Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

~

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfg / lara npou3ssojcrsa:

Batch No / Cepust Ne : 485140 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Anaautruecknii oruer Ne: ARF/216/2025|Date of Analysis / Jata agaanza: 15.10.2025
10/2025 Date of Expiry / l'open ao: 09/2028

Analysis performed according ND / Ananns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 9.07.2024

Test / IoxkaszaTesb

Result / Pesyabrarsl

Specification / Hopma

| | Description / Onmcanue

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 Kpyrasie TableTku co
CKOLIEHHBIMH KPasiMH 0T KOPHYHEBOT'O 0 TEMHO-
KOpPHMYHEBOTO 1IBETa ¢ BKkparuieHuaMu. Ha onnoii
ctopoHe TabneTku BbiaasieHo cnoso «CIPLA», na
JIpYro# - JIMHHA pasioma.

(§8]

Identification / [ToanuuuoCTh

Complies /

2a) | Anthraquinone glycosides /

AHTPaXHHOHOBbIE TTTHKO3H/IbI

CooTseTcTBYET

Ammoniacal solution turns a reddish colour /
OxpaluMBaiWe aMMMauHOrO PacTBOpa B KpacHbIi
LBET.

2b) Complies /

Methyl Parahydroxybenzoate
(HPLC)/
Merunnaparuapokcndensoar

(BDXKX)

CootsercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepAHBAHUA OCHOBHOTO NHKA HAa XpOMaTorpaMme
HCOBITYEMOr0 pacTBopa A0JKHO COOTBETCTBOBATDL
BpeMeHHu yjlep)KHBaHHSl OCHOBHOTIO [MTMKa Ha
XpOMaTOrpamMMe CTaHAapTHOTO PacTBOpa
MeTHanaparuapoxcubensoara (pasznen
«Metunnaparuapokcubensoar).

3 | Average weight / Cpennss
Macca

189.10mg / 189,10mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: Mpoaykr cooTeeTcTBYET TpebGosaHuam HO | 3aknwyenue: OQOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / /7 5
JokymeHT nposepex OKK: '%2 t‘,”o JokymeHT ogobper OOK: /&i}}\“o‘v
Date / — o e— Date / -

Tlaa: IS 1o en flata: |$-\0 20028
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Cipla

CERTIFICATE OF ANALYSIS
b CEPTH®HUKAT AHAJIH3A

Page2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfg / Jlata npou3BoacTBa:

Batch No / Cepust No: 485140 Batch Quantity / O0bem cepun:  5848packs / ynakoBok
AR No / Asaamrauecknii oruer Ne : ARF/216/2025|Date of Analysis / Jara anaausza: 15.10.2025
10/2025 Date of Expiry / I'ogen go: 09/2028

Analysis performed according ND / Ananu3 nposenén mo HJ/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyasTats Specification / Hopma
" Test / Ilokaszatenas

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 me Goaee + 7.5
OAHOPOAHOCTE 10 MAcce %

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

5 | Loss ondrying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %

Macce NnpH BICY IHBAHUMN

6 | Dissolution / 78-93% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cennosumos uepes 120 muu

7 | Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV < L 1.
OnHopoaHOCTL 103HPOBAHKA 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 x L2 x M.

L1=15.0;12=25.0.

[Mokasatens npuemaemoctn ais n=10 AV < L1

B cnyuae, eciim 3Hauenue AV npesbiiaet L1,
MPOBOAAT HCNBITARKE Ha ceAyioninx 20 odpa3uax.
Jna n=30 AV < LI1. Bce 3Ha4eHua Xi 10K HbI
YIOBIETBOPATH HEPABEHCTBY:

[M=xi| 0,01 x L2 x M.

LI=150;1L2 =250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KosnuecTsennoe onpenenenue 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpogoromeTphs) Ot 12,15 no 15,53 mr (o1 90,0 a0 115,0 %)

14.08Mr/Ta6 CEHHO3MJIOB B NepecyeTe Ha ceHHo3na B 8 onnoit
TabnerTke.

