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The 0.rmnrission has just submitted. tc the Council a FroBosal fof 'r
a d-ireetive conoerning approximatinn of the Member Statest legrs1ation
on analytical.r .FharmaooLogacal, toxicologtcal and elinical standards
and proced-ures'in ttr.e testing of pharmaceutical spe,cialiti.es' ,,.{he
technicatr,looki,of ibbe t1tle should not hiCe the. pneral- impprtp,nGe:'of
this measure from the'read.er.

At a time, rqhen the press and pu'hlic ofrinion are grnwing m.ore and
mole corteerned ovef the dangers "r,'hieh ned-icines e.an,.presentr €v€D
those that B,re,:r:oputed,to-be tho nost] harmloss, 6,nd, rrhen the . .
therapeutie arsenal is expand.ing by l]eaps and bounds, it is becoming
increasingly necessary to establi.sh q cert,aj-n ,trmethcdologyrt in the i
perfcrmanee of pharmaceutieal tests. This is as rnuch to the ad-vantage
of researeh, wo.rkers as :to that of the authorities concerned, ',,rhict
rnust ensure' that the tests .are car:ried out proppltr,yi and thusr .. 

.

ultimdely, it '.,iorks'.te everybodyts aiivantage . .,

TheComnunitylsproposa1is1ntend-ed.tomeetthisan,n*,'c'l;i
standard.izing the perfor:.nanee of the tests and the presentation of th.e
results, and- by establishing common c-'riteria fcr exarnining requests
for perrnits. This d-oes not rn.ean that henceforth tests cannot be
carried- out hy urethod-s other than these, -,rhich would" beoome the
ftTables of the Lawtr in researeh. The research'rorket may stili make
i-nnovations - in faet he is enoouraged to do so; but if he does not
follow the testing methods laiC doom.U 

- 
he. wi.ll have to say why.

The new arrangements give **nr"=;; to the earnest desire of
the Comrnission, whioh, in aI] its efforts to approximate provisions
in this field, has plaeed the safeguard"ing of publie health foremost.

In eoonomio terrns, the proposal aiso - or rathcr, abqve all -
constitutes a fi:rther eentribution towards freed,om of rnovement for
pharrnaceutical products. For the Councilrs directive of
26 Janwary L955, and the proposal for a second d.ireetive cn
pharrnaceutj-eal specialities, have established- the principles whieh
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must prevail in all the Member States when marketing perm-its are
granted. But treatrnent of an application involves not only recording
facts but also interpreting them. ft therefore camies the risk that
the different Member States may take different d.eeisions, and thus
that the isolation of the markets from each other may be maintained.
By specifying the data required cn the prcductts characteristics, hy
supplying a common scheme for the presentation of those data, and by
fixing common.Lriqci,plqs for carrying out the tests and judging the
application foi a permit, this proposal should help to prevent
differences cf jud.gment and thus facilitate the circulation of
phannaceuti cal spe ci alities,

'J': rl.,.".: -'....: ,r.i..''.1.1, ,.It is to be h.GA'lii;T-ih' p""p"ili";,i1r;IG -ffiTffi;-"stinulus
to research through better employment of the Communityrs scientific
potential.: :. Ii)'iit ;; i ;: ,''.1 ,f -i:;i:1., ',;. ,t-.,,-:..;. :. , :. Yi i:' 1r; ..r:ll( 0 f]{I

...'i-i:i.]1i-.'t|j.r.i''|:,'.'i'r;:..,11,..';.;'i1li...ii'.'.jj,..

