TR Thai Clinical Trials Registry

www.thaiclinicaltrials.org

TCTRID : TCTR20230719003

Overall Recruitment Status : Completed (Has Results)

OTH ER I D . _ ‘ Prospect_iveregigration
Thisprotocol wasregistered before enrollment of thefirst participant.
Tracking Information
First Submitted Date : 18 July 2023
First Posted Date: 19 July 2023
Last Update Posted Date: 15 October 2024
Title
Public Title: Bioequivalence study of empagliflozin 25 mg film-coated tablet in Thai healthy volunteers
Acronym : BEO01-2023
Scientific Title: Bioequivalence study of empagliflozin 25 mg film-coated tablet in Thai healthy volunteers
Sponsor ID/ IRB ID/ ECID : BE01-2023
Registration Site: Thai Clinical Trials Registry
URL : https://www.thaiclinicaltrials.org/show/TCTR20230719003
Secondary ID :  No Secondary 1D

Ethics Review

1. Board Approval :
Board Name :
Board Affiliation :
Board Contact :

Submitted, pending

Institutional Review Board

Faculty of Medicine, Chulalongkorn University
Business Phone : 022564493 Ext. No Data
Business Email : medchulairb@chula.ac.th

Business Address : Faculty of Medicine, Chulalongkorn University, Anantamahidol Building, 3rd floor,
Henri Dunant Road, Pathumwan, Bangkok 10330

Sponsor

Source(s) of Monetary or Material Supports :
Study Primary Sponsor :
Responsible Party :

Study Secondary Sponsor :

Macrophar Co., Ltd.

Macrophar Co., Ltd.

Name/Official Title: Ms. Lumduan Polpanich
Organization : Macrophar Co., Ltd.

Phone : 023146671 Ext. No Data

Email : ing@macrophar.co.th

No Study Secondary Sponsor

Protocol Synopsis

Protocol Synopsis:

URL not available

arandomized, an open-labeled, two-treatment, two-period, two-sequence, single dose crossover
Bioequivalence Study of Empagliflozin 25 mg Film-coated Tablets (Empazin 25 mg) and Reference Product
(Jardiance 25 mg) in HealthyThai Volunteers under fasting condition

Health Conditions

Health Condition(s) or Problem(s) Studied :
Keywords :

Healthy Thai Volunteers
Healthy Thai Volunteers

Eligibility

Inclusion Criteria:
Gender :
AgeLimit:

Exclusion Criteria:

Accept Healthy Volunteers:

Healthy Thai Volunteers
Both
Minimum : 18 Years Maximum : 55 Years

Subjects who are with a history/evidence of drug sensitivity or allergic reaction to empagliflozin, or any
related drug. Subjects who are positive for COVID-19 test.

Yes
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Status
Overall Recruitment Status:  Completed
Key Trial Dates  Study Start Date (First enrollment) : 06 December 2023 Indicate Type : Actua
Completion Date (Last subject, Last visit) : 22 December Indicate Type : Actua
2023
Study Completion Date : 30 April 2024 Indicate Type : Actua
Design
Study Type: Interventional
Primary Purpose: Other
Study Phase: Phase0
Intervention Model : Crossover
Number of Arms: 2
Masking: Open Label
Allocation: Randomized
Control : Dose Comparison
Study Endpoint Classification : Bio-eguivalence Study
Sample size
Planned sample size: 28
Actual sample size at study completion :
Intervantion Arm 1
Intervention name : Reference Product
Intervention Type : Active Comparator
Intervention Classification : Drug
Intervention Description : Empagliflozin 25 mg, Jardiance 25 mg, product of Boehringer Ingelheim Pharma
GmbH & Co.KG, Binger Strasse 173, D-55216 Ingelheim am Rhein, Germany, imported by Boehringer
Ingelheim (Thai) Ltd., Bangkok, Thailand.
Intervantion Arm 2
Intervention name : Test Product
Intervention Type : Experimental
Intervention Classification : Drug
Intervention Description : Empagliflozin 25 mg, Empazin 25 mg, product of MacroPhar Co., Ltd. Bangkok,
Thailand.
Outcome
Primary Outcome
1. Outcome Name: PK parameter (Fasting condition)
Metric / Method of measurement :  Phoenix WinNonlin soft ware, Version 8.3 or above.
Timepoint: before (predose) and at 0.33, 0.67, 1.0, 1.5, 2.0, 2.5, 3.0, 3.5, 4.0, 4.5, 5.0, 6.0, 8.0, 10.0, 12.0, 24.0, 36.0,
48.0 and 72.0 hours after dosing.
Secondary Outcome
1. Outcome Name: AUC O-t
Metric / Method of measurement :  Phoenix WinNonlin soft ware, Version 8.3 or above.
Timepoint: before (predose) and at 0.33, 0.67, 1.0, 1.5, 2.0, 2.5, 3.0, 3.5, 4.0, 4.5, 5.0, 6.0, 8.0, 10.0, 12.0, 24.0, 36.0,
48.0 and 72.0 hours after dosing.
Location

