Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDPHUKAT AHAJIN3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481185

Batch Quantity / O6bem cepun:

5849 packs / ymakosok

AR No / Anannriaecknit oraer Ne 1 ARF/240/2021|Date of Analysis / lata apamasa:  29.09.2021

Date of Mfg / Jlata npoussoacrea:  09/2021

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anasms nposengn mo HJI: [TN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / HHoka3zaTeJnb

Result / PesysibTaThl

Specification / Hepma

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. / TTnockue kpyrnsie TabneTku co
CKOILIEHHBIMH KPAsMH OT KOPHYHEBOIO JI0 TEMHO-
KOPHYHEBOro LBera ¢ BKparmueHusMu. Ha ognoi
cropoHe Tabierku BeinasieHo cioro «CIPLA», na
JIPYro# - THHHSA pa3ioMa.

2 | Identification / ITognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
—Tr—— CootsercTByeT LO[::TamuBaHue aMMHAYHOIO PAcTBOPA B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercrByeT chromatogram of the sample solution should
MerunnaparuapoxkcubeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEpPIKHBAHIS OCHOBHOTO IHKA HA XpPOMATOrpaMMe
HCIIBITYEMOTO PACTBOPA JOJLKHO COOTBETCTBOBATH
BPEMEHH YIEPKHBaHUA OCHOBHOTO MHKa Ha
XPOMATOrPAMME CTAHAPTHOTO PacTBOpa
meTmnaparuapokcudensoata (pasmen
«MeTmrianaparuapokcubeH30ar).

3 | Average weight / Cpennsia
Mmacca

188.04 mg / 188,04 mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootseTcTByeT TpebosaHuam H/J

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Checked by QC In-Charge /
JlokymeHT nposepeH OKK: (:]% vk i

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

FO=

Date /

 Nara: 29.09202)

Date /

a.0 4.
Tleerer 2 A0 402\
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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 '




Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIM3A

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481185

Batch Quantity / O6bem cepun:

5849 packs / ymakoBok

AR No / Asanarnaeckuii orger Ne : ARF/240/2021|Date of Analysis / laTta anammza:  29.09.2021

Date of Mfg / Jlara npom3soacrea:  09/2021

Date of Expiry / I'ogen go:

08/2024

Analysis performed according ND / Anamms nposengn mo HJT: I1 N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / loka3zaTennb

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
ORHOPOAHOCTB MO MAcce

Complies / CooTeeTcTBYET

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

OnHOPOIHOCTE NO3UPOBAHHSA

5 | Loss on drying / IloTepsi B - 1.8% NMT 6.0 % / He 6onee 6,0 %
MAcCC€ TIPH BBICYUIHBAHMH
6 | Dissolution / 84-88% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennoznnos uepes 120 Mun
7 | Uniformity of Dosage units / AV=57 The acceptability index forn= 10 AV <LI.

In the case where the value of AV exceeds L1, a
test 1s carried out on the following 20 samples. For
n=730

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

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

L1=150;L2=25.0.

IMoxazarens npuemaemoctu ana n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npesbimaer L1,
MPOBO/UIT HCIBITAHHE Ha cnenyomux 20 obpasmax.
Il n=30 AV <L1. Bce 3nauenus xi JOJKHBI
yAOBNIETBOPATL HEPABEHCTRY:

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

L1=15,0,L2=250.

