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BIMCHOBOK

HPO IRICTL BEEICHOTO B Yrpainy Aikapehkoro 3nc00y

13.04,2023 Ne 17938723726

TOPHAMIT 10
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Cepist aikaposkoro sacaby ¥ BVI39J003 Rihkicrs mescioro aikapeukora sacody 3108
Buapodnik Toppeir Mapmacuioriane Jra, s

{uadlsceny s arpedimm HRapCLEoro Reody, kpaita HONOGRSHIH

Bueseno o Yipainy Tosapuerso 3 obstemwenoro signosinaanuicrio "MAKJIEOIC
DAPMACBLIOTIKAJS JHUMITEI, tnenr, won: 37554108 - -
Grativenyram va o CAPIROY jopiirtmei ocods ubo BREIINLL, M5, BO B bron
iziranot ocody - ofupuesna T Micie IPORUBRBIR 1a peccrpaniiiidl nosep odxikonnt
RAPTER T RD DA ST aG0 COpis T HONED raeiopsn)

Hadaparopuudi anuais kot Aikapenroro 3acody ailicnennii;

Jepmanna pay koso-aociiti HaGOPATOPIS 3 KOHTPOIMIO HKOCTE JHKAPCLKHUN 2ac00is J (eprantoy
YCTAHOBM "THCTUTY T UPOMUACHEOTO $0poi's (a1, (0N, Mapicena FIAMEL Yipai (v Kuin,

By loryanenxa 50)

CIRHEMICRY BATOU T MICHE O LRCH 1S BOPEEOPIT IO (RoRe I G0 P I OPIIE L- MROCTE)

Brenosor wano asocri sikapeuion s sacody. s aubopuropicr giz 13,04.2023 Ne 731
Pesyabtatic aadaparopuors auanisy ko ATKIPCLEOTO 3aCa8Y 30 NePeRPEIIMUI BOKA3HIRAMI BEATTOBLIAI0 11,
BIAUFIM METOTE KOHTPOAIO SROCT] (ARATIVHO-HOPMITHENOT AOKYMeNTAUIT),

a0 PEsYARTATAMM AU KARNGED KOHTPOMO - BCTUHOBACHO. 1Mo sikapesiii  3acid  neeieno  » Yupaiby
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JEPKABHA CAVIKBA 3 MIKAPCLKUX 3ACOLIB
TA KOHTPOIO 3A HAPKOTHEKAMM v &, KB
AL Bepesusicinenika, 29, Kais, 02008, rea, (044) 295-20-85 veon (Odd) 295-26-87
F-mail: dis kyivizdls.gov.un, Koa CHPTIOY 37079055

BUCHOBOK

HPO SARICTH BBEICHOTO B Y Rpalny HRapesnkoro saeohy

13.04.2023 Ne 17941723/261]

TOPHAMRIT IO

CHaTMC I 8 HRBPCLKROT O 3IcolY SEL LI S e crpaiiiiinng fecnyeinig
rabaeren, swputi naiskeseio oboaouroio, 1o L0 sy vo 1) rabacron y Gaicrepi, no 3
gaicrepn y gaprouniif ynaxonuy

LPOPASE BITIVERY, AGIVIRTHI, BT THIKY BRI T RAPEBROI0 sl )
Hosep pecerpaniiinore noceiasenis UAS3600/01701 crpow Aif pecematiiinono aocsimucmm 12,08 107
I !

Cepis alkapeskora weody Ne BM3OT003 KImRIC 1w ienor o inapyikoto sacooy 28R

Bupobnin Coppent Wapyachiorikaie o nais

(raitvenyvangs nipadinas Hkgponrero sacedy L epaing nososReHisg

Brereno s ¥ rpainy Tosapuerno 3 pdmewenmo sioosiaannicrne "MARIEGLC
MAPMACBIOTIKA JIMITEL, e, ko 37554108

Casfiveriannn ot s CAPHOY wapreiinaon neadn aOo apitenie oy

Apisrsnnd ucoth - n i snn.
EA R ECERHEG o i ad

KU PCeT i

CCPI T O BAHOP O

OOHENIC R

30 PEIVALTATANM  ACPWABHOIO  ROMIPOIO  BCTAUORACHO. 1 Alkapessuit sacil ascseno v Vipain

JAOTPDHMAHHSIN BUMOr 3aKON0RBCTIA HeAO 3abestencus arocti aikapeurux sacobis.

