Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page1of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :

482128

Batch Quantity / O6bem cepuu:

5854packs / ynakoBok

AR No / Auanuruyeckuii otuer Ne : ARF/204/2022

Date of Analysis / lata ananuza: 21.09.2022

Date of Mfg / laTta npoussoacTaa:

09/2022

Date of Expiry / I'ogen no:

08/2025

Analysis performed according ND / Ananu3s nposeaén mo H/I: TT1 NO13745/01-091017, Wam. Ne 1 ot 17.04.2020

Test / Tlokazarens

Result / PesyasTarsr

Specification / Hopma

Description / Onucanue

Complies / CootBercTByeT

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. / TInockue kpyrnsie Tabnetku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOrQ 10 TEMHO-
KOPHYHEBOTO LiBeTa C BKparuieHuaMu. Ha omHoit
cropoHe TabneTkH BbizasneHo cnoeo «CIPLAY, Ha
IOPYTOH - TMHHS pa3ioMa.

Identification / [TogmuHHOCTD

2a)

Anthraquinone glycosides /

AHTP&XHHOHOBHB TIIHKO3HObI

Complies /
CoorsercTByeT

Ammoniacal solution turns a reddish colour /
Oxpamupanue aMMHA4HOTO PacTBOpa B xpacnbm
LBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)Y/

Complies /
CootBercTByer

Retention time of the principle peak in the
chromatogram of the sample solution should

Merunnaparuapokcubensoar

(BOXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUS OCHOBHOIO MHKA HA XPOMATOrpaMMe
HCIBITYEMOrO PacTBOPa JOJDKHO COOTBETCTBOBATH
EPEMEHH YIEpPIKHBAHHIS OCHOBHOrO ITHKA HA
XpOMAaTOrpaMMe CTaHAAPTHOrO pacTBOpa
mMeTHnaparuapokcubensoara (pasmen
«Merunmnaparunapokcutensoar).

3 | Average weight / Cpenss
Macca

187.47Tmg / 187,47mr

189.99 mg £7.5% / 189,99 mr +7 5%

Remarks : The Product conforms to ND/
Mpumeuanune: [pogykT cooTeeTCTBYET TPeboBaHWam HJ]

Conclusion : APPROVED /
3aknoueHue: OQOBPEHO

Checked by QC In-Charge
[lokymeHT nposepeH OKK: q aus

Approved by QA In-Charge /
HokymeHT onobpen OOK:

Date /

Na e o (B (N2
Ta.

2 |

Date /
Lara:

2209 202-2-
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482128

Batch Quantity / O6bem cepun:

5854packs / ynakosok

AR No / Auanurnyecknii oruer Ne : ARF/204/2022|Date of Analysis / MaTa ananuza: 21.09.2022

Date of Mfg / lata npouseoacrea:  09/2022

Date of Expiry / I'ogen no:

08/2025

Analysis performed according ND / Ananus npoeenén no HJ: [T N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / HHoka3zares

Ne Result / PesyasTaTsr |

Specification / Hopma

4 | Uniformity of weight /
OnHOPOOHOCTE MO Macce

Complies / CootsercTByeT

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

OnHOPOOHOCTh NO3UPOBAHHS

5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BHICYIIHBAHHH
6 | Dissolution / 82-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV =50 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.

INMokazatens npuemaemoctu s n=10 AV <L1.

B cnyuae, ecnu 3nauenune AV npessrmaer L1,
NPOBOJAT HCMBITAHHE HA cneayomuX 20 obpasuax.
Jns n=30 AV <L1. Bce 31a4enns xi OO/KHBI
YIOBIETBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuyectseHHOe ompeneneHue
(CniexTpodoTomeTpns)

13.94mg/tab /

13,94mr/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 mo 15,53 mr (ot 90,0 no 11 5,0 %)
CEeHHO3MMOB B MepecueTe Ha ceHHo3r A B B onHoid
Tabnerke.

