Cipla

¥ CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Page1of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHAI[E®, TABJETKH 13,5 mr

Date of Mfg / JlaTa npou3zBoacTna:

Batch No / Cepusi Ne : 482121 Batch Quantity / O6bem cepun:  5853packs / ynakosok
AR No / Ananurnuecknii oryer Ne: ARF/197/2022|Date of Analysis / laTa ananmsa: 14.09.2022
08/2022 Date of Expiry / T'onen no: 07/2025

Analysis performed according ND / Ananus nposenés mo HJI: 11 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Mloxazarens

Ne Result / PesyasTaTer -

Specification /Hopr;m

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. / Ilnockue kpyrisie TabaeTku co
CKOLIEHHBIMH KPAasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO I[BeTa C BKparuieHusmu. Ha oanoii
cTopose TabneTkn BoigasneHo oo «CIPLA», na
JPYTOH - JINHHS Pa3IoMa.

2 | Identification / TlommEHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tumns a reddish colour /
' CootBeTcTBYET OxpalunBanie aMMHAYHOTO PAcTBOPa B KPACHBIH
AHTpaxHHOHOBme I‘.TMKOSFI,E{L[ e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBetcTByeT chromatogram of the sample solution should
MerunnaparuapokcuOeH30aT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yOePKUBAHKHSA OCHOBHOTO ITHKa HA XPOMATOrpaMmMe
HCIBITYEMOTO PacTBOPa JOJDKHO COOTBETCTBOBATh
BPEMEHH YIePKHBAHIS OCHOBHOrO IIHKA Ha
XpOMAaTOrpaMmMe CTaHZapTHOTO pacTBOpa
MeTuanaparaapokcubensoara (pasmen
«MeTtummaparuapokcrubensoar).

3 | Average weight/ Cpenuss
Macca

186.45mg / 186,45mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeTCTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwuexune: OQOBPEHO

Checked by QC In-Charge / (\Eﬂ oSk

[okymeHT npoBepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date /

n |4+09:2022
ara.

Date /

5 202 2
[aTa: 14-03

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




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Cipla

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482121

Batch Quantity / Obbem cepuu:

5853packs / ynakoBok

AR No / Ananuruueckuii oTuer No :

ARF/197/2022

Date of Analysis / laTa anannza: 14.09.2022

Date of Mfg / JlaTa npou3sBoacTBa:

08/2022 Date of Expiry / T'oaen no:

07/2025

Analysis performed according ND / Ananus nposeaén no HJI: 1 NO1 3745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / Iloxa3zarens

Result / PesyabTarsl

Specification / Hopma

4 | Uniformity of weight/
OHOpPOOHOCTE MO MACCe

Complies / CooTBeTcTBYET

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

OHOPOAHOCTE MO3HPOBAHHS

5 | Loss on drying / TIoTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
MAaCCe TPH BLICYTHBAHHH
6 | Dissolution / 80 - 89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennozunos uepes 120 muu
7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV <L1.

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
mnequality:

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

L1 =15/0;L2.=250:

IMokazartens npuemaemocts 1t n=10 AV <L1.

B cnyuae, ecyu 3uauenue AV npersnmaer L1,
[POBOIAT UCHbITAHME Ha creyiomux 20 obpasuax.
st n=30 AV <L1. Bee 3HaueHns Xi JOMDKHbI
YAOBJIETBOPATh HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OIpe/ie/ieHHe
(CnextpodoTomerpns)

13,91 mr/1ab

13.91mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3MIOB B Nepecuere Ha ceHHo3un B B OIHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayKT COOTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyenune: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /(7 X\, 0 .
JokymeHT npoeepeH OKK: ) \% D__C‘;U*“ [okymeHT ogobpeH OOK: '

Date / 19409720622 . Date / \L“;.OSI'Z_O’?_L.
[ara: [ata:

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 .




% CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Page3 of4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne ;482121 Batch Quantity / O6bem cepun:  5853packs / ynakosok
AR No / Ananutuuecknii oryer Ne: ARF/197/2022|Date of Analysis / laTa ananauza: 14.09.2022
Date of Mfg / lata npoussoacrea: 08/2022 Date of Expiry / T'ogen mo: 07/2025

Analysis performed according ND / Ananu3 nposenén o HJI: TT N013745/01-091017, Ham. Ne 1 or 17.04.2020

Ne Result / Pesyabrars: Specification / Hopma
Test / Iloxazarens
9 | Content of Methyl 0.053mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxxanue
METHIaparuJpokcuben3oaTa 0.053Mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoriueckas uncrora

10a) | Total Aerobic microbial count /
O61mee uucio a3pobHbIX 10 Not more than 10* cfu/ g / He 6onee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 10° /r
count / O6uiee uncno ' <18
TIECHEBBIX H APOAOKEBBIX
rpubos

10 <) | Bile tolerant gram-negative Absent /OtcyrcTByoT Not more than 10”/ g / He Gonee 10” /r
bacteria/ YcToiiuuBbie K
NEHCTBHIO JKEeTUH
rpamMoTpHLAaTeNbHbIe OaKTepHH

10d) | Staphylococcus aureus Absent /OTcyTecTBYIOT Absentin 1 g/ OrcyrctBues 1 ¢

10 e) | Escherichia coli _ Absent /OtcyrcTByoT Absentin 1 g/ Orcyrcreue B 1 1

10f) | Salmonella Absent / Otcyretyior Absentin 10 g /OtcyrcrBue s 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Npumeyanve: TpogyxT COOTBETCTBYET TpebosanvaM HL | Jaxniosuenne: COOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / oA,
[okymeHT npoeepeH OKK: \\ \alt [okymeHT ogobpen OOK: i

Date / {409 .2022 Date / \L\‘D%-Q‘_DQ,L/
NaTa: HaTta:

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

CEPTUO®HUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482121 Batch Quantity / O6bem cepun:  5853packs / ynakosok
AR No / Auanutnyecknii oryer Ne: ARF/197/2022 |Date of Analysis / IaTa ananmza: 14.09.2022
08/2022 Date of Expiry / I'ogen no: 07/2025

Date of Mfg / laTa npoussoacTBa:

Analysis performed according ND / Ananus nposeaén mo HJI: II N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTsr

Test / Iloxkazarens

Specification / Hopma.

11 | Package / Ynakoska
in a blister made of

6Jmc'rep H3 IUICHKH

(MoMHATUNEHOBOMH/

110 NPHMEHEHHIO.

Package / Ynaxoeka - 20 tablets

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

[ OJIMBHHUJIXJIOPHIHOH

IIOMHBUHHIIICHXIOPH/THOI) 1
antomMuHueBoi Gonbry, no 25
GyMCTEPOB B KAPTOHHYIO MAUKY
C BIOKEHHEM 25 HHCTPYKIHii

Package / Ymakoska - 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. / ITo 20
TabneTox B OIHCTEp M3 MUIEHKH TPEXCIONHOMN
(IMIBX/TID/MTIBJX) u antomuuuesoit ¢omnsru. ITo 2
uny 3 GnrcTepa BMeCTe C HHCTPYKLMEH 110
NpUMEHEeHHK B KapToHHYI0 nauky. [To 20 tabnerox
B OnHCTEp U3 NIIEHKH NOMHBHHHIXIOPHAHON
(MoNMMaTHNEHOBOH / MONMBHHUIIEHXIOPHAHOMN) 1
amoMHHHEBOH (osbru, 1o 25 GaucTepos B
KapTOHHYIO MadKy ¢ BIOXKEHHeM 25 HHCTPYKLUHii 1o
NpUMEHEHHIO. ‘

12 Labeling / Mapkuposka According to ND /

B coorsercteun ¢ H]J

13 Storage conditions / Ycnosus

XpaHeHus seime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecte ripu TemnepaTtype He

14 Shelf life / Cpox rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Npumeyanne: MpoaykT cootseTcieyeT Tpebosanusm H

Conclusion : APPROVED /
3akntoyenre: OQOBPEHO

Checked by QC In-Charge I"\f ae
[lokymeHT nposepeH OKK: 1.5 &1 24

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

Bpesh

Date /
[ara:

1409.202.5 -

Date /
HaTa:

|G -0d202°2-

FMQCOO3—1 5-06 -

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




