CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page1of4/ Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482122 Batch Quantity / OGbem cepun:  5851packs / ynakosok
AR No / Ananuruueckuii oruer Ne : ARF/198/2022 Date of Analysis / laTa ananunza:  15.09.2022
Date of Mfg/ laTa npoussoacrsa:  08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananu3s nposeaén no

H/I: 1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTa

Test / Iloxazarens

Th Specification / Hopma

1 | Description / Onucanue

Complies / CootBercTByer

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. / ITnockue kpyrasie Tabnetku co
CKOLIEHHBIMH KPAsMH OT KOPHYHEBOIO [0 TEMHO-
KOPHYHEBOro IiBeTa ¢ Bkpanennsami, Ha onroil
cropone Tabnetxku Beinaenexo cnoso « CIPLA», na
ZIPYroii - TMHHA Pa3ioMa.

mMacca

2 | Identification / TTorymHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tumns a reddish colour /
CoorBercTByeT OkpalMBanue aMMHA4HOrO PacTBOpa B KPACHBIH
AHTPaxHHOHOBBIE MTHKO3H/IbI S
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootseTcTBYET chromatogram of the sample solution should
Merunmaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBAHNA OCHOBHOTO MHKA HAa XPOMATOrpaMme
HCIBITYEMOro PacTBOPa J0JDKHO COOTBETCTBOBATH
BPEMEHH YeP)KHBAHUS OCHOBHOTO NMHKA HA
XPOMATOrPaMMe CTaHIAPTHOrO PacTBOpa
MmeTtunnaparnapoxcubensoara (pasnen
«Merunnaparuapokcubensoar).
3 | Average weight / Cpennsas 186.31mg / 186,31mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cootsetcTayeT TpebosaHusam HI

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge £~ =\
[lokyMeHT nposepeH OKK: u Slaee

Approved by QA In-Charge /
[LokymeHT ogobpen OOK:

@@

Date /

1§.09-2022 .
[ara:

Date /

\ O
Hara:

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
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) CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482122 Batch Quantity / O6bem cepun:  5851packs / ynakosok
AR No / Anaautauecknii oryer Ne : ARF/198/2022 | Date of Analysis / laTa ananuza: 15.09.2022
08/2022 Date of Expiry / T'onen no: 07/2025

Date of Mfg/ laTa npousBoacTsa:

Analysis performed according ND / Ananus nposenén no HJI: T1N013745/01-091017, H3am. Ne 1 ot 17.04.2020

Ne

Test / oxazarens

Result / PesyasTarsr

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTE 1O Macce

Complies / CooterciByeT

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

5 | Loss on drying / Ilotepa B
MacCe [IPH BLICYLIHBaHHH

1.3%

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution /
PactBopenue

82 -90%

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

7 | Uniformity of Dosage units /
OnHOPOAHOCTE AC3HPOBAHUA

AV =54

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.

TTokasarens npuemsemoctd ma n=10 AV <L1.

B cnyuae, ecnn snavenne AV npesbinaer L1,
NPOBOAAT HCHLITAHEE HA cneayrounx 20 obpasmax.
Ina n=30 AV <L1. Bce 3naueHus Xi JOJDKHBI
YOOBJETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnNpeneneHHe
(Cuexrpodoromerpus)

13.92mg/tab /

13,92mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
01 12,15 o 15,53 mr (o1 90,0 o 115,0 %)
CEeHHO3HOB B NepecueTe HAa ceHHo3ua B B onuol
tabnerke.

Remarks : The Product conforms to ND/

NMpumeuanue: MpoaykT cooTBeTcTByeT TpebosaHam HI

Conclusion : APPROVED /
3akmoyenue: O OEPEHO

Checked by QC In-Charge /(" . Approved by QA In-Charge /
OokymeHT nposepeH OKK: 5| QUL [okymeHT ofjobpeH OOK: e®
[ara: [ata:

FMQCO003-15-06

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 ;




CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Cipla

Page3 of4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482122 Batch Quantity / O6bem cepuu:  5851packs / ynakoBox
AR No / Ananurnuecknii oruer Ne :  ARF/198/2022|Date of Analysis / Jara anannza:  15.09.2022
Date of Mfg / Jlata npoussoacrea:  08/2022 Date of Expiry / T'onen no: 07/2025

