Cipla

CERTIFICATE OF ANALYSIS
E CEPTUDUKAT AHAJIM3A

Page 1 of 4/Crp. 1 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485162

Batch Quantity / O6bem cepun:  5846packs / ynakoBok

AR No / AmaauTnuecknii oraer Ne : AR

F/243/2025|Date of Analysis / lara anaan3za: 10.11.2025

Date of Mfg / lata nponssoacrea:  10/2025 Date of Expiry / T'oaen 10: 09/2028

Analysis performed according ND / Auanns nposeaén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / MNMoka3aTeib

Result / PesyabraThl 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. / [T10ckue Kpyribie TAONETKH CO
CKOLIEHHBIMH KPasgMi OT KOPHYHEBOTO 110 TEMHO-
KOPUYHEBOIO 1BeTa ¢ BKparenuamu. Ha oaHoi
cropone TabneTku BuinasneHo cnoso «CIPLA», na
Apyroii - TuHus pasjioma.

2 Identification / IToaaMHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTcTBYET OxpaiiiBaHie aMMHAauHOTO PacTBOpa B KPacHbIM
AHTpaxHHOHOBBIE TITMKO3W/bI TSET,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTBYET chromatogram of the sample solution should
MeTiinaparuapokcuoeH30ar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
yepKUBaHUA OCHOBHOTO MHKA HA XpOMATOrpaMme
MCMLITYEMOTO PACTBOPA J0/IKHO COOTBETCTBOBATh
BpeMEHH yIePKHBaHHA OCHOBHOTO ITHKA Ha
XpOMaTorpaMme CTaHIapTHOTO pacTBOpa
MeTunnaparuapokcubenszoarta (pasaen
«MeTtunnaparuipokcnoeH3oar).

3 | Average weight / Cpennsis 190.14mg / 190,14mr 189.99 mg +7.5% / 189,99 mr +7.5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MNpogykT cooteeTcTByeT TpebosaHuam HI | 3akntoyerme: ONOBPEHO
Checked by QC In-Charge / ﬁp 4.0 Approved by QA In-Charge /
[okymeHT nposepeH OKK: [okymeHT oaoBpeH OOK: /@}w
Y p o P
Date / — Date /
fara; \0r‘\:3-e3s [fara: (0 \*202¢"
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CEPTH®UKAT AHAJIM3A

Page 2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485162

Batch Quantity / O6bem cepun:  5846packs / ynakoBok

‘AR No / AraanTuuecknii oraer Ne : ARF/243/2025 | Date of Analysis / lata apaanza:  10.11.2023

Date of Mfg / lata npoussoactea: _ 10/2025 Date of Expiry / I'oaen 1o0: 09/2028

Analysis performed according ND / Anaan3 nposexén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

NQ Test / TlokazaTesb

Result / PesyibTaThl Specification / Hopma

4 | Uniformity of weight /
OHOPOIHOCTB 110 Macce

Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
%o
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

OOHOPOAHOCTBL J03HPOBAHHSA

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce npu BBICYLIWBAHUH
6 | Dissolution / 78-83% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHune He menee 70 % (Q) cennoznaoB depes 120 mun
7 | Uniformity of Dosage units / AV =509 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; 1.2=250.

TMoxkazaresb npHeMmaeMoctd ana n=10 AV <L1.

B cayuae, ec 3HadeHue AV npesbiiaet L1,
NPOBOJAT UCTILITAHHE Ha caenytomux 20 oOpasiax.
Jna n=30 AV < LI. Bce 3HaueHus Xi 10JKHbI
YIOBIETBOPATL HEPABEHCTBY:

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

L1=15,0;12=250.