4
-

H

ATATLHHK

{HBLIORG ¢ IV ACPHEUBIOTD R Uo.1ie) [EEETHN VU e e

BOYRER




OEPYABHA YCTAHOBA “IHCTUTYT FPOMAIJCbKOFO 3D,OPOB $1im. O.NM.MAP3EEBA
HALIIOHANBHOT AKALENIT MELWUUHUX HAYK YKPATHU"

LepixaBHa HayKoBO-AoCHiHa NaBopaTopis 3 KOHTPONKO AKOCTI NiKapCLKUX 3acobis

wyn.Nonyapenrra, 50, m Kuie, 02094
Ten: +380 (44) 513-71-33; +380 (44) 292-14-17; chake: +380 (dd) 292-14-21; E-mail: druglab@ukr.net

ab )

Npersanigivosans BON3 wy 22.01.201G p.
™%, ARPOAMTOBEHE HELioHaIBIIe ArCHICTROM § ArEE T Yrpahus 0iRnosiine a0 awaor ACTY ENISONEC

2o VT025 201G {ENISDAEC $7025:2017 10T ISQHEC 170252017 10T), ATetar npo arpafinrayss N2 20505 sig
(B0.20E p
Aracropara epsauoid cnywGo.o YROIid: 3 rikaptuiax 3aC05in Ta KoHTROm) 18 napkonwats, CoigoLiso npo
sy antho M2 510 aig 09.08.2022 p
CHGTera Ynpaanings skisTo ceprudirounna
wamcrats ACTY BN IS0 9001:2018, Ceprshinay aignoginnocti 132 248 sig 13.07.2021 p.
Yrenuanmzxoua 1 epsanmd er@ispmied gasrn MiMicTeporoa oxopors JAGHo’s Yepainm® 1i nposeashng
nafioparopre) BENReSyBats MEANCHEX 3ACORIE, U0 NOABLITLCR HA RAPHATHY DCCCTRAUIO

Ceprutpikar ananizy Ne 731

MNapezipra IGEHIHINOCTE CENTWPIRATY Haped by eprer: My irugiah kisv uaisan

1d=1DD7DB4D417
Big "13" kpitHa 2023 p.

YRGBHICHEAM MG UBHTPOM CEPTIGI AU Ha ﬂmncnmnx' I

20908
JLCTY EN ISOAEC 17028

Hazga apasky: TOPUAWM 10, Tabnerxu, BrpuTi nniskoso obonokkowo, o 10 mr, no 10 TabneTtok y
Onicrepi, n0-3 GnicTepn.y kapToHHIK ynaxkosui

BupoGruk: ToppenT Gapmaceiorivanc Iy, Ingis

Homep cepil: BM394003

Hazsa ra agpeca samoBHuKa: [lepkasHa cnyxGa Ypalin 3 nikapcekinx 3acobis Ta KOHTPaN aa
HapkoTukamu, M. Kuie, npocnexr MNepemorw, 120

Jincr-nanpaenenns: Ne 1586-002.4.1/002.0/2-23 sin 10.03.2023 p.

Micue sigbopy zpazky: TogapucTeo 3 obMmexeHow signogigansaicTio "MAKNEOQLC
PAPMACKHIOTIKANG MMITEL"

Harta opepxants apasky: 16.03.2023 p. PeecTpauidHuit nomep 3pasky: 517

Hata sukokaHusa pobotu: 16.03.2023 - 13.04.2023 p.

