Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page10of4/Crp. 1834

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npon3Bojcrsa:

Batch No / Cepun Ne: 485055 Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Ananurnaeckuii oruer Ne : ARF/080/2025|Date of Analysis / lata anannsa: 18.03.2025
03/2025 Date of Expiry / I'ogen mo: 02/2028

Analysis performed according ND / Auanuz nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Ioka3aTtesib

Result / PesyabTaThl

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. / Ilnockue Kpyrnsie TabaeTku co
CKOIIEHHBIMH KpasMHi OT KOPUUHEBOI'O 10 TeMHO-
KOPUYHEBOTO 1iBeTa ¢ BKparueHusimu. Ha onHoi
cTopoHe TabneTky BblaaBneHo cnoBo «CIPLA», Ha
JIpYroii - TMHMA pasnoma.

2 Identification / [TORAMHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOoTBeTCTBYET OkpalMBanie aMMHAYHOTO PacTBOpPa B KpacHbIi
ARTPaXUHOHOBBIE TTHKO3MILI ) -
2b) | Methyl Parahydroxybenzoate " Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEp)KMBaHHWA OCHOBHOIO NHKa Ha XpoMaTorpaMme
MCIIBITYEMOTO PACTBOPA LO/DKHO COOTBETCTBOBATH
BPEMEHHU YAEPIKHBAHKSA OCHOBHOTO MM1Ka Ha
XpOMaTorpaMMe CTaHAapTHOrO pacTBopa
MeTHanaparuapokcubensoara (pasaen
«Mertunmaparnapokcubenzoar).

3 | Average weight / Cpeauss
macca

190.72mg / 190,72mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
lNMpumeyvanue: MNpoaykr cooTeeTcTBYET TpeboBaHusm HJ

Conclusion : APPROVED /
3aknwoyeHue: OQJOEPEHO

Checked by QC In-Charge /
S

[HokymeHT npoeepex OKK:

Approved by QA In-Charge /
[HokymeHT ogobpen OOK:

T

Date /

fata: &-03 008"

Date /

,D,aTa: lQ¢Ogn?—‘OZ-S
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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIU3A

Page 2 of 4/ Ctp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485055 Batch Quantity / O6nem cepun:  5842packs / ynakosok
" |AR No / Asanntuuecknii oraer Ne : ARF/080/2025 | Date of Analysis / lata ananuza: 18.03.2025
Date of Mfg / lata npounssoacrsa:  03/2025 Date of Expiry / I'onen no: 02/2028

Analysis performed according ND / Ananuz nposepén no H/L: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / PesyabTaThl Specification / Hopma

g Test / IlokaszaTenb

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
OAHOPOAHOCTH MO Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BbICY LI HBAHHH

6 | Dissolution / 79-99% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosnnos yepes 120 Mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn =10 AV <L1.
OnHOPOIHOCTh I03UPOBaHHS In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

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

IM-xi| £ 0,01 x L2 x M.

LI=15.0; 12 =25.0

[Mokasatens npuemaemocty s n=10 AV <L1.

B ciyqae, ecnu 3Havyenne AV npesbimaer L1,
MPOBOMAT MCMbiTaHHE Ha creayrouMx 20 oGpa3uax.
Jinsa n=30 AV < LI. Bce 3naueHHs Xi N0 HbI
yIOBIETBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE oOnNpeneieHue 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomMeTpHs) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,04mr/1a6 CEHHO3MIOB B NnepecyeTe Ha ceHHo3ua B B oaHo#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTBYeT TpebosaHusMm HA

Conclusion : APPROVED /
3aknwvyenue: ONOBPEHO

Checked by QC In-Charge / P g Approved by QA In-Charge / L
Hokyment nposepeH OKK: — [okymeHT ogobpeH OOK: W)//
Date / Lo, Date /

[ara: ¥ ‘Sapens [ara: \4.02, 2025
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Cipla

CERTIFICATE OF ANALYSIS
‘ CEPTUDHUKAT AHAJIM3A

Page 3 of 4 /Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne : 485055

Batch Quantity / O6bemM cepun:

5842packs / ynakoBok

1AR No / Ananutauecknii oruer Ne : ARF/080/2025

Date of Analysis / laTa anann3za: 18.03.2025

Date of Mfg / lara npon3Boacrea:  03/2025

Date of Expiry / T'onen no:

02/2028

Analysis performed according ND / Apanus uposeaén no H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / [lokazarens

Result / PeayabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Coneprxanne
MeTuinaparuapoxcubensoara
(BOXX)

0.04 Img/tab

0,04 1mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Ta6.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruyeckas 4McToTa

102) | Total Aerobic microbial count / 10
Obwiee uncno aspobHLIX

MHKPOOPraHu3MOB

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

10b) | Total combined yeast and mould
count / O6ee YyHCI0
MIECHEBBIX H APOKIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcroifuuBsie K
NEHCTBUIO KeTuU

rpaMoTpHOaTe/ibHble OaKrepuu

Absent /OtcyTeTayioT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absent in 1 g/ OrcyrctBues 1 r

10¢) | Escherichia coli

Absent /OtcyTcTBYHOT

Absentin | g/ OrcyrctBue B | 1

100) | Salmonella

Absent / OTcyTcTBYIOT

Absentin 10 g /OtcyrcTBre B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: lMpoaykr cooTseTcTBYET TpeboBaHuaM HO

Conclusion : APPROVED /
3akntoyeHue: OJOEPEHO

Checked by QC In-Charge / B9
HNokymeHT nposepeH OKK: %

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

FEE

Date /

fata: \%- ©% 310y S

Date /
Lara:

\4-032.2025

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
CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485055 Batch Quantity / Oobem cepun:  5842packs / ynakoBok
|AR No / Auaaurnueckuii oraer Ne : ARF/080/2025|Date of Analysis / lata ananuza: 18.03.2025
Date of Mfg / laTa npoussoacrea: 03/2025 Date of Expiry / T'ogen go: 02/2028

Analysis performed according ND / Auanu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [Moka3zaTens

Result / PesyabTatsi

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. / ITo 20 TabneTok B
GnHcTep U3 NIEHKH
NOJTHBUHUITXJIOPHAHO I
(MONU3THAEHOBOMH/
NOJMBHHUTHACHXIOPHIHOM) U
antoMuHKueBod donbru, mo 25
OHCTEPOB B KAPTOHHYIO Ma4Ky
C BJIOJKEHHEM 25 UHCTPYKLIHiH
[0 NNPUMEHEHHIO.

Package / Ynakosxa - 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 GIMcTep M3 MIEHKH TPEeXCIIoHHOI
(TIBX/TI2/MTIBJX) u antomunnesoi Gponsru. IMo 2
uiu 3 6nucTepa BMECTe ¢ HHCTPYKIIHEH 1o
NPHMEHEHHIO B KAPTOHHYIO mauky. I[To 20 Tabnerok
B OIUCTED U3 MEHKH NONHBUHMIIXJIOPHAHOM
(NOMATHNEHOBOI / MOTUBHHUINASHXIOPHAHOH) U
aNfOMHMHHEBO# (ombru, no 25 61ucTepos B
KapTOHHYO Nauky ¢ BIOXKEHHWEM 25 HHCTPYKUHH 1o
NPHMEHEHHIO.

12 Labeling / Mapkuposka

According to ND /

B coorBercTBuu ¢ HJT

13 Storage conditions / Y ¢iosus
XpaHeHud

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

Boitue 25 °C.

14 | Shelf life / Cpok roguocTu

3 years / 3 roma

Remarks : The Product conforms to ND/

MNpumeuanue: MpoaykT cooTeeTcTBYET TpeboBaHUaM HJ

Conclusion : APPROVED /
3aknwouenue: OQOBPEHO

Checked by QC In-Charge /
[lokymeHT npoeepex OKK:

= e

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

T

Date /

Hara: \§ oL 1o

Date /

[ara: 14-0%-202.5"

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




