Cipla

CERTIFICATE OF ANATLYSIS
CEPTHOUKAT AHAJT3A

Page 1 of4/Crp.1u34

Produci: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE®, TABJIETKH 13,5 Mr

Batch No/ Cepua Ne: 484012

Batch Quantity / O6beM cepBH:

5846packs / ymaxkosox

AR No / Amaantugecknii oTger Ne 1 ARF/066/2024 | Date of Analysis / lara amanmsa: 04.06.2024

Date of Mfg / lara nponssopcrea:  05/2024

Date of Expiry /Tofen go:

04/2027

Analysis performed according ND / Aranus nposenéa mo HI: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynerarTs)

Test / TToxkasaTtenns

Specification / Hopma

1 | Description / Omicarue

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. / {Tmockne kpyrable TAGAETKE CO
CKOIMEHHEBIME KPaAMU OT KOPUHIHEBQr0 10 TeMHO-
KOPMYHEBOIQ (BETA ¢ BKpaIlTeHmavMH, Ha oxHok
cTopoHe TadeTky BEIIaBIeHo cioBo «CIPLAY, Ba
IpYTOH - TVHAS pa3ioMa.

-

2 | Identification / IlognuHROCTE
2a) | Anthraquinone glycosides / T Complies / Ammoniacal solution turns a reddish colour /
: COOTBETCTBYET OxpaluuBasye aMMRaIHOTO pacTBopa B KpacHbIH
ANTPaxX@HOHOBBIE [SIMKO3HITET Lzer.
2b) | Methyl Parahydroxybenzoate - Complies / | Retention time of the principle peak in the
(HPLCY CooTBercTByer chromatogram of the sample solution should
MeTmrmaparuapoxcudensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YOepKABAHAA OCHOBHOIO ITMKa Ha XPOMATOTPAMME
HUCOBITYEMOTO PACTBOPA JOMMHO COOTBETCTBORATE
BPEMEHH yRep/KUBAHUSI OCHOBHOIO IMKA Ha
XpOMATOIPAMME CTAHIAPTHOTO PACTBOPA
MeTHINAparkapoxcudensoara (pasmen
/ «MeTmimaparnapokcudeHzoar).
3 | Average weight / Cpenwnas 187.87mg / 187,87mr 189.99 mg £7.5% / 189,99 Mr£7,5%

Macca

Remarks : The Product conforms to ND/ v
MMpumevaHue: MNpogy«T coorseTcTBYeT TRedosannam HI

Conclusion : APPROVED /
3aknwkuyerue; QOOBPEHO

Checked by QC In-Charge / + D
[okymeHT nposepeH OKK: ={> 4

Approved by QA In-Charge /
HokymeHnT ogobpeH QOK;

=

Date /

ﬂaTa: _Q__,_g.. o T. 2-——9:1--%

Date /

Nl A <O 2oy,

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
CEPTUPHKAT AHAJHU3A

Page2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAIE", TABJIETKHA 13,5 Mr

Batch No / Cepra Ne: 484012

_|Batch Quantity / O6wem cepan:

5846packs / ynaxosok

AR No / Amanmmarruecknif oraer Ne : ARF/066/2024 | Date of Analysis / Jata aganmza: 04.06.2024

Date of Mfg / Tara mpousrogcrea: 03/2024

Date of Expiry / Foxen no:

04/2027

Analysis performed according ND / Auanns nposenén mo HII: 1 N013745/01-180522, amend No. 1 dated

09.07.2024 /T1 N013745/01-180522, u3:m. Ne 1 ot 09.07.2024

Test / HoxkaszaTeln

Ne Result / PezynpTaTsl

Specifieation / Hopma

4 | Uniformity of weight /
OmHOPORHOCTE [0 Macce

Complies / CooTBercTBYeT

18/20 tablets NMT =+ 7.5 %/ 18/20 ne Gonee + 7.5

%

2120 tablets NMT £15% / 2/20 we Gonee + 15%

5 | Loss ondrying / Ilotepa B

OaHOPOAHOCTE TO3UPOBAHHA

2.5% NMT 6.0 % / He Gonee 6,0 %
MACCE TIPH BhICYIHBARMK
6 | Dissolution/ 79-95% NLT 70 % (Q) of sennosides in 120 minutes
PactBopensie He vienee 70 % (Q) cermozuznon aepes 120 Mun
7 | Uniformity of Dosage units / AV=352 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:

Mexi| < 0,01 % L2 x M.

LI=15.0;12=25.0. .
TToxasaress mprevieMoeTr urd n=10 AV < LI,

B cnyqae, ¢cnm 3Raverwe AV npesbiuaer L1,
POBOMIAT MCIBITAHKE Ha cleTyromux 20 obpasuax.
Mg n=30 AV <L1. Bce 2RaYeHUS Xi TOLKHSEL
YAOBIETBOPSTH HEPABSHCTEY:

[M-xi] < 0,01 x L2 x M.

L1=150;L2=250. .

