Cipla

CERTIFICATE OF ANALYSIS

* CEPTHOUKAT AHAJIWU3A

% Page 1 0of4/Crp. 1 n3 4
[Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJAE", TABJETKH 13,5 mr
IBatch No / Cepna Ne: 485098 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / Anaqutnueckufi oruer Ne : ARF/168/2025|Date of Analysis / lata anaansza: 25.08.2025
Date of Mfg / Jlata npoussoacra: _ 08/2025 Date of Expiry / 'ogen 10: 07/2028

Analysis performed according ND / Anaaus npeseaén no HJ1: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TTI N013745/01-180522, ni3m. Ne 1 ot 09.07.2024

}_ ' Result / Pe3yabLTaTbl Specification / Hopma

Test / [okazaTens

I | Description / Onucanne 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. / TL10cKHe Kpyriable TAGNETKH CO
CKOLIEHHbIMH KPasMH OT KOPHUHEBOTO 10 TEMHO-
KOPYHHEBOTO LBETA ¢ BKpAieHuaMH. Ha onnoi
ctopone TabneTkH BeuaasneHo cioso «CIPLA». na
APYTOH - IMHUA pa3ioMa.

2 Identification / [loanWHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYeT QKpauMBanne AMMHAUHOCO DacTBOPa B KpacHbIil
AHTPaXHHOHORIE FIAHKO3HAb!
UBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ COO0TBETCTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methy| Parahvdroxybenzoate») / Bpema
yIepRHBAHWE OCHOBHOTO MAKA HA XpoMarorpaMme
HCIBITYEMOMO PACTBOPA AOHHO COOTBETCTROBATh
BpEMEHH yAEpHKUBAHNA OCHOBHOFO NMHKA Ha
XPOMETOrPavMMe CTAHAAPTHOTO pacTBopa
verunnaparuaipokcudensoara (pasnel
«MeTHnnaparuapokcHOeH3oar),

3 Average weight / Cpeanas 189.86mg / 189,86mr 189.99 mg +7.5% / 189,99 mr £7.5%
Macca J
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NpumeyaHue: MNpogykT cooTeeTcTayeT Tpebosanuam H | 3aknioueHue: OOOBPEHO
Checked by QC In-Charge / g Approved by QA In-Charge / x o
LokymenT nposeper OKK: "i[—» € OokymeHT onobpern OOK: g’«"\
Date / e 5 Date / ) -
[ara: 2% 081 ¢ | pata: IS 0% 2
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJIU3A

Page 2 of 4/ Cr1p. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJ/IE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485098

Batch Quantity / O6bem cepnn:  5844packs / ynakosok

AR No / Apanutnuecknii ot4eT Ne: ARF/168/2025|Date of Analysis / JlaTa anaamza: 25.08.2025

Date of Mfg / [lata nponisogcrea:  08/2025 !Date of Expiry / Togen g0: 07/2028

Analysis performed according ND / Ananuz nposegén mo H/Q: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / H NO13745/01-180522, nam. Ne 1 o1 09.07.2024

Ne
Test / Nokazarenn

Result / PesyabTarsl Specification / Hopma

4 | Uniformity of weight /

Complies / CooTBeTcTRYET 18/20 tablets NMT £ 7.5 % / 18/20 e Sonee 1 7.5

OAHOPOAHOCThL NO MAcce %
2/20 tablets NMT =15% / 2/20 ne Ooaee * 15%
5 Loss on drying / [NoTteps s 1.7% NMT 6.0 % / He Gonee 6.0 %
Macce FIpU BbICYLIHBAHUM
6 Dissolution / 77-96% NLT 70 % (Q) of sennosides in 120 minutes

Pacteopenue

He menee 70 % (Q) cenHozuA0B uepes 120 MuH

7 | Uniformity of Dosage units /
OAHOPOAHOCTL I03MPOBAHMS

AV=33 The acceptability index forn =10 AV < L.

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

AV < L1. All values of xi must satisfy the
inequatity:

M-xi 0,01 x L2 x M.

L1=150;L2=250.

ITokazatens npuem:aeMoctd ana n=10 AV < L1.

B cnyuae, eciiv 3Hauenue AV npesbhuaet L1.
[POBOAAT MCMbITAHYUE HA citeayowux 20 obpasuax.
Joan=30 AV < L1, Bee 3nauenus xi 00TAHbI
YAOBIETBOPATH HEPABEHCTBRY:

IM-xi| 0,01 x L.2 x M.

L1=150:L2=25.0.

