Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 1 of 4/ Crp.1u3 4

Product: SENADE TABLETS 13,5 mg_

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481162

Batch Quantity / OGbem cepum: 5850 packs / ymakosok

AR No / Ananurnaeckuii orger Ne : ARF/207/2021|Date of Analysis / lara anammza: 25.08.2021

Date of Mfg / Jlara npomssogcra:  08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Anami3 nposenén mo HJI: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazarens

Result / PezyabTarsi Specification / Hopma

1 | Description/ Onucanue Complies / CooTBeTcTByET 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. / Ilnockue kpyribie Tabierkn co
CKOIUEHHBIMH KpasMH OT KOPHYHEBOIro 10 TEMHO-
KOPHYHEBOrO LiBeTa ¢ BKparvieHnsamu. Ha opHo#
cropone Tabnetku BoinasieHo cioso «CIPLA», Ha
APYTOH - IMHUS pa3noma.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T —— CootsercTByeT g:graHIHBHHHB aMMHAa4YHOTO PacTBOpa B KPaCHBIA
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTteercrByeT chromatogram of the sample solution should
MeTunmnaparupokcubensoar corresponds to the retention time of the principle
(BOKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yIepIKUBAHHS OCHOBHOTO NMHKA HA XPOMATOrpaMme
HCITBITYEMOIO PACTBOPA NOIKHO COOTBETCTBOBATH
BPEMEHH yIepPIKHBaHHA OCHOBHOIO IHKa Ha
XpOMATOrpaMMe CTaAHAAPTHOIO pacTBOpa
MeTunnaparuapokcubensoara (pazen
«MerunnaparuapoxcuOeH3oar).

3 | Average weight / Cpenuss
Macca

187.13 mg / 187,13 mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: MpoaykT COOTBeTCTByeT TpeboraHuam H] | 3akmouenune: OQOBPEHO

Checked by QC In- Charg !

ﬂ
[okyMeHT nposepeH OKK ang

Approved by QA In-Charge / —
HokymenTt ogobpeH OOK: C@j&:‘i—

Date / 9 5.08.2021
[ara:

Date /

2.5 .0%8-202\
Hara:

FMQCO003-15-06
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CERTIFICATE OF ANALYSIS
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Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481162

Batch Quantity / O0bem cepun:

5850 packs / ymakoBok

AR No / Apamarmaecknii orger Ne : ARF/207/2021|Date of Analysis / /lara anannza: 25.08.2021

Date of Mfg / Jlara npomssoacrsa:  08/2021

Date of Expiry / I'oxen no:

07/2024 -

Analysis performed according ND / Amami3 nposenén mo HJL: ITN013745/01-091017, M3m. Ne 1 or 17.04.2020

OQHOPOAHOCTD JO3HPOBAHUA

No Test / IlokazaTenn Result / PesynbTars: Specification / Hopma
4 | Uniformity of weight / Complies / CooTeTcTBYeT 18/20 tablets NMT =+ 7.5 %/ 18/20 ne Gonee + 7,5
OmHOPOAHOCT 110 Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IloTeps B 22% NMT 6.0 % / He 6onee 6,0 %
Macce 1npH BBICYILIMBAHUH
6 | Dissolution / 83-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpenue He menee 70 % (Q) cennozunos uepe3 120 muH
7 | Uniformity of Dosage units / AV=54 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:

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

L1=15.0;L2=25.0.

IMoxazarens npuemnemoct s n=10 AV < L1.

B cnyuae, ecnu 3HaueHue AV npessinaer L1,
MPOBOZIAT HCTIBITAHME HA crepyroiix 20 obpasuax.
s n=30 AV <L1. Bce 3HaueHust Xi JOJDKHBI
YIOBIETBOPATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
Koj4ecTBeHHOE  OIpeneneHHe
(CrniexrpodoTomeTpus)

13.92 mg/tab /

13,92 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 a0 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3UJIOB B repecteTe Ha CeHHo3ua B B ogHoM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeercTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouenme: OQOBPEHO

Checked by QC In-ChargeQ 5 Approved by QA In-Charge /

HokymeHT npoeeper OKK: }3 s [okymeHT onobper OOK: %
Date / 25:.0%.2011 Date / Lo%.

