Cipla

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

by

Page1 of4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

‘Batch No / Cepua Ne: 482034

Batch Quantity / O6nem cepun;

5850 packs / ynakosox

AR No / Arammariaeckmii oraer Ne :  ARF/080/2022 | Date of Analysis / [lata ananmsa: 28.03.2022

03/2022

Date of Mfg / lara npoussoacrsa:

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Anasm3 nposenén mo HJI: ITNO013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / Ilokaszarens

Result / PesyasTaTe

Specification / Hopma

1 | Description / Onucanue

Complies / CooteercrByer

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 xpyrisie Tabnerku co
CKOLICHHBIMH KPasiMH OT KOPHYHEBOIO A0 TEMHO-
KOPHYHEBOro LBeTa ¢ BKpamtenuamu, Ha oxHoii
cropoHe TabneTky BeIaBieHo cioso «CIPLA», Ha
IPYTOH - TMHUA pa3oMa.

2 | Identification / IToqnuHHEOCTE

2a) | Anthraquincne glycosides / Complies / Ammoniacal solution turns a reddish colour /|
Cooreercryer Oxpamunpanye aMMHAYHOTO PAcTBOPA B KPaCHBIA
AHTPaXHHOHOBBIE TTHKO3HIEI em iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ Cooteercreyer chromatogram of the sample solution should
MerunnaparunpokcubeH3oat corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKMBAHHA OCHOBHOI'O IIHKA HA XPOMATOrpaMme
MCTIBITYEMOTO PACTBOPA IOJIKHO COOTBETCTBOBATE
BPEMEHH yIePKHBAHUA OCHOBHOTO MHKA Ha
XpOMaTorpaMme CTaHAapPTHOrO PacTBOpa
MeTHImaparuapokcubensoara (pasuen
«MerunnaparuapokcudeHsoar).

3 | Average weight / Cpennsis
Macca

187.05mg / 187,05mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumedanme: NpoaykT cooTeeTcTBYET TpEeboBaHuaM HJ

Conclusion : APPROVED /
3akntoueHue: OO0OBPEHO

Checked by QC In-Charge ’\""1‘?“555

Approved by QA In-Charge /

=
T

[okymeHT npoeepeH OKK: [HokymeHT opobpeH OOK:
Date / B 3 Date /
D08 20T . ) ‘
Narta: Nara: 2-r0% 2022~
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Product: SENADE TABLETS 13,5 mg

ITponyxT: CEHA,[[E TABJETKH 13,5 mr

Batch No / Cepusa Ne: 482034

Batch Quantity / O6bem cepun:

5850 packs / ymuconox

AR No / Aranurnaecknii oraer No ;

ARF/080/2022|Date of Analysis / lata ananmza: 28.03.2022

Date of Mfg / Jlara npoussoacrsa:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anamas nposenén mo HJ{: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokazaresin

Result / PesyabTaTs:

Specification / Hopma

4 | Uniformity of weight /

Complies / Cootserctayer

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee +7,5

OnHOPOAHOCT JO3UPOBAHKA

OmHOPOHOCT MO Macce %,
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToreps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce TPH BbICYUIMBAHUH
6 | Dissolution / 79 - 89% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He meree 70 % (Q) cenHo3unos yepes 120 mun
7 | Uniformity of Dosage units / AV=351 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 =730

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

M=xi| € 0,01 x L2 x M.

L1=15.0;L2=25.0.

ITokasarens npuemnemocts s n=10 AV <L1.

B cnyuae, ecnu 3nagenne AV npessimaer L1,
[POBOJAT HCIIBITAHHE Ha creayrmux 20 obpasmnax.
Jna n=30 AV <L1. Bce 3Ha4eHna Xi JOIDKHBI
YAOBJIETBOPATE HEPABEHCTBY

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

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

Mpumeyanue: MNMpoaykT cooTseTcTRYeT TpebosaHusam HJ

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KomwuectsenHoe ompeneneHue 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Ot 12,15 po 15,53 mr (o1 90,0 go 115,0 %)

13,88 mr/tab CEHHO3HJIOB B NepecueTe Ha ceHHO3uA B B onHOM
Tabnerxe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3aknroyeHune: OOBPEHO

Checked by QC In-Charge I@}
4 <&l

Approved by QA In-Charge /

e
//

[HokymeHT nposepeH OKK: HokymenTt ogobper OOK:
Date _I B0 Y. R N Date _‘r 72 8-0% 2022
[ara: Nara:

