Cipla

CERTIFICATE OF ANALYSIS
i CEPTUOUKAT AHAJIV3A
Pagel of4/Crp.1u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusnt Ne: 481179 Batch Quantity / O6bem cepun: 5850 packs / ynakosox
AR No / Ananutinaecknii orger Ne 1 ARF/232/2021 | Date of Analysis / Jlara ananusa: 15.09.2021
Date of Mfg / lata npomsBomcra:  08/2021 Date of Expiry / I'ogen mo: 07/2024

Analysis performed according ND / Anamms nposeaén mo H/I: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / oxazarens Result / Pesyabrarst Specification / Hopma

1 Description / Onucanue Complies / CooTBeTcTBYET 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 kpyrieie Tabnerku co
CKOIIEHHBIMH KPasiMil OT KOPHYHEBOTO IO TEMHO-
KOPHYHEBOTO 1[BETA C BKparueHusimu. Ha opnoii
cropone Tabnerku BeaasieHo cinoso «CIPLA», Ha
APYTOH - TUHUA Pa3oMa.

2 Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercreyer OkpanrvBaHie aMMHA4HOrO PACTBOpPA B KPACHBIH
AHTPaXHUHOHOBBIE [NIMKO3HbL ey
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrayer chromatogram of the sample solution should
MerunnaparunpokcuoeH3oar corresponds to the retention time of the principle
(BOXKX) _ peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YAEPKUBAHUA OCHOBHOTO IIHKA HA XPOMATOTpaMMe
HCITBITYEMOTO PACTBOPA HOJDKHO COOTBETCTBOBATE
BPEMEHH YOCPKHBAHHA OCHOBHOI'O ITHKA Ha
XpOMaTOrpaMMe CTaHAAPTHOrO PacTBOpa
MeTHInaparuapokcudensoara (pasmuen
«Metunnaparuapoxcubensoar).

3 | Average weight / Cpennss 190.20 mg / 190,20 mr 189.99 mg +7.5% / 189,99 mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanue: MpoaykT cooreeTcTByeT TpebosaHuam HI | 3akmoyveHue: OQOBPEHO
Checked by QC In-Charge / w Approved by QA In-Charge / ;i
HokymeHT nposepeH OKK: B lane [NokymeHT ono6peH OOK: %
Date / -~ Date/
Lol es o O B o B o
Oara: ! i NaTa: \S-e9. 202\
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Cipla

CERTIFICATE OF ANALYSIS
= CEPTHOPUKAT AHAJTU3A

Page 2 of 4/ Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481179

Batch Quantity / O6bem cepun:

5850 packs / ynakosok

AR No / Anamurinaeckmii orger Ne : ARF/232/2021 | Date of Analysis / laTa anamusa:  15.09.2021

08/2021

Date of Mfg / Jlata nponsBoacrsa:

Date of Expiry / I'open mo:

07/2024

Analysis performed according ND / Anasms nposenén no HI: ITTN013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Test / [Tokazarenns

Result / PesyabTaTst

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTE MO Macce

Complies / Cooteercrayer

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee =+ 7,5
%
2/20 tablets NMT £15% / 2/20 He Gonee + 15%

5 Loss on drying / [Toteps B ' 1.4% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BLICYIIHBAHHH
6 | Dissolution / 82-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunos vepes 120 mun
7 | Uniformity of Dosage units / AV =46 The acceptability index forn=10 AV <L1.

OIHOPOIHOCTE MO3UPOBAHHS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <LI1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0.

Tloxazatens nmpuemnemocts ans n=10 AV < L1,

B cnyuae, ecnun 3navenue AV npessimaer L1,
MPOBOAAT MCMbITaHKE Ha cnegyromux 20 obpasuax.
Hnsa n=30 AV < L1. Bce 3HaueHus Xi JOJDKHEL
YOOBAETBOPATEL HEPABEHCTRY:

[M-xi| £0,01 = L2 x M.

