1

HETERG LARS LIMITED
UNIT-II (E.o.u)

Factory : 22-10, DA, Jeedimetfa,
Hyderabad - 500 05s, Telangana, INDIA,
Phone : +o 40 2309617 /72773 /74

CERTIFICATE OF QuALITY

CEPTH DIKAT AKOCTI
/ o T Certificate Ng.- ] Page 1 of 5

— S| o [ s
Product name: | LETRAM } Manufacturing country: | Inaia

Sl

Haszgpa Tponykyii: JETPAM ; ﬂepmasa—nupoﬁﬁmc: i Inpis
Pharmaceutical fopm: — mmum T
Jixaperga topma: TaGnergn, BRPHTI ntiskogorg 000.10HKOK i
JS—trhe‘ﬁEth/potency: T 1 tabletz'ﬂ()“jnﬁ;i;ig_af A]&}Eﬁr;géetam 500 mg %m%j
Cana Lli't'/atcranﬂim,: f 1 Tabierxa MicTHTL neBe"mpaueramy 500 mr

Type and size of pmghg: 10 tablets n blister, 3 b!isterém}mﬁkgé;ﬂ;f}mmggﬁ_t]}_é -iflwg;;tinian ;

0 10 taGaergg Y Oaicrepi, ng 3 OticTepy Y Kopabuyi MADKYBAH My

| language,
Bug j PO3Mip ynakogky:. j

i
b

Batch Size: packs !
i Nb: ] $234269D ]Po;mip cepir 5400 YHaxkonog |
o — Expiry Dater ~ ]
Aata saposuniraa; i 1222023 | J1anq 3aKiHYesHs Tepminy [ 1122026
i

Registration Certificate.
_Pecerpanitine IIOCBi}]‘lefﬂiH:

Manufacturer name:
Hajimey BAHHg BHDOOHNIKg:

sbemocr g
! Valid up tg;” 7]

UAn 7271/61/02 | Hiiicne 10- Ei
| AREHC - : {

ted License No.: |~ i
Jiuensin M,H_‘Liz/RR/AP/Z‘OOI/F/R I

Location: Unit 111, Formulation Plog Ny 33 10 IDA, Jeedimetia, Hyderabad,
506 055 Telangany India
Micuemamﬂmeﬂnn: HOuir I, Popmyieiny Mror Ne 22 - g 10 1A, ﬂmuﬂime’ma,
{ r -
I Xaﬁ,ﬂegaﬁan. 500 035 Tenaaraﬂa, Yupis
IO of1 the ermm= L 28 Itions for the peam A T T ——
Conclusion g the confirmation of the conditions for the production / !
of medicinal produets jn accordance with the requirements of the [ validity: |

GMP No.; I 449/2023/C-885 Tepmin 07.12,2024
Bucwosox momgo NiaTBepmKenyg YMOB BHPOGHM TR, AIRAPChKIX i

i
.. » » H
30¢o6in Bimoram HRJT N ——— —_—t e

Analysis Procedure respjgg
Pesynanrary npogetenuy aHanizy

Test/ T e :

Noxaznux fwoeri | . SPecification {onyerumi mexi |
Releage / Sheif-life /
fipk Brnycxy Ha Tepmiy UpHIaTHOCT] |

L

Result Pezyinrar

\\\

orporate B
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Cepradinar No. | 0IFP24000383 j
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Description

1.0 /j‘

Onmue

Identiﬁcation
Laeur_n hircanis
HPLC Method

2.1

.

Meton BEPX

22 f Method UV

i
|
{

MeTtog ¥V -
CUEKTPOdoTOMeT
pir

Corporate

T2-A2, Industriai Estates, Sanath Nagar,

'Yméi[ow co
| debossed

Certificate No.:

with ‘H” on one side

Hosrorg ROALOPY, noBracror
BKDUTE Mriekopon o6oronKos
Boky Ta «88» _ 4 iHilloro,

The retention time of the
major  peak in the
chromatogram of the sample
Preparation should
comespond to that ip the
chromatogram of the
standard PiCparation, g
obtained in the Assay,

Hac yTpumanus OCHOBHOTY
niKy Ha Xpomarorpami
BHAPOOYBaHarg Po3ukny
MAE BIANORI A TAKOMY 119
Xpomarorpami
CTaHmapTHOrO PO3tHNY,
IPHTOTORAC HOTG y
BHPOOYBaUyi «Kinekicye
BHIHAYeH My,

The Uv absorption spectrum
of sample breparation shouid
exhibit maxima ay the same
wavelength as that of
standard preparation.

