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Kvpotikég tov Ilpmtokdériov otn Eﬁuﬂhon e v Enelepyasica Evponaixig
Qappaxonoricg Nopog tov 1991 exdiderar pe dnpoocicvon otnv Erionun Eonucpida
16 Konpraxijg Anpoxpatiag copgwva pe 1o “Apbpo 52 rov Luvtdyparog.

ApBudg 173 Tov 1991

NOMOZX KYPQTIKOE TOY ITPQTOKOAAOY XTH SYMBAZH A
THN EIIEZEPT AZIA EYPQIIA-T'KHZ ®PAPMAKOIIOIIAZ

H BovAn tov Avunpooconav yneilel og axohotfwg:

1. O napav Ndpog 8a avagépetar o Kvpotikds tov ITpotoxdAlov  Zuvornxég
o Ioppacn ya v Ens?’;epyama Eupomaucng ®appaxonotiag Népog  Titros.
Tov 1991.

2. Katd tnv évvoia tov napdvrog Népov: Epynveia.

«[Ipotéxorron onpaiver to Hpwtéxorro g 16ng Noepfpiov 1989

TOV Kpatdv—peL®V Tov Tvpfoviiov 1ng Evpdnng mov eivar coppal-

Abpeva otn ZopPaocn ywa tnv Enefepyacia  Evpomnaixvg @appo- 47 tov 1976.

komotiag v nposydpnon g Anpoxpatiag oto onoio to Yrovpyikéd

ZupPodio evékpive pe v uve’ ap. 34403 xar npepopnvia In

NoepBpiov 1990 andpach tov kai tov onoiov o ayyAtkd mpwTOTULTO

extiBetar oto Mépog A tov IMivaka xar n eAAnviky petdppacn 6to  IMivexug

, Mépog A

Mepc_)g B tov Hivaxa. Méx B

3.—(1) Me tov mapévra Nopo 1o IMpwtéxorho xupdvetal. " Kbpoon tov
Tparoxéiiov.

(2) Ze nepintoon avriBeong petald tov oto Mépog A mpwtéTumov
Ketpévou kar g oto Mépog B eAAnvikiig petdgppaong amxputsi T0 OTO
Mépocg A npetétuno Keipevo. ‘

ITINAKAZ
("ApBpov 2)
Mépog A
PROTOCOL

TO THE CONVENTION ON THE ELABORATION
OF A EUROPEAN PHARMACOPOEIA

Preamble

The member States of the Council of Europe which are Parties to the Convention -
on the Elaboration of a European Pharmacopoeia of 22 July 1964 drawn up within
the Council of Europe’s Partial Agreement in the Social and Public Health Field,
hereinafter called “the Convention”,

Having regard to the Convention and particulary to the provisions of Article 1
thereof;

Considering that the European Economic Community has adoptcd rules parti-
cularly in the form of directives which apply to the matters covered by the
Convention and that it is competent in this field;

Considering therefore that, for the purpose of implementing Article 1 of the
Convention, it is necessary for the European Economic Community to be able to
become a Party to the Convention;
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Considering that, to that end, it is necessary to amend certain provisions of the
Convention,
Have agreed as follows:

Article 1

The term ‘“national delegations” in Articles 3 and 5, paragraph 1, of the
Convention shall be replaced by the word “delegations”.

Article 2

The following text shall replace Article 5, paragraph 3, of the Convention:

“3, The Commission shall elect a Chairman from among.its members by
secret ballot, by a two-thirds majority of the votes of the delegations. The term
of office of the Chairman and the conditions governing his re-election shall be
laid down in the Rules of Procedure of the Commission. While he holds office,
the Chairman shall not be a member of any delegation.”

Article 3
The following text shall replace Article 7 of the Convention:
“1. Each of the national delegations shall be entitled to one vote.

2. On all technical matters, including the order in which the monographs
referred to in Article 6 are to be prepared, decisions of the Commission shall be

- taken by a unanimous vote of national delegations casting votes and a majority
of the national delegations entitled to sit on the Commission.

3. All other decisions of the Commission shall be taken by a three-quarters
majority of the votes cast. For these decisions, from the time of entry into force
of the Convention in respect of the European Economic Community, the latter’s
delegation shall vote in place of its member States’ delegations. It shall have a
number of votes equal to the number of its member States’ delegations.

