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HELLENIC REPUBLIC MINISTRY OF HEALTH
NATIONAL MEDICINES AGENCY
Mesogeion 284, 155 62 Cholargos www.eof.gr

Address : Product Production & Circulation Control





To

Urgent

Cholargos, 13.4.20
No. Pro.: 43196

Department : PAKAEP
Info: E. Thomaidou
Tel.: 213 2040 361
Fax: +30 210 6549500
e-mail: ethomaidou@eof.gr

LIST OF RECIPIENTS


SUBJECT : PROPOSAL FOR A EOF DECISION 81560/25.9.17 ON TEMPORARY PROHIBITION OF PARALLEL EXPORTS AND INTRA-COMMUNITY MOVEMENT
Having regard to the procedure for the
1. Article  3(1) 	of The European Commission shall, in accordance with the 1c  of  New Law. 1316/1983 (Government Gazat3A/11-1-1983)   
2. Article 6(II) (1) of The Article 9 of Law 1316/83
3. Article 29 of Law  1316/83
4.	Tο  Article  107  of the  ICM 3(a)/AA  32221  (Government Gazv  1049  Β'/29.4.13)  
5. Article   12a    of the  Law. 96/1973  (Government Gazv  172A) as amended      by  Article  95  of Law 4172/2013 (GovernmentGazv  167A/23-4-2013)
6. The AEO  decision  no.   First, i.e. :  123095/23.10.19  temporary prohibition of  parallel exports and intra-Community  movement
7. The recommendation  DG  59/2020  of the  ECI  Administration amending the    Prohibition  of Parallel Exports and Intra-Community  Movement

WE DECIDE
We're amending The New Year's Work. no. 123095/23.10.19 AEO Decision on the "Temporary Prohibition of Parallel Exports and Intra-Community Movement" with regard to the addition of the following products in Table 1, in accordance with the above recommendation of the Office, in order toensure the vaccination needs ofpatients.

	
TABLE 1

	PRODUCT CODE
	COMMERCIAL NAME
	Pharmaceutical
FORM - CONTENT
	K.A.K.

	3117602
	GARDASIL 9
	INJ. Su. PFS 0.5ML (DOSE)
	MSD VACCINS, FRANCE

	2801501
	Cervarix
	INJ. SUSP 20MCG+20MCG/0.5ML
	GLAXOSMITHKLINE BIOLOGICALS	SA,
RIXENSART, BELGIUM

	2883501
	SYNFLORIX
	INJ. SUSP 0.5ML
	GLAXOSMITHKLINE BIOLOGICALS	SA,
RIXENSART, BELGIUM

	3135001
	VAXELIS
	INJ. SUSP 0.5 ML
	MCM VACCINE B.V., THE NETHERLANDS



Moreover, the ban on parallel exports with No. Cfi. : 123095/23.10.19.

Products subject to a ban on parallel exports and intra-Community movement are mentioned in the attached consolidated table (43196/13.4.20).

This Decision shall be directly applicable. During its period of validity, any storage of the products in question shall also be prohibited.
It is also recalled that  the  obligation  to  make available  exclusively  to the  domestic
market in forcefor all medicinal products entering  Greece
after approval of the E.O.F.  for exceptional import or exceptional circulation with
foreign language labelling.

In any event, the marketing of medicinal products to patients on the domestic market as a priority by all participants in the chain of movement (marketing authorisation holders, pharmacies, pharmacies) according to their demand and prescribing isimperative.

The AEO shall monitor compliance with the adequacy obligations of the products. Failure to adequately meet the needs of patients is the result of the imposition of the penalties provided for in Article 19 of the Law. 96/73 as amended by paragraph 1 of Article 33 of Law 1316/1983and Article 175(2a) of THE SG3(a) /AI 32221 (Government Gazats 1049 B'/29.4.13) and Article 95 of Law 4172/2013 (Government Gazet A'  167).

This Decision shall be provisional and valid until amended or revoked by a later Decision of the AEO.

During its period of validity, any storage of the productsin question shall also be prohibited.  

