NEPKABHA CJHYXKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos, Haaii Cairtnuunor, 3, 02099, ren. (044) 205-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHCHOBOK
npo stKicTh BBE3EHONO B ¥ kpainy AiKapehicoro 3aco0y

18.04.2028 Ne 19612/25/26

MIHTEIPA
(HaiMERY BAHEA JTKAPCLKOTO 3acoGy SriAO 3 peecTpaitiinun BOCBLMEHIAM)
raf e TR, e SHCHEPTyIvTEIN B poronii gopomynl, 0o 10 nr, 510 10 vabaevor y Batcrepd, no
3 Gaicrepn B nasud
{JopMa BRIYOEY, ROTYREHHA, BRE TARYBRHNA sigaposkoro sacoly)

Homep pecetpauiiinoro noeninvcuia UA/I8061/01/01 erpok aif preeTpanifinoro nocsimuenun 23.04.2025

Cepia nixapebxore sacoBy M P2E02022 KiteKiCTh BREICHOIO JNTRAPERKOTO 34000y 12000
Bupobnuak Pourie Xermac Menican ena PapmaceioTian Tnomare C.A., [ peuds

(Haiineny barns sipoGiiIa sigapeskoro sacody, kpaiug HOROIORCHHR )

Buesedo 8 Y kpaity [IpusarTne akuioNepue TOBAPHCTED “HapmanesTiing Gipya
v Rapronw’, enr, Kom §0481212
{HadsapHy BN TR KO 38 CHAPTIOY wpriune? oontin abo nptimae, iMs, N Gareros Glamol
nealy ~ NiATpHOMLE, 1T MICHE NPORVSEHER 3T pecerpainifnall HONCp ofnironet RAPTIE QRATHINE
neaatkin 200 cepis T HOME] HACHOPTR)

TipoToKoN BBYRILHOrO KOHTPOMIO BiA 18.04.2025 M 1286/01.10-25/4.

R pesYALTATAMM AEDKARHOTO  KONTROMO  BOTAHORACHO, wo  aixapewkuil sacif BBCICHO 8 Yipaluy 3
AOTPHMAHHSY BuMor 3aR080AARCTES LIOLO saGesneuetin axoct npgponKkm sacobin.
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Diven by mnovaton

Industrial Area of Larissa
P.O. BOX 3012 41500
Larissa, Greece
Phone.+30 2410 541 489
Fax: +30 2410 541 490

CEFTUDIKAT BIATIOBIAHOCT
Npogykr:
MIHTETPA (ARIPIFPRAZOLE) HAPHWLA, Ypaina, yabnetiu, O ANCHERIYIOTHCN 8 ROTOBIN NOPOIHUHI no 10 Mr, Ne3d
Kinbkicrs: 12.000 ynakosok, 360,000 tabnerox
Cepis No: P2502027
Homep wepoadacosano cepii; TR2501004
A®{BrpoBHuk/Cepia Ne): Apuninpazos (MSN Pharmachem Private Limited /ALIm0141023)
Jlivapcwra bopma: Aripiprazole, Tabnetku, wo ANCNEPrYIATLCA B POTOBIN nOposHmmi no 10 mr
Hara aupobrnyrsa (micaus/pik); 1272024
£aTa rarysaHmHs: {aern/micatn/pik): 06/02/2025
dlata sakinvenns Tepminy npuaaTHoct (micaus/pik): 12/2007

Poamip naxysamun / Tun: 10 1aBnetox x 3 Brifcrepn

BupoBrnva ginsHuua: PouTic Xennac C.A.

Manysanena pinsrnng: Poutic Xeanac CA,

Kowrpons akacri: Poutic Xeanac C.A.

