Cipla

CERTIFICATE OF ANALYSIS

LY

CEPTUDOHUKAT AHAJIM3A

Page 1 of4 /Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne : 485089

Batch Quantity / O6bem cepun:  5842packs / ynakosok

AR No / Ananurnuecknii oruer Ne : ARF/156/2025|Date of Analysis / laTa anann3za: 08.08.2025

Date of Mfg / lara nponssoacrea:  07/2025 Date of Expiry / I'oagen pno: 06/2028

Analysis performed according ND / Anaan3s nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MokazaTennb

Result / PesyapTath! 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. / [1nockue Kpyrabie Tabnerku co
CKOLIEHHBIMH KPasMH OT KOPHIHEBOT'O 0 TEMHO-
KOPHYHEBOr'o 1BeTa ¢ BKparieHuaMHu. Ha oaHoii
cTopoHe TabneTkH BelaasneHo cioso «CIPLAY, Ha
APYroii - THHUA pasnoMa.

2 Identification / IToaIMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBetcTBYET OxpamuBaHue aMMHa4yHOro pacTBOpa B KpacHbIi
AHTPaXHHOHOBbIE TTTHKO3H/IbI iy
2b) | Methyl Parahydroxybenzoate . Complies / Retention time of the principle peak in the
| (HPLC)Y/ CoorBeTcTRyeT chromatogram of the sample solution should
MeTuinaparuapokcubessoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIACPKHBAHKA OCHOBHOIO IMHKA HA XpOMaTorpamme
HMCTBITYEMOrO PACTBOPA AOJKHO COOTBETCTBOBATS
BPEMEHH YIEP/KHBAHHA OCHOBHOTO [THKa Ha
XpoMatorpamMme CTaHIapTHOTO pacTBopa
MeThinaparuapokcubensoara (pasaen
«Metunnaparuapokcubenzoar).

3 | Average weight / Cpennss 190.82mg / 190,82mr 189.99 mg +7.5% / 189,99 mr +7,5%
Mmacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cootsercTayeT Tpebosanuam HI | 3aknioyenue: OOOBEPEHO
Checked by QC In-Charge / % _9 Approved by QA In-Charge / o
[okymeHT nposepeH OKK: — [okymeHT onobpeH OOK: /
Date / — Date /
[ava: e - 0%.2025 Tlae: \\.08-2008

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

CERTIFICATE OF ANALYSIS

-

CEPTUDPUKAT AHAJIM3A

Page2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 485089

Batch Quantity / O0bem cepuu:

5842packs / ynaxosok

AR No / Ananutnueckuii oruer Ne : ARF/156/2025|Date of Analysis / lata ananuza: 08.08.2025

Date of Mfg / lata npousBoacta:  07/2025

Date of Expiry / I'ogen no:

06/2028

Analysis performed according ND / Ananns nposesén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [MokazaTennb

Result / PesyabTars!

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ne 6omee = 15%

5 | Loss on drying / Tloteps 8 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLHBAHUK
6 | Dissolution / 77-96% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cenHo3uaoB qepe3 120 Muu
7 | Uniformity of Dosage units / AV =55 The acceptability index forn =10 AV <LI.

O[HOPOJHOCTE J03HPOBAHMA

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=250.

[NTokazatens npuemaemMocTs 411 n=10 AV <LI.

B cnyuae, eciu 3HaueHue AV npessiiuaer L1,
MPOBOAAT HCIBITAHKHE HA creAytomux 20 obpasuax.
Jna n=30 AV < L1. Bce 3HaueHus Xi TODKHbBI
YIOBNETBOPATE HEPABEHCTBY:!

