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Cipla

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 1 0f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE”, TABJETKH 13,5 mr ‘

|Batch No / Cepus Ne: 485036

Batch Quantity / Odbem cepun:

5850packs / ynakoBok

AR No / Ananuruuecknii oruer Ne : ARF/054/2025|Date of Analysis / lara anannsa:  21.02.2025

02/2025

Date of Expiry /Togen xo:

01/2028

Date of Mfg / laTa npousBoacTBa:

Analysis performed according ND / Ananu3 nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PesynasTaThl

Test / TlokazaTens

Specification / Hopma

1 | Description/ Onucanue

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. / [Tnockue kpyrible TabNeTKH CO
CKOLICHHBIMHU KpasMH 0T KOPUYHEBOTO JI0 TEMHO-
KOPHYHEBOIO LiBeTa ¢ BKparuieHuamu. Ha onHoi
cropoxe Tabnerku BeinaBneHo ciaoBo «CIPLAY, Ha
OpYTOH - IMHKUS pa3fioMa.

2 Identification / TToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpalyBaHHE aMMMAYHOro pacTBOpa B KpacHEBIH
AHTPaxUHOHOBBIE NIHKO3HIBI o "
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ‘ CooTBeTcTBYeT chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIOCPKHUBAHMSA OCHOBHOIO NMHKa HA XpOMaTorpaMme
HCIBITYEMOr0 PACTBOPA JI0JIKHO COOTBETCTBOBATH
BpEMeHH yepKHBaHHS OCHOBHOTO NHKa Ha
XpoMaTorpammMe CTAHAaPTHOTO PAcTBOpa
MeTunnaparaapoxcubensoara (pasuen
«MeTunnaparuapokcubensoar).

3 | Average weight / Cpeansas
macca

190.58mg / 190,58mr

189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTetcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3aknrovenune: OOBPEHO

Checked by QC In-Charge / - Approved by QA In-Charge /

LokymeHT nposeper OKK: S:SE— t‘Ty LokymeHT ogobpen OOK: %ﬁ
Date / — Date / L —

fara: =X 92-202X Mt 2\ 022025
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- CERTIFICATE OF ANALYSIS

h CEPTHOHKAT AHAJIM3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

poxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsa Ne: 485036

Batch Quantity / O6bem cepum:

5850packs / ynakoBok

AR No / Apanuraueckuii oTaer No :

ARF/054/2025 | Date of Analysis / Jlara anann3za: 21.02.2025

Date of Mfg / lata npounssoacrea: _ 02/2025

Date of Expiry / I'ogen go:

01/2028

Analysis performed according ND / Ananus nposenén no HJI: I N013745/01-180522, amend No. 1 dated -
09.07.2024 / T N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Ilokazarens

Ne Result / PesynbsTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTB 110 Macce

Complies / CooTBETCTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee = 7,5
%
2/20 tablets NMT £15% / 2/20 ne Gonee £ 15%

OnHOPOOHOCTE J0O3MPOBAHNA

5 | Loss on drying / [ToTeps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BhICYITHBAHNH
6 | Dissolution / 79-94% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHHe He menee 70 % (Q) ceHHO3M10B uepes 120 MuH
7 | Uniformity of Dosage units / AV=5.6 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:

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

L1=15.0;L2=25.0.

TTokasaTens npuemaemoctd wig n=10 AV <L1.

B ciyuae, ecnn 3uauexne AV npepsiiraer L1,
MPOBOJAT HCIBITaHHe Ha creayioux 20 obpasuax.
Jlnsa n=30 AV < LI. Bee 31aueHHa Xi JOMKHbI
yIAOBJIETBOPATL HEPABEHCTBY:

[M-xi| <0,01 x L.2 x M.

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

8 | Assay (Spectrophotometry)
KonnuecTBEHHOE OMNpeeecHue
(CniektpodhoTomeTpHs)

13.93mg/tab /

13,93mr/Tad

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 po 15,53 mr (o1 90,0 zo 115,0 %)
CEHHO3W/OB B NEpecyeTe Ha CeHHO3UI B B onHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootsercTayeT TpeGosaHnam HA

Conclusion : APPROVED /
3aknwoyedue: O0OBPEHO

Checked by QC In-Charge / e £
[okymeHT nposepeH OKK: ?_{_,C/

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

gr<

Date /

fara: —X"02-200K

Date /

(l_ <O . =
[ara: V00 «Ros

Cipla Ltd.,Cipla House, Peninsula Business Park

FMQC003-15-10

, 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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CERTIFICATE OF ANALYSIS

