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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Cipla

Page 1 of 4/ Crp. 1 u3z 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485088

Batch Quantity / OGbem cepun:

5841packs / ynakosok
AR No / Asanuruaeckuii oruer Ne : ARF/155/2025|Date of Analysis / Jara anaanza: 07.08.2025

Date of Mfg / laTa npousBoacrea:  07/2025

Date of Expiry / I'opgen fo:

06/2028

Analysis performed according ND / Ananus nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [MokazaTesb

Result / PesysiibTatsi

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 kpyrasie TabneTkH co
CKOLIEHHBIMH KPasMH OT KOPUYHEBOTO [0 TEMHO-
KOPHYHEBOTO 1[BETA ¢ BKparueHuamu. Ha onHoii
cTopoHe TableTKH BbiaaBieHo cnoso «CIPLAy, Ha
JPYroi - THHHUA pasjioma.

2 | Identification / TTonnuHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBercTByeT OxpawmyBaHHe aMMMa4HOrO PacTBOpPAa B KpacHbIH

AHTPaXHMHOHOBbIE NIMKO3HIbI iy

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsetcTByeT chromatogram of the sample solution should
MerunnaparsapoxcudeH3oar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHKHUBAHUS OCHOBHOIO THKA HA XPOMATOrpaMMe
HCIBITYEMOrO PacTBOPA AODKHO COOTBETCTBOBATh
BPEMEHH yIep KHBaHHA OCHOBHOIO ITHKA Ha
XpOMaTorpaMMe CTaHJapTHOTO PacTBoOpa
MeTuInaparuapokcnbensoara (pasmuen
«Metunnaparuapoxcudenzoar).

3 | Average weight/ Cpeanss
macca

192.99mg / 192,99mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykr cootBeTcTBYET TpebosaHuam HJJ

Conclusion : APPROVED /
3aknroyeHue: OOOBEPEHO

Checked by QC In-Charge / ;5,? A
JokymeHT nposepeH OKK: (o

Approved by QA In-Charge /
[okymeHT opobpeH OOK: &1/ s

Date /

Nara: o 1- 2S5 1015

Date /

fara: 01082005
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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
h CEPTHOUKAT AHAJIM3A
. Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485088 Batch Quantity / O6bem cepun:  5841packs / ynakosok

AR No / Ananuruuecknii oruer Ne : ARF/155/2025|Date of Analysis / [lara anaaunza: 07.08.2025

Date of Mfg / lara npoussogcrsa: _ 07/2025 Date of Expiry / Togen n0: 06/2028

Analysis performed according ND / Ananuz nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTaThi Specification / Hopma

G Test / IlokasaTenn

4 | Uniformity of weight / Complies / CooTeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
OIHOPOAHOCTH M0 Macce %

2/20 tablets NMT =15% / 2/20 e 6onee + 15%

5 | Loss ondrying / [Toreps B 1.8% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BeICYLIHBAHHH

6 | Dissolution / 77-93% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cennosunos yepes 120 MuH

7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn=10 AV <L1.
OIHOPOIHOCTEL A03UPOBAHUS 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.

L1=15.0; L2=25.0.

ITokasatens npuemaemocTd A n=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npepbiiaet L1,
MPOBOAAT MCTbITaHKE Ha creayroux 20 obpasuax.
Jnsn=30 AV < LI1. Bce 3HaueHHs Xi JA0JIKHBI
yIOBJICTBOPSATh HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuvecTseHHoe OMNpeAeneHUe 14.12mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpHs) Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,12mr/Ta6 CEHHO3M/IOB B NepecteTe Ha CeHHO3MA B B onHoi
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeuanue: Mpoaykr cooTsercrayer Tpebosannam HA | 3aknioyeHune: OJOBPEHO
Checked by QC In-Charge / P Approved by QA In-Charge / o
[okymeHT nposeper OKK: ,—3”‘, [okymeHT ogobpeH OOK: o
Date / Date /
1.0 8. 08 .00
Tiara: OT.08 2Lor s [ara: 008 5

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




CERTIFICATE OF ANALYSIS

-

CEPTUOHUKAT AHAJIM3A

Cipla

Page3 of 4/ Ctp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepus Ne : 485088