8 | Assay (Spectrophotometry)
KonudecTBeHHOe oOmnpenejeHne
(CnexTpodoTomMeTpHs)

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

14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 10 15,53 mr (ot 90,0 1o 115,0 %)

14,08mr/7a6 CEHHO3M/OB B MepecyeTe Ha ceHHo3ua B B 0/HOI
TabJeTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanme: Mpoaykr cooteeTcTayeT Tpebosanuam H | 3aknwoveHue: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / op
AokymeHT npoBepeH OKK: —;ﬁ-bd [LokymeHT ogo6peH OOK: ‘/\,——«’
Date / o Date /

- s 402
fara: - - [Qara: o200 ¢
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJTM3A

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 485162 Batch Quantity / O6bem cepun:  5846packs / ynakoBok

\AR No / AuasnTuuecknii oruer Ne : ARF/243/2025 | Date of Analysis / laTa apaanza: 10.11.2025

Date of Mfg / lata npouzsoaersa:  10/2025 Date of Expiry / I'ogen j0: 09/2028

Analysis performed according ND / Ananu3 nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / Pe3yabTaThl Specification / Hopma
o Test / Moka3zaTenb
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIINnaparuapokcubensoara © 0.044mr/Ta6
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uoioruueckas 4HCTOTa

10a) | Total Aerobic microbial count /

OO6wee 4nuCI0 aIPOOHBIX 20 Not more than 10 ¢fu/ g / He Gonee 10° /r
MHKPOOPTaHU3IMOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obuiee yncio <10
TUIECHEBBIX H IPOMIKEBLIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Y croiiuuBbie K
JIeHCTBUIO KeluH
rpamMoTpHLATeNbHbIE OaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYHOT Absentin 1 g/ OtcyrcTtBUE B | T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OtcytctRue B | T
10) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykt cootsetcTyeT TpeboraHuam HI | 3aknwyenue: OQOBEPEHO
Checked by QC In-Charge / o Approved by QA In-Charge /
OokymeHT nposepeH OKK: 7;9)““‘“ JokymeHT ogobpen OOK: %ﬁe
Date / Date /
[lata: \O:\\. LoLg [ara: o \lpo2 9
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHPHUKAT AHAJIU3A

Page 4 of 4/ Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnsn Ne: 485162 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
AR No / Ananuruueckuii oryer Ne : ARF/243/2025|Date of Analysis / Jara ananusa: 10.11.2025
Date of Mfg / lara npounssoacrsa:  10/2025 Date of Expiry / ['oaen j0: 09/2028

Analysis performed according ND / Auasns nposenén mo H/L: [T N013745/01-180522, amend No. 1 dated

09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne
Test / [MokazaTe/b

Result / PesyibTaThl

Specification / Hopma

11 | Package / Ynakorka
in a blister made of

OnucTep U3 MIEHKH

(nonuITUIEHOBOIH/

no NPUMEHEHHHO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTok B

NOIHBHHUITXJIOPUIHOI

MOTMBHHUITUIEHXIOPUIHOI) 1
anoOMHHHEBO# donbru, o 25
OJMCTEPOB B KAPTOHHYIO MAuKy
C BIIOYWEHHEM 25 MHCTPYKLHH

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / [To 20
TabneTok B GIMCTep M3 MIEHKH TPeXCAOHHON
(MBX/T/MIBAX) u antomuHueBoit Goasry. [To 2
wu 3 damcTepa BMECTE ¢ MHCTPYKUMEH 110
NpUMEHEHHIO B KapTOHHY10 nauky. [To 20 tabnerok
B OUCTEP W3 MAEHKH NOJMBHHHIXIOPUIHOM
(MOAMATHIEHOBOH / MONMBUHWINASHXJIOPUIHOI) 1
anoMHUHUeBOH (onbry, no 25 61UCTEpoB B
KapTOHHYIO MayKy C BIOKeHHEM 25 HHCTPYKLUMH 110
MPUMEHEHHUIO.

12 Labeling / MapkupoBska According to ND /

B cootetcTBuM ¢ H]I

13 Storage conditions / Ycnosus

XpaHeHHs Bbiwte 25 °C.

In a dry place. at temperature below 25 °C. / B cyxomM MecTe npu TeMnepartype He

14 Shelf life / Cpok roaHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanne: Mpoaykr cooTeercTByeT Tpebosarnuam H

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
[okymeHT nposeper OKK: 4,/'Q’J' NokymeHT opobpeH OOK: ! Yol
b
Date / — Date /
Nara: to-\L.2ots Lara: Lo+ \+Don
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