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CERTIFICATE OF QUALITY
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e Ceprudinar No: | 12400150 —|— Cropinkaiss
Product name: LETRAM ; Maunufacturing country: India
Hasga nponyKuii: | AIETPAM _mwigepmaﬂamnpoﬁﬂmc: Ingin e
Pharmaceutica] form: Film-coated tablets
Jdikapeska dopma: Tabnerkn, BKpuTI niBkoror oﬁo.ru_)mcom

e e P00 e
Strength/potency: levetiracetam 1000 mg

| Cuna Di/akraBgicTL .

1 tablet contains of
I rabnersa micrury leBeTHpaneramy 1000 mr

S f cstrmmime i e e .
Type and size of packaging: | 10 tablets in blister, 3 blisters in box with labelling on the Ukrainian
language,
Bux i POMIp yrakogky: o I({l‘ Taderok y Ousticrepi, no 3 Gnicrepn y Kopobui z MAPKYBAHHaM
! e M@&'}R’&w — e
' Batch No.: Batch Size: packs
Cepis Ne: E240300C { Posmip cepir: 3666 YHRAKOBOK
Mfg. Date: Ii' Expiry Date: [
Aara BrpoSanyTRa: 01/2024 | Aara zakinven gy Tepminy 12/2026

[_Mpuaarrocri: e

istration Cepfifoni " —t—— | "““-“—'*"“*—h*—*—f—f—* """" P
Reg:snatl'c:n Cer t:ﬁcate. UAAT27101/03 | V.alld up to: 22.02.2025 }
Pecerpauiiine NOCBiITeHHs: ] —.._| Mificne go: :

w_ﬁ—“*”“*,m_ JTY e —— ”‘““‘gﬂ'w—ﬁ_“_f

Majiufacturer name: Hetero Labs Ll_mfted License No.: 22/RR/AP/2001/F/R {E
Haiimenysanns py po — I Terepo Ja63 Jdimiren

Int N Ao i

!

HHKAa:

______ Jligenzia No: i
Location: Unit 100, Formulation Plot No 22 - 119 IDA, Jeedimetla, Hyderabad,
: 500 055 Tclangana, India

Miecnesnaxomenys: Huir 171, DLopmyneiten Mo Ne22 - 110 LIA, Maxemaiversa,

Xaiiaepa6an, 500 035 Tenaﬂl‘aga, Tnapin
Conclusion on the confirmation of the conditions for the production of

medicinal products in accordance with the requirements of the GMp
No.:

/ validity:
449/2023/C-885 TepMiR

PAKenHn yamop BUpGGHunTR, JiKapengx | it

e I
Analysis procedure results

Pezynrrarh npoBegenny aHamizy
T Amay,

Specification Ronyerumi mexnc
Release / Shell-ife /
Ipu gunycky Ha TepMmin npuaaraocri

Result Pesynpray

White coloureq, (;B_Iong sheinwed, scored, film coated White coloured, oblong
tablets debossed with ‘H’ on one side and 91" gy other shaped, scored,  film
side. coated tablets debossed

with *H” on one side and
‘91" on other side,

Binoro KOABLODY,
AOBractoi  dopun, 4
PHCKOIO, Tabnerky,
BKPHTI NHBKOROWD |
0601101-{;(0:0, 3 Hanucom
«H» 3 onmorg Goky Ta

o «91» — 3 fumorg
— ——— S _ =Ll 3 1Rgore N

Binoro ROITBOPY, nosracraf
BKPUTI IiBKORO0
P Doxy Ta «915 — 3§
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s =P T fo—me e = el RS
[ M e .

2.0 | ]denn!“catlon

=I;ICHT_cpmaum
fr—-r e IACH T D i1y e
i 2.1 ,HPL(, Method

major  peak  ip the 1 ; deor pcak in the
chromatogram  of the | chromatogram  of the
, sample preparation shouid i sample preparation
correspond to that in the corresponds to that in the
chromatogram of  the chromatogram  of the
standard breparation, as standard preparation, ag
! obtained in the Assay, obtained in the Assay.

Merox BEPX Hac yrpumanns He nposonuTecy Yac YTPHMaKHS
OCHOBHOTO mixy na OCHOBHOTO  niky g
XpomMaTorpam i Xpomarorpami
BUNpobyBanoro PO3UMHY Bunpoﬁyaanom po3unny
MOBUHHO BignoBinaTy BimITOBInae TAKOMY Ha
TAKOMY Ha ApoMartorpami | Xpomarorpassi
C1 a!‘LlElpIHOI (o] pl)J'«IMHY g CTaH JAPTHOrO pOS‘-iHHy J
| IpHroToRzHOrO y 2 MPHEOTORAHOrD v
BHIPOOYBaHY] «Kinbkicue j ! BHIpOOYBanyi f
{

} BH3HAUEHHsY, j ! «Kinkkicue
]

I N e ! 1 BH3IHAGE sy, {
i 22 | Method UV~ The Uv absorption Not carried oyt The yv absorption [