The Chairman of the Board of Directors/EOF D.FILIPPOU

Internal Distribution
· Ecaep - PACAEP Department


Attachment:
· TABLE (43196/13.4.20)	- Products subject to a ban on parallel exports and intra-Community  movement



	
TABLE (Decision No 43196/13.4.20)
Products for which a ban on parallel exports and intra-Community movement applies

	PRODUCT ΠΡΟΪΟΝΤΟCODES
	COMMERCIAL NAME
	Pharmaceutical
FORM - CONTENT
	K.A.K.

	2464801
	INFANRIX HEXA
	powder and suspension for suspension for injection
	Glaxosmithkline
BIOLOGICALS SA, RIXENSART, BELGIUM

	2402001
	INFANRIX IPV HIB
	powder and suspension for suspension for injection
	GLAXOSMITHKLINE AEBE

	2417101
	TETRAVAC
	Suspension for injection
	SANOFI PASTEUR EUROPE, FRANCE

	2417201
	PENTAVAC
	Powder and suspension for suspension for injection
	SANOFI PASTEUR EUROPE, FRANCE

	2682901
	INFANRIX TETRA
	Suspension for injection in pre-filled syringe
	GLAXOSMITHKLINE AEBE

	2650601
	BOOSTRIX POLIO
	Suspension for injection
	GLAXOSMITHKLINE AEBE

	3051702
	HEXYON
	Suspension for injection in pre-filled syringe
	SANOFI PASTEUR EUROPE, FRANCE

	2648201
	REPEVAX
	Suspension for injection in pre-filled syringe
	SANOFI PASTEUR EUROPE, FRANCE

	1963201
	ENGERIX
	Suspension for injection 20MCG/1 ML
	GLAXOSMITHKLINE AEBE

	1963202
	ENGERIX
	Suspension for injection 10MCG/0.5 ML
	GLAXOSMITHKLINE AEBE

	2509602
	HBVAXPRO
	Suspension for injection 10 MCG/1 ML
	MSD VACCINS, FRANCE

	2509603
	HBVAXPRO
	Suspensionfor injection	40
MCG/1 ML
	MSD VACCINS, FRANCE

	2509601
	HBVAXPRO
	Suspension for injection 5 MCG/0.5 ML
	MSD VACCINS, FRANCE

	2065203
	HAVRIX
	Suspension for injection
1440 elisa units/dose (1ml)
	GLAXOSMITHKLINE AEBE

	2065202
	HAVRIX
	Suspension for injection
720 elisa units/dose (0.5 ml)
	GLAXOSMITHKLINE AEBE

	2319801
	VAQTA
	Suspension for injection 25 U/0.5 ML
	MSD S.A.

	2319802
	VAQTA
	Suspension for injection
50 U/1 ML
	MSD S.A.

	2926301
	PREVENAR-13
	Suspension for injection 0.5 ml/PF.SYR.
	PFIZER HELLAS S.A.

	2504003
	PNEUMOVAX 23
	INJ. So. PFS 25 MCG
(for each serotype)
	MSD A.F.V.E.E.

	2504001
	PNEUMOVAX 23
	0.5 ml/vial solution for injection (1dose)
	MSD A.F.V.E.E.

	2727201
	M-M-RVAXPRO
	Powder & solvent for suspension for injection
	MSD VACCINS, FRANCE,




	TABLE 2 (Decision No 43196/13.4.20)
Products for which a ban on parallel exports and intra-Community movement applies (continuation)

	2403501
	PRIORIX
	Powder & solvent for solution for injection
	GLAXOSMITHKLINE AEBE

	2758301
	PRIORIX-TETRA
	Powder & solvent for solution for injection
	GLAXOSMITHKLINE AEBE

	2724401
	PROQUAD
	Ps. INJ. Sus.
	MSD VACCINS, FRANCE

	0256102
	D.T.VAX
	Suspension (2+20) IU
	SANOFI PASTEUR EUROPE, FRANCE

	
2627801
	
VARILRIX
	
Ps. INJ. Sus. 0.5 ML (1 DOSE)
	
GLAXOSMITHKLINE AEBE

	
2598201
	
VARIVAX
	
Ps. INJ. Sus. minimum 1350 PFU/0.5 ML
	
MSD S.A.

