Cipla

* CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIH3A

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpopyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne ;482127

Batch Quantity / O6nem cepuu:

5847packs / ynakosox

AR No / Auaauruueckuii oruer Ne : ARF/203/2022 | Date of Analysis / TaTa ananuza: 20.09.2022

09/2022

Date of Mfg / laTa npoussoJcTBa:

Date of Expiry / T'omen no:

08/2025

Analysis performed according ND / Auanu3s nposeaén no H/{: T1 NO13745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTsl

Test / Hoxazarens

Specification / Hopma

1 | Description / Onmucanue

Complies / CootercTByeT

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. / IInockue kpyrnsie Tabnetku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOT'O 0 TEMHO-
KOPHYHEBOTO I{BETA C BKparuieHHaMH. Ha oxuoi
cropone tabnetku Beigasseno cioso «CIPLA», na
OpYTOii - THHUSA Pa3ioMa.

2 | Identification / ITojymHHEOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tumns a reddish colour /
T — CooteercTByeT glglmusaﬂne aMMHA4YHOIC PacTBOpPa B KPAacHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcubenzoart corresponds to the retention time of the principle
(BOKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / B pems
YAEPKUBaHUS OCHOBHOTO NIMKA HA XPOMATOrpaMMme
HCIBITYEMOr0 PacTBOPA IO/DKHO COOTBETCTBOBATE
BPEMEHH YepKHBAHNI OCHOBHOIO ITHKA Ha
XPOMATOrPAMME CTAHAAPTHOrO PACTBOPA
MeTHanaparuapokcubensoara (pasgen
«Merunmnaparunpokcubensoar).

3 | Average weight / Cpennsis
Macca

188.03mg / 188,03mr

189.99 mg +7.5% / 189,90 mr £7,5%

Remarks : The Product conforms to ND/
MpumeyvaHue: NpogykT cooTBeTCTBYET TPeboBaHMAM HI

Conclusion : APPROVED /
3aknioueHue: O0OBPEHO

Checked by QC In-Charge I@

[okymeHT nposeper OKK: 9C a ua

Approved by QA In-Charge /
HokymeHT ogo6peH OOK:

gﬁ/&{;

Date /

Nara: 220« OF 4 B
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE

TAEJIETKH 13,5 mr

Batch No / Cepusi Ne: 482127

Batch Quantity / O6bem cepun:

5847packs / ynaxosox

AR No / Ananutuueckuii oryer Ne:  ARF/203/2022|Date of Analysis / Jlata ananuza: 20.09.2022

Date of Mfg / lata npoussoacrsa:  09/2022

Date of Expiry / I'ogen no:

08/2025

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

Test / Ioxazarens

Ne Result / PesyasTaTs

Specification / Hopma

4 | Uniformity of weight /
OnpHOPOAHOCTE MO Macce

Complies / CootsercTByer

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

OnHOpOIHOCTS NO3HPOBAHKS

5 | Loss on drying / TToreps B 2.7% NMT 6.0 % / He Gonee 6,0 %
Macce NPH BbICYLIHBAHAK
6 | Dissolution / 82 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) censosunos uepes 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=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.

ITokazarens npuemnemoctu s n=10 AV <L1.

B cryaae, ecin 3nauenne AV npepsimaer L1,
IPOBOAAT HCIILITAHHE HA clenyromux 20 obpasnax.
Hns n=30 AV <L1. Bce 3HaueHns Xi NOJDKHEI
YIOBIETBODATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuectsennoe onpenenenue

(CrextpodoTomerpus)

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 5o 15,53 mr (o1 90,0 0 115,0 %)
CeHHO3HIIOB B NepecyeTe Ha CeHHo3uA B B oxHoil
Tabnerke.

