Cipla

CERTIFICATE OF ANALYSIS

CEPTU@UKAT AHAJTU3IA

Page 1 of 4/ CTp. 1uzd

[Mpoayst: CEHAJE®, TABAETKH 13,5 Mt

[Product: SENADE TABLETS 13,5 mg
Batch No / Cepna Ne; 484158

\Batch Quantity / O6bem cepun:

£845packs / yNaKoBOK

AR No / AHAAMTHYECKHH 0TYET Ne:

ARF/359/2024| Date of Analysis / Jlata ananmusa: 211 2.2024

12/2024

[Date of Expiry / I'oten 10

1172027

BN

Date of Mfg / [laTa npoH3BoaCTBA:
(Analysis performed according ND
109.07.2024 /11 NO13745/01-180522, wam, Ne

/ Ananus nposenén mo HI: IT N013745/01-180522,
1 ot 09.07.2024

amend No. 1 dated

N | |

Test / TiokazaTesb

Result / Pe3yasTaThi

\ Specification / Hopma

1 | Description / OnucanHe

Complies / COOTBETCTBYET ‘

Flat circular tablets from brown to dark-brown with
pevelled edges and disseminations. It has CiPLA
‘monogram embossed on one side and central break-
line on the other, / T110CKAE KPYLABIC TalneTKM €O
CKOLLCHHBIMH KPasM# OT KOPMUHEBOTO A0 TCMHO-
KOPMMHEROTO LIBETA C pkpanneHuamu. Ha OnHOW
¢ropoHe TabneTky BhIIARIEHO ClOBO «CIPLA», Ha
ApYro# - IfHUA paznoma.

L%

ldentification / [ToanHEHECTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
ANTPAXHHOHOBbIE FAMKOIUN CoOTBETCTBYET OKpamuBanKe aMMHUAUHOTO PAacTBopa B KPacHhH
uBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC) ) CooTBeTCTBYET chromatogram of the sample solution should
!\éfg;{lémapamnpoxcuoemom - corresponds to the retention time of the principle
(BIKX]) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test

| «Methyl Parahvdroxybenzoate») / Bpems
yAePKHBAHNUA OCHOBHOO NUKA HA XPOMATOrpaMmMe
| MCTIBITYEMOTO PACTBOPE AQIKHO COOTBETCTBOBATH
| BPEMEHH YIEPKHRANHA OCHOBHOIO NHKA lia
XPOMETOrpaMMe CTAHAAPTHOTO PacTROPA
MeTHANaparuapokcndensoaTa (pazaen
«MeTuanaparnapokcnber3oar).

Lad

Average weight / Cpeausis
Macca

188.75mg / 188,75mr

189.99 mg +7.5% / 189,99 Mr =7.5%

Remarks | The Product conforms to NDf
MpumeyvaHne: NpoaykT cootBeTcTBYET TPeGOBAHUAM HA

Conclusion ; APPROVED /
3axmoueHne: OOEPEHO

Checked by QC In-Charge /

FlokyMenT npoBepe _ D Approved by QA In-Charge /

poBepen OKK: ~£ ‘ NokymeHT oaoBpeH QOK: W
Date / 2.5 Date 7 -

ara; 2o aLe
fata o fara: 2812 2om 4

FMQC003-15-10




Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Page 2 of 4/ Cp. 2u34
\T’mduct: SENADE TABLETS 13,5 mg [MpoaykT: CEHAJE®, TABJIETKH 13,5 mr q
Batch No / Cepnsi Ne: 484158 |Batch Quantity / Ofnbew cepun: 5845packs / ynakoBok |
AR No / AnaaaTHuecKuii oruer Ne ARF/259/2024 | Date of Analysis / lara anannsa: 21.12.2024 J‘

