Cipla

CERTIFICATE OF ANALYSIS
A CEPTH®HUKAT AHAJINU3A

Page 1 of 4/ C1p. 1 3 4

Product: SENADE TABLETS 13,5 mg

MpoaykT: CEHA,I{E'E, TABJAETKH 13,5 mr

Batch No / Cepusnt Ne : 484047

Batch Quantity / O6bem cepun:  5845packs / ynakosok

AR No / Ananurnueckurii oruer No 1 ARF/112/2024 | Date of Analysis / /lara anaausza: 20.07.2024

Date of Mfe / laTa npomnsBoactBa:  07/2

024 Date of Expiry / T'oaen ao: 06/2027

Analysis performed according ND / Ananu3 nposeaén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, uam. No 1 o1 09.07.2024

No

Test / Mokazarens

Result / PeaynbTats! Specification / Hopma

1 | Description / Gnucanue Complies / CooTsetcTBYET 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. / [Taockue kpyTiibie TabIETRY CO
CKOLWEHHBIMU KPASIMU OT KOPUUYHEBOIO 10 TeMHO-
KOPUUYHEBOrO UBETa ¢ BkparaeHuamu. Ha onHoii
cTopoHe TabneTku BblaasneHo cnoso «CIPLA», Ha
ApYro# - JMHUE panoma.

2 Identification / TloainHHOCTD

Complies / Ammoniacal solution turns a reddish celour /

2a} | Anthraquinone glycosides /
CooTBeTCcTRYET OxpallMBaHHe aMMHAYHOrO pacTBOpa B KpacHbli
AHTpaXHWHOHOBBIE TTHKO3UIbI LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MeTuaraparuipokcubensoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoater) / Bpems
YISPKHBAHUA OCHOBHOIO MUKA HA XpOMAaTOrpaMMe
HCMBITYEMOIO PACTBOPA AOKHO COOTRETCTBOBATD
BpEMEHU YALPHHBAHWS OCHOBHOTO MHMKA HA
XPOMaTOrpamMMe CTaHAApTHOTrO pacTRopa
meThanaparuapoxcubensoara (pazzen
«MeTuanaparnapoxcHbeH304aT).

Average weight / Cpennsas
macca

(%)

187.04mg / 187,04mr 189.99 mg £7.5% / 189,99 Mr+7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: MpoayKT cooTEeTCTBYET TpeboeaHuaM HIl | 3aknioveHune: OOOBPEHO

Checked by QC In-Charge / 9;61’%
AokymeHT npoepeH OKK: ‘ '

Approved by QA in-Charge /
HokymenT ogobpen OOK: W

Date /

[ata: 2 oT-20k

Date /

Nata 79-07. 2024

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
* CEPTUDOHUKAT AHAJIN3A
Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg IlpoaykT: CEHA,[[E®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484047 Batch Quantity / O0bem cepun:  5845packs / ynakosok

AR No / Anaantayecknit oraer Ne : ARF/112/2024|Date of Analysis / JaTa anaaun3a: 20.07.2024

Date of Mfg / Jara npon3soactsa: - 07/2024 Date of Expiry / Foaen ao: 06/2027

Analysis performed according ND / Ananu3 nposenén mo H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PeayabTaTbt Specification / Hopma

Test / [TokazaTenn

4 | Uniformity of weight / Complies / CooTReTcTRYET 18/20 tablets NMT + 7.5 %/ 18/20 ne bonee + 7.5
OAHOpPOAHOCTE NO Macce %
, 2/20 tablets NMT £15% / 2/20 He Gonee +15%
5 | Loss on drying / [ToTeps B 22% NMT 6.0 % / He Gonee 6,0 %
Macce TIpH BbICYLLIHBAHHH
6 Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (Q) cennoznnos uepes 120 mun
7 | Uniformity of Dosage units / AV =54 The acceptability index forn =10 AV <L1.
OnHOpPOAHOCTL JOIHPOBAHUA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730
AV < LI1. All values of xi must satisfy the
inequality:

IM-x1: <001 x L2 x M.

LI =150:L2=250.

[TokazaTtens npueMIeMoOCcTH AT n=10 AV < L1.

B cnyuae, ecni 3HaueHne AV npessiaer L1,
NpOBOIAT HCIbITAHHE Ha caeaytounx 20 obpasuax.
Hnsa n=30 AV < L1. Bece 3HaueHus Xi JO/KHbI
YIOBETBOPATH HEPABEHCTBY:

IM-xi} <0,01 x L2 = M.

L1 =150:L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 1 15.0 %) of
KonuuecTBeHHOE  OnpeleNeHHe 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnektpogoTomeTpus) Ot 12,15 a0 15,53 mr (o1 90.0 no 115,0 %)

14.08Mr/Ta6 CEHHO3M/IOB B NEPeCUeTe Ha ceHHO3UA B B 01O
Tabnertke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Mpumeuanue: Npoaykr cooteeTcrayeT TpeSoBaduaM HO | 3aknwyenue: OQOBPEHO
Checked by QC In-Charge / ’P &P Approved by QA In-Charge / 7
DokymeHT npopeper OKK: = AokymeHT ogobpen OOK; W
R:;Z:" 2-Q.c'T. 2034 E:ﬁi:j 299072024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIM3A

Page 3 of4/Crp.3n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484047

Batch Quantity / O0bem cepuH:

5845packs / ynakoBok

AR No / AnaMTuuecknii oraer Ne : ARF/112/2024 Date of Analysis / Jara anaauza: 20.07.2024

Date of Mfg / lata nponssoacrea: _ 07/2024 .

