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'on the- funct1on1ng of the COmmwttee for‘Proprwetary Mediéinat Products

; Th1rd COmmassion report tofthe council . ', . .l’ ..
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,15«‘; Council DirectiVe 75/319/EEC estabt1sh1ng the Cqmm1ttee for Proprwe-'

Mary Medwuwnat Products prov1ded, in Art1cle 151y, that the Cemm1sswon

o should report to the rounmL annually on the operataon of that Committee's -

procedure,and,mts 3muact on the devetopment of 1ntra“Commun1ty/trade."

-

Essent1a Ly, the Comm1ttee [ pﬁecedure makes it pessvbte for the - .
hotder of a marketing authorwzatwon in one Member State {o fwtn an appl1cat1on f,Jfl
for author1zat1on in respect of the same proprietary product in at Least five 7
_ other countruesn ShouLd one” or more countr1es ‘consider that such author1zat10n
cannot be granted, the ob3ect1ons are submitted to the Commxtteep whlch
expresses a non-b1nd1ng op1naonn '

‘,_25 A‘ The Comm1t+ee s setting-up and runn1ng~1n per1od, in 19?7 and 19?8,
" was the subaect of ar. initial report . SRR '

Dur1ng 1979, the per1od covered by the Second Report » tﬁe Cdmm{ttee
meet\ngs were the means of promot1ng cooperation between the nataonat authorin;
tmes, especwaity in- the f1eld of drug monitoring. S1muLtaneousLy, the
chmvttee°r thwee groups of experts were pursuing theipr. wcrk on the safety
and efficacy of medwc1nes and on plant based productsn'

Nevertheless, by the end of 1979, the precedure had beenh used onLy 2

tw1ce, with: _two Comm1ttee op1nions emergmge
3. This Third‘Report covers the year ?980’5nd'the first half of 1981, .

“An 1ncreaswng number of apptvcat1ons 1nvolving the use of the - fl"’ ‘ 2; 
Comm1ttee s procedure were filed from the second haLf of 1980, ‘but the o '
vast maJor1ty of the opinzons were not adopted until 1981

&
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i bwfng to‘the normal effect of the periodé‘allowed for the proéedure.',‘
It was therefore advisable to wait until 1981, so as to have a m1n1mum\

_amount of experience with this procedure and be able to arrive at a f1rst »
assessment of 1ts funct1on1ng, By the end of 1980, the Commission “had

. already suppl1ed information on the status of the Comm1ttee 's procedure
and its 1nadequac1es 1n 1ts,report to the Councwt on the approxwmat1on

. of laws reLatwng to propr1etary medicinal products. This report supported

| proposats , the main purpose of whwch is to secure mutuai recogn1twon of
market1ng adthorwzatvons. in partvcu&ar through a change in the Cemm1ttee 'S .

Drocedure.

K &;»' Under such r1rcumsiances¢ aseessment af the procedure s spec1f1c
, effects on the development of 1rtrawu0mmun1ty trade rema1ns purpcselessu
The statwst1cs concernIng the develapment of 1ntra*Commun1ty trade in
medicinal products between 1975 and 1980 are set out 1n Annex. I '~;'\
Intra~Commun1ty 1mparts of med1c1naL products account for nearLy three-
quarters of the Commun1ty $ total drug 1mports, It does not appear. as.
though this high proportion can be exceeded. Almost two-thirds of exports’
go to non-member ¢ountries. The trade balance is in substantial surp[us,
as imports from outside the Community amount to scarcely .a quarter of . the
voLume of exports to non-member countries.

* comaor789, 28. . 80 R

F

Proposal for a Counc1l D1rect1ve amending Directives 65/65/EEC, 75/318/EEC
and 75/319/EEC and proposal for a Council Recommendation concerning tests
relating to the placing .on the market of proprietary medicinal products,.
04 N° C 355, 31. 12 80.
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FUNCTIONING OF THE PROCEDURE PROVIDED FOR IN QRTICLES 9 = 11 OF w .

DIRECTIVE 75/519/EEC S

Var1cus observatwons are caLLed for as & resu,t ot con31deratvon cf

other Member States.

