Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIU3A

Page 1 0f4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHASI[EGQ, TABJETKMH 13,5 mr

Batch No / Cepust Ne: 485053

Batch Quantity / O6bem cepumn:

5850packs / ynakoBok

AR No / Anaantuyecknii otuer Ne : ARF/078/2025|Date of Analysis / lata anasmsa: 15.03.2025

Date of Mfg / Tata npoussoacrea:  02/2025

Date of Expiry / I'ogen no:

01/2028

Analysis performed according ND / Ananuz nporenén mo HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [Toka3zaTelnb

Ne : Result / PesysabTaTh!

Specification / Hopma

1 | Description / Onucanue

Complies / CooTtBeTcTBYET

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 TabneTiku co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LIBETA ¢ BKparuieHusMu, Ha ogHoii
cropone TabneTky BeasieHo croBo «CIPLA», Ha
ApYroi - IMHKA pa3noma.

2 Identification / [ToaTMHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTyeT Okpaurviranie aMMHa4HOIO PACTBOPA B KPacHbIii
AHTPaXUHOHOBBIE TTHKO3MbI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootseTcTByeT chromatogram of the sample solution should
MetunnaparuapokcubeHzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHA OCHOBHOTO MHKA HA XpOMaTorpaMmme
MCILITYEMOrO PacTBOPa JOJKHO COOTBETCTBOBATE
BPEMEHH YIep:KHBaHHsA OCHOBHOIO IMHMKa Ha
XpOMarorpaMMme CTaHJapTHOTO pacTBopa
MeTHAnaparuapokcubensoara (pasjei
«MeTtunnaparupokcubeH3oar).

3 | Average weight / Cpennsisi
Macca

189.62mg / 189,62mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cootBeTcTBYET TpeboBaHaM HI

Conclusion : APPROVED /
3aknwyeHue: OOQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: s:f_ C-* HokymeHT ogobper OOK: %//L
Date / iS-0%4.3 03— Date / . .
fara: N [ara: (%- 022025
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne : 485053

Batch Quantity / O0bem cepumu:

5850packs / ynakoBok

AR No / Apanutaueckuii oruer Ne : ARF/078/2025

Date of Analysis / lara anaiusa:

15.03.2025

Date of Mfg / laTa npounssoacrsa:  02/2025

Date of Expiry / I'onen mo:

01/2028

Analysis performed according ND / Ananuz nporeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / llokaszaTenb

Result / PeaynbsTaThl

Specification / Hopma

4 | Uniformity of weight /
OaQHOPOAHOCTH [0 MACCe

Complies / CooTBercTBYET

18/20 tablets NMT = 7.5 % / 18/20 e 6onee = 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

OHHODORHOCTB A03UpOBaAHMUA

5 | Loss on drying / [loreps B 2.2% NMT 6.0 % / He 6onee 6,0 %
macce TpH BBICYLLHBAHHH
6 | Dissolution./ 78-94% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennoznnoB yepes 120 mun
7 | Uniformity of Dosage units / AV=56 The acceptability index forn= 10 AV <L]I.

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; L2 =25.0.

[Tokasatens npuemmeMocTh LA n=10 AV < L1.

B ciyuae, ecnu 3navenne AV npepbrimaet L1,
NPOBOMAT MCMBITaHKWE Ha cienytoux 20 obpasuax.
Ina n=30 AV < L1. Bee 3HaueHus Xi JOMKHBI
YIOBJIETBOPATL HEPABEHCTBY:!

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

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

8 | Assay (Spectrophotometry)
KonvyecTBeHHOE OMNpeneieHHe
(CnektpodoTomeTpus)

14.05mg/tab /

14,05mr/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 no 15,53 mr (ot 90,0 1o 115,0 %)
CEHHO3MO0B B TlepecyeTe Ha ceHHo3Ma B B omHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykr cooTBeTcTByeT TPeboBaHuaM HJ

Conclusion : APPROVED /
3aknwyeHune: OO0OBPEHO

Checked by QC In-Charge / E 0

HokymeHT npoeeper OKK:

Approved by QA In-Charge /
[okymeHT ogobper OOK:

A

Date /

[Oara: 1S eXh.201-5

Date /

HETHZ l 8 \'03- ’Z-D’Lb/
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Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485053

Batch Quantity / O6bem cepun:

5850packs / ynakosok

AR No / Apaaurnuecknii oruer Ne : ARF/078/2025|Date of Analysis / lara ananu3a:

15.03.2025

02/2025

Date of Mfg / lara npon3BoacTBa:

Date of Expiry / I'onen no:

01/2028

Analysis performed according ND / Auanus nposenén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloka3zaTensn

Ne Result / PesynbTaTsi

Specification / Hopma

9 | Content of Methyl 0.041mg/tab
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHINaparnapokcudensoara 0,04 1mr/Tab
(BDXKX)

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6ronoriyeckas Y4McToTa

104} | Total Aerobic microbial count / 20

Ob1wee yucno aapobHBIX
MUKPOOPraH13mMos

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

10b) | Total combined yeast and mould

count / O0miee yuciao
NACCHEBLIX U APOMXIKEBBIX
rpubos

<10

Not more than 10” cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative

bacteria/ YcToH4YHBbIE K
IeHCTBHIO ey
rpaMoTpuLaTesibHble OakTepHu

Absent /OTcyTCTBYIOT

Not more than 10° / g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin I g/ OtcyrcrBue B I r

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyrctBue B 1 r

10) | Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / Orcytcreue 8 10 g

Remarks : The Product conforms to ND/
Mpumeuanume: MpogykT cooteeTcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3aknwoyvenue: O0OBPEHO

Checked by QC In-Charge / D 4P
[okymeHT nposepeH OKK: % g

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

B

Date /
[aTta:

\S o3 200K

Date /

[ara: |8<03-2025
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CEPTUOPHUKAT AHAJIM3A
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Page4of 4/Crp. 4u3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA}IE(E,TABJIETI{I/I 13,5 mr

Batch No / Cepusnt Ne: 485053 Batch Quantity / O6nem cepun:  5850packs / ynakosok
AR No / Ananaradecknii oraer Ne : ARF/078/2025|Date of Analysis / lara anann3za: 15.03.2025

Date of Mfg / lata nponsBoacrea:  02/2025 Date of Expiry / T'ogen go: 01/2028

Analysis performed according ND / Auanu3s npoenén no HJ/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Ne

Test / ITokazaTenb

Result / PesynbTaThi

Specification / Hopma

11 | Package / YnakoBka

Package / Ynakogska - 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
OMCTep M3 MIEHKH
MOJIMBUHUIIXJIOPHAHON
(NONMATHUIIEHOBOM/
MOJMBUHHJIHAEHXIOPUIHOM) U
amoMHHKEBOH (onbru, no 25
61UCTEPOB B KAPTOHHYHO MAYKy
C BIIOKEHUEM 25 UHCTPYKUMH
10 NPUMEHEHHUIO.

Package / VnakoBka - 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 OAKCTEp U3 MIEHKH TPEXCIOHHOM
(MIBX/II3MBAX) u amomuHneBoi ¢onbru. [Mo 2
uni 3 6nucrepa BMECTE C HHCTPYKLIMEIH 110
NpPUMEHEHHIO B KapTOoHHY!0 na4ky. [To 20 tabnerok
B GIIMCTEP M3 MICHKH MOMHBUHUIXIOPHIHOM
(MONAMAITHNEHOBOM / MOMMBUHWIMACHXJIOPHIHOM) 1
anoMuHueBoi (osbry, no 25 6nucTepos B
KapTOHHYIO MayvKy C BAOMKEHUEM 25 UHCTPYKUKE MO
MPUMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B cooreercTBMM ¢ H]]

13 Storage conditions / YcaoBus
XpaHeHus

In a dry place, at temperature below 25 °C. / B cyxom MecTe n0pu Temneparype He

Bblie 25 °C.

14 | Shelf life / Cpok ronHocTH

3 years / 3 rona

Remarks : The Product conforms to ND/
NMpumeuanue: MNpoaykr cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axkntovenune: OOJOBPEHO

Checked by QC In-Charge /
IokymeHT npoeepeH OKK: ?_E/M

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

B

Date /
Oara:

t< 0210y

Date /

Tams: | g 03 2025
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