CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJTH3A

Cipla

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

TMponysr: CEHAJIE®, TABJETKH 13,5 mr

Batch' No/ Cepus Ne: 482109

Batch Quantity / Obsem cepun:

5850packs/ ynaxoBox

AR No / Ananuruueckuii oTyer No :

ARF/183/2022 | Date of Analysis / Jlata ananusa: 23.08.2022

Date of Mfg / llaTa npoussoacrea:  07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Ananus nposeaén no HJI: I1 N0O13745/01-091017, Ham. Ne 1 or 17.04.2020

Test / Hokaszarenn

Ne Result / PesyabraTsi

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. / Ilnockue kpyrisie TabneTku co
CKOLIEHHBIMH KPAsSMH OT KOPHYHEBOr'O A0 TEMHO-
KOPHYHEBOIO LIBETA C BKpamuienusmu. Ha omnoit
cropoune tabnerku BoinasneHo cioBo «CIPLAy, Ha
OpYyToii - TMHUA pasnoMa.

2 Identification / [TommaHOCT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution’ turns a reddish™ colour /
CooreercTByeT OkpawnBaHHe aMMHayHOIO PAacTBOpPa B KPACHBIH
AHTp.aXHHOHOBl:Ie TIIMKO3HbI Ber.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
MeTtunnaparuapokcubeH3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPIKHBAHHA OCHOBHOTO IMHKA HA XPOMATOTPaMMe
HCILITYEMOr0 PACTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH YXIEPHKHUBAHIS OCHOBHOrO MK KA
MeTunnaparuapokcubensoara (pa3.11en
«MeTuanaparuapokcuOeH30aT).

3 Average weight / Cpenuss
Macca

186.91mg / 186,91mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge /", \

[lokyMeHT npoBepeH OKK: Glats.

—

Approved by QA In-Charge /
HokymeHT ogobper OOK:

FE=

Date /

23:-08:202 2~
[ara:

Date /

Le : o PR
[ara: 24.08-20
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Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482109

Batch Quantity / O6uem cepun:

5850packs / ynakoBok

AR No / Anaauruueckuii order Ne: ARF/183/2022

Date of Analysis / lata ananusza: 23.08.2022

Date of Mfg / lata npoussoacrBa:  07/2022

Date of Expiry / I'ogen no:

06/2025

Analysis performed according ND / Ananus nposeaén no HJL: [1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / ITokazaTenn

Result / PesyasTaThbl

Specification / Hopma

4 | Uniformity of weight /
OmHOPOAHOCTE MO Macce

Complies / CooteercTBYeT

18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7.5
%
2/20 tablets NMT +£15% / 2/20 ue 6onee + 15%

OAHOPOAHOCTH NO3HPOBAHHA

5 | Loss on drying / IloTeps B 1.9% NMT 6.0 % / He bonee 6,0 %
MAacce MpH BbICYIIHBAHHK
6 | Dissolution / 76 - 86% NLT 70 % (Q) of sennosides in 120 minutes
Pacrtsopenune He menee 70 % (Q) cernno3unor 4epes 120 mun
7 | Uniformity of Dosage units / AV =438 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-xi1| 0,01 x L2 x M.

L1=15.0;L2=25.0.

IToxazarens npuemuemoctu i n=10 AV <L1.

B ciyuae, eciu 3nauesne AV npessimaet L1,
NPOBOMAT HCTBITAHKE Ha crenyouux 20 obpasiax.
Jna n=30 AV <L1. Bce 3Ha4eHus X1 JOIDKHBI
YIOBJIETBOPATE HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
KonuuectBeHHoe OInpeneneHne
(Crnextpodoromerprs)

13,85mr/1ab

13.85mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O112,15 mo 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3MJIOB B MepecyeTe HAa ceHHO3uA B B ongHO#
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr COOTEIeTCTByeT TpebosaHnam HO