Jarta: Nara: 2579802\
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CERTIFICATE OF ANALYSIS
% CEPTHOUKAT AHAJM3A

Page 3 of 4/ Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

HNponyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No :

481162

Batch Quantity / O6bem cepumn:

5850 packs / ynaxkosox

AR No / Amanmuragecknii orger No :

ARF/207/2021|Date of Analysis / /laTa apammsa: 25.08.2021

Date of Mfg / lara npoussoncrea:

08/2021

Date of Expiry / I'onen po:

07/2024

Analysis performed according ND / Anayms nposenén mo HJI: TTN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTens Result / PesynbTaTsl Specification / Hopma
9 | Content of Methyl 0.045 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHINaparuapokcHoeH3oaTa 0.045 mr/T36
(BIXX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonoru4eckas YucToTa

10a) | Total Aerobic microbial count /
O6mee unucno a3poOHBIX <10 Not more than 10° cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10 /r
count / Obmree yncio <10
ILJIECHEeBLIX U APOHOKEBBIX
rputos

10¢) | Bile tolerant gram-negative Absent /OrcyrcTBytoT Not more than 10% / g / He 6onee 10° /r
bacteria/ Ycroiiungeie k
HEHCTBHIO JKETUH
rpaMOTpHIIATENbHbIE DaKTEePHH

10d) | Staphylococcus aureus Absent /OrcyreTByroT Absentin 1 g/ Orcyrctene B 1 1

10€) | Escherichia coli Absent /OrcyrcTByIoT Absentin 1 g/ OrcyrcrBue B 1 1

109 | Salmonella Absent / OtcyrcTByIoT Absentin 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: Mpoaykr cooteeTcTByeT TpebosaHuam H

3akntoueHue: OQOBPEHO

Checked by QC In-ChargeQ
: AYIUE:

Approved by QA In-Charge /

B

[HokymeHT npoeepeH OKK: HokymenT ofobper OOK:
Date / 25.08.20121 Date / 2 ¢.0% 202\
Jara: [ara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indja
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Cipla

Page 4 of 4/ Crp. 4m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481162

Batch Quantity / O0bem cepum:

5850 packs / ymaxosok

AR No / Asamuraaeckuii orger Ne : ARF/207/2021

Date of Analysis / /lara anasmsza: 25.08.2021

Date of Mfg / lara nmpou3BoacTBa:

08/2021 Date of Expiry / I'oaen fo:

07/2024

Analysis performed according ND / Anamms nposeés mo HJI: 1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HHokazaTens

Result / PesyanTaThl

Specification / Hopma

11 | Package / YnaxoBka

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 Tabnerox B
GrEcTep M3 TUIEHKH
[TOJIHBHHHIIXJIOPHTHOM
(nonuaTHIEHOBOH/
HOIHBHHATIICHXIOPHHOH) U
aNFOMHHUEBOH (OJBrH, o 25
ONMICTEPOB B KAPTOHHYIO [TAYKY
C BIOYKeHHEM 25 MHCTPYKIMI
10 TIPUMEHEHHIO.

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. / Ilo 20
TabneTox B OaucTep U3 MIIEHKH TPEXCIOHHOH
(IIBX/AI2/MBJIX) n amomunuesoi domnbra. Ilo 2
WM 3 GrucTepa BMECTE C HHCTPYKLIMEH mo
MPUMEHEHHIO B KapTOHHYO nauky. ITo 20 Tabnerok
B BaMCTEp M3 IUIEHKH MOTHBHHHIIXJIOPHIHOH
(MOMMATHIIEHOBOI / ONHBHHMIIISHXIOPHIHOM) 1
AMOMHHHEEBOH (onbry, mo 25 6nrcrepos B
KapTOHHYI) Ma4Ky C BJIOKEHHEM 25 MHCTPYKLIHH 1O
MPHUMEHEHHIO.

12 | Labeling / Mapxuposka

According to ND /

B cooteercteuu ¢ HJ

13 Storage conditions / Ycnosus
XpaHeHus

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

Beime 25 °C.

14 Shelf life / Cpok roqaocTH

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanme: MNpoaykT coorseTcTayeT TpebosaHuam H/

Conclusion : APPROVED /
3axkmoyenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /¢

NokymenT nposeper OKK: (_?0 Qwn € [HokymeHT ogobpen OOK: %
Date/ 9 5.08.2 021 Date/ g9 ¢.©%.2072,

Hara: Lara:

FMQC003-15-06

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