]

Spectrum of sampie ! spectrum  of sampie
breparation should exhibit ! preparation exhibits J
maxima at the same | maxima at the same !
| wavelength as that of [ wavelength a5 that of j
standard preparation. ii standard preparation. j

:
Meron v - r YCD-cnemp MOrAKHaHNg He NPGBOIHTLCS Y- CHEKTD [IOrMMHaH My

ChexTpodoTomerpiy BuNpobypanoro po3yHiy BHTIPOOYBaHOrG posunny
! NOBMHER noKazyBaTy MOKasye  mMakcumyn 3g
MaKCHMYM 3a Tiei x Tiel % nomwupy XBHIH,
ROBMHHE XBHAI, 1150 | o i CIIeKTp
CREKTD cTamapTHoro | “TaHaapTHoro posumny.
i PO3uMKy. i

3.0 Water content {
(By K. Fischer, ! !

determined on 052) | Not more than 2.0 % m/m | Not morethan 3.0 % m/m | 10 % m/m

!

Bumicr sogn
{mevon K. Dimepa, !

! . i
BUEHAUAETLCS 0,5 1) He Ginbrue 2,0 o4 | He binsime 1.0 94 | 1,0 %

T — Notearried out T e

(111356 mg — 1182 44 mg)

Average weight

1148 mr =3 94

Cepeann maca f
( (113,56 mr— | 182,44 mry | He NpOBONTECS

i
Poznananyg

‘‘‘‘‘‘‘ m_—h_“*——-ﬁ—_."—“‘*""““““‘" PR — e
Disintegration time Not more th'm 15 minutes i% Not carried out /
TabJreTor:

7-2-A2Z, Industrial Estates, Sangth Nag
T 491 40 237049273 /25
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Factory : 22-10, {DA, Jeedimet#a,
Hyderabad - 500 o55, Telangans, INDIA,
Phone : +97 40 23096171/ 72 /73 /74

VCertiﬁcate No.: _ Page 3of 5
Ceprudikar No: | 93FP24001509 Cropitka 3 35

fm%ﬁ.ﬂw ms;mm“tion | Not less than 85% (Q) of the Iabeled amount of f
i (By HPLC) Levetiracetam (CSHHN;}OQ) is dissolved in 30 minutes.
100 %
’P03‘{HH8HHS! , He  mene 8594 Q) Big JARBACHOT  KinnkooTs

HesempaueTaMy (CsHuN05) PO3YHHAEThCR 33 3()

XBHAHH,
.%W“*——H_ij\!m—%—‘_ﬁ___ﬁmmﬂ.
i £
I

I

| {Mertog BEPX)

Unifoi-mity of
dosage units (by
mass variation)

f
!

Acceptance value Not more than 15.0 : Not carried out E 0.6
(Ln |
| |
On#opinnicrs [ f
AOIOBaAHHX OoABHUIL /

(PozpaxyHKogo- He Ginbiue 15,0 He mpoeogmruey 0.6
BAroRK# Meton) ;
Hpuitmantne YHCHO f

(L)
-Eg;t_éd compounds (B HPLCT—MWM It S B S e
Cynporinni AoMitmKy (veroy BEPX)

Related compound ™ 7
LVTiMPoz {or) Not more than .15 % m/m
EP Impurity-A

Not more than 0.15 % m/m

Cynposigua AOMIMIKE | He Gimetre 0,15 v He 6ipwe 0,15 4 0,62 o,
LVTIMPO2 {a6o) ‘
EP Homitika-A

82 Maximum single Not more than 0,19 % m/m | Not moie than 0.10 % m/m Not Detected

unknown impurity

Makc. onuryyug He Gimpue 0,10 9 He 6insme 0,10 o,
HelaeHTuixORaHa

AosMKa

i
H
i

He suazneng ;

Total impurities Not more than 040 %% m/m | Not more than 0.50 % m/m i 0.02 % m/m
Cyma aomiuox He 6inpuge 0,40 % He Ginbie 0,50 94 { 0,02 %

m-ﬂ—%_‘m“%mn‘ﬁ__ﬁ ............. m*_“*;—__h__WMMm —— e

| Chiral purity gy HPLCY
Xipanoua uncrgra (MeToq BEPX)

“Related compound
LVTIMP(3 {or) EP
Impurity-p

| Not more than 010 % Not Detected

Cynposigug Aomimka | He Ginne 0,10 % He rusaneno
LVTIMPO3 {aGo) EP

Homitrka-D

Levetiracetam

(CsH]quOz), in mg '988.98 mg I

988,98 mr

wWww.hetero.com

Corporate L T
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HETERO LABS LIMITED

UNIT-I (E.0.U)

Factory : 22-113, IDA, Jeedimetls,
Hyderabad - 500 055, Te!angana, INDiA.
Phone : +97 40 2309&171/ 72 173774

Certificate No.: ;

! Cepragixar No: ; 03FP24001509
N T —— ) '
(CgHuNgOz), B Mr
6.2 Not less than 95.0 and not more than 105.0

