Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A

Pagel of4/Crp. 1834

Product: SENADE TABLETS 13,5 mg

Upoayxr: CEHAJE®, TABJETKH 13,5 Mr

Batch No / Cepuss No: 484010

Batch Quantity / O6nem cepuu:  5843packs / ynakopok

AR No / Agamaruueckmii otaer Ne : ARF/063/2024|Date of Analysis / Hara amanmsa: 31.05.2024

Date of Mfg / Jlata npomssoacrpa:  05/2024 Date of Expiry / T'omen m0: 04/2027

Analysis performed according ND / Apanns nposeaén no HJ: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, m3m. Ne 1 or 09.07.2024

Ne

Test / TloxazaTens

Result / PeayiabTaTsl Specification / Hopma

1 | Description / Ommcanue Complies / CooTBeTCTRYET 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, / Ilmockue KpyTable TA0NETKH CO
CKOIIEHHAIMI KPADMH OT KOPHYHEBOTO IO TEMHO~
KOPHIHEEOTO MBETA C BKPaNeHEIMH. Ha onHOH
cropose TafneTke Biaaeneso croso «CIPLA», Ha
JpyTol - IMHUIA pa3iioMa.

-

2 | Identification / IToatAHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
C . ) . . "
Anp OHOBEL FTKOSHLIEL 0OTBETCTEBYET I?;é)rammaﬂne aMMHAYHOTO PACcTBOPA B KPACHBIH
2b} | Methyl Parahydroxybenzoate. Complies / .| Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYST chromatogram of the sample solution should
MeTu/maparaapoOKCHGeH30aT corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard sohution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VAEPKABAHNA OCHOBHOTO IIHKA Ha XPOMATOTpaMMe
HCIBITYEMOrO PacTBOPa IOMKHO COOTBETCTBOBATE
RpEMEHHU YISPKABAHHA OCHOBHOTO IIFKa Ha
XPOMATOrpaMMe CTAHIAPTHOTO PacTBOPa
MeTuInaparuIpokcubensoara (pasmen
«MeTnanaparuIpokcubes30ar).

3 | Average weight / Cperrag
Macea

186.84mg / 186,84mr 189.99 mg +7.5% / 189,99 MT =7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MpumMeuanme: MPoAyKT cOOTBETCTBYET TpeGonanuam Hfl | 3aknwoyenue: ONOBPEHGC

Q,Q‘e'r\-’},.cﬂ.,k{.,

DNara:

Checked by QC In-Charge / . Approved by QA [n-Charge /
OokymensT nposepeHd OKK: if_j}o Noxyment ogobpern OOK: W)’;
Date / Date /

'Zﬁo\cO"-l(’],ofz_.\_‘

Hara:

FMQC003-15-09

Cipla Lid.,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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Page2 of4/Crp.2 m3 4

Produet: SENADE TABLETS 13,5 mg

Opoayxr: CEHAJTE®, TABJETKH 13,5 mr

Batch No / Cepma Ne: 484010

Batch Quantity / O0nsem ceprR:

5843packs / )’ﬁaKOBOK

AR No / ApajaTageckuii oTuer No : ARF/063/2024

Date of Analysis / llara apanmaza: 31.05.2024

Date of Mfg / lata npoussogerna:  05/2024

Date of Expiry /T'ogen go:

04/2027

Analysis performed according ND / Asaius nposegén mo HJ: II N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, mam. Ne 1 ot (9.07.2024

Ne

Test / Hoxazarens

Result / PesyIeTaThL

Specification / Hopma

4 | Uniformity of weight /
OmHOPOAHOCTH 0O MAcce

Complies / CooTBeTCTIRYET

18/20 tablets NMT £ 7.5 %/ 18/20 me fonee £ 7,5.
% .
2/20 tablets NMT =15% / 2/20 we Sonee £ 15%

5 | Loss on drying / [loTepa B 2.0%

Macce IIpH BRICYIITHBAHHHK

NMT 6,0 % / He domnee 6,0 %

6 | Dissolution / 78-92%

PacTeoperme,

NLT 70 % (Q) of sennosides in 120 minutes
He yeree 70 % (Q) ceErRO31I0B 9epe3 120 MyuH

7 | Uniformity of Dosage units / AV=54

OIHOPOJHOCTE AO3VPOBATIT

The acceprability index forn=10 AV< LI,

Tn 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
nequality:

IM-xi| < 0,01 x L2 x M.

| L1=15.0; L2=25.0.

[ToxasaTess MpueMIeMocTd 1 n=10 AV < L1.
B ciryaae, ecnm 3EageHue AV npesrimaet L1,
NPOBOAAT UCTTHITARNE Ha ClIeTyEomux 20 obpasuax.
Tt n=30 AV <L1. Bee 3FagcHEA X MOJDKHBE
YIOBIETBOPATEH HEPABEHCTBY:

IM-=xi] 0,01 x L2 x M.

