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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Ciple

Page1of4/Crp.1m34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :

484058

Batch Quantity / O6bem cepnn:

5848packs / ynakoBok

‘AR No / Auanurnueckuii oruer Ne 1 ARF/127/2024

Date of Analysis / lara ananmnza:  05.08.2024

Date of Mig / iaTa nponssoacrsa:  07/2024

Date of Expiry / ogen o: 06/2027

Amnalysis performed according ND / Ananuz nposenén no HJY: T NG13745/01-18i(522, amend No. 1 dated
09.07.2024 / 11 N§13745/01-180522, u3m. Ne 1 ot 09.67.2024

Test / TloxazaTens

Ne Result / PeayneTaTh!

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBetcTBYET

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. / [Tnockue kpyribie TabueTkH co
CKCHISHHBIMHI KpagMH OT KOPHYHEBOTO A0 TEMHO-
KOPHUYHEBOro LBETAa ¢ BKparmeHnsMi. Ha onxoit
cropoHe TabneTkn BoiasneHo cnoso «CIPLA», na
LpYroii - nuHUsA pasnoMa.

2 Identification / [TonnuunocTs

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
i CoorpeTcTByeT OkpauMpaHie aMMHAUHOTO PacTBOPa B KPACHLIH
AHTanHHOHOBbIE FTHKO3H bl LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTayer chromatogram of the sample solution should
MetunnaparuapokcudeHsoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy!l

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / B pems
YIEPKHBAHHS OCHOBHOTO MHKA HA XPOMaTOrpaMmme
MCTIBITYEMOrO PacTBOpa A0KHO COOTBETCTBOBATS
BpeMeHH VIepiKUBAHHS OCHOBHOIO ITHKa Ha
XpoMaTorpaMme cTaH1apTHOro pacTBopa
MeTwInaparnapokcudensoara (pazaen
«MerunanaparuapokcudeHsoar).

Average weight / Cpennsis
macca

(V5]

187.23mg / 187.23mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumevanue: MNpogyxT cooTseTcTByeT TpebosaHuaM H

Conclusion : APPROVED /
3axnwoverue: OGOBPEHOC

Checked by QC In-Charge/  — ~‘t w
[HokymeHT nposeper OKK: gt

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date /
Lara:

0G5 98 202 Y

Date /

fata: 0£08-2004
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CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIM3A

Cipla

Page 2 0f 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHARE", TABJETKH 13,5 mr

Batch No / Cepust Ne : 484058

Batch Quantity / Oobem cepun:

5848packs / ynakoBok

AR No / Ananuriuecknii oruer Ne : ARF/127/2024|Date of Analysis / lara ananuza: 05.08.2024

Datc of Mfg / Jiara npoussoacrsa:  07/2024

Date of Expiry / I'ogen no:

06/2027

Analysis performed according ND / Anasins niposenén no HJ: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No Result / PesyasTarsl

Test / Toka3zarenn

Specification / Hopma

4 | Uniformity of weight /
OaHOpOAHOCTE M0 Macce

Complies / CoorsercTayer

18/20 tablets NMT £ 7.5 %/ 18/20 He Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 ne 6onee = 15%

5 | Loss ondrying / [loTeps B 2.7% NMT 6.0 % / He 6onee 6,0 %
Macce TPH BhICYIITHBAHMH
6 | Dissolution / 78-93% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenne He menee 70 % (Q) cennosunoe vepes 120 mun
7 | Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV <LI.

OAHOPOAHOCTh A03HPOBAHHs

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 = L2 x M.

L1 =150; L2=250.

[Tokazatens npuemaemocth ana n=10 AV <L1.

B cnyuae, ecnu sHauenue AV npessbiimaer L1,
[POBOAAT HCnbITaHKe Ha caeaytoux 20 obpazuax.
Hnsa n=30 AV < LI. Bce 3Hajdenns Xi 10MKHbI
YIOBNETBOPSTL HEPABEHCTBY:

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

L1 = 15,0; L2:=250.