1. FILING OF APPLICATIONS -

.made by .a Member State, . at the request of a manufacturer, to at Leaet fuve

’

’ ;the success1ve stages in the procedura for appi1cat1ons for market1ng authar1~
*zatqon, as prov1ded in- Art1cLes 9 - 11 07 D1Pect7ve 75/349/EEM, which were'

1

Each apptwcat?on may reLa*e to one or more propr1etary med1c1naL

or dosage forms.

second haLf of 1980.

'products conta1n1ng the same. act1ve substance in severaL pnarmaceut1caL

The number of apptwcat1ons f1Led has eons1derabty 1ncrea>ed swnce the ‘

- . - ‘
S a \ o L S0 i S -
" Number of applications -|1978 |1979 | 1980 ' 1980, 1981 TOTAL - :
e " [1st half |2nd half |1st half |CJUNE 1981}
/ o ) .
i o - : | - ~- :
Filing of -applications | 2 2 1 ;‘ 6 5 " 16
, e ’ o ! ; - SRR
‘ B T ' R
Number of proprietary ‘ . ! - Y
medicinal products 5 ‘2' ? X 9 ? i ; 2§"

S . -

-

Some applicat1ons are. accompanued by voLum1nous data and they reach the
various countrves concerried only after some delay, wh1ch,A7n two cases out of B
stheen, has exceeded 45 days. In order to reduce this detay, the Comm1ttee has -
agreed -that the appt1cant can be 1nstructed by the country of ' or1g1n to Lodge -
h1mseLf a- copy of the dosswer»w1th the countr1es concerned and the Comm1ttee s -

Secretar1at.

‘I/.O"
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2. PRESENTATION. OF THE DOSSIER’

ALL the récent dossaers ‘are in conform1ty wuth the presentat1on seheme

‘recommended by the Committee.

This standard presentation exempts the‘appLieant from complying with

the various national forms of presentation, but also, and in particular, it

Another apprec1abLe advantage of the Committee's procedure is the

 considerably facititates the'Commi:tee's proceedings.

poss1b1L1ty of employing: Languages other than the natiohal Language for the

most voluminous parts of the scientific Lvterature. In a notvce of July 1980

to appLacants, certa1n countries stated which. Languages they coutld accept.

_Thus, in the. case of a dossier in English, and even more in that of one in.

both English ‘and French, only the general information on .the product, the

Label ‘and the package insert will, as a general rule, have to be transLated

. This obviates long, expensive and possibly dubious translations of some
thousands of pages of each dossier.

e -
S P

.D1rect1ve 65/65/EEC) 4
(D AnaLyt1caL, tochoLpg1caL and pharmacoLog1caL tests and cLanwcaL tr1aLs

(Art. 4(8), D1rect1ve 65/65/EEC

*os NO C 162, 2.7.80

(3 Part1cuLars prov1ded by the Greek member of the Committee.

, . ‘ :
ACCEPTABLE LANGUAGES]| - ﬁak 1 &r , -
ACCORDING TO THE 1 BE BRD. | 8K FR | '(3) IR IT LUX | NL UK
NOTICE ) : - . .

ENGLISH -
pharmaceutical - , ‘
dossier (1) + - + - + + - + + +
? testse(Z) + |+ + - + + + + +
’ FRENCH -
pharmaceut1caL : : .
dossier (1) + - - + + + - + + -
tests (2 |+ [ = |+ |+ |+ L= bl |+ | -
GERMAN . *
pharmaceut1caL - +
“dossier (1) + . + |- - - + - + " -
‘tests (2) S + - z - - N -
N i ) » . : ‘ ;
R €1) Pharmaceutical dossier: composition, method of preparat10n and manufacturer’s
- ' control methods (Art. 4(3), W, N, .

-
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/ 8 f;c? "‘ ‘Q New drugs are generally f1rst introduced 1n the Un1ted Kwngdom, France
| - and’ Germany. The Comm1ttee s procedure is therefore reLat1veLy L1ttle used g
M‘\r S v1s-é~v1s these three countr1ek where proprietary products are generatly Atr“ff,éj\
2 ‘rfqatready be1ng marketed when thb procedure is initiated. Most of ‘the applwca- e :
‘tions foruarded‘to the Comm1ttbe have been. f1Led by the United Kingdom. AN

o

‘LThis is partLy accounted for by the fact that the or1g1nat pert1cuLars and

documents in English can be used directly in most of the’ other countires. f{v -

\‘F’ ‘, .

