Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482108

Batch Quantity / O6nem cepuu:

5851packs / ynaxobox

AR No / Ananutuuecknii oruer Ne : ARF/182/2022

Date of Analysis / laTa anaausa: 22.08.2022

Date of Mfg / Jata npoussoacrsa:  07/2022

Date of Expiry / 'ogen go:

06/2025

Analysis performed according ND / Ananns nposeaén no HJI: TINO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Ilokazarenn

Result / PesyasTartsi

Specification / Hopma

1 Description / Onucanune

Complies / CootercTyeT

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 TabneTsu co
CKOLIEHHBIMH KPasMH OT KODUYHEBOTO JI0 TEMHO-
KOPHUYHEBOTO I[BeTa C BKpariesamu. Ha omHon
cropoHe tabnerxu BoiasieHo cinoso «CIPLA», na
ApYTOH - MTHHUA PA3IOMA.

2 Identification / IToumHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooreercTByer OxpamnBanne aMMHAYHOIO PAcTBOPa B KPACHBIH
AHTPAXHHOHOBbIE TTIMKO3UIBI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByer chromatogram of the sample solution should
MeTtunnaparuapokcubenzoar corresponds to the retention time of the principle
(BOAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAePX#HBAHUA OCHOBHOTO MHKA HA XPOMATOrpaMMme
HCIIBITYEMOr0 pacTBOpPa MOJBKHO COOTBETCTBOBATh
BpPEMEHH YAepKUBAHHSI OCHOBHOrO TTHKA HA
XPOMATOrPAMMe CTAHIAPTHOIO PACTBOpa
MeTHnmaparuapokcudensoara (pasaen
«Merummaparuapokcubensoar).

3 | Average weight/ Cpennsis
Macca

187.82mg / 187,82mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeyaHue: MpoayKT cooTBeTCTBYET TpebosaHuam HL

Conclusion : APPROVED /
3akntoueHue: OOQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /.~ @j ) %ﬁfﬁr«,
[lokymeHT nposepeH OKK: ’ L oL AokymeHT ogoGpeH OOK: o
Date / i D o Date/ -, ca s

Nata. R R 1~ R I e Al 08 [ara: o 3 8 -202-1
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482108

Batch Quantity / O6nem cepuu:

5851packs / ynaxosox

AR No / Ananutnueckuii oruer Ne: ARF/182/2022

Date of Analysis / laTa ananusa: 22.08.2022

Date of Mfg / lata npoussoacrea:  07/2022

Date of Expiry / I'ogen no:

06/2025

Analysis performed according ND / Auanus nposeaén no HJI[: I1 NO13745/01-091017, M3m. Ne 1 ot 17.04.2020

No

Test / ITokazarens

Result / PesynbTaThl

Specification / Hopma

4 | Uniformity of weight /
OpnHOpPOAHOCTE MO Macce

Complies / CootBercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ne tonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OnHOPOAHOCTL NOZHPOBAHHSA

5 | Loss on drying / [ToTeps B 1.8% NMT 6.0 % / He 6onee 6,0 %
MaccCe MpH BBICYLUIHBAHHHA

6 | Dissolution / 85 -9% NLT 70 % (@) of sennosides in 120 minutes O
PactBopenue He menee 70 % (Q) cernnosunos 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-x1| < 0,01 x L2 x M.

L1=15.0,L2=25.0.

ITokaszaTens npuemaemMocT s n=10 AV <L1.

B cnyuae, ecnu 3uauenune AV npessiaer L1,
NPOBOST HCIIbITAHKE Ha creayrouux 20 obpa3siax.
Hns n=30 AV <L1. Bce 3HaueHHs XI JOJDKHBI
YIOBJIETBOPATE HEPABEHCTRY!

