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National policy on health technology

Health technology (medical device) national policy: —

Web site: —

Language(s): —

MOH responsible for health technology policy implementation: —

Regulatory agency
Authority responsible for implementing and enforcing regulations in your country: Yes

Name of principal institution: Medical Products Agency
Web site: http:/www.lakemedelsverket.se/english/
Contact: Malin Blixt

Telephone number: (+46) 18174600

Email: registrator@mpa.se

National health technology assessment unit
Unit/department: The Dental and Pharmaceutical Benefits Agency

Web site: http:/www.tlv.se/in-english-old/in-english/
Contact: Malin Blixt
Email: registrator@tlv.se

National health technology management units
National health technology unit(s): Yes

DEVELOPMENT OF TECHNICAL SPECIFICATIONS FOR PROCUREMENT PROCESS:
Unit/department: The Dental and Pharmaceutical Benefits Agency
Web site: http:/www.tlv.se/in-english-old/in-english/

Contact: Malin Blixt

E mail: registrator@tlv.se

OTHER: —
Unit/department: —
Web site: —
Contact: —

Email: —

OTHER: —
Unit/department: —
Web site: —
Contact: —

Email: —

Medical device nomenclature system
Official nomenclature system for medical devices: Yes Type: Based on GMDN (Global Medical Device Nomenclature)
Use: —

Nomenclature system name: GMDN Web site: —

Medical device incorporation

PROCUREMENT Medical device incorporation comments’:
Policy or guideline: No The national law for procurement is based on
Web site: — the EU directive. Concerning procurement it can
) | .I | ) be done on the level of county or within a single
National level procurement: No hospital.
Web site: —
DoNATIONS
Policy or guideline: No
Web site:—
TECHNICAL SPECIFICATIONS
Technical specifications to support procurement or donations: No
Web site: —
7 T\
g@y World Health
&3 Organization

AL
http://www.who.int/medical_devices
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M Inventory and maintenance
ey Type of inventories available: —
Comments: None
Medical equipment management unit: Yes
Management software: Yes
Software and comments’ —

Lists of medical devices
: A
LisTs OF APPROVED MEDICAL DEVICES FOR PUBLIC PROCUREMENT OR REIMBURSEMENT: Lists comments

Lists available: No
Unit: —
Web site: —

I National level = — ‘I Regional level = — ‘I Hospital level = —

NATIONAL LISTS OF MEDICAL DEVICES FOR DIFFERENT TYPES OF HEALTHCARE FACILITIES
OR SPECIFIC PROCEDURES: Lists available: —

Web site - facilities: —

Web site - procedures: —

NATIONAL LIST FOR DISEASES AND SITUATIONS:
Lists available: No list available

Web site: —
Types: Commgnicable Non-communicable Injurles Publlic helalth
iseases diseases emergency situations
Healthcare facility Public sector Private sector Total IOOBSSS;szTgtion
Health post n/a n/a n/a n/a
Health centre n/a n/a n/a n/a
District hospital n/a n/a n/a n/a
Provincial hospital n/a n/a n/a n/a
Regional hospital n/a n/a n/a n/a
@ Medical equipment Public sector Private sector Total |,005§85';{>E3Luon
Magnetic Resonance Imaging n/a n/a n/a n/a
Computerized Tomography Scanner n/a n/a n/a n/a
Positron Emission Tomography Scanner n/a n/a n/a n/a
Nuclear medicine n/a n/a n/a n/a
Mammograph* n/a n/a n/a n/a
Linear accelerator n/a n/a n/a n/a
Telecobalt unit (Cobalt-60) n/a n/a n/a n/a
Radiotherapy n/a n/a n/a n/a

* Density per 1,000,000 females aged from 50-69 old.

Additional information and comments;

o Contacts WHO representive:

FocAL POINT Name: —

Name: Helena Dzojic Email: —

Position title: Head WHO health products focal point:
Department: Medical devices Name: —

Email: helena.dzojic@mp.se Email: —

Telephone: (+46) 702139503 Telephone: —

Postal address: Uppsala Science Park, Dag Hammarskjolds
vag 42, 75237 Uppsala Sweden

* UNPDasof | July 2012 2013 update) § \WHO 2012 data

2 AN
a WHO 2012 data e WB 2013 (2014 update) ('l‘f‘ny 1‘;’\) World Health
B WB 2014 classification n/a not applicable & ¥ Organization
Yy WB 2013 data (2014 update) A The full text can be found at www.who.nt/medical_devices/countries/full_textxls — http://www.who.int/medical_devices
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