Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHKAT ABAJIH3A

Page 1of4/Crp. 1 m34

Product: SENADE TABLETS 13,5 mg

Mipoayswcr: CEHAJES, TABJIETKH 13,5 mr

484147

Batch Quantity / O6nem cepuu:

5848packs / ynaxosok

Batch No / Cepna Ne :
AR No / Ananuruuecknii oTdeT N2 ¢ ARF/247/2024

'Date of Analysis / Aava ananmnia: 10.12.2024

Date of Mfg / IlaTa npon3BOACTBA:

11/2024

|Date of Expiry / Tonen 10:

10/2027

Analysis performed according ND / Ananui nposenén no
109.07.2024 / T N013745/01-180522, m3m. Ne 1 o7 09.07.2024

HJL: 11 N013745/01-180522, amend No. 1 dated

Ne

Test / TlokaraTens

Result / PeaynsTaThi

Specification / Hopma

Description / Onncanne

Conplies / CooTBeTCTBYET

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. / [Inockue xpyrusie Taf1eTkn ¢o
CKOIMEHHKMHE KPasMH 0T KODHUHEBOrO 10 TEMHO-
KOPHUREBOTO LIBETA C BKPATUIEHHSMH. Ha onuoi
cTopoHe TabneTKH BELIABRAECHO CNOBO «CIPLA», Ha

APYTOH - THHHA pa3nomMa.

2 | Identification / [TonmmHHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
ARTDAXHHOHOBbIE TTHKOSHITH CooreercTByeT OXpamMBaHye€ aMMHMA4HOPC PacTBOPa B KPaCHbIH
UBET.
2b} Naﬁg)ﬁ’mhydroxybmw Comphies / Retention time of the principle peak in the '
e arampoxcHGesscar CooTeerTcTBYET chromatogram of the sample salution should
oo corres_.ponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBARAA OCHOBHOTO IHKA HA XPOMATOr PaMMe
HCTILITYEMOrO PaCTBOPA A0JDKHO COOTBETCTBOBATD
BPEMEHH YAEPKHBAHNA OCHOBHOTO IIHKA HA
XPOMATOFPAMME CTAHAAPTHOTO PACTEOpA
MeTHnaparuapokcubensoara (pasgen
i «Mernanaparuapoxcubensoar).
3 | Avorage weight / Cpeatas

Macca

191.27mg / 191 2Tmr

18999 mg +7 5%/ 189_1",99 mr+7 5%

Remarks : The Product conforms to ND/
Npumeyvanme: NpogykT CoOTBETCTBYET TpeGosaHuam HJ

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / 5

LlokymeHT npoaepen OKK: s HokyMeHT of06peH OOK: Ha 18l
Date / . &;__—
ara: 2. (2" 2m2y Date /
Dara: 2Ty 102,0(

Cipla Ltd,Cipla House, Peninsul i
la Lud., , a Business Park, Ganpatrao Kadam
At : Simchem Pvt. Ltd,, Plot No. 60-65, Tuem Indusin'Iz):]l Es?;ate TuemMalr’i,

FMQC003-15-10

Lower Parel, Mumbai - 400013, India.
mem Goa -403512




CERTIFICATE OF ANALYSIS

Cipla

CEPTHOHKAT AHAJIA3A
Page20f4/Crp.2n34
Product: SENADE TABLETS 13,5 mg poayxr: CEHAJIE®, TABJIETKH 13,5 wr |
Batch No / Cepusi Ne: 484147 [Batch Quantity / OGhem cepun:___5848packs / ynakopox
AR No / Ananuruaecicnii oTaer Ne : ARF/247/2024 | Date of Analysis / laTa anaan3as 10.12.2024
Date of Mfg / lata npoussoacrsa: | 1/2024 |Date of Expiry / T'onen a0: 10/2027
HI: O N013745/01-180522, amend No. 1 dated

Analysis performed according ND / Auanns nposeaéH no

109.07.2024 / 1 N013745/01-180522, nam. Ne 1 ov 09.07.2024

Ne
Test / Moxazarenk

Result / Pe3yanTarnl

Specification / Hopma |

4 | Uniformity of weight /
OnHOPORHOCTE TIO MACCe

Complies / CooTBeTCTRYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee +7,3