[M-xi] 0,01 x L2 x M,

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

8 | Assay (Spectrophotometry)
KonHJyecTBEHHOE  Ompenefenue 14.17mg/tab /
(CnextpodoTomeTpus)
14,17mr/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 g0 15,53 mr (o1 90,0 m0 115,0 %)
CEHHO3HM/IOB B [epecyeTe Ha CeHHOo3ua B B onHoil
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3aknwoyenue: OOBPEHO

Checked by QC In-Charge / T (P
OokymeHT npoeepeH OKK: ’i/ :

Approved by QA In-Charge / Cof
[HokymeHT ogobpeH OOK: @,_.’——

Date /

Jara: =B O% 1o

Date /

fara: \\-o2-2008"
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne : 485089

Batch Quantity / O0nem cepuu:

5842packs / ymakoBox

AR No / Ananatuuecknii order Ne : ARF/156/2025|Date of Analysis / {ata anannza: 08.08.2025

Date of Mfg / lara npoussoacrea:  07/20235

Date of Expiry / T'ogen jgo:

06/2028

Analysis performed according ND / Anaau3s nposeagn no H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Moka3zaTens

Result / PesyabTaTnt

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepixaHue
MeTwinaparuapokcubenzoaTa
(B2XX)

0.039mg/tab

0,039mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Mukpobuosioruyeckas 4HCToTa

10a) | Total Aerobic microbial count / 10
O61ee yucno a3podHbIX

MHKPOOpPraHuiMoB

Not more than 10" cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / O6mee uucno
MAECHEBBIX U JIPONIKEBBIX

rpubos

<10

Not more than 10” cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiuMBble K
JEHUCTBUIO XKeJIUH

rpaMoTpHilaTesbHbIe BakTepun

Absent /OTCYTCTBYIOT

Not more than 10°/ g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

.Absentin 1 g/ OtcyrctBues 1 r

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcytcTBue B 1 1

10) | Salmonella

Absent / OtcyTcTBYIOT

- Absent in 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
MpumeyaHue: Mpoaykr coorteercTeyeT TpebosaHuam HU

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / ' 0
HokymeHT npoeepeH OKK: ":Evt”o

Approved by QA In-Charge /
DokymeHT ogoBpeH OOK:

oot

Date /

e &% 0% 10 E

Date /

Oara: Wos 20
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne :

485089

Batch Quantity / O6bem cepun:

5842packs / ynakosox

AR No / AnaanTrueckuii oraer Ne : ARF/156/2025

Date of Analysis / lata anannza: 08.08.2025

Date of Mfg / IaTa npon3BoxcTBa:

07/2025

Date of Expiry /Togen go:

06/2028

Analysis performed according ND / Auasus npoBeaén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, usm. Ne 1 ot 09.07.2024

Result / PesynbTaThl Specification / Hopma
" Test / [lokasaTens
11 | Package/ YnakoBka 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. / ITo 20 Tabnerok B 25 patient information leaflets in a carton. / ITo 20
6nucTep M3 NIeHKH TabneTok B OIUCTEp M3 MUIGHKH TPEXCJIOHHOH
NOJHBHHUIXIOPUIHOH (TMIBX/TI2/MIBJIX) u amomMuHueBoit honsru. [To 2
(nonuaTHIIEHOBOI/ uau 3 Gnuctepa BMECTE ¢ HHCTPYKIHUE! o
NONMBUHHIMACHXIOPUAHOH) H | MPUMEHEHHIO B KapTOHHYIO nadky. [To 20 tabnerok
anoMHHUeBoi doapru, no 25 B OJIMCTEp U3 TIEHKH NOJHBHHUIXIOPHIHOM
OTMCTEPOB B KAPTOHHYIO Ma4uky |(Moau3TuiaeHoBoit / NOAMBHHIMAEHXJIOPHAHOI)
C BJIOJKEHHEM 25 HHCTPYKUHH alOMMHUEBOH (o7bry, Mo 25 GNHCTEPOoB B
10 MPUMEHEHUIO. KapTOHHYIO MAYKy C BJIOMKEHHEM 25 UHCTPYKLHIT Mo
MPUMEHEHHIO,

12 | Labeling / MapxupoBka According to ND /
B cooteetcTBHE ¢ H]T

13 | Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype e

XpaHeHus Bbuwe 25 °C,
14 | Shelf life / Cpoxk rogunoctH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyvanue: NpoaykT cooTBeTcTBYET Tpebosanuam HI

Conclusion : APPROVED /
3akntovenue: OOJOBEPEHO

Checked by QC In-Charge / P Approved by QA In-Charge /
[okymeHT nposepeH OKK: /NUQ DokymeHT ogobpen OOK: %‘\/@‘P"
Pre o5 et pe  wesans

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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