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Data QC038

[-onisox LazoRATORIES COLLTD.

Reg. No. 1A 45/50(NG)

CERTIFICATE OF ANALYSIS
. ! Ana.No. TB2003011/0t

Nawe of I'r. duct s

Mfg. Date

fach bl ~onains

Description

I Descriptinn of Product

7-03-20

Lot No. SFOl1

AMLOD 10

Exp.Date  07-03-23 Batch Size 1,400,000 Tablets
Amlodipine besylate equivalent to Amlodipine 10 mg

‘White, octagonal, flat tablct, beveled on both sides with engraved A-10 on

one side end scored on tho other

Unifsrisity o ity

Dissolztion

Imipurities -
= Amledipiue
compound .

s wAny wther b

uaspocified .+
" product
Assay @ o

I Resultof v vrnds
Spe. tiar a Requirement - Result
Identifieati. .
- Ov - The UV absorption spectra of the Sample solution and Positive
" the Standard solution exhibit maxima and minima at
the same wavelengihs
= HPLC The retention time of the major peak of the Sample Positive
solution corresponds to that of the Standard solution ,
&5 obtained in the Assay
Ruange of me. 0.3984-04316 g 04170 g
AV =3.57%

The acceptance value (AV) of the frst 10 dosage units
.-is less than or equal to L1%%. If the acceptance value

(AV) is greater than L1%, test the next 20 units.

The requirements are met if the final-scceptance

value (AV) of the 30 dosage unils is less than or equal

to L1%, and no individual content of any dosage

unit is less then {1 — (0.01)(L2)] M nor more than

[1+(0.01)(L2)) M in which L} = 15.0 and L2=2540

Not less than 75% (Q) of the labeted amount

of Amlodipine is dissolved in 30 minutes

88.93% , 91.76%
90.50% , 90.04%
95.03% , 89.09%

(Passed Stage 1)
Not'mom than 1.0% 0.0297%
-Not more than 0.2% 0.0239%
9?.0 - 105.0 % LA 59.66%

L Corclusio:

L L Approved

wsproved

‘Avcerdir spe

( Assistant Quality Assurance Manager 1-2)

S

Date  15-04-20
e e )

Ms. Snwitrc_e Duangsuwanna
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Desc

I Resit

Sr-

Tdeusificar

- iy

s HrLC

i

Ranye of me
Uniformity ¢

Dissolution

- Impurities

v = Amladipine ¢
co:r\poux;d -

- Auny other i

- unspeeified

- produst
Assay @ Amle

I Conclast
Accordi

Approyve

Daty QCU38

Reg. No. 1A 45/50(NG)
B CERTIFICATE OF ANALYSIS
CER Ana.No. TB2003011/01
3,LTD.
ro duct
. AMLOD 10 LotNo.  SFOll
1320 Exp.Date  07-03-23 Batch Size 1,400,000 Tablets
.ins Amlodipine besylate equivalent to Amlodipine 10 mg
White, octagonal, flat tablet, beveled on both sides with engraved A-10 on’
one gide end scored on the other
Requirement . Resuit
Tiw UV ebsorption spectra of the Sample solution and Positive
the Standard solution exhibit maxima and minima at
the same wavelengths
The retention time of the major peak of the Sarple Positive
solution corresponds to that of the Standard solution ,
_ 25 obtained in the Assay
'0.3984-0.4316 g 04170 g
5 The acceptance value (AV) of the first 10 dosage uaits AV =357%
i less than or equal to L1%. If the acceptance value
(AV) is greater than L1%, test the next 20 units.
The requirements are met if the final acceptance
value (AV) of the 30 dosage units is less than or equal
to L1%, and no individual content of any dosage
« unil is less than {1 —(0.01){L2)] M nor more than
§ {1 +(0.01)(L2)) M in which L1 = 15.0 and L2 =25.0
. Not less than 75% (Q) of the labeled amount 88.93% , 91.76%
of Amlodipine is dissolved in 30 minutes 50.50% , 90.04%
95.03% , 89.09%
(Passed Stage 1)
! NOt‘mOm lhaﬂ 1.0% 0_0297%
" Not more than 0.2% 0.0239%
' - ]
1 ,95‘0 105.0% L.A. 99.66%
asproved
vP-

&1 ... Date 15-04-20

. N
w

Ms, Sawitree Duangsuwanna

{ Assiét(zymt Quality Assurance Manager 1-2)




R7/13.01.20

Data QCO38

LS

et

UNISON LABORATORIES CO.LTD.

.

CERTIFICATE OF ANALYSIS

Reg. No. 1A 45/50(NG)

Ana. No. TB2001032/01

Name of Product @

Mg, Date ./ 23-01-20

Euch tablet contains

Description

Result of Analvsis

Description of Product

AMLOD 10 Lot No.

Exp. Date <23-01-23 Batch Size

Amlodipiﬁa besylate equivzlent to Amlodipine 10 mg

417005

1,400,000 Tables

White, octagonal, {lat tablet, beveled on both sides with engraved A-10 on

one side and scored on the other

Specification

Requivement

Result

[dentification
- UV

- HPL.C

Rangeof mcan weight

Uniformity ut dosage units

Dissclution

Impurities
= Amlodipis« related

compound &

The UV absorption spectra of the Sample solution and
the Standard solution exhibit maxima and minima at
the same wavelengths
The retention time of the major peak of the Sample
solution corresponds to thet of the Standard sclution ,
as obtzined in the Assay
0.3984-0.4316 8
The acceptance value (AV) of the first 10 dosage units
is less than or equal to L1%. If the acceptance value
(AV) is greater than L1%, test the next 20 units.
The requirements are met if the final acceptance
value (AV) of the 30 dosage units is less than or equal
t0 L 1%, and no individual content of any dosage
-unit is less than [1 - (0.01){(L2)] M nor more than
[1+(0.01)(12)] M in which L] = 15.0 and L2 = 25.0
Not less than 75% (Q) of the labeled amount
of Amlodipine is dissolved in 30 minutes

Not more than 1.0%

Positive

Positive

04175 g
AV =3.56%

91.47% , 96.55%
90.59% , 93.25%
9526% , $8.33%
(Passed Stage 1)
0.0379%

0.0254%

99.34%

Appras thy:

- Any otha: o lividual Not more than 0.2%
unspecilt  “eyrad ftion .
producl

Assay ¢ A’ ipine 95.0-105.0% L.A.
IIT  Conclvring Approved
According w Uusp

. S

i

Ms. Sawitree Duanésuwanna
( Assistant Quality Assurance Manager 1-2)

Date 03-03-20
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