Ciple

CERTIFICATE OF ANALYSIS

-

CEPTUDUKAT AHAJIU3A

Page10f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485021

Batch Quantity / O6bem cepun:  5848packs / ymaxoBok

. |AR No / Ananutuyecknii otaer Ne : ARF/034/2025|Date of Analysis / lata apann3a:  03.02.2025

Date of Mfg / laTa npoussoacrea:  01/2025 Date of Expiry / T'onen no: 12/2027

Analysis performed according ND / Anamus nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/31-180522, m3m. Ne 1 ot 09.07.2024

No

Test / Tlokaszarens

Result / PesyabTaThl Specification / Hopma

1 | Description / Onucasue Complies / CoorBeTcTBYET 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 kpyrasle TabneTky co
CKOLUEHHBIMH KPasiMM OT KOPHIHEBOTO 0 TEMHO-
KOPHYHEBOTro LBeTa ¢ BkpaniennamMu. Ha oauoit
cTopoHe TabneTku BolaasieHo cnoeo «CIPLA», Ha
ApYroi - THHKA pasioMa.

2 Identification / TToanuHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OkpawyBaHie aMMHAa4YHOTO pacTBOpa B KpacHsIi
AHTPaXMHOHOBbIE TTHKO3H bl ey
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CoorseTcTBYET chromatogram of the sample solution should
MertuianaparuapokcudeHn3oar ‘ corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YACPIKHUBAHUS OCHOBHOIO ITHKA HA XpomMmarorpamMme
HCOBITYEMOIO pacTBOpa J0KHO COOTBETCTBOBATL
BPEMEHH YIePKHBAHHA OCHOBHOI'O IMHKa Ha
XpomaTrorpaMme CTaHAapTHOrO pacTteopa
mMeTHnnaparnapoxcubensoara (pazen
«Mertunnaparuapoxcudensoar).

Average weight / Cpennas
Macca

L

192.05mg / 192,05mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: MpoaykT cootseTcTayeT Tpebosanuam HA | 3akntoyenne: OQOEPEHO

HokymenT nposepeH OKK:

Checked by QC In-Charge / 8 Approved by QA In-Charge / Y
"7’5’( % 2 %:ELL

HokymeHT onobpeH OOK:

Date / @?:.olq__o‘)’_sf
[aTa:

Date / O‘.(c()?—“wz'{
[aTa:

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




CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIW3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485021

Batch Quantity / O6bvem cepun:  5848packs / ynakogrok

|AR No / Ananuruaeckuii oraer No : ARF/034/2025|Date of Analysis / lara anammsa: 03.02.2025

Date of Mfg / lata nponssoacrsa: _ 01/2025 Date of Expiry / I'onen no: 12/2027

Analysis performed according ND / Anann3 npoeeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. No 1 ot 09.07.2024

Ne

Test / Iloxaszarens

Result / PesynbTaThbl Specification / Hopma

4 | Uniformity of weight /

Complies / CooTBETCTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee + 7,5

OnHOpOIHOCTB 10 Macce %
: 2/20 tablets NMT =15% / 2/20 ue Gonee £ 15%
5 | Loss on drying / [loteps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce Mpu BbICYILHBAHHUH
6 | Dissolution/ 79-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenno3nnos uepes 120 MuH
7 | Uniformity of Dosage units / AV =54 ' The acceptability index forn=10 AV <L1.

OnHOPOJHOCTh J03HPOBAHMS

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| < 0,0F x L2 x M.

L1=15.0;1L2=25.0.

[MTokasatens npuemaemoctd ana n=10 AV <LI.

B cnyuae, ecinu 3HaueHue AV npesbimiaer L1,
MpPOBOIAT MCNblTaHUe HA cheayrolnux 20 obpasuax.
Jna n=30 AV < L1. Bce 3HaueHHsA Xi JOMIKHBI
YIOBIIETBOPATH HEPABEHCTRY:

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

L1=15,0; L2 =25.

