CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Cipla

Page10f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482116

Batch Quantity / O6bem cepun:  5852packs / ynaxosok

AR No / Ananuruyecknii otuer Ne: ARF/190/2022

Date of Analysis / Jara ananuza: 05.09.2022

Date of Mfg / lata npoussoacrsa: 08/2022

Date of Expiry / T'ogen go:

07/2025

Analysis performed according ND / Auanus nposeaén no HJI: I1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Tlokazarean

No _ Result / PesyabTars:

Specification / Hopma

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. / Inockue kpyrasie TabneTku co
CKOIIEHHBIMH KPasgMH OT KOPHYHEBOT'O 0 TEMHO-
KOPHYHEBOIO LBeTa ¢ BKpareHusimu. Ha oxnoi
cropone Tabnerku BoigasieHo cnoso «CIPLA», na
JApYroi - MTMHHUA pas3yioma.

2 | Identification / [TopmMHAOCTS

2a) | Anthraquinone glycosides / Complies /

A.HTanHHOHOBI:Ie TIIMKO3u/1b1

CooTteeTcTBYET

Ammoniacal solution turns a reddish colour /
OxpawnBanue aMMHAYHOrO PACTBOPA B KPACHBI
LBET.

2b) | Methyl Parahydroxybenzoate
(HPLC)/

Merunnaparuapoxcubenzoar

(BIKX)

Complies /
CooTeeTcTBYET

Retention time of the principle peak in the
chromatogram 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
YACPKHBAHHA OCHOBHOI'O KA HA X POMATOrpaMMe
HCTBITYEMOr0 PACTBOPA HO/DKHO COOTBETCTBOBATE
BPEMEHH yEP)KUBAHHA OCHOBHOTO MK KA Ha
XpOMaTOrpaMmMe CTaHAAPTHOIO PacTROpa
MeTHnnaparuapokcubensoata (pasmest
«Merunnaparunpokcufensoar).

3 | Average weight / Cpenusas
Macca

187.35mg / 187,35mr

189.99 mg £7.5% / 189,99 mr +7 5%

Remarks : The Product conforms to ND/
MNpumeyanwme: Mpoaykr cootseTtcTyeT TpeGosaHuamM HJ

Conclusion : APPROVED /
3akmouenme: OQOBPEHO

Checked by QC In-Charge / gi{,p

Approved by QA In-Charge / \ AT
[okymeHT oao6per OOK: %ﬁ

[okymeHT nposepeH OKK:
DS .09 r0v7

Date /

Hara:

Date /

fara: RO B
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Cipla

Page2 of4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No /Cepusi Ne: 482116

Batch Quantity / Oobem cepun:  5852packs / ynakosok

AR No / Auanurunuecknii otuer Ne : ARF/190/2022

Date of Analysis / lata ananusza: 05.09.2022

Date of Mfg / laTa npoussoacrea:  08/2022

Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposeaén mo HJ/I: I1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / IloxazaTens

Result / PesyabTaTe!

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE MO Macce

Complies / CooTsercTByeT

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

5 | Loss on drying / Tloteps B 1.8% NMT 6.0 % / He 6osiee 6,0 %
MACCe [IPH BBICYLIHBAHUK
6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosumos yepes 120 mun
7 | Uniformity of Dosage units / AV =356 The acceptability index forn =10 AV <L1.

OﬂHODOHHOCTb OO03HPOBaHKA

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.

IToxazatens npuemnemoctd s n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npessiraer L1,
NPOBOJIAT HCMBITAHKE Ha crenyromux 20 obpasuax.
Jisa n=30 AV <L1. Bce 3HaueHus Xi JOJDKHBI
yAOBIETBOPATE HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
KonuyectBenHnoe onpeneneHue
(Criextpodoromerpus)

13.95mg/tab /

13,95mr/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 mo 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3H/IOB B NepecyeTe Ha CeHHO3ua B B onHo#
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanue: [pogykT cooTBeTcTBYET TPeboBaHuam H

Conclusion : APPROVED /
3akntovyeHve: OQOBPEHO

Checked by QC In-Charge / e )
NokymeHT nposepeH OKK: 40’6

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

B

Date /

o9 2022
Dara: o5

Date /

0S5 -9 o011
[ara: >
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Cipla

) CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page3 of 4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482116

