-

Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 1 of4/Cip. 13 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484074

Batch Quantity / O6bem cepum:

5842packs / yniakoBoK

AR No / Anaantruecknii oruer Ne: ARF/1 52:’2024

Date of Analysis / laTa anaauza: 30.08.2024

Date of Mfg / IaTa npousBojactsa:

08/2024

Date of Expiry / I'oaen jno:

07/2027

Analysis performed according ND / Ananus nposenén no H/{: IT NG13745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. No 1 ot 09.07.2024

Ne

Test / IlokaszaTenn

Result / PesyabTaTni

Specification / Hopma

Description / Onucatue

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 kpyriele TabNETKH CO
CKOUIEHHBIMU KPAAMH OT KOPIUHEBOr0 10 TEMHO-
KOPMYHEBOrO 11BETa ¢ BKparieHuamMu. Ha oHoi
cTopote TabneTkn BhimasacHo cnoso «CIPLA», Ha
JIPYTOH - TMHUA pa3noma.

Identification / IToquTHHHOCTH

2a)

Anthraquinone glycosides /

AH’I'anHHOHOBb[B TJIHKO3HIIBI

Complies /
CooTseTcTBYET

Ammoniacal solution turns a reddish colour /
OkpamvBaHHe aMMHaqTHOrO0 pacTBopa B KpPACHBI
IBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/
MetunnaparuapokcudeHsoar
(B2XX)

Complies /
CooTBercTBYET

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKUBAHHS OCHOBHOTO MHKA HAa XpOMAaTorpamMme
HCTIBITYEMOTO PacTBOpPA JI0/DKHO COOTBETCTBOBATE
BpEMEHH yIepsKHBaHHA OCHOBHOIO MMHKa Ha
XpoMaTorpaMme CTaHIapTHOTO pacTBopa
MeTunnaparuapokcubensoara (pasaen
«MeTtunnaparuapokcudeHsoar).

Average weight / Cpesinsa
macca

186.16mg / 186,16Mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooTeercrayeT TpebosanHuam HO

Conclusion : APPROVED /
3akntoyenune: OOOBEPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK: ;ﬁw

Approved by QA In-Charge /
OokymeHT ogobper OOK:

=

Date /
[aTta:

2O DS'LDLLT

Date /

flaTa: 2. 08 Zoz
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Cipla

CERTIFICATE OF ANALYSIS
: CEPTHOUKAT AHAJIM3A

Page 2 of 4 / C1p. 2 us 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484074 Batch Quantity / O6bem cepan:  5842packs / ynakosok

AR No / Ananmatnueckuii oruer Ne : ARF/152/2024 |Date of Analysis / Jlata anaansza: 30.08.2024

Date of Mfg / Jlata nponsponcrsa:  08/2024

Date of Expiry /Tonen no:

07/2027

Analysis performed according ND / Ananns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Test / [Tokazarenan

Ne Result / Pesyabrarsi

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTH MO Macce

Complies / Cooteercrayer

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

OHOPOAHOCTE TO3MPOBAHNS

5 | Loss on drying / [ToTeps B 1.9% NMT 6.0 % / He Gouee 6,0 %
Macce TP BBICYIIUBAHHUH
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenro3unos uepes 120 mun
7 | Uniformity of Dosage units / AV =59 The acceptability index forn =10 AV < LI.

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:

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

L1=15.0:1:2 =25.0.

[Tokasarens npuemnemoct st n=10 AV < LI.

B ciayuae, ecri 3Hauenne AV npesermaer L1,
NMPOBOIAT UCTIBITAHME Ha creayomux 20 obpasuax.
s n=30 AV <L1. Bee 3Ha4eHuA Xi JOKHBL
YIOBIETBOPATE HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

& | Assay (Spectrophotometry)
KonuuecTsenHoe onpenenenie
(CnextpodoTomeTpns)

13.97mg/tab /

13,97mr/1ad

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 go 15,53 mr (o1 90,0 1o 115,0 %
CCHHO3U/IOB B NepecyeTe Ha CeHHO3HI B B 0/1HO#
TabnerTxe.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTBYET TPeGoBaHMAM H

Conclusion : APPROVED /
3akntovyenue: O0OBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: SQ‘E}:-J

