OJEPXABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii CeitnuuHoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JPTIOY 37079055

BHUCHOBOK
npo sIKiCTh BBe3eHOro B YKpainy JikapcbKoro 3zaco0y

18.12.2023 Ne 65273/23/26

ECHUTAJIOITIPAM-BICTA

(HaiMeHyBaHHS fikapcbkoro 3aco0y 3rilHO 3 peccTpauifiHUM MOCBINYEHHAM)
TabJIeTKH, 1[0 IUCIEPryI0THLCH B PoToBiil mopoxHuui mo 10 mr, no 14 Tabaerok B OaicTepi, no
2 GaicTepH Y KapTOHHIi# KopoOui

(dopma BHMyCKy, AO3YBaHHA, B MaKyBaHHA NiKapcekoro 3acoby)
Homep peectpauiiitoro nocsimuenns UA/19760/01/02 crpox aif peecrpauiiitoro nocsinuenns (04.02.2028
Cepis nikapcekoro 3aco6y Ne 233162 KinbkicTh BBE3€HOr0 Nikapchkoro 3acody 5220

BupoGHHK Ioxenedapm, C. A., I'peuis

(HafimeHyBanHs BupoBHHKa fikapcekoro 3acoby, kpaiHa NoX0oAKeEHHA)

Bee3eHo B Y kpaiHy TOBAPUCTBO 3 OBMEXXEHOIO BIAIMOBIIAJIBHICTHO
"BYCT ®APMA'", inenT. kon: 44107410

(HaimenyBanns Ta koa 3a CAPINOY opuanunoi ocobu abo npiseuule, im's, no 6arekosi disuunol
0CoOH - nianpuemus, it MicUe NPoKHBaHHA Ta peecTpalifHKid HoMep 00.1iKOBOT KAapTKH NJaTHHKA
nojaatkis a6o cepif Ta HOMEP NacnopTa)

MpoTtokosn sisyanbHoro koutposso ein 18.12.2023 Ne 4007/28.

3a pesynbTaTaMM OEpXKABHOrO KOHTPOJNIO BCTAHOBJIEHO, WO Jikapcbkuii 3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHAM “BHMOT 3aKOHOJABCTRA 11010 3abe3neyeHHs SKOCTi Jlikapc 3aco0iB.
s/ Toa .1 \ o =\\
Hauansaux |} gl e Muxkona XOJIOOEHKO
iz ol 4yl ool :
hcpxgﬁsuom KOHTPOMIO) (mianuc) (iniuianu Ta npizyie)

=t ¥ =
(nocanosa\ocoGa apraHy

\ \ . / /

2, . 3

%, N MR
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CEPTU®IKAT BIANOBIAHOCTI CEPIT
(NiaTEepaxeHHA BignoeigHo Ao 4MHHoro foaatky 16 EC GMP-Guide)

Hassa npoaykry: ECULMTANONPAM - BICTA

Cuna gii/ AkTMBHicTb: 10 mr / Ecuntanonpam

Homep cepii: 233162 Homep cepii Bulk: 232791
TepmiH npuaatHocTi: 09/2026

BupobHuua iHcTpyKuia (kog/ sepcia ): MI-C-1043/ sepcia : 14
KpaiHa-imnopTep: YKPATHA

3aranbHa KiNbKicTb BUNYLLEHUX 0aUHKLL: 5220 ynak.

NikapcbKa dopma: TABNETKM, LLO AUCNEPTYHOTLCA B POTOBIA MOPOMHUHI
Koa npogykTy: 02-ESMSOD0010UAD28

Po3mip / Tun ynakosxku: YNAKOBKA Ne 28 B/IICTEPIB 2 X 24

[Nata surotoenenna: 09/2023

MakysanbHa iHcTpyKUia (Kog/ sepcia ): MI-C-2604/Bepcia:01

Ne PIM: UA/19760/01/02 (04.02.2023)

KinbKicTb 30epexeHnx 3pasKie: 6 YNakoBOK

IHpopmauisa npo API:
Homep cepii GSA : 22120231
Hazea: YHEU3AH XYAXAN OAPMALIEBTUYHA KOMMAHIA NTA

Homep cepii nocTavyanbHMKa: 5689-22-007M
Anpeca: KXYHKAO, JIIHXAM, YKEL3AH, 317024 KUTAI

IHpopmaLis Npo BUPOBHUYMIA MaiaaHYMK:
Hasea: [xeHedapm, C. A.
Homep niuensii: 0000000073/23/1

Appeca: 18 km MapadoH AseHto, Mannixi ATTiki, 15351, Mpeuja
Ceptudikat GMP Ne: 115156/5-12-2022

Im'A Ta Nocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO
3aCTOCOBHO

H. TPABOC
HayanbHWK Bigainy KOHTPONK AKOCTI, YNoBHOBaMeHa ocoba

IHdopmaLia Npo caiiT yNnaKoBKu:
Hasea: [eHedapm, C. A.
Homep niuensii: 0000000073/23/1

Appeca: 18 km MapadoH Asento, Mannixi ATTiki, 15351, Mpeuja
Ceptudikat GMP Ne: 115156/5-12-2022

Im'A Ta Nocaaa ocobu, AKa YNOBHOBAMYE BUMYCK cepil, AKLLO
3aCcTOCOBaHO

H. TPABOC
HayanbHWK Bigainy KOHTPOMK AKOCTI, YNoBHOBaMeHa ocoba

IHpopmaLisa Npo caifT TecTyBaHHA:
Hazea: [xeHedapm, C. A.
Homep niuensii: 0000000073/23/1

Apnpeca: 18 km MapadoH AseHto, NMannixi ATTiki, 15351, Mpeuja
Ceptudikat GMP Ne: 115156/5-12-2022

Im'A Ta Nnocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO
3aCTOCOBaHO

H. TPABOC
HavanbHWK Biadiny KOHTPOAK AKOCTI, YNoBHOBaMeHa ocoba

AocnipreHHA BigXuneHsb cepii:

Homepa sigxuneHs BupiweHo

Tak O Hi O H/A X
3miHa KoOHTpoA Homep(u):
BnpoBaaeHHA KOHTPOAK 3MiH is Liiel cepii (nepwa cepis, Tax O Hi D H/A X

Ha AKY BNAWHYW 3MIHK)

KomeHTapi: Kog, Komicii (aKwo noTpibHo Ta BigpisHAETbCA Big Koay ToBapy): H/A (He sacTocosyeTbes)

