- Gipla

» CERTIFICATE OF ANALYSIS

CEPTHO®PUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

“:|Product: SENADE TABLETS 13,5 mg

Npoxyxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485148

Batch Quantity / O6bem cepun:

5843packs / ynakoBox

|AR No / Anaantuuecknii oruer No : ARF/226/2025

Date of Analysis / lara asannza: 23.10.2025

Date of Mfg / ara npounssoacrea:  10/2025

Date of Expiry / I'ogen no:

09/2028

Analysis performed according ND / Auanu3 nposenén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, nzm. Ne 1 o1 09.07.2024

Test / [Toka3zaTensb

Result / PesyjibTaThl

Specification / Hopma

1 Description / Onucanue

Complies / CooTtBercTBYET

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 kpyribie Tabnerku co
CKOUIEHHBIMI KPasiMU OT KOPHYHEBOTO 10 TEMHO-
KOPUMHEBOTO LBETa ¢ BKpariéuusamMu. Ha oauoii
cTopoHe TabneTku BoiapieHo cioso «CIPLA», Ha
JpYroii - JIMHKS pas3jioma.

2 Identification / [TopnunnocTs

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootserctByer OkpaliMBaHue aMMHa4HOr0 PAacTBOPA B KPACHbIH
AHTPaxHHOHOBbIE TAHKO3WIbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcuberizoar corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahvdroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
yAepXKUBAHMs OCHOBHOIO MHKA Ha XpOMaTorpamme
HCTTBITYEMOTO PACTBOPA JI0MKHO COOTBETCTBOBATh
BpeMeHH yIepiKHBaHUs OCHOBHOTO IMHKa Ha
XpoMaTorpamMme CTaHAapTHOTO pacTBopa
MeTunnaparuapokcubensoara (pasaen
«MeTtuanaparuapokcubensoar).

3 | Average weight / Cpennss
Mdacca

187.92mg / 187,92mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: Npogykr cooTBeTcTBYET TpeboBaHuam HA

Conclusion : APPROVED /
3akntouyeHue: O0OBPEHO

Checked by QC In-Charge / -
y % P

Approved by QA In-Charge /%&(9’?

HokymeHT npoBepeH OKK: HokymeHT ofjo6per OOK: /
Date / Date / g
fata: 22:19" Lol [ara: o 310202
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Cipla

Page2 of 4/Crtp.2 u3 4

Product: SENADE TABLETS 13,5 mg

[poayxr: CEHA,IIE‘"), TABJIETKH 13,5 mr

|Batch No / Cepusn No: 485148

Batch Quantity / O0nem cepun:  5843packs / ynakosok

AR No / Anaautnuecknii oruer Ne : ARF/226/2025

Date of Analysis / lata ananm3za: 23.10.2025

Date of Mfg / lata nponssoacraa:  10/2025

Date of Expiry / I'onen no: 09/2028

Analysis performed according ND / Ananu3s nposenén mo H/I: I1 N013745/01-180522, amend No. 1 dated
109.07.2024 / IT1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / Pesynerarsl Specification / Hopma
- Test / MokazaTenn

4 | Uniformity of weight / Complies / CooTBetcTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Sonee + 7.5
OHOPOAHOCTH MO Macce %

2/20 tablets NMT =15% / 2/20 ne Gonee + 15%

5 Loss on drying / [Noteps B 1.9% NMT 6.0 % / He 6onee 6,0 %

Macce NpH BbICYIIMBAHWH
.6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHie He menee 70 % (Q) cenHo3unos qepes 120 mun

7 | Uniformity of Dosage units / AV =538 The acceptability index forn =10 AV <L1.

OAHOPOIHOCTD 103MPOBAHHSA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=3
AV < L1. All values of xi must satisfy the
inequality:
[M-xi| < 0,01 x L2 x M.
Ll=15:0; 12 =250,
ITokasarens npuemnemoctd nasa n=10 AV <L1.
B cnyuae, ecin 3Havenne AV npesbitaet L1,
NPOBOAAT UCNbITAHKE HA caeaytomimux 20 obpasuax.
Jna n=30 AV < L1. Bee 3nauenus Xi 10mKHb
YIOBIETBOPATE HEPABEHCTRY:!
[M-xi| £0,01 x L2 x M.
Ll =150; .2=25.0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonwuecTBeHHOe ompeneneHue 14.10mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomerpus) Ot 12,15 no 15,53 mr (o1 90,0 g0 115,0 %)

14.10mr/1a6 CEHHO3MO0B B NepecueTe Ha CeHHO3HUA B B 01HO
Tabnetke.

