HEPHKABHA CAYKEA 3 TIKAPCHLKUX JACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU vy s KUEB]
fpos. Hamit Ceitnuunot, 3, 02099, ven. {044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kog €IPTIOV 37079055

BHCHOBOK
po AKICTE BBe3eRoro B Ykpainy nikapcnkoro 33¢00y

18.04.2025 Ne 19609/25/26

MIHTEI'PA

(nadsenysanmng AiKapeukoro eoby ariano 3 pecerpauiftium soesiauenam)
FABHCTRY, O ANCHLPIVIOTLOH B porosif nopomunul, no 15 mr, no 10 rabuaeror y Gaicrepi, ne
3 Buierepu 8 nawyl

{hopma BurycKy, no3yBanss, sl BAKY BAMHS JRGPCLKOTO 12000y )

Homep peccrpauifinoro nocsinvenus UA/18061/01/02 crpox aif peectpanifivoro nooninvexnn 23.04.20235

Cepis nixapesraro sacofy Ne P2502298 Kinokicts saesenoro niapovkoro sacofy 7832
BupoGx Pourtic Xesnac Megiran enn Gapmachiorican I popaxre C.A., I'peuis

(safiveny Banis BUpoGuuKka NKAPCHKHTO sacoly, KpaiHa OXODKeHHS )

Brescro B Vipatuy Fipusarne axuionepne rosapucerse "Papmanenyuana PBipma
" Hapaun”, inenr, wox: 004812172
{raeny naneg ta ked sa CHPNOY woprsmus! ocoby abo npispmue, iM'. no Sarexopl Gianung)
0Cofin ~ nianpuenrud, I Micue NpoRMBANKS TA PECCTPALITINIS HOMED OBAIRGEOT RAPTKR Hnaruues
nogatkis alo cepiy va omep SacHopTa)

Hporowon shyansuors wornrpoam sin 18.04.2028 M 1286/61.18-25/1.

32 posynwiaTAMM  QEDIKABHOID KOHTPOMO  BOTRHOBAGHO, W0 JHapesbkul  saci®  maeseno 8 Yepainy 2
AOTPHMAHEAM 3uM0r 3250H048CTE 1BOLG 320CNCHEHNY TKOCT ikapehrux zacoéis,

Muxona XQIOIEHKO

(riiponc) {inindasu Ta npisamine)

S \%4




[hrewon by innaval-on Industrial Area of Larissa
P.O. BOX 3012 41500
Larissa, Greece
Phone.+30 2410 541 489
Fax: +30 2410 541 450

infohellas@rontis.com
hitn://www rontis.com

CEPTU®IKAT BIANOBIAHOCT!

fiposyKr
MIHTETPA (ARIPIPRAZOLE) AAPHULIA, Yipaina, TaBnetky, Lo AUCTEPryioThea 8 POTOBIH nopoxHuHi ne 15 mr, Ne30
KinskicTe: 7.832 ynaxkosok, 234,960 rabnerox

Cepin No: P2502298
Homep Heposdacosanol cepil: TB2502013

A {Bupobrumk/Cepia Ne): Apuninpason (MSN Pharmachem Private Limited /AL1m0141023)
Nikapcuka opmar Apuainpazon, Talnersy, Wo QUCnepryioThen 8 porosiil nopomsnsi no 15 mr

Liara supobnumyrsa {micaus/pin): 12/2024
Darta nakysarna: (pers/micais/pik): 04/03/2025
[aTa 3aKiHueHHa Tepminy npugatsoct (micsip/pix): 12/2027

Poamip naxkysarnn / Ture 10 rabnetox x 3 Bnicrepy

Bupobunua ginshuua: Portic Xennac CA,

MarysaneHa ginbrnus: Poutic Xennac CA,

Kowrpone sikocti: Powric Xennac CA.

Jiuensia Ne: 0000010664/23/1

PeecTpauifine nocsiadennn No: UA/18061/01/02
Kpaina imnopry: Yepaina

BupoBaeHo s GapmatesTudHa Gipma JapHuus Pesyneratd  adanisis:  40480Thca 8
ceprudixari apanizy

LIMM 7 NIATBEPMRYIO, ULO BALLEEKA3aHA IHPOPMALS € AOCTORIPHOIO T8 TOUHOID. LI HapTIA NPOAYKTY fyna
BUFOTOBAGHA, YIIAKOBAHA Ta BUAPOBYBAHA Ha BULLBIABHAYEHNX MAABHHMKAX 3 TOBHOIO BIANOBIANICTIO Brumaram EC
GMP Ta ymoBam, onucarum v Texuiunii yrogl, ana 3abesnederts gOTPMManHA JO3BONY Ha NPOJaK KpatHm-
innopTepa. MpoTokoau nepepobum naprii, ynaxkosku Ta ananisy Oy nepernanyTi 1a ByaHaki BiAnosigHAMN GMP