Lium 3aceipgyyio X nigreepgxyto O wo HaBegeHa Bulle iHhopmaLis € AOCTOBIpHOIO Ta TOYHO. Bule3asHadeHa cepis npoaykTy
byna BWIOTOBNEHa, BKIOYMAKOYW MaKyBaHHA/MApKyBaHHSA Ta KOHTPOMb SKOCTIi Ha BUWe3a3HauveHil AinsHui(kax) y NoBHIRA
BignogigHocTi oo BuMor GMP €C Ta micueBoro perynsTopHoro opraHy, YMHHOI TexHi4Hoi yrogn mik KoHTpakTogaeuem/BrnacHukom
3i cneyundikauismm B peecTpauiiHOMy OOCbE Ha MPOAYKT, HagaHOMY
BignoeigHomy Bnachuky PeectpauiiHoro MNMoceigverHs (BPIM) Kontpaktogaeuem (K1), 3aTBepmxeHoMy perynsaTOpHUMK OpraHamm
Ha TepuTopii, abo chainu cneuudikauii NnpoAyKTy ANS AocnipKyBRaHUX Nikapcekux 3acobie. 3anvcu npo obpobky cepiii, NakyBaHHA

peecTpauifiHoro noceigyeHHs Ta [bxeHedpapm C. A. i

Ta aHani3 Oynm nepernaHyTi Ta BU3HaHI TakMmMu, Wo BignoeigaoTe GMP €C. Towmy,

O Cepia BunyLleHa Ans BignpaBku
Cepis cepTucpikoBaHa Ana BUNYCKY B npofax

Bepy4u Ao yBearu, LWo:

- BPI /K[ Hece BignoBigankeHicTe 32 TPaHCMOPTYBaHHSA NPOAYKTY TakUM YMHOM, Wob Lie He BNNMHYNO HeraTMBHO Ha oro

AKiCTb | cyBOpoO Bignoeigano iHcTpykuism GDP.

- BPI1/ KO Hece BignoeiganbHICTE 32 3aBaHTaXKEHHS JaHWMX NPO YMNaKoBKY NpoAyKTy B €BponeicbkWidi LeHTp OO TOoro, SiK
nikapcekuiA 3acib byne nepemilleHo Ha TOBapHWIA 3anac (y BUNaAKy Nikapcbkoro 3acoby, rapmMoHi30BaHOro 3 perfnameHToMm

2016/161).

YnosHoBaxeHa ocoba:

Hikonac NpaBoc, MaricTp ximik

Dara: 29/11/2023 Mignwc: [Tidnuc

KepiBHuk Bigginy cucrem sikocTi, YO

Zuvnppévo No. 01
LP QA 008 / ExSoan No 12

GENEPHARM 5.A.

18" Km. Marathon Ave

153 51 Pallini

Greece

Tel: (+30.210) 60.39.336

Fax: (+30.210) 60.39.402
E-mail: info@genepharm.com
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Homep cepii: 233162

NMPOAYKT: ECLUTANONPAM - BICTA 10 mr TLLAPM YMAK Ne 28

KinbKictb: 5220 ynak

[ata Bupo6Huurea : 09/2023

Bupo6Huua iHCcTpyKuia (kog/ Bepcia ): MI-C-1043/ sepcis : 14

Bupo6Huumii maiganumk: IxkeHedapm, C. A.

Caint TectyBaHHA KA: MykeHedapm, C. A.

CaiT ynakosku: [xxeHedapm, C. A.
Cneuudikauia Ne: PCR-0067

Homep cepii Bulk: 232791

Tepmin npugartHocTi: 09/2026
[ara nakyBaHHA: 16/11/2023

MocunaHHAa fok.: PRI 01042

MNaKyeBanbHa iHCTpYKUiA (Koa/ Bepcia ): MI-C-2604/Bepcia:01

CEPTU®DIKAT AHANI3Y
TECTHU METOOU CNEUUIKALIA PE3YNbTATHU
Onwuc TM 1812 | Kpyrni, nnocki Tabnetkmn binoro abo maibke 6inoro | Bignoeigae
KOMbOPY 3i CKOLIEHWMW KpasiMi Ta TpaBilOBaHHSAM
«10» Ha ogHomy Boui

HiameTp TM 1813 |9,0£0,2 mm 9,1 Mm

lneHTudikaLis T™M 1816

Yo BignogigHicTe cnekTpy ctangapTty Bignosigae
BEPX BignoeigHicTe cTaHaapTy Bignosigae
BwmicT Bogn TM 1814 | < 6% m/m 4.4%

CepenHsa maca TM1815 | 220 wmr £+ 4% 221 mr
PosnapgaHHa TM 1817 | <90 cek 31 cek
Po34mHeHHs TM 1819 | Q=80% 3a 15 xe 93,1%
OpHopigHicTe 0030BaHMX OAWHULb TM 1821 | Bignoeigae €sp. ®apm. 2.9.40 ogHopigHicTio amicty | AV.=22

BmicT TM 1820 | 95,0-105,0% 100,1%

CynyTHi JOMiLLKu ™ 1822

Lutanonpamy cynyTHSA gomiwika A <0,5% 0,03%

Liutanonpamy cynyTHs gomiwka B <0,5% 0,05%

Lutanonpamy cynyTHsa gomiwka C <0,5% 0,13%

Lutanonpamy cynyTHsa gomiwka H <0,5% 0,03%

Bygb-sKi iHLWI gomiLKy <0,2% 0,02%

Cyma gomiLlok <2,0% 0,3%

Mikpo6ionoriuHa u1cToTa ™ 18223

TAMC < 10° KYOIr He BukoHyBaBcs

TYMC < 10 KYOIr He BukoHyBaBcs

Escherichia coli BigocyTHictb y 11 He BukoHyBaecsa
Lum s 3aceigyylo, Wo HaBegeHa Bulle iHpopmalis € gocToBipHOl Ta TovHow. LA cepis npogykty Byna BUrotoBneHa,
BKJTIOYA0YM MaKyBaHHSA Ta KOHTPOMNb SKOCTI Ha BMLLEe3a3Ha4YeHUX AiNsHKax, y noBHii BignoeigHocTi go eumor GMP €C Ta
MIiCLIeBOro peryrnsaTopHOro opraHy, a TakoX Ao chneuwdpikaui, HaBegeHux y PeecTpauiiiHoMmy MoOcBigYeHHI NpoaykTy Ans
nikapcekoro 3acoby. 3anucu cepiitHoi 0bpobku, nakyBaHHA Ta aHanisy, Akwo ue 6yno 3actocoBHo, Bynu nepernsaHyTi Ta
BM3HaHI Takumu, wo eignoesigarote GMP. bygb-fki BioxwuneHHs Bynu ouiHeHi BiONOBIOHO OO0 BCTAHOBMEHUX BHYTPILLUHIX
npoueayp 3abe3ne4eHHs SKOCTI.

OATA: 3ATBEPOXEHO (MeHepkep 3 KoHTponk AKkocTi (KA) abo KepiBHuk Bipainy KA):

29/11/2023
Hikonac NpaBoc, MaricTp Ximik
KepiBHUK Bigainy cuctem skocTi, YO A14MAC/

Cropinka 1 3 1

GENEPHARM S.A.

