Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOHKAT AHAJIU3A

Page 1 0f4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 482009

Batch Quantity / O6nem ceprm: 5847 packs / ynakoBok

AR No / AmammTaaecknii oraer Ne : ARF/039/2022 | Date of Analysis / /laTa anajim3a: 07.02.2022

Date of Mfg / Jlata nponssoacrsa:  01/2022 Date of Expiry / 'ogen j1o: 12/2024

Analysis performed according ND / Anamms nposengn mo HJI: [T N013745/01-091017, U3m. Ne 1 ot 17 .04.2020

Ne Test / Hlokazarens

Result / PesyabTaTsl Specification / Hopma

1 | Description / Onucanune Complies / CooTsercTBYyeT Flat circular tablets from brown to dark-brown with

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / Ilnockue kpyrabie TabneTku co
CKOIIEHHBIMH KPasMi OT KOPHYIHEBOro [0 TEMHO-
KOPMYHEBOTO LBeTa ¢ BkpamnenusiMu. Ha onuoi
cropone TabneTku BoiasieHo cioso «CIPLAY, Ha
JIPYroil - MTHHHA pa3yioMa.

2 | Tdentification / ITognmuHHOCTE

2a) | Anthraquinone glycosides/ Complies / Ammoniacal solution turns a reddish colour /
s e CooTsercTByeT S:é):LUHBaHHe aMMHA4HOIO0 PacTBOpPa B KPaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTeeTcTBYET chromatogram of the sample solution should
Merunnaparuapokciubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst

- | ynepuBaHus OCHOBHOIO IHKa Ha XpOMATOrpaMme
HCIIEITYEMOTO PacTBOPA JOJDKHO COOTBETCTBOBATD
BPEMEHH YAEPKHUBAHUA OCHOBHOIO MUKA Ha
XpOMATOrpaMMe CTaHIAPTHOTO PacTBopa
MeTunnaparuapokcubenscara (paszuen
«Mertunnaparuapokcibensoar).

3 | Average weight / Cpennsis
Macca

185.26mg / 185,26Mmr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: MpoaykT cooTeeTcTByET TpebosaHUAM HO | 3aknouenne: OQOBPEHO

Checked by QC In-Charge’/
[JlokymeHT nposepeH OKK: QA aue

Approved by QA In-Charge / @ﬂﬁ:d
NokymeHT opobper OOK: N

Date/ o%.p2:202>
[ata:

Date/ @g.o2zc22
[arta:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 .
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Product: SENADE TABLETS 13,5 mg

ITponykr: CEH_AI[E@’, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482009

Batch Quantity / O0bem cepun:

5847 packs / ynaxoBox

AR No / Amaaragecknii orger No :

ARF/039/2022 | Date of Analysis / lata amammza: 07.02.2022

01/2022

Date of Mfe / [lata npon3BoacTBa:

Date of Expiry / T'ogen mo:

12/2024

Analysis performed according ND / Anams nposenén mo HJ/I: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

OIHOPOAHOCTH NO3UPOBAHMA

Ne | Test / IloxazaTean Result / PesyabTaThi Specification / Hopma
4 | Uniformity of weight / Complies / CooTBeTcTByeT 18/20 tablets NMT = 7.5 % / 18/20 ne 6omnee 7,5
OnHOPOAHOCTE 110 MACCe %
2/20 tablets NMT £15% / 2/20 He Gonee + 15%
5 | Loss on drying / Tloteps B - 1.6% NMT 6.0 % / He Gonee 6,0 %
Macce IPH BHICYITHBAHHH
6 | Dissolution / 81-86% NLT 70 % (Q) of senncsides in 120 minutes
Pactropenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV=44 The acceptability index forn=10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

[M-xi| 0,01 x L2 x M.

L1=15.0;L2=250.

ITokasarens npuemnemoctd uia n=10 AV <L1.

B cnyuae, ecnu 3HaqcHue AV npesbimaer L1,
[POBOIAT HCIBITAHKE Ha chenyomux 20 obpasmax.
Ilnst n=30 AV <L1. Bce 3Ha4eHust Xi HOJDKHBI
YIOBJIETBOPATH HEPABEHCTRY:

IM-xi| < 0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonuuecTseHHOe OmpeneNeHne

(CnexrpodoTomerpus)

13.78 mg/tab /

13,78 mr/tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HIOB B nepecuere Ha ceHHo3un B B ogHoit
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooteetcTeyeT Tpebosannam H

