Cipla

CERTIFICATE OF ANALYSIS
" CEPTUO®HKAT AHAJIM3A
Page1 of4/Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg _ Ipoaykr: CEHA}IE TABJIETKH 13,5 mr
Batch No / Cepnsa Ne: 482037 Batch Quantity / Oowem cepia: 5851 packs / ynakosok
AR No / Anammrageckwnii order Ne ;s ARF/083/2022|Date of Analysis / lara anammza: 31.03.2022
Date of Mfg / lara npoussoacrea:  03/2022 Date of Expiry / 'onen no: 02/2025

Analysis performed according ND / Anamms nposenén mo H/I: [T N013745/01-091017, M3sm. Ne 1 ot 17.04.2020

Ne Test / lloxazaTens Result / PesyabTaTs Specification / Hopma

1 | Descrintion / Onucanue Complies / CoorsercTByer 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. / Tlnockue kpyrnsie TabneTku co
CKOLIEHHBIME KPAAMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOIO LBeTa ¢ BKpamneHusmu. Ha oxxoit
{cropone Tabnerku BoigasneHo cnoso «CIPLA», Ha
IPYTo# - MMHUS pa3ioMa.

2| Identification / TlopnmaHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
R —— CooTsetcTByeT ;):é)ramusauue aMMHAYHOFQ PAacTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooteercrayer chromatogram of the sample solution should
Merunnaparuapokcubessoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAePKHBAHHs OCHOBHOTO ITHKA HA XPOMAaTOrpamMme
HCIILITYEMOTO PacTBOPa NOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPIKHBAHNA OCHOBHOTO ITHKA Ha
XpOMAaTorpaMMe CTaHAapTHOTO pacTeopa
Mmeruinaparunpokcubensoara (pasmen
«MeTtunnaparaapokcubeHsoar).

3 | Average weight / Cpennss 187.16mg / 187,16Mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooteeTcTByeT Tpebosanmam HI | 3aknoyenune: OOQOBPEHO
Checked by QC In-Charge K\g A L Approved by QA In-Charge / W
[JoxymeHT nposepeH OKK: — HokymeHT ogobper OOK:
Date / 210890620 Date / 2\ 0 O
Hara: [arta:
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Cipla

CERTIFICATE OF ANALYSIS
s ; CEPTHO®UKAT AHAJIW3A

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns N : 482037

Batch Quantity / O6bem cepuu:

5851 packs / ymakosox

AR No / Apanurnaecknii oraer No :

ARF/083/2022|Date of Analysis / lara ananmsa: 31.03.2022

Date of Mfg / Jlata npomeoncrBa:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anajmms nposenén mo HJI: II N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokaszarenn

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOHOCTS 110 Macce

Complies / CootBercrByer

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

OnHOpPOAHOCTE NO3UPOBAHHS

5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He 6oxee 6,0 %
MACCE NIPH BBICYIIUBAHHK
6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunos uepes 120 mMun
7 | Uniformity of Dosage units / AV=49 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 x L2 x M.

L1=150;L2=25.0.

IMoxkaszarens npuemaeMocTH s n=10 AV <L.1.

B cnyuae, ecnu 3Havenne AV npesbimaer L1,
MPOBOAT MCTIBITAHKE Ha cnemylomux 20 obpasuax.
Jmst n=30 AV <L1. Bee 3HaueHus Xi JOIDKHBI
VIOBIETBOPSATE HEPABEHCTBY:

IM-xi| 0,01 x L2 x M,

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

8 | Assay (Spectrophotometry)
; KonuuectseHHoe onpeneneHue

(CnexrpodoTomerpis)

14.03 mg/tab /

14,03 mr/tab

From 12,15 to 15,53 mg (from 90.0 to 115.0 %) of

Ot 12,15 no 15,53 mr (ot 90,0 110 115,0 %)
CEHHO3WIOB B NepecyeTe Ha cenno3uz B B omno#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanme: MNMpoaykT cooreeTcTByeT TpeboBanuam H

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge /

JokyMeHT nposepeH OKK: ™ JF% g1t [okymeHT ono6peH OOK: @:‘L

Date /- - Date/ ~ 9\.02 .20
21022022

Hara: 3163 Hara: ?

