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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

-

Page10of 4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAJIEE, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485057

Batch Quantity / O6bem cepuu:

5843packs / ynakoBok

AR No / Ananutnaeckuii oraer Ne : ARF/082/2025|Date of Analysis / [lata ananusza: 20.03.2025

03/2025

Date of Mfg / laTa npoH3Bo/icTBa:

Date of Expiry / I'ogen jo:

02/2028

Analysis performed according ND / Ananns nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Test / [loxazarelib

Result / PesyiibTaThl

Specification / Hopma

| | 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 KpyTible TAONETKH CO
CKOILEHHBIMH KPasMU OT KOPHYHEBOTO 10 TEMHO-
KOPMYHEBOrO LIBETA C BKpannenusmu. Ha oaHoi
cropoue TabneTku BbiaasaeHo cnoBo «CIPLA», na
APYroii - IUHKA paznoma.

2 Identification / [Toa1MHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpaiuBaiie aMMHAaYyHOTO PacTBOpa B KpacHbii
AHTPaxvHOHOBBIE TIIHKO3W/1bI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ COOTBETCTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
ylepKMBaHHs OCHOBHOIO MHKA HA XPOMaTorpamMme
HCITBITYEMOTO PacTBOPa A0DKHO COOTBETCTBOBATD
BpPeMEHH YIEPAKHBAHUS OCHOBHOTO MMHKa Ha
XpOMaTorpamMme CTaHIapTHOTO PAacTBOpa
MeTHITaparuapokcubensoara (pasesn
«MeTtunnaparuipokcuben3oar).

3 | Average weight / Cpennss
macca

188.23mg/ 188,23mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooTeeTcTByeT TpeboBaHNAM HO

Conclusion : APPROVED /
3aknwoyenune: OOJOBPEHO

Checked by QC In-Charge / qﬁjf,a

OoxkymeHT nposepeH OKK:

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

B

Date /

[ara: 2 (903w

Date /

[ara: 2-0-0%.202%5
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At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJIU3A
* Page2of 4/Crp.2 n3 4

-

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJE®, TABJETKM 13,5 mr

Batch No / Cepust Ne: 485057

Batch Quantity / OGbem cepuu:

5843packs / ynakoBok

AR No / AsaauTHyeckHii oTuer Ne :

ARF/082/2025

Date of Analysis / laTa anannza: 20.03.2025

Date of Mfg / laTa npon3BoacTBa:

03/2025

02/2028

Date of Expiry / I'ogen no:

Analysis performed according ND / Ananu3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

» Test / MokasaTenb

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee £ 7,5
OaHOPOAHOCT 110 Macce %

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

5 | Loss on drying / [ToTtepsa B 2.1% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BbICY ILMBAHMH

6 | Dissolution / 79-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cerHno3zunos yepes 120 MuH

7 | Uniformity of Dosage units / AV =356 The acceptability index forn =10 AV <L1.
OnHOPOJAHOCTE 103HPOBaHHA 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:

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

L1 =15.0; L2=25.0.

[Toka3zarens npuemaemoct ais n=10 AV < LI

B cnyuae, ecau 3Hadenue AV npessitnaer L1,
MPOBOJAT UCMBITaHKe Ha creayoniux 20 obpasuax.
Jlna n=30 AV < LI1. Bce 3Ha4eHHs Xi JOJIKHBI
VIOBIETBOPATEH HEPABEHCTRY:

[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
KonuuecTBeHHOE OMpe/Ie/eHHE 13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrektpodioTomeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 go 115,0 %)

13,92mr/1a6 CEHHO3MIOB B MepecyeTe Ha CeHHO3na B B OHOH
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanme: MNpoaykT cooTeeTcTByeT TpebosaHusm HI

3aknwuenune: OQOBPEHO

Checked by QC In-Charge / Ot D
HokymeHT nposepeH OKK: ~*

Approved by QA In-Charge /
[oxkymeHT ogobpex OOK:

Gz

Date /

Dara: 20 0% 1oy <

Date /

Dara: 20.03.-202%5

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

-

Page3of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoxyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485057

Batch Quantity / O6nem cepumu:

5843packs / ynakoBok

AR No / Anaautnueckuii oraer Ne : ARF/082/2025|Date of Analysis / lara ananmsza: 20.03.2025

Date of Mfg / lata npoussoactea: _03/2025

Date of Expiry / T'ogen no:

02/2028

Analysis performed according ND / Apanu3s npoBeén no HJI: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / llokaszatenn

Result / PesyabTaThbl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHInapariipokcuoeHsoara
(BDXX)

0.039mg/tab

0,039mr/Tab

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

10 | MICROBIAL LIMIT TEST/ MukpoGnonoriadeckas 4uCToTa

10a) | Total Aerobic microbial count / 10
O0uee Ynco a’spobHbIX

MHKPOOPraHu3MOB

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

10b) | Total combined yeast and mould
count / OBdiuee 9uCno
nAeCHEBbIX W APOIGKEBBIX

rpubon

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituupbie K
JICACTBUIO WKEJIUH

rpaMoTpULaTeibHble OaKTepun

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyTcTBHEB | T

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin | g/ OrcytctBHe B | T

101) | Salmonella

Absent / OTCyTCTBYIOT

Absentin 10 g /OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTyeT Tpebosatuam HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / )
JokymeHT nposepeH OKK: aﬁ— L'J)

Approved by QA In-Charge /
NokymeHT opobper OOK:

55

Date /
[Harta:

2 © ‘gg.Lcy‘}_§

Date /

fara: e 85 rons

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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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIH3A

Cipla

Pagedof 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 485057

Batch Quantity / Oobem cepun:  5843packs / ynakoBok

AR No / Apaaurnyecknii oruer Ne : ARF/082/2025

Date of Analysis / lara ananuza: 20.03.2025

Date of Mfg / /laTa npou3BoACTBA:

03/2025

Date of Expiry / I'ogen go:

02/2028

Analysis performed according ND / Anann3s nposenén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / [lokasaTenn

Result / PesyabTaThbl

Specification / Hopma

11 | Package / Ynakoska

Package / Vnakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 TabneTok B
OnucTep M3 TUIEHKH
MOTUBHHUIXJIOPHIHOK
(moNMITHAEHOBOI/
MOJMBHHWIHACHXJIOPHIHOM) U
amoMHHUEBOH (onbra, no 25
OJIMCTEPOB B KAPTOHHYIO MA4Ky
C BIIOKEHHEM 25 HHCTPYKUMH
[0 MPUMEHEHHIO.

Package / Vnakoska - 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. / I'lo 20
TabneTok B GnMCTEpP M3 MUIEHKH TPEXCIOHHOIM
(MBX/MID/MIBJIX) u amomuuueBoi dponbru. 1o 2
Wik 3 6aKcTepa BMECTE C MHCTPYKLIHEH 1o
NpHUMEHEHHIO B kapToHHYI0 nauky. [To 20 Tabnetok
B OMCTEP K3 [UIEHKH NMOJHBUHHIXJIOPHIHOM
(MoNU3ITUIEHOBOH / MOTABUHUIHACHXIOPHAHOM) H
amoMHHUeBO#H donbru, no 25 61HCTEPOB B
KapTOHHYIO MayKy ¢ BJAOKEHHEM 25 HHCTPYKUHMiA 10
NPUMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B cootsetcTBrm ¢ H]J

13 Storage conditions / Ycnosus
XpaHeHus

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

Bhilie 25 °C.

14 Shelf life / Cpok ronHocTH

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cootBeTcTByeT TpebosaHusm HO

Conclusion : APPROVED /
3aknwouenune: OQOBEPEHO

Checked by QC In-Charge / 76 S

Approved by QA In-Charge /

HokymeHT nposepeH OKK: [okymeHT oaobper OOK: M

/
Date / Date / 0.0%. 2025
fara: 2€ 95 1oL [ata: i

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