18" Km. Marathon Ave

153 51 Pallini

Greace

Tel.: (+30.210) 60.39.336
Fax: (+30.210) 60,39.402
E-mail: info@aenepharm.com
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BATCH CERTIFICATE OF COMPLIANCE

{Confirmation according to current Annex 16 EU GMP-Guide)

Product Name: ESCITALOPRAM - VISTA

Dosage Form: ORODISPERSIBLE TABLETS

Strength / Potency: 10MG / Escitalopram

Batch No.: 233162 Bulk Lot No.: 232791
Expiration Date: 0972026

Mfq. Instructions (Code/Vers.): MI-C-1043/Vers.: 14
Importing Country: UKRAINE

Total Units Released: 5220 boxes

Product Code: 02-ESMSOD0O010UAC28

Pack Size / Type: BT x 28 BL 2X24

Manufacturing Date: 09/2023

Pack. Instructions (Code/Vers.): MI-C-2604/Vers.:01
MA No.: UA/19760/01/02 (04/02/2023)

No. of Retained Samples: 6 boxes

APl info:
GSA Lot No.: 22120231

Name: ZHEJIANG HUAHAI PHARMACEUTICAL CO., LTD.

Supplier's Lot No: 5689-22-007M
Address: XUNQIAQ, LINHAI, ZHEJIANG, 317024 CHINA

Manufacturing Site Info:
Name: GENEPHARM S.A.

Address: 18 km Marathon Avenue

release, if applicable

15351 Pallini, Greece
Autharization No.: 0000000073/23/1 GMP Certificate No.: 115156/5-12-2022
Name and position/title of person authorizing the batch N. GRAVOS

Head of Quality Control, Qualified Person

Packaging Site Info:
Name: GENEPHARM S.A,

Authorization No.: 0000000073/23/1

Address: 18 km Marathon Avenue
15351 Pallini, Greece
GMP Certificate No.: 115156/5-12-2022

Name and position/title of person authorizing the batch
release, if applicable

N. GRAVOS
Head of Quality Control, Qualified Person

Testing Site Info:
Name: GENEPHARM S.A.

Authorization No.: 0000000073/23/1

Address: 18 km Marathon Avenue
15351 Pallini, Greece
GMP Certificate No.: 115156/5-12-2022

Name and position/title of person authorizing the batch
release, if applicable

N. GRAVOS
Head of Quality Control, Qualified Person

Batch Deviation Investigations:

impacted by the change)

Deviation Numbers Resolved

Yes [] No [] N/A[X]
Change Control No(s):
Implementation of a change control from this batch (first batch Yes [] No [] N/A 4

Comments: Commission Code (if required & different from Product Code): N/A

| hereby certify [X] confirm [] that the above information is authentic and accurate. The aforementioned 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 EU and the local Regulatory Authority, the valid Technica! Agreement between Contract Giver/ MAH
and Genepharm S.A. and with the specifications in the Marketing Authorization for the product granted to the corresponding
Marketing Authorization Holder (MAH)}/Contract Giver (CG), as approved by the Regulatory Authorities in the Territory or product
specification file for Investigational Medicinal products. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with EU GMP. As therefore,

[] The batch is Released for dispatch
BX] The batch is certified for Release for sale

taking into consideration that:

- MAH/CG is responsible for product transportation in a manner that does not adversely affect its quality and should be strictly as per
GDP guidelines.

- MAH/CG isresponsible to upload product-packaging data to the European Hub before the medicinal product is transferred to saleable
stock (in case of medicinal product harmonized with regulation 2016/161).

Qualified PersonsVikol ’ 211273
ualified Ferson:Y'80105 Gy . Date: e
HeﬂdOfQua”tyc 03, MS¢ chEmISI

ontrol, Qualifieq Person

Signature: f/\/,m

Tuvnpyévo No, 01 ?::Em:m ?'A. .
> m. Marathon Ave
LP QA 008 / Exdoon No 12 bt
Greece

Tel: (+30.210) 60.39.336
Fax: (+30.210) 60.39.402
E-mail: info@genepharm.com
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'PRODUCT : ESCITALOPRAM - VISTA 10MG ODT BT X 28

Quantity: 5220 boxes

Mfg Date : 09/2023

Mfg Instructions (Code/Vers.): MI-C-1043/Vers.: 14
Mfg Site : GENEPHARM S.A.

QC Testing Site : GENEPHARM S.A.

Pack. Site : GENEPHARM S.A.

Specification No.: PCR-0067

' Pack.Date: 16/11/2023
'_ Pack. Instructions (Code/Vers.): MI-C-2604/Vers.:01

Batch No.: 233162 i

Exp. Date ;: 09/2026

Ref. Doc.: PRI 01042

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION . RESULTS
| Appearance TTTM1812 " White to off - white round, flat tablets, with Complies
; beveled edges and engraved with “10” on one
Iﬁ ' | side |
| Diameter ™™ 1813 9.0£0.2mm 9.17mm
:Identification " TM 1816 | |
‘uv : Complies with the spectrum of the standard Complies
{ HPLC Complies with standard Complies
EWater content | T™M 1814 U <6% wiw 4.4% '
Average weight | TM 1815 ' 220mg 4% 221mg
Disintegration time [ TM 1817 | <90sec | 31sec
Dissolution | TM1819 | Q=80% at 15min 1 931%
Uniformity of dosage units ' T™M 1821 1 Complies with Ph. Eur. 2.9.40 by content ' AV=22"
uniformity 1
Assay | TM1820 | 95.0-105.0% | 100.1%
Eéiéted sub§f_ance§ T™ 1822 - I
Citalopram related compound A - | £0.5% I 0.03%
Citalopram related compound B | <0.5% 0.05%
Citalopram related compound C | <0.5% | 0.13%
Citalopram related compound H | £0.5% . 0.03%
Any other impurity ' <0.2% | 0.02%
Total impurities . <2.0% 1 03%
Microbiological Quality | TM 1823 | . _
TAMC : <10%cfu/g ' Mot Performed
TYMC  <10%cfulg ' Not Performed
Escherichia Coll |  Absenceinlg | NotPerformed
| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the EU and the local
Regulatory Authority and with the specifications in the Marketing Authorization or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and found to be in
compliance with GMP. Any deviations were assessed according to the internal established QA procedures.
DATE: APPROVED BY (QC Manager or QC Supervisor):
23
JAll e i _
St e Cheni
‘}Q’W’C trol, Qualified Person

GENEPHARM S5.A.

18" Km. Marathon Ave

153 51 Pallini

Greece

Tei.: (+30.210) 60.39.336
Fax: (+30.210) 60.39.402
E-mall; inffo@aenepharm,com

i
-
!
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PRODUCT : ESCITALOPRAM =VISTA 10MG ODT BT X 28

Batch No.: 240870

Quantity: 20040 boxes
Mfg Date : 0372024

Mg Instructions (Code/Vers.): MI-C-1043/Vers.: 14

| Exp.Date:03/2027
| Pack. Date : 19/04/2024

Mfg Site : GENEPHARMS.A.
QC Testing Site : GENEPHARM S.A.

Pack. Instructions (Code/Vers.): MI-C-2604/Vers.:01

Pack. Site : GENEPHARMSA.

