Cipla

CERTIFICATE OF ANALYSIS
e CEPTH®UKAT AHAJIU3A

Page 1 of 4 /Crtp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485085

Batch Quantity / Oonem cepuu:

5848packs / ynaxkorok

AR No / Anasuraueckuii oraer Ne : ARF/152/2025|Date of Analysis / Jlata anannza: 02.08.2025

Date of Mfg / Jlata npounsBoacrea:  07/2025

Date of Expiry / I'ogen go:

06/2028

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

Test / MokaszaTenn

Result / PesyasTaTni

Specification / Hopma

1 | Description / Onucamue

Complies / CooTsercTByeT

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./ ITnockue Kpyribie TabNeTKH CO
CKOIUCHHBIMH KPasAMH OT KOPHYHEBOIO 10 TEMHO-
KOPUYHEBOrO LBeTa C BKparuieHusMu. Ha omHoii
cTOpOHe TadneTKu BbiaasneHo cioBo «CIPLAy, Ha
APYrO# - IMHUA pas3jioma.

2 Identification / [ToAJIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OkpauMBaHHe aMMHAYHOTO PAcTBOPa B KpacHblii
AHTPaXHHOHOBbIE TITUKO3HIbI fHiGE. ; _
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET *| chromatogram of the sample solution should
MeTtunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl '

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / ' Bpewms
yJepKUBaHMs OCHOBHOTO MHKa Ha XpOMATorpamme
HCTBITYEMOrO PACTBOPA A0KHO COOTBETCTBOBATE
BpEMEHH YAEPHKHBAHHA OCHOBHOTO MTHKA HA
XpOMaTorpamMme CTaHAapTHOrO pacTeopa
MeTuinaparuapokcubensoarta (pasaen
«Merunnaparuapokcrbenzoar).

3 | Average weight / Cpennss
macca

190.07mg / 190,07mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTByeT TpeboBaHnam HJJ

Conclusion : APPROVED /
3akntouenue: OOEPEHO

Checked by QC In-Charge / %, .y

Approved by QA In-Charge /

JokymeHT opobpeH OOK: S

/

Date /

[HokymeHT nposepeH OKK:
02 . 0R 2024
[ara:

Date /

,ElaTa: 04"037—-01{
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Clpia

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 2 of 4/ Ctp. 2 n3 4

[Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAI{E@“, TABJIETKH 13,5 mr

Batch No / Cepust No : 485085 Batch Quantity / O6bem cepun:  5848packs / ynaxosok
‘AR No / Apajmrrndecknii otuer Ne : ARF/152/2025|Date of Analysis / lara ananausa: 02.08.2025
Date of Mfg / lata nponssoacrea:  07/2025 Date of Expiry / I'ogen go: 06/2028
Analysis performed according ND / Ananus nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024 .

Result / PesyabTaThi Specification / Hopma

W Test / [Tokazatens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 He 6onee + 7,5
OIHOPOIHOCTH 110 Macce %

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

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

Macce MpH BICYIIHBAHUH

6 Dissolution / 79-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenne He menee 70 % (Q) cenno3nnos wepes 120 mun

7 | Uniformity of Dosage units / AV=6.0 The acceptability index forn=10 AV <LI.
OnHOpPOIHOCThL 103HPOBAHMS In the case where the value of AV exceeds L1, a

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

AV <L1. All values of Xi must satisfy the
inequality: .

IM=xi| 0,01 x L2 x M.

L1= 15:0; 1.2 =25.0;

[Tokasarens npuemnempetd i n=10 AV <L]|.

B cnyuae, eciin 3Hauenue AV npesbimaer L1,
[POBOMAT MCMbITAHKE Ha creaytomux 20 obpa3suax.
Jnsn=30 AV < L1. Bce 3HaueHns Xi DOIMKHBI
YIOBJIETBOPSTE HEPABEHCTRY:

[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
KoIHMuecTBEHHOE OMpenesieHHe 14.13mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomMeTpHs) Ot 12,15 n0 15,53 mr (o1 90,0 o 115,0 %)

14,13mr/126 CEHHO3HMIIOB B IEPECUeTe Ha CEHHO3MA B B 01HOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBeTcTBYET TpebosaHuam HA

Conclusion : APPROVED /
3aknwyeHue: OJQOBPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK:

