Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIH3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAJAE", TABJETKH 13,5 mr

Batch No / Cepust Ne : 485123

Batch Quantity / Oobem cepun:  5847packs / ynakosok

AR No / Anaautnuecknii otuer Ne: ARF/195/2025|Date of Analysis / laTa anannza: 24.09.2025

Date of Mfg / lava nponssoactea:  09/2025 Date of Expiry / T'oaen go: 08/2028

Analysis performed according ND / Aua;u3 nposeaén mo HJ1: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / TlokazaTean

Result / Pesyaestars Specification / Hopma

1 Description / Onucanue Complies / CooTBeTcTRYET 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 kpyrapie TabneTku co
CKOWEHHBIMHU KPasMH OT KOPHUHEBOIO A0 TEMHO-
KOPHYHEBOTO LBETA C BKpancHuamMu, Ha oaHoii
cTopoHe TabneTky BeiaasaeHo ¢aoBo «CIPLA», Ha
APYFOH - TUHWA paznoma.

2 Identification / INoanHuHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTcTRyeT OkpaludBaHUe aMMHA4HOTO PacTBOPAa B KPACHBIH
AHTPaxMHOHOBBIE TIHKO3HbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample selution should
MeTunnaparnapokcubeHszoar corresponds to the retention time of the principle
{B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHUBAHHUA OCHOBHOTO [THKA HA XPOMaTOrpaMme
HCABITYEMOrO PacTBOpa IOIKHO COOTBETCTBOBATE
BPEMEHH YAEPKHUBAHHA OCHOBHOTO NHKa Ha
XpOMaTOTPaMME CTAaHIAPTHOTO PacTBOpa
MeTunaparuapokcubensoara (pasnen
«MeTtunnaparuapokcnfensear).

3 | Average weight / Cpennsa
Macca

187.73mg / 187, 73mr 189.99 mg +£7.5% / 189,99 mr =7,5%

Remarks - The Product conforms to ND/

Conciusion : APPROVED /

Npumeyanue: Mpoaykr cooTeTcTBYET Tpebosanuam HO | 3aknoyenne: OJOBPEHO

Checked by QC In-Charge /
AokymenT nposepeH OKK; % (P

Approved by QA In-Charge / .~ ’
Hokyment ogobpern QOK: &F‘E\Lf/

e
-

Date /

Oara: 9Ly 00, Ve &

Date /

[ara: oA 0T ¢
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Cipla

CERTIFICATE OF ANALYSIS

- CEPTHOHUKAT AHAJIH3A
Page 2 of4/Ctp. 23 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJTETKH 13,5 mr
Batch No / Cepusnt Ne: 485123 Batch Quantity / O6bem cepun:  5847packs / ynakoBok
AR No / Ananutnueckuii oruer Ne : ARF/195/2025 | Date of Analysis / lara anananza:  24.09.2025
Date of Mfg / ara mpoussoacrea:  09/2025 Date of Expiry / Toaen no: 08/2028

Analysis performed according ND / Ananus nporeaén no HJL: 11 NG13745/01-180522, amend No. 1 dated
09.07.2024 / TTI NO13745/01-180522, uam. Ne 1 o1 09.07.2024

Result / PezyinTaTsl Specification / Hopma

N Test / NokazaTean

4 | Uniformity of weight / Complies / CooTeercTayer 18/20 tablets NMT = 7.5 % / 18/20 ne 6onee = 7.5
QNHOPOIHOCTD 110 Mdcce %

) 2/20 tablets NMT +15% / 2/20 ve Hoaee + 15%

5 | Loss on drying / [ToTeps B 1.9% NMT 6.0 % / He Gonee 6,0 %o
MAacce NpH BLICYIIMBAHKH

6 Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He MeHee 70 % (Q) ceHno3naos yepes 120 Mun

7 | Uniformity of Dosage units / AV =58 The acceptability index forn= 10 AV < LI.
OIHOPOAHOCTD A03HPOBAH Ul 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 = L2 x M.

Li1=150;L2=250.

HMoxazatens npuemaemoctu aaa n=10 AV < L1.

B ciyuae, ecad 3Hadenne AV npeesiaer L,
NPOBOAAT HCIbITAHKE HA cneayrownx 20 obpasuax.
JLa n=30 AV < L1. Bce 3HaueHHa X1 ZOIKHbI
YAOBJIETBOPATL HEPABEHCTBY!

[M-xi; < 0.01 x L2 x M.

LI =150.L2=250.

