Cipla

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIU3A

Page 1 of 4/ Crp. 1 n3 4

[Product: SENADE TABLETS 13,5 mg

[Mpoayxt: CEHAJE", TABJIETKH 13,5 wr

Batch No / Cepua Ne: 484159

]Batch Quantity / O0bem cepnu:

5844packs / ynakoBoR

|AR No / AHaIHTH4eCKHIA 0T4eT

Ne: ARF/260/2024|Date of Analysis / [lata anamnsa; 21.12.2024

| Date of Mfg / laTa npon3iBoAcTBa: 12/2024

| Date of Expiry / T'onen a0:

1142027

[Analysis performed according ND / Anaaus npoBeaés no

HJ: [1 N013745/01-180522, amend No. 1 dated

‘09.07.2024 / T1 N013745/01-180522, nawv. Ne 1 o7 09.07.2024

|

Test / TlokaiaTedb

P’H

Result / Pe3ynbTaTh l‘ Specification / Hopma

\

1 | Description / (Qnucanue

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / [INoCKKe Kpyribie TA0AETKH CO
CKOLUEHHBIMY KPAAM K OT KOPUYHEBOTO 110 TEMHO-
KOPUYMHEROTO LIBETA ¢ BRPATUIERUAMMU. Ha canoi
cTOpOHE TabIeTKH RbI1ABNEHO CIOBO «C1PLA», Ha
ApYrofi - NHHKA pa3ToMa.

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpeus
VICPKHMBABKA OCHORHOTO MHKA HA XpOMATOTpaMMe
HCNBITYEMOND PACTBODE AQUIKHO COOTBETCTHORATH
BPEMEHH VASDMKHBAHHA OCHOBHOID NHKA BHA
XpOMaTorpaMme CTaHaapTHONO PacTRopa
METHINaparuipokcubersoara (paznen
«MernnaparuapokcHiedsoar).

2 | identification / TloanuHiOCTbL

2a) | Anthraquincne glycosides / [ Complies / Ammoniacal solution turns a reddish colour /

A ) COOTBETCTRYET Oxpaiuiradie aMMHUauHoOTO pacTeopa B KpacHbif
HTPaXMHOHOBBIE IHKOIHBI : .
uBeT.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLCY CoOTBETCTBYET chromatogram of the sample solution should
MeTunaparuapokcHbeH3oaT . corresponds to the retention time of the principle
(B2KX) - peak in the chromatogram of the Methyl

3 | Average weight/ Cpeansas
| Macca |

188.57mg / 188,57mr

189.99 mg =7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/
ApumMmeyaHue: Mpoaykr cooTeeTCTBYeT TpebopaHuam HI

Cenclusion ; APPROVED /
Sakmoyenne: OQOBPEHQ

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymMeHT npoeepeH QKK: e
poeep K: fr?e~ JokymeHT oaobper COK: %\\%_’f’ :
Date / o Date / -
. s I B R ae
fata: 2 fara: 2812 200k
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJW3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg Iﬂponylcr: CEHAII,E'F’, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484139 |Batch Quantity / O6beM cepu: 5844packs / yNakoBOK
AR No / Ananurniecknii oruer Ne : ARF/260/2024|Date of Analysis / /laTa anajmsa: 21.12.2024

Date of Mfg / Jlata nponssogcera:  12/2024 Date of Expiry / T'ogen 10t 11/2027

Analysis performed according ND / Ananni nposenén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 o71.09.07.2024

Ne Result / PeayanTaThl Specification / Hopma T
Test / TioxasaTe1s
4 | Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee +7.5
OaHOPOAHOCTE N0 MAcce %
2120 tablets NMT =15% / 2/20 ne Sonee + 15%
5 | Loss on drying / [Toteps B 2.3% NMT 6.0 % / He Gostee 6,0 %
MACCe TIPH BhCYLUHBAHHH
¢ | Dissolution / T7-85% NLT 70 % {Q) of sennosides in 120 minutes
PacTeOpeHHE He menee 70 % (Q) cennoznaos uepes 120 muH
7 | Uniformity of Dosage units / AV =49 The acceptability index forn =10 AV < L1.

