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MINAZ
(" ApBpov 2)
MEPOZ MNMPQTON

EUROPEAN AGREEMENT
ON THE EXCHANGE OF TISSUE - TYPING
REAGENTS

The member States of the Council of Europe, signatory hereto,

Considering that tlssue-typmg reagents are not available in unlimited
quantities ;

Considering that it is highly desirable that member States, in a spirit
of European solidarity, should assist one another in the supply of these
tissue-typing reagents, should the need arise ;

Considering that such mutual assistance is only possible if the chara-
cter and use of such tissue-typing reagents are subject to rules to be laid
‘down jointly by the member States and if the necessary import facilities
and exemptions are granted.

Have agreed as follows :
ARTICLE 1.

‘ 1. For the purposes of this Agreement, the expression tlssue-typmg
reagents "’ refers to reagents of human, animal, plant and other origin, used
-for the determination of tissue-typing.

2. The provisions of Articles 2 to 6 of this Agreement shall also apply
to cells of known antigenic composition to be used for the investigation of
typing reagents.

ARTICLE 2

The Contracting Parties undertake, provided that they have sufﬁCIent
stocks for their own needs, to make tissue-typing reagents available to
other Parties who are in need of them and to charge only those costs of
collection, processing and carriage of such substances and the cost (if any)
of their purchase.

ARTICLE 3

Tissue-typing reagents shall be made available to the other Contracting
Parties subject to the condition that no profit is made on them, and that
they shall be used solely for medical and scientific, i.e. non-commercial,
purposes and shall be delivered only to laboratories designated by the
governments concerned in accordance with Article 6 of this Agreement.

ARTICLE 4

- 1. The Contracting Parties shall certify that the provisions as Iald down
in the Protocol to this Agreement have been observed.

2. They shall also comply with any rules to which they have subscribed
with regard to international standardisation in this field.

3. All consignments of tissue-typing reagents shall be ‘accompanied by
a certificate to the effect that they were prepared in accordance with the
specn‘ncatlons in the Protocol. This certificate shall be based on the model
to be found in the Annex to the Protocol.

4. The Protocol and its Annex constitute an administrative arrangement
and may be amended or supplemented by the governments of the Parties
to this Agreement.
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ARTICLE 5

- 1. The Contracting Parties shall take all necessary measures to exempt
*_from ‘all import duties the tissue-typing reagents placed at their dlsposal
by ‘the other Parties.

2. They shall also take all necessary measures to provnde for the

speedy delivery of these substances, by the most direct route, to the con-
signees referred to in Article 3 of this Agreement.

" ARTICLE 6
The Contractmg Parties shall forward to one another, through the
Secretary General of the Council of Europe, a list of the national and/or
regional reference . laboratories, empowered to issue. certificates as pro-
'vided in Article 4 of this Agreement and to distribute :mported tlssue-typmg

reagents
ARTICLE 7 ’

1. This Agreement shall be open to signature by the member States
“of the Council of Europe, who may become Parties to it either by :

(a) signature wnthout reservatlon in_respect of ratnflcatlon or..accep-
tance ‘or

(b) signature with reservation in respect of ratn‘lcatlon or acceptance
followed by ratification ‘or acceptance.

Instruments of ratification or acceptance shall be deposﬁed with the
Secretary General of the Council of Europe.

ARTICLE-8

1. This Agreement shall enter into force one month after the date on
which three member.States of the Council shall have become Parties to the
Agreement, in accordance with the provisions of Article 7.

2. As regards any member State who shall subsequently sign the
Agreement without reservation in respect of ratification or acceptance or

“who shall ratify or accept it, the Agreement shall enter into force one month

- after the date of such signature or after the date of deposnt of the instru-
ment of ratification or .acceptance. - A , o -

ARTICLE 9

1. After the entry into force of this Agreement, the Committee of Mini-
sters of the Council of Europe may invite any non-member State to accede
thereto.

2. Such. accession shall be effected by depositing with the Secretary
‘General of the Council of Europe an instrument of accession Wthh shall
take effect one month after the date of its deposit.

ARTICLE 10

1. Any Contracting Party may at the time of signature: or when dep03|t-
- ing its instrument of ratification,. acceptance or-accession; specify the terri-
tory or territories to which this Agreement shall apply.

2. Any Contracting Party may, when depositing its instrument of
ratification, acceptance or accession or at any later date, by declaration
addressed to the Secretary General of the Council of Europe, extend this
Agreement to any other territory or territories specified in the declaration
and for whose international relations it is responsible or on whose behalf
it is authorised to give undertakmgs

3. Any declaration made in pursuance of the preceding paragraph may,

“in respect. of any territory.mentioned in such declaration, be withdrawn
‘according to the procedure laid down in Article 11 of this agreement.
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ARTICLE 11

~1. Any Contracting Party may, in so far as it is concerned, denounce
'thIS Agreement by means of a notification addressed to the Secretary Gene—
ral of the Council of Europe.

2. Such denunciation shall take effect six months -after- the date of
‘recelpt by the Secretary General of such notlflcatlon , ’

ARTICLE 12

. The Secretary General of the Council of Europe shall notify the member
;"States of the Councﬂ and any State which has acceded to this Agreement
B (a) any s1gnature without reservat|on in respect of ratlﬁcatuon or

acceptance

(b) any signature with reservation in respect of ratifidation or
‘acceptance ’ ’

(c) the deposnt of any instrument of ratification, acceptarice or
accession ; : ‘ ‘ C

(d) any date of entry into force of this Agreement in accordance with
Article 8 thereof ;

(e) any declaration received in pursuance of the provnsnons of para-
graphs 2 and 3 of Article 10;

(f) any notification received in pursuance of the provisions of Article
11 and the date on which denunciation takes effect ;

(g) any amendment of or supplement to the Protocol and its Annex
-under Article 4, paragraph 4 of this Agreement.

