Cipla

- CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIH3A

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Tpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/Cepua Ne: 482102

Batch Quantity / O6sem cepun:

5853packs / ynaxosox

AR No / Anaauruuecicuii otuer Ne : ARF/175/2022|Date of Analysis / {aTa ananusa:

11.08.2022

Date of Mfg / lata nponssoacrea:  07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Ananus nposeaén no HJ/I: T1 N013745/01-091017, Ham. Ne | ot 17.04.2020

Test / Hokaszares

Ne Result / PesyabTaTsL

Specification / Hopma

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. / Ilnockue kpyrasie TabaeTku co
CKOHIEHHBIMH KPasiMH OT KOPHYHEBOT'O IO TEMHO-
KOPUYHEBOrO LBeTa ¢ BkpanneHuamu. Ha oguoii
cropoHe Tabnetku BeigasieHo cioso «CIPLA», na
OpYyrof - IHHHA pa3ioma,

2 Identification / ITommHEBOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercrByer OxpalnMBaHie aMMHAYHOrO PACTBOPAa B KPACHBIH
AHTpaxHOHOBBIE MTIHKO3HIEL i )
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY Cootsercrsyer chromatogram of the sample solution should
Merunnaparuapokcudenzoar corresponds to the retention time of the principle
(BXX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
yAEPKHBAHHS OCHOBHOTO MHKA HA XPOMAaTOrpaMme
HCIMLITYEMOr0 PacTBOPA AOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPIKHBAHHS OCHOBHOrO ITHKA Ha
XpOMaTorpaMme CTAHAAPTHOTO pacTBOpa
Mmetunnaparuapokcubensoara (pasgen
«MeTtunnaparuapokciubeHsoar),

3 | Average weight / Cpenuss
Macca

187.79mg / 187,79mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYET Tpebosarnam Hf

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge //

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: \:B AR, [okymeHT ogo6peH OOK: )t
Date/ 14-0R.2022 Date / .08 .2022
fara: Nata:

FMQCO003-15-06

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, Pemem Goa -403512




Cipla

) CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482102

Batch Quantity / OonLem cepum:

5853packs / ynaxonoi

AR No / Auanuruueckuii oruer Ne : ARF/175/2022

Date of Analysis / JaTa ananu3sa:

11.08.2022

Date of Mfg / IlaTa npoussoacrea:  07/2022

Date of Expiry / I'onen fo:

06/2025

Analysis performed according ND / Ananus npoeenén no HI: TINO13745/01-091017, Mam. Ne | ot 17.04.2020

Ne Result / PesyasTarsi Specification / Hopma
Test / Tlokasarens
4 | Uniformity of weight / Complies / CootercTByeT 18/20 tablets NMT + 7.5 %/ 18/20 ue bonee + 7,5
OpxoponHOCT NO Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%
5 | Loss on drying / [loteps B 1.6% NMT 6.0 % / He Gosee 6,0 %
Macce TMPH BLICYIIHBAHHH
6 | Dissolution / 79 - 88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozunos yepes 120 mun
7 | Uniformity of Dosage units / AV =53 The acceptability index forn =10 AV <L1.

OnHOPOOHOCTE HO3HPOBAHUS

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.

ITokasatens npuemnemocts ans n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npessituaer L1,
TIPOBOASAT HCMbITaHKE Ha crneayowux 20 obpasuax.
Jns n=30 AV <L1. Bece 3HadeHus Xi JOJDKHBI
yIOBIETBOPATE HEPABEHCTBY:!

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

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonuuectBennoe onpenenexue
(Cnextpodotomerpus)

13,93mr/1ab

13.93 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B 1n one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UOB B NepecyeTe Ha ceHHo3ua B B oguoi
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTBYET TpebosaHuamM H

Conclusion : APPROVED /
3aknmoyenue: OQOBPEHO

Checked by QC In-Charge Approved by QA In-Charge / A
JokymeHT npoeepeH OKK: 43 | CLe [NokymeHT oao6peH OOK: @fﬂ/’
Date / . Date / ; 3 :

. O ' BPhs B . v M SR . o o
Nara: Rk [ata: ks s

FMQCO003-15-06

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
CEPTHO®UKAT AHAJIM3A

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npoussoacTBa:

