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Iloarseprkaenne COOTBETCTBHS BBO3HMOTO JIEKaPCTBEHHOTO IPENapaTa TpeGoBaHusIM,
YCTAHOBJIEHHBIM IPY €r0 rocyAapeTBeHHoH perucrpaunn No 5/ 05521-20

14.07.2020
1T0prosoe HAHMCHOBAHHE Tpuran-J]
MesKIyHapoIHOe HEelTATeHTOBAHHO: Hunvxnosepun + [Tapaneramon
HAHMEHOBAHHE (IPYIIIIMPOBOYHOE HIIH
XHMHIHUECKOS)

JlekapcrBenHas Gopma TabneTKu

[loskposka 20 mr + 500 mr

Gopma BBy CKA Tadnetky, 20 mr + 500 mMr 10 mwTyK, yIaKoBKHU
STYEHKOBbIC KOHTYpPHBIE (2), NadKy KapTOHHEIE

Homep cepnn (napruu) ET437E9087

Obbem cepuy (apTHn) 16 00 000 Tabnerok
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CADILA PHARMACEUTICALS LIMITED

Factory : 1389, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA

Corporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF

ANALYSIS

QUALITY CONTROL DEPARTMENT

Product ITRIGAN D A.R. NO. : |FG/DHLK/1504658
Mpenapat Tpuran-]I Homep gna coainkm (AR)

Generic Name 1 |ANALGESIC AND ANTISPASMODIC TABLETS

HaizaHue DxeHEPWE | | ARanbreTHK ¥ AHTHCIA3MOTHYECKHE JIEKAPCTBEEHBIE CPEICTEA

Bateh Number : |[ET437ES087 Specification No. : |As  per Normative
Homep napTuv Ne crevumduraun Document (ND)

Mfg. Date 1 110/2019 Quantity Sampled 80 Tablels(TabneTok)
[ata naroToeneHA (Pasmep Bbibpku)

Exp. Date +109/2022 Sampling date 04/11/2019

Cpox rogHocT!: (Dara B3aTus BLIGOpKY)

Batch Size. : |16,00,000 Tabiets Date of Report 12/11/2019

O6vem napTui 16,00,000 TaBneTok Hata oTdeTa

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

Ynakoera along with instruction for usage are placed into a carton box.
Mo 10 Tabnetok B NBX/antoMuHneEBLI BnncTep nnu anomuHnessii cTpun. Mo 1
v no 2 Bnvctepa unu no 10 CTPUNOB BMECTE C MHCTPYKLUWER Mo NpUMeHeHno
MOMELLAIOT B MA4Ky U3 KapToHa.

Sr.No. TESTS (TECTHI) RESULTS (PE3YJIbLTATHI) SPECIFICATIONS (CNMEUNDUKALIUA)

1 Description
OnwncaHue.

White colored round flatly-
cylindrical tablets with
chamfer and brezkline on one

White colored round flatly-cylindrical 1ablets with
chamfer and breakline on one side.
Kpyrneie nnockouunuuapudeckue TabneTtku

side. Benoro LUBETa C (Oackow U pUCKOW Ha o4HOM
Kpyrrnbie cTOpoHe
MNOCKOLMIURAPUHECKUE

Tabnetkn Benoro UpeTa ¢
dhackoi v pUCKOW Ha OfHOH

CTOpOHE
2 |ldentification
MNoanuHHOCTG.
- Paracetamol
- Mapaueramon
Qualitative reaction Positive Coloring the solution in a purple color that does not

turn red.
Okpaluveanve pacTeopa B (VIONETOBLIA LBET,
HOTOPOE He CTaHOBUTCH KPACHBIM

&

KadecTeeHHan peasums MonoXuTeNbHBINA.
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CADILA PHARMACEUTICALS LIMITED

Factory : 1389, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Product . ITRIGAN D AR.NO. : |[FG/DHLK/1804658
Mpenapat Tpurau-]] Homep ansa cobinku (AR)

Generic Name : [ANALGESIC AND ANTISPASMODIC TABLETS

Hazsanue IweHEPUKa | | Apanpretik U AHTHCIA3MOTHURCKHE IEKAPCTEEHHbIE CPEICTEL

Batch Number : |ET437E9087 Specification No. : |As  per Normative
Homep napTun Ne cneundpukamn Document (ND)

Mfg. Dale - |10/2019 Quantity Sampled : |BO Tablets(TabneTok)
[ata naroTosneHus (Pasmep exiBpru)

Exp. Date : 10972022 Sampling dats : |04/11/2019

Cpok rogHocTu: (OaTa Ba3ATUR BbiDOpKA)

Batch Size. : 116,00,000 Tablets Date of Report . |12/11/2019

OfGtem naptuu 16,00,000 TabneTok [Oata ot4eTa

Pacx Description 10 tablets in PVC / aluminum blistar or aluminum strip. 1 or 2 blisters or 10 strips
Ynakoera along with instruction for usage are placed into a caricn box.

