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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485194

Batch Quantity / Oobem cepuu:

5848packs / ynakoBok

AR No / AmannTuueckuii oruer Ne : ARF/294/2025

Date of Analysis / lara ananmza: 24.12.2025

Date of Mfg / laTa npousBojcTsa:

12/2025

Date of Expiry / I'ogen no:

11/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTsl

Specification / Hopma

Ne
Test / Ilokasatens
I | 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 TablieTku co
CKOLIEHHBIMH KPasiMi OT KOPUUHEBOTO 10 TEMHO-
KOPUYHEBOrO LIBETA C BKpamieHUAM . Ha 0aHOM
cropoue TabnetkH BeiaasieHo cioso «CIPLA», Ha
ApyTo#i - IHHHA pasjioma.
2 | Identification / [ToanuHHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBeTcTRYET OkpaliMBaHHe aMMMA4YHOTO PACTBOpPA B KpacHblii
AHTPaXUHOHOBBIC I'TIMKO3HIbI
LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the a T
(HPLCY/ CooTsercTByer chromatogram of the sample solution should

MeruinaparaapokcubeHszoar
(BKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yAepiKMBAHUA OCHOBHOIO MHKA HA XpOMaTorpamme
HCMBITYEMOTO PACTBOPA JIOJHKHO COOTBETCTBOBATH
BpEMEHH YIepIKHBAHUS OCHOBHOTO IIMKa Ha
XpOMaTorpaMme CTaHAapTHOIO PacTBOpa
MeThInaparuapokcubensoara (pasaen
«MeTuinaparuapokcHbeHsoar).

(8]

Average weight / Cpennss
macca

194.15mg / 194,15mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks . The Product conforms to ND/
MNpumesanue: Mpoaykr cootseTcTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknwovyerune: OOQOBEPEHO

Checked by QC In-Charge /
NoxymeHT npoBeper OKK:

s

Approved by QA In-Charge / 7\ otf
[okymenT ogobper OOK: g’)

/

Date /
[ata.

24\ 2o

Date /
| Oara:

DAY - Qiory LT
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Cipla

CERTIFICATE OF ANALYSIS
a CEPTU®UKAT AHAJIU3A

Page2of 4/ Crp.2 uz 4

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

Batch No / Cepust N2 : 485194

Batch Quantity / Oobem cepuu:

5848packs / ynaxosok

AR No / Ananurnueckuii oruer Ne : ARF/294/2025

Date of Analysis / lara anannza: 24.12.2025

Date of Mfg / Jlata npoussoacrea:  12/2025

Date of Expiry / I'onen go: 11/2028

Analysis performed according ND / Anann3 nposenén no H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nzm. Ne 1 or 09.07.2024

Result / PesyabTaThi Specification / Hopma

A Test / IlokazaTtens

4 | Uniformity of weight / Complies / CooTBeTcTBYeT 18/20 tablets NMT + 7.5 % / 18/20 wue Gonee + 7,5
OIHOPOAHOCTH [0 Macce %

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

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He Gonee 6,0 %

Macce MPH BbICYLLIHBAHHH

6 | Dissolution / 80-97% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cennosnnos uyepes 120 muu

7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV <L].
OHOPOAHOCTE JO3HPOBAaHUA 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.

L4 = 15.0;12=250.

[Tokasarens npuemnemMocti A n=10 AV < 1.

B cnyuae, ecnu 3Hauenue AV npeBbiwaer L1,
MPOBOAAT UCTIBITAHUE HA cheaytomux 20 odpasuax.
Has n=30 AV < L1. Bce 3HaueHHA Xi 10KHbBI
YJIOBNETBOPATH 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
KonuuecTBeHHOE omnpeneneHHe 14.14mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpotoromeTpus) Ot 12,15 po 15,53 mr (o1 90,0 1o 115,0 %)

14.14Mr/136 CEHHO3MO0B B MepecyeTe Ha CeHHO3ua B B 01HOJ]
' TadneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: [podyKT cooTBeTCTBYET Tpebosaruam Hf

