Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485104 Batch Quantity / O6bem cepun:  5849packs / ynakonox
AR No / Agannruueckuii otaer Ne : ARF/175/2025 | Date of Analysis / laTa anaauza: 30.08.2025
Date of Mfg / laTa npousBoacrea:  08/2025 Date of Expiry/ I'onen a0: 07/2028

Analysis performed according ND / Anasnus nposenén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / [MokaszaTenanb

Result / Pe3ybTaThbl

Specification / Hopma

1 Description / Onucanue

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [lnockue kpyrasie TabaeTku co
CKOLIEHHBIMH KPasMH OT KOPHHHEBOIO A0 TEMHO-
KOPUUYHEROTO 1IBETA C BKparLieHUAMHA. Ha oaHoi
ctopoe TabneTky BelaasieHo cnoso «CIPLA», Ha
JpYTO - THHWS pasnoma.

2 {dentification / [TonaHHHOCTD

2a) | Anthragquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOoTBETCTBYET OKpallMBaHHe aMMHAYHOTO PACTROPA B KpacHbIH
AHTPaxMHOHOBBIE FAWKOINIbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies/ Retention time of the principle peak in the
(HPLCY COOTBETCTBYET chromatogram of the sample solution should
MernnnaparugpokcubeHsoar corresponds to the retention time of the principle
(BKX) peak in the chromatogram of the Methy!

Parahydroxvbenzoate standard solution (refer test
«Methy! Parahydroxybenzoatern)} / Bpems
yASPHHBAHUS OCHORHOIO MK Ha XpoMaTorpaMMe
HCMbLITYEMOTO paCTBOpd AO/BKHO COCTBETCTBOBAThH
BpEMEHY YICPHKUBAHNS OCHOBHOTO NWKA Ha
XPOMATOrpamMMe CTAHAAPTHOrO pacTBopa
MeTuInaparuipokcdenszoara (paiaen
«MeTtunnaparuapoxcubensoar).

Average weight / Cpeauss
macca

[VE)

188.15mg / 188.15mr

189.99 mg £7.5% / 189.99 mr £7.5%

Remarks ;: The Product conforms to ND/
Npumeuanue: NMpogyxT cooTeeTcTByeT Tpefobaruam HI

Conciusion : APPROVED /
3aknwuenune: O0OBPEHO

Checked by QC In-Charge / A Approved by QA In-Charge / woP
HoxymenT npoeepeHd QKK — HoxymeHnT ogobpen COK: s

Date / Date /

ﬂ:TZ: 50 0% Lers ,D,ZTZI 008 1y

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 60-63, Tuem I[ndustrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDUKAT AHAJIHU3A

Page 2 of 4 /Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg_

Mpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 485104

Batch Quantity / O6beM cepun:

5849packs / ynakoBok

AR No / ApaanTuuecknii otyer Ne :

ARF/175/2025 | Date of Analysis / Jara anananza: 30.08.2025

08/2025

Date of Mfg / laTa nponssoacrsa:

Date of Expiry / I'oaen go:

07/2028

Analysis performed according ND / Anauz npopenés no H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Test / Tloka3zaTens

Result / PesyneraThi

Specification / Hopma

4 1 Uniformity of weight /
QIHOPOAHOCTH NO Macce

Complies / CooTeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 ne Sonee = 7.5
%%
2/20 tablets NMT =15% / 2/20 ne Gonee + 5%

5 | Loss ondrying / [loTepa B 1.8% NMT 6.0 % / He bomee 6,0 %
MAcce MpH BbICYLLHBAHHN
6 | Dissolution / 77-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenno3naos yepes 120 MHH
7 | Uniformity of Dosage units / AV =39 The acceptability index forn= 10 AV <L1.

(OAROpPOIHOCTL IO3HPOBAHHS

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

AV < L1, All values of xi must satisfy the
inequality:

M-xi. £ 0,00 x L2 x M.

L1 =150:L2=23.0.

[Mokazare:1b npHemileMocTH i n=10 AV < L1,

B cayuae, ecnu 3nauenune AV nperbiwaet L1,
NPOROAST UCTIMTAHUE HA cledylotinx 20 obpasuax.
Jdna n=30 AV < L1. Bece 3Ha4eHNA X1 ACTHHDI
VAOBIETBOPATH HEPAREHCTBY!

M-xi* < 0.01 = L2 = M.

LI =150;L2=250.

8 | Assay {Spectrophotometry)
KonnuecTeeHHoe onpeneneHue
{CnektpodoTomeTpus)

14.01mg/tab /

14.01mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
OT1 12,15 10 15,53 mr (o1 90,0 no 115.0 %)
CEHHO3WMIOR B NIEpecyeTe HA CeHHO3uA B B onHOi
TalaeTke.

