Cipla

CERTIFICATE OF ANALYSIS
-. CEPTHOUKAT AHAJTMU3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481147

Batch Quantity / Oobem cepun:

5850 packs / ynakoBok

AR No / Ananurauecknii orger Ne : ARF/189/2021

Date of Analysis / Jlata apanmza: 09.08.2021

Date of Mfg / lara npomssoacrea:  07/2021

Date of Expiry / I'ogen mo:

06/2024

Analysis performed according ND / Ananms nposeaén mo H/I: ITN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Test / Hoxkaszarenb

Result / PesynbTaTsi

Specification / Hopma

1 | Description / Onucanue

Complies / Cootserctayer

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 kpyriasie TaGneTkH co
CKOLICHHBIMH KpasMH OT KOPHYHEBOIO 0 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BkparieHusmu. Ha oanoii
cropoHe Tabnerku BoinasneHo cnoso «CIPLA», Ha
OPYTOi - TUHUA pa3ioma.

2 Identification / ITognuaHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e EEE Coomercrs;ieT g:gfmnaaﬂne aMMMAYHOTO pacTBOpPa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTyer chromatogram of the sample solution should
Mertunnaparuapokcudensoar corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXKHBAHUA OCHOBHOTO MHKA HA XPOMATOTPaMMe
HCIBITYEeMOr0 PacTBOPA JAOJDKHO COOTBETCTBOBATH
BPEMEHH yIepP>KUBAHUS OCHOBHOTO MUKA Ha
XPOMATOrpaMme CTaHIAPTHOTO PAaCcTBOpa
MeTHnnaparuapokcubersoara (pasaen
«MerunnaparuapokcubeHsoar).

Average weight / Cpenusis
macca

(V5]

187.43 mg / 187,43 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: [poaykT cooTBeTCTBYET TpebosaHuam H

Conclusion : APPROVED /
3akno4yenue: OQOBEPEHO

Checked by QC In-Charge /

HoxymeHT nposepeH OKK: i

Approved by QA In-Charge / i
HokymeHT opgobper OOK: %}‘ﬁlﬁ -

/

Date /
Harta:

0%, 0%-2021

Date /

flarz: O A

\o.08-
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTH®UKAT AHAJIU3A

Page2 of4/Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 481147

Batch Quantity / O6bem cepum:

5850 packs / ynaxkoBok

AR No / Asaymraaecknii orger Ne : ARF/189/2021

Date of Analysis / lara apannza: 09.08.2021

Date of Mfg / lata mpomssoacrBa:  07/2021

Date of Expiry / I'ogen mo:

06/2024

Analysis performed according ND / Anamms nposenén mo HJI: I1N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarens

Result / PesyanrTaThl

Specification / Hopma

4 | Uniformity of weight /

OnHOPOAHOCTE MO Macce

Complies / CooTBeTcTBYeT

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

Loss on drying / IToteps B’ 1.8 %

Macce INpH BLICYIIHBAHHH

NMT 6.0 % / He Gonee 6,0 %

Dissolution / 80-89%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunos uepes 120 mun

Uniformity of Dosage units / AV =49

OpHOpooHOCTL NO3UPOBAHHSA

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
inequality:

[M-xi] £0,01 x L2 x M.

L1=15.0,L2=25.0.

ITokazarene npuemnemocts s n=10 AV <L1.

B cny4ae, ecnu 3navenne AV npessimaer L1,
[POBOJAT MCHBITAHME Ha clenyrowux 20 obpasiax.
Hna n=30 AV <L1. Bece 3HaueHus Xi JOIAKHBI
YZIOBIETBOPSITE HEPABEHCTBY:

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

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

Assay (Spectrophotometry)
KonmyecTBeHHOE omnpeneneHne
(Cniexrpotoromerpus)

13.84 mg/tab

13,84 mr/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 go 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3MJIOB B MEPECYETE HA CEHHO3U B B 0nHOM
TabneTke.