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:

IM-xi| £0,01 x L2 x M.

L1 =150;L2 =254,

TMokazaTesb OpUeMAEMOCTH And n=10 AV < L1,

B cny4ae, ecau 3HaweHue AV npeselLacT L1.
TPOBOAT HCMBITAHUE HA creldyrowux 20 obpasuax.
Ina n=30 AV < L1. Bce 3nayeHus %1 JON#HbBI
¥IAOBNETBOPATL HEPABCHCTBY!

iM-xi| <001 x L2 x M,

' L1=150:L2=250.

ONHOPOJHOCThL 103HPORAHHA

8 | Assay (Spectrophotometry) , From 12.15 to 13.53 mg (from 90.0

\ N : 1 53 mg 0 to 115.0 %) of

I\C{Jﬂuqecmeume onpeaeneHye 14.08mg/tab / sennosides calculated az sennoside B in one tablet. /

{CnektpodoTomMeTpusn) O1 12,15 00 13,53 mr (o1 90,0 00 115.0 %)
14.08MrTab CEeHHO3MIOB B NepecyeTe Ha CenHo3Ka B B onHod
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
gﬁumketéa:ngcﬂlpogyn cooteeTcTBYET TReboadvam H | 3axnwyenne: OQQOBPEHO

ecked by n-Charge / e Approved b -
Aokyment nposeped OKK: -f' : ﬂgﬁymem oic?é?;él %hc?}?e / /‘g/;ﬂcf'/{”
Date / ;

i D

Jara: 2% -1r-2e2 Y ! JJ,:BZI PR W R

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan
la L, . , patrao Kadam Marg, Lower Parel, Mumbai - 400013, Indi
At : Simchem Pvt. Ltd,, Plot No. 60-65, Tuem Industrial Estate. Tuern. Pernem Goa -403512 e




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHA3A

Page 3 of 4/ C1p. 3 n3 4

[Product: SENADE TABLETS 13,5 mg

Mpoaywt: CEHAXE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 484159

Batch Quantity / O0bem cepwn:

5844packs / ynaxoeok

AR No / AnannTaueckwii oruer Ne : ARF/260/2024 | Date of Analysis / [lata agaguza:  21.12.2024

Date of Mfc / Jata npoussoacrsa:  12/2024

|Date of Expiry / 'oaen ao:

1172027

Analysis performed according ND / Ananns nposeaén no HJL; 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, wav. N 1 o1 09.07.2024

]

Bl |

Test / [lokazaTeln |

Result / Pe3ynbTaTh!

Specification / Hopma

[
9 | Content of Methyl 0.042mg/tab ‘ 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tal.
parshydroxybenzoate(HPLC)/ :
ConepxaHue ‘
MeTwinaparuapokcubensoaTa 0.042Mm7/Tab !
(B3HX) ‘
|
10 | MICROBIAL LIMIT TEST/ Mukpobuoaornueckan YucToTa
108 | Total Aerobic microbial count / 40
Ofnee 4KCAC @IpOTHBIX | Not more than 10° cfu/ g / He 6onee 10 /7
MUKPOOPTaHH3IMOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /T
count / Obiuee yMcno <10
MIECHEBhIX H IPOHKERbIX
rpubos
10 ¢} | Bile tqlerant gram-negative Abhsent /OTCy TCTBYIOT " Not more than 107/ g / He Bonee 107 /r
bacteria/ YcToHuMBEIE K
AEACTBHIO FHETTUH
rpamoTpHUaTeibHpie OakTepHH
104} | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin1g/OT1cyTcTBUe B 1 T
0 — - : .
€) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OTcyTeTBHE B | T
10 X
f) | Salmonella Absent / OTCYTCTBYIOT t Absentin 10 g / OreyteTaue 8 10 g

Remarks : The Product conforms to ND/
Npumeuanne: Npogykr cooteeTcTayeT Tpebosanusm H

