Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTN3A

Page1of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482118

Batch Quantity / O6bem cepum:

5850packs / ynakosok

AR No / Ananuruueckuii otyer Ne : ARF/192/2022

Date of Analysis / Tata ananuza: 05.09.2022

Date of Mfg / Iara npoussoacrsa; 08/2022

Date of Expiry / I'omen no:

07/2025

Analysis performed according ND / Anasms nposeaén no H: T1 NO13745/01-091017, HMam. Ne 1 ot 17.04.2020

Test / Ilokazarens

Result / PesysibTarn:

Specification / Hopma

1 | Description / Onucanue

Complies / CooTteeTcTBYET

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. / Tlnockue kpyrasie TabneTku co
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOrO 10 TEMHO-
KOPHYHEBOrO 1[BeTa ¢ Bkparnenuamu. Ha ool
cropone Tabnetku Buinasneno cnoso «CIPLA», Ha
ApYroii - TUHHSA Pa3ioMa.

2 Identification / IloqnmuaHOCTE

2a) | Anthraquinone glycosides / Complies /

AHTpPaXMHOHOBbIE MIIMKO3U/IBI

CootsercTByeT

Ammoniacal solution tumns a reddish colour /
OxpammBanue aMMHAYHOTO PACTBOPA B KPACHBIH
LIBET.

2b) Complies /

Methyl Parahydroxybenzoate
(HPLC)/

MetunnaparuapokcubeHsoar

(BIKX)

CooteercrByet

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHS OCHOBHOTO [THKA HA X POMATOrpaMme
HCIBITYEMOI0 PACTBOPA AO/DKHO COOTBETCTBOBAT
BPEMEHH YIEPIKUBAHHS OCHOBHOIO MMHKA Ha
XpPOMATOTpaMMe CTaHAAPTHOTO pacTBOpa
MeTHImaparuapokcubenzoata (pasnen
«Merunnaparuapoxciubensoar).

3 | Average weight / Cpennsist
Macca

187.99mg / 187,99mr

189.99 mg +7.5%/ 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTBeTCcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntovenme: O0OEPEHO

Checked by QC In-Charge / @,}//’, o
[okymeHT nposepeH OKK: o~~bj

Approved by QA In-Charge /
HokymeHT ono6peH OOK:

B>

Date /

[lata: . 2022

oY

Date /

0S:99- 2021
[ata:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJTHU3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJAE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482118

Batch Quantity / O6nem cepun:  5850packs / ynakoBok

AR No / Avanutuueckuii oraer Ne : ARF/192/2022

Date of Analysis / laTta ananuza: 05092022

Date of Mfg / JlaTa npousBoacTsa:

08/2022

Date of Expiry / I'ogen po: 07/2025

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

KonuuecrBeHHoe omnpeneneHne
(CnextpodoTomerpus)

13.94mg/tab /

13,94mr/Tad

Ne Result / PesyabTaTsi Specification / Hopma
Test / Iloxazarens
4 | Uniformity of weight / Complies / CootserctByer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
OnHOpOAHOCTH MO Macce %
2/20 tablets NMT %15% / 2/20 ue 6onee + 15%
5 | Loss on drying / IToteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
MAacce P BhICYIITHBAHHH
6 | Dissolution / 78 - 87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cennosnnos uepes 120 mun
7 | Uniformity of Dosage units / AV =51 The acceptability index forn =10 AV <L1.
OAHOPOAHOCTL A03HPOBAHHA In the case where the value of AV exceeds L1, a
test 1s carried out on the following 20 samples. For
n=230
AV <L1. All values of xi must satisfy the
inequality:
M-xi| 0,01 x L2 x M.
L1=15.0;L2=25.0.
[Toxazarens npuemnemoctd mis n=10 AV <L1.
B cnyuyae, ecnu 3nauenne AV npesbiiuaer L1,
MPOBOMAT HCMbITAHME HA cnenyouux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3HaueHHs Xi JODKHBI
YIOBJETBOPATE HEPABEHCTBY:
[M-xi| 0,01 x L2 x M.
L1=15,0;L2=25,0.
8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

sennosides calculated as sennoside B in one tablet. /
Ot112,15 po 15,53 mr (01 90,0 no 115,0 %)
CEHHO3UMOB B TiepecyeTe Ha ceHHo3u 1 B B oanoil
Tabnerke.

