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Ceptudikar BignosigHocri cepii
(NigTBepAXKEHHR 3rigHO 3 YuHHKUM JopaTtkom 16 EU GMP-Guide)

Jlikapcoka ¢popma: TABJIETKW, WO AUCNEPTYHOTBCA B POTOBIA |
Hassa npoayxry: EPIAE3 MOPOXHWHI -
Cwuna aii / aktueHicTs: 5 mr Kopa npoaykry: 02-DESHODG0050UAD10 o
Homep cepii: 233448  Homep HeposdacosaHoi cepii: 233390 Po3mip / Tun ynakosku: BT X 10 BL 1 X 10 |
[ata 3aKiHUeNHA TepMiHy npuaaTHocri: 10/2026 ara Bupobruyrea: 10/2023
Bupobunui incTpykuii (kog/sepcin): MI-C-0632/sepcin: 10 flncTpykuii 3 ynakosku (koa/sepcis): MI-C-2200/sepcia: 01 |
Kpaixa imnopry: YKPAIHA [No.: UA/18434/01/01 |
3aranbHa KinbKiCTb BUNyLWeHUX oguHnyb: 53298 ynakoBok [KinbkicTb apxisunx 3pasxis: 24 ynakosok
Indpopmauia no AdI:
Homepwu cepiii GSA: 23060088 omepwm ceplit noctayaneHuka: DS-3035/M
Hassa: MOREPEN LABORATORIES LIMITED Aapeca: Village Masulkhana, Parwanoo
Dist. Solan, (H.P.) India 173 220
Indopmauin npo ginbHUYI0 BUpoBHULTBa:
Hasea: AXKEHE®APM C.A, Appeca: 18 km MepezoHoc, ABeHio
15351 NMannini, Ipeyin
Niyensia N2; 0000000073/23/1 Ceprupikat GMP N2: 115156/5-12-2022 J
Im’a Ta nocaga YnosHoBaxeHo! ocobu, aka 3gificHIoe BUNYyck cepi, P TIR '
AKULO 33CTOCOBAHO Menegxxep KoHTpoato akocri, ¥.0. i |
lidopmalia Npo AlNbBHULKIO ynakoBKu: -
Hasea: AXXEHE®APM C.A. Appeca: 18 km MepesoHoc, AseHio
15351 Nanniui, Mpeyis
NMiyensia No.: 0000000073/23/1 Ceprudikar GMP N2: 115156/5-12-2022 |
" _. [H.I'pasoc
Im's Ta nocaga YnoBHOBaXeHo! ocobK, Aka 3ailcHIOE BUNYCK cepil,
AKIO 33CTOCOBANHO [Meneaxep konTponio aKkocTi, ¥.0.
IHpopmayin Npo AINBHULIO TeCTYBAHHR: .
Haszsa: AXEHEQAPM C.A. Aapeca: 18 xm Mepe3soHoc, ABeHio
15351 Nanniui, Mpeyin
NMiuensia N2: 0000000073/23/1 Ceptudikar GMP N2: 115156/5-12-2022
- H.lpasoc
Im‘a Ta nocaga YnosHoBaxeHo! ocobu, Aka 3aiHcHI0E BUNYCK cepil, .
AKLLO 3ACTOCOBAHO rMeueAmep KOHTpOA AKkocri, ¥.0.
AocniprerHa Biaxunexs cepii:
Homepu sigxunens: Bupiweno |
Tak | I milLJ l He 3acTocoBano g—‘
Kontpose 3min N2(n):
AIICHEHHA KOHTPOAK 3MiHKM No Yil napTii (nepwa naprtis, Tax D Hi D He 3acrocoBaHo X ﬁi
a AKy BNAVBaE 3mina) —_—]
Komenrapi: ko komicii (AKLLO BUMAraeTbea Ta Bigpi3HAETLCA Bij KOAY NPOAYKTY): HE 3aCTOCOBaHO ]

