ipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHATIN3A

Page 1 6f4 /Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus No: 484090

Batch Quantity / O8sem cepuu:

5844packs / ynaxoBox

AR No / AnanuTraeckuit orger No : ARF/174/2024|Date of Analysis / lara amammsa:  27.09.2024

Date of Mfg / lara npoussoncrea:  09/2024

Date of Expiry / Fogen go:

08/2027

Analysis performed according ND / Anains nposents no HJI: T N013745/61-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yapTarsi

Test / Iloka3zatenn

Specification / Hopma

1 | Description / Onncanne

Complies / CootsercrpyeT

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. / ITnockue kpyrnsie Tabnerky co
CKOLIEHHBIMI KPasiMi OT KOPHYHEBOro 10 TEMHO-
KOPHHHEBOrO LBeTa ¢ BrpanneHuamn. Ha oxioi
cropone Tabnetku peiasneHo cnoso «CIPLA», na
JIPYTO# - NHHUS Pa3aoMa.

2 | Identification / [TognuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByer OKpalHBaHHe aMMHUAYHOI'O PacTBOPA B KpPAacCHBIil
AHTPaxHHOHOBbIE MTHKO3H/IbI P
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooteeTcTByeT chromatogram of the sample solution should
Meruanaparuapokcubenzoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKHBAHHS OCHOBHOTIO IHKA HA XPOMATOrpaMme
HCIBITYEMOr0 PACTBOPA HO/KHO COOTBETCTBOBATD
BPEMEHH VAEPKUBAHUA OCHOBHOIO ITHKA Ha
XpOMaTOrpamMme CTaHAAPTHOTO PACTBOPA
MeTninaparuapokcubensoata (pasaen
«MeTunnaparuapokcudensoar).

3 | Average weight / Cpenss
macca

189.54mg / 189,54mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeeTcTayeT Tpebosanuam HI

Conciusion : APPROVED /
3axknoyenune: OQOBPEHO

Checked 8y QC In-Charge /
[NokymeHT nposepeH OKK: W

Approved by QA In-Charge /
OokymeHT ogobper OOK:

-

Date / 277,98, 9¢
[ara: 1 \ u‘

Date /

L0 -1oTY
[ara: sl
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&lipla

CERTIFICATE OF ANALYSIS
) CEPTHO®UKAT AHAJIM3A

Page2 6fd/Crp. 2113 4

Product: SENADE TABLETS 13,5 mg

HOpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484090

Batch Quantity / O6bem cepum:

5844packs / ynakorok

AR No / Anamntaaecxkuii order Ne : ARF/174/2024|Date of Analysis / lara anamsa:  27.09.2024

Date of Mfg / lara mpomssoacrea:  09/2024

Date of Expiry / I'open no:

08/2027

Analysis performed according ND / Ananns nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2624 / IT N013745/01-180522, m3m. Ne 1 ot 09.57.2024

Test / llokazarennb

M Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /
QnHOPOMHOCTE MO Macce

Complies / CootsercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7.5
%

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

2.4%

OIHOPONHOCTD JO3UPOBAHHUS

5 | Loss on drying / IToreps B NMT 6.0 % / He Gonee 6,0 %
Macce NpH BeICYLIHBAHHH '
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenie He menee 70 % (Q) cenHozunos yepes 120 Muy
7 | Uniformity of Dosage units / AV=59 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.

L1=15.0; 12=250.

IMokasarens npuemaeMocts mst n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npepbimaer L1,
MPOBOAAT HCHbITAHHE Ha crenyromux 20 obpasuax.
Jlna n=30 AV <L1. Bce 3Ha4eHUs Xi JOKHBI
YIOBNETBOPATL HEPABEHCTBY:

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

L1 =150; L2=25.0.

