Cipla

) CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 1 of 4/ Crp.1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482120

Batch Quantity / Oobem cepun:  5852packs / ynakosok

AR No / Ananuruueckuii oruer Ne: ARF/195/2022|Date of Analysis / JlaTta ananuza: 07.09.2022

Date of Mfg / Jlara nponssoacrea:  08/2022 Date of Expiry / I'onen no: 07/2025

Analysis performed according ND / Ananus nposenén no HJL: TINO013745/01-091017, U3am, Ne 1 o1 17.04.2020

Test / Ilokazarens

Result / Pesynbsrarsi 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. / [Tnockue kpyrasie TabneTkn co
CKOIIEHHBIMH KPassMHi OT KOPHYHEBOr0 A0 TEMHO-
KOPUYHEBOro usera ¢ Bkpamienusimu. Ha onHoil
cropone tabnetku BoigasneHo cnoso «CIPLA», na
APYro# - THHUA pasioMa,

2 Identification / IloanuHEOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
ARTPAXHHOHOBSIE KOS CooTBeTcTBYET S::ramnaaune aMMHA4HOrO PacTBOpa B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooreercreyer chromatogram of the sample solution should
Metuanaparuapokcubensoat corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEp/KHBAHHA OCHOBHOI'O MHKA HA XPOMATOrpaMMe
HCIBITYEMOr0 PacTBOpa J0JDKHO COOTBETCTBOBATH
BPEMEHH yAEPIKHBAHNS OCHOBHOTO MHKA Ha
XpOMATOrpaMMe CTaHJapTHOIO pacTBopa
MeruanaparuapoxciOensoara (pazzaen
«Meruamaparuapokcubensoar).

3 | Average weight / Cpennss
Mmacca

187.00mg / 187,00mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootseTcTByeT TpebosaHuam HI | 3aknouenne: ONOEPEHO

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

Approved by QA In-Charge / <
[okymeHT onobper OOK: @ﬁ

Date /

Narta: OT. e9.1022-

Date / 07-CA. 2022~
HaTa:

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTM3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482120

Batch Quantity / Oobem cepun:

5852packs / ymakoBok

AR No / Ananurnuecknii oruer Ne: ARF/195/2022|Date of Analysis / [laTa ananuza: 07.09.2022

Date of Mfg / Jlata npoussoacrea:  08/2022

Date of Expiry / I'onex no:

07/2025

Analysis performed according ND / Ananus nposenén no HJI: TT NO13745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Result / Pesyabsrars

Test / TlokaszaTenn

Specification / Hopma

4 | Uniformity of weight /
OaHOpPOOHOCTE 110 Macce

Complies / CooTBeTcTByeT

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

5 | Loss on drying / IToteps B 1.5%

Macce Mnpu BbICYIUHMBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 82 -90%

PacTteOpenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uyepe3 120 Mun

7 | Uniformity of Dosage units / AV =49

OnHOPOOHOCTh AO3HPOBAHHKA

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=15.0; L2=25.0.

IMoka3zatesis npuemnemoctu it n=10 AV <L1.

B cnyuae, ecnu 3navene AV npesbiaer L1,
NPOBOAAT HCHBITAHKE Ha crneayioumx 20 obpasuax.
Jlna n=30 AV <L.1. Bce 3Ha4eHus Xi JI0JDKHBI
YIOBIETBOPSATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnuecTBenHoe onpejenesne
(Cnextpodoromerpisi)

13.93mg/tab /

13,93mr/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 no 15,53 mr (o1 90,0 no 115,0 %)
CEeHHO3HM/IOB B nepecueTe Ha ceHHo3ua B B oaHoil
tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTayeT TpebosaHmam HI

Conclusion : APPROVED /
3aknwouyenune: OQOBPEHO

Checked by QC In-Charge / 24 6.
[lokyMeHT nposepeH OKK: '%(—/M

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

&=

Date /

[ara: o1 exq.1e022

Date /

-09. 2021
[ata: el -

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, Pemem Goa -403512




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Cipla

Page3 of4/Ctp.3 n3 4

Product: SENADE TABLETS 13,5 mg

poayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482120

Batch Quantity / O6bem cepuu:

5852packs / ynakoBok

AR No / Auanurnueckuii oruyer Ne: ARF/195/2022

Date of Analysis / JlaTta ananusza: 07.09.2022

Date of Mfg / llata npoussoacTea: 08

07/2025

/2022 Date of Expiry / I'onen no:

Analysis performed according ND / Auanus nposenén no HJ/L: 11 NO13745/01-091017, Mam. Ne 1 o1 17.04.2020

Ne Result / Pesyabrarsi Specification / Hopma
Test / Iloka3arenn
9 | Content of Methyl 0.050mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHmaparnapokcibensoara 0.050mpiab
(BIKX)

10 | MICROBIAL LIMIT TEST/ Muxpotuonorn4eckas 4MCTOTa

10a) | Total Aerobic microbial count/
O6uee uncno aapodHbIX 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 6onee 10° /v
count / Obtee uncno <10
TUTECHEBBIX H APOATKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He 6ontee 107 /r
bacteria/ YcroitunBsie K
JIeHCTBHIO JKeTUH
rpaMOTpHIATETbHBIE OAKTEPHH

10 d) | Staphylococcus aureus R ~ Absent /OtcyTeTByIOT Absentin 1 g/ OtcyrcreHe B 1 T

10¢) | Escherichia col Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1

100 | Salmonella Absent / OtcyTCTBYIOT Absentin 10 g / OtcytetBue e 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT COOTBETCTBYET T

Conclusion : APPROVED /

pebosaHmsm HA | 3aknoyenune: OOOEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

=

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date /

[ara: QT ©F 2 022 —

Date /

Hara: o1~ 20022

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482120

Batch Quantity / Obbem cepun:

5852packs / ynakosok

AR No / Ananurnueckuii oruer Ne : ARF/195/2022

Date of Analysis / laTa ananusa: 07.09.2022

Date of Mfg / Jlata npouszBoacTsa:

08/2022

Date of Expiry / I'oaen no:

07/2025

Analysis performed according ND / Auanus nposenén no HJI: I1 N013745/01-091017, Ham. Ne 1 or 17.04.2020

Ne

Test / Ilokazaresib

Result / Pesyabrars

Specification / Hopma

11 | Package / Ynmakoeka

Package / Ynakogska - 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
Onucrep U3 IJIEHKH
MONHBHHHUIXIOPHAHOH
(monuaTHACHOBOI/
[OJHBHHHIICHXIOPHAHOI) H
anmoMHHHeBO# dobru, no 25
ONMHCTEPOB B KAPTOHHYIO MAUKY
C BIQKEHHEM 25 HHCTPYKUHIH
110 NPUMEHEHHIO.

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 alummum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
tabnerok B GiHCTEp M3 MNEHKH TPEXCIOHHOMH
(IIBX/ID/MIBIX) u amomunuesoii ponbru. Ilo 2
unu 3 GrucTepa BMeCTe ¢ HHCTPYKUHEil no
NpUMEHEHHIO B KapToHHYO nmauky. [To 20 Tabnerok
B GnmcTep M3 MUIEHKH MOMHBUHHITXJIOPHIHOH
(nonuaTHNEHOBOH / MONMBHHHILEHXJIOPHAHOMN) H
anoMuHKHeBoi (onern, no 25 6IMUcTepos B
KapTOHHYIO NAYKY C BIOKEHHEM 25 HHCTPYKLHIH 1o
HPHMEHEHHIO.

12 | Labeling / Mapkuposka

According to ND /

B coorsercteuu ¢ HJ|

13 Storage conditions / Ycnosus
XPaHCHUA

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

Boime 25 °C.

SE—

14 Shelf life / Cpox rognocTy

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTseTcTeyeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwoyenune: OQOBPEHO

Checked by QC In-Charge / o Approved by QA In-Charge /
[LokymeHT nposeper OKK: T HokymeHT oaobpeH OOK: W
Date / Date /
1. © . 2o .04 . 2011
fara: WIS At [fara: QT-0

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, Pemnem Goa -403512




