Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

~

Pagel of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusni Ne: 485158

Batch Quantity / O6bem cepui:

5844packs / ynakosok

AR No / Apaauruueckuii oruer Noe :

ARF/237/2025 |Date of Analysis / lara ananu3za: 04.11.2025

Date of Mfg / Tara nponsoacrea:  10/2025

Date of Expiry / I'oien j10:

09/2028

Analysis performed according ND / Ananns nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024 .
Result / PesysibTars Specification / Hopma
e Test / okaszaTenn
I Description / Onucanue Complies / CooTeTcTBYET 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. / [nockue kpyrnsie TabneTiku co
CKOLIEHHbIMH KPaIMH OT KOPHYHEBOT'O 10 TEMHO-
KOPHYHEBOro LiBeTa ¢ BKpanienuamu. Ha oauoit
ctopone TabneTky BoigasaeHo cnoso «CIPLA», Ha
Apyroil - THHUA pa3noma.
2 | Identification / IToanuHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET Okpalunpaiie aMMHa4HOrO PacTBOpa B KpacHbIi
AHTPaxHHOHOBbIE TTHKO3W/IbI b=l
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKUBAHUA OCHOBHOIrO MHKA HA XpoOMaTtorpamme
MCTIBITYEMOTO PACTBOPA JIOJIKHO COOTBETCTBOBATH
BpEMEHH Y/IepAHBAHHA OCHOBHOTO MMKa Ha
XpoMaTorpaMMe CTaHAapTHOTO PacTBOpa
MeTHnnaparuapokcubensoara (pasnen
«MeTunnaparupokcnbensoar).
3 | Average weight / Cpennss 191.99mg / 191,99mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooTeetcTeyeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwoyenue: O0OEPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge / [;J\ ;

Approved by QA In-Charge /
pprov y rg gz p

[okymeHT ogobper OOK: /

Date /

fara: Oh \ g™

Date /

fare: 04 -\\-222%
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Cipla

CERTIFICATE OF ANALYSIS

.

CEPTHOUKAT AHAJIU3A

Page2 of 44/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

[Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485158

Batch Quantity / O6bem cepun:

5844packs / ynakoBok

AR No / Ananuruuecknii oruer Ne: ARF/237/2025

Date of Analysis / lara anaauza: 04.11.2025

Date of Mfg / lara nponszsoacrea:  10/2025

Date of Expiry /I'oaen jo:

09/2028

Analysis performed according ND / Ananu3 nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Result / PesyabTarsi Specification / Hopm a
N Test / Mokazarenn

4 | Uniformity of weight / Complies / CooTeTcTByeT 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
ONHOPOAHOCTE NO Macce %

2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IloTeps B 1.9% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BbICYLIHBAHHH

6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cenHo3naos uepes 120 muu

7 | Uniformity of Dosage units / AV=358 The acceptability index forn =10 AV < L1.
ONHOPOLHOCTh 103MPOBAHMS 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.

L1l =15.0; L2=250,

[Tokasarens npuemnemoctd wis n=10 AV <L1.

B cayuae, ecnu 3Hauenne AV nipesbimaer L1,
NPOBOAT HCNbITaHWE Ha cnenytoinx 20 obpasuax.
Jns n=30 AV < L1. Bece 3Ha4eHus Xi J0MKHbI
VJIOBJIETBOPATL HEPABCHCTBY

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

L1=15,0;1L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuectsennoe onpenenenue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpms). Ot 12,15 10 15,53 mr (o1 90,0 10 115,0 %)

]4.09M[‘/T36 CEHHO3H/I0B B NepecyeTe Ha CEHHO3W Be OJIHO#H
TabneTke.

