Cipla

CERTIFICATE OF ANALYSIS

. CEPTH®UKAT AHAJIU3A

Page 1 of 4 / Ctp. i;{34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485051 Batch Quantity / O6bem cepun:  5847packs / ynakosok
-|AR No / Ananutuuecknii oruer Ne : ARF/076/2025|Date of Analysis / laTa apaauza: 11.03.2025
Date of Mfg / Jlata npoussogerBa:  02/2025 Date of Expiry / I'open no: 01/2028

Analysis performed according ND / Ananu3s nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesyabTathl

Test / Iloka3zarens

Specification / Hopma

1 | Description / Onucanne

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. / ITnockue Kpyrible TabneTky co
CKOWEHHBIMW KPasM¥ OT KOPUYHEBOTO JIO TEMHO-
KOPWYHEBOTrO LIBETA ¢ BKpamneHusamMu. Ha onHol
cropoHe TabneTkH BblaBiaeHO cnoBo «CIPLAy, Ha
IpYTOH - JIMHKS pa3jioMa.

2 Identification / IToaIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OKpalmBaHie aMMHAYHOIO PacTBOpa B KpacHbIi
AHTpPaxMHOHOBBIE TTHKO3HIIBI aer. ‘
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOTBETCTBYET chromatogram of the sample solution should
MeTruinaparipokcuben3oar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep/KHBaHHsl OCHOBHOTO IMKA HA XPOMATOTpaMMe
HCILITYEMOTO PAcTBOPA NOKHO COOTBETCTBOBATH
BPEMEHH YIEPKMBaHWA OCHOBHOTO MHKa Ha
XpOMATOTPaMMe CTAHAAPTHOTO PacTBOpa
MeTHinaparuapoxcubensoara (pasmen
«MeTwnaparuIpokcHOEH30aT).

3 | Averdge weight / Cpemnss
Macca

190.87mg / 190,87mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTBYET TPeboBaHuAM HI

Conclusion : APPROVED /
3aknioyeuue: ONOBEPEHO

Checked by QC In-Charge / ‘_’;’El e

Approved by QA In-Charge /

FE

[okymeHT nposepeH OKK: JokymeHT ogobper OOK:
Date / _ Date / \0%-2025
[ara: IR 0% .20 < fata: ! L\
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Cipla

CERTIFICATE OF ANALYSIS
X CEPTHOHUKAT AHAJTH3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485051 Batch Quantity / O6nem cepun:  5847packs / ynakoBok
AR No / Ananutudeckuii oraer Ne : ARF/076/2025 | Date of Analysis / lara ananmza: 11.03.2025
Date of Mfe / laTa nponssogcrsa:  02/2025 Date of Expiry / I'oaen no: 01/2028

Analysis performed according ND / Anann3s nposenén mo HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / JTI N013745/01-180522, usm. Ne 1 ot 09.07.2024

Ne

Test / Iloka3aTeib

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTE 10 Macce

Complies / CooTBeTcTBYET

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

5 | Loss on drying / IToteps B 2.4%

Macce€ MpH BRICYIIHBaHHUH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 83-91%

PacTtBOpeHHe

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cerHo3um0R yepes 120 MHH

7 | Uniformity of Dosage units / AV=54

OnHOPOIHOCTH I03HPOBAHKA

The acceptability index forn= 10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

AV < L1. All values of xi must satisfy the
inequality: '

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

L1=15.0; L2 =25.0.

INokazarens mpremneMocTts ais n=10 AV < L1.

B ciyuae, ecri 3HaueHHe AV npessimaer L1,
NPOBOAAT MCIBITAHKE Ha crienyronmx 20 o6pasuax.
Hnsan=30 AV <L1. Bce 3Ha4eHna Xi IOKHBL
YAOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KommecTseHHOE oOnpeneneHune
(CnextpodoToMeTpus)

13.93mg/tab /

13,93Mmr/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 (o1 90,0 o 115,0 %)
CEHHO3MJIOB B NepecueTe Ha CeHHO3MI B B oaHOM
TabneTkKe.