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

.. Done at Strasbourg, this 17th day of September 1974, in the English
and French languages, both texts being equally authoritative, in a single
copy.which shall remain deposited in the archives of the Council of Europe.
The Secretary General of the Council of Europe shall transmit certuﬁed
copies to each of the signatory and acceding States.

PROTOCOL TO THE AGREEMENT

GENERAL PROVISIONS
SpeCIflmty

: A. Tissue- typmg reagents to be used in cytotoxuc techmques on. Iym-
phocytes

These reagents must when used accordlng to the techmque recom-
mended by the producer, react with all lymphocytes known to contain the
antigen (s) corresponding to the specificity (specificities) mentioned on the
label. They must not react with any cell known not to contaln this antlgen
(these antigens).

“When these reagents are used according to the technique recom-
mended by the producer there must be no evidence of any interfering 'sero-
logical phenomena such as:

(a) prozone effect ;
(b) anticomplementarity.

B. Tissue-typing reagents for use in a complement ﬁxatlon technlque
on platelets.

These reagents must, when used according to the techmque recom-
mended by the producer, give complement fixation with all platelets known
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to contain the antigen (s) corresponding to the specificity (specificities)
mentioned on the label. They must not give complement fixation with any
platelets known not to contain this antigen (these antigens). .

When these reagents are used according to the technique recom-.
mended by the producer there must be no evndence -of any interfering
serological phenomena such as:

- (a) prozone effect;

(b) anticomplementarity

2.. Potency -

A. Tissue- -typing reagents to be used m cytotoxuc techmques on lym~‘
phocytes ’

"~ The title of such a reagent is determined by making successive ‘twofold
dilutions of the reagent under study in inactivated AB serum from a donor:
negative for the antigen (s) corresponding to the antibody (antibodies) in
the reagent who should also not have been immunised against tissue
antigens by tranfusion, pregnancy or other means. Each dilution is then.
tested with lymphocytes known to contain the corresponding antigen (s) in
the reagent, using the technique recommended by the producer. The title
is the reciprocal of the figure representing the highest serum dilution in
which a significantly positive reaction occurs, the dilutions being calculated
without the inclusion of the volume of the corpuscular suspension or any
other additive in the total volume.

- B. T|ssue-typ|ng reagents for use in a complement fixation technique
on platelets ’

The title’ of such a reagent is determined by making successive two-
fold dilutions of the reagent under study in 109, inactivated AB serum in
Veronal buffer. Each serum is then tested with platelets known to contain
the antigen homologous to the antibodies in the reagent, using the tech-
nique recommended by the producer. The title is the reciprocal of the
figure representing the highest serum dilution in which a significantly posi-
tive reaction occurs, the dilution being calculated without the inclusion of
the  volume of the corpuscular suspension or any other addltlve in the total
volume.

" Further provisions, for tissue-typing reagents to be used in cytotoxic
techniques on lymphocytes as well as for reagents to be used in a com-
plement fixation technique on platelets :

3. Preservation

Tissue- typlng reagents may be preserved in the liquid or in the dried
state. Liquid reagents shall be kept at a temperature not above —70°C,
dried reagents at a temperature not above +4C.

Thawing and refreezing of the reagents during the perlod of storage
must be avoided as much as possible.

Dried reagents shall be kept in an atmosphere of inert gas or in vacuo
in the container in which they were dried and which shall be closed so
as to exclude moisture. A dried reagent must not lose more than 0.5%, of
its weight when tested by further drying over phosphorous pentoxide at a
pressure not exceeding 0.02 mm of mercury for 24 hours.

‘Reagents shall be prepared with aseptic precautions and shall be free
from bacterial contamination. In order to prevent bacterial growth the
producer may decide that an antiseptic andfor antibiotic shall be added to
the reagent. In such cases the reagent must still fulfil the requirements
for specificity 'and potency in the presence of the added substance.
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:‘The above also applies to any other additives such as antlcoagulants
Reagents after thawing or after reconstitution, should be transparent and
should not contain any sediment, gel or visible particles.

4 Stablllty and expiry date ’ -

“Each-reagent, when kept under the appropriate conditions of storage
should retain the requisite properties for at least one year.

The expiry date of a reagent in the liquid state as given on the label a
shall be not more than one year from the date of the last satisfactory
test. The expiry date can be extended for further perrods of one year by
repetition. of potency tests.

"The expiry date of reagents in the drled form as grven on the label-
shall be.in accordance with. evidence. obtalned from experlments on stab|I|ty

5 ‘Dispensing and volume

" Tissue-typing reagents shall be dlspensed in such a way and in such 4
volumes that the reagent in one container is sufficient for.the performance
of tests with positive and negative control corpuscles in addltlon to the
performance of tests with .the unknown corpuscles.

. 'The volume in one -container- shall be such that the contents can, if
necessary, be used for the performance of the approprlate tests for potency
as. described .in-this Protocol.

6. Records and samples

-Written récords shall be kept by the producmg laboratory of all steps
in the production and control of tissue-typing reagents. Adequate samples g
of .all reagents issued shall be retained by the Iaboratory, until it can be '
reasonably assumed that the batch is no longer in use.

7. Shipment - ‘ o

Frozen reagents must be shipped in such fashion that they remain’
frozen until arrival. Care must be taken to protect reagents against inacti-
vation by the entry of COs. Dried reagents may be shlpped at ambient.
temperatures .

