Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
. Pagelof 4/Crp.1u3 4

-

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485192 Batch Quantity / O6bem cepun:  5842packs / ynakosok

AR No / ApaauTudecknii oruer Ne : ARF/292/2025|Date of Analysis / laTa ananuza: 24.12.2025

Date of Mfg / lata npoussoacrsa:  12/2025 Date of Expiry / I'onen jo: 11/2028

Analysis performed according ND / Anann3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / Pe3ynabrarbl Specification / Hopma

Test / IokasaTens

I | Description / Onucanue Complies / CooTseTcTBYET 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 TadbNeTKH CO
CKOILEHHBIMH KPasiMi OT KOPHUHEBOTO 10 TEMHO-
KOPHUYHEBOTO LBETa ¢ BkparuleHnsMu. Ha ogHoii
cTopoHe TabaeTku BhiaBaeHo ciioBo «CIPLA», Ha
Apyroii - THHHA pasioma.

2 [dentification / IToanuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByeT OkpaliyBaHie aMMMa4uHOTO PacTBOpa B KpacHbIii
AHTPAXMHOHOBbBIE TIIHKO3UIbI
1BeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTCTBYET chromatogram of the sample solution should
Mertuanaparuapokcudensoar corresponds to the retention time of the principle
(BOWHKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YAEPKHUBAHHA OCHOBHOTO MUKA HA XpOMaTorpaMme
HCILITYEMOrQ PacTBOpa J0JIAKHO COOTBETCTBOBATH
BPEMCHH YACDKHBAHWA OCHOBHOTO IMHKA HA
XpomaTorpaMmme CTaHJapTHOro pacTBopa
MeTHANaparuipokcudensoata (pasaen
«MeTunnaparuapoxcubeHsoar).

3 Average weight / Cpennsisi 191.16mg / 191.16mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

fipumeuanue: MpogykT cootseTcTByeT Tpebosaduam HI | 3aknroyenne: OCBPEHO

Checked by QC In-Charge / /\“ Approved by QA In-Charge / <7 _ o
HokymeHT nposepeH OKK: AN AokymendT oaobper OOK: /@;y

§
Date / _ Date /
Nara: lL\ R I S 1% B Jata: 2412 202¢

FMQC003-15-10

Cipla Lid..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, l.ower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate. Tuem. Pernem Goa -403512
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485192

Batch Quantity / O6bem cepun:

5842packs / ynakoBok

1AR No / Ananuraaecknii oruer Ne : ARF/292/2025|Date of Analysis / lara ananuza: 24.12.2025

Date of Mfg / lata npoussoacrea:  12/2025

Date of Expiry / I'oaen j10:

11/2028

Analysis performed according ND / Ananus nposeaén no HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / MNoka3zarteib

Result / Pesyabrarsi

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTL M0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

OnHOPOAHOCTL A03HPOBAHMA

5 | Loss ondrying / [Toteps B 2.1% NMT 6.0 % / He donee 6,0 %
mMacce I'IpH BbiCyLﬂHBaHHH
6 | Dissolution/ 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos uepes 120 Muu
7 | Uniformity of Dosage units / AV =62 The acceptability index forn =10 AV <L1.

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.

Ll = 15.0; L.2:= 25:0.

[Tokaszarens npuemaemoctu ana n=10 AV < LI.

B cayuae, echud 3HaueHne AV nipesbiiuaer L1,
MPOBOIAT HCTbITAHKE Ha caeytomnx 20 obpazuax.
Jina n=30 AV < LL|. Bece 3HaueHus X1 101KHBI
YAOBAETBOPATH HEPABEHCTBY!

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

L1 = 15,05 1.2 = 250.

8 | Assay (Spectrophotometry)
KonuuectBenHoe onpejenesne
(CnektpodoTomeTpHs)

14, 14mr/rab

14.14mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 10 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3M/IOB B Nnepectere Ha cedHo3na B B oaHoii
TabaeTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknwyvenue: OOOBPEHO

Checked by QC In-Charge /
DokymeHT nposepeH OKK: A»\\}, e

Approved by QA In-Charge / \
lokymeHT ogobpen OCK: ) W

Date /

24\ 1. 20y

[ata:

Date /

Nata: 24-12-202¢

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
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepus Ne : 485192

Batch Quantity / O6bem cepun:  5842packs / ynakosox

AR No / Auanarauecknii oruer Ne : ARF/292/2025

Date of Analysis / lara ananu3za: 24.12.2025

Date of Mfg / lara npoussoacrsa:  12/2025

Date of Expiry / I'oaen no: 11/2028

Analysis performed according ND / Auanus nposenén mo HJ/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyibTaTh! Specification / Hopma
i Test / [lokazaTensn
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepikanue
MeTHInaparupokcudensoara 0.042Mmr/126
(BOXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4McTota

