Cipla

CERTIFICATE OF ANALYSIS
B CEPTHOHKAT AHAJIU3A
- Pagel of4 /Crp.1u34
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA,I{E@, TABJETKH 13,5 mr
Batch No / Cepus Ne: 485110 Batch Quantity / O6wem cepuu:  5848packs / ynakosok
AR No / Anasmmtuuecknii oraer No : ARF/181/2025|Date of Analysis / laTa anannza: 12.09.2025
Date of Mfg / lata npoussoacrea:  08/2025 Date of Expiry / I'ogen go: 07/2028

Analysis performed according ND / Anaan3 nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesynbTaTh! Specification / Hopma

Test / loxkazaTennb

1 | Description / Onucanue 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. / [nockue kpyriblie TabaeTKH CO
CKOIIEHHBIMH KPasMH OT KOPHYHEBOT'O JI0 TEMHO-
KOPUYHEBOro LIBETa C BKpamieHuaMu. Ha oguoit
cropoHe TabsieTky BeasaeHo cioso «CIPLA», Ha
Jpyroii - MTHHHA pa3noMa.

2 | Identification / ITooIAMHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpaliBaHHe aMMHA4yHOrO DPacTBOpa B KPacHbIH
AHTPaXWHOHOBbIE TTIMKO3H/IBI e oo
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparumpokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yepIKHUBAHMs OCHOBHOIO [TMKa HAa XpOMaTorpamMmMme
HCMBITYEMOI0 PACTBOPA AOJMKHO COOTBETCTBOBATh
BpEMEHH YAEpKHBaHUA OCHOBHOI'O ITHKA Ha
XpOMATorpaMMe CTaHIapTHOro pacTBoOpa
metuanaparaapokcubensoara (pasnen
«MeTunnaparuapokcubensoar).

3 | Average weight/ Cpennss 188.92mg / 188,92mr 189.99 mg +7.5% / 189,99 mr +£7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr cooteeTcTBYET TpebosaHuam HI | 3aknouenne: ONIOEPEHO
Checked by QC In-Charge / :P Approved by QA In-Charge / -
DokymeHT nposepeH OKK: c:/vw OokymeHT ogobper OOK: /ﬁ%
Date / < Date /
O s .pa.202.€
fara. \L o7 [ara: 1209
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDUKAT AHAJIU3A
: Page 2 of 4 / C1p. 2 M3 4
Product: SENADE TABLETS 13,5 mg I poaykT: CEH@, TABJETKH 13,5 mr
Batch No /Cepusi Ne : 485110 Batch Quantity / O6nem cepun:  5848packs / ynakoBok
AR No / Anaaaruaecknii oraer Ne : ARF/181/2025|Date of Analysis / lata ananuza: 12.09.2025
Date of Mfg / lata npoussoacrea: _ 08/2025 Date of Expiry / 'onen jo: 07/2028

Analysis performed according ND / Ananns nposeaén mo HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

OnHOPOAHOCTh JI03MPOBAH Hsl

Result / Pe3ynbTathl Specification / Hopma
R Test / lMoka3zaTenn
4 | Uniformity of weight / Complies / CooTtBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
OAHOPOAHOCTE 110 Macce %
2/20 tablets NMT +15% / 2/20 He 6omnee + 15%
5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6oxnee 6,0 %
MAacce MPH BbICYLIHBAHNH
6 | Dissolution / 82-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHHE He menee 70 % (Q) cenno3unos uepes 120 mux
7 | Uniformity of Dosage units / AV=57 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.

TMokasaress npuemaemMoctu ans n=10 AV <L1.

B cryuae, eciii 3Havenue AV npesbiiuaet L1,
[IPOBOJIAT MCTIBITaHKE Ha crexytoux 20 obpasuax.
Jinsa n=30 AV < L1. Bce 3HadyeHus Xi I0MKHbL
YIOBIIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeieneH#e
(CnekrpodoTomerpus)

14,05mr/Tab

14.05mg/tab /

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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UIOB B MepecyeTe Ha ceHHo3uA B B ofHOM
TabneTke.

