Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
g Page 1 of4 /Crp.1u34
Product: SENADE TABLETS 13,5 mg Hponyer: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 485029 Batch Quantity / O6nem cepun:  5845packs / ynakosok
AR No / Ananuruyecknii oruer No : ARF/045/2025 | Date of Analysis / lara apanuza: 14.02.2025
Date of Mfg / lata npoussoaersa:  01/2025 Date of Expiry / T'ogen no: 12/2027

Analysis performed according ND / Auanus nposeaén no HI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne ; Result / PesyasTarhl Specification / Hopma

Test / TlokaszaTensb

1 | Description / Onucanue Complies / 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. / ITnockue kpyrasie TabneTkn co
CKOLIEHHBIMH KPasMH 0T KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOr'0 LIBETA ¢ BKpamieHuamu. Ha onuoit
cTopoHe TabaeTKu BoiaasieHo ci1oso «CIPLA», Ha
IPYToii - IMHUS pa3sioMa.

2 Identification / IlognHHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OxpalunBaHie aMMHayHOro pacTBOpa B KpacHbIi
AHTpaxHHOHOBBIE IJIHKO3HALI TR,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MerunnaparsapokcnoeH3oaT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yepiKHBAHIA OCHOBHOTO KA Ha XpOMaTorpaMme
HCTIBITYEMOTO PacTBOPa NOJDKHO COOTBETCTBOBATh
BpeMeHH yIep:KHBaHHS OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe CTaHAapTHOrO pacTBopa
MeTHnnaparuapokcubensoara (pasaen
«MeTunmaparupokcnOen3oar).

3 | Average weight / Cpenuss 190.17mg / 190,17mr 189.99 mg +7.5% / 189,99 mr£7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpogykT cooteetcTayeT TpeGosanuam HA | 3akntoyenue: ONOEPEHO

Checked by QC In-Charge / - Approved by QA In-Charge / T
HoxymeHT nposeper OKK: %U’ﬂ OokymeHT ono6peH OOK: %
Date / ——- Date / o ~

[ara: PO <ttt Nara: \5 <02-202>

FMQCO003-15-10

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

h CERTIFICATE OF ANALYSIS
. CEPTHO®HUKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485029 Batch Quantity / O6wem cepun:  5845packs / ynaxosok
AR No / Anaaurnaecknii otuer No 1 ARF/045/2025|Date of Analysis / lara anamnza:  14.02.2025
01/2025 Date of Expiry / I'open go: 12/2027

Date of Mfe / laTa npoH3BoJcTBAa:

Analysis performed according ND / Auauus nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTatnl

Test / loxkaszarennb

Specification / Hopma

4 | Uniformity of weight /
OaHOPOJHOCTL MO Macce

Complies / CootBercTByer

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 He Gonee + 15%

5 | Loss on drying / IToteps B 2.1%

Macce NpH BbICY ITHBAHHE

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 81-94%

PacTBopeHue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosnaos uepes 120 mux

7 | Uniformity of Dosage units / AV =356

OﬂHOpOﬂHOC’l’b A03HPOBAHMUA -

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 x1.2 x M.

L1=15.0; L2=25.0.

IMoxkasatens npuemnemocts g n=10 AV <L1.

B cnydae, ecnu sHauenne AV npessrinaer L1,
NPOBOAAT HCHbITaHKHE Ha chenyomux 20 odpa3uax.
Jina n=30 AV <L1. Bce 3HaueHuns Xi TOIKHBI
YIOBETBOPSATh HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnuecTBeHHOE OTpeaesicHHe
(CnektpodoTomMeTpHs)

13.98mg/tab /

13,98mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 go 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B nepecueTe Ha ceHHO3MI B B onHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootseTcTayeT TpebosaHuam H

Conclusion : APPROVED /
3akntouenune: ONOBPEHO

Checked by QC In-Charge / g:f/"ﬁ"’

Approved by QA In-Charge /

[okymeHT npoBepeH OKK: JokymeHT ogobpeH OOK: JA}L,
Date / Date /
ﬂ::.ea T O Lordl ﬂaTa: ‘§<01‘W§
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

-

Page3 of4/Crp.3n34

Product: SENADE TABLETS 13,5 mg

Hpenyrr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485029

Batch Quantity / Gobem ceprin:

5845packs / ynakoBox

AR No / Ananuruuecknii oruer Ne : ARF/045/2025 | Date of Analysis / lata ananmza: - 14.02.2025

Date of Mfo / lata npoussoxcraa:  01/2025

Date of Expiry / I'ogen po:

12/2027

Analysis performed according ND / Ananus nposeaén no H/{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

No Result / PesyabTartsl

Test / [lokazarenb

Specification / Hopma

9 | Content of Methyl 0.044mg/tab
parahydroxybenzoate(HPLC)/
Copiepikanue
MemnnapamnpoKcnﬁeﬁsoa'ra 0,044M[‘/T&6
(BOXX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGHonornieckast Y4ucToTa

10a) | Total Aerobic microbial count / 10
O61ee uncno aspoGHbIX

MHKpPOOPraHu3MoB

Not more than 10* cfu/ g / He Gonee 10" /r

10b) | Total combined yeast and mould
count / OG1iee yucno
TUTECHEBBIX ¥ JIPOKKEBRIX

rpndor

<10

Not more than 10” cfu/ g /He 6onee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToliunssle K
JEHCTBHIO MKETUH

rpaMoTpHUaTelbHbIe 6a1<"repm»1

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OTtcytctBue B 1 T

10¢) | Escherichia coli

Absent /OteyTeTByIOT

Absentin 1 g/ OrcyrctBue B 1 r

109) | Salmonella

Absent / OTCYTCTBYIOT

Absentin 10 g / Orcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknrouenue: OOOEPEHO

Checked by QC In-Charge / 2 et

Approved by QA In-Charge /

L/
%/

HokymeHT nposepen OKK: OokymeHT ogobpeH OOK:
Date / Date / =
Oara: A0 ters ﬂ:;;: (5-02.2025

FMQC003-15-10
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJII3A

Page4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoxyir: CEHAJE”, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485029 Batch Quantity / OGbem cepun:  5845packs / ymaxopok
AR No / Ananaruueckuii oruer Ne : ARF/045/2025|Date of Analysis / Tara anannza:  14.02.2025
01/2025 Date of Expiry / T'onen no: 12/2027

Date of Mifg / laTa npoussojcraa:

Analysis performed according ND / Ananus nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 /TIN013745/01-180522, uam. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTh! Specification / Hopma
Test / IlokazaTenn

11 | Package/ Ynakoska Package / Ynakoska - 20 tablets |Package / Ynaxoska - 20 tablets in a blister 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. / Ilo 20 TabneTox B 25 patient information leaflets in a carton. / ITo 20
fancTep M3 NAeHKN TabneToK B GiHCTEp M3 NIEHKH TpeXCcoiiHoli
MOTHBHHHAXJIOPHAHOM (MBX/I3/TIBJIX) n amomuHuesoii (onern. ITo 2
(mouaTHIEHOBOIT/ unu 3 bancTepa BMeCTe ¢ HHCTPYKUUEH nmo
MOMHBHHHIMAEHXIOPHAHON) 1 [IPHMEHEHHIO B KapTOHHYIO mayky. ITo 20 tabnetox
amoMuHHeBOH (onbry, no 25 B BrucTep M3 MIEHKH MONTUBUHHIXAOPHUAHON
GIMCTEpOB B KAPTOHHYIO NauKy |(MOMM3THNCHOBOI / MOMHBHHIIIMAGHXJIOPHIHOH) 1
C BJIOMKCHHEM 25 HHCTPYKUHH amoMuHKEEBOiT (onbTH, 1o 25 GaucTepos B
o MPUMEHEHHIO. KapTOHHYIO MAYKY C BIOKEHHEM 25 MHCTPYKIHIL 1o

NpHMEHEHHIO.

12 Labeling / MapknpoBka According to ND /
B cootsercTBun ¢ HJJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMneparype He

XpaHeHH Beitne 25 °C,
14 | Shelf life / Cpox roanoctu 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTBYeT TpeboBaHnam HI

Conclusion : APPROVED /
3aknmwoyenune: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

it

DokymeHT npoeepeH OKK: 9£’/_‘JJ [NokymeHT ofobper OOK:
Date / . = Date / | S c02-2025
Dera; ' PLilesg Oara: =

FMQC003-15-10
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