Remarks - The Product conforms to ND/
Mpumeuanume: MNpoaykr cooteeTcTeyeT TpebosaHnam HL

Conclusion : APPROVED /
3aknwuenune: QAOBPEHO

Checked by QC In-Charge / [~ "
HokymeHT npoeeped OKK: C_/__‘[ ~

Approved by QA In-Charge /
AokymenT oacbpern OOK;

s

Date /
Hara:

20 0% 1201%

Date /

Harta: 2008 225"

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

) CEPTUOUKAT AHAJIH3A
Page3of4/Crp.In3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485104 Batch Quantity / O6bem cepuu:  5849packs / ynakoBok
‘|AR No / Ananutnuecknii oruer Ne: ARF/175/2025 Date of Analysis / lara apannsa: 30.08.2025
Date of Mfg / laTa npon3soactea:  08/2025 Date of Expiry / I'ogen ao: 07/2028

Analysis performed according ND / Ananus nposeaén no H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PeaynbTaThl Specification / Hopma
e Test / NokazaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTHnnaparuapokcHbeH3oaTa : 0,043Mr/7a6
{BXX)

10 | MICROBIAL LIMIT TEST/ MuxpoSnonoruiueckas 4ucToTa

10a) | Total Aerobic microbial count / 20
Obutee YKCI0 a3pO0HBIX Not more than 10" cfw/ g / He 6onee 10° /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10" ¢fu/ g /He Gonee 107 /r
count / OBuwee uncno <10
TIECHEBBIX M APOHIKEBbIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OrcyTcryroT Not more than 107 / g / He Gonee 107 /r
bacteria/ YcToilumnabie K
ACHCTBUIO HETYH
rpaMoTpHLUATEALHBIE DaKTepHH
10d} | Staphylococcus aureus Absent /OTcyTCTRYIOT Absentin 1 g/ OtcytctBues I r
10¢) | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ Oteyrcteue s 1 r
100 | Salmonella Absent / OteyTeTBYOT Absentin 10 g / Orcyrerue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumevanue: NpogykT cooTeetcTeyeT Tpebosanuam HO | 3aknwovenme: OQOBPEHO
Checked by QC In-Charge / Lo Approved by QA in-Charge /
. X \LD-P
HokymenT npoBeper OKK: AokymenT 0g06pen OOK: o
Date / Date /
fara: 29 0} 1028 [lata. 7608 -200Y

FMQC003-15-10

Cipla Lid.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013. India.
At : Simchem Pwt. Ltd., Plot No. 60-65, Tuem Industrial Estate. Tuem, Pemem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®HKAT AHAJIH3A

Page4 of 4/Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns Ne: 485104

Batch Quantity / Obnem cepuns

5849packs / ynakorox

AR No / Anaaurudeckuii oruer Ne : ARF/175/2025

Date of Analysis / /lara anaanza: 30.08.2025

Date of Mfg / Jata npon3BogzcrBa:  08/2025

Date of Expiry / Toaen go:

07/2028

Analysis performed according ND / Anaaus nposeaén mo HJ: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [MokazaTeqp

Resuilt / PeyabtaThl

Specification / Hopma

Package / Ynakoeka
in a blister made of

GmMcTep U3 MNEHKH
MOMHBHHUITXIOPHAHOM
(MONUITUACHOBOH/

[0 [PHUMEHEHHLO,

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton, / Io 20 tabieTok B

AOWBHHWIHAEHXJIOPUIHOH ) #
aMOMHUHHKEBOH (ONBIH,
0.HCTEPOB B KAPTOHHYIO TIAYKY
C BIOKEHMEM 25 MHCTPYKUUH

Package / ¥nakoska - 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. / T1o 20
TabNeTOK B (LIMCTER M3 [LTEHKH TPEXCNOAHOH
(MBX/IXIBAX) v antomuHue o doasru. Io 2
wan 3 Oumerepa BMeCTE ¢ HHCTPYKLUKEHR no
TIPHMEHEHHIO B KapTOHHY nadky. 1o 20 TabaeTok
B DUIHCTED W3 MIEHKH NOJUBHHUIXJIOPHAHOH
{N0AMITUICHOBOI / MONMBHHHIHICHXAOPHAHOR) U
anroMHHHeBoit (obrH. N0 25 OIHCTEPOB B
KapTOHHYIO MAYKY C BAGKEHHEM 25 HHCTPYKuuil no
TPUMEHEHHIO,

o 25

12 Labeling / Mapkuposka According to ND /
B cooTBerctBun ¢ HJL
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyxoM MecTe Npu TeMneparype He
XpaHeHus Bbiute 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
NMpumevanue: MpoaykT cooTBeTCcTBYET TpebosaHusm HI

Conclusion : APPROVED /
3axnwuvenne: OQOBPEHO

Checked by QC In-Charge / / £ O
e

Approved by QA In-Charge /
AokymeHT opobper OOK:

)ﬁa& Kb
- /

Date /

DoxymenT nposepeH OKK:
0 roT. -
Bata: 3 revs

Date /

fara: A

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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