Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOHKAT AHAJTN3A

Pagel of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 nig

Tipoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485025

Batch Quantity / O6bem cepun:  5842packs / ynakosok

AR No / AnannTnuecknii oruer Ne : ARF/041/2025|Date of Analysis / {aTa anammza: 08.02.2025

Date of Mfg / Jara nponssogera:  01/2025 Date of Expiry / l'ogen no: 12/2027

Analysis performed according ND / Ananus nposenén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3n. Ne 1 ot 09.07.2024

Ne

Test / [lokazaTenn

Result / Pe3yabTaTsl Specification / Hopma

1 | Description / Onmcanue 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. / [Tnockue kpyrisie TaONETKH CO
CKOILCHHBIMHI KpasMi OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOI0 LIBETa C BKparuieHusMu. Ha omHoli
cTopoHe TabneTKH BLImaRNeHo cnoso «CIPLA», Ha
JIpyroii - NTMHAA pasnoma.

2 Identification / TloamueHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTRYET Okpamsanne aMMHAaYHOTO PACTBOPA B KPacHbLi
AHTPaXHHOHOBBIE TJIMKO3HILI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootsercTByET chromatogram of the sample solution should
Mertunnaparupokcubenzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKHBAHNS OCHOBHOTO IMHKA HA XPOMATOIpaMMe
HCIIBITYEMOTO pacteopa JOJIKHO COOTBETCTBOBATH
BPEMCHH YACPKHBAaHHA OCHOBHOTO MMHKA Ha
XpOMATOrPaMMe CTaHIapTHOTO PacTBOPa
MeTHITaparnapoxcudensoara (pasmuen
«MeTtuimnaparuapokcuben3oar).

3 | Average weight / Cpennss
Macca

191.35mg/ 191,35mr 189.99 mg +£7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuyanue: MpogykT cooTBeTcTBYET TpebosaHusam HI | 3aknioyenue: OOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / O D catA%
[okymeHT nposepeH OKK: ?E: [okymeHT onobpeH OOK: ““&FL‘,‘»
Date / ey e Date / Ve B i
Jara: eSSl gty Hara: =5 S
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Cipla

CERTIFICATE OF ANALYSIS

b

CEPTHOUKAT AHAJIV3A

Page 2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No : 485025

Batch Quantity / O6vem cepun:  5842packs / ynakoBor

AR No / Ananutnueckuii oruer Ne : ARF/041/2025|Date of Analysis / Jlata anaansa: 08.02.2025

Date of Mfg / Jlata npoussoacrsa:  01/2025 Date of Expiry / I'ogen go: 12/2027

09.07.2024 / T1 N013745/01-180522, usm

Analysis performed according ND / Anaju3 nposeacn no H/: 1T N013745/01-180522, amend No. 1 dated
. Ne 1 ot 09.07.2624

Ne

Test / NNokazareinb

Result / Pe3yibTaTsl Specification / Hopma

4 | Uniformity of weight /
OHOPOHOCTE 1O Macce

Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gomee = 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee = 15%

PactBopenne

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce MPU BRICYITHBAHIN
6 | Dissolution / 83-94% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cernoszuaos ycpes 120 mun

7 | Uniformity of Dosage units /
OOHOPOAHOCTE JO3UPOBAHMS

AV=509 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 = L2 x M.

L1=15.0;12 =25.0.

[MoxasaTens npuemmemoct a n=10 AV <L1.

B ciyuae, ecrv 3Hadenue AV npessimaet L1,
MPOBOJIAT UCTLITAHES Ha crienyiomux 20 ofpasuax.
Jng n=30 AV <L1. Bce 3HaueHHs Xi TOKHBI
YAOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0:12=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OMNpeleNeHNS
(CriextpodoTOMeTpHA)

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

14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (ot 90,0 1o 115,0 %)

14,04mr/1a6 CEHHO3MIOB B MepecyeTe Ha ceHHo3u B B onHO#H
TableTKe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyaHue: MpoayKT cooteeTcTayeT TpebosaHnam HO | 3akntouenne: OJOEPEHO
Checked by QC In-Charge / ) e Approved by QA In-Charge / AT
[okymeHT nposeper OKK: ﬁﬁ;w OokymeHT ogobper OOK: %1;\ il
Date/ Date / ST e

B e " OxOT 22028
Oara: i Oara: : e
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHMKAT AHAJIU3A

