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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Page 1 of 4/ Crp. I m3 4

Product;: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAAE", TABJETKH 13,5 mr

Batch No / Cepnsa Ne :

484027

Batch Quantity / O6bem cepun:

5850packs / ynakoBOK

AR No / Anaantuuecknii oruer Ne : ARF/(084/2024

Date of Analysis / {ara ananniza: 24.06.2024

Date of Mfg / lata npown3BoacTBa:

06/2024

Date of Expiry / 'oaen ao:

05/2027

Analysis performed according ND / Ananas npoBeaén mo H/L: I1 NO13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTh Specification / Hopma
Test / [TokalaTeas
| Description / Onucauune 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. / [ lnockue kpyrasie TabneTiku co
CKOLIEHHBIMH KpagMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpanaeHHamu. Ha onuoii
cTopoHe TabaeTkH BbizasneHo ¢ioeo «CIPLA», na
Apyrodi - THHKA pa3ioMa.
2 | Identification ' [loa1uHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTRYET OxpalMBaHyie aMMHUAYHOrO pacTBOpa B KpacHwuiii
AHTPaXHHOHOBbIE [THKO3H1bI
LIBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC) CooTteTcTBYET chromatogram of the sample solution should

MertuanaparuapoxcubeHsoar
(BKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution {refer test
«Methyl] Parahvdroxybenzoate»)} " Bpems
yAepHUBAHUA OCHOBHOMO THKA HA XPOMATOFPaMMe
HCTBITYEMOMO PACTBOPA 10.KHO COOTBETCTBOBATL
BPEMEHH YIEPHMBAHHA OCHOBHOIO NUKA Ha
XpOMAaTOrpamMmMe CTAHIAPTHOTO pacTeopa
METHINAparkIpokciHden3oaTa (paiien
«MeTusanaparrapokcudeHnioar).

(99

Average weight - Cpeansas
Macca

186.09mg / 186.09mr

189.99 my =7.5% ' 189.99 mr=7.5%

Remarks - The Product conforms to ND/
NpumMeyanue: NpoRykT cooTeeTcTBYeT TpebosaHuam HI

Conclusion : APPROVED /
3axnwyenne: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DoxkymenT nposepeH OKK: o s OoxymenT ogobpen QOK: %
Y

Date / Date /

[ara: 250 1. 2eM fara: 9. ¢ zo2\y
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Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHO®HKAT AHAJTH3A

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayer: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484027

Batch Quantity / O6beM cepHR:

5850packs / ynakoBok

AR No / AranuTnudeckmii oruer Ne : ARF/084/2024|Date of Analysis / /lata anamuza: 24.06.2024

Date of Mfg / Tara npoussoacrea:  06/2024

Date of Expiry / T'ogen a0:

05/2027

Analysis performed according ND / Ananus nposeaén mo H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI NO13745/01-180522, nam. Ne 1 or 09.07.2024

Ne Result / PesyabTaTh

Test / [lokazaTenn

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTH N0 Macce

Complies / CooTBETCTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ne Gosnee = 7.5
VA
2/20 tablets NMT £15% / 2/20 ne 6oaee £ 15%

5 Loss on drying / TToTeps B 1.9% NMT 6.0 % / He Gonee 6.0 %
Macce NP BbICYLIHBAHWN
6 Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenne He MeHee 70 % (Q) cenHo3nnos 1epes 120 mun
7 ¢ Uniformity of Dosage units / AV =59 The acceptability index forn= 10 AV <LI.

OAHOpPOAHOCTHL 103UPOBAHHA

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-x1" < 0.01 x L2 x M,

L1=150;L2=250.

[Moxazatens npuemMnemocTy ang n=10 AV < L1

B cnydae. ecnu 3HaueHue AV npesblwaet L1,
[IPOBOAAT UCTILITAHKHE HA ciieayiownx 20 odpazuax,
Jinga n=30 AV < LI. Bce 3HaYeHUA Xi ZOTKHbI
YIOBNETBOPATL HEPABEHCTRY:

M-xi| £ 0,01 x L2 x M.

L1=15.0.1L2=25,0.

8 | Assay (Spectrophotometry)
Koauuecteennoe ormpejeneHue
{CnextpodoTomeTpus)

13.98 mg/tab /

13.98Mr/Tab

From 12.15 to 13.53 mg (from 90.0 to 115.0 %0) of
sennosides calculated as sennoside B in one tablet. /
;O 12,15 10 15,53 Mr (o7 90.0 20 115,0 %)
CeHHO3MJIOB B NepecyeTe Ha ceHHo3Ma B B oaHoi
TabeTke.

