Cipla

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHAJIH3A
_ Page 1 of 4/ Crp. 1 ns 4
[Product: SENADE TABLETS 13,5 mg [Tipoaywr: CEHAAE", TABJIETKH 13,5 mr ]
Batch No / Cepra Ne: 434152 | Batch Quantity / O0bem cepHH: 5844packs / yNIakoBOK
AR No / AnaauTiuecknii oTuer Ne : ARF/252/2024 | Date of Analysis / laTa anaan3a: 14.12.2024
\Ete of Mfg / laTa nponsBoACTBa: 11/2024 |Date of Expiry / 'onen 10: 10/2027
Analysis performed according ND / Anaans nposenés no HJL: I1 N013745/01-180522, amend No. 1 dated
109.07.2024 / T NO13745/01-180522, w3m. Ne 1 o 09.07.2024
i Ne | Result / PesyabTatsi | Specification / Hopma
Test / TlokazaTelb \
] | Description / OnHcanue | Complies / CooTBeTCTBYET Flat circular tablets from brown to dark-brown with ‘

bevelled edges and disseminations. [t has CIPLA

monogram embossed on one side and central break-

line on the other. / Tl10cKHE KPYTIAbIE TaGneTKEH €O

CKOLIEHHLIMA KPASMH OT KOPUIHEBOT? 10 TEMHO-
KOPUYHEBOTO LBETA ¢ BKPAMICHUAMA. Ha oato#
¢TopoHe TabIeTKY BLLIABICHO CNUBO «CIPLA», Ha

l ApYrofi - AHHKA PasIoma.

| | |

1

2 1dentification / [ToanHHHOCTE

2a) | Anthraquinone glycosides / ‘ Complies ¢ [ Ammoniacal solution furns a reddish colour /
COOTBETCTBYET OKpalMBaHWE aMMHa4HOTO pacTeopd B KpacHbIi
AHTPaxHHOHOBbIE IIHKO3H k! ‘ et

2b) | Methy! Parahydroxybenzoate \ Complies / | Retention time of the principle peak in the
(HPLCY/ CoOTBETCTBYET | chromatogram of the sample solution should
MeTunnaparuApokcubeH30aT | corresponds to the retention time of the principle
{B3¥X) peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPAHBAHHA OCHOBHOTO TIMKA Ha XPOMATOIPaMMe
HCOBITYEMOTO pacTaopa OOTKHO COOTBETCTBOBAThL
BpEMEHH yAePKUBAHNA OCHOBHOO NUKA HAa
XpoMaTorpamMme CTaHIapTHOTO PAcTBOPA
MeTH:INaparuapokcHiensoara (pasacn
! gMeTHInaparnpokcuiedsear).
1
og wej ! i :
3 z:::cr:be weight / Cpenuss ' 189.16mg / 189,10mr 189,99 mg 2 7.5% / 189,99 mr £7.5%
I
Remarks . The Product conforms to NDf Conclusion : APPROVED /
MNpumevanme: MNpogywr cooTeetcTayeT TpebosaHuaM HOG 3a|<n|o-|euué' QAOBPEHO
Checked by QC In-Charge / Approved b dA In-Ch
JokymeHT nposepen OKK: -9;70/;30—*” | [lOKyMeHT 0)';06p3H- Oglzge f /cg,,\\coﬁ .
ot T
Date / "Date 7
Jara: 2% -\2 - 2.0y faTa: 2R 200

FMQC003-15-16

Cipla Ltd..Cipla House, Peninsula Business Park, G
la L., \ , Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400 i
At : Simchem Pvt. Ltd.. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa 403512 1 ot Indie



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 w3 4

[Product: SENADE TABLETS 13,5 mg

MIpoaykr: CEHAJIE®, TABJAETKH 13,5 wr

Eiatch No/Cepun Ne: 484152 | Batch Quantity / O0nem cepHu: 5844packs / yNakoBoK
AR No / AHaJnTHY€CKHH oTyeT No @ ARE/252/2024|Date of Analysis / JlaTa anaau3a: 14.12.2024
Date of Mfg / lata npon3soacrsa: | 1/2024 | Date of Expiry / I'onen ao: 10/2027

Analysis performed according ND / Anaiu3 npobeaén no H/: 11 N013745/01-180522, amend No. 1 dated
Ne 1 or 09.07.2024

09.07.2024 / T1 N013745/01-180522, usm.

