~

Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJHU3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tlponykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun No:

484035

Batch Quantity / O6bem cepuu:

5844packs / ynaxoBok

AR No/ Apanutuyeckuif oruer Ne : ARF/096/2024

Date of Analysis / Jara ananuza: 06.07.2024

Date of Mfg / Jara npouiBoacTRA:

06/2024

Date of Expiry / I'oaen no:

05/2027

Analysis performed according ND / Ananns nposeaén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / Moka3zaTens

Result / PesynbTaThl

Specification / Hopma

Description / Onucanune

Complies / CooTeTcTByeT

Flat circular tablets from brown to dark-brown with
bevetled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / Tlnockue kpyrnele TabneTku co
CKOIIEHHLIMH KPAsMit OT KOPAYHEBOTO JI0 TEMHO-
KOPHYHEBOTO BETA ¢ BKpanaeHuaMH, Ha oanoi
¢TOpoHe TadJIeTKH BbinaBneHo cioso «CIPLA». Ha
OPYTOH - NHHUS pazioMa.

2 | Identification / [ToAAHHHOCTh
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OKpallMBaHHe aMMHAUHOIO PacTBOPA B KPACHbIH
AHTPaxMHOHOBBIE TIHKO3NIE
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCcTBYET chromatogram of the sample solution should

MeTtunnaparuapoxkcufbenioar
{B3XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahvdroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPWHUBRAHWA OCHOBHOIO MHKA HA xpoMarorpamme
HCMBITYEMOrO PACTBOPA DODKHO COOTBETCTBOBATE
BPEMEHK YACPKHUBAHWA OCHOBHOTO TTHKA Ha
XpOMaTOrpaMMe CTAHIAPTHOrO pacTaopa
MeTuanaparuaporcubeHsoara (pasaen
«MeTuanaparsuapokcudeHsoar).

Average weight / Cpeansis
Macca

[Py}

188.01mg / 188,01mr

[89.99 mg £7.5% / 189,99 Mr +7.5%

Remarks : The Product conforms to ND/
lpumeyaHne: MpoaykT cooTaeTcTBYeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwoveHue: OQOBEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: ‘i &

Approved by QA In-Charge /
HokymeHT onobped OOK:

P

Date /

Hara: 29 0120204

Date /

data: 2467 2024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHO®HUKAT AHAJIM3A
Page2of4/Crp.2u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJAE", TABJIETKH 13,5 m¢
Batch No / Cepus Ne: 484035 Batch Quantity / O6bem cepun:  5844packs / ynakoBoxk
AR No / Apaautnueckuii oruer Ne : ARF/096/2024 | Date of Analysis / lata ananuza: 06.07.2024
Date of Mfg / aTa npom3soacTBa:  06/2024 Date of Expiry / T'oaen ne: 05/2027

Analysis performed according ND / Anaan3 nposeaén mo H/IL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / [1 N013745/01-180522, u3m. Ne 1 oy 09.07.2024

Ne Result / Pesy.ibTaTe! Specification / Hopma

Test / Noxazarens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7.5
OnHOpOIHOCTE MO Macce %
) 2720 tabiets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / [Toreps B 2.2% NMT 6.0 % / He 6onee 6.0 %
Macce MpH BhICYLIHBAHUN
6 Dissolution / 78-97% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunnor yepes 120 mun
7 | Uniformity of Dosage units / AV =351 The acceptability index forn =10 AV <LI.
OJHOPOAHOCTL 103HPOBAH U 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-x1- < 0,01 = L2 x M.

L1=150:L2=250

[ToxazaTens npreMaeMoctd 11 n=10 AV < L1.

B cnyy4ae, ecau 3HaueHUe AV npessisaet L1,
NPOBOAAT UCTILITAHHE Ha cneayrouinx 20 obpazuax.
Hnag n=30 AV < LI1. Bce 3HaueHnn X1 ZOT#HbI
YAOBIETBOPATL HEPABEHCTBRY:!

IM-xil < 0,01 % L2 x M.

L1 =150;L2=25,0.

8 | Assay {Spectrophotometry) From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTseHHOE OMpeaeneHue 13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpogotomerpus) Ot 12,15 10 15,53 Mr (o7 90.0 20 115,0 %)

13.92Mr/Tab CEeHHO3WOB B NEpecueTe Ha CeHHO3NA B B onmoii
TabneTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MNpumeuanue: MpoaykT cooTeeTCTBYET TpeboeaHwam HA | 3aknwyenne: OQCBEPEHO

Checked by QC In-Charge / P Approved by QA In-Charge / M

OokymeHT nposeper OKK: — HokymenT onobper OOK;
Date / N N e B s ) Date / i . 4
Dara: >A A Hara: 29-07- 2oy

FMQC003-15-69
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTUOUKAT AHAJTH3A
Page 3 of 4/ Crp. I mz 4
Product: SENADE TABLETS 13,5 mg MNpoaykr: CEHAJE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 484035 Batch Quantity / O6nem cepun:  5844packs / ynakoBoxk
AR No / Anaantnuecknii oraer Ne : ARF/096/2024 Date of Analysis / lata anaamsa:  06.07.2024
Date of Mfg / lata npomssoacrea:  06/2024 Date of Expiry / T'ogen no: 05/2027

Analysis performed according ND / Anasn3 nposeaén no H/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, w3m. Ne 1 ot 09.07.2024