8 | Assay (Spectrophotometry) _
KonmaecTeennoe onpeenenwe 14.05 mg/tab /
(CoexrpogioToMerpus) :

14,05mr/126

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or1 12,15 1o 15,53 wr (o1 90,0 mo 115,0 %)
CEHHO3WAOCB B IlepecdeTe Ha Ceanosyn B B onyoit
Tabnerxe,

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTBETCTBYET TpeBoBaHMsM HI

Conclusion : APPROVED /
3anouenune: QOQOEPEHO -

Checked by QC In-Charge / =~ D
HokymenT npoeeper OKK: el

Approved by QA In-Charge / 3 31,;

flokymeHT ogobper OOK:

Date /
Hara:

2’q ~ c‘_fv L/O'}—’(-’ﬁ

Date /

QO - )
ara: 2807wy

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Ma.r;g, Lower Pare], Murmnbai - 400013, India. -
At : Simchem Pvt, Ltd., Plot. No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUCHKAT AHATIM3A
Page3 of4/Crp.3 134
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAIE®, TABJIETKHA 13,5 mr .
Batch No / Cepma Ne: 484012 Batch Quantity / O0bem cepum:  5846packs / ynaxosok
AR No / Anamarageckuit oraer No ;. ARF/066/2024|Date of Analysis / Jlata ananmsa:  04.06.2024
Date of Mfg / lata uponssogcrsa:  05/2024 Date of Expiry / I'ogen no: 04/2027

Analysis performed according ND / Anaqu3 nposenén mo HJT: IT N013745/01-180522, amend No. 1 dated
19.07.2024 / I N013745/01-180522, w3v. Ne 1 ot 09.07.2024

Na Resu_lt / Pe3yanTaTsl Specification / Hopma
Test / Tloxa3zaTean
9 | Content of Methyl 0.047mgf/tab 0.028 — 0.056 mg/tab. / Or 0,028 mo 0,056 Mr/Tab. .
parahydroxybenzoate(HPLC)/
CogepxaHue
MeTTTIAparLAPOKCHOeHs0aTa 0,047yr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Muxpo0Ononorgdeckas YucToTa

10a) | Total Aerobic microbial count/

O6mee uueno aypolHEX . . 40 Not more than 10* cfuw/ ’g/' He Gomee 10* /0
MHKPOOPTaHM3MOB )
10b) | Total combined yeast and mould . i Not more than 107 cfu/ g /He Gonee 10° /r

count / Ofmee yucno

_ <10

IINTECHEBEIX ¥ NPOKIKEBBIX

rpuboB
10 ¢} | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10° / g / He Gonee 10% /r

bacteria/ YeToduBEE X ,

JIEHCTBHUIO XEITTH

TPAMOTPUIATEILHEIE OaKTEPHY
10 @) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcytctBuer I r
10¢) | Escherichia coli Absent /OTCYTCTBYROT Absentin 1 g/ OreyrerBre B 1 T
109} | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / Orcyreteme B 10 g
Remarks ; The Product conforms to ND/ v ' Conclusion : APPROVED /
Mpumeyanue: [poay«T cootsercTyeT TpebosanuaM HA | 3akmovenue: OQOBPEHO
Checked by QC In-Charge { L0 Approved by QA In-Charge / ~
JoxymenT nposepeH OKK: jﬁ’ ’ JokymeHT ogobped OOK: %
Date / Date /

E B T O -

Jaras =0T LY Dara: 29 0 2oy

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumnbai - 400013 Lndla
At ¢ Simchem Pvt, Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa ~403512 ,




Ci:pla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHA3A

Paged40f4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 484012

Batch Quantity / O0nen cepun:  5846packs / ynakoBox

AR No / AganaTagecknii oraeT Ne : ARF/066/2024

Date of Analysis / JlaTa apanusza: 04.06.2024

Date of Mfg / lata nporsBoacrea:  (05/2024

Date of Expiry /T'ogen go: 04/2027

Amnalysis performed according ND / Aaanus nposenén o HI: T N013745/01-180522, amend No. 1 dated

09.07.2024 /11 N013745/01-180522, mas. Ne 1 ot 09.07.2024

No

Test / TToxazaTelb

Result / PesynbTaTst

Specification / Hopma

11 | Package / YmakoBxa

Package / Ynakopxa - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton, / Ilo 20 TabneTok B
OIIMCTEp U3 TUIEHKER
TIOJUBUHMIXIIOPUAHOR
(monmsTHIEHOBOI/
HONEBAHIUTAC XUIOPAAHON) i
AMEOMUHAEBOY donsrny, no 25.
“6rucTepos B KapTOHHYIO TadKy
C BAOKEHUEM 25 HHCTPYKITEL
IO MPIMEHSHIIO,

Package / Ynaxoexa - 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 feil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabreToK B SIMCTep U3 SRR TpeXchnoitol
[IBXATI/MIBIAX) u asroMArueRoi honbru. [To 2
wiu 3 GmucTepa BMecTe ¢ WHCTPYKIMEH mo
OPIMENEHNEO B RAPTOHEYIO nayuky. [lo 20 TadneTox
B OIIUCTEp U3 INTEHKH NOJUBHHYAXIOPUIHOM
(nomusTHIeHOBOY / HOMVBUHIITIEHNITOPUAHOH) |
amoMuEUeEoH dorery, mo 25 Gnucrepos B
KapTOHHYIO MA4KY C BIIOKEHHIEM 25 HHCTPYKLMK Mo
MPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND /

B cootBeTcTBUE ¢ H]

13 Storage conditions / Yenosus
XPaHCHHA

In a dry place, at temperature below 23 °C, / B cyxoM MecTe NpE TCMTEPATYPE He

Brime 25 °C,

14 | Shelflife / Cpok roxaocTi

3 years /3 ropa

Remarks : The Product conforms to,ND/
Mpumeyanue: MpoaykT cooTBeTCTBYET TpeboBanuamM HI

b Conclusion : APPROVED /

Jaknw4yedue: OJOEPEHO

Checked by QC In-Charge / — ﬁ 40
JdokymenT npoBepeH OKK: ’

Approved by QA [In-Charge /
JokyMeHT oaodper OOK:

T

Date /
Nara:

2.0 T. 2024

Date /

fata: "l-q cQ 7. QOLL]

FMQCQ03-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, 1‘(/[mnbai - 400013, India.
At : Simchem Pvt, Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa-403512