Date of Expiry / Togen g0:

06/2027

Analysis performed according ND / Anaaus nposenén no H/1: TE N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / Pe3ynbTaThl

Test / [lokazarenn

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
METHIMaparuIpokeudensoaTa
(BIKX)

0.041mg/tab

0,041 mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas 4HCTOTa

10a) | Total Aerobic microbial count /
O6uiee yveno aypodHbIX 50

MUKpPOOPratiuiMoB

Not more than 10° cfu/ g / He onee 10* /1

106 | Total combined yeast and mould
count / O0wee uncno
MUIECHEBRIX M APOWKEBLIX

Tpudon

<10

Not more than 107 cfu/ g /He Goaee 107 /1

100) | Bile tolerant gram-negative
bacteria/ YcroluuBbie K
NefACTBUH KeIun

rpaMoTpHUATENLHBIE BAKTEPHH

Absent /OtcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyTcTBHe B I T

10 ¢) | Escherichia coli

Absent /OTCYTCTRYIOT

Absentin | g/ OtcyrctBre B 1 T

10N | Salmonella

Absent / OT1CyTCTBYIOT

Absentin 10 g / OtcyTcteue B 10 g

Remarks . The Product conforms to ND/
Npumeuanue: MpodyKT cootseTcTBYET TpeGosaHuam H

Conclusion : APPROVED /
3aknovenue: OQOBPEHO

Checked by QC In-Charge / £, D
NokymeHT nposeper OKK: :7:6’ :

Approved by QA In-Charge /
HokymeHT oacbpern OOK:

Date /

LT
Nata: 24 e

Date /

ﬂaTa' '2_0| O T ?/02,(-'

FMQC003-15-09

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




CERTIFICATE OF ANALYSIS

~

CEPTH®HKAT AHAJIM3A

Cipla

Page 4 of 4/ Cr1p. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484047

Batch Quantity / O6nem cepun:

5845packs / ynakoBok

AR No / AnaantHuyeckuil oruer Ne ; ARF/112/2024

Date of Analysis / lata anaamza: 20.07.2024

Date of Mfg / lara npousBoacrea:  07/2024

Date of Expiry / T'onen ro: 06/2027

Analysis performed according ND / Ananu3 nposexén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09,07,2024

Ne Result / PeayabTaThl Specification / Hopma
Test / Mokaiateas
11 | Package / YnakoBka Package / ¥Ynakoska - 20 tablets : .
& i a bl%sler made of Package / Ynakopka - 20 tablets in a blister made of
) three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and &y o rman ;
. . . , or 3 blisters and a patient information leaflet in a
aluminum foil. 25 blisters with . .
o . . |carton. 20 tablets in a blister made of PVC
25 patient information teaflets in ) . . . .
/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Ilo 20 rabneTtok B C . .
, 25 patient information leaflets in a carton. / Tlo 20
OnHCTEp M3 MIEHKH - L
M0 AMBAH KX IOPHIHOR TabneToK B BIUCTEP M3 FLICHKA TPexcaoftHoil
- (IBX/II/TIBAX) v antoMunuesod oabru. Mo 2
(nonu?TUNEHOBOM/ "
. HiIH 3 GaucTepa BMecTe ¢ MHCTPYKUHEl no
NOTUBHHHIIEHXTOPUIHON) H , ’
. NPUMEHEHHIO B KapTOHHYIO nadky. [To 20 Tabaetox
antoMuHHeBo# dombru, ne 25 N
B OAHCTEP W3 NAEHKH NOIHBHHUAXIOPHAHO!H
OIKCTEPOR B KAPTOHHYIO MAUYKY L o
§ (TONU3TUIEHOBOH / NOJHBHHHIIEHXJIOPHIHOIH) H
C BAOKEHHEM 25 WHCTPYKUUHA -
amoMHHHEBOH dobrH. o 25 6aHcTepoB B
N0 MPUMEHEHIHIQ, .
KApTOHHYIO MAuKy ¢ BIOKEHHEM 25 HHCTpyKUHUH no
IPUMEHEHHID,
12 Labeling " MapkHpoBka According to ND/
B cooTtseTcTBHM ¢ HA
13 Storage conditions / Ycnosns In a dry place, at temperature below 25 °C. / B cyxom MecTe nipu TemnepaTtype He
XpaHeHHs Bbiie 25 °C,
14 Shelf life / Cpok roanocti 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumevanne: MNpofyKT cooTeeTCTBYET TpebosaHnam HII

Conclusion : APPROVED /
3aknyenne: ODOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymenT nposepex OKK: F.:(:;;b-—D LoxkymenT ogobper OOK: W
H::Z:" 2 K. .0T-relq BZ;:’ 2907 22024

FMQC003-15-09
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