Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOUKAT AHAJIU3A

Page 1 0f4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIEE, TABJETKH 13,5 mr
Batch No / Cepus Ne : 484089 Batch Quantity / O6sem cepun:  5846packs / ynakosox

AR No / Ananurnuecknii oraer No: ARF/173/2024|Date of Analysis / lata ananunsa:  26.09.2024

Date of Mz / lata npoussoactsa:  09/2024 Date of Expiry / 'ogen fo: 08/2027

Analysis performed according ND / Ananus nposenén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

MNo Result / PesyabTarhi Specification / Hopma

Test / lloka3aTe/b

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. / TTnockue kpyriibie TabneTkH co
CKOLLUEHHBIMH KPasMH OT KOPHUHEBOrO J0 TEMHO- *
KOPHYHEBOTO 1IBeTa ¢ BKpanieHusMu. Ha oanoit
cropone TabneTku BoigaBaeHo cnoso «CIPLAY, na
Ipyroii - nHHHUA pasioma.

1 | Description / Onucanne Complies / CooTReTcTBYET

2 Identification / IloaiMHHOCTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OkpaulMBaHie aMMHAYHOIO PacTBOpPa B KpacHbIi
AHTPaXMHOHOBbIE TTTMKO3HAbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CoorsercTBYET chromatogram of the sample solution should
MeTurnnaparuapokcubeH3oar corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VIep/KHBAHHA OCHOBHOrO NMUKA HA XpOMaTorpamme
MCIBITYEMOr0 pacTBoOpa J0MKHO COOTBETCTBOBATE
BPCMEHH YAEPHKHBAHHMA OCHOBHOTO NMHKa Ha
XpoMaTtorpamMme CTaHOapTHOro pacTsopa
meTHanaparuapokcubensoara (pasaen
«MeTunnaparuapokcubensoar).

Average weight / Cpennss 188.05mg / 188,05mr 189.99 mg +7.5% / 189,99 Mr £7,5%

mMacca

(%)

Remarks : The Product conforms to ND/
Mpumepianue: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknouenue: OOQOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: %?:krp

Approved by QA In-Charge /
DoxkymeHT ogobpeH OOK:

AR

Date /
Hara:

Do e ok Yy

Date /

[ata: 21292024
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page2 of4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHA,[[E®, TABJETKH 13,5 mr

Batch No/ Cepuna Ne: 484089

Batch Quantity / O61n.em cepun:

5846packs / ynakoBok

AR No / Auanurnucckuii oruer Ne: ARF/173/2024

Date of Analysis / ara ananmsa: 26.09.2024

Date of Mfs / lata npowzsoncrea:  09/2024

Date of Expiry /Togen no:

08/2027

Analysis performed according ND / Auanus npoeenén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No Result / PesynuTaThbl Specification / Hopma
Test / IMokasaTenn

4 | Uniformity of weight / Complies / CooTsercTBYeET 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee + 7,5
OHOPOIHOCTE 110 Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 Loss on drying / [Totepa B 2.3% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BbICYLIHBAHUH

6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHue He menee 70 % (Q) cenno3uaos sepe3 120 mun

7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTh I03HPOBAHMS In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

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

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

L1=15.0; L2 =25.0,

IMokazatens npuemnemoctu ans n=10 AV < LI.

B cnyuae, ecnut 3HaueHe AV npeebiinaer L1,
MPOBOAT MCMbITAHUE Ha cheaytoux 20 obpasuax.
Ina n=30 AV < LI. Bce 3HaueHus Xi JOJKHbI
YIOBJIETBOPATL HEPABEHCTBY:

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

L1-=150; LZ=250,

8 | Assay (Spectrophotometry) From 12.15 to 15.33 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE OnpeneneHue 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriextpopoToMeTprs) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,05Mr/1a6 CEHHO3W/IOB B nepecyeTe HAa ceHHO3ua B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumgeanue: Mpoaykr cooteeTcTyeT TpebGosaHuam HI

Conciusion : APPROVED /
3akniovenue: OOJOBPEHO

Checked by QC In-Charge / L
[JokymeHT nposepeH OKK: ‘;:ﬁf“’

Approved by QA In-Charge /
HokymeHT ogobpex OOK:

I

Date /

,D,aTa: o e (=R - B

Date /

Jara: o i
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

-

Page3 of 4/ Crp. 3 nz 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAlIE@, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484089

Batch Quantity / O6bem cepun:

5846packs / ynakoBox

AR No / Auannruaeckuii oruer Ne :

ARF/173/2024|Date of Analysis / Iara ananusa: 26.09.2024

09/2024

Date of Mfe / Jara nipeu3BojicTRA:

Date of Expiry / Tozgen go:

08/2027

Analysis performed according NI / Ananns nposenén mo HA: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyasTarsl

Test / Moka3aTenb

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHanaparnapokcudeH3oaTa
(BOXX)

0.040mg/tab

0,040Mr/Tad

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

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruieckas 4ucToTa

10a) | Total Aerobic microbial count /
Ob1uee uncno a3podHbIX

MHKPOOPTaHH3MOB

<10

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Ob1uee uncno
TJIECHEBBIX H IPOHIKEBBIX

rpubos

<10

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

Bile tolerant gram-negative
bacteria/ YcroiiunBebie K
NEHCTBHIO KEeTun
rpaMoTpuuaresibHble 0akTepuu

10¢)

Absent /OTCyTCTBYIOT

Not more than 107/ g / He 6onee 10% /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyretRue B | r

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ Orcyrcrsue s | r

100 | Salmonella

Absent / OrcyteTBytoT

Absent in 10 g /Orcyrereue 8 10 g

Remarks : The Product conforms to ND/
Mpumgtianue: Mpoaykr cooteeTcTeyet TpebosaHuam HO

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: ‘r?;flb‘ﬂ

Approved by QA In-Charge /
HokymeHrT opobper OOK:

sl

Date /

fara:  2>C o0 -0

Date /

[ara: 2709 2024

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Pagedof 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484089 . Batch Quaniity / OGbem cepusi:  5846packs / ynakopex
‘AR No / Auannrnuecknii orger No : ARF/173/2024 | Date of Analysis / [iata ananusa:  26.09.2024
Date of Mfg / lata nponssoacrea:  09/2024 Date of Expiry / I'ogen no: 08/2027

Analysis performed according ND / Ananus nposeaés no HJT: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

No

Test / IMokasaTe/b

Result / PesyabTaTii

Specification / Hopma

11 | Package / VnakoBka

in a blister made of

OnucTep M3 MIEHKH
MOTHBUHWIXJIOPHAHOH
(MOAMITHICHOBO#H/

10 MPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 tabneTok B

NONUBHHUNISHXJIOPHIHOM) 1
amoMUHHERO#H (onbri,
OGaUCTepoOB B KAPTOHHYHO MavKy
C BIOIKEHHEM 25 HHCTPYKLHI

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
TabneTok B GnMCTEp U3 NNEHKW TPeXcnoiiHoi
(MBX/TISMIBX) u amomuHueBoi (onsru. [To 2
wiau 3 Gaucrepa BMECTe ¢ HHCTPYKLIMeH mo
NpUMEHEHUIO B KapTOHHYIO nauky. I'To 20 Tabnetox
B GIHCTEp M3 MIEHKH MOTHBUHUAXTOPHAHOM
(MOMMATHACHOBOI / NONHBHHHUINEHXJIOPHAHON) H
amoMHuHKeBOi (onbru, mo 25 6aucTepos B
KAPTOHHYIO MauKy ¢ BIOKEHHEM 25 HHCTPYKUHMH no
TIPHMEHEHHUIO.

o 25

Labeling / Mapkuposka According to ND /

B coorsercteun ¢ HJJ

13 Storage conditions / Ycmosus

XpaHEeHUs BbiLe 25 °C.

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

Shelf life / Cpok rogHocTH 3 years/ 3 roxa

Remarks : The Product conforms to ND/
MNpumeyanue: MNpogykT coorseTcTayeT TpebosaHnam HL

Conclusion : APPROVED /
3akntoyenune: ONOBPEHO

Checkdli by QC In-Charge /' __= ¢
HokymeHT nposepex OKK: =

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

B

Date / 2’(:. LSl = ) Il B S5 N |

[ara:

Date /

«cO“-
[ara: 21 i i
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