4. However, should a Contracting Party alone possess the required majority,
the Contracting Parties undertake to re-negotiate the voting modalities no
sooner than five years after the entry into force of the Protocol, at the request
of one of them addressed to the Secretary-General of the Council of Europe.”

Article 4
The following text shall be inserted in Article 10 of the Convention, as paragraph 3:

“3. The conditions of any financial participation by the European Economic
Community shall be determined by agreement between the Contracting Parties.”
_ Article 5 _
1. A new paragraph 3 shall be inserted in Article 12 of the Convention, worded as
follows: o
“3. The European Economic Community may accede to the present
Convention.”
2. The former paragraph 3 of Article 12 of the Convention shall be re-numbered as
paragraph 4 of the same Article.

Article 6
. A new paragraph 4 shall be inserted in Article 13 of the Convention, worded as
follows: ‘

4. Paragraphs 1, 2 and 3 above shall apply mutatis mutandis to the European
Economic Community.”
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Article 7

1. This Protocol shall be open for signature by the member States of the Council of
Europe having signed of acceded to the Convention which may express their consent -
to be bound by:

(a) Signature without reservation. as to ratification, acceptance or approval; or
(b) signature subject to ratification, acceptance or approval, followed by rati-
fication, acceptance or approval.

2. No member State of the Council of Europe shall sign without reservation as to
ratification, acceptance or approval, or deposit an instrument of ratification,
acceptance or approval, unless it is already or becomes simultaneously Party to the
Convention. :

3. Any State not a member of the Council of Europe which has acceded to the
Convention may also accede to this Protocol.

4. Instruments of ratification, acceptance, approval or accession shall be deposited
with the Secretary-General of the Council of Europe.

Article 8
This Protocol shall enter into force on the first day of the month following the
-expiration of a period of one month after the date on which all Parties to the
Convention have expressed their consent to be bound by the Protocol in accordance
with the provisions of Article 7.

Article 9 .

The Secretary-General of the Council of Europe shall notify the member States of
the Council, any other Contracting State to the Convention and the European
Economic Community of:

(a) Any signature;

(b) the deposit of any instrument of ratification, acceptance, approval or
accession;

(c) any date of entry into force of this Protocol in accordance with Article 8;

(d) any other act, notification or communication relating to this Protocol.

In witness whereof the undersigned, being duly authorised thereto, have signed this
Protocol.

Done at Strasbourg, the 16th day of November 1989, in English and in French,
both texts being equally authentic, in a single copy which shall be deposited in the
archives of the Council of Europe. The Secretary-General of the Council of Europe
shall transmit certified copies to each member State of the Council of Europe, to any
other Contracting State to the Convention and to the European Economic Community.

For the Government
of the Republic of Austria

For the Government
of the Kingdom of Belgium

For the Government
of the Republic of Cyprus -

For the Government
of the Kingdom of Denmark
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MEPOZ B
IMPQTOKOAAO

I'A TH ZYMBAZH ZXETIKH ME THN EIIESEPTAXIA
EYPQITA I'KHX ®PAPMAKOIIOIIAZ

Ta Kpdam-Méin tov ZuvpPovAriov tng Evpdnng, ZvpPardidpeva Mépn ot
TopBaon e v Enefepyacia tng Evpona-i-krig ®appaxkonotiag tng 22ag Iovhiov
1964 mov ouvviaybnke ote mhaicwa tng Mepikiic Zupgoviag tov ZvpPovriov g
Evpanng otov Kowowviké Topéa kot otov Topéa tng Anpdoiag Yyeiag, n onoia otn
ouvvéyeia Ou avagépetar wg «n Zoupaocny,

Aappavovtag vréyn tn ZopuPaoct xatr Wwitepa doa npofiimovrar oto “Apbpo 1

avtig,

Extyuaovrag 61t i1 Evponaiky Owovopkry Kowvétnta éxer vioBetiost kavioveg
e1d1k6TEpE OTN POPYPT 0dNYIAV IOV epapuoloviar ota Bépata mov xahbdnTovial and
™ Zopfaon kai 6tt eival appddia oTov TopEa avto,