8 | Assay (Spectrophotometry)
KonuuecTeeHHoe onpeseneHne
(CnextpooTomeTpus)

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

13.96mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13,96Mr/Ta6 CEHHO3M0B B NIepecyeTe HA CeHHO3U B B onnoi
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNMpoaykr cootseTcTeyeT Tpebosanuam HI | 3akntoyenune: OOJOBPEHO

Checked by QC In-Charge / (59 Approved by QA In-Charge / - 1.6-¢
[okymeHT nposepeH OKK: i{:/ ; HokymeHT onobpeH OOK: %)i/l’ '
E:'trea-l 02 02 .r0>< H:iz-/ 0 Y02 o025
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOUKAT AHAJIM3A
Page3 of4/Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKM 13,5 mr
Batch No / Cepus Ne: 485021 Batch Quantity / Oonem cepun:  5848packs / ynakosox
« |AR No / Amanntnueckuii oruer Ne : ARF/034/2025|Date of Analysis / laTa ananauza: 03.02.2025
Date of Mfg / lata npounssogcrea:  01/2025 Date of Expiry / I'oxen no: 12/2027
Analysis performed according ND / Ananu3 npoeeaén mo HJ: I1 N013745/01-180522, amend No. 1 dated
$9.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTaTsi Specification / Hopma
Test / TloxkasaTenns
9 Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepixanue )
MeTHJInaparnapokcnbensoara 0,043mr/1ab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHosioruueckas 44cTora

10a) | Total Aerobic microbial count / 50
OG1iee YUCT0 a3poSHbIX Not more than 10* cfu/ g / He 6onee 10° /r

MHKPOOPTaHH3IMOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OBee yucno <10
TINECHEBLIX W OPOMKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 10° / g/ He Gonee 107 /r
bacteria/ Yeroitumusbie K
JeHCTBHIO Henuu
rpamoTpuuaTenbHble OaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin | g/ OtcytctBue B L T

10¢) | Escherichia coli ‘ Absent /OTcyTCTBYIOT Absentin | g/OtcytetBue B I' T

100 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g /OtcyrctBre B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED / J
Mpumeyanue: MpogykT cooteetcTayeT Tpebosanuam HI | 3aknrovenune: ONOEPEHO

Checked by QC In-Charge / ST Approved by QA In-Charge / -

HokymeHT nposepeH OKK: :i/u HokymeHT ogoBpen OOK; %ﬂﬂ&f

Date / " : .- Datet .

[lara: ©2. 02 202X [ata: 0022029
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

&l

-

Page4 of4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE®, TABJETKH 13,5 mr

{Batch No / Cepust Ne: 485021

Batch Quantity / O6bem cepun:  5848packs / ynaxonok

AR No / Ananurnueckuii oruer Ne : ARF/034/2025

Date of Analysis / laTa anamuza: 03.02.2025

Date of Mfg / iaTa NpoH3BOJCTBA:

01/2025

Date of Expiry / T'ogen no:

12/2027

Analysis performed according ND / Ananus nposeaén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / [TokasaTe/ib

11 | Package / YnaxoBka Package / Ynaxoska - 20 tablets |Package / Ynakoska - 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. / TTo 20 TabneTox B 25 patient information leaflets in a carton. / ITo 20
GnucTep M3 MIEHKH TabaeToK B OnucTep M3 IIIEHKH TPeXcnoiinoi
MOMTHBHHHIXTOPH/IHOM (MIBX/M/MIBJX) u amomunresoii gonsra. ITo 2
(TMONHITUIICHOBOM/ uam 3 6aucTepa BMECTe ¢ MHCTPYKIHEH no
MOMBUHIITHASHXIOPHAHOM) M |IPHMEHEHUIO B KapToHHYFO mayky. ITo 20 tabneTox
amoMHHIEBOH (onbry, no 25 B GnHCTep U3 MUIEHKH NOJMBHHUIIXJIOPHIHON
GIUCTEPOB B KAPTOHHYIO MAUKY  |(MOMAITHIEHOBOH / MOJIMBHHHITHISHXIOPHIHOM) 1
C BJIOKEHHEM 25 MHCTPYKLHii aMIOMHHHEBOIT (hosery, mo 25 GnucTepoB B
0 MPUMEHEHHIO. KapTOHHYIO MAYKy C BIOMKEHHEM 25 HHCTPYKIMM 10

NpUMEHEHHUIQ.

12 Labeling / MapkupoBka According to ND /
B cootserctBuu ¢ HJJ

13 Storage conditions / Ycnosns In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TEMIIEPaType He

XpaHeHHs Beitie 25 °C.
14 Shelf life / Cpox roanocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / 0
OokymeHT nposepeH OKK: 3'5’ '

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

Date /

[ara: ©2 o2.1r02-X

Date /

B
Nata: i
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