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- AT CADILA PHARMACEUTICALS LIMITED
N Factory : 1388, Trasad Road, Dholka, Ahmedabad , Gujerat, INDIA
Corporate Office : Sarkhej-Dhalka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Product :|[TRIGAN D AR.NO. . |FG/DHLX/2003138
Mpenapar Tpurau-J . Howep ang coelnky {AR)
Generic Nama T TANALGESIC AND ANTISPASMODIC TABLETS
HaseaHue [KeHePWKa { | AyznpreThk i ANTHCNA3MOTHYCCKHE AEXAPCTREMILIC CPEACTDA
Bateh Number : {ET437E0034 [ Specification No. :|As per Normative
Honep naptiu N2 cnelmuduraLym Document ' NII)
lifg. Date :107/2020 Quantity Sampled " 80 Tabieis{rabneTox)
flata 1i3rOTOENEHNR L {Pasmep Bulbpuw)
Exp. Date L 1062023 i o Sampling date T |27i07iR0EC
Cpoi roaHocTy: {fiata 83n71A ebIBOPKM)
Batch Size. I-116,0C,000 Tablets De‘e of Reporl : |07/08i2020
Obwem napTian 16,00,000 Tabnetok Rara omieTa
Pack Description 10 tablels in PYC / aluminum blister or aluminum strip. 1 or 2 blisters or 10 strips
Ynaxoska along with instruction for usage are placed into a carton box,
Mo 10 TaGnetox & MBX/amomyHuessil GnucTep HNn aniomMuHuestls crpun, Mo 1
unu fo 2 Bnuctepa rnv 10 10 cTprnoe eMecTe C VHCTPYKUVMEN MO NPUMEHSHUI
NOMELLZIOT B NAYKY W2 KapToHa.
Sr.No. TESTS (TECThI} RESULTS (PEIYILTATDHI) SPECIFICATIONS (CTIEUM®NKALNA)
1 |Description White colored round flatly- White colored round flatly-cylindricei tablets with
Qnucanne. cylindrical tablets with chamfer and breakline on one side.
chamfer and treaxline an one | Kpyrnsig NACCKOUMINKAPUYECKUE TadneTku
side. Benoro useTa ¢ hACcKor U PUCKON HE 0AHOM
Kpyrnble CTOpPOHE
MROCKOLMNMHODYSSCKAS
Tabnetiu DENSFO LUBETE C©
! dy2cKOf ¥ PUCKOR HE CAHCH

| | jcTopoHe
2 |ldeniificstion
MoanUHHEOCTD.

- Paracetamol

- [apayeramon

Qualiiative reaction Positive Coloring the solution in 2 purple color that does
not turn red.

KauecreeHRaR peaxuma MonowuTensHeIi. OkpawmpaHvwe pacTeopa B huo1eToBEIN  LIBET,
KOTOPOE HE CTAHOBMTCA KRECHLIM

UV-spectrophotometry Positive The light absorption of the test solution In the

Yd-cnektpodoTomMeTous range of 250nm to 270 nm should exhibit maxima

MNono¥UTeNLHB!A. only at 257 nm.

Y@G-cnekTp norNoLLBHHs MenbiTYeMoro pacTsopa 8
oBnactit ot 250 A0 270 HM JOMKEH WMETS TONLKG
OAVH MakCUMYn Npa 257 Hr.
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CADILA PHARWMACEUTICALS LIMITED

