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REFERENCE: SFC-FOI

DESCRIPTION OF SAMPLE TESTED

NAME OFPRODUCT

MANUFACTURING DATE

REGISTRATION NO.

APPEAF"ANCE

ACTIVE INGREDIENT

PACKING TYPE

CONCLUSION

CERTIFICATE OF ANALYSIS

CERTIFICATE NO. : TAB-20338

LOT NO. : 208158

EXPIRATION DATE : 02-05-2023

ANALYTICAL DATE : 14-05-2020

J
qlodl

I

( Miss. Supawadee Rungruang )

QC. MANAGER

APPROVED DATE z 26-05-2020

FEBRATE - 1()()

02-05-2020

tA 420147

PASSED

White granules filled in white cap/white body hard gelatin capsule No.2

Each capsule contains :

Fenofibrate 100 mg

LOT NO. 11-l

Aluminium-Aluminium pack I x 10 capsules

TESTS . SPECIFICATION RESULT

Identification

Uniformity of dosage units

(Content uniformity)

Dissolution (Test 2)

Organic impurities

:- Fenofibrate related compound B

:- Any other individual impurity

:- Total Impurities

Assay

:- Fenofibrate

The retention time of the major peak of the

sample solution corresponds to that of the

Standard solution, as obtained in the assay

Acceptance value of l0 units not more than l1Yo (T=100.01o )

Not less than 807o (Q) of the labeled

amount fenofibrate (C2,II2rClO4 )

is dissolved in 120 minutes

Not more than 0.5 7o

Not more than 0.2o/,

Not more than 2.0%

90.0 - 110.0% of the labeled amount fenoiibrate (C20H2rClO4 )

Conformed

3.3o/o

Min.95.5%

Max.99.0o/o

Average,97.lo/o

0.0%

0.0%

0.0o/.

99.80

Fom cffective date 03-01-201 7 page I of I F.QC.l55 Rev.03
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26/18-21 Ram-lndra Road, Bangkok
'10230 Thailand
TEL.(662) 943-6366 FAX.(662) 943-6989
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MISO 9001 :2015
Cetified by URS

l5O 14001:2015
Cediried by URS

,.'-- a 9)

/8*"4 u?#vr gltl9ll 'irffor

€ Umeda company Limited.

REFERENCE: SFI-EOI

DESCIIIPI'ION OF SAMPLE TESTED

NAME OI.- PRODUCT

]\{ANUFACTURING DATE

REGISTRATION NO.

APPI.]ARANCE

ACTIVII INGREDIENT

PACKAGING TYPE

CONCLUSION

CERTIFICATE NO. : IIOR-21006

CERTTFICATE OF ANALYSIS

: f,fltrp - l$[
I ll-12-2020

t lA 521142

: White suspension.

: Each 3 mL contains :-

Medroxyprogesterone Acetate

LOT NO. s034-200301

: Clear 3 mL Vial ( Type I glass )

LOT NO.

EXPIRATION DATE

ANALYTICAL DATE

150 mg

205063

tt-06-2024

23-12-2020

PASSED

^J
d)l)0

I

( Miss. Supawadee Rungruang )

QC. MANAGER

APPROVED DATE : 25-01-2021

TESTS SPECIFICATION RESUT,T

Idenfification

- N{edroxyprogesterone Acetate

Volume in container

pH

Particle size distribution

- Particle size < 20 p,m

- Particle size < I0 pm

- Particle size 10-20 pm

Bacterial endotoxins test

Sterility test

Contcnt uniformity

Content of active substance :

- l\lledroxyprogesterone Acetate

Methylparaben

Propylparaben

The residue ro ontrinla responds to Identification test A (IR)

under medroxyprogesterone acetate

Not less than the labeled amount

3.0 - 7.0

Not less than 99.0%

Not less than75.0o/o

Not less than 10.0% and not more than 25.07o

Not more than 0.35 Endotoxin Unit per mg of

MedroxyprogestcroDe Acetate

Ste rile

Acceptance value < l,l% (15%)

90.0 - 110.0% of the labeled arnount of Medroxyprogesterone A.cetate

80.0-120.0% LA of methylparaben

80.0-120.0% LA of propylparaben

Conformed

Min.Vol.3.l0

<,

99.3%

8t.s%

17.8%

0.24 EU/mg.

Sterile

2.50

102.2,h

99.7%

99.6%

Fom effective datc 03-01-2017 page I of I F.QC.l55 Rev.03
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