CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Page10of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485020 Batch Quantity / O6nem cepuu:  5845packs / ynakoBok

‘AR No / Auanutrueckuii oruer No : ARF/032/2025|Date of Analysis / lara anaanza: 01.02.2025

Date of Mfg / {ara nponssoacrsa:  01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Anaans nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTh! Specification / Hopma

Test / IlokaszarTenb

1 | Description / Onucanue 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 kpyribie TabneTkH co
CKOLUEHHBIMH KpassMH OT KOPHYHEBOTO 0 TEMHO-
KOpPHUHEBOro 11BeTa ¢ BKparuieHuaMu. Ha oanoii
cropoHe TabneTKu BblaaBnaeHo cioBo «CIPLA», Ha
IpYro# - THHHA pa3ioMa.

2 | Identification / TlonnuHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpaluiBaHie aMMMadHOTO PAacTBOPA B KPACHbIH
AHTPaXHHOHOBBIE TTIHKO3M/1bI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTtBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcudensoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPIKUBAHKUS OCHOBHOI'O MUKA HA XPOMATOrpaMMe
HCTIBITYEMOIrO pacTBOpa AOMAKHO COOTBETCTBOBATL
BpeMEHH YAep:KHBaHHA OCHOBHOTO IMHKa Ha
XpomaTorpamMMe CTaHJapTHOTO pacTBopa
MeTunnaparuapokcudensoara (pasnen
«MerunnaparuapokcudeHsoar).

3 | Average weight / Cpennss 188.73mg / 188,73mr 189.99 mg £7.5% / 189,99 mr+7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NMpumeyanue: Mpoaykr cootBeTcTBYeT Tpebosanusm HA | 3akntoyenne: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / AT
HokymeHT nposepen OKK: % t‘f DokymeHrT ogobper OOK: @’
Date / Date / , .
a5 = 3.02-2025
Harg; Ghwdeed-n [laTa: -
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ERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Cipla

Page2 of 4 /Ctp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 485020

Batch Quantity / O6ben cepun:

5845packs / ynakosok

AR No / Ananutuuecknii oruer Ne : ARF/032/2025|Date of Analysis / lara ananmnza:

01.02.2025

Date of Mfe / lata nponssoacrsa:  01/2025 Date of Expiry / T'oger no: 12/2027

09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Analysis performed according ND / Ananu3 npoeeaén o HJI: II N013745/01-180522, amend No. 1 dated

Ne Result / PeayabTaTs!

Test / ITokaszaTens

Specification / Hopma

4 | Uniformity of weight / , Complies / CooTBetcTByeT
OOHOPOIHOCTE 110 Macce

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

OnHOpOAHOCTL NO3UPOBAHHS

5 | Loss on drying / [Toteps B 2.4% NMT 6.0 % / He 6osnee 6,0 %
Macce MpH BEICYIIHBAHMH
6 | Dissolution / 77-83% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosnnos yepes 120 mun
7 | Uniformity of Dosage units / AV=355 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
=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,

[Mokazarenp npuemnemoctd A n=10 AV <L1.

B ciyuae, ecnu snavenne AV mpesbrmaer L1,
NPOBOJAT HCMBITAHKE Ha ciaeaytoumx 20 obpasuax.
Hns n=30 AV <L1. Bee 3HaueHus Xi 101KHBI
YZOBJIETBOPATE HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
Konuyecrsentoe onpenenenue
(Cnekrpodoromerpus)

14.05mg/tab /

14,05mr/1ab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 0o 115,0 %)
CEHHO3HM/OB B NIepecyeTe Ha CEHHO3W B B oxHoil
TabneTke.

