Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 1 0f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Dpoaykr: CEHAJE®, TABJETKH 13,5 mr

Date of Mfg / laTa npon3BoacTBa:

Batch No/Cepua Ne: 485139 Batch Quantity / O6nem cepun:  5850packs / ynakosok
/AR No / Ananutudecknii oruer Ne : ARF/215/2025 |[Date of Analysis / aTa apamuza: 14.10.2025
09/2025 Date of Expiry / T'onen no: 08/2028

Analysis performed according ND / Anann3 nposeaén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / MokazaTenn

Result / Pe3yabTaTh!

Specification / Hopma

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. / [nockue kpyribie TabaeTKH co
CKOIIEHHBIMH KPasiMU OT KOPHYHEBOTO 10 TEMHO-
KOPHMYHEBOTO LIBETa ¢ BKparieHusMu. Ha onHoit
CTOpOoHEe TabNeTKH BbinaBieHo cioBo «CIPLAy», na
JIPYTOH - THHUS pasfioMa.

2 | Identification / [TonnuHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpalvBaHie aMMHaYHOTO PAcTBOPA B KPaCHblii
AHTPaxXHHOHOBbIE IJIMKO3H/IbI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorBetcTByeT chromatogram of the sample solution should

Mertunnaparuapokcubensoat
(B2XKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKMBAHHA OCHOBHOTO MHKA HA XPOMAaTOrpamMme
HCITBITYEMOTO PacTBoOpa J0JHKHO COOTBETCTBOBATH
BPEMEHH YIepKHBAHUA OCHOBHOTO MHKA Ha
XpoMaTorpamMMe CTaHIapTHOro pacTBOpa
MeTuInaparsipoxcubensoara (pasnen
«Merunnaparuapokcubensoar).

Average weight / Cpennss
macca

(V8]

193.39mg / 193,39mr

189.99 mg +7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/
lMpumeyanue: MpoaykT coOTBETCTBYET Tpebosanusam H

Conclusion : APPROVED /
3aknvyeHue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / «/ o3
HokymeHT nposeper OKK: @’Z—t"} DHokymeHT opobpeH OOK: ‘/_,‘,:(-»}5?-
Date / = Date / ~

[ara: o 1o1s [lata: \A-\0" 2028
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIU3A
Page2 of 4/ Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE”, TABJIETKH 13,5 mr
Batch No / Cepnst Ne: 485139 Batch Quantity / O6bem cepun:  5850packs / ynakosok
AR No / Ananutuuecknii oruer No : ARF/215/2025|Date of Analysis / laTa anaauza: 14.10.2025
Date of Mfg / lara npon3BoacrBa:  09/2025 Date of Expiry / I'onen so: 08/2028

Analysis performed according ND / Anann3 nposenén nmo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

OHHOPOHHOCTB NO3ApOBaAHUA

Result / PesynbTars Specification / Hopma
- Test / Iloxasarens
4 | Uniformity of weight / Complies / CootBetcTyer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
OaHOPOAHOCTh MO Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%
5 | Loss on drying / [ToTepsa B ' 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BbICYIIHBAHUH
6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHHe He menee 70 % (Q) ceHHo3unos uepes 120 mun
7 | Uniformity of Dosage units / AN'=35.5 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:

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

L1=150; L2=25.0.

[Tokasatens npremaemoctu g n=10 AV < L1,

B ciyuae, ecnu 3HaueHue AV npesbiwaer L1,
NPOBOMAT UCTbITaAHKE Ha crenyroux 20 obpasuax.
Jna n=30 AV <LI1. Bce 3Ha4eHUs Xi DOKHBI
YIOBIETBOPSATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnvecTsenHoe onpejeneHne
(Cnextpodoromerpus)

14,12mr/1ab

14.12mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15.53 mr (o1 90,0 no 115,0 %)
CEHHO3WIOB B MepecueTe Ha ceHHo3ua B B onHoil
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooTBeTCTBYET TpeGoBaHusaM H/

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT npoBepeH OKK: 5%6,0—9

Approved by QA In-Charge / o0
[okymeHT ofobpeH OOK: )g)\k/’

