CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHA3A

Cipla

Page 1 0f4/Crp. 1 w1 4

Product: SENADE TABLETS 13,5 mg

[Mipoayser: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne ;. 484148

Batch Quantity / O6nem cepun:

5849packs / ynakoBoK

AR No / Ananntraeckuii oruer Ne : ARF/248/2024

Date of Analysis / /IaTa ananusa:  11.12.2024

Date of Mfg / HaTa nponisoacrea:  11/2024

iDate of Expiry / T'oaen go:

10/2027

Analysis performed according ND / Auanm nposenén no H/1: 1 N013745/01-180522,
09,07.2024 / TT N013745/01-180522, mam. N2 1 o7 09.07.2024

amend No. 1 dated

Ne

Test / Tlokazarenas

Result / PeayasraTsl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBETCTRYET

Flat circular tablets from brown to dark-brown with
bevelled adges and disseminations. It has CIFLA
monogram embossed on one side and ceniral break-
line on the other. / Inocxue KpyTIbIe TAGIETKH CO
CKOLUEHHBIMH KPasMH 0T KOPWYHEBCro RO TEMHO-
KOpHYHEROIO UBETA ¢ Brparienuamu. Ha oaHo#
cTopoHe TABAETKH BEIAABNCHO CIORO «CIPLA», HA
Apyrofi - THAKA PA3IoMa.

2 | Identification / FloLmMHHOCTR

2a) | Anthraquinone glycosides / Compiies / Ammoniacal solution tums a reddish colour /
Axt CooTtpeTcTBYET OKpaiu#BaHie AMMHEUHOTO PACTROPA B KPACHBIH
TPAXHHOHOBHIC ITMKO3H ORI uBer.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
Memnaparkgpoxcabensoar corresponds to the retention time of the principle
(BIXX) peak m the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoater) / Bpems
YOCPHKHBAHHA OCHOBHOTO NMHKA HA XpoMaTOrpaMMe
HCIBITYEMOTO PACTBOPA AGJDKHO COOTBETCTROBATL
BPEMEHH YIEPKHBAHAA OCHOBHOIO TIHKA HA
XpOMATOTPAMME CTAH AP THORG PACTEOPA
MeTHInZparuapoxcHbensoata (pasnen
«Meramnaparuapokcutensoar).

3 | Average weight / CpefHaa
Macca

191.48mg / 191,48mr

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

Remarks : The Product conforms to ND/
Npumeuanue: MpogykT cooteeTcrayeT TpeBoBanuam HA

Conclusion : APPROVED /
Sakmovenue: OQOBPEHD

Checked by QC In-Ch
Yy arge / %, L-J’

HokymenT nposeper OKK:

Approved by QA in-Charge /
HoxymeHT ogoBper OQK:

[ A
e )

Date /
Hara;

3112202

Date /

HOara; 270\ -0 A

FMQC003-15-10

Cipla Lid.,Cipla House, Peninsula Business Park, Ga
la Lud, 3 npatrac Kadam Marg, Lower Parel, Mumbai - '
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa _40351;1 o+ 400013, India




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3A

Page2of 4/ Cp. 2 w3 4__1
Product: SENADE TABLETS 135 mg HpoayxT: CEHAI[Ei, TABJETKH 13,5 mr
Batch Quantity / O6bem cepun: _5849packs / ynakopox

Batch No / Cepun No ;484148
AR No / Anamumnuecknii oraer Ne: ARF/248/2024 | Date of Analysis / Iara ananuza: 1 1.12.2024

Date of Mfg / JlaTa npon3poacvea: | 1/2024 Date of Expiry / I'oaen no: 10/2027
Analysis performed according ND / Ananns nposeaén no H: 11 N013745/01-180522, amend No. 1 dated