Mo 10 TaBneTtok 8 MBX/aniomMubressid BaucTep nnv anioMuHWeBsIi cTpun. Mo 1
wnu no 2 Bnuctepa wnn no 10 CTPUNOB BMECTE C MHCTPYKUKEN NO NpUMEHEHIO
MOMELL2KT B NAYKY U3 KEPToHE.

Sr.No. TESTS (TECThI) RESULTS (PE3YIIbTATHI) SPECIFICATIONS (CMELMPUKALINA)
UV-spectrophotometry Posifive The light absorption of the test solution in the
Y®-crekTpodoToMeTPUA range of 250nm to 270 nm should exhibit maxima

[MonoXWTensHEIA. only at 257 nm.

Y®-cnekTp nornoLweH1a UCNbITYeMoro pacTeopa s
obnacTty oT 250 40 270 HM JOMKEH UMETE TONMbLKO
OAVH MaKCHUMYM npy 257 Hm,

-Dicycioverine hydrochleride
-JULVKNOBERPWHE M’MAPOXNORWA

Qualitative reaction Positive The aqueous layer is blue and the chiloroform layer
should be colourless
KauecTeeHHan peaKums MonoXATENLHBIA, OxpaliuBaHidie BOAHOTO CMOR B CUHWA UBET, CNoW

xnopodopma gomker BbiTe DeCUBETHBIR
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CADILA PHARMACEUTICALS LIMITED

Factory : 1389, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhat, Anmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Product :|TRIGAN D A.R. NO. . |FG/DHLK/1804658
Mpenapat Tpuran-]I Homep ans ceuinky (AR)

Generic Name - |ANALGESIC AND ANTISPASMODIC TABLETS

Hazzanne O¥EHEDUKE | | ApansTeTHK M AHTHCTA3MOTHUECKHE JTEKapPCTBEHHbIS CPEACT Ba

Batch Number - IET437E9087 Specification No. 1 |As per Normative
Homep naptiu Na cneuudrkauum Documant (ND)

Mfg. Date :110/2019 Quantity Sampled : |80 Tablets(raBneTok)
[ata uaroToBneHus (Paawvep BbibpKA)

Exp. Date ;10972022 Sampling date 04/11/2018

Cpox rogHocTH: (JaTa B3ATUS BIGOPKK)

Batch Size. . |16,00,000 Tablets Dzate of Report 12/11/2018

OBrem napTiy 16,00,000 TabneTok [ata oTyeTa

Pack Description

10 tablets in PVC / aluminum

blister or aluminum strip. 1 or 2 blisters or 10 strips

Ynakoaka along with instruction for usage are placed into a carton box.
Mo 10 TabneTok &8 NBX/antoMuHUERLIA BAXCTER Wk anoMuHWesslli ctpun. Mo 1
-|vnu no 2 BnucTepa unu no 10 CTPUNOB BMECTE C UHCTPYKLMEN NO NPUMEHEHWIO
MOMELLZIOT B Nau4Ky v3 KapToHa.
Sr.No. TESTS (TECThI) RESULTS (PE3YINLTATEI) SPECIFICATIONS (CNELUWMD®UKALINA)

IR-spectrometry

WK-cnekTpomMeTpus

Positive

MoROXATENEHBIN.

The IR-spectrum of the test sample according fo
the position of the absorbtion bands should
correspond fo the IR-spectrum of Diccloverine
hydrochloride reference standard

MK-cnekTp vcnbiTyemoro oBpasla no MomoMeHuto
Monoc normnoweHns gorkeH cooTeeTcTBoRaTEAK-
crnexTpy cTanaapTHoro ofpasua AWUMKIOBEPUHE
rTMApOXnopuaa.

