Cipla

CERTIFICATE OF ANALYSIS
- CEPTUO®UKAT AHAJIN3A
Pagel of4/Crp.1mu3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepuast Ne: 482029 ' _" Batch Quantity / OGnem cepun: 5847 packs / ynakosox
AR No / Anaymmuaeckuii oraer Ne : ARF/075/2022|Date of Analysis / lata anamuza:  23.03.2022
Date of Mfg / lara npomssoacrBa:  03/2022 Date of Expiry / I'ogen go: 02/2025

.|Analysis performed according ND / Anamns nposeaén mo H/A: I1 N013745/01-091017, M3am. Ne 1 o1 17.04.2020

Ne Test / Tloxazarens Result / PesyabTaTs: Specification / Hepma

1 | Description / Onucanue Complies / CootBercreyer Flat circular tablets from brown to dark-brewn with

' bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / ITnockue kpyrnsie Tabnerku co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOIo 1BeTa ¢ Bkparnenusimu. Ha omHoit
cropose Tabnerku BeiaBneHo cinoso «CIPLA», Ha
IPYTOH - TMHUSA Pa3noMa.

2 | Identification / TloanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
P — Cootserctayer g::ramnsaﬂne aMMHa4HOrO PacTBOpa B KPaCHBIil
2b) | Methyl Parahydroxybenzoate _ Complies / Retention time of the principle peak in the
(HPLC)/ CooreercrByer chromatogram of the sample solution should
MerunnaparuapokcudeHs3oar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUS OCHOBHOTO [MKA HA XPOMATOrpamMme
HCHBITYEMOTO PACTBOPA NODKHO COOTBETCTBOBATH
BPEMEHH YIE[KHBAHHA OCHOBHOIO ITHKA Ha
XpOMATOrpaMMe CTaHAAPTHOTO PacTBopa
MeTuInaparuapokcubensoara (pasmen
«Metunnaparunpokcrbdensoar).

3 | Average weight / Cpennsist 187.47mg / 187,47mr 189.99 mg £7.5% / 189,99 mr +7,5%
Mmacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanme: MNpoaykr coo-rBeTCTByeT TpebosaHusMm HI | 3aknouenmne: OO0OEPEHO

Checked by QC In-Charge If Approved by QA In-Charge / d

BokymeHT nposepeH OKK: \3 Q=CE [okymeHT onoBpeH OOK:  THC Lo
Date / Date /
o 23032622~ Jara: 22 .03 .02
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482029

Batch Quantity / QGnem cepumn:

5847 packs / ynakoBox

AR No / Anamarrdecknii oTaer Ne : ARF/075/2022|Date of Analysis / lara anaymsa: 23.03.2022

Date of Mfg / Jlara npoussoacrea:  03/2022

Date of Expiry / I'onen go:

02/2025

{Analysis performed according ND / Anasms nposea€n mo H/L: T1 N013745/01-091017, Mam. Ne 1 o1 17.04.2020

Ne Test / IloxkazaTenn

Result / PesynbTaTh!

Specification / Hopma

4 | Uniformity of weight /
OpHOpPOOHOCTE IO Macce

Complies / CootBercTBYET

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

OnHOPOAHOCTE AO3HPOBAHUS

5 | Loss on drying / IToteps B 2.6% NMT 6.0 % / He Gonee 6,0 %
Macce TIPH BbICYIIMBAHHK
6 | Dissolution / 80 - 87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennoszunos yepes 120 mun
7 | Uniformity of Dosage units / AV =350 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:
IM=xi| 0,01 xL2 x M. -
L1=15.0;L2=25.0.
Tlokasarens npuemnemocty s n=10 AV < L1,
B cmyuae, ecymi 3Hauenue AV npeesimaer L1,
MIPOBOMAT HCILITAHKE Ha crenyomux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3Ha4eHus Xi TOKHbI
yIOBJIETBOPSATH HEPABEHCTBY:
IM=xi| <0,01 x L2 x M.

=15,0; L2 =25,0.

