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CERTIFICATE OF ANALYSIS

N CEPTUO®HUKAT AHAJIU3A

Page 1 0of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484072

Batch Quantity / O0bem cepun:

5841packs / ynakosok

1AR No / AnannTugecknii orger Ne : ARF/150/2024|Date of Analysis / Jarta amanmsza: 29.08.2024

Date of Mfg / lata upon3Boacra: 08/2024

Date of Expiry / I'ogen a0:

07/2027

Analysis performed according ND / Anann3 npoBenén no H/I: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTh!

Test / [lokazarenn

Specification / Hopma

1 | Description / Onrcanue

Complies / CooTBercTByeT

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. / [Lnockue kpyrisie TabneTKH co
CKOUIEHHBIMU KpasiMH OT KOPUYHEBOTO A0 TEMHO-
KOPHYHEBOIrO 1BETA ¢ BKpaIUieHusMu. Ha omHoii
CTOpoHe TabneTKu BhiaBIeHo cioso «CIPLAY, Aa
ApPYroH - IMHKA pa3oMa.

2 Identification / TTonnuHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpauiMBaHne aMMWadTHOrO PAacTBOpa B KPacHbiii
AHTpPaxWHOHOBbIE TJIHKO3HIbI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY ' CootBeTcTBYET chromatogram of the sample solution should
MerummaparaapokcubeHzoat corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpXKHBAHHWA OCHOBHOTO [THKA HA XpOMATOrpamMMe
HCTILITYEMOTO PacTBOPA OMKHO COOTBETCTBOBATD
BPEMEHH YJIEP)KHBAHHA OCHOBHOI'O ITHKa Ha
XpOMAaTorpamMme CTaHAapTHOTO PacTBOpa
MeTHInaparapokcubensoara (paszgen
«MeTunmaparuapoxcubensoar).

3 | Average weight / Cpennss
Macca

188.60mg / 188,60mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/ g
Npumeyanue: MpogyKT cooTBeTCTBYET TpeGoBaHuaM HJl

Conclusion : APPROVED /
3akniouenue: OfJOBPEHO

Checked by QC In-Charge / it”p

Approved by QA In-Charge /

XA

HokymeHT npoBepeH OKK: HoxymeHT ogobpen OOK:
k
B:_f_eai 29.0%. 2024 E:_T_ea 2o -0_8"20"2-‘4
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Cipia

CERTIFICATE OF ANALYSIS
h CEPTHDUKAT AHAJIU3A
2 ) Page2 of 4 /Ctp.2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepnsa Ne: 484072 Batch Quantity / O6nem cepan:  5841packs / ynakoBok
‘|AR No / Ananatuuecknii oruer Ne : ARF/150/2024|Date of Analysis / lata anannza: 29.08.2024
Date of Mfg / lara npon3Boacrsa: _ 08/2024 Date of Expiry / I'onen go: 07/2027

Analysis performed according ND / Anaan3 nposeaén no H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyasTaTthi Specification / Hopma

Test / lokasaTens

4 | Uniformity of weight / Complies / CooTseTcTByeT 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7.5
OHOpPOIHOCTE M0 Macce . %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / TToteps B 2.8% NMT 6.0 % / He Gonee 6,0 %
2 Macce MpH BbICYLIHBaHHK
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenue He menee 70 % (Q) cenno3unos 4epes 120 mun
7 | Uniformity of Dosage units / AV =63 The acceptability index forn= 10 AV <L1.
OJHOPOITHOCTE O3UPOBAHHA 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=15.0;L2=25.0.

[Tokasarens npuemaeMocty wna n=10 AV < L1.

B cnygae, ecnu 3Havenne AV npessituaer L1,
MPOBOMAT HCTIbITAHME HA cnemyromux 20 obpa3nax.
Jna n=30 AV < L1. Bce 3HaueHHs Xi JO/KHBI
YIOBIETBOPATH 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
KOJIHYecTBeHHOE  OTpeleseHHe 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,09Mr/126 CEHHO3M/I0B B NepecyeTe Ha ceHHO3ua B B ogHOM
TabneTke.