Bug xoHTponta: 3a posnopsamenHam Qepxnikenywdu (MocTanosa Ne 902)

HI, srinno axov nposcanTLes anania: MKS oo p.n. Ne UA/13609/01/01

Ne
nn [TokasHukm Bumorn HO Pezynwkratu
aHanisis
1 Onuc Kpyrii, ABOONYKAI TabDRETKM, NOKPUTI Binnosigae

(RIBKOBOIO OBCTIORKOI, MOBTOrO KOMLOPY, 3
MHIED PO3NOMY 3 oaHiel CYOPoHY | rnaaki &
PYrol CTOPOHN

2 lpenTndikatiis
- nepKaniouniny 2idpoxnopld Macv yTpumyBanHs OCHOBHWX nikie Ha Binnosinae
pomarorpamax sunpodysadoro Ta
CTEHAAPTHOIO PO3HUHIB, OTPUMAHUX NPK
KiNbKICHOMY BUIHAYEHH, NOBWHHI CriananaTi
CnexTp nornuHaHHs sunpobysaHoro 1a Bignosinac
CTAHAAPTHOIC Po3YMKiB B oBnacTi sin 220 Hm
inc 400 KM NOBYKEH NOKa3YBATH ABA
MBKCUMYMA TIPU BOBXUMI XBWNT 23812 UM |

35942 HM
- mumany dickeud Y TBOPEHHS! By MOBTQro 40 Bignosinae
KOBTO-OPaHKEBoro 3afapsneHns
- 3anisa okcud YTBOPEHHA Biff CBITNO-YEPBOHOTO A0 - Binnosigae
12pBOHOro 3aGapaneHrm
3 [CepenHs maca 107,53 mr + 3 % (104,30 mr - 110,75 wr) 108,96 wmr
4 OpHopiakicTe macw Binnosinro o eumor Espon.dapm, 2.9.40 Binnorinae
NONOBUHOK TAaDNETOK
5 [KinbkicHe BUIHAUEHHS 95,0 - 105,0 % Bin 3afBNEHOT KINbKOCTI 07.8 Y%
6 Ynakoska 3rigso MKS o p.n. Ne UA/13809/01/01 Bianoginae
7 Mapkysanrs . %rmm MKH £0 p.n, Ne UA/M3609/01/01 Binnosinae

BucHoBOK: 3pasok npenapary: TOPM}JMH 10, T’16ﬂ(3h(w Bi\pbﬂ‘l nriekosoin obononkaio, no 10 wr; no 10
Tabnetok y Gnictepi, no 3.6nicTepu y KapToHHiA ynakesui, c. BM39J003 supabhnyrso FoppeHT
dapmacsiotikanc flta, |HLU${ Bv,qnom,qae ammoram MKS o p.n. Ne UA/13609/01/01 no nepesipexnm
[IOK3HUKAM FKOCTI. . .

/ . .
/ 3ar. naBoparopicto (i H.B.OcTanina
/ B-C-0731:2023




[uapanl Inanr, B Inapan,

Toppenr CI)apmacm-O'riKanc. Jta.

Tanyxakani, Hicr. Mexcanal ymxapat 382721, Tupist

Ceprudikat anaJisy roToBoro NpoaykTy

Hassa npoayKry: TOPUJIUAITLO,

tabictki  BKpETI TWBKOBOIO  OBOJIOHKOIO, 1O

10 M1,

no 10 Tabnerox y Guictepi; mo 3 Gmicrepu y KapToHHiH yraKoBul 3 MapKyBaHHAMYKPATHCBKOIO

MOBOO.

[enepnuna Ha3Ba: Jlepxanimuiin Tabnerku

Howmep cepii:BM39J003
Poamip cepii: 33 333
Jlara puroToBnenHs: 1 172022

Jlara 3aKilHuCHHs TEPMiHY npupariocti: 1072025

Howmep peectpaiiHoro nocsiauens s Vxpaini: UA/

Bupo6ruua Jlinensist noMep: (G/926.

