AEPIKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOKIB
TA KOHTPOJIYO 3A HAPKOTHKAMM y m. KHEBI
npos. Haaii Caiminunoi, 3, 02099, en. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon €IPIIOY 37079055

BUCHOBOK
Npo sIKICTb BBE3eHoro B Ykpainy aikapenkoro 3acoly

31.05.2024 Ne 28078/24/26

ECHHUTAJIONPAM-BICTA

(nakimenyBatus nikapehroro sacoly 3rijiHo 3 peecTpanifinim noesinveniiam)
Ta0JIeTKH, OX0 IMCNICPrYIOTHCS B POTOBIH noposkuuni no 10 Mr, no 14 Tabmerok B Giicrepi, rmo
‘ : ' 2 Daicrepn y kapTouHil Kopodui

((bopma sunycky, O3YBRANIA, BHA IAKVBARKS NIKaPCLKOTO sacoly)
Homep peectpauitinoro nocsiguenns UA/19760/01/02 crpox aif peecrpattiiinoro nocsinuenns 04.02.2028
Cepis nikapcekoro 3acoby Ne 240870 Kimxicrs Beeseroro sikapeskoro sacofy 10000

Bupo6unk Ixenedapwm, C. A, Upeuis

(nakimenynanns supoGumka sikapenkoro sacosy, KpATHE NOXOKeHHS)

Baesero B Ypaiity TorapucTio 3 odmeskenoro signosinansuicrio "BYCT GAPMA",
inent. won: 44107410

(radimenynanin va ko 30 CAPHOY opnaumnot ocodn ato npissdine, iM'A, N0 6aThKOB] (hisnunol
0COBH - mianpresiy, 1 Micue npoRHUBRHIS Ta pecerpanifingi nomep o6AiKoBOT KapTKK NIATHHKE
nonarkis aGo cepin Ta noMep nacnopra)

IpoToxon BisyansHoro koutpomo Bix 31.05.2024 Ne 1963/2.

nikapchkuit  3aci® BeeseHo B8 Vipafuy 3

3a PEIyabTaTaMH  JICPKABHOINO  KOHTPOJIO  BCTAHOBICHY, L0

ikapcbiknx 3acobis,

IBan 3AJIBOPHUX

(inivianu ra npissuue)




CEPTU®IKAT BIZMOBIAHOCTI CEPIT
(NiaTeepasenHs signosigHo Ao uuKHore foaarky 16 €C GMP-Guide)

Cuna pii/ AxtueHicre: 10 mr / EcumTanonpam

Haszsa npogykry: ECLIUTAIONPAM - BICTA

. NikapceKa dpopma: TABNETKW, LLIO AUCMNEPTYIOTHCA B POTOBII‘/’I»DOPOHSHVI’HIH

Ko npogykty: 02-ESMSODOOlOUAOZ_8 i

Homep cepii: 240870 Homep cepii Bulk: 2;1.(5#38

Posmip / Tun ynakosku: YITAKOBKA Ne 28 B/1ICTEPIB 2 X 14

Tepmin npugarHocri: 03/2027

[Jara BUrOTOBAGHHS: 03/2024

BupoBHinia IHCTPYKWIA (vop/ sepcia ): MI-C-1043/ sepcia : 14. Makysanbia iHcTpykulis (koa/ aepcia ): MI-C-2604/sepcis01

Kpaita-imnoprep: YKPATHA -
3aranbHa KinbKicTb BUNYLLEHMX 0AMHMULL: 20040 ynaxk.

~Ne Pri: UA/19760/01/02 (04702.2023)

- KinbKicTs 36epexeHux 3paskis: 8 ynakoBoK

IHdopmauin npo API:

Homep cepii GSA : 23070056

Hassa: HbOIEH/, SIABOPETOPI3 IIMITES,

; Homep cepil noctauanbHuka: ESI0623029

Appeca: Ci. No: 347,473, 474,490/2, nopora xpamy Bipabxagpacsami,
boHTananni (V), f'ymmaiagana (M), paitoH CaHarapenai

1 502 313, TenaHraHa, [Hajs

| CEP Ne. : RO-CEP 2017-217-Peg. 02

Indopmauis npo BupoBHUUMIE maligaHduK:

Hassa: okeHedapm, C. A,
Homep niuewsii: 0000000073/23/1

* Apeca: 18 km Mapadon Asenio, MNannii ATriki, 15351, Mpewis

' Ceptvdixar GMP Ne: 115156/5-12-2022

Im's Ta nocaga ocobu, ska YynoBHOBaXye BUNYCK cepii, AKWO
33CTOCOBHO

{ H. TPABOC
- HavanbHuK Biaainy KOHTPOAO AKOCTI, YNOBHOBaMeHa 0coba

IHdopmayin npo caiit ynakosku:
Hassa: ,D,meﬂed;a_pm, C.A.

