
 
 

Valid Client List - September 2019 

SNI ISO 13485:2016. Medical devices — Quality Management Systems  
         

No Tahun No. Sertifikat 
Masa 
Valid 

Nama Perusahaan Standard Ruang Lingkup 
Audit 
Type 

Due 
Date 
Audit 

1 2018 
824 350 
18002 

2021:11:13 PT Menarini Indria Laboratories SNI ISO 13485:2016 Manufacture of Topical Medical Devices FU1 15-Oct 

2 2018 
824 350 
18003 

2022:01:03 PT Global Jaya Medika SNI ISO 13485:2016 
Distribution, Sales, Marketing, and Installation of Medical 
devices and Medical training 

CA 28-Nov 

3 2018 
824 350 
18004 

2021:03:07 PT Tesena Inovindo SNI ISO 13485:2016 

Design, Production and Distribution of Medical Devices 
for Baby Care, Obstetric and Gynaecological, Suction 
pump unit, Operating room accessories, Nerve stimulator 
devices, ECG Telemetry, Hospital bed and furniture, and 
Other mechanical equipment 

FU1 22-Nov 

4 2018 
824 350 
18005 

2020:10:30 PT Ensers Mitra Berkah SNI ISO 13485:2016 
Production of Anesthesia machine, Baby incubator, Infant 
warmer, Fetal monitor, and Doppler 

FU1 23-Sep 

5 2019 
824 350 
19001 

2022:01:08 PT Tawada Healthcare SNI ISO 13485:2016 
Distribution, Sales, Installation, and Service of Medical 
devices (Health imaging, Ultrasound, Cardio vascular, In-
vitro diagnostics) 

CA 08-Jan 

6 2019 
824 350 
19002 

2022:01:17 PT Provital Perdana  SNI ISO 13485:2016 
Design and Manufacture of Sterile surgical apparel 
(Gowns and Drapes) and TeleCTG (Perinatal 
Carditocograph) 

CA 27-Dec 

7 2019 
824 350 
19003 

2024.12.17 PT Iris Internasional SNI ISO 13485:2016 Manufacturing of contact lens RA 17-Dec 

8 2019 
824 350 
19004 

2022:07:31 PT MediBest Indonesia SNI ISO 13485:2016 
Manufacturing of medical devices safety box for 
collection of syringes,  sharps and infectious waste 

CA 18-Jun 

9 2019 
824 350 
19006 

2022:08:27 
PT Perusahaan Perdagangan 
dan Industri Faratu 

SNI ISO 13485:2016 
Production and Distribution of Non-active medical 
devices for wound care 

CA 25-Jun 

 