= Fiim‘.ktfh?ﬁﬂi
- Factory : 1369, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhet, Ahmedabad Gujarat INDIA
CERTIFICATE OF AMALYSIS
QUALITY COMTROL DEPARTMENT
Preduct {TRIGAND A.R. NOC. . |FG/DOHL®/2003138
Mpenapat Tpurau-J1 Homep ans ceuinki (AR)
Generic Name : |[ANALGESIC AND ANTISFASMODIC TABLETS
HasgaHne DIEHEDNKE | | AoiipreTiK & ANTHCIEIMOTHYSCK AL ICAPCTREHHAIE CPLACTBA
Batch Number : |[ET437E0034 o Specification No. 1 |As  per Normative
Homep napThu e cneyudmxaumn Document {ND)
Mfg. Date : |07/2020 Quantity Sampled : |BO Tableta{rabneTok)
[aTa uaroTeeneHna (Pa3mep ebBpKu)
Exp.Date  |:|06/2023 Sampling date S|27igF020 T
Cpok rogrocin: (Oa7a B2aTHs BLIGOPKH)
Batch Size. : 116,00,000 Tablets Date of Report 07/08/2920
Obvem naptup 16,00,000 Tabnevok Nara otyeTa
Pack Description 10 12blels in PYC 7 2luminum blister or aluminum strip. 1 or 2 blistars or 10 strips
YNaKkoeKka zlong with inst-uction fer usage are placed into & carton box.
Mo 10 TabneTtok & NBX/anioMuHUesslf BNUCTeR wiv aniomrHveeL’ crpmn. Mo 1
uAK No 2 Brvcrepa Yy No 10 CTPUNOS BMECTE C KHCTPYKUMEN NG HPHiEHeHI0
NOMELWAIDT B REYKY 113 KAPTOHE.
sr.No. TESTS (TECTHI) | RESULTS (PE3YNILTATLI) | SPECIFICATIONS (CTIELAGWKALMA)

-Dicycioverine hydrochloride
-JUUKNoBeprHa ruapoXnopua,

WK-cresTpomeTpns

MongkuTenLHbI.

Quali‘ative reaction Positive The aquecus layer is blue and the culoraform layer
' should be colourless
KauecTEEHHAR peaKLMa MonoxwTensHbIM, OxpaluMsaHue BOAHOrO CAOSR B curw UBET, Cnow
xriopadiopMa JoMmKeH BbiTe GecuBeTHLIA
IR-sp=cirometry Positive The IR-spectrum of the test sampls according 10

the position of ihe absorbtion bands should
correspond to the [R-spectrum of Diccloverine
hydrachloride reference stancard

WK-cnekTp uenbiTyemoro obpasia fo NonRoKeHuo
NONOC NOFNCLEHA ACMXEH cOOTaaTcTaoBaTElMK-
CNeKTpy CTAHAAPTHOrO 0Bpasus LHUMKNCEepuHa
rvapoxnopuaa.

3 |Averzge weight and

uniformity of weight

Cpepsan macca
COHOPDPOAHOCTE NO Macce

594.1 mg (wmr)

-1.9%to + 1.8%

From 560.5 1o 619.5 mg (590.0 mg = £.0%)
O7560,5 1o 618,5 mr (590,0 Mr £ 5,0 %)
48/20 {ablets — not more than £ 5.0%

2/20 abiets — noi more than * 10.0%

18/20 Tabnevok — He Gones + 5,0%

2120 tabnetok — He Gonee £ 10,0%

4 |Disintzgration
PacnagaemocTs

01 minutes 55 seconds

Not more than 15 min
He Bonee 15 MuH
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ol - CADILA PHARMACEUTICALS LIMITED
o Factory : 389, Trasad Road, Dholka, Ahmedabad , Gujaral, INDIA
Corporate Office : Sarkhej-Cholka Road, Bhat, Ahmedabad Gujarat INDIA
CERTIFICATE OF ANALYSIS
QUALITY CCMTROL DEPARTMENT
Product : [TRIGAN D o AR.NO. : [FG/DHLK/2003138
Mpenapat Tpatras-1] Homep ans cebinku (AR)
Generic Name ' |[ANALGESIC AND ANTISPASMODIC TABLETS o
Haasanue nxeHepuka | | Ananuietik 1 AHTHCNZ3MOTHHECKHE AEKADCTEEHHbLIC CPELCTBA
Batch Number : |[ET437E0034 Specification No. : |As per Nonnative
Homep napmin Ne cneyudpuraLyn Document (ND)
Mfg. Date 1 |07/2020 Quantity Sampled 80 Tablzts{TabneTok)
fata uarotosnenus (Pa3vep Buidpkl)
Exp. Date . |06/2023 Sanpling date 27107/2620
Cpox roaHocTn (RaTa s3gTVa BRIDOPKW} .
Batch Size. :116,00,000 Tableis Date of Report 071082520
Cohvem napTiu 116,00,000 Tabnevox Lara ovyerta