=£

2P
A

Approved by QA In-Charge /
HokymeHT ogobper OOK: /(g}

Date /
[ara:

/
©2 0% 225

Date /

ara: 6408 20285

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

-

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485085

Batch Quantity / O6nem cepuu:

5848packs / ynakoBok

AR No / Anaanruueckuii oraer Ne : ARF/152/2025 | Date of Analysis / lata ananuza: 02.08.2025

Date of Mfe / lata npoussoacrea: _ 07/2025

Date of Expiry / I'ogen go:

06/2028

Analysis performed according ND / Ananu3s nposeaén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TIN013745/01-180522, a3m. Ne 1 o1 09.07.2024

Test / Nokazatens

Result / PesyabTaTtnl

Specification / Hopma

9 | Content of Methyl _
parahydroxybenzoate(HPLC)/
Copepauue
MeTHITaparuapokcubensoara
(BOXKX)

0.042mg/tab

0,042mr/Tad

0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOnonornueckas 44cToTa

10a) | Total Aerobic microbial count / 10
O6wiee YUCII0 a3pOOHBIX

MHKpPOOPraHW3MOB

Not more than 10" cfu/ g / He Gomee 10* /1

10b) | Total combined yeast and mould
count / Obuiee Yucio
[UIECHEBBIX W IPONCIKEBLIX

rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToluMBbIE K
JEHCTBUIO KETUH

rpaMoTpHUATEIIbHbIC 6aKTepHH

Absent /OTCYTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absent in 1 g/ OtcytctBue B 1 ¢

10e) | Escherichia coli

Absent /OtcyTcTByIOT

Absentin | g/ Orcytcteue B | 1

10) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g /OtcytetBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cooTeeTcTByeT TpebosaHusm Hl

Conclusion : APPROVED /
3akntovenue: OQOBPEHO

Checked by QC In-Charge / c’gﬁ_ﬁj
—_—

OokymeHT nposepeH OKK:

Approved by QA In-Charge / AP
LokymeHT oaoBpeH OOK: &y

Date /

[lata: © 208 LOh

Date /

Nara: 04 08 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




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

by

Paged of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485085

Batch Quantity / O6nem cepun:

5848packs / ynakosox

AR No / Apanuruyecknii orger Ne: ARF/152/2025

Date of Analysis / lara ananusza: 02.08.2025

Date of Mfg / lata npoussoacrea:  07/2025

Date of Expiry / I'ogen mo:

06/2028

Analysis performed according ND / Ananu3 nposenén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TIN013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyanTarst Specification / Hopma
. Test / MokazaTens
11 | Package/ Ynakoska Package / Ynaxoska - 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. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
OnucTep U3 NACHKH TadNETOK B ONMCTEP M3 NIEHKH TPEXCNOHHOH
[0JMBUHMIIXIOPHAHO#M (MBX/MS/MBJIX) n anomunuesoii poabru. [o 2 -
(NONUITHICHOBO/ unu 3 6aucTepa BMECTE C MHCTPYKUME no
TMONHBHUHUIMACHXJIOPHIHOM) M | NIPMMEHEHHIO B KAPTOHHYIO nadky. [To 20 tabnetok
AMOMHMHUEBOI (osbru, mo 25 B GuIMCTEp U3 TUIEHKH MONUBHHUITXIIO PU/HOM '
GMUCTEPOB B KAPTOHHYIO Mauky |(MOJMITUIEHOBOI / IOMMRUHHIHAEHXJIOPUIHOI) 1
¢ BJIOMEHUEeM 25 HHCTPYKUUi anoMHHHeBOH Gonbru, 1o 25 6IHcTepoB B
N0 MpPUMEHEHHIO. KapTOHHYIO MavKy C BIOKEHUEM 25 MHCTPYKLMii 1o
MPUMEHEHHTO. ? '
12 Labeling / MapkupoBka According to ND /
B cootBetcTeuu ¢ HJJ
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMIEpaType He
XpaHeHus Bere 25 °C. '
14 Shelf life / Cpok ronHocTH 3 years /3 roja

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBeTcTBYET Tpebosannsam Hi

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / %’D}

Approved by QA In-Charge / b
HokymeHT nposepeH OKK: HoxymeHT ogobpern OOK: ;ﬁ}/

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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