Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Pagelofd4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoayir: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484114

Batch Quantity / Gonem cepui:

5843packs / ynakoBok

AR No / Asanutuyecknii oruer Ne: ARF/201/2024

Date of Analysis / Hara anannza: 25.10.2024

Date of Mfg / Jlara npoussoacrea:  10/2024

Date of Expiry / I'oaen go:

09/2027

Analysis performed accerding ND / Ananuz npoeeaén no H/: ITI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Ne

Test / Mokazarens

Result / Pesyabrarei

Specification / Hopma

1 Description / Onucauue

Complies / CootserctByer

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. / Ilnockure kpyrisie TabneTku co
CKOIICHHBIMU KPasiMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOTO 1BeTa ¢ Bkpamiesusamu. Ha oxrHOM
cropose Tabnetku Beimasneno cnoso «CIPLA», na
Opyroif - MHHHA pa3ioMa.

2 | Identification / TTopumuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooteercTByeT OxpaluHBaHHe aMMHAYHOIO PACcTBOPAa B KPACHBL
AHTPaXHHOHOBBIE MTHKO3H/IbI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CoorserctByet chromatogram of the sample solution should
Mertuanaparuapokcudensoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepAKUBAHUSA OCHOBHOTO ITHKA HA XPOMATOrpaMme
HCIBITYEMOr0 pacTBOpPa AOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPKHBAHHSI OCHOBHOTO IHKA HA
XpOMaTorpaMMe CTaHJapTHOIO pacTBOpa
meTHnaparuapokcubensoara (pasnen
«MerunnaparuapokcruOensoar).

3 | Average weight / Cpennsa
macca

189.31mg / 189,31mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteetcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3akntouenne: ONOBPEHO

Checked by QC In-Charge / »
HokymeHT npoeepeH OKK: '?of"t

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

AT

Date /

Qara: 25 °\0 oY

Date /

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, Permem Goa 403512




CERTIFICATE OF ANALYSIS
CEPTHRHKAT AHAJIH3A

Cipla
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Product: SENADE TABLETS 13,5 mg

Iipoayxr: CEHAJIE®, TABJETKH 13,5 mr

484114

Batch Quantity / O6nem cepun:

5843packs / ynakoBox

Batch No / Cepusi Ne :

AR No / Auanutuvecknii eruer Ne: ARF/201/2024 | Date of Analysis / lara ananmza:  25.10.2024

Date of Mfe / lata npoussoacrsa:  10/2024

Date of Expiry / logen ao:

09/2027

Analysis performed according ND / Ananns nposenés nio H/{: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaTsi Specification / Hopma
Test / Ioxazarenn

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT =+ 7.5 % / 18/20 ue Gonee +7,5
OaHOPOAHOCTE TIO Macce %

2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToteps & 2.5% NMT 6.0 % / He Gonee 6,0 %

Macce MPH BLICYLIHBAHHH

6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunon uepe3 120 mun

7 | Uniformity of Dosage units / AV=353 The acceptability index forn =10 AV <L1.
OpHOPOAHOCTE AO3UPOBAHHA 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 =25.0.

[Tokasatens npuemaemoctd s n=10 AV <L1.

B cayuae, ecnu 3Havenue AV npesbimaer L1,
MPOBOMAT HCObITAHHE Ha creayroumx 20 obpasnax.
Jlna n=30 AV <L1. Bece 3sHaueHus Xi JOJDKHBI
YOOBAETBOPATL HEPABEHCTBY:!

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectBenHoe onpenesicHne 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerps) Ot 12,15 o 15,53 mr (o1 90,0 oo 115,0 %)

14.03mr/1ab CeHHO3UMOB B Nepecyere Ha cenHo3nn B B omHoi
tabnerke.

