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A. Additional Information
	 FORMCHECKBOX 
 Existing Client of TÜV NORD since: 
 FORMCHECKBOX 
 New Application

	Scope of certification according to regulation :

 (  Permenkes 1189 : 2010                                (  Permenkes 62 : 2017                         (  Permenkes 1191 : 2012

	Description of the main Products / Services



	Which parts of the manufacturing process subcontracted/ outsorced: (Design, production, Assembly, Sterilization, coating, Cleaning, etc.)

	Complexity of the scope of medical devices:



	Number of production lines

	Does the manufacturers install product on customer’s premises ?

  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No




B. Question 

	Question
	Yes
	No

	Is the product a nearly finished and assembled medical device? (i.e., it is intended to be used for a medical purpose and only needs packaging and/or labeling) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the product intended to be a component/part of a medical device? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the organization contracted to carry out any activities that are regulated by a medical device regulation (e.g., relabeling, remanufacturing of other medical devices)? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the product supplied sterile? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the product contain software developed by the client organization or a supplier? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is “Design and Development” in the scope of the ISO 13485 certification (e.g., when public law permits exclusion of design and development which is the case very often for low-risk medical devices)? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the product (Raw Materials, Parts, Components, Subassemblies, Maintenance Services, or Other Services) intended to support associated medical devices? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 



C. Product category 

	NO
	Main Technical Area
	Technical area

	1
	Alat kesehatan non –aktif,
Non-Active Medical Devices

	A. Alat kesehatan non aktif umum, non-implan
     General non-active, non-implantable medical devices 

· Alat kesehatan non aktif untuk anestesi, emergensi, dan perawatan intensif.

Non-active devices for anaesthesia, emergency and intensive care 

· Alat kesehatan non aktif untuk injeksi, infuse, tranfusi dan dialisis. 

Non-active devices for injection, infusion, transfusion and dialysis 

· Alat kesehatan non aktif untuk ortopedi dan rehabilitasi. 

Non-active orthopedic and rehabilitation devices 

· Alat kesehatan non aktif untuk fungsi pengukuran. 

Non-active medical devices with measuring function 

· Alat kesehatan non aktif oftalmologi /perangkat mata
Non-active ophthalmologic Devices 
· Instrumen non-aktif
Non-active instruments 

· Alat kontrasepsi. 

Contraceptive medical devices 
· Alat kesehatan non aktif untuk disinfeksi, pembersihan,pembilasan. 

Non-active medical devices for disinfecting, cleaning, rinsing 

· Alat kesehatan non aktif untuk fertilisasi in vitro (IVO) dan teknologi penunjang reproduksi (ART).

Non-active devices for in vitro fertilisation (IVF) and assisted reproductive technologies (ART) 

· Alat kesehatan non aktif untuk ingestion
Non-active medical devices for ingestion 



	
	
	B. Implan non aktif
Non-active implants 

· Implan kardiovaskular non aktif

Non-active cardiovascular implants 
· Implan ortopedi non aktif 
Non-active orthopedic implants 

· Implan fungsional non aktif 
Non-active functional implants 

· Implan jaringan lunak non aktif

Non-active soft tissue implants 



	
	
	C. Alat kesehatan untuk perawatan luka

Devices for wound care 

· Perban dan penutup luka

Bandages and wound dressings 

· Benang bedah dan penjepit (clamps) 
Suture material and clamps 

· Alat kesehatan lainnya untuk perawatan luka

Other medical devices for wound care 



	
	
	D. Alat kesehatan gigi non aktif dan aksesorinya
Non-active dental devices and accessories 

· Alat kesehatan gigi non aktif, perlengkapan (equipment) dan instrumen
Non-active dental devices/equipment and instruments 

· Material gigi 
Dental materials 

· Gigi implan
Dental implants 



	
	
	E. Alat kesehatan non aktif /ainnya
Non-active medical devices other than specified above 

· Alat kesehatan non aktif /ainnya
Non-active medical devices other than specified above 



	2
	Alat Kesehatan aktif non implan
Active (Non-Implantable) Medical Devices
	A. Alat kesehatan aktif umum

General active medical devices 

· Alat kesehatan untuk sirkulasi darah ekstra korporeal,infuse dan haemopheresis

Devices for extra-corporal circulation, infusion and haemopheresis 

· Alat kesehatan pernafasan termasuk ruang hiperbarik untuk terapi oksigen, anestesi inhalasi.

