Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

-

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484172

Batch Quantity / O6nem cepun:  5842packs / ynakosox

AR No / Anannraueckuii oruer Ne : ARF/277/2024|Date of Analysis / lata ananuza: 07.01.2025

Date of Mfg / Iata nponssoacrea:  12/2024 Date of Expiry / T'onen no: 11/2027

Analysis performed according ND / Anann3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / ITokaszaTesnb

Ne Result / PesysibTars! Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTByeT 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. / [Tnockue kpyrabie TabneTkH co
CKOIIECHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOI'0 LBETA ¢ BKparieHusaMu. Ha onHoil
cropoxe TabneTku BoinaBneHo cnoBo «CIPLA», Ha
Ipyroii - 1TMHKA pasnoma.

2 Identification / IToanuuHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBeTcTBYET OkpawMBaHHe aMMHUAYHOrO PACTBOPA B KPACHBLIH
AHTPaxHHOHOBBIE TITHKO3MIIBI fiiie.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootseTcTBYET chromatogram of the sample solution should
MeTuanaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy!l

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHS OCHOBHOTO MUKA HA XPOMATOrpamme
HCIBITYEMOTO PACTBOPA AOJAKHO COOTBETCTBOBATH
BpEMEHH YIeP)KHBAHHS OCHOBHOT'O MHKa Ha
XpomarorpaMmme CTaHaapTHOro pacTtaopa
merunnaparuapokcubensoara (pazaen
«MeTunnaparuapokcrbeHsoar).

3 | Average weight / Cpennss
macca

191.21mg/ 191,21mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cootseTcTeyeT Tpebosanuam HL | 3aknovenune: ONOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: '&'&J

Approved by QA In-Charge / &
HokymeHT ogotpeH OOK:

Date /

fara: 0 T-©f 202

Date / g
T+ e O
[ara: kb

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Page2 of4/Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 484172

Batch Quantity / O6sem cepuu:  5842packs / ynakoBor

AR No / Asanurnuecxuii oruer No : ARF/277/2024|Date of Analysis / JaTa ananuza: 07.01.2025

Date of Mfg / lata npoussoacersa:  12/2024 Date of Expiry / T'onen no: 11/2027

Analysis performed according ND / Ananus nposeaén no H: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

Ne

Test / I[ToxazaTenn

Result / PesyabTaTsl Specification / Hopma

4 | Uniformity of weight /
OHOpOIHOCTE 10 Macce

Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne donee = 7,5
%
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

OnHOPOAHOCTL A03HPOBAHMS

5 | Loss on drying / Tloteps B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce TIPH BICYLIMBAHHH
6 | Dissolution/ 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopeHue He menee 70 % (Q) cexno3unos gepes 120 mun
7 | Uniformity of Dosage units / AV=54 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.

[Mokasarens npuemaemoctd ana n=10 AV <L1.

B cmyuae, ecni 3Hauenne AV npessimaer L1,
MPOBOIAT UCIBITaHME Ha crenyrolux 20 oOpazuax.
Jinan=30 AV <LI. Bce 3HaueHust Xi DOJMKHBI
YIOBJIETBOPATH HEPABEHCTRY:

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

L1 =15,0;L2=250.

8 | Assay (Spectrophotometry)
KonuuectBeHHOE onpeaeeHue
(CniexrpodoTomeTps)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.98mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13,98mr/1a6 CEHHO3HJIOB B TEpecyeTe Ha CEHHO3MA B B 01HOI
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT coorsetcTeyeT TpebosaHuam HA | 3akntoyenune: OQOBEPEHO

[lara: o1 ol.ro2e

Checked by QC In-Charge / Approved by QA In-Charge / y
HokymeHT nposeper OKK: %ﬁbﬁ JokymeHT ogobper OOK: %
Date / Date /