Y@-cnemp ROTfIHHAHHg
BHOPOBYBaHoro po3uniy
HNOBHHEH Hokasypary
MAKCHMYM 38 Tie]
MOBHKHHK XBHII, 1110 |
CUSKTD CTaHapTHoro
postuny.

loured, oblong shaped, s}:ored, ﬁ]mhgwowj_iuéamtabfets ;

HETERO LABS LIMITED

UNIT-HI (E.O.U)

Factory - 22-110, oA, Jeedimet]a,
Hyderabad - 500 055, Te!angana, INDiA,
Phone - +93 40 23096171 [72/ 73/ 74
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Yellow colouredtmobfong
shaped, scored, film coated
tablets debossed with ‘H’i

and *88° on other side.

fon one side and ‘g o1
| other side.
dopmu, 3 pHckoro, TadagTky, f Horrore KOJIbopy,
9, 3 Harmcom ¢Hy 4 OHOFO | nosracroy opuu, 3
| pHCKOIO, TabueTrn, skpir

! naisxosow 060;101{}(010, 3
Hanweom «Hyp - OJIHOTO
; OOKY T8 «88y - 3 iHIIOrG

i

’ The retention time of the
i major  peak the
chromatogram of  the
sample preparation
corresponds to that in the
chromatogram of  the
standard Preparation, ag
obtained in the Assay.

| Not carried ;"

Hac yrpumanns OCHOBHOTO
MKy  ua Xpomarorpami
BHEROOYRAHGT( PO34uHy
BiANowIzac TaKoMy  ya
Xpomarorpami
CTaHAapTHOro
NPHTOTORNEHOrD
BUTIOOY Banui «Kinekicue
BH3HAYEH sy,

i He aposonurpey

|
|

i
[N _

I ot carried out

|
|
f’

PO3HHy,

absorption.
sample
exhibits

The Uuv
specirum
preparation
maxima at the same
wavelength a5 that of
standard preparation,
V(.I)-cneKTp MorAnHanny
BuNpodyratore po3unny
HMOKA3ye mMakcumym sa Tiet
HKODOBNHEN XBUAL, o |
SHEKTp CTangapruore
PosumHy,

of
!

|
i

!
i He nposogntuce

|
|
|
!
]
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HETERO LABS LIMITED

UNIT-HI (£, u)

Factory : 2o NG, DA, Jéedumeﬂa
Hyderabad - S0G 055, i’efangaha INDIA,
FPhane : +97 40 23096171/ 72 /73/74
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[3% | Water content i f T {
(By K. Fischer, f Not more thag 20%mim | Not more than 3.0 YBmim ¢ 0.9, m/m
determined on i
0.5g)

Bmier BOAN

(MeTox K Ditvepa He Binbure 2,0% He 6inpwe 3,0 o 0.9 %
BH3HaYaeTben (),5 r) ,J { E |
———e e, e ,_ﬁ_m‘;_k_ .................... .. __‘._;———-ﬁ_______k e {
4.0 f Average weight | 574 mg+ 3y, | Not carried out lf ;
’ j (556.78 mg - 591 37 mg) ; 571.90 mg i
Cepeans maca | 374 mr+ 30 ? s MI !

f (556,78 mr— 59 22 Mr) i He npoaoambca
Disintegratign Not more than 5 Minutes Y Not carried out out

|
e -
05 min 29 5 min 29 se¢ !
time

Posnananug He Ginpwe 15 XBHIHH He nposogurseg 5 %829 cex

Tabiaeroy o L ——

Dissotution Not less “than 85% (Q) of Tthe labeled o amount of |

(By HPLC) Levetiracetam (LgHuNaOa) 15 dissolved in 30 minutes. ;
101 % i

Pordnnenuy iHe MEHIe  85%  (Q) BIE  sansaenoy KiaskocTi
(Merog BEPX) HeBeT;zpaueraMy (CgH.;NzOg) POsUMieTb ey 32 30

