Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page1of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE®, TABJETKH 13,5 mr

Bitch No / Cepuist Ne ¢ 485002

Batch Quaiitity / O0bem cepitii:  5848packs / ynakosok

. |AR No / Amanuruuecknii oruer Ne : ARF/010/2025|Date of Analysis / Jata apaymsa:  15.01.2025

Date of Mfg / lata nponssoacrea: _ 01/2025 Date of Expiry / T'onen f10: 12/2027

Analysis performed according ND / Ananu3s nposenén mo H: I N013745/01-180522, amend No. 1 dated
09,07.2024 / II N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne

Test / Hoxa3zaTensb

Result / Pe3yasTaThl Specification / Hopma

1 | Description / Onucanue Complies / CooTetcTByeT 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 kpyrnpie TabaeTkH co
CKOIIEHHBIMU KPasMH OT KOPUMHEBOIO 10 TEMHO-
KOPUYHEBOTO L{BeTa ¢ BKpamieHuamu. Ha onHoi
cropone TabaeTku BeIasneHo cioso «CIPLA», Ha
Ipyroii - JIMHUA pasioMa.

2 Identification / ITopamHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpamyBaHie aMMHAYHOIO PacTBOPa B KPacHBIH
AHTpaxMHOHOBbIE [JIHKO3WIBI s
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercrByeT chromatogram of the sample solution should
MeTtunmnaparuapokcHOeH30aT corresponds to the retention time of the principle
(BRXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBAHHUSA OCHOBHOTO NMKA HA XpOMATOrpamme
MCIBITYEMOTO PACTBOPA IOJKHO COOTBETCTBOBATH
BPEMEHH yACPKUBAHKA OCHOBHOTO MHKA HA
XpOMaTOrpamMMe CTaHAapTHOTO pacTBopa
MeTHInaparuapokcudensoara (pasien
«MeTtunnaparuapokcubeH3oar).

Averdge weight / Cpennss
Macca

(95

191.18mg / 191,18mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpofykT cooTBeTcTBYET Tpebosarnuam HI | 3akntoyerdue: OJOBEPEHO

Checked by QC In-Charge / \
HokymeHT npoeepeH OKK: (\W

Approved by QA In-Charge /

[lokymeHT opoBpex OOK: @jg

Date / \SQ\.QI'L—,S
[ara:

Date / 1S -0)-2.02.5
[ara:

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
> CEPTHOUKAT AHAJIM3A

Page 2 of4/Ct1p. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Biateh No / Cepust Ne @ 485002 Batcli Quantity / O6bem cepuii:  5848packs / ynakosok
/AR No / Ananutauecknii oruer Ne : ARF/010/2025|Date of Analysis / lara ananuza: 15.01.2025
Date of Mfe / Jlara npoussoacrsa:  01/2025 Date of Expiry / I'ogen jo: 12/2027

Analysis performed according ND / Ananu3 nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, nam. Ne 1 o1 09.07.2024

Ne

Test / lHokazaTensb

Result / PesyabTathl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTE 110 MACCE

Complies / CooTBeTcTBYET

18/20 tablets NMT % 7.5 % / 18/20 ue 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToTepsa B 1.8% NMT 6.0 % / He 6onee 6,0 %
MACCE MPU BEICYITUBAHUU
6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpEHIE He menee 70 % (Q) cenHoznnos Yepez 120 Muu
© 7 | Uniformity of Dosage units / AV =350 The acceptability index forn= 10 AV <L1.

OﬂHOpOJlHOCTb JO3UPOBAHUS

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;£2:=25.0.

[MokazaTtens npuemiaeMoctd Wit n=10 AV < L1.

B cnyuae, ecnu 3HadeHHe AV npesprmaet L1,
MPOBOAAT HCIBITAHHE Ha cremyionux 20 obpasuax.
Ilna n=30 AV <L1. Bce 3Ha9eHHUs Xi JOTKHbI
YIOBJIETBOPATE HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KomndecTBeHHOE OnpejelieHde
(CniektpodoToMeTpHs)

14,06Mmr/Tad

14.06mg/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 (ot 90,0 mo 115,0 %)
CEHHO3M/IOB B IepecueTe Ha CeHHO3UA B B onHOMH
tabneTke.

