Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTH3A

Page 1 0f4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485005

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Ananmrugeckuii otuer Ne : ARF/014/2025

Date of Analysis / lara ananusa:

17.01.2025

Date of Mfg / Jlara nponssoncrea:  01/2025

Date of Expiry / T'oaen ao:

12/2027

Analysis performed according ND / Anaius nposenén no HJ1: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. No 1 ot 09.07.2024

Ne

Test / Moxasarean

Result / PesyvabTaTs:

Specification / Hopma

i Description / Onucanne

Complies / CootsetcTayer

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. / Taockue kpyrasie TaGuerkn co
CROLICHHbIMH KPAAMil OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO UBETA ¢ BRPAMNCHHAMH. IHa onHoii
CTOpPOHe TadneTk RhiaasaeHo caoso «CIPLAy. na
ApYTOil - ANHUA paznoma.,

Identification / INoaanHHOCTL

Anthraquinone glycosides / Complies /

f\}l'l'p'dx HMHOHOBLIE 'NMHKO3HILI

CooTeeTcTRyerT

Ammoniacal solution turns a reddish colour /
Okpaiuneaniie amMMiuaiHoro pPacTBopa B KPACHBI]
[1BET.

Methyl Parahydroxybenzoate Complies /
(HPLC)Y/ -
Merunnaparuapokcndenzoar

(BXKX)

CooTBeTcTBY

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 Methy|
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKIBAHHA OCHOBHOTO 111Kd HA XPOMATOrpamMme
HCIBITYEMOr0 PacTBOPA N0/IKHO COOTRETCTBOBATh
BPEMEHH VICPAHBAHNA OCHOBHOTO MiKa Ha
XPOMATOrpamMme CTaHIapTHOTO pacTsopa
MeTinaparuapokendensoara (pasae
«Mernanaparuiporcfenioar).

et

189.55m

Average weight / Cpeauas
macca

L

2/ | 89.

189.99 mg +7.5% / 189.99 vir =7.5%

(5]

N

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTeeTcTBYET TPEbOBaHUAM HO

Conclusion : APPROVED /
3aknwyveHne: OOOBPEHO

Checked by QC In-Charge / i
ecked by n-Charge E R

HokymeHT nposeper OKK:

Approved by QA In-Charge /

A7
OokymeHT ogobpeH OOK: o

)

Date /

Lara: 0Y.00. 20124

Date /

[ata: 07022028
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Cipla

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepus No :

485005

Batch Quantity / O6bem cepun:

5845packs / ynaroBok

AR No / AnaauTnuecknii otaer Ne :

ARF/014/2025

Date of Analysis / /lata anasmza:

17.01.2025

Date of Mfg / laTa npou3soacrpa:

01/2025

Date of Expiry / l'oaen no:

12/2027

Analysis performed according ND / Anasins nposeaén no HI1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

No

Test / Noxkazarens

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity ol weight /
OHOPOJHOCTS 110 Macce

Complies / CooTtBercTBYET

18720 tablets NMT 4 7.5 % / 18/20 ne onee = 7.5
%

2/20 tablets NMT =15% / 2/20 ue Gonee + 13%

5 | Lossondrying / Tloreps B 2.3% NMT 6.0 % / He Bonee 6,0 %
MACCe NMPH BhICYILHBAHUH
6 | Dissolution / 77-83% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) ceHro3naos qepes 120 mun
7 | Uniformity of Dosage units / AV =36 The acceprability index forn= 10 AV < L1.

On HOPOAHOCTL AO3HPOBAHHA

In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
=30

AV < 1. All values of xi must satisfv the

inequality:

M-xi| < 0.01 = L2 = M.

L1 =150: L2=25.0.

lNokasatens npuemaemoctu 1nsa n=10 AV < L1,

B cayuae, ecav 3paveHite AV npessiwaer L1,

NPOBOAAT WCMbITAHKUE Ha crneayioutnx 20 oOpasuax.

s n=30 AV < L. Bce 3Hauenna Xi Tom#K bl

YIOBICTBOPATL HEPABEHCTEY:

M-xi| < 0.01 * [.L2 = M,

L= 15,0; L2=250:

8 Assay (Spectrophotometry)
Kosmuecrsentoe onpenenenne
(CnexrpodoromeTpis)

14.1 1mg/tab /

14,1 Imr/Tad

From 12.15t0 15.53 mg (from 90.0 to 113.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12.15 10 15.53 mr (o1 90.0 10 115.0 %)
CEHHO3IWJIOR B TIEpecueTe Ha ceHHo3ul B B oiHoil

TadIeTRE.

