Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482095

Batch Quantity / O6bem cepuu:

5852packs / ynaxosox

AR No / Ananutuyecknii otyer Ne :  ARF/164/2022 Date of Analysis / aTa ananuza: 22.07.2022

06/2022

Date of Mfg / laTa nponssoacrea:

Date of Expiry / I'onen go:

05/2025

Analysis performed according ND / Ananus nposeaén no HJI: I1 N0O13745/01-091017, U3am. Ne 1 ot 17.04.2020

Test / HHoxka3zareas

Ne Result / PesyasTaTsi

Specification / Hopma

1 | Description / Onucanue

Complies / Cootsercryer

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. / ILnockue kpyrisie Tabnetkn co
CKOLUEHHBIMH KPasgMH OT KOPHYHEBOTO [I0 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKpannenuamu. Ha oguoit
cropone Tabnetku BegasieHo cinoso « CIPLAy, Ha
IpYToii - THHHSA Pa3jioMa.

2 Identification / IlomnuuaHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CootsercTByeT OxpammBanue aMMHAYHOTO PAcTBOPA B KPACHBIH
AHTPaxHHOHOBBIE TJIHKO3HIbI LBET. ]
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
Metunnaparaapokcibensoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHSA OCHOBHOTO NMHKA HA XPOMATOrpaMme
HCIIBITYEMOrO PACTBOPA HOJDKHO COOTBETCTBOBATH
BPEMEHH Y/IeP/KHBAHHSA OCHOBHOIO IHKA HA
XpOMaTOrpaMMe CTaH JaPTHOTO PacTBOpa
Mmetunmaparuapokcubensoara (pasaen
«MeTunnaparuapokcubensoar).

3 | Average weight / Cpenusas
macca

188.53mg / 188,53mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanune: Mpoaykr cootBeTCTBYET TpeboBaHuam HJ]

Conclusion : APPROVED /
3akntoyeHue: OQO0OBPEHO

Checked by QC In-Charge / ?p
[okymeHT nposepeH OKK: O.x./t;"ﬂ

Approved by QA In-Charge /
[lokymeHT onobpeH OOK:

e

Date /

[ara: 25 .0% 202>

Date /

220 anyn.
[ara:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 482095

Batch Quantity / Oobem cepun:

5852packs / ynakoBok

AR No / Ananurnuecknii oruer Ne : ARF/164/2022 | Date of Analysis / lata ananusa: 22.07.2022

06/2022

Date of Mfg / Jlara npouzBoacTsa:

Date of Expiry / l'ogen no:

05/2025

Analysis performed according ND / Anaaus nposeaén nmo HJI: 1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

No Result / Pesyasrarsi Specification / Hopma
Test / llokazaTenan

4 | Uniformity of weight / Complies / CootBercteyer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
OnHOPOOHOCTE MO MAcce %

2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / ITotepa B 1.6% NMT 6.0 % / He 6onee 6,0 %

Macce NMPH BLICYLIHBAHHH

6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV=51 The acceptability index forn =10 AV <L1.
OaHOPOAHOCTE I03HPOBAHMSA 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=150;L2=250.

ITokasatens npuemnemocts s n=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npessraer L1,
NPOBOAAT HCTIBITAHHE Ha caeaylourx 20 obpa3uax.
Jlna n=30 AV <L1. Bce 34ayerns X1 JO/DKHbI
YAOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuectennoe onpenenexne 13.99 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)

13.99Mmr/Tab CEeHHO3HOB B nepecyeTe Ha ceHHO3U A B B ogHOM
tabnerke.

