EXCELVISION

CERTIFICATE OF RELEASE
CERTIFICAT DE LIBERATION
1, [Name of the product MONOPROST 50 pg/mi 30 X 0.2ml SV FR THEA
Nom du produit
2, |Importing country France
Pays dimportation
3, |Marketing Authorisation Number 34009 267 3826 6
N* d"AMM
4, |Strength / Potency Latanoprost 50pg/ml
| |Dosage
5, |Dosage form |Eyedrops
Forme
6, |Package size 30 X 0.2mL
Taille de conditionnement
7, |Package type Transparent Single Dose Unit
Type de conditionnement
8, |Batch number 2R11
| Numéro de lot
Part [+
Part
Packing order number OFPR0O3887T4
N* d"Ordre de Fabrication (OF)
9, |Manufacturing date 20/04/2022
Date de fabrication
10, | Expiry date 04/2024
Date de péremption &
11, | Number of units 117 264
Quanlité
12, | Serialized batch Yes
Lot sénalisé o No
13, | Manufactured and controlled by |EXCELVISION
Fabriqué et controlé par 27, rue de la Lombardiére
07100 ANNONAY France
14, |Packed at Excelvision, 27 rue de la Lombardiére, 07100 Annonay
Conditionné & o Servipac, 13 Cours Offenbach, 26000 Valence
15, | Number of manufacturing authorisation Excelvision:
N* de l'autorisation d'exploitation de production M 18/068
06/04/2018
Servipac:
2022 050_1_4
18/02/2022
16, | GMP certificate number Excelvision:
Cenificat GMP 2021MPF/FR/054
25/03/2021
Servipac:
2019/MHPF/FR/229_NA
2022-03-15
17, | Analysis results See atlached CoA
Résultats d'analyse Voir le certificat ci-joint
18, | During manufacture and testing, there were ¥ No critical deviation
Durant la fabrication et le contrble, il y a eu Pas d'anomalie critique
o See atlached report n*
Voir, ci-joint, le rapport n*

Certification statement :

| hereby certify that the above information is authentic and accurate. The Active Pharmaceutical Ingredient has been manufactured in full compliance with
the GMP. This batch of product has been manufactured, including packaging/fabeling 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 Auth ion of the importing country or prod
specification fie for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Certification :

Je soussigné, certifie que les informations fournies ci-dessus sont authentiques et exactes. Le principe actif a été fabriqué selon les Bonnes Pratigues de
Fab tion. Ce lot de produit a éié fabriqué (production, conditionnemenl/étiquage el contrdle qualité) selon les Bonnes Pratiques de Fabrication de
l'autornité réglementaire et selon les spécifications de 'AMM du pays importateur ou selon le document IMPD pour les médicaments expénmentaux. La
documentation relative 4 la fabrication du lot, au conditionnement el aux résultats d"analyses a élé revue el est conforme aux Bonnes Pratiques de
Fabrication.

e LABORATOIRES
®©Théa

Autorisation pour expédition par
I’ Assurance Qualité
Authorization for shipment by
Quality Assurance

Date : 03-Jun-2022

By : Annie CARDOEN

Date:

Vincent Dorbes
Product Quality Assurance Pharmacist
on behalf and by delegation of the Quall

Siége social: 27, rue de la Lombardiére - Z.1. la Lombardiére -CS B0131-07104 ANNONAY Cedex
Tel.: + 33 (0)475 324 040 - Fax: +33 (0)475 677 198 - SAS. au capital ds 30 000 000 Euros - 335 520 584 ACS Aubenas - N* TVA: FR 82 335 820 684
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Jlozomun ExcensizioH

A002494200
Kog npoaykry:

CEPIA Ne :

[arta BupobHuuTBa :

NepeKs
CEPTU®IKAT AHANI3Y

MOHOIIPOCT
50 mka/mn 30 x 0,2 mn

2345U30NV

2R11
20/04/2022

[ara 3akiH4eHHA cTpoky npuaaTHocTi : 04/2024

Homep cepii Jlamarnonpocma suxkopucmaHuli 0ns eupobHuymea : 128572

3,2,P,5,1-T2345 50 mxkr/mn kpanni o4Hi, pos4uH, (03/03/2021), CMC-DP-0010 sepcisa 08