Ne Resuit / PeayabtaThi Specification / Hopma

Test / NMokazaTenn

9 | Content of Methyl 0.044mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepwxanue
MeTHINaparuapoKcubeH3oaTa ' 0,044mr/7a6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MHKpoOHOTOIHYECKEA YHUCTOTA

16a) | Total Aerobic microbial count /

O6wee uncno apebHbIX 30 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPFaHU3MOB
10k | Total combined yeast and moutd Not more than 10° ¢fu/ g /He Gonee 107/
count / Of1ee yncI0 <10
MJIECHEBLIX H IPOAIKEBhIX
rpuboB
10 ¢} | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g / He 6oaee 107 /r
bacteria/ Yctoituuebie K
AeHCTBHIO KEIUH
rpaMoTpHUATE bHbIE DaKTepUn
18d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OvcytctBuen I T
10 ¢} | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OTcyTcTBHe B | T
100 | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcytcTBUE B 10 g
Remarks : The Product conforms to NI/ Conclusion : APPROVED /
Mpumeyanue: MpodyKT cooTBeTCTBYET TpeboBanuaM HJ1 | 3aknwyeHue: OQOBPEHO
Checked by QC In-Charge / i/g ) Approved by QA In-Charge / %
NokymeHT npoeepeHd OKK: : Jdokyment ofobpeH OOK:
Date / Date /
.02 00 .
Hata; > 4 faTa: 2A4-07 2024

FMQC003-15-09

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
CEPTH®HKAT AHAJTH3A

Page dof 4/ CTp. 4 3 4

[Product: SENADE TABLETS 13,5 mg

|[lpoaykr: CEHAJAE", TABJIETKH 13,5 wr

'Batch No / Cepust Ne: 484033

|Batch Quantity / O6bem cepun: 5844pack§ / ¥NAKOBOK |

/AR No / AHa.HTHYeCcKRHi oTHeT Nb : ARFH096.2024 Date of Analysis / Tata anacmsa: 06.07.2024

'Date of Mfg / /laTa npouspoact sa:

062024 05/2027 |

|Date of Expiry / 'oaen 10:

Analysis performed according ND / Anain3 uposeiés no HL: [1 N013745/01-180522. amend No. 1 dated
109,07.2024 / TI NO13745/01-180522, n3m. Ne 1 o7 09.07.2024

T

‘ N | | Result / Pesyvasrarsi | Specification / Hopsma ‘
‘ Test / Nokasateas ‘
‘ Ll | Packuge Viaxoska "1 Package * Ymakonka - 20 tablets N
= ir; . til?slcr‘ mz‘ldc nl" =T Package Yiakoska - 20 tablets in blister made of ‘
: ; PVC PE PVDC film and 1hrec-la.1)'er PV PE P‘\. D(' 1‘11m an.d aluminum foil. 2!
| | . - S or 3 hlisters and a patient information leatlet in a
aluminum foil. 25 blisters with | 7 e byl ‘
25 patient information leatlets in ‘Ldl’lOI'I,'_U ld_hl'”b e hhspr mdfh. o! [ V(T .
i ' earton. 116 20 Ta8ACTOK B ' PE P\.z DC' 11![11 am.i aluminum 'fml. 23 blisters with
‘ | | - R |25 patient information leaflets ina carton. 110 20 ‘
: ;K?:]Cizﬁizlil ‘il,:ll(f;:l:;lllHOﬁ 5'1'?16.'10"1 OK B 6:11'1cmp 13 MICHKH 'I"pcv.\C.'ll)ﬁHUl"i
| ‘ (AN THACHOBOT. i(ﬂB{\ 11 3 M1 IXY 1 anoMuiiesolt qu}'lbl‘u. Ilo 2
! ‘ CIRCTHBHHILTUIEH K0P ARG | I DHCTERA BICCTE € HHCTPY RUNCH T
‘ AN HHHCBOR $OTbIH. 110 35 IPHMCHEHIHO B KA TOHHY O NAMKY . o 20 TadaeToK
f | BAICTEPOR B KAPTOHHYIO NAUKY iB GaHeTep 13 ILICHKI TOTHBINILINOPIIROI ‘
¢ BAomCIe 25 uncfpxmmﬁ ©lnoan YTHAEHOBON IIO.']HBHI|_I1_ELL€H.\.‘IOpIL'[H(HI) H ‘
: 1 o ’ [ THOMHHEHEBOIT (ho1bI . NO 23 DAHCICPOB B !
} ‘ | 110 TPHAETICHTT- ‘Kamem_\'m NAHRY € BAOKEHIEM 25 HHCTPY KT 110 |
: I PHMEHEHHIO. :
o - |
] | |
12 Labeling Mapkiponxa - According to ND
‘ I B cootreteraun ¢ HJY |
i 13 Storage conditions  Ycaosus Ina dn place, at temperature below 25 Co B cyXoy mecte NpH TeMiepaType He

|
| XpPaHCHHA

while 25 C.

3 Shelf life CpoK ro.1HOCTH

C3years Aroas
L. _ - - . - |

Remarks . The Product conforms to ND/
Mpumeyanwne: Mpoaykr cooteetcTayeT Tpebosaquam HA

Conclusion : APPROVED /
3akmoyenne: OAQOBPEHO

Checked by QC In-Charge /

: Approved by QA In-Charge /

DokymeHT nposepeH OKK: ‘5;—(1’&"'9 | OokymeHT oaodped OOK: %
Date / “Date
fara: 2"-0 T 202y ) ata 2-N.C7 202\

FMQCO03-15-09

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

AT Simchem Pyvt. Ltd.. Plot No. 60-65.
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