\ Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 0f4/Crp. 1 H34

Product: SENADE TABLETS 13,5 mg ~ |Ilpoaykr: CEHAJ_IEE TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482028 Batch Quantity / O6bem cepun: 5848 packs / ymakosok

AR No / Anaantuuecknii oruer Ne : ARF/074/2022|Date of Analysis / laTa anannza: 22.03.2022

Date of Mfg / lata npousBoacrsa:  03/2022 Date of Expiry / Tonen fo: 02/2025

Analysis performed according ND / Ananus nposeaén no H/I: TIN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / MokazaTenn Resuit / Pesysibrars’ 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. / [Tnockue kpyribie TabneTkH co
CKOLIEHHBIMH KpasiMH OT KOPHYHEBOIO A0 TEMHO-
KOPHYHEBOTO LiBETa ¢ BKpanienusaMu. Ha onHo#
cTopoHe TabNneTKH BBIIABIIEHO CIOBO «C[PLA» Ha
JIPYrofi - JIMHUA PA3JIOMa.

2 ]dentiﬁcation_/ TMoanHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT ‘| OkpalnBaHie aMMHAYHOTO PAcTBOPa B KPacHBIMH
AHTPaXHHOHOBBIE TJIMKO3HBI s
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
| (HPLC)Y/ CooTBeTcTByET chromatogram of the sample solution should
Mertunnaparuapokcrubensoar ' corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpP#HBAHHA OCHOBHOI'O IMHKA HA XpOMaTorpamMMe
MCIBITYEMOTO PACcTBOPa I0JKHO COOTBETCTBOBATh
BPEMEHH YJep/KHBAHHA OCHOBHOTO ITHKA Ha
XpOMaTOrpamMmMe CTaHAapTHOrO PpacTBOpa
MeTunnapariapokcubensoara (pasaen
«MeTtunnaparuapokcubeH3oar).

3 | Average weight / Cpenuss 189.86mg / 189,86mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macea '
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooreeTcTeyeT Tpebosanuam HI | 3aknoyenne: OQOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposepeH OKK: \3 aue DokymeHT ofobper OOK:
Date / ZP—' O 2022 Date / Q.I'l‘ D:S' '—_)__D’)_,Q_
NaTa: [Oara:
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013 India.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIMU3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 Mr ‘

Batch No / Cepust Ne : 482028

Batch Quantity / O6bem cepun:

5848 packs / ynakosok

AR No / Ananurnueckuii oraer Ne.: ARF/074/2022|Date of Analysis / laTa anaan3za: 22.03.2022

03/2022

Date of Mfg / {aTa npousBoacTBa:

Date of Expiry / I'ozen no:

02/2025

Analysis performed according ND / Anasns nposenén no HII: TIN013745/01-091017, WM. Ne 1 ot 17.04.2020

Ne Test / IlokazaTean

Result / PesyabTaTer

Specification / Hopma

4 .| Uniformity of weight /
OpHOPOAHOCTH MO Macce

Complies / Coorsercreyer

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

5 | Loss on drying / [Toteps B 2.8%

Macce MpH BLICYLIHBAHHH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution/ 79 - 86%

PacrBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenHo3unos yepes 120 MuH

7 | Uniformity of Dosage units / AV=54

OpHOpOaHOCTh JO3UPOBAHHSA

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 x L2 x M.

L1=15.0;L2="25.0.

| Tokasarens npuemnemoctu ans n=10 AV <L1.

B cnyuae, ecnu 3HaueHue AV npesbimaer L1,
MPOBONAT UCMBITAHHE Ha cnenyomux 20 obpasuax.
Jna n=30 AV <L1. Bce 3HaueHus Xi JOJKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOe omnpeaeneHHe
(CnextpodoTomerpus)

13.93 mg/tab /

13,93 mr/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 no 115,0 %)
CEHHO3H/IOB B Mepecuere Ha CeHHo3Ma B B ogHol
Tabnerke.