Remarks : The Product conforms to ND/
MNMpumeyaHue: NpoaykT coorseTcTByeT TpebosaHwam H

Conclusion : APPROVED /
3aknmoyeHue: OQOBPEHO

Checked by QC In-Charge )
[okymeHT nposepeH OKK: \L?) cloue

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

Date /
[ara:

21:09-2.02.2

Date /

2. e
[ara: il @MY 2O

FMAQCO003-15-06
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) CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 482128

Batch Quantity / O6bem cepun:

5854packs / ynakoBox

AR No / Ananutuyecknii otuer Ne : ARF/204/2022|Date of Analysis / lata ananuza: 21.09.2022

Date of Mfg / lata npoussoacrea: 09/2022

Date of Expiry / Toaen go:

08/2025

Analysis performed according ND / Ananu3s nposenén no HJ{: I1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Ioka3zaTens

Ne Result / PesyabTars

Specification / Hopma

9 | Content of Methyl 0.053mg/tab
parahydroxybenzoate(HPLC)/
Copnepkanue
MeTHIIapark Jpokcubensoara 0,053mr/1a6
(BOXX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6xonoruueckas YucTota

10a) | Total Aerobic microbial count /
Ofwee unciio a3pobHbIX 10

MHKPOOPTaHH3MOB

Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / Obwee yncno
IUIECHEBBIX H JAPOMIKEBIX

rpubos

<10

Not more than 10” cfu/ g /He 6onee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroitunesie k
AEHCTBHIO YKETUH

rpaMoTpHUATENbHbIE OAKTEPHH

Absent /OTcyTcTBYIOT

Not more than 10/ g / He Gonee 107 /r

10 d) | Staphylococcus aureus

Absent /OrcyTcTBYIOT

Absentin I g/Orcyrctenes 1 r

10 ¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrctBues 1 r

106 | Salmonella

Absent / OtcyTetByioT

Absentin 10 g / Otcyrcteue s 10 g

Remarks : The Product conforms to ND/
Mpumeyanwe: Mpogykr COOTEETCTByET TpeboBarnsam HI

Conclusion : APPROVED /
3aknrwvenne: OAQOBPEHO

Checked by QC In-Charge’/

Approved by QA In-Charge / %’E‘Q’(
[NokymeHT nposepeH OKK: [3 Glaue [lokymeHT ofoBpeH OOK: oo =
Date’ T .OC '2_.01—]‘*— Datel q} OG]
[ara: =1 A | Nara: oz

FMQC003-15-06
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A
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Product: SENADE TABLETS 13,5 mg

HpoayxT: CEHA,I[E@, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

482128

Batch Quantity / O6bem cepuu:

5854packs / ynakoBok

AR No / Ananutuyecknii oruer Ne : ARF/204/2022

Date of Analysis / Mara ananuza: 21.09.2022

Date of Mfg / laTa npoxsBoacTBa:

09/2022

Date of Expiry / Toaen go:

08/2025

Analysis performed according ND / Ananus nposeaén no HJL: I1N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / IHoxkazarein

Result / PesyasTaTs!

Specification / Hopma

11

Package / VnakoBka

Package / Ynaxoska - 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
GIHCTEp M3 IUIEHKH

MOJTH BUHHIIXJIOPHIHOIH
(monuaTHIIEHOBOIH/

TOTH BHHUJIAEHXJIOPHIHOMH ) 1
amoMuaueBoil Gonasru, no 25
OIMCTEPOB B KAPTOHHYO MAYKY
C BIOXEHHEM 25 HHCTPYKIHIA
10 NPHUMEHEHHIO.

Package / Ymakosxka - 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 OIIHCTEp M3 MJIEHKH TPEXCIOHOI
(IMIBXAT3/MIBAX) n amomuunesoii donbra. Ilo 2
unn 3 6nucTepa BMecTe ¢ HHCTPYKLHMEH 110
MPHMEHEHHIO B KapToHHYIO mauky. [To 20 Tabnerok
B GIHCTEp U3 IIEHKH NONHBHHIDUIO PDHIHOM
(nonuaTHIEHOBOH / MOMHBHHAIIEHXIIOPHIHOH) H
amoMHHEEBOH (omnbru, o 25 Gnucrepos B
KapPTOHHYIO MAYKy C BIOXKEHHEeM 25 MHCTPYKUHIT 1o

| IPHMEHEHHIO.

12

Labeling / Mapxupopka

According to ND /

B cootsercteuu ¢ HJJ

13

Storage conditions / Ycnopus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npH TeMneparype He

Boiwe 25 °C.

14

Shelflife / Cpok rogsocTn

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanwe: MpoaykT cooTBeTCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akmouenne: OOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

F=

[okymeHT npoeepeH OKK: ) Ok DokymeHT ogobper OOK:
Date/ o . oq.20 Date/ . -
fNara: ! e Jara: 2-5-09: Lor -

F‘l\/IQCOO3-] 5-06
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