Cipla

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

~

-

Pagelof4/Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHAIE", TABJIETKH 13,5 mr

Date of Mfg / [laTa npoussojcraa:

|Batch No / Cepust Ne: 484175 Batch Quantity / O6bem cepun:  5846packs / ynakosok
AR No / ApanuTnueckuii oraer Ne : ARF/005/2025|Date of Analysis / Jara anannsza:  10.01.2025
12/2024 Date of Expiry / 'oagen no: 11/2027

Analysis performed according ND / Ananus nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / [TokazaTens

Ne Result / PesynbTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBercTBYeET

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 kpyriple TabneTKH €O
CKOIIEHHBIMU KPasiIMH OT KOPHYHEBOTO A0 TEMHO-
KOPHYHEBOI'0 LBeTa ¢ BKpanneHnaMu. Ha onnoii
cropone Tabnerku BeiasieHo croBo «CIPLAy, Ha
OpYro# - TNHUS pa3noMa.

2 Identification / [TognuHHOCTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTByeT OxkpauMBaiie aMMHauHOrO pacTBOpa B KpacHbIii
AHTPaxHHOHOBbLIE [JIMKO3H/IbI -
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootseTcTBYET chromatogram of the sample solution should
Mertunnaparuapokcubenzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
yAep:KHBAHUA OCHOBHOTO MUKA HA XPOMaTorpamme
HCTBITYEMOrO PacTBoOpa A0KHO COOTBETCTBOBATH
BpEeMEHH YACPIKHBAHUS OCHOBHOIO ITMKa Ha
XpOoMaTorpamMMe CTaHAapTHOrO pacTBopa
MeTunnaparnapokcubensoara (pasaen
«MeTuanaparuapokcHOeH30ar).

Average weight / Cpennss
macca

[95]

192.86mg / 192,86Mr

189.99 mg +£7.5% / 189,99 mr£7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTayeT TpebosarHuam HA

Conclusion : APPROVED /
3akmoyenune: OOOBPEHO

Checked by QC In-Charge / P 1=
[okymeHT nposepeH OKK: e :

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

B

Date /

[ara: 10-0t.-2p24

Date /

Rgia: \p.0l- 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

~

CEPTHOUKAT AHAJIM3A

-

Page2of 4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npou3Bojcraa:

Batch No / Cepns Ne: 484175 Batch Quantity / O6bem cepun:  5846packs / ynmakosok
AR No / Anannruuecknii oruer Ne ;. ARF/005/2025|Date of Analysis / lata anannza:  10.01.2025
12/2024 Date of Expiry / I'open no: 11/2027

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

Test / lokazaTens

No Result / PesynbTaThl-

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTB M0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne bonee + 15%

5 | Loss on drying / Iloteps B 2.4%

Macce MpH BhICYLUHMBAHHH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 77-84%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uepes 120 Mun

7 | Uniformity of Dosage units / AV=352

OnHopoRHOCTL NO3HPOBAHM

The acceptability index forn =10 AV <L1.

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;L2=250.

[Moxkasarens npuemaemoct st n=10 AV < L1,

B cnyuae, ecnu 3HaueHne AV npesbiiaer L1,
MPOBOJAT HCMbITAHHE HA crenyronx 20 obpasuax.
s n=30 AV < L1. Bce 3HaueHHS X1 AOJAKHDBI
YIOBJIETBOPATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeeneHHe
(CnexTpogoTomeTpust)

14.07mg/tab /

14,07mr/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 %)
CeHHO3MIOB B NepecyeTe Ha CeHHO3uA B B oaHoii
TabseTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouyenue: OOOBPEHO

Checked by QC In-Charge /
, k=2

Approved by QA In-Charge /

=

AokymeHT nposepeH OKK: HokymeHT ogobper OOK;

Date / Date / : vl
00i.Le o o0 2025

[ara: t - Jata: \
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Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepnst Ne: 484175 Batch Quantity / Oonem cepun:  5846packs / ynakosox
AR No / Ananurnueckuii oruer Ne : ARF/005/2025|Date of Analysis / /lara anannsa: 10.01.2025
Date of Mfg / lara npoussoacrsa:  12/2024 Date of Expiry / T'oner fo: 11/2027

Analysis performed according ND / Anann3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3zm. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTh Specification / Hopma
Test / [TokazaTens
9 | Content of Methyl . 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepixanne
MeTHInaparuapokcubensoaTa 0.044Mr/Ta6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuoiorndeckas 4McTora

10a) | Total Aerobic microbial count / 30
Ob6uiee yncno ad3podHbIX Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / OBiee umucao <10
MJIECHEBLIX H APOHOKEBLIX <
rpudos .

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10° / g / He Gonee 10° Ir

bacteria/ YcrToliuussie K
JIEHCTBHIO HKeJTuH
rpamMoTpHLaTenbiibie GakTepuu

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBue B 11
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrtctBue B I T
100 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteetcTayeT TpebosaHuam HA | 3aknioyenue: OONOEPEHO
Checked by QC In-Charge / _7,5 &0 Approved by QA In-Charge /
DNokymeHT nposepeH OKK: < R [okymeHT ogobpeH OOK: W
Date/ Date / ~

. = D - =
Hara: {0 el rork [ara: l0:0).2025
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAE", TABJETKH 13,5 mr

‘Batch No / Cepust No: 484175

Batch Quantity / O6bem cepun:

5846packs / ynaxosok

AR No / Auanuruuecknii oruer Ne : ARF/005/2025

Date of Analysis / lata anajansa:

10.01.2025

Date of Mfg / [lata npon3soacTsa:  12/2024

Date of Expiry / T'ogen no:

11/2027

Analysis performed according ND / Ananu3s npoeenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / MokasaTenb
11 | Package / YnakoBka Package / Ynakoeka - 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 M3 NMIeHKH TalsieTok B 6nHCTEp U3 MIIEHKH TpeXCcloiiHoi
MOJMBHHUIXJTOPUIHOT (MIBX/MID/MIBAX) v amoMiHAEBOH honbru. [To 2
(MONMU3THIIEHOBOIH/ unu 3 6aucTepa BMecTe ¢ MHCTPYKIHei 1o
NOJHBHHUIMASHXJIOPHAHON) M |MPHMEHEHHIO B KapTOHHYI0 mauky. [To 20 tabnerok
amoMHHHEBOH (onbry, no 25 B ONKMCTEp M3 MIEHKH MOTUMBUHUIXIOPHAHOM
GIHCTEPOB B KAPTOHHYIO Mayky |(MOMMITUACHOBOI / MOJMBHHIIHICHXIOPHAHOIT) H
C BIOMKEHHEM 25 HHCTPYKLMH amoMuHueBoi Qonsru, no 25 6auctepos B
IO MIPUMEHEHHIO. KapTOHHYIO M@YKy C BIOMEHHEM 25 MHCTPYKLUMit Mo
NPUMEHEHHIC:

12 Labeling / MapxupoBka According to ND /
B cootBetcTBun ¢ HJI

13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. /B cyxom Mecte npu Temneparype He

XpaHeHHs Boie 25 °C.
14 Shelf life / Cpox rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknyeHue: OQOEPEHO

Checked by QC In-Charge /
4 K = RS

[HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

P

Date /

[ara: (0.01.2024

Date /

[ loco|. 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