' Appeca: 18 km MapadoH AseHto, Mannini ATTiki, 15351, Mpeuia

Homep niueHsif: 0000000073/23/1

Ceptudikat GMP Ne: 115156/5-12-2022

Im's Ta nocaga 0cobu, Aka yNoBHOBaKYE BUMYCK cepil, AKLWo
33CTOCOBAHO

{ H.'PABOC
| HawanbHuk BiAAINY KOHTRO/IIO AKOCT, YNOBHOBaseHa ocoba

Indopmauin npo caifr TecTysaHHs:

Hasea: fwenedapm, C.A.
Homep niueHsii: 0000000073/23/1

‘ Ap,peca 18KM !\/Iap'acbo'H AgeHio, I“IavnniiHi AfTilgi{ 1535'1; I'p‘ebqyi‘n -

Ceptudikat GMP Ne; 115156/5-12-2022

Im'A Ta nocasa 0cobu, fka YNoBHOBAXYE BUNYCK Cepii, AKWO
3aCTOCOBAHO

H.TPABOC
- HauanbHuk BiZAINY KOHTPOAIO AKOCTI, YNOBHOBaMeHa 0coba

BDocniaxenna sigxunens cepii:

Homepa BiAXMneHb : ’ ’ o : Shpim’éuo ' ‘ ;
Tak O , Hi[] H/A

3miHa KoHTpoIo HoMmep(u): '

BriposagkeHHA KOHTPO/IIO 3MiH i3 el cepii (nepwa cepin, Tak O Wi DD H/A

Ha AKY BNANMHYAYN 3MiHK)

KomeHrapi: Kog komicii (sxwo norpi6Ho Ta Bip,pisﬁﬂ;szé;x Bl,q Kop,y ToBapy): H/A (He 3actocosyerbea)

Lum sacsiguyro (X nigreepaxyio O o HaBeaeHa BULLie iHchopmaLlisi € AOCTOBIPHOI Ta TOUHOK. BullesasHaueHa cepist MpogyKTy
Oyna BWroTOBrEHa, BKMHOYAKUN naKyBaHHA/MapKyBaHHs Ta KOHTPONbL SIKOCTI
BignosigHocTi go Bumor GMP €C ta MiCLIEBOro perynsTopHoro opraHy,

peecTpaliiitoro nocsigueHHs Ta [xkeHecapm C. A.
BignosigHomy BnacHuky PeecTpaliiiHoro [NocBigueHHst

Ta aHanis Synu nepernaHyTi Ta BUaHaHI Takumu, Lo BigniosigaloTe GMP €C. Tomy,

O Cepis eunywexa ans BignpaBku
Cepisi cepruchikosaHa anst BUNycKy B npogax

Bepyuu ao ysary, wo:

- BPI/ KO Hece sianosigansHicTe 3a TPAHCNOPTYBaHHST NPOAYKTY TakuM YMHOM, WD Le He BrAUHYMO

sIKicTb | cyBopo Bignosigano iHCTPYKUiam GDP.

- BPIN/ KO Hece sipnosiganbHicTs 3a 3aBaHTa)eHHs! AaHuX NMpo ynakoBKy NpoaykTy B €sponeiic
nikapcekuit 3aci6 Gyae nepemilieHo Ha TOBapHWit 3anac (y eunagky nikapcbkoro 3acoby, rapmoni

2016/161).

YnoBHoBa)xeHa ocoba:

Euvnpupévo No, 01
LP QA 008 7 Ex8oan No 12

Hikonac Mpasoc, Marictp ximik
KepisHuk Bigainy cucrem sikocri, YO

Rara: 25/04/2024

GENEPHARM S.A: i
18 Km, Marathon Ave
143 51 Paltini

Greece

Tal: {+30.210) 60.39.336
Fax: (+30.210) 60.39.402

E-mailinfo@genopharm.com

Ha BullesasHadeHiil ainsHui(kax) y nosHil
YMHHOT TeXHIYHOT yroau Mix KoHTpakTogasLem/BnacHnkom
i 8i cneumdikauisMu B peecTpaUiiHOMy 4OCbe Ha NPoAYyKT, HagaHoMy
(BPIM) KonTpakTogasuem (K), 3aTBEPPKEHOMY PETYNATOPHUMUN OpraHami
Ha TepuTopii, abo dalinu cneumndikavii ApPOAYKTY ANA AocnigxyBaHux nikapcekux 3acobis. 3anucy npo o6pobky cepilt, nakysaHHs




Homep cepii: 240870

MPOAYKT: ECULMTANIONPAM - BICTA 10 mr TLIAPM YMAK Ne 28

Homep cepii Bulk: 240838

Kinbkicto: 20040 ynak TepmiH npugarHocri: 03/2027

Aata supobHuurea : 03/2024 [ata nakyBaHHA: 19/04/2024

Bupo6Huua incTpykuia (koa/ sepcis ): MI-C-1043/ sepcis : 14 NakyBaneHa iHcTpyKuin (Koa/ Bepcia ): MI-C-2604/sepcia:01

Bnpo6Huunit maliganuuk: Dyxenedapm, C. A,

Caltr rectyBaHHA KA: Oskenedapm, C. A.

