Cipla

N CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page1of4 /Crp.1n34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485128

Batch Quantity / O6bnem cepun:

5844packs / ynaxoBok

AR No / Anaaurauecknii oraer Ne : ARF/201/2025|Date of Analysis / lata anann3za: 30.09.2025

09/2025

Date of Mfg / laTa npoussoacrsa:

Date of Expiry / 'ogen go:

08/2028

Analysis performed according ND / Ananu3 nposexén 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 / [ToxasarTens

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Complies / CooTBeTCcTBYET

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 kpyrnsie TabneTku co
CKOIIEHHBIMH KpasMi OT KOPHYHEBOI'O 10 TeMHO-
KOPHYHEBOTO 1[BETa ¢ BKparuleHusMu. Ha onHoid
cropoHe TabneTku BbimaieHo cioBo «CIPLA», Ha
ApYroi - THHHS pasioma.

2 Identification / [ToHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooOTBeTCTBYET OkpalIHBaHHe aMMHAYHOrO0 PACTBOpPAa B KpAacHbIH
AHTPaXUHOHOBBIE MTHKO3HIbI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CoOoTBeTCTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeH3oar 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
YIACPXHUBAHNUA OCHOBHOI'0O [IHKa Ha XpoMarorpaMmme
MCIIBITYEMOIO PacTBOPA JIOJIKHO COOTBETCTBOBAThL
BPEMEHH YASPKUBAHUS OCHOBHOIO MUKA Ha
XpOMaTorpammMe CTaHIapTHOro pacTBOpa
MeTHinaparuapokcubensoara (pasaen
«MeTunnaparuapokcbensoar).

3 | Average weight / Cpenuss
macca

188.58mg / 188,58Mmr

189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoueHue: OOQOBPEHO

Checked by QC In-Charge /
OokymeHT npoeepeH OKK: -%Vw

Approved by QA In-Charge / el
[okymeHT ogobper OOK:

Date /

Jara: 360r0R.20S

Date /

[ara: 30092025
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Page2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485128

Batch Quantity / O6bem cepun:  5844packs / ynakoBok

AR No / Anaantagyecknii oruer Ne : ARF/201/2025|Date of Analysis / Jlata anasin3a: 30.09.2025

Date of Mfo / lata npoussoacrsa:  09/2025 Date of Expiry / T'ojen no: 08/2028

Analysis performed according ND / Auanu3s nposeiés no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / TlokazaTensb

Result / PesynbTathbl Specification / Hopma

4 | Uniformity of weight /
OmHOPOAHOCTH MO Macce

Complies / CooTeeTcTByeET 18/20 tablets NMT + 7.5 % / 18/20 He Oonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

OIHOPONHOCTE J03HPOBAHHUA

5 Loss on drying / IToteps B 1.7% NMT 6.0 % / He 6onee 6,0 %
Macce Mpy BbICYIIHBAHHH
6 | Dissolution / 78-85% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHHe He menee 70 % (Q) cennozuzos yepes 120 mun
7 | Uniformity of Dosage units / AV =54 The acceptability index forn =10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

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

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

L1=15.0;1L2=25.0.

[Tokasarens mpuemieMocTd ansa n=10 AV <L1.

B cnyuae, eciid 3HaueHWe AV nmpeBbiiiaeT L
MPOBOMAT UCTIBITAHKE HA ceyiommrx 20 obpasuax.
Jina n=30 AV <L1. Bce 3Hauenus Xi JOMKHbI
YJIOBIETBOPATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE oOnpeacseHue
(CnextpodoTomeTpus)

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

14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (o1 90,0 10 115,0 %)

14,04mr/Tab CEHHO3MJIOB B NepecyeTe Ha CeHHO3KuA B B oaHoi
TabneTkKe.

