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SWEDEN IVD REGULATORY MAP

A practical orientation for global RA teams entering Sweden

( START HERE: WHAT IS THE PRODUCT IN SWEDEN? °>

o Confirm regulatory identity

Confirm the intended use, product family, and whether the item
is an IVD reagent, analyzer/instrument, or software/other.
CE-marked IVDs follow EU/EEA IVDR rules.

Swedish national language requirements apply.

( H IVD reagent ) w‘\

9 Choose the regulatory route

CLASS A
==
@ Moderate risk

Analyzer / instrument

@ Low risk

Self-declaration route

@ High risk

Self-declaration under IVDR
for the ightest-route
products, such as
non-sterile Class A.

.

Notified Body assessment
required
Products with moderate
risk require conformity
assessment by a
Notified Body under IVDR.

Notified Body assessment
required
Products with high risk require
Notified Body assessment
with stronger performance-
evaluation expectations.

AS

Notified Body assessment
required

Highest-risk products require
Notified Body assessment
with the highest scrutiny under
IVDR; additional requirements
may include EU reference-
Taboratory involvement

‘where applicable.

Build the Sweden market-access infrastructure

Swedish language readiness

CE mark + EU declaration EU Authorized Representative ! :g“s’;’:j';:{ afe-use information must be
2 . s s i i ¢ ilable in Swedish, includir
+ technical documentation (i outside EU/EEA) importer-distrbutor readiness Tabalig, IFU and user-nterface/

Apply the CE mark under VDR with
an EU Dedlaration o Conformity
and complete technical
documentation in place.

Appoint an EU Authorized

Represetative f the manufacturer

is established outside the
EU/EEA.

Register economic operator and
devices in EUDAMED. Ensure
UDI assignment and maintain
importer/distributor readiness.

control-panel informetion; no
eneral professional-user
exception, although derogation
may be possible.

o Build the evidence stack

Administrative
foundation
Company registaton,
IVOR product

classficaton,
CE declration,
Notfied Bodycercae, [l
and reguiatoryfles

Analytical
performance
Performance studies,

precsion, tu
portable

finarity
range, reproducbilty
and sabilty

Labeling & IFU
package

Labels and IFU in
‘Swedish, symbols
per EU guicance,
‘claims substantiation,
and version ontrol

RA TRAP TO AVOID

Do not assume English labeling or software Ul is acceptable
for professional users in Sweden. Swedish safe-use

information s generally expects

STRATEGIC INSIGHT

Sweden is largely an IVDR market with a strong national-
language overlay. Plan Swedish localization early for
labeling, IFU, and Ul to avoid delays and rework.
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SWEDEN IVD: HOW THE WORK ACTUALLY FLOWS

From classification to commercialization — with the decision points a new RA professional should watch

o Program flow

(2}

- L e
0} v Iy
Scope Classify Authorized Rep
Scopethe Classify under Appoint / confirm EU
product; define IVDR (Class A-D) Authorized Representative

e

G What gets heavier as the class rises?

—»

(4]

Technical package

Conformity assessment

(6] o

(5]

_’Z(O\_’[__C\)_’/i

Launch & maintain
Launch and maintain

EUDAMED & localization

documentation and
performance-evaluation

package.

assessment (so-
declaration for eligible
Class A, NB route for 8/C/D). steps.

Conpl
aperator/UDI and
Swedith ocaization

with PMS, viglance,
and change control

Self-declarat
Regulatory pathway o \ NB route NB route ; NB route
Evidence intensity v ® Moderate Hgh ® O e Veyhigh @@ @ @@
Analytical performance | Basic  ® I i Hih congnbansi @ | Conprerrsie @ @ @ @ @
Clinical / scientific support | Not usualy required @ Limited Extensie © @ @ | Extensive seee
Qualty / QMS readiness Buic @ | swng eo@ Veystonrg @000 | Vaystong 900 @@
Post-market control Basicreporting @ ‘ Enhanced . Stict/intensive @ @ © ® | stid/ersie @ @ @ @ @
e Indicative route-based planning ranges
0 for timing only — product type, adi
@ CLASS A | Self-declaration | GEESSSSSSSSSE 1-3 months
@ CLASSB | NBroute 6-12 months
CLASS C | NB route 9-15 months
@ CLASSD | NBroute 12-24 months
0 6 2 months 8 22
Self-declaration for eligible Class A timelines are typically shorter 0 Notified Body route (Classes B-D) timelines depend on NB.
but may vary by product type and risk profle. availabilty, evidence maturity, and Sweish localzaton readiness.

0 Labeling & language essentials

Z

Vigilance & field

Swedish-language | o ( Productdocumentaton
1Ultext Claims control
labeling & IFU s | &UDI actions
SRR Ensreusrnertaces, | | Claims mustaign
s alerts, and elactronic vithnndedpupose. | PSS bergl
b i supeiin s (|5 st o e
cnes tace! IVR and EUDAMED. ‘when needed.

J\

PRIMARV RESOURCES USED FOR THIS TRAINING AID

mar

[ e i v
+ Lilamedulovatat Langiags rpierets o macicldevices and VD

« European Commission: IVDR (EU) 2017/746

. UDAMED -
it

IMPORTANT: Product-specific requirements, standards, and recent regulatory changes govern.

Confirm current requirements before execution.
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