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wecrna / Quality Control Laboratory

Certificate of Analysis / CEPTHOHKAT AHAJIH3A

Finished groduct / ToroBbId OPOAYKT

Ha3ipanHe MPENAPATA KAJBLIAT AP PETAPJ (235x107a6) Coemudxaims Ne: L10097
Name of Product CALCIGARD RETARD (2x5x10tab) Specifiaction No.
No maTeprana / Material No.: 5500139 Bepens Ne / Version No: 06
E AEJIETIH [IPOJIOHT MPOBAH i N upomss. mauens./Mfg Lic.No. MNB/05/183
Kaxnas TabneTka, NOKpHITad IeHOaHOH 060N0TKOH CONePXUT: Ne HHCIEKIHOHHOTO NOTA
HHQCI[H]‘H[HUSP 115 ¥ Inspec[ionbot No. 0490003]4506
O6bem cepue: Batch size: 4000000.000
Tap/Tab
SUSTAINE RELEASE ¥ T4 TIOMyIEHNA:
Each film coated tablet conains: . - Jliéeeim e 25.03.2020
Nifedipine U:S.P. .. 20 mg ara npomssocTea/Mfg.Date: 03.2020
Cepns Ne / Batch No.1 CHA4G001 | Cpox ropsoctw/Exp.Date: 022023
Tiponspomatens: TOPPEFF :OAPMACBIOTHKAJIC JIta O6nem npobnt 400.00 126
Manufactred by: TORRENT PHARMACEUTICALS Ltd. Samle quantity i
Anamms no/Analysed s pers: RLT / 519 Ne npororona:Analytical Report No.: 040000314506
a ordera / Date of Report: 18.04.2020
UCILITAHUA i HOPMA PE3YJBLTATHI
TESTS s T LIMITS RESULTS
Omnucanve W e e Kpyramié-- - - JIBOSKOBBITYRIEIC - - “Tabnerku Kpyrmue.  ABOSKOBEITYKIEIS TabneTkH
) B KOpHYHCBOIO  1BETS, [OKpEITEE TIEHOMHOR | KOPHTHCROTO upeTa, TOKPHTHE NeHOTHON
el Ty -} obonguxof, c naceaxol Ha onOH € He. 060/I0YKGH, C HACEUKOH Ha OJIHOMR CTOPOHC,
Description. ", e ' | Brown_.coloured, round, biconvex, - film coated Brown eoloured, round, bicanvex, film coated

?'f.';'z tablet: A¥ith bisecting line on one side of the
-|:tablet. « .

tablet with bisecting line on one side of the

L tpokmhe Tl LSRN tablet.
Cpeansis macca (Mr) / Average weight (m ) 90,0 £ 4.5 Mr / mg 9148 Mr/mg
OTKJIOHEHHS OT CpeAHEH MAcchl 18/20 Tabn. - He Gonec = 7,5 %
Uniformity of weight 2/20 Tabin, - Re Gonee + 15 % 25%0+20%
i ERTE '} 18/20/teblets: not more than + 7.5 % Within limit
& 2/20 tablets: not more than + 15 %

TloaMHHOCT .| TIps = .OpoOBeNCHHH TECTa «Komuecrsertoe | TlpE NPOBCACHHE TECTa «KoMM4ecTBeHHOE
Identification - ___._} onpenencHue» BpEMA yAepEHUBAHHS OCHOBHOIO onpeaecHHe? BpeMA YIOECpPXABAHHA

= f | gquxa: ma  XpomarorpaMse  HCIBITYEMOIO OCHOBHOMO [HKA Ha  XpOMaTorpamme

-'| pacTsOpa  NOMKHO COOTBETCTBOBATh ' BPCMCHE

YACpKWBAHMA ~ [IHK2 audenpmapa - Ha
XpOMETOIPAMM € CTAHAEPTHOTO PACTROpa

| The retefition time of the major peak in the

chromatogram of the Assay preparation
corresponds to that of Nifedipine peak- in the
chromiatogram of Standard aration

PacnafaeMOocCTs (MuH) / Disintﬁg;ation

He &mee 30 MuH. / Not more than 30°min.

