Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDOHKAT AHAJIU3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 M-

Batch No / Cepusni Ne: 485108 Batch Quantity / O6bem cepun:  5847packs / ynakosox

. |AR No / Anaanrugeckuii oruet Ne : ARF/179/2025|Date of Analysis / laTa apaanza: 10.09.2025

Date of Mfg / lata npon3soactea:  08/2025 Date of Expiry / Toien ao: 07/2028

Analysis performed according ND / Anaau3s nposeaén no H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / Pesysbrarhl Specification / Hopma

Test / [lokaszaTenb

1 Description / OnucaHue 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 kpyriabie TabnaeTku co
CKOLUEHHBIMU KPasiMH OT KOPUYHEBOTO 10 TEMHO-
KOPUYHEBOTO LBeTa ¢ BKpanieHusiMu. Ha oanoii
cTopoHe Tab/eTkH BolasaeHo cnoso «CIPLAy, Ha
IpYro# - NMHHA pa3noMa.

2 Identification / TTonnMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBercTByeT OkpallHBaHHe aMMHAYHOr0 PacTBOpa B KPACHLIMA
AHTPaxHHOHOBbIE MIHKO3H bl .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
Mernnnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHUS OCHOBHOI'O MMHMKa HA XpOMaTorpamMme
MCITBITYEMOI'0 PaCTBOPA 0JKHO COOTBETCTBOBATh
BPEMEHH YAEPKUBAHUA OCHOBHOI'O NMHKa Ha
XpoMaTorpamMme CTaHaapTHOro pactsopa
MmeTHInaparuapokcudeHsoara (pasmen
«MeTunnaparuapokcubensoar).

3 | Average weight / Cpennss 191.37mg / 191,37mr 189.99 mg +7.5% / 189,99 Mr £7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cooTsercTeyeT Tpebosannam HA | 3aknwyedne: OJOEPEHO
Checked by QC In-Charge / ) Approved by QA In-Charge / b
JokymeHT nposepex OKK: %w [lokymeHT oaobpet OOK: }g))/'
Date / - Date / )
Jara: (909 3ae Jara: 10+02 2025

FMQC003-15-10

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




Cipla

s CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 Mr

Batch No / Cepusn Ne: 485108 Batch Quantity / OGbem cepun:  5847packs / ymakoBok
AR No / Anaauruaecknii oraer Ne: ARF/179/2025|Date of Analysis / lata anaaunsza:  10.09.2025
Date of Mfg / Jlata npoussoacrea:  08/2025 Date of Expiry / 'open no: 07/2028

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

Result / PesyabTaThl Specification / Hopma

e Test / llokasarenb

4 | Uniformity of weight / Complies / CooTpeTcTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ue 6onee + 7,5
OaHOpPOAHOCTH M0 Macce %

2/20 tablets NMT £15% / 2/20 e Gonee + 15%

5 | Loss on drying / IToteps B 22% NMT 6.0 % / He 6onee 6,0 %

Macce NpH BBICY IMBAHUK

6 Dissolution / 89-100% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cenno3unos gepes 120 muu

7 | Uniformity of Dosage units / AV =355 The acceptability index forn=10 AV <L1.
OHOPOIHOCTH 103HPOBAHNS 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 =150;L2=250.

[Tokazatens npuemiemocTu it n=10 AV < L1.

B cayuae, ecnu 3HaueHue AV npessimaet L1,
MPOBOJAT MCIbITAHHE Ha cefytomux 20 obpasuax.
Jlna n=30 AV < LI. Bce 3Ha4eHUs Xi TOKHBI
YIOBIIETBOPATE HEPABEHCTBY:

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

L1 = 150; L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTBeHHOe OnpeaeneHue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoromeTpHs) Ot 12,15 1o 15,53 mr (o1 90,0 10 115,0 %)

14,09mr/Ta6 CEHHO3HIIOB B MepecyeTe Ha CeHHO3KA B B 0aHOMH
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTByeT Tpebosanuam H/

Conclusion : APPROVED /
3aknwoyexue: OOBEPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: :_:,:ﬁ{,_o