Remarks : The Product conforms to ND/
Mpumevanume: Mpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknioyenue: OOOBPEHO

Checked by QC In-Charge 7™~
OokymeHT nposepeH OKK: \“\‘ 8 e

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

Date /

9%l Tl BRE
[ara:

Date/
[ara:

7:2,-0'_5‘10112_,
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Cipla

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482028

Batch Quantity / Oobem cepun:

5848 packs / ynakoBok

AR No / Auanatuyecknii oruer Ne : ARF/074/2022

Date of Analysis / lara ananu3za: 22.03.2022

Date of Mfg / laTa npon3BojicTBa:

03/2022

Date of Expiry / I'ogen no: 02/2025

Analysis performed according ND / Ananu3 nposeaén no HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Spéciﬁcation / Hopma

Ne Test / IlokasaTenb Result / PesyanTaTh!
9 | Content of Methyl 0.049 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
ConepxaHue
meTuanaparuapokcubenszoara 0,049 mr/Tab
(BOXX)

10 * | MICROBIAL LIMIT TEST/ Mukpo6Guonoruueckas YHCToTa

102) | Total Aerobic microbial count/
O6wee uncno a3pobHbIX <10 Not more than 10° cfw/ g/ He Gonee 10*/r
MHKPOOPraHW3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /r
count / OBuiee uncno <10
TIECHEBBIX H APONOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g/ He Gonee 10” /r
bacteria/ Ycroiiuusbie k '
JEHCTBHIO JKENYH
rpaMoTpHUaTeNbHEIe GaKTEPHH

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

10¢) | Escherichia coli Absent /OTcyTCTBYIOT ‘| Absentin 1 g/OrcyrcrBueB 11

100 | Salmonella Absent / OtcyTtcTByioT Absentin 10 g / Orcyrcreuer 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTseTcTByeT Tpedosanuam HA

Conclusion : APPROVED /
3aknwuenue: O0OBEPEHO

Checked by QC In-Charge{/ \C\
JokymenT nposepeH OKK: 2) QLA

Approved by QA In-Charge /
HokymeHT ogobper OOK:”

P

Date /

Dera: 2203 rLo2zr—

Date /

[ara: 2205 2GR 2
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

482028

Batch Quantity / Oobem cepuu:

5848 packs / ynaxkoBok

AR No / Anagurnueckuii oruer Ne : ARF/074/2022

Date of Analysis / laTa ananuza: 22.03.2022

Date of Mfg / llaTa npossBoacTBa:

03/2022

Date of Expiry / Tonen go:

02/2025

Analysis performed according ND / Auanus nposeaén no HJI: TIN013745/01-091017, M3m. Ne 1 o1 17.04.2020

Ne Test / IlokazaTenn Result / PesynsTaTsr Specification / Hopma
11 | Package / Ynakoska Package / Vnakoska - 20 tablets .
g T bl?seter ceraibi I:;.a Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and *|three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
%5 catientis fo’rmation Teaffets i carton. 20 tablets in a blister made of PVC
< cartiil. / Ti6 T0 VB ToR /PE/PVDC film and aluminum foil, 25 blisters with
6nucrep. oo 25 patient information leaflets in a carton. / ITo 20
: > TabneTok B GNHCTEP M3 MIEHKH TPEXCIOHHON
MO BHHUIIXIOPHIHOH
(nonmmneﬂoaﬂﬁl (IMMBX/TI3/TIBAX) u amomuuuesoit donsru. Io 2
S — uin 3 GMcTepa BMecTe C HHCTPYKLIHEH 1o
ATIOMMHHEBOH HONLry, 10 25 NMPHMEHEHHIO B KAPTOHHYIO nauky. ITo 20 Tabnerok
Sasicrepcs ¥ xap’rouuy;o —_—" B GnucTep M3 MIEHKH NONMBHHUIXJIOPHIAHOMH
AT J— (MonMITHNEHOROH / MONHBHHHAAEHXIOPHHOH) H
10 PUMEHERHIO TIOMHHHEBOH (honbru, no 25 GMHCTEpoB B
' KapTOHHYIO MayKy ¢ BIOXKEHHEM 25 MHCTPYKUMH Mo
NPHMEHEHHIO.
12 Labeling / MapkupoBka | According to ND /
B cootserctBuu ¢ HI]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe Npu Temrieparype He
XpaHeHHUA Boiwe 25 °C.
14 | Shelf life / Cpok roaHocTH 3 years /3 roaa

Remarks : The Product conforms to ND/

Mpumeyanne: MNpoaykT cooteeTcTByeT Tpebosanuam H

Conclusion : APPROVED /
3akntoueHue: OQOBEPEHO

Checked by QC In-Charge r’ﬁ

[lokymeHT nposepeH OKK: Gl s

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

G

Date / P2 ORI O T2
[ara:

Date /
[ara:
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