Bigrunensn, Akl MOMYTh HETATHBHO NO3HANUTUCA Ha AROCTI ToBapy: V Hi

[DraK, AMBUCH ROMEHTA
Ls mapTin BUNyLEHa 445 Blanpasnerta
Komewrapi/Pemapku: H/3

Hara: 11/03/2025

Npizsuwite/ Tignus
{Im's YO

Bobola Evagelia
{YnosHosaxena ocoba, sxa sasnauena b Jupexrusl 2001/83/80)
Nationol Qrgarization Jor Medicines, Certificate number: 147858/5-12-2034, Authoriration No: G0D0010664/23/1, in accordunce with Artdd of Diroctive
2001,/83/6C tronsposed in the notional legistation AY3 (a)/1.01, 32221/29-4-2013 Art.57

SOP-02-G02, EXHIBIT 1a, EDITION 10

; ) /,;
é) Lot PP £ 19 0% ¥ AT \Jlﬁ/,/



Industrial Area of Larissa
P.O. BOX 3012

Larissa, 41500, Greece
Phone:+30 2410 541 489
Fax: +30 2410 541 490
infohellas@rontis.com
hitp:Hwww. rontis.com

Beivisn by Inngveation

CERTIFICATE OF COMPLIANCE

Product, MINTEGRA (ARIPIPRAZOLE) DARNITSA UA ODT 15MG BTX30 Quantity: 7.832 boxes, 234.960 tabs
Batch no: P2502298 ’

Bulk Product Batch Ne: TB2502013

AP (Manufacturer/Batch No): Aripiprazole (MSN Pharmachem Private Limited! AL1m0D141023)

Dosage formy: Aripiprazole ODT 18my tablets

Manufacturing date (monthiyear): 12/2024

Packaging date: (dayfmonth/vear), 04/03/2025

Expiry date (monthfyear): 12/2027

Package size / Type: 10 tabs x 3 blisters

Manufacturing Site; Rontis Hellas 5.4,

Packaging site: Rontis Hellas $.A

Quality Control testing site; Ronlis Hellas 8.A.

Mumber of Manufacturing Authorization: 00000 10664/23/4

Marketing Authorization Number: UA18061/01/02 Importing Country: Ukraine

Manutactured For: PJSC Damitsa Results of Analysis: See altached CoA

Fheveby confirm that the above information ig authentic and accurate. This batch of product has been manufactured,
packaged and tested at the above mentioned site (s) in full compliance with the BU GMP requirements and the
terms described in the Technical Agreement, for assuring compliance with the Marketing Authorization of the
importing country. The batch processing, packaging and analysis testing records were reviewed and found to be in

compliance with GMP.

s
IR . , ; , /
Deviations which could have an adverse effect on the quality of the product: ¥oono /

#

o yes, see c/é:}imems
i I;

;]
47

Iy

it

o

This batch is released for dispatch.

Comments/Remarks: N/A

.k
._%_\:\_,_ T

Date: 11/03/20256 Py

Name / Signature:
{Name, QF)

Bobola Evagelia
{Qualified Person as designaled in Directive 2001/83/EC)

National Organization for Medicines, Cerdiffcaie number: 147858/8-12-2024, Authorization No: 0000010664/23/1, in accordance
with At 40 of Directive 2001/83/EC bransposed i the national legisiation AY3 ()01, 32221/29-4-2013 AL.E7