Remarks : The Product conforms to ND/
MpumeyaHue: [poyKT COOTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknovenue: OQOBPEHO

Checked by QC In-Charge / % e ®
NokymeHT nposepeH OKK: 5’?76"

Approved by QA In-Charge / \cop
OokymeHT onobpex OOK: /v

Date / \2-©4. 1025

Lara:

Date /
,D,aTa: l 2 Oq ‘M
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| Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page3 of 4 /Crp. 3 w3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485110 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Ananurngeckuii oruer Ne : ARF/181/2025|Date of Analysis / Tata ananuza: 12.09.2025
Date of Mfg / lata npon3Boacrsa:  08/2025 Date of Expiry / I'ogen no: 07/2028

Analysis performed according ND / Ananu3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [Moka3zareinb

Result / PesyibTaThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHINaparuapokcubensoara
(BOXX)

0.039mg/tab

0,039ur/1a6

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

10 | MICROBIAL LIMIT TEST/ MukpoGuosnorndeckas 4McTOTa

10a) | Total Aerobic microbial count / 20
Obuiee yncso a3pobHbIX

MUKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould

count / OO111ee umncmIo
TJIECHEBLIX H APONOKEBBIX
rpubos

<10

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

10¢) | Bile tolerant gram-negative

bacteria/ Ycroituussle k
IeHCTBHIO KeTun
rpamoTpHLaTeNbHbIe OaKkTepun

Absent /OtcyTcTBYIOT

Not more than 10%/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ Otcyrcteue s 1 r

10¢) | Escherichia coli

Absent /OtcyTcTBYROT

Absent in 1 g/ Orcyrcreue 8 1 1

100) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / OtcyrcTBre B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cooTBeTCTRYET TPebosaHuam HO

Conclusion : APPROVED /
3akntoyenue: ONOBPEHO

Checked by QC In-Charge / :?EV_E:J

[HokymeHT npoeepeH OKK:

Approved by QA In-Charge / -
HokymeHT opgoBpeH OOK: ﬁ%

Date /

Rate: \2- @€ Loy s

Date /

Nlata: 12-09q-2005
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Cipla

Paged4of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIF , TABJIETKH 13,5 mr

Batch No / Cepuni Ne : 485110 Batch Quantity / OObem cepun:  5848packs / ynakoBok
AR No / Ananarauecknii oruer Ne : ARF/181/2025|Date of Analysis / lara ananuza:  12.09.2025

Date of Mfe / lata npounssoacrea:  08/2025 Date of Expiry / I'ogen o: 07/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 o1 09.07.2024

Test / [Moka3aTens

Result / PesynbTaTsi

Specification / Hopma

11 | Package / YnakoBka

Package / Ynakosxa - 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 Tabnerok B
GaucTep U3 NJICHKH
NOJUBHHHIXJIOPHIHOM
(MONHATHICHOBOH/
MOJMBUHWIHIEHXIIOPUIHOH) U
amoMHHKUEeBOH (onbru, no 25
GIUCTEPOB B KAPTOHHYIO NAYKy
C BIIOJKEHHEM 25 HHCTPYKLM
M0 MPUMEHEHHIO.

Package / Ynakoska - 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. / [To 20
Tabnetok B OMCTEP M3 IUIEHKH TPEXCOHHOM
(NMBX/MS/MBAOX) 1 amomunueoii ¢oabru. 1o 2
uiu 3 6iMcTepa BMeCTe ¢ HHCTPYKLUMeEI 1o
NPUMEHEHHIO B KapTOHHYI0 nauky. [To 20 tabnerok
B OMIHCTEp M3 MUIEHKH MOMHBHHUIXIOPHIHOM
(NomMATHAEHOBOM / MONTMBUHHWIHACHXTIOPHAHOM) H
ANOMUHAEBOI onbry, no 25 Gaucrepos B
KapTOHHYIO NayKy C BIOKEHHEM 25 HHCTpYKUHit no
NPHMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND /

B coorserctBru ¢ HJT

13 Storage conditions / YcnosHs
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxoM MecTe NpH TeMnepaType He

Bbime 25 °C.

14 | Shelf life / Cpok roaxocTi

3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTeyeT Tpebosannam HO

Conclusion : APPROVED /
3aknoyenue: OJOEPEHO

Checked by QC In-Charge / 5‘1’,6)‘»"

Approved by QA In-Charge / \
[okymeHT oaobpeH OOK: W

[okymeHT nposepeH OKK:
Date / — Date /
fata: 12-©4 VoS Qara: it i

FMQCO003-15-10

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