Date of Mfg / /lara npou3soacrea: 12/2024

[Date of Expiry / Tonen no: 11/2027

mmlysis performed according ND / Araan
99.07.2024 / T N013745/01-180522, wau. Ne

3 NpoBeIEn MO
1 ot 09.07.2024

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

Ngl‘

~ Test / TokazaTens

Result / Pe3y. 15TaThl ‘

| Specification / Hopma 4\

4 | Uniformity of weight /
QOnHOPOIHOCTh MO MACCe

Complies / CooTBeTCTBYET

18720 tablets NMT + 7.5 % ¢ 18/20 ue Gonee + 7.5 \

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

NMT 6.0 % / He Goaee 6,0 %

5 | Loss ondrying / [Totepa B 2.0%
L Macce TIPH BbICYLIHBAHMH
6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHHe He sesee 70 % (Q) cenno3unon vepes 120 MuH
7 | Uniformity of Dosage units / AV =57 The acceptability index forn = I0AVZLL
ONHOPOIHOCTE AO3HPOBAHHA I the case where the value of AV exceeds L1. 2
| test is cartied out on the following 20 samples. For
tn=30
AV < L1. All values of xi must satisfy the
inequality:
IM-xi| < 0,01 x L2 x M.
L1 =150;L2=250.
TMokazatens npuemeMocTy s n=10 AV < LI,
B cnyuae, ecin 3Hagenne AV npessiaet L,
TNPOBOAAT MCTIbITAHNE HA cledytowux 20 odpasuax.
Jlna n=30 AV <LI|. Bce 3Ha4eHHA Xi Z0JKHbI '
YOBIETBOPATL HEPABEHCTBY:
|M-xi| = 0,61 = L2 = M.
5 Away s . L1=150;L2=25,0.
ectrophotometry -
KOHHHcC'rBeHHpoe ineﬂeﬂeﬂ?lt)? 13.98mg/ab From ]_2.]5 o 15.533 mg (from 0.0 10 115.0 %) of
(CexrpodoTomeTpis) sennosides calculated as sennoside B in one tablet. |
O7112,15 20 15,53 mr (o1 90,0 10 1150 %)
13,98mri1a0 CEHHO3HAOB B TIEPECUCTE HA CCHHO3MA B B 04HOH

—

TadiIeTRE,

Remarks : The Product conforms to ND/

Npumevaunne: Mpoaykt cooTeeTcTRYET TpeboraHusm HI

Conclusion : APPROVED /
3aknyenne: OQQOSPEHO

Checked by QC In-Char
ge/
LokyMeHT nposepeH OKK: ioj

Approved by QA In-Charge /
HdoxymerT 0gobpen QOK: @\Lg{:
o '

Date /
flata: 2% -12-1e »y

Date /
Nara: 2212 200A

FMQCO003-15-10

Cipla Ltd‘.(:ipla I I{}Use. Pen‘l]lSl]la BUS IIIIESS ar k1 a||pat[ao ada]ll a]g ],Owe] ] at Cl (\fIU]IIhaI = 40[]01.;. I]ld|a‘
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CERTIFICATE OF ANALYSIS

CEPTAPHKAT AHAJIN3IA

Cipla

Page 3 of 4/ Crp. Juzd

[Product: SENADE TABLETS 13,5 mg

[Mpoayxt: CEHAJIE”, TABJAETKH 13,5 mr

R

Bateh No / Cepun Ne: 484158 ]Batch Quantity / ObbeM cephu: 5845packs / ynakoBoOK
AR No / AsannTauecknii oruer No : ARF/259/2024|Date of Analysis / /laTa anajnu3a: 21.12.2024
|Date of Mfg / iaTa IpoH3BOACTBa: 12/2024 | Date of Expiry / T'oaen 20: 11/2027

(Analysis performed according ND / Ananu

99.07.2024 / TI N013745/01-180522, n3m. Ne 1 o7 09.07.2024

3 nposenés no HI: 11 N013745/01-180522, amend No.

1 dated

N

[ Ne Result / Pe3y.abTaThl Specification / Hopma
Test / TiokazaTelb |
9 | Content of Methyl 0.040mg/tab l 0.028 — 0.056 mg/tab. / OT 0,028 10 0056 Mr/TaG.
parahydroxybenzoate(HPLCY
CoaepHanue
MeTWInapariapokcbenioara 0.040Mr/Tab
{(BYKX) ' \
10 | MICROBIAL LIMIT TEST/ Mukpoﬁuonomuecma YUCTOTA
10a) | Total Aerobic microbial count ‘ 30
O6mee UKCo A3POTHBIX ‘ Not more than 10° ¢fu/ g / He Gonee 10/
MUKPOOPTAHHIMOB
[0b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10°
count / Ofee vuc1o <10
[LTECHEBBIX H JPOHIKEBBIX
rpubos
16¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10° / g/ He Gonec 107 i1
bacteria/ ¥ ¢ToH4MBbIE K :
NeHCTRHID Wea4H
rpaMoTpuLaTenbabe BakTepiK
10 d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | g/ OtcyTcTBHE B | T
10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin t g/ OtcyTeTRUER | T
10 ;
f) | Salmonella Absent / OTcyTeTBYIOT Absentin 10 g / OtcytcTBue B 10 g
ﬁemarks . The Product conforms to ND/ Conclusion : APPROVED /
Cﬁun:(etéanue: NpoaykT cocTeeTcTRYeT Tpeboasanuam HO | 3aknwyeHwe: OOQOBPEHO
ﬂO:CMgHTb;{I’ C;C In-CharQ_e / 9212}"“0 Approved by QA in-Charge /
y posepeH OKK: - HokymeHT oaoctper OOK: @,&fﬁ’
e
Date
.EkaTa'{ 2B toky Date / _

