Cipla

CERTIFICATE OF ANALYSIS
A CEPTUOHUKAT AHAJIN3A

Pagel of4/Crp. 1 34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / Jlara npousBoacrsa:

Batch No / Cepusn Ne : 482076 Batch Quantity / O6bem cepun:  5852packs / ynakosox
AR No / Ananurngecknii oraer Ne : ARF/140/2022 | Date of Analysis / lata anamusa: 16.06.2022
05/2022 Date of Expiry / T'open no: 04/2025

Analysis performed according ND / Ananms nposeaén no HJI: ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Test / lloxazaresnb

Ne Result / PesyabTarst

Specification / Hopma

1 | Description / Onucanue

Complies / Cootsercryer -

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / Ilnockue kpyribie TabneTku co
CKOIUCHHBIMH KpaAMH OT KOPHYHEBOTO 40 TEMHO-
KOPHYHEBOTO 1IBETA ¢ BKpameHusMu. Ha onHoit
cropone Tabnerku BoinasneHo cnoso «CIPLAY, uva
IpYTOH - MTHHUA pazioMa.

2 Identification / [TognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Arpasaronbosib TR Coorsercreyer g:epTamHBaﬂne aMMHAYHOTO DACTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
Metunnaparugpokcibersoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep>KUBaHUs OCHOBHOTO MHKA HA XpOMATOrpaMMe
HCTIBITYEMOTO PacTBOPA AOKHO COOTBETCTBOBATH
BpEMeHH yIePKHBAHHA OCHOBHOTO IHKA Ha
XPOMATOrPAMME CTAHAAPTHOrO PacTBOpa
MeTHImaparuapokcubensoara (pasmen
«MetunnaparuapoxkcubeHs3oar).

3 | Average weight / Cpenuss
macca

188.71mg / 188,71mr

189.99 mg £7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanme: MNpoaykr cooTBeTcTBYET TpeboBaHusam HI

Conclusion : APPROVED/
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: wa

Approved by QA In-Charge / ., \f-¢
[NokymeHT ogobpeH OOK: %ﬁ” —

Date /

,HaTaZ |\L-o6 Yoz 5

Date /
Jara:

it ~ob 2022
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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
N CEPTHUOHUKAT AHAJIM3A

Page2 of 4/ Crp.2 13 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKMH 13,5 mr

Date of Mfg / Jlata npon3BoJcTBA:

Batch No / Cepusi Ne : 482076 Batch Quantity / Oobem cepun:  5852packs / ynakosok
AR No / Anamarigecknii oraer Ne :  ARF/140/2022 | Date of Analysis / lata anannza: 16.06.2022
05/2022 Date of Expiry / I'ogen no: 04/2025

Analysis performed according ND / Anayms nposeaén mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / HokazaTensb

Ne Result / Pesyasrarni

Specification / Hopma

4 | Uniformity of weight /
OxHOPOTHOCTE MO Macce

Complies / CootBercrByer

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

OHOPOAHOCTE AO3HPOBAHNA

5 | Loss on drying / IToteps B 2.3% NMT 6.0 % / He Goxaee 6,0 %
Macce [PU BBICYIIHBAHUH
6 | Dissolution / 84- 92% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosnnos 4epes 120 mun
7 | Uniformity of Dosage units / AV =438 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=130

AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0,1L2=250.

ITokasarens npuemaemoct s n=10 AV <L1.

B ciyuae, ecnu 3Hauenue AV npessrnaer L1,
NpPOBOMAT MCIIbITAHKE Ha creayomux 20 obpasuax.
Jlnst n=30 AV < L1. Bce 3HaueHHst Xi JODKHBI
YIOBJIETBOPSATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonutecTennoe  onpenencHue

(CnexrpodoTromerpus)

13.99 m/tab /

13,99 mr/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 10 15,53 mr (ot 90,0 710 115,0 %)
CEHHO3MIOB B TEPECUETE Ha CeHHO3uN B B 01O
tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTcTayeT TpebosaHuam H

Conclusion : APPROVED/
3aknwoyenne: OQOBPEHO

Checked by QC In-Charge / . )
JlokymeHT nposepeH OKK: 9_{6;{;_9

Approved by QA In-Charge /
HokymeHT opobper OOK:

Date /

,D,ETE: \ G 06. 2020

Date /

{6 062027
Nara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTHOHUKAT AHAJIHU3A
Pase3 ofd/Crp.3 m34
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 482076 Batch Quantity / O0bem cepun:  5852packs / ynakoBox
AR No / Asamarugecknii order Ne : ARF/140/2022 |Date of Analysis / lata anaimsa:  16.06.2022
05/2022 Date of Expiry / I'oxen mo: 04/2025

Date of Mfg / JlaTa npoH3BOICTBA:

Analysis performed according ND / Anasms npoeenén no H/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Tloka3aTennb

Ne Result / Pesyabrars:

Specification / Hopma

9 | Content of Methyl © 0.049 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
pJalTVdTOXVbeFZOafE(HPLC )Y/
Copnepxanue
MeTHanaparuapokcudenszoarta 0,049 mr/rab
(B3XX)

10 | MICROBIAL LIMIT TEST/ Muxkpobuonoriyeckas Y4HCTOTA

i0a) | Total Aerobic microbial count /
O61ee 9uca0 a3pobHLIX 20

MHKPOOPTaHH3MOB

Not more than 10* cfu/ g / He 6onee 10° /r

10b) | Total combined yeast and mould
count / Obmee uncno
TJIECHEBbIX H APOJKIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToiunBble k
NEeHCTBHIO MeT4H

rpaMoTpHLATENbHbIE DaKTepHH

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OrcyrcrBues I r

10¢) | Escherichia coli

Absent /OTCcyTCTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

10f) | Salmonella

Absent / OTcyTcTBYIOT

Absent in 10 g / Orcyrersue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTCTBYET TPeboBaHuam HJ

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ,,,:C’;) DokymeHT opobpeH OOK:
Date / Date / -
fara: l& 062022~ NlaTa: & oL 2022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatraoc 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
* - CEPTHOHMKAT AHAJIM3A

Page40f4/Crp. 434

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusnt Ne: 482076 Batch Quantity / O6bem cepun:  5852packs / ymakosok
AR No / Apanurageckuii oraer Ne : ARF/140/2022|Date of Analysis / JlaTa amaqnsa:  16.06.2022
Date of Mfg / Jlara npoussogcrsa:  05/2022 Date of Expiry / I'osen no: 04/2025

Analysis performed according ND / Anams nposengn no HJI: TTN013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Resuii / PesyanTaThbl

Test / IlokazaTean

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

BaHcTep M3 IUIEHKH

(monusTUneHOBO/

IO NPpUMEHCHHUIO.

Package / Ymaxosxa - 20 tablets

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

MOJNMBHHUITXJIOPHTHOH

[OJIHBHHUIIGHX TOPHIHOMH) K
AMFOMUHHEBOIT (honbry, mo 25
GnucTepOB B KAPTOHHYIO MAYKy
C BJIOXKEHUEM 25 MHCTPYKUHUH

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 carten. / Io 20
Tabnerox B OiMCTEp U3 [UIEHKH TPEXCIOHHOMH
(MBX/TI2TIB/IX) u antomMuHuesoii Gonbru. Ilo 2
w3 6mcTepa BMecTe ¢ HHCTPYKLMEH Mo
NPUMCHEHHUIO B KapTOHHYIo ma4ky. ITo 20 Tabnerox
B OJIMCTEp U3 IUIEHKH MOJIMBHHUITXJIOPUTHOM
(MONHATHIICHOBO! / IOJIMBUHKIIIEHXJIOPHIHOMN) U
ATFOMHHHEBO# (oyery, o 25 GaucTepos B
KAPTOHHYIO 4Ky C BAOXKEHHEM 25 HHCTPYKUMit N0
NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B coorserctBri ¢ H]

13 Storage conditions / Ycinosus

XpaHeHus Boime 25 °C.

In a dry place, at temperature below 25 °C. /B éyxom MeCTe TIPH TEMIEPAType He

14 Shelf life / Cpok romHocTH 3 years /3 roma

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

Conclusion : APPROVED /
3antoyenme: OJOBPEHO

Checked by QC In-Charge / .
[lokymeHT nposepeH OKK: 9‘;{’,&»“’

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

Date /

,El,aTa' \G'OG-IO’L‘L

Date/ ¢ of- 20722

‘NaTa:

FMQC003-15-06

Cipla Ltd,Cipla House, Peninsula Business Park, Ganpatrad Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 '