It may be observed that, whereas the procedure requires that the apprcant ‘
',‘soL1c1t at Least f1ve States, ‘the average ‘number has hitherto been Less than '7gsgﬂ
51x (5.875 to be exact).‘ o _ v - L

—— |

. | Out of 6 aspplications | ge Ngpp | pk e |GR |IR | 1T |tux | Mfuw |
. |at June 1981 - - : . - . : A

- \ Number of appL1cat1ons = .
" | introduced by . . 311 . _ 10 ‘ | R
. the country RO I o ' . ; U P IR S

o
[
(=)
o
o
()
0

'y‘f>' = ,Number of appl1cat1ons \ il S T : . R a 15;11
S ’_"made to~the country 1?’ 5 » ﬂZ 7 ) ,Oj, 9. 110 15‘ 15.4‘_§

_4.‘ﬂAILONAE;ngM;NATION, WITHIN 120 bavs .

~ ff ': As soon as’ rece1pt of an appt1cat1on by atl the countr1es concerned has =~ .
been conf1rmed, ‘the Comm1ttee s Secretariat 1nforms the nat1onal authorwtaes E
by teLex of the commencement of the prescr1bed max1mum per1od of 120 days for

‘the examination of the file. The.appl1catjons examined hitherto havé all'been . -

PR e Y B2 -

the subject of reasoned"objections within the meaning of Article fO(Z? of

Dtrect1ve 75/319/EEC. Usually such ob;ect1ons come from alt the countries to - ?
~ whwch the appL1cat1ons are sent; those made upon exp1ry of the 120-day
t1me~l1m1t are not taken\into account The pledge that th1s t1me-t1m1t,w1lt

T B TP p LS Sl
- e
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be compl1ed uith is an apprecwabte advantage for manufacturers.‘

o PRI

‘ o The Comm1ttee hopes that in future natwonal author1t1es witl meke a’ .
. ~j' Q' cLear distinct1on between objections of substance, which requ1re in-depth‘\‘
; /_:; d1scuss1on by -the ‘Committee, and mere requests for ctar1f1catwon or -
o t1ngu1st1c amendments, uhich’can be sat1sf1ed through d1rect contact u1th,5,'
' apprcants before the COmmwttee actually meets. ‘ a . ‘f;
‘ ; o ole

.



“,_'not wholty sat1sfied with the documents and particulars submitted.
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. The*COmmittee has not yet been in a pos1t1on to inform any Member
»State that, as provided in Article 10¢1) of Directive 75/319IEEC, where no
objections have been notified, the MA applied for ‘should be granted
"' By May 1981 it had delivered eleven opinions within the 60 days referred to ff '
1n Article 11(1) of this D1rective, two of them beung in 19?9, two 1n 1980 \
and seven since the beg1nn1ng of 1981. '

Contrary to .the fears expressed by the pharmaceut1cal industry, the s
Comm1ttee has not. aggregated the demands of all its members. So far from f
this, it has been careful to assume moderate attitudes, secur1ng the with=~

edrawal of many objections dur1ng discuss1ons. . o ’ R 1“if -

Since d1a109ue between the appticant and the Comm1ttee has not yet
_been provided for in the current procedure, there remain’a feu analytical
po1nts to be’ cLar1f1ed or a few amendments to be made in the general 1nfor~ e~'
mat1on or the package 1nsert The’ Commwttee mentions’ thws in 1ts opinion. L
so that a manufacturer may give a swngte, comprehenswve reply. L.

In the interests of companies concerned, 1t is not p0551bte to quote

'the names of the med1c1nes sub;ected to the procedure. It may be noted, _

however, ‘that ‘the Commwttee unan1mous£y decided to adopt s1x favourable and
two unfavourable opinions. The unfavourable opinions were due to 1nadequac1es

1n the files as regards proof of the harmlessness and eff);acy«of the drugs.