Nara: 071, O\ 2925

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIV3A

Cipla

Page3 of 4/ Ctp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484172

Batch Quantity / OObem cepun:  5842packs / ynakonok

AR No / Anannruuecknii oruer Ne : ARF/277/2024

Date of Analysis / Tara anamuza: 07.01.2025

Date of Mfg / lata nponssoacrea:  12/2024

Date of Expiry / T'ogen no: 11/2027

Analysis performed according ND / Anamus nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No Result / PesynabTaThl Specification / Hopma
Test / [ToxasaTeb
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxkanue
MeTHInaparuapokcubensoara 0,045mr/Ta6
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorsyeckas 4HCTOTa

10a) | Total Aerobic microbial count/ 50
OO6liee UMCI0 a3POOHBIX Not more than 10* cfu/ g / He 6onee 10* /r
MHMKPOOpPraHH3MoB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gomee 10° /v
count / Ob1ee uucno <10
TJIECHEBBIX H APOHOKEBBIX -
rpubos :

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ YcToiiunpbie x
NefiCTBHIO IKenun
rpamMoTpHLaTe/ibHble OaKTepun

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absent in 1 g/ OrcyrcTue B 1 1

106 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcytcteue B 10 g

Remarks : The Product conforms to ND/

Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axkntouenue: OOOBPEHO

Checked by QC In-Charge /
OokymeHT nposeper OKK:

e

Approved by QA In-Charge /
JokymeHT ogobper OOK:

S

Date /

fNata: 07 ot-rog

Date /

Lata: 00\ 2025

FMQC003-15-10

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
CEPTHOHUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne :

484172

Batch Quantity / Oobem cepun:

5842packs / ynakoBoxk

AR No / Asanurauecknii oruer Ne :

ARF/277/2024| Date of Analysis / lata anaamza: 07.01.2025

Date of Mfg / lata npon3Bojacrea:

12/2024

Date of Expiry / I'ogen go:

11/2027

Analysis performed according ND / Ananus nposeaén no H: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-186522, uzm. Ne 1 ot 09.07.2024

Ne

Test / TokazaTes

Result / PesyabraTst

Specification / Hopma

Package / ¥Ynakogka

Package / Ynakoska - 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 Tabnetok B
OnucTep U3 MIeHKH
MONUBUHUIXIOPHAHOM
(Monu3TUIEHOBOI/
MONIMBHHHIUAEHXJIOPUAHOI) M
amomuuueBoit onasry, mo 25
OIMCTEPOB B KAPTOHHYIO MAYKY
C BJIOYKEHUEM 25 UHCTPYKUHH
10 MPUMEHEHHUIO.

Package / Vnaxoska - 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 GAMCTEp U3 TUIGHKH TPEXCIoHHOi
(MBX/TI2/MBX) u amomurueBoii Goasru. Mo 2
1 3 Gnuctepa BMeCTe ¢ HHCTPYKUMEIT 1o
NPUMEHEHHIO B KapTOHHY10 na4ky. [To 20 rabnetox
B ONIUCTEP U3 MIEHKHU MONMBUHUIXIOPHAHOH
(MONMATUIIEHOBOI / MONUBUHIIMAEHXIOPHIHOI) 1
ATFOMHHHEBOH (onbru, mo 25 6aucTepos B
KapTOHHYIO Na4Ky € BIOKEHHEM 25 MHCTPYKLHIL 110
MPUMEHEHHIO.

2 Labeling / Mapxupogka According to ND /
B cootsercTBun ¢ HJI
13 Storage conditions / ¥YcioBus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TEMTIepaType He
XpaHeHHs1 Bhiwe 25 °C.
14 Shelf life / Cpok rogHocTtH 3 years/3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MMpoaykT cooTBETCTBYET TPeGOBaHMSAM HD,

Conclusion : APPROVED /
3aknyeHue: OJOBPEHO

Checked by QC In-Charge / -
HokymeHT nposeper OKK: ﬁ/(’ ;

Approved by QA In-Charge /
[okymeHT ogobpex OOK:

FHE

Date /

fata:  ©1- &4 2028

Date /

i 07 oV 2005

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg

At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512

FMQCO003-15-10

. Lower Parel, Mumbai - 400013, India.