Batch No / Cepus Ne: 482102 Batch Quantity / O6nem cepuu:  5853packs / ynaxosox
AR No / Ananutuueciknii otuer Ne : ARF/175/2022|Date of Analysis / Jara ananuza: 11.08.2022
07/2022 Date of Expiry / I'ogen go: 06/2025

Analysis performed according ND / Anamus nposenén no HJI: [INO13745/01-091017, Ham. Ne 1 or 17.04.2020

Test / Hokaszarens

Ne Result / Pesyabrarsl

Specification / Hopma

9 | Content of Methyl 0.047 mg/tab
parahydroxybenzoate(HPLC)/
Coneprxanne
meTuinaparuapokcubensoara 0,047mr/1ab
(BOXX)

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

10 | MICROBIAL LIMIT TEST/ MuxpoOuonorudyeckas 4ucToTa

10a) | Total Aerobic microbial count/
Obuee uncno a3podHLIX 20

MHMKDPOOPraHH3MOB

Not more than 10 cfu/ g / He Gosee 10* /1

10b) | Total combined yeast and mould
count / Obuiee uncno
ILUIECHEBBIX H JPOACKEBBIX

rpubos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Yeroituusnie K
OEHCTBHIO JKET4YH

rpamMoTpHuareabHble OaKTepun

Absent /OtcyTcTBYIOT

Not more than 10°/ g / He 6omnee 10° /r

10d) | Staphylococcus aureus

~ Absent /OTcyTCTBYIOT

Absentin 1 g/ Orcyrcreues 1 r

10e) | Escherichia coli

Absent /OtcyTcTByIOT

Absentin 1 g/ Ortcyrcteues 1 r

101) | Salmonella

Absent / OtcyTeTBYIOT

Absentin 10 g /Orcyrerere s 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooteeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwueHune: OJOBPEHO

Checked by QC In-Charge /

JokymeHT nposepeH OKK: &) o

Approved by QA In-Charge /
LokymeHT opo6peH OOK:

G

Date /

[laTs: 11083202 2

Date /

fer: W98 -2021

FMQC003-15-06

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, Permem Goa -403512 :




ipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Paged4of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHANE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 482102

Batch Quantity / O6nem cepumn:

5853packs / ynaxesox

AR'No / Ananurtnyeckuii otuyer Ne : ARF/175/2022

Date of Analysis / /laTa ananusa:

11.08.2022

Date of Mfg / llata npoussoacrea:  07/2022

Date of Expiry / 'ogen xo:

06/2025

Analysis performed according ND / Ananaus nposenén no H/I: [T N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTsi Specification / Hopma
Test / TlokazaTens -
11 | Package / Ynakoska Package / Ynaxosxa - 20 tablet: ; ,
o bl%s ter r:a de 'z:;. o Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | °F 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in | C3TOD- 20 tablets in a blister made of PVC
;ca S /PE/PVDC film and aluminum foil, 25 blisters with
GHHCTeb Sesnnieiy 25 patient information leaflets in a carton. / ITo 20
& tabnerok B OMUCTEp U3 TUIEHKH TPEXCIOMHOM
OJTHBHHHIIXJIOPHHOH
(nonnamneﬁoszﬁ'? (IIBX/II2MIBAX) u amomuuuesoii dhonsru. Io 2
R w3 6rucTepa BMecTe ¢ MHCTPYKUHeil 1o
NtoMERAeSGH BosrE; 10 28 NPUMEHEHHIO B KapTOHHYIO nauky. ITo 20 tabnerox
GmacTepos B kapToﬂﬂy;o oAl OaMCTep H3 MICHKH TOIHBHHIIXIOPUAHOM
cniReston LS srs kgl Y (monu3THIEHOBOI / MOMMBHHUIAEHXJIOPUIHOH) 1
— amomuHuesoli Gonbru, no 25 Gnucrepos B
’ KapTOHHYIO MUKy C BIOKEHHEM 25 HHCTPYKUMH Mo
NPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cooteerctenu ¢ HJJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom Mecte npu Temneparype He

XpaHeHHs soiwe 25 °C.
14 Shelf life / Cpox roasocTu 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTcTayeT TpebosaHusm HJ

Conclusion : APPROVED /
3aknioueHue: OOGPEHO

Checked by QC In-Charge [l ,~
LlokymeHT nposeper OKK: lg Do n €

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

L
‘%ré

Date /

Nata ']1.0 Sun@9 B

Date /

Nara: W08 2022

FMQC003-15-06

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




