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E-mail: dls. kyiv@dls.gov.ua, Kon €4PTIOY 37079055
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Doven by innovatian

CERTIFICATE OF COMPLIANCE

Product: DEBEIZ (LEVETIRACETAM) DARNITSA UA FC TABS 250MG BTX30
Bateh no P2406135

Bull Product Batch No: TC2404079,  Quantity bulk: 598.005 tablets

AP (Manufacturar/Bateh No): Lupin Limited / D30068055, D3006054

Dosage forn tablets

Manufacturing date (monthiyear). 03/2024
Packaging date: (day/monthiyear): 12/06/2024
Expiry date (monthiyear).03/2027

Package size / Type: 10 tabs x 8 blisters

Manufacturing Site: Rantis Hellas Medical and Pharmaceutical Products S.A.
Packaging site: Ronfis Hellas Medical and Pharmaceutical Products S.A,

Industriat Area of Larissa

P.0. BOX 3012 - 41004
Larissa, Greece
Phone:+30 2410 541 489
Fax: +30 2410 541 480
infohellas@rontis.com
http:/iwww.rontis.com

Quantity: 5.500 boxes, 165.000 tabs

Quality Control testing site: Rontis Mellas Medical and Pharmaceutical Products S.A,

humber of Manufacturing Authorization: 0000010664/20/1
Marketing Authorization Number: UA/18838/01/01

Manufactured For. PJSC Darnitsa

Importing Country: Ukraine

Results of Analysis: Ses attached CoA

Fhereby confirm that the above information is authentic and accurate. This batch of product has been manufaciured,

packaged and tested at the above mentionad site (s) in full compliance with the EU GMP requirements for assuring

compliance with the Marketing Authorization of the importing country, as defined in the relevan! Technical Quatity

Agreement. The balch processing, packaging and analysis testing records were reviewed and found 1o be in

compliance with GMP.

Deviations which could have an adverse effect on the quality of the product;

This bateh is reieased for dispateh,

Comments/Remarks: MN/A

Place / Date: Larissa, 03/(7/2024 ' ) Name / Signature:
(Name, QP)

v no

0 YES, S8 COmMmMEnts

Bobola BEvagelia

(Qualified Person as designated in Directive Z001/83/EC)

1wl Crganization for Medicines, Ceddificato number: - 107887/30-11-2021, Authorization No: 0000010664/20/1, i
rance with Arl 40 of Biractive 2001/83/EC transposed o1 the national legislation 4Y3 (a1 32221/29-4-2013 ArLE7

SOP-02-002, EXHIBIT g, EDITION 8
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[riven by innovation

P o. BOX 3012
Larissa, 41500, Greece
Phone:+30 2410 541 489

Fax: +30 2410 541 480

infohellas@rontis.com
hito:hwvave, rontis.com

CERTIFICATE OF ANALYSIS

L%:VXTWACETAM 250 MG FILM - COATED TABLETS (L)

i

AIA NIA CODE TOAOLY
“ONumen | T2y BATCHSIZE | 598005 talots
ﬁﬁﬁ“”f;i%éﬁﬂfﬁﬁ 03.2024 EXPIRY DATE | Refto CoC
Comments: N/A k
” TESTS SPECIFICATIONS RESULTS
b %i;;?fimi - Blug, oval shaped, film - coated tablets scorad on one side. CUNFQRM‘@W .

identifisation of Levetiracetam

A, HPLC (Retantion ime)
B, HPLC (Retention time)

The reteation time of the major poak In the chromastogram of thn Sampie
proparation corrssponds o that In the chromatogram of the Standurd preperation In
tha Asnay tost,

. The retantlon time of the major peak o the chromatogram of the Sample
preparation sorrosponds to the Leveliracotam peak In the chromatogram of the

A, CONFORMS
. CONFORMS

1H)
iy System sultabliity solution In the Enantiormneric purily test. .
Dimanslons |
128 x6 1 mmt 8% " -
Wi J2.9 %81 mm
S e (123-135)x (58 -84)mm B
Avarage welght 7T gt 5% .
e (263291 mg ziomy’
Uniformity of mass NMT 2 units » AW 250 % | (,QMO e

{Eur, B, 2.9.5)

GNounit» AW £108%

Subdivision of tablets
(Eur. Ph, 0478)