Cenclusion ; APPROVED /
Saxnwyenwe; OJOBPEHO

Checked by QC In-Charge /

LOKYMEHT npo - F‘;E/'b—o Approved by QA In-Charge /
y poeeper OKK: : NokymenT ogobpern OOK: /@/ﬁ\fip
Bate / o e Sata

ara. 12 2ery [ara: 2802 2004

FMQC003-15-19

Cipla Ltd..Cipla House, Peninsula Business Park. G
1a ) , . Ganpatrao Kadam Marg, Lower Parel, Mumbai - i
At : Simchem Pvt. Ltd., Plot No. 60-65. Tuem Industrial Estate, Tuem, Petnem Goa -4035 ;JQm - 40013 India




Cipla

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page 4of4/Crp. 4 m3 4

[Product: SENADE TABLETS 13,5 mg

Mpoayir: CEHAJIE®, TABJIETKH 13,5 wr \

Batch No / Cepnn Ne: 484159

Bateh Quantity / O0bem cepun:

5844packs / ynaxosok 4\

AR No / Ananwtndecknii oruer Ne : ARF/260/2024 | Date of Analysis / laTa anajuza: 21.12.2024

Date of Mfg / Aara npoH3BOACTBA: 12/2024

Date of Expiry / oaen ao:

11/2027

Analysis performed according ND / Awanis npopentu no HJ: 11 N013745/01-180522, amend No. 1 dated ‘
@.07.2024 / T1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

‘ Test / [lokazaTesk

Result / Pesynsrars!

Specification / HopMa

Package / Y aKoBKa

in a blister made of

OIUCTEP W3 MNEHKH

(noausTHNEHOBOH/

no MPHMEHEHHID.

Package / ¥naxoska - 20 tablets

PVC/PE/PVDC film and

‘ aluminum foi_l, 235 blisters with
25 patient information leaflets in

a carton. / [o 20 TabneToK B

MONUBHHWTXIOPHIHOR

MOJWBHHNLTHIEHX AOPHAHON} 1
anomMuHAesoi doabry, no 25
O,MCTEPOB B KAPTOHHYH) fAYKY
¢ BJOKEHHEM 25 HHCTPYKUMH

Package / Vrnakorka - 20 tablets in a blister made of
three-layer 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
/PEPVDC film and aluminum foil, 23 blisters with
25 patient information leaflets in a carton. /1o 20
TabneTok B GINCTEP 13 TNEHKH Tpexcaoiinoil
(TIBX/TIHTIBX) v amoMiHueeod doabru. o 2
unu 3 Gnucrepa BMECTE C HHCTPYKUMEH 10
NPMMEHEHHIO B KAPTOHHYEO MadkKy. To 20 Tabnerok
& BAHCTEP W3 NNEHKH NOIWBHHUIAXIOPHIHOH
(noRMITHIEHOBOH / NOJTHBRHITUASHXN0PH IHOH) &
aTioMuEneeol Gonbru, no 25 GNHCTEPOE B
KAPTOHHYIO NavKy C BIOKEHHEM 25 HHCTPYKLMiT no
NPUMEHEHHH.

12 Labeling / Mapxrnposka According to ND /

B cooreercreuu ¢ HIT

13 Starage conditions / ¥cnosua

XpaHeHus Brie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoum mecTe MpH TEMTNEpATYDPE HE

14 Shetf life / Cpox roanocTu

3 years /3 rond

Remarks : The Product conforms to ND/
NMpumeuanue: MNMpoaykr cooTBeTCTBYET TPeboBaruam HI

Conclusion : APPROVED /
3axntouenne: OQOBPEHO

Checked by QC In-Charge /

[lokymeHT nposeper OKK.  wfo 2 oo o cen oo %g’ﬁf'i
Date / 5
fara: 2B A o “ ,D.::Z; 281y 204

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Pa
la Lid, , rk, Ganpatrao Kadam Marg, Lower Parel, M i- i
At : Simchem Pvt. Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa _463511;“'331 00013, India