" Three other favourable opinions were adopted by.the major%ty of the‘
Committet members; one, three and four Committee members respectivety were

- 6. ACTION ?AK_E_N ON_THE 'cOMMITng's OPINIONS

, It is mandatory for the Member States to state their posit1ons u1th1n -
30 days of recewvwng the Comm1ttee ] op1nion.. '

, More often'than not they‘have, within this short time-limit, only been
able to inform the Comm1ttee that they were preparing to comply u1th the -
opinion expressed. Author1zat1on can then be granted onLy when the manufacturer .
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the manufacturer must be given the opportunity to exhaust all the posswbat1-‘ R
ties offered by appeal Proceed1ngs at nat1onal Level, vhich are often T
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hes been eble te eubmit tbe eddit{enet 1nformltjon requeeted by the tpmmittoe )
or when . he has agreed to aaend his package insert. Q‘.‘“u. ,

In the short term there is no prospect of the texts of natronal
package leaflets being standardized, even if agreement can.be obta1ned in ‘
" the. Comm1ttee on the ne1n indacat1ons or other"essent\at data of author1-', uﬁl]
- zation. ' S ' ‘ -

\ »

In the case - a rarer occurrenée - of a proposaL to refuse a product,

-

Long-draun-out - The: Comm1ttee keeps 1tself regularly 1nformed of the sub- _ i
sequent development of the procedure at nationat level. The Cgmmxss1on, ’_\ﬂ,/ g
for its part, uatches very closety this stage of the 1mplementat1on of the i
Committee's opjn)onsu3n order to prevent unwarranted delays. =~ o 1' SR |
The Comnittee has also expressed the wish that any substantial changes H
' made in the file ‘once the product has: been authorized be brought to 1ts o ,;»;"*g
notace “either by the manufactUrer or by the nat1onat author1t1es in order, ) B
as far as possible, to keep a single file for each of the propr1etary products ;
1n reSpect of which_ the cOmmnttee s procedure has been fotlowed.,v\ I X
. 3 ; .\. v’\ 7 j
~ : , “
R N ‘ y B \r
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‘ o impLementat1on of the D1rect1ves.

~ II1. COOPERATION WITHIN THE COMMITTEE A o N I
1. GENERAL

-

_ Cooperat1on between the national author1t1es through the 1nstrumenta~
ity of the representatives within the Committee for Propr1etary Med1c1nal

Products continues to 1nten51$y. Among the subjects dealt_w1th are streng~ :-7eff

 thening of the information exchange system, drug wonitoring, foklowvub of
the work of the panets of experts, and certa1n views concerning the

‘ The Commattee for Proprietary Medicinal Products held six meetwngs in
1980 namely, on 24 Jenuary, 4 -5 March, 2 April, 13 - 14 Nay, 9 September

and 11 - 12 November. Dur1ng the first half of 1981 the Committee met three ':f,

t1mes, j.e., on 10 = 11 February, 10 - 11 March and 11 - 12 May.

There have been some changes in the. membersh1p of the Committee.

The Danwsh representatives are now Mr ANDERSEN, member, and Mrs: KYLLINGSBAEK, <y

.

‘ ,deputy,\wh1le the- French representatvves are Mr GRECH, member, and
Professor ALEXANDRE, deputy. Professor STILLE has been appo1nted the German

A

. representative's deputy.
'Greece has appointed as its representattves on the Committee Professor VARO&OS,
: member, and Mrs MELISSARATOU, deputy.

A l1st of the present members of the Committee is g1ven 1n Annex II.

J

2. INFORMATION §$<CHA~§E SYSTEM

. The exchange of 1nformat1on on medicines provxded for by Dwrect1Ve
e 75/319/EEC has increased. Very s1mpte procedures have been 1ntroduced 1n orderf

to’ opt1m1ze the use of thws 1nformat10n, without forcing eather government
departments or the Commassion to create new instruments for th1s purpose.

