JEPYWABHA CIYXKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHEKEAMH YV KUIBCHKIH OBJACTI

npos, Caitmuoi Haaii, 3, . Kuin, 02099, res/haxe: (044) 363-06-50
B-mail; dls.ko(@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
npo AKICTL BBE3EHOTO B Y Kpaily JIKapCbKoro 3acoly

14.08.2024 Ne 39715/24/10

GOTHII®@ ®OPTE
(HafiMeHYBAIAR BIKAPCLROIO aacoBy grigne 3 peecTpauiitni TOCEIAYEIIAn}
Kpamai ouiti 10 5 My IOJIieTHREHOBOMY dpraxeni-kpanessnyi; no 1 paareny s rapronuiit
gopobui
(hopMa BunYCKy, A0SYRAHNA, BIL TRYBAUNA AigapeskoTo 3acaly)

Howep peccrpaiiinoro nocaiauenns UA/2384/ 01/02 erpox aif peecepauiiinoro nocsiguens 0 1.01,2099

Cepin sikapeskoro 3acoby Ne 2160293 KifbKicTs BBCICHOrO AiKapchKoro 3acoby 330
Brpobusx Canrten AT, Qinnsuais
(HaiiMenyBaBHs BIspoOHIIKa AiKIpCLEOTD gacofy, Kpaita MoxoZHeitys)
Breseno B Yxpainy Chiibye yRpaiHChKO-eCTOHCHKE HANPHEMETRO ¥ ¢dopati TOBAPHCTBA
3 ofMesRenoo BixnoBigaLHICTIO "Oniriva~-@apy, ATLY, nenr. oa:
21642228

(afimenytiiin 1a ko 3 EAPTIOY lopraol ocod abo npizmrate, ', 1O Garnropi qiginol
0o - NIATPICMLE, T MicUE TPOAIBIRAT T peeerpauiiianit uomep offnironol KApTKN NASTHAKS
HOAATHIB AGO CUPiA Ta HOMEP NACNOpTa)

TIpoToKoe: BisyaHLHOTO KOUTPOME Bid 09.08.2024 Ne 2334/6.

33 pesyAbTATAMI JEMRUBHOTO KOHTPOIO BCTAHOBIGHO, MO HiRAPCHKMI
XOTPIMAHHSIM 81MOT 3aKOR0IARCTBA UOAV sabesmedens AKOCTi NKAPCHKIX 3ac06iB.
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ante y

The narne and the address of the batch release manufacturing site:
Hazea ma adpeca gupobHUKa, w0 8i0noeidac 3a suryck cepil:
Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland

Canter AT, Kennonoprtinkary 1, Tamnepe, 33100, Oinnsnpis
Telephone; +358-3-284 8111 Fax: +358-3-318 1900

Ten.; +358-3-284 8111 daxc: +358-3-318 1900

The License number/ Homep niuensil:

CERTIFICATE OF QUALITY
CEPTUDIKAT SAKOCTI

FIMEA/2019/000913

FOTIL® FORTE eye drops, 5 ml in bottle-droper, 1 bottle in carton box
SOTUN® POPTE kpanni o4, no 5 My dnakoHi-kpanersHuL, no 1 hrakory-kpanenbHuLl B

KapTOHHIK kopoBbui

Active ingredients: Pilocarpine hydrochioride 40.00 mg/mi, Timolol maleate in equivalent to

Timolol 5 mg/mi

AKTUBHI iHrpeaieHTN: Minoxapniny rigpoxnopud 40,00 mr/mr, Tumornony masnear y nepepaxyHky
pa Tumornon 5 mr/mn

Package size and type: 5 ml in bottle-droper, 1 bottle in carton box labeled in the Ukrainian
language.
Poawmip i Tun nakysBaHHs: o 5 mn y donakoHi-kpanenbHuL, no 1 cbriakoHy-KkpanerbHUL B KapTOHHIN

xopoBUi 3 MapKyBaHHAM YKPaTHCHKOIO MOBOI,

Dosage: 1 drop two times a day
[osyBaHHs: 1 kpannst ABidi Ha feHb

Name, address and authorisation number 5o, eacturing, Filling, Product Release Testing

of all manufacturing sites and quality
control sites

Hasea, agpecy Ta Homepy FiLeHsii ycix
AinsHULL 3 BUPOOHULTBA | KOHTPOIO
akocTi

NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000897
Secondary packaging site:

Manufacturing Packaging Farmaca (MPF) B.V.,
Neptunus 12, 8448 CN Heerenveen, Netherlands

License number: 108630 F

Bupobtuk, eidnosidansHud 3a eupobHuymeo in bulk,
repaLHHe NaKy8aHHs!, KOHMPOIb SKOCMI!
Hexcrdapma AT, Hiittuxaaskaty 20, 33720
Tamnepe, PiHNaHAIS

Homep niueHsii: FIMEA/2020/000897
BmopUHHe nakysaHHs!

