Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No /Cepusi Ne: 482117

Batch Quantity / O6bem cepuu:

5854packs / ynakosok

AR No / Ananurnyeciknii oruer Ne : ARF/191/2022|Date of Analysis / laTta anaauza: 05.09.2022

Date of Mfg / JaTa npoussoacTBa: 08/2022

Date of Expiry / I'ogen no:

07/2025

Analysis performed according ND / Ananus npoeaén no H/L: ITNO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / IToxka3zaresn

No _ Result / Pesyabrarer

Specification / Hopma

1 Description / Onncanue

Complies / CooTBeTcTBYyeT

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. / Iltockue kpyrisie TabneTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOI'O JI0 TEMHO-
KOPHUYHEBOTO L1BeTa ¢ BkpamnenusiMi. Ha oxnoit
cropoHe TabieTku BeigasneHo cinoso «CIPLAy, na
APYro# - IMHUS pa3noma.

2 | Identification / ITommHaHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooreercrayeT OxpalnuBaHue aMMHAYHOTO PAacTEOPA B KPACHBI
AHTPAXHHOHOBbIE TJTHKO3H/IbI : ey
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTeeTcTBYET chromatogram of the sample solution should
MeTtummaparuapokcuoeH30at corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy!l

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
YAEp)KHBaHHS OCHOBHOTO ITHKA HA XPOMATOrpamMme
HCIBITYEMOT0 PACTBOPA AOJDKHO COOTBETCTBOBATH
BPEMEHH YACPIKHBAHHUA OCHOBHOI'O IMMKA Ha
XpOMAaTorpamMMe CTaHAAPTHOTO PACTBOPA
meTunaparuapokcubensoara (pasgen
«Mertunnaparuapokcubensoar).

3 | Average weight / Cpennsas
Mmacca

189.27mg / 189,27mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanwue: Mpogykr cooTeeTcTByeT Tpebosanmnam HA

Conclusion : APPROVED /
Jaknwuenue: OQOBPEHO

Checked by QC In-Charge / =
HokymeHT nposepeH OKK: ‘:‘(_7_;‘&;(’0

Approved by QA In-Charge / =
HokymeHT ogobpeH OOK: %

Datel QS-‘ C'Cf-’l.ﬂ'?-—-z/

Larta:

Date /

g5 2% eoner
Nara:
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Cipla

’ CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page2 of4/Crtp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykt: CEHAJE®, TABJETKH 13,5 mr

Date of Mfg / laTa npoussoacrsa:

Batch No / Cepusi Ne: 482117 Batch Quantity / Oobem cepun:  5854packs / ynakosok
AR No / Ananurnueckuii oruer Ne : ARF/191/2022 |Date of Analysis / laTa ananuza: 05.09.2022
08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposeaén no H/: II N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / TlokaszaTens

Result / PesyasTaTs!

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE IO Macce

Complies / CootBercTBYET

18/20 tablets NMT =+ 7.5 % / 18/20 ue Gonee +7,5
%
2/20 tablets NMT £15% / 2/20 ne bomee + 15%

OIIHOPOLIHOC'I‘% NO3HPOBAHHSA

5 | Loss on drying / IToTeps B 2.4% NMT 6.0 % / He Honee 6,0 %
MACCE MPH BLICYLIHBAHHH
6 | Dissolution / 83 -91% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenune He menee 70 % (Q) cennosumos uyepes 120 mun
7 | Uniformity of Dosage units / AV=51 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 <LI1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0.

ITokazarens npuemnemocts s n=10 AV <L1.

B cnyuae, ecin 3Hauenne AV npeebimiaet L1,
NPOBOMIT HCMBITAHHE Ha cieayrommux 20 obpasuax.
Jlns n=30 AV <L1. Bce 3Hauenus X1 JOJDKHBI
yOOBIETBOPATE HEPABEHCTRY:

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

L1=15,0;1L2=25,0.

