Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHDUKAT AHAJIM3A

Page1 of4/Crp.1mu3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 vr

Batch No / Cepus Ne: 485075 Batch Quantity / O6nem cepun:  5848packs / ynakoBok
AR No / Ananntauecknii oraer Ne : ARF/103/2025 Date of Analysis / lara ananmsa: 12.04.2025
Date of Mfg / lata npousBoacrsa:  03/2025 Date of Expiry / Toen go: 02/2028

Analysis performed according ND / Ananu3 nposegén mo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / INokasaTenb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucatue

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 kpyrisie TabieTku co
CKOIIEHHBIMH KPasM# OT KOPHYHEBOTO 110 TEMHO-
KOPUYHEBOIO [BeTa ¢ BKparuieHusivu, Ha oqnoi
cropoHe TabneTky BelaapneHo cioso « CIPLA», Ha
JIpyroii - THHHA paszIoma.

2 Identification / [ToanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpaniMBaHye aMMHAaYHOTO pPacTBOpa B KpacHBIiH
AHTpaxiHOHOBbIE TIIMKO3HIBI ——
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorBeTtcTBYET chromatogram of the sample solution should
Metunnaparuapoxcubenzoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl '

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep/KHBaHUA OCHOBHOTO [HKa HA XpOMaTorpamMme
MCIIBITYEMOTO PACTBOPA JHOJIHHO COOTBETCTBOBATh
BPEMEHH YACPHKHUBAHHA OCHOBHOI'O ITHKA Ha
XpOMaTOrpaMMe CTaHIapTHOIo pacTBOpa
MeTWInaparuapokcudensoara (pasen
«Merunnaparuapokcrubensoar).

3 | Average weight / Cpennss
Macca

188.60mg / 188,60mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeyaHue: MpoaykT cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OJOGPEHO

Checked by QC In-Charge / P L0

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
[OoxkymeHT ogobpeH OOK:

BT

Date /

fara: 12 - 0L L2y

Date /

12 coy 2025
[Jarta:

FMQC003-15-10
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485075 Batch Quantity / Oobem cepun:  5848packs / ynakoBox
AR No / Anannrauecknii oruer Ne : ARF/103/2025|Date of Analysis / Iara ananuza: 12.04.2025
Date of Mfg / lata npouzsoacrsa:  03/2025 Date of Expiry / F'ogen jgo: 02/2028

Analysis performed according ND / Ananu3 npoBesén mo H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tokazarens

Result / PesyabTaTsi

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOIHOCTE M0 Macce

Complies / CooTBeTcTBYET

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

5 | Loss on drying / TToteps B 1.8%

Macce Nnpyu BeICYINMBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 78-91%

PacteopeHnue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units / AV=54

OAHOPOIHOCTL AO3UPOBAHUA

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; L2=25.0.

[Tokazarens npuemnemoctr A n=10 AV <LI.

B ciyuae, eciu 3naueHue AV npesbimaet L1,
MIPOBOJAT MCMbITAHUE Ha ciexyromux 20 oOpasuax.
Jlna n=30 AV < L1. Bce 3Ha9€HHA Xi TOKHE
Y/IOBJIETBOPAThH HEPABEHCTRY:

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

Ll = 150; L2=25

8 | Assay (Spectrophotometry)
KonudecTBeHHOE  OMpeeieHHe
(CnextpodoTomeTpHs)

14,02mr/Ta6

14.02mg/tab /

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 po 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B II€pecyYeTe Ha CeHHo3ua B B oqHOH
talbneTke.

Remarks : The Product conforms to ND/
MpumeyaHue: MNpopykT cooTeeTcTRYET TpeboBaHuam HO

Conclusion : APPROVED /
3aknwvyeHue: OOOEPEHO

Checked by QC In-Charge / e
HokymeHT npoeepeH OKK: 9£

Approved by QA In-Charge /
[HokymeHT ogobpen OOK:

BT

Date /

Dsve: 120 &4 Lo AT

Date /
[ara:

| 2. r oy roas

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
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CEPTHOUKAT AHAJIM3A

Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,I[E®, TABJIETKH 13,5 mr

5848packs / ynakoBok -

Batch No / Cepus Ne: 485075 Batch Quantity / O6bem cepun:
AR No / Ananutnueckuii order Ne : ARF/103/2025|Date of Analysis / lata ananuza: 12.04.2025
Date of Mfg / laTa mponszBoactBa:  03/2025 Date of Expiry / T'onen go: 02/2028

Analysis performed according ND / Ananus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / IlokasaTenn

Result / PesyabTathl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTUInaparuapokcubensoara
(BDXX)

0.043mg/tab

0,043mr/Tab

0.028 — 0.056 mg/tab. / Or 0,028 o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6ronorsueckas YucToTa

count / O61iee 4Kcio

10a) | Total Aerobic microbial count / 40
Ob6iee gucso aspobHbIX Not more than 10* c¢fu/ g / He 6onee 10° /r
MHKPOOPraHHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r

<10
IUIECHEBBIX H IPONIKEBBIX
TpuboB
10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTBYFOT Not more than 10%/ g / He 6onee 10 /r
bacteria/ Y cToiquBsie k
JIEHCTBHIO YKEIYH
TpaMOTPHIATEEHbIE OaKTEPHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1
10 e) | Escherichia coli Absent /OtcyTeTRYIOT Absentin 1 g/ OtcyrcTRue B 1 1
10 1) | Salmonella Absent / OrcyTeTByIOT Absentin 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
lMpumeyanume: MNpoaykT cooteeTcTBYET TPeboBaHuam H

Conclusion : APPROVED /
3aknwoyeHue: OJOBEPEHO

Checked by QC In-Charge / \
HokymeHT nposepeH OKK: ”va sl

Approved by QA In-Charge /
[JokymeHT opobpeH OOK:

&

Date /

Nlara: \)l.-oQ. 100

Date /

\w2H€ 9] N .
[ara Y 228
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Cipla

CERTIFICATE OF ANALYSIS
b CEPTUOUHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Tponyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485075 Batch Quantity / O6nem cepun:  5848packs / ynakoBok
‘AR No / AnannTudecknii oruer Ne : ARF/103/2025|Date of Analysis / Iata ananuza: 12.04.2025
Date of Mfg / lata npounssoacra:  03/2025 Date of Expiry / Togen jo: 02/2028

Analysis performed according ND / Ananu3 nposenén 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 / PesyabTaThl Specification / Hopma
= Test / IlokazaTesb ‘
11 | Package / YnakoBka Package / VniakoBka - 20 tablets |Package / Vnakoska - 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 tabneTok B 25 patient information leaflets in a carton. / ITo 20
brucTep U3 MIeHKY TabNeTOK B ONMCTED W3 TUIEHKH TPEXCA0#HOM
MOJTHBHHUIXJIOPHIHON (IIBX/AI2MIBAX) u amomuHieBoi dhoabru. 1o 2
(rmonuaTrIeHOBOH/ i 3 GIHACTepa BMECTE ¢ HHCTPYKLHKEH Mo
MONMHBHHIITHACHXIOPUIHON) H | IPHMEHEHMIO B KapTOHHY!0 nauky. [To 20 Tabnerox
aMOMHHHEEBOH (osbry, no 25 B GMCTep U3 IUICHKH MOJIMBUHUIXIOPUIHON
61HCTEpPOB B KAPTOHHYIO MadKy |(MOJHITHICHOBOM / MOMMBHHHIMAEHXIOPUIHOM) H
C BJIOYEHHEM 25 WHCTPYKIHH AMOMUAHHEBOH (onbrH, Mo 25 61HCTepoB B
0 NPHMEHEHHIO. KapTOHHYIO Na4Ky ¢ BIOKEHHEM 25 MHCTPYKLHHA 110
IPAMEHEHHIO.

12 Labeling / Mapkupogska According to ND /
B cooteerctBumn ¢ HJ

13 | Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temnepartype He

XpaHeHHs Beie 25 °C.
14 | Shelf life / Cpok rogHocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
MpumeyaHue: NpoaykT cooTBeTCTBYET TpeboBaHusM HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge / p:f/ly-”

[OokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

B

Date /
HaTa:

(I -1 W S B

Date /

Oata oy . 0258
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