- Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJIH3A
Pagel of 4/ Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 482025 Batch Quantity / O6bem cepun: 5847 packs / ymaxkosok
AR No / Anasmraaecknii oraer Ne : ARF/070/2022|Date of Analysis / lata asammza:  19.03.2022
Date of Mfo / lata npomssoacrea:  03/2022 Date of Expiry / I'ogen go: 02/2025

Analysis performed according ND / Anams nposenén mo HJI: IT N013745/01-091017, M3am. Ne 1 ot 17.04.2020

No Test / Hoxa3zarens Result / PesyanTaTn Specificaticn / Hopma

1 | Description / Onucanue Complies / CootBercrayer 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 kpyrasie Tabnerku co
CKOILIEHHBIMH KpPasiMH OT KOPUYHEBOTO A0 TEMHO-
KOPHYHEBOro LBera ¢ BkpamienuaMu. Ha ogxoit
cropore Tabnerku Buigasieno cioso «CIPLA», na
ApYyTOil - TMHUA pa3noMa.

2 | Identification / ITopnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T m— CootsercTyer S:éyramusaﬂue aMMHAaYHOrO0 PacTBOpa B KPACHBIHA
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ ) Coorsercreyer chromatogram of the sample solution should
Merunmaparagpokcubensoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yOep:KHUBAHIA OCHOBHOI'O [IMKA HA XPOMATOPaMMe
HCIBITYEMOIO pacTBOpa A0JDKHO COOTBETCTBOBATH
BPEMEHH yAePKUBAHUA OCHOBHOTO NHKA HA
XpOMaTOrpaMMe CTAHAAPTHOIO PacTBOpa
MeTHITmaparuapexcubenseara (pasmen
«MetunmaparuapokcnOen3oar).

3 | Average weight / Cpennss 187.40mg / 187,40mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooTeeTcTByeT Tpebosanuam HI | 3akntoyeHme: OQOBPEHO )
Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposepeH OKK: ‘?ﬁw HokymeHT ogo6peH OOK: e
Date / Date / R e4N
fara: |4'0% 2032 Dara: n
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Cipla

CERTIFICATE OF ANALYSIS
. _ CEPTHO®HUKAT AHAJIM3A

Page2 of4/Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

IIpoayxr: CEHAJIE TABJETKH 13,5 mr

Batch No / Cepus No: 482025 Batch Quantity / O6bem cepun: 5847 packs / ynakosox
AR No / Ananarrgaecknii oraer Noe :  ARF/070/2022|Date of Analysis / /lata amanmsza: 19.03.2022
Date of Mfe / Jlara npoussoacrea:  03/2022 Date of Expiry / I'oger n0: 02/2025

Analysis performed according ND / Anamn nposenén mo HJI: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / IlokasaTens

Result / PesyabTarsi

Specification / Hopma

4 | Uniformity of weight /
OnHopoaHOCTE 1O Macce

Complies / CoorBercryer

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

2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

OnHopogHOCTE NO3HPOBAHHUS

5 | Lossondrying /Ilotepse - 2.7% NMT 6.0 % / He Gonee 6,0 %
MAacCe IpPH BBICYIIMBAHHH
6 | Dissolution / 79 - 88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozuzmos uepes 120 Mun
7 | Uniformity of Dosage units / AV=52 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=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.

IMokasarens npremnemocts st n=10 AV <L1.

B ciygae, ecnmu 3Hauenue AV npesbimaer L1,
TNPOBOMIAT MCIILITAHUE Ha crenyromux 20 obpasiax.
Jlns i=30 AV <L1. Bee 3Ha49eHuA Xi JOJDKHEI
YIOBNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuectBenHoe onpeneneHue

(CnexrpodoTomerpus)

13.87 mg/tab /

13,87 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 mo 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3M/IOB B IépecueTe HA ceHHO3HA B B ofHOM
TabeTke.

