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Industriat Area of Larissa

P.O.BOX 3012 - 41004
W T Larissa, Greece
A% ; lég{% f%ﬁ& Phone:+30 2410 541 489
Doven by nrovatian Fax: +30 2410 541 490

infohellas@rontis.com
hitp:/iwww. rontis.com

CERTIFICATE OF COMPLIANCE
Product: DEBEIZ (LEVETIRACETAM) DARNITSA UA FC TABS 250MG BTX30 Quantity: 5500 boxes, 165.000 tabs
Batel no! P2408138
Bulk Product Batch No: TC2404079,  Quantity bulk: 598,005 tablets
AP (Manufacturer/Bateh No): Lupin Limited / D3008055, D3006054

Losage formy {ablels

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

Package size | Type: 10 tabs x 3 blisters

Manufacturing Site: Rontis Hellas Medical and Pharmaceutical Products S.A.
Packaging site: Rontis Hellas Medical and Pharmacautical Products 8.4,
Quality Control testing site: Rontis Hellas Medical snd Pharmaceutical Products 8.4,

Number of Menufacturing Authorization: 0000010664/20/1

Marketing Authorization Number: UA/18839/01/01 lmporting Country: Ukraine
Manufactured For. PJSC Darnitsa Results of Analysis: Ses attached 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 (3) in full compliance with the EU GMP reauiremsnts for assuring
compliance with the Marketing Authorization of the importing country, as defined in the relevant Technical Quaiity
Agreement. The balch 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: v oo
o YBS, S8 COmMMents
f/
This bateh is released for dispateh, /

Comments/Remarks; N/A

Place / Date: Larissa, 03/07/2024 ' ) Name / Signature:
(Name, QP)

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

WA,
3 AILEY

Crganization for Medicings, Certificato number: 107887/30-11-2071, Authorization No: 0000015

BOR-02-002, EXMIBIT 1o, EDITION ¢
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P o BOX 3012

[Driven by innovation

CERTIFICATE OF ANALYSIS

Larissa, 41500, Greece
Phone:+30 2410 541 489

Fax: +30 2410 541 480
infohellas@rontis.com

LE‘;%ET%MCETJ&M 250 MG FILN - COATED TABLETS (&}

; AIA NIA CODE TCHOLY
“Nuwger | Toaea0rs BATCHSIZE | 585,005 tablots
mmwgggmm& 03.2024 EXPIRY DATE | Rof to CoC
! ggmm@néﬁy N/A .
TESTS SPECIFICATIONS | RESULTS _
b %a{gﬁfio’i Blue, oval shaped, M - conted tablets scorad on one side. CUI\FORM‘Q ‘

¢ identification of Levetiracetam

A, HPLG {Ratantion tims)
B, HPLC (Ratentlon time)

1A The rotentlon tima of the major psak In the chromstogram of the S»ampfcm

propavation corresponds to that in the chromatogram of the Standerd preperation In
the Assay test,

8. The rstantion time of the major pesk s the chromatogram of the Sample
fu the Levetiracotam peak n the chromatogram of the

(1) preparation corcgsponds
Systen sultabliity solution in the Enantiorneric purlty test.
Dimaenslons ;
128261 mmt 5%
Widith X Length) (12,3 - 13.5) x (5.8 - 6.4) mm
7 S — » e e,

: /%Qt%}age welg
L. B
Umfermxty of mass
(Eur, B8, 2.9.5)

Tmgd 5%
{283 « 2813 my

NMT 2 units » AW £ 50 %
& Mo unit» AW £ 1048 %

Subdivision of ublels
(K. Ph, 0275)

misss. & No individual mass I outside the Hmlis of 75 % 0 128 % of the aversgn wisss,

[

NMT one Indivigual mass to be outside the imits of 85 % ta 115 % of thy average |

A, CONFORMS
8. CONFOQRMS

2?0 mq

; QQP\FH GG

l\mn 89 o

Max. 111 %

J29 %81 mm

o

Ulsintegration

Microblologleal examination
(Bur, Ph, 2612 2513}

TAMG: NMT 18% cfulg )
TYMC: NIAT 10% cfufg e
Escherichia coll: Absent/y 4
in aceordance with Bur. Ph. 81.49)

3 [y
o {EUEPB28) NMT 30 min Max: § min”
Water content .
(B Kart Flschier) HMT 2.0 % 0.79 %
Eur, Pl 25424) . — B - e e e
Assay 95,0 - 105.0 %
' " (J B
fly ;;f;“?} of Levetiracetam labal clalm 98.4
Dissolution 0 =86 % in 15 min o8 %
- e 1 G
(ay (i;i;l- [} fn accordance wise‘f Eur, BB 2.0.3-1) Mn:;;: ) /‘J ‘
The acceptance value of the first 10 dosage units Is loss then or squal to LY por dent,
P if the accoplance valuo ks groator than L1 per cant, test the next 20 dosage units and ;
umigrmﬁzy 02 (i?Sﬁ?ﬁ stmiis caloulate thy acceptance value, The raguiromonts are met if the fioal accoptanco value 3.0%
{t aag wfrfnaz g?o est) of the 5§ dosage units is fess than or eqitat fo L1 per cont and no Individual santont {1
Fur. . 2.9.40] of tho dosage unltIs less than (1 - L2 x 5.01) ¥ or more than {1+ L2 x 0.69) 1
e Lils 180 and L2 is 250 ’
Rolated substances Impurlty A NMT0.3% Bla
(by HPLC) Any Individual Unknown impusity: BT 010 % 6.02 %
- W Total impuriﬂ@: LR R S A
Enpntiomeris pudly )
(by ML) WIT 1 % BLO
St et ‘ NFORMS
tetontl fleation c:r;;;%anium dipxide ;‘% y@iiuwssh « prange colour i produced. 2 CONFORMS
dantification o ;“ﬁm’ carming Mampm salution should show maxima at 610 nrm. | CONFORMS
e [, R ? ST

<3100 clufg™
<100 chu/y

Absentifa

" RELEASED / REJECTED

K

gg{zmu !%A’? URE
r/"[ ; P ,

DIVGRERS

DATE

U Ths
roduct 10 Mo, TC?GLWRQH‘KM.

iidatili, Gonlinl M anssil bty ? 4 11“,\: ; !h
) NOTES - S
above teste ave dosevbed In the FIMISHED PRODUGT MONOGRAPH & QUALITY CONTRO MJ&LYT!(:AL REPOGRT with

) ""Mécmsiomqmai (eatmg is Perfermed on al lcast one hateh per year or evary Sth bateh whichever has the mg, st frequency.

VERSION 1¢, 2471102021
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