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ENTRANCE FEES RANGE
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ANNUAL FEES OVERVIEW
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FEE MODEL TYPES

® Flat Fee Model
Adjusted Flat Fee Model

MA based model

MA & Turnover based model
Turnover based model

« Micro MAH » Model

Mixed model

Volume & Turnover based model

Not in process yet
New EMVO Contribution included

Application of annual fees earlier than
2019
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ANNUAL FEES — ADJUSTED FLAT
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ANNUAL FEE RANGE 2020
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(1)More details on slide 23
(2) To be confirmed
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ANNUAL FEE RANGE 2021

2021 Fee not yet
available for the following
W countries:
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rree  VOLUME & TURNOVER BASED MODEL - AUSTRIA (1)

AUSTRIA

A. Part of fixed Turnover based B. Part of Variable Volume based
Turnover Operational Fee Price-Quantity Scale p.a. €/serial number
€/ User p.a. €/ User p.a. < 50.000 0,009
<100k 500  50.000 - 500.000 0,008
: 500.000 - 2.000.000 0,007
T0ics0 Wi 3000 20 000,000
10-30 Mio. 15 000
30-50 Mio. 25 000 Turnover based fee is calculated by the
50-70 Mio. 35000 tyrnover of the past year (due at the
PE-IIn e, 45000 heginning of the following year)*.
100-150 Mio. 55 000 . )
150-200 Mio. 65 000 Degressive calculation of the volume based
200-250 Mio. 75 000 part by uploaded serial numbers (Same
>250 Mio. 85 000 model for MMPs) in the current year.

Basis for both parts are medicinal products obligated to serialisation in Austria.
*Amount Netto in Euro

7 European Medicines
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rree  VOLUME & TURNOVER BASED MODEL - AUSTRIA (2) =

AUSTRIA

MODEL FOR ACCESSION FEE AUSTRIA

Turn over groups  until 02/2018 until 08/2018  after 08/2018

<0,1 mio € 1,500 2,500 4,000
0,1-1,0 mio € 5,000 8.500 15,000
> 1,0 mio € 15,000 25,000 40,000

Netto in Euro, turn over based on medicinal products obligated to serialisation in Austria
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rae  TURNOVER BASED MODEL BELGIUM l]

BELGIUM
If the turnover for the products in scope is below a certain amount, it is possible to

apply for a reduced fee.

Lroerlopdiciinseere Fee

< 100.000€ 2.000€
< 1.000.000€ 5.000€
> 1.000.000€ 8.000€

dicines
rganisafion
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re TURNOVER BASED MODEL - CZECH REPUBLIC H

CZECH
REPUBLIC

Registration fee |l AU I el seles Registration fee |I:

4 653 €* 4 653 €*
Annual fee Il < 500,000 €> Annual fee I

1 800€ 6 600 €

* Averaged — depends on the date of registration
and MAH contract signature; size of MAH is not
relevant to registration fee

Remark: this overview reflects the figures provided by Czech Republic in March 2019.

d

7 European Medicines
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Adjusted

rree [ JRNOVER BASED MODEL - ESTONIA

ESTONIA

Flat Fee and
exceptions for 2019*

MAH annual turnover

> 100 000 € Flat fee 8 000 €

50 000 - 99 000 € Exception 1 6 000 €

8 000 - 49 000 € Exception 2 3000 €

1000-7 900 € Exception 3 1000 €

<1000 € Exception 4 100 €

* There are no entrance fees.

Remark: this overview reflects the figures provided by Estonia in March 2019.
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rare  TURNOVER BASED MODEL FRANCE l]

FRANCE

& not memlbers of

For members of GEmME For members of phOrTr?igr?sUhCOl
tumover | o MMM umover | ree
(+) 50 M€ 69 750€
(+) 25M€ 34 000€ 25-50 M€ 34 000€
15-25 M€ 20 800€ 15-25 M€ 20 800€
5- 15 M€ 5 100€ 5- 15 M€ 5 100€
(-) 5 M€ 1 600€ (-) 5 M€ 1 600€

Remark: this overview reflects the figures provided by France in March 2019.

" European Medicines
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aawes - VOLUME & TURNOVER BASED MODEL GERMANY

Flat Fee
GERMANY
A. Part of fixed Turnover based B. Part of fixed Volume based
Turnover Fee Volume Fee
€ (net.) p-a. € (net.) p.a. Turnover Packages p.a. *|€ (net.) p.a.
Range Range
» 1,778,000,000 o 140,000 » 31,623,000 oo 47,500
» 1,000,000,000 1,778,000,000 115,000 » 10,000,000 31,623,000 38,000
» 562,300,000 1,000,000,000 98,500 » 3,162,300 10,000,000 30,000
» 316,200,000 562,300,000 87,500 > 1,000,000 3,162,300 25,000
» 177,800,000 316,200,000 74,500 3 316,230 1,000,000 16,000
» 100,000,000 177,800,000 60,000 ¥ 100,000 316,230 11,000
) 56,230,000 100,000,000 46,500 ¥ 31,623 100,000 6,500
) 31,620,000 56,230,000 34,500 . 10,000 31,623 3,000
) 17,780,000 31,620,000 25,000 > 0 10,000 1,300
H 10,000,000 17,780,000 17,500
) 5,623,000 10,000,000 12,000
> 3,162,000 5,623,000 8,000
y 1,778,000 3,162,000 5,500 *No Volume based part
» 1,000,000 1,778,000 3,500 if Turnover (net. p.a.) < 100,000 €
) 562,300 1,000,000 2,300
> 316,200 562,300 1,500
H 177,800 316,200 950 H H _
) 166 S o0 Registration fee = 30,000 € (net.)
0 100,000 500 Annual fee = Fee (PartA) + Fee (Part B)

Remark: this overview reflects the figures provided by Germany in March 2019.

