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
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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
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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
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