%
2120 tablets NMT £15% / 2/20 ne Gonee = 15%

5 | Loss on drying / Tloteps B 2.6%

MACCE ITPH BBICYIILH BaHHH

NMT 6.0 % / He bonee 6,0 %

6 | Dissolution / 86-101%

PacTeOpEHHE

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunor uepes 120 Myt

'~ 7 | Uniformity of Dosage units / AV =359

OmHopoAROCTL DO3HPOBAHHNA

The acceptability index forn =10 AV <L1.

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 xL2x M.

LI=150;L2=250

TToxazaTens npuemnemocti ang n=10 AV <LIL.

B cmyuae, ecan 3HaueHHe AV npespiuaer L1,
IPOBOAAT HCIEITAHHE HA CNEAYIOMEX 20 obpadtax.
s n=30 AV <L1. Bee 3uatueHns xi AODKHE]
YOOBICTBOPATL HEPABEHCTRY'

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

L1=150,L2=250

8 | Assay (Spectrophotometry)
Komumecteenuce onpenememme

(CrexTpodoTomeTpus )

14.03mg/tah

14,03mr/Talc

) From 12.15 t0 15.53 mg (from 90.0 to 115.0 %) of

sennosides calculated as sennoside B in one tablet. /
Or1 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)
CEeHHOZHMOB B MEPECUETe HA CEHHCIHA B B onHoi
Ta0ncTRG.

Remarks : The Product conforms to NDf
Mpumenanume: MNpoaykT cooTBeTCTBYET TReBOBaHWAM HI

Conclusion : APPROVED /
JawmoveHme: OOEPEHO

Checked by QC In-Charge / .
’ o =f 4 D

AckymeHT npoeepex OKK:

Approved by QA In-Charge /
DokymenT opobped OOK;

et

Date /

ara 212 1oy

Date /
[ara:

?_ﬂ-\'z-m‘\d

FMQC003-15-10

Cipla Lud.,Cipla House, Peninsula Business Park, Ga
Ma Ld., s npatrao Kadam Marg, Lower Parel, Mumbaj - i
At : Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate, Tuemn, Pemem Goa -4-(5'35111:'?-rl - 400013, India




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg _ [lpoaysr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484147 [Batch Quantity / OGnem cepnn: 5848packs / ynaxosox
AR No / AnaauTnueckmil oTuer Ne 3 ARF/247/2024! Date of Analysis / laTa anannsa: §0.12.2024

Date of Mfg / laTa npon3BoaCcTBA: 11/2024 |Date of Expiry / ToaeH ao: 10/2027

Analysis performed according ND / Anayms nposeaén mo H/L: I N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.072024

Ne Result / PesyisTaTm ‘ Specification / Hopma
Test / IlokalaTens
G | Content of Methy! 0.042mg/tab 0,028 — 0.056 mg/tab. / OT 0,028 210 0,056 mar/rab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIIAparuapokcHben3oaTa 0,042mr/Tab
(BIXEX)
10 | MICROBIAL LIMIT TEST/ MukpoOuonornueckas 1HCToTa
10a) | Total Aerobic microbial count / 20 4
Obmee 1Hca0 a3podHEIX Not more than 10° cfu/ g / He Gonee 10° /7
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 107 /r
count / Obwee wmeno <10
MASCHEERIX H APDOACKERRIX
rpubor
109) | Bile tolerant gruam-negative Absent /OToyTCTBYIOT Not more than 10%/ g / He 6oaee 107 /r
bacteria/ Ycroliuusnie k
DeHCTBHI) ETH
rpaMoTpunaTensHele bakTepnn
10 d) | Staphylocoecus aureus Absent /Otcyrerayior Absentin 1 g/Orcyteteues 1 r
m — -
¢) | Escherichia coli Absent /OreyreTtRytor Absentin1 g/ Orcyreteueslr
WH | Salm
almonella Absent / OteyreTeytor Absent in 10 g / Orcyrcrsue s 10 g
gemarks : The Product conforms to ND/ Conclusion : APPROVED /
CE:;(BE‘JG:;S:CHIEYO_S%H OO?TBeTCTByET TpebosanuaM Hfl | 3axnouenne: OQOEPEHO
arge
, _ UL Approved by QA In-Charge /
AoxkymenT npoaeper OKK: s’f/ LloKyMeHT og06peH OOK? @Qﬁ
Date / 27 v2 Date /
ara: 2wy
A Hara: 2’“!1'9.0’)_4‘-