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTseHnoe ompeneneHue
(Cnexrpodoromerpus)

14.11 mg/tab /

14,11 mr/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 no 15,53 mr (o1 90,0 1o 115,0 %)
CEHHO3HU/IOB B Mepecyere Ha ceHHo3un B B onHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3akntouenue: OQOEPEHO

Checked by QC In-Charge /5

Approved by QA In-Charge / -
HokymeHT nposepeH OKK: 15 &) O e HdokymeHT onobpeH OOK: %CZI:S/E B
Date / C.09.3039 Date /
Nara: 1 ? 1 [ara: | S -©9. 202\
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Cipla

CERTIFICATE OF ANALYSIS
a CEPTHOUKAT AHAJIN3A
Page 3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 481179 Batch Quantity / O6bem cepum: 5850 packs / ynakosok
AR No / Ananurnaeckuii oraer Ne : ARF/232/2021|Date of Analysis / Iara ananuza: 15.09.2021
08/2021 Date of Expiry / I'onen go: 07/2024

Date of Mfg / lara npoussoacrsa:

Analysis performed according ND / Aramus npesenén mo HI: TIN013745/01-091017, Msm. No 1 o1 17.04.2020

Ne Test / IMokazaTens Result / PesyabTaThl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHJINAparuAPOKCHOeH30aTa 0.048 mr/tab
(BOAX)

10 | MICROBIAL LIMIT TEST/ MukpoOuosyioru4eckast 4McToTa

102) | Total Aerobic microbial count /
O61mee 9HCIO aA3POOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MUKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / Obmee uucmo <10
NIECHEBBIX U NPOMNIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyrerByior Not more than 10” / g / He Gonee 10% /r
bacteria/ Ycroiiuusble k
JIEHCTBHIO KEeJYH
rpaMoTpHLaTeNbHbIe DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyrcTByioT Absentin 1 g/ OrcyrcrBue B 1 1

10¢) | Escherichia coli Absent /OtcyreTByioT Absentin | g/ OrcyrcrBue B 1 1

10f) | Salmonella Absent / OtcyrerByroT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
MNpumeyanme: MpopaykT cooTseTcTRyeT TpeboBaHusam H

Conclusion : APPROVED /
3akntouyeHue: OJOBPEHO

Checked by QC In-Charge £, -\
HAokymeHT nposepeH OKK: r@’:\fj‘i’l‘"_

Approved by QA In-Charge /
HokymeHT opnobpen OOK:

) e
Y3

Date /

{£.09.-2021
Hara:

Date /

[Jara: ASF @ 2P
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Cipla

Page 4 0of4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Mponyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481179 Batch Quantity / Oowem cepun: 5850 packs / ynakoBok
AR No / Anannrinaecknii oraer Ne : ARF/232/2021 | Date of Analysis / J/lata ananmsa:  15.09.2021
Date of Mfg / lata npomssoacrsa:  08/2021 Date of Expiry / I'oaen no: 07/2024

Analysis performed according ND / Ananus nposenén mo HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokasaTenn Result / PesyabTaThr Specification / Hopma
t | Reelged S iazk;‘%;érﬁ[g:z? ~ 2T Package / Ynakoska - 20 tablets in a bliste.r made _of
PVC/PE/PVDC film and three-lf.lyer PVC/PE/RVDC film aqd alummum foil. 2
AR foil 25 blistarswith | 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in |S3T1OM: AYaLict 0. blls_ter made_: OfPV.C .
e v .’PE/P‘_!DQ film anc.I alummum-foﬂ, 25 blisters with
GiicTeD S i 25 patient information leaflets in a carton. / 1:10 20
e TabneTox B OIHCTEp M3 TIIEHKU TPeXCIIOHiHO
(i EHcRoR (IIBX/I/MTIBAX) 1 amioMHUHHEBOH Q)?ﬂbrﬂ. ITo 2
I unu 3 Gnucrepa BMeCTe C HHCTPYKLIMEH 110
ansoMuHEERON DOmsCH, 10 25 NpPUMEHEHHIO B KapTOHHYIO naydky. ITo 20 rabnerok
EHESEG EApRRE0 B OmHcTep u3 MICHKH MOMMBHHHIXJIOPUAHOH
¢ EnOmeanEM 25 BHCTpyIHH (nonnamnmgaou / TONMBUHHITIEHXIOPUIHOM) 1
e amOMMHMEBOT Honbry, Mo 25 OnucTepor B )
B KapTOHHYIO TTaYKy C BIOXKEHHEM 25 MHCTPYKIIUH 110
MPUMEHEHHIO.
12 Labeling / MapxupoBka According to ND /
B cooTserctBuu ¢ HJ
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH Temrnieparype He
XpaHeHHs seime 25 °C.
14 Shelf life / Cpox roguocTn 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTBYET TpeboBarnuam HJ

Conclusion : APPROVED /
3akntouenune: OQOBPEHO

Checked by QC In-Charge
MokymeHT nposepeH OKK: \]% e

Approved by QA In-Charge / %
HokymeHT ogobper OOK: %

Date /

1<. 692029
[ara:

Date /

15-04- 202
Hara:
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