Remarks : The Product conforms to ND/
MNpuMeyanue: MpogykT cooTeeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknoveHue: OQOEPEHO

Checked by QC In-Charge / A

Approved by QA In-Charge /

HokymeHT nposepeH OKK: e [LokymeHT of06peH OOK:
Date/ 9 3.c9.9 a2 Date/ . o09.202
[arta: [arta:

E MQC003-15~06
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Cipla

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482127

Batch Quantity / O6rem cepun:  5847packs / ynakosox

AR No / Auanutuyecknii otuer Ne : ARF/203/2022

Date of Analysis / laTa ananuza: 20.09.2022

Date of Mfg / laTa npoussoacrea:  09/2022 Date of Expiry / I'ogen ao: 08/2025

Analysis performed according ND / Ananus nposeaén no HJL: T N0O13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi Specification / Hopma
Test / IToxazarens
9 Content of Methyl 0.052mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copeprxanue
meTuanaparuapokcubensoara 0,052mr/1a6
(BIHKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonornueckas YHcToTa

10a) | Total Aerobic microbial count /
O6mee yncno a3pobHbIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Obwee uucno

Not more than 107 cfu/ g /He Gonee 107 /r

<10
[UIECHEBBIX H JPOXIKEBBIX
rpuboB
10 ¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10”/ g / He Gonee 10” /r
bacteria/ Ycroiiuusbie K
NEeHCTBHIO HKeJT4H
rpamMoTpHIATENbHbIE DaKTepHH
10 d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 1 1
10 ¢) | Escherichia coli Absent /OtcyTeTBYyIOT Absentin 1 g/ OrcyrctBueB 1 1
10f) | Salmonella Absent / OtcyTeTBYIOT Absentin 10 g / OtcytctBue s 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooteeTcreyeT Tpebosanuam HI | 3akmwouenne: OfJOGPEHO

Checked by QC In-Charg Approved by QA In-Charge /
[lOKyMEHT npoBepeH OKKQ@ QuLt [okymeHT onoBper OOK: %
Date / Date /
(e Rl » 2O B <
[ava: 2 v L flata: 20 -09 2021

FMQCO003-15-06
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Cipla
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Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAJ[IZEw , TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482127

Batch Quantity / O6bem cepun:  5847packs / ynakoBok

AR No / AuanuTuyeckuii oruer Ne : ARF/203/2022

Date of Analysis / laTa ananusa:  20.09.2022

Date of Mfg / lata npoussogcrea:  09/2022

Date of Expiry / I'onen no: 08/2025

Analysis performed according ND / Ananus nposenén mo HJI: IIN013745/01-091017, Mam. Ne | ot 17.04.2020

Ne

Test / Hoxazarens

Result / PesyabTaTsi

Specification / Hopma

11

Package / Vnakoska

Package / Ynaxoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 tabnerox B
BrmcTep U3 NIEHKH

0T BHHAJIXTIOPUAHOH
(nonusTHNEHOBOH/
NOJMBHHHJIAEHXIOPUAHOH) H
aNIOMUHHEBOH donery, mo 25
BAMCTEPOB B KAPTOHHYIO MAUKY
C BJIOKEHHEM 25 HHCTPYKLHH
10 IPHMEHEHHIO.

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
tabnerok B GiHCTEp U3 IIIEHKH TPEXCNOHHOH
(TIBX/IT3/TIBOX) u amomuuuesoit dosbra. o 2
unu 3 GrMcTepa BMECTe ¢ HHCTPYKITHEH mo
MPHMEHEHHUIO B KapToHHYIO nauky. ITo 20 tabnerox
B GrHCTep M3 AJICHKH TONHBHHITXIOPHAHOH
(momMaTHIEHOBOH / TONMBHHUIEH X IOPHIHOT) H
amoMuHEEBOH (onbry, 1o 25 6nucTepos B
KapTOHHYIO NAYKy C BIOXKEHHEM 25 MHCTPYKIMH 1Mo
IPHMEH EHHIO.

12 | Labeling / Mapxuposxa According to ND /
B cootsercteun ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temneparype He
XpaHeHHs seie 25 °C.
14 | Shelflife / Cpox rogaocTH 3 years /3 rozma

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwe: MpoayKT COOTBETCTBYET TpeGoBaHUAM HO | 3akmouenve: OJOBPEHO
Checked by QC In-Charge [ | 5\ Approved by QA In-Charge / e
[lokymeHT nposepeH OKK: 43 LK [okymeHT ogobper OOK: %ﬂ/
Date / Date /

o T i 7 0 B (0 Y o, L Y TR . .
Dara: 3 Lata: 18+ OFY “ULeTA-
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