Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A

Page1of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg Tpogykr: CEHAJIE®, TABJETKH! 13,5 Mr

Batch No / Ceprg Ne: 484011 Batch Quantity / OGpem cepun:  5847packs / ynaxkoBok

AR No / Apaymmrageckuii oruer Ne : ARF/064/2024|Date of Analysis / lata anaanza: 03.06.2024

Date of Mfg / lata mpom3BoacTra:  05/2024 Date of Expiry / I'ones no: 04/2027

Analysis performed according ND / Auanus nposeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, B3m. Ne 1 ot 09.07.2024

Na Result / Pe3yasTaTht Specification / Hopma

Test / [loka3aTeNs

1 { Description / Onircarue Complies / CoorBercTByeT 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. / TInockwe kpyrisle TabneTky co
CKOITEHHBIMHA KPassMH OT KOPUYHEBOIO 0 TEMHO~
KOPHUYHEBOIO HBETA C BKPAIUICHEAMH, Ha oxuoi
cTOpoHe TabneTku BeinasneHo cinose «CIPLAY, Ha
OpYTOH ~ JIAAHUR PA3NOMEL

-

2 | Idenfification / IlonaMHHOCTH

2a) | Anthraquinone glycosides / N Complies/ - Ammeonjacal solution turns a reddish colowr /
S - Cootsercrayer . ](]):'grammnaﬂﬂe aMMEagHOTO pacTROpPa B KPACHLIH
2b) | Methyl Parahydroxybenzoate ' Complies / Retention time of the principle peak i the
(HPLCY CooTgeTCTRYET chromatogram of the sample solution should .
MeruninaparuIpoxcubeH3oaT corresponds to the retention time of the principle
(BOXKX) .| peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy] Parahydroxybenzoate») / Bpems
VIep/KHBAHKA OCHOBHOIO IUKA HA XPOMATOIPAMME
HCHBITYEMOIO PAcTBOPa JOIDKHO COOTBETCTBOBATE
BpeMeHN VISP KHMBAHIL OCHOBHOIO NUKA HA
XpoMaTorpaMmMe CTAEZapTHOTO PacTBOPa
MEeTWINaparaIpokcHbensoara (pasznen

; : «MeTmaparanpokcnieH304aT).

3 | Average weight / Cpenmas 186.93mg / 186,93Mr 189.99 mg +7.5% / 189,99 Mr +7,5%
Macca

Remarks : The Product conforms to ND/ v Conclusion : APPROVED /
MpumMeyanune: MNpogykr cooTeeTCcTRYET TpeboraHusam HI | 3aknwueHue: QQOBPEHO )
Checked by QC In-Charge / ?ﬁ%ﬁp Approved by QA [n-Charge / o
LloxymeHT npoeepeH OKK: . . HokymeHT oaodper QOK: %—
Date!’ . B DatEI Q_q‘,o"]'q
lara: 0T fata: T
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cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3A

) Page2 of 4/ C1p.2 83 4
Product: SENADE TABLETS 13,5 mg TIponyKT: CEHAIIE®, TABJETKU 13,5 mr
Batch No / Cepma Ne: 484011 Batch Quantity / O6bev cepun:  5847packs / ynaxoBok
AR No / Ananpruuecknii oraeT Ne : ARF/064/2024 | Date of Analysis / lata agannsa: 03.06.2024
Date of Mfg / lata npomssogerna:  05/2024 Date of Expiry / T'onen go: 04/2027
Analysis performed according ND / Auanns nposelén no HA: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PesynpTaTel Specification / Hopma
Test / IToxazarels
4 | Uniformity of weight / Complies / CooTeeTCTBYET 18/20 tablets NMT % 7.5 % / 18/20 ue Gonee +7,5
OnAROPOLHOCTH TI0 MACCe % .
. 2420 tablets NMT %15% / 2/20 me Gonee + 15%
5 1 Loss on drying / TloTeps 8 2.0% NMT 6.0 % / He Gomnee 6,0 %
Macee [IPH BbICYIHBAHMHN _
. 6 | Dissolution/ 78-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTeOpeHHe : He menee 70 % (Q) cenro3m108B gepes 120 MuH
7 | Uniformity of Dosage units / AV =351 The acceptability index forn=10 AV =LL
OHOPOAHOCTE AO3UPOBAHAA Tn 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:

IM-x1] 0,01 x L2 x M.

