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MINISTRY OF HEALTH AND SOCIAL SOLIDARITY
NATIONAL ORGANIZATION FOR MEDICINES
DIVISION OF PRODUCTION AND DISTRIBUTION CONTROL
DEPARTMENT OF INSPECTION

COMMUNITY FORMAT FOR MANUFACTURER’S AUTHORISATION
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Authorisation number 0000000003/07/2
Name of authorisation holder BOEHRINGER INGELHEIM
: ELLAS AE.
Address{es) of manufacturing site(s) 5" km Paiania — Markopoulo
194 00 Koropi
Grecece
Legally registered address of authorisation holder Ellinikou 2
167 77, Elliniko
Attiki, Greece
Scope of anthorisation and dosage forms ANNEX 1
Legal basis of authorisation Law 1316/83, article 3, paragraph d
Ministerial Decision
AYT 3(a)/83657/24.1.06, article 54
Name of responsible officer of the competent Deputy Head of the Production
authority of the member state granting the and Ditrilgution Control Division

manufactaring authorisation

Signatare

Date

Annexes attached e 45, 6 and National Annex

Page 1 of 7




w}\a

‘\. ‘,m.@
"}"é[

/ ECOPE OF AUTHORISATION
E\x Name and address of the site:
f@g BOEHRINGER INGELHEIM ELLAS A.E.
=22 5" lom Paiania — Markopoulo
194 00 Koropi
Greece

ANNEX 1

v Human Medicinal Products

AUTHORISED OPERATIONS

Manufacturing Operations (according to part 1)
Y Importation of Medicinal Products (according to part 2)

Part 1 - MANUFACTURING OPERATIONS

1.2

Non-sterile products

1.2.1 Non-sterile products (list of dosage forms)
1.2.1.6 Liquids for internal use
1.2.1.13 Tablets

L.5.

Packaging only

1.5.1 Primary packing
1.5.1.1 Capsules, hard shell _
1.5.1.17 Other non-sterile medicinal products:
Herbal products (Capsules, soft shell)

1.5.2 Secondary packing
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ANNEX 1 (contd)

Part 2 - IMPORTATION OF MEDICINAL PRODUCTS

2.1 Quality control testing of imported medicinal products
2.1.2 Microbiological: non-sterility
2.1.3 Chemical/Physical

2.2

Batch certification of imported medicinal products

2.2.2 Non-sterile products
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Address(es) of Contract
Manufacturing Sites

- FAMAR S.A.
Agiou Dimitriou 63
174 56, Alimos
Attiki, Greece

- FAMAR S.A.
Anthousas Avenue, 7
153 44, Anthousa
Attiki, Greece

ANNEX 3
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Name(s) of Qualified
Person(s)

PN

ANNEX S

- SOFRA PINELOPI
Chemist

- MAZONAKIS NIKOLAOS
Chemist
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Name(s) of person(s)
responsible for quality
control

Name(s) of person(s)
responsible for production

SOFRA PINELOPI
Chemist

PITSOS CHARALAMBOS
Chemist

ANNEX 6
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NATIONAL ANNEX

MANUFACTURING ACTIVITIES

HUMAN MEDICINAL PRODUCTS

NON-STERILE PRODUCTS

Liquids for internal use: syrups, suspensions, oral drops, elixirs
‘Tablets: coated, sugar coated, sustained release

Packaging only:
, Primary packaging:
Capsules, hard shell

Secondary packaging

Aerosol for inhalation (standard dose)
Nasal sprays (standard dose)

Solution for inhalation

Herbal medicinal products:
Primary and secondary packaging: Capsules, soft shell

FOOD SUPPLEMENTS

Primary and secondary packaging: Capsules, soft shell

IMPORTATION ACTIVITIES

HUMAN MEDICINAL PRODUCTS

NON-STERILE PRODUCTS

Tablets: film coated, sugar coated, emteric sugar coated, controlled release,
prolonged release

Capsules: Soft shell, controlled release

Syrups, suspensions, oral drops

Nasal solutions

Aerosol for inhalation

Soluation for inhalation

Ointments, gels

Granules for oral solution (single dose}

Powder for inhalation, capsule hard shell and HandiHaler device

Page 7 of 7