Specificatton No.: PCR-0067

| Ref. Doc.: PRI 01042

CERTIFICATE OF ANALYSIS
TESTS METHODS SPECIFICATION RESULTS
Appearance ™ 1812 White to off — white round, flat tablets, with Complies
beveled edges and engraved with “10” on one
side
T e Y e
Identification T™ 1816
O T em—— Complist i e vt e stadani T
HPLC | | Complies withstandard Complies
Water content ™™ 1814 <6% w/w 4.1%
Average weight T™M 1815 220mg + 4% 221mg
Disintegration time T™ 1817 <90sec 1ésec
Dissolution  [TM1819 | Q=80% at 15min 934% 0000
Uniformity of dosage units T™ 1821 Complies with Ph. Eur. 2.9.40 by content AV=13
.......................... |_uniformity
Assay | TM 1820 1.95.0-105.0% 101.4%
Related substances T™ 1822 = I (e
Citalopram related compound A <0.5% 0.03%
Citalopram related compound B <0.5% 0.05%
T T R gy T -
Citalopram related compound H <05% @ lo0a%
ﬁhy other il'hpu rity _50_2%_ - - | 0.05%
Total impurities <2.0% 0.3%
Microbiological Quality TM 1823 A — T ——
TAMC <10%cfu/g Not Performed
TYMC <10%cfu/g Not Performed
Escherichia Coli Absence in 1g Not Performed

gr

oA o0

alified Persor

Nikolaos Gra 4 fhem
Head oFQuatity;t’r?{ ,Qu =

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the EU and the local
Regulatory Authority and with the specifications in the Marketing Authorization or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and found to be in

APPROVED BY (QC Manager or QC Supervisor):

GENEPHARM S.A.

18™ Km. Marathon Ave

153 51 Pallini

Greece

Tel: (+30.210) 60.39.336
Fax: (+30.210) 60.39.402
E-mail: info@aenepharm.com
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CEPTU®IKAT BIANOBIAHOCTI CEPIT
(NiaTEepaxeHHA BignoeigHo Ao 4MHHoro foaatky 16 EC GMP-Guide)

Hassa npoaykry: ECULMTANONPAM - BICTA

Cuna gii/ AkTMBHicTb: 10 mr / Ecuntanonpam

Homep cepii: 240870 Homep cepii Bulk: 240838
TepmiH npuaatHocTi: 03/2027

BupobHuua iHcTpyKuia (kog/ sepcia ): MI-C-1043/ sepcia : 14
KpaiHa-imnopTep: YKPATHA

3aranbHa KinbKicTb BUNYLLEHMX oW HKLL: 20040 ynak.

JlikapcbKa dopma: TABJETKM, LLIO JUCMEPTYIOTLCA B POTOBINA MOPOMHUHI

Koa npogykTy: 02-ESMSOD0010UAD28

Po3mip / Tun ynakosku: YNAKOBKA Ne 28 B/IICTEPIB 2 X 14
[Nata surotoenenna: 03/2024

MakysanbHa iHcTpyKUia (Kog/ sepcia ): MI-C-2604/Bepcia:01
Ne PIM: UA/19760/01/02 (04.02.2023)

KinbKicTb 30epexeHnx 3pasKie: 8 ynakoBoK

IHpopmauisa npo API:
Homep cepii GSA : 23070056

Hasea: HbIONEHA TABOPETOPI3 IMITEA,

Homep cepii noctavyanbHuKa: ESI0623029

Appeca: Ci. Ne: 347,473, 474,490/2, popora xpamy Bipabxaagpacsami,
BouTananni (V), lymmaiagana (M), paioH CaHarapegai

502 313, TenaHraHa, IHaiA

CEP Ne. : RO-CEP 2017-217-Pea. 02

IHpopmaLis Npo BUPOBHUYMIA MaiaaHYMK:
Hasea: xeHedapm, C. A.
Homep niuensii: 0000000073/23/1

Anpeca: 18 km MapadoH AseHto, Mannixi ATTiki, 15351, Mpeuja
Ceptudikat GMP Ne: 115156/5-12-2022

Im'A Ta Nocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO
3aCTOCOBHO

H. TPABOC
HauanbHWK Bigainy KOHTPOMK AKOCTI, YNoBHOBaMeHa ocoba

IHpopmaLia Npo caiiT ynaKoBKu:
Hasea: [xeHedapm, C. A.
Homep niuensii: 0000000073/23/1

Apnpeca: 18 km MapadoH Aeento, NMannixi ATTiki, 15351, Mpeuja
Ceptudikat GMP Ne: 115156,/5-12-2022

Im'A Ta Nnocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO
3aCcTOCOBaHO

H. TPABOC
HauanbHWK Bigainy KOHTPOAK AKOCTI, YNoBHOBaXeHa ocoba

IHpopmaLisa Npo caifT TecTyBaHHA:
Hazea: IxeHedapm, C. A.
Homep niuensii: 0000000073/23/1

Anpeca: 18 km MapadoH AseHto, Mannixi ATTiki, 15351, Mpeuja
Ceptudikat GMP Ne: 115156,/5-12-2022

Im'A Ta Nocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO
3aCTOCOBaHO

H. TPABOC
HauanbHWK Bigainy KOHTPOMK AKOCTI, YoBHOBaMeHa ocoba

AocnipgeHHA BiaXuneHs cepii:

Homepa sigxuneHs BupiweHo

Tak O Hi O H/A X
3miHa KOHTpon Homep(u):
BnpoBaaeHHA KOHTPOAK 3MiH is Liel cepii (nepwa cepisa, Tax O Hi O H/A &

Ha AKY BNAWHYIW 3MIHK)

KomeHTapi: Kog, Komicii (aKwo noTpibHo Ta BigpisHAeTbCA Big Kogy Tosapy): H/A (He sactocosyeTbes)

Lum 3aceigyyio X nigTeepgxyto O wo HaBegeHa Bulle iHhopmaLis € AOCTOBIpHOLO Ta ToYHO. BulesasHadeHa cepis npoaykTy
Oyna BWIOTOBNEHa, BKMIOYAOYWM MaKyBaHHA/MapKyBaHHSA Ta KOHTPOMb SKOCTIi Ha BUWe3a3HadeHil AinsHui(kax) y NoBHIR
BignogigHocTi go BuMor GMP €C Ta micueBoro perynsTopHoro opraHy, YMHHOT TexHi4HoT yrogn mik KoHTpakTogaeuem/BrnacHukom
3i cneyundikauisMmm B peecTpauiiHOMy OOCBE Ha MPOAYKT, HagaHOMY
BignoeigHomy Bnachuky PeecrtpauiiHoro MNoceigverHs (BPIM) Kontpaktogaeuem (K[1), 3aTBepmxeHOMy perynsaTopHUMK opraHamm
Ha TepuTopii, abo hannu cneyundpikaLii NpoAyKTYy ANa JocniSKyBaHUX Nikapcbkux 3acobie. 3anvcu npo obpobky cepiit, NakyBaHHS

peecTpauifiHoro noceigyeHHs Ta [xeHedpapm C. A. i

Ta aHani3 Oynm nepernsHyTi Ta BU3HaHI TakMmMu, Wo BignoeigaoTe GMP €C. Tomy,

O Cepia BunyLleHa Ans BignpaBku
Cepis cepTpikoBaHa Ans BUNYCKY B npofax

6epy4u Ao yBeary, Lo:

- BPI1/ K[ Hece BignoBiganksHiCTE 32 TPaHCNOPTYBaHHA NPOAYKTY TaKMM YMHOM, LWO6 ue He BNMMHYNO HeraTvBHO Ha oro

AKICTb | cyBOpoO Bignosigano iHcTpykuiam GDP.