8 | Assay (Spectrophotometry)
Konuuectsennoe onpeneneHHe
(Cnextpodoromerpus)

14,10mr/Tab

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 0o 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HIOB B [IepecyeTe Ha ceHHo3u B B opHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTCcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akntwoyenue: O0OBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: ‘5??;{/"0

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

P

Date/ e oqunore

[ara:

Date /
Hara:

0sS-c9- 20l
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHA}IEE, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482117

Batch Quantity / O6bem cepuu:

5854packs / ynakoBok

AR No / Ananurnyeckuii ordyer Ne: ARF/191/2022|Date of Analysis / laTta ananuza: 05.09.2022

08/2022

Date of Mfg / laTa npousBoacTsa:

Date of Expiry / I'onen go:

07/2025

Analysis performed according ND / Ananu3s nposeaén no HJI: I1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyisTaTbr

Test / IToxkazaTens

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHInaparuapokcubensoara

(BIXKX)

0.045mg/tab

0,045mr/1a6

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOuonorinueckas 4HCTOTa

Total Aerobic microbial count /
Obuiee ynucio a3podHBIX 10
MHKPOOPraHH3MOB

10 a)

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

10b) | Total combined yeast and mould
count / OBuiee unucno
TJIECHEBBIX H JPONOKEBLIX

rpubos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusbie K
JIEHCTBHIO YKETUH

rpamMOTpHLATENLHBIE DAKTEPHH

Absent /OrtcyTcTBYIOT

Not more than 107/ g / He 6osee 107 /r

10 d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ Otcyrcteues 1 ¢

10 ¢) | Escherichia coli

Absent /OtcyrerByioT

Absentin 1 g/ Orcyrcteue B 1 1

10 f) | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g / OrcyrcrBue 8 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cooTeeTcTByeT TpebosaHwam HO

Conclusion : APPROVED /
3akmoyenue: OQOBPEHO

Checked by QC In-Charge / L4 P
DokymeHT npoeepeH OKK: o

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

G

Date /

[aTa: 05. Q. 1ow22

Date /

S - - 2O
Hara: 05-0 A

FMQC003-15-06

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




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Cipla

Paged4o0f4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykt: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / JaTa npon3BoacTea:

Batch No / Cepus Ne : 482117 Batch Quantity / O6nem cepun:  5854packs / ynaxkosok
AR No / Ananuruyeckuii oryer Ne : ARF/191/2022|Date of Analysis / IaTa ananuza: 05.09.2022
08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananu3 nposeaén mo H/I: [T N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Iloka3zaTenns

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ymaxoska

Package / Ynakoska - 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 tabnerokx B
OIHCTEp U3 MUIEHKH

MOJTH BHHUJIXJIOPUAHOI
(nonuaTuneHoBO/

MO BHHHIACHXJIOPHIHOM ) H
amoMHHNIEBOH Gonbrd, Mo 25
OAMCTEPOB B KAPTOHHYIO NAYKY
C BIOKEHHEM 25 HHCTPYKLHI
o MpHUMEHEHHIO.

Package / Ynaxosxa - 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 HnMCTED M3 MNEHKH TPEXCIOHHOH
(IBX/T2/TIBAX) u anmomuunesoit ¢onbra, Ilo 2
unu 3 baucTepa BMeCTe ¢ HHCTPYKLHEH Mo
NpHUMEHEHHIO B KapTOHHYIO nadky. [To 20 Tabneroi
B GnMCTEp M3 NJIEHKH MOJHBHHIIXJIOPUIHOH
(MONU3THIEHOBOH / TIOIHBHHIIAEH X JIOPUJIHO#) 1
anoMuHneBo Gonsry, no 25 6aHcTepos B
KAPTOHHYIO MAa4Ky C BIOKEHHeM 25 HHCTPYKUHI 1o
[IPHMEHEHHIO.

12 Labeling / MapxupoBka

According to ND /

B cootsercteuu ¢ HJ

13 Storage conditions / Ycnosus
XpAHEHUS

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

Boime 25 °C.

14 Shelf life / Cpox roguocTH

3 years /3 ronma

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTByeT TpebosaHuam HIl

Conclusion : APPROVED /
3axmoyenue: O0OBPEHO

Checked by QC In-Charge / £ 0.
[okymeHT nposepeH OKK: %{

Approved by QA In-Charge / e
HokymeHT ogobpeH OOK: %

Date /
[ara:

06091012

Date /

—.c 2022~
[aTa: 05

FI™MQC003-15-06

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 ’




