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The Swedish system
4 H

9 million inhabitants, 20 inhabitants/km?, 84% urban population

21 County councils under political government responsible for the
provision of healthcare and pharmaceuticals to their population

 Free pricing of drugs, negotiations with
-Pharmaceutical Benefits Board (LFN) - reimbursement (prescriptions)
-Each county council for hospital use

 National reimbursement system with a ”stair-case model” and a
high-cost ceiling

* No concurrence in the wholesaler level

« A state owned pharmacy monopoly in outpatient care (Rx and OTC)

Hospital pharmacy services provided by the same company in
agreement with each county council

2005-06-21 Sid 2 E ApOtEkEt



The High-cost staircase
Expenditures within a 12-month period

Total cost of

Maximum
medicines payment
300 e e er e es st aneaens G O e 1800 kr

discount
3 300 kr 1 700 kr
............................................................. <
> discount
00 KT e b et 1300 kr
discount
00K H

© Apoteket AB 2005-06-21 Sid 3

K1 Apoteket



: B
The Swedish system
4 H

9 million inhabitants, 20 inhabitants/km?, 84% urban population

21 County councils under political government responsible for the
provision of healthcare and pharmaceuticals to their population

 Free pricing of drugs, negotiations with
-Pharmaceutical Benefits Board (LFN) - reimbursement (prescriptions)
-Each county council for hospital use

 National reimbursement system with a ”stair-case model” and a
high-cost ceiling

* No concurrence in the wholesaler level

« A state owned pharmacy monopoly in outpatient care (Rx and OTC)

Hospital pharmacy services provided by the same company in
agreement with each county council

2005-06-21 Sid 4 E ApOtEkEt



TOTAL EXPENDITURES FOR PHARMACEUTICALS

PRESCRIPTIONS, HOSPITALS, OTC IN STOCKHOLM COUNTY

< ™
X3S uoliid

-
()
-t
[
il
(=
=9
<
D

Sid 5

2005-06-21




TOTAL EXPENDITURES FOR PHARMACEUTICALS
PRESCRIPTIONS, HOSPITALS, OTC IN STOCKHOLM COUNTY
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List of licensed medicines

National Repository for Medicinal
Products (NPL - Nationellt Produktregister for Lakemedel)

FuroPharmD atabase e-CTD FIM Fudravigilance

-/ SPC Expert rap.
Bip acksedlar Apoteks

lomstik
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National Repository for Medicinal
Products (NPL - Nationellt Produktregister for Lakemedel)

* In operation since 2004

* The Medical Products Agency is responsible for development,
operation and maintenance, every organization is responsible for and
owner of its own information.

* Review and verification of product information is performed in an
application available over the Internet (with secure login).
The application includes a user interface.

« Updated daily
 All information in Swedish and English
 Publicly available for free through the Internet
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Http://npl.mpa.se

Review and verify product information

Loain NPL will be shut down May 26 12:00 due to technical

maintenance
Thiz function iz used by pharmaceutical cormmpanies to review and verify

product information. ou need to have a user account to access this

function, Authorized uzers can log in and start reviewing product

information. vour user account will only give you access to medicinal 2.2 15 now current version.
products that belong to yvaur company,

NPL guidelines (M5 Word in Swedish) Incudes new functionality in pricing of packages not within the benefits
zcherme, Companies can now enter new prices as "AIP" and MPL

change Control calculates the "AUP", The elerment "Mixing Addon" relating to prices has

hecezs Control been removed from MPL due to new regulations.

Feport Different Problerns

Reviewing Mew Products and Packages

DDD is excluded from the review

. . . Read
User administration L2ad more

i ) Information about
Login

“ou can request 3 user account by contacting LIF, User accounts with Generic substitution
au:!n?nnlgtratll.le privileges can log in and create user accounts with review cA5 numbars

ptivileges. If you want to change your password far your user account,
click hara, Historical drug names

Swedizh authorization number

Parallel distribution

What is WNPL?

Read ranre
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Verify Products Home Halp Logged in as

Which products do you want to see?

Nnt i ‘Jerified N Td |Zcu:c\rd Enter narme or MPL Id, click Search,

To search for all products, leave field empty.

=FE Lo ZOrt- 1=

Dozage form Strength Status Laszt Madified
Zocord® Film-coated tablet 10 mg verified 2005-05-05 04:08:44
Zocord Film-coated tablet 20 mg verified 2005-05-05 04:08:49
Zocord® Film-coated tablet 40 mg verified 2005-04-28 04:00:51
Zocord & Film-coated tablet 20 mag verified 2005-05-02 05:26:137

Page 1 of 11§
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Product Report

Trade name:

Zocord &
Zocord (Historcal name)

Dosage form: Film-coated tablet

Strength alphanumeric: 20 mg

Strength pumeric with upit: 20 mg

Product type: Medicinal product
Approval date: 1988-04-06
Withdrawal date:

ATC code: Cl10AAD1

Parallel inmport country:
Import deviation:
Product pote:

Properties of the pharmiaceutical forma

Pharmiaceutical product 1:

Amounts given per basic pharmaceutical unit

Ingredient role Substance Quantity
Active ingredient simvastatin 20.0

Max.quantity

Package information

Identities

Mr MPL package-id Nordic fempramber FAN-code

1 19980816100027 018920 FOF5260180204
2 19951001100078 30512 FOFS264305 126
3 19880401100299 30520 FOFS264305207
4 19930401100178 559575 FOIG265525755

Motes

Package nr: 1

Changed 2005-05-05 04:05:43
SWE approvalno: 107730
MPL Id: 1988040600004
Interchangeable: Yes
Dose dispensing: Tes

Traffic warning:

Read the Summary of Product Characteristics (SPC)

Sales stopped MPA: No
Contains lzckose: Yes
Contains latex: Mo
Availzble: Yes

Prescription status:
Drug class:

Control class:

Dose disp.

Prescrption only
Unspecified
Mot classified as a narcotic

shelf life: 6 months

Motes about the pharmaceutical form

Duantty unit
milligram

Additional unit CAS no.
The amount given is the target amount 70002-632-9
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Restricton:

Contents
Nr Package size Mult 2 Mult ¥ Size Unit  DDD per package Container
1 Plastburk, 100 tabletter 100 pieces 133.33 Far
2 Blister, 28 tabletter 28 pieces 37.33 Blister
3 Blister, 98 tabletter 98 pieces 130.67 Blister
4 Blister, 49 x 1 tabletter (endos) 39 ¥ pieces 63.33 Blister
Prices
Mot within the benefits scheme Within the benefits scheme

Nr AIPin Next  From AUP in effect excl AUP in effectincl AUP-prescription, in AIPin AUP in effect excl AUP in effectincl AUP-prescrption, in

effect ATD date VAT VAT effect effect YAT YAT effect
1 F01.22 Fo0.00
2 206.98 255.00
3 6R7.2 F46.00
4 548.31 604,50

Conditions
Nr Package condition Condiions

1 General 2 Years Mo special temperature limitation required

Nr Package condiion Conditions

2 General 2 Years Mo special temperature limitation required

Nr Package condiion Conditions

3 General 2 Years Mo special temperature limitation required

Nr Package condiion Conditions

4 General 2 Years Mo special temperature limitation required

Miscellaneous
Nr OTC Avaifzble Available date Outof stock Withdrawal date

1 Mo Yes N
2 Mo Yes N
2 Mo Yes N
4 Mo Yes N
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Nr Package condition Conditions

2 General 2 Years Mo special temperature limitation required

Nr Package condition Conditions

3 General 2 Years Mo special temperature limitation required

Nr Package condition Conditions

4 General 2 Years Mo special temperature limitation required

Miscellaneous
Nr OTC Available Available date Ouatof stock Withdrawal date

1 Mo Yes N
2 Mo Yes N
2 Mo Yes N
4 Mo Yes N

Organizations
Marketing Authorisation Holder: Merck Sharp & Dohme BY, PO Box 581, NL-2002 PC Haarem, Netherdands
Local representative: Merck Sharp & Dohme (Sweden) AB, Box 7125, 192 07, Sollentuna, Sweden

Interchangeability

Strength Substance Dosage form
20 mg Simvastatin Tablett

Is the information correct?

ot, do you want to write cornrments to other partiez? Select recipient below,
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Data sources on utilization

1. Wholesale statistics (inleveransstatistik) 1977- Apoteket
2. Hospital sales 1985- Apoteket
3. National prescription register 1998- Apoteket
4. OTC sales 1996- Apoteket
5. Diagnosis and prescription survey 1978-2002 Apoteket...
6. The Jamtland study 1970- Apoteket...
7. The Tierp project 1972- Uppsala univ.
8. National patient identity drug register 2005- Nat. Board of

health & welfare
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Where data on deliveries and prescription of drugs are caught in the distribution network
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Data collection for the Swedish
National Prescription Register

Personal identific. =
number

-age & sex

-residential area

Prescriber code

Workplace code
-clinic/practice
-organisation

HHHHH
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Demography SCB
* Number of
individual s

Statistics Prescribing
Patient Transaktion Prescriber
* |dentifi cation nugaher Patient Identification
L+ Area ofliving - Birthyearand month / Speciality
-Se
le -Ar:e(a of Iivin/
/ (Prescriber)
— _— Health care unit
Product Package
Period - date
Listing area

SEK \»

Number of Prescriptions
Number of packages

Health care unit
Identification code
Local structure

PRODUCTPACKAGE

Special Products

WHO

DDD —

ATC

Product Package

ATC Rekommendation lists
DDD per forp

Other caracteristics
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The future

Positive signs Risks
* The new national register with e The breakdown of the Swedish
patient-identity data for all pharmacy monopoly
prescription drugs dispensed e The struggle between the state and
» National heathcare quality registers regional healtcare authorities
with diagnostic information « shifting drug supply from
* The construction of databases prescriptions to hospital use
derived from electronical medical
records
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