Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIM3A

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485122

Batch Quantity / O6bem cepun:

S5844packs / ynakoBok

AR No/ Anaautuuecknii otuer Ne : ARF/193/2025

Date of Analysis / lata ananuza: 24.09.2025

Date of Mfg / laTa npoussoacrea:  09/2025

Date of Expiry / Toaen no:

08/2028

Analysis performed according ND / Ananus nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u3m, Ne 1 ot 09.07.2024

Test / Moxazarens

Result / PesyasTaThl

Specification / Hopma

1 Description / Onucanue

Complies / CooTBETCTBYET

Flat circutar tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue Kpyrasie TadASTKH CO
CKOLUEHHBIMU KpasiMH OT KOPHYHEROIO 10 TEMHO-
KOPHYHEROTO LBeTa ¢ sxpamiennamu, Ha onnoii
cTopohe TabneTkyn BhifasneHo ¢noro «CIPLA», Ha
JpYTOH - THHUA paz.ioma.

2 Identification / [ToAIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OKpalwMBaHie aMMHAYHOrO pacTBOpPA B KPACHBIN
AHTPaxXUHOHOBBIE TIMKO3Hb uger.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY CoOTBETCTBYET chromatogram of the sample solution should
MeTnanaparnopokendeHsoar corresponds to the retention time of the principle
(BOXX}) peak in the chromatogram of the Methyl

Parahyvdroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoate») / Bpems
YIePKHBAHUA OCHOBHOTO MTHKA Ha XpoMaTorpamme
HCMBITYEMOTO PACTBOPA JO/KHC COOTBETCTROBATh
BPEMEHM YIEMKHUBAHUA OCHOBHOIO NMKA HA
XpoMaTorpamMme CTaHI1apTHOTO pacTBOpa
MeTuanaparuapokcHdensoara (paszaen
«MeTuanaparuapokcubeHsoar).

3 | Average weight / CpenHan
Macca

191.19mg / 191,19mr

189.99 mg =7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
Mpumeyanne: NpoayxT cooreeTcTBYET TpebosaHnsamM HI

Conclusion : APPROVED /
3aknovenne: OQQOBPEHO

Checked by QC In-Charge / .9 Approved by QA In-Charge /

HokymenT nposepeH OKK: %f/ AokymenT ogebper OOK; )W
Date/ e Date / . :
Nata: 2le 0.2 00t Nata: J4.049m ¢
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A

Page2 of4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485122

Batch Quantity / O0sem cepuu:

5844packs / ynakoBox

AR No / Anaanrauecknii oraer Ne 1 ARF/193/2025

Date of Analysis / lara ananuza: 24.09.2025

Date of Mfg / lata nponssoacrea:  09/2025

Date of Expiry / 'oaen ao:

08/2028

Analysis performed according ND / Anain3 nporenén o HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / Pe3y 1bTaThl Specification / Hopma
N Test / TlokaszaTean

4 | Uniformity of weight / Complies / CooTBeTcTByET 18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7.5
OaHOPOIHOCTE N0 Macce %

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

5 | Loss on drying / lloTeps 8 {.9% NMT 6.0 % / He boaee 6.0 %

Macce MpH BbICYLIHMBAHHK
[ 6 Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) ceHnosunaos dyepes 120 muH

7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV <L1.

QOaHOPOAHOCTE J03HPOBAHNA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV < Lt. All values of xi must satisfy the
inequality:
‘M-xi, £ 3,01 x L2 x M.
L1 =150.L2=250.
[Mokazatens npuemnemocty it n=10 AV = L1.
B cnyuae, ecid 3Hadenne AV npesbiaet L1,
NIPOBOIAT HCHbITAHKE HA CledyUINX 20 obpasiax.
J1a n=30 AV < 1.1, Bece 3HaueHns xi JOJDKHBI
yAOBIETBOPATL HEPABEHCTBY:
[M-xi| < 0.01 x L2 x M.
L1 =150:L2=250.

8 | Assay (Spectrophotometry) . From 12.15 to 15.53 mg (from 90.0 to [ 15.0 %) of
KoNMuecTBEHHOE ONpedeneHne 14.11mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrexrpodoToMeTpns) Ot 12,15 10 15.53 mr (o1 90,0 mo 115.0 %)

14,1 mriTab CEHHO3MIOB B NEpecyeTe Ha ceHHo3MA B B 01HO#H
TabneTke. J

Remarks - The Product conforms to ND/
Npumeuanue: MpoaykT cooTeeTcTBYET TpeGosaHuam HA

Conclusion : APPROVED /
3aknouenue: OQJOBPEHO

Checked by QC In-Charge / T Approved by QA In-Charge/ 7
HokymenT nposepeH OKK: ‘%—‘C’ , HokymeHT ogobpeH QOK: @Cﬁf
Date / ~ Date / ca.