Caiit ynakosku: Mxkenedapm, C. A.

Cneumdirauis Ne: PCR-0067 | Mocunanns [ok.: PRI 01042

CEPTU®DIKAT AHANI3Y

TECTU METOOU CNELUUDIKALIA PE3YNbTATU
Onuc TM 1812 | Kpyrni, nnocki Tabnetku 6inoro abo malixe 6inoro Bignosigae
KOJIbOPY 3i CKOWEHUMMW Kpasamu Ta rpasiloBaHHsM
«10» Ha ogHomy Gouli
iametp TM 1813 [9,020,2 mm 9,0 mm

lneHTudikavis TM 1816

Yo Bignosiguicte cnektpy craHgapty Bianosinae

BEPX BignosigHicte cTangapty Bignosinae

BmicT BOAN TM 1814 | < 6% m/m 4,1%

CepepHsa maca TM1815 | 220 mr + 4% 221 mr

PosnagaHHs TM 1817 | <90 cek 16 cek

Poa4yuHenHs TM 1819 | Q=80% 3a 15 x8 93,4%

OAHopiAHICTb [030BAHUX OAWHNLb TM 1821 | Bignosigae €sp. dapm. 2.9.40 ofHopigHicTio amicty |AV.=1,3

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

CynyTHi gomiLLku T™ 1822

UnTanonpamy cynyTHs fomika A £0,5% 0,03%

LinTanonpamy cynytHs gomiwka B <0,5% 0,05%

Uwntanonpamy cynyTHs gomiwka C £0,5% 0,11%

Untanonpamy cynyTHs gomiwka H £0,5% 0,04%

Byab-siki iHWwi qoMiLLKy <0,2% ' 0,05%

Cyma pomiwok <2,0% 0,3%

MikpoBionoriuHa yucToTa T™ 18223

TAMC <10° KYO/r He BukoHyBascst

TYMC < 102 KYO/r He BukoHysascs

Escherichia coli BiacytHictb y 1r He BukoHyBasces
Lnm a sacslguyio, Wo HasegeHa suwie iHdopMmaLia e AocToBipHOK Ta TOuHOMW. Us cepis npogykTy 6yna surotoBneHa,
BKITIO4aI04M NakyBaHHA Ta KOHTPOIb SIKOCTI Ha BULLE3asHaueHUX AiNsHKaX, y NoBHilit BignoeigaHocTi go Bumor GMP €C Ta
MICLIEBOrO PErynsTopHoro opraMy, a Takox Ao cneundhikauiii, HaseaeHUx y PeecTpauiiiiomy nocsigqeHHi npoaykTy ans
nikapcekoro 3acoBy. 3anucyn cepiliHol 06pobky, rakyBaHHa Ta aHanisy, sKWo ue Byno sacTocosaHo, Bynu nepernsiHyTi Ta
BU3HaHI TakuMmu, WO BignoeigawTs GMP. Byae-aki sigxuneHHst 6ynu ouiHeHi BignosigHo 00 BCTaHOBMEHWX BHYTPILIHIX
npoLleayp 3abesneyeHHs SKocTi.

OATA: 3ATBEPOXEHO (MeHeaxep 3 KOHTPOMto SIKOCTI (KA) abo KepisHuk Bigainy KR):

25/04/2024 Lo,
Hikonac I"'paeoc, Marictp ¥
KepisHuk Binginy cucrem akocri

GENEPHARM S.A,
18% Km. Marathon Ave-

153 51 Pallini

Greece

Tel.: (+30.210) 60.39.336 Tuvnpuudvo No. 62

Fax: (+30.210) 60,39.402 LP QA 008 / Exdoon No 12

E-mail: info@qenepharm.com




R
BATCH CERTIFICATE OF COMPLIANCE
{Confirmation according to current Annex 16 EU GMP-Guide)
Product Name: ESCITALOPRAM - VISTA { Dosage Form: ORODISPERSIBLE TABLETS
?frength / Potency: 10MG / Escitalopram Product Code: 02-ESMSODO010UAC28
Batch No.: 240870 | Bulk Lot No.: 240838 .| Pack Size / Type: BT x 28 BL 2X14
Expiration Date: 03/2027 Manufacturing Date: 03/2024 I
Mig. Instructions (Code/Vers.): MI-C-1Q{}§_{y¢rs.; 14 - 1 Pack. Instructions (Code/Vers.): MLC02604/\(9>(5‘.‘:Q1‘
Importing Country: UKRAINE | MANo:UA/T9760/01/02 (04/02/2023)
Total Units Released: 20040 boxes 7 7VUNo. of Retained Samples: 8 boxes
APl info:
GSALotNo.: 23070056 T Supplier's Lot No: ESI0623029
Name: NEULAND LABORATORIES LIMITED o Address: Sy. No: 347, 473, 474, 490 / 2, Vieerabhadraswamy

