Cipla

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJITA3A

Page 1 of 4/Crp. 183 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE", TABJETKHA 13,5 mr

Batch No / Cepua Ne: 484009

Batch Quantity / O0beM cepuu:

AR No / Auamuarageckuii orgyer Ne : ARF/062/2024|Date of Analysis / lata ananaza: 30.05,2024

Date of Mfg / laTa npomzeoacTea:  05/2024

Date of Expiry / T'onen xo: 04/2027

5845packs / YRaK0OBOK

Analysis performed according ND / Audanus nposenén mo H/: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, mam. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThl

Test / Hoxazarelsb

Specification / Hopma

1 | Description / Ommcarme

Complies / CootBetcTayer

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. / [Thockue Kpyrible TaOIeTKA CO
CKOIIEHHRIMY KPATMH OT KOPUYHEBOI0 40 TEMHO-
KOPWYHEBOTO IIBETa C BRparmerusivu, Ha 0aHol
CTOPOHE TadIeTKH BRI IaBIerHo choso «CIPLAY, va
IpPYTOH - THNA PazIoMa.

-

2 Idenfification / TIoANHUHHOCTE

2a) | Anthraquinone glycosides / = Complies / Ammoniacal solution mrns a reddish colour /
A . CooTBETCTRYST OxpanmivBanue. aMMHATHOTQ PACTBOPA B KPACHbIH |
HTPaXUHOHOBEIE [TIAKO3UIbLS e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY i CooTBETCTBYET chromatogram of the sample solution should
MeTunnaparuapoxcubeH30at corresponds to the retention time of the principle
(BOKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
VASPKUBAHAA OCHOBHOIO [MKA Ha XPOMaTOTpaMMe
HCIIEITYeMOTO PacTBOPA JOJIKHO COOTBETCTROBATh
BPEMEHY YASHKIBAHUS OCHOBHOIC [IUKA Ha
XpoMaTorpaMMe CTaENapTHOTO PacTBopa
MeTHITIAparEapoKcnben3oaTa (pasaes
«Mermnnaparuzpokcufienioar).

3 | Average weight / Cpearas
Macca

186.13mg / 186,13Mr

188.99 mg +£7.5% / 189,99 Mr+7,5%

Remarks : The Product conforms to ND/ v
MNpumevanue: MpogyxkT cooTBeTCTBYET Tpebosanvam HI

Conclusion : APPROVED f
JaknoyeHue: QQOBEPEHO

Checked by QC In-Charge /
HAokymeHT nposepeH OKK: S\;Bw

Approved by QA [n-Charge / «
[lokyMeHT 0goBpeH OOK: %

Date / 2K 9T ey

Hata:

Hara: K 4

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, Pernem Goa -403512 ’




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJII3A

Cipla

Page2 of4/Ctp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Oponykr: CEHAIIE®, TABJIETKH 13,5 wr

Batch No / Cepus Ne: 484009

Batch Quantity / O0nem cepau:

58435packs / ymakoBok

AR No / ABanTA9ecKUH 0T9eT .N‘é : ARF/062/2024

Date of Analysis / laTa ananmza: 30.05.2024

Date of Mfg / Jara npoa3sogcra:  05/2024

Date of Expiry /Tozen no:

04/2027

Analysis performed according ND / Aaasin3 nposeaén oo HZ: II N(}13745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne

Test / HokasaTeln

Result / PeayIeTaThI

Specification / Hopaa

Uniformity of weight /
OTHOPOIHOCTE [0 MACCE

Complies / CooTBeTCTRYET

18720 tablets NMT = 7.5 % / 18/20 e Gosee £ 7,5 -

0/

2/20 tablets ‘\IMT*IS o/ 2/20 He Gonee + 15%

53 | Loss on drying / [ToTeps B 2.1%

Macce IIpE BRICYNTHBAHUWN

NMT 6.0 % / He Goxee 6,0 %

Dissolution / 77-90%

Pactsopermre,

NLT 70 % (Q) of sennosides in 120 minutes
He meree 70 % {Q) cerHO3UmOB Tepes 120 MuH

Uniformity of Dosage units / AV=352

OIHOPOIHOCTE NO3HPOBAHUAL

The acceptability index forn=10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 sampies. For
n=30

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

[M-xi] £ 0,01 x L2 x M,

L1=15.0;L2=25.0.

[Tokazaress npreMmeMocTd Wi n=10 AV < L1, |
B cimygae, ecim 3RaverHe AV npeesimaer L1,
[pOBOAAT HCHEITAEWe Ha cieyionux 20 odpasmax.
Jan=30 AV <L1. Bece apadenys XI TOJDKHB
YHOBNETEOPATE HEPABEHCTRY:

[M-x1] 0,01 x L2 = M.

L1=15,0;1L2 =25,0.

Assay (Spectrophotometry)
KonuuectsenHoe omnpeneneHne
(CoextpodoToMeTprs)

I

13,90Mr/7a6

13.90 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O1 12,13 no 15,53 mr (ot 90,0 1o 1135,0 %)
CEHHO3MIOE B NEPECUYETe Ha CEHHO31WA B B 0mHOM
Tadnerxe.

