Cipla

CERTIFICATE OF ANALYSIS

.

CEPTHOUKAT AHAJTH3A

Page 1 of4 /Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485091

Batch Quantity / O6bem cepun:  5847packs / ynakosox

AR No / Anaaarnaecknii oruer Ne : ARF/158/2025 | Date of Analysis / Jlara anannsa: 11.08.2025

Date of Mfg / lata npoussoacrea:  07/2025 Date of Expiry / 'ogen no: 06/2028

Analysis performed according ND / Anann3 npoBeags no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [TokazaTenns

Result / PesyabTarsl Specification / Hopma

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. / [Tnockue kpyrible TabNeTKH CO
CKOIWIEHHBIMU KPasMHU OT KOPHUHEROTO 10 TEMHO-
KOPMYHEBOTO LBeTa ¢ BrparnenusmMu. Ha oaxoit
cropose Tabnetke BbiaasieHo c1oso «CIPLA», Ha
JIPYro# - JIHHUST pasnoma.

2 Identification / [TognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTCTBYET Okpalupaiue aMMUa4yHOr0 PacTBOPAa B KPACHbL
AHTanHHOHOBblB rMIUKO3 Kbl 1IBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
MetrnnaparuapokcubeHsoar corresponds to the retention time of the principle
(BDIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKUBAHNA OCHOBHOrO NMMKA HA XPOMATOrpamMme
HMCTBITYEMOTO PacTBOPA JIOJKHO COOTBETCTBOBAT
BpEMEHH YAEpAHBAHHA OCHOBHOI'O ITHKa Ha
XpoMarorpaMme CTaHIapTHOrO pacTBopa
MeTHnaparuapokcnGensoara (pasuesn
«Merunnaparuapokcnben3oar).

3 | Average weight / Cpennss
macca

189.52mg / 189,52mr 189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyuanue: MpoaykT cooteeTcTayeT TpeGosanuam H 3awmoyenHne: OQOBEPEHO

[Hara:

Checked by QC In-Charge / Approved by QA In-Charge / p
NokymeHT nposepeH OKK: 'Sf—w HokymeHT ogobpen OOK: /W
Date / .08 rors Date / \2- 0% 2025

Hara:
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Cipla

CERTIFICATE OF ANALYSIS

: CEPTHOUKAT AHAJTA3A
- Page2 of 4/Crp.2u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA,I[E@, TABJETKH 13,5 mr
Batch No / Cepusi Ne : 485091 Batch Quantity / O6bem cepun:  5847packs / ynakoBok
AR No / Ananutnuecknii oraer Ne : ARF/158/2025|Date of Analysis / lata anaausa:  11.08.2025
Date of Mfg / /lata npoussoactBa: _ 07/2025 Date of Expiry / I'ogen a0: 06/2028

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

Result / PesyabTaTsl Specification / Hopma

e Test / [TokasaTens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7,5
OHOPOAHOCTE MO Macce %

. 2/20 tablets NMT £15% / 2/20 ue 60nee + 15%

5 | Loss ondrying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %

Macce NnpH BbICYIIHBAHHH

6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteoperne He menee 70 % (Q) centozunos yepes 120 Mun

7 | Uniformity of Dosage units / AV=355 The acceptability index forn=10 AV <L1.
OnHOpPOAHOCTE [03HPOBAHHS 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.

[ToxasaTenb npueMneMoctH s n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npesbrinaer L1,
NpOBOJAT UCMBbITAHME Ha cneayrommnx 20 obpasuax.
Jnan=30 AV <LI1. Bece 3HaueHHs Xi J0MKHBI
Y/JIOBIETBOPATH HEPABEHCTRY:

[M-xi| £0,01 x L2 * M.

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoNMyecTBeHHOE  OMpe/eneHue 14.14mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpohoTomeTps) : O1 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)

14,14mr/1ab CEHHO3MJO0B B MepecyeTe Ha CeHHO3Ku B B oaHoi
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED |/
Mpumeyuanme: MNpoaykT cooTeeTcTByeT Tpebosanuam HI | 3aknwvexdne: OAOBPEHO
Checked by QC In-Charge / . Approved by QA In-Charge / \oP
HokymeHT nposeper OKK: ’ﬁv OokymeHT ogobpeH OOK: e
Date / A — Date /
ﬂaTa: ‘L \-eR Loy ,ﬂ,aTa: ‘fL.og.q,_M
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Cipla