8 | Assay {Spectrophotometry) . From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTreHHoe onpepenexHue 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoroMeTpus ) O1 12,15 0 15,53 mr (o1 90,0 a0 115,0 %)

14.03Mr/Tal CEHHO3HA0B B MEpeEcUeTe HA CEHHO3MA B B oaHoil
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPRCVED |/
MNpumevanue: Npodykr cooTeeTcTayeT Tpebosanuam HO | 3aknwovenue: OQOEPEHO
Checked by QC In-Charge / _ Approved by QA In-Charge / P
AokymeHT npoeepeH CKK: eﬁy HokymenT ogobpen CCK: gzﬂ/
Date / L Date / 5 .
0. oA 503t
Hara: 2 le.o JaTa: & *
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®HKAT AHAJIU3A

Page 3 of 4/Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAAE", TABJETKH 13,5 mr

Batch No / Cepns Ne: 485123 Batch Quantity / O6bem cepun:  5847packs / ynakoBok
AR No / Apa;mrnyecknii otuer Ne: ARF/195/2025 Date of Analysis / laTta anaauza: 24.09.2025
09/2025 Date of Expiry / Toaen fgo: 08/2028

Date of Mfg / [lara npon3soacrsa:

Analysis performed according ND / Anaans nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / [1 N013745/01-180522, nam. Ne 1 or 09.07.2024

Test / Tiokazatens

Result / Peav.ibtaThbl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepmanne
MeTWINAparHipoke nbenzoara
{BXX)

0.041mg'tab

0.04 1Mrirad

0.028 -- 0.056 mg/tab. - O1 0.028 10 0.056 Mr/Tad.

10 | MICROBIAL LIMIT TEST/ MugpoGuoaordueckas u4croTa

4y | Total Aerobic microbial count / 40
Obulee ync10 a3poBHBIX

MHKPOOPraH13Mo8

Not more than 10* cfu/ g / He 6oee 10°

Lo b) | Total combined yeast and mould

count * Odwee Yyucao 10
TUIECHEBLIX W ADOMKEBbIX
rpubos

Not more than 10° cfu/ g /He Gontee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToHYHBbIE K
DEeHCTBHIO HedH

rpamMoTpHuaTe bHBlIe DaKTepHH

Absent {OTCyYTCTBYIOT

" Not more than 107/ g/ He Goaee 10° r

10¢) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyTcTBHE B | T

i 10e) | Escherichia coli

Absent ‘OTcyTecTBYIOT

Absentin | g/ OtcyTeTBHE B | T

100 | Salmonella

Absent / OTCYTCTBYIOT

Absent in 10 g / Orcyrersue B 10 g

Remarks : The Product conforms to ND/
Npumevanue: MpodykT cooteeTcTeyeT Tpebosatnam HI

Conclusion : APPROVED /
3aknwueHne: OOOBPEHO

Checked by QC In-Charge / - 9 Approved by QA in-Charge / . _ .p
AokymMeHT npoeeped OKK: — . DokymeHT ogobpeH OOK: %\j\ﬁ/
Pt
Date / Date /
. LY 94 .04 202%
Dara: AL e Jata: 74027
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIN3A

Pagedof4/Crp. 4 n3 4

Product; SENADE TABLETS 13,5 mg

[poaykr: CEHAJIE", TABJIETKHU 13,5 mr

Batch No/ Cepnn Na: 485123

Batch Quantity / O01em cepun;

5847packs / ynaxoBok

AR No / Anasiurauecknii oryer Ne : ARF/195/2025

Date of Analysis / Tata anaanza: 24.09.2025

Date of Mfg / JaTa npousBogerBa:  09/2025

Date of Expiry / 'oaen no:

08/2028

Analysis performed according ND / Auanua nposeaén no H/: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 NO13745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / MokazaTean

Result / PesynbTaTh!

Specification / Hopma

11 i Package / Ynakorka
in a blister made of

Onucrep M3 NIEHKK

(NIOIHATUASHOBOH/

10 IPHMEHEHNWIO.

Package / Ynakoska - 20 tablets

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

noa HBHHHJ’[XIIOPH,IIHOITI

NOAMBUHHIHIEHXIOPHAHOM) 1
anoMuHKeBoit Gonbru, no 25
HaNCTEPOB B KAPTOHHYIO MAuKy
€ BAOWEHHEM 25 NHCTPYKUMIA

Package / ¥ nakosra - 20 tablets in a blister made of
three-layer PYC/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. / Ilo 20
TaONeTOK B BAUCTEP M3 MIIEHKH TPEXCIOHHOH
(MBX/T/AIBIAX) v amoMunuesodi gossry, [lo 2
unu 3 6aMcTepa BMECTE C MHCTPYKLHEH 110
NPHMECHEHHIC B KAPTOHHYEO Nauky. [To 20 TabaeTok
B OITHCTEP M3 NIIGHKH NONHBHHUAXIOPHAHOR
{noMMITHNEHOROH / TONTHBUHHAWALHXAOPUAHOH) M
amoMuHuero#l Goabry, no 25 dauctepos B
KAPTOHHYIO NaYKy C BIOKEHUEM 25 MHCTPYKUHH no
MPUMEHEHHIO,

12 Labeling / Mapxuporxka According to ND /

B cootBetcTBHM ¢ HJJ

13 Storage conditions / Ycaosus In a dry place. at temperature below 25 °C. / B cyxom MecTe npH TEMIIEpaType He
XpaHeHus BbILe 25 °C.
14 Shelf life / Cpok roaHocTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: NpoaykT cooTseTcTBYET TpeGosanuam HI

Conclusion : APPROVED /
3aknouenue: OQOBPERO

Checked by QC In-Charge /
5;£ .0

AoxymenT npoeepeH OKK:

Approved by QA In-Charge /

Date /

Jara: 2 40 Lowd

T
DokymerT opobpen OOK: @&/M
Date /
fata: o} 041

FMQC003-15-10

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