Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOPUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482061 Batch Quantity / O6bem cepun:  5850packs / ynakoBok
AR No / Ananutugecknii oraer Ne : ARF/120/2022 | Date of Analysis / Jlata ananmsa: 24.05.2022
Date of Mfg / Jlara mpoussoacrea:  05/2022 Date of Expiry / I'ogen mo: 04/2025

Analysis performed according ND / Anasms nposenén mo H/I: I1 N013745/01-091017, U3sm. Ne 1 ot 17.04.2020

Test / Ilokazareas

Ne Result / PesyapTarsl

Specification / Hopma

1 | Description / Onucanue Complies / Cootsercrryer 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. / ITnockue kpyrible TabneTky co
CKOIIEHHBIMH KPasIMU OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOIO 1BeTa ¢ BKparueHusiMu, Ha onnoit
cropone TabneTky BeigasieHo cioo « CIPLA», Ha
APYToil - THHHSA Pa3IoMa.

2 Identification / IToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercrByeT OkpammuBaHue aMMHAYHOIO PacTBOpPa B KPACHBII
AHTPaXHHOHOBLIE TJIHKO3U/IbI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ' Cootsercryer chromatogram of the sample solution should
Metunnaparuapokcubensoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKHBAHHA OCHOBHOTO MHKA HA XPOMaTOrpamMme
MCHBITYEMOI'0 PACTBOPA JOJUKHO COOTBETCTBOBATE
BPEMEHHU YIePKUBAHUS OCHOBHOIO [TMKA Ha
XpOMaTOrpamMMe CTaHIAPTHOTO PacTBOpa
MeTunnaparuapokcubensoara (pasnen
«MerunnaparuapokcubdeHsoar).

3 | Average weight / Cpennsisa
Macca

188.08mg / 188,08mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumedanue: [Npogykr cooTeeTcTRYET TpebosaHusam H

Conclusion : APPROVED /
3akniovyeHue: OQOBPEHO

Checked by QC In-Charge// %
~ Qe

Approved by QA In-Charge /

ione

HokymeHT nposepeH OKK: HokymeHT ogobper OOK:
Date/ . Date /

OS5 L0722 2505, 22
[ara: 2494 2 ata: S.05.20
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUO®HUKAT AHAJIN3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

iiponyxr: CEHAJIE”, TABJETKM 13,5 mr

Batch No / Cepust Ne: 482061

Batch Quantity / O6bem cepun:

5850packs / ymakopox

AR No / Asamradecknii oraer Ne :  ARF/120/2022|Date of Analysis / Jlata anannza: 24.05.2022

Date of Mfg / Hara npoussogcrea:  05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Anamus nposeaén mo HJI: IT N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Z
¥

Test / Hokazareas

Resuit / PezyabTars:

Specificatien / Hopma

4 | Uniformity of weight /
OnHOpOaHOCTE MO Macce

Complies / CootBercTByeT

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

O7HOPOHOCTE JO3HPOBAHMS

5 | Loss on drying / IToteps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce [pH BBICYIIHBAHHH
6 | Dissolution / 80 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cernHo3uuos yepes 120 Mun
7 | Uniformity of Dosage units / AV =49 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
n=230

AV <L1. All values of xi must satisfy the
inequality:

IM=xi| 0,01 x L2 x M.

L1=150;L2=25.0

IToxaszarens mpuemnemoct s n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npeswimaer L1,
[POBOJAAT UCTIBITAHHE Ha chenyromux 20 obpasuax.
Hns n=30 AV <L1. Bce 3Ha4eHus Xi JOMKHBI
YIOBJIETBOPATh HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
* | KonuuecTseHuoe onpeneneHue

(CnexrpodoTomerpus)

13.96 mg/tab /

13,96 mr/Tab

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 go 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3M/IOB B [IEPECYETE HA CEHHO3HA B B OfTHOI
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanue: MNMpoaykT cooTBeTcTBYET TpebosaHusam HA

Conclusion : APPROVED /
3aknioveHue: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposepeH OKK: k’@) Gk

Approved by QA In-Charge /
HokymeHT ogobpeH OOK: W

Date /

fara D.A4~05:202%
Ta.