Approved by QA In-Charge / o
JokymeHT ogobper OOK: ﬂ’—‘*\/’

Date /

[lara: \0 .09 202C

Date /

-0 2028
Oarta: e
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A
> Page3 of4/Crp.3 uz 4

~

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA}IE@, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485108 Batch Quantity / Oobem cepun:  5847packs / ynakosok

" [AR No / Anaautnuecknii oraer Ne : ARF/179/2025 Date of Analysis / {ata ananuza:  10.09.2025

Date of Mfg / lata npoussoacrsa: _ 08/2025 Date of Expiry / I'onen go: 07/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaTsl Specification / Hopma
o Test / Tokaszatens
9 | Content of Methyl 0.04 1 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
METHI naparunporccuﬁemoam 0’04 | Mr/Tab
(BDXX)

10 | MICROBIAL LIMIT TEST/ MukpoOuoI0rHdeckas 4ucTora

102) | Total Aerobic microbial count / 30
OG1ee uucao aspobHbIX Not more than 10" cfu/ g / He Gonee 10° /r

MHUKpPOOPraHu3iMoB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 10° /r
count/ OBiwee 4ncyIo0 <10
MJIECHEBbLIX H APOXKIKCBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10”/ g / He 6onee 10° /r
bacteria/ YcToituuBbIie K
JEeHCTBHUIO KEMIH
rpamMoTpHLaTeNbHbie 6aKTepun

104d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBueB | r
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin | g/ OtcyterBue B 1 r
101) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcytcTBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpogykr cooTeeTcTayeT TpebosaHuam HI | 3aknwyenne: OOOBPEHO

Checked by QC In-Charge / ; Approved by QA In-Charge /

[lokymeHT nposepeH OKK: = AL [okymeHT ofgoBpeH OOK: %jﬁ"‘p
Date / Ps Date / . '

fata: ‘0 ©%.1018 fara: VP D gr
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJN3A

b

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

_ |Bateh No/ Cepun Ne : 485108 Batch Quantity / O6bem cepun:  5847packs / ynakosex
AR No / Auanutuyecknii otaer Ne : ARF/179/2025|Date of Analysis / lara anamuza: 10.09.2025
Date of Mfg / lara npoussoacrea:  08/2025 Date of Expiry / I'ogen go: 07/2028

Analysis performed according ND / Auanu3s uposenén no H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

* Test / [TokasaTens

11 | Package / Ynakoska Package / Ynakoska - 20 tablets [Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum 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, 25 blisters with
a carton. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
6yCTEp M3 MJIEHKH Tabnetok B OHCTEp M3 TUTEHKH TPEXCIoiHOl
NONHBHHHIXTOPHIHO (ITBX/TIS/MBAX) u amoMuuueBoit gonbru. [lo 2
(MOMMATUNCHOBOI/ uiny 3 GucTepa BMECTE ¢ HHCTPYKLHeEH 1o
MONUBHHUITUACHXIOPUIHOM) U |MPHUMEHEHMIO B KapTOHHYIO mauky. [To 20 tabnerok
anioMuHueBoi Qobry, no 25 B OJTHCTep M3 IIEHKH MOTHBHHUIXJIOPHAHOM
ONHCTEPOB B KAPTOHHYIO MAYKy |(MOSMITHICHOBOH / MONMBHHHIMICHXIOPUIHON) U
C BIOWEHHEM 25 HHCTPYKUHH antomMuHueBoit Gonbru, no 25 daucTepos B
110 NPHUMEHEHHIO. KapTOHHYI0 NauKy ¢ BAOXKEHHEM 25 HHCTPYKLUHIA 110

NPHUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cooTBetcTBMM ¢ H]]

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMrneparype He

XpaHeHus BbiLe 25 °C.
14 | Shelflife / Cpok roaHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykr cooteeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwueHue: O0OBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymeHT npoeepeH OKK: =p. F° HokymeHT ogo6peH OOK: /(g;)\/u}?
Date / Date /

fara: |0 ©%. 102" Nata: o0k 2o g
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