8 | Assay (Spectrophotometry)
KosmdecTBeHHOE OMNpeAeeHHe

(CrniexkrpodoTomerpus)

14.13mg/tab /

14,13mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 00 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3H/IOB B NEpecyeTe Ha CeHHO31 B B oiHoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT coorsetcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3axknouenue: OOOBPEHO

Checked by QC In-Charge / O
NokymeHT nposepeH OKK: (/\\)_).ﬂ

hY

Approved by QA In-Charge /
HokymeHT opobper OOK:

G

Date /

flata: q_7 ok .-

Date /

Nara: 2-7-09-202Y

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




Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 3 of4/Crp. 3wz 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEI-IA,I!E@, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 484090

Batch Quantity / O6bem cepum:

5844packs / ynakorox

AR No / Anannriuecknii oraer No : ARF/174/2024 | Date of Analysis / Jlara ananmnsa: 27.09.2024

Date of Mfg / Iara npoussoacrea:  09/2024

Date of Expiry / I'ezen go:

08/20627

Analysis performed according ND / Anamn nposesfu mo HJL: I1 N813745/01-180522, amend No. 1 dated
09.67.2024 / TT N613745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / MMoxkazaTenn

Ne Result / PesyabraThi

Specification / Hopma

9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepxanue
merranaparuapoxcubensoata 0,044mr/1a6
(BOAX)

10 | MICROBIAL LIMIT TEST/ Mukpobsonoruyeckas Y4ucToTa

10a) | Total Aercbic microbial count /
O6wee 4ucno a3pobHBIX 20

MHKPOOPTaHH3MOB

Not more than 10* cfu/ g / He Gomee 10* /r

10b) | Total combined yeast and mould
count / OBuwee uncio
TUIECHEBLIX M JPOJIKEBBIX

rpubos

<10

Not more than 10 cfu/ g /He Gonee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ VeToiiuuBbie K
IENCTBHIO JKEITUH

rpaMoTpUUATELHBIC 63,1('1‘613 HH

Absent /OTcyTCTBYIOT

Not more than 10” / g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ Orcyrersue B 11

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

106 | Salmoenella

Absent / OrcyTCTBYIOT

Absentin 10 g /Orcyrcteue 8 10 g

Remarks : The Product conforms to ND/
Mpugieyanme: MpoaykT cooTBETCTBYET Tpebosanuam HI

Conclusion : APPROVED /
3akntouenue: OJOBEPEHO

Approved by QA In-Charge /

=

Checked by QC In-Charge / ¢

NokymenT nposepeH OKK: (-\\ HokymeHT ogobpeH OOK:

Date / - . Date / ,
Reve: ) O Loy Her 2.7 <0 202 Y

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

Paged ofd/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepus No :

484090

Batch Quantity / O6bem cepui:

5844packs / ynaxoBok

. |AR No / AuanmTuyeckmii oruer Ne : ARF/174/2024

Date of Analysis / lara agammsa:  27.09.2024

Date of Mfg / Jiara npon3sojacrsa:

09/2024

Date of Expiry / I'ogen o:

08/2027

Analysis performed according ND / Ananus nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, m3m. Ne 1 o1 €5.07.2024

Ne

Test / IMokazareanb

Resuit / PesyapTaThl

Specification / Hopma

Package / Ynaxoska

Package / Ynakosxka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B
GrcTep M3 MICHKH
HOJIHBHHHIIXTOPHHOH
(nOHITHIEHOBOH/
NONHBHHHIACHXJIOPHIHOI) H
AMOMUHUEBOI (obrM, Mo 25
GnucTepoB B KAPTOHHYIO MA4Ky
C BJIOMEHHEM 25 MHCTPYKLMH
[0 NPHMEHEHHIO.

Package / Ynakosxka - 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. / ITo 20
Tabnerox B GucTep U3 TUIEHKH TPEXCNOHHOI
(MBX/AT/MIBIX) 1 antomunuesoii Goasru. Io 2
nnu 3 6rncTepa BMECTe ¢ MHCTPYKLIMEH 1o
NPHMEHEHHIO B KapTOHHYIO nayky. ITo 20 Tabmerok
B OHCTEp M3 TUIEHKH NOJHBHHHIIXJIOPHAHOI
(nonu3THACHOBO# / MONMBHHUIAEHXIOPUIHOM) K
amomuruesoit Gonery, no 25 6nucrepos B
KapPTOHHYIO MayKy C BJIOXKEHHEM 25 HHCTPYKUHIi no
APUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cootsercrsuun ¢ HJJ
i3 Storage conditions / Yciosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu temrieparype He
XpaHeHus Boie 25 °C.
14 Shelf life / Cpox roaHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET TpeboBanvam H/

Conclusion : APPROVED /
3akntoyenne: OQOBEPEHO

HokymeHT nposepeH OKK:

Checkgd by QC In-Charge / (@&

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

-

Date /
[ara:

Q_‘)‘oo\, b Hv) "LJ-\

Date /

fara: 271-09: 2024

FMQC003-15-09

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