NMT ono ndividual mass to be outside the lmits of 55 % to 115 % of thu :wamgx.‘
minss. & No Individusl mass Is outside the Hamlis of 75 % o 126 % of the averagn miass,

Win: 89 %

Max: 111%

" Bisintegration
A b, 28,4)

NMT 30 min

Water content
(hy Karl Flscher)

Eur P 2518

WNMT 20 %

Max: & min*

079 %

! iases . 950, 1{)5 0% -
i : - ,
I fly ;;zw) of Lovetiracetam labet clam ke
Bssolution Q=86 % n 15 min 98 %
. = : ine 97 %
: thy (?,ZLC) I accordance with Eur, Ph. 25,34 M‘(Z‘;T): ) /‘J ‘
2 The aceeptance value of the first 10 dosage units Is loss than or squal to LY por dent.
P If the accoptance valuw s greator than L1 por cant, test the next 20 dosage units and s
Umftgrmﬁiy 0‘; ‘i?s‘ﬁ?ﬁ stmits caleutate thy acceptance value, The raguiremants are maet if the fingl sceaptanco value 30%
{ aag wfrfnaz g?o est) of the 30 dosage units Is less than or eqirat fo L1 por cent and no Individus! santont {1
fEUr R € 9407 of tho dosage unit Is oss than (1 - L2 x 6,01) M or more than {1+ L2 x 0.69) I,
S L1ls 180 and L2 15 250
Rolated substances Impurlty A: NMT0.3% BLQ
! (by HPLC) Ay Individual Unknown imourity: NMT 010 % G.02 %
. L. Totalimpuritlos: NMVY 04 % . D2 %
: Enantiomerie puelty }
(by HALL) WM 1 % BLO
i

- sdmtiﬂca’}on of Indigo r::zxrmine

Mizroblologleal oxamination TYMC: NMMT 10% cfulg L0 w100 clulg™
(Bur. Ph, 26,12 - 26.13) Esehorichlia coll: Absent/y Vi f <100 culy
- . . (in accordance with Eur. Ph 8149) k,’/ Ahsentia
RELEBASED I REJECTED {”)ﬁ% EAS gg@*mu % St iﬁﬁ LIRE kf,m'ﬂ). N
— St anfr ST TS G HIE LI/ T S ,.:ZMQ,.Q\*‘»,\;},;:, i
} . NOTES S
above tests aro described in the FIMISHED PRODUCY MONOGRAPH & QUALITY CONTROY ANALYTICAL REPORT with

le
| Product 1D No: TCIOLY/RONTIS,

cswilfk:dh:;n of ?”!t};:ni&m divelde

{44

;‘% y@iiaw:&h « prange colour i produced.

L]

..;:xmgm solution should show maxima at M(} T

B TAMC: NMT 16° cfulg

. Comments: BLQ: Below Limit Quantification, *IPC Results,

) ‘"Mécmbiommca! testing is Perfermed on at least one bateh per year or gvary &ty batch whichever has the mg,hust quqem,

VERSION 1, 2421102021

Page 1ot 1

SOP02.00%, EXBIBIT 4, EDITION B



AEPYXKABHA CJIYKBA 3 JIKAPChKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

BN Bepesusxisceka, 29, Kuie, 02098, Ten. (044) 295-26-85 Teq, (044) 295-26-82
~mail: dls.kyiv@dls'gnv.ua. Kon €JIPIIOY 37079055

BUCHOBOK
npo AKieTh BBE3CHOrO B Ykpainy gikapcekoro 3acoly

16.06.2023 Ne 30530/23/26

AECEN3®
(Hafiseuysanux sikapenkoro HACOBY SCLMO 3 PeCeTPANIRINA (HOCHITICIIHA )
TalJIeTKH, BRPUTI IUIiBKOBOIO oboaonko1o, no 250 mr, no 10 rabuacrox v Buricrepis no 3
Gaicrepu B nauni
(hopsta nunyexy, aoaynanis, m NRKYBIHNA HTIRAPCHROID 3acody )

Homep peectpauititoro nocsisuenns UA/] 8839/01/01 erpox it peccrpaifinoro nocsinvers 08.07.2026
Cepin nikapenikoro sacoby Me P2304151 Kisekicrs saeaenora nikapenkoro sacoy 3000

BupobHuk Pontic Xenanac Megikan ent Qapmackrotixan ponakre C.A.. | ‘el
(naktmeiysanis supoGiinka ikapeukoro SaCoBY, ’kpaTHR TOXOIKCHIN)