Pack Description

10 tablets in PVC / aluminum blister or aluminum strip. 1 or 2 blistars or 10 strips

Ynaxoska along with instruction for usage are placed into a carton box.
Mo 10 7abnetck 8 NBX/amormnHreskit SnucTep vnmn aniomuHnese crpnn. Mo 1
unu ne 2 Bnuctepa uny no 10 CTRANCB BMECTS G MHCTPYKLUMER MO NDUMEHSHUIO
NOMELAIT B NauKy 13 KSPTOHA.
Sr.No. TESTS (TECThHI} | RESULTS (PESYIIBTATHI) | SPECIFICATIONS (COELM@KXALNA)
5 |Dissclution:
Pacreopetue
Paracetamol 98% to 102% Not less than 80% (Q) of the Jabeled amount of
Mapauetomon paracetamol after 45 min

He meHee 80% (Q) oT 3asBneHHOTS KonuyecTea
napaueTomona yepe3 45 muH

Dicycloverine hydrochloride
JviLinosepyuHa riapoxncpmua

96% to 101%

Not less than 75% {Q) of the labeled amount of
dicycloverine hydrochloride after 45 in

He Meree 75% (Q) 0T 3aSBNEHHOMD Z0MiMeCcTEa
LULIMKNOBEPUHE TROPOXIOPUAE Yepes 43 MuH

npUmMecy

6 |Related Impurities

POLCTBEHHbIE

Impurities of paracetamol:
Mpumecy napayeTarona:

4.aminophenal 0.001%% Not more than 0.1%
4-amrHogIeHoN He Gonee 0,1%
individual unidentified impurity |0.10% o Not more than 0.2%
EAMHNEHER He Gonee 0,2%
HeuaeHMYLMPpOBarHaR

npuMech

Sum of impurities 0.10% Nol more than 1.0%
CymmMa npumecei e Gonee 1,0%
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== FERETEHS CADILA PHARMACEUTICALS LIMITED
LiNgren
Factory ; 1382, Trasad Road, Cholka, Ahmedabad , Gujaral, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhat, Anmedabad Gujarat INDIA
CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Product TRIGAN D A.R. NO, 1 |[FG/DMHLK/2003138
Mpenapat Tpwran-]1 Homep ana ceaink (AR)

Generic Name
HassaHue pxeHepuka

ANALGESIC AND ANTISPASMODIC TA
AHAALMETHR X AHTHCNAIMOTHH ECKME JICKapC

BLETS
TRCHIbLIC CPERCTEE

OBvem naptam

16,00,000 rabnevox

Batch Number - |ET437E0034 Specification No. :|As per  Normative
Homep napriv Ng cneuudukauim “{Decument (ND)

Mfg. Date : [07/2020 Quantity Sampled : {80 Tablziz{TabneToK)
[Jata 1aroToBnexua (Paamep 8bibpkn)

Exp. Date - {06/2023 - Sampling date : |27/07/2020

Cpok rooHocT. (Oata s3nTvA sbiGopr) )

Batch Size. 1 116,00,000 Tablets Dazte of Reporl : 107/08/2020

fara oTuera

Pack Descripticn

10 tablets in PVC / aluminum blister or aluminum strip, 1 or 2 blisters ¢r 10 sirips

Ynakoska along with instruction for usage are placad into a carton box.
Mo 10 TabneTok 8 BA/2MOMUHKES I BNUCTEP N aniomrHAEBEL CTpun, Mo 1
wn no 2 Bructepa ko no 10 CTP¥NOE BRECTE © MHCTPYXUMENR NO NTUWEREHNIO
NOMELLAIOT B NZYHY 13 KAPTOHA.