Conclusion : APPROVED /
3akntwoyvyenue: OQOGPEHO

Checked by QC In-Charge /
HokymeHT npoBepeH OKK: L\, D

Approved by QA In-Charge / /@A\L@P
HokymeHT opobpen OOK: T

Date / ; —
Nara: L4\ oy

Date /
i 24-12-20L 8

fara:
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Cipla

CERTIFICATE OF ANALYSIS
b CEPTH®UKAT AHAJIM3A

Page30of4/Crp.3uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485194

Batch Quantity / Qonem cepun:  5848packs / ynakosok

AR No / Ananurnueckuii oruer Ne : ARF/294/2025

Date of Analysis / lara ananuza: 24.12.2025

Date of Mfg / lata npousBogcrsa:  12/2025

Date of Expiry / I'ogen o: 11/2028

Analysis performed according ND / Anaau3s nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTarsl Specification / Hop ma
'N! Test / TlokasaTenn
9 Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue )
MeTHInaparupokcuben3oara 0,042mr/1ab
(B3KX)

10 | MICROBIAL LIMIT TEST/ Mukpo0uonorudeckas 4ucToTa

10a) | Total Aerobic microbial count /

MHKpPOOPraHn3MOB

Obuiee HHCIO a3POOHBIX 50

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

10b) | Total combined yeast and mould

Not more than 107 cfu/ g /He Gonee 10° /r

count / Obuiee 4HCIO <10
[JIECHEBLIX U JIPOMIKEBbIX
rpnudoB
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Gonee 107 /r

bacteria/ Ycroitunsbie K
NeCTBUID KENYH
rpaMoTpHLUAaTebHblE OaKkTepHy

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OtcyrcTBue B 1 r
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcyTcTBHE B | T
101) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykt coorsercTeyeT Tpebosanuam HA | 3akntoyenue: ONOBPEHO

Checked by QC In-Charge / /( \
NokymeHT nposeper OKK: (\L /\}w

Approved by QA In-Charge /
Hokyment ogobpen OOK: | s

Date /
fara: T4\ ey

Date / QA -\2L-2en &
[ata:

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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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Cipla

Page 4 of 4/ Ctp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485194

Batch Quantity / O6bem cepuu:

5848packs / ynakosok

AR No / Ananurnyeckuii oruer Ne : ARF/294/2025

Date of Analysis / lata ananuza: 24.12.2025

Date of Mfg / JlaTta npou3BoacTsa:

12/2025

Date of Expiry / Tonen jo:

11/2028

Analysis performed according ND / Anaau3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Toka3zaTe/b

Result / PesynbTaTnt

Specification / Hopma

11 | Package / ¥Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ['1o 20 Tabnetoxk B
GaMcTep U3 NNEHKH
NOJHBHHUIXIIOPUIHOMH
(MONMATHIIEHOBOH/
MOMUBHHUIIUICHXIOPUAHOIT) 1
anoMuHHeBo# doabru, mo 25
ONHCTEPOB B KAPTOHHYIO NayuKy
C BIOKEHUEM 25 MHCTPYKLLMIA
10 NPUMEHEHHIO.

Package / YnakoBka - 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 OJIMCTEP M3 MAEHKH TPEXCHOHHOM
(IMBX/M3/MIBAX) u antomuuueBoii Qosru. 1o 2
MK 3 GnucTepa BMECTe ¢ MHCTPYKIIMEH no
NPUMEHEHHIO B KAPTOHHYIO nayky. [To 20 tabnetox
B OHCTEp M3 MIEHKH NOJHBHHHIXJIOPHAHOM
(MOAM3ITUICHOBOH / MONMMBUHUAUAEHXIOPUIHOM) H
amoMHUHHEBOH ¢onbru, no 25 GrHCcTepos B
KapTOHHYIO MAYKy C BAOMKEHHEeM 25 MHCTPYKIHIA M0
NPUMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B cootsercTBuu ¢ HJT

13 Storage conditions / Ycaosus
XpaHeHms

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

Boitre 25 °C.

14 Shelf life / Cpok roaHocTy

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTBeTcTEYeT Tpebosarnuam H

Conclusion : APPROVED /
3akntovenue: OOOBPEHO

Checked by QC In-Charge / - \})
N /

Approved by QA In-Charge /

HokymeHT onobper OOK: /é:z‘/,“/—

Date /
[Hara:

LokymeHT nposeper OKK:
Q_&I\n \'l__ Vo9 jﬁ

Date / 9 A\2-RELS

[aTta:

FMQCO003-15-10

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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