Extipdvrag emopévag 611, pe oxond va teei og 1oyb 10 "Apbpo 1 g Topfaong,
givar anapaitnto va ecivar oe Bion n Evpornavky Owovopmxrp Kowémra va
xaraotei TupPaiiopevo Mépog ot ZopuPaon. ‘

Extipdvrag 611, mpog 10 oxomd avtd, eivar anapaitnto va Pedtiwbolv opiouéveg
SwatdEerg e TopuPaong, cvppdvnoav ya Ta axéiovba:

"ApBpo 1

Zta apBpa 3 xar 5, napdypagog 1 g ZopPacng o Gpog «ebvikég aviinpoowneieg
aviikafiotatal and Tov 6po «aVIIPOCONEIEH.
"ApBpo 2
To axdérovBo xeipevo avuikabiotd tnv napdypago 3 tov "ApBpov 5 g
Zoppaong: .

«3. H Emtpomyy 6o exAeyei puetald tov peddv g Ipdedpo pe pvoniki
yneogopia kai pe mAeloyn@ia 6V0 TpiteV TOV YOV TOV aviinpocwncidv. H
Onteia Tov MMpoédpov, kabBdg kol o1 TpoinoBicelg oyeTikd pe TNV enavekioyn
Tov, 8a xaoBoproBolv otov Ecwtepiké Kavovioud tng Emrpomic. Katd
Sudpkean g Onreiag tov, . o IIpdedpog dev pmopei  va eivar pélog
avunpoconeioagy. '

"ApBpo 3
To akélovBo keipevo avrikabiotd 10 “Apbpo 7 tng ZopuPaong:
«1. KdBe efvikrj avtinpoooncia 8a £y Sikaiopa piag yripov.

2. Tw 6ka ta teYvikd Ofpata, nepihapPavopévng kot tng oelpdc, pe v
onoia Ba npénet va eTowpacTodv o1 povoypagieg mov avapépovial oto “Apbpo
6, ov amogpdoelg tng Emtpomic Ou AauPdvoviar pe opdewvn yieo tev
evikdv avrimpocwoneidv mov AapPdvovv pépog otnv yn@ogopia, Kai UE
nmAeoyn@ia TV E0VIKOV AVTITPOSONELGV OV XYoLV dikaimpa napovciog 61NV
Emutponty.

3. ‘Okeg ov drheg amogdoelg tng Emtponmric 6a Aapufdvoviar pe tnv
TAsloyneia tov TPV TETApTOV TeV Yiijewv. INa tig atogdosilg avtég and
otuypy epappoyric g LopPaong évavir g Euvpona-ikig Owkovoptknig
Kowémrag, n avunposoneia tg Kowdmrag o ovppetéyer otnv yneogopia
avti yia Tig avunpooconeieg tov Kpatov-Merlov tng xar Ba diabéter apibuod
y1igav igo pe tov apBud tov avunpoconeldy 1ov Kpatdv-Merdv tng.

4. ItV nepintoon nov éva TvpParlépevo Mépoc, anoxtriost pévo Tov TV
anaitobpevn nAetoynepia, ta ZvuPariopeva Mépn Seopsboviar va erava-
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StanpayparevBoiv tig dradikacieg TIg o eTIKEG HE TIG YNQOYOPiE, TO vapitepo
névie ypovia petd t Béon oe 1oyb Tov IIpwrokéAriov xar epdoo Sratvnwbei
and éva ZvpParlépuevo Mépog oyeTikd aitnpa mpog 0 T'evik6 I'pappatéa tov
Zupporiov tng Evpdnng.».

v "ApBpo 4
2to "ApBpo 10 tng TopPaong npootifetar 1y e€rig Tapdypapog 3:
«3. O 6potl yia TNV evIeXOHEVT] OLKOVOUIKT ovpuetoyr ¢ Evpomaikig

Owovoptknig Kowodtnrag 8a kabBopiotodv pe ovpgovia petald tav EuuBah-
Lopéveov Mepdv.».

"ApBpo 5
1. 10 dapBpo 12 tng ZopPaocng Siapopedvetar 1 tapdypapog 3 og e€fg: -
«3. H Evponarxf Owovopxyy Kowdtnro pnopei va npooywpiicer otnv
napodcsa ToppacTy».