Remarks : The Product conforms 1o ND/
Mpumeuanue: MNpoayKT cooTeeTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3axmwouenue: QAOBPEHO

Checked by QC In-Charge / 4@

AokymMeHT nposepeH QKK:

Approved by QA In-Charge /
HokymenT ogobper QOK:

-

Date /

Aara: 2ot ey

Date /

Oara: 2072024

FMQC003-15-09

Cipla Ltd.,.Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOPHUKAT AHAJIH3A

Page 3of4/Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne @ 484027

Batch Quantity / O0bem cepun:  5850packs / ynakosok

AR No / AnaauTiueckuii otdyer Ne : ARF/084/2024 Date of Analysis / JlaTa anannza: 24.06.2024

Date of Mfg / laTa npouzBoacTra:  06/2024 Date of Expiry / T'onen a0; 05/2027

Analysis performed according ND / Ana;ins nposeaén no H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N0O13745/01-180522, u3m. Ne 1 ot 09.07.2024

E.N'g

Test / [ToxkazaTenn

Result / PeayabTaThl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/ .
Conepxanne
METHAMaparuaApoxKcHiGeHsoaTa
(B2XKX)

0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0.056 mr/Tab.

0.043mr/Tad

10 | MICROBIAL LIMIT TEST/ MukpoGuonorvueckas YHcToTa

10a) | Total Aerobic microbial count /
Obmee uncno a’pobHbIx
MHKPOOPTaHU3IMOB

30 Not more than 10* ¢fu/ ¢ / He Gonee 10™ /r

L0by | Total combined yeast and mould
count / OBwee yncno

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

<10
TIECHEBBIX M APONGKEBBIX
rpufos
10¢c) | Bile tolerant gram-negative Absent /OrcyteTByoT Not more than 10°/ g / He Gonee 107 /T
bacteria/ Ycroiiuusble k
AEHCTBHIO HENUK
rpaMoTpHuATebHbIE DaKTepHH
104y | Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin | g/ OrcyteTBHe B 1 1
10 e} | Escherichia coli Absent /OrcyreTByioT Absentin | g/ OrcytetBueB I T
161) | Salmonella Absent / OtcyTeTBY 10T Absent in 10 g / OtcyteTBHE B 10 g

Remarks . The Product conforms to ND/

Conclusion : APPROVED /

MpumevaHue: MpogykT cooTeeTcTByeT Tpebosadusm HI | 3aknwyenune: QQOBPEHO

Checked by QC In-Charge /
HokymenT nposepen OKK: =’_,U°"D

Approved by QA In-Charge /
HdoxymenT opgobper OOK: %‘fﬂ){/

Date /

Nara: 2.6 T 1oy

Date /

JNata: 207 202N

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
. CEPTUPUHKAT AHAJIM3IA

Page 4 of 4/ Ctp. 4 13 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484027

Batch Quantity / Obnem cepun:

5850packs / ynakoBok

AR No / Ananarsueckuii oryer Ne : ARF/084/2024

Date of Analysis / Jata anaanza; 24.06.2024

Date of Mfg / JaTa nponssoacTea: _ 06/2024

Date of Expiry / T'oaen no:

05/2027

Analysis performed according ND / Auanu3 npoeeaéu no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyasTaTh! Specification / Hopma
Test / MokaszaTens
11§ Package / ¥nakoska Package / Ynakoska - 20 tablets . .
= o a blister made of Package / Ynakoska - 20 tablets in a blister made of
; three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and . T . .
A . . or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with . .
5 patient information leaflets in SO 20 tablets in a blister made of PVC
> patient 2 /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ['lo 20 Tabnetox B . . . ;
25 patient information leaflets in a carton. / 1o 20
Onuerep M3 NNEHKH - -
MONHBAHATXAOPHIHON TabneTok B OIAUCTEP U3 TUIEHKKU TPEXCIOHHOH
o (NMBX/TTBAX) n anomueneroll gonsru. [lo 2
(NOAUITHNEHOBOE/ ., .
" unu 3 GMcTEpa BMECTE ¢ MHCTPYKLUHEH 110
NOJHBHHHUIACHXIOPHAHOH) Y
" NpUMEHEHHI) B KAPTOHHYEO nauky. [To 20 tabneTok
ATOMHHNEBOH Poiabrd, no 25 - .
. B BuMcTep M3 NIEHKY NONHBHAWAXIOPHIHOM
OJIHCTEPOR B KAPTOHHYIO NMAYKy ” .
" . (MOAMATUNEHOBOH / NONUBUHHNICHXMOPHIHON) H
C BAOWEHUEM 25 HHCTPYKUM .
amoMuHKeBoi donbsru. no 25 GrUcTepoR B
0 IPUMEHEHHIO. .
KAPTOHHYIO MAYKY € BJOKEHHEM 25 WHCTpYKLUMHA Mo
NPHUMEHEHHIOD.
12 Labeling / MapkupoBka According to ND /
B cooteetcTBuM ¢ HJL
13 Storage conditions / Yenosua In a dry place, at temperature below 25 °C. / B cyxoM mecTe npu TeMNEPaTypE HE
XpaHeHHA goiwe 25 °C.
14 Shelf tife / Cpok reanoctTy 3 years /3 rona

Remarks : The Product conforms to ND/
MpumevaHue: NpoaykT cooteeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3axknwouenne: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

7_69 ] [
DokymeHT nposeped OKK: ,/—f'rt‘-p OokymenT ogodped QOK: w
fara | ZAoery Dol 207202

FMQCO003-15-09

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