8 | Assay ' (Spectrophotometry)
KomuuecTBenHoe onpeneneHue

(CrrextpodoTomeTpus)

13.89 mg/tab /

13,89 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 no 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3M/IOB B IEPECYETE HAa CEHHO3UM B B 01HOI
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanune: MpopykT cooTBeTcTByeT TpeboBaHusaM H/

Conclusion : APPROVED /
3akntoyenme: OQOBPEHO

Checked by QC In-Charge7
[JlokymeHT nposepeH OKK: }3 Gl

Approved by QA In-Charge /
HokymeHT opoBpeH OOK:

Date /

| para: >3 03 *°0*Fr—

Date /

Nata: 2%.02.2.02-2
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHUKAT AHAJIM3A

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne: 482029

Batch Quantity / OGbem cepum:

5847 packs / ynakosox

AR No / AranaTHgaecknii order N :

ARF/075/2022|Date of Analysis / /lara anamma: 23.03.2022

Date of Mfg / /lara uponssoacra:  03/2022

Date of Expiry / I'ogen go:

02/2025

| Analysis performed according ND / Anaauns nposeaén no HJI: [T N013745/01-091017, HM3m. Ne 1 o1 17.04.2020

Mpumeuanue: Npoaykr cooreetcTeyeT TpeGosaHuam HA

Ne Test / Iloka3aTens Result / PeayabTaTs! Specification / Hopma
9 | Content of Methyl 0.043 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHITaparuapokcuoensoara 0.043 Mr/rab
(BRXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruieckast 4HcTOTa

{ 10a) | Total Aerobic microbial count/ |

O6mee ynciI0 a3pobHBIX _ 20 Not more than 10* cfu/ g / He Gonee 10 /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /1
count / Obmmee ynucno <10
TMJIECHEBBIX H JPONCKEBBIX

| rpubos

10¢) | Bile tolerant gram-negative - Absent /OTCyTCTBYIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ Ycroiuusbie K
[EHCTBHIO XKeYH
rpamoTpHIaTenbHbie HaxTepHH

18 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin1 g/ OrcyrctBHEe B 1 T

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrcTBue B 1 1

109) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OrcyretBue 10 g

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

3axkmouenne: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge / e
HokymeHT nposepeH OKK: 1 Lt s [okymeHT ogobpen OOK: P
Date / i | Date /
2.3 0200 2.9 2 .
Jara: B Nara: 23%3-903%2.2 020

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus No: 482029

Batch Quantity / O6bem cepuu:

5847 packs / ynakonox

AR No / Asamuragecknii order Noe : ARF/075/2022 | Date of Analysis / [lara amammsa: 23.03.2022

03/2022

Date of Mfg / laTta npousBoacTea:

Date of Expiry / I'ogen mo:

02/2025

Analysis performed according ND / Anams npepenén mo H/L: 11 N013745/01-091017, Uam. Ne 101 17.04.2020

Ne Test / IToxazarenn

Result / PesyabsraTe:

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep U3 IUIEHKH

(monusTHNIEHOBOI/

no NPpHUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVCAPEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

HOHHBHHHDXHOpHﬂHoﬁ

MONHBUHMIIIEHXJIOPHIHOMH) H
AMIOMUHHEBOH (ONBrH, 110 25
OnMCTEPOB B KAPTOHHYIO MAYKY
C BIIOJKEHHEM 25 HHCTPYKIIHH

Package / Ynakogka - 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 OIHCTEp M3 ILIEHKH TPEXCIONHOM
(TIBX/IT3IIBAX) u amomuauneBoi donsry. ITo 2
|mmm 3 DiicTepa BMECTe ¢ HHCTPYKLHEH MO
NPUMEHEHHIO B KapTOHHY0 nauky. Ilo 20 tabnerok

B OImICTEp M3 TUEHKH NONUBUHIIXJIOPHITHOH
(monM3THIEHOBOI / MOMMBUHIIIEHXJIOPUAHOH) H
aMmOMUHKHEBOH Hombry, o 25 GrmucTepos B
KapTOHHYIO MA4YKy C BJIOXKEHHEM 25 HHCTPYKLIHI 1o
TIPUMEHEHHAIO, i

12 | Labeling / Mapkuposka According to ND /

B cooreercreuu ¢ H]

13 | Storage conditions / Yenosan

XpaHeHus Boie 25 °C.

| Ina dry place, at temperature below 25 °C. / B tyxom mMecTe Tiph TeMNIEPATYpE Fie

14 | Shelflife / Cpox roanocts 3 years /3 rona

Remarks : The Product conforms to ND/
lMpumevanue: MNpoaykr cooTseTcTeyeT TpeboaHuam HJ]

Conclusion : APPROVED /
3axkntouenue: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposeper OKK: curt

Approved by QA In-Charge / e
HokymeHT ogobper OOK: %ﬁ'

|| Date 7

Nara: 23.03 262 1

| Date /

2-%.02,202 2

[ara:

FMQC003-15-06

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




