Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIM3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481161

Batch Quantity / O0bem cepun:

5848 packs / ymaxkoBok

AR No / Ananuragecknil orger No :

ARF/206/2021|Date of Analysis / lata apammza: 24.08.2021

Date of Mfe / [lara npoussoacrea:  08/2021

Date of Expiry / I'oxen no:

07/2024

Analysis performed according ND / Anaym3 nposenén mo H/I: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / ITokazaTens

Result / PesyabTathi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTByer

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. / [Tnockue kpyribie TabaeTku co
CKOILUCHHBIMH KPasiMH OT KOPHYHEBOI'O 10 TEMHO-
KOPHYHEBOrO LBETa ¢ BKparuteHusMH, Ha oxHoi
cropose Tabnerkn BuigasieHo cnoso «CIPLA», Ha
IpYyroi - TUHKUA pa3noma.

2 Identification / ITopnmuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootgercTByeT OxpaurBaHie aMMHAa9HOTO PACTBOPA B KPaCHBIH
AHTPaXHHOHOBBIE TTHKO3UIbI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTBYeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKUBAHUS OCHOBHOI'O IUKa Ha XpomarorpaMme
HCIIBITYEMOIO PACTBOPA AOJIKHO COOTBETCTBOBATh
BPEMEHH YACP/KUBAHKA OCHOBHOIO MUKA HA
XpOMAaTOrpaMMe CTaHJapTHOTO PacTBOpa
MeTHanapariapokcidensoara (pasaen
«MetunnaparunpoxcubeH3oar).

3 | Average weight / Cpenusis
Mmacca

187.66 mg / 187,66 mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3akntouenne: OO0OBPEHO

Checked by QC In-Charge [' 3 .
[lokymeHT nposepeH OKK: S fl.an e

Approved by QA In-Charge / L
[okymeHT onobpeH OOK: i

Date/ 2 4.09%.2021
[ara:

Date /

~.5-0% 2O\
Hara:

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
CEPTUDPUKAT AHAJIM3A

)

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481161

Batch Quantity / O6bem cepum:

5848 packs / ynakoBok

AR No / Ananuradecknii order No :

ARF/206/2021|Date of Analysis / Jlara anammsa: 24.08.2021

Date of Mfg / lara npoussoacrsa:  08/2021

Date of Expiry / I'ogen jo:

07/2024

Analysis performed according ND / Aramus nposenén no HJL: TT N013745/01-091017, Vizm. Ne 1 ot 17.04.2020

Ne Test / loxazarenan

Result / PesyabTaTel

Specification / Hopma

4 | Uniformity of weight /
OgHOpOOHOCT MO Macce

Complies / CootBeTcTByeT

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

OmHOPOAHOCTb IO3HPOBAHHA

5 | Loss on drying / IloTeps B 20% NMT 6.0 % / He Gonee 6,0 %
Macce TPH BBICYIIHBAHHH
6 | Dissolution/ 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenne He menee 70 % (Q) cennosunos 4yepes 120 mun
7 | Uniformity of Dosage units / AV =43 The acceptability index forn=10 AV <LI1.

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;12=25.0.

Tlokasarens npuemiemoctn ot n=10 AV <L1.

B cnydyae, ecnu 3nauenue AV npeseimaer L1,
MPOBOIST HCIILITAHKE Ha crenytomux 20 obpasmax.
Jlnsa n=30 AV <L1. Bee 3HaueHus Xi JOJDKHBI
YIOBJIETBOPATb HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OIpeeleHne

(CnexrpodoTomerpns)

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 no 15,53 mr (ot 90,0 mo 115,0 %)
CeHHO3MIOB B NEPecyeTe Ha CeHHO3HA B B oxHOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHusm HL

Conclusion : APPROVED /
3akntouenue: OQOEPEHO

Checked by QC In-Charge/™ —\
[lokyMeHT nposepeH OKK: \B Glan e

Approved by QA In-Charge /
HokymeHT ofo6per OOK:

