Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3A

Page 1 of4 /Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482132

Batch Quantity / O6bem cepum:

5847packs / ynakosok

AR No / Ananuruuecknii otuer Ne : ARF/208/2022

Date of Analysis / Jlata ananusa:  24.09.2022

Date of Mfg / HaTa npousBoacTsa:

09/2022

Date of Expiry / I'ogen go:

08/2025

Analysis performed according ND / Ananus nposeaéu no H/I: TI NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / ITokazaTenas

Result / PesyabTarsr -

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. / IInockue kpyrisie TabieTku Co
CKOUIEHHBIMH KPAsMH 0T KOPHYHEBOTO 0 TEMHO-
KOPMYHEBOro L{Bera ¢ Bkparedusamu. Ha onxoii
ctopoHe Tabnetku BeigasneHo cnoso «CIPLA», va
OpYroi - THHHSA pa3noMa.

Identification / TloamuHHOCTD

2a)

Anthraquinone glycosides /

AHTPaXHHOHOBBIE FIHKO3HIbI

Complies /
CooTBeTCTBYET

Ammoniacal solution turmns a reddish colour /
OxpalnBaHue aMMMA4YHOrO pacTBOpa B KPACHbIH
LIBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/

Complies /
CooTseTcTBYET

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

Merunnaparuapokcudenzoar

(BOXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUA OCHOBHOTO MHMKA HA XPOMATOrpaMme
HCIBITYEMOr0 PACTBOPA IOJDKHO COOTBETCTBOBATh
BPEMEHH YIEPIKHBAHHS OCHOBHOTO IMHKA HA
XpOMATOrpaMMe CTaHIAPTHOrO PacTBOpa
MeTHInaparuapokcidensoara (pasmen
«Merunnaparunpokcubensoar).

3 | Average weight/ Cpenussa
mMacca

186.81mg / 186,81mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3akntoueHue: OQOBEPEHO

Checked by QC In-Charge / )
NokymeHT npoBepeH OKK: %E‘—w

Approved by QA In-Charge / A
HokymenT ogoGpeH OOK: @2&'

Date /

fata: 2 4.09,%2022

Date /

Jara: 15 L Racie
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIH3A

Page2 of 4 /C1p.2 m3 4

Product: SENADE TABLETS 13,5 mg

IIpoayxkr: CEHA}IE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482132

Batch Quantity / O6bemM cepun:

5847packs / ynakosok

AR No / AuanuTH4ueckuii oruer Ne : ARF/208/2022

Date of Analysis / laTa ananuza: 24.09.2022

Date of Mfg / llata npoussoacrea: . 09/2022

Date of Expiry / I'ogen no:

08/2025

Analysis performed according ND / Ananus nposenén no H/I: I1 NO013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / Ilokazarens

Result / PesynbTaTsl

Specification / Hopma

Uniformity of weight /
OnHOpOZIHOCTE MO Macce

Complies / CootBercTByeT

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

5 | Loss on drying / IToreps B 1.3% NMT 6.0 % / He 6onee 6,0 %
MACCE MPH BBICYLIMBAHUHH
6 | Dissolution / 80- 88% NLT 70 % (Q) of sennosides in 120 minutes
Pacropenue He menee 70 % (Q) cennosunos uepe3 120 mun
7 | Uniformity of Dosage units / AV=56 The acceptability index forn =10 AV <L1.

OnHOpPOAHOCTE JO3HPOBAHHS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

AV <L1. All values of xi must satisfy the
inequality:

M-x1| 0,01 x L2 x M.

L1=15.0;L2=25.0.

ITokaszarens npuemnemoct i n=10 AV <L1.

B cnyuae, ecnu 3Havenune AV npessimaer L1,
MPOBOAST HCNbITAHKE Ha cnexyrommx 20 obpasuax.
Jlns n=30 AV <L 1. Bce 3HaueHns X1 JOJDKHBI
YAOBNETBOPSTE HEPABEHCTRY:

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonnuectseHHOe oOmnpeneneHye
(CnextpodoTomerpus)

13,91 mr/Tabd

13.91mg/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 %)
CEHHO3HJIOB B [lepecyeTe Ha ceHHO3ua B B ogHOM
tabneTie.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTCcTBYET TpebosaHmam HI

Conclusion : APPROVED /
3aknioueHue: OQOBPEHO

Checked by QC In-Charge / PECJQ
[okymeHT npoBepeH OKK: o ;

