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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Page 10f4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

485109

Batch Quantity / O0bem cepHHE:

5845packs / ynakoBok

AR No / Anannrugeckuii oruer Ne : ARF/180/2025

Date of Analysis / lara ananuza: 11.09.2025

Date of Mfg / lata npoH3BOACTBA:

08/2025

Date of Expiry / l'oaen go:

07/2028

Analysis performed according ND / Anaan3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [lokazarennb

Result / Pe3yabTaTsl

Specification / Hopma

1 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. / [Tnockue kpyribie Tabnetku co
CKOIIEHHBIMH KPasMH OT KOPUHHEBOTO 10 TEMHO-
KOpHYHEBOTO L[BETa ¢ BKparuteHusmMu. Ha onHoii
ctopoHe TabneTky BoiaasneHo cnoso «CIPLA», Ha
JIPYTO# - NHHKSA pasioma.

2 | Identification / IToanuHHOCTH

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpalunBaHie aMMHa4yHOTO PacTBOpa B KPACHbIi
AHTPaxHHOHOBBIE MIMKO3HIbI Wiy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTseTcTBYET chromatogram of the sample solution should
MeTtuanaparuapokcubensoar corresponds to the retention time of the principle
(BDIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yepXKHBaHUA OCHOBHOrO IHKa HA XpoMaTorpamMme
MCMBITYEMOTO PAacTBOpa J0/KHO COOTBETCTBOBATh
BpEMEHH Yep:KHBAHHA OCHOBHOTO MHKA Ha
XpOMaTorpamMMe CTaHIapTHOrO pacTBoOpa
MeTuinaparnapokcudensoara (pasaen
«Metunnaparunpokcubens3oar).

3 | Average weight / Cpennas
macca

190.83mg / 190,83mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTeyeT Tpebosanuam H/

Conclusion : APPROVED /
3aknwouenue: OQOBEPEHO

Checked by QC In-Charge / t.-»

Approved by QA In-Charge /
Goie?

[NokymeHT nposepeH OKK: HokymeHT ogobper OOK:
¥ g
Date / - Date /
iy .e-9.10L flata: 0990285
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Cipla

CERTIFICATE OF ANALYSIS
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CEPTUOUKAT AHAJIU3A

Page 2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 485109

Batch Quantity / Odnem cepuu:

5845packs / ynakoBok

AR No / Ananmrnueckuii oruer Ne : ARF/180/2025

Date of Analysis / laTa ananu3a:

11.09.2025

Date of Mfg / lata npoussoactea: _ 08/2025

Date of Expiry / I'ogen po:

07/2028

Analysis performed according ND / Anann3s nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / [Tokaszatenb

Result / PesynbTarh!

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTb M0 Macce

Complies / CooTseTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 He Gonee = 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss ondrying / [Toteps B 2.1% NMT 6.0 % / He Gonee 6,0 %
macce TpH BbICYITHBAHHUH
6 | Dissolution / 84-97% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHHe He menee 70 % (Q) cennosunos yepes 120 Mud
7 | Uniformity of Dosage units / AV=359 The acceptability index forn =10 AV <LI.

OﬂHOpOIlHOCTB JO3UPOBAHHA

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 =2500.

[Tokasarens mpuemmemoctH i n=10 AV < LI.

B ciyqae, ecnu 3Ha4yenne AV npesbiaer L1,
MPOBOJIAT MCMbITAHHKE Ha cneayomnx 20 oGpasuax.
Jinst n=30 AV < L1. Bece 3Hauenus Xi A0MKHBI
YAOBJIETBOPATh HEPABEHCTBY:

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

L1=15,0;L2=25..

8 | Assay (Spectrophotometry)
KonuyecTBenHoe ofnpeneneHne
(CniekrpooTomMeTpHs)

14,10mr/Tad

14.10mg/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 %)
CEeHHO3H/IOB B MepecyeTe Ha CeHHO3M B B onHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTcTBYeT Tpebosanusm HI

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / b
HokymeHT nposeper OKK: ‘?072‘/ :

Approved by QA In-Charge /
NokymeHT opobpeH OOK:

o=t

Data/ l1.e 9. 204"

Oara:

Date/

[Nlata: \\-0- 2 X
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Cipla

CERTIFICATE OF ANALYSIS
K CEPTUOHKAT AHAJIA3A
Page3of 4/ Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Ilpooykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No : 485109 Batch Quantity / O0bem cepan:  5845packs / ynakosok
AR No / Ananurnyeckuii oruer Ne : ARF/180/2025|Date of Analysis / Jata ananuza: 11.09.2025
Date of Mfg / lara npoussoacrea:  08/2025 Date of Expiry / I'onen o: 07/2028

