Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOUKAT AHAJIU3A

-

Page 1 of 4 / Crtp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485061

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Apaauruueckuii oruer Ne : ARF/086/2025|Date of Analysis / lara ananunza: 26.03.2025

03/2025

Date of Mfg / laTa npon3BoACTBA:

Date of Expiry / 'onen go:

02/2028

Analysis performed according ND / Anaau3s nposeaén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / NokaszaTenb

Result / PesynbTaThl

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. / Tlnockue kpyriasie Tabnetku co
CKOIIEHHBIMU KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOI'O LBETA ¢ BKparieHHaMu. Ha oaHoii
cropoxe Tabierky BeiaasieHo cnoso «CIPLAy, na
NPYTro# - THHUS pa3ioma.

2 Identification / IToamHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBercTByeT OxpaluvBaHHe aMMMAYHOrO pacTBOpa B KpacHbIH
AHTPaxMHOHOBBIC TTHKO3H/1bl Ber.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MerunnaparuapokcubeHszoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKUBAHUS OCHOBHOIO IMHKA HA XpOMATOrpaMme
UCIBITYEMOrO PacTBOPA LOJIKHO COOTBETCTBOBATH
BpeMeHH Y/epAHBAHUA OCHOBHOTO ITHKA Ha
XpoMaTorpaMme CTaHAapTHOTO pacTBOpa
meTtwinaparuapokcubensoara (paznen
«Mertunnaparuapokcubensoar).

3 | Average weight / Cpeanss
macca

189.28mg / 189.28mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooteeTtcrayeT TpebosaHuam H | 3aknoyeHue: ONOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposeper OKK: :zi:,f- CJ HokymeHT ogobpex OOK: @}\{
Date / Date /
. : == 2607,
flata: 2¢ ©*ters [lara; 6:0%2.202%
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Litd., Plot No. 60-65, Tuem Industrial Estate, Tuem; Pernem Goa -403512



Cipla

N CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A
g Page2 of 4/ Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepun Ne: 485061 Batch Quantity / Oobem cepuu:  5848packs / ynakosok
AR No / Aupanntaueckuii oruer Ne : ARF/086/2025|Date of Analysis / laTa ananu3a: 26.03.2025
Date of Mfg / lata npoussoacra:  03/2025 Date of Expiry / I'ogen go: 02/2028

Analysis performed according ND / Ana;m3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesybTaThl Specification / Hopma

» Test / [lokasaTenn

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT £ 7.5 % / 18/20 He Gonee = 7,5
OIHOpPOIHOCTH MO Macce ] %

2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / [Toteps B 2.5% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BBICYLUIMBAHUM

6 | Dissolution / 81-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenHe _ He menee 70 % (Q) cenHo3unos yepes 120 mud

7 | Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV <LI.
OAHOPOAHOCTh TO3HPOBAHHS 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:

IM-xi| 0,01 = L2 x M.

L1=15.0;L2=25.0.

[Toka3zatesb npuemaeMoctd WA n=10 AV <LI1.

B cnyuae, ecnu 3Havenue AV npesbrmaet L1,
MPOBOAAT HCNbITaHKe Ha criefytowmx 20 obpasuax.
Jlna n=30 AV <L1. Bce 3HaueHus Xi JOJDKHBI
YJAOBJIETBOPATE HEPABEHCTRY:

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

L1 = 15;0; L.2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHoe onpeneneHne 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) Ot 12,15 mo 15,53 mr (o1 90,0 1o 115,0 %)

14,06mr/Ta6 CEeHHO3M/10B B NepecyeTe Ha CEHHO3UI B B 01HO#
rabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykT cooteeTcTByeT TpebosaHuam HI | 3aknoueHue: ONOEPEHO
Checked by QC In-Charge / :;_:Q - Approved by QA In-Charge / =
HokymeHT nposeper OKK: G HokymeHT ogobpeH OOK: w

Date /
[ata:

Date /

fiae: 26 0322025
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Cipla

CERTIFICATE OF ANALYSIS

h CEPTUDUKAT AHAJIU3A

- Page3 of4 /Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepusa Ne: 485061 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Anannraaecknii oruer Ne : ARF/086/2025|Date of Analysis / lata anaiusa:  26.03.2025
Date of Mfe / lata npounssoacrsa:  03/2025 Date of Expiry / T'onen ao: 02/2028

Analysis performed according ND / Auanu3 nposeaén mo HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024 '

Result / PeayabTaTel Specification / Hopma
0 Test / Iloka3zaTenn
9 | Content of Methyl 0.040mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxxanue
MeTWInapardpokcudeH3oara 0,040Mmr/1a6
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpo6xonoryyeckas 4udcTora

10a) | Total Aerobic microbial count / 30
O0uiee 4Kc10 a3podHbIX Not more than 10* cfu/ g / He 6onee 10* /r

MHKpPOOPraHn3MoOB

10b) | Total combined yeast and mould , Not more than 10% cfu/ g /He Gonee 107 /r
count / O6mee 4ucno <10
TIJIECHEBBIX M JIPOIKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g/ He bosee 10% /r
bacteria/ YcToituusble K
JefCTBHIO KENYH
rpaMOTpHLATE/bHBIC DaKTEPHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin I g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytcTBHe B | T
100 | Salmonella Absent / OtrcytctBytor | Absentin 10 g / OtcytcTBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeuanue: NpoaykT cootBeTcTByeT TpebosaHuam H | 3akntoyenue: ONOBPEHO

Checked by QC In-Charge / L0 Approved by QA In-Charge /

HokymeHT nposepeH OKK: 'fjf"/ ) [HokymeHT ofobpeH OOK: %}jﬁ,’(
Date / o ‘ Date /

fara: 2-6:© 8% Lexd fara: 260202
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485061

Batch Quantity / O6nem cepun:

5848packs / ynakosok

AR No / Apanutuadecknii oryer Ne :

ARF/086/2025

Date of Analysis / Jlata ananuza: 26.03.2025

Date of Mfg / laTa npou3soacrsa:

0372025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Anann3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesysibTaTsl Specification / Hopma

N Test / IlokaszaTennb

11 | Package / YnakoBka Package / Vnakoska - 20 tablets |Package / YnakoBka - 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. / [To 20 tabneTok B 25 patient information leaflets in a carton. / [To 20
OMcTep M3 TUICHKH TabneTok B OMHCTEP W3 IUIEHKH TPEXCIIOHHOM
MONMUBHHHIXJIOPHAHOH (MIBX/TIDMIBAX) u antomuHueBoii onbru. [To 2
(nonuaTuneHoBoi/ 1K 3 GnHcTepa BMECTe ¢ HHCTPYKUME( no
MOJHBHHUITHACHXJIOPHIHOW) M | IpUMEHEHHIO B KapTOHHYIO nauky. [1o 20 tabnertok
anmoMuHUeBoi (oabru, mo 25 B G1HCTEp M3 [ICHKH MONHBHHHIXJIOPHIHOM
OMHCTEPOB B KAPTOHHYIO Navky |(MOMMAITHACHOBO# / MOJTHBUHHIUAESHXIIOPHIHOI) 1
C BJIOYKEHHEM 25 HHCTPYKUMiA AMOMHHHEBOI (onbru, no 25 6aUcTepoB B
10 MPHUMEHEHHUIO. KapTOHHYIO MayKy C BAOXeHHEM 25 MHCTPYKLUuii no

NPUMEHEHHIO,

12 Labeling / MapkupoBka According to ND /
B cooteercTBUH ¢ H]]

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyxom mecte npu Temneparype He

XpaHeHHs Boiie 25 °C.
14 Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyenune: OOBEPEHO

Checked by QC In-Charge /
OokymeHT npoeepeH OKK:

=2 F

Approved by QA In-Charge /
HokymenT ogobpen OOK:

G

Date / = Date /
Lata: 2.¢ % rodrs . 260%. 2029
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