13609/01/01 niticue o 12.08.2024

HaiiMenyBaHHANOKAZHHIKA

Jonycruminopmu

PesynpTaTh

Ornuce Kpyrni,  HBOONyKIi Tabnerky, | Binnosinae &
BKPHUTIILIBKOBOIOOBOIORKOIO, ’
SKOBTOIOKOJIBOPY3 JIHICIOPO3IOMY 3
onHOro GOKYy Tariaiki 3 IHIIOTO
) Goky. B
Inentudikanis
Jlepraniouninyeiopoxaopuo Uac yTpUMYBaHHS OCHOBHOTO mika | Bignosizace
Ha XPOMATOrPAMaxXBHNIPOOYBAHOTO i
CTAHJ@PTHOTO PO3UHHIB, OTPUMAHHX
[pH KimbKICHOMYBH3HAYEHHI,
MaesbiraTncs.
CriekTp TOMHHAIABUATIPOOYBANOTO Criexrp
| CTauf@pTHOTrO  PO3uMHiB B | TIOMIHAHNABHIIPO-
o6nactisin 220 am  zo 400 OyBanoro i
HMIIOBUHEH TIOKA3y-BATH JBA | CTaHAAPTHOrO po3-4HiliB
MAKCAMYMH TIPH  IOBKHHAXXBUIIL! | TIOKAsye ABa
Tumany Oioxcud. 238 £ 2 1uMi 359 £ 2 HM. MAKCHMYMU 1npu
JIOBIKCHHAXXBHIIb:
359,00mM; 239,00 M
i 358,80 um ;239,20 1w
[TostBaBLIKOBTOrO 10 sonTo- | [losisa IOBTO-
opamKeBoro 3adapicHns. OPaHIKEBOTO
3abapBIIeniis.
Orcud 3axai3a. [Tosnasiabnino-uepsonoro o uep- | HossauepsoHoro
BOHOT03a0apBIICHHS 3a0apBIeHHSL
Cepennsimaca 107,53 Mr£3 % 107,88 mr

(8i1104,30 Mr 10 110,75 mr)

OnHopinHicThMa-C1
HOJAOBHHOK Tab-JICTOK

[ToBnHIHA BIANOBIIATHKPHTEPLSM
Ph. Eur. 3arasnsha riasa (2.9.40)

IVHH.Z 95 %
Maxkc.: 106 %

O HOpiAHICTE O~
30BAHHXOAMHHIL

[ToBrHa BIIOBINATHKPHTEPLSIM
Ph. Eur. 3aranpha riasa (2.9.40)- .

Cepenn.:98,4%
1AV 4,2

Min.:96,3%
Maxc.: 101,3 %

Po34nHHICTL

He mene 80 % (Q) min 3a9BJeHoT
kinskocTi 3a 30 XA

Mis 93 %
Make.: 99 %

Cepem=96 % |




CynyTHizoMITIKH [Tpn Bunycky:
A) Jomiuika D- ue Olnbue 0,2 % 0,11 %
b) HesizoMinomitky

IR AMRI AyanbHOT HEBIIOMOT
noMiKH — He 6ibiue 0,15 % 0,03 %
~CyMa HEBLIOMHX AOMILIOK — He
Ginbme 0,30 % 0,03 %
B) Cyma BizoMuX i
HEBIIOMHXIOMILIOK - He Blibie 0,15%

0,50 %.

Hanpukini repminy
NPHIATHOCTI:

A) Jowmimka D- ne 6insuie 0,5 %

B) HesigoMinomitmku

- MBIy ANILHOTHEBLOMOTIOMIIIKH
— pe 6inpue 0,20 %

- CyMa HEBIIOMHXAOMILIOK-- He
dumsie 0,8 %

B) Cyma BIIOMHX i
HEeBIZIOMUX/IOMILIOK ~ He Oinbwe 1,3

Y%a.
Bona He Gonee 5,0 % 2,9 %
KinbkicHe BH3HANCHHS 95,0 105,0 % | 99,6 %
BiZ13aABJICHOTKIIBKOCTI
BaHIIKOBIKIIL- Eranon- nebinsiue 4500 ppm Hrokue Mexi
KOCTIOprati4HUXPO3UUHHHKIB BH3HAYUCHHS
MikpoGioaoriuua yicrora* B npenaparti A01yCKAEThes:

saraIbHE YHCNo aepOoOHUX MIKPO-
oprauismis (TAMC) - ne Glibiue
10° KYO/ry He 3acTOCOBYETLCS
3arabHE YHCIo APIKIDKEBHUX

ranicaesux rpu6is (TYMC) — xe

innme 10°KYO/r. e 3acTOCOBYETLCS
He nonyckaernesEscherichiacoli'y
1 r nperiapary. He 3acTOCOBYETHCS

. TecT MPOBOAATD Ha KOKHIK 10~ cepil.

«lHM g TLATBEPDKYIO, MO lIpHBEACHA BULILE iopmallis € JOCTOBIPHOIO Ta TOUHOIO. L
nocuinosHicth mpoaykuil Gysra supodiena (BKIIOUAIONN YHAKOBIY / MAPKYBAHHNs) Ta IPoBEIcHa
KOHTpOJib 1T #KOCTI Ha BAILEsTaanill Ay noBHIH  BIANOBIAHOCTI 10 BUMOT GMP,
BCTAHOBJICHHUM MICLECBHM PEryJsTOPHIM OpratoM, a Takax y sianosianocti g0 crienudiratuii,
o MieTaThes B peectpauifnoMyriocsinuenti abo roprosiii sinensii Kpainn-HpodHIKa ado
KpaiH-iMIOPTEpa, KO HPOJYKILST IMITOPTYETBLCS, a6o B HOChE chneuu(ikaillid na nperapar s
focHimKyBaoro Jrikapeskoro sacoly. lporoxosi BHPOOHHILTBY, YIIAKOBKH Ta ananizy Oyau
FIePErfisHyTI T8 BCTAHORJICH] siznosimicrs 3 GMPo»

Ilepernsuyro: 3arBePIKEHO!
[11b Mukesh Jayas Siddhesh Doshi
Jlara 30.12.2022 30.12:2022




FORRENT PHARMACEUTICALS LTD.

HORAD-382 721, TALKADL
Gﬁy:\NDRAD,DB?:MEHSANA,HHHA

Torrent House

Off Ashram Road
Almedabad-380 009,
india.

Quality Control Laboratory

Phone ;

(079) 2659 9000

TRE AP 3 - . B Fax : (079) 2658 2100 - Orrent
Certificate of Analysis torren
PHARME
FINISHED PRODUCT page :1 Of 4
Name Of Product TORIDIP 10 (3%10 TAB) UA gpecification No. 10098150
Material No. 5004441 Version No. 2
Generic Name Lercanidipine Tablets Mfg.Lic.No. G/926
Inspection Lot No. 040000396203

Composition
contains:

Hydrochloride.
Eqg. to Lercanidipine 9.4 ng

BM39J003

Batch Wo
Manufactured By

Fach film coated tablet
Lercanidipine
.10 my

Torrent Pharmaceuticals Ltd.

Batch Size

Manufacturing
Expiry Date

Date Of Receipt

Sample Quantity t
Analytical Report No.:

1000000.000 TAB
17.12.2022
NOoV~2022
oCT-2025

400.00 TAB
040000396203

Date

analysis as per RLT/ 3857 pate Of Report 30,12.2022
Test Limit Results
Description Yellow colored, round shaped, Yellow colored, round

jdentification Test for
Lercanidipine Hydrochloride BA)
By HPLC

Tdentification Test fox
Lercanidipine Hydrochloride B)
Ry UV

Tdentification Test for
Colorants (by color
development) A) Titanium
Dioxide

Tdentification Test for
colorants (by color
development) B) Ferric Oxide

piconvex, film coated tablets
Wwith break line on one side
and plain on other side.

In the assay test, the
retention time of the peak in
the chromatogran of the test
preparation should exhibit
same retention time as the
standard preparation.

