Cipla

CERTIFICATE OF ANALYSIS
. CEPTHUDPUKAT AHAJTU3A

Page 1 of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepnsa Ne: 484044 Batch Quantity / O6nem cepun:  5843packs / ynakoBok
AR No / Auanurnyecknii oraer Ne: ARF/108/2024|Date of Analysis / Jlata ananuia: 17.07.2024
Date of Mfg / lata nponzsoacrea:  07/2024 Date of Expiry / I'onen ao: 06/2027

Analysis performed according ND / Agaans nposeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m, Ne 1 ot 09.07.2024

Ne

Test / Mokazarens

Result / PesyasTaThi

Specification / Hopma

I | Description / Onucanue

Complies / CootreTeTBYET

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. / Mnockwe Kpyriele TabacTku co
CKOLIEHHBIMH KpasiMH OT KOPHYHEBOTO 110 TEMHO-
KOPWYHEBOro LBETA ¢ BKpanaeHuamu. Ha onnoii
CTOpoHe TabNETKH BblaasieHo cnoso «CIPLA», Ha
OpYroil - KA paioma.

2 Identification / loanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBercTByer Oxpawusanie aMMHauHOTO PACTBOPA B KpacHBIi
AHTPAXHHOHOBbIE FIHKO3M b UBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY/ CootseTcTBYeT chromatogram of the sample solution should
Meruanaparuapokcubenszoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YAEPKUBAHUS OCHOBHOTO IHKA HA XPOMATOrpaMme
HCTIBLITYEMOTD PACcTBOPa NOIKHO COOTBETCTBOBATE
BPEMEHH YASPKHBAHHS OCHOBHOTO IMHKA Ha
XpOMATOrpaMMe CTAHAAPTHOTO PacTBOpa
METHANaparuapokcudeHsoara (pasaen
«Mernanaparnapokcubenzoar).

3 | Average weight / Cpeanss
Macca

189.95mg / 189,95mr

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

Remarks : The Product conforms to ND/
Mpumeyakue: MNpoaykT cooTBETCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
Jaknwvenue: QAOBPEHO

Checked by QC In-Charge / ",
[okymeHT nposepeH OKK: L

Approved by QA In-Charge /
JdokymenT onobpeH QOK:

S

Date /
Hara:

2. e, Los—f.t

Date /

294 G- Lol
Hara:
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Cipla Ltd..Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt, Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
h CEPTUO®UKAT AHAJTU3A
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Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 484044 Batch Quantity / O6nem cepun:  5843packs / ynakoBok

AR No / Anaauravecknii oraet Ne : ARF/108/2024{Date of Analysis / Jlara ananm3a;  17.07.2024

Date of Mfg / lara npon3sogcrsa:  07/2024 Date of Expiry / T'onen go: 06/2027

Analysis performed according ND / Anaans nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, usm. Ne 1 ot 09.07.2024

Ne Result / Pe3ybTaTbl Specification / Hopma

Test / [lokazaTean

4 | Uniformity of weight / Complies / CooTeTCTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee + 7.5
ONHOPOIHOCTE MO MACCE %0
: 2/20 tablets NMT +15% / 2/20 ve Gonee = 15%
S | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He bonee 6.0 %
Macce NPH BLICYUINBAHHM
6 | Dissolution / 79-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrropenne He menee 70 % (Q) cenHozunos 4epes 120 muH
7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV = L1.
OHOPOAHOCTE 103HPOBAHHA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV = L. All values of xi must satisfy the
inequality:

'M-xi' 0,01 x L2 x M.

L1=15.0:12=250.

MMokazaTens npveMaemoctn 1A n=10 AV <L1.

B cnyuae, eciid 3HaueHue AV npesbiwaet L1,
NPOBOAAT HCMBITAHME Ha chenytomux 20 obpasuax.
Jina n=30 AV < L1, Bee 3HaUSHHE X1 NONKHEI
YA0BACTBOPATL HEPABEHCTBY"

M-xij = 0,01 x L2 x M.

L1=150;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg {from 90.0 to 1 15.0 %) of
KonduecTBeHHOe ONpEeAeeHHe 14.19mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrextpodoToMeTpHs) Ot 12,15 10 15,53 mr (ot 90.0 no 115,0 %)

14.19mr/1ab CEHHO3HI0B B [IEpecyeTe Ha ceHHO3Wa B B onnoi
TabeTke.
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MpoaykT cooTBeTcTBYeT TpebosaHuam HI 3aknouenne: OQOBPEHO
Checked by QC In-Charge / 5’,& e Approved by QA In-Charge /
JokymeHT nposepeH OKK: : i LokymenTt onobpen QGOK: %l/;
L7
B oo B ey e
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHDPHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepuna Ne: 484044 Batch Quantity / O0nem cepun:  5843packs / ynakoBok
AR No / Anaanrayecknii oryer Ne : ARF/108/2024 Date of Analysis / Jara ananunza; 17.07.2024
Date of Mfg / Jata nponzsoacrea:  07/2024 Date of Expiry / l'onen ao: 06/2027

Analysis performed according ND / Ananun3s nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PesyabraThi

Test / HoxazaTenn

Specification / Hopma

9 | Content of Methyl 0.042mg/tab
parahydroxybenzoate( HPLC)/
Conepxanue
MeTHIIaparupokcHier3oara 0.042Mr/Ta6
(B2XX) '

0.028 — 0.056 mg/tab. / Or 0,028 10 0,056 mr/rad.

