Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIM3A

Page 1 0f4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAI(E®, TABJETKH 13,5 mr

Batch No / Cepusa Ne: 485041

Batch Quantity / O6bem cepuu:

5845packs / ynakosok

AR No / Ananurnuecknii oruer Ne : ARF/062/2025 |Date of Analysis / lata anannza: 01.03.2025

Date of Mfg / Jlata npoussoacrea:  02/2025

Date of Expiry / I'ogen po:

01/2028

Analysis performed according ND / Auann3 nposenén mo H/A: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Toka3zaTenn

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description / OmucaHue

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. / [Inockue Kpyrneie TaGMeTKH CO
CKOLIEHHBIMU KPasMH OT KOPHUHEBOTO 10 TEMHO-
KOPUYHEBOI'O LiBeTa ¢ BKpanneHuamu. Ha ogHoit
CTOpOHE TabieTky BbIAaBIEHO c10B0 «CIPLAY, Ha
IpYroi - THHUA pazaoma.

2 | Identification / TIoAMHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpaimyBanne aMMHaqHOTO PACTBOpPa B KpacHIH
AHTPaXMHOHOBBIE TTHKO3HbI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MeTunmapariapoxcufeHsoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBaHUs OCHOBHOTO MHUKA HA XPOMATOrpaMme
HCIIBITYEMOro pacTBOPa A0JKHO COOTBETCTBOBATE
BPEMEHH yIePKUBAHHSA OCHOBHOIO MHKA Ha
XpoMaTorpamMme CTaHIapTHOTO PAcTBOpa
MeTHImaparuapokcrubensoaTa (pasmen
«MeTtunnaparuapokcubensoar).

3 | Average weight / Cpenuss
Macca

190.97mg / 190,97mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTCTBYET TpebosaHuam HL

Conclusion : APPROVED /
3aknroyenmne: O OBPEHO

Checked by QC In-Charge / %‘b—’
[lokymeHT nposepeH OKK; ’

Approved by QA In-Charge /
[okymeHT opobper OOK:

B

Date /

[ara: Bl 0% 2074

Date /

Nata: 0Y<03. 2025
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Cipla

CERTIFICATE OF ANALYSIS
S CEPTUDPUKAT AHAJIM3A
s ' Page 2 of4/Crp.2 uz 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 485041 Batch Quantity / O6bem cepun:  5845packs / ynakosok
‘|AR No / AnasmaTauecknii orger Ne : ARF/062/2025 |Date of Analysis / lara anannza: 01.03.2025
Date of Mfg / laTa npou3Boacra:  02/2025 Date of Expiry / I'onen no: 01/2028

Analysis performed according ND / Auanus nposegén mo HJ: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThbl Specification / Hopma

Test / [loxazaTens

4 | Uniformity of weight / Complies / CooTtBeTcTRYET 18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7,5
OnaHOPOAHOCTH IO Macce %
. 2/20 tablets NMT £15% / 2/20 ne Gonee =+ 15%
5 | Loss on drying / IToteps B 2.3% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BhICYLIHBAHUH
6 | Dissolution / 78-96% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpeHue He menee 70 % (Q) cenno3unos depes 120 mun
7 | Uniformity of Dosage units / AV =57 The acceptability index forn=10 AV <Ll1.
OIHOPOAHOCTD AO3HPOBAHHNS 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.

IToka3aTens npuemmeMocty s n=10 AV < L1.

B cnyuae, ecnu 3nauenue AV npesbimaer L1,
NPOBOIAT HCIBITaHKE Ha cnepyomux 20 o6pasuax.
Jnan=30 AV < L1. Bce 3Ha4eHUs Xi DOMKHBI
YJOBIIETBOPATL HEPABEHCTRY:

[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
KonuuecTBeHHO® oONpejeneHHe 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Or 12,15 po 15,53 mr (o1 90,0 no 115,0 %)