Pursuant to Article 33 of D1rect1ve 751319/EEC aLL nat1onal measures

relatwng to market1ng authorxzat1ons for medicines must be~brought to the e

. attention of the Commwttee 1mmediately. The common notification form
Ccf. Annex 1II) recommended by the Committee has been employed by all -
Member States since July 1980. It enabtes’the Committee's secretariat

| ny,".'/;
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" to pass on to national author*ties the most important data- reportet by a :ﬂ
,Member State. new drugs (substance, dosage, new form or 1nd1cat1ons) _
- refusals, cases of proh1b1tion of a proprwetary medicinal product and 1ts‘,uif”
w1thdraual from the market. Up to now, approx1mately 2 000 forms of this
ntype have been sent in to the Comm1ttee, which. has- forwarded about 800 to
fthe appropr1ate government departments. Furthermore, this 1nformatuon is -

- on drugs subject to medicat prescription.,

A L1st of nat1onal correspondents (Annex IV), which 1s regularLy
_ /updated, has been drawn. up to permit rapid exchange of accurate information ~
. in the following f1etds, | o
oo ~ + decisions author1z1ng market1ng (Art1cte 33, Directive ?5/319/EEC)" )
P ;i" - w1thdrawal of batches, prohib1t1on of supply (Art1cle 28
o . Dpirective 75/319/EEC); : , L
f',;Q - E - manufacture, 1nspectwon (Article 30, D1rective 75/319/EEC)
% o ‘drug mon1tor1ng (Articles 12 and 14, Directive 75/319/EEC).

N

3. DRUG MONITORING - e,

N

Cértain medicines have been the subject of spec1al d1scuss1on by the
‘rComm1ttee, which has reviewed the1r qual1ty, safety or eff1cacy. W1thout '

3‘ ' members have formed the hab1t of ra1s1ng topxcat quest1ons or present1ng
i%;‘ T measures uh1ch their natwonat author1t1es contemplate adopt1ng..

More particutarly, the foLlowing active brinciples have been deattr

- w1th. aristoLochid acid; clioquinol; clonidine; dicycloverine;- d1noprost,
(R)

A d1noprostone, difemerine furazolidone; Haemoresin ; lynoestrenol;
o .:"-medrox?progesterone; methapyrilene:.naLidixic acid; noramidopyrine;;

,iiétiig oxetorone; sulfinpyrazone; tienilic acid; tipepidine; triazolam; valproic -
' ' acid. Urgent measures taken at nat1onat level can be immediately commun1cated
to the correspondents ment1oned above.

. PI S PR S . e L . E

A e,’ ?used by the Council of Europe for the purpose of updating Resotution AP (?7)1 ?"’

formaLLy referr1ng to Articles 12 or 14 of Directive 75/319/EEC, Commwttee i}5c““i
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' the Counc1l , S -
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Pursuantfto Article 13 of wts ruLes of procedure, the COmm1ttee set .

up three panels of experts.,

, “The Working Party on Med1c1naL Products ‘of: Plant origin, ahained by B
) ‘Professor SCHNIEDERS, has not met swnce 1979 as it is awavt1ng the results B f)?
" of studies being carried out at national level, notably in Germany.

The wOrking Party on the Safety of Drugé, chaired by dr. GRIFFIN,: .

. 4-ffcompleted -its work in DPecember 1979 and its proposals have been 1ncarporated .
in the abovementnoned proposal for a Council Recommendation of & December 1980. X
"Nevertheless, 1t met on 9 June 1980 to revise ‘the progect relating tv ‘ :
h ‘mutagenvc potentwat, wh1ch will be formally subm1tted -when the propasaL for -

including the mutagenes1s test in D1rect1ve 75/318/EEC has been adopted by

The‘wokkihg Party on the Efficacy of Drugs, chaired by Dr DUKES, met
four times in- 1980, e.e,, on. 11 - 12 February, 21 =22 April, 16 = 17 JUhe

 .and 29 - 30 September and once during.the first half of 1981, namely on.

22 = 23 June,

\”'The draft concerning fixed comb1natwons of drugs has been 1ncorporated in the

proposal for a Recommendat1on of 4 December 1980.. ,

The studwes concerning card1ac glycosides and oral contraceptives have been
completed Cons1derabte dxfferences of op1nlon have emerged regard1ng the
clinical tr1als which have to be carried out in ‘the case of drugs intended

. for use in Long-term treatment, such as nonsterowd ant1*1nfkammatory agents,

i ~ant1ep1lept1cs and antiang1naL agents. The status of the work of th1s panel ’~>
»7’1s pqesented in a table, wh1ch appears in Annex V.

