* |AR No / Ananursvecknii order No @

Cipla

CERTIFICATE OF ANALYSIS

s CEPTHOUKAT AHAJIM3A

Page1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 484121

Batch Quantity / O6bem cepun:

5845packs / ymakoBok

ARF/209/2024 |Date of Analysis / lata anammza: 05.11.2024

10/2024

Date of Mfo / [laTa npon3soacrsa:

Date of Expiry / I'oges jo:

09/2027

Analysis performed according ND / Anamms nposeagn no H/L: T N013745/01- 180522 amend No. 1 dated
09.07.2024 / I N013745/31-180522, uzm. Ne 1 ot 09.07.2024

Test / Hokazatenn

No Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

Complies / CoorsercTByeT

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. / TInockue kpyrisie Tabnerku co
CKOLIEHHBIMH KPasMH OT KOPUMHEBOTO JI0 TEMHO-
KOPHYHEBOTO LBeTa ¢ BkparuieHuamu. Ha omHoit -~
cropose Tabnerku BeinasneHo cnoso «CIPLAY, na
OpYroii - THHHSA paznoma.

2 | Identification / TTogqmMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T CootBercTByeT S:gram HBaHHE aMMHAYHOIO PAacTBOPAa B KPACHbI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtsercTByer chromatogram of the sample solution should
Meruanaparunpoxcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHHBAHHS OCHOBHOIO MHKA Ha XPOMAaTOrpaMme
HCIILITYEMOTO PacTBOPa AODKHO COOTBETCTBOBATD
BpeMeHH yIep>KHBaHHsA OCHOBHOIO MHKa Ha
XpOMaTOrpaMme CTaHIapPTHOrO pacTBopa
Metunnaparuapokcubersoara (paszaen
«Merunnaparuapokcubenzoar).

3 | Average weight / Cpenuss
macca

188.05mg / 188,05mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmoueHue: OOEPEHO

Checked by QC In-Charge / D
LokymeHT nposepeH OKK: %C‘J

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

e

Date /

AL -
[ata: ey

oS

Date /

Dava: 0S -1}, 2024

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




Cipla

3 CERTIFICATE OF ANALYSIS
CEPTNOHUKAT AHAJTU3A

-

Page2 of 4/ Ctp. 2 m3 4

Produci: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484121

Batch Quantity / OGnem cepum:

5845packs / ynaxosok

AR No / Ananarugeckuii oruer Ne : ARF/209/2024 | Date of Analysis / iara apanunza: 05.11.2024

10/2024

Date of Mfg / laTa npoH3BOACTBA:

Date of Expiry / I'ogen no:

09/2027

Analysis performed according ND / Anann3s npoeenén mo H/I: 1T N013745/01-180522, amend No. 1 dated
09.067.2024 / 11 N013745/01-180522, sizm. Ne 1 ot 09.67.2024

Ne Result / PesyabTaTsl Specification / Hopma
Test / MokazaTens
4 | Uniformity of weight / Complies / CooTsercTayeT 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee +7,5
OnHOpOIHOCTL IO Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee * 15%
5 | Loss on drying / IToreps B 2.2% NMT 6.0 % / He 6onee 6,0 %
MacCe NpH BRICYIIHBAHHH
6 | Dissolution / 78-95% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos uepez 120 mun
7 | Uniformity of Dosage units / AV =56 The acceptability index forn=10 AV <L1.
On=EOpOIHOCTE NO3HPOBAHUS 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:,
[M-xi| 0,01 x L2 x M.
L1=15.0;L2=250.
L TToxasaTens npruemnemoctd 1t n=10 AV <L1.

B cnyuae, ecnn 3sHayenue AV mpesbimaer L1,
[POBOIAT HCIBITAHME HA cieayromux 20 obpasuax.
Jna n=30 AV <L1. Bee 3HaueHust Xi TOMKHBI
YIOBIETBOPATH HEPABEHCTBY:
[M-xi| 0,01 x L2 x M.