FMQC003-15-10

i;p.leé.l.td.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india
At imchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 , .




Cipla

CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJIM3A

Page 4 of 4/ Cp. 4 13 4

[Product: SENADE TABLETS 13,5 mg

[Tipoaykr: CEHAJE", TABJETKH 13,5 mr

| —

[Batch No / Cepus Ne: 484158

| Batch Quantity / Ofnem cephu:

5845packs / ynakoBox

AR No / AnajuTnuecknii or4er Ne : ARF/259/2024

Date of Analysis / JiaTa anannza: 2! 12.2024

Date of Mfg / JaTa npou3BojcTBa:

1272024

Date of Expiry / I'oaeH 10t

11/2027

| L

Analysis performed according ND / Ananus nposen€d no

09.07.2024 / I1 N013745/01-180522, n3m, Ne 1 o7 09.07.2024

H: [T N013745/01-180522, amend No. 1 dated

!T\’gl

Test / Toxkazatens

Result / Pe3ynsTaThi

Specification / Hopma

i

Package / ¥ nakoska

Package / Ynakoska - 20 1ablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / flo 20 Tab1eToK B
GAuCTEpP W3 NICHKH

MO IHBUHUNXIOPHAHOH
{noan>TaICHOBOH/
NOMHEHHILTHAS HXAOPUIHOH)
anoMutuesoil $o1eTH, 00 25
OAUCTEPOR B KAPTOHRBYIO NatKy
¢ BJIOXKEHHEM 25 HHCTPYRLMH
0o MPHMEHEHHUIO.

Package / Ynaxoeka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisicrs and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. { TTo 20
TabreTok B BIACTEP W3 IEHKA TPEXCIOAHON
(NBX/NHTIBJAX) n anoMunyeeoi doabru. o 2
M 3 6nMcTepa BMECTE C HHCTPYKLUUEH N0
NPHUMEHEHHIO B KAPTOHHYFO [AYKY. 1o 20 TabaeTok
B BaucTep U3 NIEHKH NOIMBKHUIXNOPUAHOA
(nonuTuneHoBRO / NONMBUHIIHASKXIOPUIHOM) K
amoMAHieBoil Gonsru, no 25 BIUCTEPOB B
KAPTOHHYI TTAYKY € BNOWKEHHEM 25 HHCTPYKUKH 1O
MPUMEHEHAID.

12 Labeling / Mapkuposxa According 1o ND /
B cootsercteun ¢ HI
13 Storage conditions / Yeaopus In a dry place, at temperature below 25 °C. / B cyxoM MeCTe NP TEMIIEPATYPE HE
XPaHeHHA Bhile 25 *C.
14 Shelf life / Cpox roanocTH

Jyears/3rona

Remarks ' The Product conforms to ND/
Npumevanne: MNpoaykT cooteeTcTRyeT TpebosaHuam HI

Conclusion : APPROVED /
Jaknwwvyenne; OQOBPEHO

Checked by QC In-Charge /
HokymenT npoeeper OKK:

—f e

Approved by QA In-Charge / o
HokymenT oacbpen OOK: g‘r‘f

Date /
fNarta:

2% 11 S2o 2y

Date /
Dara:

2812 2

FMQC003-15-10

Clp]a Ltd. Cip]a House, Peninsula Busines u n

h ' . s al‘k._ Ganpat]'aﬂ Kadam Marg Lower Parel, Mumbai - 4000 dia
i ] ’ -

At Simchem Pvt. Ltd, Plot No. 60'65, Tuem Industrial Estate, Tuem, Permnem Goa -403512 1 ]3. ndia