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

Ne Result / PesyabTarsi Specification / Hopma
Test / Tloka3zarens
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MmeTumaparuapoxcubensoara 0.048Mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckas YucToTa

10a) | Total Aerobic microbial count /
Oburee umcio a3poBGHbIX 10 Not more than 10* cfu/ g / He Gonee 10°* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / O6mee uncno <10
IUIECHEBBIX H IPOMOKEBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He 6onee 107 /r
bacteria/ ¥ croiiuuBEIe K
JEHCTBHEO JKeITUH
rpamMoTpHIaTeNLbHbIe OaKTepHH

10d) | Staphylococcus aureus Absent /OrcyrcTByIOT Absentin 1 g/OrcyrctBueB 1T

10¢) | Escherichia coli Absent /OtcyTcTBYyIOT Absentin 1 g/Otcyrctee s 1 1

109 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g /OrcyrctueB 10 g

Remarks : The Product conforms to ND/
Npvmeyanme: Mpoaykr cooTeTCTBYET TPeboBaHUAM

Conclusion : APPROVED /

HO | 3axknrouenwe: OQOBPEHO

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

[okymeHT npoBepeH OKK: C\ Cr e NokymeHT opobpeH OOK: ﬁ@

Date / |€- 092022 Date_! \ S 00727
[ara: [ara:

FMQC003-15-06

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




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Cipla

Page4 of4/ Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482122 Batch Quantity / Oonem cepun:  5851packs / ynakosok
AR No / AnaauTnaecknii orger Ne : ARF/198/2022|Date of Analysis / TaTa ananusa: 15.09.2022
Date of Mfg/ laTa npoussoacrea:  08/2022 Date of Expiry / T'ogen no: 07/2025

Analysis performed according ND / Ananus nposeaén mo HJ/I: II N013745/01-091017, Ham. Ne 1 o1 17.04.2020

Ne

Test /Hoxazarens

Result / PesyasTarsi

Specification / Hopma-

11

Package / Ynakoeka

Package / Ynakoska - 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
GarcTep U3 IIEHKH

TIOJTH BHHUJIXJIOPHHOH
(monuaTHIEHOBOIH/
MONMBUHHIICHXIIOPHAHOM) 1
amoMuHueBoH dosbry, mo 25
OHCTEePOB B KAPTOHHYIO MAUKY
C BIIOXKEHHEM 25 HHCTPYKUHIT

Package / Ynakoska - 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 GMHCTEp H3 MIIEHKH TPEXCIOHHOT
(IIBX/TID/TIBAX) u amomunuesoii onsru. ITo 2
Wi 3 GircTepa BMECTe ¢ MHCTPYKLHEH 1o
NPHMEHEHHIO B KapToHHYIO nadky. ITo 20 rabnerox
B GuHCTep M3 NICHKH HONUBHHIIXIOPHAHOM
(monmHaTHIEHOBOH / MONHBHHIIINEHXJIOPHIHOM ) 1

no MpHMEHEHHIO.

anoMuHUeBo (omnsru, mo 25 Gnuctepos B
KapTOHHYIO MAauKy C BIOXKEHHEM 25 HHCTPYKUMl 110
NIPHMEHEHHIO.

According to ND /

12 Labeling / Mapkuposka

B cooteerctBuu ¢ HJ

13 Storage conditions / Ycnosus

XPAHEHHUS Boiwe 25 °C.

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

14 3 years /3 roga

Shelf life / Cpox rogsocTn

Remarks : The Product conforms to ND/
Mpumeyadue: lNpoaykT cooteeTcTByeT TpeboBanuam HO

Conclusion : APPROVED /
Saknmouenue: OQOBPEHO

Checked by QC In-Charge?
[HokymenT nposepeH OKK: ﬁ’) Ol

Approved by QA In-Charge /
DokymeHT ogobpeH OOK:

a@ :

DatEI 15‘_@(1‘(2_02'2_

[ara:

Date /

O/ )
red \S 032007

FMQC003 -15-06

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