PacreopeHne:

1. 3a2uaca%

2. 3a8wacoB%
Dissolution test:

1) After 2hours % -

chromatogram of Standard Eregaration

HCILITYEMOTO  DACTBOpa  COOTBETCTEYCT
BPEMCHH YICPAKHBAHHA MKA HApCANNHHE K2
XpOMATOTpaMMe CTAaHAApPTHOIO PacTeopa

The retention time of the major peak in the
chromatogram of the Assay preparation
corresponds to that of Nifedipine peak in the

16 Mun. / min, 24 cek /sec

) 25%-45%
He metee 60 % OT 3a4BICHHOTO KOMHYEeCTBA

25%to 45 %

e ——————— ]

Mun 36.9 % , Max 38.4 %, cp 37.8 %
Mz 72.2 %, Mak 77.5 %, cp 75.1%

Min 36.9 % Max 38.4 % Av 37.8 %

Min 72.2 % Max 77.5% Av 75.1 %

2) After 87 hour‘s-_ -

Not less than_60 % of labe] claim

Authorized by Tioxmegaeso

Signature / noANECH:
Date/Xata; 18:04.2020

Crpanmma 1 13 3

Name/ Ama: Amit Thaker / AmsT Txaxyp i
Signature / DOATACH: ‘
Date/XaTa: 18.04.2020 0

Name/ Hms: Atul Pathania/ Arya I




Torrent Pharmaceuticals Ltd.

Toppent ®apMacEIOTHKAIC JItn.

Brmnamk: Bxyz n Maxxay Mapa,

Jimer.: Conan. (X.I1.), Heamus

Torrrent House
Off Ashram Road,

Ahmedabad-380 009

India

TPL

Ten.: (079) 2658 5090

Ten.: 01796 663900 (079) 2658 3060 “torrent™
daxc: 01796 276086 Maxc: (079) 2658 2100 PHARMA
JlaGopaToprsl 0 KOHTPOJIIO KateCTBa / Quality Control Laboratory
Certificate of Analysis / CEPTH®HKAT AHAJIH3A
Finished product / CoToBblit TPOAYKT
Hassaune npenapata  KAJIBIATAP] PETAP] (2x5x107a6) Cremiduramms Ne: L10097
Name of Product CALCIGARD RETARD.(2x5x10tab) Specifiaction No.
Ne marepuana / Material No. : 5500139 Bepens Ne / Version No: 06
HUGEJUITHH \BJIETKY HPOJOHTHE N H3B. ens./Mfg.Lic.No. MNB/05/183
Kaxnas Taﬁnma, nmcpmas memmmﬂ oﬁonoqxon cu,m:pm Ne HHCIIEKIHOHHOTO JIOTA
Hudeaums USP .. % = ...20 Mr. M‘m Lot No. 040000314506
O6mem cepuu: Batch size: 4000000.000
Tas/Tab
1 BE TlaTa TIONyqeHns:
Each fllm coated tabh:t ﬂc)nlams% Receipt Date: 25.03.2020
Nifedipine-U.S.P. ...uirgest AT TIPO cTea/Mig Date: 03.2020
| Cepus Ne / Batch: N()s % :CHA4Gl)01 Cpoxk romsoctw/Exp Date: 02.2023
TIpOM3BOHTENb: TOPPEHT GAPMACBIOTHKAJIC Jlta, O6seM npobu 400.00 186
Manufactured by TORRENT PHARMACEUTICALS Ltd. Samle | quantity i
Anamas no/Analyséd as per:: RLT / 519 N 11po nporokona:Analytical Report No.: 040000314506
e P ——
oraera / Date of 18.04.2020
HACTILITAHHAN HOPMA PE?-YJII:TATH
TESTS i LIMITS RESULTS
Hocmpomme np:mecn (BB)KX)
Related substances (%)-(by I{PLC}‘ S
1) Hurpodie HIIMMPHIHH guanor - - - -« Not more than 2.00 % 0.007 %
HAeaunuAa (aHanor A)- R N *7" He 6Gonee 2,00 %
Nifedipine Nxtrophenylpyﬁdmc _
Analogue Not more than 0.5 % 0.15%
2) HuTpozodeHHITMPHIHH aHATIOT He 6omnee 0,5 %
madeaunusa (ananor B)-. - S J
Nifedipine Nmosaphénylﬁiridme '
Analogue
QcTaTouHEE opmﬂwlecm R e
PacTBOPHTEIH: ; Hejqnee 3000 ppm / Not more than. 3000 39
a) Meranon/ Methanol ppm 2
b) Mermeuxnopm{ Methylene Haﬁam 600 ppm / Not more than- 600 ppm 3
chloride: | =0 o oo He 6onee 5000 ppm / Not more thogn 5000
c) AueroH / Acetone ppm ifaL
¢ [ VA
i‘;g_“;;,:“m“ f’“"“‘“‘"’“ ol i 90.0% - 1100 % 94.5%
MuKpoOHONOTHIECKA | qucrm'a
Microbial limit test (cfu/g).
e  Ofmee umcno aspobirx Gaxrepnil He 6onee 1000/r
Total aerobic.count - .- Not more than 1000 /gm 30
O6mee qucio rpnﬁon j\Total fungal He 6onee 100/r / Not more than 100 /gm <10
count
e E.Colin Salmonella Jlomxes! orcyrereosars / Should be absent OrcyTterrylor / Absent