09.07.2024 / TT N013745/01-180522, n3m, Ne 1 ot 09.07.2024

Specification / Hopma

Ne Result / PeayasTarsl
Test / IokalaTens
4 | Uniformity of weight / Complies / CoorsercTayer 18720 tablets NMT % 7.5 %/ 18/20 ne Gonee +7.5
OnHOpOAHOCTE NO Macce %
2/20 tablets NMT £15% / 2/20 He Gonee + 15%
5 | Loss on drying / [loteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
MaCCe TIPH RLICYIIHBRHHH
6 | Dissolution / 88-99% NLT 70 % {Q) of sennosides in 120 minutes
PacTeOpeHHe He menee 70 % (Q) cennosunos uepes 120 Mus
7 1 Uniformity of Dosage units / AV=36 The acceptabtlity index for n = 10 AV <L1.
OnHOPOOHOCTs AOHPOBAHAA 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-xi1| 0,01 x L2 x M.
LI=150,L2=25.0.
Ilexasatens npreMaeMoctd ang n=10 AV <LI1.
B ciryuae, ecov srauende AV npepnimnaer L1,
DPOBOAAT HCNILITRHHE HA cnedyoumx 20 obpasitax.
HAns n=30 AV <L1. Bce 3Hauenns xi AOIDKHBI
VAOBASTBOPATE HEPABEHCTBY:
M-xi] <0,01 = L2 x M.
L1=150,L2=250
8 | Assay (Spectrophotometry) — —
Konariecrewmoe  onpenenenye 14.01mgftab / From 1_2.15 to 15.53 mg (from S_J0,0 1o 115.0 %) of
(CrexTpodoTomerpus) sennostdes calculated as sennoside B in one tablet. /
Or 12,15 20 15,53 mr (01 90,0 no 115,0 %)
L 14,01mr/Tad CEHHO3HNAOR B NEPECUETE HA CEHHO3HA B B 0aH il
radierng.
Remarks : The Product conform
: s to ND/ C
n . onclusion : APP
T tme: gy ooty ooonauns | S GIOBPEHD
- e
Rooet posspm O =L Rt ) o
Date / =
Bara; 2 77-! 2 Lory Date /
Dara: 2V NL ey
FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTIA3A
Page3 of4/Crp.3u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr _
Batch No / Cepun Ne: 484148 Batch Quantity / O6bem cepun: 5849packs / ynakopok
AR No / Anammruwecinii oruer Ne 1 ARF/248/2024 Date of Analysis / laTa ananusa: 11.12.2024
Date of Mfg / Jlata npon3soacrea: | 1/2024 |Date of Expiry / T'onen po: 10/2027

Analysis performed according ND / Ananus nposeatH no

09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

HI; [ N013745/01-180522, amend No. 1 dated

Ne Result / PesyanTaThI Specification / Hopma
Test / [loxazarens
o | Content of Methyl 0.045mgfab 0.028 — 0.056 mg/tab / Ot 0,028 10 0,056 mr/1ad.
parahydroxybenzoate(HPLC)/
ConepxaHHe
MeTHmaparnapokcubensoara 0,045mr/1ab
(BIXKX)
10 | MICROBIAL LIMIT TEST/ Mukpofuoenornueckas HHCTOTa

10a) | Total Aerobic microbial count / ' 30 o |
O6mee HCHO a3poGHBIX Not more than 10° cfu/ g / He Gosee 10° /r
MHKPOOPTAHH3MORB

10b) | Total combined yeast and mould Not more than 10° cfo/ g /He Gonee 107 /r
count / O6iee queno <10
fLAIECHERRIX H APOMKKEBBIX
rpuboB

10<) | Bile tq]erant gl;am-negéiive * Absent /OtcyTeTBYIOT Not more than 107/ g/ He Gonee 10% /r -
bacteria/ Y ¢roiiunBsbie K
NEHCTEHIO METHH
[pPaMOTPHUATENbHbIE DAKTEPHH

