Cipla

CERTIFICATE OF ANALYSIS
i CEPTUOGHUKAT AHAJIU3A

Page 1 of4/Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485032 Batch Quantity / O6bem cepun:  5844packs / ynakosok
‘AR No / Anaantuueckuii oraer Ne : ARF/049/2025 | Date of Analysis / laTa ananan3za: 18.02.2025
Date of Mfg / Jlata npoussogcrea:  02/2025 Date of Expiry / T'open po: 01/2028

Analysis performed according ND / Ananns nposeaén mo HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloxka3zaTens

No Result / PesynbTarsl

Specification / Hopma

1 | Description / Omucanue

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. / [Ltockue Kpyrable TabIETKH CO
CKOINEHHLIME KpasMy OT KOPHYHEBOI'0 10 TEMHO-
KOpHYHEBOTO IIBeTa ¢ BKpanieHusMu. Ha oaHoi
cTopore TaGneTky BblaBneHo cnoso «CIPLA», Ha
JPYToii - IMHAA pasfioMa.

2 | Identification / ITommuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET OkpamuBaHHe aMMHAYHOTO PAcTBOpPa B KPacHLIN
AHTPaxHHOHOBBIE TJIHKO3H/IbI b
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTunmaparaIpoKkcuOeH30atr corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep;KUBaHHST OCHOBHOTO TTHKA HA XPOMATOrpaMMe
MCIBITYEMOI0 PacTBOpa JOLKHO COOTBETCTBOBATE
BPEMEHHM y/IepKUBaHHA OCHOBHOIO ITHKA Ha
XpoMaTorpaMme CTaHIAPTHOTO PacTBopa
MeTHIaparnapokcudensoara (pasaen
«MeTunaparuIpokcadeH3oar).

(5]

Average weight / Cpenrsis
Macca

189.22mg / 189,22mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeyanue: MNpogykT cooTBeTCTBYET TpebosaHuam HA

Conclusion : APPROVED /
3axknwoyenue: OOQOBPEHO

Checked by QC In-Charge / 5\

Approved by QA In-Charge /

B

NokymeHT nposeped OKK: JokymeHT opobper OOK:
Date / \ LBl L“LS Date / 3
[ara: A [aTa: |02 2025
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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




-

CERTIFICATE OF ANALYSIS
CEPTH®HMKAT AHAJIM3A

Cipla

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHA,[[E®, TABJETKH 13,5 mr

Date of Mfe / JaTa npou3Bojcrea:

|Batch No / Cepust Ne: 485032 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / Ananurnueckuii oruer Ne : ARF/049/2025|Date of Analysis / Jara ananuza: 18.02.2025
02/2025 Date of Expiry / Tomen go: 01/2028

Analysis performed according ND / Apanu3 nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / Tlokaszarenn

No Result / PesyabTaTnl

Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTE MO Macce

Complies / CootBeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 e 6onee + 7.5
%
2/20 tablets NMT =15% / 2/20 ne 6omnee + 15%

OﬂHOpOﬂ.HOCTb IHO3HpOBAHHUA

5 | Loss ondrying / [Toteps B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BhICYILIUBAHHH
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennozunoB yepes 120 Mux
7 | Uniformity of Dosage units / AV =64 The acceptability index forn=10 AV <LI.

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;1L2 =250,

[Moxazarens npuemnemoctd 1 n=10 AV <L1.

B cnyyae, ecnu 3Havenue AV npessriuaer L1,
MpOBOJAT MCHbLITAHKE Ha caepyomux 20 ofpasuax.
Jna n=30 AV <L1. Bce 3Ha9eHus Xi T0HKHBI
Y/IOBJIETBOPATh HEPABEHCTRY:

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

L1 =150 LZ=25,0,

8 | Assay (Spectrophotometry)
KonuuecTseHHoe onpenenenne
(CnekrpodoTomeTpHst)

13.96mg/tab /

13,96mr/1ad

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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UI0B B TepecyeTe Ha ceHHo3ua B B onHoit
TabneTke.

