~

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Cipla

Pagel of4/Crp. 1 n2 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxt: CEHAJIEY, TABJETKH 13,5 mr

Batch No/ Cepusi Ne: 485009

Batch Quantity / O6bem cepun:  5846packs / ynaxosok

‘AR No / Ananutnueckuii oruer Ne : ARF/018/2025

Date of Analysis / laTa anaamza: 21.01.2025

Date of Mfg / lata nponzpoactea:  01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Ananu3 npopenén no H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyanTatn!

Test / TlokazaTennb

Specification / Hopma

1 Description / Onucaxue

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. / IInockue kpyribie Tabnetku co
CKOLIEHHBIMH KPasiMH OT KOPHUHEBOTO 10 TEMHO-
KOPHUYHEBOIO LBeTa ¢ BkparieHusMu. Ha oanoii
cropoxe Tabnetku BoigasneHo cnoeo «CIPLAy, Ha
Apyro# - THHKA pa3nomMa.

2 Identification / [lognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYeT OxpaluMBaHHe aMMHAYHOrO PacTBOpPa B KpPacHbII
AHTPaxHHOHOBbIE TITNKO3HABI .y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Metunnaparuapokcnbensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep:KHBaHHA OCHOBHOTO MUKa Ha XpoMaTorpamMmme
HCTIBITYEMOrO pacTBOpa AOMKHO COOTBETCTBOBATE
BPEMEHH YACP/KUBAHHSA OCHOBHOTO ITHKa Ha
XpomartorpaMme CTaHAapTHOTO PacTBoOpa
meTunnaparuapokcudensoara (pazaen
«Mertunnaparuapokcubenzoar).

Average weight / Cpeansis
macca

)

190.72mg / 190,72mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTBeTcTBYET TpebosaHnam HO

Conclusion : APPROVED /
3akntovenue: OQOGPEHO

Checked by QC In-Charge / =
OokymeHT nposepeH OKK: “’%gi}”;g

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

Date /

OaTa: 24+ O oL

Date /

Reiisi 2\«0\. 2025
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485009

Batch Quantity / O0beni cepun:

5846packs / ynakoBok

AR No / Anannraaecknii oruer Ne : ARF/018/2025 | Date of Analysis / lata ananmza: 21.01.2025

Date of Mfe / lata npounssoaerpa:  01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Ananus nposeaés no H: I N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, usm. Ne 1 ot 09.07.2024

Test / [MokaszaTens

Noe Result / PesysibTathi

Specification / Hopma

4 | Uniformity of weight /
OIHOPOJHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee = 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee = 15%

OaHOPOIHOCTL A03HPOBAHHS

5 | Loss on drying / IToTeps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BHICYLIHBAHHI
6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cenno3nnos yepes 120 mun
7 | Uniformity of Dosage units / AV =353 The acceptability index forn=10 AV <LI.

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 L2 x M.

L1=15.0; L2 =250,

IMokazatens npuemaemoctit it n=10 AV <L1.

B ciyuae, ecnu 3Hadenue AV npepbimaer L1,
NPOBOIAT HCTBITAHKE Ha cneayomux 20 obpasuax.
Jinsan=30 AV < L1. Bee 3HaueHua Xi IOMKHbI
YIOBJIETBOPATL HEPABEHCTBY:

IM-xi| £ 0,01 x L2 x M.

L1=15,0; L2 =25,0.

14,01mr/Tad

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE  ONpE/IENeHHE 14.01mg/tab /
(CrextpopoTomeTpust)

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 no 115,0 %)
CEHHO3MIIOB B TIepecueTe Ha ceHHo3u B B oaHOi#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTsetcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknrovyenue: OQOBPEHO

Checked by QC In-Charge / %bﬂp

[lokymeHT nposepeH OKK:

Approved by QA In-Charge /
[JokymeHT ofobper OOK:

=

Date /

9 -t NLe2 X

Harta:

Date /

[fara: 2-\ 0\ 2025

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
CEPTUOHKAT AHAJIHM3A

Cipla

-

Page30of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepua Ne: 485009

Batch Quantity / O6nem cepuu:

5846packs / ynaxoBoK

AR No / Ananarnuecknii oruer Ne : ARF/018/2025|Date of Analysis / lara anannza: 21.01.2025

01/2025

Date of Mfg / [laTa npouM3BojicTBa:

Date of Expiry / T'onen n0:

12/2027

Analysis performed according ND / Ananus nposeatén no HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Test / Hoxazatennb

No Result / PesynbTaTsl

Specification / Hopma

9 | Content of Methyl 0.043mg/tab
parahydroxybenzoate(HPLC)/
ConepxaHue
MmeTHnaparsapokcubenzoata 0,043mr/1a6
(B2XKX)

0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Muxpo6uosioruiueckas 4ucToTa

10a) | Total Aerobic microbial count / 50
O01ee YHE0 a3poOHbBIX

MMKPOOPraHHU3MOB

Not more than 10* cfu/ g/ He 6onee 10* /r

10b) | Total combined yeast and mould
count / OGmiee aucno
IIECHEBBIX ¥ IPOIKIKEBBIX

rpnbos

<10

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

-~

10 ¢) | Bile tolerant gram-negative
bacteria/ VerToiumBsblie K
IeCTBHIO JKeIUH

rpaMoTpHLLATE/IbHBIC 6a KTepHH

Absent /OTCYTCTBYIOT

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

104) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin 1 g/ Otcyrctue B 1 1

10 ¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ Oteytetue B 1 ¢

106) | Salmonella

Absent / O1cyTCcTBYIOT

Absent in 10 g / Otcytcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cootseTcTayeT Tpebosaruam HI

Conclusion : APPROVED /
3aknoyeHue: OOOBPEHO

Checked by QC In-Charge / “siE/CJ

NokymeHT nposeper OKK:

Approved by QA In-Charge /
OokymeHT ofobpeH OOK:

Date /

) (~Lo’?/br
[arta: 24

Date/

,D.aTa: L\ -0\, LO‘?/{

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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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Paged4 of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne :

485009

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Ananuruuecknii oruer Ne : ARF/018/2025

Date of Analysis / {ara ananuza: 21.01.2025

Date of Mfg / laTa npousso/jcTsa:

01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Auanus nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [MokasaTtens

Result / PesyabTarhl

Specification / Hopma

11

Package / YnakoBka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 tabnerox B
onucTep U3 MIEHKH
MONHBUHKIIXJIOPUIAHOH
(nonuaTHNEHOBOIH/
MONMBHHMIINACHXAOPHIHOI) H
anioMuHNeBoit Gonbry, no 25
GAMCTEPOB B KADTOHHYIO MavKy
¢ BJIOKEHHEM 25 HHCTPYKLH
10 [PUMEHEHHIO.

Package / ¥nakoska - 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. / ITo 20
TabneTok B GNMCTEP W3 NIIEHKH TPEXCNOIHOM
(TIBX/TI2/TIBJIX) u amoMuuueBoit onsru. Mo 2
w3 6iMcrepa BMeCTe ¢ HHCTPYKLHEIT 1o
OpHUMEHEHHIO B KapToHHYIO nauky. [To 20 tabnerok
B GnucTep U3 NAEHKH NONHBHHHIXJIOPHAHOM
(Monu3ITHAEHOBOI / MONUBHHHIMASHXIOPUAHOH) U
anoMiHueBoit Goneru, no 25 GiucTepos B
KapTOHHYIO MauKy ¢ BAOKEHHEM 25 MHCTPYKUHit no
OpHMEHEHHIO™

12

b

Labeling / MapxkupoBka:

According to ND /

B cootBercTBiM ¢ H]|

Storage conditions / Ycnosus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxoM MecTe rpn TeMreparype He

poitme 25 °C.

Shelf life / Cpok roanocTH

3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTByeT Tpebosanuam H

Conclusion : APPROVED /
3axknwovyenune: O0OBPEHO

Checked by QC In-Charge / (59 Approved by QA In-Charge /
[okymeHT npoBepeH OKK: ‘sﬁ' ) [okymeHT opobpex OOK: %ﬁ#/"
[ara: =24 i [lata: 2.\« Q)

FMQC003-15-10
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