Dara: 4o e Oara: K4 e 201
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJIN3A

Page3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaver: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepunn Ne: 485122

Batch Quantity / O0beM cepHH:

5844packs / ynakosok

AR No / Anaaurnveckuii oruet Ne : ARF/193/2025 | Date of Analysis / laTa anaanza:  24.09.2025

Date of Mfg / lata npouspoacrea:  09/2025

Date of Expiry / T'oaen no:

08/2028

Analysis performed according ND / Anaan3 nposexéu no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 o7 09.07.2024

Test / [lokazaTens

Result / PesyasTarhl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLCY
Conepxanue
METHIINAParuIpoKcHOeH30aTa
(B3AX)

0.043mg/tab

0,0453mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 10 0.036 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuoneriueckas YuCTOTa

10a) | Total Aerobic microbial count / 40
O61uee YHCTo a3pobHBIX Not more than 10* cfu/ g / He Gonee 10* /i
MHKPOOPTraHH3MOB

105 | Total combined yeast and mould Not more than 10° cfu/ g /He Goaee 107 /r

count / Ofulee YncIo
MIECHEBLIX 1 APOKKEBLIX

<10

rpnbos
19¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He 6onee 107 /r
bacteria’ YertoitumBole K
ASACTBHIO HKENUH
rpaMoTpuLAaTeNbHble GAKTEPHH
104d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | g/ OrcyTcTBUE B | T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OtcytcTBHe B | ¢
1010 | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / Orcyrereue 8 10 g

Remarks : The Product conforms to ND/
Npumevanme: MpoayKT cooTBeTcTBYET Tpebosanuam HA

Conclusion : APPROVED /
3aknwvyuenune: CAOBPEHO

Checked by QC In-Charge / A s Approved by QA In-Charge/ o
JokymeHT npogepeHd OKK: T o— , OokymerT oactpeH QOK: ,:/,____ o
Date / - Date/

FMQC003-15-10

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
- CEPTHO®HUKAT AHAJIU3A

Paged of 4/CTp. 4 n3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No/ Cepna Ne: 485122 Batch Quantity / O6bem cepun:  584dpacks / ymakobok
JAR No / Ananutaueckuii otuer Ne : ARF/193/2025 | Date of Analysis / laTa ana;n3a: 24.09.2025
Date of Mfg / Jlata npoussoacrea:  09/2025 Date of Expiry / T'oaen ao0: 08/2028
Analysis performed according ND / Ananta3 nposeaén no HJL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024
Result / Pe3ynbTaThl Specification / Hopma
e Test / [MokalaTelb
11 | Package / ¥naxkoska Package / Ynakoska - 20 tablets |Package / ¥YnakoBka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with | carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / o 20 TabneTok B 25 patient information leaflets in a carton. / 1o 20
GrucTep U3 MNEHKH TabneToK B BANCTEP M3 NNEHKH TPEXCNOHHOH
MOAUBHHKAXJOPHIHOM (MBX/MTHMBAX) 1 anomuHuerol poasru. [1o 2
{MOTHITHAEHOBO A/ wiu 3 BaKcTepa BMECTE C MHCTPYKUMEH no
NOMHBHHINUACHXAOPUAHON) M |IPHMEHEHHIO B KAPTOHHYHO MAYKY. Mo 20 TabneTok
anoMuHueoil Gombry, o 25 B GIMCTEp M3 [UIEHKH MOMHBHHHIXIOPUIHON
61MCTEPOB B KAPTOHHYIO NauKy (HOIHITIIEHOBOH / MONUBHHUAHAEHXNOPHAHON) K
¢ BlokeHuem 25 MHCTpyKuuni AMOMUHUEBOH BONBrH, 10 25 ONHCTEPOB B
Mo NPUMEHEHHO. KapPTOHHYIO NA4Ky ¢ BAOXKEHHEM 25 HHCTPYKUHA N0
NPHMEHCHHIO.
12 Labeling / Mapkuposka According to ND/
B cooteetcTeM ¢ H]L
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyxom mMecTe NpH TEMINEPATYPE He
XpaHeHHs Bbile 25 °C.
14 | Shelf life / Cpok roznocty 3 years /3 roza J

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: MPoayKT COOTBETCTBYET TpeBoBaHUAM HO | 3axnwvenwe: OQOEPEHO

Checked by QC In-Charge /

. Approved by QA In-Charge / ;
DokymeHT nposepen OKK: ’£ C\—’ DokymeHT ogobper OOK: j ﬁ/—’
Date / — Date /
ﬂaTa: o Cf e 1 o ,ElaTaZ o?‘f' 09 oL
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