LY

Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Page 1 of 4/ Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepusa Ne ;

484004

Batch Quantity / O6bev cepun:

5845packs / ynakoBox

AR No/ AnaantHdyeckuit oruer Ne : ARF/057/2024

Date of Analysis / lara anaanza: 20.05.2024

Date of Mfeg / Jata nponzgoacTea;

(04/2024

Date of Expiry / I'oaen no:

0372027

Analysis performed according ND / Ananus npoenén mo H/I; I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No

Test / MoxkazaTennp

Result / PeayabraTh

Specification / Hopma

Description / Onucanue

Complies / CooTRetcTRYET

|
|

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. / [Tnockue kpyravie TaGneTku co
CKOLUEHHBIMH KPasMH 0T KOPHUYHEBOTO ACG TEMHO-
KOPMYHEBOTrQ UBeTa ¢ BKparieHuamu, Ha oxnoii
CTOpOHE TadaeTkH BulraBieHo c1oro «CIPLA», Ha
IOPYTOWH - IMHHA pa3oma.

Identification / IonvHHOCTL

2a)

Anthraquinone glycosides /

A HTPAXWHOHOBBIE T.THKO3WAbI

Complies /
COOTBETCTRYET

Ammoniacal solution turns a reddish colour /
OxpalunBaHHe aMMHAYHOTO PACTBOpa B KPACHLIN
i[BET.

2b)

Methy! Parahydroxybenzoate
(HPLC)/
MeTunnaparuapokcufensoart
(BAX)

Complies /
COOTBETCTBYET

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
«Methy!t Parahydroxybenzoate») / Bpems
YAEPHKUBAHHA OCHOBHOFO NIHKA HA XpoMatorpamme
UCIBITYEMOMO PACTBOPA 0.1 HO COOTBETCTBOBATD
BPEMEHM YACPWUBAHUA OCHOBHOMO MHKA HA
XPOMATOrpamMMe CTAaHIAPTHOrO pacTBopa
meTHanapariapokcubenzoara (pasoen
«MeTnanaparuapekcudessoar).

Average weight / Cpeansist
macca

189.81mg/ 189.8imr

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

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykr cootsercTeyeT TpeboBanmsm HI

Conclusion : APPROVED /
3aknwoveHue: OQOBPEHO

Checked by QC In-Charge / _—
OokymeHT npoeepeH OKK: ‘-"’;,E»- s

Approved by QA In-Charge /
JokymeHT ogobper QOK:

G

Date /

Oara: 20T oy

Date /

Jata: £ 9777292y
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHKAT AHAJN3A

Page2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykt: CEHAJIE", TABJIETKH 13,5 Mr

Batch No/ Cepun No @ 484004

Batch Quantity / Oobem cepun:  5845packs / ynakosok

AR No / Asanurnueckuii oruer Ne : ARF/057/2024 | Date of Analysis / laTa ananuza: 20.05.2024

Date of Mfg / JiaTa npousBogctBa:  04/2024 Date of Expiry / T'oaen no: 03/2027

Analysis performed according ND / Anaaus nposeaén mo HL: 11 N013745/01-180522, amend No. 1 dated
09.07.,2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesyneTaThl Specification / Hopma
Test / TlokazaTe/n
4 | Uniformity of weight / Complies / CooTeeTcTRYET 18/20 tablets NMT + 7.5 % / 18/20 ue Goaee = 7.5
ORHOPOAHOCTL MO Macce %
2/20 tablets NMT £15% / 2/20 ne 6oaee = 15%
5 Loss on dryving / [loTepa B 2.7% NMT 6.0 % / He Gonee 6.0 %
MACCE MPH BbICYILMBAHHU
6 Dissolution / 78-93% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenno3nnos uepes 120 mun
7 | Uniformity of Dosage units / AV =50 The acceptability index forn = 10 AV <LI.

OHHOpOﬂHOCTb JO3HPOBAHUA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730

AV < L1. All values of xi must satisfy the
inequality:

M-xii < 0.01 x L2 * M.

L1=1450:L2=25.0.

IMoxazateas npueMneMocTH ansa n=10 AV < LI,

B cnvuae, ecnu 3HaueHue AV npesbiwaer L1,
NPOBOAT HCMbITAHKHE Ha cheayrownx 20 obpa3zuax.
JOns n=30 AV = L1. Bee 3HaueHnn Xi T0JKHb
YINOBIETBOPATE HEPABEHCTBY!

iM-xi| £ 0.01 = L2 x M,

Lt =150:L2=250.

