Cipla

CERTIFICATE OF ANALYSIS
) CEPTUOHKAT AHAJIM3A
s Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykt: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusa Ne : 485134 Batch Quantity / O6bem cepun:  5841packs / ynakosok
AR No / Anasurnuecknii oraer Ne : ARF/209/2025 | Date of Analysis / lara anaansza: 07.10.2025
Date of Mfg / lata nponssoacrsa: _ 09/2025 Date of Expiry / T'onen j0: 08/2028

Analysis performed according ND / Ananu3 nposeaén no HJ/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PeayabTats! Specification / Hopma

Test / [oxka3zaTenn

1 Description / Onucanue Complies / CooTBercTByeT 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 kpyrasie TabaerTku co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOrO UBETA ¢ BKparUieHusMK. Ha onHoi
cropone TabneTku BoiaasneHo cnoso «CIPLAy, Ha
NPYroii - THHKS pa3noMa.

2 Identification / [NoanuHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET OkpalMBaHHe aMMHA4HOIO PacTBOpa B KpacHblii
AHTpPax HHOHOBbIE TITHKO3MIIbI ET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CoOoTBETCTBYET chromatogram of the sample solution should
Meruanaparnipokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEpKUBAHKA OCHOBHOIO MUKA Ha XpoMaTorpamMme
HCMBITYEMOTO pacTBopa A0JIKHO COOTBETCTBOBATDH
BpPEMEHH YVAEPHKHBAHHA OCHOBHOIO INMHKa Ha
XpomaTorpamMMe CTaHAapTHOro pacTeopa
meTHnnaparuapokcubenioara (paznen
«Mertunnaparuapokcubenzoar).

3 | Average weight / Cpeanss 190.48mg / 190,48mr 189.99 mg £7.5% / 189,99 mr +£7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykt cooteeTcTByeT Tpebosanuam HI | 3aknoyenue: OJOEPEHO
Checked by QC In-Charge / ) Approved by QA In-Charge /
[okymeHT npoepeH OKK: ﬂ,_,‘LJ OokymeHT onobpex QOK: ﬂ
Date / Date /
Nata: o7 lo-1028" [ara: 01\02025

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

CEPTUPUKAT AHAJIU3A

Page2 of 4 /Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485134

Batch Quantity / O6pem cepun:  5841packs / ynakopok

AR No / Anaaurnueckuii oruer Ne : ARF/209/2025|Date of Analysis / {ata anaansza: 07.10.2025

Date of Mfg / lata nponssoacrsa:  09/2025 Date of Expiry / I'oaen jo: 08/2028

Analysis performed according ND / Anann3 nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / IlokazaTenn

Result / Pe3yabTaThl Specification / Hopma

4 | Uniformity of weight /
OHOpPOAHOCTE MO Macce

Complies / CooTBeTcTByET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss ondrying / [loteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICY LIUBAHUH
6 Dissolution / 79-95% NLT 70 % (Q) of sennosides in 120 minutes

PactBopenue

He menee 70 % (Q) cenHo3zuaos uepes 120 mun

7 | Uniformity of Dosage units /
OIHOPOIHOCTE I03HPOBAHHS

AV =6.0 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 x L2 x M.

L1=15.0;L2=25.0.

[Tokazarens npuemiiemoctu i n=10 AV < LI.

B ciyyae, ecnu 3HaueHue AV npeebrmaet L1,
NpOBOMAT UCIIbITaHKE Ha cieayroumx 20 obpasuax.
Jnsa n=30 AV < L1. Bce 3Ha4eHus Xi J0IKHBI
YAOBIETBOPATH HEPABCHCTBY:

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

L1 =150; L2=254).