Batch Quantity / O6nem cepun:  5852packs / ynakosok

AR No / Ananutuueckuii oruer Ne: ARF/190/2022|Date of Analysis / laTa ananuza: 05.09.2022

Date of Mfg / lata npoussoacrea: _ 08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposenén no H/I: ITNO013745/01-091017, U3am. Ne | ot 17.04.2020

Ne Result / PesynbTaThl Specification / Hopma
Test / TlokazaTenn
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepixanue
MeTuinaparsapoxcubensoara 004 saitoab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas 4icToTa

10a) | Total Aerobic microbial count/
Obwee uncno a3podHeIx
MHKPOOPraHH3MOB

20 Not more than 10* c¢fu/ g / He 6onee 10 /r

10b) | Total combined yeast and mould
count / Obee uncno

Not more than 10” cfu/ g /He 6onee 107 /r

<10
MJIECHEBBIX H APOIKIKEBBIX
rpuboB
10 ©) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ Ycroiiunpsie K
NEHCTBHIO JKEeT4H
rpamMoTpHLuarebHbie DaKTepHi
10 d) | Staphylococcus aureus Absent /OtcyrctByioT Absentin 1 g/ OrcyrctBue B 1 1
10 ¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBHe B 1
109) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g /Orcyrctue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTBeTCcTRYET TpeboBaHuam HI | 3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / 2
[lokymeHT nposepeH OKK: I o

Approved by QA In-Charge / 5
[okymeHT ogobpeH OOK: %

Date / O©%5 Q. Lor2
[ara:

Date / L Oh. 2o
Lara: 05 99
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Pagedof 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHAlIE TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482116

Batch Quantity / O6nem cepun:

5852packs / ynakosok

AR No / Auanutuyeckuii oruer Ne : ARF/190/2022

Date of Analysis / JaTa ananusa: 05.09.2022

Date of Mfg / Jara npoussoacrsa:

08/2022

Date of Expiry / I'ogen no:

07/2025

Analysis performed according ND / Auann3s nposeaén no HJI: I1N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTsi Specification / Hopma
Test / TlokazaTens
11 | Package / Ynakoska Package / V. - 20 tablet .
inag bl%seter t;r::j(gzr;a o= Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil, 2
aluminum foil, 25 blisters with. | 3 blisters and a patient information leaflet in a
25 patient & f(;nnation leaflets in |carton. 20 tablets in a blister made of PVC
% gaitai, 1 T 20 wibneror:s /PE/PVDC film and aluminum foil, 25 blisters with
6Jmc1~e§ S 25 patient information leaflets in a carton. / Tlo 20
. TabneTok B HITHCTEp U3 MIEHKH TPeXCIOHHOI
TOMHBHHHIIXJIOPHIHOM 2
(nonuamnenoalz) ﬁ'}/l (IMBXTISMBOX) 1 antomuunesoit homsru. Ilo 2
1 OMHBHHHVICHXTOPHAHOH) H unu 3 GnucTepa BMeCTe ¢ MHCTPYKIHEH no
amomHuHesol GonLr, no 25 [IPUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnerok
CI— xapmuﬁy;o sy |2 GnucTep U3 NIEHKH MONHBHHHIXJIOPHIHO
C BiOMerHeM 25 HHCTpYKIi (momMaTHIEHOBOH / NONHBHHUNNEHXIOPHAHOM ) 1
A —— 5 anoMuuueBoi Qonery, no 25 6nucTepos B
’ KapTOHHYIO NMAa4Ky C BIOJKEHHEM 25 HHCTPYKUMH MO
PUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B cootsercteuu ¢ HJJ

13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom Mecte npu Temnepatype He

XpaHEHHS Bhile 25 °C.
14 Shelflife / Cpok roguoctu 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBETCTBYET TpeGosaHuam H[]

Conclusion : APPROVED /
3aknouenue: OOQOBEPEHO

Checked by QC In-Charge / '—if/&’p

Approved by QA In-Charge /

2v e

[okymeHT npoepeH OKK: HokymeHT ogo6peH QOK:
Date / Y > Date / ¢ 0N 209 -
Nara: i Jara: © 509 “
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