Remarks : The Product conforms to ND/ ) Conclusion : APPROVED /

NMpumeuanue: Npoaykr cooreeTcrayeT Tpebosanuam HI | 3aknwyenue: ONOBEPEHO

Checked by QC In-Charge / _/Qf/b_p Approved by QA In-Charge /

[okymeHT nposeper OKK: : HokymeHnT ogobper OOK: %‘

Date / Date / OR-

fNgyn; F-R 0§ ey [ata: Ja-eBvi=ga

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

" CEPTUO®HKAT AHAJIM3A

Page 3 of4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 484072

Batch Quantity / O6bem cepun:

5841packs / ynakoBok

-|AR No / ArannTnuecknii oruer Ne : ARF/150/2024|Date of Analysis / laTa ananuza: 29.08.2024

Date of Mfg / lara npon3soacrea:  08/2024

Date of Expiry / T'oaen no:

07/2027

Analysis performed according ND / Aranns nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PeayabTaTsl Specification / Hopma
Test / [MokaszaTesb
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Ta6.
parahydroxybenzoate(HPLC)/ '
Conepxanue
MeTHnaparuapokcubensoara 0,045mr/1a6
. (BDXX)

10 | MICROBIAL LIMIT TEST/ Mukpofuonorudeckas YHCTOTa

10a) | Total Aerobic microbial count /
Ofmee yncio a3poOHbBIX 30

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O6mmee 4yucio
IUIECHEBBIX H IPOMKIKEBBIX

rpubos

<10

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

Bile tolerant gram-negative
bacteria/ Yeroituussie K
NEHCTBHIO KETIH
rpaMoTpHLATENIbHbIE OaKTepHH

10 ¢)

Absent /OTCyTCTBYIOT

Not more than 10°/ g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCcTBYIOT

Absentin 1 g/ OrcyrctBieB 1 1

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcyTctBHe B I T

100 | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / Orcyrcrue B 10 g

¥

Remarks : The Product conforms to ND/
Mpumeyanne: MpoaykT cooTBeTCTBYET TpeGoBaHuam HO

Conclusion : APPROVED /
3akniouenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / _

[lokymeHT nposepen OKK: f,ﬁb“p NokymeHT ogo6per OOK: %;
Date / R ) Date /

[lata: 29-0 8202y rieh 20 <o B zo2Yy

FMQC003-15-09

Cipla Ltd.,Cipla House, Pepinsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

by

CEPTHO®HKAT AHAJIHW3A

Page4 0f 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 484072

Batch Quantity / O0bem cepun:

S841packs / ymakoBok

AR No / AnanaTuueckuii or4er Ne : ARF/150/2024

Date of Analysis / laTa apanmza: 29.08.2024

Date of Mfg / [lara npon3sozcrea:  08/2024

Date of Expiry / I'onen go:

07/2027

Analysis performed according ND / Ananus nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Ne Result / PesyabTaThi Specification / Hopma
Test / Tlokasaresib
11 | Package / Ynakoska /Y = . .
¥y ;a:kt:%seter ;:;:?:;a 0 ity Package / YnakoBka - 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 | 3 blisters and a patient information leaflet in a
2k patient inf(;nnation leaflets in | SATtOD- 20 tablets in a blister made of PVC
E czli)rtaon 1110 20 Tafiaerox & /PE/PVDC film and aluminum foil, 25 blisters with
Gnnmp' Ml 25 patient information leaflets in a carton. / ITo 20
TabneTok B ONUCTEp U3 MICHKH TPEXCIOHHOM
?Eg:ﬁﬁiﬁzﬂlgﬂw (MIBX/AI2/MIBJAX) u amomuareBol onsry. ITo 2
- HeHXOpHIHOH) B Wiy 3 Gnuctepa BMeCTe ¢ HHCTPYKuMeH no
AMOMHEHEBOH GOMbIH, 10 25 TIPUMEHEHHIO B KapToHHY10 navky. [To 20 Tabnerok
GHCTEPOB B KapTOH!{y’K) may |° GrucTep U3 MIEHKH MOHBHHHIXJIOPHAHOMN
S RS ik g (Mmonu3TANEHOBOH / TOMMBHHIIAEHXIOPHIHOMN) H
0 T NEEEEE0 PR amomMuHHeBOH (onbry, no 25 6aucrepos B
P ’ KapTOHHYIO Ma4yKy C BIOXEHHEM 25 HHCTPYKUM no
NPUMEHEHHIO.
12 | Labeling / Mapk#poBka According to ND /
B cooteetcTBuM ¢ H]|
13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxoM mMecTe npu Temnepartype He
yX P P
XpaHEHHs Boimte 25 °C.
14 | Shelf life / Cpok rogaocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: Npogykr cooTBeTcTByeT Tpebosanuam Hf

Conclusion : APPROVED /
3aknoyenue: OOBPEHO

Checked by QC In-Charge / {t}

Approved by QA In-Charge /

OokymeHT npoeepeH OKK: HokymeHT ogobper OOK: %
Date / Date /
P g0 rony P! o-ot-zc2y

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