L1=15,0;12=23.0.

[Toka3zarens OpremMaeMocTd e n=10 AV <L1.

B ciyuae, ecrm sHayerre AV npessmmaet L1,
POBOAAT VWCIEITaHue Ha CHeayromux 20 ofpasiax.
JIna n=30 AV < L1. Bce 3HageHys Xi TOIDKHBS
YIOBAETBOPATE HEPABEHCTBY:

[M-xi| £0,01 x L2 x M,

L1=150;L2=250,

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonmuecTBeHHOS OMpeneerne 14.02 mg/tab / sermosides calculated as sennoside B in one tablet. /
(CuexTpodoToMeTpus) . Or 12,15 10 15,53 mr (ot 90,0 no 115,0 %)

14,02mr/Tab CEeHHO3MIOB B [IepecyeTe Ha CEHBO3HA B B onHOH
Ta0NeTKE.
§.

Remarks ; The Product conforms to NDf Conciusion : APPROVED /

Mpumeyanue: [IPOAYKT COOTBETCTBYET TpeborarHuam HO | 3aknwueHue: QOOBPEHO

Checked by QC in-Charge / E .0 Approved by QA In-Charge / ©

DokymeHT nposeper OKK: JokymenT ogobpeH OOK: N

Date / . Date / .

.22 24 0720
fata: 2. 0T H flara: 4 0" 72
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIHA3A

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Opoagyxr: CEHAJE®, TABJIETKH 13,5 mT

Batch No/ Cepusa Ne: 484011

Batch Quantity / O6sem cepan:

5847packs / ymakoBox

AR No / Auanuragecknit oruer No : ARF/064/2024|Date of Analvsis / aTa apamuza: 03.06.2024

Duate of Mig / lara npoussoncrsa:  05/2024

Date of Expiry / Togern go:

04/2027

Analysis performed according ND / Axanus nposenéu mo HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesyapTaTh Specification / Hopma
Test / TloxazaTens »
9 | Content of Methyl 0.042mg/rab 0.028 — 0.056 mg/tab. / Ot 0,028 70 0,056 MT/TAD.
parahydroxybenzoate(HPLC)/ '
Coneprxanue
MeTHUNNaparuapokcubensoata 0.042:1/1a6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ MUKpOSHONOrH4eCKAT THCTOTE

102} | Total Aerobic microbial count /
Oomee Trene a3poGHEIX - 20

MUKPOOPTABM3MOB e T

Not more than 10* cfi/ g / He Gomee 10° /r

10b) | Total combined yeast and mould
count / Oduiee gucio
IUIECHEBBIX 1 IPOAIKEBEIX

TpEOOR

<10

Not more than 10% cfu/ g /He Gonee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ YcToifuBeIe K
HeUCTBHIO XKeauyy

IPaMOTpUHTATENIEHBIE 631\“Tepmf

Absent /OTcyTcTBYIOT

Not more than 10°/ g/ He 6onee 102/

10d) | Staphylococeus aureus

Absent /O1cyTCTRYIOT

Absentin 1 g/ OtcyrcTaue B 1 1

10 ¢} | Escherichia coli

Absent /OtcyTCTBYIOT

Absentin 1 g/ OrcyrcTBHe B | I

101) | Salmonella

Absent / OTcyTcTByIOT

Absentin 10 g / OtcyTetBue B 10 g

Remarks ; The Product conforms to ND/
Mpumeyanne: MNpoayKr cooTBeTCTRYET TPEGoRaHWAM HI