Page 3 of 4/ Crp. 3 uiz 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE”, TABJETKH 13,5 mr

Batch No/ Cepust Ne: 485025

Batch Quantity / O6bem cepumn:

5842packs / ynakoBor

AR No / Ananutuyeckuii oruer Ne : ARF/041/2025|Date of Analysis / {ara ananmza: 08.02.2025

Date of Mfg / laTa npomssoacrsa:  01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Auasnn3 nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NG13745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3ysbTaThl

Test / TlokaszaTenn

Specification / Hopma

9 | Content of Methy! 0.04 1mg/tab
parahydroxybenzoate(HPLC)/
Coaepsxanue
MeTHInaparupokcnbensoara 7 0,04 1mr/1a6
(B2XX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuionoruueckas 4ucToTa

10a) | Total Aerobic microbial count / 60
Ob1mee uneao adpodHKX

MHKpPOOPIraHU3MOB

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

10b) | Total combined yeast and mould

count / OG1mee yncio
TUTECHERBIX W JIPOKIKERBIX
rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituusble
NeHCTBHIO SKenuu

rpaMoTpHIATeNIbHBIE DaKTEPHH

Absent /OtcyTcTBYIOT

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

104) | Staphylococcus aureus

Absent /OtcyrerByior

Absentin 1 g/ OteyrctBue 8 1 1

10¢) | Escherichia coli

Absent /OtecyTcTBYIOT

Absentin 1 g/ OrcyrctBHe B 1 T

101) | Salmonella

Absent / OtcyTeTBYIOT

Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
MNpumevanwme: MNpogyKT cooTeeTcTBYET TPEGOBaHMAM H[]

Conclusion : APPROVED /
3akntwuyenue: OOQOBEPEHO

Checked by QC In-Charge / -
[okymeHT nposepeH OKK: ‘:ﬁ/t"i

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

Whe

Date /

Jara: &€ - ci-2e2 &

Date /

[Oara: (o «0 22925
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485025

Batch Quantity / O0bem cepun:

5842packs / ynakonox

AR No / Ananurnyeckuii oruer No :

ARF/041/2025|Date of Analysis / [lara anaau3za: 08.02.2025

Date of Mfg / lata nponssoacTsa:

01/2025

Date of Expiry / lonen 10:

12/2027

Analysis performed according ND / Anaaus nposenén no H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne

Test / ITokazarens

Result / PesyabsTarsl

Specification / Hopma

11 | Package / YnakoBka

Package / YnakoBka - 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 Tabnerok B
OrucTep M3 INTeHKH
MOMHUBHUHHIXTIOPHIHOH
(monu3THICHOBO/
MOMHBHHUIHASHXAOPHAHOI) H
amoMuHUeBOii Gorsru, mo 25
GIUCTEPOB B KAPTOHHYIO MauKy
€ BIOKEHHEeM 25 HHCTPYKIHA
10 NPHMEHEHHUIO.

Package / Vnakoska - 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
TalJIeTOK B DJIMCTEp U3 [JIEHKH TPEXCIOHHOI
(IIBX/TI2MB/X) u amomunuesoit ¢ponsru. [To 2
w3 6iuctepa BMeCTe C HHCTPYKIHMEH Mo
MPUMEHEHUIO B KapTOHHYIO mavky. [To 20 rabaetok
B GIMCTEp M3 TUTEHKH MOTMBHHHIXIOPHHOH
(MONMATUIIEHOBOH / MOMUBUHUIMACHXIOPHHOM) H
amoMuHKueBoit (oasry, no 25 G1auMcTepoB B
KAPTOHHYO Ma4Ky ¢ BIOKEHHEM 25 HHCTPYKLHH 1o
TIPHMEHEHHIO,

12 Labeling / Mapxupogka

According to ND /

B cootBercrBun ¢ HJJ

13 Storage conditions / Ycnoeus
XpaHeHHs

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

Boitne 25 °C.

14 Shelf life / Cpok rogHocTH

3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTBeTcTayeT TpebosaHnam H

Conclusion : APPROVED /
3aknwueHune: OOOEPEHO

Checked by QC In-Charge / gﬁw

Approved by QA In-Charge / %jtql C

DokymeHT nposeper OKK: HokymeHT ogobpeH OOK:
Date / ] - Date / LO«02%202S
fara: g a2 [lata:
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