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MINAZ
("ApBpov 2)
MEPOZ NMPQTON

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 * tissue-typing
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

T|ssue-typ|ng 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
90vernments concerned in accordance with Article 6 of this Agreement.

ARTICLE 4

1. The Contractlng 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’ accompanled by
a certificate to the effect that they were prepared in accordance with the
specifications 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.

v 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 Contractung 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 lmported tissue- 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 wuthout reservatlon in_respect of ratlﬁcatlon or.accep-
'tance or

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

_ Instruments of ratification or acceptance shall be deposuted 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 ratlﬁcat|on _or .acceptance. - ) 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 whlch 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
‘recenpt by the Secretary General of such notification. S

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
‘of : '
| (a) any srgnature without reservatnon in respect of ratn‘ncatlon or
acceptance ;
(b) any signature with reservation in respect of ratification “or
‘acceptance ‘ ' ' -
(c) the deposrc of any instrument of ratification, acceptarnce or
accession ; : o
(d) any date of entry into force of this Agreement in accordance with
Article 8 thereof ;
"~ (e) any declaration received in pursuance of the provnsuons 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 Councul of Europe.
The Secretary General of the Council of Europe shall transmit certlﬂed
copies to each of the signatory and acceding States.

PROTOCOL TO THE AGREEMENT

o ' GENERAL PROVISIONS
1. Specn‘lmty .
: A. Tissue- typlng reagents to be used in cytotoxuc technlques on Iym-
phocytes

These reagents must, when used accordmg 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 contam thls 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 eVIdence of any interfering
serological phenomena such as:

- (a) prozone effect;

(b) anticomplementarity

2.. Potency -

A. Tissue- typmg reagents to be used in cytotoxuc technlques 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 addmve 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 vusnble particles.

4 Stability 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 perlods of one year by
repetmon of potency . tests.

The explry date of reagents in the drled form as glven on the label-
shal be.in accordance. with, evidence. obtalned from experlments on stab:llty

5. Dispensing and volume

" Tissue-typing reagents shall be dispensed in such a way and in such’ &
volumes that the reagent in one container is sufficient for.the performance
of tests with positive and negative control corpuscles in add|t|on 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 o :
-Written récords shall be kept by the producmg laboratory of all steps .

in the production and control of tissue-typing reagents. Adequate samples

of .all reagents issued shall be retained by the laboratory, 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 certn‘lcates

- 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 cf producer;

(b). name of the .reagent as it appears in the heading of the relevant
specuﬂcat;on

(c) name and amount of antlseptlc and/or antibiotic, if present or
md:catlon of absence ;

- (d) the volume or, where the reagent is dried, the volume and compo-
smon of the fluid needed for reconstitution ;

(e) expirydate ;

(f) batch number ;

- {(g) conditions. of storage ;

(h) results of the test for HB- Ag B

-Moreover; these labels or the labels of the carton enclosing several »

fmal containers; or the- leaflet accompanymg the containers, shall contam“
the -following mformatlon :

- (a) 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 last potency test;
(e) expiry date (if any);

(f) batch number ; , .
(g9) adequate description of the method of use recommended by the

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

be taken after opening ;

(i) exact composition, including antiseptic and/or 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 undersrgned certifies that the shipment specnﬁed

packages in the Margin .....coooviiiiiiiii e

.................. 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).........c.ccoeeieieinanen...

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

(stamp) (signature) (title)

MEPOZ AEYTEPON
EYPQMA'I'KH ZYM®QNIA MEPI THX ANTAAAAMHZ
ANTIAPAZTHPIQON MPOZAIOPIZMOY TOY TYNMOY TON IZTON
~ Ta& unoypayavra thv napodcav Z0pBaciv. Kparn—uéAn Tou ZuuGou—
AMou -thie EUpwnnc,
/\ouGavovm on’ dyiv 671 TA ovnﬁpaomplo npooﬁloplopou TOU TUMOU
TV ioT@v de&v tivar diaBéoipa eic anepiopioTouc noocdTnTac
Aapﬁavovm un’ oyiv 611 gival EaipeTik®C snleuunrov 6nwc 1a Kparn—
péAn, év nveupan Edpwnaikic aGAAnAsyyung, xpeiac kalodonc BonBoiv
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a)\)\n)\a v Tn npopnesm TWV-EV AOYw avridpaoTnpiwv npooﬁloplopou ToU
TOMOU TAOV ioTEOV