-A+'.ihe,.,present.itime, r*he demandd .of th.e-tr4em,be.r ,:$tatb,s ,oenadrl1ila€, r,-
tests d'if fer:; :,and isFe oial ts,st i' lr,o€lm.m.meB 'are:r.irre.c€ssa,ry:.",fe3. ,apc€,s,s1: i,, r,r.

to Such'r,anr} 'ls-lf,ctr d..srnarket;,,i:Moreoverr' the.i'nati,onatity of -the. exper.ti:sii:.rrI
and the nature of the establishment in rn'hich rthe',$.;have lrcrrked.rca,wi,,i ai-,{l
make these tests unaeceptable in the neighbouring country. Thanks
to ttrr-i:scdireet*ijve,;r:ttlr.olrqualitJi :ef {}1s:rirlonk done -and not its,?}aoe rio-f
origin wb}t he'#he'ldecri:,siv's',fadtor. r"Tn,'oth:ea. -ri,ro:rd"s.t the'-test:sewi:bl r:.1.^ 'i
not heve to bcj:ca::r'ie&,:out againr:i.nrt,n'e ne,ighbourlnE rcountriesri;,arid:re':,:
the experfs,.twi,,Il;;f,hus rhave ft,o?€ :,ti.mel for. re,sea::oh worke:"rthe i.- ,. '. tij':.rii.r':-!i:,i
mainspr"iirig.'rif I'the pharmarcd'ut,ioa.l indrrstryi;, ...,, .r:i .1,.:.:.;.,,..a, : :i. -. . ,..i:.*-,'t1;, ,

Sdnmi-ng up;'rth::otlgir ttils,'/'pr:oBosal the Colnmisslon,,, is.{mrsui'ngoits i^,
aim to prowid..e a 'rnaxirnUn:,of.Lsaf,etyiforr.the,-sick,,and of,.otlj,e,ctivi*yi" .je;J :

for the authorit j-es concerned,;:.,and' ,'to ecluip'the, ,0omrnuni.,tyl s i' ; . r:i*t*:l-i ,t iir
pharmaceutical industry with an effeetive instrument in world
competiti'ol,t..:''i.:.1:.F,.i'..'..,.':]..

':1.).,,:;:71',:l.'i:1:,:,.':'!i:i'.::i.i..''...''

,'.:1 .:' ,.-':1 ,-,.',.j :;:.-.^ ;:.r1i;, r,.1 r,r...r.^I-"..-,.-i:*r 1,,-.;-.:;i;;; ,.{ ji:,r'j:}::.y1.:,

.:,.jiJi',!\:-..jr-,.l.i"',:..):i)^.:^.:i:l-.l..r.;'l1,';c.''.....,".,:-.i".'''','-?i:.^,:i5..'1^'1,'';
i:l r1 .,. 1...; .,,: ,-...,,,, ,,it-. ji.jA.:iil.f._r:l11,....i.i.tq.-t.j a;j;1 r.1n11...;
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r-, r .:,"qi io**iqii.i,u,ig4! 4gtt'1"ry".*6'ttS3'"u'Cdriseil une proposltion de

,d+gegtlyu,r"r"il;;:;" il3Bp"gSrteui-e-n!, dest16gisiati.,:ns :des Etats rnembres i r^

concerna4!, rgp 
tooi*r 

u ." 1t n"gto cole s inaiyli q4$Ai gttut!1ee dto*icctlo glqaes 
"

et cliniques en *^iia""' ai usuriu ae sp6tIi1l;6ii'.ptra"mace,)4ilqub iir'a:'rrr'i:L :i
technicit6 du titre ne doit pas "n "*"b"r lrimportance ii:' :^'r'

A }rheure, en effet, rri Ia pregse et I'opinion s'inquidtent de

plus en plus des dangers que p6uva"t prAuahter Jes m6dicarnents, m6me

i"o* r6pirt6s les plus inoffensifs, ori 1'arsenal th6rapeutilue,prend"un
essor consid6rable, i1 devient toujours plus n6cessaire d'instaurer
une certaine m5ttrod.ologie dans Ia conduite des essais pharmaceutiques"

ceei, au profit tant des chercheurs que des autoriti:s comp6tentes qui

doivent s,assurer de Ia br:nne r6alisation des essais, et ainsit en

d6finitive Pour le bien de tous'

