Cipla

CERTIFICATE OF ANALYSIS

~

CEPTU®HKAT AHAJIM3A

-

Page 1 of 4 /Cyp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 485092

Batch Quantity / O6bem cepun:  5843packs / ynakoBox

AR No / Anaautuueckuii oraer Ne : ARF/160/2025|Date of Analysis / lata anamusa:  11.08.2025

Date of Mfg / {ata npoussoacrsa:  07/2025 Date of Expiry / I'ogen jo: 06/2028

Analysis performed according ND / Anaau3s nposeaéu no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, usm. Ne 1 ot 09.07.2024

Test / IMokaszaTeab

Result / PesyabTaTtsi Specification / Hopma

1 | Description / Onucanune Complies / CooTBeTcTBYET 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 kpyribie TabneTky co
CKOIUEHHBIMH KpasiMmu OT KOpHY HEBOT'O 10 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BKparuieHuamu. Ha onuoil
cTopoHe Tabnetku BeigarieHo cnoeo «CIPLA», Ha
IpYro#f - THHUS pazioMa.

2 | Identification / [TopaMHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsetcTByeT OxpalMBaHHe aMMHAYHOIO PacTBOPa B KPacHbIi
AHTPaXHHOHOBbIE MMKO3H/1b i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunmaparuapokcubensoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / B pemst
yIAEep/KMBaHHA OCHOBHOTO MHKa Ha X pomaTorpaMme
MCTIBITYEMOr0 PacTBopa J0MIKHO COOTBETCTBOBATE
BPEMEHH YCPKUBAHMA OCHOBHOIO TIMKA HA
XpOMaTorpamMMe CTaHIapTHOTO pacTBOpa
MeTunaparaapokcubensoata (pazaen
«Merunnaparuapokcuben3oar).

Average weight / Cpennsas
macca

L

190.36mg / 190,36mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooTsetcTByeT TpebosaHuam HA | 3aknioyexue: ONOBPEHO

Checked by QC In-Charge /
HokymeHT npoBepeH OKK: %,,i:—"

Approved by QA In-Charge /

NokymeHT opobpeH OOK: W

Date /

Vo2
[ara:

Date /
Nata: \2-08-200¢"

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
CEPTHOUKAT AHAJIM3A

L]

Page2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485092

Batch Quantity / Odbem cepuu:

5843packs / ynakoBok

AR No / Anasuruuecknii oruer Ne : ARF/160/2025|Date of Analysis / lata anannza:

11.08.2025

Date of Mfg / lata nponsgoagcrea:  07/2025

Date of Expiry / I'ogen fo:

06/2028

Analysis performed according ND / Ananu3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, i3m. Ne 1 ot 09.07.2024

Result / PesyabTarhi Specification / Hopma
'NE Test / NokazaTenn

4 | Uniformity of weight / Complies / CooTBeTcTByeT 18/20 tablets NMT + 7.5 %/ 18/20 ue 6onee + 7,5
OHOPOAHOCTS [10 Macce %

2/20 tablets NMT £15% / 2/20 ne 6onee £ 15%

5 | Loss ondrying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 %

Macce npH BbICYUIHBAHHH

6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHue He menee 70 % (Q) cennosumos yepes 120 MuH

7 | Uniformity of Dosage units / AV=6.0 The acceptability index forn= 10 AV <L1.
OnHOPOAHOCTh J03HPOBAHHA 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=15.05 L2 =259,

[Mokaszarens npuemieMocTd juia n=10 AV <L1.

B cny4ae, ecnu 3Hauenue AV npesbiinaet L1,
NPOBOJAT UCMbITAHWE Ha cheayomuX 20 obpa3uax.
Jlnsa n=30 AV < L1. Bce 3HaqeHns Xi JOIKHBI
YIOBNETBOPATE HEPABEHCTBY !

[M-xi| £0,01 x L2 x M.

L1=15,0;L2=25,.

& | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBEHHOE OIpeaeieHne 14.12mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTtomerpus) Ot 12,15 o 15,53 mr (o1 90,0 1o 115,0 %)

14,12mr/Tab CEHHO3MJI0B B Nnepecyere Ha ceHHo3u B B oaHO#M
TabieTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Checked by QC In-Charge /
ecked by g %M

[HokymeHT nposepen OKK:

Approved by QA In-Charge /
[okymeHT ogobpeH OOK: )@%

Date /

Wweog: a4
Hata: B3

Date /

e 12-08-2e2 5

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJTA3A

Cipla

Page3of 4 /Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485092

Batch Quantity / Oobem cepun:  5843packs / ymakosor

AR No / Ananurauecknii oraer Ne : ARF/160/2025|Date of Analysis / lara ananuza: 11.08.2025

Date of Mfg / laTa npoussoacra:  07/2025 Date of Expiry / I'onen o: 06/2028

09.07.2024 / T1 N013745/01-180522, u3m

Analysis performed according ND / Anann3 nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
. Ne 1 or 09.07.2024

Test / [Toxkaszarenb

Result / PeyabTaTsl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxkaHue
MeTHJINaparuapokcudeHsoara
(B2XKX)

0.043mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 no 0,056 mr/Tab.

0,043mr/Tab

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas yucToTa

10a) | Total Aerobic microbial count /
O61uee uMen0 a3poOHbIX
MHKPOOPTaHH3MOB

30

Not more than 10" cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / O61iee 4Kcno
MJIECHEBbLIX W IPOMIKEBBIX
rpnbos

<10

Not more than 10” cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroliuuBbie K
JEHCTBUIO KelTYH
rpamMoTpHLATEIbHbIE DAKTEPHH

Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT Absent in | g/ OrcyrcTBue 8 | r

10¢) | Escherichia coli

Absent /OtcytcTByioT Absent in 1 g/ OrcytctBue 8 1 1

100 | Salmonella

Absent / OTCYTCTBYIOT Absent in 10 g / OrcytctBre B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyuanue: MpoaykT cootsetcTByeT Tpebosaruam HY | 3aknioyexue: ONOBPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge / Approved by QA In-Charge /
7£‘w [lokymeHT ofoBpeH OOK: )_

Date /

-
.O0R. B
[ara: (W-9&8- 1014

[ara:

Date / 12-0%-202.8

FMQCO003-15-10

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page4of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg_

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485092

Batch Quantity / O0bem cepun:

5843packs / ynakoBok

AR No / Ananuruuecknii oruer Ne : ARF/160/2025

Date of Analysis / lata ananusa:

11.08.2025

Date of Mfg / IaTa npou3Bo/JCTBA:

07/2025

Date of Expiry / I'ogen xo:

06/2028

Analysis performed according ND / Ananu3 nposenén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Test / [MokazaTesib

Result / PesyabTaTsl

Specification / Hopma

11 | Package / YnakoBka

Package / Vnaxoska - 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
OGaucTep U3 MJICHKH
MOJIHBUHIIXIIOPUIHO
(MoAM3ITHIEHOBOIH/
NOJIMBHHWINACHXTOPHAHOMR) H
anoMUHUeBoit onbru, no 25
OnMCTEepOB B KAPTOHHYIO MNAuKy
C BIOYEHHEM 25 HHCTPYKUHI
10 MPHMEHEHHIO.

Package / Vnakoska - 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. / Ilo 20
TabneToK B OIHCTEp M3 IUIEHKH TPEXCIOHHOH
(NMBX/TI/MIBJIX) u antomuruesoid consru. Ilo 2
uau 3 GuHcTepa BMECTe ¢ HHCTPYKLHEiH 1o
npUMeHEHHIO B KapToHHyio nayky. I'To 20 Tabnetok
B GMCTED W3 IEHKH TOIHBHHUIXTOPHIHOM
(MONHATHACHOBOI / MOMTHBUHHIKAE HXNOPHAHOH) H
amoMuHreBoit Gonbry, no 25 6aucTepos B
KapTOHHYIO MadKy € BIOWKEHHEM 25 HHCTPYKUMIL N0
MPUMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B coorsercTsun ¢ HIL

13 | Storage conditions / Yc/10BHs
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxoM mecTe npi TeMIeparype He

Boiwe 25 °C.

14 | Shelf life / Cpok roaHocTH

3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT COOTBETCTBYET TpebOBaHNAM HAO

Conclusion : APPROVED /
3aknwyvenne: OJOBEPEHO

Checked by QC In-Charge /
[JokymeHT nposepeH OKK:

st

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

Date /

fata: Wo¥- 1‘014/

Date /
[fara:

\2-0%8 2028

FMQCO003-15-10

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
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