Lium 3aceiguyro E nigresepaxyo D wo HaBeaeHa iHpopMauia € AOCTOBIPHOIO Ta TOUHOW. Buulesragana naptia Tosapy BMroToBAeHa,
BKAIOHAIOUM YNAKOBKY T2 KOHTPOJIb AKOCTI Ha BWWLE3rajiaHuxX AiINBHWUUAX, ¥ NoBHii signosigHocti go sumor GMP €C ta micuesoro
peryniolouoro oprasy, aitouoi Texwiuxoi yrogu mik MocrauansHukom kowtpakty /MAH ta JDKEHEQAPM C.A, 1a 3i cneundixauiamm
Pecctpayifinomy noceiguenHi, Hagavomy signosignomy BnacHuky Aossony Ha npogax (MAH) / Mocrauanshuxy koutpakty (CG), sk
3aTBEPANEHO TEPUTOPIANLHUMK PeryliolouumMK opraHamu abo gocee cneyundikauiii npoaykTy Ana AochigxyBanux Aikapcekmx 3acobis.
Bynu posrnaKyTi 3anucKk Npo sMpobHMLTED, YNakoBKy Ta aHani3 cepii Ta BUABAEHO, W0 BOHK Bignosigaote GMP €C. Omxe,
d Cepis BunycKaeTbca ANA BignpaBnaeHHA
Cepin ceprudikoBaHa 4N BMNYCKY Ha Npojax
Gepyum A0 yBArW 140:
- MAH/CG Hece BignoBiganbHicTL 3a TPAHCNOPTYBAHHA NPOAYKTY TAKMM UMHOM, AKMIA HE BMN/AWBAE HEraTWBHO HA WOFo AKICTL | NoBUHEH
cyBopo Bignosigaru sumoram GDP.
- MAH/CG Hece BigNOBIAANbHICTL 33 3aBAHTAXKEHHA AAHMX YNAKOBKK NiKapcekux 3acobis Ha EBponeiiceknii Xab Ao nepegadi nikapcokoro
3acoby Ha ToBapHMiA cknag (y pasi, AKWOo NikapcbKni 3acib rapmMoHisoBaHo 3 pernamextom 2016/161).

Hikonac 'pasoc.
¥noBHosaxeHa ocoba: Maricrp ximii Aara.....28.11.2023.... ARG i msmmnsnin

MeHeasep KOHTPONK AKOCTI
¥nosHosaeHa acoba
AXKEHEDAPM C.A.
18™ kM. Mepeaowoc Ane
153 51 Naaniui . /
;mh (+30.210)  60.39.336 74 4
en.: +30. .39, ’;(/ /

®axc:  (+30.210) 60.39.402
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BATCH CERTIFICATE OF COMPLIANCE

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

| release, if applicable

edse, If appicah Head of Quality Control, Qualified Person
Packaging Site Info: - v 3

. Product Name: ERIDEZ =~ Dosage Form: ORODISPERSIBLE TABLETS
Strength / Potency: SMG ~ Product Code: 02-DESHODO0050UA010
Batch No.: 233448 " Bulk Lot No.: 233390 Pack Size / Type: BY X 10 BL1 X 10
Expiration Date: 10/2026 e s ~ Manufacturing Date: 10/2023 .
Mfg. Instructions (CodaNers.):_MI-CwDéBZNers.: 10 Pack. Instructions (Cade/Vers.): MI-C-2200/Vers.: 01
Importing Country: UKRAINE MA No.: UA/18434/01/01
{ Total Units Released: 53298 boxes No. of Retained Samples: 24 boxes
P e e oy am s s
GSA Lot No.: 23060088 Supplier's Lot No: DS-3035/M
Name: MOREPEN LABORATORIES LIMITED ' Address: Village Masulkhana, Parwanao,
en ol Dist. Solan, (H.P.} India 173 220
Manufacturing Site Info: - i o ey o T K
Name: GENEPHARM S.A. Address: 18 km Marathon Avenue
3 S 15351 Pallini, Greece
| Authorization No.: 0000000073/23/1 _GMP Certificate No.: 115156/5-12-2022 =
me and position/title of person authorizing the batch N, GRAVOS v h

et g

Name: GENEPHARM 5.A. Address: 18 km Marathon Avenue
| - 15351 Pallini, Greece
|Authorization No.:0000000073/23/1 _______ GMP Cartficate No- 115156/5-12.2022 =
| Name and positian/title of person authorizing the batch N. GRAVOS
release, ifapplicable ~ ~ Head of Quality Control, Qualified Person
{ Testing Site Info:
{ Name: GENEPHARM S.A. 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 e .
release, if applicable Head of Quality Control, Qualified Person
Batch Deviation Investigations: L . . am |
Deviation Numbers Resolved _
Yes [] No ] N/A B
Change Control Nofs): _ "
implementation of a change control from this batch (first Yes [] No [[] N/A
batch impacted by the change)
‘Comments: Commission Code (if required & different from Praduct Code): N/A

| hereby carﬂm confirm [] that the above information Is authentic and accurate, The aforementioned 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, the valid Technical Agreement baetween Contract Giver/ MAH and
Genepharm 5.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 analysls records were reviewed and
found to be in compliance with EU GMFP. As therefore,

[J The batch is Released for dispatch

(B 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 1o saleable
stock (in case of medicinal praduct harmonized with regulation 2016/7161).