41
|

I

Ne
Test / [TokazaTennb

Result / Pe3vasTaThl

| Specification / Hopma

=

Uniformity of weight/
O HOPOAHOCTD 110 MACCE

|
|
( 4

\ Complies / COOTBETCTBYET

|

i
18720 tablets NMT £ 7.5 % / 18/20 ne fonee = 7,54(
%

| 21170 tablets NMT £15% / 2/20 He Gonee = 15%
™5 | Loss on drying / Tlorepa s ! 21% \ NMT 6.0 % / He 6onee 6.0 %
Macee LpH BblC}fLLIHBaHHH l |
6 | Dissolution / l 77-00% INLT 70 % (Q) of sennosides in 120 minutes \
PacTeOpeHHE ‘ ||He metce 70 % (Q) c€HHO3NUIOB HEPE3 120 musH
7 | Uniformity of Dosage units / | AV =354 | The acceptability index forn= 10 AV =L1L. ﬂ\
O;HOPOAHOCTh 103HPOBAHNA ‘ ‘ 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 1.2 < M.
L1 =150;L2=250.
[TokaszaTenb NpHEMIEMOCTH 1A n=10 AV < Li.
B cyuac, ecnu 3HaUEHHE AV NPEBLILIAET Lt.
POBOAAT MCMbITAHME HA CIeayiolHX 20 ofpasuax.
j Jl1a n=30 AV < L1. Bee 3Ha4eHus Xi JOTHKHbI
YAOBNETBOPATH HEPABEHCTBY!
M-xi| €0.01 = L2 * M,
—t L1-15.0:L2=250.
ssay {Spectrophotometry) Fro 5.53 1
b m 2.1
KoanaccTaentioe  onpeaenenme 13.99me/tab / ? .2 5to 13.53 mg (from 90.0 to 115.0 %) of
(CrektpodoTomeTpits) i sennosides calculated as sennoside B in one tablet. /
R - OT 12,15 20 15.53 mr (07 90,0 10 115.0 %)
13,99mr/186 | CEHHO3MII08 B NiEpECUeTe HA CeHKO3MA B B O1HOH
TabIETHE.
Remarks : The Product conform
: s to ND/ Conclusion : APP
. : RO
EEZ&Z?G'; S'C”f"Sﬁ” CoOTBETCTBYeT TpROoBaMAM HAl | Sakmiauenue: 01105|:‘L'z='|-?oJr
n-Charge / A -
: ; roved -
i e 00 =L e G
Daty
aTea'f 2-% 13- 2oty Date /
- ﬂa-ra: ').cg Sy 2 Cfl-%
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Cipla

CERTIFICATE OF AN ALYSIS
CEPTHO®UKAT AHAJIH3A

Page 3of 4/ Crp. 3 n3 4
[Tipoayxr: CEHAAE", TABJIETKH 13,5 mr
Batch No / Cepast No: 484152 lBatch Quaantity / OGbem cepHH: 5844packs / YIaKOBOK
AR No / ARanuTHUCCKRH oTver Ne : ARF/252/2024|Date of Analysis / laTa ana.1usa: 14.12.2024

: iry / Togen 102 10/2027
Date of Mfg / lata IPOH3BOACTBA 11/2024 |Date of Expiry /

Analysis performed according ND / Anaan3 nposenén no H: 11 N013745/01-180522, amend No. 1 dated
m9.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024 L

N \ T Result / Pe3yIbTaTbl | Specification / Hopma

Product: SENADE TABLETS 13,5 mg

Test / TloxazaTelhb

9 | Content of Methy! 0,039mg/tab ‘ 0.028 — 0.056 mg/tab.  O1 0,028 a0 0.056 Mr/tad.
parahydroxybenzoate(l—l PLCY
Cogepwanye
MeTWINaparuipoxcnbensoara 0.039mr/Tab
| (BIKX) | \
‘1 1
10 | MICROBIAL LIMIT TEST/ MukpoBuoioryueckas 1ucToTa
T0a) | Total Aerobic microbial count/ | 10 |

4 Lo i - 4,
Q6uee 9HENO AIPOTHBIX Not more than 10* ¢fu/ g / He Gonee 107 T

MUKPOOPTaHHIMOB i

il < ) - T
100) | Total combined yeast and mould Not more than 10° cfuf g /He Sonee 1077
count / Of1mee uucno <10
TLIECHEBLIX H APOHCGKEBBIX
rpubos
10¢} | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10”7/ g / He Gonee 107 fr

bacteria’ VeToluMuBEIe K :
MeBCTBUIO KENHH j
IPaMOTPHUATEAbHBIE GaKTEPHH ?

