Cipla

CERTIFICATE OF ANALYSIS

5

CFPTHOHKAT AHAJIM3A

Pagel of4 /Crp.1u3z 4

Product: SENADE TABLETS 13,5 mg

[poaykr: CEHAJIE®, TABJETKH 13,5 mr

Bateh No / Cepun Nz 485004

Batch Quantity / O6nem cepun:  5843packs / ynakonox

AR No / Auaanruueckuii oruer Ne : ARF/013/2025|Date of Analysis / Jara anannza: 16.01.2025

Date of Mfg / lata npoussoacrea:  01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Auanu3s nposenén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, i3m. No 1 ot 09.07.2024

Ne

Test / llokazaTens

Result / PeayabTatst Specification / Hopma

1 | Description / Onucanune Complies / CootBercTByET 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 kpyrasie TabneTkH co
CKOLIEHHBIMH KPasMi OT KOPHYHEBOTO 10 TEMHO-
KOPMUHEBOIO LBETA ¢ BKparmenusMu. Ha onHoi
cropoHe TabneTku Bblaasaeno cnoo «CIPLAy, Ha
Apyroi - IMHKUA pasoma.

2 | Identification / [ToxmuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeercTByeT OxpalumBaHie aMMHAYHOTO PacTBOpa B KPACHBII
AHTPaxUHOHOBbIE MHKO3H/bI
IIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootrBercTByeT chromatogram of the sample solution should
MeTnnnaparugpokcudensoar corresponds to the retention time of the principle
(B3HX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepiKuBaHya OCHOBHOTO MHKa Ha XpOMaTorpaMmmMe
HCTTBITYEMOTO PacTBOPa AOMKHO COOTBETCTBOBATE
BPEMENH yASPIKUBAHUA OCHOBHOTO [HKA Ha
XpoMaTorpaMmMe CTaHAapTHOrO pacTBopa
meTuanaparuapoxcubensoara (pasnen
«MetunnaparuapokcubeHsoar).

Average weight / Cpeansis
macca

(93]

191.09mg / 191,09mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: MNpoaykT cooteetcTayeT TpebosaHuam HI | 3aknioyernue: OOOBPEHO

Checked by QC In-Charge / /,\’
HokymeHT nposepeH OKK: (kw

Approved by QA In-Charge / o
JokymeHT ogobpeH OOK: %}:ﬂ\ﬁ’

Date/ y\C.o\,ne0 g
[ata:

Date / \b.ol.2025
Hata:
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Cipla

= CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page2 of 4 /Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusni Ne: 485004 Batch Quantity / O6bem cepun:  5843packs / ynakosok
AR No / Ananuruuecknii oruer Ne : ARF/013/2025|Date of Analysis / laTa anpanmza:  16.01.2025
01/2025 Date of Expiry / I'onen jo: 12/2027

Date of Mfe / [laTa npoussoacTsa:

Analysis performed according ND / Ananus nposeaén no HJ{: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 or 09.07.2024

Ne Result / PeayabTaTh!

Test / MokazaTean

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTB [0 Macce

Complies / CoorserctByer

18/20 tablets NMT £ 7.5 % / 18/20 1e Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6osee + 15%

5 | Loss ondrying / [ToTeps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce TP BLICYLUMBAHUH
6 | Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosnnos uepes 120 mun
7 | Uniformity of Dosage units / AV=538 The acceptability index forn =10 AV <L1.

OIHOPOIHOCTE I03HPOBAHMSI

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| <0,01x L2 x M.

L1 =15.0;L2=25.0.

ITokazarens npuemnemoctd st n=10 AV <LI.

B cnyuae, ecnu 3Hauenne AV npessiwaer L1,
NpOBOAAT HCNbITAHHE Ha caeyowmux 20 obpasuax.
Iinsa n=30 AV <L1. Bce 3HaueHus X1 NOKHBI
YAOBJIETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
[ConugecTReHHOR  ONpeneneHye
(CnexrpodoTomeTpus)

14.03mg/tab /

14,03mr/Tad

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 %)
CEHHO3M/IOB B NepecyeTe Ha ceHHO31a B B onHoOil
TabneTKe.