Remarks : The Product conforms to ND/

lNMpumeyanue: NpoaykT cooteetcTByeT TpeboBaHuamM HI

Conclusion : APPROVED /
3aknryenue: OQOBPEHO

Checked by QC In-Charge /

=f v>

Approved by QA In-Charge j/éza/\h"o
e

HokymeHT nposeper OKK: HdokymeHT ogobpen OOK:
E:ig.’ 90 Ao e B:—trea'/ NESC T

FMQC003-15-10
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
) Page 3 of 4/ Crp. 3 uz 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 485148 Batch Quantity / O6bem cepun:  5843packs / ynakosok
AR No / ApannTnuecknii otuer Ne : ARF/226/2025|Date of Analysis / laTa anaanza: 23.10.2025
Date of Mfg / ata npoussoacrsa:  10/2025 Date of Expiry / Fonen jo: 09/2028

' Analysis performed according ND / Anasau3 nposenén no HJL: I1 N013745/01 ‘180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTarsi *  Specification / Hopma
o Test / llokaszaTens ) 7‘1
9 | Content of Methyl 0.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ :
Conepxanue
MeTHnaparuapoxcibenoara 0.04 1 Mr/rab
(B2XKX) ‘

10 | MICROBIAL LIMIT TEST/ MukpoOuosioruueckas 44cTota

10a) | Total Aerobic microbial count / '
O6uee yucno aspodHbIX 20 - | Not more than 10" cfu/ g / He Gonee 10 /r

MHKPOOPTaAaHW3IMOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° '
count / Ob1uee yucio <10
[IECHEBbLIX H D.pO}K)KBBbIX
rpudoB

10¢) | Bile tolerant gram-negative Absent /OTtcyTcTBYIOT Not more than 10 / g / He Gonee 10° /r
bacteria/ Y croifumBbie K
JIEHCTBUIO JKETIH
rpaMoTpULareabHbie OaKTepuu

10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absentin | g/ OtcyrcrBue B |
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin | g/ OtcytcTBue B 1 r
100 | Salmonella Absent / OrcyTcTBYIOT Absent in 10 g / Orcyrcrue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanme: Mpogykr cooTeeTcTByeT TpeboBannam HA | 3aknoyenue: OJOGPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

[okymeHT nposepeH OKK: #m HokymeHT ogoBpeH OOK: W
Date / — Date /

Nara: Sxigcion [ara: @%\0 2cay”

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHO®UKAT AHAJIU3A

Page 4 0of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun No: 485148

Batch Quantity / O6bem cepun:

5843packs / ynakosok

|AR No / Anasurnaeckuii oraer Ne : ARF/226/2025

Date of Analysis / laTa anasmza: 23.10.2025

Date of Mfg / lata npousBogcrsa:  |0/2025

Date of Expiry / I'onen jo:

09/2028

Analysis performed according ND / Ananus npoeenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test/ I-]OKaBZVT.E.ﬂ'b

Result / PesyabTatst

Specification / Hopma

11 | Package / Vnakoska

in a blister made of

OIMCTEp U3 [IEHKH
NOMTUBUHHATXTIOPUIHO
(NOAM3ITHIE HOBOIH/

110 NPMMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 tabnerok B

MOJMBHHUITHIEHXJIOPHIHO#) H
ALOMUHUEBO (oNbTH,
61MCTEpPOB B KAPTOHHYIO MA4Ky
€ BJIOKEHHEM 25 HHCTPYKLIHH

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 OIKMCTEp M3 IVIEHKH TPEXCIOHHOM
(IMBX/112/TIBJAX) 1 amomunkesoii donsru. Mo 2
UM 3 GnncTepa BMECTe ¢ MHCTPYKLIMEH MO
NPUMEHEHHIO B KapTOHHYIO na4ky. Ilo 20 tabnetok
B BJ1MCTEp W3 MIEHKH NOTMBUHHIXIOPHAHOI
(nonu3TUNEHOBO / MONHBUHUITHAE HXIOPHHOI) 1
ANOMUHHEBOI Qonbru, no 25 6aucTepos B
KAPTOHHYIO MAuKy ¢ BAOKEHHEM 25 MHCTPYKUHI no
NPHMEHEHHIO.

o 25

12 Labeling / Mapkuposka According to ND /
B coorBercTBHE ¢ H]|
13 Storage conditions / Ycnosws In a dry place, at temperature below 25 °C. / B cyXom MecTe NpH TEMTIEpaType He
XpaHeHHst Boiwe 25 °C.
14 Shelf life / Cpok roaxoctu | 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanume: [MpoaykT cooTBeTcTBYET TpebosaHusm HL

Conclusion : APPROVED /
3axkntovyenue: O0OEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / 4] g
JokymeHT nposepex OKK: c;fv:b‘” [okymenT ogobpen OOK: %ﬁp’f/
/
D
EZ#Z;I i3 48 T ngﬁzl J2 102028

FMQCO003-15-10
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