Respiratory devices, devices including hyperbaric chambers for oxygen therapy, inhalation anaesthesia 

· Alat kesehatan untuk merangsang atau menghambat

Devices for stimulation or inhibition 

· Alat bedah aktif

Active surgical devices 

· Alat kesehatan mata aktif 

Active ophthalmologic devices 

· Alat kesehatan gigi aktif

Active dental devices 

· Alat kesehatan untuk disinfeksi dan sterilisasi

Active devices for disinfection and sterilization 

· Alat kesehatan aktif untuk rehabilitasi dan prostheses

Active rehabilitation devices and active prostheses 

· Alat kesehatan aktif untuk transportasi dan untuk memposisikan pasien

Active devices for patient positioning and transport 

· Alat kesehatan aktif untuk fertilisasi in vitro (IVF) dan teknologi penunjang reproduksi ( ART)

Active devices for in vitro fertilisation (IVF) and assisted reproductive technologies (ART) 

· Perangkat lunak

Software 

· Sistem pasokan gas medis dan bagiannya
Medical gas supply systems and parts thereof 



	
	
	B. Devices for imaging (non-accredited)
Devices for imaging 

· Devices utilizing ionizing radiation
Devices utilizing ionizing radiation 

· Devices utilizing non-ionizing radiation
Devices utilizing non-ionizing radiation 



	
	
	C. Alat pemantauan
Monitoring devices 

· Alat pemantauan untuk parameter fisiologi non vital
Monitoring devices of non-vital physiological parameters 

· Alat pemantauan parameter fisiologi vital
Monitoring devices of vital physiological parameters 



	
	
	D. Alat kesehatan untuk terapi radiasi dan terapi panas  (non-accredited)
Devices for radiation therapy and thermo therapy (non-accredited)
· Alat yang menggunakan radiasi pengion

Devices utilising ionizing radiation 

· Alat yang menggunakan radiasi non pengion

Devices utilising non-ionizing radiation 

· Alat untuk meningkatkan atau menurunkan suhu

Devices for hyperthermia / hypothermia 

· Alat untuk (extracorporal) terapi gelombang kejut (litotripsi)

Devices for (extracorporal) shock-wave therapy (lithotripsy) 



	
	
	E. Alat kesahatan aktif (non implant) liannya 
Active (non-implantable) medical devices other than specified above 



	3
	Alat Kesehatan implan aktif 
Active Implantable Medical Devices 

(Non-accredited) 
	A. Alat kesehatan implant aktif umum

General active implantable medical devices 

· Alat kesehatan implan aktif untuk merangsang atau menghambat

Active implantable medical devices for stimulation / inhibition 

· Alat kesehatan implan aktif untuk menghantarkan obat atau zat lain 

Active implantable medical devices delivering drugs or other substances 

· Alat kesehatan implan aktif subtitusi atau pengganti fungsi organ

Active implantable medical devices delivering drugs or other substances 

	
	
	B. Alat kesehatan implan aktif lainnya

Implantable medical devices other than specified above 



	
	
	

	4
	Alat kesehatan diagnostik in vitro (IVD)
In Vitro Diagnostic Medical Devices
	A. Reagen dan produk reagen, kalibrator dan material control untuk:  
Reagents and reagent products, calibrators and control materials for 

· (kimia klinik,  imunokimia (imunologi), hematologi/hemostasis, imunohematologi), Mikrobiologi, Imunologi, infeksi Histology/sitologi Uji genetik
(Clinical Chemistry, Immunochemistry (Immunology), Haematology/Haemostasis/Immunohematology, Microbiology, Infectious Immunology, Histology/Cytology, Genetic Testing )


	
	
	B. Perangkat lunak dan instrumen diagnostik in vitro
In Vitro Diagnostic Instruments and software 

· Perangkat lunak dan instrumen diagnostik in vitro

In Vitro Diagnostic Instruments and software

	
	