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

-

Page3of 4/Crp.3uz 4

Product: SENADE TABLETS 13,5 mg

Tponyxr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485091 Batch Quantity / O6nem cepun:  5847packs / ynakoBok
AR No / Anaantunuecknii otuer Ne : ARF/158/2025 | Date of Analysis / Jlata anannza: 11.08.2025
Date of Mfg / JlaTa npon3BoAcTBa: 07/2025 Date of Expiry / I'osen go: 06/2028

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

Result / PesyibTaThl Specification / Hopma
o Test / INokazaTe/b
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tabd.
parahydroxybenzoate(HPLC)/
ConepixaHue
meTHnaparuipokcubensoata 0.040Mr/Ta6
(B2XKX)
10 | MICROBIAL LIMIT TEST/ MukpoOuonoruueckas 4uctora

10a) | Total Aerobic microbial count / 30
O6uiee uncso aspodHbIx Not more than 10* ¢fu/ g / He Gonee 10° /r
MHKPOOPraHn3mMoB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / O0uiee 1ucno <10
MAECHEBBIX M JIPOFKIKEBBIX
rpuboB :

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g / He Gonee 10°
bacteria/ Y cTOHUMBbIE K
JIEHCTBHIO JKEMIH
rpamMoTpHUATE IbHbIE DakTepn

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in | g/ OtcytcTBue B | r

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in | g/ OtcytcTBue B 1 1

101) | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g / Otcytcrsue B 10 g

Conclusion : APPROVED /
3aknwoyeHue: OOOBPEHO
Approved by QA In-Charge /
JokymeHT ogobper OOK:

Remarks : The Product conforms to ND/
Mpumeyanue: NpoAyKT COOTBETCTBYET TpebosaHuam H

Checked by QC In-Charge /
[OokymeHT nposeper OKK: Fﬁdb“p

gt

Date /
[ata:

Date /

[ara: 202 2L S

.o lery

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
‘ CEPTU®HUKAT AHAJIM3A

Page4 of 4 /C1p. 4 13 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485091 Batch Quantity / O6bem cepun:  5847packs / ynakoBok
AR No / Ananmraueckuii oruer Ne : ARF/158/2025 | Date of Analysis / /laTa ananusa: 11.08.2025
07/2025 Date of Expiry / I'ogen fo: 06/2028

Date of Mfg / Iata npon3BoacTBa:

Analysis performed according ND / Auanu3 nposexén mo HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [loka3zaTe/b

Result / PesyabTarhl

Specification / Hopma

Package / Ynakoska
in a blister made of

faucTep U3 MIEHKH
MOMHBHHWIXJIOPHAHOM
(nonMaTHICHOBOIK/

10 NpUMEHEHHIO,

Package / Vnakoska - 20 tablets

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

MOAHBHHWIMIESHXIOPUIHOI) U
amoMUHIEBO# (OSLIH,
6HCTEPOB B KAPTOHHYHO [Ma4Ky
C BIOWKEHHEM 25 HHCTPYKIHH

Package / Ynaxkoska - 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 ONKCTEp M3 TJIEHKK TPEXCIOHHOM
(IIBX/M/MBJIX) 1 antomurnesoit donbru. [lo 2
unu 3 GcTepa BMecTe ¢ MHCTPYKUMEH Mo
MpUMEHEHHIO B KapTOHHYO navky. [To 20 Tabnetok
g GaMcTep W3 MICHKH NONMBUHWIXTOPHIHOM
(MOAUITUIIEHOROH / TIONHBUHUITMAEHXJIOPUIHOI) 1
anoMUHUEBOH (onbry, mo 25 6aucTepos B
KAPTOHHYIO N1a4Ky € BIOKEHHEM 25 UHCTPYKLHUH 110
NPUMEHEHHIO.

o 25

According to ND /

12 Labeling / Mapknposka

B coorserctBun ¢ HJJ

Storage conditions / Ycnosus

XpaHeHHS Boile 25 °C.

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

Shelf life / Cpox rojHocTu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: [pogyKT COOTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntyvenue: OOOBPEHO

Checked by QC In-Charge /
: o gl

JoxkymeHT nposepex OKK:

Approved by QA In-Charge /
JokymenT ogobpeH OOK:

St

Date /

Oata:  \\° o€ Louy

Date /

o 12-0% 02 S”

FMQC003-15-10

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