Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDPHKAT AHAJIU3A

Page 1 of4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi No: 481178

Batch Quantity / O0bem cepum:

5849 packs / ynakosox

AR No / Anamaragecknii order No :

ARF/231/2021|Date of Analysis / /laTa amanm3a:

15.09.2021

08/2021

Date of Mfg / Jlara nponssoacrsa:

Date of Expiry / I'ojen j0:

07/2024 -

Analysis performed according ND / Anamms nposexén no HJI: TI N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / IToxazarens

Result / PesyasTartoi

Specification / Hopma

1 | Description / Onucanue

Complies / Coorsercrayer

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 kpyraele Tabnerku co
CKOUIEHHBIMH KPassMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTo LBeTa ¢ Bkparnenuamu. Ha onuoii
cropoHe TabneTkH BbiAaBeHo cioeo «CIPLAY», Ha
APYroi - TUHHS pasioMa.

2 Identification / ITognuaaOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercreyer OxkpamipaHie aMMHAYHOTO PAaCTBOPA B KPACHBIH
AHTPaXUHOHOBbIE [JIHKOZUBI oy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooreercrayer chromatogram of the sample solution should
Merunnaparuapoxkcubenzoat corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKUBAHHsA OCHOBHOTO MK Ha XPOMATOIPaMMe
HCITBITYEMOTO PacTBOPa MODKHO COOTBETCTBOBATE
BpEMEHH YAeP KHBAHH OCHOBHOIO MHKA Ha
XpOMaTorpaMme CTaHAapTHOTO PacTBOpa
MeTuanaparuapokcubensoara (pasmaen
«MeTtunnaparunpokcubensoar).

3 | Average weight / Cpenusisi
Mdcca

189.73 mg / 189,73 mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanwue: NpoaykT cooTBeTCcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknwouenne: O0OBPEHO

Checked by QC In-Charge / (Tg\a e

NokymeHT npoBepeH OKK: ™+

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

b

Date /

Dare: 15092029

Date /

ot 1S -909.202-\

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
s CEPTUOUKAT AHAJIN3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481178 Batch Quantity / Oobem cepun: 5849 packs / ynaxoBok
AR No / Ananurngecknii oraer Ne : ARF/231/2021|Date of Analysis / [lara anammsa: 15.09.2021
Date of Mfg / /lata mpom3eoacrea:  08/2021 Date of Expiry / I'onen jo: 07/2024

Analysis performed according ND / Aranms nposenga no H/{: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HoxkazaTeanb

Result / PesyabTaTht

Specification / Hopma

4 | Uniformity of weight /
OnHopoaHoCTh 110 Macce

Complies / CoorsercTayer

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

OnHoponHOCTE JO3MPOBAHMUS

5 | Loss on drying / IToreps B 1.4% - NMT 6.0 % / He 6onee 6,0 %
Macce IIPH BbICYLIUBAHWUH
6 | Dissolution / 80-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosnnor uepes 120 mun
7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV <LI.

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=25.0.

Iokaszatens npuemnemocts st n=10 AV <L1.

B cnyuae, ecnn 3nauenne AV npesenuaer L1,
MPOBOJAT HCTIbITAHKE Ha cnenyrowux 20 obpasuax.
Hnst n=30 AV <L1. Bce 3HaueHns Xi NODKHBI
YAOBIETBOPATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonwgecTseHHOe omnpeneneHue

(CnexrpodoTomerpus)

14.03 mg/tab /

14,03 mr/tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O 12,15 1o 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3W/IOB B MEpecyeTe Ha CeHHO3UA B B oHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTBYET TPebosaHuam HJ]

Conclusion : APPROVED /
3akntouyenune: OOOBPEHO

Checked by QC In- Chargerf*\
[JlokymeHT nposepeH OKK: ™ ’éﬂ 1 OINRE

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

Date / 1:3 C}(’, S ﬂl1
Hara:

Date /

fara = O e
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CEPTUDPUKAT AHAJIU3A

Cipla

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481178

Batch Quantity / O6nem cepum:

5849 packs / ynakosox

AR No / Ananuruyecknii oraer Ne : ARF/231/2021|Date of Analysis / Jlata anamasa: 15.09.2021

08/2021

Date of Mfg / lata npoussoacrea:

Date of Expiry / T'ogen no:

07/2024

Analysis performed according ND / Auasus nposenén mo H: T N013745/01-091017, Hsm. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenn Result / PesyasTaTs! 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)/
Copepxanue
METUIIAPAruIPOKCHOeH30aTa 0.047 mr/Ta6
(BIXX) '

10 | MICROBIAL LIMIT TEST/ Mukpofuonorudeckasi 4ucToTa

10a) | Total Aerobic microbial count /
Obmee uncno aspobuerx <10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10° /r
count / O6uee unco <10
MIECHEBbIX H APONIKEBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyreTBytoT Not more than 10% / g / He 6onee 10 /r
bacteria/ Ycroiiuussie k
JEHCTBHIO JKeIHH
rpaMOTpHLUATENIbHBIE GaKTepHH

10d) | Staphylococcus aureus Absent /OtcyreTByIOT Absentin 1 g/ Orcyrcreue B 1 1

10€) | Escherichia coli Absent /OrcyrcTByroT Absentin 1 g/ Orcyrcreue s 1 r B

101) | Salmonella Absent / OtcyrcrByroT Absent in 10 g / Orcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTBYET TpeboBaHuam H/]

Conclusion : APPROVED /
3akntouenne: OOQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge /

[okymeHT nposepeH OKK:\--J S el o HokymeHT ogobpeH O0K: =
Date / = Date / -

RS e s M 1 I Lo, .
Nara: 18 g i g [laTa: 1 S-C% Loz

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 .




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

481178

Batch Quantity / O6bem cepum:

5849 packs / ynakosok

AR No / Ananurugeckuil oraer Ne :

ARF/231/2021

Date of Analysis / lara ananuza: 15.09.2021

Date of Mfg / /laTta nponssoacrsa:

08/2021

Date of Expiry / I'ogen go:

07/2024

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

Ne

Test / Hoxkaszarenn

Result / Pesynstats:

Specification / Hopma

11

Package / Ynakopxka

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 Tabnetok B
OnucTep U3 MIeHKH
[1OJIMBUHHJTXJIO PUAIHOH
(nonmsTrneHoBoi/
[OTMBHHWIIJIEHXJIOPHIHOI) H
aMOMUHHEBOH GONbrH, o 25
6THCTEPOB B KAPTOHHYIO MayKy
C BJIOJKEHHEM 25 MHCTPYKLIHIA
TIO NPHMEHEHHIO.

Package / Ynaxosxka - 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
Tabnerox B GIHCTEp W3 IUIEHKH TPEXCNOiiHO
(IIBX/I3/MBAX) u anomunuesoit honsru. ITo 2
unu 3 GnucTepa BMECTE C MHCTPYKLHET 110
NIPUMEHEHHIO B KAPTOHHYIO navky. [To 20 Tabnetok
B GIMCTEp M3 IUTCHKH MONHBHHUIXIOPHIHOM
(MONU3TUNEHOBOI / MOTHBUHUIAEHXTOPUIHOI) 1
ATIOMHHUEBOI (HOTBTH, 10 25 GancTepos B
KapTOHHYIO Na4Ky C BIOMKEeHHEM 25 MHCTPYKLUMi o
NPHMEHEHHIO.

12 | Labeling / Mapkuposxka According to ND /
B cootsercTBuu ¢ HIJ
13 Storage conditions / Venosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu TEMIIEpAType He
XpaHeHHs Beime 25 °C.
14 Shelf life / Cpok rogrocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
MNpumeuanue: NpoaykT cootBeTCTBYET TpebosaHmam H/]

Conclusion : APPROVED /
3akmouenue: O0OBPEHO

Checked by QC In-Charge //
[okymeHT nposepeH OKK:

\lg Sain e

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

Date /
Hara:

[ 0S « R 0]

Date /
[Jara:

1'§ 'Cﬂ\ul'l’\
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