Conclusion : APPROVED /
3aknioyenune: OQOBPEHO

Checked by QC In-(‘,harc_:;ear

Approved by QA In-Charge /

A

[okymeHT nposepeH OKK: \\ D G vie HokymeHT ogobper OOK:
Date/ . N Date / U-OR.202 7
fara: 23-08.20272— [ara: IH-DE
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Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482109

Batch Quantity / O6bem cepun:

5850packs / ynaxkoBox

AR No / Ananuruueckuii oruer Ne: ARF/183/2022

Date of Analysis / lata ananusa: 23.08.2022

Date of Mfg / JlaTa npoussoacrsa:

07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Ananus nposenén nmo H/I: I1 N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Result / PesyabraTsi Specification / Hopma
Test / IokaszaTen
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Copneprxanne
meTunnaparuapokcubensoara 0.049Mr/1a6
(B2XKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpofuonoradeckas 4ucTora

10a) | Total Aerobic microbial count /
O6wmee unciio a3pobHbIx 10 Not more than 10° cfu/ g / He Gonee 10* /r
MHKDPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / OButee uncno <10
IJIECHEBBLIX H APOICKEBBIX
rpubos )

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ Y croiiuusbie K
JICHCTBHIO KEeJTUH
rpamMoTpHLATENbHbIE DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrcreueB 1 1

10€) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ Orcyrctee B 11

10f) | Salmonella Absent / OrcyTCTBYIOT Absentin 10 g / Orcyrcreues 10 g

Remarks : The Product conforms to ND/
Mpumeuanwue: Mpoaykt cooTeetcTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge [
HoxymeHT nposeper OKK:

3 Naus

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

G

Date /
[ara:

22020 La__

Date /
[ara:

2 U.0%-2oTt
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Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 482109

Batch Quantity / O6bem cepun:

5850packs / ynakoBok

AR No / Ananuruueckuii oruer Ne ;: ARF/183/2022|Date of Analysis / laTa ananmsa: 23.08.2022

07/2022

Date of Mfg / JlaTa npou3soacTsa:

Date of Expiry / I'open no:

06/2025

Analysis performed according ND / Ananus nposeaén no HJI: I N013745/01-091017, H3m. Ne 1 or 17.04.2020

Ne Result / PesyabTarsi

Test / IlokazaTens

Specification / Hopma

11 | Package / YmakoBska
in a blister made of

GnucTep U3 MIEHKH

(monuaTuneHoBo#/

MO NPHMEHECHHIO.

Package / Ynakoska - 20 tablets

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

TMOJH BHHHITXJTOPHAHOM

NIOJIH BUHUJIZIEHXJIOPHAHOH ) 1
ayoMuHueBoi donery, mo 25
61CTEPOB B KADTOHHYIO HAUKY
C BIIOYKEHHEM 25 HHCTPYKLHH

Package / Ynaxoska - 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
tabnerok B OIMCTEP M3 MIEHKH TPEXCIOHHOH
(IIBX/AI3/MIBAX) u amomunnesoit Gonsru. [To 2
wiH 3 bnamcTepa BMeCTe ¢ HHCTPYKUHEN [0
NPHUMEHEHHIO B KAPTOHHYIO nauky. [To 20 Tabnerox
B GIHCTEp U3 MIIIEHKH MOJHBHHIDXIOPHAHOH
(OHATHIIEHOBOH / TONMBHHIIIAEHXJIOPHIHOM) H
amoMuHMeBoi (onery, no 25 6auctepos B
KapTOHHYIO MAYUKy C BIOKEHHEM 25 HHCTPYKLUHHI 10
TMPUMEHEHHIO. '

12 | Labeling / MapkupoBka According to ND /

B cooteercteuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHus Boime 25 °C.

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

14 Shelf life / Cpoxk rognocta 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenune: OOOBPEHO

Checked by QC In-Charged™ =
LokymeHT npoeeper OKK: \\gﬂa__tl:L

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

JEEE

Date /

23¢e08c202 2 _
[ara:

Date /

. - 272
[ara: ke« 40+ 20
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