BOPG2-00Z, EXHEBT 1a, EDITION 10



PG BOX 3012 - 41560
Larissa, Greece
Phone:+30 2410 541 489
Faxg 30 2410 541 480

Bhroan by mnovatar
infrehaellas@rontis,com
CEPTUDIKAT AHANIZY
: AR% >l?{%AZQLm raﬁ; ETRY, LD ,zgmcrwprym ThEH B pomiz # no{}omwm no ? M BLILK
- Homep cepii " He srazata (Q,l TB22 AR
- HOMER CEPI BMPOBHMIA (RONTIS) TB2502013 f POBMIP CEPI| 620,000 ra6agTox
| IATA BUPOBHMLITBA ) - p o
P 12.2024 ,&ATA 3;\:&:3‘; f}%?&f i _ Brazmw o Ceprudivgy sipnosigsoct
./ {
KomeHTapi, He grazaHo
CTECTM e e ClEUMOIKALA PESY/ILYATY
Crne ’zaf}z[mw KOBTOPD honbopy, Kpyraot Gopme, 38 NAGGKOIG HO‘SQQMW(‘K) o
(in-house]  TUCHEHHAM 15" 5 DT ory, 1a FRaAEHEK 2 HuioTO. HAOOBIAAE
Imnrmdpmawﬂ A, ynmpa@mﬁmoam CHERTH  NOABHAHHA  8unpoBoBYBaHOTD
Apuninpasony POPMUHY NOBUKRH MATH MaKcuMym 32 1iEl camol ADBRUHK Xbal, W |
PSR POEMUH ﬁOpiHHm@Hﬁ, A gignosigan
B, BERY 2. Ha  xpomMartorpamax  eunpoBSosyBanors  posduny | posuuny B. gipnosinae
{in-house) NOPIBHANHA,  OTPUMAHWX B posgial  RINbKICHE  BUIHBMRHHAD,  vdum
S . | YIpUmMyBatIgR OCHORHOYD RIRY MopwiHi cismagary, .
Poamipn !
: 9.0 4 0.3 aw
{fiomemp) (in-house} : - ,,9 (,_,_,MM .
Oanopinhicts macy He Binsise 2 agieinus > AW(cepeiis maca) 2 7.5 % ) L
(€P 2.9.5) Wosna cannuua > AW(cepeanna maca) & *5 0% Bipnouipae
P;}{:;;a}q;u;jﬂ He Gisbwe 3 %8 Mare: 48 et
Boaa .
He b 6 % o
 fno Piuepy) (€9 2,5.12) o febmweon -1
KinpKicHe susnauenta 85.0- 105.0 % Apuninpz3oay sigHOCHE somivansHOro pwicry 101,5 %

{memod BERX) (inhouse) _ JEAMAYBHOND HA CTHRETI

PO3UMHBRMA . s 103%
=807 0 x (3ri 2831 .
Q=80% 3@ 30 xs (3riano €0 2.8.3-1) Mm% |

(semod Bepx) (in ficus}

ONHOPIZRICTS AG30BANHMX
' 290
o ?é”‘”v”_“'b . i }ILO::(JL-&HM OAMHMU,I He § Meuumm 3a ( “12% 0 01) M i #e Binsumm 22 h. 4 ,?1"
\ugﬁopwwluuf&mmv} L2 % 0.01) M {ae L1 gopinsios 15.01 L2 gopismioe 25.0) 1)
{memad BEPX) (E@ 2.9.40) {BianosisHo €0 2.9.40)

Mot B 503 %

Homituke £ g

Domiwwe B3

Hahfinbug oxkpema veloedtudiKosana aomiuga ;
Cyma gomiok s1,5 %

Fhaskue MeX BUABACHHH
0,06 %
£0.2 % Humne mesl kinbgeHoro
BUBRAYEHUR
(.06 %

Cynpoinu gomituxn
{memod
BEPX)
{in-housz)

Mmpmmonormnd YUCTOTS :
(E®2.612-2.6.13) © Barasbha KinbKcTs aepolnys rikpoonranizmia: 107 KYQ/r (Maaumansio

Tecm MikpoSioneeia yacmome donyerima KiaskicTs = 2000) He syuapaeno
npOGEAVMLCA s KOKHEF 107 copi
fio e merwie 00KIET cepil wipluno,

soneans gid mo2g, qa Hocmos
. v RAHRZE st

3ATBEP,G,>£<EHO{ BIAXMI!E Hi}

Jaranena RApKIcHy Anbsosux ra naickasmy ronbin: 10480/
(r\faxcytm'mwo ,q,ony:,mma Kinbicre = 200}
¥ v {Bianosigro €0 5.1,4-1) .
am 55%}%{5}10 FUATIAC JATA
Dimitra Gkatziou OB/03/2025
Metenien KoHTpoAIo aKocTi-YO . S R
HFW\/’I T

U onucan 8 vuump“«p P IOTOBONO npo,a,y% Y rd ASH}I‘TIT’A*(I"OMV 38i11 3 m»ﬂpumn AROCTi f‘p(’)ﬁ,yﬁ'\{ 3 iasHudite

JATBEPIEHO

A ’\!o T %lm ’Z&THZ?A}\

! mm,a,mu BALLE TOLT

I 1{2.3-puxnopdenia) dinepoawe HC
7-[4-{4-{2,3- pvxnopderia -1-oxoponinepaaun-1-in}8yroncu}-3,4- purlapoxinomin-2(1 Hi-ou, IN-Oxena}