8. Labels, leaflets and certlflcates

- Two labels, one printed in English and one in French, in black on whlte
paper -shall be affixed to-each final contamer and shall contain the follow-
ing information :

(a) name and address of producer;

(b). name of the .reagent as it appears in the heading of the relevant
spemfucatron

{c) name and amount of antlseptlc and/or antibiotic, if present or
mdrcatuon of absence ;
- (d) the volume or, where the reagent is dried, the volume and compo-
sition of the fluid needed for reconstitution ;
o (e) expirydate ;
(f) batch number ;
- (g) conditions. of storage ;
{h) results of the test for HB-Ag :
‘Moreover; these labels or the labels of the carton enclosing several *

fmal containers; or the- leaflet accompanylng the containers, shall. contam
the :following information ;

- (@) full name and address of producer ;

{b) name of the reagent as it appears in the headmg of the relevant *
specification ;
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(c) the volume or, where the reagent is dried, the volume and compo-
sition of the fluid needed for reconstitution ;
(d) date of iast potency test ;
(e) expiry date (if any);

(f) batch number ; A
(g) adequate description of the method of use recommended by the

producer ;
(h) conditions of storage of unopened ampoules and precautxons to

be taken after opening ;
(i) exact composition, including antiseptic andfor antibiotic if any ;
(i) statement whether the product contains or does not contain matenal
of human origin. :
Each consignment shall be accompamed by a certificate as provided
in Article 4 of the Agreement and the Annex to the present Protocol.
Examples of label and leaflet are attached to the present Protocol.

ANNEX TO THE PROTOCOL
European Agreement on the Exchange:
of Tissue-Typing Reagents
Certificate
(Article 4)
NOT TO BE SEPARATED FROM THE SHIPMENT
........................ 19...
(place) (date)
Number of " The unders:gned certifies that the shipment specnﬁed

packages in the Margin ......ccooiiiiiiiiiii

..................

.................. one of the bodies referred to in Article 6 of the Agree-

Batch No. ment, is in conformity with the specifications of the Pro-
tocol to the Agreement and can be delivered immediately
to the consignee (name and place).........cc.cceveieieenannn...

..................

..................

(stamp) (signature) (title)

..................

MEPOZ AEYTEPON
EYPQMA'I'KH SYM®ONIA MEPI THEZ ANTAAAATHZ
ANTIAPASTHPION MPOZAIOPIZMOY TOY TYNOY TON IZTON
~ Ta vnoypayavrta TRV napodoav XupBaoiv. Kparn—péAn Tou Zup60u-
Aou The Edponnc,
/\ap60vovm on’ éyiv 6T Ta ovnﬁpaompla npooﬁloplopou TOU TUMNOU
TV ioTdv dév egivar diaBéoipa sic anepiopioTouc nogdéTnTac
Achavovm on’ oyiv 611 gival EEQIpETIK®G snleuunrov 6énwe 1a Kpartn—
péAn, év nveopan Edpwnaikic aAAnAsyyune, xpeiac kalouonc BonBoiv
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a)\)\n)\a &v il npopnesm TRV sv )\ovw dvTidSpaaTnpiwv npocﬁloplopou ToU
TOMOU TOV ICTAV

AapBavovra un’ éyiv 16 yeyovoc, 6T A Toiaun auouBala Bondeia kabi-
orarar duvarrn pévov £av o6 XOPaKTAP Kai 1 XpNOIC ToloUTwy avTidpaoTn:-
pnwv npooSnoplopou TOU TUNOU TV iOTOV Unoxen gic kavovac Taenoo-
pEvouc ano koivod Und Tmv Kpava——ps)\wv kai napaoxebolv ai davay-
Kaial gicaywyikai dicukoAlvoeic kai anaAAayai,

Zuvepuwvnoav wc akoAolBwg :
APOPON 1

1. Aia Touc oKonoug Tnc nopouonc: Zup(pu)vmc n (ppuonc «ovnﬁpo-
orpia npoodiopiopol ToU TUMoU TV ioTWV> avagéperal eic 1@ avBpw-
nivng, CwikAc, @QuTIkAC A £Tépac npos)\suoswc cvnSpoompla Xpnoipo-
riolotpeva dia Tov” npoo&oplopov TOoU TUNOU T®V iCT@OV.

2. Ai diardéeic Tov "ApBpwv 2 éwc 6 TNc napolonc Zupguviag
TUYXGVOUV (OaUTWE £QAPUOYAC_ Kai £ni KUTTApWV YVWOTAG AvTiyovikia
OUVOECEWC XPNOILOMOIOUHEVWV DIG THV PEAETNV TV &v Aoyw avridpa-

oTnpiwv.
APOPON 2

Nooupévou 611 diabétouv £napkiy dnobeuara npoc kKGAuyiv TV idiwv
autowv avaykav, Ta ZupBaAidusva Mépn avaAiapBavouv Triv UnoxpEwoiv
va Bétouv eic TRV d1aBeciv £Tépwv Mepwv, £xéviwv avayknv TolTwvy,
avridpaoripia npoodiopicyou ToU TONOU TV iOTWV Kai va npoBaivouv gic
TMv xpéwonv auT@v pc')vov d1a Tv danavwv cuAdoyne, éncEspyaciac Kai.
HETAQOPAC T@V TOIOUTWV OUCIOV WE Kai TWV (onmv&nnom YEVOUEVWYV)
danavv ayopac ToUTwv. A

APOPON 3

- Ta avmidpaoinpia npocdiopiopold 10U TUNou TV iotv BOa TiBevral
gic v d1a0sov Tv Aoinwv ZupBaAiopévwv Mepiv Uno Tov dpov 611 Stv
84 npayyoTonomjtal kKEPdoc £n’ aut®v Kai 0Tl Tauta 84 xpnoigonoi®wvTal
AnoKAsIoTIK@OC &' iaTtpikouc Kai £ntoTnuovikouc, ATol 31 MR £unopIKoUC
okonouc kai 6d ncpaSiSwvml povov eic TG UNO TWV E’;v&a(pepopévwv
Ku6€pvnoswv kaBopidépeva épyaotipla cuppovwe npoc 16 “Apbpov 6 Tic
napouonc: Zuppuwviac.