Remarks : The Product conforms to ND/
MNpumevanue: [podykT cooTeeTcTeyeT TpebosaHnam HO

Conclusion : APPROVED /
3aknwyenune: OOQOBPEHO

Checked by QC In-Charge / ( P, .9
DokymeHT nposepeH OKK: g

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

#3)

Date /
Hata:

0 T1-02. 202X

Date /

P e
0. gn .
flara: 0 g LD

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJM3A

Page 3 of 4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

[poaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485005

Batch Quantity / O0bem cepun:

5845packs / ynaKoBOK

AR No / AnaanTuiecKuii oT4eT Ne :

ARF/014/2025 | Date of Analysis / JlaTa ana.in3a:

17.01.2025

Date of Mfg / lara npoH3BoaCTBA: 01/2023

Date of Expiry / 'oaen 10:

12/2027

Analysis performed according ND / Anauan3s nposenén no HJL[: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, w3, Ne 1 ox 09.07.2024

No Result / PesyibTarsl

Test / [MokalaTellb

Specification / Hopaa

9 | Content of Methyl
parahydroxybenzoate(HPLC )
Coaepxanne
meTHAnapariapokcnfexsoara
(BOKX)

0.043mg/tab

0.043mr/Tad

0.028 — 0,056 mg/tab. / Ot 0.028 710 0,056 Mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas H1crora

104) | Total Aerobic microbial count/ 80
OGLee uncio aspodHbIX

MUKpPOOPraHIns MOB

Not more than 10° cfu/ g / He Sonee 10" /r

10b) | Total combined veast and mould

count / Odwee yncio

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

<10
[necHEBLIN M ﬂpﬂ%’d\'EBhl.\
rpudoB
10¢) | Bile tolerant gram-negative Absent /OTeyTCTBYHOT Not more than 107/ ¢ / He Somee 107 /r
bacteria/ YcTofuHBhIE K
NeficTBIIO KeNUH
rpamMoTpHuaTelbHble OaKTepin
10d) | Staphylococcus aurcus Absent /OTCYTCTBYIOT Absentin | ¢/ Oteyrereie 8 1 1
10 ¢) | Escherichia coli Absent /OTCYTCTBYVIOT Absentin 1 ¢/ OreyretBnes 1 ¢

Salmonella

|1| n

Absent / OTCYTCTBYIOT

Absent in 10 g /Oreyrersie 8 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MpOAYKT COOTBETCTBYET tpeGosanuam HO

Conclusion : APPROVED /
3aknwuenue: OQOEPEHO

Checked by QC In-Charge / >
[JoKyMeHT NpoBepeH OKK: '—:;Q 3o

Approved by QA In-Charge / e
DokymenT opobpeH OOK: %ﬂf 3=

Date /

ars: O 02 201¥

Date /

[ata: 002 20LS

FMQC003-15-10

Cipla Ltd..Cipla Hotise. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At - Simchem Pvt. Lid.. Plot No. 60-65. Tuem Industrial Estate, Tuem. Pernem Goa -403512 '




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTM3A

Page 4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

[Mpoayxr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepna No: 485003 Batch Quantity / O6bem cepun:  5845packs / viakoBok
AR No / Anasntnueckuii otuer No: ARF/014/2025|Date of Analysis / Jata anamusa: 17.01.2025
Date of Mfg / lata npounssoaersa:  01/2025 Date of Expiry / Tonen no: 12/2027

Analysis performed according ND / Ananus nposeaén no H/I: IT1 N013745/01-180522, amend No. | dated
09.07.2024 / T1 N013745/01-180522, nim. No 1 o1 09.07.2024

No

Test / Mokasarenn

Result / PesyasTaTsl

Specification / Hopma

11 | Package / Ynaxkoeka
in a blister made of

61 HCTEP N3 NJICHKW

(noauaTHACHOBOI/

Mo NPUMEHEHIO.

Package / Ynakonka - 20 tablets

PVC/PE/PVDC film and
aluminum foil. 23 blisters with
23 patient information leaflets in
a carton. / ITo 20 rabnetok B

NOSHBHHWIXI ('!pHI[HOﬁ

NOJHBHHHITHACHXAOPHAHOM) n
amosMuHiesoit honesrin, no 25
ONNUCTEPOR B KAPTOHHYH) MAavKy
C BAOKEHHEM 25 HHCTPYKLIIT

Package / Vnakoska - 20 tablets in a blister made of
three-laver 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. / 1o 20
TAbICTOK B OAMCTEP U3 MAIGHKH TPEXCAOIHOI]
(MBX/MIDATBAX) v amomitHiesoii goansri. Mo 2
HAK 3 DAHCTEPA BMECTE C HHCTPYKLHEH 10
MPUMCHCHHIO B KAPTOHHYIO hauky, 1o 20 tadneTok
B DIMCTEP W3 NIEHKN NOAHBHHILIXAOPHINON
(nomnatineHosoii / MOJHBHUHWIHNEHXAOPHAHOI) 1
anoMitnresoit hoasri. no 25 Gmicrepos s
KAPTOHHYIO 1AUYKY C BIOKEHHEM 25 HHCTPYKUNHIT no
MPUMEHEHUIO,

12 Labeling / Mapkuposka According to ND /

B coorsercteun ¢ H]L

3 Storage conditions / Ycnosus

XPaHEHHA Bbiie 235 "C.

[nadry place. at temperature below 25 °C./ B cyxom mecte npu TEMIEPATYPE HE

14 Shelf life / Cpox roanocTy 3 years /3 rona

"

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cOOTBETCTBYET TpeboBaHnaAm HJ

Conclusion : APPROVED /
3aknwoyenune: OJOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

e et
HokymeHT nposepeH OKK: 'ngw HokymeHT oaoBpeH OOK: (’a,;t"‘r‘*
Y -
Date / _ Date / e T A T

o i il Hata: 07 22203

FMQCO003-13-10

Cipla Ltd.,Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India. .
At : Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate. Tuem. Pernem Goa -403512



