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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485169

Batch Quantity / O6bem cepumn:

5846packs / ynaxosok

AR No / Anaaurnueckuii oruer Ne : ARF/253/2025

Date of Analysis / lata anannsza: 18.11.2025

Date of Mfg / lata npousBojacrea:

11/2025

Date of Expiry / lonen no:

10/2028

Analysis performed according ND / Ananus nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Result / PesyabTaThl

Specification / Hopma

Ne
Test / Iloka3zaTens
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 kpyribie TabneTkn co
CKOLIEHHBIMH KPasiMH OT KOPUTHEBOIO 10 TEMHO-
KOPUYHEBOrO UBETA ¢ BKkpanieHusmMu. Ha oxHoii
cTopoHe TabaeTky BeinasneHo cnoso «CIPLA», Ha
JIPYT'Oii - JIMHKA pasnoma.
2 | Identification / Tlopnuuuocts
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
" CootsercTBYET OxpamyBanne aMMHauHOrO PacTBOpPa B KPacHbiil
HTPaxHHOHOBbLIE MTHKO3H/IbI
1IBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
Metunnaparuiapokcioersoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy!|

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXKUBAHHA OCHOBHOIO MHKA HA XPOMATOTpaMMe
MCMBITYEMOr0 PACTBOPA 10MKHO COOTBETCTROBATh
BPEMEHH YAEPKHBAHMA OCHOBHOTO NMHKa HA
XpoMaTtorpamme cTaHiapTHOIO pacTBOpa
meTuanaparuapoxcubensoara (panen
«MerunnaparuapokcudeHsoar).

(V5]

Average weight / Cpennsis
macca

188.06mg / 188,06mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTByeT TpeboBaHuam H

Conclusion : APPROVED /
3aknwuenune: OQOBEPEHO

Checked by QC In-Charge / “?j%/u
&

HokymeHT nposeper OKK:

Approved by QA In-Charge / =P
[oxymeHT ofobper OOK: ;@y’

Date /

[ara: |8 U207

Date /

Aata: 19 0 RARET
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CEPTHOUKAT AHAJIU3A

Page2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne : 485169

Batch Quantity / O6wem cepun:  5846packs / ynaxosok

AR No / Asanuruuecknii oruer Ne : ARF/253/2025 | Date of Analysis / lata anannza: 18.11.2025

Date of Mfg / laTa npoussoacrsa:  11/2025 Date of Expiry / T'ogen no: 10/2028

Analysis performed according ND / Ananus nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / lNokazarenn

Result / PesynbTatsi Specification / Hopma

4 | Uniformity of weight /

Complies / CootercTByer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7.5

PactBopenue

OHOPOAHOCTL MO Macce %
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
5 | Loss on drying / IToTeps B 2.0% NMT 6.0 % / He Gosee 6.0 %
Macce MpH BbICYLHMBAHUM
6 Dissolution / 77-90% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosnaos uepes 120 Muu

7 | Uniformity of Dosage units /
OnHOPOAHOCTH I03UPOBAHHS

AV =6.0 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 = L2 x M.

Li= 153.0;L.2 =250,

[MTokazarens npuemaemocty ais n=10 AV < L1,

B cnyuae, ecnu 3HaueHune AV npesbimaer L1,
APOBOAAT MCTIbITAHHE Ha cneaylonx 20 obpasuax.
Hnsa n=30 AV < L|. Bce 3HaueHusa Xi 101K HbI
YIOBJETBOPATH HCPABCHCTRY:

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

LI=15,0; L2 =250.

8 | Assay (Spectrophotometry)
Konuuecrsenuoe onpenencHmne
(CnexrpotoTomerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O7 12,15 no 15.53 mr (01 90,0 10 115.0 %)
14.03Mr/126 CEHHO3M/IOB B nepecuere Ha ceHHo3na B B oaHoii
TadneTke.