Analysis performed according ND / Auanus nposenén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesynsTaThl Specification / Hopma
o Test / [TokazaTesib
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
CopaepxaHue
MeTHANaparuipokcudeH3oaTa " 0.042mr/ta6
(BXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoOuonorqdeckas 44cToTa

10a) | Total Aerobic microbial count / 40
O61ee yueno aIpobHBIX Not more than 10* cfu/ g / He 6onee 10 /r

MUKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / O01uee uncio <10
TUIECHEBBIX M IPOMKIKEBBIX
rpubon

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g / He 6onee 107 /r
bacteria/ VcToluuBsle K
HEHCTBHIO WEIHH
rpaMoTpHLaTebHbIe OakTepUn

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OtcyrcTBre B | 1
10¢) | Escherichia coli Absent /OtcyTeTBYHOT Absentin | g/ Orcyrcteue B 1 r
100) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / Otcytctene B 10 g
Remarks : The Product conforms to ND/* Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooreercrayeT Tpebosanuam HA | 3akntovenHne: OOOBPEHO

Checked by QC In-Charge / ? Approved by QA In-Charge /

[okymeHT npoeepeH OKK: e HokymeHT ogobpeH OOK: )@_ﬁ_{\&’“&
Date / 5 Date / =

[ara: ise R L81L [ara: \\.09 2028

FMQCO003-15-10
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At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Pagedof4/Crp. 4u34

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTta npou3sojcrsa:

Batch No / Cepun Ne: 485109 Batch Quantity / O6bem cepun:  5845packs / ynakosok
AR No / Anaaurnueckuii oruer Ne : ARF/180/2025|Date of Analysis / lata anannsza: 11.09.2025
08/2025 Date of Expiry / T'oaen no: 07/2028

Analysis performed according ND / Ananu3s nposeaén no H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / [MokazaTensb

Result / PesyabTaTht

Specification / Hopma

Package / YnakoBka

Package / Ynakoeka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 TabneTok B
BamcTep U3 MIEHKH
MOIUBUHUITXJIOPUIHO I
(MOAMAITHIICHOBOIH/
MOMHBUHITHACHXIOPHAHOMH) H
amomunueBoit ¢onbru, mo 25
BaUCTEPOB B KAPTOHHYIO MAaYKy
C BJIOKEHHEM 25 HHCTPYKUMH
MO NPHMEHEHHIO.

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
tabneTok B GIHCTep M3 MIGHKH TPEXCIOHHON
(MIBX/TI3/TIBOX) u amoMmuHueBoit ¢onsru. [lo 2
wiu 3 Gnuctepa BMECTE ¢ MHCTPYKLIMe# no
NPHMEHESHUIO B KapTOHHYO nauky. [To 20 tabnetok
B OMCTep U3 MUIEHKH TONMBHHHIXIOPHAHOT
(nonuaTHAEHOBO / MONHBHHHIMACHXIOPHIHOI) 1
amomuHKeBoit ¢oneri, no 25 Gnucrepos B
KapTOHHYIO Na4Ky ¢ BIOXEHHEM 25 HHCTPYKIIMii 1o
NPUMEHEHHIO.

Labeling / MapkupoBka

According to ND /

B cootserctauu ¢ HJ|

Storage conditions / Y cnoBus
XpaHeHHs

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

soime 25 °C.

Shelf life / Cpok roasocta

3 years / 3 roa

Remarks : The Product conforms to ND/
NMpumeuanue: Mpoaykt cootsetcTayeT Tpebosanunsm HI

Conclusion : APPROVED /
3axntouenune: OQOBPEHO

Checked by QC In-Charge / &w

Approved by QA In-Charge /

oot

NokymeHT npoeepeH OKK: HokymeHrT opobpeq OOK:
Date / Date / p
fara: .2 1018 fata: W-09-2003

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




1397

AADNIIX IdUBINSSY Aeng) - I
¢\ ! \w ﬁ\ Bieo) 4 ﬂ
2 e
2\ owane 20y
[BUOl U} U] 1€0SZI0SD YOPITILI000 PiqeL
el %S| SIPISOUUIS WN[E
UL | seorwoyooikyg wewost | £80SZ10SD 80069L1000 PR ETND] 0B | speoag
SIA 0N Ydreg JDIANPEBINUBA ) JO WANsAG I
{5 CEUMOS Jwe N JAIYIRINURIA [V SAHIGRTEI 1AV I RS A e Wi aweN [dV oN'd dd jomporg
:MO[eq SB
ST yoleq aAnoadsar JO FupmoejnuRw Ul pasn [y Suipiedal s[ejop oy pue Py JAd WAYOUWIS S/JA I8 parnjoenuewl sem jonpoid mofeq Jety AJiIed o3 ST SIJ,
Sw@s-po-\|
60IS8Y "ON Udeq
ALVOIAILLYAD ASVITIH HOLVE
I NNANIAAY

38(