] CrIEUN®IKALIA ] PE3YIIBTATH
3azanbHi enacmuesocmi
Onuc OnanecyeHmHul po34UuH, Bignosigae
npakmuyHo ginbHUll 8id Yacmok
OnanecuyeHyis = emarnoHHa cycneHais Il Bignosigae
Konsoposicmb < emasoHHuUl po3yuH Y6 Bianosinae
pH 6.9-75 7.1
OcmonsansHicme 250 - 310 mocMonb/Kr 272 MocMOonb/Kr
B'askictb 7 -15mMa-c 12 mMNa-c
O6’em, wo sumsazaemscs 20,20 mn 0,23 mn
CmepuneHicme CmepunbHul CrepunbHuin
IdeHmucdpikayisn
JTlamaHonpocm (BEPX/HPLC) Xpomamozpama rnodibHa Bionoeigae
xpomamoepami cmaHdapmy
Jlamaxonpocm (TIUX/TLC) lnsma nodibHa nnsmi cmaHOapmy Bignosigae
HAunampiro edemam (BEPX/HPLC) Xpomamozpama rnodibHa Bignosinae
xpomamozpami cmaHdapmy
KinbkicHe eu3Ha4yeHHs
JlamaHonpocm 0.00475 — 0.00525 /100 mn 0,00499 r/100 mn
LHurampio eGemam 0.0475 - 0,0525 r/100 mn 0,0497 r/100 mn
Homiwku
Kucnoma namaHonpocmy <05% <0,1%
Bydb-sika HeecmaHoeneHa OoMmilika <05% <0,5 %
Cyma domiok £1.0% <0,1 %
BMCHOBOK /
Cepis BunyLLeHa y BiANOBIAHOCTI 27 TpaBHs}/.
Inipnuc/
BencaH [Jop6 %

dapmaLesT i3 3a6e3neyeHHs AKoCTi NPOAYKLi =
Bia imeHi Ta 3a gopyyeHHsM KeanidikosaHoi ocobu



Jlozomun Excenseizion

CEPTU®IKAT BUNYCKY

—

Hasea npoaykry

MOHOMPOCT 50 mkr/mn 30x0,2 mn SV FR THEA

2 | KpaiHa imnopTy PpaHuin
3 | Homep peecrtpauiiHoro 34009 267 3826 6
NocBiAYeHHsA
4 | Oosa INaranonpoct 50 mMkr/mn
5 | Nikapcbka chopma OvyHi kpanni
6 | Ynakoeka 30x0,2mn
7 | Tvn ynakosku Mposopuin OaHogo3osuin KoHTeHep
8 | Homep cepii 2R11
YactuHa C
Homep samoBneHHs Ha ynakosky | OFPR038874
9 | fata BupoGHuuTBa 20/04/2022
10 | Tepmin npuagaTHocTi 04/2024
11 | KinskicTe oguHuubL 117 264
12 | Cepianizauis mTaK
o Hi
13 | BupobneHo Ta nig KoHTponem EKCENBI3IOH
27, syn. ge na llombapasep
07100 AHHOHE ®paHuin

14 | YnakosaHo

m EKCENBI3IOH, 27 syn. ge na llom6apasep, 07100, AHHOHE
oCepginak, 13 Kyp Oddenbax, 26000, BanaHc

15 | Homep niueH3ii BupoBHUKa

EKCENBI3IOH:

M18/068

06.04.2018

CepgBinak :

2022_050_1_4 18.02.2022

16 | CepTudpikat HBI

EKCENBI3IOH:
2021/HPF/FR/054

25.03.2021

Cepeinak :
2019/HPF/FR/229_NA 15.03.2022

17 | PeaynbTaTtu aHaniay

Aus. nopaHuin CepTtudpikat aHanisy

18 | Nig yac suroToBneHHs Ta
BunpobysaHb

= HEMae KPUTUYHUX BiaXuneHb
O AMB. A0OaHWA 3BIT

3anBa npo cepTudgikauito:

Lium 51 nigTeepaxyio, WO BULLEBKa3aHa iIHPOPMALLIA € AOCTOBIPHOK | TOYHOKW. AKTUBHA Ailoya peyosuHa Byna
supobneHa y noeHii signosiaHocTi go HBM (GMP). [laHa cepis nikapcekoro 3acoby 6yna supobneHa
(BKNKOYaK4M YNaKoBKY / MapKyBaHHS) | NPOMLLNA KOHTPONb AKOCTI Ha 3a3Ha4eHi BUpoGHUYMIA AinbHALI, B
noBHiW BignosigHocTi 3 Bumoramu HBIM (GMP) BctaHoBneHuMun micuesum Perynatopium OpraHom i arigHo
Cneuudikauii PeecTpauiiHUX AOKYMEHTIB, 3aTBEpAKEHMX B KpaiHi Ana A0CNIMKYBaHOro NikapcbKoro sacoby.
MpoTokonu BUpOGHUUTBA, NaKyBaHHA Ta aHanisis 6yno nepesipeHo Ta BcTaHosneHo eianosigHicts HBM (GMP).