2. H mpomnyovpevn napuypa(pog 3 tov dpBpov 12 tng ZopuPaocng, ywetal nupa-
Ypa@og 4 tov idiov dpbpov.

"ApBpo 6
210 (ipepo 13 g Zopupacng npocneemt véa napa'ypaq)o; 4, Swrtvnopévn g
ebrig:

«4. Ov mapdypogor 1, 2 xat 3 Ba epapudloviar mutatis mutandis ctmv
- Evponaix] Owovouxt Kowvotnta.n,
‘ "Apbpo 7

1. To napév IIpwtékorro Ba sivar avoiktd mpog vroypagrn and ta Kpdtn-Méin
touv XupPovriov g Evpdnng mov €xouvv vmoypayer 1) nmpooywpricer mpog 1t
ZopPaocn, kot 1a omoin eivar Suvatd va ampp(ioovv ™ ovykatdfecr tovg yu
déopevon pe:

(@) Yroypagr yopic emedratn g npog emxvpmon, arodoyr 1 £ykpion, 1
(B) vmoypagr pe emedhaln wg mpog emkdpwon, arodoyn 1 £ykpion, n onoia
ovvodeletat and emkvpwoT, anodoyn 1 Eyxpiomn.

2. Kpdrog-Méhog tov ZvpBouvriov tng Evpéonng dev eivar duvatd va vroypayer
yopic em@draln wg mpog emkdpoon, anmodoyn 1 €ykpion 1| va karabécer to
opyavo emxdpoong, anodoyrg 1 Eykpiong, yopig va givar 18 1 va kabictatar
ovyypoved Zupparidpevo Mépog otn Toupaocn.

3. 01r0108m:o1:5 Kpdrog un péhog tov XupPouvriov g Evpdmng movu axat
npooywpnoel otn LopPaocn, eivar dvvatd va npooywepnoet eniong oto Iperékoiro
avtd. .

4. "Opyava emkvpeong, anodoyis, £YKpione 1 Tpocydpnone xatatifevial 6To
T'evik6 Tpappatéa rov Topfoviiov g Evpdnng.

"Ap6po 8

Tov nopdv Ilpetéxorlro Bao teBei o oy TNV mPpATH Muépa oL pijva mov

akolovfei TV exnvor| nepiddov evog unvdg petd tmv nuepounvia Katd TV onoia

OAa ta TupPariopeva Mépn tng Topfaong fa exouv exppdoet Ty Zuykatdfeor) Tovg
va SeopevBodv péow tov MpatokéAiov, o cuppovia pe Tig Sratdterg Tov “Apbpov 7.

"ApBpo 9
O T'evikdg Ipappatéag tov TvpBovriov g Evpdnng 8a xowonowei ota Kpdn-

MéAn tov ZupPovriov, ot omorodrinote dhdo ZvpBarldupevo mpog t ZdpuPaon
Kpdtog xat otnv Evponaikr Owovourkry Kowdtnra:
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(a) Kdbe vroypaei,
(B) v xatdfeon kdbe opydvov emixdpwong, amodoyrg, Eykpiong N Npooy®-
pnong,
(y) omowdrinote nuepounvia 6éong oe 1oyd Tov [Ipwroxdriov copgova pe 10
"Ap6po 8,
(8) omowdnnote dAln mpdén, xotvomoinon 1} avakoivwon nov oyetiletal pe to
IMpwtoxoiro. . )
O1 vroyeypaupévol, appodiog e€ovotodotnuévor yi° avtd, vréypayav 10 TapoV
ITpwtéxorro.
"Eyive oto ZtpacBoipyo, otig 16.11.1989 otn F'arhikt) ko v Ayyiuxni yAdooa.
Kai ta 800 keipeva eiva efiocov avBeviikd xar 8o katateBovv oe &va pdvo
avtiypago ota apyeia tov Tuppovriov g Evpdnng. O Tevikdg Tpappotéag tov
ZupPovriov tn¢g Evpanng Oa kowvomorioel kvpopéva avtiypogo ot kdfe Kpdrtog-
Méhog tov ZupPoviriov tng Evpdnng, o€ onorodrinote dAho Zuufaridpevo mpog ™
ZopBaon Mépog kar atnv Evpona‘vrkr Owovoukry Kowétnta. '