14.03mg/tab /

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanwme: MNpoaykT cooteeTcTeyeT Tpebosanusm HL | 3aknwyenue: OQOBEPEHO

Checked by QC In-Charggl ?,,(/ i, 2 Approved by QA !n—Charge / ,J
[okymeHT nposepex OKK: = g HokymeHT ogobper OOK: ¢ /_——\L‘
Date / ) - Date / ) s 2l

fata: 18~ 1y Lont [laTa: F~ ok Smdl
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
a Page 3 of 4 /Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg Tpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepunt No : 485169 Batch Quantity / O6bem cepun:  5846packs / ymakosok

AR No / Anaanrnaeckuii otuer Ne: ARF/253/2025|Date of Analysis / lara anannza: 18.11.2025

Date of Mfg / lara npoussoacrea:  11/2025 Date of Expiry / I'ojien no: 10/2028

Analysis performed according ND / Ananns nposeaén mo HJI1: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PesyabTaTsi Specification / Hopma
- Test / [lokasarenn
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparuapokcubensoara : 0.040Mmr/Ta6
(BDXKX)

10 { MICROBIAL LIMIT TEST/ Mukpofuonoruueckas 4ucrora

10a) | Total Aerobic microbial count /

O6uee uncno aapobHbIX 20 Not more than 10" cfu/ g / He Gonee 10" /r
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obuiee uncio <10
TIECHEBBIX H APOIKIKEBBIX
rpubos

10¢c) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 107 /r

bacteria/ YcToiunssie K
ACHCTBUIO KETUu
rpamoTpHLaTensHsie fakTepuu

10d) | Staphylococcus aureus Absent /OtcyTeTBytoT Absent in 1 g/ Otcyrcrsue B | r
1e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin |1 g/ OtcyrctBue B | 1
100 | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g /Otcyteteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
lNMpumeyanue: MNpoaykr cooreeTcTeyeT TpebosaHuam HO | 3aknroyenue: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT npoeepex OKK: ‘pfvt’“’o [okymeHT ogobper OOK: %)‘f—fi
Date / . £ Date /
AL PS
ﬂaTa: \8 u ﬂaTa: [% ANe QBYLET B

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

N CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485169 Batch Quantity / O6bem cepun:  5846packs / ynaxkoBok
AR No / Anannrudecknii oruer No : ARF/253/2025|Date of Analysis / Jara ananunza: 18.11.2025
Date of Mfg / lara npoussogcrsa:  11/2025 Date of Expiry / I'open j10: 10/2028

Analysis performed according ND / Anann3s nposeaén no HJI: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTarst

Test / Mokazateib

Specification / Hopma

Package / Ynaxoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 TaGneToK B
frucTep U3 MNeHKH
NOJMBUHHIXJIOPHIHOM
(monuITHIEHOBOT/
MOJHBHHIIHACHXIOPHIHOM) U
amoMuHEeBOI (oabry, no 25
OMUCTEpPOB B KAPTOHHYIO MAuKy
¢ BIOMEHHEM 25 MHCTPYKLUHIH

Package / ¥nakogka - 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. / 1o 20
TabaeTok B 6JMCTED M3 IUIEHKH TPEXCII0MHOM
(MBX/ITD/TIBJAX) 1 amomuHueBoi (onsru. Mo 2
Win 3 GrucTepa BMECTe C MHCTPYKIMEH Mo
MpUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnerok
B OJIMCTEp U3 UIEHKHU NOJUBUHUIXJIOPHAHOM
(noauITHNEHOBOM / TONUBUHUIUAEHX TOPHIHOM) H
amoMHHKeBOI (onbru, no 25 6aKucTepoB B

Mo NPUMEHEHHIO.

KapTOHHYIO MayKy ¢ BAOKeHHeM 25 MHCTPYKLME no
NPHUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cooteercTuH ¢ HJL

13 Storage conditions / Ycinosus

XpaHeHHs Bbiwe 25 °C.

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

14 Shelf life / Cpox roaHocTu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwouenune: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

NokymeHT nposepeH OKK: cﬁb—g HokymeHT on06peH OOK: @Li.{-
Date / . Date /
Oara: (% A\ 225 fara: 1211 2028

FMQCO003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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