Baeseno 8 Vxpainy Ipusavue akuionepse rosapucrso "MapmanesTuana dipva
"Hapuuus", izewr. kon: 00481212
Lhadisteay nanstin v ko 3a CHPHOY WP IHOT 0coBH 4o upi snimw. in's, 1o Ba1Lron thissunoy
OcolH - miAnphesis, W sicie ApoRHBaIE 1a pecerpacilinstt noviep ob.ikonoy EUPPCRIETLEAEHBR Y
aoswin 0lo cepin ra novep HacuBpia)

TpoToxon sisyansrore kowrpoio nin 15.06.2023 N: 1683/1.

3a  pesynwrarvamm ACPWABHOTO  KOHTPONKD  BCTAMOBNEHO, o nikapewkil 6 meecno o Yepaniy 4
ROTpUMAHHA

TABCTBA OA0 1ABCINCIEHI AROCT] AlKapE hkiX Sucobia,

/’/'

Miukona XOJIOAEHKO

(1innme) Gintniaens ra npisminne)

4 .
% Cec AL s

Ve 0 ora L



Industrial Area of Larissa
P.O. BOX 3012 - 41004
Larissa, Greece

gm% Py, T 'é%”“ 7 %
| %ﬁiﬁ %ﬁié § I Phane:+30 2410 541 489

Fax: +30 2410 541 490
infoheltas@rontis,com
hitp:/www.rontis.com

Desven by maovation

CERTIFICATE OF COMPLIANCE

Product: DESEIZ (LEVETIRACETAM) DARNITSA UA FC TABS 250MG BTX30  Quantity: 5.000 boxes, 150.000 tabs
Batch no: P2304151

Bulk Product Batch No: TC2301 071,  Quantity bulk: 150.000 tablets
APl (Manufacturer/Batch No): Lupin Limited / T2005225

Dosage form: tablets

Manufacturing date (month/year): 01/2023
Packaging date: (day/monthlyear); 26/04/2023
Expiry date (month/year):01/2026

Package size / Type: 10 tabs x 3 blisters

Manufacturing Site: Rontis Hellas Medical and Pharmaceutical Products S.A.
Packaging site: Rontis Hellas Medical and Pharmaceutical Products S.A.

Quality Control testing site: Rontis Hellas Medical and Pharmaceulical Products S.A.
Number of Manufacturing Authorization: 0000010664/20/1

Marketing Authorization Number: UA/18839/01/04 importing Country: Ukraine

Manufactured For: PJSC Darnitsa Resulls of Analysis: See atlached CoA

Fhereby confirm that the above information is authentic and accurate. This batch of product has been manufactured,
packaged and tested at the above mentioned site (s) in full compliance with the EU GMP requirements for assuring
compliance with the Marketing Authorization of the importing country, as defined in the relevant Technical Quality
Agreement. The batch processing, packaging and analysis testing records were reviewed and found to be in
compliance with GMP.
Deviations which could have an adverse effect on the quality of the product: ¥ no
o yes, see cqﬂ{ments

f
?’
Comments/Remarks: N/A ' ,f '

Place / Date: Larissa, 12/05/2023 Name / Signature;
{Name, QP)

This batch is released for dispatch.

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

Nafionat Organization for Medicines, Certificate number: 107407/4-11-20, Authorization No: 0000010664/20/1, in accordance
with Art. 40 of Directive 2001/83/EC transposed in the national legislation 4Y3 (a)/I".11. 32221/29-4-2013 Art.57

SOP-02-002, EXHIBIT 1b, EDITION 8



Mposucnorit pakion . fMapuce

&/c. 3012-41004, m. flapnca. Ipenia

(Industrial Arca of Lanssa

P 2 P.O. BOX 312-41004
0 HTIC Larissa. Greeee)

) . Ten.: +30 2410 541 489
Harxuenui Indosaninam Maxe: +30 2410 541 490
inft Drantis.com

hitp:/www rontis.com

CEPTUDIKAT BLIIITOBITHOCTI

Mponyer: JECERS (JIEBETHPALLETA M) HAPHALLA, Yipaina. Kistbriers: § 000 kopoGox. 150 000 vaba.
ETKH BKPUTI TITHBKOBOKD OBOJAOHKOK). 250mr No3Q

TAB,
Honep naprii: P230415)