FMQC003-15-06
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sennosides calculated as sennoside B in one tablet. / |- -




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepasi Ne: 482037

Batch Quantity / O6nem cepun:

5851 packs / ynakoBox

AR No / Asamravecknmit order Ne : ARF/083/2022

Date of Analysis / lata anaym3a:  31.03.2022

Date of Mfg / lara npoussoncrea:  03/2022

Date of Expiry / I'omen mo:

02/2025

Analysis performed according ND / Amamms nposenén mo HJI: ITN013745/01-091017, Mzm. Ne 1 or 17.04.2020

Ne Test / IlokazaTeas Result / PesyabTarsi Specification / Hopma
9 | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTuImaparuapokcubensoara 0.045 Mi/rab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Muxpo6uonorudeckas 4MCTOTa

10a) | Total Aerobic microbial count /
O61mee uncno a3poOHBIX 10 Not more than 10* cfu/ g / He 6onee 10* /r
MUKpPOOPTaHH3MOB _

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10° /r
count / Obiee gucno <10
JIECHEBBIX H IPOJOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyrcTByOT Not more than 10%/ g/ He 6onee 10° /r
bacteria/ Ycroiuussle k
JIEHCTBHIO KETYH
rpaMoTpuLaTenbHble DakTepuu

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 11

10¢) | Escherichia coli Absent /OrtcyrcTByIOT Absent in 1 g/ OtcyrctBHE B I T

101) | Salmonella Absent / OrcyrersyoT Absent in 10 g / OtcyrcTBHe B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: Npogykr cooteeTcTRYeT TpebosaHuaM HI

Conclusion : APPROVED /
3axmouenune: OQOBPEHO

Checked by QC In-Charge

NokymeHT nposepeH OKK: | Glorud

Approved by QA In-Charge /
HokymeHT ogobper OOK:

S

Date /
Hara:

21

OR+2.6027L -

Date /

; 202, 2022
[ara:

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJIU3A

Page40f4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

poxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482037

Batch Quantity / O0nem cepml.

5851 packs / yualconmc

AR No / Anannrudecknil oraer No ;

ARF/083/2022|Date of Analysis / lara amammza: 31.03.2022

Date of Mfe / lata npoussoacrea:  03/2022

Date of Expiry / I'onen mo:

02/2025

Analysis performed according ND / Anams nposeaén mo H/I: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoxkazatenn

Result / PesyabTaTs!

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OmicTep 13 MIEHKH

(monuaTHIEHOBOMH/

O IPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

ﬂOHHBHHPIJIXJ‘IOpHJ]HOﬁ

MOHBHHHIIACHXIIOPHAHOM) 1
amOMUHHEBOH (ponbry, no 25
OHCTEPOB B KAPTOHHYIO TIAYKY
C BIOKEHHEM 25 HHCTPYKUHH

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
TabiieTok B OMMCTep M3 [UIEHKH TPEXCIOHHOM
(IIBX/IID/MIBAX) u amomunnesoi donsry. o 2
1 3 GamcTepa BMECTe C MHCTPYKLHEH 110
NIPMMEHEHHIO B KapTOHHYIO nayky. Ilo 20 Tabnerox
B OyHCTEp W3 TUIEHKM NONMBHHWIXIOPHIHOH
(ONMATHIIEHOBOH / MONHBHHIINEHXIIOPHAHOH) H
aJlFOMHHHEBOH (onbry, mo 25 6aucTepos B
KapTOHHYH Na4Ky C BIOXKEHHEM 25 HHCTPYKLHH 1O
IPHMEHEHHIO.

12 | Labeling / Mapkuposka According toND /

B cootsercreru ¢ HIT

13 Storage conditions / Ycnosus

XPaHEHHUS Bouue 25 °C.

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

14 Shelf life / Cpok rogsocTn 3 years / 3 rona

Remarks : The Product conforms to ND/
MNMpumeyanue: MNpogykr cooTBeTcTBYET TPeboBaHuam HJ

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge f"—

Approved by QA In-Charge /

T

HokymeHT nposepeH OKK: ] gLt HokymeHT opobper OOK:
Date /. Date /

. . Rrae "D T vO2 . 2072
Hara: 31-03 Nara: S1.62 e
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