- BPI / K[ Hece BignoBiganbHiCTb 3a 3aBaHTaKEHHA OaHWX NPO YMNAKOBKY MPOAYKTY B ©BpONerCcbKUiA LIeHTp OO0 Toro, SK
nikapcekuid 3acib byne nepemilleHo Ha TOBapHWIA 3anac (y BUNaAKy Nikapcbkoro 3acoby, rapMoHIi30BaHOro 3 perfnameHToM

2016/161).

YnosHoBaxeHa ocoba:

Hikonac paBoc, MaricTp ximik

Dara: 25/04/2024 Mignwc: Midnuc

KepiBHuk Bigginy cucrem skocTi, YO

Zuvnppévo No. 01
LP QA 008 / ExSoan No 12

GENEPHARM 5.A.

18" Km. Marathon Ave

153 51 Pallini

Greece

Tel: (+30.210) 60.39.336

Fax: (+30.210) 60.39.402
E-mail: info@genepharm.com
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BATCH CERTIFICATE OF COMPLIANCE

(Confirmation according to current Annex 16 EU GMP-Guide)}

Product Name: ESCITALOPRAM - VISTA

Sﬁ.ngth / Putincy 10MG / Esclta_loprnm

Batch Iiln 240870 ~ Bulk Lot No.: 240838
Expiration Date: 03/2027

Mtg. Instructions {CodeNers} MI-C-1043/Vers.: 14
Importing Country: UKRAINE

Total Units Released: 20040 boxes

| Dosage Form: ORODISPERSIBLE TABLETS

: Product Code: 02-ESMSOD0010UAQ28
Pack Size / Ty Type: BT x 28 BL2X14

_ Manulacturlng Date 03/2024

Pack. Instructions (CodeNers] MI-C-2604Vers.:01

: MA No.: UA/19760/01/02 (04/02/2023)

No. of Retained Samples 8 boxes

GSA Lot No.: 23070056 __
‘Name: NEULAND LABORATORIES LIMITED

Supplier's Lot No: ES10623029

| Address: Sy. No: 347, 473, 474, 490 / 2, Veerabhadraswamy
| temple road, Bonthapalli (V), Gummdiadala {M), Sanagareddy

Dist 502 313, Telangana, India

| CEP No.:RO-CEP 2017-217-Rev 02

Manufacturing Site Info:
Name: GENEPHARM S.A.

Authorlzatlon No.: 0000000073/23/ 1

| Address: 18 km Marathon Avenue

15351 Pallini, Greece
GMP Certificate No.: 115156/5-12-2022

MName and position/title of person authorizing the batch
release, if applicable

. N.GRAVOS

Head of Quality Control, Qualified Person

Packaging Site Info:
Name: GENEPHARM S.A.

-Authorization No.: 0000000073/23/1

| Address: 18 km Marathon Avenue

15351 Pallini, Greece

| GMP Certificate No.: 115156/5-12-2022

Name and position/title of person authorizing the batch
release, if applicable

. N. GRAVOS
. Head of Quality Control, Qualified Person

Testing Site Info:
Name: GENEPHARM S.A.

‘Authorization No.: 0000000073/23/1

- Address: 18 km Marathon Avenue

15351 Pallini, Greece

. GMP Certificate No.: 115156/5-12-2022

Name and pasition/title of person authorizing the batch
release, if applicable

- N.GRAVOS

Head of Quality Control, Qualified Person

Batch Deviation Investigations:

impacted by the change}

Deviation Numbers Resalved

Yes [] No [] N/AX]
Change Control Nofs): AR
Implementation of a change control from this batch (first batch Yes ] Ne [] N/A X

Comments: Commission Code (if required & different from Product Code): N/A

hereby certify E confirm [_] that the above information is authentic and accurate. The aforementioned 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 EU and the local Regulatory Authority, the valid Technical Agreement between Contract Giver/ MAH
and Genepharm $.A. and with the specifications in the Marketing Authorization for the product granted to the corresponding
Marketing Authorization Holder (MAH}/Contract Giver (CG), as approved by the Regulatory Authorities in the Territory or product
specification file for Investigational Medicinal products. The batch processing, packaging and analysis records were reviewed and

found to be in compliance with EU GMP. As therefore,
[0 The batch is Released for dispatch

(X The batch is certified for Release for sale

taking into consideration that:

= MAH/CG is responsible for product transportation in a manner that does not adversely affect its quality and should be strictly as per

GDP guidelines.

- MAH/CG is responsible to uplead product-packaging data to the European Hub before the medicinal product is transferred to saleable
stock (in case of medicinal product harmenized with regulation 2016/161).

Qualified Parson:
tead of Quality Control, Qualified Persor

Zuvnppévo No, 01
LP QA 008 / ExSoon No 12

£rad- 1ot il
1ikolaos Gravos, MSc Chemist Date: -

Signature: ....., ey

GENEPHARM S.A.

18" Km. Marathan Ave

153 51 Pallini

Greace

Tel.: (+30.210) 60.39.335

Fax: (+30.210) 60.39.402
E-mail: info@ genepharm.com




AEPKABHA CJIY/KBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoft, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Kon €JIPITOY 37079055

BUCHOBOK
Nnpo SIKicTh BBe3eHOro B YKpaiHy JikapchLKoro 3acody

31.05.2024 Ne 28078/24/26

ECUUTAJIOITIPAM-BICTA

(nakiMenyBaHHa NKapCcLKOro 3ucoby 3riIH0 3 peecTpauifiium oCBiAYCHHAM)
TabJIeTKH, 0 INCNepryThes B poroBiii nopoxuuni no 10 mr, no 14 raéaerokx B Gaicrepi, mo
2 OJricTepH y KaproHHii Kopooui

((hopma BHNYCKY, A03YBAHUS, BHL AKYBAHHS J1iKapcLKOro 3acoby)
Howmep peectpatiiiinoro nocsimuenns UA/19760/01/02 crpok aii peecipaidiinoro nocginuenns 04.02.2028
Cepisn nikapcbkoro 3acoby Ne 240870 KinbkicTs BBe3enoro nikapeskoro 3acoby 10000

Bupo6uuk Ixenedapm, C. A., I'penis

(naiiMeHyBaHHs BHPOOHHEKA JlikKapchkoro 3aco0y, KpaiHa NOXO/KCHHS)

Baeseno B Ykpaiiy TosapucTso 3 00mexenoio Binosinaasnicrio "BYCT ®APMA",
inenT. kon: 44107410

(naiMenysania ra ko 3a €SIPTIOY opuanunoi ocobu abo npissniie, iM's, no GaTexosi dizuunol
o0cobu - nianpHems, i Micue NPOKHBAHNA T2 peccTpallifuui nHoMep 00nikoBOT KaPTKH INIATHHKA
noaarkis afo cepis Ta HOMEP HACNOPTA)

IMpoTokon BisyansHoro xoutpomo sia 31.05.2024 Ne 1963/2.