10d

) | Staphylococcus aureus Absent /OrcyteTryior Absentin | g/ Orcyrcrsuerlr

10¢) | Escherichi : -

- scherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ Orcyremeuen 1 r
Salmo ' :

nella Absent / Orcyretnytor Absentin 10 g / Orcyrersuen 10 g

Remarks : The Product conforms to ND/
Npumeyanue; MpoaykT cooTeeTCTRYET TPEGORAHUAM H/]

Conciusion : APPROVED /
Jaknwuenne: OQIOGPEHO

Checked by QC in-Charge / o
OokymeHT nposeper OKK: ’:f—

Approved by QA In-Charge /
HoxymenT ogobpen QOK:

P

Date /

. .
[Hata: AT Oy

Date /
Hara;

‘1“1%1-'201,4-

FMQC003-15-10

Cipla Ltd_,Cipla House, Peninsula Business Park, Ga
8 L, S npatrac Kadam Marg, Lower Parel, Mumbai - 4000 i
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Cipla

Pagedof4/Crp.dm3 d

Product: SENADE TABLETS 13,5 mg

Npoayier: CEHATE®, TABJETKH 13,5 mr

Batch No / Cepust Nt :

484148

Batch Quantity / O6nem cepun:

5849packs / ynakosox

AR No / Anannmavecicuin oTuer Ne ;. ARF/248/2024

Date of Analysis / laTa ananuza: 1 1122024

Date of Mfg / /laTa npou3BoacTea:

11/2024 Date of Expiry / T'onen no:

10/2027

HI: 11 NO13745/01-180522, amend No. 1 dated

Analysis performed according ND / Anasns fpoBeAEH 10
09,07.2024 / TI N013745/01-180522, n3m. Ne | o1 09.07.2024

Ne

Test / Ilokazarenns

Result / PezymeTaTt

Specification / Hopma

11 | Package/ Ynaxoska

Package / Ynaxoska - 20 fablets
in a blister made of
PVC/PEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / To 20 tabnerok B
GMHcTep M3 ILTCHKH
TOTHBHHAIXIOPHAHOHA
(monuaTHNeHOBOI/
NOMHEAHHTHACHXIOPH EHOI ) 3
AMOMHHUEBOH boIbrd, Mo 25
HNMCTEPOE B KADTOHHYKY NAYKY
¢ BACKEHHEM 25 RHCTPYKIHH
RO NPUMEREHHIO.

Package / Yuaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and alummum foil 2
or 3 blisters and a patient information leaflet in &
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. / Ilo 20
1abeTox B GIUCTEP W3 TLREHKH TPEXCIOAHOHR
(IIBXATHIB/AX) 1 amomunnesoif ponsru. Tlo 2
uny 3 GaHcTepa BMeCTe ¢ HHCTPYKIMeit mo
TIPHMEHEHHIO B KapTORHYHO nauky. [lo 20 Tabnerox
B GIMCTEp M3 NIEHKH TIOIMBHHUITXIOPH IHOH
(DoMITHICHOBOH / MOMMBHHAMRASHXIOPHAHO ) H
amoMuRHeBOH $oALTH, 110 25 GIHCTEPOB B
KAPTOHHYIO TIaYKY ¢ BIOXKEHHeM 25 HHCTpykuuil o
PHMEHEHHIO.

12 | Labeling / Mapxupoexa

According to ND /

B cootBercreun ¢ HA

XpaHeHHs

13 Storage conditions / Ycnosus

In a dry place, at temperature below 25 °C. / B cyxom mecte npu TeMNEpaType He

BhimE 25 °C.

14 Shelf life / Cpok rogrocrs

3 vears /3 roaa

Remarks : The Product conforms to ND/

Mpumeyanue: MpogykT cooTeeTCTEYET TpeGoaaHuam HO

Conclusion : APPROVED /
3axnouenne; OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokyMeHT npoBepeH QOKK: = b
P HlokyMeHT ogobpen OOK: /@ VeeP
Date / =
Nata: Dt ronay Date /
Lata: 27222

Cipla Ltd.,Cipla House, Peninsula Business Park,

FMQC003-15-10

Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemnem Goa -403512