Remarks : The Product conforms to ND/
MpumeyaHue: Npoaykr cooteeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / gf;bi’

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK:

G

Date /

sl hel.20>C

Date /

Jara: \Y4+0%.2025
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Cipla

CERTIFICATE OF ANALYSIS

. % CEPTHO®UKAT AHAJIA3A it
Page 3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJ.I;E®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485051 ' Batch Quantity / O6bem cepun:  5847packs / ynakosok
.|AR No / Apanntrdecknii oruer Ne : ARF/076/2025|Date of Analysis / lata apanmza: 11.03.2025
Date of Mfg / laTa npon3Boaersa:  02/2025 Date of Expiry / I'oaen fio: 01/2028

Analysis performed according ND / Anann3 nposenén no HI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesybTaThl Specification / Hopma

Test / IMokasarens

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepanne _
METHITaparuapokcudensoara 0,042mr/1a6
(BDXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGnosiorndeckas uacToTa

108) | Total Aerobic microbial count / 20
O6mee yMcio a3pOOHBIX Not more than 10* cfu/ g / He Gonee 10 /r
MHKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 107 /r
count / O61ee yHciIO <10 :
TIECHEBBIX U IPOKIKEBBIX
TpuboB
10¢) | Bile tolerant gram-negative Absent /OtcyreTytoT Not more than 107/ g/ He Gonee 10° /r
bacteria/ YcToifuuBbIe K
JeHCTBHIO HKeTIH
rpamMoTpHLaTeIbHbIe OakTepUur
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin | g/ OtcyrctBue B | 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OtcytcTBHe B | T
106) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Otcyrctere B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cootBeTcTBYET Tpebosarusm HI | 3aknwouenne: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / =
[okymeHT nposepeH OKK: w [okymeHT ogobper OOK: %
Date / R — Date / Vv 0% D25
[Hara: M [ara; "
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJTU3A

Page 40f4/ Crp.4u34

Product: SENADE TABLETS 13,5 mg

Tipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485051 Batch Quantity / O6bem cepun:  5847packs / ynakosok
AR No / Anaaatuuecknii oraer Ne : ARF/076/2025|Date of Analysis / laTa asanuza: 11.03.2025
Date of Mfg / Jlata npousBoacrBa:  02/2025 Date of Expiry / I'ogen go: 01/2028

Analysis performed according ND / Ananun3 nposexén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / IToka3aTesib

Result / Pe3yabTath!

Specification / Hopma

11

Package / YniakoBka

Package / Ynaxopka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITTo 20 Tabnerok B
brucTep M3 TUIEHKH
MTOTHBHHMJTXJIOPUIHOH
(TONMHATHIEHOBOMH/
MOJABUHIIHACHXIOPH/IHOH) 1
amoMuRKeBOH (onbry, no 25
GIHCTEPOB B KAPTOHHYO TAYKY
¢ BIOYKEHUEM 25 MHCTPYKLIUH
TI0 IPUMEHEHHIO.

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. / ITo 20
TabneToK B GJMCTED W3 ILUIEHKH TPEXCIOHHOM
(IMBX/T12/MIBJAX) u anromunueroit domnsru. ITo 2
Wi 3 GiHcTepa BMECTe C HHCTPYKLHEH O
NPHMEHEHHIO B KapTOHHY!0 nadky. [To 20 Tabretok
B GiMCTED M3 TUIEHKH MOMMBHHAIXJIOPHIHOM
(ONMATHIEHOBOH / IONMBUHANHICHXIOPUIHOMH) U
amoMuHHEBOM (oibru, no 25 G1ucTepos B
KapTOHHYIO MAYKy C BIOYKEHUEM 25 HHCTPYKUHH 110
TPUMEHEHHIO.

12 Labeling / MapkHpoBxa According to ND /
B cootBercTeum ¢ HIJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TeMIlepaType He
XpaHeHHs Beime 25 °C.
14 | Shelf life / Cpok rognocT# 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeuanme: MpoaykT cooreeTcTyeT TpebosaHusim HI

Conclusion : APPROVED /
3akntoyenune: OOOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: %C‘u

Approved by QA In-Charge /
HokymeHT onobper OOK:

G

Date /

Jara: l.o2:202S

Date /

\\U~0% 2025
Oara:
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