Remarks : The Product conforms to ND/
MNMpumeuanue: MpoaykT cooteeTcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

Sorvar

[JokymeHT npoeepeH OKK: (\ [okymeHT ogo6peH OOK:
Date / — Date / e
[Jara: Ofu\\iaeas [lata: O3y k™
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CERTIFICATE OF ANALYSIS

~

CEPTHOUKAT AHAJIU3A

Cipla

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHALE", TABJIETKM 13,5 mr

Batch No / Cepusn Ne : 485158

Batch Quantity / O6bem cepuni:  5844packs / vnaxosok

AR No / Anasmrugecknii oruer Ne : ARF/237/2025

Date of Analysis / lara anaau3za: 04.11.2025

Date of Mfg / lata npoussoacrea:  10/2025 Date of Expiry / I'oaen jpo: 09/2028

Analysis performed according ND / Anaaun3 nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTaThbl Specification / Hopma
" Test / MokazaTenn
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepaxanue
MeTuanaparuapokcubensoara
(B2XX)

0,039mr/Tad

10 | MICROBIAL LIMIT TEST/ Muxkpobuosnornueckas Y4cToTa

10a) | Total Aerobic microbial count /
O61ee 4HCN0 adpOOHBIX
MHUKPOOPTaHH3MOB

20 Not more than 10" ¢fu/ g / He 6onee 10° /r

10b) | Total combined yeast and mould
count / Obuiee yucno

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

<10
MJIECHEBbIX H JPOMKKEBbIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10° / g / He 6onee 107 /1
bacteria/ Yctoifuupsie k
JAEHCTBHIO Keauun
rpamMoTpHLUATENbHbIC DaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OtcyrctBe B 1 1
10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OTtcyrctBHe B | T
100 | Salmonella Absent / OtcyTCTBYIOT Absentin 10 g / OtcyTcteue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanue: MNpoaykT cooTeeTcTBYET TpebosaHuam HI | 3aknwyenue: ONOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / voP
[okymeHT npoBepeH OKK: \ [okymeHT ogobpeH OOK: ﬂ“/

Date /
fare  ©1\nens

Date /
ﬂa-ra; 04“\\ m(

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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C

ERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

~

<ipla

Page4 of 4/Crp.4n3d

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAIE", TABJETKMH 13,5 mr

Batch No / Cepusn Ne: 485158 Batch Quantity / O6nem cepun:  5844packs / ynakosok
AR No / Ananurudecknii oruer Ne : ARF/237/2025 | Date of Analysis / laTa ananmnza: 04.11.2025
Date of Mfg / lata npoussoacrea:  10/2025 Date of Expiry / Iojaen jo: 09/2028

Analysis performed according ND / Awanus nposexén no H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PeayabTarni Specification / Hopnia

8 Test / IMokazaTens

11 | Package / ¥nakoBka Package / Vnakoska - 20 tablets |Package / Ynakoska - 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. / I'lo 20 tabneTok B 25 patient information leaflets in a carton. / ITo 20
GaMcTep U3 MUICHKH TabneToK B ONIHCTEp M3 MIEHKH TPEX CNOHHOI
MOJIMBHHUAXJIOPHIHOIT (MBX/M3/MBOX) u amomurnesoii dombru. [o 2
(DONUITHIEHOBOI/ uiu 3 GMcTepa BMECTE ¢ MHCTPYKLIet Mo
NONMBHHHINAECHXIOPHAHON) M |PUMEHEHHIO B KAPTOHHYIO nauky. I To 20 tabnerox
anioMuHKHeBOH donbru, no 25 B O1MCTEp M3 MEHKH MOJMBHHUIXIOPHIHOHN
OnuCTEpOB B KAPTOHHYIO Madky | (MONHITUNEHOBOI / NONMBUHUAMACHXIOPHIAHOH) H
C BJIOKEHHEM 25 MHCTPYKLHH antOMHHIEBOH (OBrH, N0 25 GnucTepos B
M0 NPUMEHEHHIO. KapTOHHYIO Na4KY € BIOKEHUEM 25 MHCTPYKUMIl MO

MPHMEHEHUIO.

12 Labeling / Mapxuposka According to ND /
B coorBerctBun ¢ HJT

13 Storage conditions / Yciogus In a dry place, at temperature below 25 °C. / B cyxom mecTe npy Temnepatype He

XpaHeHusi Bbile 25 °C.
14 Shelf life / Cpok rogsoctu 3 years/ 3 roga

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooteeTcTBYET TpebosaHusm HO | 3aknoyenue: OJOEPEHO

Checked by QC In-Charge /
HokymeHT npoeeper OKK: @

Approved by QA In-Charge /
[okymeHT ofo6peH OOK: ﬁ*y

D
uiiif O\ 1org™

Date /

Nara: 04 W 2025

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
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