AapyBavovra On’ Syiv 1O yeyovoc 611 A TolalTn uuon6ma Borfeia kabi-
orarar duvarn poévov £av o XApaKTAp Kai f XpNoIC ToloUTwv avridpaotn-
piwv npooﬁloplopou TOU TUNOU TWV iOT@V unoxen gic kavovac Tebnoo-
pEvouc anod koivol Und Twv Kparwv—peAwv kai napaoxeBouv ai avay-
Kaial gioaywyikai digeukoAlvoeic kai anaAAayai,

Zuve@wvnoav we akoAolBwe :
APOPON 1

1. Ao Touc: OKOMoug e nopouonc Zupqau)vnac n (ppuonc «avTIdpa-
ornpia npoodioplopol ToU TUMoOU TV ioT@v»> avagéperar eic Ta avBpw-
mvr]c lwikAC, QUTIKNG f €Tépaq npos)\suoswc ovniipaomplcl xpnonpo—
riolotpeva did Tov' npoo&oplopov TOoU TUNOU TWV iOTOV.

2. Ai SiataEeic TOv "ApBpwv 2 Ewc 6 TAC napovonc Zupuviag
TUYXAvouv woauTwe écpappoyﬁc Kai €ni KUTTapwv yvworig AvTIYOVIKNG
ouvBéoewc XPNOIHOMOIoUPEVWY DiG TRV ps)\STnv TV &v Aoyw avridpa-

oTnpiwv.
APOPON 2

Nooupévou 611 diaBéTtouv £napki anobeéuara npodc kKAAuyiv TOV idiwv
altv avaykov, Ta ZupBaAidusva Mépn avaAapBavouv v Unoxpéworv
va Bétouv egic TV di1dBeoiv £Tépwv Mepdv, £xovrwv davayknv Ttoltwv,
avnidpaotipia npocodiopiopyold ToU TUNOU TV iOT®V Kai va npoBaivouv gic
TRV XpE€woiv auTv povov dia Tdv danavawv culloyrig, éne€epyaoiac kai.
PETAQOPAC T@V TOIOUTWV OUCIDV WC Kai TV (omv&nnms YEVOUEVWY)
danavv ayopac ToUuTwv.

APOPON 3
- Ta avmidpaoinpia npocdiopiouold ToU TUNOU TV ioTwv B4 TiBevTal
gic v d1a0eciv Tv Aoin@v ZupBaAiopévwv Mepv Uno ToOv Opov 8T dEV
84 npayuyatonojtal KEPdoc en’ autdv Kai 0Tt Tadta 04 xpnoigonoiwvTal
AnokAsIoTIK@OC &1' iaTpikoUuc Kai £moTnuovikouc, fTol d1a HR £unopikolc
okorouc kai 6d nopaé‘oiSwVTal pévov gic 1@ VN6 TV évﬁlo(pepopévwv
Kuﬁepvnoswv kaBopidopeva £pyasTipla cupP@vwLe npoc T “"Apbpov 6 Tiic
napouor]c: 2uppwviac.
APOPON 4

1. Ta ZupBaAAopeva Mépn déov va nioTonololv TNV TNPNCIv T®V dia-
taewv aitivec ékribevrar €v 10 MNpwtokdAMw THC napolonc Zupgwviac.

2. TalTta o@eilouv énionc va cupugop@ouvTal Npodc oioucdnnore Kavo-
vac Touc onoiouc gvunoypaguwe £€xouv dnodexdn £v oxgoel npoc tv diebvih
npoTunonoinciv £€v T® nediw TouTw.

