Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIV3A

LY

Page 1 of 4/ Crp. 1 n3 4

Product; SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/Cepua Ne: 485117

Batch Quantity / O6bem cepun:

5842packs / ynakoeok

AR No/ Anaaurnyeckuii oruer Ne ; ARF/188/2025

Date of Analysis / lara anann3za:

18.09.2025

Date of Mfe / laTa npou3soacTea:

09/2025

Date of Expiry / Foaen 10:

08/2028

Analysis performed according ND / Ananuz nposeaén no H/1: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180322, u3m. Ne 1 o1 09.07.2024

Test / TlokazaTenn

Result / PesynbTaTht

Specification / Hopma

[ Description / Onucanme

Complies / CooTeeTcTRYET

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. / TTnockue Kpyrible TabreTky co
CKOWEHHBIMM KPaAMK OT KOPUUHEBOTO 10 TEMHO-
KOPUUHEBOTO 1BeTa ¢ BKpanienusMy, Ha oanoi
CTOpOHE TadAeTKH BolAaBneHo ¢1oso «CIPLA». Ha
Apyrofi - MKW pasioMa.

2 Identification / [Toa1MHKOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTCTRYET OxpalliMBaHHe aMMHAYHOTO pAacTBOPA B KPACHbIil
AHTpax#HOHOBBIE TTHKO3HIbE -
UBeT.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTgercrayeT chromatogram of the sample solution should
MeTrunnaparunpoxkcudensoar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHNS OCHOBHOMO MMKA HA XpoMarorpamme
HCTIBITYEMOTO PACTBOPA IOMIKHO COOTBETCTBOBATD
BPEMEHH YIepKUBAHUA OCHOBHOIO NUKA HA
XpoMaTorpaMMe CTaHIAPTHOTO PacTsopa
MeTunnaparuapokcudeHsoara (pasaen
«MeTunnapariapoxcnOeHsoar).

3 | Average weight / Cpeanss
Macca

188.98mg / 188,98mr

189.99 mg +7.5% / 189.99 mr +7.5%

Remarks : The Product conforms o ND/
Mpumeyanue: MNpodykT cocTBeTCTEYET ThehoBaHUAM HL

Conclusion : APPROVED /
3aknwoyeHue: OQJOBPEHO

Checked by QC In-Charge / @

Approved by QA In-Charge / of
JokymeHT 0ao06peH OOK: W

Date /

Jdokyment nposeper OKK;
RV P
HaTta: \K 0\ 'Ur

! Date /

H

‘E

Harta: 19 0% s
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Product: SENADE TABLETS 13,5 mg Ilpoavkr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485117 Batch Quantity / O6bem cepan:  5842packs / ynakosok

AR No / Ananurnueckuii otuer Ne : ARF/188/2025|Date of Analysis / Jlara anaamnsa: 18.09.2025

Date of Mfg / lara npoussoacrea:  09/2025 Date of Expiry / 'oaen ao: 08/2028

Analysis performed according ND / Anann3 nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / Pe3yabTaThi Specification / Hopma
N Test / [MokazaTens
4 | Uniformity of weight / Complies / CooTretcTRyET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7.5
OAHOPOLHOCTE O Macee %
2/20 tablets NMT +£15% / 2/20 ue bonee + 15%
5 | Lossondrying / [ToTepa B 1.9% NMT 6.0 % / He bonee 6,0 %
MACCE MPY BBICYLIHBAHHK
6 Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) ceHHo3naos depes 120 MuH
7 | Uniformity of Dosage units / AV=338 The acceptability index forn= [0 AV <LI.
QHOPOAHOC T DO3HPOBAHUA 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 satisty the
inequality:
IM-xil < 0,01 x L2 x M,
L1=150,L2=250.
[Tokaszarens npuemiaemoctd ana n=10 AV < L1,
B cayuae, ecnu 3Havenue AV npessiwaet L1,
MPOBOAAT HCTIBITAHKE Ha cneayrowux 20 obpaszuax.
Jdas n=30 AV < LI. Bce 3HaueHus Xi 10KHSI
YIOOBIETBOPATh HEPAREHCTRY:
[M-xi| 0.0} = L2 = M.
L1=150:L2 =250
8 | Assay (Spectrophotometry) ‘ From 12.15 to 13.53 mg (trom 90.0 to 115.0 %) of
KonyuecTBeHHOE Omnpeneneqne 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnektpodoTomeTps) OT1 12,15 20 15,33 mr (ot 90,0 30 115.0 %)
14.04Mmr/1a6 CEHHO3H/IOB B NEPECcYETe Ha CEHHO3UA B B ozHoil
TafneTke.
Remarks : The Product conforms to NI/ Conclusion : APPROVED /

Npumeyanume: Npogykt cooTBeTcTBYET TpeBoBaHuam HY| | 3aknwouense: OBOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / P
DokymeHT nposepeH OKK: 7 JokymeHT ogobped OOK: pr

Date / LW ~— Date / )
Hara: 1B 0y fara: jq 092028

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDUKAT AHAJIU3A

Page 3 of4/Cip.3 w3 4

Product;: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne; 485117 Batch Quantity / O6nem cepun:  5842packs / vnakorok
AR No / Anaauruvecknii oruer Ne; ARF/188/2025|Date of Analysis / lata anannza: 18.09.20235
Date of Mfg / lata npon3Boacrsa:  09/2025 Date of Expiry / T'oaen ao: 08/2028

Analysis performed according ND / Anaans nposeaén mo HI: IT N013745/01-180522, amend No. 1 dated
109.07.2024 / T N013745/01-180522, nam. Ne 1 o1 09.07.2024

Test / NoxazaTenn

Result / Pe3yasTaTh!