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

& | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTeHnoe onpeaencHHe 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrexrpodoTomerpus) Ot 12,15 po 15,53 mr (ot 90,0 no 115,0 %)

14.03Mr/1a6 CEHHO3H/IOB B NEepecyeTe Ha CeHHO3uA B B oaHOI
' Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTeeTcTByeT TpebosarHuam H

Conclusion : APPROVED /
3aknrouyenne: OO0OBPEHO

Checked by QC In-Charge / 75/0—9

DokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ofobper OOK: %

Date /

[ara: O Lo

Date /

ﬂaTa' 05 <l 7024

FMQC003-15-09

Cipla Ltd.,Cipla House, 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




Cipla

CERTIFICATE OF ANALYSIS
i CEPTHGUKAT AHAJIV3A

Page3 of4/Crp. 3 mz 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 484121

|Batch Quantity / O6nem cepun:

5845packs / ynaxosox

AR No / Anannroaecknii orger Ne : ARF/209/2024 | Date of Analysis / 1ara anammza: 05.11.2024

Date of Mfg / Jiara npomssoacrea:  10/2024

Date of Expiry / Togen go:

09/2027

Analysis performed accerding ND / Anam npeeesén no H/I: TT N01374S/01-180522; amend No. 1 dated
09.07.2024 / T N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTsi Specification / Hopma
Test / [lokazaTenn
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparsapokcuben3oara 0.041mr/ra6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas Y44CTOTa

10a) | Total Aerobic microbial count /
O6iee qucio a3pobHbIX 10

MHKPOOPTaHH3MOB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / OBuee ymucno
MIECHEBLIX H NPOMOKEBLIX

rpuboB

<10

Not more than 107 cfu/ g /He Gonee 10% /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroliuuBbie K
MEHCTBHIO JKETIH

rpaMOTPHLIATC/IBHBIC ﬁamepnﬁ

Absent /OtcyTcTBYIOT

Not more than 10” / g / He Gonee 10% /r

10d) | Staphylococcus aureus

Absent /OTcyTCcTBYIOT

Absentin 1 g/ Orcyrcteue B 1 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrcrBue B 1 ¢

106) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: lNpoaykr cooTeeTcTayeT TpeboaHmam H

Conclusion : APPROVED /
3axntouenune: OJOBPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK: i’pfb’j

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

A

Date /
Hara:

@S_‘”*l‘o'l_p[

Date /

Hers: 0S-\.202Yy

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne @

484121

Batch Quantity / O6nem cepun:

5845packs / ynakoBox -

‘|AR Ne / Anamaragecknii order Nt :

ARF/209/2024 | Date of Analysis / Jlara anaam3a: 05.11.2024

Date of Mfg / [laTa npou3BoIcTBA:

10/2024

Date of Expiry / I'ogen no:

09/2027

Analysis performed according ND / Amanus nposenén mo HJI: 11 N013745/01-180522, amend No. 1 dated
$9.07.2024 / I1 NG13745/01-180522, uam. Ne 1 or 09.07.2024

Ne

Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

11

Package / Ynaxoska

Package / Ynakoska - 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 Tabnerok B
faucTep U3 IIEHKH
TTOJTMBHHMJIXJIOPHIHOH
(MONM3THIICHOBOI/
MONUBUHWIIEHXIOPUIHOH) 1
aMOMUHHEBO Gombry, o 25
OnucTepOB B KAPTOHHYIO MAYKy
C BJIOMEHHEM 25 HHCTPYKLMIH
0 IPUMEHEHHIO.

Package / Vnakosxa - 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
Tabnerox B GnucTep U3 MIIEHKH TPEXCIOHHOH
(TIBX/TI2/MTIBAX) u amomunnesoit poneru. ITo 2
win 3 6aucTepa BMecTe ¢ HHCTpYKLHeii o
NpHMEHEHHIO B KapToHHYH0 navky. ITo 20 Tabnetok
B GaMCTED M3 IUIEHKH NONTHBUHHIXIIOPHAHO#H
(nONIMATHIIEHOBOH / IONMMBUHUIIEHXIIOPHIHO) 1
amoMHHKEBOH Qonbri, mo 25 GucTepos B
KapTOHHYIO J1a4Ky C BIOKEHHEM 25 MHCTPYKUMit MO
NIPUMEHEHHIO.

12 | Labeling / Mapkxuposxka According to ND /
B cootsercraun ¢ HJI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom Mecre npu Temreparype He
XpaHeHus sorme 25 °C.
14 Shelf life / Cpox rogsocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanwe: Mpoaykr cooTeeTcTByeT TpeGosanvam H/

Conclusion : APPROVED /
3aknrouyenune: OJOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK:

—p e

Approved by QA In-Charge /
DokymeHT opgobper OOK:

%

Date /
Hara:

0% - H‘LOL«_\

Date /
Hara:

05 Al 2024

FMQCO003-15-09

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




