Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 w3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE", TABJIETKM 13,5 mr

Batch No / Cepua No : 483021 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
AR No / Araaarasecknii oraer Ne : ARF/041/2023|Date of Analysis / [lara anaansa: 28.03.2023
Date of Mfg / /lara nponssoacrsa:  02/2023 Date of Expiry / I'ogen 10: 01/2026
Analysis performed according ND / Auanus nposeaén mo HJI: T1 N013745/01-180522
Ne Result / PesyabraTsl Specification / Hopma

Test / lMokazarenn

1 | Description / Onucanue

Complies / CooTsercTayer

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. / [Tnockue kpyribie TabneTku co
CKOLUEHHbIMH KPasiMH OT KOPHYHEBOIO I0 TEMHO-
KOPHYHEBOro LBeTa ¢ BkparuieHuaMu. Ha onHoil
cropoxe Tabnerkn BbinasneHo cioso «CIPLAy, Ha
APYTOM - JIMHAA pasnoma.

2 Identification / TToAIHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turms a reddish colour /
eI Ee T CootsercTByeT l(I)l;?znramuna.uma aAMMHAYHOrO PAcTBOpPa B KDPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrsyer chromatogram of the sample solution should

Mernnnaparuapokcubensoar

corresponds to the retention time of the principle

(BDXKX)

peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBaHHA OCHOBHOIO MHKA HA XpOMaTorpamMmme
HCIBITYEMOrO PACTBOPa IOJDKHO COOTBETCTBOBATH
BPEMEHH YIepXKHBAHNWA OCHOBHOIO MHKA Ha
XpOMaTOrpamMMe CTaHAapPTHONO PacTsopa
MeTuimaparunpoxkcubensoara (paznen
«Merunnaparuapokcnbensoar).

3 | Average weight / Cpenuss

Macca

186.25mg / 186,25mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

MNpumeuanue: Mpogykr cooteeTtcTeyeT TpebosaHmam HU

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposeper OKK: %’A__‘Cﬁ& [okymeHT onobper OOK: %ﬁ’/\ﬁ/r
Date / Date / .

FMQC003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

TMpoaysr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483021

Batch Quantity / O6bem cepun:

5846packs / ynakoBox

AR No / Ananmrauecknii oraer Ne : ARF/041/2023 Date of Analysis / /laTa ananmsa: 28.03.2023

Date of Mfg / /lata npon3ssoacrsa:  02/2023 Date of Expiry / I'oaen 1o: 01/2026
Analysis performed according ND / Anamus nposeaén no HJI: [IN013745/01-180522
Ne Result / PesyabTaThi Specification / Hopma
Test / llokasaTean

4 | Uniformity of weight / Complies / CooTsercTyeT 18/20 tablets NMT =+ 7.5 % / 18/20 ne Gonee +7.5
ORHOPOIHOCTL MO MAacce %

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

5 | Loss on drying / IloTeps 8 2.6% NMT 6.0 % / He Gonee 6,0 %

Macce npH BbICYIHBAHHA

6 | Dissolution/ 81-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cenHo3nznos vepes 120 mus

7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTD AO3HPOBAHHS 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.

L1=15.0;L2=25.0.

Mokasarens npuemaemocty as n=10 AV <L1.

B cnyuae, eciv 3nayenne AV npessiuaer L1,
MPOBOAAT MCMbITAHNKE Ha caeayomux 20 obpasuax.
Jns n=30 AV <L1. Bce 3nauenns Xi A0KHBI
YAOBJIETBOPATE HEPABEHCTBY:

[M-=xi| €0,01 * L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTsenHoe OnpeneeHne 13.95mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpusi) Or 12,15 10 15,53 mr (o7 90,0 no 115,0 %)

13.95mr/Ta6 CEHHO3HWMIOB B nepecyere Ha ceHHo3nA B B 0aHO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanwme: MpoayKT COOTBETCTBYET TPEOoBaHUAM HAO

Conclusion : APPROVED /
3akmouenne: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

4 Z (3
[lokymeHT nposepeH OKK: /@,\}O& [NokymeHT ogoBpeH OOK: @Z’\/;
Date / Date /
Nata: 2904920273 [ara: 2902023

FMQC003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Page 3 of 4/ Crp. I n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne ;483021