FMQC003-15-06

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

CEPTHO®HUKAT AHAJIU3A

Cipla

Page3 of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 482034

Batch Quantity / O6nem cepum:

5850 packs / ynakoBox

AR No / Ananurngeckwii oraer No :

ARF/080/2022

Date of Analysis / lara anammza:  28.03.2022

Date of Mfg / JlaTra npon3Boacrea:

03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anamms npoeenén mo H/I: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Hokazarens Result / PesyabTars: Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0:028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIIaparuapokcubensoara 0.046 sir/xrab
(B3XKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudieckast 44CTOTa

10a) | Total Aerobic microbial count /
O6wee 4HCIO a3pOOHBIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10” /r
count / O6mee uncno <10
IECHEBBIX M APOAIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyreTByioT Not more than 10” / g / He 6onee 10” /r
bacteria/ Ycroituussie K
NEUCTBUIO KEeNUH
rpaMoTpHLaTeNbHbIe GaKTepUl

10d) | Staphylococcus aureus Absent /OTCcyTCTBYIOT Absentin 1 g/ OrcyrcreueB I r

10¢} | Escherichia coli Absent /OrcyrcTBytor Absentin 1 g/ OrcyrctBue B 1 1

10) | Salmonella Absent / OTCyTCTBYIOT

Absent in 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
MNpumeuanue: MNpogykr cootseTcTBYeT TpeboBaHuam HI

Conclusion : APPROVED /
3akmouenne: OQOBPEHO

Checked by QC In~Charge
HOKymet-g npoeepeH OKK:

Q2%au:

Approved by QA In-Charge /
HoxymeHT ogobpeH OOK:

Date /
[ara:

282.-03.2022

Date /
Hara:

29 -9%-202-2

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS
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CEPTHO®HUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5mg

Mpoayxt: CEHAE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482034

Batch Quantity / O6bem cepan:

5850 nacks / ynaxoBox

AR No / Aramaruaecknit otaer Ne :  ARF/080/2022

Date of Analysis / [laTa ananmsa: 28.03.2022

Date of Mfg / Jlata npoussoacrea:  03/2022

Date of Expiry / T'ogen no:

02/2025

Analysis performed according ND / Ananus nposeagn mo HJI: TI N013745/01-091017, Mi3m. Ne 1 ot 17.04.2020

Ne Test / HokazaTens

Result / PeaynsTaTsl

Specification / Hopma

11 | Package/ Ymakoska
in a blister made of

BiicTep U3 IUTCHKH

(nonuaTHNEHOBOH/

110 IPHMEHEHHUIO.

Package / Vnakogka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a cartorn. / TT6 20 Tabnerox B

IOTHBHHUITXIOPUIHOM

MONHUBUHANIEHXJIOPHIHOM) U
aMOMHHHEBOH (oNbIy, 1o 25

OnHCTEpOB B KAPTOHHYIO MAYKY
C BIIOKEHHEeM 25 HHCTPYKLHH

Package / Ynaxoska - 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
TabneTok B GNMCTED M3 IUICHKH TPEXCIOHHOM
(MBX/AT3/MIBIX) u amomunuesoit ponery. Ilo 2
um 3 GiucTepa BMECTE ¢ HHCTPYKLHEH Mo
NPUMEHEHHIO B KapTOHHYT0 nauky. [To 20 Tabnerok
B OIHCTEp U3 TUIEHKH IIOTHBHHHIXIIOPHHOH
(ONMM3THIIEHOBOH / TIONMBHHHIIEHXJIOPHHOMH) 1
AMOMUHKHEBOH Gosbry, 1o 25 6aKUCTePOB B
KapTOHHYIO Na4Ky C BIOXEHHEM 25 HHCTPYKLHiA 110
IIPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cootrsercreuu ¢ HIJ

13 Storage conditions / Ycnosust

XpaHeHHA Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe pH Temneparype He

14 Shelf life / Cpok roaHocTH 3 years/ 3 rozma

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3akmouenue: O0OBPEHO

Checked by QC In-Charge (f\ @“} aus

Approved by QA In-Charge /

%L,
=
el

[JoxymerT nposepeH OKK: [okymeHT opobper OOK:
Rated 1 & 03458 2 e Date / 28022022
[ara: Jara:

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 '