Remarks : The Product conforms to ND/
MpumeyaHue: MpoaykT cooteeTcTByeT TpebosaHusam HU

Conclusion : APPROVED /
3aknwoveHne: O0OBPEHO

Checked by QC In-Charge / O
NokymeHT nposepeH OKK: 93?/

Approved by QA In-Charge /
DokymeHT ogoBpeH OOK: %

Date /
[arta:

0)".0(‘&‘_0"/‘1/’-

Date /
[ara:

0sS _o"\.r;,oq_,z,
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CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482118

Batch Quantity / O6nem cepun:  5850packs / ynakoox

AR No / Ananuruyecikuii oruer Ne :

ARF/192/2022 | Date of Analysis / lata ananuza: 05.09.2022

Date of Mfg / laTa npouszeoacTsa:

08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposenén no HJ: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesynbraTsi Specification / Hopma
Test / I]ona:ca’re.m_,
9 | Content of Methyl 0.043mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanue
MEeTHAMaparnApoKcHOeH30aTa 0,043mr/ra6
(BOXX)
10 | MICROBIAL LIMIT TEST/ Muxpo6uonoruueckas yuucrora

10a) | Total Aerobic microbial count /
O6muee yncio a3poBGHEBIX 20 Not more than 10* cfu/ g / He 6onee 10*/r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10” /r
count / O6imee yncio <10
TMJIECHEBLIX H JPOMFKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyrcTBYIOT Not more than 10°/ g / He 6onee 10% /r
bacteria/ Ycroituussie K
JEHCTBHIO KeTIH
rpamoTpunarenbHble GaKTepHu

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ Orcyrcteue B 1

10¢) | Escherichia coli Absent /OtcyteTByIoT Absentin 1 g/ Orcyrcteue B 1 r

10f) | Salmonella Absent / OtcyTeTByIOT Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: NpoayKT cooTBETCTBYET TpebosaHusm HI | 3akntovenue: OOQOBPEHO

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

Approved by QA In-Charge / -
";C‘&’;O [NokymeHT ofioBpeH OOK: @ﬂ}

Date /
Hara:

05 ©eQ. 100y

Date/ < .049.202-2
Hata:

FMQC003-15-06

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, Pernem Goa -403512




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Cipla

Pagedofd /Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482118

Batch Quantity / O6bem cepun:

5850packs / ynaxosox

AR No / AnanurHueckuii oruer No :

ARF/192/2022

Date of Analysis / lata ananuza: 05.09.2022

Date of Mfg / lata npousBoacrsa:

08/2022

Date of Expiry / I'ogen jo: 07/2025

Analysis performed according ND / Ananu3 nposenén no HJL: ITTNO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTarbi Specification / Hopma
Test / Iloxazarenn
11 | Package / Ynakoska - ;
g Package / Viixoexa - 20 tablets Package / Ynaxoska - 20 tablets in a blister made of
in a blister made of 3 :
three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and s iy i :
h - . . or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with . :
25 patieat information leaflets in carton. 20 tablets in a bhs_ter made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 Tabnerok B i . .
5 25 patient information leaflets in a carton. / ITo 20
JTHCTEP U3 MUIEHKH e
O M BMHRXIOPHARON Tabnerok B GnuCTEp M3 MICHKH TPEXCIIOHHOH
(oiisiakoBol/ (IIBX/ITD/TIBAX) v amoMuHHEBO Q)c‘).nbm. ITo 2
. unu 3 GaKcTepa BMECTe C HHCTPYKUHEH 1o
NOJIMBHHHIAEHXJIOPHAHO! ) H
@ MPHMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
amomMuHueBoi (Goabru, no 25 )
6 B ONHUCTEP M3 MIIEHKH NONHBHHUIIXJIOPHMAHOMN
JIHCTEPOB B KAPTOHHYIO MayKy 5 .
& (nonuaTHIEHOBO# / MOMMBHHUIAEHXIIOPHAHOI ) H
C BIOKEHHEM 25 HHCTPYKUMI &
amoMuHueBOH (Gonbru, no 25 Gaucrepos B
MO NPHMEHEHHIO. o
KapPTOHHYIO NAUKY C BJIOXKEHHEM 25 HHCTPYKUMH 110
OPHMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B coorserctBuu ¢ H]]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temneparype He
XpaHeHHS seiwue 25 °C.
14 Shelf life / Cpox rognoctu 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootsercTeyeT Tpebosanuam H

Conclusion : APPROVED /
3aknoveHune: OQOEPEHO

Checked by QC In-Charge / l;cﬁ;,u_a

[okymeHT npoeepeH OKK:

Approved by QA In-Charge / ] p—
o
/

Date/ 65 .09 9022

[ara:

HokymeHT ogobpeH OOK:
Date/ 05 .09.2¢2_

[ara:

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