3. "Anaoai ai anootoAai avridpaaTnpiwy npoodiopiopod Tol TUNOU TWV
iotThv 0a ouvodslwvrar UNd mioTonOINTIKOU £v TR évvoig 6T nape-
okeudobnoav ouppwvwe npoc Tac npodiaypagdc Tou MpwrtokdAou. To
nioronoinNTikOv T0UTO B4 £peidnTal £€ni ToU npoTlnou Tou nepiAapBavopévou
¢v 1@ Mapaptiuar Tou MpwTtokoAAou.

4. To rlprc')Ko)\)\ov Kai 10 I'lupdenua auTol ouvicTOUV 6|0|Kr]T|Kr']v

5|8u981'n0|v kai dGvavral.va Tpononoiwvrar i oupnAnp®@vrai Uno Twv KubBep-
vnoswv Tov Mgpov TAic napouonc Zupgwviac.

APOPON 5

1. Ta ZupuBaAldpeva Méeépn dfov va AdBouv Gnavra TG davaykaia
yétpa d1G TV and navroc sicaywyikoU daopou anaAlayhyv Tev avTidpa-
oTnpiwv npoaodiopiopold ToU TOMoOU TV ioT@v, @riva TiBsvrar gic TAv dIa-
Beolv alTwv UNd TWv Aoinwv Mepov.
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2. Tauta d¢ov €niong va AdBouv &navra Ta avaykaia_peTpa Sia v
£€aopaiioiv Taxelac napaSooswc TOV &V Aoyw oloiv, dia e nAéov
eubeiac 0600, gic ToUc év "ApBpw 3 TAC napoucnc Zup@wviac avagepo-
Hévoue napo)\r']nmc.

APOPON 6

Ta ZupBaAAdueva Mépn déov va anooteilouv gic dAAnAa, péow TOU
Fevikoo Tpappatéwe Tou ZupBouliou Thc Elpwnne, katdAoyov Tov £0vi-
KOV Kai/f MEPIPEPEICKWV  NPOTUNWV épyaornpiwv, £€ouciodoTnuévwv va
€kdidouv T1a é&v "Apbpw 4 NG napouaonc Zupgwviac npoBAendueva mioro-
noinTika kai va diavépouv Ta alooyopsva avTidpaotipia npoodiopiopol ToU
TUMNOU TWV IOT@V.

APOPON 7
‘H napolica Zupgwvia e€ivar avoikty npoc unoypa@nv und TV
Kpatwv—peAv 100 ZupBouAdiou tAc Evpwnne, dtiva Suvavrar va kara-
otolv ZupBaAlopeva Mépn alThc gite—
(a) or unoypatpﬁc Gveu £m@uAdewe ®wc npoc TRV ENKUPWOIV §
anodoxnv, A
(B) o unoypagpnic pet’ am(pu)\aanc WG MPOC TAV ENIKUPWOIV_
anodoyxnyv, akoAouBoupévne UNO THC £NIKUPWOEWC | anodoxnc.
2. Ta &yypagpa ThC £MIKUPWOEWC | anodoxnc karartibevrar napd T
Fevik® [pappartel 1o ZupBouliou Thce Eupwnnc. .

APOPON 8

‘H ncpoﬁoa Zup(pwvia (’ipxeml ioxuouoa peETA napEAguotv €voQ
HNVoG and TRG npepopnviac kad Av Tpia Kparn—péAn To0 Zupﬁou)\lou
fiBsAov KarTaoTi 2 upBalAoueva Mépn Tnc Zupg@wviac, CUNQWVWE NPoc Tac
SmTaEsm. ToU "ApBpou 7.