	3117602
	GARDASIL 9
	INJ. Su. PFS 0.5ML (DOSE)
	MSD VACCINS, FRANCE

	2801501
	Cervarix
	INJ. SUSP 20MCG+20MCG/0.5ML
	Glaxosmithkline
BIOLOGICALS	SA,  RIXENSART,  BELGIUM

	2883501
	SYNFLORIX
	INJ. SUSP 0.5ML
	Glaxosmithkline
BIOLOGICALS	SA,  RIXENSART,  BELGIUM

	3135001
	VAXELIS
	INJ. SUSP 0.5 ML
	MCM VACCINE B.V., THE NETHERLANDS



LIST OF RECIPIENTS

	1
	Ministry of Health
a) Directorate of Medicines and Pharmacies (b) Directorate of Public Health
	Aristotelous 17, 101 87, Athens

	2
	Health Regions (with the request for information of health bodies, etc.):
· 1st Y.I.P. ATTICA
Address: Sakharov 3 Athina P.C. 115 21,
Tel. 2132010400
· 2nd Y.I.P. PEIRAIOS & AIGAIOU
Address: Thivon 46-48, P.C. 185 43 Peiraias,
Tel. 2132004202-204- 206
· 3rd Y.I.P. MAKEDONIAS
Address: Aristotelous 16, P.C. 54623 Thessaloniki, Tel. 23133205004th
· Y.PE. MAKEDONIAS & THRAKIS
Address: Aristotelous 16, P.C. 54623 Thessaloniki,
Tel. 2313327800
· 5I.PE. THESSALIAS & STEREAS ELLADAS Address: Nikitara 18, P.C. 41221  Larisa, Tel. (32-2221) 222222 2413500800
· 6th Y.I.P. PELOPONNISOS, IONION NISIS, EPIRUS & WESTERN GREECE Address: N.E.O Patras- Athens and Ypatis1, P.C. 26441, 26441,
Tel. 2610463500. 503
· 7th Y.I.P. CRETE
Address: Smyrnis 26, P.C. 71201, P.O. Box Heraklion, Tel. (32-22204) 2813404400

	3
	Ministry of Finance
19the  Directorate of Customs Procedures
	Karageorgi Servias 10, 101 84, Athens

	4
	I'm sorry, i'm sorry. I'm sorry. Health Vor. Greece
	Ag. Sofias 46, 546 22, Thessaloniki

	5
	Panhellenic Association of Pharmaceutical Warehouses
(with a request for information of toy members)
	Veranzerou 34, 10432, Athens

	6
	OIFE (with the request to inform its members)
	Bouboulinas 5, 173 43 Ag. Dimitrios

	7
	Sfee
	280 Kifisias Ave. & Agriniou 3, 152 32 Chalandri, Athens

	8
	Panhellenic Association of Pharmaceutical Industry
	324-326 Kifissias Ave. N. Psychiko P.C. 15451

	9
	Panhellenic Pharmaceutical Association (with the request to inform its members)
	Peiraios 134 & Agathimerou, 11854 Athens

	10
	Pharmaceutical Association of Attica (with the request to inform its members)
	Mylerou 1 & Agisilaou, 10436, Athens

	11
	Pharmaceutical Association of Piraeus (with the request to inform its members)
	Kountouriotou 128 & Tsamadou, 18532, Piraeus

	12
	Pharmaceutical Association of Thessaloniki (with the request to inform its members)
	Ethnikis Antistasis 173-175, 55134, Kalamaria

	13
	Association of Pharmaceutical S.A.
	Tatoiou Street, 14671 N.Eritrea P.O. Box 52894, 14610 N.Eritrea

	14
	Panhellenic Medical Association (with the request to inform its members)
	Ploutarchou 3, 106 75, Kolonaki, Athens
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