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

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

8 | Assay (Spectrophotometry)
KonuuectBeHnoe onpeneneHue
(CrextpodoTomerpus)

14,03mr/Tab

14.03 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.C %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HJIOB B MepecyeTe Ha CeHHO3uA B B omHO#M
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTtcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknoyeHue: OQOEPEHO

Checked by QC In-Charge7 , 2.
[loKyMeHT npoBepeH OKK: '“\q 35 s

Approved by QA In-Charge / o
[okymeHT ofo6pen OOK:

Date /

Rars: 224 0. 2022

Date /

22 «08-2 022
[aTta:
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Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482108

Batch Quantity / O6nem cepun:  5851packs / ynaxosox

AR No / Ananurnueckuii oruer Ne: ARF/182/2022

Date of Analysis / {aTa ananusza: 22.08.2022

Date of Mfg / lata npoussoacrsa:  07/2022

Date of Expiry / I'osen no: 06/2025

Analysis performed according ND / Ananus nposeaén mo HJ[: I1 NO13745/01-091017, H3am. Ne 1 ot 17.04.2020

Ne Result / Pesyabrars: Specification / Hopma
Test / llokaszaTens
9 | Content of Methyl ' 0.044mg/tab 0.028 — 0.056 mg/tab. / O 0,028 710 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanne
meTuanaparuapokcudensoara 0.044Mmr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uoiornyecsas 4ucTOTa

10a) | Total Aerobic microbial count/
O6wee uucno a3podHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obwee uncno <10
TNJIECHEBBIX U [APOAIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He 6onee 10° /r
bacteria/ YcToiiunsele K
JIEHCTBHIO JKeJTuH
rpamMoTpHUATEIbHbIE DAKTEPHH

10d) | Staphylococcus aureus Absent /Otcyteteylor | Absentin 1 g/ Otcyrctue s 1 v

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBHeB 1

100 | Salmonella Absent / OtcyTCcTBYIOT Absentin 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT COOTBETCTBYET TPEDOBAHUAM

Conclusion : APPROVED /

HO | 3akmouenuwe: OAOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /7 —

Hoxywen nposeper OKC 13 ¥ 1O [lokymeHT oaoGpeH OOK: ‘;’@ﬁg’“
Date/ 9 2.05 2022~ Date / P

fara: Jara:
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482108

Batch Quantity / Ofvem cepun:  5851packs / ynaxonox

AR No / Auanurtnueckuii oruer Ne: ARF/182/2022

Date of Analysis / lara ananusa: 22.08.2022

Date of Mfg / lata npoussoacrea:  07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Ananus nposenén mo H/I: I1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / Pesyabrarsl

Test / MoxkazaTenn

Specification / Hopma

11 | Package / Vnakoska
in a blister made of

: OnucTep U3 IUIEHKH

(nonuaTuneHoBOMH/

10 TIPHM EHEHHIO.

Package / Ynaxoska - 20 tablets

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

HOEHBHHHHXHOPHHHOﬁ

IO BHHUIIAEHXJIO PHITHOM ) ¥
amoMHuHNEeBOH Gonbru, no 25
OJHMCTEPOB B KAPTOHHYIO HAYKY
C BIIOXKEHHEeM 25 HHCTPYKIIHH

Package / Ynaxoeka - 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
'rabneTok B GMHCTEp M3 MIEHKH TPEXCIOHHOI
(IIBX/AI3/MIBAX) u amomunuesoit onsru. Ilo 2
win 3 6aMcTepa BMeCTe C HHCTPYKLHEH 1o
NPUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerox
B GIIHCTED M3 MISHKH NOJHBHHIIXIOPUIHOM
(nonMMUATHIIEHOBOH / TONMBHHUIZIEHXIOPUITHOH ) 1
anmoMuHneBoi ¢obru, no 25 GnucTepos B
KapTOHHYIO Na4Ky C BIOMXKeHHeM 25 HHCTPYKLHH 1o
MPHMEHEHHIO. )

12 | Labeling / MapkupoBska According to ND /

B cooTeerctHu ¢ H]T

13 Storage conditions / Ycnosus

XpaHeHus Boime 25 °C.

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

14 Shelf life / Cpox roasocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooreeTcTayeT TpebosaHusam HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /{” ,~) .

Approved by QA In-Charge /

[lokyMeHT npoBepeH OKK: Glaes [lokymeHT ogoBpeH OOK: %’
Date/ 55.0%.2527 Date / 22 .0%-2022
Aara: Oara:
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