Sr.No. TESTS (TECTHI) | RESULTS (PE3YIILTATEI) | SPECIFICATIONS (CNEUMSEIKALNS)

Impurities of Dicyclomverine hydrochioride:
Mpvieck GUUMKNOBEDPUHA MAPOXIOPKAE:

Tropicamice
TPONMKaMUL

Complies
Y nosneTeopaeT.

not more than 0.2%
we Gonee 0,2%

7  |Microbiological purity

MukpoBuenoriieckes uucToTa

Aerobic microorganisms

A3poSHLIS MUKDOGPTEHN3MbI

20 cfufg (4e koelr)

Not more than 1000 ciu/g
He Gonee 1000 KOEr

Yeast /Mould

Apowiessie/nnackeatis rprbel

< 10 cfu/g (Ha =oefn)

Not more than 100 cfulg
He Gonee 100 KOE/T

Pathegens

Navorews!

Pseudomenas Aeiugincsa Absent Should be absent -
CuHersoikas nanocuka (CreyTeTByOT) (BoniHbl CTCYTCTE08ATh)

Salmonzlla Absent N Should be absent

CanbmoHenna {OtcyTeteywT) (BomKHE! OTCYTCTROBATL)

Escherichia coli Absent Should be absent

Kuluevnas nanouka (OtcyTcTRYiOT) (BonkHbl 0TCYTCTBOBATH)
Staphylococeus aureus Absent Should be absent

Crausnokokk 30N0TUCThIA (OtcyTCTBYIT) (DonkHbI OTCYTCTEOBATh)
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CADILA PHARMACEUTICALS LIMITED

e P 1'%1"&1?[‘15
" Factory ; 1389, Trasad Road, Dholka, Ahmedabad , Gujarat, INCIA
Gorporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA
CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT
Product ITRIGAN D AR. NC. FG/DHLK/Z003138
lpenapar Tpnran-1I Howmep ana ceblnky (AR) i
|Generic Name . TANALGESIC AND ANTISPASMODIC TABLETS E

HazsaHue greqepuxe

ANENLTETHK H ARTHCIA3MOTHHCCRIIC NEKAPCTBCHHLIE CPEUCTBA

Batch Number ; |[ET437EQ024 Specification No. }: As er  INormative

Homep napruv N2 cneuuduraliim 3 Document (ND)

Mfg. Date 1 10772020 Quantity Sampled : |BO Tablets(tabneTox)

faTta »3roTosNeHvR {Pa3amep e&IBpKM)

Exp.Date” : [0612023 Sampling dale - [27/077202¢

CpokK rogRocT!: {NlaTa BanTUSR BbIBOPKK) ‘

Batch Size. : [16.00,000 Tablets Date of Report : |07/08/2020

Ofsem napTin 16,00,000 taBneTok [Jara otueta

Pack Description 10 tabiets in PVC / aluminum blister or aluminum strip. 1 or 2 blisters or 10 strips

Ynakoeka along with instruction for usage are placed into a carton box,
Mo 10 TabneTok B MBX/antoMuHKkessli SaucTep MNWM aniomuHressiit <Tpun. o 1
“nu no 2 Bnvictepa unv No 10 CTPMAOE BMECTE C UHCTPYKUMENR NO RDUMEREHKI0
NOMELWET B NaYKy 13 KapToHa,

Sr.No. TESTS (TECTHY) LRESULTS (PE_:_-}_}{QE:TATblﬂ SPECIFICATIONS {COELNMI KALIAA)

8 |Uniformity of dosage unit
OnpHEpCLHOCTD ACMDOBAHIR

{Dicycloverine hydrochleride 2.5
[drurknosepara vapoxnopug,

AV10 tablets < 15,0 (L1) or AV30 1ablets 2 15,0 (L1)
and 2!l single determination resuits are belween
from 0,75 M to 1,25 Wi for Dicycloverinz, AVio

{1abneror < 15,0 (L1) wnu AV30 ragrevex £ 15,0 (L1) u

BCE peayrbTats! EUHNHHBIX ONpeseneHu
waxopates 8 npegenax or 0,758 M 2o 1,25 M ans
BYUMKNOBERUHA.