APOPON 4

1. Ta ZupBaAAopeva Mepn déov va nicTonololv TV TNPNoIV TOV dia-
taewv aitivec ékribevrar €v 10 lMpwtokdAw TAC napolonc Zupgwviac.

2. TaoTta o@eilouv énionc va cupuoppoUvTal NpOC 0ioUGDNNOTE Kavo-
vac Touc onoiouc évunoypaguwe Exouv anodexBn &v oxéoesl npodc TRV Sicbviy
nporunoncinciv £€v 1@ nediw ToUuTw.

3. "Anaoai ai anocTtoAai avridpaoTtnpiwy Npoodiopiopol Tol TUMOU TOV
iotTv 04 ouvodelwvrar 0OnNd mioTonmoINTIKOU £v Th $&vvoig 6T nape-
okeuGobnoav cuppd®vwe Npoc Tac npodiaypagdc Tou lMpwTtokoAhou. To
nioronoinTikOv T00TO B4 £peidnTal £€ni ToU npotunou Tou nepiAapBavouévou
¢v 1@ Mapapthuat 1o MNpwTtokdAdou.

4. To I'Ipr()Ko)\)\ov Kai 10 ﬂapdpmpo auTtol ouvioToUV 6|0|KnT|Kr'|v

Slsueemonv kai S0vavrai va Tpononoi®vral fi oupnAnp@vrar tnd TGV KuBep-
vnoswv Tov Mepdv TAC napouonc Zuppwviac.

APOPON 5

1. Ta ZupBaAldueva Mépn déov va AdBouv aGnavra TG Gvaykaia
pétpa D16 TRV and navroc cicaywyikol daopold dnaAlaynv TV aGvTidpa-
oTnpiwv npoodioptopyold TOU TOMOU TV ioTwv, dTiva TiBevral gic Thv dia-
Beoiv aUT@Wv UNO TV Aoindv Mepmv.
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2. Tauta d¢ov €niong va AaBouv anavra Ta OVOYKQIO pETpa d1G TAV
e€aopaiiov TGXSIOC napaSooawc TOV &V Aoyw ouci®v, dia Tnc nAéov
euBeiac 6dou, eic Toug v "ApbBpw 3 TAC napouonc ZupPwviac ava@epo-
pévouc napaAnnrac.

APOPON 6

Ta ZupBaMhdpeva Mépn déov va anooteilouv gic GAAnAa, peow TOU
levikou Tpappatéwce To0 ZupBouliou The Evpwnng, katdAloyov TV £0vi-
KOV Kai/f NEPIPEPEIAKWY  NPOTUNWY ¢pyaotnpiwv, €€ouciodoTnuévwv va
€kdidouv TG ¢v "ApbBpw 4 Thc napouonc Zupgwviac npoBAendpeva noro-
nOInTIKG Kai va diavéuouv Tt moayopeva AvTiIdpaoThpia npocdiopicpol ToU
TUNOU TWV iOTMV.

APOPON 7

‘H napotoa_Zuugwvia eival avoikt npodc Unoypagnv ond Tov
Kparwv ueA®v TOU Zup60u)\|ou TnC Etpwnne, amiva duvavrar va kara-
ortodv ZupBaAlopeva Mépn auTiic eite—

(a) or unoypotpﬁc dveu gm@uAafewe we nNpoc THV ENIKUPWOIV f

0n050xnv A
(B) o unoypaenc per’ am(pu)\oanc WS NPOC TRV €niKUpWOIV_ 1
anodoyxnv, akoAouBoupévne UNO THG £nIKUpWOoswe f anodoxnc.
2. Ta &yypaga TNC €nikupwoswc f danodoxifc kararibevral napad T®
(evik® [pappatel ToU ZupBoudiou The Eupwnnc. :

APOPON 8

‘H napoﬁou Zuu(pwvia ('ipxsml ioxuouoa HETA napeAeuctv €voc
pNvoc ano TG nuepounviac kab' fv Tpia Kpdtn—peAn Tou Zup60u)\|ou
iBsAov KOTGOTI‘] 2upBalAopeva Mépn Tnc Zugpwviac, CUNQPWVWE NPOC Tag
diard&eic Tod "ApBpou 7.

2. "Evavri navroc Kparouc—péAouc Onep PETayeveOTEPWES UNOYPAPE!
v Zupgwviav dveu’ enipuAdEewe we npoc TRV EmKUpwaolv i anodoxnyv,
fj 6nep perayeveoTEPWC £nMIKUPOI fj anodexetar Tautnv, i Zuppwvia BEAsr
Gpxetai ioyUouoa peTd nap€Asuoiv €voc pnvoc anod Thc nfuepounviac Thc
tolalTNe Unoypaenc fj and TRc nuepounviac TRc karabéoswe 1ol £yypagou
£nikupwoswe R anodoync.
APOPON 9

1. Mera v évapliv ioxvoc Tnc napouonc Zupgwviac, i €€ Ynoup-
yov ‘Emtpony toU ZupBouldiou Thc Eupwnnc divatal va kaAéon nav
Kpatoc pn péloc é6nwe npooxwpnon eic tautny.

2. 'H Toialtn npooxwpnoic npayuatonoieitat 0id kdatabéoswe napa T
Mlevik® Mpapparei ToU ZupBouAiou Thc EUpwnne £voc €yypagou npooxw-
prioewc 6nep OéAel napayer €vvopov anotéAecpa HPETA nopEAguciv £voc
unvoc and TAC nuepounviac Thc katabécewc Tou.

