Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIU3A
Pagel of 4 /Crp. 113 4
Product: SENADE TABLETS 13,5 mg Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481176 Batch Quantity / Oobem cepun: 5848 packs / ynakosox
AR No / Anammmiaecknii oraer Ne : ARF/227/2021 | Date of Analysis / Jlata anammza: 08.09.2021
Date of Mfg / Jlata npoussoacrea:  08/2021 Date of Expiry / I'onen ao: 07/2024

Analysis performed according ND / Anams nposenén no HJI: [IN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens Result / PesyabTars Specification / Hopma

1 | Description / Onucanue Complies / CooTBercrByer 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 kpyriele Tabnerku co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOI'O ZI0 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BkparuieHussmMu. Ha oaHoit
cropoHe Tabnerky BeinaeneHo cioso «CIPLA», Ha
JIpYTOii - THHHA pa3ioMa.

2 Identification / IToxmuMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtBeTcTBYET OkpaiMBaHue aMMHAYHOTO PacTBOPA B KPAacHbIii
AHTanHHOHO BbI€ I''IMKO3H1bl LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
Merunnaparunpokcudensoar " | corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKHUBAHHS OCHOBHOTO MMHKA HA XPOMAaTOrpaMmme
HCIBITYEMOrO PacTBOPA JOJ/DKHO COOTBETCTBOBATH
BPEMEHHU YAepPKHBAHHUs OCHOBHOTO MHUKA Ha
XpPOMaTOrpaMme CTaHAapPTHOTO PacTBOpa
meruinapariapokcubensoara (pasgen
«Merunnaparuapokcubensoar).

™3 Average weight / Cpennsas 188.23 mg / 188,23 mr 189.99 mg +7.5% / 189,99 mr +£7,5%
macca

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

Mpumeuanue: Mpogykr coorseTcTeyeT TpeboBanuam HI | 3akntouyenme: OQOBPEHO

Checked by QC In-Charge /(" g\ Approved by QA In-Charge /

[lokymeHT npoeeper OKK: \L clan ¢ [okymenT ofobper OOK: M
Date / O'S-CIC"LOZ? Date / O?‘CO)-?,O’Z__]

[fara: Hara:
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CEPTHOHKAT AHAJIM3A

Page2 of 4/ Crp.2 13 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481176 Batch Quantity / O6bem cepan: 5848 packs / ymaxoBoxk
AR No / Anayaragecknii oruer Ne : ARF/227/2021|Date of Analysis / Jlata anamasa:  08.09.2021
Date of Mfe / Jlata npoussoacrsa:  08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Anamis nposenén mo HJ/L: T1 N013745/01-091017, F3m. Ne 1 ot 17.04.2020

Ne Test / lTokazaTenb

Result / PesynbTaTsl

Specification / Hopma

4 | Uniformity of weight /

OaHOPOOHOCTD 110 MAcce

Complies / CooTBercTByeT

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

Loss on drying / Ilotepsa B 28%

Macce MpH BBICYLIHBAHHH

NMT 6.0 % / He Goxnee 6,0 %

Dissolution / 81-90%

Pacrsopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenno3unos vepes 120 mun

Uniformity of Dosage units / AV=57

OnHOPOAHOCTE JAO3UPOBAHHA

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=250.

IToxasaTensb npuemnemocts st n=10 AV <L1.