“EvavTti navroc Kpdrouc—péAouc 6nep UETAYEVECTEPWE UNOYPAPEI
AV Zupcpwviov Gveu” gnipuAdEewe we npoc TAV EMKUPWOIV | Anodoxnv,
fj Onep PETAYEVEOTEPWC £MIKUPOT 1] anodéxerar TavTnv, i Zupewvia BEAel
dpxetal ioxUouca peTd napéAsuciv €vOc unvoc and Thc Auepounviac TARC
TolalTnG Unoypagic i and THRc nueEpounviac TNe karabéoewe Tol £yypagou
£NIKUPWOEWC fj anodoxnc.
APOPON 9

1. Meta v €vapliv ioxloc Tnc napouonc Zuppwviac, 1 €€ Yrnoup-
yov ‘Emitponn) tToU ZupBouldiou Tthc EGpwnnce duvarar va kaAéon nav
KpaTtoc un péAoc 6nwe npooxwpnon e€ic talrtny.

2. 'H toiauTn npooxwpnoic npayyartonoieitai 8id kdTabEoswe napa T®
Mlevik® Mpappartei Tou ZupBouliou The ElUpwnnc €voc €yypdgou npooxw-
prioswc 6nep O¢Ael napayer &vvopov anotéAecpa MPeTA napéAguciv €vog
pnvoc and TAC Auepounviac TAc Katabécewca Tou.

APOPON 10

1. Nav ZupBaAAdpsvov Mépoc Bduvartal, kara TOv xpovov ThAC Uno-
vpapne f TAc KarabBéoeswe ToU oikeiou alTou £yypA@ou £MmKUpWoswe, ano-
doxnc f npooxwpnoswe, va kaBopion v £da@Iiknv £nikpareiav f{ €nikpa-
Teiac €@ Qv BEAer Tuyxaver €pappoync r napotoa Zupgwvia.

2. Mav ZupBaAAdpevov Méeépoc dlvartal, étav karabétn TO oikeiov
altol &yypagov £hniKUPWOEWC, anodoxnc 1 npooxwpnoswc fj kad' oiav-
dfnote perayeveosTépav Auspopnviav, dia dnAwoewce dneubuvopévne npoc
tov INevikov pappatéa 1o0 2upBouldiou Thc Evpwnneg, va énekreivn TRV
napouoav ZupQuwviav Kai €@’ oiaodnnote £Tépac €£dagiknc €rkpareiac f
enikpateidv kKabopilopévwyv £v T dnAwoer kai dia Tac digbveic oxéoeiq
TV Onoiwv @épel TAV eUBivnv fi 81a Aoyapiaouov Tov onoiwv gival ¢Eou-
clodoTnuévov va dvaAapBavn Unoxpewoeic.



N. 18/76 ' 526

3. Naoca dnAwoic yevopévn oup@vwe npdc THV nponyoupévnv napd-
ypagov dUvaral, €v oxéosl npOc oiavdAnoTe &v T} TolauTn ONAWOE! pvnuo-
VEUOMEVNYV EBaQIKAV Enikpareiav, va avakAnbni ouppuvwe npoc Thv v
"ApBpw 11 ThAc napolonc Zupgwviac kabopilopévnv Siadikaoiav.

APOPON 11
1. Mav ZupBaAAduevov Mépoc duvaral, kaB doov agopd cic £autod,
va kartayyeiAn TAv napoloav Zup@wviav di1d yvwoTonoioewe ansubuvo-
pévne npoc Tov levikov Mpappatéa To0 XupBouldiou TR EUpwnng.
2. 'H toralTtn karayyeAia napdyei £vvopov AnotéAeoua WETA napéAsu-
oiv €€ pnvv ano TR fnuepounviac ANYewce TG €v AOYw YVWOTOMOINOEWS
uno6é T1o0 evikoU lMpappartéwc.

APOPON 12

‘O levikdoe [Mpapparete To0 ZupBouldiou TR EUpwnne ogeider va
yvwortonoil npoc 1a Kpdrn—péAn 100 ZupBouliou kai npoc nav Kparocg
npooxwpnoav &v Th napolon ZUuPQwWVig—

(a) éxkaoTtnv Unoypapnv dveu £m@QUAGEswWC WG NPOC TRV EMIKUPWOIV
fj dnodoxnv’

(B) £xkdoTtnv Unoypa@ryv |J€T ENQUAGEswe WC NpoOc TAV EMKUPWOIV
fi anodoxnv.