Remarks : The Product conforms to ND/
MNMpumeyanue: MpofykT cooTeeTcTBYET TPeboBaHuam HJJ

Conclusion : APPROVED /
3aknmouenue: OAQOBPEHO

Checked by QC In-Charge / ZZE/‘;‘D

[JokymeHT nporepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

A

- Date / |

[ara: WES-Dena

Date /
Hara:

1305270
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CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJITH3A

Cipla

Page3 of4/Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi No : 482025

Batch Quantity / O6bem cepum:

5847 packs / ynakosox

AR No / AsanuTrgeckuii otaer Ne

: ARF/070/2022|Date of Analysis / lara anamu3a:

19.03.2022

Date of Mfe / lara nponssoacrsa:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anami nposenén mo HJI: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / llokazarens Result / Pe3ynbTaThi Specification / Hopma
9 | Content of Methyl 0.043 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIMaparuapokcbensoara 0.043 Mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckas 44cToTa

102) | Total Aerobic microbial count / ‘
O61mee yncno aspoOHbIX 20 Not more than 10* cfu/ g / He 6onee 10° /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Goxnee 10° /r
count / O6uree uncio <10
ILTECHEBBIX H NPOAOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYyIOT Not more than 10° / g / He Gonee 10 /r
bacteria/ Ycroiiunpeie k
JEHCTBHIO XKem4H
rpaMOTPHLATENbHBIE GaKTepUn

16.d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absent in I g/ Orcyrcreue 8 11

10e) | Escherichia coli Absent /OTtcyrcTBYIOT Absentin 1 g/ Orcyrcteue s 11

109) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcyrcrBue 5 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: NMpogykT cooTBeTCcTBYET TpebOBaHUAM H[]

Conclusion : APPROVED /
3aknouenune: OJOBPEHO

Checked by QC In-Charge / f,@b'p

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ofgobpeH OOK:

O

Date /

[ara: 1993 1aio

Date /
Harta:

\ & 0B
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHMKAT AHAJIM3A

Page40f4/Crp. 4 3 4

[Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482025 Batch Quantity / O6bem cepun: 5847 packs / ynakoBok
AR No / Ananarngeckunii oraer Ne : ARF/070/2022|Date of Analysis / /lata amannza:  19.03.2022
Date of Mfe / [lata npoussoacrea:  03/2022 Date of Expiry / I'ogen mo: 02/2025

Analysis performed according ND / Anayms nposengn mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTelb

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ynaxoeka
in a blister made of

OnucTep M3 TUIEHKH

(MONMMATHIEHOBO#/

110 NPHUMEHEHHIO.

Package / Ynakosxka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

ﬂOJ’[HBHHHHXJ'lOpHJIHOI?I

TTOJMBHUHHINEHXIOPUIHON) U
AMOMHMHKEBOH Gonbry, no 25
OnHCTEpOB B KAPTOHHYIO MAYKY
C BJIOJKEHHEM 25 WHCTPYKUMH

Package / Ynakoeka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. Z
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
Tabnerok B OnHCTEp W3 MIEHKH TPEXCIOHHO
(IIBX/II2/TIBAX) u amomusnesoil donsru. ITo 2
Wi 3 GnucTepa BMecTe ¢ HHCTPYKIMei 1o
NIPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 Tabnerok
B OJIHCTEp M3 TUIEHKH MOIHBUHHIIXJIOPUIHOH
(MONMHATHIEHOBOI! / MOMUBHHUIIIEHXIIOPUIHON) H
amomuHneBoH donbry, mo 25 bnucTtepos B
KAPTOHHYIO HAUKy C BIOKEHHEM 25 HHCTPYKLuii o
NPHMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cooTeercTeuu ¢ HI

13 Storage conditions / Ycnosus

XpaHeHus Boiure 25 °C.

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

14 | Shelf life / Cpok rognoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykT cooTBeTCTBYET TpebosaHmam HI

Conclusion : APPROVED /
3aknwyenue: O0OBPEHO

Checked by QC In-Charge / 7’,‘6 [

Approved by QA In-Charge /

&2

HokymeHT nposepeH OKK: AokymeHT oaobpeH OOK:
Delofr  qvos. ponra- e 13080
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