FMQC003-15-10

i g, Pal' » M
At . Sllllchem I vi. Ltd, I 10t NO 60'65, Tuen’l ].I'ldl.lstl'lal Estate, Iuem, ] ermem Goa -4035] 2 -




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

lgge4of4l(}rp.4u34_|

Hpoayrr: CEHANLE i, TABJIETKH 13,5 mr

Product; SENADE TABLETS 13,5 mg
Batch No / Cepusi Ne : 484147 Batch Quantity / O6bem cepun: _ 5848packs / ynakorox
AR No / AnanuTavecicuii otuer No :  ARF/247/2024 | Date of Analysis / Mata anannza:  10.12 2024
Date of Mfg / laTa npon3soacrea: | 1/2024 Date of Expiry / I oaen apo: 10/2027
Analysis performed according ND / Anann3 nposeads no HA: 1 N013745/01-180522, amend No. 1 dated
00072024 /15 NG13745/01-180522, i3mi. Ne 1 0T $5.07.2024
Ne Result / PesyabsTaThl Specification / Hopma
Test / llokazareis
11 | Package/ Ynakoska Package / Ynaxoeka - 20 tablets Package / Ynaxozska - 20 tablets in a blistgr made _of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton, 20 tablets in a blister made of PVC _
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [To 20 Tabnevox B 25 patient information leaflets in a carton. / Tlo 20
SnncTep M3 IUIEHKH 1abneTOK B 6AMCTE U3 MJIEHKH TPEXCAOAHON
I10JIM BUHATXIOPHAHOA (TIBXAI/IBIX) n anomunnesoit gombry. Io 2
(mONUATAIEHOBOR/ uaH 3 GancTepa BMECTe ¢ HECTPYKIHeH o
NOMMBMHMIHASHXIOPUIHON) H | MpHMEHERNIO B KAPTOHHYIO navky. [lo 20 tabnerok
amOMHHKHEE0R Goabry, mo 25 B HIMCTEP Y3 INEHKH NONHBHHI/IXIOPHIHOR
GHCTEPOR B KAPTOHHYIO NauKy | (NOMMATHICHOBOH / NOAHBHHIIAACHXNOPHIHOH) K
C BAOWEHHEM 25 UHCTPYRUMH anoMuEesoil Goaery, no 25 6AKCTEPOR B
IO TIPHMEHEHHED. KAPTOHHYIO MAUKY ¢ BIOKEHHEM 23 uRCTPYKUHWii 0o
(IPHMEHEHHIO.
12| Labeling / Mapxuposka According to ND /
B cootsetcraun ¢ HJ
13 Storage conditions / Yenoens In a dry pl P
XpaNeHHs Bblmefgspoélcfe, at temperature below 25 °C. /B cyxomM MecTe Ipu TeMnepaType He
14 Shelf life / Cpox romuocrn 3 years /3 roma

Remarks : The Product conforms to ND/
Npusmeyanue: MpoaykT coorseTCTEYET Tpebonanuam Hfl

Concluslon : APPROVED /
3axnoueHue: OROBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

LokymeHT n : é}f’p
Ky posepeH OKK: LokymeHT opoGpeH DOK: /@)}i{
Date f
Nata: 27-12-2e24 Date /
fdara: 271 2.004-

Cipla Ltd.,Cipla House, Peninsula Business Park,
At : Simchem Pvt. Ltd., Piot No. 60-65, Tuem In

FMQC003-15-10

Gaqpaﬁao Kadam Marg, Lower Parel, Mumbai - 40001 3, Indza.
dustrial Fstate, Tuem, Pemem Goa -403512




