Cipla

S CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Page 10f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHA,I(E®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482101

Batch Quantity / O6bLem cepum:

5852packs / ynakoBok

AR No / Ananurnuecknii oraer Ne : ARF/172/2022|Date of Analysis / laTa ananuza: 06.08.2022

07/2022

Date of Mfg / laTa npou3BoacTaa:

Date of Expiry / I'ogen go:

06/2025

Analysis performed according ND / Ananusz nposeaén mo HJ{: [1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / HoxkazaTennb

Ne Result / PesyabTaTsr.

Specification / Hopma

1 Description / Onucanue

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. / ITnockue kpyrasie Tabnetku co
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOro uBeTa ¢ kpamnenusmu. Ha omHoit
croposre tabnetku Beigasneso cnoso «CIPLA», Ha
Lpyroii - IMHHA pa3ioma.

2 Identification / [TommHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTByeT OkpalnBaHie aMMHAYHOrO PacTBOpPa B KPACHBII
AHTPaX MHOHOBBIE IIHKO3H/BI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
Mertunnaparunpokcubens3oat corresponds to the retention time of the principle
(BDMX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / B pemsa
YZlep)KUBaHHs OCHOBHOTO MMHKA HA X POMATOrpaMMe
HCHBLITYEMOro PACTBOPA IOJDKHO COOTBETCTBORAThL
BPEMEHH YJEPXKHBAHHI OCHOBHOIO TIHKA HA
XpOMaTorpaMMme CTaHapTHOrO pacTBOpa
MeTunnaparuapoxkcudbensoara (pazmen
«MeTunnaparuapokcubeH3oar).

3 | Average weight / Cpennsist
macca

186.43mg / 186,43 mr

189.99 mg £7.5% / 189,99 mr £7,5%0

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3akmouenune: OQOBPEHO

Checked by QC In-Charge /[ )
[lokymeHT nposepeH OKK: C\,g )it

Approved by QA In-Charge /
[okymeHT ogobper QOK:

B

Date /

[aTa: QG OB %

Date /

0%.08-2022
[ara:

FIMQC003-15-06

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 ;
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482101

Batch Quantity / Oobem cepuu:

5852packs / ynaxkoBox

AR No / Auanuruuecicuii oryer Ne : ARF/172/2022

Date of Analysis / laTa anamusza:  06.08.2022

Date of Mfg / laTa npousBoacTia:

07/2022

Date of Expiry / T'onen go: 06/2025

Analysis performed according ND / Ananus npoeeaén no HJ/I: I N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / IloxkazaTesan

Result / Pesyabrarsi

Specification / Hopma

Uniformity of weight /
OnHOPOOHOCTE 1O Macce

Complies / CootBercTBYET

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

Loss on drying / IToteps B 2.3%

MAacce MPH BBICYLIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

Dissolution / 81 -89%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosuios yepes 120 mun

Uniformity of Dosage units / AV =49

OnHOPOAHOCTE HO3UPOBAHHS

The acceptability index forn=10 AV <LI.

In the case where the value of AV exceeds L1, a
test 1s carried out on the following 20 samples. For
n=30

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

[M-x1| < 0,01 x L2 x M.

L1=150;L2=25.0.

IToxazatens npuemnemoctd ans n=10 AV <L1.

B cnyuae, ecnn 31auenune AV npesbinaer L1,
NIPOBOMAT HCMbITAHHE Ha crnenyiouux 20 obpasmax.
Hnsa n=30 AV < L1. Bce 3HaueHus X1 AODKHBI
YIOBNETBOPATH HEPABEHCTBY:

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

L1=150,L2=250.

Assay (Spectrophotometry)
Konuuecteennoe onpeneneHue
(CnextpodoTomeTpus)

13,82mr/Tab

13.82 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O7112,15 no 15,53 mr (o1 90,0 5o 115,0 %)
CEeHHO3MJIOB B nepecyere Ha ceHHo3un B B onHoI
tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTeeTcTBYeT TPpebosaHuam HI

Conclusion : APPROVED /
3aknwoueHue: OQOBPEHO

Checked by QC In-Charge /,
NokymeHT nposepeH OKK: \l\gb_ﬂtt_kﬂ__d

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

BT

Date/ g .ng.20 022

[ara:

Date /

08-08.2022
[ara:

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, Permnem Goa -403512
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CEPTHOUKAT AHAJIU3A
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Produci: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482101

Batch Quantity / Oobem cepum:

5852packs / ynakosok

AR No / Ananurndeckuii oryer Ne : ARF/172/2022|Date of Analysis / laTa ananuza: 06.08.2022

Date of Mfg / lata npoussoacrsa:  07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Ananuz nposenén no HJI: [T NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / IlokazaTens.