Conclusion : APPROVED /
3akmouenune: OOQOBPEHO

Checked by QC In-Charge /
[lokymeHT nposeper OKK: ‘\ﬂ crue

Approved by QA In-Charge / e,
HokymeHT ogobpen OOK: %ﬁi

Date /

D
[ata:

HvD D22

Date /

Nara: 0%.02- 20272

Cipla Ltd.,Cipla House, |

FMQCO003-15-06

Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indxa

At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 482009

Batch Quantity / Oobem cepum:

5847 packs / ynakoBok

AR No / Asanarnaecknii oraer Ne : ARF/039/2022

Date of Analysis / lata anammsa:  07.02.2022

Date of Mfg / lara nponsBoacrea:  01/2022

Date of Expiry / I'omen go:

12/2024

Analysis performed according ND / Anams nposenén no HJI: T N013745/01-091017, Msm. Ne 1 or 17.04.2020

Ne Test / IloxazaTean Result / PesyabTarnt Specification / Hopma
9 | Content of Methyl 0.052 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copep:xanue
MeTuanaparuapokcubensoara 0.052 mr/ra6
(BIXX) )

10 | MICROBIAL LIMIT TEST/ Mukpobuosnornyeckas 4acToTa

10a) | Total Aerobic microbial count /
O61mee 4ucio a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10%/r
‘MHUKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obmee 1ucno 210
IUIECHEBEIX M JAPOMIKEBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10” / g / He Gonee 10° /r
bacteria/ YcToitunBsie k
JEHCTBUIO JKEJYH
rpaMoTpHLaTesbHble OaKTepHu

10d) | Staphylococcus aureus Absent /OTcyTcTRYIOT Absent in 1 g/ OtcyrcrBue B 1 1

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBHEe B I T

109 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g /OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT coo-raercraye'r TpebosaHuam H

Conclusion : APPROVED /
3aknroydenne: OOOBPEHO

Checked by QC In-Charge /("
\}é Laue

Approved by QA In-Charge / %a;;,L

JokymeHT ogobpeH OOK:

[okymeHT nposepeH OKK:
Date/ ¢y7.02.2 022
Hata:

Date /

[lara: G -Bio FH0-

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

At ; Simchem Pvt. Ltd.,

Plot No. 60-65, Tuem Industrial Estate, Tuem,

Pernem Goa -403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

482009

Batch Quantity / O0nem cepumn:

5847 packs / ynaxopok

AR No / Asamaragecknii orgaer Ne : ARF/039/2022

Date of Analysis / lara anammsza: 07.02.2022

Date of Mfg / laTa npoE3BOACTBA:

01/2022

Date of Expiry / I'ogen mo:

12/2024

Analysis performed according ND / Ananms nposenén mo HJI: TI N013745/01-091017, Mzm. Ne 1 ot 17.04.2020

Ne

Test / IlokazaTejb

Result / PesyabTaTh!

Specification / Hopma

11

Package / YnaxoBka

Package / Ymaxosxka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 TabneTox B
fmrcTep U3 MIEHKH
MOJMBHHUITXJIOPHIHOM
(nonuaTHIEHOBOIH/
MOTUBHHHIIICHXIOPHIHOM) U
aMOMHHHEBO# Qonbry, no 25
OnucTepoB B KAPTOHHYIO ITA4YKy
C BJIOKEHHEM 25 HHCTPYKLHi
IO MPHUMEHEHHIO.

Package / Vnaxosxka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabnerok B OnMcTEp U3 TUICHKH TPEXCNOoiHOH
(MBX/IIS/MIBAX) u amomunuesoit donera. Io 2
nmu 3 BrucTepa BMECTe C UHCTPYKLHeit 1o
NPAMEHEHHIO B KaPTOHHYO nauky. ITo 20 Tabnerok
B GurHCTEp M3 TUIEHKH MOMHBHHITXIIOPHIHOM
(IONMMATHIIEHOBO# / IONMBHHUIASHXIIOPUAHOH) H
amoMuHueBoH $osbry, o 25 Gructepos B
KAPTOHHYIO Ma4Ky € BIOKEHHEM 25 MHCTPYKUM No
[PUMEHEHHIO.

12 | Labeling / Mapxupogka According to ND /
B cootsercteun ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe mpu TeMriepaType He
XpaHeHHs Boiure 25 °C.
14 Shelf life / Cpok rogrocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNMpumeuanume: MNpoaykT cOOTBETCTBYET TpebosaHuam HJ]

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

Approved by QA In-Charge / 3
NokymeHT ofobper OOK: C‘M/

Date /
Hara:

Q7,02 2022

Date /
Dara;

O g-92~2022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 '