7-[4-18-{2,3- paxnondering ninepagni-1-UnGyrorcul-zinosin-2{1H}-on, (Herinco)

QMIBINa
Jlosaiwna

3{357’ {2 0{32. EXH) BIT 4, EDITION 10

Pagu 1 ufj,

f‘ORM A VE Qsiow ?a, 71/10/)021



industrial Area of Larissa

PO BOX 3012

Phiven by innovation

Larissa, 41500, Gresce

Phone;+30 2410 541 489

Faxs +30 2410 841 480
infehellasrontis.com
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hito: v rontis.com

ARIPIPRAZOLE 15MG ROUND OD TABLETS BULK

AA A CODE TB22AR
RONTIS BATCH NUMBER | TB2502013 BATCH SIZE 620.000 tablots
" MANUFACTURING DATE | 12.2024 " | EXPIRY DATE Refer to CoC
TESTS _ SPECIFICATIONS | ~ RESULTS
Description Raund, flat, yellow tablets, engraved with “15” on ane 3ida and plain on CONFORMS
£t} the other.

A The UV speetrum of the Samplo solution and the Standard solutlon exidbi
m & maninim ot same wavelength,

The retention me of the m&jm pesk in the shromatogram of Ass
pwmmfwn corcespondis o that in the chromatogram of the ﬁﬁandaw
pmmrué oy, 8¢ spesified in the Asaay.

ieniification of Aripiprazole
A UY
B, HPLEG
Fae

Bimensions ({flameier)

A CONFORMI
B. CONFORM!

o 4.4 nun E S lvom 4.1 mm™
tnifanmity of mass NMT Zunits » AW £ 7.5% CONFORMS®
Pl Bur, 2.9.5) & o unlt > AW £ 15.0%
e oy NART 3 rrin Max: 485+
Water content
{By Hast *‘«;smay) MMIT & % 5%
o #h, Bue 2818
{ixy HPLG) 95.0 - 106.8 % of Arlplpracele label claim 5%
4
o ,
Dissalution Q = 80% fn 30min Romi
{ay HPLL) . ) Min: 102
(H) fin acoordance with Ph, Bur. 2.2.31) (51)
Uit For the first 10 units: AV S 15.0% {L1) :
al j};::ém?i i;ﬁiﬁ”f“@ O For 30 units: AV S 15.0% (L1} -
% 3 A
by &,;éﬁ P Y amﬁ Ho individual content of the dosage unit Less than (1-L2 % 0.0 1} M or Blore w1
: than {1+ L2 % 0,041 18 {whers L1 s 150 & L2 §s 25.0)
Pl Bur, 29.48)
{Complies with Ph, Bur. 2.8.46)
Impudiiy 8: £0.3% ND
Related substances bmpurity £: £ 0.9% BLG
{by HPLEY {mpurity E: £0.3% 0.06 %
(i fax Individual unknown lmpurity: € 6.26% O%iﬁ’/
Total mpuritlen: £ 1.5% D
Microblologioal examination TANGC: 10° ciufg (Max Acceptable count = 2000)
P, Bue, 26,12 2.8.93) IYHC: 19° ofufg (Max Acceptable count = 200) "
Wicrobivlogical testing 5 padarmed on sver N7A

Eanherichin oolic Absent/ g
{Cumplles with Ph, Bor. 81,401}

jon bamk or at least one bateh per year
whichever has the highest frequency

RELEASED BY

NOTES

§““x*‘§ 2%?:%

The above lesls arp desoribord In the FIN
& THRZAR,.

Impuelty B 12, SOlchiorophenyl) Plperesine HOI

Bnpyrity Fr 740442, 3-Dicholorophargl) »«?’ﬁxéeﬁw%mmﬁrﬁ«% -y} buteny]-3 4-dibydroquinoin2{1H-ane, (Noxida)
Impuriiy € 442, 3 Dichotorophonyl} plper: zhimw’%.yi} butoxyl-guinelin-201- ane, (Dobydm}

HIHED PRODUCT MONOGRAPH & GUALITY CONTROL ANALYTICAL REPORT with Productil Ne: TB11Al

Lormeants: NOY Not Detected, BLIY Below L)
year or every 10ih bateh whichever has the mqhes freaguency

it Quantification, “IPC Rasults, * Micrhivlogioa! testing is Perforred on at least one bafeh pey

Yersion 2a. 2144002081 Page 1 of §

BOP02-002. BRHIBIT 4. BOITION 49
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