Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOPHKAT AHAJIU3A

Page 1 of 4/ Crp. 1 1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484002

Batch Quantity / O6neM cepHn:

5840packs / ynakoBok

AR No / Apaaurnueckuii oryer Ne ; ARF/052/2024 | Date of Analysis / lata anaan3a: 09.05.2024

04/2024

{Date of Mfg / /laTa npon3soacTea:

Date of Expiry / [N'oaen no:

03/2027

Analysis performed according ND / Ananus nposenén me H/L: 11 N013745/01-180522, amend No. 1 dated
109.07.2024 / 11 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Test / HoxazaTenn

No Result / Pe3yabTaThl

Specification / Hopma

] Description / Onucanue

Complies / CooTeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / Tnockne kpyribie TARONETKH €O
CKOLIEHHBIMH KPaAMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOFO LBETA ¢ BKparicHusmu. Ha onHoil
cTopoHe TadneTku Bulaasneno c1oro «CIPLA», Ha
JpYrod - IMHMA paiioMa.

b

Identification / [HoanuuHOCTh

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTercTByeT OkpallHBaH¥e AMMHAYHOrO PAcTBOpa B KPacHbIH
AHTanHHOHOBbIe [JTHKO3HWIb] uBeT.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY COOTBETCTBYET chromatogram of the sample solution should
MeTuanaparuapokcnbensoar corresponds to the retention time of the principle
{(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YIep®BAHWA OCHOBHOTO NUKA HA XpoMaTorpamme
HCNBITYEMORO PACTBOPA AQAXKHO COOTBETCTBOBAThL
BPEMEHH YAEPKHBAHMS OCHOBHOTO NUKa Ha
XpOMATOTPAMME CTaHAAPTHOIG PacTBopa
MeTunnaparuipokcudenzoaTa (pazen
«MeTunnaparuapokcinbeH3oar).

Average weight / Cpeanas
macca

(V9

189.63mg / 189.63mr

189.99 mg +7.5% / 189.99 mr +7.5%

Remarks : The Product conforms to ND/
MNpumeyanne: MNpogykT cooTeeTcTBYET Tpebosanmam HI

Conclusion : APPROVED /
3aknoyeHune: OQOBPEHO

Checked by QC In-Charge / %’Dﬂ

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
JokymerT ogotpex GOK:

FEE

Date /

2.44.07T rox
Oara: ml

Date /

[ara: 29-C 202y
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJH3A

Page 2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepnsa Ne: 484002

Batch Quantity / O0bem cepnu;

5840packs / ynakoBox

JAR No / AnaanTndecknit oraer Ne : ARF/(052/2024

Date of Analysis / lava ananuza: 09.05.2024

04/2024

Date of Mfg / /lara nponzBoacTea:

Date of Expiry / I'onen no:

03/2027

Analysis performed according ND / Ananns nposenén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Ne

Test / [TokazaTenn

Result / PeayabtaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTS [0 Macce

Complies / CooTeeTcTRYET

18/20 tablets NMT + 7.5 % / 18/20 He Boaee £ 7.5
%o
2/20 tablets NMT +£15% / 2/20 He Gonee = 13%

5 | Loss on drying / [Toteps B 2.4%

Macce NpH BulCyUIMBAHWH

NMT 6.0 % / He Gonee 6,0 %

6 Dissolution / 82-92%

Pacraopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenroznnos ueped 120 mun

7 | Uniformity of Dosage units / AV =49

OﬂHOpOHHOCTb HO3HpOBAH WA

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 x L2 x M.

LI=150:1L2=250.

[NokazaTtens npuemiemoctu a8 n=10 AV < LI,

B cayuae. ecnu 3naueHne AV npeeslinaet L1,
NPOBOAAT HCIbBITAHKE HA chaeayrouiux 20 obpazuax.
HAnan=30 AV < L1, Bece 1Hadedus Xi JOI#KHbI
YIOBICTBOPATh HEPABESHCTRY:

M-xi| £0.01 x L2 x M.

L1 =150,L2=250.

8§ | Assay (Spectrophotometry)
KonugecTBeHHoe onpenencHue
{Crexrpodoromerpus)

14.06Mmr/Tab

14.06 me/tab /

From 12.15 to 15.33 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 a0 15,53 mr (o7 90,0 g0 115,0 %)
CEHHO3NUIOB B [epecyeTe Ha CeHHO2MA B B 0aHO#
TabneTKe.