3a pesynsTaramu KOHTPOMO BCTAHOBASHO, 10 Jikapchkuil 3aci6 BeeseHo B YkpaiHy 3

JOTPHMAHH ]

MgaBcTBa 111010 3abe3netenis akocti Jjikapehbkux 3acobis.

Isan 3AJIBOPHUX

(iniwianu Ta npissuuLe)




genepharm

Homep cepii: 240870

NMPOAYKT: ECLUTANONPAM - BICTA 10 mr TLLAPM YMAK Ne 28

KinbKictb: 20040 ynak
[ata Bupo6HuurBa : 03/2024

Bupo6Huua iHCcTpyKuia (kog/ Bepcia ): MI-C-1043/ sepcis : 14

Bupo6Huumii maiganumk: IxkeHedapm, C. A.

Caint TectyBaHHA KA: MykeHedapm, C. A.

CaiT ynakosku: [xxeHedapm, C. A.
Cneuudikauia Ne: PCR-0067

Homep cepii Bulk: 240838

Tepmin npugartHocTi: 03/2027
[arta nakyBaHHA: 19/04/2024

MocunaHHAa fok.: PRI 01042

MNaKyeBanbHa iHCTpYKUiA (Koa/ Bepcia ): MI-C-2604/Bepcia:01

CEPTU®DIKAT AHANI3Y
TECTHU METOOU CNEUUIKALIA PE3YNbTATHU
Onwuc TM 1812 | Kpyrni, nnocki Tabnetkmn binoro abo maibke 6inoro | Bignoeigae
KOMbOPY 3i CKOLIEHWMW KpasiMi Ta TpaBilOBaHHSAM
«10» Ha ogHomy Boui

HiameTp TM 1813 |9,0£0,2 mm 9.0 mm

lneHTudikaLis T™M 1816

Yo BignogigHicTe cnekTpy ctangapTty Bignosigae

BEPX BignoeigHicTe cTaHaapTy Bignosigae

BwmicT Bogn TM 1814 | < 6% m/m 4.1%

CepenHsa maca TM1815 | 220 wmr £+ 4% 221 mr

PosnapgaHHa TM 1817 | <90 cek 16 cek

Po34mHeHHs TM 1819 | Q=80% 3a 15 xe 93,4%

OpHopigHicTe 0030BaHMX OAWHULb TM 1821 | Bignoeigae €p. ®apm. 2.9.40 ogHopigHicTio amicty | AV.=1,3

BmicT TM 1820 | 95,0-105,0% 101,4%

CynyTHi JOMiLLKu ™ 1822

Lutanonpamy cynyTHSA gomiwika A <0,5% 0,03%

Liutanonpamy cynyTHs gomiwka B <0,5% 0,05%

Lutanonpamy cynyTHsa gomiwka C <0,5% 0,11%

Lutanonpamy cynyTHsa gomiwka H <0,5% 0,04%

Bygb-sKi iHLWI gomiLKy <0,2% 0,05%

Cyma gomiLlok <2,0% 0,3%

Mikpo6ionoriuHa u1cToTa ™ 18223

TAMC < 10° KYOIr He BukoHyBaBcs

TYMC < 10 KYOIr He BukoHyBaBcs

Escherichia coli BigocyTHictb y 11 He BukoHyBaecsa
Lum s 3aceigyylo, Wo HaBegeHa Bulle iHpopmalis € gocToBipHOl Ta TovHow. LA cepis npogykty Byna BUrotoBneHa,
BKJTIOYA0YM MaKyBaHHSA Ta KOHTPOMNb SKOCTI Ha BMLLEe3a3Ha4YeHUX AiNsHKax, y noBHii BignoeigHocTi go eumor GMP €C Ta
MIiCLIeBOro peryrnsaTopHOro opraHy, a TakoX Ao chneuwdpikaui, HaBegeHux y PeecTpauiiiHoMmy MoOcBigYeHHI NpoaykTy Ans
nikapcekoro 3acoby. 3anucu cepiiHoi 06pobkn, NakyBaHHs Ta aHanidy, skwo ue Byno 3actocoBaHo, Bynu nepernaHyTi Ta
BM3HaHI Takumu, wo eignoeigaite GMP. bygb-fki BioxwuneHwHs Bynu ouiHeHi BiONOBIOHO OO0 BCTAHOBMEHUX BHYTPILLUHIX
npoueayp 3abe3ne4eHHs SKOCTI.

OATA: 3ATBEPOXEHO (MeHepkep 3 KoHTpon AKkocTi (KA) abo KepieHuk Bigainy KA):

25/04/2024
Hikonac NpaBoc, MaricTp Ximik
KepiBHUK Bigainy cuctem skocTi, YO A14MAC/

Cropinka 1 3 1

GENEPHARM S.A.

18" Km. Marathon Ave

153 51 Pallini

Greace

Tel.: (+30.210) 60.39.336
Fax: (+30.210) 60,39.402
E-mail: info@aenepharm.com

Zuvnupgvo No. 02
LP QA 008 [ Exdoon No 12



JAEPKABHA CJ1Y/KBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitnuunol. 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Kon CJIPTTIOY 37079055

BUCHOBOK
Npo sIKiCTb BBE3€HOro B Y KpaiHy JIiKapchKOro 3aco0y

29.05.2025 Ne 26839/25/2611

ECILIUTAJIOIIPAM-BICTA

(HafimenyBanis NiKapchKOro 3acody 3riino 3 peccTpalliniuM NOCBI/IMEHHAM)
TabIeTKH, 10 AMCHEPIYIOTHCS B pOTOBiil mopozkuuui no 10 mr no 14 radaerok B Oaicrepi, no
2 GJricTepu Yy KapToHHIi KopoOui

(popMa BUILYCKY. JIO3YBAHIS. BHL IAKY BAHIA Jlikapchkoro 3acoby)
Howmep pecctpauiittoro nocsiauents UA/19760/01/02 crpok aii peectpauiiinoro nocsinuenns 04.02.2028
Cepis nikapcbkoro sacoy Ne 502100 KistbKicTh BBE3EHOIO Nikapebkoro 3acoby 524

Bupo6ruk Mapmaitac C.A.. I peiis

(HaBAMCHN BATHSE BHPOOSHHKD JHKAPCHEOTO 3aco0y. KpaiHa NOXo/uKeHNs)

P—— TOBAPUCTBO 3 OBMEKEHOIO BLTIOBIIAJILHICTIO
R "BYCT ®APMA", ixent. kox: 44107410

(Haimenysaiis ta ko 3a C/IPTIOY wopuananol ocotu abo npizsuue. im'st, no Garbkosi (Piznunol
OCOBHM - NLAPUCMILA. TT MICHC TPOKUBANNS T4 PECCTPALIAHAI HOMEP 06A1KOBOT KAPTKH NJIATHUKA
NoaTkis ado cepig Ta HOMEDP NacnopTa)

MpoTokon Bisyanbhoro kowrpoo six 28.05.2025 N 1876/01 .10-25/1.