MaHydairypinr Makarir Gapmaka (MO®) b. B.,
HenTyHyc 12, XeepeHpeeH, 8448CH, Higepnason

Homep nivensii: 108630 F



Santen Oy

The number of the registration certificate/Homep peecTpauiitioro nocsiguerts:  UA/2384/01/02

The date of validity/ [iicHe go: unlimited/aie 6escTpokoBo
The batch number/ Ne cepii: 2160293

The batch size/ Poamip cepil: 7 730 PC/HYI
Expiry date/ Tepmin npwaarHocTi fo: 04/2026

The date of batch release/ [lata sunycky cepil 07.08.2023

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP reguirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

3asBa Nnpo ceprudikadjio:

Lium s 3aceiguyto, Wo HaBeeHa Bitle iHhopmauis € AOCTOBIPHOK Ta TOYHOI. Lito cepito npoaykul
6yrio BUPOBNEHO (BITIOUAIOMM NaKyBaHHA/MapPKyBaHHs) Ta MPOBEAEHO KOHTPOSTb T/ AKOCTI Ha
BULLe3a3HaveHil ginbHuU Y NoBHIA BiANOBIAHOCTI 3 BUMoramu GMP, BCTaHOBNEHNMU MiCLIEBUM
PErynsTopHUM OpraHom, a TakoX BianosifHo [o cneuudikaLiin Ao Toprosii niueHsii kpaiHu-imnopTepa.
MPOTOKONM BUPOBHWLTBA, MakyBaHHA Ta aHarisis Oysio NepernsHyTo Ta BCTAHOBNEHO BignosigHIcTL
GMP,

The results of the analyses correspond with the demands of the Method of Quality Control (MQC).
Please see the attached certificate of quality.

Pesynbtary aHanisis signoeifaloTb BUMOTam MeToLis KOHTPOrIO AKOCTI. NpoxXaHHs nepernsHy Ty
aoparuit cepTudikar sikocTi. , >

Date/ ata: 07.08.2023 Tampere/ Tamnepe
Signature: [, S Corporate seal
Mignue: Mevarka gipmun:

Leena Honk

Qualified Persofro nen

Santen Oy

Minna Lintusalo
Mita Nivrycano

Tarja Tuovinen
Tap’s Tyosiner

Jaana Lahteenmaki
faaba SinxreeHmani

Pertti Tormanen
fleprri Toopmanen

lessica lumberg
Eccssna iymbepr

Minna J&rvinen
Minna Apsined

Eija Vartiainen
Eitn Bapruaiin

Qualified person
QA Director
[uperrop pigainy
HOHTPOIO ARDCT

Leena Honkonen
Nira XoHronen
Qualified Person
QA Pharmacist
Kaanidinonana
ncoba
Dapmanest
BHAAINY KOHTPOMO
anocTi

Qualified Person

QA Pharmacist
Keasidinosana ocoba
GapmatiesT pigainy
KOHTPO/UO RHACTE

Qualified Person

QA Manager
Kaanibikooana ocoba
Meregmep sigainy
HOHTPO/IIO RROCT]

