Cipla

G CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Page1 of 4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJE®, TABJETKH 13,5 Mr

Batch No / Cepusi Ne : 482126

Batch Quantity / O6bem cepun:

5850packs / ynakosok

AR No / Anaautnueckuii otaer Ne : ARF/202/2022{Date of Analysis / /lara ananuza:  19.09.2022

Date of Mfg / lata npoussoacrea: _ 08/2022

Date of Expiry / T'ogen no:

07/2025

Analysis performed according ND / Auanus nposenén no HJ: I1N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / llokazaTens

Result / Pesyabrars! .

Specification / Hopma

1 | Description / Onucaxue

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. / IInockue kpyrnsre TabneTku co
CKOUIEHHBIMH KPasMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOTO 1[BeTa ¢ BKkpamyienusmu. Ha onnoi
cropoHe Tabnetku BeigasneHo cnoso «CIPLA», Ha
JIPYroii - THHUS pa3IoMa.

2 Identification / ITommMHEHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTByeT OxpammnBaHHe AMMHAYHOrO PACTBOPA B KPACHBIH
AHTPaxHHOHOBBIE [JIMKO3H/IBI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercrayer chromatogram of the sample solution should
Merunnaparuapokcubenzoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / B pems
yIep>KuBaHHs OCHOBHOTO MHKA HA X POMAaTOrpaMme
HCITBITYEMOrO PACTBOPA JOJDKHO COOTBETCTBOBATh
BpPEMEHH YAe[KHBAHUS OCHOBHOIO IHKA Ha
XpOMAaTorpaMMe CTaHJapTHOTO PacTBOpa
Metunnaparuapokcubensoara (pasmen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

188.17mg / 188,17mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknmwoyenme: O0OEPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK: ) Gur

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

=

Date /

99 -3 085
[ara:

Date /

[ara: e ot e aiiart
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTTH3A

Page2of4/Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa nponsBoacTsas:

Batch No / Cepus Ne : 482126 Batch Quantity / Oonem cepun:  5850packs / ynaxosok
AR No / Ananurnyeckuii oryer Ne : ARF/202/2022|Date of Analysis / {aTta ananuza: 19.09.2022
08/2022 Date of Expiry / I'onen no: 07/2025

Analysis performed according ND / Ananus nposeaén no HI: TI N013745/01-091017, HM3m. Ne 1 ot 17.04.2020

Test / Ioxazares-

Ne Result / PesyabTaTst

Specification / Hopma

4 | Uniformity of weight /
OnHOpONHOCTE 110 Macce

Complies / CootsercTayer .

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

OpHOPOAHOCTE H03UPOBAHHS

5 | Loss on drying / Iloreps B 2.5% NMT 6.0 % / He 6onee 6,0 %
Macce f[pl’l BBICyHIﬂBaHHH
6 | Dissolution / 83 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV=54 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.

IToxazaTens mpuemaemMocts mg n=10 AV <L1.

B cmyuae, ecnu 3nauenue AV npesbiaer L1,
MPOBOJAT UCTIBITAHKE HA crenyromux 20 obpasnax.
Jlna n=30 AV <L1. Bce 3HauyeHus X1 JOJDKHBI
YIOBNETBOPATH HEPABEHCTRY:

[M-x1| <0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonnuecTsennoe onpenenesue
(Cnextpodoromerprs)

13.92mg/tab /

13,92mr/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 mo 115,0 %)
CEHHO3H/IOB B MlepecyeTe Ha ceHHo3u B B oHOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykT cooTeeTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3akniouenue: OQOEPEHO

Checked by QC In-Charge
NokymeHT nposepeH OKK: Tt

Approved by QA In-Charge /

P

DokymeHT opobpeH OOK:
Date / .69 20272 — Date / : &
Fava: 19 Rire: {q-049.2022
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

IlpoaykrT: CEHA,Z[E TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482126 Batch Quantity / Obnem cepun:  5850packs / ynakoBok
AR No / Auanutnueckuii order Ne : ARF/202/2022|Date of Analysis / laTa anamuza:  19.09.2022
Date of Mfe / laTa nponssoactea:  08/2022 Date of Expiry / I'onen no: 07/2025