Batch Quantity / O6bem cepun:  5841packs / ynakosox

AR No / Anaqurnueckuii oruer Ne : ARF/155/2025

Date of Analysis / laTa ananunsza: 07.08.2025

Date of Mfg / lata npouszsoacta: _ 07/2025 Date of Expiry / T'ogen j1o0: 06/2028

Analysis performed according ND / Ananus nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PesynbTaThl Specification / Hopma
o Test / MokazaTesb
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTuanaparuapokcubensoara '0!03 Srliat
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGunonoraueckas 4ucToTa

108) | Total Aerobic microbial count / 10
O61iee 9ucITo a3po0HBIX Not more than 10* cfu/ g / He 6onee 10° /r
MHKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / O6iee uncio <10
TJIECHEBBIX W APONIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OtcyTcTByOT Not more than 107/ g/ He 6onee 107 /r
bacteria/ Ycroiiuusble K
JNeHCTBHIO KETUH
rpamMoTpHLATEIbHBIE OaAKTEPUH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytctBue B 1l
10 ¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OteyrctBue B [
100 | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / OtcyTtetue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpogykr cooTeeTcTByeT TpebosaHusm HA | 3aknwoveHne: ONOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / )
HokymeHT nposepeH OKK: "'f:g"/b\} [okymeHT ogobpeH OOK: /%}“/
Date / " . Date /
[lata: Q. ¥ Lorn [ata: 0108 2025

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

~

Paged4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 485088

Batch Quantity / O6bem cepun:

5841packs / ynakoBok

AR No / Anaauruueckuii oruer Ne : ARF/155/2025

Date of Analysis / lara anasmza: 07.08.2025

Date of Mfe / Jlata nponseoacrea:  07/2025

Date of Expiry / I'ogen no:

06/2028

Analysis performed according ND / Ananns nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Result / PesyabTaTsl Specification / Hopma
= Test / [TokasaTens
11 | Package / Ynakoska Package / Ynakoeka - 20 tablets |Package / ¥nakoka - 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. / ITo 20 Tabnerox B 25 patient information leaflets in a carton. / TTo 20
OmucTep M3 MIEHKH TabneTok B OMcTep U3 IUIEHKH TPEXCIIOHHOMH
NOJTUBHHHUIIXJIOPHAHOM (IIBX/IT2/TIBAX) u amomunueBoii donsru. I1o 2
(nonuaTHACHOBOH/ unu 3 GrucTepa BMECTe ¢ HHCTPYKIIHEH 1o
NONMBHHUIMAEHXJIOPHIHON) U |MPUMEHeHHIO B KapToHHYIO nauky. [To 20 tabnetok
anroMuHaHEBO# Goneri, no 25 B GNIMCTEp M3 MIEHKH MOTHBHHUIXJIOPUAHO#
6IMCTEPOB B KAPTOHHYIO Ma4ky |(MONMAITHAEHOBOH / MOTHBHHUIMAEHXIOPUAHOH) H
C BJIOWKEHHEM 25 HHCTpYKUMii amoMuHUeBOI Gonbry, no 25 GnucTepos B
110 MPUMEHEHHIO. KapPTOHHYIO MavyKy ¢ BIOXeHHeM 25 MHCTpYKUMit 1o
NPUMEHEHHUIO.

12 Labeling / MapkupoBka According to ND /
B coorsercTun ¢ HJL

13 Storage conditions / Ycaos#s In a dry place, at temperature below 25 °C. / B cyXxoM MecTe npu TeMrieparype He

XpaHeHHs sbite 25 °C.
14 | Shelf life / Cpok roaxHocTH 3 years / 3 roaa

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpogykT cooteeTcTByeT TpeboBaHnam HI

Conclusion : APPROVED /
3aknwyenune: O0OBEPEHO

Checked by QC In-Charge / 'ﬁj"’

Approved by QA In-Charge /

et

JokymeHT nposepeH OKK: HokymeHT opobpen OOK:
Date / ) -~ Date / 3
fata: O T-68 LoOLA [lata: 01-608.202.8

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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