(v) Tnv kat@Beoiv navroc £yypagou £niKupwoeswc, anodoxne fj npoo-
XWPNoEWS’

(8) ekaotnv nuepounviav avupEswc ioxboc TNC napovonc Zupgwviag
cuppwvwe npoc 170 “"ApBpov 8 adtne

(e) éxkadornv dNAwoiv Angbeicav cuppwve npoc Tac diataEeic TV
napaypd@wv 2 kai 3 tou "ApBpou 10°

(o1) sxaomv yvwoTonoinoiv AngBeicav OUUPLVWE NPOC TaC diara-
Ecic To0 "Apbpou 11 kai v Auepounviav kad Av N karayyedia napayer
g€vvopov anotéAeopa’

t4) €kaoTtnv_ Tpononoinaiv A oupn)\npwow ToU lNpwTokoAAou kai ToD
ﬂupaanpaToc auTol duvauei Tou “ApBpou 4, napaypa(poc: 4 TR napou-
onc Zupewviac.

Eic yaprupiav TV avwTtépw oi Unoyeypappevol, dedvTwe npodc ToUTo
¢EouciodornBévree, unéypayav v napolicav Zup@wviav.

‘Eyéveto év Z1pacBolpyw, TNV 17nv nuépav Tou pnvoc ZenteuBpiou,
1974, £v i) "AyyAIkQ kai FaAAIKD YADOOD, QU@OTEPWY TV KEIPEVWY TOUTWY
ovrwv £E ioou avBevrik@v, gic anAolv avrtiypagov 6nsp BéAel napapgive
kaTtateBeipévov £v Toic apxeioic Toi ZupBouAiou TR Eupwnne. ‘O Nevikoc
Mpappatete Tou ZupBoulicu Thc Elpwnne 0a Si1aBiBaon kekupwuéva avri-
ypaga cic &v £kaotov TV UNoypagoévIwv kai npooxwpoluviwv Kparmv.

NMPQTOKOAAON THZ ZYM®QNIAZ

FENIKAI AIATAZEIZ
1. EidikoTne

A. "AvTidpaoTripia npocdiopiopol ToU TUMou T®V 0TV NpdC XpRoIv
£v TR- KUTTapoToEIKA TEXVIKR €ni ASH@OKUTTApWV.

Ta avmidpaotipia TalTa npénel, 00AKIC xpnoupononwvml OUHPOVWG
npoc TAV OUVIOTWUEVNV UNO TOU MOPACKEUAOTOU TEXVIKAY, VA c|vn5pouv
ped’ SAwv TOdV )\sp(poxurmpwv émiva eivar yvwordv 611 nepiExouv 16 i
TG avriyova TG avTioToIXovTa npdc TAV €ni TAG £TIKETTAC AvaQepopévnvy
enBIKOTr\Tu (sn&mmmc) Tadra dev npsnm va cnv*nSpouv uebd’ onouﬁnnors
KUTTApou dnep eival yvwaTtov 811 dev nepiExer 10 { 1a &v Adyw avriyova.
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‘Oodkic 1@ avTidpaoTtrpia TalTa XPnoIMonoIOVTAl CUHPWOVWE NPOc TAV
OUVICTWHEVNY UNO TOU NAPACKEUAOTOU TEXVIKAV, MPEME! va HNV napgxouv
evdeikeic oiwvdnnote napepuBaAlopévwv OpPOAOYIKDV  @AIVOUEVWV MG
givai :

(a) n npolwvikn £vépyeia (prozone effect).

(B) i kardotaoic Artic ¢Eagavider /| peiol v £vépyeiav ToU GUPNAnN-
pwuaroc (anticomplementarity).

B. 'Avnidpactipia npoodiopioyold TOU TUMOU T@V iOTOV NPOC XPHOoIV
£V TN TEXVIKN TNC OUVDECEWC CUUNANPWHATOC £ni diponeTaAiwv.