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. : 7 Address: 18 km Marathon Avenue

15351 Pallini, Greece
Authorization No.: 0000000073/23/1 | GMP Certificate No.: 115156/5-12-2022
Name and position/title of person authorizing the batch N. GRAVOS _
release, if applicable Head of Quality Control, Qualified Person
Packaging Site Info: e . | S
Name: GENEPHARM S.A. i Address: 18 km Marathon Avenue

15351 Pallini, Greece

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

Authorization No.: 0000000073/23/1

Name and position/title of person authorizing the batch N. GRAVOS

release, if applicable Head of Quality Control, Qualified Person

Testing Site Info: 7 ‘ ‘

Name: GENEPHARM S.A. ‘Address: 18 km Marathon Avenue
e 15351 Pallini, Greece

Authorization No.: 0000000073/23/1 GMP Certificate No.: 115156/5-12-2022

Name and position/title of person authorizing the batch N. GRAVOS

release, if applicable Head of Quality Control, Qualified Person
 Batch Deviation Investigations: e
 Deviation Numbers ‘ - Resolved

Yes {] No [7] N/ALY

 Change Control Nofs): " | | S |
ihﬁpiementatioh of a change control from this batch {first batch Ye;[:] T Ne | N/A

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 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

The batch is certitied 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/CGis responsible to upload product-packaging data to the Eurapean Hub before the medicinal product is transferred to saleable
stock (in case of medicinal product harmonized with regulation 2016/161). s

. 9 59
. o Erad. Lot
Jikolaos Gravos, MSc Chemist Dates e
tead of Quality Control, Qualified Persce

Qualified Person:

Luvnupévo Na, 01 ?::‘K*{\*\*a@“@‘i‘ %
N " KmiMarathon Ave A

LP QA 008 / ExSoon No 12 153 51 &,HQ, S
Greece i

Tel.: (+30.210) 60.39.336

Fax: {+30.210) 60.39.402

E-mail: info@aenesharm,com



PRODUCT : ESCITALOPRAM - VISTA 10MG ODT BT X 28 Batch No.: 240870
Bulk Lot No.: 240838

Quantity: 20040 boxes Exp. Date : 03/2027

'Mfg Date': 03/2024 Pack. Date : 19/04/2024 -
| Mg instructions {Code/Vers.): MI-C-1043/Vers.s 14 Pack. Instructions (CodeNers)MI-C-2604Netso1
Mfg Site : GENEPHARM S.A. B

QC Testing Site : GENEPHARM S.A.

| Pack, Site : GENEPHARM S.A.

Specification No.: PCR-0067 | Ref.Doc.: PRI 01042

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION RESULTS
Appearance T™™ 1812 White to off — white round, flat tablets, with Complies
beveled edges and engraved with “10” on one
side
Diameter ' TM 1813 9.010.2mm i ] 9.0mm
Identification TM 1816
~ Complies with the spectrum of the standard Complies
Complies with standard Complies

| ™ 1814 <6% w/w 4.1%

Average weight ' | TM 1815 220mg * 4% 221mg
Disintegration time ™ 1817 <90sec 16sec
Dissolution TM 1819 Q=80% at 15min 93.4%

l Uniformity of dosage units | TM 1821 Complies with Ph. Eur. 2.9.40 by content AV=13

uniformity

‘ Aseay TM 1820 95.0— 105.0% 167.4%
Related substances ’ TM 1822
Citalopram related compound A <0.5% 0.03%

1 Citalopram related compound B <0.59% : 0.05%
Citalopram related compound ¢ <0.5% 0.11%
Citalopram related compound H <0.5% 0.04%

Any other impurity T <0.2% 0.05%

Total impurities k T <20% 0.3%

Microbiological Quality T™ 1823 e

TAMC <103cfu/g Not Performed
| TYMC <10%fu/qg Not Performed
| Escherichia Coli “Absence In 1g Not Performed

| 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):
» 9 P
groat WK01a05 Grovhg 15E cnamn
nikelaos ;Graggﬁ{;m Chemis:
Head of Quality gnrd, Qualified Persor
/
GENEPHARM S.A.
18% K. Marathon Ave
153 51 Pajlini
Greece R
Tei.: (+30.210) 60.39.336 Zuvnupevo No. 02
Fax: (+30.230) 60.39.402 LP QA 008 / Exdoan No 12

E-mall: info@aeneoharm.com



