Cipla

CERTIFICATE OF ANALYSIS
b CEPTH®UKAT AHAJIM3A

Page 1 0f4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepmst Ne: 482032

Batch Quantity / O6nem cepum: 5848 packs / ynaxoBox

AR No / Anamarmaecknii oraer Ne : ARF/078/2022|Date of Analysis / [lata anmammza:  24.03.2022

Date of Mfg / Jlara npoussoacrsa:  03/2022 Date of Expiry / I'omen no: 02/2025

Analysis performed according ND / Anasus nposeaés mo HJL; TTN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarennb

Result / PesynbTaThbl Specification / Hopma

1 | Description / Onucanue Complies / CocoTBeTcTBYET 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. / [Inockue kpyrnsie TabneTku co
CKOUIEHHBIMH KPasiMH OT KOPHYHEBOTO 710 TEMHO-
KOPHYHEBOrO LBeTa ¢ Bkpamnenusmu. Ha onnoi
cropoHe Tabnerky BoigasieHo cnoso «CIPLA», va
JpYroi - THHHA pa3noMa.

2 | Identification / [lomnmaHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OkpalMBaHHe aMMHAYHOIO PacTBOPA B KDPACHBIH
AHTPaXHHOHOBBIE TTIMKO3HIBI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootseiciayer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIIepKMBaHHs OCHOBHOTO MMHKA HA XPOMATOrpaMme
HCITBITYEMOTO PACTBOPA JIOIDKHO COOTBETCTBOBATH
BpEMEHH YJePKHBAHHS OCHOBHOIO NHKa Ha
XpPOMATOTPaMMe CTaHA2PTHOTO PacTBOpa
meTunnaparuapoxcubersoara (paszen
«MermmaparsapokcnbeH3oaT).

3 | Average weight / Cpennss
| macca

188.17mg / 188,17mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeuyanue: MpoayKT COOTBETCTBYET TP

Conclusion : APPROVED /
ebosanuam H | 3akmouenune: OOOBPEHO

Checked by QC In-Charge I | o\
[lokymeHT nposeper OKK: 3 Glareet

Approved by QA In-Charge / e
[okymeHT onoBpeH OOK: %‘:

Date /

Jara: St BE TR

Date /

,L'l.aTa' 234070 g2 022~
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CERTIFICATE OF ANALYSIS
N CEPTHO®HUKAT AHAJIM3A

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

ITpoayxr: CEHAJLH,EE, TABJIETKH 13,5 mr

Batch No / Cepuast Ne: 482032

Batch Quantity / O6sem cepum:

5848 packs / ynakosox

AR No / Ananwraaeckwii oraer Ne : ARF/078/2022|Date of Analysis / lata anammsza: 24.03.2022

03/2022

Date of Mfg / Jlara npousBoacTBa:

Date of Expiry / T'onen no:

02/2025

Analysis performed according ND / Anams nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / lokazarensb

Result / PesyabTarsi

Specification / Hopma

4 | Uniformity of weight /
OmHOPOOHOCTH MO Macce

Complies / CoorsercrByer

18/20 tablets NMT = 7.5 % / 18/20 ne Gonee = 7,5
%
2/20 tablets NMT +£15% / 2/20 ue 6onee + 15%

OnHOPOOHOCTD JO3HPOBAHUA

5 | Loss on drying / TToTeps B 2.4% NMT 6.0 % / He Gonee 6,0 %
MAacce NpH BBICYIIHBAHUH _
6 | Dissolution / 80 - 87% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennosunos yepes 120 mux
7 | Uniformity of Dosage units / AV=353 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=25.0.

ITokazarens npuemnemocTy Ut n=10 AV < L1,

B ciy4ae, ecnu 3Hagenue AV npesbimaer L1,
NPOBONAT HCIIBITAHUE Ha crexytomix 20 obpasiax.
Ina n=30 AV <L1. Bce 3Ha4eHHs X1 JIOJDKHBI
YJOBIETBOPATH HEPABEHCTRY!

M-xi| 0,01 xL2 x M.

L1=15,0;12 =25,0.