3 |Average weight and 589.7 mg (mr) From 560.5 to 619.5 mg (590.0 mg +5.0%)
uniformity of weight OT560,5 00 618,5 mr (590,0 mr £ 5,0 %
CpenHan Maccal- 2.6% to + 1.9% 18/20 tablets — not more than £ 5.0%
OAHOPOROAHOCTD NO Macce 2/20 tablets — not more than = 10.0%

18/20 TabneTok — He Bonee + 5,0%
2/20 TabneTok — He Gonee + 10,0%

4 |Disintegration 01 minutes 45 seconds Not more than 15 min
PacnafaemocTb He Bonee 15 MuH

5 [Dissolution: =
Pacreopetue )
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CADILA PHARMACEUTICALS LIMITED

Factory : 1389, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Product :|TRIGAN D A.R. NO. . |FG/DHLK/M904658
Mpenapat Tpuran-1] Homep ansa cobinkm (AR)

Gereric Name T [ANALGESIC AND ANTISPASMODIC TABLETS

Hazzanne DreHepka | | AgansreTui M AHTHCNA3MOTHYSCKHE JIEKaPCTBERHbIE CPRICTRA

Batch Number : |ET437E9087 Specification No. :|As per Normative
Homep napTiv Ne cneyndpukalitu Document (ND)

Mfg. Date 1 110/2018 Quantity Sampled : |80 Tablets(tabneTok)
[aTa WaroToBNEHWUA (Pa3mep BbIGpKK)

Exp. Date :108/2022 Sampling date 04/11/2019

Cpok rogHoCTH: (JaTta BaaTusA seibopkn)

Batch Size. : [16,00,000 Tablets Date of Report 12/11/2019

OBsem napTuy 16,00,000 Tabnetok [ata oTdeTa

Pack Description

10 tablels in PVC / aluminum blister or aluminum strip. 1 or 2 blisters or 10 strips

Ynakoexa along with instruction for usage are placed into a carton box.
Mo 10 TabneTtox B MNBX/amoOMUHUEELIR BrMCcTER UMM anoMUHUEBsIA CTpKN. Mo 1
wy no 2 BnvcTepa wiv no 10 CTpYNoB BMECTE C UHCTPYKUWENR MO NPUMEHEHNIO
FIOMELLZIOT B NAYKY U3 KapTOoHA.
Sr.No. TESTS (TECThI) RESULTS (PE3YJIETATEI) SPECIFICATIONS (CNELIM®UKALIAA)
Paracetamol 87% to 88% Not less than 80% (Q) of the labeled amount of
MapaueTomon paracetamol after 45 min

0/
/0

He meHee 8 (Q) oT 2a\BneHHOr0 KONWYecTEA
napaugTromona 4epe3d 45 MUH

Dicycloverine hydrochloride
JuunxnoBeprHa rmapoxnopu

97% to 99%

Not less than 75% (Q) of the labeled amount of
dicycloverine hydrochloride after 45 min

He meHee 75% (Q) oT 3anABNeHHOro Konu4ecTsa
OVUMKIOBEPUHE MMApoxnopua HYepes 45 MuH

Related Impurities
npumecu

PoacteeHHbe

Impurities of paracetamol:
Mpumecy napaueTamorna:

4-aminophenol Not Detected Not more than 0.1% .~ T
4-amMmuHoEeHON He Goree 0,1% Y ey,

i i f‘ﬁﬁt’.
individual unidentified impurity [0.01% Not more than 0.2% 4

enuHUIHaR
HEWASKTUMMLMDOEEHHER
NpUMeCH

He Gonee 0,2%
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CADILA PHARMACEUTICALS LIMITED

Factory : 1388, Trasad Road, Dholka, Ahmedabad |, Gujarat, INDIA

Cerporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Product | TRIGAN D A.R.NO. 1 |[FG/IDHLK/1804658
Mpenapar Tpuran-J Howmep ansa coeinku (AR)

Generic Name T JANALGESIC AND ANTISPASMODIC TABLETS

HazzaHune oxeHepni@ | | Apansretik 1 AHTHCHA3MOTHYECKHE IEKAPCTBEHHEIE cpeacTsa

Batch Number 1 |ET437E9087 Specification No. :|As  per Normative
Homep napTuu Ne cneumudukatumn Document (ND)

Mfg. Date : 110/2019 Quantity Sampled . |80 Tablets(TrabneTok)
[aTa naroToBneHun (Paamep ebibpku)