L1=15,0;12=25,0,

8 | Assay (Spectrophotometry)
KonuyecteeHHOE OIpeneseHue
(CnexktpodoToMeTprs)

I

14,04n1/726

14.04 mg/tab /

From 12.15 to 15.53 mg (from 80.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 Mt (o1 90,0 mo 115,0 %)
CEHOINIOB B TIEPeCTeTe Ha CCHHOSUT B B ommo#
TableTKe,

Remarks : The Product conforms to ND/ -
Mpumeyanne: MpoaykrT GOOTBeTCTByeT Tpeboranuam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Checked by QC In-Charge /
OokymenT nposeper OKK: 9&“

Approved by QA In-Charge /
LokymerT onobper OOK:

v

Date/ 5 .o 1004

Harta:

Date /

207 Loy
Hara:

FMQC003-15-09

Cipla Ltd.,Cipla Housg, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 4000]3 Ind1a
At : Simchem Pt, Ltd Plot No. 60-65, Tuem Industrial Estate, Tuem, Permem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHANW3A

Cipla

Page3 of4/Crp.3 834

Product: SENADE TABLETS 13,5 mg

Tponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne :

484010

Batch Quantity / O0Bex cepmnp:

5843packs / ynakosok

AR No/ AganHTAEIeCKAH oTueT Nt ¢

ARF/063/2024

Date of Analysis / Tara amanaza: 31.05.2024

Date of Mfg / JlaTa npoussoacrsa:

05/2024

Date of Expiry /T"onen ao: 04/2027

Analysis performed according ND / Auarnuz wposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / L N013745/01-180522, m3am. Ne 1 ot 09.07.2024

Specification / Hopma

Ne Result / PesynsTaThl
Test / [orazaresb
9 | Content of Methyl 0.040mg/tab 0,028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad. .
parahydroxybenzoate(HPLC)/
Conepxanne
Memrmapafmpomzﬁea?,oam 0,040xr/tat
(B3XX)
10 | MICROBIAL LIMIT TEST/ MukpoOuoorHiecKas TUCI0Ta

102) | Total Aerobic microbial count / .
Obmee TuCIO a3POTHBIX 40 Not more than 10* cf g/ He Gonee 10* /r
MVIKPOOPTaHI3MOB .

10b) | Total combined yveast and mould Not more than 102 cfo/ g /He Gomee 10° /v
count / O6Imee grcio <10
[UIECHEBEIX U TPOAKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10%/ g / He Goxnee 10° /1
bacteria/ ¥ croituupsre ¥
nelcTBIIO HKenuu
IpaMOTpPUIIaTeIbHble JaKTepul

10d) | Staphylococcus aureus Absent /QrcyTCTBYIOT Absentin 1 g/ OtcyreTBHe B | ¢

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin [ g/ Orcyretsue B 1 T

169) | Salmonella Absent / OTcyTCTIBYIOT Absentin 10 g / Orcyrerene s 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: [pogyKr cooTBETCTBYET TpebosaHuam HA

. Conclusion : APPROVED /
3aknrwvenue: OOOBPEHO

Checked by QC In-Charge /
JokymenT nposepex OKK:

=20

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

T

Date /
Data:

2], 0Ty ox-UYf

Date /

2407 - 2024
Hata:

FMQC003-15-09

Cipla Ltd,,Cipla Housg, 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 ;




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJN3A

Paged 0f4/Crp.4mu3 4

Product: SENADE TABLETS 13,5 mg

|MpomyxT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsa Ne: 484010

Batch Quantity / O6nem cepan:  5843packs / yﬁaKOBOK

AR No/ ApanraTAdeckHHE oT9eT No ¢

ARF/063/2024 |Date of Analysis / {ara agammsza: 31.05.2024

Date of Mfg / JlaTa npon3BoacTsea:

05/2024 Date of Expiry / T'oxen xo: 04/2027

Analysis performed according ND / Araiu3 nposenen o HJI: TT N013745/01-180522, amend No. 1 dated
05.07.2024 / 1T N013745/01-180522, u3m. No 1 o1 09.07.2024

No

Test / llokazaTens

Result / PeayneraTet

Specification / Hopma

11 | Package / YoaxoBKa

Package / Ymrakoexa - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 23 blisters with
25 patient information leaflets in
a carton, / [To 20 TaBneTox B
OTHCTED U3 IUICHKH
TIOMIBUEIIXIOPUIHO A

(MO TRIEHOBOM/
MOSVBVHIT T ESUIOPITHOK) 1
anoMuEAreBol domsry, 1o 25

"ONACTEPOR B KAPTOHHYIO MauKy
| ¢ BIOXKCHHEM 25 HHCTPYKIMK

ng MpUMEHEHITO.

Package / Vriakopka - 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
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
T2bieToK B GImIcTep U3 INISHKY Tpexcaoiinoii
(IIBX/AISAIBAX) u amoMuHueBoil Goasrn. I1o 2
| 3 OmucTepa BMecTe ¢ HHCTpyKuuei no
TIPUMEHEHIIO B KApTOHHEYIO Iauky, [1o 20 tabneTok
B OAFCYep U3 TUIEHKH IOTHBHHAIIXIOPHAHON
(DOMMSTHIIEHOBO / IONHBHHMILIE KXJIOPUAHOK) U
amoMuHEIeroi Gonbry, 0o 25 GaucTepos a
KapTOHHYIO O&YKY C BIOKEHUEM 25 NHCTPYKIHIL 10
OPIMEHEHMIO.

12 Labeling / Mapxnpoeka

According to ND /

B cooteercTemm ¢ HJT

13 Storage conditions / Yemopns
XpaHeHHs

In a dry place, at temperature below 25 °C, / B cyxoM MecTe Ip1 TeMIEPaType He

BhIHIE 25 °C.

14 Shelf life / Cpok roxroCcTH

3 years/3 roaa

Remarks : The Product conforms to ND/ . Conclusion : APPROVED /

MNMpumevanue: NpoayxT cooreeTcTBYET TPeboBarHuam HA

3akntovenne: OJOBPEHO

Checked by QC In-Charge /

AokymeHT nposepeH OKK: -‘.’f/‘v‘p

Approved by QA In-Charge / ~ .
HokymerTt onobper OOK: %

Date /
HaTa:

2. ooty

Date /
Harta:

LA O Loy

FMQCO003-15-09

Cipla Ltd.,Cipla Housg, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013 Indla.
At : Simchem Pvt. Ltd Plot No. 60-65, Tuem Industrial Estate, Tuem1 Pernem Goa -403512