Section A : Central Contact

Central Contact First Name : Ms. Nantaporn Middle Name: Last Name : Prompila
Degree: Phone : 0632355951 Ext. : No Data  Email : nantaporn.p@chula.ac.th
Central Contact Backup First Name : Assistant Professor Middle Name : Lastname : Chariyavilaskul
Pajaree
Degree: Phone: 0816134664 Ext. : No Data  Email : pajaree.l @chula.ac.th
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Section B Facility Information and Contact

1. Site Name: Chula Pharmacokinetic Research Center

City : Pathumwan

Country : Thailand

Facility Contact

First Name : Ms. Nantaporn

State/Province : Bangkok

Postal Code : 10330

Recruitment Status : Pending (Not yet recruiting)

Middle Name:

Last Name : Prompila

Degree: Phone : 0632355951 Ext. : No Data  Email : nantaporn.p@chula.ac.th
Facility Contact Backup First Name: Assistant Professor Middle Name : Last Name : Chariyavilaskul
Pajaree
Degree: Phone: 0816134664 Ext. : No Data  Email : pajareel @chula.ac.th
Investigator Name First Name : Assistant Professor Middle Name : Last Name : Chariyavilaskul
Pajaree
Degree: Role: Principal Investigator

Section C : Contact for Public Queries (Responsible Person)

First Name : Ms. Nantaporn

Degree : No Data

Middle Name :
Phone : 0632355951 Ext. : No Data

Last Name : Prompila

Email : nantaporn.p@chula.ac.th

Postal Address : Faculty of Medicine, Chulalongkorn University, Anantamahidol Building, 3rd floor, Henri Dunant
Road, Pathumwan

State/Province : Bangkok
Country : Thailand

Section D : Contact for Scientific Queries (Responsible Person)

First Name : Ms. Nantaporn

Degree : No Data

Postal Code : 10330

Officia Role: Study Principal Investigator
Organization Affiliation : Faculty of Medicine, Chulalongkorn University

Middle Name :
Phone : 0632355951 Ext. : No Data

Last Name : Prompila

Email : nantaporn.p@chula.ac.th

Postal Address : Faculty of Medicine, Chulalongkorn University, Anantamahidol Building, 3rd floor, Henri Dunant
Road, Pathumwan

State/Province : Bangkok
Country : Thailand

Postal Code : 10330

Officia Role: Study Principal Investigator
Organization Affiliation : Faculty of Medicine, Chulalongkorn University

Summary Results

Date of posting of results summaries :
Date of first journal publication of results:
Baseline Characteristics :

Participant Flow :

Adverse events:

Outcome Measures :

Brief Summary of Results:

15 October 2024

Not yet published

28 Thai healthy subjects (14 males and 14 females) were enrolled in the study.
27 subjects were completed for both period 1 and period 2.

Asymptomatic Hypoglycemia (mild level)

Cmax, AUCO-t and AUCO-inf which was definitely evidenced by 90% confidence interval are within
acceptance range of 80 125%.

The test product (Empazin 25 mg) and the reference product (Jardiance 25 mg) are bioequivalent.

Deidentified Individual Participant-level Data Sharing

Plan to share IPD :
Reason :

No
Personal reasons

Publication from this study

MEDLINE Identifier :
URL link to full text publication :

No Data
No Data
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