The consultatwon procedures are far advanced. The main obJect of the
work of the Comm1ttee s experts is to try to avo1d, in. some f1elds which )
have priority, dlfferences in the implementation by the natvonaL author1twes'
of the provisions of Directive 75/318/EEC, which relate to the standards and
procedures in respect of the testing of medicines. This work- enta1Ls a very o
onerous, consuttatwon procedure, which it is advisable to ment1on at this point.

__ The pr1or1ty subjects are determined by the Comm1ttee for Proprfetary Medic1hal

AProducts by agreement with-the Pharmaceut1cat Committee. The national _
authorxties appoint the experts they cons1der best quaL1f1ed to take part

A

_1n.the work. During the stage ,in which the projects are being drawn up,

"071
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. those/government experts usuaLLy consutt verieus expnrs s\of'%heir choise 1 . .

the universities or the Dharmaceut1ca{ 1ndustry. When' a pro;erg 1s cons1dered - ;':
by the panel to have made' adequate progress, it is submitted: to the Comm1;tee
for Proprietary. Medvcinat Products. once the Committee has. prov:s1onatty A

: accepted the text presented, it forwards it for comment to the national

author1ties, who then - consulkt the, part1es concerned at. nat1onet teveL.'
S1muLtaneousLy, the Commission sends the project to the representat1ves of
the European pharmaceut1caL 1ndustry. The observat1ons obtained are.then

' ‘stud1ed by the panet of experts over a per1od of six to ten months and a L.».' {Jf ’

def1n1t1ve draft is suomwtted to the Comm1ttee for. Proprwetar/ Medicinal: .

-,

Products for adopt1on. The cOmmasswon and, where appropriate, the Council
dec1de 1n due course upon ‘the actIon to be taken on these var1ous pPOJeCtS.-_A‘

At a joint meeting of the experts in the working oarties‘and experts
represent1ng the European pharmaoeutical 1ndustry on 10 June 1980, a certain

concurrence of views emerged at the techn1caL Level. However, the pharma—

- ceutijcal 1ndustry has on several occas1ons regretted that it had not- been

) La1d down in Art1cte 9 ‘of Directive 75/319/EEC.

formaLLy consuLted when these projects were first be1ng drawn up. The Comm1ttee
has'not yet considered 1t adv1sable to admit the industry's representat1ves .

. to the working parties.

~

In the course of\its~work, the Committee has been faced with vardious

o quest1ons raised by the nat1onal author1ties dur1ng the 1mptementat1on of the .. -

provis1ons of Directives 65/65/EEC, 75/318/EEC and ?5/319/EEC wh1ch are
d1rectty connected with the examination of appL:catvons for authorizat1on.

In the f:rst instance, these reflect1ons'conduce to more un1form'1mplee
mentation of these Directives. Thus it was that the Committee defined'its
pos1t1on regard1ng the quest1on whether certa1n preparat1ons possessed the :
character1st1cs of medicines or proprwetary medicinal products. It has also

- studied the nat1onat requ1rements for identification of colour1ng agents 1n

f1n1shed products. The work of the panels on safety and efficacy has served

to br1ng closer together ‘the points of view of the national experts concernwng

- the 1mplementat1on of Directive 75/318/EEC as’ regards pharmacologwcal and: tox1-:
 cological tests and clinical trials, while h1ghtvght1ng the var1ous d1fferences

of opinion. Furthermore, this work has greatLy fatilitated the adoptvon of the
Commvttee s op1n1ons on appL1cat1ons submitted in accordance with the procedure :

X

.