8 | Assay (Spectrophotometry)
KonuuyecrsenHoe onpeaecieHue

(Cniexrpodoromerpus)

13.90 mg/tab /

13,90 mr/rab

From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)
CEeHHO3MJIOB B MepecdeTe Ha ceHHo3ua B B onHO#M
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootsercTeyeT TpebosaHusam HA

Conclusion : APPROVED /
3akntoyeHue: OQOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /7 =,
HokymeHT nposepeH OKK: =\§;1C_}L — HokymeHT ofobpex OOK: %ﬁ"“/"
Date / Date /

. e I by B S 2.9 .
Hara: sk B b [ara: it

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIM3A

Page 3 of 4/ Ctp. 3 13 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 482032

Batch Quantity / O0bem cepun:

5848 packs / ymakoBok

AR No / AraaTadeckuil oTaeT No :

ARF/078/2022{Date of Analysis / laTa anaqm3za: 24.03.2022

Date of Mfg / lara npomssoacrea:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anamas nposeaén mo H/L: TT N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Tlokazarens Result / PesyabraTs: Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHnaparnapokcubensoara 0.046 srirab
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoOnonoruieckas 44McTora

10a) | Total Aerobic microbial count /
O6uee 4HCTO a3pOOHBIX 10 Not more than 10° cfu/ g / He Gonee 10 /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /v
count / Obmee uucno <10
IUIECHEBBIX H APOMIKEBBIX ,
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ YcToi4auBbIe K
NEeHCTBHIO HKEeTIH
rpamMoTpuLATeNbHbIC GaKTepuH

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrcTBue B 1 1

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1

10f) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / Otcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykt cooreetcTayeT Tpebosarnam HA

Conclusion : APPROVED /
3akntouenne: OQOBPEHO

Checked by QC In-Charge lr*-w
[okymeHT nposepeH OKK: 20 au

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

Hara: 24032022

Date /

Nara: FALLRER S B

FMQC003-15-06
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. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

-

Pagedof4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 482032

Batch Quantity / Obem cepun:

5848 packs / ynakosox

AR No / Aranurauecknii oraer No : ARF/078/2022|Date of Analysis / lara ananm3za: 24.03.2022

Date of Mfg / lata nponssoncrea:  03/2022

Date of Expiry / 'ogen go:

02/2025

Analysis performed according ND / Anamas nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / iloka3zarens

Result / PesyabTaTnl

Specification / Hopma

11 | Package / Ynakosxa
in a blister made of

fmHcTep M3 MIeHKH

(nonu3THNEHOBOI/

10 MPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 Tabnerok B

MOJIMBUHIITXTOPUIAHOH

MOJMBHHMIIIEHXIOPHIHOMN) |
anrOMHHEEBOH Gonbry, mo 25

OIMCTEPOB B KAPTOHHYIO MadKy
C BJIOKEHHEM 25 HHCTPYKIHiH

Package / Yrnakoska - 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
TabneToK B OJMCTED M3 IICHKH TPEXCIOHHOM
(IBX/IIINMIBIX) u antomunuesoii donery. o 2
wiu 3 bnmcrepa BMeCTe ¢ HHCTPYKIIMEH 1Mo
NPUMEHEHHIO B KapTOHHYH0 na4ky. ITo 20 tabnerok
B OUiiCTep K3 IJICHKH NONMBUHHIXIOPHIHOH
(MonMATHIEHOBOH / NONMHBHHUIIEHXJIOPUTHOH) H
aMOMUHMEBOH $onbry, no 25 GnucTepor B
KapPTOHHYIO [TauKy C BIOYKCHHEM 25 HHCTPYKLIUH 110
NPAMEHEHHIO,

12 | Labeling / Mapkuposka According to ND /

B coorsercreuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs Boie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe Tpu TeMmeparype He

3 years /3 roma

14 Shelf life / Cpox ronnocTH

Remarks : The Product conforms to ND/
NMpumeuanne: Mpoaykr cooteeTcTByeT TpebGosaHusm HO

Conclusion : APPROVED /
3axmouenune: OQOBPEHO

Checked by QC In-Charge /™ 5

Approved by QA In-Charge /

[JokymeHT nposepeH OKK: ‘j[g 1 i [okymeHT opobper OOK: %‘) i
Date / Date / .

. i I o e % PO 2 2.
Dara: 2 gragyias Jarta: g ki
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