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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Pagel of 4/ Crp. 1 m3 4

Product: SEI.\TADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485090 Batch Quantity / O6nem cepun:  5844packs / ynakosok

AR No / Ananutuvecknii oryer No : ARF/157/2025 | Date of Analysis / laTa anannza: 09.08.2025

Date of Mfg / Jlata nponseoacrea:  07/2025 Date of Expiry / 'onen no: 06/2028

Analysis performed according ND / Ananu3s nposeaén nmo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / lNokazaTens

Result / PesyabTaThi Specification / Hopma

I | Description/ Onucanne

Complies / CooTeTcTBYET 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 TabieTky co
CKOLICHHbIMH KpagMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOIO LBETA C BKpanaeHusiMu. Ha oaHoii
CTOpOHe TabNeTKH BbiaBIeHO cnoo «CIPLA», Ha
JIPYroi - THHKA pa3ioma.

2 Identification / [TomiuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTCTBYET OxpainBanne aMMHAYHOTO PacTBOpa B KPacHblii
AHTPaxMHOHOBBIE TJIHKO3HIBI -y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootrBercTByer chromatogram of the sample solution should
MeTtunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
YAEPKUBAHUA OCHOBHOTO [HKa HA XpOMaTorpamMmme
HCTBITYEMOI0 PACTBOPA JOKHO COOTBETCTBOBATH
BPEMEHH YAEPKMUBAHMUS OCHOBHOI'O MHKa Ha
XpOMaTorpaMMe CTaHAapPTHOIO pacTBoOpa
MeTHNnaparuapokcndensoata (pasmen
«MeTtunnaparuapokcubensoar).

3 | Average weight / Cpennss 191.0Img / 191,01mr 189.99 mg +7.5% / 189,99 mr+7,5%
mMacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MpumeyaHume: MNpogykT cooTBeTcTBYET TpebosaHuam HO | 3akntoyenue: OQOGPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

‘:{£i o Approved by QA In-Charge / \
B HokymeHT ogobpeH OOK: /

Date /

fara; ST 0¥ -0

Date /

[ara: 032028

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page2of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :
tAR No / Ananurngecknii oruer Ne : ARF/157/2025

485090

Batch Quantity / O0sem cepun:

5844packs / ynakoBok

Date of Analysis / lata anannsa: 09.08.2025

Date of Mfg / Jlata npou3BoAcTBA:

07/2025

Date of Expiry / I'ogen no:

06/2028

Analysis performed according ND / Ananus nposenén no H/I[: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaThl

Specification / Hopma

" Test / [okazatennb
4 | Uniformity of weight / Complies / CooTsetcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
OnHopoaHOCTH MO Macce %
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
MAaccCe Npu BeICYLIHBAHHM
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopetue He menee 70 % (Q) cenHozunos yepes 120 muH
7 | Uniformity of Dosage units / AV=56 The acceptability index forn= 10 AV <LI.
OHOPOHOCTE 103HPOBAHUA 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: T
[M-xi| £0,01 x L2 x M.
L1 =15.0; L2=250.
[Tokasarens npuemnemocty uia n=10 AV < L].
B cnyuae, ecnv 3Hadenue AV npessitaet L1,
NPOBOJAAT UCTIBITAHKE HA crenytowux 20 obpasuax.
Jnsa n=30 AV < L1. Bce 3Ha4eHHs Xi H0JIKHBI
YAOBJIETBOPATH HEPABEHCTBY:
[M-xi| < 0,01 x L2 x M.
L1=15,0;L2=250.
8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuectenHoe onpeneneHue 14.13mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpHus) Ot 12,15 10 15,53 mr (ot 90,0 1o 115,0 %)

14,13mr/Tab

CEHHO3MIOB B NMepecyeTe Ha ceHHo3u B B oaHoii
Tabnerke.

