Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Pagel of4/Ctp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJETKH 13,5 Mr

Batch No / Cepma No: 484008

Batch Quantity / O0bem cepun:

5847packs / ymarogok

AR No / Apanatageckmit ordet Ne : ARF/061/2024|Date of Analysis / lata amansza: 29.05.2024

Date of Mfg / Jlata nponssogcTea; _ 05/2024

Date of Expiry /T'ones no:

04/2027

Analysis performed according ND / Agana3 npoeenés no HA: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3zm. Ne 1 or 09.07.2024

Test / HoxasaTens

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucante

Complies / CooTBEeTCTBYET

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, / IInockme kpyriabie TabaeTxn co
CKOIIEHHBIME KPaTMHU OT KOPUMHEBOIO 0 TEMHO-
KOPHYHEROTO LBETA C BKpAINIeERavu, Ha onuof
CTOpoHe TabneTKu BeInasieno cmoro «CIPLAY, Ha
OpyTOll ~ MHAKA pasnova.

-

2 Identification / TlomTHHEEOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
A N CooTBeTcTRYET Oxpawppanye aMMUA9HOIO PacTBOPa B KpACHLU}
HTpaXVHOHOBLIE ITTUKO3UIEL Ber.
2b) | Methyl Parahydroxybenzoate - Complies / Retention time of the principle peak in the
(HPLC)/ COOTRETCTBYET chromatogram of the sample solution should
Merwmaparrapokcudensoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoatey) / Bpems
YIep:KUBAHIL OCHOBHOTQ MMKA HA XPOMATOTpaMMe
KCIIBITYEMOTO PAcTBOPa JOIKHO COOTBETCTROBATh
BPeMeHH YN KABAHUS OCHOBHOTO MUKa HA
XPOMATOIpaMMe CTaHIApTHOTG PAcTBOpa
METHITAparAApoKcnbensoaTa (pasnen

« MV eTHINApaTAIPOKCHGEH304T).

3 | Average weight / Cpennsa
Macca

188.20mg / 188,20Mr

189.99 mg +7.5% / 185,99 mr=7,5%

Remarks : The Product conforms to'ND/
Npumevanue: [Npoayxr cooTeeTCTBYET TpeboaHuam HI

Conclusion : APPROVED /
Jaknwyenune: OLJOEPEHO

Checked by QC In-Charge / o t?
LokymeHT npoeepeH OKK: _

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

G

. Date /

ara: 297 200y

Date /

R0 2024
[Oata
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 2 of 4/ Ctp.2 n3 4

Product;: SENADE TABLETS 13,5 mg

[Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepast Ne: 484008

Batch Quantity / O6beM cepaa:  5847packs / ynakoBok

AR No / ApanaTageckuit oraer Ne : ARF/061/2024

Date of Analysis / ara amanmza: 29.05.2024

Date of Mfo / Jlata npouspomcerea:  05/2024

Date of Expiry / Tomen mo: 04/2027

Analysis performed according ND / Aranus nposenéa o HJI: TT N013745/01-180522, amend No. 1 dated

09.07.2024 / TT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / TlokazaTels

Ne Resuit / Pe3yabTarsl Specification / Hopma

OHHOPOIHOCTD O Macce

4 | Uniformity of weight/ Complies / CooTBETCTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee £ 7,5

% )
2/20 tablets NMT £15% / 2/20 ge Sonee = [5%

5 | Loss on drving / [ToTepa B 24% NMT 6.0 % / He Gonee 6,0 %

MACCE TPU BLICYTIHBAHMY _
6 | Dissolution / 79-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpEHUe He meree 70 % (Q) cennozupnos vepes 120 MuH

OHOpOIHOCTE NO3UPOBAHHS

7 | Uniformity of Dosage units / AV =

5.6 The acceptability index forn =10 AV <L1T,

Jn the case where the value of AV exceeds L], a
test is carried out on the following 20 samples. For
n=30

AV LLI. A1l values of xi must satisfy the
nequality:

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

L1=15.0;L2=25.0.

[Tokazarens opuenmnemocty msi n=10 AV <L1L. .
B ciygae, ecnn 3uavenue AV npesriraer LI,
TIPOBOIAT HCIEITARYE Ha crenyromux 20 obpasiax,
Hran=30 AV <L1. Bee 3HaueHud Xi JOIUKHEL
YAOBIETBOPSITH HEPABEHCTRY:

[M-xif < 0,01 = L2 x M.

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

8 | Assay {Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonuuecTeeHROE OmpedeseHue 13.90 mgftab / sennosides calculated as sennoside B in one tablet. /
(CuextpodoToMeTpHL) P . Or 12,15 mo 15,53 Mr (o1 90,0 1o 115,0 %6)
13,90Mr/1a6 CEHHO3WIOR B TlepecteTe HA CEHHO3UN B B oxAOH
TabneTxke.