8 | Assay (Spectrophotometry)
KonuvecTBeHHOE OIpe/eneHHe
(Cnexrpodoromerpmst)

13.95 mg/tab /

13,95 mr/rab

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 go 115,0 %)
CEHHO3HIIOB B NIepecyere Ha CEHHO3M B B ofHOl
Taberke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED/
3aknyenune: OOEPEHO

Checked by QC In-Charge l( oy .
HokymeHT npoeepeH OKK: l\% Noim e

Approved by QA In-Charge /
LokymeHT ogobpeH OOK:

T

Date /

. 29-09202)
Nara:

Date /

fNars 2. -0 202\

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481185

Batch Quantity / O0nem cepum:

5849 packs / ynakosok

AR No / Anasmrageckuii orger Ne :  ARF/240/2021|Date of Analysis / lara ananmnsza: 29.09.2021

Date of Mfg / Jlata npoussoacrsa:  09/2021

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anamns nposenés no HJL: 1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / ITokazarean Result / PesyabTaThi Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
ConepxaHue
MeTUIINaparuaApokcuben3oaTa 0.048 mr/Tab
(BIKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuojoru4eckas 44CTOTa

102) | Total Aerobic microbial count /
O61ee uncno a3podHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKDPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 10° /r
count / O0mee 4HCcIO <10
[UIECHEBBIX U IPOXKIKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10>/ g / He 6onee 10° /r
bacteria/ Ycroituusbie K
NEHCTBHIO JKemdn
rpamMoTpHuaTenbHble DakTepuu

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ Orcyrcteue B 11

106) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g /Otcyrcteue B 10 g

Remarks : The Product conforms to ND/
Npumeyanme: MNpoayKT cOOTBETCTBYET TPpeboBaHUAM HAO

Cbnclusion s APP_RO_\_I“E_D /
3axmovenue: O0OBPEHO

Checked by QC In-Charge /-7 2~

Approved by QA In-Charge /

JNokymeHT nposepeH OKK: »3 0 ane NokymeHT opobpeH OOK: %}/‘{
Date/ o .00 202 Date / 9 a-¢9.202)
[ata: Nara:

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 )




Cipla

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

Page4o0f4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481185

Batch Quantity / O6bem cepui:

5849 packs / ynaxkonox

AR No / Amanmarn4aeckuii orger Ne : ARF/240/2021

Date of Analysis / /lara apammza: 29.09.2021

Date of Mfg / [laTa npoH3BCaCTEA:

09/2021

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anamas nposenén o H/: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoxka3zaTenb

Result / Pesyabrarsi

Specification / Hopma

11 | Package / Ynakopxa

Package / Ynaxoska - 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
OnucTep W3 MIEHKU
MOJIMBUHUITXJIOPUIHO
(nonusTHNEHOBOH/
MOMBUHUIIIEHKIIOPHAHOM) 1
anmoMuHUeBoi dosbry, mo 25
ONHCTEPOB B KAPTOHHYIO Ma4Ky
C BIIOYKEHHEM 25 MHCTPYKIIH
[0 MPHUMEHEHHIO.

Package / Ynaxoska - 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 brycTEp U3 IUIEHKH TPEXCIOHHOM
(IIBX/TI2TIBAX) u antomunuesoit donsru. IMo 2
umm 3 GrrcTepa BMeCTe ¢ HHCTPYKLIHEET 110
MPHMEHEHHIO B KAPTOHHYIO0 na4ky. 1o 20 Tabnetok
B GIIHCTEp M3 MIEHKH MOJHBHHUIXIIOPHIHOM
(monMMITHIEHOROIT / MONMHBHHUIIEHXIIOPHAHOI) H
ANFOMHHMEBOIT (onbry, mo 25 6anucTepos B
KapTOHHYIO MAyuKy C BAOKEHHEM 25 MHCTPYKLMH 110
TIPHMEHEHHIO.

12 | Labeling / Mapkuposka

According to ND /

B cooreerctBumn ¢ HJ

13 Storage conditions / Ycnosus
XpaHeHus

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

BeImie 25 °C.

14 Shelf life / Cpoxk rogsocTn

3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeuanwne: MNpoaykT coorBeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknoueHue: OQOBPEHO

Checked by QC In-Charge /

IokymenT nposeper OKK: 3

amn €

———

Approved by QA In-Charge / e
NokymeHT oa06peH O0K: %ﬁ&/

Date /

2 Sy 0 9200
Hara:

Date /
[ara:

2.4. 09202

FMQC003-15-06
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