/

Remarks : The Product conforms to ND/
Mpumeyvanume: MNpoaykT cooTBeTCTBYET TpebosaHuam H/l

Conclusion : APPROVED /
3akniouenune: OOQOBPEHO

Checked by QC In-Charge /5
HokymeHT nposeper OKK: \13 Dawne

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

=

Date /

n &g, 0f2 o2
ara:

Date /
Harta:

2.02-\

\o 0% .
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHO®UKAT AHAJIN3A

Page3 of4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna No : 481147

Batch Quantity / O0bem cepuu:

5850 packs / ynaxosox

AR No / Asamurngecknii oraer N :

ARF/189/2021 |Date of Analysis / lata anammsza: 09.08.2021

Date of Mfe / Tata npoussoacrea:  07/2021

Date of Expiry / l'ogen go:

06/2024

Analysis performed according ND / Ananms nposenén mo HJI: IT N013745/01-091017, Fam. Ne 1 or 17.04.2020

Ne Test / Tokazarenns Result / Pesyabrarst Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepixanue
MeTHINaparuapokcubeHsoara 0.047 mr/Tab
(BRXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uonorn4yeckas 46cTOTa

102) | Total Aerobic microbial count /
OGimee ymcno a3poOHBIX 10 Not more than 10* cfi/ g / He 6onee 10* /r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Obmree gnco <10
IIECHEBBIX M JIPOJOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyrerByroT Not more than 10% / g / He Gonee 10° /r
bacteria/ YcroiiuuBble K
IEHCTBHIO JKEIIH
rpaMoTpHLaTeNbHble DaKTepHuH

10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absent in 1 g/ OrcyrcTBue B 1 T

10¢) | Escherichia coli Absent /OtcyrcTRyOT Absentin 1 g/ OrcyrctBueB I 1

10f) | Salmonella Absent / OtcyTcTByIOT Absentin 10 g /Orcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpopykT cooTBeTcTRYET TpebosaHuamM HJ

Conclusion : APPROVED /
3akmoyenue: OOBPEHO

HoxymeHT nposeper OKK: -~

Checked by QC |n-Charg® o
e lwvi

Approved by QA In-Charge /
HokymeHT opobper OOK:

Date /

. 2 3
Jara: 09082 1

Date/ |-
[ara:

vod .« ipigs)

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
5 CEPTUDHUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 481147

Batch Quantity / O6bem cepuu:

5850 packs / ynakosok

AR No / Anaymmraaeckuii oraer Ne : ARF/189/2021|Date of Analysis / lara anammza: 09.08.2021

Date of Mfg / lara npomssoacrea:  07/2021

Date of Expiry / I'omen no:

06/2024

Analysis performed according ND / Anasms nposenén o HJI: TIN013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / loka3zareinb

Result / PeaynsTaTii

Specification / Hopma

11 | Package / Ynakoexka
in a blister made of

bnucTep U3 nueHKH

(MOMHITHIIEHOBOH/

0 NPUMEHEHHE).

Package / Ynakoska - 20 tablets

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

TIOJTH BHHHIDXJIOPHIHOH

MONHBUHUIACHXJIOPUHOMN) 1
aMOMUHUEBOH (omsru, mo 25
OMHCTEPOB B KAPTOHHYKO MAYKy
C BJIOJKEHHUEM 25 HHCTPYKIHH

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 OIHCTED U3 MUIEHKH TPEXCIIOHHOI
(NMBXAIS/MTIBJX) 1 amomunmnesoii honsru. ITo 2
unu 3 GnucTepa BMECTe ¢ HHCTPYKLMEH Mo
MPUMEHEHHIO B KAPTOHHYIO nadky. [lo 20 tabnerox
B GIHCTep U3 IUIEHKH NOJHBUHUIXIOPHIHOR
(MOJMATHIEHOBOIH / TONMMBUHUIIEHXTIOPHIHOM) H
aJIFOMUHUEBOH Qonbry, 1o 25 GnucTepos B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 HHCTPYKUHMH 110
MPHMEHEHHIQ.

12 | Labeling / Mapxupogka According to ND /

B cootserctBuu ¢ H/J

13 Storage conditions / Ycnosus

XpaHeHHs Bbime 25 °C.

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

14 Shelf life / Cpok rognoctu 3 years /3 roma

Remarks : The Product conforms to ND/
MpumMeyanue: MNpogykT cooTBeTcTBYET TpeboaHmam HJ

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In—Charge@ i

HokymeHT nposepeH OKK:

Approved by QA In-Charge / | 4,
HokymeHT ofobper OOK: %EJ;,&

Date /

09.08.2021
Jara:

Date /

Hora: l©0-08-202-\

FMQC003-15-06
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