CERTIFICATE OF ANALYSIS
S CEPTHOHKAT AHAJIU3A

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485081

Batch Quantity / O6nem cepuu:

5846packs / ymakoBok

AR No / Anannruuecknii oruer Ne : ARF/148/2025|Date of Analysis / lata anaan3za: 28.07.2025

Date of Mfg / lara npouszsoacrea: _ 07/2025

Date of Expiry / 'ogen no:

06/2028

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

Test / Tloka3zatelb

Result / PesysibraThbl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [Lnockue kpyriabie TabNETKH CO
CKOIWIEHHBIMU KPaAMH OT KOPUYHEBOTO 10 TEMHO-
KOPHUYHEBOr0 1BeTa ¢ BKpantenusamu. Ha oauoit
cropoxe TabneTku BoraaBneHo cnoBo «CIPLA», Ha
ApYroii - AMHKs pasnoma. '

2 ldentification / IToanuHHOCTH

(HPLC)/

CootsercTayer

Metuinaparuapokcudbensoar |
(BOHX)

2a) { Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OxpauiypaHie aMMHA4yHOrO pPacTBOPA B KPaCHbIH
AHTPAXHUHOHOBbIE [NTHKO3HIbl :
LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the

chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep)KHBaHHA OCHOBHOIO MHKa HA XPOMATOrpaMme
HCTIBITYEMOTO PACTBOPA JOIKHO COOTBETCTBOBATD
BPEMEHH YAEPNKHBAHHA OCHOBHOI'O IMHKA Ha
XpomMaTorpamMe CTaHAapTHOrO pacTBopa
MeTHInaparnapokcubeH3oata (pa3aen
«MeTunnaparuapokcudeHsoar).

3 | Average weight / Cpennss
macca

190.24mg / 190,24mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpodykT cooTeeTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3akntoyeHue: OQJOBPEHO

Checked by QC In-Charge / ;f)
HokymeHT npoeepeH OKK: o«“"c}j

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

=

Date /

2 9. p7L02%
[ara:

Date /

[lara: 29 .01-2025

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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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAL[E®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485081

Batch Quantity / O6nem cepun:  5846packs / ynakosox

"|AR No / Auanutuueckuii oraer Ne : ARF/148/2025

Date of Analysis / Jlara ananunza: 28.07.2025

Date of Mfe / lata nponssoacrea:  07/2025

Date of Expiry / l'ogen no: 06/2028

Analysis performed according ND / Ananus nposenén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

OaHOPOAHOCTS 103HPOBAHHS

Result / PesynbTaTe Specification / Hopma
e Test / MNokasartenn
4 | Uniformity of weight / Complies / CooTtseTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OnHOPOAHOCTH MO Macce Y
2/20 tablets NMT +15% / 2/20 He Gonee + 15%
5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce MpU BhICYIUBAHHH
6 | Dissolution / 82-98% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHne He menee 70 % (Q) cennozunos wepes 120 mun
7 | Uniformity of Dosage units / AV =6.1 The acceptability index forn=10 AV <LI.

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:

IM-xi| <0.01 x L.2 x M.

LI =150; L2:=251, 3
[Tokaszarens npuemiemoctd ana n=10 AV <LI.

B cayuae, eciu 3navenue AV npessiaer L1,
MPOBOAAT MCIbITAHHE Ha ceayrolux 20 obpasuax.
Jna n=30 AV < L1. Bce 3Ha4eHNs Xi JO/KHBI
YIOBIETBOPATE HEPABEHCTBY:

[M-xi| <0,01 x L.2 x M. ¥

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

8 | Assay (Spectrophotometry)

KonudecTsennoe onpenesnenue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpis) Ot 12,15 no 15,53 mr (01 90,0 10 115,0 %)
14,06Mr/1a6 CEHHO3MI0B B nepecyere Ha CeHHO3uA B B oHoi
TabneTke.