Remarks : The Product conforms to ND/
NMpumeyanue: MpoaykT cooTeeTcTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

Checked by QC In-Charge / >§£ e

Approved by QA In-Charge /

RGN

[LokymeHT npoeepeH OKK: [HokymeHT ogobper OOK:
25w e e asaonmn

FMQC003-15-09
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CERTIFICATE OF ANALYSIS
CEPTHECUKAT AHATVEZA

Cipla
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepuna Na: 484114

Batch Quantity / Oovem cepun:  5843packs / ynakosox

AR No / Ananuruuecsuii oruer Ne : ARF/201/2024

Date of Analysis / laTa ananmuza: 25.10.2024

Date of Mfg / laTa npoussoacrsa:  10/2024

Date of Expiry / I'omes no: 09/2027

Analysis performed according ND / Ananuz nposenér: o HJi: TI NG13745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, sizm. Ne 1 o1 09.07.2024

No Result / PesynsTars: Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHnaparuaApokcudenszoara 0.042Mr/T26
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Muxpotuonora4eckas 4ucToTa

10a) | Total Aerobic microbial count /
O61ee UHCTo a2POGHBIX 10 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10% /r
count / Obwee uncao <10
TJIECHEBbIX U IPONGKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10%/ g / He 6onee 10% /r
bacteria/ ¥YcToiuuBble K
JEHCTBHIO JKeJTYH
rpaMoTpULATENbHbIE OaKTEPHH

10 d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absentin 1 g/OtcyrctBuer 1 1

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcyrcteueB 11

10f) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g /Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/

MNpumeyanue: MpogykT cooTseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmoyenue: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK:

e

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

G

Date /
Nara:

2=, Lo - Lozef

Date /

fara: S ooty

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao

FMQCO003-15-09

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
CEPTHOHKAT AHAJIH3A

Cipla
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Product: SENADE TABLETS 13,5 mg

Iipoaykr: CEHAJXE®, TABJIETKH 13,5 mr

Batch No/Cepun Ne : 484114 Batch Quantity / G6bem cepun:  5843packs / ynakoBok
AR No / Ananurnyecknit oruer Ne: ARF/201/2024|Date of Analysis / lara ananuza: 25.10.2024
Date of Mfe / lata nponssoacrea:  10/2024 Date of Expiry / I'ogeH no: 09/2027

Analysis performed accerding ND / Ananus nposenéu no H/i: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uizm. Ne 1 ot 09.07.2024

Ne

Test / Hokazarens

Result / PeayanTarsi

Specification / Hopma

11 | Package / Ynakoeka

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 tabnetok B
OmCTep U3 MIEHKH
OJIHBHHHIIXJIOPHIHO#H
(nonu3THIEHOBOI/
MOMHBHHANCHXJIOPHAHOM ) H
ANIOMHHHEBOW (OJBTH, MO 25
OAMCTEPOB B KAPTOHHYIO MAYKy
C BIOYKeHHEM 25 HHCTPYKIMH
10 MPHMEHEHHIO.

Package / Vnaxoska - 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 fiim and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
tabneTok B ONIHCTED W3 MISHKH TPEXCIIONHOMN
(MIBX/ID/MIBX) u amomunnesoii domsru. [To 2
unu 3 baucrepa BMecTe ¢ HHCTPYKUMEii no
NpHMEeHeHHIO B KapToHHyI0 nadky. [To 20 Tabnerok
B OJIHCTEp M3 [UIEHKH NONHBHHIIXJIOPHAHON
(momuaTANeHOBOI / MONHBHHIIIEHXITOPHAHOI) i
amomMunneBoi Gonsru, no 25 GnucTepos B
KapTOHHYIO NaYKy C BIOKEHHEM 25 HHCTPYKUHMI no
MPHMEHEHHIO.

12 | Labeling / Mapkupoeka

According to ND /

B cootsercteun ¢ H]|

13 Storage conditions / Ycnosus
XpaHeHHd

In a dry place, at temperature below 25 °C. /B cyxom mecTe npu Temneparype He

Boime 25 °C,

14 Shelf life / Cpok rozgmoctH

3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / (»
HokymeHT nposepeH OKK: ‘jﬁ

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

B

Date /
[ara:

2 $-10 2oy

Date /

Nara: 5 e ey

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