APOPON 10

1. Mav ZupBaAAoduevov M&':poc: Suvaral, kata TOV xpévov The Uno-
ypagnc fi Tc karaBéoswe TOU oOikeiou avTou gyypagou smKupwoawc. ano-
Soxnc A npooxwpnoewc va Koeoplon AV sSa(ler]v énikpaTeiav f €mKpa-
teiac £¢° Qv BEAer Tuyxaver égappoync f napovoa Zupguwvia.

2. Nav ZupBaAAopevov Mépoc dlOvartal, étav katabétn 16 OiKeiov
altoU &yypagov £nikupwoewe, anodoxnc fj npooxwpnoswc i kad oiav-
dAnoTe petayeveoTépav nuepopnviav, dia dnAwoewe drneubuvopévne npodc
Tov INevikov Mpappatéa 100 ZupBouliou Thc Elpwnng, va énekrteivn v
napotoav Zup@uwviav kai €@’ oiacdnnore €Tépac £dagikne €nikpareiac A
énikpateiwv kaBopilopyévwy £v TR dnAwoer kai d1a Tac digbveic oxéoeiq
7OV onoiwv gépsl THV £0B0Ovnv fj 810 Aoyapiacuodov Tdv onoiwv sivar £Eou-
alodotnuévov va avaAauBavn unoxpewoeic.
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3. Naoa dnAwoic yevopévn cup@uvwe npdc TRV nponyoupévnv napd-
ypagov dlvartal, &v axéoel npdc oiavdAnoTe €v T TOIQUTH SNAWOE! Pvnuo-
veuopEvnv £dagiknv enikpareiav, v avakAnbn oupgovwe npoc TRV £v
"ApBpw 11 TAc napolonc Zupgwviac kabopilopévnv diadikaoiav.

APOPON 11
1. Mav ZupBaAloéuevov Mépoc duvartal, kab®' doov agopd tic £autod,
va katayyeiAn TRV napoloav Zupguwviav di1d yvwotonoioswc angubuvo-
pevne npoc 1oV levikov Mpapparéa tou ZupBouldiou tAc Evpdnnc.
2. 'H Toialtn karayyeAia napdayesl €vvopov anotéAecua HETA napéAeu-
oiv €€ pnvv ano TAc nuepounviac AnYewc TG €v AOYw YVWOTOMNOINCEWS
Unoé Tou evikoU Fpappartéwc.

APOPON 12

‘O Tevikoe Tpapparete Tou ZupBouliou The Elpwnnce ogsider va
yvwortonoiy npoc 7a Kparn—péAn 1o0 ZupBouliou kai npoc nav Kpdrog
npooxwpnoav &v T napolon ZupewWVvig—

(a) ékaortnv Unoypagrv dveu em@uUAGEewc We NPOC TRV EMKUPWOIV
i dnodoxnv’

(B) €kdaornv Unoypagnv psT en@uAdEewe WC npoc TNV EMKGPWOIV
fi anodoxnv.

(v) THY katabeov navroc £yypagou £nikupwoswe, anodoxhc A npPoo-
XWPNOoEWS’

(6) €KAotV npspopnvmv svopEewc ioxsoc TG napouonc Zupgwviac
cuppwvwe npoc 170 “ApbBpov 8 autng

(e) éxaotnv dnAwoiv AneBsioav cuppwvwe npoc Tac diarageic Tov
napaypdewv 2 kai 3 Tou "ApBpou 10°

(o1) £KAOTNV  YVWOTONOINGIV AngBeicav QUUPLVWE NPOC TaC diara-
Eeic ToU “Apbpou 11 kai TV nAuepounviav kad’ fv n karayyeAia napayer
gvvopov anotéAsoua’

@) SKCIOTI]V Tpononoinoiv A oupn)\npwmv TOU ﬂprOKoMou Kai TOU
MapapTrparoc atTold duvaper Tod “Apbpou 4, napoypoqmc 4 TNc napou-
onc Zuppuwviac.

Eic_paptupiav TOv avwtépw oi Unoyeypappévol, dedviwe npde TouTo
sEouonoSomBswsc unéypayav Trv napoldoav Zup@wviav.

‘Eyéveto év Z1pacBolpyw, TAv 17nv fuépav Tou pnvoc ZenteubBpiou,
1974, ev 10 'AyyAikQ kai FTaAAKD YA®OON, AU@OTEPWY TMV KEIPEVWY TOUTWV
ovrwy £E joou avuBevrikv, €ic anAolv avriypagov éngp BéAel napapeivel
karatebeipévov év Toic dpxeioic Tol ZupBouliou TR Edpwnne. 'O levikog
Mpappartete tou ZupBouldiou TAc Evpwnne B4 diaBiBaon kekupwpéva avri-
ypaga cic €v gkaotov TV UNOYypa@oviwy Kai npooxwpouviwv Kpatdv.

NMPOQTOKOAAON THXZ ZYMO®QONIAZ

FENIKAI AIATAZEIZ
1. EidikoTne

A. "AvTidpaoTrpia npoo&oplopou toU TUNOU TWV iOTMV NPOC XPROIV
£€v TR- KUTTapoTOEIKR TEXVIKA €ni ASH@OKUTTApPWV.

Ta ovnSpaompnc TaUTa npénel, OOaKIC xpnouuononwvml OUHPWVWC
npoC TNV OUVIOTWHEVNY UNO TOU NAPACKEUACTOU TEXVIKAY, va owquouv
pse SAwv TV )\sp(pOKUTTopwv aniva eivai vvwcnov om nsplexouv 10 {
TG avriyova TG avriotoixodvra npdc TAV éni TAG £TIKETTAC Avag@epopévny
gidikoéTNTO (sl&xommc) Tauta S&v npEnel va avmidpoiv ued’ oioudnnote
KUTTApou Bnep eival yvwaTov 811 dev nepiExer 10 | 1a év Adyw avriyova.