B cnyuae, ecmi 3Hagenne AV npeseiaer L1,
MPOBOAAT MCIbITaHHE Ha crenyromux 20 obpasuax.
Jlns n=30 AV <L1. Bce 3Ha4eHus Xi ZOIKHBI
YIOBJIETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

Assay (Spectrophotometry)
KonuuecTBeHHOE ONpeneaeHUe
(CnekrpodoTomeTpusi)

13,95 mr/rad

13.95 mg/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 (ot 90,0 no 115,0 %)
CEHHO3MIOB B [E€pecyeTe Ha CEHHO3HA B B 0HOMH
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooTeeTcTBYeT TpeGosaHmam HA

Conclusion : APPROVED /
3axkmouenue: OQOBPEHO

Checked by QC In-Charge /775N
[NokymeHT nposepeH OKK: \]g glon €

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

YA

Date/

o O08-0%:,2. 02

Date /

fage 0o e
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIN3A
: Page 3 of 4/ Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 481176 Batch Quantity / O6bem cepun: 5848 packs / ynakosok
AR No / AvamaTngecknii order Ne : ARF/227/2021|Date of Analysis / lara ananmmsza:  08.09.2021
Date of Mfe / laTa npoussoncrea:  08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Anayms nposenén mo H/I: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / [lokazaTean Result / PesyabTaTnl Specification / Hopma
9 | Content of Methyl 0.052 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Copnep:xaHue
MeTHAnaparuapoxcudensoaTa 0,052 mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas 4HCTOTa

10a) | Total Aerobic microbial count /
O6mee 9ncno a3pobHbIX <10 Not more than 10° cfu/ g / He Gonee 10* /r

MHKPOOpPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” c¢fu/ g /He 6onee 107 /r
count / Obmee uncno <10
TMJIECHEBBIX H NPOAIKEBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10” / g / He Gonee 10° /r
bacteria/ Ycroiiunsble K
JIeHCTBHUIO JKeIun
rpaMoTpHLAaTe/IbHbIE DaKTepuH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1
101) | Salmonella Absent / OtcyTcTByIOT Absent in 10 g / OtcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanume: MNpoaykr cooteercTayeT Tpebosanuam HI | 3aknoyenme: OJOBPEHO

Checked by QC In—Charge(% Approved by QA In-Charge / T
[okymenT nposepeH OKK: p o€ [okymenT ogobpen OOK: %
Date / O, 02 Date / Ao

Hara: 08.09.201] [lata: 0%-0% 202

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
s CEPTUOHKAT AHAJIA3A

Paged4 of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481176

Batch Quantity / OGsem cepuu:

5848 packs / ynakosok

AR No / Avasmradeckuii orger Ne : ARF/227/2021 | Date of Analysis / lara anammsa: 08.09.2021

Date of Mfg / lata npoussogcrsa:  08/2021

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Ananus nposenén o HJI: IT N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / Ilokazareinb

Result / PesyabTatst

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GrmcTep M3 mIeHKH

(monuaTuneHOBOH/

o NpUMEHEHHHD.

Package / Ynaxoska - 20 tablets

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

NOJMBHHHIIXJIOPUOHO %1

MOMHBUHHIAEHXJIOPHAHOR) |
amoMHUHHEBOH doery, mo 25
OGMHCTEPOB B KAPTOHHYIO MAUKy
C BJIOKEHHEM 25 HHCTPYKLUMIA

Package / Ynaxosxka - 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
Tabnerok B OMHCTEp U3 MIIEHKH TPEXCNoiHOl
(IIBX/TI3/MIBAX) u amomunuesoii homsra. Ilo 2
unu 3 GamcTepa BMECTe C HHCTPYKLUeit o
NPUMEHEHHIO B KapTOHHYIO nayky. ITo 20 Tabnerok
B OnMCTep M3 IUTEHKHU NMOJIMBHHUIXIOPHIHOM
(moNH3THICHOBO! / IO MUBHHHINEHX IOPUIHOR) 1
amoMuHHeBoit Gonbry, no 25 Grucrepos B
KapTOHHYIO Na4Ky C BIOKEHHEM 25 MHCTPYKIHIA 110
MPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cooreercreuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHUst Boiwe 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanwme: MNpoaykT cooteeTcTeyeT TpeGosaHuam H

Conclusion : APPROVED /
3akntoveHue: O0QOBEPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: Clane

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

Date /

Dara. DR ®F+2.021

Date /

Y
Hara: 0%
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