10 d} | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin | g/ OtcyTcTBue 8 [ 1
10¢) | Escherichia coli Absent /OrcyT1cTBYIOT Absentin 1 g/ OreyretBuc s I 1
106 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / OteyTetBre 8 10 g
Remarks . The Product conforms to ND/ Conciusion : APPROVED /
gﬂuu;(e:a;uazcﬂpogym cooTeeTCTEYET TpeGoBaHuaM HI | 3aknwvenue: QJOBPEHO
ecked by In-Charge / N A
. pproved by QA In-Charge /
RokymeHT nposepen OKK: ;;\;E, HokymeHT ogoBpeH OOK? %LL;
D
ﬂ::_e.! 2% 202y Date /
a. AaTa: 22122024

FMQCO003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Gan
la | . , patrac Kadam Marg, Lower Parel, Mumbai - 400013, Indi
At : Simchem Pwvi. Ltd., Plot No. 60-65, Tuem [ndustrial Estate, Tuem. Pernem Goa -403512 e



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 4/ C1p. 4 3 4
Product: SENADE TABLETS 13,5 mg [TIponyxt: CEHAJE", TABJETKH 13,5 mr
Batch No/ Cepnsi Ne: 4841 52 \Batch Quantity / OGnem cepni: S844packs / YNaKOBOK
AR No / AnanurHuecKhil oTeT No : ARF/252/2024| Date of Analysis / [laTa aHanu3a: 14.12.2024 i\
" | Date of Mfg / lara npou3soicyBpa: 11/2024 | Date of Expiry / T'onen 1o: 10/2027

Analysis performed according ND/
09.07.2024 / T1 N013745/01-180522,

Anaans nposeaén mo HI: 11 N013745/01-180522, amend No. 1 dated
uam. Ne 1 o1 09.07.2024

Result / Pe3yabLTaThbl

S -

‘ Specification / Hopma

Ne ‘
Test / [lokazaTenb \

11 | Package / YnakoBka
in a blister made of

G.IMCTEp U3 TUIEHKH

{nonUITUACHOBOH/

00 MPUMEHEHHIO.

PVC/PEPVDC film and
aluminum foil. 25 blisters with

‘ ‘ 25 patient information leaflets in
a carton. / ITo 20 TabneTok B

NOTUBARKITXIOPHIHOH

NOTTHBHHICIHASHXAOPHIHOH) H
anoMHHuesoil gonkru, no 25
fMCTEPOB B KAPTOHHYIO NAUKY
¢ BIOKCHHEM 25 MHCTPY KUK

|
Package / Ynaxoeka - 20 tablets [Package / Y naxoska - 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 PYC
JPEPVDC film and aluminum foil, 25 blisters with
25 patient information teaflets in a carton. / 1o 20
TaGNETOK B GNYICTEP W3 TINEHKH TPeXCROHHOHA
(TIBXTTHTIBAX) v antoMiH uegoii ponbri. o 2
uin 3 fnuctepa BMECTE € WHCTPYKIHEH 110
ApPUMEHEHHIO B KAPTOHHYIO NAYKY. o 20 radneTok
B BaMCTEpP U3 MICHKH [0, THBUHHIXJOPHIHOH
(NOAWITHNEHOROH / NoNHBUERNIEHXIOPHIHON) U
ATEOMUHVEROH (PONBIY, 110 25 GAncTepoB B
KApTOHHYIO MAUKY C BIOKEHHEM 25 wHCTPYKUAR 10
NPAMEHEHHID,

Labeling / Mapkuposka According to ND /

B cootsetcTenu ¢ HJL

3 Storage conditions / Yc1oBHs

XpaHeHHH Beite 25 °C.

In a drv place. at temperature below 23 “C. / B cCyX0om MECTE Npn TEMOCPATYPE HE

Shelf life / Cpok rodHocTi 3 years/ 3 rona

Remarks : The Product conforms to ND/
Npumeuanue: MNpogykT cooTeercTeyeT Tpebopannsm HJ

Conclusion : APPROVED ¢/
3aknwueHne: OJOBPEHO

Checked by QC In-Charge /
%_DJ

HokymenTt nposeped QKK

Approved by QA In-Charge /
AokymeHT ogobped OQOK:

_, s af
2

Date / .
25 \2- 202y

Hara:

Date /

Data: 2@ 2T

FMQC003-15-10
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