Cipla

CERTIFICATE OF ANALYSIS
‘ CEPTH®UKAT AHAJIM3A

Page 1 of 4 /Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun No: 485126

Batch Quantity / O0nem cepun:

5846packs / ymakoBox

AR No / Anaantuuecknii otuer Ne : ARF/199/2025|Date of Analysis / Tata anannza: 29.09.2025

Date of Mfg / lara nponssoacrea:  09/2025

Date of Expiry / I'onen no:

08/2028

Analysis performed according ND / Anaaus nposeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Mo
Test / [NokazaTenn

Result / PeayabTathl

Specification / Hopma

1 | Description / OnucaHue

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
ibevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrasie Tabnerki co
CKOIICHHBIMH KpasMH 0T KOPUYHEBOI'O 40 TeMHO-
KOPHYHEBOTO 1BeTa ¢ BkpanienusaMu. Ha oxHoi
ctopone TabneTky BoinasneHo cioBo «CIPLA», Ha
APYTO# - TMHUA pa3jioMa.

2 | Identification / Ilopnuuuocts
2a) | Anthraquinone glycosides / ~ Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYET OxpaluMBaHie aMMHAYHOTO PacTBOpa B KPacCHbIi

AHTPaXHHOHOBbIE [NTHKO3UIbI -

2b) { Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcnbenzoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKHBAHKWs OCHOBHOIO NMHKa Ha XpoMaTtorpamMmme
HCIIBITYEMOT'O pacTBoOpa A0JKHO COOTBETCTBOBATH
BPEMEHNU YIEPKUBAHNS OCHOBHOTO MUKA Ha
XpOMaTorpaMMme CTaHZaPTHOTO PACTBOPA
MeTuanaparuapoxkcubensoara (pasaen
«MeTwinaparuapokcudeHsoar).

Average weight / Cpennss
macca

(¥S)

190.75mg / 190,75mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeeTcTByeT TpeboBaHuam HL

Conclusion : APPROVED /
3akntoueHue: OJOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK:

Approved by QA In-Charge / 1P
HokymeHT ogobper OOK: ﬁgf/—/”

Date /
[ara:

2.9.09. 1034

Date /

Jata: Q-0 202"

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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- CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A

Page2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE", TABJIETKH 13,5 mr

\Batch No / Cepusa Ne: 485126

Batch Quantity / O6nem cepun:

5846packs / ynakosok

AR No / Anaautudeckuii oruer Ne : ARF/199/2025|Date of Analysis / lata anaanza: 29.09.2025

Date of Mfg / laTa npouspoacra:  09/2025

Date of Expiry / I'ogen ao:

08/2028

Analysis performed according ND / Anaaus nuposenéu no H/[: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 or 09.07.2024

]

| Result / PesyjabTarsi Specification / Hopma
e Test / [Moxkazarens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5 |
OAHOPOAHOCTL 10 Macce %

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

5 | Loss ondrying / [ToTeps B 1.8% NMT 6.0 % / He Gonee 6.0 %

MacCCe NpH BbICYILUMBAHHUK

6 Dissolution / 79-92% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennoznnos yepes 120 MuH

7 | Uniformity of Dosage units / AV=538 | The acceptability index forn =10 AV <L1.
OaHOpoaHOCTL 103HPOBAHHSA 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:
IM-xi| 0,01 x L2 x M.
L1="15:0; L2 =25.0.
[Tokazarenb npuemaemoct s n=10 AV <L1.
B cayuae, ecnu 3nauenune AV npessriuaet L1,
NPOBOAAT UCTBITaAHME Ha chenytommnx 20 oOpa3zuax.
Jlna n=30 AV < L1. Bce 3Hauenns Xi 0JKHbI
YIOBAETBOPATH HEPABEHCTBY:
[M-xi| < 0,01 x L2 x M.
L1 =15,0; L2=25.0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecrpeHHoe onpenenexue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodroTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,06Mr/1a6 CEHHO3MIIOB B NepecyeTe Ha CeHHo3ua B B onHoi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTBeTcTBYET TpebosaHuam HL

Conclusion : APPROVED /
3aknwyenune: OQOBEPEHO

Checked by QC In-Charge / o -
[lokymeHT nposepeH OKK: o

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

B2

Date /

a. X
Narta: IO SR

Date /
[ara:

902001

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




CERTIFICATE OF ANALYSIS
- CEPTUDPUKAT AHAJIM3A

&ip

Page3of 4 /Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETK

M 13,5 mr

Batch No / Cepus Ne: 485126

Batch Quantity / O6nem cepun:

5846packs / ynakosor

AR No / AHaauTH4ecKn# oruer No :

ARF/199/2025 | Date of Analysis / lata anann3za: 29.09.2025

Date of Mfg / lara npoussoactsa:  09/2025

Date of Expiry / l'onen 1o:

08/2028

Analysis performed according ND / Ananus nposenén no HJ/I: IT NO13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / MlokasaTenn

Result / PesyibTaThl

Specification / Hopma

9 | Content of Methy!
parahvdroxybenzoate(HPLC)/
ConepiaHue
MeTHInaparuipokcudeH30ata
(B2XX)

0.045mg/tab

0,045mr/Tad

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

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas YHcToTa

10a) | Total Aerobic microbial count / 20
Ofuiee uncio a3podHbIX
MUKPOOPraHU3MOB

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

10b) | Total combined yeast and mould
count / Obuiee yucno <10
[UIECHEBBIX H POAGKEBbIX
rpudos

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiunBbie K
NEeHCTBUIO HKeT4u
rpaMoTpHuaTenbHbie DaKTepruu

Absent /OTcyTCTBYIOT

Not more than 10”/ g / He Gonee 10~ /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyTcTBHe B I T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absent in | g/ OrcyTctBue B I r

101} | Salmonella

Absent / OTCyTCTBYIOT

Absentin 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootBeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknmouenue: OOOBPEHO

Checked by QC In-Charge / T
OokymeHT nposepeH OKK: £

Approved by QA In-Charge /
NokymeHT ogobpeH OOK:

ee”

Date /

fara: 2. 01

Date /
[aTta:

olA-0q-1As

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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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

[poxyxt: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepusn Ne :

485126

Batch Quantity / O6bem cepun:

S5846packs / yn_ammmc

AR No / Araautuuecknii oruer Ne : ARF/199/2025

Date of Analysis / lata anaanza: 29.09.2025

Date of Mfg / lara mponssojcrea:

09/2025

Date of Expiry / 'oxen no:

08/2028

Analysis performed according ND / Ananu3 nposexén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTaTht

Specification / Hoprﬁa

Ne
Test / MTokasarens
11 | Package / YnakoBka Package / ¥naxoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and a luminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 255 blisters with
a carton. / 1o 20 ta6neTok B 25 patient information leaflets in a carton. / ITo 20
OauMcTep K3 NAEHKH TabneTok B ONHCTEP M3 TVIEHKH TPEXCITOHHOI
NOJMBUHWIXJIOPUAHOIH (MBXAIS/MIBJX) u anomunnesoit oasri. [To 2
(MOMHAITHICHOBO/ uiH 3 GrucTepa BMeCTe ¢ HHCTPYKUMET 110
MONMBHHUIIMICHXJIOPUAHOA) U [IPUMEHEHHUIO B KAPTOHHYIO mauky. [To 20 rabnerox
ALOMHHHEROH Qonsry, no 25 B OIMCTED M3 TUIEHKH NOAMBUHUIXIOPUIHOI
OMCTEPOB B KAPTOHHYIO NAaYKy  |(MOMUITHICHOBOI / MONMBUHHIHACHXIOPHIHOH) 1
C BIOXKEHHEM 25 HHCTPYKUHIA ajJloMKuHNHEBOI (onsru, no 25 6nuctepos B
MO MPUMEHEHHUIO. KAPTOHHYHO MUKy C BIOWKEHHEM 25 HHCTPYKUMIi Mo
NPHMEHEHHID.

12 Labeling / Mapkuposka According to ND /
B coorBetcTBHM ¢ H]I

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe NpH Temneparype He

XPpaHeHHs Beile 25 °C.
14 Shelf life / Cpok roxHocTH 3 years /3 rozna

Remarks : The Product conforms to ND/
Mpumeyvanume: MNpoaykr cooTBeTcTBYET TPEbOBaHuam HL

Conclusion : APPROVED /
3akniouenue: OQOBEPEHO

Checked by QC In-Charge /
[HokymeHT npoeepeH OKK:

L0

Approved by QA In-Charge /
HokymeHT of06peH OOK:

of

g

Date /
Nara:

¢,.7.91-'0‘1-‘/*‘7?/{

Date /
[ara:

O?q‘o"i =1L T

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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