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Csiplic

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page1of 4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAE", TABJETKH 13,5 mr

Batch No / Cepus Ne :

485150

Batch Quantity / O6bem ceprn:

5847packs / ynakosok

AR No / ApannTadecknii oruer Ne : ARF/229/2025

Date of Analysis / lara ananusa: 25.10.2025

Date of Mfg / Jlara npon3Bojcrsa:

10/2025

Date of Expiry / I'oaen j10:

09/2028

Analysis performed according ND / Ananus npoenén no HJ(: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Test / Nokaszartesib

Result / PesyasTaTsi

Specification / Hopayia

Description / On#caHue

Complies / CootsercTayeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. I't has CIPLA
monogram embossed on one side and central break-
line on the other. / ITnockue kpyrasie Tabaetku co
CKOIIEHHBIMH KPAAMHK OT KOPHUHEBOT'O 0 TEMHO-
KOPHHMHEBOTO 1IBeTa C BKpamieHiaM . Ha oaHoil
cTopoHe TabJaeTKH BhiaaBlieHo caoBO «CIPLAY, Ha
NPYTOii - TUHHS pa3noMa.

Identification / TTouHHBOCTH

2a)

Anthraquinone glycosides /

AHTan HHOHOBBIE TTTMKO3K]1bI

Complies /
CoOTBETCTBYET

Ammoniacal solution turns a reddish colour /
OkpaluBaHHe aMMHayHOTO PACTBOpA B KPAacHLIN
1IBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)Y/
MetunnaparuapokcubeHsoar
(BDXKX)

Complies /
CoorsercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VAepKHBAHKA OCHOBHOTO MHKA Ha XPOMATOrpamMmme
HCTIBITYEMOI0 pacTBOPa AOKHO COOTBETCTBOBATE
BPeMeHH YAePKHBAHHA OCHOBHOIO MHKa Ha
XpOMaTOrpaMMe CTaHIAPTHOIC pacTROpa
MeTHanaparuapokcudensoara (pasmaen
«MeTinnaparnapokcitiensoar).

Average weight / Cpennsia
macca

190.67mg / 190,67mr

189.99 mg +7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
Mpumedanue: Mpopykr cooTeeTcTByeT TpedoBarnuam HI

Conclusion : APPROVED /
3aknwyenmne: Q[JOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

/ /". X 0
e

HokymeRrT nposepeH OKK: FGVEVu) [lokymeHT ofgobpeH OOK:

Vi
Date / iR Date / y
[ara: nikulba il Lara: o25-10 doa X
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Page2 of 4/ Crp. 2 3 4

Product: SENADE TABLETS 13,5 mg

TMpoavkr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485150

| Batch Quantity / O6nem ceprn:

5847packs / ymakosok

AR No / Araaaraueckuii oruer Ne : ARF/229/2025

Date of Analysis / lara anannsa: 25.10.2025

Date of Mfg / laTa nmpouzsoacrea:  10/2025

Date of Expiry / I'ogen go: 09/2028

Analysis performed according ND / Anasns nposenén no H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

il

Result / PeaynbTaTei Specification / Hopma
i Test / Moxazaresis i
4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT =+ 7.5 % / 18/20 e 6onee + 7,5
OnHOPOAHOCTH NO Macce %
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%
5 | Loss ondrying / IToteps B 2.3% NMT 6.0 % / He Gonee 6.0 %
| Macce NpH BHICYILHBAHUK f
6 | Dissolution / ,‘ 77-85% NLT 70 % (Q) of sennosides in 120 minutes
| PactBopenne He menee 70 % (Q) cenno3nnos uepes 120 mun
|
7 Uniformity of Dosage units / AV =538 The acceptability index forn= 10 AV < L1,
OnxoponHOCTH 103UPOBAHMS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
h =30
AV <LI. All values of xi must satisfy the
inequality:
[M-xi| 0,01 x L2 x M.
L1 =150 L2 =25.0.
[okaszarens npuemiemocty oisi n=10 AV < L1,
B cayuae, eciv 3nadeHne AV npeseiniaer L1,
NPOBOJAT HCIILITAHME Ha crielyromux 20 obpasiax.
Jns n=30 AV < L1. Bce 3naueHus Xi DomKHbI
VAOBJNETBOPAThL HEPABEHCTEY:
[M-xi| 0,01 x L2 x M.
L1 = 154 L2~ 250
8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuyecteennoe onpejeneHue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriextpotoTomeTpis) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
14,02mr/Tad CEHHO3WIOB B NepecyeTe Ha CeHHO3ua B B oaHoO#
Tabierke.