Conclusion : APPROVED /
3aknoveHue: QQOBPEHO -

Checked by QC In-Charge /
[okymeHT nposepeH OKK: =L e

Approved by QA In-Charge /
HokymeHT oa08peH QOK:

FHe

Date /

fata: 2 0T Loy

Date /

Oara: ~17971-2024

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJU3A

Paged4 of4/Crp. 4 n3 4

IPiro duct: SENADE TABLETS 13,5 mg ponyrr: CEHAJE®, TABJTETKH 13,5 mr :
Batch No/ Cepust No: 484011 Batch Quantity / O6bem cepau: _ 5847packs / ynakosok
AR No / Amanutmaecknii oTger Ne ; ARF/064/2024|Date of Analysis / Tara anannza: 03.06.2024

Date of Mfg / Tata npoussogerea:  05/2024 - Date of Expiry / Tonen o: 0472027

Analysis performed according ND / Aranns
[09.07.2024 / IT NO013745/01-180522, mam. Ne

nposenéd oo HJT: 1T N013745/01-180522, amend No.
1 o1 09.07.2024

1 dated

Ne Result / PesyasTaTer Specification / Hopma
Test / Iokazatens
11 | Package / Vmakoska 7 BKE - ' . :
g iﬁfﬁ;éjﬂﬁgszﬁ 20 tablets Package / Vakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil, 2
aluminum fol, 25 blisters with | OF 3 blisters and a patient information Jeaflet in a
25 patient in fo,rmation' leaflets in {°@rton. 20 tablets in a blister made of PVC
a carton. / TIo 20 Ta61eTox 5 /PE/PVDC film and aluminum foil, 25 biisters with -
611Hcrep. s IIJT;HI\'PI 25 patient information leaflets in 2 carton. / Tlo 20
) TalneTox B Onrcrep n3 mrenxu TPeXcnoinoil -
O BUHWITXIT 7 .
FH;?:HBTMCHO(;EI;?HO (IBXAISAIBIX) 1 antoMurwesoit $omsru, [To 2
e uny 3 fngcTtepa BMecte ¢ MHCTpYKUHEit mo
" fbomim, 110 25 IPAMERCHINO B KaDTOHHYIO mauky. [To 20 Tabnerox
6JIH(;Tep0B s K&pTéHHWO mayxy |8 ONTHCTED W3 INeHKn NOMIMBAHIIIXIOP AIHOH
¢ BIOKeHMEM 25 HHe vRmg | (HOMHITAIEROBOH / TOMMBHHHINEEXAOPUIHOIE) 1
o HMCHG;EH/HO R ANOMUEREBOH GonsTH, mo 25 Gnucrepos B
fIpr ) KapTOHHYIO MAUKY ¢ BIOKEHHEM 25 MHCTPYKLUAH TIo
MPIMEHERMIO,
12 Labeling / Mapkmpopka According to ND /
B cootsercrrig ¢ HIT
13 Storage conditions / Vesosns In a dry place, a1 temperature below 25 °C. / B CYXOM MECTe TIpM TeMIepaType He
XPaHEeHHUs BBIIE 25 °C,
14 | Shelf life / Cpox rogsccTH 3 years/3 roma

f"

1.

Remarks : The Product conforms to ND/ i
[pumeuanue: Mpoaykr COOTBETCTBYET TpeboBaruaM HJ

Conclusion : APPROVED / .
3aknwueHue: OJOEPEHO

Checked by QC In-Charge / \
HdokymenT nposepen OKK: ;ﬁ,&;—’

Approved by QA In-Charge /
HokymeHT ogobpen QOK:

B>

Date /
Hara:

2T o, 21 Y

Date /

Hara: A9 2oay

Cipla Ltd.,Cipla House, Peninsuta Business Park, Ganpatrao Kadam
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