Date / Vs 1R

Lara:

Date /

[ata: 4 \\o: 2005
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Cipla
CERTIFICATE OF ANALYSIS
N CEPTUOHKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485139 Batch Quantity / O6bem cepan:  5850packs / ynaxosox

‘AR No / AnanaTuuecknii oruer Ne : ARF/215/2025 |Date of Analysis / lara anannza: 14.10.2025

Date of Mfg / lara npoussoacrsa:  09/2025 Date of Expiry / I'ogen 1o: 08/2028

Analysis performed according ND / Anaau3 npoeenén mo HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PeaynbTaTsl Specification / Hopma
& Test / MokazaTens
9 Content of Methy!l 0.041mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue .
MeTHInaparuapokcubensoara 0 DA st
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGuosornueckas 4ucToTa

10a) | Total Aerobic microbial count /
Obee uncio aspobHbIX 40 Not more than 10* cfu/ g / He 6onee 10* /r

MHUKPOOpPTraHM3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Ob1uee yucno <10
TIECHEBBIX M APONOKEBBIX

rpudos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ Y croifuuBbie K
JeHCTBHIO KeNuu
rpaMoTpuLaTenbHbie GakTepuu

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin | g/ OtcyrctBUe B 1 ¢
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin | g/OtcyrctBue B |
101) | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g /OtcyrcTeue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr cooteeTcTByeT TpebosaHuam HI | 3aknroyenue: OOOEPEHO
Checked by QC In-Charge / ~ Approved by QA In-Charge /
JokymeHTt nposepeH OKK: wt'-’o DokymeHT ogobper OOK: /fg_:_é_‘;c"p
Date / Date /

; &= e Gl
[ata: - 10 2oy i \A O 202

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

Page4o0f 4/ Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

ITpoayxr: CEHA,IIEE, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485139

Batch Quantity / Oonem cepun:

5850packs / ynakoBox

AR No / Ananutaueckunii oraer No : ARF/215/2025

Date of Analysis / laTa anaan3a:

14.10.2025

Date of Mfe / ata npon3BojicTBa:

09/2025

Date of Expiry / I'ogen 1o:

08/2028

Analysis performed according ND / Anann3 nposenén no H/l: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / IMokazaTens

Result / PesyabTarh!

Specification / Hopma

11 | Package / YnakoBka

Package / Ynakogka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 TabneTok B
BaucTep U3 nieHKH
MOMMBHHHIXJTOPHIHO#M
(TIONUATHIEHOBOH/
NOJTHBHHWIMICHXIOPHIHOK) 1
anoMHHKEBOH (ombru, mo 25
GHCTepOB B KAPTOHHYIO MAuKy
C BIIOKEHHEM 25 HHCTPYKUMH
10 NPUMEHEHUIO,

Package / ¥naxkoeka - 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. / 1o 20
TabneTok B OJIMCTEp U3 TJIEHKU TPeXClIoiHOoMH
(MBX/AT2TIBJIX) u amoMurmeBoi (onbru. [To 2
uiu 3 6aucTepa BMeCTe ¢ MHCTpYKLMEH 1o
NPHMEHEHUK B KapTOHHYH nayky. ITo 20 tabnerok
B GnHCTep M3 MICHKH NOMHBHHUIXIIOPHIHOM
(nonuaTHIEHOBOH / NOAUBUHUTHACHXIOPHIHON) H
ANMFOMHHHEBOH (oNBTH, MO 25 GIUCTEPOB B
KapTOHHYIO MAa4yKy ¢ BIOKEHHUEM 25 MHCTPYKUMii no
NPHMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B cootBetcTBuu ¢ HJI

13 Storage conditions / Ycnosus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMneparype He

Bbinie 25 °C.

14 | Shelf life / Cpox rogHocTtu

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooteeTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3akntouenue: OJOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

£ e

Approved by QA In-Charge /
NokymeHT opobper OOK:

O—p
N
o=

Date /

fara: | k-0 o2 ¥

Date /
[ara:

\A-\D 2028
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