPOOHUKA NikapceKoro 3acofy, KpaiHa MOXOAKSHHS)
Beesero B Vkpainy CroinbHe yKpalHChK0-eCTOHChKE MiAnpueMcTiso y opmi ToBapucTBa
YKp P Y gop p
3 o6mezkeHol0 BignosinansuicTIo " OnriMa-Papm, JITT", inenr. xon:
21642228

(naliMenyBauns Ta kol 3a CAPIIOY 1opuanunoi ocobu abo npissuie, iM'a, no Garekosi Gisuuanol
ocobH - miAnpuemMLd, i Micue MPOXHBAHHS Ta PEECTPANiHIM HOMep 06iK0BOT KAPTKH IIATHHKA
nofiatkiB abo cepist Ta HOMEp MacnopTa)

Iportokoa Bisyansnore xonrpomo sig 10.04.2020 Ne 1210/1.

3a pesyabTaTaMH JEPHKABHOIO KOHTDONKD BCTAHOBACHO, IO JikapcekmWit 3aci0 Bmeseno B VkpaiHy 3
JOTPHMAHHAM BHMOT 3aKOHOJABCTRA [0/I0 3a0e3MeueHHA AKOCT] JikapchKHX 3acodis.
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