Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIM3A

Page10of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepus Ne:  484138.

Batch Quantity / O0bem cepun:  5846packs / ynakoBok

.|AR No / AnaanTnuecknii oruer Ne : ARF/229/2024 | Date of Analysis / laTa anaansza: 26.11.2024

Date of Mfe / lara npoussoacrsa:  11/2024 Date of Expiry / I'ogen fo: 10/2027

Analysis performed according ND / Anann3s nposeaén nmo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, usm. Ne 1 or 09.07.2624

Ne

Test / Iloka3zaTennb

Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanune Complies / CooTBeTcTRYET 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. / TInockue kpyrasie TabneTku co
CKOIIEHHBIMH KPasgMH OT KOPHYHEBOTO IO TeMHO-
KOpPHYHEBOrO [1BeTa ¢ BKpamieHusmu. Ha oxHoi
cropore TabneTku BeIIaRIeHO cloBo «CIPLA», Ha
NOpYyTOi - TMHUA pazioMa.

2 Identification / TTogTuHHIOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpawrBaHie aMMHaUHOTO PacTBOpPa B KPACHLIH
AHTanHHOHDB]:IG TIIMKO3M bl LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention fime of the principle peak in the
(HPLC)/ {ZOOTBETCTBYET chromatogram of the sample solution should
MerunmaparsapokcubeH3oar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methy!l

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUS OCHOBHOTO MHKa HA XPOMATOrpamMMe
HCTIBLITYeMOr0 PAcTBOPa JOLKHO COOTBETCTBOBATh
BpeMeHH YIepKUBAHHS OCHOBHOTO ITHKA Ha
XpOMATOrpaMme CTaHJAapTHOrO pacTeopa
MeTdnnaparuapoxcudensoara (pasnen
«MerunnaparapokcnOeH3oar).

3 | Average weight / Cpeauss
Mmacca

188.42mg / 188,42mr 189.99 mg +7.5% / 189,99 mMr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuanue: Mpogykt cooteetcTayeT Tpebosanuam HO | 3aknoyenune: OOOEPEHO

Checked by QC In-Charge / ‘Qf/&y

HokymeHT npoeepeH OKK:

Approved by QA In-Charge / z
HokymeHT ogoGpeH OOK: %/E

Date /

g s
[ara: i

Date / .
Jata: T gazhy
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Cipla

CERTIFICATE OF ANALYSIS
% CEPTHOUKAT AHAJIU3A

Page2o0f4/Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg [Ipoaykr: CEHA,ZIE@, TABJIETKH 13,5 mr

Batch No/ Cepua Ne: - 484138 Batch Quantity / O6bem cepun:  5846packs / ynakosok

AR No / Anaanrugecknii oruer Ne : ARF/229/2024|Date of Analysis / laTa anannsza: 26.11.2024

Date of Mfg / laTa npounssoacrsa:  11/2024 Date of Expiry / 'ogen no: 10/2027

Analysis performed according ND / Auanau3 nposeaén no HJ/T: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 or 09.67.2024 '

Ne Result / Pe3ynbTaThl Specification / Hopma

Test / Iloka3zaTenn

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7,5
OHOpPOAHOCTE MO Macce %
. 2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / [Toteps B 2.4% NMT 6.0 % / He 6onee 6,0 %
Macce NPH BLICYIIMBAHUH
6 | Dissolution / 80-100% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) ceHnO3110B vepe3 120 mun
® 7 | Uniformity of Dosage units / AV=538 The acceptability index forn= 10 AV <L1.
OIHOPONHOCTE TO3UPOBAHUS 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-xit < 0,01 x L2 x M.

L1 =15.0; B2 =25.0.

IMokasaTens npuemmemocTu i n=10 AV < L1.

B cayuae, ecnu 3HaueHHe AV npessimaer L1,
NpPOBOJAT HCTIbITAHKE HA cneayromux 20 obpasuax.
Jnsan=30 AV <LI. Bce 3HaueHUs Xi TOJKHBI
YIOBJIETBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Komi4ecTseHHOE ompeneneHune 13.90mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)

13,90mr/1a6 ‘ CEHHO3HI0B B MIepecyYeTe Ha ceHHo3ua B B onHOR
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooreetcTayeT Tpebosanuam HO | 3aknoyenue: OOOBPEHO
Checked by QC In-Charge / W Approved by QA In-Charge / %Xg\{
HokymeHT nposepeH OKK: f [okymeHT ogobpeH OOK: A
Date / Date /
[ara: 2L ¢t 0% [ara: 26\ 2ozl