(%) Labeled amount
He meume 95,08 ne Binpige 105,0
| % sin 2azenenoro
BMiCTY

i Micrabiologicai examination
i_MirpoGiosoriuua HHcToTY

e
Microbial enumeration tests:

Buzuauenyy KilbkocTi MIKpoOpragisuin:

Total acrobic microbia] i }
count (TAMC) | Not more than 1000 cfuperg ¢ Less than 19 cfu per g
3aranisua kinsiiors !

aepoliux

He 6innuce 1000 Kyo/ir } Meuine 10 KvO/r
MIKPOOpTaHizmis I
(TAMC) ;
Total combined yeast | Not more than 100 cfu per g
and moulds count
(TYMC)
3aransua kinsiicrs
Apbramosnx | He Sinnme 100 KYOyr Mentte 10 KvVOsr
THCeReRNX rpubin
{TYMC)

Less than 10 cfy perg

1.2 Testm_ T

TecT 12 oxpemi iy Mikpoopratisia: e _wi___ﬁ_w_:}
Lscherichia coli i Should be absent per | g i Absent per g [
Escherichia colj Matots Gyry BiacyTHig I 1 l Bincyruie i

I e e

Identification of colourants

lzenTudikanis 6a BHHKIR e B
] Titanium dioxide A yellow red to orange red | A vellow red to orange
i ¢olour should develop Not carried out red colour develops

f :'mmcdiate]y. immediarely.
Turany mioxcun 3abapsitenny aiy HKOBTO- 3abapeienns iy HKOBTO-
YEPBOHOTO 10 He nporomuties HEPBOHOTO f0
HOMapaHyeno-uepronorg omMapasiero-veprongro

HOBHHHO NpogemTHe, J DPOABNACTLEH Heraftno,
HEralig, [

!

j i
Breakabilf'ty E“}:IE);Tn&e than 1 individual mass is outside the limits of | )
(Subdivision of tablets)| 85 %10 1 15 % of 1}

1€ average mass and no individual masg Complies
is outside the Iimits of 75 % to 125 % of the average mass. ‘

He Gimpige oxHiet ixml»:siﬂymmzwl' MACH BUXOOUTL 33
Mo aineuicrs MEKI g §5% 10 115% gig CePeRHBOT Macy i KOQHa
{(pozginenns IHIMBiNyankya MAaCa HE BUXOZHTHL 3a pexd Bia 75% no
rafinetor) 125% gin CepenuLoT Macy,

B S S
Corporate

7-2-A2, Industriat Estates, Sanath Nagar, Hyderabad—soo ois. Teiangana, india
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HETERO LABS LIMITED
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Factory 22-119, DA, Jeedirnetfa,
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Certificate No.:

Cepradixar Ne:
e T —

.
i
!

PR B '_"*_"’“%__ﬁ_—_“‘———f" e R ey
Labejling Should correspond to the requirements of MQC,
requirements of MQcC.
' Mapkysanus Hogurno BiAfOsigary Bunoram MK Bianosinae BHMoram
MK,
i
. S— — — e A E T e
' e ——— S —
Packaging Should Correspond to the fequirements of MQC, Correspond 1o the

requirements of MQC,

Binnoninae BUMOTaM
i Nakysanng Tosungo BIANGRI aTy BHMOram MK S MICS
mw.m‘ww_-—ﬁh‘;_ﬁ_iﬁ e S BHMOray | YRR

This batch of product has been
nanfactured, including packagt’ng/labe!fng and quality congrep ot the abovementioned sise m full complionee
with the Gap Yequirements of the local Regulatory Authority and virh, the specification available in registration
dossier. The baych, Processing, prackaging ang anatysis recopdy were reviewed and found 1o be in compliance wigh

GMP.

8UPOteno (BrIoyC0 Yy, ﬂafcysam{}ir/;wapfcyeam:f;) Pl Koumpons iy AKOCH He BULYC Iy ey SUPOONTY /I
Olronuyy nPOEdeNo v nognin 8I0R06IOHOCH; 5 Stnozaw GMP, SCMANOERER T Aric

HEGUM  pezyismopr
opeanom, a makoe 8IOROGIOND Go Creyugixauiy Mo sicumeen o Peccmpayitinoa, docee, Tlpomoxoy

SUPLORUmEs, NAVEAHHT ma angnizig 0310 nepezngy VIO ma scmarogreny 8I0M0GIORicmE GMP.

—_— Mw"’“&;‘m / Nilesh.K |

Position of person authorising the batch release AGM-Quality Assurance
Npissume | Hinenr. K,

ey ; a »

Ilocana 0colH, qKa BHAAIZ R038ia ya BHIVCK cepiy | )] I{~336e;qe=1e111151 Mxocri

Signature of person authorising the batch release |

Hiauue ocobu, sy BHAANA f03Rin 4y BHIYCK cepiy
B S e .

——
Date of signature ‘

Hara nignucany ! ‘

Corporate
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