Remarks : The Product conforms to ND/f
MNpumevanue: Npogykr cooTeeTcTayeT TpeboaHuam Hfl

Conclusion : APPROVED /
3aknwvyenue: OOBPEHO

Checked by QC In-Charge /
OokymenrT nposepen OKK: =L 0

Approved by QA In-Charge /
JokymenT ogobper QOK:

P

Date /

Nata: 29.07T roryy

Date /

2072024
Hata:

FMQC003-15-09
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CERTIFICATE OF ANALYSIS

LY

CEPTHOHKAT AHAJIM3A

Cipla

Page 3 of 4/Ctp. 3 n3 4

Product; SENADE TABLETS 13,5 mg

Hpoavkr: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepns Ne: 484002

Batch Quantity / O6bem cepun:  5840packs / ynakosok

AR No / AnanuTuuecknii orwer No: ARF/052/2024

Date of Analysis / lara anannza:  09.05.2024

Date of Mfg / /lara npon3seoacrea:  04/2024 Date of Expiry / I'oaen ao: 03/2027

Analysis performed according ND / Apanns nposeaén no HJ: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / IT N013745/01-180522, n3m

. No 1 or 09.07.2024

Ne

Test / oxazaTenan

Result / PesyabeTaThi Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CoaepxaHue

METHIT ﬂHpElFI/!LlpOKCI/Iﬁe H30dTa
{B3IKX)

0.045mg/tab 0.028 — 0.056 mg/tab. / O7 0,028 10 0,056 Mr/Tab.

0.045Mr/Tad

10 | MICROBTAL LIMIT TEST/ Muxpo0uoiornyeckas HUCTOTa

102y | Total Aerobic microbial count /
Ob6uee 1vcno arpobHbIX
MHKpPOOPTaHH3MOB

40 Not more than 10* ¢fu/ ¢ / He Gonee 10* /¢

¥
=

i0b) | Total combined veast and mould
count / Obuiee 4HcI0

Not more than 10” cfu/ g /He Gonee 107 /r

<10
TNNIECHEBBIX H APOMKIKEBBIX
Tpubos
ey | Bile tolerant gram-negative Absent /OTcyTcTRYIOT Not more than 10°/ g/ He 6osee 10° /1
bacteria/ YcToitumsnie k
IeHCTBUIO HKEMUH
TpaMoTpHUATE/IbHEIE BaKTepHU
10d) ; Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyteTBueB I T
1¢e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyTeTBUE B | T
0 | Salmonella Absent / OTeyTeTBYIOT Absentin 10 g /Orcytcreue 8 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: MpodykT cooTeeTcTByeT Tpebosanuam HO | 3axnwyedse: OQOBPEHO

Checked by QC In-Charge /
Hokyment nposepern OKK: ﬁtuﬁ

Approved by QA In-Charge / %
OokymerT oaoBpern OOK: o

Date / o907 2od
Hata: . Lf

Date / Az RR ol B Vi BV
HaTa:

FMQC003-15-09

Cipla Ltd.,Cipla House. Peninsula 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




LY

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Cipla

Paged4 of4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No/ Cepus Ne: 484002 Batch Quantity / Oobem cepun:  5840packs / ynakosox
AR No / ApannTuueckuii oruer Ne : ARF/052/2024|Date of Analysis / lata anaansa: 09.05.2024
Date of Mfg / JaTa npoussoactea:  04/2024 Date of Expiry / Fogen no: 03/2027

Analysis performed according ND / Ananus nposeaén no H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / Pe3yasTaThl

Test / [TokasaTenn

Specification / Hopma

'l | Package / Ynakorxka
in a blister made of

on HCTED M3 TUICHKH

(MOMHITHIEHOBOA/

¢ NPUMEHEHHIO,

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 tadnetok 8

MOJIHMBHHHA XJ'IO[Z)M,E[HOP'I

MOJMBHHHNICHXIOPHAHOM) U
antoMHHHEBOH (oabru, no 25
OUCTEePOB B KAPTOHHYIO MAYKY
¢ BJOKEHHEM 25 HHCTPYKUMI

Package / ¥ nakosxa - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters 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. / [To 20
TabneToK B DAMCTEP M3 TEHKK TPEXCNOHHO
(MBX/TI/TBAX) u anromunuesoil honsru. [To 2
wiK 3 OHCTepa BMECTE ¢ MHCTPYKLNEH 110
APUMEHEHHEO B KAPTOHHYHO nauky. [1o 20 rabnerok
B DJHCTEP 13 MIEHKH NOSHBHHHIXI0PHAHOM
(MOMMATHIEHOROH / MONHBUHUIAC HXTOPHAHOI)} 1
ANOMHUHKEROH (oBrY, o 25 GiucTepos B
K2PTOHHYIO NaYKy C BIOKEHHUEM 25 WHCTPYKUMHA o
NPHMEHEH IO,

12 Labeling / Mapkupoeka According to ND /

B cooTtBeTcTBMM ¢ HJJ

13 Storage conditions / Yciosus

XpaHeHus Bhie 235 °C.

In a dry place, at temperature below 25 °C./ B cyXoM MecTe NpH TeMNEpaType He

14 Shelf life / Cpox roaHocty 3 years/ 3 roga

Remarks : The Product conforms to ND/
MNpumeyanme: MNpoayKT cooTBeTCTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3axknovenune: QACEPEHO

Checked by QC In-Charge / D
HorymeHT nposepen OKK: ‘i’ :

Approved by QA In-Charge /
AokymeHT ogobpen QOK:

s

Date /

2.4. 07 &L
Dara: )

Date /

Nata. 2-9-C 2oy

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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