In the medium term, certa1n comments may prompt the Commission, 1f 1t :
cons1ders 1t worth-wh1le, to. make proposals for 1mproving the present
- Dwrectvves, after consutting the Pharmaceuticat COmmattee. ," .
‘s For instance, it is not eas} to interpcet Art%cle‘4(8)‘of Direct%ve )
, 65/6S/EEC, which makes provision for certamn exempt1ons concerning the ad-
‘mission of the results of pharmacolog1cat and toxacologxcal tests ‘and f,'
~ elinical tr1als. Some authorities accept an abridged doss1er if the drug 1s
well known, -The Committee has enquired about the practices in force in the
Member States because it has itself had to define its posit1on when two
abridged appl1cat1ons submitted 1n accordance with 1ts procedure have been

examined.

In.add1t1on, the Committee has taken note of post-marketing-surve1Llance
"up1Lot projects. They concern clinical trials carried out after market1ng and

"~ intended, in very spec1al cases, to enable the volume of the initial appl1ca*‘
t1on file. to be reduced in order not to deprive pat1ents for too Long -of a
. drug that 15 valuable but exerts certain rare s1de~effects wh1ch perhaps can

LI

be detected onLy as a result of a great number of observations.

Finally, the Committee has acquainted itself uith the»newiproblems
relating to the testing of substances manufactured by means -of bwoenganeer1ng
processes br1ngwng genetic maniputat1on techniques into play.,;

’
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ECHANG =5 INTRA' ET. EXTRACOMWUNAUTA RES

(Nédwcaments é usoge humawr et vetervnawre, Lﬁapwtre 39. 03 du T.D.

2

)1\

1.0 IMPORTATIONS, en millions d'UCE, T.b.C. Chapitre 30.03
. ) \ :
‘ dvin=f | S : \ o
| Ameée dUimmie e o ipeyr, | PR {17 | Mo | a-L | UK | IREL. DK
portation : o ; R by
] 197s 782 196 18 | 91| 142 | 186 | 7Y 32 40
% intra CEE| 74 % |67 % | 83 % |72%| 87 %| 79 % | 59 % | 90 % 59 %
T , .
1976 1.03¢ 1258 | 21 '417 1199 | 230 | 107 | 42 56
A% intra CEE| 72 %62 % | TTH 1% 87 K| 77 AL 59 % 87 % | 60:%
1977 1.189 . {326 | 35 |12 | 217 | 240 .| 143 | 49 | 67
% intra CEE| 73 % |63 % | 87 % 73 4| 84.%|76% | 65% |97 % | .64 %
1978 11,667 {410 | 55 {143 | 259 | 277 | 168 | 59 77
% intra CEE| . 72 %163 % | 85 %71 % 80 %| 76% | 62 % | 96% | 58%
11979 - 1.648 | 482 65 |154 | 281 | 301 | 210 | 77 82
% intra CEE|. 72 % |65 % | 78 %72 %80 %| 76 % | 65% |98 % | 59 %
1980 %) |1.849 {540 | 101 |182 | 296 | 322 -} 231 87 90 -
% intra CEE| 72 % |63 % | 7473 %| 82 %|75% | 69% |98 % 60
2. gggggTArzoNS, en millions d'UCE, T.D,C. Chapitre 30.03
| Anee d'ex=loe o Toeur. [ rr |1T | w | e-L | wc | mels | ok
| portation - e B ) . T
1975 1.786 |518 344 [116 | 126 [171 | 427 | 16 | 79
% intra CEE| 33 % (31% |26% |27 %49 %|66% | 23% |59 % | 24'%
1976 2.184 642 407 (137 | 179 |220 | 475 | 22" | 100
% intra CEE| 33 % |31 % |26% (34 %| 48 %[65% | 24 % |65 % . |24 %
1977 . |2.551 |708 | 472 172211 {266 [ 573 | 290 |20 | .
% intra CEE| 33 % (28 % |28% |30 %|51%|63% |-24% |72% 24 %
1978 |2.887 | 768 546 (175 | 232 |-317 | 681 | 34 130 .
% intra CEE| 36 % |29 % [32.% {32%|52%|65% | 20% |72%. |30%
1979 [3.136 862 | 649 |187 | 237 | 334 | 675 | 45 147
% intra CEE| 37'% |29 % |33 % |33 % |53 % |64 % |36% |71%  |32%
1980 *)  |3.801 |992 | 828 221 | 278 | 394 | 868 | 49 171 |
| % intra CEe| 35 % |30% |29 % |31 %|52%|59% [29% |69% |32%

- . *) Chiffres provisoires
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- ANNEXE 111 FORMULAIRE commuw os NOTIFICATION DES. oecxs*ows NATIONALES f

commzrfss roa PROPRIETARY MEDIC!NAL PRDDUCTS
' NOTIFICATION UNDER ARTICLE 33

State of origin _ e ) S
, Product reference'numbérs ;
s .(', ‘<
% 1. Name of the Product: __
2. Name of the licence holder: .