Remarks : The Product conforms to ND/
MNpumeuanue: MNpogykT cooteetcrayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknoyenue: OOOBPEHO

Checked by QC In-Charge/ ¢ -
HoxkymeHT nposepeH OKK: (L

Approved by QA In-Charge /
JokymeHT opnobpen OOK:

Bt
2 s

Date /

[ata: \G.o\, 2005

Date /

s 1O - &
Harms |6 ol 2025
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Cip!

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIM3A

by

Page3 of 4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

HpopyxT: CEHA,[[E@J, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485004

Batch Quantity / O6nem cepnn:  5843packs / ynaxosox

AR No / Ananurugecknit otuer Ne : ARF/013/2025

Date of Analysis / {ara ananuza: 16.01.2025

Date of Mfg / laTa nponssoacrsa:  01/2025

Date of Expiry / Tonen go: 12/2027

Analysis performed according ND / Anann3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
00.07.2024 / 1T N013745/01-180522, m3m. X 1 o7 09.07.2024

Ne Result / PesyabTarh Specification / Hopma
Test / [loxasaTens
9 | Content of Methyl 0.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahiydroxybenzoate(HPLC)/
Copepxanue
MeTHRnaparuapokcudensoara 0,04 1Mr/Ta6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas 4ucTora

10a) | Total Aerobic microbial count / 10
O6mee yncno aspobHbIx Not more than 10* c¢fu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / OBLuee uncao <10
TIJIECHEBBIX U ,[IpO}[()l(GBbIX
Tpnbos N

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10~/ g / He Gonee 10 /r
bacteria/ Yeroliuupble K )
JIeHCTBHIO JKeTUH
rpaMoTpHUATeNbHEIE GakTepHu

10.d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ Orcyrcrsue B 1

10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absentin 1 g/ OtcytctBue B I T

100) | Salmonella Absent / OtcyTcTRYIOT Absentin 10 g / Orcyrersue B 10 g

Remarks : The Product conforms to ND/

Mpumeuanue: Mpogykr cootsercTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3akntovyeHue: OQOBEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK:

=

Date /

Dara: NGO Y 9t 5

Date /

flaTa: lé‘OL?—aL‘;

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

CEPTHDPHEAT AHAJIU3A

Page4o0f4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTa npou3sBojicTea:

Batch No / Cepun Ne: 485004 Batch Quantity / O6bem cepun:  5843packs / ynakoBok
AR No / Ananuruueckuii oruer Ne : ARF/013/2025 | Date of Analysis / lara ananusa:  16.01.2025
01/2025 Date of Expiry / 'oaen jo: 12/2027

Analysis performed according ND / Ananns nposeaén no HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

No

Test / Moka3zaTeib

Result / PesyabTarst

Specification / Hopma

Package / YnakoBka
in a blister made of

oaucTep H3 MICHKH
MOJHBHHHIXJIOPHIHOIA
(monuaTHNEHOBOI/

Mo NPUMEHEHHMIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTox B

MONMHBHHUITHACHXIOPHIHOI) H
amoMuHHeBoil Gonbru,
O1MCTepPOB B KAPTOHHYIO NAYKY
€ BIO:KEHHEM 25 HHCTPYKLUMH

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 GAHCTep K3 TUIEHKH TpeXCaoiHOi
(NMBX/A13/MBIX) n amomuHuesoii onsru. [To 2
w3 Gaucrepa BMecTe ¢ HHCTPYKUHEH mo
NpUMEHEHHIO B KapToHHYI0 nauky. [To 20 rabaetok
B GIHCTEp W3 IUIEHKH NOJHBHHHAXJIOPUIHOI
(NONUATHUNEHOBOI / TIONUBHHUNUACHXIIOPHAHOIT) 1
amoMHHHeBoit Goseri, no 25 6aucTepos B
KapTOHHYIO NMAuKy € BAOMKEHHEM 25 MHCTPYKUMIi no
MPUMEHEHHIO. -

no 25

12 Labeling / MapkupoBka According to ND /

B coorsetctenn ¢ HJ

13 Storage conditions / ¥Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npH TemMneparype He
XpaHeHH sl seime 25 °C.
14 Shelf life / Cpok ronsoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootseTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknouenue: OOOEPEHO

Checked by QC In-Charge / @? f(\)\k‘
/

Approved by QA In-Charge /

<

[HokymeHT nposepeH OKK: DokymeHT ogobper OOK:
Date / Date / N -
,D,aTa: \ g O\ .'LO")_,S ﬂaTa: \(‘J \ 2’02‘5
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