Cipla

CERTIFICATE OF ANALYSIS
" CEPTHOHKAT AHAJIU3A

Page 1 of 4/ Crp. 1 mu3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482033

Batch Quantity / OGsem cepun:

5846 packs / ynakorox

AR No / Agammarageckwii oTaer No ;

ARF/079/2022|Date of Analysis / Tara anannza: 28.03.2022

Date of Mfg / Jlara npomssoacrsa:  03/2022

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Anams nposenén mo HJI: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Ilokazarennb

Result / PesyabTarei

Specification / Hopma

1 | Description / Onucanue

Complies / CootsercTByeT

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. / ITnockue xpyrasie Tabnerku co
CKOMIEHHBIMY KPasiMH OT KOPHYHEBOI'O 0 TEMHO-
KOPUHHEBOro IpeTa ¢ Brparuenusamu. Ha ogroit
cropore Tabnerku BoinaBieHo cinoso «CIPLA», na
JIPYroi - THHUA pa3IoMa.

2 | Identification / Honmﬂmom

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
I —— Cooreercreyer g:gramnnaﬂﬂe aMMHAYHOTO PacTBOPa B KPACHLIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MerunnaparuapokciubeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIepKUBAHUS OCHOBHOTO ITHKA HA XPOMATOrPaMMe
HCTTFITYEMOTO PacTBOPa JOIIKHO COOTBETCTBOBATH
BPEMEHH yAeP>KHBAHHA OCEOBHOTO ITHKA Ha
XpOMATOrpaMMe CTaHAAPTHOTO pacTBopa
Merminaparuapokcubensoara (pasuen
«Mermnnaparuapoxcubensoar).

3 | Average weight / Cpenuss
Macca

189.67mg / 189,67mr

18999 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTBYET TpeboBaHwusm HI

Conclusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In-Charge R
JNokymeHT nposepeH OKK: \[% €) criw

Approved by QA In-Charge /
[HokymeHT ogobpen OOK:

FAE

Date /

! v 7 y 7
[ara: 2802 202 3

Date /

n §.0%.202-1
Nara:

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
s CEPTUO®UKAT AHAJIN3A
Page2 of 4/ Crp.2 3 4
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482033 Batch Quantity / O0pem cepun: 5846 packs / ynalconon:

AR No / Asanarageckwii oraer Ne :

ARF/079/2022|Date of Analysis / lara anammsa: 28.03.2022

Date of Mfs / lata nponssoacrea:  03/2022

Date of Expiry / I'ogesn no:

02/2025

Analysis performed according ND / Anayms nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tloka3zaTens

Result / PezyabTaTsi

Specification / Hopma

4 | Uniformity of weight /
OZHOPORHOCTD MO Macce

Complies / CootsercrByeT

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

OI(,HOPO,E[HOCTB JOO3HPOBaAHMA

5 | Loss on drying / IToteps B 1.9% NMT 6.0 % / He Goznee 6,0 %
Macce M BBICYIUBAHAM __ _ - _
6 | Dissolution / - 82 - 89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cenrozunor uepes 120 mun
7 | Uniformity of Dosage units / AV=52 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:

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

L1 =15.0;L2=251).

TToxaszarens npuemaemocts st n=10 AV <L1.

B cnyuae, ecnu 3navenue AV npessimaer L1,
MPOBOAAT MCIIBITAHKE Ha cienynomux 20 obpasuax.
Ja n=30 AV <L1. Bce 3nauenus Xi JOIDKHBI

Y OBJIETBOPSTH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnuecTpenHoe onpeaeneHHe

(CriexrpodoTomerpus)

13.95 mg/tab /

13,95 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 (o1 90,0 no 115,0 %)
CEHHO3HIOB B MepecyeTe Ha cendo3ua B B onHoO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axknroyenue: OQOBPEHO

Checked by QC In-Charged™
[lokymeHT nposepeH OKK: K]\% QLIS

Approved by QA In-Charge /
Hokyment ogobpeH OOK:

F¥he

Date /

[ata: H 03002

Date /

2R-0%. 2022~
fara: %

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

5 CEPTH®UKAT AHAJIU3A
Page3 of 4/ Crp.3m3 4
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482033 Batch Quantity / O6bem cepun: 5846 packs / ynakoBoxk |
AR No / Anasmmraaecknii oraer Ne : ARF/079/2022 | Date of Analysis / JlaTa anannsa: 28.03.2022
Date of Mfg / Jlara nponssBoacrsa:  03/2022 Date of Expiry / T'ogen go: 02/2025

Analysis performed according ND / Anamms nposeaén no HJI: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarens Result / PesyapraTn: Specification / Hopma
9 | Content of Methyl 0.047 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHanaparuapokcubersoara 0,047 mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ MuxkpoOuonoru4eckas 4HcToTa

10a) | Total Aerobic microbial count /
OGwuee uncno a3poOHBIX 20 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obmee uncio <10
TUIECHEBDIX M JAPOKIKEBBIX

rpubos

10¢) | Bile tolerant gram-negative - Absent /OTCyTCTBYIOT Not more than 10" / g / He 6onee 10° /r
bacteria/ YcroiiauBbie K
NEUCTBHIO JKeT4H
rpaMoTpULaTenbHble GakTepun

10d) | Staphylococcus aureus Absent /OrcyrcTByioT Absent in 1 g/ OtcyrerBue B 1 1
10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 11
10) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OrcyrcTene B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Npogykr coorseTcTeyeT Tpebosarnusam HI | 3akntoyenue: O0OBPEHO
Checked by QC In-Charge q Approved by QA In-Charge / %
HokymeHT nposepeH OKK: 1 ple JE T HokymeHT onobpex OOK: —
Date / Date /

¢ B =Y M S O
[ara: 28:0 [ara: 2.8 o

FMQCO003-15-06

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



Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIM3A

Paged of4/Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482033

Batch Quantity / O0bem cepan:

5846 packs / ynakosox

AR No / Anamarageckmii oraer Ne 1 ARF/079/2022

Date of Analysis / [lara anammza: 28.03.2022

Date of Mfg / Jlara npon3soacrea:  03/2022

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Auasis nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HoxkazaTens

Result / PesynbTaThl

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

Onucrep U3 IUICHKH

(nonmaTHNEHOBOH/

IO TPHMEHEHHIO.

Package / Yrakoska - 20 tablets

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

TIOJTMBHHHIITXJIOPHHO

MONMBHHWIIEHXIIOPAIHON) 1
amomuuneBoi posbru, no 25

6ICTEPOB B KAPTOHHYIO NTAYKY
C BJIOJKEHHEM 25 HHCTPYKIHH

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
TabeTok B OHMCTep M3 MIEHKH TPeXCIOHHO#H
(IIBX/II/MIBOX) u amomunuesoit gonsru. Ilo 2
wiu 3 GnrcTepa BMECTe C HHCTPYKIIHEH Mo
NPUMEHEHHIO B KapTOHHYIO0 na<ky. Ilo 20 Tabnerok
B OimicTep M3 IUIEHKH MONUBHHALTXIIOPHAHON
(MONMITHACHOBOH / TIOIHBHHHIIEHXIIOPH/IHOH) H
AOMHHKEBOH (oJbru, no 25 GiucTepos B
KapTOHHYIO MAYKY C BIOXKEHHEM 25 HHCTPYKIHH 110
NPUMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /-

B cooTsercreuu ¢ HIJ

13 Storage conditions / Ycnosus

XpaHeH!st Beime 25 °C.

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

14 Shelf life / Cpox rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cooTeetcTayeT TpebosaHnam HA

Conclusion : APPROVED /
3akmouenne: O0OBPEHO

Checked by QC In-Charge /"~

Approved by QA In-Charge /

P

[lokymeHT nposepeH OKK: ﬁg 6l cu [lokymeHT opobpeH OOK:
Date / Date /
Jata: 28 032022 Nara: i i

FMQC003-15-06

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