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Anasmrugecknii orger Ne : ARF/041/2023 | Date of Analysis / lara ananmsa:  28.03.2023

Date of Mfg / lata nponssoacrsa:  02/2023 Date of Expiry / 'oaen no: 01/2026
Analysis performed according ND / Anamas nposenén mo H/I: TT N013745/01-180522
N Result / PesyabTarsi Specification / Hopma
Test / Hokaszarean
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepixanne
meTuanaparuapokcubensoara 0,047mr/ab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHonoruueckas 4HCToTa

10a) | Total Aerobic microbial count /

O6mee 4ncao a3poOHbIX <10 Not more than 10" cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OBmee uncno <10
TJIECHEBBIX H APOXIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTeTByior Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroituussie k
NEHCTBHIO HKeTIH
rpamMoTpHLaTeNnbHbie GaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTeTByoT Absentin 1 g/ OrcyrcreueB 1 1

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absent in 1 g/ Orcyrcreue B 1 r

100 | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
MNpumeuanume: Mpoaykr cooreeTcrayeT TpebosaHuam HI

Conclusion : APPROVED /
3akmouenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
JokymeHT ogobper OOK:

Q-

Date /

HokymeHT nposepeH OKK:
fara: 2V:04--9c23

Date /

Hara: ch\'o‘-“w?’3

FMQCO003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Page 4 of 4 /Crp. 4 m3d
Product: SENADE TABLETS 13,5 mg MpoaykT: CEWTAWTM 13,5 mr
Batch No / Cepus Ne: 483021 Batch Quantity / O6bem cepumn: 5846packs / ynakoBok
AR No / Anasmradecknii oraer Ne : ARF/041/2023 | Date of Analysis / lata anainsa: 28.03.2023
Date of Mfg / /lata npou3BoacTBa: 02/2023 Date of Expiry / 'onen 10: 01/2026

Analysis performed according ND / Anams nposeaéH no

HJI: I1 N013745/01-180522

Ne Result / Pe3yabTarsl Specification / Hopma
Test / [Tokazarenab
11 | Package / YnakoBka Package / -20
. inaﬁ :l%:t ery;:::?;:.a 20satlots Package / Ynaxoska - 20 tablets in a blister made of
PVC /PiE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil, 25 blisters with or 3 blisters and a patient information leaflet in a
25 patient i nfc;rmation leaflets in carton. 20 tablets in a blister made of PVC
s carton. / 1o 20 Ta6nerox B /PE/PVDC film and aluminum foil, 25 blisters with
6mxcreﬁ G 25 patient information leaflets in a carton. / ITo 20
S Tabnerok B GIHCTEp W3 MUIGHKH TPEXCIOHHOH
?:;'"”“‘m’:l‘g‘;g/“““ (IBX/IT/TIBJIX) 1 amomurnesoii ponsru. ITo 2
R eHXIOPHHOM) 1 uni 3 GiMcTepa BMECTe C HHCTPYKLHET 1o
amonmuueno‘ : i oI, 10 25 PUMEHEHHIO B KAPTOHHYIO Ma%KY. ITo 20 TabneTok
GIHCTEpOB B KAPTOHHYHO MAYKY B GrucTep M3 IUIEHKH MOJMBHHAIXIOPHAHOH
C BICKEHNEM 25 HHCTD (NMOAHATHIIEHOBOM / MOJIMBHHWIIEHXJIOPHIHOH) H
MO MHMEHEHHIO ) amoMuHKeBoii Gonbru, no 25 6auctepos B
’ KAPTOHHYIO NAUKY C BJIOXKEHHEM 25 MHCTPYKiMii [0
MPHMEHEHHIO.
12 | Labeling / MapkupoBKa According to ND /
B coorsercreun ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe NpH TemmnepaType He
XpaHeHHus soime 25 °C.
14 Shelf life / Cpok ronHOCTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MNpoayKT COOTBETCTBYET Tpebosanusm HO

Conclusion : APPROVED /
3axniouenue: OOQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=

[NokymeHT npoeeper OKK: %A‘COP [okymeHT opoBpeH OOK:
/

Date / Date / 2

Dara: 2904923 Dara: 29 -oU-20%5

FMQCO003-15-07

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