Analysis performed according ND / Ananu3s npoeeaén no HJI: [T NO13745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloxa3zarens

Ne Result / PesyapTaThl

Specification / Hopma

9 | Content of Methyl 0.053mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copneprxanue
MeTunnaparaapoxcubensoaTa 0,053mr/Tab
(BIAX)

10 | MICROBIAL LIMIT TEST/ Mukpobnonoriuueckas 4YucToTa

10a) | Total Aerobic microbial count/
O6mee gncno a3pobHbix 10

MHKPOOPraHM3MOB

Not more than 10° cfu/ g / He 6onee 10* /r

10®) | Total combined yeast and mould
count / O61ee unco
IINECHEBBIX H I{pO}K)KeBbIX

rpuboB

<10

| Not more than 10 cfu/ g /He Gonee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ ¥ croliuusbie K
_AeCTBHIO JKeJT4H

rpamMoTpHUATENBHEE OaKTepHH

Absent /OTcyTCTBYIOT

Not more than 10°/ g / He Gonee 10° /r

10 d) | Staphylococcus aureus

Absent /O1cyTeTBYIOT

Absentin 1 g/OrcyrctereB 1 1

10 e) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrcrBueB 1

10 ) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Npumeuanme: MpoaykT cooTseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknuenune: OQOBPEHO

Checked by QC In-Charge f_}\
aut

Approved by QA In-Charge /

FHE

[okymeHT npoeepeH OKK: [okymeHT ogobpeH OOK:
Date / Date /
[ara: Bl i Nara: 19.04- 20272

FMQC003-1 5-06
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Paged4of 4/ Crp. 4134
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482126 Batch Quantity / O6wem cepun:  5850packs / ynaxosox
AR No / Avanutndeckuii otuer Ne : ARF/202/2022|Date of Analysis / JaTa ananuza: 19.09.2022
Date of Mfg / laTa npoussoacrsa:  08/2022 Date of Expiry / I'ogen po: 07/2025

Analysis performed according ND / Ananus nposenén mo HJI: I1N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne

Test / Iloxazarens

Result / PesyabTaThi

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 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
GnECTEp M3 TUIEHKH

[OJIM BUHHITXIOPHIHON
(nonuaTHNEHOBOI/

T10JTH BHHAIAEHXJIOPUIHON) H
amoMuHAEeBo# donsry, mo 25
6MUCTEPOB B KAPTOHHYIO NAYKY
C BIIOXEHHEM 25 HHCTPYKLHH
0 NPHMEHEHHIO,

Package / Ynakoska - 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
tabnetox B 6MECTEp H3 MIEHKH TPEXCIOHHOM
(IBX/IID/TIBAX) u antomunuesoii ¢onera. Io 2
nmd 3 6iicTepa BMeCTe ¢ HHCTPYKIHEit mo
NMPHMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
B ONHCTEp H3 IIEHKH NONUBHHUIDUIOPHAHOH
(momMaTHNEHOBOH / MONMBHHUIAEHXIOPHIHOM) H
aAMOMHHIEBOH (onbry, no 25 bnucrepos B
KapTOHHYIO Na4Ky C BIOKEHHEM 25 WHCTPYKIHii 110
[IPHMEHEHHIO.

12

Labeling / Mapxuposka

According to ND /

B cootsercteun ¢ HJT

13

Storage conditions / Ycnosus
XpaHeHHs

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

peime 25 °C.

14

Shelflife / Cpox roguoctn

3 years /3 ropa

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooTseTcTByeT TpeboBaHusam Hf]

Conclusion : APPROVED /
3akmoyenue: OQOBPEHO

Approved by QA In-Charge /

PP

Checked by QC In-Charge

LokymeHT nposepeH OKK: @ﬂ aLd DokymeHT ogobpeH OOK:

Date / . b Date / L o022
Nara: (1l sy e Dara: 14.09
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