Remarks : The Product conforms {6 ND/
MNpumeyanue: Mpoaykr cooretcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntovenue: OOOBPEHO

Checked by QC In-Charge/ ¢ \ \x
HokymeHT nposepeH OKK: /

Approved by QA In-Charge /
[okymeHT opgobpen OOK:

Date/ {5 o\, 2025

[ara:

Date/

Nara: [$.oVv2o028
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Cipla

RTIFICATE OF ANALYSIS

s CEPTHOHUKAT AHAJTM3A

Page3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485002

Batch Quantity / O6nem cepiinii 5848packs / ymakoeok

AR No / Ananurnueckuii oruer No : ARF/010/2025|Date of Analysis / lara ananu3za: 15.01.2025

Date of Mfe / lata nponssoacrea: _ 01/2025 Date of Expiry / T'onen go: 12/2027

Analysis performed according ND / Ananns nposeaén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne

Test / TlokaszaTennb

Result / PesysabTaTsl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIIIaparHApoKCcHOeH30aTa
(B2XKX)

0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

0,039mr/Tab

10 | MICROBIAL LIMIT TEST/ MukpoOHonorn4yeckas YucToTa

10a) | Total Aerobic microbial count /
Obuee yncno aspobHbIX
MHKPOOPTAHM3MOB

30
Not more than 10° c¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Ofiwee 4ucio
IJICCHEBBLIX H APOKIKEBBIX
Tpioon

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

-

10¢) | Bile tolerant gram-negative
bacteria/ ¥ croifunBbie K
JEHCTBHIO JKETYH
rpaMoTpHUATENbHbIE HaKTepHH

Absent /OtcyTeTByIoT Not more than 10°/ g / He 6onee 10° /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT Absentin | g/ OtcytctBue B 1 T

10 ¢) | Escherichia coli

Absent /OTcyTcTBYIOT Absentin | g/ OrcyrctBue B I

101) | Salmonella

Absent / OTCYTCTBYIOT Absent in 10 g /OtcytctBue B 10 g

Remarks : The Product conforms to ND/

Mpumeyanue: Mpoaykr coorBercTayer Tpebosanuam HA | 3aknwouernue: OOOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /
JokymeHT nposeper OKK: N /&

Approved by QA In-Charge /
HokymeHT ofo6per OOK: %}‘f

Date / — o u
[ata: A\ S0\, 205

! Date /

T (S0l 2025

Cipla Ltd.,Cipla House, Peninsula Business Par

FMQC003-15-10

k, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®HUKAT AHAJIU3A

Page4 of4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No ¢ 485002 Batch Quantity / O6bem cepun:  5848packs / ynakosox
AR No / Ananutuueckuii oruer Ne : ARF/010/2025|Date of Analysis / Jara ananusa: 15.01.2025
Date of Mfg / laTa nponssoacrea:  01/2025 Date of Expiry / Togen po: 12/2027

Analysis performed according ND / Ananus nposeaén no H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / IToka3zaTennb

Result / PesyiibTarsi

Specification / Hopma

11 | Package / Ynakoska

Package / ¥nakosxa - 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
OnucTep U3 NIEHKH
NOTHBHHUITXJIOPHIHOMH
(nonusTHACHOBOI/
MOJAHBUHITHACHXJIOPHIHOI) 1
amoMuHueBoit Gonbru, no 25
OnMCTEPOB B KAPTOHHYIO NAuKy
C BIIOXKEHHEM 25 HHCTPYKLHH
10 NPUMEHEHHIO.

Package / ¥nakoeka - 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
TabaeToK B GIMCTep M3 NIEHKH TPEXCIoiiHOol
(MBX/TISMBJAX) n amoMuHuesoit Gpoasru. [lo 2
unu 3 6aMcTepa BMeCTe ¢ MHCTPYKIIHEH Mo
MPHMEHEHHIO B KapTOHHY10 nauky. [To 20 tabnetox
B GHMCTEp M3 NUIEHKH MOTHBUHWIXJIOPHIAHOI
(MonMATHACHOBOI / NONMBUHIIIHASHXIOPHIHOM) H
amoMuHHeBoit Goneru, no 25 6Gnuctepos B
KapPTOHHYIO MAYKy ¢ BAOMEHHEM 25 HHCTPYKLUHIL N0
OPUMEHEHHIO.

-

12 Labeling / Mapxunposka

According to ND /

B cootsercrBuu ¢ HJJ

13 Storage conditions / Yenoeus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom mMecTe npi TeMrieparype He

Boime 25 °C.

14 Shelf life / Cpok roasoctu

3 years / 3 rona

Remarks : Thé Product conforms to ND/
Mpumeyanue: NpoaykT cooreeTcTeyeT Tpebosanuam HA

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Approved by QA In-Charge /

G

Checked by QC In-Charge / N
[HokymeHT nposepeH OKK: / [okymeHT ogobpeH OOK:

¢ Date / e
B::‘::’ \S.o\. 0o S Dare: (s .0|.2025

FMQCO003-15-10
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