Remarks . The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanwme: MNpoaykr cootseTcTByeT TpebosaHuam HI | 3aknouenue: ONQOBPEHO

Checked by QC In-Charge / 0 Approved by QA In-Charge / e
HoxymeHT npoepen OKK: ‘%:6‘-/ . HokymeHT ogobpeH OOK: %@1/(”
Date / o 0 Date / o =

Tees D02 1o2& Dara: 02.02. -2025%
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIV3A

Page3 of 4 /Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

IIpoavkr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485020 Batch Quantity / Oobem cepun:  5845packs / ymakosok

‘AR No / Ananurnuecxnii oruer Ne : ARF/032/2025

Date of Analysis / lara anaanza: 01.02.2025

Date of Mfg / lara npoussoacrea:  01/2025 Date of Expiry / I'ogen fo: 12/2027

Analysis performed according ND / Ananus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N(G13745/01-180522, n3am. Ne 1 oT 09.07.2024

No Result / PesynbTaThbl Specification / Hopma
Test / TlokazaTenn
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 x0 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTUnnaparuapoxcubensoara 0,042mr/Tab
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruyeckas 4yuctora

10a) | Total Aerobic microbial count / 40
O06miee uncno a’polOHbIX Not more than 10* cfu/ g / He Gonee 10*/r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Ob1uee uncio <10
TJIECHEBLIX H IPOXKIKEBhIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OtcyTeTByIOT Not more than 10”/ g/ He Gonee 107 /r
bacteria/ Vcroituussie K '
AeHCTBUIO KEeTUn
TpaMoTpULATeIbHbIE GaKTepuH

10 d) | Staphylococcus aureus Absent /OrcyTeTBYIOT Absentin 1 g/ OrcytctueB I 1

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin | g/ OrtcyrcteueB I T

100 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / OrcyrcTBue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteercTayeT TpebosaHuam HI | 3akntoyenue: ONOBPEHO

Checked by QC In-Charge / s d? Kb Approved by QA In-Charge / 1
DokymeHT nposeper OKK: Tl HokymenT ogobpen OOK: (\‘é\‘ij’,}f
Date / , Date / o, I
fara;  ©fo2 202K Nara 0% . o2 2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnst Ne :

485020

Batch Quantity / O6bem cepnn:

5845packs / ynakoBor

AR No / Anannrnuecknii oruer Ne : ARF/032/2025

Date of Analysis / Jara anann3za: 01.02.2025

Date of Mfe / laTa npoun3Boacrsa:

01/2025

Date of Expiry / 'ogen no:

12/2027

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

Ne

Test / [MToxka3zaTenb

Result / PesynbraTsl

Specification / Hopma

11

Package / YnakoBka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 Tabaetox B
OamcTep U3 TIEHKH
MOJUBHHUIXJTOPHIHOH

(oMY THIEHOBOIT/
MOMUBHHHUITHASHXJIOPUAHOI) H
aOMUHHEBOI (onbru, 1o 25
OnHCTEpOB B KAPTOHHYIO Ma4yKy
C BIOAKEHHEM 25 MHCTPYKLHH
10 MPUMEHEHHUIO.

Package / Ynaxoska - 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 611MCTEp M3 MIEHKH TPEXCI0HHOH
(MBX/TIS/MIBAX) n antomunnesoit oasru. ITo 2
win 3 GnucTepa BMECTe ¢ HHCTPYKUMeEit 1o
NPHMEHEHHIO B KapTOHHYI0 nayky. 1o 20 Tabrerok
B GnCTep U3 NICHKH MOMMBUHIIXIOPUAHON
(nomuaTHAEHOBO! / MONHBUHUINACHXJIOPHIHON) KU
amoMUHHEBOH (osbry, o 25 Gnucrepos B
KapTOHHYIO Na4yKy C BIOKEHHEM 25 MHCTPYKUMH 1o
MpUMEHEHHIO.

12

Labeling / MapxupoBka

According to ND /

B cootBercTBumn ¢ HJ1

Storage conditions / ¥Ycnosus
XpaHeHus

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

Beime 25 °C.

Shelf life / Cpoxk ronnoctH

3 years /3 roja

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3aknovenue: ONOEPEHO

Mpumeuanue: MNpoaykT cooTseTcTyeT TpebosaHuam H

Checked by QC In-Charge /
HokymeHT nposepex OKK: ‘é’ﬁ’b_o

Approved by QA In-Charge /
HokymeHT ofobpex OOK:

B

Date /

2 e
Oara: Blo =

Date /

[ata: 03 022025
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