Remarks : The Product conforms to ND/
Mpumevanue: Mpogykr cooTBeTcTBYET TpebosaHuam HA

Conclusion : APPROVED /
3akntoyeHue: OQOBEPEHO

[okymeHT nposepeH OKK:

Checked by QC In-Charge / §\§ ,

Approved by QA In-Charge /
NokymeHT ono6peH OOK:

B

Date /

\ ROk Loty
[ara:

Date /

ﬂaTa: ('JMO'?,"LOZ;

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
b CEPTHOHMKAT AHAJIM3A

Page3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 485032

Batch Quantity / Oonem cepun:  5844packs / ynakosok

‘|AR No / Ananntuueckuii oruer Ne : ARF/049/2025

Date of Analysis / lata anaimsa:  18.02.2025

Date of Mfg / Hata npouzsoncrea:  02/2025

Date of Expiry / 'ogen jo: 01/2028

Analysis performed according ND / Ananns nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / llokasaTenb

No Result / PesyabTaThl Specification / Hopma

9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
ConepxaHue - )
METHITaparuapoKcubeH30aTa 0.046Mr/Ta6
(B2XKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruveckas 4YHCTOTa

10a) | Total Aerobic microbial count / 60
O01uee 41cno a3pobHBIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould

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

bacteria/ Vcroitunssie K
IEHCTBUIO WKETUH
rpaMoTpHLAaTeNbHbIE DaKTepHH

count / OBuiee yuco <1
IJIECHEBBIX M POKIKEBBIX
rpudon _ .

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10°/ g / He Gonee 107 /r

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OtcytctBHE B 1 T
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin I g/ OrcyrctBue B 1 1
1010 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / Otcytersue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooteetcTByeT TpebosaHuam H | 3aknwvenune: O0OBPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK: ; 1\)\ d\\’*

Approved by QA In-Charge /
[oxymeHT opobpex OOK:

N =

Date / \R. 0% 101_;3"
Hara:

Date / ; s

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOWKAT AHAJIM3A

Cipla

Page4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAI[,Eﬁ, TABJIETKH 13,5 mr

_ |Batch No / Cepns Ne: 485032 Batch Quantity / O6nem cepun:  5844packs / ynakosox
AR No / Anamuruuecknii oruer Ne : ARF/049/2025|Date of Analysis / lara anamasza: 18.02.2025
Date of Mfe / Jata npouzsoacrsa:  02/2025 Date of Expiry /Tonen no: 01/2028

Analysis performed according ND / Ananus npoeegén no HJ: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / IToxazareb

Result / PesynbTaTsi

Specification / Hopma

11 | Package / Vnakoska

Package / Ynakoska - 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 TabneTok B
6aucTep U3 MISHKH
I0IMBHHIIXTOPHIHO
(nonu3THIEHOBOM/
MOJIMBHHMTMACHXIIOPHIHOIT) 1
aniomunuesoit goneru, mo 25
OAMCTEPOB B KAPTOHHYIO MAuKy
C BIOYKEHHEM 25 HHCTPYKLMIA
10 MPHMEHEHHIO.

Package / YnakoBka - 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
TabneTok B GIMCTEp N3 IUIEHKH TPeXCIOHHOMH
(MIBX/TI2/MBOX) n amoMunueBoit ¢onsri. [To 2
WK 3 GnucTepa BMECTe ¢ HHCTPYKLIHei 1o
MNPUMEHEHHIO B KapTOHHY0 nadky. [To 20 Trabnerox
B 6ANCTEP U3 MNEHKH MONTHBHHHIXJIOPHIHOM
(MOTMATUNEHOBROH / MOTUBUHUIHACHXJIOPHIHOH) U
amoMHUHUEBOI (onbry, no 25 GrucTepos B
KapTOHHYIO HayKy C BIOKEHHEM 25 MHCTPYKLMI no
TIPUMEHEHHUIO,

12 | Labeling / Mapxuposka

According to ND /

B coorserctBun ¢ H]|

13 Storage conditions / Ycnosust
XpaHeHHs1

In a dry place, at temperature below 25 °C. / B cyxom MecTe nipu Temneparype He

Bbime 25 °C.

14 Shelf life / Cpok rogHocTi

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooteeTcTyeT Tpebosanusam HI

Conclusion : APPROVED /
3akntoyeHue: O0OBPEHO

[okymeHT npoeepeH OKK:

Checked by QC In-Charge / @ e A

Approved by QA In-Charge /
[okymeHT onobpeH OOK:

B

Date /

[ara: L8t s

Date /

\qQ.02. - 2025
[ara:

FMQC003-15-10
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