Exp. Date : [09/2022 Sampling date : 104/11/2018

Cpok rogHGeTy: (daTta sasaTua BbIGODKK)

Batch Size. : 116,00,000 Tablets Dzte of Report 12/11/2018

Ob6vem napTun

16,00,000 TabneTok

[ata oTdeTa

Pack Description 10 tablets in PVC / aluminum blister or aluminum strip. 1 or 2 blisters or 10 strips
Ynarkosua along with instruction for usage are placed into a carton box.
Mo 10 TaGnetok B MNBX/anioMuHuessli BrIUCTEP UNW antoMuHuasbii cTpyn. To 1
unv ro 2 Bnuctepa uny no 10 CTPUNOB BMECTE C UHCTPYKUUER NO NPUMEHEHWIO
NOMELLAIOT B NayKy U3 xapToHa.
Sr.No. TESTS (TECTbI) RESULTS (PE3YIILTATbI) SPECIFICATIONS (CNEUVOUKALINS)
Sum of impurities 0.01% Not more than 1.0%
cymMma npunvecei He Bonee 1,0%

Impurities of Dicyclomverine hydrochloride:
MpuMecH AVUMKNOBEPUHE rMapoXIopuaa;

not more than 0.2%
He Bonee 0,2%

Tropicamide
TpONVKamMua

Complies
YnoBneTBOpALET.

7 |Microbiological purity
MukpoBuonormyeckan YucToTa

Aerobic microorganisms
AspobHblie MUKPOOPraHU3Mbl

Yeast /Mould
Opoxckesble/nnecHesble rpvbsl

20 cfu/g (Ha koelr) Not more than 1000 cfulg

He Bonee 1000 KOE/r

<10 cfulg (Ha koelr) Not more than 100 cfu/g

He Bonees 100 KOE/T

Pathogens

MNaToreHs!

Pseudomonas Aeruginosa Absent Should be absent
CuHerHoiHas nanoyka (OTcyTeTayioT) (JonxHbl OTCYTCTROR
Salmoneila Absent Should be absent 4
CanemMmoHenna (OTcyTeTRyYIoT) (OormuHbl OTCVTCTBOBQ:I:S
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CADILA PHARMACEUTICALS LIMITED

Factory : 1389, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA
Corperate Office - Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS
QUALITY CONTROL DEPARTMENT

Qb6rem naprv

16,00,000 TabneTok

Product 1 |TRIGAN D A.R. NO, : |FG/DHLK/ 1504658
Mpenapat Tpuras-JT Homep ans cobinku (AR)

Generic Name : |ANALGESIC AND ANTISPASMODIC TABLETS

Haazanne KEHEPWKE | | AgansreTix # ANTHCIA3MOTHYECKIE IeKAPCTBEHHBIE CPeNCTBRa

Batch Number : |[ET437E89087 Specification No. : |As  per Normative
Howmep napTian Ne cneumdmraumn Document (ND)

Mfg. Date : [10/2019 Quantity Sampled 80 Tablets(tabneToK)
[aTa w3roToBneHUs (Pazmep BbibprK)

Exp. Data 1 109/2022 Sampling date : 104/11/2019

CpoK roqHoCTH: ([daTa sasTua BLIGOpPKU)

