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Protocol No. .................

Title

Institution:

Principle Investigator:
Author of protocol:
Sponsor:

FDA approval date:

EC approval date:
Status of Protocol:

Confidentiality:
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Protocol No. 100001

In Vivo Bioequivalence Study of two Alprazolam Tablets preparations in

Institution:

Principle Investigator:

Author of protocol:

Sponsor:

FDA approval date:

EC approval date:

Status of Protocol:

Confidentiality:

healthy Thai volunteers

Bioequivalence Unit
Thailand Clinical Research Organization

Bangkok, 11000

Thaidee Menumjai, Prof.

Rakdee Daidee, Dr.

This document is strictly confidential. It was developed
for.............. DY oo and should not be
disclosed to a third party, with the exception of regulatory agencies and

study audit personnel.
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Protocol No. 100001/1

In Vivo Bioequivalence Study of two Alprazolam Tablets preparations in

healthy Thai volunteers

Institution: Bioequivalence Unit

Thailand Clinical Research Organization

Bangkok, 11000

Principle Investigator: Thaidee Menumjai, Prof.

Author of protocol: Rakdee Daidee, Dr.

Sponsor: SiamThai Pharmaceutical Ltd

11-12 Bangrak, Bangkok

FDA approval date: 12 August 2005

EC approval date: 20 September 2005

Status of Protocol: Amendment No. 1

Confidentiality: This document is strictly confidential. It was developed for SiamThai

Pharmaceutical Ltd. by Bioequivalence Unit and should not be

disclosed to a third party, with the exception of regulatory agencies and

study audit personnel.
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We the undersigned, have read and understood this protocol and hereby agree to conduct the
study in accordance with this protocol and to comply with all requirements regarding the obligations

of investigations and all other pertinent requirements of “ICH Good Clinical Practice Guideline” Thai

Edition.
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¥® (Name) 18NV (Signature) UN
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g@niiumsfAnyman (Principal Investigator)
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I, on behalf of ... have read and understood this protocol. We

agree to comply with all requirements regarding the obligations of sponsor and all other pertinent
requirements of “ICH Good Clinical Practice Guideline” Thai Edition. We shall be responsible for

compensation to subjects in the event of trial-related injuries.
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(Date)
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Title

Objectives

Study Design
Sample Size
Products
Administration
Blood/Urine Sampling
Analytical Methods

Pharmacokinetic Parameters
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Title

Objectives

Study Design

Sample Size

Products

Administration

Blood Sampling

Analytical Methods

Pharmacokinetic

SYNOPSIS

In Vivo Bioequivalence Study of 1 mg Alprazolam Tablets preparations in

healthy Thai volunteers

To compare the rate and extent of absorption of a generic alprazolam tablet
formulation with that of a reference formulation when given as equal labeled

doses

A single dose, two treatment, two period two sequence crossover

with a 1 week washout period between Phase | and Phase Il dosing

18 (+4 stand by) healthy male and female subjects

Test product : Generic Alprazolam 1 mg tablets (............... )

Reference product : Innovator Alprazolam 1 mg tablets (Xanax®)

Single dose of 1 mg of alprazolam tablet will be administered along
with 240 mL of drinking water after an overnight fasting of at least

10 hours.

In each period, a total of 17 blood samples (5 mL each) will be collected
predose (0 hour) and at 0.25, 0.50, 0.75, 1.0, 1.50, 2.0, 2.50, 3.0, 4.0, 6.0,
8.0, 12, 24, 36, 48, and 72 hours post dose. Plasma will be separated

promptly and immediately frozen until assay.

Alprazolam plasma concentration will be assayed using validated HPLC-UV

method

t,, and Ke

max? “1/2

AUC,_y,, AUC, 5o, C, o t

‘max’?
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(Case Report Form)
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Period 134N 1 ...ooovi. oo [

Vital sign BLOOd PIESSUIE ...e.eneniininiei e (mmHg)
PULSE © .ot /min
Temperature.............ccoeeneee.
Sample
Sampling time Theoretical time Real time Remark
no.

1 0 hr 6.00-7.00

Administration 7.00
2 0.5 hr 7.30
3 1 hr 8.00
4 1.5 hr 8.30
5 2 hr 9.00
6 2.5 hr 9.30
7 3 hr 10.00
8 4 hr 11.00

Meal 11.15
9 6 hr 13.00
10 8 hr 15.00
11 12 hr 16.00
13 24 hr 7.00 (day 2)
14 48 hr 7.00 (day 3)
Adverse event / Adverse drug reaction 08 O S
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Vital sign
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no.
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2 0.5 hr 7.30
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4 1.5 hr 8.30
5 2 hr 9.00
6 2.5 hr 9.30
7 3 hr 10.00
8 4 hr 11.00

Meal 11.15
9 6 hr 13.00
10 8 hr 15.00
11 12 hr 16.00
13 24 hr 7.00 (day 9)
14 48 hr 7.00 (day 10)
Adverse event / Adverse drug reaction O No O YeESeiiiiiiiiieiieeeee
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	ในเลือด/ปัสสาวะโดยวิธีที่พัฒนาขึ้นที่ระดับความเข้มข้น 3 ระดับ คือ ต่ำ (LQC) กลาง (MQC) และสูง (HQC) ในช่วงความเข้มข้นของ standard calibration curve ความเข้มข้นละอย่างน้อย 5 ตัวอย่าง ภายใน รอบการดำเนินการวิเคราะห์เดียวกัน (within-run precision) และระหว่างรอบการดำเนินการวิเคราะห์ (between-run precision) คำนวณค่าสัมประสิทธิ์ความแปรปรวน (coefficient of variation; % CV) ค่า % CV ไม่ควรเกิน 15% ยกเว้นที่ LLOQ ไม่ควรเกิน 20%  
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