Remarks : The Product conforms to ND/

MNpumeuanme: MpooykT cooTBeTCTBYET TpeboBaHusm HJ1

Conclusion : APPROVED /
3akntovenune: ONOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
[lokymeHT npoeepeH OKK: -Q-_Q/w LokymeHT opobpeH OOK: ﬂa‘fﬁf,_,
Date / | Date /
Dara: L et o Ny 5 0. Dara: olSio- 1oLy

FMQCO003-15-10
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“ CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

‘Batch No / Cepust Ne : 485150

Npoaykr: CEHAJE", TABJETKH 13,5 mr 1
Batch Quantity / O6bem cepun: '

5847packs / ynaxosox

"AR No / Asaantauecknii oruer Ne: ARF/229/2025

Date of Analysis / lata apanmusa: 25.10.2025

10/2025

Date of Mfg / lara npousBo/icTBa:

Date of Expiry / l'ogen no:

09/20238

%Analysis performed according ND / Ananus npoeeaén no H/L: IT N013745/01-180522, amend No. 1 dated

109.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / Pesyabrarhi Specification / Hopma
i Test / [lokasarens
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0.056 mr/rab.

parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHANapariupokcHdeH3oara 0,043mr/Ta6
(BDXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6Honoruueckas 4icToTa

10a) | Total Aerobic microbial count /
ObuIee YHCI0 A9POBHEIX 40 Not more than 10" cfu/ g / He 6onee 10 /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OBuee yucio <10
[IECHEBBIX W APOHAKEBLIX .
rpubon

10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g / He Gontee 107 /r
bacteria/ VcroiiuuBbIc K
NEWCTBHIO HENHH
rpaMoTpHLaTeNbHble DaKkTepHu

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrcrBue B 1 ¢

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

100 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g /OteyterBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTByET TpeboBarnam HL

Conclusion : APPROVED /
3aknmovenune: OJOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / 7/

;_25‘ A g -
[okymeHT npoeeper OKK: dat | [lokymeHT ojo6per OOK: A i*ﬁf_,
Date / el 1 Date / I

Barai ||| % AR MT il fara: ARG o

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

-

Paged4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hponvkr: CEHAJIE®, TABJETKMH 13,5 mr

Batch No / Cepun Ne: 485150

Batch Quantity / O6nem cepun:  5847packs / ynakoBok

AR No / Asamurugecknii oruer Ne : ARF/229/2025

Date of Analysis / lara ananmsa: 25.10.2025

Date of Mfg / Jlara npouszsogersa:  10/2025

Date of Expiry / T'onen go: 09/2028

Analysis performed according ND / Anann3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Result / PesynbTarsi Specification / Hopma
()
i Test / TTokasateib |
11 | Package / Vnakoska Package / Vnaxoska - 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. / Tlo 20 Tabnerok B 25 patient information leaflets in a carton. / Mo 20
OnucTep M3 NJjeHKH TabieTox B SaHCTep M3 NIEHKK TPEXCI0IHOH
NOJIMBHHHIXIOPHAHOH (MBXATS/MBIX) u amoMiHHeBOi donbru. o 2
(NOMHITHACHORO/ 1 3 BucTepa BMecTe ¢ MHCTPYKUHEH o
NOJIMBHHMIAAEHXIOPHAHOA) U [NIPHMEHEHHIO B KapTOHHYI0 nauky. [To 20 tabnetox
anoMuHreBoi Gosbru, 1o 25 B OrHCTED W3 MUIEHKH ONMBHHHIXOPUAHOI
ONIMCTEPOB B KAPTOHHYIO NadKy  |(MOAMITHACHOBOH / NONHBHHINMACHXIOPHAHOI) 1
C BIOKEHHEM 25 HHCTPYKUKT amoMHHHEBOH (oabri, no 25 GaHCTEPoE B
10 MpUMEHEKHIO, KAPTOHHYH Ma4Ky ¢ BAOKEHHEM 25 HHCTPYKLMIA no
MPHMEHE HHIO.
12 | Labeling / Mapkupogxa According to ND / i'
1
B coorsetctBHM ¢ H/I
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype He
XpaHeHH:A Bhire 25 °C.
14 Shelf life / Cpok roaxocTs 3 years/ 3 roma

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanne: MpoaykT cooreeTcTBYET Tpebosanusm HL | 3aknwyenne: OQOBPEHO

Checked by QC In-Charge / s
HokymeHT nposepeH OKK: zf—b“’

Approved by QA In-Charge / 7 \\ .p
[okymetT ogobper OOK. ;%1§$‘i) il

Date / ¢ (01015
Hata:

Date / s b L L
| ﬂaTa: OUNAET 200 €

FMQC003-15-1

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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