14,0dmr/Tad CEHHO3HIOB B IlepecyeTe Ha CcHHO3ua B B oaHol
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyaHue: MpoayKkr cootBeTcTeyeT Tpebosarnuam HIO | 3aknwoyenue: OAOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / 7
[okymeHT nposepeH OKK: W HokymeHT onobpeH OOK: @:ﬁ//
ﬂD::':\:, L2 o S P I B:"tr(;:/ OY4:.9% 2025
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CERTIFICATE OF ANALYSIS
.~ CEPTHOUKAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3 u3 4

Product: SE‘NADE TABLETS 13,5 mg

Hpoxykr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485041

Batch Quantity / Oobem cepun:

5845packs / ynakosok

/AR No / Anaantnueckuii otuetr Ne : ARF/062/2025

Date of Analysis / laTa ananuza: 01.03.2025

Date of Mfe / [lara npoussoacrea:  02/2025

Date of Expiry / T'onen no:

01/2028

Analysis performed according ND / Ananms nposenén mo HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTsl Specification / Hopma
Test / [loka3saTesb
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Copneprranue
MeTHITaparapokcubensoara 0.042mr/726
(B2XKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoOHonoruueckas 4ucTora

10a) | Total Aerobic microbial count / 20
OGee 4Mci0 a3poGHBIX Not more than 10 cfu/ g / He Gonee 10* /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / OGmee yncno <10
[UIECHEBBIX H IPOKEBBIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10”/ g / He Gomee 107 /r
bacteria/ Ycroitumsbie K
JeHCTBUIO METUH
rpamMoTpHTaTeNbHEIEe GaKTepHn

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcTBHe B 1 T

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Otcyrcteue B 1 1

100 | Salmonella Absent / OtcyTcTBytoT Absent in 10 g / Orcytersue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTcTByeT TPeboBaHusm HL

Conclusion : APPROVED /
3aknoueHue: O0OBPEHO

Checked by QC In-Charge / e (=2

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
[oxymeHT.ono6peH OOK:

B

Date /

Dara: G(‘O%'AM;’[

Date /

fara: oY 0% 202S
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIN3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 485041

Batch Quantity / Oonem cepnn:

5845packs / ynakosox

AR No / Apanntuueckuii oraer Ne : ARF/062/2025

Date of Analysis / {aTa apananza: 01.03.2025

Date of Mfg / laTa nponsBoacrea:  02/2025

Date of Expiry / T'oxen no:

01/2028

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

- Ne Result / PesyabTaThl Specification / Hopma
Test / [loxa3aTesb
11 | Package / Ynakoska Package / YnaxoBka - 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
6aucTep U3 NIEHKH TabneToK B ONUCTep U3 MIIEHKH TPEXCAOHHOM
MOJMBHHUIIXTOPUIHON (MBX/TIS/MBIAX) u amomuuueBoi ¢onsru. 1o 2
(nonuaTHIEHOBO/ und 3 GiucTepa BMECTE ¢ HHCTPYKUMEH no
MONMBUHUIIHIEHXIIOPHIHON) H | MPUMEHEHHIO B KapToHHYI0 nadky. ITo 20 tabnerox
amoMuHUeBoM (onbru, mo 25 B GHCTEp K3 MIEHKH MOJHBMHHIIXIIOPHIHOMH
GnHcTepOB B KAPTOHHYIO Mauky |(MOJMITHIEHOBOI / MOMMBHHUIHASHXIOPUAHOM) H
C BIIO)KEHUEM 25 HHCTPYKUHH anOMUHKEBO# (onbry, o 25 61UCTepoB B
N0 MPHMEHEHHIO. KapTOHHYIO Mauky C BIOMEHHEeM 25 HHCTPYKUMI Mo
TMPHMEHEHHUIO.

12 | Labeling / MapkupoBka According to ND /
B coorserctBun ¢ H]J

13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxom mMecTe npH TeMmepaType He

XpaHeHus Bime 25 °C,
14 | Shelf life / Cpok rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTCTBYET TPeboBaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge / W

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
LokymeHT onobpeH OOK:

AT

Date /
Nara:

olel 102X

Date /

Dara: oY:-02.2025
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