Date /
[aTa:

2% 052927
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTUPUKAT AHAJIM3A
Page 3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Iponykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 482061 Batch Quantity / O0bem cepun:  5850packs / ymakoBok
AR No / Amanurinaecknii oraer Ne : ARF/120/2022 | Date of Analysis / lata ananuza:  24.05.2022
Date of Mfg / /lata npoussoxcrsa:  05/2022 Date of Expiry / I'eaen n0: 04/2025

Analysis performed according ND / Ananus nposeaén no HJI: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi Specification / Hopma

Test / ITokazarens

9 | Content of Methyl 0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ -
Copepsxanne
MeTHInaparupokcubensoara 0,048 mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobxonorudeckas 4YHcToTa

10a) | Total Aerobic microbial count / ‘
OO1ee gHCno a3poOHbIX 20 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10* /r
count / O0wee 4ucio <10 '
IJIECHEBBIX U IPOXOIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTByIOT Not more than 107 / g / He 6onee 10° /r
bacteria/ Ycroiunsbie K
JIEHCTBUIO JKEI4U
rpaMoTpHUATEIbHbIE OaKTepUH

10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absent in 1 g/ OrcyrctBHe B 1 T
10e) | Escherichia coli Absent /OTcyTcTBYyIOT Absentin 1 g/ OrcyrcTBue B 1 1
10f) | Salmonella . Absent / OrcyTeTByIOT Absent in 10 g / OtcyrcTBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanune: NpoaykT cooteeTcTByeT Tpebosanuam HI | 3aknwuyenune: OQOBPEHO
Checked by QC In- Charge Approved by QA In-Charge / %
[okymeHT nposepeH OKK: Bﬂcﬂd— HokymeHT ogobpeH OOK:
Date / = Date /

e L B o o iy 2S5 .0S. Gl mal,
[arta: ) > [ara: 2 Rt
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 u3 4

Product: gENADE TABLETS 13,5 mg

TipogyxT: CEHA,[[ , TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482061

Batch Quantity / O6bem cepuu:

5850packs / ynakosox

AR No / Asanuarumsieckuii orger No :

ARF/120/2022 | Date of Analysis / lara anasmsa: 24.05.2022

Date of Mfg / Jlata npomn3soicrsa:

05/2022

Date of Expiry / I'onen xo:

04/2025

Analysis performed according ND / Anamas mpoeenén mo HJI: 11 N013745/01-091017, Uam. Ne 1 ot 17.04.2020

e

Test / ITokazaTean

Resuii / PesyapTatni

Specification / Hopma

11 | Package / Ynakosxa

Package / Vnakoska - 20 tablets
in 2 blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 Tabnetox B
OnucTep H3 TUIEHKH
TIOJIMBHHHITXJIOPUAHOM
(moauaTHNeHOBCH/
MOJMBHHHILIEHXJIOPUIHOMH) U
ATFOMHHHEBOMH Gobry, 1Mo 25
BIUCTEPOB B KAPTOHHYHO TAUKy
C BIOJKEHMEM 25 UHCTPYKITHI
I10 IPHMEHEHHUIO.

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
TaOneTok B OHCTEp U3 IIEHKH TPEXCIOHHOM
(IIBX/TIZMIBIX) 1 antomurveroit gomera. Ilo 2
UK 3 DIHCTepa BMECTe ¢ MHCTPYKLHEH 110
MPUMEHEHHIO B KapTOHHYIO mayky. ITo 20 Tabnerok
B OIHCTep U3 IUIEHKH MOJNMBHHHITXJIOPHIHOM
(nonu3THIEHOBO! / MOMUBUHIIIIEHXJIOPHAHON) U
ATOMUHHEBOH (onbry, 1o 25 Onuctepos B
KapTOHHYIO NMa4Ky ¢ BIOKEHHEM 25 HHCTPYKLHII [0
IIPUMEHEHHIO.

12 Labeling / Mapkiposka

According to ND /

B coorBercreuu ¢ H]

13 Storage conditions / Ycnosus
XpaHeHH s

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

Bobie 25 °C.

14 Shelf life / Cpok romsocTtr

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTayeT TpeboBaHuam HJ1

Conclusion : APPROVED /
3aknoyenue: O0OBPEHO

Checked by QC In-Charge+-

HokymeHT nposepeH OKK: '\,\ O aue

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

Phe

Date /

Jara: il

O 20% 3

Date /

Tars: 2S5.-05.0 022
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