CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Cipla

Pagelof4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoayir: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepusz Ne: 484133

Batch Quantity / O6ben cepum:

AR No / ApanuThH4eckuii ovser No :

- 5842packs / ynakorox
ARF/224/2024|Date of Analysis / lara anannza: 21.11.2024

Date of Mfg / lata npenssoacrea:  11/2024

Date of Expiry / I'ogen x0:

10/2027

Analysis performed according ND / Auasn3 uposenén mo H: IT N013745/01-180522, amend No. 1 dated
09.07.20624 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloxa3aTenn

No Result / PesyabTaTbl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsetcTBYET

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. / TTnockue kpyrasie TabneTky co
CKOLIEHHBIMU KPasiMH OT KOPHMHEBOT'O 10 TEMHO-
KOPHYHEBOIO LBeTa ¢ BKparieHuamu. Ha oauoii
cTopoHe TabNeTKH BbiAaBieHo cioBo «CIPLA», Ha
OPYToi - nTUHHS paszfaoma.

2 | Identification / [TognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OkpamBaHie aMMHAa4HOTO PACTBOPA B KPacHbIii
AHTPaxMHOHOBBIE TJIMKO3HIBI fiBet.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsetcTByeT chromatogram of the sample solution should
MeTtunnaparuapokcudexzoar corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKMBAHWA OCHOBHOTO IIMKa HA XpOMaTOrpaMMe
HCIBLITYEMOr0 pacTBOpa J0JI#HO COOTBETCTBOBAT
BPEMEHH yAep/KUBaHUA OCHOBHOIO IMHKA Ha
XpOMaTorpaMme CTaHAapTHOTO PacTBOpa
MmeTunnaparuapokcubenzoara (passen
«MeTtunnaparuapokcuGensoar).

Average weight / Cpenusisa
Mmacca

L

190.41mg / 190,4 Imr

189.99 mg +£7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cootseTcTBYET TpeboBaHUam H

Conclusion : APPROVED /
3akntoyeHue: OJOBPEHO

Checked by QC In-Charge / 9@@ 0

HoxymeHT nposepeH OKK:

Approved by QA In-Charge /
OokymeHT opgo6peH OOK:

B

Date /

[ara: 2.\ l‘-’L—oLL.,

Date /

2 \-\\-202.4
[ara:

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Page2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484133

Batch Quantity / O6bem cepun:  5842packs / ynakoBox

AR No / AnannTuyeckuii oTuer Ne : ARF/224/2024 Date of Analysis / lata ananmza: 21.11.2024

Date of Mfg / llaTa npoussoacrea: 11

12024 Date of Expiry / Togen go: 10/2027

Analysis performed according ND / Auanus nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/61-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / TlokaszaTens

Result / PesyibTatni Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTL MO Macce

Complies / Coorsercrayer 18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

Pacteopenue

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYILHBAHHH
6 | Dissolution / 86-99% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennoznnos uepes 120 mux

7 | Uniformity of Dosage units /
OnHopoanocTh 103HPOBAHUA

AV =57 The acceptability index forn =10 AV <LlI.

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=25.0.

[lokasarens npuemnemocty ans n=10 AV <Ll1.

B cnyuae, ecu 3HaueHne AV npesbiimaet L1,
OPOBOJAT UCTIBITAHUE Ha crieftyromux 20 obpasiax.
Ina n=30 AV <L1. Bce 3Ha4eHust Xi A0KHBI
YIIOBJIETBOPSATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnuectseHHoe onpenencHue
(Cnextpodoromerpus)

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

13.99mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

13,99mr/1a6 CEHHO3MIOB B MEPECYeTe Ha CeHHO3UI B B 0HOI
TalneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanue: MpoagykT cooTBeTCTBYET TpeGoBaHuam HI | 3aknoyenue: OOOBPEHO

Checked by QC In-Charge / O p Approved by QA In-Charge /

HokymeHT nposepeHn OKK: —— HokymeHT ogo6peH OOK: %
Date / Date / AN =

fara: W\ oy [lara: 2\ \V202m

Cipla Ltd.,Cipla House, Peninsula Business P
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Cipla