Qualified Person

QA Pharmacist
Keasidikosana ocoba
dapmaesT signiny
KOHTROAIO ﬂHOCTi

Qualified Person

QA Phatmacist
Keanidiroaana ocofia
DapmayesTt signiny
ROHTPOANID RKOCTI

Qualified Person

QA Pharmacist
Keanidinonana ocoba
dapmauest siauiny
HOHTPOMO AKOCT

Qualified Persan

QA Pharmacist
Kuanidikosara ocoba
Ddapmallent sianiny
KOHTPOAIO ARGCTE



CERTIFICATE QF ANALYSIS Page 1/2

CEPTUMIKAT AHARIZY Cropitka 1/2

Product FOTIL® FORTE EYE DROPS 5 ML

Mpenapar SOTNN® GOPTE KPAMJI OUHI 5 mr/mn

Product code 31172

Koa npenapaty 31172

Batch No. 2160293

Homep cepil 2160293

Date of manufacturing 04/2023

Hara supobruyrsa 04/2023

Date of Analysis 04/2023

[ara aHaniay 04/2023

Date of Expiry 04/20286

MpnaaTHwii go: 04/2026
Test Requirements Restuits Units
Ioxaszruk Bumory Peayneraru OnuHudi
Appearance Clear, colourless solution Complies -
Onuc Tposopuit, BeabapsHuit poauus Bignosigae
Identification /HPLC/ Positive Positive .
InexTudikauia/BEPX/! MNoautusHa MoanTuska
Timolol maleate
Tumonony manear
Identification /HPLC/ Posltive Positive -
laeurucbikauia/BEPX/ Mosutvsia NospTuexa
Pilocarpine hydrochloride
Ninokapnity rigpaxnopun
Identification/HPLC Positive Positive -
InedTudikauin/BEPX MoanTusHa [oauTusHa
Benzalkonium chloride
BeHsankoxiio Xnopua
Dispensable volume 2 100 108 %
O6'em, LU0 BUTHTYETLCH 2100 108 %
pH 4,855 5.3 -
Osmolality 380 ~ 480 407 mOsm/kg
OCMOnRNLHICTD 380 ~ 480 407 mMOcMikr
Mechanical impurities Not detectable Not detectable -
MexaHivki foMilLku He susBARIOTLCA He BUSBRAKTLCS
Assay/HPLC/ Timolol maleate 6.60-7.18 6.82 mg/mi
Kinskicse suanaveHHa/BERPX/ 6.50-7.18 6.82 mr/mn
Tumonony manear
Assay/HPLC/ Responding timolol | 4.75 - 5.26 4,99 mg/mi
Kinbkicre suaHaverns/BEPX/ 4.75-56.25 4.99 Mmrimn
Tumonory Manear 8
nepepaxyHKy Ha TUMOTION
Assay/HPLC/ Pilocarpine 39.9 - 44.1 41.97 mg/ml
hydrochloride
KinibkicHe BusHaqerHa/BEPX/ 39.9 - 44.1 41.97 MriNvN
Ninoxapniny rANEXNOPUA
Assay/HPLC/ Benzalkonium 0,098~ 0,11 0,10 mg/mi
chloride
Kinbxictie BuaHadeHHa/BEPX/ 0,09 0,11 0,10 MTIMN
BeHaankoKito xnopuy
Related subsiances/HPLC/ Tolals 0,5 % £0.06 %
Timolol maleate Each< 0,2% £0.05 %
CynyTHi fOMILLKWBEPX/ Cyma gomiwok = 0,5 % <0.05 %
Tumoriony mManeat KoxHoi 5 0,2 % %005 %
Related substances/HPLC/ <3.0% 0.10 %
Pitocarpln hydrochloride 0.10 .
CynyTHi AOMILKWBEPX/ £3.0% %
TMinokapniny rinpoxnopva
Sterility/PhEur Sterile Sterile -
CrepuntHicTb/Eap. Papm Crepunbhnit CrepunibHuni

BLOQ = Below Limit of Quantitation
BLOQ = HIKHA MEXA KINLKICHOIO BU3HAUYEHHA
ND = Not Delecled



CERTIFICATE OF ANALYSIS Page 2/2

CEPTU®IKAT AHATIZY Cropinka 2/2
Product FOTIL® FORTE EYE DROPS 5 ML
Tpenapat GOTUN® GOPTE HPATII OYHI 5 mr/mn
Product code 31172
Kon npenapaty 3172
Batch No. 2160293
Howep cepi 2160293
Date of manufacturing 04/2023
flara BupoBrutrea 04/2023
Date of Analysis 04/2023
Nara ananisy 04/2023
Date of Expiry 04/2026
NpynaTHui ao: 04/2026

HB = He BUABNAETLCA
RRT = Relative Retention Time
BYY = BigHOCHWI Yac yTpuMyBaHHs

Certification statement:
| hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site{s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.
3ansa npo ceprudikayito:
Lim A 3aCBiauyio, WO HaBeaeHa Bulle iHGopmalia € LOCTOBIPHOIO Ta TouHO. Lo ceplio npogykuii byno
BUPOG/IEHO (BK/MIOYAIOUM NAKYBAHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPO/L 1T AKOCTI Ha BULLE3A3HAYEHIN
JinbRUL y NOBHIN BignosigHocT 3 Bumoramit GMP, BCTAHOB/IEHUMM MICUEBUM DETY/IATOPHYMM OPFaHOM, 3 TakoX
gianosigHo n0 cneuvdikaliil fo Toprosiit niueHsil kpaiHn-imnoprepa. MpoToKoAM BMPOOHULITBE, NaKyBaHHA Ta
aHanisis 6y/10 NEPETNAHYTO Ta BCTAHOB/IEHO BIANOBIAHICTL GMP.

Santen Oy, TAMPERE

«Canren AT» {Santen Oy), TAMNEPE
07.08.2023

Jlina Xoxkonen (Leena Honkonen)
Qualified Person, QA Pharmacist
Ksanichikopana ocoBa, Gapmauest BIAAINY KOHTPOMIO AKOCT]