Baich Size. - 116,00,000 Tablets Date of Report : [12/11/2018

IaTta oTyeTa

Pack Description

10 tablets in PVC / aluminum b

lister or aluminum strip. 1 or 2 blisters or 10 strips

YnaxoeKa along with instruction for usage are placed into a carton box.
Mo 10 TaBneTok B NBX/anomMuHresslid BnucTep unv anoMmuHuvessii ctpun. Mo 1
wnw no 2 Gauctepa unu no 10 CTPUNOB BMECTE C MHCTPYKLUER Mo npuMeHeHno
MOMELEIDT B Nayky U3 kapToHa.
Sr.No. TESTS (TECThI) RESULTS (PE3YIILTAThI) SPECIFICATIONS (CNEUN®UKALIKH)
Escherichia coli Absent Should be abs=nt
Kuwe4yHans nano4xa (OTeyTCTBYIOT) (DorxHel OTCYTCTBORATS)
Staphylocoecus aureus Absent Should be absent
CTadhunokoKk 30N0TUCTLIA (OTeyTeTBYHIOT) (DomHe! OTCYTCTBOBATL)
8 |Uniformity of dosage unit
OAHOPOAHOCTE A03UPOBAHUSA
Dicycioverine hydrochioride |36 AV10 tabizts £ 15,0 (L1) or AV30 tableis < 15,0 (L1)
Ouvurknoeepuna rapoxnopug and all single determination results are between
from 0,75 M to 1,25 M for Dicycloverine. AV10
raGnetox < 15,0 (L1) vnu AVao tasnetox < 15,0 (L1) 1
BCE pE3yNbTaThl 8AVHUYHBIX ONpeasneHuid
HaxoasaTea B npenenax ot 0,75 M go 1,25 M ansa
AUUMKICBEPUHE.
Paracetamol 2.1 AV10tablets € 15,0 (L1) or AVa0 tabiets < 15,0 (L1)
MapaueTamon and all single determination.results are between
from 0,75 M to 1,25 M "";Paracetamol :
(L1) v BC2 peaynqcbé; e
HaxXoOSTCA B npe{qenfs
napaueramona. 1
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o CADILA PHARMACEUTICALS LIMITED

Factory : 1329, Trasad Road, Dholka, Ahmedabad , Gujarat, INDIA
Corporate Office : Sarkhej-Dholka Road, Bhat, Ahmedabad Gujarat INDIA

CERTIFICATE OF ANALYSIS

QUALITY CONTROL DEPARTMENT
Product :ITRIGAN D AR NO. : |[FG/DHLK/1904658
Mpenapat Tpuran-J| Homep ons coeinku (AR)
Generic Name 1 [ANALGESIC AND ANTISPASMODIC TABLETS
HazeaHue A¥eHepHa | | AqanpreTHK H AHTHCIASMOTHUECKHE JIeKAaPCTEEHHBIE CPEACTEA
Batch Number . |ET437ES087 Specification No. i |As  per Normative
Homep naprtuu Ne cneuundukaumm Document (ND)
Mig. Date 1 110/2018 Quantity Sampled 80 Tablets(TabneTokK)
[aTa U3roToeneHua (Paamep BLICpKM)
Exp. Date : |0972022 Sampling date ; |04/11/2019
Cpok rogHOCTH: (DQaTa B3aTHa BLIDOPKY)
Batch Size. : 116,00,000 Tablets Date of Report : |12/11/2019
OBwem napTvu 16,00,000 Tabnerox [ata oTyeTa

Pack Description

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

Ynakoaka along with instruction for usage are placed into a carton box.
Mo 10 TaBnetok B MNBX/anoMuHuesklld BrvcTep unuv anomuHueself ctpun. Mo 1
v no 2 Bnuctepa vunu no 10 CTPUNOB BMECTE C MHCTPYKUMEN Mo NpUMEHEHIO
NOMELLZHOT B NaYKy 13 KapToHa.
Sr.No. TESTS (TECTb) [ RESULTS (PE3YJIbTATHI) | SPECIFICATIONS (CMELUOWKALIAS)
9 |Assay: '
KonuuecTeeHHOE onpeaeneHue:
Parac=tamol 99.7% (498.4 mg/tablet) 90-110% of labeled amount
MapaueTtamon (450 — 550 mag/tablet)

99,7% (4984 mritaBnetka)  [90-110% OT 3aABNEHHOMO KONWYECTBA

450-550 mr/tabneTka)

Dicycloverine hydrochloride 98.9% (19.8 mg/tablet) 90-110% of labeled amount (18,0
[vuuknoBepuHa ruapoxnopua - 22,0 mg/tablet)
98,8% (19,8 mriTabneTia) 90-110% OT 32ABNEHHOTO KONUYECTBA
(18,0 — 22,0 mr/TabneTka)
CONCLUSION :THE PRODUCT IS OF STANDARD QUALITY IN RESPECT OF ABOVE SPECIFICATION.
IpenapaT \MPONyKT COOTBETCTBYET CTAHAAPTY KAYECTBA COTACHO BILIEYTOMAHYTHIM CrieuHPHKALHLM.
I ey

Prepared By: f)j/ly 1 " Checked By : 8 : S
Toarotopmeso: ¥ f\\‘ 15 MposspeHo: .
Date 2 Date : ﬂ
Hara [ara
(Executive-Q.C.) (Manager-Q.C)
(Mr. Parth) (Mr. Jai bhagwan)

FORM NO. :- FQC214-04/00

Reprint Date : 256/11/2019
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