10a) | Total Aerobic microbial count /
Oobutee MHCIO a3POOHBIX 30
MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / O0wiee uucio

Not more than 107 ¢fu/ g /He Gonee 107 /r

<10
MJIECHEBBIX H JIPOACGKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He 6onee 107 /r
bacteria/ YcToituuBbie K
JEHCTBHIO HKENUH
rpaMOTpHLATEbHbIE DaKTepUH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OreyrctBue B 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 ¢/ OtcyrerBue 8 | r
0 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Otcyreteue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cooteeTcTByeT TpeboBanusam HI | 3akntoueHue: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK: {/\\ /

Approved by QA In-Charge/ > sl
LHokymeHT ogobpeH OOK: @/

Date / A ma
vy 2 4\ roay

Date /
[ata: 2412 202¢

Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrao

FMQCO003-15-10

Kadam Marg, Lower Parel, Mumbai - 400013, India.

At: Simchem Pvt. Ltd.. Plot No. 60-63, Tuem Industrial Estate, Tuem. Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg

Tponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485192

Batch Quantity / Oobem cepun:

5842packs / ynakosok

TAR No / Apanutuueckuii oruer Ne : ARF/292/2025

Date of Analysis / lata anannza: 24.12.2025

Date of Mfg / Jlata npoussoacrsa:  12/2025

Date of Expiry / I'ogen no:

11/2028

Analysis performed according ND / Ananaus nposenén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTsl Specification / Hopma
" Test / TTokasatens
11 | Package / Ynakoska Package / Ynakoska - 20 tablets |Package / Vnakoska - 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. / [To 20 TabneTox B 25 patient information leaflets in a carton. / [To 20
GaucTep M3 NNEHKH TabneTok B OiUCTEpP M3 MIIEHKH TPEXCAOHHOMN
NOJUBUHUIXJIOPUIHOH (MBXAISMIBJX) u antoMmuHKeBoit onbru. o 2
(nomuaTHNEHOBO#/ Wi 3 GiucTepa BMeCTe ¢ MHCTPYKLLHeH (10
NOJMBHHUIHASHXJIOPUIHOM) U |MPUMEHEHHUIO B KapToHHYI0 nauky. [To 20 Tabnerok
anoMHUHHEBOI Qosibru, mo 25 B OUCTEp M3 [UIEHKH NONMBHHUIXJIOPHAHOI
OAHCTEPOB B KAPTOHHYIO MAa4Ky |(MOAMITHAECHOBOH / NOJIMBUHUIMACHXIOPHIHOH) H
¢ BJOKEHHEM 25 UHCTPYKLHi anoMuHKHeBoi (hoabru, no 25 GnucTepos B
Mo NPUMEHEHHIO. KapTOHHYIO NauKy ¢ BAONKEHHEM 25 HHCTPYKUHM Mo
MPUMEHEHHIO,

12 Labeling / Mapkuposka According to ND /
B cootercTeun ¢ HJL

13 Storage conditions / Ycnoeus In a dry place, at temperature below 25 °C./ B cyxom mecre npu Temneparype He

XpaHeHus Bbite 25 °C.
14 Shelf life / Cpok roaxoctH 3 years /3 roja

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykr cootseTcTBYET TpeboBaHuam H

Conclusion : APPROVED /
3aknwwuenue: OOOBPEHO

Checked by QC In-Charge / -
HokymeHT npoeepeH OKK: f/\f g

Approved by QA In-Charge / o
HokymeHT oaobpex OOK: @l\i—;,_/

Date /
Hara:

24 \Lsrars

Date /

flars: 2412 2028

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




1301

IANNIIXF dueAnssy Areng) - AIg

\\

ol
u\m..a.wm

f
[euoyEwII ] 9€1SZI0SD 116€6L1000 PIgeL
BIipu o, SIpIsouuaq wnide
UL Spesruagpoihy g Liegioy SEISTI0SD 016€6L1000 %ST PPROTIAS TIEAED - T6IS8F | apumeg
SIN oN yieg JIIMIBINUBIA] 9 JO WIISAS ) — _
0 Aygunoyy | PWEN RIMRENUEN IV | o seynuey 14V dVS Wol g 'oN ydeg [V WHEN LY oN‘'gdd | »npoig |
S))O.—OD Se

s1 yojeq 2Anoadsar Jo Suumnjorynuew ur pasn [y Surpredal s[reiep ay) pue ‘pI IAd WAYOUNS S/ Je pamjoejnueur sem onpoid moaq 1eyl AJuiao o3 SISy

T61S8F 'ON yueg
HLVOILLYEID ASVATIY HOLVE

I NNANAAAav

Sz@T-T\-Vwg Ned



