CGipla

CERTIFICATE OF ANALYSIS
i CEPTHO®HKAT AHATTA3A

Page 1 of4/Cip.1 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoavir: CEHAJE". TABJIETKH 13,5 mr

|
|

Batch No / Cepns Ne: 485155

Batch Quantity / Odbev cepun:

5847packs / ynakosok

'AR No / Anannruaecknii oraer Ne : ARF/234/2025|Date of Analysis / Jara anannza: 30.10.2025

Date of Mfg / lara npoussoacisa:  10/2025

Date of Expiry / I'oaen ao:

09/2028

Analysis performed according ND / Ananus nposenén no H/L: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Specification / Hopma

Flat circular tablets from brewn to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [1nockie Kpyribie TadaeTk co
CKOIIEHHBIMH KPAsMK 0T KOPHYHEBOTO 10 TEMHO-
KOpHYHEBOTO LBeTa ¢ BKpanneHuaMu. Ha onHoi
cropone Tabnetin BbigapneHo caoso «CIPLA», na
ApYTOii - THEHSA paiyioMa.

Ammoniacal solution turns a reddish colour /
OKkpalBaHBe aMMHATHOTO PAcTBOpPa B KpacHbIH
LIBET.

Retention time of the principle peak in the
chromartogram 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

VISP MBAHHAS OCHOBHOTO THKa HA XPOMATOrpaMMe
HCTILITYeMOr0 PACTBOPA MONXHO COOTBETCTBOBATH
BPEMEHH yACPIKHBAHHA OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe CTaHAapTHOTO PacTBOpa

| MeTHAnaparuIpoxcubensoara (pasaen

«Merninaparnapokcubensoar).
|

Result / Pesyanrartel
M Test / Nokaszareas
] Description / Onucanue Complies / CootBeTCTBYET
2 | Identification / ITonIHHHOCTE
| 2a) | Anthraquinone glycosides / Complies /
{ ) CoorBeTcTRYET
AHTPaXWHOHOBbIE I'JIMKO3HIIb]
2b) | Methyl Parahydroxybenzoate Complies /
(HPLC)/ CooTBeTCTBYET
MeTtuimnaparuipokcubensoar
(BDXKX)
3 | Average weight/ Cpennsas 189.24mg / 189.24mr
macca

189.99 mg +7.5% / 189,99 Mr =7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cooTeeTcTeyeT Tpebosarunam HI

Conclusion : APPROVED /
3akniwouenue: OJOEPEHO

Checked by QC In-Charge / ;;_F: gl

Approved by QA In-Charge /

s

[okymeHT nposeper OKK: e [lokymerT opobper OOK
Date/ 45 jo ners Date /
[ara: S Nata: 20:\0: 2025
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATM3A

Ciple

Page 2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 485155

Batch Quantity / Otbem cepumn:

5847packs / ynakoBok

AR No / AnanaTnaecknii oTuer Ne

ARF/234/2025 | Date of Analysis / laTa anann3a: 30.10.2025

Date of Mfe / lara npon3ssoacrsa:

10/2025

09/2028

Date of Expiry / I'onen no:

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

\
No |
| Test / lloxaszatens

Result / PeaynbTaTel

Specification / Hopma

I

| Uniformity of weight /
i OaHoponHOCTE MO Macce

Complies / CoorsercTByer

18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7,5

%
2/20 tablets NMT £15% / 2/20 ue Gonee =+ 15%

5 | Loss on drying / Tloteps B 2.2%
MACCE 1IPH BBICYILIHBAHKH

NMT 6.0 % / He 6oaee 6,0 %

6 | Dissolution/ 77-85% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cenro3unor uepes 120 ymun
7 | Uniformity of Dosage units / AV=58 | The acceptability index forn=10 AV <L1.

OAHOPOAHOCTL L03HPOBAHHA

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.

L= 18,0510 5 2540,

[Tokazatens mpuemaeMocTd L1a n=10 AV < 1.

B cayuae, ecnu 3HaueHne AV npessiiaet L1,
NpOBOIAT UCHEITAHKE HA Crenyroux 20 obpasuax.
Inan=30 AV < L1. Bece 3Hauesns Xi JOKHBI
YAOBJIETBOPATE HEPABEHCTBY:!

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

Edl=15.05 L2 = 25.0!

8 | Assay (Spectrophotometry)
KonuuecTBennoe onpeneneHue
(CnexrpodoTtomeTpus)

14.00mg/tab /

14,00mr/1ab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O 12,15 no 15,53 mr (oT 90,0 no 115,0 %)
CEHHO3M/I0B B NEpecyeTe Ha CeHHO3KA B B oHOM
TabneTke.