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

EHIE

Date /

fata: 2©-O%.202Y

Date /

D,a'ra: 3\.08 nLﬂLLi
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTUDUKAT AHAJTA3A
. Page dof 4/ Crp. 3 uz 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 484074 : Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Auamurnuecknii oruer Ne: ARF/152/2024 | Date of Analysis / laTa anaanza: 30.08.2024
'Date of Mfg / lata nponssoacrea:  08/2024 Date of Expiry / I'onen jo: 07/2027

Analiysis performed according ND / Ananus nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PeayabTaTs: Specification / Hopma

Test / NokasaTtenb

9 | Content of Methyl 0.032mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepixanue s
MeTHInaparsapokcudenzoata 0,032umr/1a6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MuxkpoGuonoriaieckas 44cTOTa

10a) | Total Aerobic microbial count /

O61mee gucno a3pobHbIX 30 Not more than 10* cfu/ g / He Gonee 10" /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10° /r
count / Ofuiee yncIo <10
TUIECHEBBIX H JIPOIKEBBIX
rpnbos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g / He 6onee 10° /r
bacteria/ Yctoituusbie k
JCHCTBHIO JKET4YH
rpaMoTpHIATeNbHbIe GaKTepHH
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OtcyrctBHe B | T
10°¢) | Escherichia coli Absent /OTcyTCTRYIOT Absentin | g/ OrcyrcrBueB 1 r
100) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g /OtcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyaHue: Mpogykr cooTseTcTayeT TpebosaHusm H | 3akntouenne: OQOBEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / % 1 ﬁ
LokymeHT nposepeH OKK: s—-‘ﬁ""’o [okymeHT ogobpen OOK:
Date / . Date /
b R¥- 22
fara. > = [ara: 2108 -202y
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIF3A

Page 4 0of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJE", TABJIETKH 13,5 mr

Baich No / Cepun Ne @

484074

Batch Quantity / O6bnem cepun:

5842packs / ynakeBox

AR No / AnaanTeadeckui oruer Ne: ARF/152/2024

Date of Analysis / lata ananuza: 30.08.2024

Date of Mfg / laTa npeusBoacrea:

08/2024

Date of Expiry / T'onen xo:

07/2027

Analysis performed according ND / Auaiu3 nposexén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3si. Ne 1 ot 09.07.2024

No Result / PesyabTathl Specification / Hopma
Test / [MoxkazaTesnb
11 | Package / Ynakoeka Package / V - 20 tablet: . .
S inaa b]%s - rg:é{:?;.a W Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
altifninum foil. 25 blisters with: | 3 blisters and a patient information leaflet in a
25 patient info}znation leaflets in | S2rton- 20 tablets in a blister made of PVC
S iy [ /PE/PVDC film and aluminum foil, 25 blisters with
Erire ‘Ha mhoiadies 25 patient information leaflets in a carton. / TTo 20
I'[OJ'[HBDFH Ghaal TabneTox B GIUCTEp M3 TUIEHKM TpexcioiiHoi
(HOJIHBTHI!GHOBI()) s/ (IIBX/A12/MIBIOX) u amomunueroii Gonsru. ITo 2
ORISR H) i HM 3 6aMcTepa BMECTe € HHCTPYKIIHEH 110
R Ol q)onim 10 25 NPHMEHEHHIO B KAPTOHHYO nauky. [To 20 Tabnerok
6ITHCTepOB B Ka TOHHy,K) e B OJIMCTEP U3 MAEHKH NONUBHHUIXJIOPHIAHON
DA S 1; HHCT‘pyKL[HﬁKy (noan3THICHOBOI / IONHBUHUIIAEHXIOPHAHOI) 1
T p——. amoOMUHKHEBOH Goabry, To 25 GIHUcTepoB B
' KapTOHHYIO MAYKY C BIOXKEHHEM 25 MHCTPYKIHH 110
NpUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cootBeTcTBUH ¢ H]J
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe IIpu TeMMepaType He
XpaHeHus Bolle 25 °C,
14 Shelf life / Cpok rogHoCTH 3 years /3 roma

Remarks : The Product conforms to ND/

MNpumeuanue: Mpoaykr cooTBeTcTBYET TpeboBaHMaAM HJ]

Conclusion : APPROVED /
3aknwyenre: OAOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: %’b’o

Approved by QA In-Charge /
HokymeHT ofobpen OOK:

=

Date /

fara: &9 o el

Date /

Hara: s A,
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