	C. Alat kesehatan diagnostic in vitro lainnya
IVD medical devices other than specified above 

· Alat kesehatan diagnostic in vitro lainnya
IVD medical devices other than specified above 



	
	
	

	5
	Metode Sterilisasi untuk alat
Sterilization Method for Medical Devices 


	· A. Sterilisasi gas etilenoksida (EOG)

Ethylene oxide gas sterilization (EOG) 

	
	
	· B. Uap panas

Moist heat 

	
	
	· C. Proses aseptik

Aseptic processing 

	
	
	· D. Sterilisasi radiasi (missal sinar gama, sinar X, berkas electron)

Radiation sterilization (e.g. gamma, x-ray, electron beam) 

	
	
	· E. Metode sterilisasi lainnya

Sterilization method other than specified above 

	
	
	

	6
	Alat kesehatan yang mengandung / menggunakan zat / teknologi khusus
Devices incorporating/utilizing specific substances/ technologies 

(Non-accredited)
	· A. Alat kesehatan yang mengandung obat

Medical devices incorporating medicinal substances 

	
	
	· B. Alat kesehatan uang menggunakan jaringan yang berasal dari hewan

Medical devices utilizing tissues of animal origin 

	
	
	· C. Alat kesehatan yang mengandung derivat darah manusia

Medical devices incorporating derivates of human blood 

	
	
	· D. Alat kesehatan yang menggunakan mikromekanik

Medical devices utilizing micromechanics 

	
	
	· E. Alat kesehatan yang menggunakan nano material

Medical devices utilizing nanomaterials 

	
	
	· F. Alat kesehatan yang menggunakan pelapisan aktif biologi dan / atau 
material atau secara keseluruhan atau sebagian besar terserap

Medical devices utilizing biological active coatings and/or materials or being wholly or mainly absorbed 

	
	
	

	7 
	Part dan Services

(Non-accredited except Distribution services 

	· A. Bahan Baku (Logam mentah, plastik, kayu, keramik)

Raw materials (Raw metals, plastic, wood, ceramic)

	
	
	· B. Komponen (Komponen listrik, pengencang, bahan baku berbentuk, bahan baku mesin, dan plastik cetakan)

Components (Electrical components, fasteners, shaped raw materials, machined raw materials and molded plastic)

	
	
	· C. Sub-rakitan (Sub-rakitan elektronik, sub-rakitan mesin, dibuat sesuai gambar dan atau instruksi kerja)

Subassemblies (Electronic subassemblies mechanical subassemblies, made to drawings and/or work instructions)

	
	
	· D. Jasa Kalibrasi* (Layanan verfikasi/konfirmasi untuk alat ukur, peralatan atau perlengkapan uji)
Calibration services *  (Verification/confirmation services for measuring instruments, tools or test fixtures)

	
	
	· E. Layanan Distribusi (Distributor menyediakan penyimpanan dan pengiriman alat kesehatan, bukan bertindak sebagai produsen untuk alat kesehatan) 
Distribution services (Distributors providing storage and delivery of medical devices, not acting as a ‘legal manufacturer’ for medical devices)



	
	
	· F. Layanan Pemeliharaan (Layanan perbaikan listrik atau mekanik, layanan pembersihan dan pemeliharaan fasilitas, pembersihan seragam dan pengujian smock ESD)

Maintenance services (Electrical or mechanical repair services, facility cleaning and maintenance services, uniform cleaning and testing of ESD smocks) 

	
	
	· G. Layanan Trasportasi (Truk, pengiriman, layanan transportasi udara pada umumnya).

Transportation services  (Trucking, shipping, air transportation service in general)

	
	
	· H. Layanan Lainnya (layanan konsultasi terkait pengemasan alat kesehatan, jasa, dll)

Other services (Consulting services related to medical devices, packaging services, etc)


*Organisasi yang menyediakan layanan kalibrasi harus terkarediasi ISO/IEC 17025
Organizations providing calibration services should be accredited to ISO/IEC 17025
Completed by client :
____________________



Date : ___________________
FAk-TNI-001 Rev.06 Questioner-Application for Certification of Medical Devices                                                                                                      
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