8 | Assay {Spectrophotometry)
KonuuecTseHHOe onpefneeHne
(CnexTpodoTomeTpusn)

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

t4.07mg/tab / sennosides calculated as sennoside B in one tablet. /
OT1 12,15 10 15.53 mr (o1 90,0 00 115.0 %)

14.07mr/Tab CEHHO3UAOB B nepecyeTe Ha ceHHo3na B B oaHoi
TabaeTxe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanue: MponyKr cooteetcTByeT Tpebosanuwam HI | 3aknwovenue: OJOBPEHO

Checked by QC In-Charge / _ Approved by QA In-Charge / =}
OoxkymenT nposeper OKK: 5‘g£ s HokymeHT ogobpen COK: ﬂoy
Date / o Date /

Latas <2 5 0&1e13 Jara: QS-ef 200Y
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Cipla

Page 3of4/CTp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485098

Batch Quantity / O6bem cepuu:

5844packs / ynakosok

AR No / Anannrnuecknii oraer Ne : ARF/168/2025 | Date of Analysis / laTa anannza: 25.08.2025

Date of Mfg / IaTa npon3soacrea:  08/2025

Date of Expiry / ['oaen go:

07/2028

Analysis performed according ND / Ananns nposenén no HJ: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 or 09.07.2024

_ |

Test / MokazaTeas

Result / PesyiLTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copepxanue

METHNTIAPAr HAPOKCHOEH30ATA
(BKX)

0.038mg/tab

0.038mr/Tad

0.028 - 0.056 mgitab. / Ot 0,028 1o 0,056 mriTad.

10 | MICROBIAL LIMIT TEST/ MukpoGuoaorHueckas HHCTOTA

10a) | Total Aerobic microbial count / 10
OGuiee YHCIo aIpodHBIX

MHKPOOPraHH3MOB

Not more than 10 ¢fu/ g / He Gonee 10° /r

100 | Total combined yeast and mould
count / Odulee UHCIO
TLTECHEBBLIX H APOMOIKEBLIX

rpubos

Not more than 10° ¢fu’ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ ¥ cToluuBbIE K
NEHCTRHIO HKENTH

TpPaMOTPHLLEATEIbHEIE ba KTEPHH

Absent /OTcyTeTBYIOT

Not more than 107/ ¢/ He Gonee 107/

10 d) + Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin 1 g/ OtcyTerBue s L T

10e) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyTeTRue B I T

10f) | Salmonella

Absent / OTCyTCTBYHOT

Absentin 10 g / OtecyretBre B 10 g J

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYeT TpebosaHuam HA

Conclusion : APPROVED /
3akntovenue: OQOBPEHO

Checked by QC In-Charge / [\ o
JokymeHT nposepeH OKK: - Yl

Approved by QA In-Charge / .
DokymeHT oaobpen QOK: C&/\(&t‘

Date /

Flaer 2.5 08 1e 0

Date /

<ot 2zny
[ara: -

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHOHUKAT AHAJTH3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepnn Ne: 485098

Batch Quantity / O6bem cepnm:

5844packs / ynakoBok

AR No / AnaanTHuaecknii order Ne: ARF/168/2025

Date of Analysis / JlaTa ananusa: 25.08.2025

Date of Mfg / laTta npouseoactea:  08/2025

Date of Expiry / Tonen go:

07/2028

Analysis performed according ND / Anaans npoeeaén oo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, wam. Ne 1 or 09.07.2024

Test / lMokazarenn

Result / PesyanTaTht

Specification / Hopma

11 | Package / YnaxkoBka
in a blister made of

DIMCTEP U3 MIEHKN

{NOAUATHIIEHOBOIH/

o MpUMEHEHHIO.

Package / Ynakogka - 20 tablets

PVC/PE/PVDC {ilm and
aluminum foil, 25 blisters with
23 patient information leaflets in
a carton. / INo 20 Tabnetok B

HOHHBMHHHXHOPHHHOH

MOJMBUHHIHICHXNOPHIHOH) U
ATIOMHHHEBOH Gonbsry, no 25
GAUCTEPOB B KAPTOHHYIO MAYKY
C BJOKEHHEM 235 MHCTPYKUMH

Package / YnakoBka - 20 tablets in a blister made of
three-fayer 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
Tal;IeTOK B O.IMCTEP M3 MEHKY TPEXCIOHHOMN
(IBX/ITTIBAX) v amoMuuerott Gdotsru. [To 2
HAH 3 BaMcTepa BMECTe ¢ HHCTpYKLUHeH no
[IPHMEHEHHIO B KapTOHHYO nadky. [Ho 20 tabnerok
g BOMCTEP M3 NUIEHKH MONTHBHHUAXNOPHAHCIH
(MOAMITHIIEHOBOK / NONHBUHUNUASHXIOPHIHOHN) 1
AMOMUHHEBOH onbry, no 25 GaHCTepoB B
KaPTOHHYIO MAUKY ¢ BIOKEHHEM 25 UHCTPYKUHIE NO
NPUMEHEHUIO.

12 Labeling / MapkupoBka According to ND /

B cootsercTeun ¢ HJ

13 Storage conditions / Ycnopus

XpaHeHHs BeIe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe MpH Temneparype He

14 . Shelf'life / Cpox roanocTtH 3 years /3 roma

Remarks : The Product conforms to ND/
Npumevanwe: NpoaykT cooTBeTCTBYET TpeboaHuam HJI

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Charge / 0
OokymeHT nposepeH OKK: :iﬁ tf”

Approved by QA In-Charge /
HokymeHT ogoBpeH QOK:

Date /

fara: 2508 1,04

Date /

Oara: I8 2008

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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