Hosep naprii neposdaconanof npoaywail: TC2301071 Kianxiets onrom: 150 000 vabaerox

ADI (snpobume/nomep naprivy: fynin Aisitea / T2005225

Jlikapenka popma: Tabacrin

Axra BuroroBnenng (mics uL/pik): 01,2023

Adara nakysauns: {(enw/Micsinn/pin): 26.04.2023

Tepmin npugarnocri (micsn/pik): 01,2026

Posmip yoakopien/Tin: 10 tabaeror x 3 dnicrepu

BupoGnwuuii maitnanau: «Poric Feanac Meaican enx Papmaciorikan Tpogakte CA» (Rontis Hellas Medical
and Pharmaceutical Products SAL

Hagypaabmuii madnanuus: «Poutic leanac Menigan ena Papmacworican [ponaxre C.A»

Bunpolysanbruii matinan i KOHTpoao siwoeri: «Powric Nennac Menivan enn Dapmacorican Mpoaaxte C.A.»

Hostep Jliuensiv wa snpodunueso: 0000010664/2071

Homep pecerpanithnoro nocsinuesus AIRAPCBROTO 3ac0dy: Kpaina-imnoprep: Yepaina
UA/18839/01/01
Burorosneno pase: NpAT «Ddb «Jlapnntsy Pesyavtarn ananisy: [lns. nopanmi Ceprudikar siocti

LIin 8 niATBepIukyI0. o BiuenasencHa HIGOPMALE € TOYHOIO | A0CTORIPRO. g BAPTia Apoay KW Byaa BUPOTOBIE A,
YUAKOBAHRA 1A NCPEBIPEHA 110 BHLLEIFANAHOMY(~HX) Maflan Ry (-ax) y 5081 slanouiasocti 3 prvorasi BT CC i
3a0e3IeUeH s BIANORIANOCT PECCTPAIRIOMY LIOCBIAIEH IO MKAPCHROIO JaCO8Y KPailH-IMIOPIEPa, 5K BI3HAUEHD v
BLANOBIANIA Y roai npo TexHiany sricTh. Januey opo alpobry naprii, ynakosky Ta anadiz Gynm NEPErARHY T Ta BHIHASHI
TakUMW, Wo Bianosizaory HBTT

. . . v Hi
BIIIX}'J)'I&!-IHSI, S MOWY Th HEVATHBHO BOAVHYTH HA SARICTS TIpO,’l}’K'I“};Z [ TaK, AHB, KOMENTS P-
Ay JIHB, KOMERTEM

Lls mapris ninnywera ans sianpassedns,
Komenrapi/sayswxkenus: H/3

Micue/Tara: a. Japuca, 12.05.2023, IMa/Tlianue: -nionuc-
(Im’a Kganidikonaroro daxirin)

bobona Esarenisn (Bobola Evagelia)
(Knanipikosarmii Gaxiseus, sk Brsnaueno y Jupecruei
2001/83/€C

Hauionannua opranizawis 3 aisapenkax jacofis, N Cainonrsa: 107407/4-1 1-20, N2 SToasoay: 0000010664/20/1, winnowiano ao cr.48

Huperrusn 2004/83/EC, TpancnonoBanoi B naionaabne IAKOHOAABCTBO AVI (a)/T 11 32221/29-4-2013 cr. 57
CON-92-002, BOAATOK 1b, Pen. 8
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are. 3012-41004, ar. J1; prca, Mpeuin
(!ndusnml Area of Larissy
pOIITiC P.O.BOX 31241004

A Larissa, Cir
Haexuenni lnnysnininm Fen 430 2410 341 a8y
llhu(c +3 JQ-HO S04 49g
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HBiOCT

PEIVALTATY
BLATOBIZ AL

e icr ncnolmm pummmu une ) pm\hmlm oCHOBIUre nixy "
\pu«mnupalm ApenApaty paska wiangesizac WY YTPUMANBI ocHoukGr niky i
XMPOMBFOIPAAI 01 ETHOTO npeaapary,

B. B vrecrina CHARTIOMEPNY se FOTY HAC YYPHMANGS DCHOBIOIY HIKY Ha xpasraror paati
m.nml npun,um'n signowiae oy ACBRTHPRICTINY 1y Spesarorpast  posay
S,

Boanauenns BMicTy
AeBEY H'MULI:HH

A, BEPX (mac Yiphsnitin)

R BEPX (uac vrpvmmum)