: A
Qualified """’?iikulaos Gravos, MS¢ Chemg?m s semasarsisan bt Signature: 7[1&

Head of Quality Control. Oualified Pacer /
Zuvnupevo No. 01 GENEPHARM §.A,
LP QA 008/ 'ExBoon No 12 ;g; :Ti’??mn Ave .
"allin {7
Greece ¥

Tel.: (+30.210) 60.39 336
Fax: (+30.210) 60.39.402 ey
E-mail: info@genepharm.com /7 ~:‘;{f
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NMPOAYKT: EPIAE3

TabneTku, Wo AUcnepryroThca B poToBiii nopoxHuHi 5 mr, N210

Homep cepii: 233448

Homep Hepo3dacosaHol cepii: 233390

Kinbkicrs: 53298 ynakoBok

JAara sakinueHHs Tepminy npuaarHocti: 10/2026

Aarta supobunyrea: 10/2023

Aarva ynakoskw: 23/11/2023

Bupo6Huul incTpykuil (koa/Bepcin): MI-C-0632/Bepcin: 10

IncTpyKUil 3 ynakoBku (koa/Bepcin): MI-C-2200/Bepcin: 01

AlnbHuua supobuuyrsa : AXKEHEDAPM C.A.

AinoHuua koHTponto akocti: AXKEHEQ®APM C.A,

AincHnya ynakosku: AXKEHEDAPM CA,

Cneumdikauia No.: PCR-0048

IPed. aok.: PRI 00825

CEPTHCDIKAT AHAIII3Y
5 ' MEro.qu cnsummnqm PE3Y/ILTATH i
Onwmc TM-1687 prrm nnocki 7abneTkn YepBOHO- xopuquenoro Bignosigae !
0NbOPY 3i CKOLEHUMMW KPAaaMU Ta 3 TUCHEHHAM j
«5» 3 oaHOro Goky. 1
Aiamerp TM-1688 8,10,2 mm 8,1 mm |
TaenTudikanin TM-1689
yo Bignosigae cnexTpy crangapry Bignosiaae l
BEPX Bianosigac cranaapry Bignoeigae
" Bmicr Bogn TM-1690 < 3,5% m/m 1.2%
Lepeann maca TM-1691 170 wr 4% (163 - 177 mr) 170 mr ]
" Po3naganna TM-1692 < 90 cex 16 ¢
PosuiHerHA TM-7693 Q=85% 3a 15 xBnAuH 101,6 %
OAHOPIAHICTL A030BaHUX OAMHWLL TM-1694 Bignosipae €O 2.9.40 AV =1,2
(3a opHopigHicTio KinbKicHoro
Bmicry)
KinbkicHe BU3HaueHHA TM-1695 95,0-105,0% 98,2 %
CynpogiaHi gomiwikm TM-1656
N-Q@opmin <1,0% <MKB |
ByAb-aki HeBigoMa gomiluxa <0,4% | 0,04% |
Cyma aomiwox £1,5% 0,07% ‘
Mikpobionoriuxa uucrota TM-1698 J
TANMC He Binbwe Hix 10° KYO /r He 6inbwe nin 10 KYO/r J
TYMC He 6inble nix 102KYO /r He 6inbuwe wix 10 KYO/r !
Escherichia Coli BigcytHi s 1rp BiacyTHi

Liwm A nigreepayio, wo HasegeHa iHdopmayin € JOCTOBIPHOI Ta TOUHO. Lia cepin npoaykry Gyna BUWOTOBAEHa, BKAKOHAIOWM ynakoaxyi
Ta KOHTPOAL AKOCTI Ha BUWEIrafaHuX AiNbHULAX, WO NOBHICcTIO BignosigaoTs Bumoram GMP €C Ta micueBoro peryniolouMoro opraHy ra|
cneyudikayiam Peectpauifivoro aocke abo aocbe cneumdikayif npoaykty ana pochigkysanux Anikapcbkux 3acobis. 3anucu no
Eupoﬁuuq'my. ynakosui Ta aHaniay cepii, Ak ye 3actocoBano, Gyan nepernsHyTi Ta BUABAEHO, WO BoHu Bignosigalots GMP. Byab- HKI‘

iAXUNeHHA oYiHIOBAAK BiANOBIAHO A0 BHYTPIWHIX BCTAHOBAGHUX NPOUEAYP AKOCTI.