Ta avridpaompia Tadta npénel, OCAKIC XPNOIMONOIGVTAl CUHPWVWC
npoc TNV CuVIOTWHEVNYV UNO TOU NAPACKeUuaoToU TEXVIKAV, va didouv ouv-
Seolv cupnAnpoparoc peb’ 6Awv Twv aigorieTadimwv dtiva sival yvwoTtov 67l
nepiExouv 10 i TA avriyova 1a AavTioToiXxolvra npoc TV €ni TAC £TIKETTAC
avagpepopévnyv eidikotTnTa (gidikotnrac). Tadta d&v npénel va didouv olUv-
dcov oupnAnpwuaroc ped’ oiwvdnnore aiponetadiwv ariva givar yvwoTtov
611 8&v negpiExouv 7O f TA €v AOyw avTtiyova.

‘Oocdkic Ta avridopaothipia TalTd XPNoIHonoi®VTal CUNPMVWE Npoc TV
Und TOU NOPUOKEUACTOU TEXVIKNYV, O£V NPEnel va napexouv £voeifeic oiwv-
dnnote napeuBallopeévwv OppoAoYIKDV QAIVOREVWY MC sival :

 (a) R nponvmn evépyeila (prozone effect).

(B) n kardaoraoic fTic £Eagavilel § pelol v £vépyeiav ToO ouun)\n-
pwuaroc (anticomplementarity).

2. ApaoTikéTne

A. 'AvTidpacmpla npooﬁloplopoﬁ TOU TUMOU TV iOTMV MPOC XPARoIV
€v T) KUTTApPOTOEIKN TEXVIKN €ni AEUPOKUTTAPWV.

‘O Tithoc ToU avTidpaotnpiou TouTOU KaBopileTal Bid ThHa 518VSDYSIOC
diadoxik®wv dINA@V SiaAloewv ToU UNO peAéTnv avTidpacTtnpiou ic ndpavo-
noinuévov o0ppov AB npospxdpevov and dotnv apvntikov ®¢ npoc 1O A
T4 avriyova 14 avrioroioOvra npoc TO fj TG avriowpaTta tol avridpaotrn-
piou, GoTic woauTwe dEov va un €xn avooonoindn évavrl ioTIKOV AvTiyovwy
d1a peTayyiocswe, Kunoewe fj £Tépwv péowv. Eita €ékaorn didAuoic dokiua-
Zetar pet@ Asp@okuttapwv ativa givai yvwotov 611 nepiExouv 10 /| Ta
avrioroixa davriyova ToU avridpactnpiou, did Thc Xpnoigonoijoewc tAC Und
ToU " napaokeuaotol cuvioTwpévne TexvikAc. 'O TiTAog ouviorarar gic 10
avriotpo@ov TOU apiBuol OoTIC napiora TRV UynAotépav Bi1GAuciv 6ppol
£&v TR Onoia naparnpeiTal XapakTnpioTike] BTk avridpaoic, Thc diaAloswe
unoAoyiopévne Gveu TNC CUHNEPIANYEWC TOU OYKOU TOU KUTTAPIKOU €vaiw-
pripaToc f oioudnnoTte £Tépou NpooBEépaToc gic TOV OAIKOV OyKov.

"B. 'AvTidpaoctripta npocdiopiopold Tol TUMOU TV ioT@V Npoc XphRov
£v TR TEXVIKN TNC OUvdECEwC oudnAnpwuatoc £ni aigoneraliwy.