Jlozomun JlaGopamyap Tea

[o3Bin Ha BiaBaHTaXeHHsA Bi
KOHTpPOMO AKOCTI

[ara : 03 YepeHa 2022
Big : AHHi KAPOQOH

Date / flaTa:

fata: 27 tpasha 2022




EXCELVISION

CERTIFICATE OF ANALYSIS

MONOPROST 50 pg/ml 30 X 0.2ml SV FR THEA

A002494200
Product code : 2345U30NV
BATCH N° : 2R11
Manufacturing date : 20/04/2022
Expiry date : 04/2024
Batch number of Latanoprost used for manufacture: 128572
3,2,P,5,1 - T2345, 50ug/mi, Eye amps, solution (03/03/2021), CMC-DP-0010 version 08

SPECIFICATIONS RESULTS
General characters
Appearance Opalescent solution,

practically free from particles Complies

Opalescence 2 ref. sup. lll Complies
Colour = ref. sol. Y6 Complies
pH 69t 7.5 T
Osmolality 250 to 310 mosmol/kg 272 mosmol/kg
Viscosity 7 to 15 mPa.s 12 mPas
Deliverable volume 20.20 mL 0,23 mL
Sterility Sterile Sterile
Identifications :
Latanoprost (HPLC ) Chromatogram similar to that of standard Complies
Latanoprost (TLC) Spot similar to that of standard Complies
Disodium edetate (HPLC) Chromatogram similar to that of standard Complies
Assay
Latanoprost 0.00475 to 0.00525 g/100mL 0,00499 g/100 mL
Disodium edetate 0.0475 to 0.0525 g/100mL 0,0497 g/100mL
Impurities
Latanoprost acid =05% <0,1%
Any unspecified impurity <05% <0,5%
Total impurities <1.0% <0,1%

CONCLUSION

In conformity on: 2 7 MAI 2022

Siége social: 27, rue de la Lombardiére - Z.1. la Lombardiére-CS 80131 -07104 ANNONAY Cedex
Tel.: + 33 (0)475 324 040 - Fax: +33 (0)475 677 198 - 5A5. au capital de 30 000 000 Euros * 335 820 684 RCS Aubenas - N* TVA: FR 82 335 B20 684 FARE V A




JIEPKJIKCIIYKBA
JNEPYKABHA CJOYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
V THIITPOIIETPOBCHKIN OBJIACTI

JTuinpo, mn.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
Npo siKicTh BBE3€HOI'0 B YKpaiHy JiKapchKOro 3acody

01.08.2022 Ne 29678/22/04

MOHOITPOCT®(Monoprost®)

(naiimentyBanis Alkapeekoro 3acoby 3rino 3 peccrpaliiiiumM NOCBIAMCHHAM)
Kpaiui 04ni, po3unt, 50 Mrr/mi, o 0,2 MJ1 B 0{HO1030BOMY KOHTelHepi; o 5 0/THOJ030BHX
KoHTCHHEpIB, 3" ¢HAHUX Mixk ¢06010 Y cTpiuky (cTpui), y came; 0o 6 came y KapTOHHIH
Kopoomi

((hopma BUNYCKY, A03YBAHHA, BHIL NMAKYBaHHs Nikapcekoro 3acody)
Howmep peectpauiiinoro noceinuenns UA/16308/01/01 crpox nii peectpaniitnoro nocsinuenns 20.09.2022
Cepisa nikapcbkoro 3acoby Ne 2R11 Kinbkicts BBE3€HOTO NiKapchkoro 3acoby 3456

BupodHuk EKCEJIBI3IOH, (DpaHu,iﬁ

(HaiiMeHYBaHHS BUPOOHHEKA JIIKAPCLKOTD 3aC0DY, KpaiHa NOXOUKEHHH)

Baeseno B Ykpainy Tosapucrso 3 oomexenoo BianosinaasuicTio "Benra JIT/I", inenr.
xon: 21947206

(naitmenyBanns Ta ko 3a €JIPIIOY opuamuunoi ocobn aGo npissuuie, im's, 1o 6arbKosi dhizuunoi
0CO0M - miANpHEMIL, 1 Miclie IPOKMBAHHA Ta peccTpauiiinmit HoMep 00AiKOBOT KAPTKH MNIaTHHKA
noaatkie abo cepis Ta HOMeEp nacnopra)

Iporoxon eisyaneroro koutposio sia 01.08.2022 Ne 07-01/1398/1.

3a pesyabTATaMM JEPKABHOIO KOHTPONI BCTAHOBNIGHO, 110 Jikapchkuit 3acid  sseseno B Ykpainy 3
JAOTPHMAHHSIIM BUMOI 3aKOHOLABCTBA W00 3a0€3MeUeHHA AKOCTI JIIKapChKHUX 3ac00iB.

[Oniss OBUAPEHKO

Buwnaxosa Kapina +38(066)345-41-71
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