_—m'—.“_"*““"'"":w—_w‘"”_“ s e | e e — mwm
Unifermity of [ Not mare than 13 15.0° Not ¢ carried ot f ‘—1

dosage vnits (by

mass variation) g
Acceptance vajye ; ]
L) ’
Onropignicry, He Ginnue 15,0 | He npoomy ey f
]

{

3

OANHUIEL
(Pospaxyuroge.
BAroBHit MeTon)
Fpubimanspe
wucno (L1)

[ D030Baury

pounds (By Hpcy T e T
Cynposiaui n Aomimkit (meTog BEPX)

compound

LVTIMPa2 {or) Not more than 0.15 % m/m Not more thap 0, 15%m/m | 0.0; % m/m
EP Impurity-a ;

Cynposigna 5

HOoMilrks He 6inge 0,15 24 He 6inpure 0,159 0,01 %
LVTIMPG? {abo)

EP Qomimka-a

Related comp

82 Maximum single
tnknown i Hnpurity
Make.onutiaga l

} HeieHTUKkoRaa ¢ He Biabwme 0,10 o
1 HoMilixa
!
|
H

Not more than Q.10 % m/m Not Detected

He Bmancno ][

Not more than 0.40 % m/m Not moare lhhgw(}:‘i‘b % m/m 0.01 % m/m ;
He Sinse 0,40 o4 He Ginpure o ,50 % 0,01 %
CQT

- S _L_M______h___.
7-2-A2, Industria} Estates, Sanath Nagar, Hyderabac. -500 018, Te!angana Indig

T +9140 23704923 /25

8.3 Total impurities

Cyma nomiurgx
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HETEROQ LABS LIMITED

UNIT-IE (E.0.U)

Factory : 22-110, DA, Jeedimetlz,
Hyderabad - 500 055, Telangana, INDIA,
Phone : 491 40 2309817 J 72/ 7% /74

Certificate No.: ‘ - m—ﬂ[ PQQE""&"Sf 5
Ceprugirar No: | U3FP24000383 Cropinka 4 5 5

e . e : —
— i ‘ iCy T — T T T T
9.0 | Chiral purity (By HPL.C)
| Xipasuna HHCTOVa (eton BEPX)
9.1 hﬁé%ated T T e ST

compolind ;
LVTIMPO3 {or) Not more than 0. 10 % m/m

EP Impurity-p

Cynposimim

Nowinrea i
LVTIMPO3 {(abo) | He Ginbine 0,10 9%

Ep Homiwga-nD i —
Assay (By HPLC) Each filtn-coated tablet containg:
Kinsricie BH3HA9eHHn (meroy BEPX)

Levetiracetam

(CsHmNgoz), in Not less thap 475.00 and not mose than 525.0p
g

Heaempaue'ram i He menine 475,00 u ye Oibtie 525,00
(CeHiuN20s), 5 pr |

(%) Labeled

]
i
amount i Not fess than 95.0 and Not more than 1050 i

Not Detectad

He srs BNekug

£

. e
Z
X
fuind
o
g
1S
e
I
E
= i
:
by

I3
;m
;.’:I
=,
{m
&
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P
&
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&
£
)
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-
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15
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i

% Bin 3ABNCHOTO | j 99,3
BMICTY J He menime 95,0 7 ne Glbize 1050 f
Microbiological examination T T ’
. E‘@‘E@E’ﬁ.ofiq_ﬁﬁm‘iﬂﬁlﬁﬂ__._g______m_mﬁ_w%._“_*__ e ]
Micrabial enumeration tesls: :
ﬁ?‘ﬂ@ﬂ@ﬂ“ﬁ,EE’Eﬁf?‘£1'i1£i’$P1!‘29£%!:?_f§i"_f,iBf_, _____ e T
T I Total acrobic f o i
microbial count |
(TAMC) Not more than 1000 cfuper g | Less than [0 cfy per g
3araneua
KIFLKICTR
ALPOGHMY
MiKpoopTanizmip
(TAMC) He Giasive 1000 K¥O/r Meswe 10 KVO/;
12 | Total combined

Yeast and moulds

count (TYMC) Not more than 100 cfu per g
Sarannua

KiTaKicTs

IPIKIKOBHY |

icedeny

pudia (TYMQ) He 6inswe 100 Kvorr

Less than 10 ¢fy per g

Meume 10 Kvo/r
*MMT"_%——%‘“_——“W—«%“W . S TTee———
Test for specified MICrogrganisms:

Tecr ug OKpeMi B MIKPOOprarizmig:

Escherichia colf | Should be absent perfg
Escherichia coli Maiots, Gyry BifcyTnig |

Absentperg
P Bincytnig [ ¢

o
:

wWww.hetero.com
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HETERO LARBS LIMITED

UNT-1¢ (E.0U)

Factory 22-110, DA, Jeedimetfa,
Hyderabad - 500 055, Telangana, INDIA.
Phane : +97 40 23096171/ 72773/ 74

T T — i
Certificate No.:
Ceprugirar No:

f Page S of 3
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03FP24000383

BHHKIB
S HKIR

A yelfoﬁﬁange red Not carried qut i A yellow red 1o orange red
colour shoulg develop i colour develops
immediately. immediatefy.

THTagy HiokcHg 3adaperenus 81 XKOBTO- He niposonnrhey 3abaparents Bif KOBTG- |
4EPBOHOIG 0 | 4ePBOHOrO 10
loMapanyeso-uepsororo NOMEparIeso-yepsonorg

| TOBHHHO npossuTiCy 'POABNAETLCA Heralipg,
Herafing, ]
12.2° lron oxide A deep red colour should Not carried out ! A deep red colour !
develop which does not develops which does not |
disappear upen addition of disappear upon addition of |
dilute hydrochloric acid, dilute hydrochloric acid.
3aniza oxcyy [MoBugHo PO38UHYTHCS He mposoantsey ! Po3suBaeTscs Tempyo.
/ TEMHO-4eppore 4CPBOHE 3abapenenun, ke
3abapsienns, sxe e IHUKaE | HC 3HuKae riieng
] e Konasag s | onasanus PO3Benewoy
if' poigeaenor ‘ XHOPHCTOROIHeRGT [
MIOPUCTOBOANEBOT Kic o), KHCIOTH, |
EC Breakability — Nos nnMMETinamsﬁaéﬁm}’éé Complies “7

(Subdivision of Yeto 1159 of the average mass and no individyal mass is ;

tablets) outside the limits of 75 % to 125 94 of the average mass.

Noninkuicrs, He Ginbure ogpicy IMAEB Ay anLHo; MaCH BHXONUTE 32 Meg Bianosinae /

(pozminenns Bl 85% g0 | 15% &in Cepeatnol macy | P GYITE]

Tabnerok) IHAKBInya b, MACE HE BUXOAHTH 33 MWl Bip 75% no |

] i 125% gig CepeNHBOT Macy, J
%Tﬁ;_aﬁﬁg”—w T”SH&E?WT&EWEFW [ Compiics T

Mapkyeauns iﬂgﬂi;mmo BLAAOBIIATH Buvoram MK, o 1 Bianosinac n ]

Packaging Should correspond to the requirements of MQC. Complies

Haxysapus toenuuo BIANIOBIAATH Bumoram MIA. e Bimnosinae .

I hereby certify that the aboye information js authentic and accurate. This bateh of product has peep
manvfactured including Packaging/labelin & and quality conrol al the abovementioned Site in full complianee
with the GAP requirements of the local Regulatory 4 uthority and with the spectfication availgble in registration
dussier. The bact Processing, packaging and analysis records wepe reviewed and found s be in complianee with

GMP,

Oinbruyi RPOGedeHo y noanij GIONOGIOHOCHI 3 SuMOzay GMP, ECHANO8ASHIV 1 MICHERTN pesyaamaoprg
Opeanom, a mearome 8I0N06idns Jp Creyu@irayii, g MICHUmbey ¢ PeeCmpayiiinomy Jocpe. Lpomorony

SUDOOHUYmME, NAKYSAHHA ma arianizig byro NEPETHYING ey BCMUAHOGHEHG GIONOGIGHICHN, GMP.
: " ,_LE‘MWW-__MM_%.%W_m_m__,_,,.
NHesh,

Position of person authorising the batch release AGM-Quality Assurance/
HNpisguige Hinem.l{. ‘

ASesncien;

Date of signature
Harta miguncanys
—_— e AMATA W i
Corporate

7-2-A2, Induystrial Estates, Sanarh Nagar, Hyderabad-500 0is. Telangana, India
T 49140 23704923 / 3¢
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