1

Remarks : The Product conforms to ND/
Mpumeuarue: [poJYyKT COOTBETCTBYET TPeOoBaHMAM

Conclusion : APPROVED /
HO | 3axnovenme: OQOEPEHO |

Checked by QC In-Charge / )
JokyMenT nposeped OKK: %—/

Approved by QA In-Charge / vl
OokymedT ogobper OOK: %ﬁk/

Date /5 q 4. Lot

Dara:

Date /

fara: > 971-zo2N

FMQC003-15-09
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJTW3A

Cipla

Page3 of4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

HpogyxrT: CEHAIl;Ei“, TABJETKH 13,5 mr

Batch No / Cepusa Ne: 434008

Batch Quantity / O6bem cepun:  5847packs / voakoBor

AR No / ApaauTugeckui oraer Ne: ARF/061/2024

Date of Analysis / llata anamm3a:  29.05.2024

Date of Mfg / Jlara npon3pogerra:  05/2024 Date of Expiry / Togen jgo: 04/2027

Analysis performed according ND / Axajins nposenes no HA: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013743/01-180522, m3s. Ne 1 oT 09.07.2024

)i Result / PesynpTaTe! Specification / Hopma
Test / TlorasaTens ,
9 | Content of Methyl 0.043mg/tab 0.028 —0.056 mg/tab, / Ot 0,028 mo 0,056 Mx/Tab. -
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInapal aapoxcnbensoara 0,043nr/7al
(B3XKX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruaeckas 9UcTOTa

104} | Total Aerobic microbial count /
Obfuge areno aspodHeIX
MUKPOOPIraHn3MOB

30 Not more than 10* cfu/ :g/He Gomee 10* /v

100} | Total combined yeast and mould
count / Obimee yucio

Not more than 10° cfw/ g /He Sonee 10° /r

<10
IUIECHEBBIX M JIPOAKHEBBIX
rpEdoB
10 c) | Bile tolerant gram-negative Absent /OTcyTersyior Not more than 10%/ g/ He Gomee 107 /r
bacteria/ Ycrolguseie k ,
OEHCTBHKY JKeTIH
[PaMOTPHUATENEABLS DaKTEPTHR
10 d) | Staphylococcus aureus - Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyTerBHe B 1T
10 ¢) | Escherichia coli Absent /OtcyTeTByroT Absentin 1 g/ OrcytcTBue B L T
101) | Salmonelia Absent / OTCYTCIBYIOT Absentin 10 g / OtcytctBue B 10 g

Remarks : The Product conforms to ND/

. Conclusion : APPROVED /

Mpumeyanue: [MpoayxT cootBeTcTBYET Tpebosanusam H | 3aknwyvenne: OJOEPEHO

Checked by QC In-Charge / ¢M Approved by QA In-Charge / <
HokymeHT nposepeH OKK: _ OokymeHT ogobpeH OCK; %ﬁ//

B:;Z:/ 2R, 012014

Date / G 0" - 202
Oata:

FMQC003-15-09

Clpla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, \/Iumbal 400013 India.
At ; Simchem Pvt. Ltd Plot No, 60-65, Tuem Industrial Estate, Tuem Pernem Goa 403512 ’




Ci;pla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Paged4 of4/Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

IIpoayvkr: CEHAJIE®, TABJETKH 13,5 Mr

Batch No / Cepast No ¢

484008

Batch Quantity / Otnem cepum:

5847packs / ymaxoBok

AR No / Agamarageckui oruer Ne : ARF/061/2024

Date of Analysis / JaTa aranuza:; 29.05.2024

Date of Mfg / TaTa npomassoacrsas

05/2024

Date of Expiry /T'ogen no:

04/2027

Analysis performed according ND / Anamus nposenér mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / Pesynsrare: Specification / Hopma
Test / IloxkazaTels ’
11 | Package / ¥Yraxorxa Package / V. - 20 tablets '
© a bl%sier ;11:.3(21(3)1;3. AVCE I package / Vnaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient 'mfo:rmation leaflets in |CArton. 20 tablets in a blister made of PVC
; carton. / TIo 20 TaB16TOK B /PE/PVDC film and aluminum foil, 25 blisters with
61 MC‘TEI; — i 25 patient information leaflets in a carton. / ITo 20
: ' " TabeTOK B GIHACTED W3 MASHKY TPeXCHoNHOH
TICITHBHHILITXIIO 0 :
(mﬂmmm;;’%‘}“ - (MBX/IB/IBIX) 7 AmromMHRuesoi dombru. Tlo 2
N MeITOpHIEOH) & unu 3 dnucTepa BMecTe ¢ HHCTpyKLUMe mo
AMIOMUHUEBOI (GOMBIH, IO 25 TIPUMEHEHHIO B KapTORHYH gauky. [1o 20 tabnerox
eﬁﬂﬂéT&pOB 5 KapT;)HH}’IO A BIHCTED M3 ITEHKH MOMMBHHUIIXIOPHIHOH
¢ BIOWEHMEM 25 HHCTpYKILHH (MoMMsTHICEOBOI / TONMVBHHMIAEHXIOPHIHOK) H
10 MDUMEHEHIIO ) auOMUENEBOH Pomsrm, 1o 25 61ucTepos B
) ’ KAPTOHHYIO NA4Ky C BIIOKEHAEM 25 UHCTPYKIMI IO
) ]]pl»ﬂ,ieHEHl/HO.
12 Labeling / MapkupoBxa According to ND /
B cooteeTcTBHM ¢ HJT
13 Storage conditions / ¥ cnopus In a dry place, at temperature below 25 °C./ B cyxoM MecTe Tipx Te.:smep.arype HE
XpaHeHHA BeIme 25 °C,
14 Shelf life / Cpok roxuocTH | 3 years/3 roma

Remarks : The Product conforms to ND/ v
MpumeyuaHue: MpoayKT cooTBeTCTRYET TpedoBaruam HI

Conclusion : APPROVED /
3aknw4eHue: OQCBEPEHO

Checked by QC In-Charge / e 0.
JokymeHT npoeepeH OKK: .J'fi'

Approved by QA In-Charge 7 s @
[okymeHT caobpen QOK: %

Date /

Nara: 2K 012020

Date /

24O OLY
Rara:

FMQC003-15-09

Cipla Ltd.,Cipla Housg, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbal 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem Pernem Goa -403512