Jiuenais Ne: 0000010664/23/1

Peecrpauilive nocsinuenus Ne: UAa/18061/01/01
Kpaina imnopry: Yepaiua

Bupobneno pan: BapmauesTiiuna Gipma Haprnus Peaynerarn  auaniazis: ADAZOTECH B
cepTrdikarti ananisy

Hum a nigreepamyio, wo BULLEBKa3aHa iHPOpMaLin € LOCTOBIPHOI T3 TOUHDIO. Ua napria npogyxry Bysa
BUTOTOB/ICHS, YIAKOBAHE T3 BUnpabyBara Ha BULLE3AIHINEHNX MalfaHYMKaX 5 NOBHOK BIANOBIAHICTIO BrMmoram €0
GMP 73 yMoBam, OnucaHum Y TexuiuHin yrogl, pas sabesnevennn AOTPUMAHHA 03BOAY Ha NPOAAK KpaTHK-
imnoprepa. NpoTokom nepepofing naptil, ynakoskm Ta aHaniay Gyau NepernanyTl ta suzHani sianosigHuMu GvIP
Bigpmaenns, axi FACHYTL HETATUBHO NOZHAUUTUCS HE AKGCT TOSARYT

VoHi

Dlrax, avsucs ROMEHTap]
U naprin sunyuiena pas B ANpasNeHMA
Komerrapi/Pemapru: #/5.

Hara: 11/02/2025

Mpissuwie/ Migrive:
{Ima YO)

Bobola Evagelia
{¥nosnosamena ocofa, axa zasnadens o Huperrnsi 2001/83/50)

Nationol Organization for Medicines, Certificote number: 14 7858/6-12-2024, Authorization No: 000001 B664/23/3, In accordpnce with Arsés of
Directive 2001/83/EC transposed in the nationa leQisiation Y2 {a)/1 1), 32221/29-4-2013 Are.57
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Industrial Area of Larissa

P.O.BOX 3012

Larissa, 41500, Greece

v Phone: +30 2410 541 489

Deiven by innovation : Eax: +30 2410 541 480
infohellas@rontis.com

http:/fwww rontis.com

CERTIFICATE OF COMPLIANCE

Product: MINTEGRA (ARIPIPRAZOLE) DARNITSA UA ODT 10MG BTX30 Quantity: 12.000 boxes, 360.000 tabs

Batch no: P2502022
Bulk Product Batch No: TB2501004
AP| (Manufacturer/Batch Noj: Aripiprazole (MSN Bharmachem Private Limited/ ALImMD141023)

Dosage form: Aripiprazole ODT 10mg tablets
Manufacturing date (month/year): 1212024
Packaging date: (day/monthlyear). 06/02/2025
Expiry date (monthfyear). 12/2027

Package size / Type: 10 tabs x 3 blisters

Manufacturing Site: Rontis Hellas 5.A.

Packaging site: Rontis Hellas S.A.

Quality Control testing site: Rontis Hellas 8.A.

Number of Manufacturing Authorization: 0000010664/2341

Marketing Authorization Number: La/180810101 fmporting Country: Ukraine

Manufactured For: PJSC Damitsa Results of Analysis: See attached CoA

tic and accurate. This batch of product has been manufactured,
(s} in full compliance with the EU GMP requirements and the
compliance with the Marketing Authorization of the

{ hereby confirm that the above information is authen
packaged and tested at the above mertioned site

terms described in the Technical Agreement, for assuring
importing country. The batch processing, packaging and analysis testing records ware reviewed and found to be in

compliance with GMP.

Beviations which could have an adverse effect on the quality of the product:

This batch is released for dispaich, /
Comments/Remarks: n/a ;’f ;
L
. {}I/ 7
Date:; 11/02/2025 %/
/ i/
/s
Vi

Name / Signature:
(Name, QF)

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

National Organization for Medicines, Cortiticate number, 147858/6-12-2024, Authorization No: 0000010664/23/1, in aceordance
with Art.40 of Dirsciive 2001/8%EC lranspused in the national legistation AY3 {a)/Uf1. 39221/26-4-2013 Art. &7