The UV absorption spectra of
the test and standard
prepavation in the area from
290 £31) 400nm should exhibit
2 maxima at apout 35942 nm and
238+2 nm.

Yellow to yellowlsh orange
color should appear.

Pale red to red color should
appear.

shaped, biconvex, Film
coated tablets with
break line on one side

and plain on other side.

in the assay test, the

retention time of the

peak inthe chromatogram
of the test preparation
arxhibitssane
time as the
preparation.

retention
standard

The UV abscrption
spectra of Test and
Standard preparation
exhibits marima at
359,00, 239.00 nm and
3%8.80, 239.20 nm.

vellowish orange color
appears

Red color appears

Reviewed By

I Approvéci&@

Name : MUKESH JAYAS

Date:30.12.2022

Name:Siddhésh Dos

Date:30.12.2027

This document has been produced electronically and is valid without signatu{ue/;

Print by: 125113

Printed on; 31.12.202
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[ORRENT PHARMACEUTICALS LTD.

IMDRAD-382 721, TAL:KADI,
City © INDRAD, Dist:MEHSANA, INDIA

Quality Control Laboratory

Certificate of Analysis

FINISHED PRODUCT

Torrent House

Off Ashram Road,
Ahmedabad-380 003,
Indla,

Phone | (079) 2659 50060
Fax @ (079) 2658 2100

-torrent

P

PHARMR™

Page :2 Of 4

TORIDIP 10 (3X10 TAB) UA
5004441
Lercanidipine Tablets

Name Of Product
Material No.
Generic Name

Manufactured By
RLT/3857

Analysis as per

Composition Fach film coated tablet
contains: Lercanidipine
Hydrochloride...10 ng
Eg. to Lercanidipine 9.4 mg

Batch No BM39J003

Torrent Pharmaceuticals Ltd.

Specification No. 10098150
version No. : 2

Mfy, Lic.Ro. : G/926
Inspection Lot No. 040000396203

1000000.000 TAB
17.12.2022
. NOV~2022
oCT-2025
Sample Quantity 400,00 TAB
Analytical Report No.: 040000396203
Date Of Report : 30.12.2022

Batch Size

Date Of Receipt
Manufacturing Date
BExpiry Date

Test

Limit Results

Average welght
110.75 mg)

Uniformity of mass halves
fablets

criteria.

Uniformity of dosage units
Dissolution

(2.9.3 )

Related Impurities by HPLC -
Impurxity D 2, 6-Dimethyl-4-
(3-nitrophenyl)-pyridine

-3, 5-dicarboxylic acid
3-{2-(3,3-diphenyl
propyl)methyl
aminol-1,l-diemethyl
ethyllester S-methyl ester

Any Unknown Impurity

107.53 mg £ 3 ¢ (104.30 mg to

It must confirm to Ph.Eux.
General Chaptex ( 2.9.40 )

Complies with the
requirements. Chapter ( 2.9.40 Maximum:;101.,3%,
y criteria.

Not less than 80 % (Q) of
labeled amount of
Lercanidipine should dissolve
in 30 minutes.
to the Ph.Enr.
criteria.

felated impurities by HPLC - Not more than 0.15 %

107,88 my

Minimum: 95%, Maximum:106%

Minimum: 86, 3%,

Mean:98.4%, R&D:1.72%,
AVi4.2

Mindmum: 93%,
Maximum: 99%, Mean: 96%

it must confirm
general chapter

Not more ithan 0.2 % 0.11 %

0.03% at RRT 2.46

Reviewed By

Name : MUKESH JAYAS

Date:30.12.2022

Name: Siddhesh Doshi 7

/
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Date:30.12.2028 A2

Print by: 125113

This document has been produced electronically and is valid without signatur

Printed on: 31£42,2022




'ORRENT PHARMACEUTICALS LTD.

HRAD-OB2 721, TALIKADY,

Gﬁy:MDRAG,QMMMEHSANAJNmA

Quality Control Laboratory
Certificate of Analysis

Torrent House

Off Ashram Road,
Ahmedabad-380 009,
india.