- AATA: 3ATBEPAXEHO (Menegxep koHTponto akocri, ¥.0.): |
28.11.2023 I
Hikonac 'pasoc :
Marictp ximii !
i OJTRY AROCTI .
YnoeHoBaxeHa ocoba
AKEHEQAPM C.A.
18" Km. Mepeaonoc Ase
153 51 Nannini
Foaus Crop.13 1
Ten: (+30.210)  60.39.336
Qake:  (+30.210)  60.39.402
E-mail: info@genepharm.com
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Mig Date: 10/2023
Mfg Instructions (Code/Vers.): MI-C-0632/Vers:10  Pack. Instructions (Code/Vers.): MI-C-2200/Vers.:01

 Batch No.: 233448
Bulk Lot No.: 233390

| Exp. Date : 10/2026
Pack. Date : 23/11/2023

PRODUCT: ERIDEZ 5MG ORODISPERSIBLE TABLETS BT X 10

Quantity: 53298 boxes

Mfg Site : GENEPHARM S.A.
QC Testing Site : GENEPHARM SA
Pack. Site : GENEPHARM S.A. i

Specification No.: PCR-DNB

 Ref. Doc. PRI 00825

CERTIFICATE OF ANALYSIS

o e T - e e
. TESTS ' METHODS | SPECIFICATION RESULTS
[Appearance  TM-1687 ' Red-brick, round, fiat tablets with bevelled adges  Complies

- i . and ‘5’ embossed on one side -

Diameter TM-1688 . 8.110.2mm 8.1mm
 Identification TM-1689 T {

uv { Complies with the spactrum of the standard ' Complies

HPLC i Complies with thnsundard 1 Complies
Walet content TM-1690 | $3.5% w/w | 1.2%

Average wulght TM:iI_&ﬂ | 170ln9 +4% (163-177mg) i 170mg
Dislntngratlun time TM-1692 ] $90sec | 16sec
'Dissolution ¢ © TM-1693 | Q=85% at 15min T T1016%
‘Uniformity of dosage units .~ TM-1694 | Complies with Ph. Eur. 2.9.40 by content i'iw= 1.2

| uniformity

Assay o TM-1695  95.0-105.0% 98.2%

Related Substances | :

N-Formyl | TM-1696 $1.0% <L0Q

Any unknown impurlty ' <0.4% "1 0.0d%

Total impurities : $1.5% | 0.07%
Microbiological Quality T™-1698 | !

TAMC NMT 10%cfu/g " NMT 10cfu/g 1
TYMC NMT 10%cfu/g | NMT 10ciu/g
Escherichla Coli | Absgnu inlg Absent

T hereby certify that the above “information is authentic and accurate. This batch of product has been manu{actured 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 Mlnager or QC Supervisor):
", et/ 1KOL30S Lrpvgs MiSe cp
deadofou emis.
ULQuahﬁed Perso
GENEPHARM 5.A. //
18" Km, Marathon Ave Page 1 of 1 //
153 51 Patiny /
Greece ,..,:’{
Tel.: (+30.210) 60.35.336 Yuvnppévo No. 02 VA
LP QA DOB / Exdoon No 12 v/ /

Fax: (+30.210) 60.39.402
E-mall. mipQgenepigom.com
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AEPKABHA CJIIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Haxii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo AKiCThL BBe3eHOro B YKpainy JikapchbKoro 3acoby
05.04.2024 Ne 18021/24/26
EPIJIE3®

(BaliMeHyBaHHA MiKAPCHLKOro 3acoly 3riiiHO 3 peecTpamiiHuM TIOCBIIHEHHAM)
TabJIeTKH, M0 JACNEPrYThCd Y pOoToBiH nopoxauni, mo S Mr no 10 rabaerox y Guicrepi,
no 1 Gicrepy y magni

(dopma BUIYCKY, 103yBaHHS, BHX NaKyBaHHA ikapckKoro 3acody)
Howmep peecrpauiiinoro noceimuenns UA/18434/01/01 crpox aii peecrpauiitnoro mocsimuenns 11.11.2025

Cepisn nikapcskoro 3acofy Ne 233448 KinbkicTs BBesenoro mikapcekoro sacoby 53298

BHpOGHHK JOKEHE®APM CA, Tpenis

(nalimMenyBanHs BHpOOHHKA Nikapehkoro 3acoly, KpalHa MOXOIDKEHHS )

Beeseno B Vkpaiiy IpuBaTHe akuionepue ToBapucTso "PapmanesTHIHA dipma
" Napaaus', izent. koa: 00481212

(nailimenysanns Ta koA 3a €J[PIIOY wopuanunol ocobu abo npissuie, im's, Mo GaTekosi
dizmanol 0cobu - nianpremus, Ti Micue npoknBaHHA Ta peectpaiiiunit Homep obnikonoi
KapTKH TUIaTHHKA noaarkis abo cepis Ta HOMEp NAcNopTa)

IpoTokoa Bisyansuoro koutpoawo six 05.04.2024 N 1214/1.

3a pesysbTaraMM JIEPKABHOTO KOHTPOMIO BCTAHOBIEHO, IO Jlikapchkuif 3aci6 Beeseno B VYkpainy 3
JAOTPHMAHHSIM BHMOT 3aKOHOIABCTBA 11010 3abe3neuenns SKOCTI NikapcekuX 3acobiB.

=

ﬂ Muxona XOJIOZEHKO

(nianuc) ¢ (ininianu Ta npispauLe)