Approved by QA In-Charge /
HokymeHT ogoBpeH OOK:

:

Date/ . 4. 00.0002—

[ara:

Date /

2
[ata: I

ez 2-2-
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Cipla

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / lata npoussoacrsa:  09/2022

Batch No /Cepus Ne: 482132 Batch Quantity / O6nem cepun:  5847packs / ynaxkosok
AR No / Auanuruueckuii otuer Ne : ARF/208/2022|Date of Analysis / laTa ananusa: 24.09.2022
Date of Expiry / I'ogen ao: 08/2025

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

MHKPOOPraHH3MOB

Ne Result / PesyawraTsr Specification / Hopma
Test / TlokazaTens
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprxanue
MeTHImaparaapokcubensoara 0.046Mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpotuonoraueckas uucTora

10a) | Total Aerobic microbial count /
Obwee 4HCI0 a3pOOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obwee gucio

Not more than 10” cfu/ g /He 6onee 107 /r

; <10
IUIECHEBBIX H ﬂpO)K}KGB]JIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10%/ g / He 6onee 107 /r
bacteria/ Y croiiumBsie k
OEHCTBHIO KeJITUH
rpamMoTpHuaTensHele OaKTepun
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/Otcyrcreues 1 r
10¢) | Escherichia coli Absent /O1cyTcTBYIOT Absentin 1 g/Orcyrcreue B 1 r
109 | Salmonella Absent / OrcytcTBYIOT Absentin 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/

Mpumeyanwme: NpoaykT cooTeeTcTByeT TpeboBannam HA

Conclusion : APPROVED /
3axkmouenue: OLOBPEHO

Checked by QC In-Charge / g{ 0
o

DokymeHT nposeper OKK:

Approved by QA In-Charge /
HoxymeHT ogobpeH OOK:

S ute

Date /

[ara: 2401002

Date /
Hara:

| Bef0 2021
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 0f4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

IlpoaykT: CEHA,[[Eﬁ, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482132

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / Ananurnyeckuii otuer Ne : ARF/208/2022 | Date of Analysis / laTta ananusza: 24.09.2022

09/2022

Date of Mfg / laTa npoussoacTBa:

Date of Expiry / I'ogen mo:

08/2025

Analysis performed according ND / Anasaus nposeaén mo H: T1NO13745/01-091017, M3am. Ne 1 ot 17.04.2020

No Result / PesyabTaTer

Test / Iokazarens

Specification / Hopma

11 | Package / YnaxoBka
in a blister made of

BrucTep U3 MIEHKH

(nonuaTHNEHOBOIH/

M0 NPUMEHEHHIO.

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

MOJIM BHHUIXJIOPHAHOM

MOJIMBHHUIAEHXTIOPHIHOH ) H
anmoMuHHeBo# Gosbru, no 25
OIHCTEPOB B KAPTOHHYIO MAYKY
C BJIO>KEHHEM 25 HHCTPYKLHIH

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 aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTok B ONUCTEP M3 MIEHKH TPEXCIOHHOH
(IIBX/TI3/MTIBAX) u amomuuuesoii donbru. [To 2
uny 3 GnucTepa BMECTE C HHCTPYKLHEH 10
NpHMEHEHHIO B kapToHHYO nadky. [1o 20 Tabnerox
B OnHCTEp M3 MISHKH NOMHBHHHIXIIOPHIHOM
(moMH3THNEHOBOH / MONHBHHHINEHXIOPHIHOI) |
amomMuHIeBO# Gonbru, no 25 Giaucrepos B
KapTOHHYIO NAuKy C BIOKEHHeM 25 HHCTPYKUHil no
NPHMEHEHHIO,

12 Labeling / Mapkupogka According to ND /

B cooteercteuu ¢ H]

13 Storage conditions / Ycnosust

XpaHeHus oiure 25 °C.

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

14 | Shelflife / Cpok rogsocTs 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootseTcTayeT TpebosarHuam HI

Conclusion : APPROVED /
3akmwoyenue: OQOBPEHO

Checked by QC In-Charge / =% WY
HokymeHT npoeepeH OKK: a—dw

Approved by QA In-Charge / 1
[okymeHT onobpeH OOK: %‘}

Date /

Date /

[ara: 12-jo- 20T
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