A BIANOBIAC
B #IANOBI AL
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. CERTIFICATE OF ANALYSIS ;
o LEVETIRACETAMZSO MG FILM o COATED TABLETS (L)
AIA | /A | CODE TC10LY

NUMBER i TC2301071 ; BATCH SIZE 598.005 tablets

MANUE?A?’EUR'NG ' 01.202 . EXPIRY DATE | Refto CoC

S . RESULTS
one side. - CONFORMS |
—— - [A Thewretwentlo; tawr:;oftho major peak in the chromatogram c;fwi‘ﬁe Sémple =
i ldentification of Levetiracetam breparation corresponds to that in the chromatogram of the Standard preparation in 5

| AHPLC (Retention time) | the Assay tout | A. CONFORMS

B. HPLC (Retention time) B. The retention time of the major peak in the chromatogram of the Sample | 8. CONFORMS
(" preparation corresponds to the Levetiracetam peak in the chromatogram of the !

SPECIFICATIONS

Desc rip“iio n o
H

Blue, oval shaped, film - coated tablets scored on
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.. System suitability solution in the Enantiomeric purity test,

i
(Width x Length) | (12.3 - 13.5) x (5.8 - 6.4) mm

2717 mgx5%
I A W e (268-201mp e e . T
Uniformity of mass NMT 2 units > AW £ 5.0 % S 50
P BEOR e b Bo umis AN r SR B o
Subdivision of tablets | NMT one individual m $$ ta be outside the limits of 85 o to 115 % of the average |  Min: 03 Yo
(Eur. P, 0478) - mass. & No Individyal mass is outside the limits of 75 % to 125 % of the average mass. | Max: 105 %
Disintegration T {
< 1. i

129 %x6.1 mm

Average weight
)

277 mg*

Max: 8 min*

gt SO ottt st oot s 2 - i nd

{(by Karl Fischer) : NMT 2.0 %
{Eur. Ph. 2.5.12; S I
Assay ; 95.0-105.0 %

foy ,Zf;"c) N _ of Levetiracetam label claim

0.66 %

98.6 %,
oo % i
Min: 98 %

- Lttt rarg s o stess s on p,;.w..‘.....\‘..........“..,.».....m..........\.........w. SR— RS- PR oA on e hnasne s esamin s el | ' S 1 ~’
The acceptance valus of the first 10 dosage units is less than or equal to L1 percent. |

Dissolution Q=80 % in 15 min

by HPLC,
é y(/ﬁ) / (I accordance with Eur. Ph. 2.9.3-1)

P ; ; If the acceptance value is greater than L1 per cent, test the next 20 dosage units and |

‘ Um(:\tl‘);:sstz:;f;?sa?e ix)mts calculate the acceptance value. Tha requirements are met if the final aceeptance valye 35%
i (Eur Pli 22?0}‘33 - of the 30 dosage units is Jess than or equal to L1 per cent and no individual content | (L1
e i of the dosage unit is less than {1-L2x 0.01) M or more than (T+L2x0.01) ™.

and L2is 25.0
%

— Re'amd su bstances o ~prion pyiT Sl
(by HPLC) ; Any Individual Unknown Ingrurity: NMT 0.10 % : 0.03%

! . Total impurities: NMT 0.4 % ..0.05%

- Enantiomeric purity " ; ;
{by HPLC) ' NMT 1 % BLQ
. ldentification of Titanium dioxide CONFORMS
S {aHy S
| ldentification of Indigo carmine !
1M 3

+

A yellowish - orange colour is produced.

Sample solution should show maxima at 610 nm.

TAME: Treans ‘cfu/g S M

Microbiological examination | TYMC: NMT 102 cfulg
(Eur. Ph, 2.6.72 - 2.6.13) Escherichia coli: Absent/g
{In accordance wlth’Eu“r. Ph. 5.1.4-1)

'RELEASED / REJECTED - RELEASED,
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NOTES

"'f'hL%"""'SKSCZ'"“"E‘eE'Eé""'"aEé'""&éséffbéd"ir’.“"t’hé" FINISHED PRODUGT MONGGRAPE) & QUALITY cfwmrfu ANALYTICAL  REPORT with

RONTIS

T o e SR SRR T — .£ f ..........
s elow Limit Quantification, *IPC Results, I
ical testing is Performed on at least one batch per year or avery 5th batch whichever has te highest frequency,
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