S R R T

Rﬂmvedlvlﬂmm

“Authortzed by / ThoxTaepsaneno

Name/ Hma: Amit Thakur / AMaT Txnyp
Signature / noxmACh:

Signature / noanEch:
Date/dava: 18.04.2020

Date/lava: 18.04.2020 .
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Name/ Hms: Atul Pathania/ Atya laTanus




Torrent Pharmaceuticals Ltd. . Torrrent House TPL

Toppenr ®apmacsiotakaic JTa. Off Ashram Road,
Binane: Biyx'm Masxy Misps, AhJ'nedabad-SSO 009
Texchn: Bagma-173205, India
Iluet.: Conan. (X.I1.), Uanus Ten.: (079) 2658 5090
Ten.: 01796 663900 (079) 2658 3060 —torrent
®axc: 01796 276086 ®axc: (079) 2658 2100 PHARMA
JlaGopaTropun no koHTpoai0 kavyecrss / Quality Control Laboratory
Certificate of Analysis / CEPTH®HKAT AHAJIM3A
Finished product / FoTosstil npoayxT
Haseanne npenapata - KAJIBITATAP]] PETAPJ (2x5x101a6) Crermguxaims No: - L10097
Name of Product CALCIGARD RETARD (2x5x10tab) Specifiaction No.
Ne marepuana / Material No. : 5500139 Bepeus Ne / Version No: 06
/ N npowss. mauens./Mig.Lic.No. MNB/05/183
Kaxnas Taﬁnerm, TIOKphLITas rmcnoqﬂoﬁ oﬁono'ncoﬁ 001: SKHT:
Hudenuma USP Kp ........................................ 2%: M. fff;‘;{f;’,“{‘;,‘i*ﬁ;’? o 040000314506
O6wem ceprm: Batch size: 4000000.000
Tan/Tab
ELEASE TAE /N } Hara CHMUA: 3 e
Each film coated tablet contams' o If Receig:);l)}:t[e: 45032020
Nifedipine U.S.P. ...... gk dh e e e RS TR g 20 mg m "ﬂommgﬂwa&_Dam; 03.2020
Cepusi Ne /Batch No. ¢ CHA4G(N]] Cpok romsoctr/Exp.Date: 02.2023
Tpowssonuteis: TOPPENT-®APMACBIOTHKAJIC Jita. O6BeM Mpobst 400.00 Ta6
Manufactured by: “TORRENT PHARMACEUTICALS Ltd. Samle quantity -
Anamms no/Analysed s per:: RLT / 519 Ne mpotokona:Analytical Report No.: | 040000314506
Jara ordera / Date of Report: 18.04.2020
HCIILITAHUA FotE =l HOPMA PE3YJIbTATHI
TESTS e LIMITS RESULTS
EA
Remadm.Cmnphesaspu-LWSpadﬁxm E Tpsvesanise: Cooreercrayer cesmadumcarwy L10097
Sampling Plan: 7001, " . ER Inam orGopa ofpeaanoa: Z001
Issued To PiantQA: i . - - Brymano 8 Onen ofecrieqes i KAYeCTRA e TP
Note: Camplete: Lesung ta b&d@na at this stage an0: auy test results “TlpuMedanpe: AHamH3 N0 BCEM MOKA3ATENEM [POBOJMTCA HA NaHHOM
to be taken from. 8EG.stage .- - cTamMM, Ge3 MepeHoca pe3yNLTATOB HCIEITAHHH Hepac(acoBaHHOro
NpoayKTa

Reviewed by / Tipoaepeso Authorized by / Tormeepmsneso

Name/ Hma: Amit Thakur / AmaTt Txakyp Name/ Ama: Atul Pathania/ Arys Hamanas
Signatore / poanace: Signature / mopnece:

Date//TaTa: 18.04.2020 Date/TaTa: 18.04.2020

Crpanvna 3 w3 3