8 | Assay (Spectrophotometry)
KonnuecTseHnHoe omnpeneieHue
(CnektpodoTOMeETpHSA)

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

14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115.,0 %)

14,05mr/Tab CEHHO3WIOB B MepecyeTe Ha ceHHO3U B B oHO#M
TadieTxe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootBercTByeT Tpebosanuam HO | 3aknwyenue: ONOEPEHO

Checked by QC In-Charge / .9 Approved by QA In-Charge /
HokymeHT npoeepeH OKK: 95‘-’ - HokymeHT opobper OOK: ﬂ‘j’
Date / Date /

T 10 108

[ara:

O\ Ler-5

[ara:
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJITM3A

Cipla

Page3of 4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne : 485134

Batch Quantity / O6pem cepun:

5841packs / ynakosok

AR No / Apanutaueckuii orger Ne : ARF/209/2025 | Date of Analysis / lata ananuza: 07.10.2025

Date of Mfg / lara npon3soacrBa: _ 09/2025

Date of Expiry / I'ogen go:

08/2028

Analysis performed according ND / Auann3 npoBenén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / TokazaTens

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTH/Inaparuipokcudensoata
(BOXX)

0.040mg/tab

0,040mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Mukpo6uoaoruyeckas 94MCTOTa

10a) | Total Aerobic microbial count /
O61wee uHcno a3poOHbIX 30

MHKPOOPraHn3MOB

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

10b) | Total combined yeast and mould
count / Ob1ee yucso
IJIECHEBLIX H APOHIKEBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Y ctoiiunBsie K
NEHCTBHIO KeJTYH

rpamoTpuLaTenbible GakTepum

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ Orcytcreue B |

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytctBue B 1 1

101

Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
lNMpumeuyanue: MNpoaykT cooteeTcTByeT TpeboBaHusm HA

Conclusion : APPROVED /
3aknwyenue: OJOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / el S \
HokymeHT nposepeH OKK: =" HokymeHT ogoBpeH OOK: e
Date / Date /

T 10
ara; © 1@ ers

ﬂaTa. O1-<lo0-282.4
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page4o0f 4/Crp.4mu3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHANE", TABJETKH 13,5 mr

Batch No / Cepun Ne :

485134

Batch Quantity / O6bem cepun:

5841packs / ynakosok

AR No / AnaanTudecknii oruer Ne : ARF/209/2025

Date of Analysis / lata ananuza: 07.10.2025

Date of Mfg / laTa npousBoacTsa:

09/2025

Date of Expiry / I'oen jx0:

08/2028

Analysis performed according ND / Anann3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / IMokaszaTen

Result / Pe3yabTaThi

Specification / Hopma

Package / Ynaxoska

Package / YnakoBka - 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
GaMcTep M3 MICHKH
MOJTHBHHUIXJIOPHIHOH
(DONMH3THIEHOBOH/
MOJHBUHUINAEHXJI0PUAHOH) H
antoMuHKUeBoit dombru, no 25
6nucTepoB B KAPTOHHYIO MayKy
C BJIOKEHHEM 25 HHCTPYKLIMit
MO MPUMEHEHUIO.

Package / YnakoBka - 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. / [To 20
TabneTOK B O/MCTEDP M3 MJIEHKH TPeXCIoHHOM
(IMBX/T2MIBAX) u amoMuuueBoit ¢onsru. [To 2
Witk 3 6rucTepa BMECTe ¢ WHCTPYKIIMEH o
NpUMEHEHHIO B KapTOHHYI nadky. [To 20 tabnetok
B OMMCTEP U3 TUIEHKH MOJHBHUHHUIXIOPUIHOM
(monuaTUNEHOBOH / MOTUBUHHIHACHXIOPUAHOM) U
amoMuHueBol (onbry, no 25 6auctepos B
KapTOHHYHO MAYKY C BIOKEHHEM 25 HHCprKLlHﬁ no
NpUMEHEHHUIO.

12 Labeling / MapkupoBka According to ND /
B coorsercTeau ¢ H/J
13 Storage conditions / Venosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npH Temrneparype He
XpaHeHHs Belwe 25 °C.
14 Shelf life / Cpox roasocti 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cootBetcTByeT Tpebosanusam HL | 3aknouenue: ONOBEPEHO

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

[okymeHT nposepeH OKK: 55/“1)_) HokymeHT oao6peH OOK: W
Date / Date / ]

[lara: sRAI-nY -5y [ara: 0110 2res
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