"A'\
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‘Ooakic TG avTidpaoTtrpia TalTa XPnoiMONoIDVTAl CUHPOVWE NPOc TAV
CUVICTWHEVNV OGN0 TOU NAPACKEUAOTOU TEXVIKAV, NPENEl va WAV napéxouy
évﬁeiEs;lc: oiwvdnnote napepBallopévwv  OpPOACYIKDV  QAIVOUEVWY (G
givai :

(a) i npoZu)vu(n ¢vépyeia (prozone effect).

(B) 7 kardotaoic ATic £Eagavider | peiol TRV £vépyeiav ToU GUMNAN-
pwuaToc (anticomplementarity).

B. 'Avmidpaotipia npoodiopiopold TOU TOMOU TGV iOTOV APOC XPROIV
€V TN TEXVIKI] TNC OUVBECEWR OUNNANPWHATOG €ni aiponeTaliwyv.

Ta avndpaotipia tauota npénel, OCAKIC XPNOIMONOIDVTAI CUUPOVWC

- nNpOC TNV CUVICTWHEVNV UNO TOU NAPAOCKEUACTOU TEXVIKNV, va didouv ouv-

Seoiv oupnAnpwparoc ped’ SAwv Twv aigonstalimwv ariva sival yvwoTtov 611
nepiEXouv TO fj TG Avriyova 1A AvTIOTOIXOUVTA NPOC TAV €ni TAC £TIKETTAC
avagepopévny gidikoTnTa (€idikoTnTac). Talta d&v npénel va didouv olv-
deoiv oupnAnpwparoc ped’ oiwvdnnote aiponeraAiwv ariva sivalr yvworov
611 dev nepiExouv TO R Ta €v Adbyw avriyova.

‘Ocdkic 1a avridpaothipia TalTa XpPNoIHONOI®VTAl CUHPUVWEG NPOC THV
und ToU NAPACKEUAOTOU TEXVIKAY, OtV npeénel va napexouv £voeikeiq oiwv-
dnnote napepBarlopévwv 6ppoAoYIKDV PaivOpEVWV GG Egival :

© (a) i nponVIKn gvépyeia (prozone effect).

(B) n karaoraoic fTic £€Eagavilel fj peiol v £vépyeiav ToU oupn)\n-
pwuaToc (anticomplementarity).

2. ApaoTikoTng

A. "Avmidpaocmpia npooﬁloplopoﬁ TOU TUNOU TWV ioT®V npoc XpRoiv
€v T KUTTApPOTOLIKN TEXVIKN €ni AEHPOKUTTAPWV.

'O Tithog TOU avmidpaoTnpiou TouTou kabopileTal dia TAG Blevspysmc
Siadoxikwv dinAwv diaAdcewy 10U UNd peAéTnv avTidpacTnpiou eic Adpavo-
noingévov oppov AB npoegpxopevov anod d0Tnv apvntikov @c npoc 10 A
T4 (’Jvﬁyovc Ta (Jvnoronxoﬁvm np(‘)c 70 {4 1A dvnod)pam ToU c’:vnSpaom-
piou, SoTic woauTwe dEov va i €xn avooonomnBi £vavri iOTIKOV avTiyovwv
814 petayyioewe, KUNOEWS erépwv péowv. Eira £kaomn digAuaic Somua-
Zetar geTa Asp@okuttdpwv dativa eivai yvwotov o1l nepiEXouv 10 | TA
avriotoixa avriyova ToU avridpactnpiou, did Thc Xpnoigonomoewc Tc Und
ToU " napaokeuaoTtol ocuvioTwpévne Texvikic. ‘O TitAoc ouviorarar gic 10
avriotpo@ov TOU GpiBuol OoTic naplotd TRV UywnAotépav didAuciv 6ppol
£v TR Onoig naparnpeital XapakTneioTiki BeTiki avridpaaie, The diaAdoswe
UnoAoyidopévne Gveu TAC CUHNEPIAAYEWG TOU OYKOU TOU KUTTAPIKOU €vaiw-
priuaToc f oioudnnoTte £T1épou npooBépaToc gic TOV OAIKOV OYKOv.

‘B. "AvTidpaoTipia npoodiopiogol TOU TUMOU TWV iOT@WV NPOC XPRoIv
£v TR TEXVIKN THG ouvdéoswc ouupnAnpwuaroc £ni aipgoneraliwy.

‘O TiTAoc TOU GvTidpactnpiou TouTou KabopileTar Bi1G TRC disvepyeiag
Siadoxikwv SINA@v SiaAloswv TOU UMNO peAETnv avridpacmnpiou eic 10%
ndpavonomnuévov 6ppov AB évroc diaAupatoc BepovdAna. Eita ékaogroc
oppoc SokipaZetal ped aiponeTaAdiwv aTiva eival yvwoTtov OTi nepigXouv
76 OpoAoyov avriyovov npoc ta avricwuara tol avridpaocrnpiou, d1a ThHG
XPNOoIYonoIcewe TAG UNO Tol NAPUOKEUAOTOU ouvioTwHEVNG TEXVIKAG. 'O
TiTAOC ouviotaral gic 10 AvrioTpogov ToU ApiBuolL doTic napioTd TRv LYn-
Aotépav didAuciv Oppol €v T ONOIg MAPATNPEITAl XAPAKTNPIOTIKA OeTiKN
avn&paonc, TG diaAlcswc Ono)\owZopévnc Gveu ouunepIANYewWe Tou (")YKOU
TOU KUTTAPIKOU &vaiwpnuaroc fj oioudnnore £répou npooeepoToc gic TOV
OAIKOV OYKOV.
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Mepaitépw diatdEeic avagopik®c npoC AvTIdpacTriplia NPOodIoPIcUoU
TOU TUNOU TV iCTOV npbc XPNOIV €v Tf] KUTTAPOTOEIKN TEXVIKN éni )\su-
QOKUTTApWY, WC €nionc avaQopik@c npoc avridpaotipia npoc xpnouv £v
T TEXVIK TRC OUVvOEOcEWC OCUNNANPWUATWY €ni aiyonsTaAiwv.

