Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykT: CEHA,I[E@’, TABJETKH! 13,5 mr
Batch No / Cepusi Ne : 485087 Batch Quantity / Oobem cepun:  5843packs / ynakosok
AR No / Apaautuuecknii oraer No : ARF/154/2025|Date of Analysis / Jlata anann3za: 05.08.2025
Date of Mfg / lara npoussoacraa:  07/2025 Date of Expiry / I'ogen ao: 06/2028

09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

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

Result / PesyabTarsl

Test / Tlokaszaresib

Specification / Hopma

| | Description / Onucaunue 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 TabaeTku co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPH4YHEBOTO LiBeTa ¢ BkpameHuamu. Ha onHoit
cropoHe TabneTku BeiaBneHo cnoBo «CIPLAY, Ha
JIpYTO# - IMHHA pa3ioma.

2 Identification / TTOATHHHOCTE

2a) | Anthraquinone glycosides / Complies /

CooTBeTcTBYET
AHTPaxHHOHOBbIE TTHKO3HbI

Ammoniacal solution turns a reddish colour /
OkpawMBaH1e aMMHAYHOTO PAacTBOpa B KpacHbIi
BET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTsercTBYET chromatogram of the sample solution should
Meruanaparuapokciberzoar | corresponds to the retention time of the principle
(BDKX) | peak in the chromatogram of the Methyl
! Parahydroxybenzoate standard solution (refer test
«Methyi Parahydroxybenzoate») / Bpems
yAEPRKHBAKUA OCHOBHOIO MHKA HA XPOMATOrpamme
UCIIBITYEMOrO PacTBOpa A0/KHO COOTBETCTBOBATh
BpEMEHH Y/IepyKHBaHHA OCHOBHOTO TMHKa Ha
XpoMaTorpamMme CTaHIapTHOrO pacTBOpa
MmeTunnaparuapokcubensoara (paszaen
«MeTunnaparuapokcubensoar).
3 | Average weight/ Cpeansas 187.07mg / 187,07n:r 189.99 mg £7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr cootBeTcTayeT Tpebosanuam HA | 3aknrouyexue: ONOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[NokymeHT nposepeH OKK: %%‘,C/J [okymeHT oaoGpeH OOK: /&j/\éﬁ""(
Date / Date /
fara: 05 0% 10y & [fara: 06082025

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

b

CEPTU®HUKAT AHAJIM3A

Page20f 4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 435087

Batch Quantity / Oobem cepun:  5843packs / ynakoBok

AR No / Anaantuuecknii oruer Ne : ARF/154/2025|Date of Analysis / lata anannza:  05.08.2025

Date of Mfg / lata npomnszsoacrea:  07/2025 Date of Expiry / T'onen no: 06/2028

Analysis performed according ND / Ananu3 nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [lokazaTens

Result / PeayabTaTsl Specification / Hopma

4 | Uniformity of weight /

Complies / CootBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7.5

OAHOPOAHOCTE M0 Macce %
2/20 tablets NMT +15% / 2/20 ne 6onee = 15%
5 | Loss ondrying / TToreps B 1.7% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYLIHBAHHH
6 | Dissolution / 82-93% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenue He menee 70 % (Q) cennozunos yepes 120 MHH
7 | Uniformity of Dosage units / AV =59 The acceptability index forn =10 AV < L1.

OﬂHOpOIlHOCTb J03HpOBaHHA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <LI1. All values of xi must satisfy the
inequality:

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

L1=150;12 = 25..

[ToxasaTenp npuemaeMocty wusi n=10 AV <L1.

B cmyuae, ecnu 3HaveHHe AV npesbiwaer L1,
MPOBOAAT UCILITAHKE Ha cneaytolmux 20 obpasuax.
Tl n=30 AV < L1. Bee 3HaueHus Xi J0JOKHbBI
YIOBIETBCPATH HEPABEHCTBY:

[M-xi| 0,01 » L2 x M.

L1.=15.0;1.2=25,0.