CERTIFICATE OF ANALYSIS
= CEPTUOUKAT AHAJIM3A

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484133

Batch Quantity / O6bem cepun:

5842packs / ynaxoBox

AR No / Ananutuuecknii oruer Ne : ARF/224/2024 |Date of Analysis / lara anananza: 21.11.2024

11/2024

Date of Mfg / [laTta npou3Bo/iCcTBAa:

Date of Expiry / I'onen j10:

10/2027

Analysis performed according ND / Ananns nposeaén ro HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 69.07.2024

No Result / PesyabTathbl

Test / Iloka3aTenn

Specification / Hopma

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

0.042mg/tab

0,042mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Muxkpo61onoruieckast YHCToTa

10a) | Total Aerobic microbial count / 50
O6mee yucno a’3poGHBIX '

MHKPOOPTaHHA3IMOB

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

10b) | Total combined yeast and mould
count / Ob1uee yncio
[JIECHEBBIX W IPOMIKEBHIX

rpudoB

<10

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

~

LS

10¢) | Bile tolerant gram-negative
bacteria/ VcToiiunBbie K
HEHCTBHIO JKeJTYH

rpaMoTpHLATENbHbIe HaKTepUH

Absent /OTcyTcTBYIOT

Not more than 10>/ g / He Gonee 10” /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin | g/ OtcyrctBue B l T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcytctBue B 1 ¢

10) | Salmonella

Absent / OTCYTCTBYIOT

Absentin 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
MNpumevanue: MNpoaykr cootseTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwouenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

NokymeHT nposepeH OKK: 4‘7/}) HokymeHT ogobpeH OOK: %
Date / Date / A

fara: 2> t-\\.n02y [ara: Beisi Ry
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A

-

Pagedof 4 /Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Hpeaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484133

Batch Quantity / OGbem cepun:

5842Zpacks / ynakosok

AR No / AnanuTuyeckuii oruer Ne : ARF/224/2024|Date of Analysis / laTa anaanza: 21.11.2024

Date of Mfe / lata npoussoacrsa:  11/2024

Date of Expiry / I'oaen go:

10/2027

Analysis performed according ND / Ananus nposenén o H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PeayabTathl

Test / [Toxka3zaTesb

Specification / Hopma

11 | Package / Ynakopka
in a blister made of

OnucTep U3 MICHKH
MOJIMBHHHIXJOPUIHOM
(nonusTHIEHOBOM/

[0 NPUMEHEHHIO.

Package / ¥Ynakogka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 TabneTok B

MOJMBHHHUIACHXJIOPUAHOMH) H
ANOMHUHHEBOH Qosbry,
OcTepOoB B KAPTOHHYIO MaYKy
C BNIOKEHHEM 25 WHCTPYKLHMi

Package / Ynakoska - 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
TabneTox B OIMCTEP M3 NNEHKN TPEXCNOIHOI!
(MBX/MI2/MBIAX) u amomunnesoii donbru. [To 2
Wik 3 GnucTepa BMECTe ¢ HHCTPYKUMEHH 110
NPUMEHEHHIO B KapTOHHYIO na4ky. [To 20 tabnerox
B OaIHCTED M3 TUIEHKH MONHBUHUIXJIOPHAHOI
(MOMUATUIEHOBOH / TOMHBUHIIIEHXTIOPHIAHOM) U
amoMHHUEBO#H (onbru, no 25 GaucTepos B
KapPTOHHYIO NMauKy C BAOKEHUEM 25 HHCTPYKLMI M0
NPHMEHEHHIO.

no 25

12 Labeling / MapknpoBka According to ND /

B cootBercTBum ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHus Boite 25 °C.

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

14 Sheif life / Cpox rogHocTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT coorBeTcTBYET TpebosaHuam HA

Conclusion : APPROVED /
3aknwuyenue: OOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: ﬂ—/:,

Approved by QA In-Charge /
HokymeHT opobper OOK: @ﬁ

Date /
[aTa:

21Ul ro2yp

Date /

fara: e
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