3. Aiamipnoic

Ta avrmidpaotipla npoodiopiopgold TOU .TUNOU TV ioTWv duvavral va
diatnpwvrar £v Uypd f Enpd kataortdacer. Ta Uypd avridpactpia d€ov va
Siatnpwvral eic Bepuokpaciav ouxi avwrtépav Tv —70°C TG 8¢ Enpa
avTidpaoTipia eic Bepuokpaciav ouxi avwrtépav Twv +4°C.

"Anowutic kai €énavawulic Tov avridpaotnpiwyv diapkouonc TG NEPIO-
Oou @uAdfeswce dgov va anogeldynrai Kara O duvarodv.

Ta &npa avridpaotipia déov va diatnp@vral sic arpoceaipav adpa-
voUc aepiou f gic kevov (in vacuo) &vroc ToU doxeiou &vBa dang&npav-
OBnoav kai TO 6noiov 8€ov va c@payidnTal Katd TPonov MoTe vda AanokAein
TRV UOypaociav. To Enpov avmidpaoctripiov dev npéner va £xn danwAsiav
nA¢ov 10U 0.5% 70U Bdpouc Tou Oodkic dokipalnTar d1G nepaITEPpw aAnon-
pavoewc €ni nevro&eidiou ToU QWoPopou UNd nigaiv un UnepBaivouoav Ta
0.02 mm UdpapyUpou £ni 24 MOpac.

Ta dVTIEpGOTﬁplc d¢ov va napaokeudlwvTal PET ACNNTIKOV MPOQU-

AdEewv kai va eivar annAAaypéva Baktnprakic poAuvoewc. Tlpoc napey-
nodioiv TAC avantuEewe BakTnpidiwv o I'IGpClOKSUClOTI’]C duvaral va ano-

qmo:on AV €ic 1O ovapaomplov npoodnknv avnonn'ru(ou Km/n avtiBio-

Tikob. Eic ToiaiTac nepintdoeic 1O avTidpacTAplov npénel va_ouvexion va
nAnpoi TAC AGRaITAOEIC AvagopikdG npoc TNV eidIkOTATA Kai 6p00T|KomTa
kai napd Trv napouciav TAC npootebeione ouociac. v

Ta avaspw ioxUouv WoauTwG Kai or o:a&nnore €repa npooﬁsuam
we eival Ta avrinnkTikG. Ta avridpaotnpia, petad thv anowuliv i avaou-
otaciv, d¢ov va sivar diapaviy kKai va Wi nepiEéXouv oiovdnnore iZnua,
yoAhdkTwpa f 6pard popia.

4. Z1aBepdTne Kai nuepopnvia AnEewe

“Ekaorov c’;vnﬁpaon']plov OOGKIC Blarnpﬁml undé Tacg Ko'ro)\)\r'])\ouc.

ouvOnkac QuAdEewc, Bsov va diarnpni Tac anairroupévac ididTnTac €ni £Tog
ToUAG)IOTOV.

‘H fpepounvia )\r'liewc ToU avridpaornpiou év UypQd KataoTacet, {TIC
pepeTal £€ni TRC €TIKETTAC, &€ov va un eival népav 1ol £voc £touc anod
TG fAuepopnviac TG Ts)\eumicc ikavonoinTikAG dokiuAc dpaoTikéTnToc. ‘H

nuepounvia AnEswc dUvatal va naparsivnrar 81a nepaIrépw I.JOVOSTSIC. ne-

piodouc 8 £navalfipewe TOV SOKIP®V dPAGTIKOTATOC.

‘H Auepopnvia Anfewe 100 avridpaotnpiou €v oreped KQTGOT(’JOSI, ATic
@éperal €ni TRG ETIKETTAG, Oéov va eival cUPPWVOCG NPoOC Ta nopiopara ra
: éEoyépsva Karoniv neipaydtwyv €ni TAe otabepdTnToc.

5. Mapaokeur kai dykoc

Ta avmidpaoThipia Npoodiopiopod 100 TOnou Twv 0TV 580v va napa-
okeuaZwvTtai KaTd To100ToV TPOMOV Kai 6YKov MOoTe TO AvTISPACTRPIOV £vOC
doxeiou va gival ikavov did TR £KTEAEOIV DOKINDV PETA KUTTAPpWYV BeTiKOU
Kkai dpvnTikol £AEyxou, €mnPooBeéTwe nPoc TV EKTEAECIV oK@V MET
AYVWOTWY KUTTAPWV.

'O bykoc €v £kaoTw doxeiw dEov va eivar ToloUtou peyéBouc MmoTe
70 nepiexoyevov va dlvaral, €av napaoThi avaykn, va xpnoipgonon®f dia
TV EKTEAEOIV TOV KATAAAAwV Sokiuwy dpacTikéThToC we Kabopidetar év
7® napovTi MpwTokOAAw.

il



529 N. 18/76

6. BiBAia karaxwproswv kai deiypata

'Yno. 100 napaockeudlovroc £pyactnpiou &¢ov va Tnpovrar BiBAia
KaTaxwpnoewc ndaonc &vepyeiac oxetidogévne npodc Tnv napaywynv kai
TOV £Agyxov T@V AvTIdpaacTnpiwv npoadioptoyol To0 TUNoU TV ioT®v. Yno
ToU £pyactnpiou déov va napakpar®vral £napkn Ociypara navrwv TOv
napayopévwy avridpaotnpiwy, PgEXPIC OTou KaraoT) duvatdov eUAdywe va
Unotebn Omi ) osipd napaockeuaciac (batch) dév sivar nAéov €v Xxpnosl.