8§ | Assay (Spectrophotometry)
KonnuecTseHHOe OlpejefeHueE
(CnextpodoTomeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.18mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (o1 90,0 no 115,0 %)

14,18mr/1ab CEHHO3MIOB B NepecyeTe Ha ceHHO3U I B B oaHOi
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanwue: MpoaykT cooteeTcTByeT Tpebosanuam HL | 3akntoyenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ‘E”OW [okymeHT 0go6peH OOK: ./U{

Date /

Hata: gx-aiers™

Date /
[ara:

06082005

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

CEPTUOHUKAT AHAJIM3A

-

Page3of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485087

Batch Quantity / O6bem cepHu:

5843packs / ymakoBok

AR No / Anaanruuecknii oruer Ne : ARF/154/2025 |Date of Analysis / lata anannza: 05.08.2025

Date of Mfg / lata npoussoacrea:  07/2025

Date of Expiry / I'ogen jo:

06/2028

Analysis performed according ND / Ananu3 nposeaén no H: T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / IlokazaTensb

Result / Pe3ynbTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTuanaparuapokcubensoara
(B2XX)

0.04 Img/tab

0,04 1mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Mukpo0uojornieckas yucrora

10a) | Total Aerobic microbial count /
O01ee uMCo aapobHBIX

MHKPOOpPTraHH3MOB

<10

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

10b) | Total combined yeast and mould
count / OBuree uncio
TUTIECHEBBIX M APOMIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ ¥ cToifuuBbIe K
NEICTBHIO AKellHH

rpaMoTpuiaTenbHble GaKTepUHu

Absent /OTCyTCTBYIOT

Not more than 10°/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin 1 g/ OtcytcTBue B 1 r

10¢) | Escherichia coli

Absent /OTcyTCTBYHOT

Absentin 1 g/ OtcyrcTBue B I

100 | Saimoneila

Absent / OTCYTCTBY#OT

Absentin 10 g / Otcyrctue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanne: MpoaykT cooTeeTcTayeT TpeGosarnam HI

Conclusion : APPROVED /
3akntoyeHme: OJOEBPEHO

Checked by QC In-Charge / = Approved by QA In-Charge / ¢
JokymeHT nposepeH OKK: i OokymeHT opobpen OOK: }@‘_x/‘
Date / Date /

fata: ©5-9 8 203% Jata: 06082025

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
) CEPTHO®UKAT AHAJIM3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg_

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 wr

Batch No / Cepun Ne: 485087

Batch Quantity / O6bem cepun:

5843packs / ynakosok

AR No / AnanaTuueckuii oruer Ne : ARF/154/2025

Date of Analysis / lata ananuza: 05.08.2025

Date of Mfg / lata npoussoacrea:  07/2025

Date of Expiry / T'ogen go: 06/2028

Analysis performed according ND / Anaaus nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Toka3zaTenb

Result / PesyabTatsi

Specification / Hopma

Package / YnakoBka

Package / ¥nakoska - 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 TaGnetok B
6GaMCTep M3 MUIEHKH
NOJHBUHHIXIOPHIAHOH
(rmosuaTHIIEHOBO#/
NOJIMBUHATHACHXIOPHIHO#) K
amoMuHHeBoit doabru, no 25
OaMCTEPOB B KaPTOHHYIO Ma4uKy
¢ BIOKEHHEM 25 WHCTPYKLIMI
10 NPUMEHEHHIO.

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. / [1o 20
TabneTok B GIHCTEp M3 MUIEHKH TPEXCJIOHHOMH
(NMBX/ATS/MIBAX) v antomuuuesoii ¢onsru. [1o 2
uaH 3 BaucTepa BMECTe ¢ HHCTPYKUHEH no
NPUMEHEHHIO B KapTOHHYI0 na4ky. [To 20 tabnerok
B OJIMCTEp M3 IUIEHKH MOMMBHHUIXIOPHIHON
(MOMHATHIICHOBOH / NOMTUBUHHIHACHXJIOPHIHOM) K
ANOMHHUEBOH onbru, no 25 6nucTepos B
KapTOHHYIO Ma4Ky ¢ BAOKEHHEM 25 MHCTPYKUHMi no
MPHMEHEHHIO.

Labeling / Mapkupobka

According to ND /

B coorsetcTByH ¢ H/J

Storage conditions / Ycnosus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype He

soiie 25 °C.

Shelf life / Cpok rogHocTH

3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akniovenue: OJOEPEHO

Checked by QC In-Charge /
[HokymeHT nposepeH OKK:

oA

)

Approved by QA In-Charge /
[lokymeHT oaobper OOK: %JW

s

Date /
Hata:

OT-oR 1018

Date /
Hara:

0608205

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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