8 | Assay (Spectrophotometry)
KonuvecTeeHHoe oOMpelencHHe
{CnekrpodoToMeTpUs)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.96 mg/tab / sennosides calculated as sennoside B in one tablet. /
O1 12,15 20 15,33 mr (o1 90,0 20 115.0 %)

]3.96Mr.’;TaG CeHHO3HAO0B B ]—]epecque Ha CCHHO3MI B B OHHOﬁ
tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: MpodykT cooTeeTcTByeT Tpebosannam HI | 3akmouenue: OJOBPEHO

Checked by QC In-Charge / e 0 Approved by QA in-Charge / %

HokymeHT npoeeper OKK:

Ooryment oaobpen OOK;

Date /

Qara: 2> 4 ot200Y

Date / DA-DOT oy
HaTta: K &5
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 3 of 4/ Crp. 3 my 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun Ne; 484004

Batch Quantity / O6bem cepuu:  S5845packs / ynakosok

AR No / Araautugecknii oruer Ne : ARF/057/2024 |Date of Analysis / Tata anaanza:  20.05.2024

Date of Mfg / Tara npou3BojcTBa:

04/2024 Date of Expiry / 'oaen no: 03/2027

Analysis performed according ND / Ananus npoeeaén mo H/: F N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTht Specification / Hopma
Test / [lokazaTean
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0.028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)
Conepxanue
t MeTWANaparipokcHbeH3cara 0.043Mr/1ab
- {BOHX)
10 | MICROBIAL LIMIT TEST/ Mukpobuonoruieckast 41ctora
10a) | Total Aerobic microbial count /
O0bnlee YHe10 a3pobHBIX 30 Not more than 10" cfu/ g 7 He Goaee 10 /r
| MUEPOOPraHH3IMOB
£ 10b) | Total combined yeast and mould Not more than 10° ¢fu/ ¢ /He Goee 107 /1
' count / OB1uee umcno <10
M71ECHEBBIX Y APOAIKEBBIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107 / g / He Goaee 10° /r
bacteria/ Ycroliuussie K
NEeHCTBHIO HEMUH
TpaMoTpHUATERbHbIE HaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBVIOT Absentin | g/ OTtcytetBHe B 1
10e) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ Otcytcteue B 1 1
18} | Salmonella Absent / OtcyreTByOT Absentin 10 g / OtcyTetBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanue: NpoaykT cootseTtcTayeT Tpebosaduam HO | 3akniovyewune: ONOBPEHO
Checked by QC In-Charge / Lo Approved by QA In-Charge /
LokymeHT nposepeH OKK: ci/ [okymenT ogobpen QOK: W
Date / .07, Date / .
0T oL CO7Y -
Oara: - “ [ara: A 072024

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHATHU3A

Cipla

Page 4 of 4/ C1p. 4 u3 4

Product: SENADE TABLETS 13,5 mg

MNpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484004

Batch Quantity / O6nem cepun:

5845packs / ynakoBok

AR No / Apaautuueckuii otuer Ne 1 ARF/057/2024|Date of Analysis / Jara anaanza: 20.05.2024

Date of Mfg / Jata npoussogcrea:  04/2024

Date of Expiry / I'oaen go:

03/2027

Analysis performed according ND / Anaaus nposenén mo HJ/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PeaynbTaTnl

Test / [MTokazareb

Specification / Hopma

11 | Package / Ynakosxa
in a blister made of

00 HCTEPR U3 NNACHKH

(MONUITHACHOROIH/

10 TPpHMEHCHHED,

Package / ¥Ynakogka - 20 tablets

PVC/PE/PVDC fitm and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 tabneTok B

MOSTMBHH I I0PUAHON

TOJWBHUHHIACHXJIOPHAHOI) H
ATFOMUHHEBOH onbru, no 235
§.1MCTEPOB B KAPTOHHYIO NayKy
€ BIOKEHHEM 25 HHCTPYKUH#

Package / Ynakoska - 20 tablets in a blister made of
three-laver PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
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. / TTo 20
TalneToKk B 02IMCTED M3 TNEHKH TREXCIORHONA
(IIBX/TI/TIBAX) u anomunueroi onsru. [o 2
niu 3 f:McTepa BMeCTe ¢ MHCTpYKLUMel no
NpHMEHEHHIO B KapTOHHYIO nadky. [1o 20 tabaetox
8 GutHcTep W3 MIEHKH NONHBHHKIXIOPHIHO
(MONMATHNEHOBOI / NONHBHHHIAEHXIOPUIHOM ) 1
ATIOMHHUEBOH Gonbri, no 25 6IuCcTepoB B
KapTOHHYHO [TaYKy C BIOXKEHHEM 25 MHCTpYxuUMil no
HPUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cootBeTcTRHH ¢ H/L

13 Storage conditions / Ycnopus

XpaHeHHs Bhiwe 25 °C.

In a dry place. at temperature below 25 °C./ B cyxom mecre npH TeMnepaType He

14 Shelf life / Cpok rontocTi 3 years/ 3 roja

Remarks . The Product conforms te ND/
Mpumeyanme: NpoaykT cooTBeTcTBYET TpebosaHuam HL

Conciusion : APPROVED /
3akntoverune: OONOBPEHO

Checked by QC In-Charge / L
DokymenT nposepeH OKK: ‘i@-h :

Approved by QA In-Charge /
HokymeHT ogobpen COK:

i

Date /

flata: D 0T 2062y

Date /
lata: 1400202y

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, Permem Goa -403512