Date / 108'10‘2~1
Hara: okl

Date /

Nata: 2S5.08.202\
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUO®HKAT AHAJIN3A

Page3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hponyxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 481161

Batch Quantity / Oobem cepum:

5848 packs / ymakosok

AR No / Ananurugeckuii orger No :

ARF/206/2021|Date of Analysis / Jlata anamza: 24.08.2021

Date of Mfg / lata mponssoacrsa:  08/2021

Date of Expiry / T'ogen go:

07/2024

Analysis performed according ND / Anams nposeaén mo H: IT N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTens Result / Pesyabrars: Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxanue
METHIINAParuapoKCHOeH30aTa 0.048 Mr/a6
(BOXX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuonornieckas 9HcToTa

10a) | Total Aerobic microbial count /
O61uee uucio aspodHBIX

MHKPOOPraHU3MOB

<10

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

10b) | Total combined yeast and mould
count / OB1ee uucio
IJIECHEBBIX U l].po)K.)KCBbIX

rpubos

<10

Not more than 10” cfi/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusble k
HEHCTBHIO 3KeJTud

rpamMoTpHLaTeNbHble DakTepun

Absent /OtcyTeTBYIOT

Not more than 10” / g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OtcyrcTByOT

Absentin | g/ OrcyrcrBue B 1 1

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absent in 1 g/ Orcyrctue B 1 ¢

101) | Salmonella

Absent / OtcytcTBytoT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT coorsetcTByeT TpebosaHuam HJ]

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge /
[okymeHT nposepex OKK: C@ﬂﬂﬂ_q

Approved by QA In-Charge /
HokymeHT ofobper OOK:

Date / 68202
Thsrer 24- 3

Date /

LS-0% 2o\
Oara:

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
s CEPTU®HUKAT AHAJIU3A

Paged of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481161

Batch Quantity / O6bem cepun:

5848 packs / ymaxkoBok

AR No / Asamarngecknii orger No :  ARF/206/2021|Date of Analysis / [lara anamaza: 24.08.2021

Date of Mfg / lara npom3Boacrea:  08/2021

Date of Expiry / I'onen no:

07/2024

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

T

Ne Test / lokazarens

Result / PesyabTaTbi

Specification / Hopma

11 | Package / YmaxoBka
in a blister made of

OmHCTep M3 MIEHKH

(ToTMATHIEHOBO/

MO NPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

HOJIHBH}MJIXHOPHIIHoﬁ

MOTUBUHHIIACHXJIOPHIHOH) 1
amoMuHHeBOH donbry, mo 25
OnMCTEPOB B KAPTOHHYIO MAYKY
C BIIOXKEHHEM 25 HHCTPYKIHH

Package / Ynaxoexa - 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
TabneToK B OMCTEp M3 IIIEHKH TPEXCIOHHOM
(IIBX/IT2/MB/AX) u amomunnesoit Gomneru. ITo 2
nm 3 GincTepa BMecTe ¢ HHCTPYKLHEH 110
NPUMEHEHHIO B KapTOHHYI0 na4ky. 1o 20 tabnerok
B GurHCTEp M3 TUIEHKH MONHBUHHIIXJIOPHAHON

(oI THIIEHOBOIT / IONMHBHHHIIIEHXIIOPHIHOM) U
anroMHHUEBOH (HOILrH, 10 25 OnucTepoB B
KapPTOHHYIO MAYKy C BJIOXKEHHEM 25 HHCprKL[HH o
[PHMEHEHHUIO.

12 | Labeling / MapkupoBka According to ND /

B cootsercteum ¢ HJJ

13 Storage conditions / YcnoBus

XpaHEHH:A Bbime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temneparype He

14 Shelf life / Cpok roguocTi 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykT cooTBeTCTBYET TPEbOBaHMAM HI]

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Checked by QC In-Charge

LokymeHT nposeper OKK: Namn ¢

Approved by QA In-Charge /
HokymeHT ogobpen O0K: %

Date /

fgra: 4S80

Date /

2-S-0% 202\
[ata:

FMQC003-15-06

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