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykr cooteeTcTByeT TpebGosaHuam HI

Conclusion : APPROVED /
3aknmouenune: OQOBEPEHO

Checked by QC In-Charge / P tJ

Approved by QA In-Charge / }g AP
—d_/

HAokymeHT nposepeH OKK: [oxymeHT ogobpeH OOK:
Date / Date / -
fata; S (0 1ont” Jlara: bt
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s CERTIFICATE OF ANALYSIS

-

CEPTUDPHUKAT AHAJIM3A

Cipla

Page3 of 4 /Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepusi No: 485140

Batch Quantity / O6bem cepun:  5848packs / ynakosok

AR No / Ananuruuecknii oruer Ne : ARF/216/2025|Date of Analysis / Iata ananu3za: 15.10.2025

Date of Mfe / lata npoussoacrea:  10/2025 Date of Expiry / I'ogen go: 09/2028

09.07.2024 / TT N013745/01-180522, u3m

Analysis performed according ND / Anaau3 nupoeenén no HJI: I1 N013745/01-180522, amend No. 1 dated
.No 1 ot 09.07.2024

Test / [Moka3zarennb

Result / PesyabTatht Specification / Hop

Ma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
METHnaparuapokc nbeHzoarta

(BOXKX)

0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

0,04 1mr/Tad

10 | MICROBIAL LIMIT TEST/ Muxkpobuonoruyeckas YHcToTa

10a) | Total Aerobic microbial count /
Ob1uee uncno a3podHLIX
MHUKPOOPTaHH3MOB

30 Not more than 10* cfu/ g / He Gonee 10" /r

10b) | Total combined yeast and mould
count / Obuee yuCI0

Not more than 107 cfu/ g /He Gonee 107 /r

<10

MAECHEBbLIX W APOHIKEBHIX

rpudoB
10¢) | Bile tolerant gram-negative Absent /OTeyTcTBYIOT Not more than 10° / g / He Gosiee 107 /r

bacteria/ VcroifuuBbie K

NEeHCTBUIO JKEJIUH

rpamMoTpiuaTeibibie 6aKTepruu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OTcchane B 1T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBHe B 1 1
109) | Salmonella Absent / OTcyTeTBYIOT Absentin 10 g / Orcyrereue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteeTcTByeT TpeboBanuam HA | 3aknovenne: ONOEPEHO
Checked by QC In-Charge / E £ 0 Approved by QA In-Charge / 7 el
[okymeHT npoeper OKK: i [okymenT onobpeH OOK: }gf,’;‘/”' y
Date / e Date / o *

.19, = C-\0' 2008

Oara: AR n e Hata: i
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOUKAT AHAJIM3A

Page4 of 4 /Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTta npon3Bojacrsa:

Batch No / Cepus No: 485140 Batch Quantity / Oobem cepun:  5848packs / ynaxosox
AR No / ApaanTuuecknii oruer Ne : ARF/216/2025|Date of Analysis / lata anannza: 15.10.2025
10/2025 Date of Expiry / I'onen go: 09/2028

Analysis performed according ND / Anaau3 nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IMokaszarenb

Result / Pesyastatsi

Specification / Hopma

Package / Vnakoska
in a blister made of

briucrep U3 nieHkH
MOAHBHHUIXIOPHIHON
(MOMMATHIIEHOBOIH/

10 MPUMEHEHUIO.

Package / Ynakoka - 20 tablets

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

MOJAHBHHUITHAEHXTOPHAHOR) H
ANOMUHHEBOH GONbrH,
BGaMCTEpOB B KAPTOHHYIO MAvKy
C BIOXKEHHEM 25 HHCTPYKLIAH

Package / ¥Ynakoeka - 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. / ITo 20
TabneToK B OAHCTEP M3 TUIEHKH TPEX CNOHHOM
(MBX/TID/MTIBAX) 1 amomunmesoit donsru. o 2
wiK 3 Gaincrepa BMeECTE ¢ HHCTPYKLIMAEH 110
NMPHMEHEHHIO B KapToHHYIO nayky. I'To 20 tabnetox
B GaMCTEP U3 IUIEHKH NOJIHBUHUIXIOPHIHOM
(MoNUITHACHOBOH / MOMUBUHHAKAECHXIOPHAHOM) K
amoMunuesoi Goreru, no 25 6aucTepos B
KapTOHHYIO MaYKy € BIOKEHHEM 25 MHCTPYKLMIA 110
NPHMEHEHUIO.

no 25

12 Labeling / Mapknposxa According to ND /
B cootserctBuu ¢ HJ
13 Storage conditions / Yciosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype He
XpaseHus Boile 25 °C.
14 | Shelf life / Cpok rogHocTi 3 years / 3 rona

Remarks : The Product conforms to ND/
MNMpumeyanne: MNpoaykT cooTeeTcTBYET TpeGosanuam HA

Conclusion : APPROVED /
3aknwuenue: O0OBEPEHO

= ./
W-1e-r»o 8

[ara:

Checked by QC In-Charge / £ v 9 Approved by QA In-Charge / ) o
HokymeHT npoeeper OKK: — [JokymeHT ogobper OOK: }W :
Date / Date /

1§10 2oy

[arta:

FMQC003-15-10
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