~

CEPTUDPUKAT AHAJIM3A

Cipla

Page 3 0of4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485036

Batch Quantity / O6pem cepun:  5850packs / ynakoBok

.|AR No / Ananutuueckuii oruer Ne : ARF/054/2025

Date of Analysis / llara ananunza: 21.02.2025

Date of Mfe / llata npoussoacersa:  02/2025 Date of Expiry / Tonen no: 01/2028

Analysis performed according ND / Ananu3s nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 or 09.07.2024

Ne

Test / TlokazaTenb

Result / PesynbTaThi Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CopepmaHnue
MeTuInaparuapokcubensoara
(BRXKX)

0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

0,044mr/Tab

10 | MICROBIAL LIMIT TEST/ Mukpo6nonoruyeckas YicTora

10a) | Total Aerobic microbial count /
O6miee yncno a3pobHbIX
MHKpPOOPraHU3MOB

80

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

10b) | Total combined yeast and mould
count / Of1ee uucIo
TJIECHEBLIX M IPOIKIKEBBIX
rpudoB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituusnie K
AEHCTBHIO JKeTdU
rpaMoTpHLATETbHbIE OaKTepPUH

Absent /OTcyTcTBYHOT Not more than 107/ g / He Gonee 107 /r

10 d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT Absentin 1 g/ OrcytctBue B 1 r

10¢) | Escherichia coli

Absent /OrcyTcTBYIOT Absentin 1 g/ OrcyrctBue B I

101) | Salmonella

Absent / OTcyTCcTBYIOT Absent in 10 g / Otcytcrre B 10

o
f=1}

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpogykr cooTeeTcTByeT Tpebosaruam HI | 3aknoyenune: ONOEPEHO

Checked by QC In-Charge / D o0 Approved by QA In-Charge / -
[HokymeHT npoeepeH OKK: %*;{, ‘ LokymeHT ogobpen OOK: @ﬁ/\t’
Date / = Date / L0202 S

fara: AL € B Jara: -

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HUKAT AHAJIA3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485036

Batch Quantity / O6bem cepun:

5850packs / ynakoBox

JAR No / Anaautuueckuii oruer Ne : ARF/054/2025|Date of Analysis / Jlata anannza: 21.02.2025

Date of Mfg / Jlata npoussoacrsa: _ 02/2025

Date of Expiry / T'oxen go:

01/2028

Analysis performed according ND / Ananus nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / TTokazaresib

No Result / Pe3ysibTaThl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GnucTep U3 MIEHKH

(MONMITHIIEHOBOH/

10 NPHMEHESHHUIO.

Package /- ¥Ynakoexa - 20 tablets

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

MOJIMBUHUIXJIOPHIHOM

MOTHBHHHIHACHXIOPUIHOI) H
anmoMHHKUeBOM Gonbry, no 25
OGNHUCTEPOB B KAPTOHHYIO MAYKY
C BIOKECHHEM 25 HHCTPYKLMI

Package / Vniakosxka - 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 OIHCTEP W3 TIEHKH TPEXCIOHHOH
(TNIBX/TID/MBIX) 1 antoMmuHueBoit donsri. [To 2
uiaM 3 6McTepa BMECTe ¢ HHCTPYKLIHEH 110
npUMeHEeHHIO B KapToHHY0 madky. ITo 20 Tabnerok
B On¥cTep M3 MIEHKH NOJUBHHHIXIIOPHIHOMH
(monu3THNEHOBOI / MONHBHHUIHASHXIOPUIHOI) U
amoMUHHeBOH oneru, no 25 6IHCTepoB B
KapTOHHYIO MayKy ¢ BIOXKEHHEM 25 HHCTPYKUMii 110
MPUMEHEHHIO,

12 Labeling / MapkupoBka According to ND /

B coorseTcTBuu ¢ HJ|

13 Storage conditions / Yenosus

XpaHeHHs Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe Npy TeMIiepaType He

14 Shelf life / Cpok rogHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTCTBYET TpebGoBaHUAM H/

Conclusion : APPROVED /
3akntoyeHue: OOOBPEHO

Checked by QC In-Charge / E
HokymeHT nposepeH OKK: &ZE-M

Approved by QA In-Charge /
[okymeHT opobpeH OOK:

G

Date /

Jara: o1 Lol

D,

Date /

Nara: 2N 022025

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