Remarks : The Product conforms to ND/

Mpumeyanue: MpodyKT COOTBETCTBYET TpeboBaHUAM HO | 3akniouenue: OQOBPEHO

Conclusion : APPROVED /

[ara:

Checked by QC In-Charge / Approved by QA In-Charge / 5
[okymeHT nposepeH OKK: ?ﬁjbd’ NokymeHT ofobper OOK: /\ga_B
Date / 30. M\Lﬂ%ﬂ Date / Sb,oo‘_fwu"

Hata:
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
i Page 3 of 4 / Crp. 3 n3 4
Product: SENADE TABLETS 13,5 mg MpoaykT: CEHA,[[E®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 485128 Batch Quantity / O6wvem cepun:  5844packs / ynakosok
AR No / Amanutuyecknii oraer Ne : ARF/201/2025|Date of Amalysis / JlaTa anaan3za: 30.09.2025
Date of Mfg / lata npoussoacrsa:  09/2025 Date of Expiry / T'oaen jo: 08/2028

Analysis performed according ND / Ananus nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, n3m. Ne 1 ot 09.07.2024 :

Result / PesyabTaThl . Specification / Hopma
- Test / [TokazaTenn -. " 3
9 | Content of Methyl 0.040mg/tab 0.028= 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/ ] T
ConepxaHue
MeTHITaparuapokciben3oara 0,040mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGHoiorH4yecKkas 44cToTa

104) | Total Aerobic microbial count / 10 :
O6uiee uncno aspobHLIX Not more than 10* cfu/ g / He Gonee 10° /r

MHMKPOOpPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Ob1uee YHCTIO <10
MJIECHEBBLIX U JIPOHIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g / He 6onee 10% /r
bacteria/ YcToiiumBbie K
NEeWCTBHIO KeTIH
rpamMoTpHLUaTeNbHbIEe DaKTepUH

10d) | Staphylococcus aureus ' Absent /OTCYTCTBYIOT Absentin 1 g/ OtcytctBue B 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OtcytcTBue B 1 1
100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OtcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Npoaykr cootBeTcTBYeT TpebosaHusm HI | 3akntoueHue: OO0OBPEHO

Checked by QC In-Charge / ‘_pp L9 Approved by QA In-Charge / p
NokymeHT nposepeH OKK: o -NokymeHT opo6per OOK: @
Date / _ Date / 2009205

Oara: 2004 1nkL" [ata: e

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
CEPTHO®UKAT AHAJIU3A

Page4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485128

Batch Quantity / O6bem cepun:

5844packs / ynakoBok

AR No / AnanuTuyeckuii oryer Ne : ARF/201/2025

Date of Analysis / lata anaausza: 30.09.2025

Date of Mfg / lara npoussoacrsa:  09/2025

Date of Expiry / I'ogen j0:

08/2028

Analysis performed according ND / Auanu3 nposeaén nmo HJ/I: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / IlMToka3zaTenb

Result / PesyabTaTsi

Specification / Hopma

F—

11 | Package / YnakoBka
in a blister made of

OnucTep M3 MIeHKH

(MONMITHIEHOBO M/

[0 NPHUMEHCHHIO.

Package / Ynakogka - 20 tablets

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

MONHBUHHIXAOPHAHON

NOJHBHHHIHAECHXJIOPHIHOM) H
amoMHHHeBO#H (onbru, no 25
GIHCTEPOB B KAPTOHHYIO MAUuKy
C BIIOXEHHEM 25 MHCTPYKIIMi

Package / Ynakogka - 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 6JMCTEP M3 MUIEHKH TPEXCJIOHHOM
(MBX/MD/MIBJIX) u amomuuuesoii hoasru. [To 2
WH 3 GaMcTEpa BMECTE ¢ HHCTPYKLIMET 1o
NMPUMEHEHHIO B KapToHHYI0 nauky. [To 20 Tabnetok
B OsiMcTep M3 MIICHKH TOJMBHHUIXJIOPUIHOM
(MoNMITUNEHOBOI / NOTMBUHUIHACHXIIOPUAHOM) H
amoMuHKeBROH Qonbry, no 25 Gnuctepos B
KapTOHHYIO NayKy C BIOKEHHEM 25 HHCTPYKLMH Mo
MPUMEHEHUIO.

12 Labeling / MapkupoBka According to ND /

B coorsercTBHH ¢ HJ1

13 Storage conditions / Yciosus

XpaHeHus Bbie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npx TeMnepaType He

Shelf life / Cpok roanocTi 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cootseTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwyexnue: O0OBPEHO

Checked by QC In-Charge / 2

Approved by QA In-Charge %W«D

HokymeHT npoeepeH OKK: [oxkymeHT ogobper OOK: /
Date / ) Date / ‘ oy
Jara: 2o sa. 04" [arta: Be-er

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
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