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

Mpumeuanue: Mpogykr cooteercTByeT Tpebosanuam HI | 3aknwovenue: OOOBEPEHO

Checked by QC In-Charge / ‘?ﬁ/oj Approved by QA In-Charge /

HokymeHT nposeper OKK: [okymeHT ogobpeH OOK: W
Date / _ Date / 6%.2025

[ara: &R B Jara: i cing

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOPHUKAT AHAJIM3A

Page3 of 4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485090

Batch Quantity / O6bem cepuu:

5844packs / ynakosox

‘|AR No / AnanuTtuvecknii oruer Ne : ARF/157/2025

Date of Analysis / lara ananuza: 09.08.2025

Date of Mfg / lata npon3Bogcra:  07/2025

Date of Expiry / T'ogen no:

06/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Result / Pe3yasTaThl

Specification / Hopma

e Test / IlokasaTens

9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
CopepxaHue
MeTunnaparuapoxcubensoaTa 0.046Mr/Tab

(BIKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 4YHCTOTa

10a) | Total Aerobic microbial count /
O61uee uncao a3poOHbIX

MHKpPOOpraHnu3MoB

20

Not more than 10* cfu/ g / He Gontee 10* /r

10b) | Total combined yeast and mould
count / OBwiee uncio
TIECHEBBIX M APOMKIKEBBIX

rpubos

<10

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

10¢c) | Bile tolerant gram-negative
bacteria/ YcroiiuuBble K
JEHCTBHIO XEN4u

rpaMoTpHLUATE/IbHBIE Galﬂ"eplﬂ'{

Absent /OtcyTCTBYIOT

Not more than 10°/ g / He Gonee 107 /r

'

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absent in 1 g/ Otcyrctene B | 1
£

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absent in 1 g/ OtcyretBue B | ¢

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Oreytcraue B 10 g

Remarks : The Product conforms to ND/
Mpumevanue: MMpofykr cooTBeTcTBYET TpeboBaHusm HA

Conclusion : APPROVED /
3aknoyeHue: OOBEPEHO

Checked by QC In-Charge / =£t-—»9

[okymeHT nposepeH OKK:

Approved by QA In-Charge / cof
OokymeHT ogobper OOK: ;g?)*/

Date /
[arta:

&7 0% 2004

Date /

Nara: A\-09 92025

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Cipla

Page 4 of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mrr

Batch No / Cepus Ne :

485090

Batch Quantity / O6bem cepun:

5844packs / ynakoBoxk

- |AR No / Anaauruuecknii oruer Ne : ARF/157/2025

Date of Analysis / lata anaauza: 09.08.2025

Date of Mfg / laTa npoH3BoacTBA:

07/2025

Date of Expiry / I'open no:

06/2028

Analysis performed according ND / Arasans nposeaén mo HJ/I: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Result / PesyabTaTnl

Test / [Mokaszaren

Specification / Hopma

Package / Ynakogka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B
GaucTep M3 TUIEHKH
NOJAMBUHUIXJIOPHAHOM
(NoMMITHIEHOBOM/
MOTMBUHUIHIAEHXIOPHIHOI) U
amomuHueBoit Qosbru, rno 25
ONUCTEPOB B KAPTOHHYIO NauKy
C BIOMWEHHMEM 25 HHCTPYKUHMI
10 MPHMEHEHHIO,

Package / YnakoBka

Package / Ynakoska - 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. / [To 20
TabneTok B OMCTEDP H3 MIICHKH TPEXCIO0iiHOIM
(IMBX/MID/MBJX) 1 antomuuuesoii gponsru. [To 2
UM 3 GaucTepa BMeCTe ¢ HHCTPYKLIHEH 10
NPUMEHEHHIO B KapTOHHY10 nayky. [To 20 TabneTok
B GAHCTED M3 MICHKH NOAHBHHIIXIOPHAHOI
(MOAMITUNEHOBOH / NONMBUHUIKAE HXTOPHAHOI) U
anroMHHHEBOH (onbru, 1o 25 6aucTepos B
KAPTOHHYIO MauKy ¢ BMOMKEHHEM 25 MHCTPYKLMH 110
MPUMEHEHHIO.

12 Labeling / Mapknposka According to ND /
B coorsercTBum ¢ HJJ|
13 Storage conditions / YcnoBust In a dry place, at temperature below 25 °C. / B cyxom MecTe npH Temiieparype He
XpaHeHus sbiie 25 °C.
14 Shelf life / Cpok rogrocTH 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3aknwyenue: OOOBPEHO

Checked by QC In-Charge / %er/b,q

[okymeHT npoBepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK: /ngL

Date /

HaTa: C?"q % 'w’)—‘{

Date /

[ara: |\-0% 202%

FMQCO003-15-10

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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