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cootsetcTayeT TpeGosaHmam HA

Conclusion : APPROVED /
3aknoyenuwe: OQOBPEHO

Checked by QC In-Charge / S?,BQQ,—P'
[okymeHT nposepeH OKK: i (e

Approved by QA In-Charge /
LokymeHt ogobpeH OOK:

Date /

> .0F 20202~
[ara: -

Date /

[ara: 2.2-07-2022.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTA3A

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

TpoayxT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482095

Batch Quantity / O6bem cepuu:

AR No / AnanurnyeckHii otyer Ne : ARF/164/2022

Date of Analysis / Jara ananuza: 22.07.2022

Date of Expiry / T'ogen go: 05/2025

5852packs / ynakosox

Date of Mfg / lata npoussoacrsa:  06/2022

Analysis performed according ND / Ananus nposenén no H/: T1 N0O13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / Pesyabrars Specification / Hopma
Test / Tlokazarens
9 | Content of Methyl 0.046 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepixanne
MeTHnaparuApokcubenzoara 0.046 Mr/rab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonornueckas 4ucTora

10a) | Total Aerobic microbial count /
O61ee uncio a3pobHBIX 20

MHKPOOPraHU3MOB

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

10b) | Total combined yeast and mould
count / Obiee uucio
IIJIECHEBBIX H ,I[pO)K}KeBle

rpubos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusble k
OEHCTBHIO >KeTuu

rpaMoTpHUATebHble GaKTepuH

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/Orcyrcrene B 1 r

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ Orcyrcteues 1 r

109 | Salmonella

Absent / OtcyTeTByior

Absentin 10 g /Orcyrcreue s 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTBYET TpeboBaHusm HI

Conclusion : APPROVED /
3aknouenue: OAOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / ia
HokymeHT nposepeH OKK: e HokymeHT ogobpeH OOK: %‘jﬁg
o
Date / Date / g ”
2 B 2
Nara: 25> .0% 2022 Nara: . 2 o NS B T

FMQC003-15-06
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Cipla

Page40f4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482095

Batch Quantity / O6nem cepuu:

5852packs / ynaxoBok

AR No / Ananutuueckuii oryer Ne: ARF/164/2022

Date of Analysis / laTta ananuza: 22.07.2022

Date of Mfg / llaTa npou3BoacTsa:

06/2022

Date of Expiry / Togen no:

05/2025

Analysis performed according ND / Ananus nposeaén no H/[: II N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTsi Specification / Hopma
Test / Iloka3zaTenn
11 | Package / Vnaxoska Package / Ynakosxka - 20 tablets . .
ik bl%s P Package / Ynakosxka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
Jomtinan il 25 bilgwss widi |9 3 blisters and a patient information leaflet in a
25 patient infc;nnatian leaflets in |S2TtON- 20 tablets in a blister made of PVC
acasion. £ Tio 20 el & /PE/PVDC film and aluminum foil, 25 blisters with
6mtc1‘ep. RS 25 patient information leaflets in a carton. / ITo 20
" tabnerox B GIHCTEp U3 MIIEHKH TPEXCIOHHOMN
TOJIHBHHHIIXJIOPHIHOT
(HOJIHZ-)THJ'ISHOBE)I:I? (IMBXAT3/MTIBOX) u amomuuuesoii donsru. o 2
ORI ROHoR) 5 HiH 3 biEcTepa BMecTe ¢ MHCTPYKLHEH [0
G EeOR ONES, 56,25 NPUMEHEHHIO B KapTOHHYO nauky. [To 20 tabnerox
- — KapTOHHy’lO — OnmcTep M3 MJIEHKH TOTHBHHHIXJIOPUAHOM
& iy B8 SHCT (noMMaTHIEHOBOH / MONMBUHHIIEHXJIOPUAHON) U
O ARG Py amoMHHHeBOH dosbru, no 25 Gnucrepos B
' KapTOHHYIO MAa4Ky C BJIOKEHHEM 25 MHCTPYKIHH Mo
MPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cooreercreuu ¢ HJ

13 | Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temnepartype He

XpaHeHHs! Beime 25 °C.
14 Shelflife / Cpok romsocTu 3 years / 3 roma

Remarks : The Product conforms to ND/
NMpumeyanue: MNMpoaykT cooTeeTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3akntoyenue: OO0OBPEHO

Checked by QC In-Charge / e Lo

HokymeHT npoBeper OKK:

Approved by QA In-Charge /
[okymeHT ofo6peH OOK:

=

Date /

flars: Lo T 2 R < Y o L DL

Date /

Nara: 2.2.07. 202
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