Lapropositionde}aCommissionestpr6cis6ment.destin6eistan*
dardiser Ia conduite des essais, la pr6sentation des r5sultats et a'

poser des criteres communs pour ltinstruction des demandes drautorisat*orr'"

Ce qui ne veut pas dire Quer d,or6navant, Les essais ne pourront 6tre

effectu6s un deirors de ces rn6thodes qui deviendraient ttles Tables de ]a

Loir de }a recherche. 11 sera toujours possible - et recommand5 - au

chercheur drinnover, m,ais s'i} ne suit pas l-es m6thodes cl texp6rimentaticr"

pr6vue, il devra sten exPliquer'

la Commissionr Qui dans tous ses travaux

, a mis au premier rang Ia pretection de

Mais c,est aussi et surtout, sur.le Plttt 6conomique' une nouvel-l'-

contributinr a.iu i"""or;-ou r"-i:-'6"" circuiation des produits pharma-

ceutiques. En effeti la directive du conseil du 26 janvier 1965 et La

prolicsition de deuxidme directive relative aux sp6cialit6s pharrnaceutiques

ont pos6 1es principes qut doivent pr6sider, dans tous les Etats membrt:s'

A ta a6tivrance des hutorisations de mise sur le march6' Mais I'instru-c-
tion dtune demande ne comporte pas seulement lrenregistrement de faits

mais aussi, leur interpr6tation. El]e risque donc d'aboutir'i des d6cisir;n';

diff6rentes se10n les Etats membres et ainsi i naintenir ie cloisonneme;rr;

des march6s. En pr6cisant les donn6es relatives aux ea'ract6ristiques du

produit, en fouri.issant un sch6ma commun pour Ia pr6sentation de ces dcnn6ep

err posant des principes comnuns pour l-tex6cution des essais et ]'appr5cia-

tion des demandes dtautoris"ti-""1 la pr6sente proposition-doit contribt;.e:'

i or6venir 1es divergences d'appr6ciation et partant, faciliter la circu-

Cela r6Pond au souci de

de rapprochement en la matidre
la sant6 publiclue.

harmaceutiques.

collsvs
Text Box

collsvs
Text Box

Phil
Text Box

Phil
Text Box

Barbara
Rectangle



-2-

0n peut esp6rer enfin qutelle donnera une impul-sion suppl6rnentaire
i. 1a recherche grAce i une meil-leure utilisation du potentiel scientifi-que
de la Communaut6.

Actuellementi. les exigences des Etats membres en mati6re dressais
sont diff5rentes et des programmes d'essais particuliers sont n6cessaires
pour acc6der A te} ou tel march6. En outre, la national-it6 des experts,
la nature 4e !.o6tabliFsement dans lequel ils ont op6r6, peuvent rendre ces
essiiis inaccept'aUieb rdfi{b'':ie pays voisin. GrAce i' cette di-re ctive, ce sera
la qualit6 des travaux effectu6s et non pae leur lieu drorigine qui sera
1r616ment d6terminant. I-.,es experts ainsi lib616s seront disponibles nour
des tiches de reilsJdb.her*.b+*.iadipd,[.-i*ifieur-dHT,r-inai*J+ni6.pn-e+**L'"+rtique.

':.En:,r6's.url6r'.:lrF.-0;ornmii^sgtgn p.p'.[tqs-ltit'1, FaS. eet.!p, pllapQslaii'o.n, pon
objectif,.dl-q$ssntpr. q"r-rj',&a matie,qe;!r4r malc.i,num.ndp-.q6,pqrj_t6..g1ou::,.:-l-es.,$,alaA€,s
et .d1o;b.j€,qti.ivlt6,:..Ilouftr aBq.-a*!or,at,6s' conrp.6-te+tep; et de ^fournic *;tl,indlretfie
pharmacer.lt+q+-q:e.lr-cgp6enr.i€ '141p-qgtq\l&ent e-f,ficac'e. danq ila oomxptftti'}gllr, i i

mondiale. 'r ;fi.^
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