SOPG2-002, EXHIBIT 1a, BITION 10




P.O. BOX 3012 - 41500
Larissa, Greace
Phone:+30 2410 541 489
Fax: +30 2410 541 490
Infohellas@rontis.com
htte:/www.rontis.com

i

Brven by ingeaton

CEPTUDIKAT AHAIZY

ARIPIPRAZOLE raBnetru, wo AACTERIVIOTHCA B POTOSIA NOPOMHUHI no 10 mr BULK
| ' CTB21AR

| Homep cepii He sxasamo

| HOMEP CEPIT BPOBHIKA (RONTES

| TB2501004

i

LATA BUPQEHWL .
i ¢ Brazano 8 Caprugivar sianosianoct

i Homentapi: ne sragano
: o JEEM

i
o 3

e CTEUMBIALY . PESYIBTATH

TaBnerer posesoro KOABGDY, KPYIAOT QOpMY, 3 NA0CKD0

Orie
(i) NOBREPXHRI0, 3 THCHeHAM "10" 3 1010 Boky, Ta PAIAEHELKT 3 Bianosigss
laeryadixanin A, Yawvpadionetobit coenry normnannsg BUHDO
Apuninpasonsy | POIMANY NOBMMER MaTH MarcHmysm 33 Tiel canmol MOBHMHI X801, o
AL Vo i po3uny nopiBHanka, A, mianosigae
B, Ha xpomarorpama BunpebopyBatore POIMMRY | posuHy B. planonigae
. BEPX f kit ¢

AOPIBKANKS, QTRUMAMUK B pOsAisl «Rinngicue OUBHEYEHMAY, “aty

{IH}
TRMMYBAHUR OCHOBHOTG iKY noBMHHI ciBnagat,

8,1 ram**

aamipn , B.0 mea 0.1 nam

‘ (ZZiamgmp

ca) h 75 %

UIbie 2 QAsiiLe > AW 3

Ganopimsier macy 2 {capes ¢ ) ] )
(6D 2.9.5) Moana oannngs > A\W(cepeans macal £ 15.0 % Bianosigae™
Fosnapanua e : "
{6@;; 1)/ He Ginvie 3 xa : Mare: 55 cog**
9. i
Boya ; |
g » : He Simwg 6 % : =
Ao Qaepy) (€0 2532) 1 . - . 5%
KinbricHe susHavennn 95.0-105.0 % ARMIINPAZOAY BIGROCHE HOMIMASLHOTO sMiCTY 10LE v
{aemod BEPX] (1) AAIHAYEHOIO HA ETinneTL] =g
PoaunHerHs . ; 100 %
P R =80% 33 303 (Brigro €9 2.9.3-1 -' 6 Gmas e un
{1emog Biepx) (1H) 0K 38 038 (Bip0 €0 2051 L M 97 %51
. Has ek 10 oamumnie: AV £ 15.0 % (1)
Oanopiayicrs aososaiug ©oun ana 30 ok AY £ 15.0 % (L1} mopent inausinya numuit oaict
QAN Y AC30BaHIE 0aURULE He & MeHwM 338 {1-LR2x 001 Mi e Sinsiumm 2.3 %
: 34 {L1}

(Cancpignicrs smicry)

{memod BEOX) (60 2.9.40) {L+12%0.01) M (ae L1 aopismos 15.01 12 Aopiampe 25,0}

_____ e . {Bianosiano €0 2.9.40) S
<0.3% | He aunsneny

o sizni R Hosiwry B
YADOBIANT AOMILIKN . o , P S |
e (,.;),7703 ’ Howainrs F:20.3 %6 | Fe Mexd KiNbKICHOrD Br3HaYeHIs
':9;’9)0‘ D Homiumug Bo20.3 9% 0,07 %
/;;{) HanBlnews onpena HeigeHTuiKosata AoMiLKa | $0.2 % ‘ 0,07 %
o RPN, e e o4
JArantia KineKicrs senobiaux mispoon ERismin: 10% KYO/r
MiKpOBIOAOTHE YHCTOTS {MAKCUMBNLHO JONYCTME KiTbKICTS = 2000} He 3aanaveng
(€0 2.6.17- 2.6.13) : BArBNLHA KIALKITTS 200K 80BMx T4 nalenaus reuBie: 102 KYO T
» Aeddedowl TR 2 PN . N -~
{MERCUMASILHO ZOTYETUME RABRICTY = 200)
A ST S Escherichia cali: Biacyswicru/ (Bianosigno €0 5.1.4.2) e e
. BATBEPIDREHO/ BIIXUNEHD IATBEPIKEHD FHANMC Anta
IATBEPOWEHD Dimitra Gkatziou MeHesep ROHTPOASIO THOCTI-YO 2740172025
Y 38171 3 KOHTPOMO AKOCTE AROAYKTY 3 ipgnrudikauifisum No:
4-[4-{2,3- moaxnopdenin )—J.—ozccmoninepasMH~1~§A}6§,fror<c;<]~3,.é»-
) inepagm1-n]Gyrorcul-xiv HLH)-on, (Aerigpo)
MEHTABE He susuneno; Hunuae MEH KIALKICHOTO BUBHaNeHHA; **pesyasTam H-npoyecHor HOMTROA0 )
BOP-02-002, EXMIBIT 4, EDITION 10
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industrial Arega of Larissa
P.O, BOX 3012
Larissa, 41500, Greece