3a pesylbTataMH 1€PXKABHOTO KOHTPOJIO  BCTAHORJICHO, U0 j afcbkuit  3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHSAM BUMOTI 3aKOHOAABCTBA 11010 3abeineueHHs AKOY

/) y
( Mukona XOJIOJIEHKO

; "gmlﬂ]an;uta} (nijume) (initiaan Ta npizeuule)

fikapcbKHX 3aC00iB.

Hauasbhyi 22

(nocasoBa 6coba opr




JAEPKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoe. Haaii Ceitanunoti, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koag €IPI1OY 37079055

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JlikapcbKoro 3acody

08.05.2025 Ne 22804/25/26

ECHUTAJIOIIPAM-BICTA

(nadimenyBsaHHs nikapcekoro 3aco0y 3riaHo 3 peecTpauifHuM NOCBIAYECHHSM )
Tab/IeTKH, 0 AHCNEPryoThesd B poToBiii nopoxkuuui no 10 mr no 14 rabaerok B Gaicrepi,
no 2 OJicrepu y KapToHHiil kKopobui

(dhopma BHITyCKy, A03yBaHHSA, BHI N1AKyBaHHA Jlikapchkoro 3acoly)
Howmep peectpauiiinoro nocsiauenns UA/19760/01/02 crpok aii peectpauiiinoro nocsinuenns 04.02.2028
Cepis nikapcukoro 3aco6y Ne 502100 KinbkicTs BBe3eHoOro nikapcskoro 3acoby 81

BupoGruk ®apmallac C.A., I'peuis

(HaimenyBanis BApoOHMKA JiKapebKoro 3acoly. kpaiHa noxoumeHHs )

Beeseno B Ykpainy Tosapucrso 3 oomexenoro BianosiaaabnicTio "BYCT ®APMA",
inenT. kon: 44107410

(HaiimenyBanHs Ta koA 3a CJIPTIOY opuanunoi ocoGu abo npissuie, iM's, no 6aThbkosi
diznunol ocobu - nianpuemus, ii Micue npoxupanns Ta peecrpauiiinuil nHomep 06aikosoi
KapTKW naariuka nojarkis abo cepis Ta Homep nacnopra)

IMpoTokon Bisyanshoro koutpoaio sia 08.05.2025 Ne 1553/01.10-25/9.

3a pesyibTaTaMM OEPKABHOrO KOHTPONIO BCTAHOBNEHO, WO Jikapchbkui 3aci6 BBeseHo B Ykpaiwy 3

AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA 1010 3abe3neuents AKOCTi ffkapcekux 3acobis.

,;rut B T4 s “.‘
Haqammﬂ/ /‘L’-—!{\ ; ( Mukona XOJIOJAEHKO

(nianuce) (iniuianu Ta npizsuuie)




CPPhormo Pafhe

CERTIFICATE OF COMPLIANCE

MpooykT: ECUMTAITIONPAM-BICTA, TabneTtku, Wo AUCNePryoTbCA B POTOBIN NOPOXHUHI 10 Mr
(EcuuTtanonpam /10 mr)

Homep cepii BupobHuka: 5A042 Poswmip cepii: 1000000 TabneTok
[arta BUroToBrieHHs (uncno/micaub/pik): 22.01.2025 KinbkicTe Tabnetok: 217364 tabr.

TepMiH NpMAATHOCTI FOTOBOrO NPOAYKTY (Micsiub/pik): 01.2028  KinbKicTb ynakoBoK: 7763 yn.

HinbHWUI 3 BUpOOHULTBA, NakyBaHHA Ta KOHTPOJIHO AKOCTI:
®apmanac C.A., 28-ro >KoBTHa 1, Aria Bapsapa, 123 51, peuid

Homep niueHsii Ha BupobHuuTeo: 0000015574/22/1

Homep EudraGMP: 21575/14-03-2022

YnakoBaHui rotoBuin npoayKT abo He po3dgpacoBaHa rotosa NpoAyKLUiA:
ECUMNTAJIOINPAM-BICTA 1abneTku, WO AUCNEPTYIOTLCA B POTOBI NOPOXHUHI, 10 Mr

Po3awmip / Tun ynakosku: ¥T1 X 2 BJTICTEPW X 14 TABJ1
Homep cepii: 502100

Homep peecTtpadinHoro nocsig4yeHHsa: UA/19760/01/02
BurotosneHo ansa: MISTRAL UA

KpaiHa-imnopTep: YKPAIHA

PesynbTat aHanisy: aus. goaaHuii CoA

Lium A 3acsiguyto, WO HasefeHa Bulle iHdopmalida € [OCTOBipHOW Ta To4How. LA naprtia
npodykty 6yna BWroTOBMEHa, BKMOYAK4YM MNaKyBaHHA/MapKyBaHHA Ta KOHTPOMb SKOCTI Ha
BULLle3a3Ha4yeHoMy Miclui B MOBHIKM BignosigHocTi o BumMor GMP €C T1a cneuudikauin y
peecTpaLuiiHoMy [03Bori KpaiHU-iMnopTepa. 3anucu npo cepiinHy o6pobKy, nakyBaHHA Ta aHani3
Oynu nepeBipeHi Ta BU3HaHI TakuMu, Lo Bignosigawts GMP.

Bioxvnenua: [0 Hemae M TaK, AMBITLCS KOMEHTapi

Lia napTia BunyLleHa ans sianpasneHHA Ta peanisauil Ha puHKy YkpaiHu ana komnadii Mistral
Capital Management Limited.

KomeHTapi/3ayBaxeHHsa: DEV-0000667

Jara: Im'a / Tlignuc:
HIKI KYTCYKKO, YO
13 NIOTOIO 2025 /mianuc/

(YnoeHoBaxeHa ocoba, sk Bu3Ha4eHo B [lupektuei 2001/83/EC)

CropiHkal31l



( i phormo PO-I-h.CEPTVItDIKAT AHANI3Y

AHATNITUYHUA 3BIT 3 KOHTPOMIO AKOCTI
TexHiYHI XapakmepucmuKu eurnycKy:

3ABOACHLKUA HOMEP:

6808

NMPOAOYKT: ECUUTAJIOMNPAM TABJT wasPMN 10 Ml BULK

CEPIA BULK: 5A042

CEPIA rOTOBOro NPOAYKTY: 502100

OATA BUrOTOBJEHHA: 22/01/2025

TEPMIH MPUOATHOCTITOTOBOIo

NPOAOYKTY: 01/2028

BWUPOBHUK O1H04OI PEYHOBMHW TA HOMEP CEPII: HBIONEHA, ES

10824048

AKTUBHWUN IHIPEQIEHT ®APMAMAC CEPIi Ne: 1671024

KOHTPOIb CNEUNDIKALIA METOON PE3YIJIbTATU
Kpyrni nnocki Tabnetku Big 6inoro go
Maitke 6inoro Konsopy 3i CKOLEHUMMU BisyansHo / [locke . .
Qnuc Kpasimu Ta rpaBitoBaHHAM «10» Ha 3.2P.5.2TM1812 BiAnosinge
oaHomy Bouj
lneHTudpikayin BEPX/ flocse
(YP) Bignosigae cnektpy ctaHgapTy 32 P 5.9 TM1816 Bignosigae
(BEPX) Bianosigae craHgapTy T Bignosigae
ODiameTtp 9,0 0,2 Mm 3_2_P_§_[§‘$K11 813 9. 1Mm
BwmicT BOOn <6,0% m/m 3_2_|$5’T2J}$E1"15814 4 7%
CepenHsa maca 220 Mmr + 4% 3_2_%?%361%%6 220,5mr
Po3napgaHHna < 90 cekyH i‘%_%ﬁﬁgﬁmwe 09cekyHn
Bignoeigae S1,
Po34ynHeHHA Q=80% 3a 15 xBunuH BEPX / [locke CepegHe: 95,4%
3.2.P.5.2/TM1819 MiH.: 94,4%
OaHopigHicTb 0030BaHUX Bignosigae €.¢. 2.9.40 BEPX/ Jocke 2 1
oaMHULIb O[HOPIAHICTb BMICTY 3.2P.5.2/TM1821 .
BmicT 95,0-105,0% S 97,0%
CynyTHi gomiwkun (BEPX)
€ Jomiwka A <0,5% 0,01%
€ Jomiwka B <0,5% BEPX/ 0,05%
€® [omilka C <0,5% WEi o 0,13%
€® OJomiwka H <0,5% T 0,03%
Byab-fika goMillka <£0,2% 0,04%
Cyma OoMiLlloK <2,0% 0,30%

MikpobionoriyHa yactoTa*

TAMC: <10 °KYOIr

TYMC: < 10 >KYOIr
BigcyTHictb E. Coli y 1r

€. ¢ 26.12 notouHe BUA.
€. ¢ 26.13 notouHe BUA.
/TM1823

He TectyBanocs
He TectyBanocs
He TectyBanocs

BUMYCK: JATA: narnc:
/magnnc/ 07 NKOTOIO 2025 Angrimcy/

MEPEBUIYCK: JATA: narc:
. Nambpy 13 NIOTOr O 2025 /rmarc/

* TecToBaHO Ha HECTAHAAPTHIA OCHOBI, TOBTO LWOHaMeHLUe Ha ogHii napTii Ha pik.

dapmanac C.A. Ceptudikat aHanizy _ Mictpan/ YkpaiHa
Ecumutanonpam tabnetku w/sPr1 10 mr. Kog toBapy: 25657 - 02

CropiHka 131




C?Pharma Paths

CERTIFICATE OF COMPLIANCE

Product: ESCITALOPRAM-VISTA, orodispersible tablets 10mg (Escitalopram /10 mg)

Batch no of Manufacturer: 5A042 Batch Size: 1000000 Tablets
Manufacturing date (day/month/year): 22.01.2025 Number of Tablets: 217364 Tabs
Expiry date of the finished packed product (month/year): 01.2028 Number Packages: 7763 BT
Manufacturing, Packaging & Quality Control Site: PharmaPath S.A., 28is Octovriou 1, Agia Varvara,
12351, Greece

Number of Manufacturing Authorization: 0000015574/22/1

EudraGMP reference number: 21575/14-03-2022

Finished Product Pack or Bulk Finished Product: ESCITALOPRAM-VISTA orodispersible tablets 10 MG
Package size / Type: BT X 2 BLISTERS X 14 TABS

Batch no: 502100

Marketing Authorization Number: UA/19760/01/02

Manufactured For: MISTRAL UA

Importing Country: UKRAINE

Results of Analysis: See attached CoA

| hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned
site in full compliance with the EU GMP requirements and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Deviations: [ no Eﬂ?es, see comments

This batch is released for dispatch and marketing for the Ukranian market for the company Mistral
Capital Management Limited.

Comments/Remarks: DEV-0000667

Date: Name / Signature:
NIKI KOUTSOnce

13 FCB 2% ! - S—

(Qualified Person as designated in Directive 2001/83/EC)
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CPPharma Path.

CERTIFICATE OF ANALYSIS

QUALITY CONTROL ANALYTICAL REPORT
Release Specifications:

MANUFACTURING NUMBER:
6808

PRODUCT: ESCITALOPRAM OD. TABS 10 MG BULK

BULK LOT: 5A042
FINISHED LOT: 502100

MANUFACTURING DATE: 22/01/2025

FINISHED EXPIRY DATE: 01/2028

ACTIVE INGREDIENT MANUFACTURER AND BATCH NO: NEULAND, ESI0824048
ACTIVE INGREDIENT PHARMAPATH BATCH NO: 1671024
CONTROLS SPECIFICATIONS METHODS RESULTS
White to off-white round, flat tablets G
Appearance with bevelled edges 3 ;s‘éasyznﬂﬁ‘;f; Conforms
and engraved with “10” on one side -
Iden:f’i\t;)ation Complies W!t:t ;T\Z a's:::jectrum of the 5B e i
3.2.P.5.2TM1816
(HPLC) Complies with standard Conforms
Diameter 9.0 + 0.2mm 3.2.PI.:)5(.)§?1]'?\.;1813 9.1 mm
Water Content < 6% Wiw 3_;; é_gﬁrsfni% x 4.7%
Average weight 220 mg + 4% ?Z’.i’f?f’aﬁfﬁ?iifé 220.5mg
Disintegration time <90 sec PRk SHn 2 1 g 09sec
. Conforms S1,
Dissolution Q=80 % at 15 min ;;PF';(,:& fzgﬁ’?'gg Mean: 95.4%
T Min: 94.4%
: i i Complies with Ph. Eur. 2.9.40 HPLC / Dossier
Uniformity of dosage units by content uniformity 3.2 P 5 2/TM1821 21
Assay 95.0-105.0% B gl 97.0%
Related substances (HPLC)
Eur. Ph. Impurity A <0.5% __0.01%_

. i L)) L S ?
'_Eur. Ph. lmpur!iy E jgi{o 4R B B 0.05%
Eur-Ph-impurity-€ D70 3.2.P.52/TM1822 0 '32‘0
Eur. Ph. Impurity H <0.5% 0.03%
Any other impurity <0.2% 0.04%

Total impurities <2.0% 0.30%
TAMC: 10° cfulg Ph. Eur. 2.6.12 curr. ed. Not Tested
Microbiological quality* TYMC: $102 cfulg Ph. Eur. 2.6.13 curr. ed. Not Tested
Absence of E. Coliin 1g TM1823 Not Tested
RELEASED BY: DATE: SIGNATURE:
. 07 FEB 2D U
CLQy |
RE-ISSUED BY: DATE: V1 FIB LD SIGNATURE: o B
T D.Lambrou = . T N
* Tested on a non-routine basis, i.e. on at least one batch per year, performed to finished/packed product.
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