7. 'AnocToAn

Ta KaTeyuypéva aanpaompla dtov va @opTwvwvTtal €ic Tponov woTe
va napapévouv Katewuypéva peEXpl Thc agikewc. Afov va AapBavwvrai
npoguAdageic di1a TRV npoortaciav TOWv avridpaoctnpiwv £vavr THc adpavo-
nomnoswe Adyw dieiodvocswe COs. Ta Enpa avridpaomipia duvavrar va
(POPTWVWVTAI E€ig esppOKpadiac nepiBaiiovroc.

8. 'EmikéTTal, n)\npoq)oplaxa @QUAAGdIa kai nioTonoOINTIKG

Ado érikérTal, £kTETUNWpEVAl 1 pia £v T ‘AyyAikiy_kai sTspc v
™ FaAAik 81d peAavav oTtoixeiwv €ni AsukoU xdapTtou, déov va TonoBe-
TOVTAl - €9’ £kAoTou TeAikoD doxeiou kai va nepigxouv T1ag dkoAoUbouc
nAnpogopiaq :

(a) évopa kai digvbBuvoilv NapackeuaoTou’

(B) ovouaciav Tol avridpaoTnpiou GG TOUTO £H@AIVETAl €V TO TITAW
TAC OXETIKNG npodiaypapnc’

(v) ovopaoiav kai nooéTNTa TOU AVTIONNTIKOD Kcu/n ToU GVTIGIOTIKOU

€av- npooeTeen Tol0UTO, A} uveiav TRC anouoiac ToloUTou’

(6) TOV OyKov f, OCAKIC TO OVTIBpaomplov givai Enpov TOV OyKov
Kai TAv olvBeoiv ToU anaitoupévou Uypol di1d TAv davacuoTaciv’

() nuepopnviav Ankewc’

(ot) TOV @piBudv oecipdc napaockeuasiac (batch number).

(2Q) ouvbnkac @uAdtewe

(n) danoreAéopara Thc dokipne HB. "Ag.

CEni nAéov, ai &v Aoyw E£TIkETTAI A ai éTIKETTAI TOU XapTokiBwTiou TOU
nepigxovroc nAsiora TeAika Soxeia, §| TO nAnpo@opitakdov @uUAAGdIov TO
ouvodelov TG doxeia, dEov va negpiExouv TAC akoAouBouc nAnpogopiac :

(a) nAfpec 6voua kai digtbuvoiv Tol NapackeuaoTol’

(B) ovopaciav ToU avrmidpacTnpicu ¢ TOUTO £u@aiveTal €v TR TiTAW
TAC OXETIKAG npodiaypagic’

(v) t6v .6ykov A, oodkic 16 avridpaotripiov givai Enpov, TOV Bykov
kai Thv oUvBeolv TOU anarroupévou Uypol dia TRV avacuoTaciv’

(d) Auepounviav TNC TeAeutaiac dokiync dpACTIKOTATOC

() nuepopnviav AnEewc (€av Unapxn)’

(ot) TOov apiBuov ocsipac napaokeuaciac (batch number)

() ikavonoIinTikAv neplypa@nv TG 0O TOoU NAPAOKEUACTCU GUVICTW-
pHévne pebBoédou xprioswe’

(n) ouvBnkac g@uAdtewc

(8) akpiBn olvBeav, oupnspu\ap6ovopsvou 10U avTionnTikoU Kai/f
ToU avrmiBioTikoD £€av unapxn’

(1) pveiav To0 kara néoov TO NPOIOV NePIEXE! i U oloiav avBpwnivng
npoeAelcgewc.

‘Ekdotn dnootoAn d€ov va ouvodeuntar und €voc moTonoinTikod WG
npoBAéneTal £v "ApbBpw 4 Thc Zuucpmviac Kai &v 1@ I'IapopTr']puTl TOU na-

povToc. l'lprOK()Mou Asnypam TAC . ETIKETTAC KA TOU nAnpo@opiakol
@uAAadiou cuvantovral - Td® napovtt MpwtokoAAw.
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NMAPAPTHMA TOY MPQTOKOAAQOY

Zupowvia nepi TRC "AvraAAdayic Avnﬁpaomplwv
Mpoadiopiopot tou Tonou Twv ‘loTOw. . ‘

"ApBpov 4
MicTonoinTikOV

NA MH AMOSMATAI EK THE AMOSTOAHS

"ApiBpoc

CApiBudc oer-
pac napa-
okeuaoiacg

............... 19.
(nuspounvm) _
‘O Unoyeypaupévoc niotonolel 0TI A &v T® nepiBwpiw
Ava@epopEVN AMOOTOAN ... .. ..t

£voc €k TV év "ApBpw 6 TRC Zupgwviac avapepoueévwy

opyaviou®v, avranokpivetTar npoc Tac npodiaypa@dac Tol
MpwtokdAAou TG Zup@wviac Kai divatar va napadodn
apéowe npoc Tov napaiinrnv (6vopa kai T6nov) ... ...

(Z¢povic) ("Ynoypaen) (TitAoc)

AIOPOQSIS

"Avagopik®c npoc T1ov Nopov un’ ap. 1 100 1976 Tov dnpooieu-
Oévra eic TAv énionuov £pnuepida Thc Anugokpariac Gn' Gp. 1249
e 16nc 'lavouapiou, 1976, i Ruepopnvia To0 nAayioritAou ATIC

avageépeTal

gic 7O @pBpov UM’ aGp. 2 weg 25.3.1975 dov va ava—

yvwodi we 25.3.1965.

‘Etundfn &v 1§ Tumoypagein TAg Kumpiokig Anpokpartiag, év Aeukwoiq. .
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