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooTBeTCTBYET TpeBOBaHUAM H[

Conclusion : APPROVED /
3aknwyenune: OOOBPEHO

Checked by QC In-Charge / [
NokymeHT nposepeH OKK: AL bt

Approved by QA In-Charge / : | PRI

7
AokymeHT ogobpex OOK: /®3/L-*

Date /

et il

Date /

)JaTa‘ Qo0 2025
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

"

-

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE®, TABJETKH 13,5 mr

'Batch No / Cepus Ne: 485155 Batch Quantity / O0bem cepun:  5847packs / ynakoBog
AR No / Ananuruqecknii otuer No: ARF/234/2025 | Date of Analysis / Jata apammsa:  30.10.2025

Date of Mifg / laTa npon3sojacrsa:  10/2025 Date of Expiry / I'onen 1o: 09/2028

Analysis performed according ND / Apanans nposenén no HJL[: IT N013745/01-180522, amend No. 1 dated
109.07.2024 /11 N013745/01-180522, u3m. Na 1 o1 09.07.2024

Result / Pesyabrarsl

Test / Nokaszaresns

Specification / Hopma

Content of Methyl 0.044mg/tab
parahydroxybenzoate(HPLC)/

Conepxanmne

MeTHAnaparnaporkcudensoata | 0,044mr/Taé
(BOAX) ‘

0.02& - 0.056 mg/tab. / Ot 0.028 no 0,056 mr/Tab.

10

MICROBIAL LIMIT TEST/ ]\zinkpoﬁuonorm{ecrcaﬂ 4YHCTOTA

10 a)

Total Aerobic microbial count /|
Obuiee yrcno adpobHbIX ‘ 50
MIKPOOPTAHH3IMOB

Not more than 10* cfu/ g / He Gonee 10* /v

10°b)

Total combined veast and mould
count / Qdniee uncno
NIIGCHEBBIX H IPOAIKEBbIX
rpuboB

Not more than 10° cfu/ g /He 6onee 10° /v

10 ¢)

Bile tolerant gram-negative Absent /OTCYTCTBYIOT
bacteria/ YcToiuuBRIE K
IEHCTBHID KET9H
rpaMoTpHULATEIbHBIE DaKTepuu

Not more than 10° / g / He 6onee 10° /r

10 d)

Staphylococcus aureus Absent /OTCyTCTBYIOT

Absentin 1 g / OtcyTcTBHEB L T

10 e)

Escherichia coli Absent /OTCYTCTBYIOT

Absentin 1 g/ OrcyTcTBHe B | 1

10 1)

Salmonella Absent / OTCYTCTBYIOT

Absentin 10 g /Otcyrcrue 8 10 g

Remarks : The Product conforms to ND/
NpumeyaHwe: MNpoayKT COOTBETCTBYET TpeboBaHuamM HJ]

Conclusicn : APPROVED /
3aknwyenue: OLOBPEHO

HokymeHT npoBepeH OKK:

Checked by QC In-Charge / o Approved by QA In-Charge / Il
':’(;ﬁ Et AokymenT oaobper OOK: /@‘fi’:ﬁ—-

Date /
HaTta:

g 0‘]::_\.’]_.1.”15—’%

Date /
i Hata:

20°\0 2025

FMQCO003-15-10
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CERTIFICATE OF ANALYSIS
i CEPTUDHKAT AHAJIM3A

-

Page 4 0f 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJAE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485155

Batch Quantity / O6nem cepun:

5847packs / ynakoBokK

AR No / Anaaurauecknii oraer Ne : ARF/234/2025

Date of Analysis / Jara ananusza: 30.10.2025

Date of Mfg / Jara npousBoacrea:  10/2025

Date of Expiry / I'onen jo:

09/2028

Analysis performed according ND / Auaaus nposeaén no HJI: IT N0O13745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / TlokazaTens

Result / PesyabTarsl

Specification / Hopma

Package / YnakoBxa
in a blister made of

OaMCTEp W3 NJIEHKH
NOTHBUHIIIXIIOPHAHO
(MOJTHITHUACHOBOI/

no NpHMEHEHMIO.

Package / ¥Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I1o 20 TabreTok B

NOJMBHAHILTUACHXTOPHIHOM) 1
AMOMUHEEBOH Qonbri,
OAHCTEPOR B KAPTOHHYIO Mavky
C BIAOKEHUEeM 25 MHCTPYKLHIA

Package / Viakoska - 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 ONHCTED U3 IUICHKH TPEXCIOHHOH
(MBX/MID/TIBAX) 1 amoMiHreBoli Goasru. 1o 2
w3 Gaucrepa BMeCTe ¢ HHCTPYKIHEH 110
TPUMEHEHNIO B KapTOHAYIO 1MadKy. ITo 20 Tabnetok
B OHCTEP M3 NIEHKH NONUBHHUINIIOPUIHON
(DOMMAATUNEHOBOI / NOJMBUHWIMAEHXIOPUIHOM) U
aOMHHEEBOM (oabru, 1o 25 6IUCTepoB B
KapTOHHYIO ITAYKY C BIOKEHHEM 25 MHCTPYKUMIA 110
MPUMEHEHUIO.

no 25

12 Labeling / MapkupoBka According to ND /

B coorBercTeun ¢ HJL

13 Storage conditions / Vcnoeus In a dry place, at temperature below 25 °C. / B cyxaom mecTe npu Temrieparype He
XpaHeHHsA Beime 25 °C.
14 | Shelflife / Cpoxk rosmocTy 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTcTBYET TpeboBaHMaM HJ1

Conclusion : APPROVED /
3aknwyenune: OLOBPEHO

Checked by QC In-Charge / A1
[okymeHT npoeepen OKK: f”jf_,,t,.»-—n

Approved by QA In-Charge /

JdokymeHT opobper OOK: ol

Date /

ikl Do A

Date /

[ata: 2GR oRgT

FMQCO003-15-10
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