Remarks : The Product conforms to ND/ v
Mpumeuanne: MNpogyKT cooTeeTCTBYET TReboBaHMaM HI,

Conclusion : APPROVED /
Saxnovenune: OJOBPEHO

Checked by QC In-Charge / = P

Approved by QA In-Charge /

—

LokymeHT npoeeper OKK: = « | JokymenT ogodper OOK:
Date / ‘
E:;:‘ea:l 2.9 © T 202-4 HZ_T_Z: 2 OOy

FMQC003-15-00

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




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJ3A

Cipla

_Page3of4/Crp.3 u3 4

Product;: SENADE TABLETS 13,5 mg

Opoxvkr: CEHANIE®, TABJIETKH 13,5 Mr

Batch No / Cepng No ¢

484008

Bateh Quantity / O0neM cepan:

5845packs / ynakosok

AR No / Avamarryecknii orger Ne : ARF/062/2024

Date of Analysis / JlaTa apanmza: 30.05.2024

Date of Mfg / HaTa npousBoacrea:

05/2024

Date of Expiry / Iogen go: 04/2027

Analysis performed according ND / Apajms nposenés oo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m., Ne 1 ot 09.07.2024

Mpumesanue: [NPoayKT COOTRETCTBYET TpebosaHmam HJ

3akmouenue: OQOBPEHO

Ne Result / Pe3yIpTaThI Specification / Hopna
Test / [lokasarens
9 | Content of Methyl 0.047mg/tab 0.028 —0.056 mg/tab. / Or 0,028 ;o 0,056 mr/Tad. -
parahydroxybenzoate(HPLC)/
Conepxanme
METHITIApaTHApoXCUOeHz0aTa 0,047nr/Tab
(BOXKX)
10 | MICROBIAL LIMIT TEST/ MukpoGuonorageckas I4CTOTa
102) | Total Aerobic microbial count / . _
Obmee qucno a3podHbExX 30 Not more than 10* ¢fo/ g / He Gomee 10* /r
_ MUKPOOPTaHHM3MOB
| 19®) | Total combined yeast and mould Not more than 10* cfu/ g /He Gonee 10°/r
count / Obmee TuCIO <10 '
TIECHEBBIX ¥ IPORKEBBIX
rpuos
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10%/ g / He Gonee 10°/r
bacteria/ Ycroiiuusere k :
MEeHACTBUIO KeI4Yn
TpaMOTpHIIATENbHbIE GakTepuy
104} | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ Otcytcreuer 1 1
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OtcyTctBUE B 1 T
101) | Salmonella Absent / OTCyTCTIBYIOT Absentin 10 g /OtcyrctBre B 10 g
/'
Remarks : The Product conforms to ND/ -~ Conclusion : APPROVED /

Checked by QC In-Charge /

Approved by QA In-Charge /

ST

JokymeHT nposeped OKK: 5&/&:9 LokymeHT ogobpes OOK:
Date / : . Date / O - Oy
fara: L8R ot rory Nara: 24 :

FMQC003-15-09

Cipta Ltd.,Cipla Housg, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbm 400013 Indla
At : Simchem Pvt, Ltd,, Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTHODNKAT AHAJ3A

Page 4 of 4/ Crp. 4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepaa Ne: 484009

Batch Quantity / Odnem ceppn:

3845packs / ynakosox

AR No / Aramaragecknii otger Ne 1 ARF/062/2024

Date of Analysis / Hara amanpza: 30.05.2024

Date of Mifg / Jlara npoussoacrsa:  05/2024

Date of Expiry /T'ones go:

042027

Analysis performed according ND / Anasinz nposeaéu mo H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3Mv. Ne 1 o1 09.07.2024

No

Test / [MoxkazaTens

Result / Pe3yabTaThi

Specification / HopMa

11 | Package / ¥Ynakoeka

in a blister made of

QIImcTep U3 TUIEHKW

(MONUaTHIEAOROTH/

MO IPAMEHCHIIO,

Package / Ynaxoexa - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerox B

HOHHBHHHIDU[OPI/U_[HOI‘Z[

MOJHBHHUAAEHXIODHAHOH) U
anOMUHUEeBOH $OIBIY, MO 25
“ONUCTEPOR B KARTOHHYIO HadKy
¢ BIIOKEHUEM 25 MHCTPYKLIAH

Package / Ymaxopka - 20 1ablets 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
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITe 20
TabneToK B SIMCTEp U3 INEHKH TpeXcNoiaoH
(IIBX/IS/IIBOX) u amomMuAEACR0H Gomsrw, [To 2
wry 3 GIucTepa BMeCTe ¢ TRCTPYKOAEH IO
TNPUMEHEHHIO B KapTOHHYIO Navky. [1o 20 tabaerok
B GXycTep U3 TWICHKY TTOJWBYRMIXIIOPUIHON
(monUATUNEHOROH / MOMMBUHIIIACHXIIOPHAHOH) 7
amoMUHUeRo# honLru, mo 25 6ARCTEPOR B
KapTOHHYIO MRYKY C BIIOKEHHEM 25 HHCTPYKIMA 110
TTPUMEHEHMIO.

12 | Labeling / MapxupoBxa According to ND /

B cootsercTerm ¢ HJ

13 Storage conditions / Ycmosms In a dry place, at temperature below 25 °C. / B cyxoM MecTe IpH TeMIIepaType He
XpaHeHnT BBIIE 25 °C,
14 | Shelflife / Cpox romEOCTH 3 years /3 rozma

Remarks : The Product conforms to ND/ .
MpumMedvanune: [poaykr COOTBeTOTByeT TpeSopaHuam HA

Conclusion : APPROVED /
3aknruermne: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHnT nposepeHd OKK: =f y__;b—‘? Hokyment onotper OOK: %@’
Date / ' Date /

p e T.20 2. 071 oL
faTa: A e “ [ara: !

FMQC003-15-09

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