10 | MICROBIAL LIMIT TEST/ MukpoGuonornueckas 4uctora

104} | Total Aerobic microbial count /

Obuiee Yyuca0 a3podHbIX 60
MHKPOOPraHH3IMOS

Not mare than 107 cfu/ g / He Gonee 10" /r

108} | Total combined yeast and mould
count / Obee uncno
NECHEBBIX U APOAKEBLIX

rpuGon

<10

Not more than 107 cfu/ g /He Goaee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToliuHBbIE K
NeHCTBUID XKEeTUH

rpaMoTpuLaTebtbie BakTepHH

Absent /OTcyTcTBYIOT

Not more than 10° / g / He Gonee 10° it

10d} | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyTcTBUEB I T

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OTcyTeTBHEB I T

106) | Salmonella

Absent / OTCyTCTBYIOT

Absentin 10 g / Orcyrcreue 8 10 g

Remarks - The Product conforms to ND/
Npumeyanne: NpoaykT cooTeeTcTByeT Tpebosanwam HI

Conclusion : APPROVED /
3aknrwyenue: OOCBPEHO

Checked by QC in-Charge /
DorymenT nposeper OKK: = A7

Approved by QA In-Charge /
BokymeHT oaobper OOK:

A

Date /

Dara: 2RO ety

Date /

_ 2-VT T oy
[ara:

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pwvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem. Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT ABAJIN3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484044 Batch Quantity / O6nem cepun:  5843packs / ynakosok
AR No / Anaxaruaeckuii oruer Ne : ARF/108/2024 Date of Analysis / [lata anammza:  17.07.2024
Date of Mfg / lata nponssoactea:  07/2024 Date of Expiry /T'onen no: 06/2027

Analysis performed according ND / Ananus nposenén mo H: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTh Specification / Hopma
Test / NokaszaTens
11 | Package / Yruakobka Package / Ynakoska - 20 tablets . . .
8 A bl?ster made of Package / Ynaxoska - 20 tablets in a blister made of
DE three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and i LT . .
Lo . . or 3 blisters and a patient information leafiet in a
aluminum foil, 25 blisters with . . X
5 natient information leaflets in carton. 20 tablets in a blister made of PVC
P ) - /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / T1o 20 Tabnetok B L \ . )
~ ' 25 patient information leaflets in a carton. / 1o 20
DauCTED M3 TLIEHKH - - -
(0 IMBAHTXNOPHIHOH TadneToK B DnucTep U3 IICHKKM TPEXCNOiHOM
) .. (IIBX/T12/TIBAX) u amomunuesodi donbru. [o 2
{MONU3ITHIEHOBOH/ - .
o unn 3 GnucTepa BMECTE € MHCTpYKUKMEH No
NOSIHBHHUAIEHXJIOPHAHO# )} W -
. NPUMEHEHHI} B KAPTOHHYIO nmauky, [To 20 tabaeTok
amoMuHHeBoil donery, no 25 o
6 B O1MCTEP W3 NIEHKH [OHBHUHWIXIOPHAHOH
JNCTEPOB B KAPTOHHYIO MAYKY 8 "
o {(MOAMITHNEHOROH / MOAMBHHUIIEHXTOPHAHOH) 1
¢ BAOWEHHEM 25 HHCTPYKLIMH . -
- ANOMUHHEBOH Qoabru, o 25 6AMCTEpoB B
No NPUMEHEHWIO. .
KAPTOHHY) MAYKY ¢ BIOKEHUEM 25 UHCTPYKUMH Mo
APUMEHEHUID.
12 Labeling / MapkupoBka According to ND /
B cooTreteTBMU ¢ HJL
13 Storage conditions / Yciosus In a dry place, at temperature below 25 “C. / B cyxom MecTe Apu TeMnepartype He
XpaHeHHA ghite 25 °C.
t4 | Shelf life / Cpok roasocTu 3 years/ 3 roma J

Remarks : The Product conforms to ND/
MNpumedanme: NpoaykT cooTeeTcTBYET TpeboBaHuaM Hi

Conclusion : APPROVED /
3aknwvyeHue: OQOBPEHO

Checked by QC In-Charge /
DokymenT nposepeH OKK: —9£-'""G

Approved by QA In-Charge /
HokymeHnT ogobpen OOK:

A

Date /
Hata

20T, Lo-z_x.’

Date /

LA ~CT- oY
Hata:

FMQCO003-15-09

Cipta Ltd.,Cipla House, Peninsuta 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




