Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 1 0of4/Crp.1 uz 4

Product: SENADE TABLETS 13,5 mg Ilponykr: CEHA,[[E@, TABJETKH 13,5 mr

Batch No /Cepun Ne: 482112

Batch Quantity / O6nem cepun:  5853packs / ynmaxosox

AR No / Ananutuyeckuii oryer Ne: ARF/186/2022|Date of Analysis / laTa ananuza: 26.08.2022

Date of Mfg / JlaTa npousBoacrea:

08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposenén mo H/I: IT N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTs: - Specification / Hopma
Test / Ilokazarenn
1 | Description / Onucaune 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 kpyrisie TabneTku co
CKOLIEHHBIMH KpaHMPI oT KUpH‘-IHeBOl"O A0 TEMHO-
KOPHUYHEBOrO L{BETA C BKparIeHuaMu. Ha onHoi
cropoxe Tabnetkyn BeimasneHo cinoso «CIPLAy, na
[APYTOH - THHHS pa3nioMa,
2 | Identification / TlogymmHHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
COOTBCTCTBYGT OKpaIﬂHBaHHe aMMHA4YHOr0 pacTtBopa B Kpacl'l'blf‘[
AHTPAXHHOHOBBIE TIHKO3HIBI aied
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTsercTBYET chromatogram of the sample solution should
Merunnaparuapokcubenzoar corresponds to the retention time of the principle
(BXX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHUBAHHS OCHOBHOTO IIHKA HA XPOMATOrPaMME
HCIBITYEMOr0 PacTBOpPa HOJDKHO COOTBETCTBOBATH
BPEMEHH YAepKHBAHHA OCHOBHOIO ITHKA HA
XPOMATOrPAMME CTAHAAPTHOTO PacTBOPA
meTHnaparuapokcubensoara (pasmen
«MeTunnaparuapokcubenzoar).
3 | Average weight / Cpenusist 190.11mg / 190,11mr 189.99 mg +7.5% / 189,99 mr +£7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyuanue: NpoaykT cooteeTcTayeT TpeboBanuam HA | 3aknioyenne: OQOBEPEHO
Checked by QC In-Charge / [ \),] Approved by QA In-Charge/
[okymeHT nposepeH OKK: *B blaus [lokymeHT ofobpeH OOK: %ﬁg
Date/ o c.o%.2022 Date /
v ey 2 W i e
[fara: Lara; 2L7-08-2022
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Page2 of4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 482112

Batch Quantity / O6nem cepuu:

5853packs / ynaxoBok

AR No / AnanurHueckuii otuer Ne: ARF/186/2022

Date of Analysis / /lata ananuza: 26.08.2022

Date of Expiry / I'oaen no: 07/2025

Date of Mfg / Jlata nponssoacrea:  08/2022

Analysis performed according ND / Ananus nposenén no HJ/I: II NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Tlokazarenn

Result / PesyabTars

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTS 110 Macce

Complies / CootBerctByer

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

5 | Loss on drying / Iloteps B 1.3%

Macce MnpH BeICYLUIHBAHHUH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 81 -90%

Pactsopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoznnor wepes 120 mun

7 | Uniformity of Dosage units / AV=50

OHOpPOOHOCTE JO3UPOBAHHS

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=150;L2=250.

ITokasatens npuemnemoctd g n=10 AV <L1.

B ciyuae, ecniu 3nadenne AV npessiaer L1,
NPOBOAAT HCMbITAHKE HA cnenyiomux 20 obpa3uax.
Jnsa n=30 AV <L.1. Bce 3nauenus xi JOJDKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0;1L2=25,0.

8§ | Assay (Spectrophotometry)
Konuuecrsennoe onpenenenue
(CriextpodhoTomerpus)

14,17mr/Tad

14.17mg/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 mo 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3HJIOB B [1epecueTe Ha ceHHo3ua B B oauoit
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTseTcTeyeT TpebosaHusam HJ

Conclusion : APPROVED /
3aknovyenune: OQOBPEHO

Checked by QC In-Charge /" ,~\
OokymeHT nposepeH OKK: \‘3 O couk

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

A

Date/ 5 . pg:2022

[aTa:

Date /

ﬂaTa: 2—.] ¥ O% o222
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Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAII? , TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482112

Batch Quantity / O6uem cepun:

5853packs / ynaxoBok

AR No / Anaautnydeckuii otuer Ne: ARF/186/2022 Date of Analysis / Jlata ananusa: 26.08.2022

Date of Mfg / Jlata npoussoacrsa:  08/2022

Date of Expiry / 'onen no:

07/2025

Analysis performed according ND / Auanu3s nposeaén mo HJ{: TIN013745/01-091017, H3am. Ne 1 o1 17.04.2020

Ne Result / Pesynsrarsi

Test / Hokaszarein

Specification / Hopma

9 | Content of Methyl 0.046mg/tab
parahydroxybenzoate(HPLC)/
Copeprxatue
MeTH/naparuapokcubensoara 0,046mr/1ab
(BOKX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckas 4HcToTa

10a) | Total Aerobic microbial count /
O61ee yneno aspobHeIX 20

MHKPOOPTraHH3MOB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O0wee uncio
TUIECHEBBIX H APOAOKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycrofiuussie x
JAEHCTBHIO ET4YH

rpaMoTpHUATeNbHbIE DaKTepHH

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/ OrcyrcrBue B 1

10¢) | Escherichia coli

Absent /OrcyTeTBYIOT

Absentin 1 g/ OtcyrcteHe B 1 1

100 | Salmonella

Absent / OtcyteTByoT

Absentin 10 g /Orcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanwme: [poaykr cootsetcTeyeT TpebosaHnsm HI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Checked by QC In-Charge |
[lokyMeHT nposepeH OKK: (@C\ | aue

Approved by QA In-Charge / b
[NokymeHT oaoBpeH OOK: ":‘ﬁ

Date /

2608201 %
[ara:

Date /

fere: 71-08-2022
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Cipla
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No /Cepun Np: 482112

Batch Quantity / O6bem cepun:  5853packs / ynaxopox

AR No / Ananutuydeckuii oruer Ne: ARF/186/2022

Date of Analysis / lara ananuza:  26.08.2022

Date of Mfg / lara npoussoacrea:  08/2022

Date of Expiry / I'oaeH ao: 07/2025

Analysis performed according ND / Auanus nposeaén mo HJ[: [IN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTe: Specification / Hopma
Test / IlokazaTenn
11 | Package / Ynakoska - )
. itagkl;%;éz::;gz;a i Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
e infc:rma tion leaflets in | 3TN 20 tablets in a blister made of PVC
;c{f cecini. FTED 20 THBeToR B /PE/PVDC film and aluminum foil, 25 blisters with
GIIHCTep- 5 SRR 25 patient information leaflets in a carton. / ITo 20
O AU TabneTok B ONHCTep M3 MIEHKH TPeXCIOHHOM
(HOJ‘IHBTHJ‘EEHOBI; i/ (IIBX/AI2/MIBAX) u amomunuesoit donsru. ITo 2
1O/H BHHMISHXIOPHAHON) | i 3 brucTepa BMeCTe ¢ MHCTPYKLHeit mo
i cbo.ni R [PUMEHEHHIO B KapTOHHYIO naydky. [To 20 Tabnerok
- o }O . OnucTep W3 MIISHKH MONHBHHHIIXIOPUIHOH
b BI[;}KEHH(:‘,M 215) — ¥ —— 4 (NONHATHIIEHOBOI / TIOTHBHHHIIEHXIOPHIHOIT) H
S ——— g amoOMHHKeBOH (oneru, o 25 SnucTepos B
P ' KaPTOHHYIO NauKy ¢ BJIOKEHHEM 25 HHCTPYKLHH 110
NPHMEHEHHIO.
12 Labeling / MapxupoBka According to ND /
B cootserctun ¢ HJT
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepartype He
y p p P patyp
XpaHEeHHUs Boimre 25 °C.
14 Shelf life / Cpok roasoCcTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooTeeTcTBYeT TpebGosaHuam HI

Conclusion : APPROVED /
3aknwoyenue: O OBPEHO

Checked by QC In-Charge /. “3‘\,,.] Approved by QA In-Charge / -
NokymeHT nposepeH OKK: \1 e laUL [lokymeHT opnoBpeH OOK: %
Date/ o g.o0s.2 02 2 Date / ‘ ) _

Nara: Nlata: L-N-OFK- 2022~
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