From 12.15to 15.53 mg (from 90.0 to 115.0 %) of

Remarks : The Product conforms to ND/

Mpumeuanue: MNpoaykr cootsercTayeT Tpebosarusm HO | 3aknwovenne: ONOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / %Vb,p
[HokymeHT nposeper OKK: '

Approved by QA In-Charge /
[okymeHT ogo6peH OOK: W

B:_T_Z_I 9 gq.0T71e2 K

Date /
Hata:

2-6M-2025

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJLE®, TABJIETKH 13,5 M

Batch No / Cepusi Ne: 485081

Batch Quantity / Obnem cepun:

5846packs / ynakorox

AR No / ApaauTnueckuii oraet Ne : ARF/148/2025

Date of Analysis / lara ananmuza: 28.07.2025

07/2025

Date of Expiry / 'ogen jg0: 06/2028

Date of Mfg / JlaTa npou3BojicTea:

Analysis performed according ND / Anasns nposeaén mo H/I: I1 N013745/01-180522, amend No. 1 dated
-109.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024 ]

Test / MNoxka3zarenn

Result / PesyaibTarhl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTwInaparuipokcubeHsoara
(BIXKX)

0.045mg/tab

0,045mr/Tad

0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoru4eckas 44cToTa

10a) | Total Aerobic microbial count / 10
-Ofuee uncio aspoOHbIX

MHKPOOpPraHu3MoB

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

10b) | Total combined yeast and mould
count / Obuiee yncio
[JECHEBBLIX KW JAPOMIKCBLIX

rputon

<10

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

10¢) I Bile tolerant gram-negative

| bacteria/ YcToiidusbie K
 AEHCTBHIO AKETUH
rpamMoTpHUATENLHLIE DaKTEPUK

Absent /OtcyTeTBYIOT

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

10d) | Staphylococcus au-eus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcytctBue B I T

10¢) | Escherichia coli

Absent /OtcyTecTByioT

Absentin | g/OrcyrctBue B I

101)  Salmonelia

Absent / OTcyTcTBy10T

Absentin 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHnam H/

Conclusion : APPROVED /
3aknwoyeHue: OQOBPEHO

Checked by QC In-Charge / N
[lokymeHT nposepeH OKK: -‘%L :

Approved by QA In-Charge /
[DokymeHT ogobpeH OOK:

=

Date /

Ao L
Nata: 249.07T110

Date /
[ata:

29.01 2025

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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CEPTUOHUKAT AHAJIM3A

Paged4 of4/Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485081

Batch Quantity / O0nem cepun:

5846packs / ynarkonor

TAR No / Anannruueckuii oraer Ne : ARF/148/2025 | Date of Analysis / [lata anaansa: 28.07.2025

Date of Mfg / lata npoussoacrea:  07/2025

Date of Expiry / I'ogen jo:

06/2028

Analysis performed according ND / Ananus nupoBeaén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024 o

Test / MokazaTeib

Result / PesyabTarsi

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of

fMcTep U3 MIeHKH

(nonM3ITUNEHOBOI

no MnpUMEeHEHHIO.

Package / YnakoBka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [o 20 Tabnetok B

NOJMBHHMIXA0PUIHOI

[OJIMBUHHIHASHXNOPUIHOI) H
amoMuEKreBoit honbru, no 25
GNUCTEPOB B KAPTOHHYIO MAuKy
C BIOMEHHEM 25 HHCTPYKLMH

Package / Ynakoska - 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 OaKMCTEpP M3 NNIEHKH TPEXCIOHHOIH
(MBXMII/MIBIX) u antomutnesoii ponbra. o 2
WK 3 Gnucrepa BMECTE C HHCTPYKLIMEH 1o
NPUMEHEHHIO B KapTOHHYHO nayky. [lo 20 tabnetok
B GIMCTep M3 [UICHKU MOJTHBHHUIXJIOPHIHOI
(MONUATHICHOBOMH / NONHBUHUINLEHXIOPHIAHON) H
anoMUHKEBOIR (DOBIH, O 25 6AMCTEPOB B
KapTOHHYIO [a4Ky ¢ BIOMEHUEM 25 HHCTPYKUHHA 10
[PUMEHEHHIO,

12 | Labeling / MapkupoBka According to ND /

B coorserctBuu ¢ HJL

13 Storage conditions / Ycnosus

| XpaneHus Bbiwe 25 °C.

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

3 years / 3 roza

Shelf life / Cpok roaHoCTH

Remarks : The Product conforms to ND/
Mpumeyanue: MpogyKT COOTBETCTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknwyvenue: OJOBPEHO

Checked by QC In-Charge / cf@ P

NokymeHT nposepeH OKK:

Approved by QA In-Charge /
[lokymeHT ogobpeH OOK:

et

Date /

[ara: e

Date /

flaTa: 24a.071 D52 S

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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