Furopean fedicines
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L
e TURNOVER BASED MODEL - ICELAND H

ICELAND

> 80.000€ 4.900€
16.000¢ - 80.000€ 1.500€
< 16.000€ 450€

Furopean Medicines
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Il ENTRANCE FEE - LIECHTENSTEIN

LIECHTENSTEIN

Turnover Registration Fee
Rx/Mio. CHF in CHF

0to 30 10.000
30 tfo 200 20.000
From 200 30.000

Remark : the above entrance fees remain unchanged from one year to the other.
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rire - ANNUAL OPERATIONAL FEE - LIECHTENSTEIN

) LIECHTENSTEIN
FIX BASE FEE 1'500 (10-15% OF TOTAL FEE)
Turnover Based (60-70% of total fee) Volume Based/Cumulative (20-25% of total fee)
Rx Ex-Factory Turnover TCHF Fee CHF Sold Rx-Packs CHF/Pack
~ to0 50’000 0.009
0-100
from 50’000 — to 1'000'000 0.007
100 — 3'000 2'000.-
000 = 107000 2000 from 11000000 — to 0.005
10’000 — 30’000 15'000.- 2'000'000
30°000 — 50000 20"000.- from 2'000'000 0.003
50'000 — 70’000 25'000.-
70’000 - 100°000 30'000.- leg = Corporation based (not MAH)
100’000 — 150’000 40'000.-
150'000 — 200'000 50’000.-
200’000 — 300’000 60'000.-
ab 300’000 70'000.-

Remark : the above annual operational fees remain unchanged from one year to the other.

Furopean fedicines
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rie  MA BASED MODEL - MALTA :.

MALTA
The authorisation holders are divided in two groups.

Group A: Group B:
Authorisation Holders Uploading Products Article 126a and Parallel Imports
Info the MaMVs No. of Fee Fee Model
Fee Fee Model Licences
9.000 € Flat rate fee per 1-9 200 € ey leehes
authorisation holder
10-300 ? 000 € Flat fee
> 300 10 000 €* Per 100
licences or

part thereof

*Note: a 10% discount will be applied to entities holding more than 500 licences.

More information on the two groups can be found on MaMVO'’s website.

/ European edicines
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ONE-TIME ENTRANCE FEES - NORWAY

Fee
NORWAY

Entrance

Registration before | Registration before | Registration after

31.12.2017 31.12.2018 01.01.2019

(50% early bird) (25% early bird) (full fee)
R e
o e N
2019 NOK 52.000 NOK 78.000 NOK 312.000
NOK 156.000 NOK 234.000 NOK 312.000

Total per. MAH

Note: 1) Newly started companies (registered MA 2017 or later) with less than TMNOK total furnover may
apply for 1 year postponement of initial fee. 2) Companies with less than TMNOK total turnover are granted
the early bird discount even if they register after 31.12.2017

Remark : no updates for entrance fee in Norway for 2020 and 2021

have been communicated
20
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%5 MA & TURNOVER BASED MODEL - PORTUGAL

PORTUGAL

Turnover a year

< 1,000,000€ >
1'000 € Number of MAS 10'000 €

<10>

Remark: this overview reflects the figures provided by Portugal in March 2019.

European e dicines
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re  TURNOVER BASED MODEL SPAIN

< 2,000,000 € Min. 2,000 € *

Fee limited to the 0,1% of the
furnover *

> 2,000,000 € — 40,000,000 € <

> 40,000,000 € Flat 40,000 €

* = Declaration of Responsibility Required

Remark : the above annual operational fees remain unchanged from one year to the other.

Furopean fedicines
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& TURNOVER BASED MODEL - SWEDEN H

SWEDEN

> 1.000.000 SEK

0%

500.000 SEK - 1.000.000 SEK  25%

100.000 SEK - 500.000 SEK

0 SEK - 100.000 SEK

NMVO FEE MODELS - DECEMBER 2019

75%

95%

European Me
CMYO  Yeification 0

100.000 SEK

/75.000 SEK

25.000 SEK

5.000 SEK

dicines
rganisafion

23



L
#E “MICRO MAH" MODEL - UNITED KINGDOM ZIS

UNITED-
KINGDOM

v If an MAH fulfils e If an MAH does

2/3 of criteria... o not fulfil 2/3 the
D U
) A §
> ...Itis considered <= Balance sheet: GBP £316,000 >
as a “micro MAH" P W © FIXED
d t
o 19 Y POSIPOTE TN 35,000 GBP

the enfrance and

the yearly fees by <= Eﬂploly_eis: 10>

one year. FIXED
20,000 GBP
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