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLCY
Conepxanue
METHIIIAparnapoxcHbeH0aTa
{B2XKX)

0.038mg/tab

0.0538mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,036 Mr/Tab.

¢ | MICROBIAL LIMIT TEST/ MukpoOuojoruueckas YMcToTa

10a) | Total Aerobic microbial count / 70
O6ulee YHCT0 adPOOHBIX

MUWKPOOPTaHHU3IMOB

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

10b) | Total combined yeast and mould
count / O0uee yueno
MIECHEBBIX M APOAIKEBBIX

TpudoB

<10

Not more than 10” cfu/ g /He 6oaee 107 /r

18¢} | Bile tolerant gram-negative
bacteria/ YcToRUHBLIE K
JEHCTBHID HKeluH

rpaMoTpHIATEIbHbIE 6at<1‘epn H

Absent /OTCyTCTBYIOT

Not more than 10° / g / He Gogee 107/t

Hd) | Staphylococcus aureus

Absent /OTtecyTereytor

Absentin 1 g/ OtcyTctRues 1 1

10¢} | Escherichia coli

Absent /OTeyTeTRYIOT

Absentin 1 g/ OvcyrctBue I

100 | Saltmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / OtcyTeTBHe B 10 g

Remarks . The Product conforms to NDf
MNpumeyanue: MpoaykT cooTBeTCcTBYET TpeboBaHuam HY

Conclusion : APPROVED /
3awmovenue: QOOBPEHO

Checked by QC In-Charge / @

Approved by QA in-Charge / N
OokymenT ogobpen OOK: /@’A/

Date /

HokymenT npoBeped OKK:
LW
fdata: L& 0y UL{‘

Date /

Nata: Iq.oCT-’zoa.S'

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOHKAT AHAJIU3A

Paged4of4/Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Mpoavkr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485117 Batch Quantity / Odbem cepun:  5842packs / ynakosox
AR No / Ananwrndecknii otuer Ne ; ARF/188/20251Date of Analysis / larta anaqamsa;  18.09.2025
Date of Mfg / lata npoussoacta:  09/2025 Date of Expiry / Nogen 10: 08/2028

Analysis performed according ND / Ananuz nposenén mo H/L: [T N#13745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. No 1 ot 09.07.2024

i Result / PesyabTaThl Specification / Hopwma
Ne i
Test / [NokazaTeas
11 | Package / ¥YmakoBka Package / ¥ nakoBka - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-fayer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
. aluminum foit, 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. / [1o 20 TabaeTok B 25 patient information leaflets in a carton. / [To 20
ONHCTEP M3 TUICHKH TabIeTOK B ONHCTEP W3 MIEHKH TpexcnoiiHoh
MOMAHBHHWTXA0PHAHOI (TIBX/TDTIBAX) u amoMunuesoit goasri. o 2
(MOMMATHICHOBOI/ lunu 3 GaMcTepa BMECTe ¢ HHCTPYKLHEH no
NONMBHHUINISHXTOPHAHOIH) 1 |MpUMeHeHnio B kapToHHYIO nauky, Mo 20 tabaeTok
amoMHHUeBoi oaerH, no 25 iB OITMCTeP U3 NIEHKH NONMBUHUIXACPHIHGH
OM1UCTEPOR B KAPTOHHYIO MAYKY  [(NONTUITHAEHOROH / NORUBHHUIMASHXIOPHAHOH) 1
¢ BAOKEHUEM 25 MHCTPYKUMH amoMHHRreBo §obrd, Mo 235 6aucTepor B
1o NPUMEHEHHID. KapTOHHYIO MIAYKY € BAOKEHHEM 25 uHCTpyKuMil no
MPUMEHEHHIO.
12 Labeling / Mapkuposka According to ND/
B cooTreTcTRHYM ¢ HJ]
13 Storage conditions / Yenosus In a dry place. at temperature betow 25 °C. / B cyxoM MecTe Npy TeMnepaType He
XPAHEeHUS Bhine 25 %C.
14 Shelf life / Cpox reaHoctH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumevanue: NpodyKT cOOTBETCTBYET TpebosaHnam HI

Conclusion : APPROVED /
3aknwdeHune: OQQOBPEHO

HokymeHT npoeeped OKK:

Checked by QC In-Charge / @

Approved by QA In-Charge / ol
dokymeHnT ogobpen OOK: /

Date /

R0 ok

Rara:

Date /

Hdata: 140970287

FMQCO03-15-10

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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