Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDUKAT AHAJIN3A

Page 1 of4/Ctp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485050 Batch Quantity / O6bem cepun:  5841packs / ynakoBok
. |AR No / AnaaaTraecknii oraer Ne : ARF/075/2025|Date of Analysis / laTa anamsa: 10.03.2025
Date of Mfg / laTa npoussoactea:  02/2025 Date of Expiry / I'ogen jo: 01/2028

Analysis performed according ND / Ananns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [lokaszareis

Ne Result / PesynabTaTht

Specification / Hopma

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. / [Tnockue kpyrsibie TabaeTKH co
CKOLIEHHBIMH KpPasiMH OT KOPHYHEBOI0 10 TeMHO-
KOPHYHEBOTO LIBETA ¢ BKparuieHusiMu, Ha onHol
cropoHe Tabnetky BriaasneHo cnoso «CIPLA», Ha
JApyro#i - JIMHUS pasjioMa.

2 | Identification / [TognnHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTseTcTBYET OkpatMBaHue aMMHUaYHOro PacTBOPA B KpPacHbIil
AHTP&XHHOHOBBIE TNUKO3H/IbI LIBET.
2b) | Methy| Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
Merunnaparunpokcubensoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yJIePKHBAHNA OCHOBHOTO MHKa Ha XpOMaTOrpamMme
MCITLITYEMOI'0 PacTBOPA I0JDKHO COOTBETCTBOBATH
BPEMEHHU YIEPKHBAHKA OCHOBHOTO MKKa Ha
XpOMaTOrpamMMe CTaHIapTHOro pacTsopa
MeTHnnapariapokcubensoara (pasjen
«Mertunnaparuapokcubensoar).

3 | Average weight / Cpenuss
macca

190.84mg / 190,84mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanne: MNpoaykr cooTeeTcTByEeT TpebosaHuam HA

Conclusion : APPROVED /
3akntoyenue: O0OEPEHO

Checked by QC In-Charge / Cﬁ-’w

[okymeHT npoeepex OKK:

Approved by QA In-Charge /
HokymeHT oaobpeH OOK:

G

Date /

[lata: 0032025

Date /

o 2.037605
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

2 Page2 of 4/ Crtp.2 n3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHA,IIEﬁ, TABJETKH 13,5 mr
Batch No / Cepus Ne: 485050 Batch Quantity / O6bem cepan:  5841packs / ynakosox
AR No / ApanuTnyeckunii otuer Ne : ARF/075/2025|Date of Analysis / lata anannza: 10.03.2025
Date of Mfg / lata nponsBoacrBa:  02/2025 Date of Expiry / I'ogen no: 01/2028
Analysis performed according ND / Anann3 nposenén no H/I: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / II N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesyibTaThbl

Test / IlokazaTens

Specification / Hopma

4 | Uniformity of weight / Complies / CooTeeTcTByeT
OIHOPOAHOCTB 0 Macce

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

3 Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYIIUBAHHHA
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PacTtropenue He menee 70 % (Q) cenno3naos uepes 120 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn =10 AV <LI.

O}IHOpOﬂ_HOCTb J03HPpOBaHHKA

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; L2=25.0.

[Nokasarens npuemaemoctr a1a n=10 AV < LI.

B cnyuae, ecnu 3Hauenne AV npesbimaer L1,
NPOBOJAT MCHbITAHME Ha cnemyroux 20 obpa3zuax.
s n=30 AV < L1. Bce 3Ha4eHHs Xi JOTMKHBI
YIOBIETBOPATH HEPABEHCTBRY:

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

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

8 | Assay (Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonndecTBeHHOE OMNpeneseHue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoToMeTpHs) Or 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)
14.09mr/Tab CEHHO3M/I0B B NepecyeTe Ha CEHHO3H 1 B B oHOl
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooTBeTcTBYET Tpebosanusam HO | 3aknwoyeHune: OJOEPEHO
Checked by QC In-Charge / %ﬂu Approved by QA In-Charge / =
HokymeHT npoBepeH OKK: OokymeHT opobper OOK: %
Date / ‘ Date /
sy s L -0%- 5
[ara: it taesi [ara: \ ot
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

-~

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

IIpoayKr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485050

Batch Quantity / O6bem cepuu:

5841packs / ynakoBok

AR No / Ananarauecknii oruer Ne : ARF/075/2025|Date of Analysis / laTa ananusa:

10.03.2025

Date of Mfg / lara nponsBoacrea: _ 02/2025

Date of Expiry / I'ogen go:

01/2028

Analysis performed according ND / Anannas npoeexén mo HJI: TI N013745/01-180522, amend No. 1 dated
109.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024 i

Test / IlokazaTenb

No Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl 0.04 Img/tab
parahydroxybenzoate(HPLC)/
Conepxatnue
MeTHInapariipokcuoensoara 0,041mr/1a6
(B2IKX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOHoloraueckas 44ctoTa

102) | Total Aerobic microbial count / 20

OBuiee 4HCII0 aIpOOHBIX
MHKPOOPTraHHU3MOB

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

10b) | Total combined yeast and mould
count / O6mee anciio
TIJIECHEBLIX H APOHOKEBLIX

rpubon

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcTolUHBEIE K
JNEWCTBHIO HETIU

rpamMoTpHIATENbHbIE GaKkTepHu

Absent /OTcyTCTBYIOT

Not more than 10/ g / He Gonee 10° /r

104d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g /OtcytcTBHe B I T

10¢) | Escherichia coli

Absent /OTcyTCTBYHOT

Absentin 1 g /OrcytcTBHE B 1 T

10f) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g /Orcyrctee B 10 g

Remarks : The Product conforms to ND/
Mpumeyanne: MpogykT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3axknwyvenune: OQOEPEHO

Checked by QC In-Charge / e;f_/t”g

Approved by QA In-Charge /

A

[okymeHT npoeepeH OKK: [okymeHT ogobper OCK:
Date / e Date / %. 0% 2025
Aarta: b et [fata: \

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJI3A

Page 4 of 4/ Cr1p. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npou3Bojacrsa:

Batch No / Cepun Ne: 485050 Batch Quantity / O6nem cepun:  5841packs / ynakosok
AR No / Asanntrayecknii oruer Ne : ARF/075/2025|Date of Analysis / lara ananuza: 10.03.2025
02/2025 Date of Expiry / I'ogen go: 01/2028

Analysis performed according ND / Anann3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTens

Result / PesyabTaTsl

Specification / Hopma

Package / VnakoBka

Package / VmakoBka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I[To 20 TaGneTok B
6amcTEP U3 MICHKH
MOJIHBUHUITXJIOPUAHON

(oMM TUNEHOBOMH/
NOJIUBHHHIHAEHXIOPUIHOM) U
AMOMHHHEBOH (onbru, no 25
ONUCTepOB B KAPTOHHYH) Na4Ky
C BIIOXKEHHEM 25 HHCTPYKIMI
M0 NPHMEHEHHHD.

Package / Ynakoska - 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
Tabnetox B 61UCTEp M3 NIEHKH TPEXCIIOMHOM
(MBX/TID/MBAX) 1 antomuHieBoit dhonsra. Mo 2
WM 3 GiMcTepa BMECTE C HHCTPYKIHEH [0
NPUMEHEHHIO B KapTOHHY10 nadky. [To 20 Tabnerok
B 6JIMCTEp M3 TUTEHKH MOTHBHHHITXIIOPHAHOM
(MONUATHIEHOBOH / MONMUBUHUITHASHXIOPHAHOM) U
amoMHHHEBOH (osbrit, no 25 GiHcTepos B
KapTOHHYFO NMayKy ¢ BIOKEHHEM 25 MHCTPYKLHH Mo
OPUMEHEHHUIO.

12 Labeling / Mapkupogka According to ND /
B cootBeTcTBHE ¢ H]T
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemrnepaType He
XpaHeHHs Beime 25 °C.
14 Shelf life / Cpok rogHocTtu 3 years / 3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykT cooTeeTcTBYET TPeboBaHuam HO

Conclusion : APPROVED /
3aknioyeHune: OQOBPEHO

Checked by QC In-Charge / £9
DokymeHT nposeper OKK: % :

Approved by QA In-Charge /
[okymenT ogobperH OOK:

e

Date /

[ara: {0:%3. 2024

Date /

_ \%-03-20295
Hara:

FMQC003-15-10
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