MapeyeTamon

101.0% (504,38 narivabnsTia)

Paracetamol 2.1 AV10 tablets 5 15,0 (L1) or AVag tablets £ 15,0 (L1)

NapaueTtamon and all single determination resulls are between
from 0,75 M to 1,25 M for Paracetamoi.
AV10 TaBnerox £ 15,0 (L1) unu AV3e 1aGnetok < 15,0
(L1) ¥ BCE pe3ynbTaTh! BAUHVYHLIX OnpeAeneHul
HaxoaATes 8 npeaenax o1 0.75 M g 1,25 M ans
napaue'ramona.

9 |Assay:
KonWyecTseHHoe onpeasneryea:
Paraceiamol 101.0% {504.8 mg/teblel) 90-110% of labeled amount

(450 — 550 mg/lablet)
90-110% oT 3as8neHHOro Konu4ecTsa

450-55C mriTabneTxa)
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;%QM; CADILA PHARMAGEUTICALS LIMITED
- Faclory : 1389, Trasad Road, Dholka, Abmedabad , Gujarat, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTHMENT

Product {TRIGAN D AR.NO. : |[FG/DHLKX/2003138

Npenapar T aus] Homep ana cosinky (AR}

Generic Name : |[ANALGESIC AND ANTISPASMODIC TARLETS

HassaHue QieHepnka | | AuanpreTux H AHTHCIAIMOTINCCKHE NEKaPCTEEHHbIE CPEACTEA

Batch Number |ET437E0034 Specification No. “TAs  per Normative

Homep naprsu Na creundiikauam Documert iND}

Mfg. Date : 10712020 Quantity Sampled - |80 Teticts{taBneTox) |

Data varovoznexns (Paamep ebIOpKi)

Exp. Date - |06/2023 o Sampling date - 127101/2020

_ngst rogHoCcTM: (Aava p3aTHA exiGopii)

Batch Size. : |16,00,000 Tablets Date of Report : {07/08/2020

O6bem napruss 16,00,000 tabnetox Hata otdeta

Pack Description 10 tablets in PVC / aluminum blister or aluminum strip. 1 or 2 blisters or 10 strips

Ynakorka along with instruciion for usage are placed Into a carton box.

Mo 10 TabneTok 8 NBX/anoMrHMesbIi BnvicTep uny anmyHKess ctoun. [1o 1
Unu nNo 2 BnucTepa uny no 10 CTPMNOoB BIMECTSE C UHCTPYKUMEN NO NPMEHBRNIO
NOMELLAI0T B NAYKY 13 KapPTOHA.

Sr.No. TESTS (TECTEI) RESULTS (PESY/IBTATHI) SPECIFICATIONS (CNELINSUKALINA)
Dicycloverine hydrochloride  {89.7% (19.9 mg/tablet} 80-110% of labeled amount (18,0
BuuminosepuHa ruapcxnopua - 22,0 mg/tablat)

§9,7% (19,9 mrirabneTxe) an-110% OT 388BMHHOrO KONKYes a2z
(18,0 - 22,0 mriTabnerica)

CONCLUSION :THE PRODUCT IS OF STANCARD QUALITY IN RESPECT OF ABOVE SPECIFICATICK

Mpenapar WpoAYKT COOTRETCTEYET CTARAARTY K4HECTHA COIIACHO BEINCYNOMIHYTEIM CrIcbHRaltiamM,