’ . -‘3, Quatitativé‘and quantitative particulars in terms of its active ﬁngredients
<4.ﬁPharmaceutiéal form _
_ .. 5. Method and route of administration
b. . , Vot1 fication onLy - copy to other Member States not required, a ‘
(Product with established use) o o R
T ‘Marketing Authorization granteduA " Date - . 4
DR R
/ ‘7.1 | To be brought to the attention of other Member States.
' 1 Marketing Authorxzat1on granted i . Other Action
- Date ___ S ’“4; Date '
1.1r”~ New drug substahce,sélt,or ester 2 Refused:
1.2| |New route of administration ' 3| |Revocation
1.3 New combination . ' ';'T 4 "CanceLLation 6? 2 above
A . - B Ty
1.41 I'Major new use , - 'S Proh1b1t1on of suppty N
- - o e " (Article 28)
1.5 New dosage form '~ 6f |withdrawn from market "
A e T I (Article 28 v
0T a6y i Other - . 4 Canceltat1on of 5 above
i " 8. Reasons for actipn (wheﬁefappréhfiaté)';.ﬁ _ Cancellat}on of 6 above - .
N i - T SO s : . R
! A ~ \

<

o
e T

R
~ .

bt ) R SN
2t Pt LR 2 o T

bt

JANP TR

FaEone—

.

31

i3
o
b

]

. %
B

Y
H

S

PP NTE T VP VF VU X Wit WA A g



P .

o e ot
g

ANNEXE IV o
| Sin— o .

o ‘ . . T N
LISTE DES CORRESPONDANTS NATIONAUX POUR LES: ECHANGES o xnsoanArzons 73”}'{f?’ o
PREVUS PAR LA DIRECTIVE 75/319/CEE s %" s S CL T e

LIST OF NATIONAL coanespowosurs Fon EXCHANGES oF INFORMATION AS PROVIDED e,
BY DIRECTIVE 7s/319/86CT ¢ Y )

P

B W

ECHANGE D'INFORMATIONS J . T
R -] -Directive 75/319/EEC e
EXCHANGE OF INFORMATIONS ~ . = R s
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 DERSONS RESVONSIBLE FOR INFORNATION Pirective 75/319/cEE

' B
B P

- Adresse

FType d'infor-

1 Naki e Forcticn i a e
Name and Funetion Address- Tolggh. & Telex ,matioﬁf(*} o
‘ : oo - - o Type of ' ‘
. ¥ - -~ information{w)
3, / -
. : - i . , AR
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Hr. WEVER, P. - (2)564.10.47 - W
Pharmacien : : W S B

S Il L e e s i et b

. :(*5 Ga) “u;orisationu de mise sur -Le marché / marketing author1zatxons

w2.) .ﬁtrait de lot, interdiction de détivrance / batch withdrawal,
: 4 proh1b1tzon of suppLy

>_6.)-pﬁarmacovigitaﬂcc !-drué“abnitbring.

52 auﬁor;saﬁien de’ fabfication, inspeﬁtions ! manufacturzﬂg aufhor1~

zation, inspection
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ilbirective'7513i9/CEE'
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Namg and function’

Adresse -
Address -

1 Teleph. & Telex’

.‘Type d'infor-

mation ‘()
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information()

o Bt it
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,}\

Helga Kyllingsbek - - - (02 ) 94 37 73 2
Lic. pharm, 3 | Telex 3{\ ;
: 35333 S
: ipharm 4, '
g— " ’

|

20 retraat de Lot, 1nterd1ctwon de dél1vrance / -batch u1thdrawal,
- =prah1b1tzon of supply.
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