SR B8 e Phone+30 2410 541 489
Driven by innovation Fax: +30 2410 541 490
infohellasErontis.com

‘ CER TIFICA TE OF ANAL YSi S htt;}:[/www_rontis com

Al NIA CODE TB21AR
" RONTIS BATCH NUMBER | TB2501004 BATCH SIZE 500.000 tablets
MANUFACTURING DATE | 12.2024 EXPIRY DATE Refer to CoC

'SPECIFICATIONS | RESULTS

Deseriptio ‘ Rowud, Tlat, pi lots aved with 147 . stde and plaln on the SR
e ?@?ﬁm Bound, fiag, pink tablets, engraved with “18” on one side arved plaloon mi CONFORMS

a, The UY spectrum of the Sampls solution and the Standard solution exhibit

the mpdmum at sane wavelength. i A CONFORME
B. The retention time of she major peak v the chromatogram of dssay
preparation corresponds to tut in the chromatogram of the Standard B CONFORML
preparation, g8 specified in the Assay.

ation of Aripiprazois
W UY

8.8 wmm &0 hmm &4 mm™
NI 2 unils » AW £ 7.5% . o
AT " CONFORMS"
& o unlt» AW 2 18.0%
WIT 3 min .~ Max: 55s™
e =St ;
(hy Hart Fischar} 5%
B Eun DEE e .
BSRY ,
[y HPLG) ; 5.0 « 4058 % of Arvipiprazole label olalm
{1} '
foo : Q = 80% in 30smln
b ! (i aceordange vwiith P Bur. 2.8.3-1)
o “ For the first 10 unlts: AV § 15.0% (L)
Iniformity of dosage unils : Or For 30 units: AV 5 15.0% {L1)
N AT QT S I R R 6 ,
{Content uniformity} . e S N v e ) . 2.3%
{by HPLE) “and Mo individual content of the dosage uniLess than {102 « 500 ¥ orMore ot
{ ¢ 1 o £8 .5 3 " ‘IR G845 g 46 £ ’
(1. Eur. 2.9.40) thar {1+ L2 x 0.01) M (where L1 is 16,0 6 1.2 s 25.0)
las with Ph. Bur. 2.9.40)
1% 039 ,
. ,i/@ w0
felated substunce Fra 03% 8LO
{y HPLL) anurity 1€ 0.3% i 0.07 %
£ >y 3 =, x 23 3 &7
{iH My indivigual unlmoven Impurity; € 0.2% 0.07 %

114 %

ierobloingical exsmination
(B, Eur, 2893 2613}
Wierobiologionl tasting Is performed on avary
10 batoh or at least one baich par year
whichevar bas the highest frequency {Compties with Ph. Bur, 5141}

RELEASED | REJECTED SED

BA

HOTES

The above teats are dasodbed s the FIISHED PRODUCT MONOBRAPH & QUALTY CONTROL ANALYTICAL QEPOET with Produst I No: TREBAL
& THIIAR.

Sapuriny 5042, 3Dichlorephenyl) Plporazing HOL

Yy B 740602, 3 eholorophanyl) -1 «exidoplperaziostyil fugonyFd-dihydronuinalin @ Hjone, {H-onide}
f 7l 02, SeDich oforophenyt) plpesaaingd ity bastosuinolin@{ Ui ane, {Dahydro}

Lomments: M- Mot Deteched, ** 1PC Resulls, BLQL Below Limit Quantification,

Vorsion 2a, 24710/2027 Page 1 of £ [OPSZ00E, BEXMIBIT 4, BEUITION W
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