Phone : (079) 2659 9000
Fax 1 (079) 2658 2100

IR B

PEERTHR

patch No BM39J003
Manufactured By

pnalysis as per RLT/3857

BEg. to Lercanidipine 9.4 mg

Bxpiry Date
Sample Quantity

FINISHED PRODUCT Page 3 0f 4
Mame Of Product TORIDIE 10 (3X10 TAB) UA specification Bo. 10098150
Material No. 5004441 Version NHo. 2
Generic Wame Lercanidipine Tablets Hfg.Lic.No. G/926

Inspection Lot No. 040000396203

composition Each film coated tablet Batch Size 1000000.000 TAB

contains: Lercanidipine pate Of Receipt 17.12.2022

Hydrochloride: . .10 my Manufacturing bate NOV~2022

0CT-2025
400.00 TAB

Torrent Fharmaceutica ls Ltd.

040000396203
30.12.2022

analytical Report No.:
Date Of Report

percanidipine clain.
Hydrochloride

Lercanidipine

... 10 mg Eqg. to

9.4 mg)

Residual Solvent by GC Ethanol|Not more th

sicrobiological guality: i) Not more th

Total Aerobic Microbial Count J

Microbiclogical quality: ii)
Total combined Yeasts/ Moulds
Count @

Not more th

Microbiological quality:
pscherichia coli @

iii) [Must be Abs

Test Limit Results
Related impurities by HPLC - Not more than 0.30 % 0.03 %
Total unknown Impurity
Related impurities by neLc - Not more than 0.50 % 0.15 %
Total impurities (Known
Unknown)
Water Not more than %.0% 2.9 0%
Assay by HPLC (Each £ilm Not less than 95.0 % and not 99.6 %
coated tablet contains: more than 105.0 & of the label

Below Limit of
omantification

an 4500 ppn

an 1000 cfu/g Not Applicable

an 100 cfu/g Not Applicable

ent/1g Not Applicable

Reviewed By

Approved By .~

Name: MUKESH JAYAS

pate:30.12.2022

Name:Siddhesh Doshi ’ S ;ﬂ;';'
J iagd
Vs e {722/

Date:30.12.2022 .-/ Vi

This document has been produced electronically and is v
Print by: 125113

alid without signature .
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FORRENT PHARMACEUTICALS LTD.

INDRAD-382 721, TALKADY,
ﬁny:NDRAD,WSUMEH$ANAJNDM

Torrent House
Off Ashran Road,
Ahmadabad-380 009.

. - y India,
Quality Control Laboratory o
Phane : {079} 2659 §000 mi. .i
AT . - g gy Fax : (079) 2658 2400 SEren -
Certificate of Analysis b
PHARMEA
FINISHED PRODUCT Page :4 Of 4
xame Of Product TORIDIP 10 (3%10 TAB) UA Specification No. 100098150
Material No. 5004441 Version No. s 2
Generic Name Lercanicdipine Tablets Mfg.Lic.No. G/926
Inspection Lot No, 040000396203

Composition

Bach film coated tablet
contains: Lercanidipine

Batch Size
Date Of Receipt

1000000.000 TAB
17.12.2022

Hydrochloride...10 ng Manufacturing bate NOV-2022

Eq. to Lercanidipine 9.4 my Expiry hate 0CT~2025
patoh No BM39J003 Sawple Quantity 400.00 TAB
manufactured By Torrent Pharmaceuticals Ltd. Analytical Report No.: 040000396203

Analysis as per

RLT/ 3857

Pate Of Report

30.12.2022

Remarks:Complies as per 10098150 Specification.

Sampling Plan Z001

Issued To Plant Q.A.
¢ Tests to be performed for Exhibit batch, first three commercial
patches and then after one batch pex year.

Reviewed By

Narme : MUKESH JAYAS Name: Siddhesh Doshi

s

Date:30.12.2022

Date:30.12.2022 /L,,,»fyf"
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