FMQC003-15-09
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CERTIFICATE OF ANALYSIS
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CEPTHO®UKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHA,Z[E@, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484138

Batch Quantity / O6bem cepun:  5846packs / ynakosok

. |AR No / Anaanruuecknii oryer Ne : ARF/229/2024

Date of Analysis / lara ananuza: 26.11.2024

Date of Mfg / laTta npoussoacrsa: 11

12024 Date of Expiry / I'onen no: 10/2027

Analysis performed according ND / Anasms nposeaén no HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / Pe3ynbTars Specification / Hopma
Test / [lokazatens
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
METHINaparuapokcubensoara 0,039Mr/1a6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoradgeckas 4HCTOTA

10a) | Total Aerobic microbial count / 20
Obmee uucao a3poOHLIX Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Odwmee uucio <10
IUIECHEBBIX U JIPOXKIKEBBIX
rpubos .
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He 6ostee 10° /r
bacteria/ Vcroituuseie K
NEefCTBHIO KeTIu
rpamMoTPULATEIBHBIE GaKTEPHH
10d) | Staphylococcus aureus Absent /OtcyreTByioT Absentin 1 g/ OrcyrcteHe B 1 1
10¢) | Escherichia coli Absent /OTcyTCcTBYIOT Absentin 1 g/ OtcyrctBue B 1 1
100) | Salmonella Absent / OreyTeTByIOT Absentin 10 g / Orcyrcrre B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteeTcTByeT TpebosaHuam HJ | 3aknouenune: OQOBPEHO
Checked by QC In-Charge / %/o Approved by QA In-Charge /
HokymeHT npoeepeH OKK: [okymeHT ogobper OOK: %f
Date / Date /
< Lo k%=
fara: 2et A fara: ik b
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Cipla

CERTIFICATE OF ANALYSIS
% CEPTUOUKAT AHAJIU3A

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepusi No: 484138

Batch Quantity / Oobem cepun:

- 5846packs / ynakosor

- |AR Neo / Ananurnueckuil oruer Ne : ARF/229/2024

Date of Analysis / lata anaauza: 26.11.2024

Date of Mfg / lata npoussoacrea:  11/2024

Date of Expiry / I'oaen go:

10/2027

Analysis performed according ND / Ananus nposeaén mo HJI: 1 N013745/01-180522, amend No. 1 dated
$9.67.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTarsl Specification / Hopma
Test / IToxkaszaTe/is 4
11 | Package / YnaxkoBka - ]
= ia;k;%:téryn?:g:?a 20 Tiblees Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alumi-num foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
A ot B fo,rmation fesifiets i carton. 20 tablets in a blister made of PVC
" c;} sioti. 1 TIo 20 TaBREToRs /PE/PVDC film and aluminum foil, 25 blisters with
e ' - HJI;HKH 25 patient information leaflets in a carton. / ITo 20
I‘IOJII/IBHpHPUIX.IIOpHJIHOﬁ TabneToK B OMHCTEpP U3 IIEHKM TPeXCAOHHOM
o ——— (IIBX/TID/MIBAX) u amomuaneBoit Gonsra. Io 2
1L uiH 3 GnucTepa BMecTe ¢ MHCTPYKLMei 1o
SRR Q)Oﬂim 10 25 TMPUMEHEHHIO B KapTOHHYIO madky. [To 20 tadbnerok
6IHCTEPOB B KAPTOR ’ YR B OJIHCTEP H3 IUIEHKH IOJUBHHHIXIOPHAHOH
- 2? i ) P (OMUATHIIEHOBOM / MONMMBUHHIIICHXIOPUAHOMH) |
S —— g aMmOMHHHUEBO# (oabru, no 25 6nucTepos B
P ’ KapTOHHYIO Ma4Ky C BIOKEHHUEM 25 MHCTPYKLUH 110
HpHMBHGHPPO.
12 | Labeling / MapkupoBka According to ND /
B cooTtBeTcTBHM ¢ H]]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe mpy TeMIepaType He
XpaHeHHs BhIwe 25 °C.
14 Shelf life / Cpok rognocTtu 3 years /3 rozma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknovenne: OOOBPEHO

Checked by QC In-Charge / 7§/w
NokymeHT nposepeH OKK: ;

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date /

Mara: 2e . 20>y

Date /

Nara. 26 \\-2024
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