8 | Assay (Spectrophotometry)
KouniyecTseHHoe onpeaeneHie
(Crnexkrpodoromerpus)

14.06mg/tab /

14,06Mmr/Tad

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 11 5,0 %)
CEeHHO3MIOB B MepecyeTe Ha ceHHo3¥ A B B oHOH
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooreeTcTByeT TpebosaHuam HU

Conclusion : APPROVED /
3aknwwovenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

mirg® J‘\ ;
[OokymeHT nposepeH OKK: ==y b NokymeHT ogoBper OOK: %
! 05080y Bl 0% 2ovy

FMMQC003-15-09

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
CEPTHOUKAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 484058

Batch Quantity / O6bem cepuun:

5848packs / ynakoBox

AR No / AranuruyeckHii oTyer No @

ARF/127/2024|Date of Analysis / Jata ananuza: 05.08.2024

Date of M{g / Jlata npomsnoncrea:  07/2024

Date of Expiry / Iopen o:

06/2027

Analysis performed according ND / Auanus nposeaén mo HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTtnl

Test / Nokazarens

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHne
meTunnaparuapokcibensoara
(BOXKX)

0.041mg/tab

0,04 1mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rad.

10 | MICROBIAL LIMIT TEST/ Mukpofuonornueckas UHcToTa

108) | Total Aerobic microbial count /
O0bwee 4ucno azpodHbIX 30

MHKPOOpPraHu3MoB

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

10b) | Total combined yeast and mould
count / O6uiee uncio
MJIECHEBLIX W APOXKIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToitumupbie K
AEHCTBHIO KeJTuH

rpaMoTpHLATe1bHbIe DaKTEPUH

Absent /OtcyTcTBYiOT

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

104d) | Staphylococcus aureus

Absent /OTtcyTcTBYIOT

Absentin | g/ Orcyterue B |

10¢) | Escherichia coli

Absent /OTtcyTcTBYIOT

Absentin 1 g/ OrcytctBue s | r

101y | Salmonella

Absent/ OTtcyTeTBylOT

Absentin 10 g /OrcyrerBue 8 10 g

Remarks : The Product conforms to ND/
Mpunievanue: MNpoaykr cooTBeTcTBYET TpeboBaHuam HU

Conclusion : APPROVED /
3aknwwyenue: ONOBEPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: ”;1_0, -4,

Approved by QA In-Charge /
NokymeHT opgobpeH OOK:

Date /
Oata: .

s - Ug'LUlH

Date /

ﬂaTa: O 6 «0% 'M'LL’

FMQC003-15-09

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 AHAJTH3A

Page 4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13.5 mg

MNpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepnn Ne: 484058

Bateh Quantity / O6bem cepumn:

5848packs / ynakosok

‘AR No / AmanuTuuecknii oruer Ne : ARF/127/2024

Date of Analysis / Jata ananuza: 05.08.2024

Date of Mfe / Iata npoussogcersa:  07/2024

iBate of Expiry /T'ogen no:

06/2027

Analysis performed according ND / Auanus nposenén no HJ/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [Moka3zaTennb

Result / PesyabTaThl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakosxa - 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 U3 NIEHKH
NOJMBHHUAXITOPHIHO#H
(nonuaTHAEHOBOH/
MOJIMBHHUAAEHXJIOPHIHON) |
amoMuHKeBoi Gonsry, no 25
GIHCTEPOB B KAPTOHHYIO MAUKy
¢ BJOKEHHEM 25 HHCTPYKLHH
MO NPUMEHEHHIO,

Package / Vnakoska - 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 U3 NNEHKH TpexcleiiHoii
(MBX/MMTIBIX) u amromunruesoit (ponsru. [To 2
unu 3 GiucTepa BMECTE C HHCTPYKLHEH 110
NnpUMeHeHNI0 B kKapToHHYI0 nadky. [To 20 Tabnerok
B OnHCTEp M3 MIEHKH NOMMBHHMNXIOPHAHOM
(NOAHITHICHORBOI / MONMBHHUIAEHXITOPHIHOM) H
amomuniesoi Goasru, mo 25 6nucTepos B
KapTOHHY!O MAauKy ¢ BIOMKEHHEM 25 HHCTPYKUHIT 1o
MPHMEHEHHIO.

12 Labeling / MapxupoBka

According to ND /

B coorsercreim ¢ HI

13 Storage conditions / Ycnosus
XpaHeHus

In a dry place, at temperature below 25 °C./ B cyXxom MecTe npyu TeMNeparype He

Bhiue 25 °C.

14 Shelf life / Cpok rogHocTH

3 years/ 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknoueHue: OJOEPEHO

Checked by QC In-Charge / > D
JokymeHT nposepeH OKK: 7;72-"‘:

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

B

Date /

O -0 .2 o2«
Nara: e f

Date /

fata: ©€-08.20%Y

FMQC003-15-09

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