Prepared By: Checked By - Anproved By: ol
[ToaroTesnero: NposepeHo: /:;"‘ N e Yrnepuaeno: ooy 6 -"bi\
Date Date : v_\:“y Date gl
Jara "] Oavta g ,:'.-"".{ ://’yl f./r_; \ﬂ; & Nara J__:"/‘Jiﬁ'ﬁ
Wxecutive-Q.C.) * v Lr vy (Manager-Q.C + »{.’.—M‘g" (Head-Q.C.) 5

LR TR

(Mridurgendra) <
FORM NQ. ;- FQC214-02700

{Mr. Jai Bhagwan) (Mr. Mitesh Suthar)
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117108, r, Mocxna, Haropieut 120634, oM 12, “EPRYL 1. Nea. |, k0rd 1
Ten, 47 (195 2281518, =7 (445) 228.19 14
3-mail. salos@eplrus.mi
Hozrsepiiene cooTBeTCTBIN BROIUMOTO JERADCTBLINOCD NPCHAPATL TPLOD BRI,
YCTRUOBICHLEM HPI €10 rocy dapersennoii peryerpanun Ne 21/ 05331-20)
08.12.202(

Topronoe nanmenobaniie Tpurau-J[

MLV HAPOILIOe CHATCHTORAIHOC }Luum\ :om]m H - llap.mcl N
HAIMEHOBAIHE (IPYHITHPOBOMIOS 1M
NHMIGCCROe)

J]CI\:IPL BCHITAN (hopma TadieTk

JTo3nFoRK 20 a1+ 300 ar

DOPM: BBINVEKA I Tatnerku, 20 air + 500 v 10 ;;;'i'_:'w_ YNAKOBK
AMCTIROBLIC ROUTYPULIC (2). TRAUKN KapToNHLIC

[lonep cepun (tapriy) ET437E0034 T

Obnes copun (laprim) 1 600 000 radacton

Hata smnveka 072020

Foxen 1o : ) 062023

Faimeriosase 1 WIPCC TPONABOMITCIS (¢ Kazuia dapsachiorikans Jirres. s — oo |

YRAZAHCN CTa Ui Upur3soeTsa) CTUFLLH 1POIROC Ry

Ho.m.p 1oL ]M er pummlmoro yawerosepenss | PY No [TNO13469/01. farra recy apersenioii
perdeTpatuii 23.03.2009

FHomep nopmarimuoi gokymenTay CTINOT5469/01-2311 18, M. Not [N T
NOI3469/01-231118

Hanvcenonanne o azupee nepsarels Kaina Qapmacsiotrxan Jhisieres, Mo

PETHCT PALMOHIOTO Y AOCTORCPEIINS Cadila Corporate Campus. Sarkhej — Dholka Read.

E
I

Bhat, Ahmedabad - 382210, Gujarat. India

e Y

SAKUOUENKE” srosumuiii  nexaperaennplii HPCHApar  coovBETCTEYCT  rpedoBatism
HOPMATHBNON Noxymenraiw JT NOIS469/01-231118. Mase, Mol w T Xo JT NOIS469/0]-
231118,

Oroereracinioe o Q00 «KAJHIIA Jermeon Brrranu bupummm.
OAPMACBIOTHUKAJI3 {(PYC) YROIIOMONCHHELT {04 uf\gwm

UMHTI I, YHOIHOMOUCHIOC MeiteTny 1(:11 nm u-.nnn 37
HOOCTRUNELLIM HPOMSROJIITCACM = th'pL‘HNDLyL ot oy
Kagnna  Dapmacmornkaas  Jhired. 26.12.2019 ,{‘,
Pz E—

Sevaamied QOO0 «Xanuna Gapes a;w andns (PY 1
OFPH 1167746506148, m;t}J‘é_ 5C00T08:
Ten® <7 {456) 178-19- 1SN 7 (4T
e Nail: sales&epirus