Ne Result / PesyanTarsl

Specification / Hopma

9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepsxanue
METHIIIAparupokcudeH3oara 0,046mr/a6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoraueckas 4ucTota

10a) | Total Aerobic microbial count /
Obmee uncno a3poOHBIX

MHKPOOPraHH3MOB

<10

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

10b) | Total combined yeast and mould
count / O6mee uncno
[UIECHEBBIX H JIPOMOKEBBIX

rpuboB

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroiuussie k
JIEHCTBHIO KM

rpamMoTpHuaTensHbie DakTepuu

Absent /OTCYyTCTBYIOT

Not more than 10°/ g / He 6onee 107 /r

10 d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyrctBue s 11

10 ¢) | Escherichia coli

Absent /OTcyTCcTBYIOT

Absentin 1 g/ Orcyrcteues 1 r

160 | Salmonella

Absent / OtcyrerByioT

Absent in 10 g / Otcyrcreuer 10 g

Remarks : The Product conforms to ND/
MpumeyvaHue: [poaykT cooTeeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknioyeHue: OQOBPEHO

Checked by QC In-Charge £_ , 5\
[lokyMeHT nposepeH OKK: N\g olate

Approved by QA In-Charge /
[oxkymeHT opobpeH OOK:

G

Date /

6 L v
[ara: 603

Date /

i 0R.0B20L2

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, Pernem Goa -403512 ‘
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne :

482101

Batch Quantity / O6bem cepun:

5852packs / ynakosok

AR No / AsaaurTuyeckHii oryer Ne: ARF/172/2022

Date of Analysis / Jara ananuza: 06.08.2022

Date of Mfg / JlaTa npousBoacTBa:

07/2022

Date of Expiry / 'ogen mo:

06/2025

Analysis performed according ND / Ananus nposenén mo H/I: 11 N013745/01-091017, am. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTs! Specification / Hopma
Test / Ilokaszarens
11 | Package / Ynakosxa Package / Ynaxosxka - 20 tablet ; .
i blgi:ter ma:i(e I::;. e Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
slunaus foil. 25 Blistaswil [ 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in | S2rtoN- 20 tablets in a blister made of PVC
& cantoin. / o 20 saf i /PE/PVDC film and aluminum foil, 25 blisters with
Em{crep. S e 25 patient information leaflets in a carton. / ITo 20
5 TabneTok B SIHCTEP H3 MIEHKH TPeXCIOHHOM
MOJTHBHHIIXIOPHIAHOM!
(nonnamnenoniﬁf’l (MIBX/TIS/MIBJX) u amomuuuesoit donbra. ITo 2
MOJHBHHIIACHXIOPHAHOR) 1 uiH 3 6aHcTEepa BMECTE C HHCTPYKIHEH 1o
SmOMERRR HoNEn, 11025 MPUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
GmacTepon B KapTOHHy’EO — B BIHCTep M3 MJIEHKH NONHBHHUIXIOPUAHO
P LY T — (MOMH3THIIEHOBOI / MOIHBHHHICHX TOPHITHON) 1
e v amomMuHHeBOH (ombru, no 25 GiHcTepos B
’ KapTOHHYIO NAYKy C BIOYKEHHEM 25 MHCTPYKUMI 1o
NPUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /
B cooteercteuu ¢ HJJ

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

XpaHeHus seie 25 °C.
14 Shelf life / Cpox rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTByeT TPeboBaHUam HJ

Conclusion : APPROVED /
3aknioyeHue: O0OBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK:

~Bhaw

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

@

Date/ - p vgy.202 2

[ara:

Date /
[ata:

FMQCO003-15-06

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