‘O TiTAoc TOU GvTidpactnpiou TouTou KabopileTtar diG TRC disvepyeiag
Siadoxikwv diNA@v diaAloswv ToU UNO peAétnv avmidpaotnpiou cic 10%
Adpavornoinuévov oppov AB évroc SiaAupatoc Bepovaine. Eita éxaoctoc
oppoc dokipaletar pued aiponeTaAliwv ariva eival yvwoTtov 0TI nePIEXOUV
70 OpdAoyov avriyovov npoc TaG avricwuara Tou avmidpaortnpiou, 614 TRC
XPNOoIYONoINoEwWS TG UNO TOU NAPAOKEUaoTol cuvioTwpévne Texvikic. 'O
TiTADC ouvioTaTtal eic TO avrioTpopov Tou GpiIBuol 6oTiIc NnapioTa TRV UYn-
Aotépav didAuciv Oppol €v TN ONOIg naparnpeital XapakrnpioTikn OeTikn
avtidpaoic, Mg daAloswe unoAoyifopEvne @veu oupnepIAyewe Tou Sykou
TOU KUTTOPIKOU €VaiwpnuaToc fi oioudnnoTte £répou npooBspoToc gic TOV
OAIKOV OyKOv.
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Meparépw diatdEeic avagopik®c npoOC avTidpacTipia NPoodlopicuol
TOU TUNOU TOV iCTMOV np(‘)c XPAOIV €V TN KUTTAPOTOEIKY TEXVIKN éni )\sp-
POKUTTAPWY, WG €nionc AvaQopIKAC npoc avmidpaotipia npoc xpnow &v
TR TEXVIKI] TAC OUVOLCEWR CUMNANPWHATWY £ni aiponeTaliwv.

3. Aiamhpnoic

Ta avrmidpaotipia npoodiopiopgold T0U .TUNOU TV ioT@v duvavral va
diatnpwvrar &v Uypd f Enpd kataotdacer. Ta Uypd avridpactpia déov va
Siatnpwvral eic Bepuokpaciav olxi avwrtépav Tv —70°C TG 8¢ Enpa
avTidpaoTipia eic Bepuokpaciav ouyxi avwrépav Twv +4°C.

"Anowutic kai €énavayulic Tov avridpaoTtnpiwv diapkouonc THC NeEP1O-
6ou @uAdEswe dgov va anogeldynrai Kara TO duvarov.

Ta &npda avridpaotipia déov va diatnp@vral gic arpoceaipav adpa-
voUc aepiou f eic kevov (in vacuo) £vroc ToU doxeiou &vBa dans&npav-
OBnoav kai TO onoiov d¢ov va aepayidntal KAaTta TPONov MOTe vda danokAein
TRV Oypaciav. TO Enpov avtidpaoctripiov dev npéner va £xn danwAsiav
nAgov 100 0.5% ToU Bdapouc ToUu Gadkic dokipadnTai d1G nepaAITEPW Gno&n-
pavoewc €ni nevrofeidiou ToU QWoPOpoU UNo nigaiv pn UnepBaivouoav Ta
0.02 mm Udpapylpou €ni 24 dhpac.

Ta 6VTI§pGOTf\pIG d¢ov va napaokeudlwvTal PET ACNNTIKOV MNPOQuU-

Ad€ewv kai va eivar annAAaypéva 60Kmmenc HOAUVOEWC. Mpoc napep-
nodioiv Thc avantufewg BakTnp1diwv o nopaoxsuamnc duvaral va ano-
@aoion TAv &€ic T6 AvriIdpaocTpiov nNpoodnknv avrionnTikod Km/n avtiBio-
TikoD. Eic ToladTac nepintwoeic 16 GvTidpacTApIov NpEnEl va_ouvexion va
nAnpoi TaC GnaITNoEIC AvagopikwG npoc Ty eidIKOTNTa Kai SpaoTikdéTATA
Kai napd TAv napouciav Thc npootebeione oloiac. o

Ta avaspw ioxUouv woauTwe Kai o o:aBnnOTs érepa npooﬁsuam
®¢ eival T avrinnkTika. Ta avmidpaotipia, gera tAv anoywuiv / avaocl-
oraolv, déov va sivar diapavi kai va pn nepi€xouv oiovdAnore idnua,
voAhdkTwpa f 6pard popia.

4. Z1aBepdTne Kai nuepopnvia AnEswe

“Ekaorov c’:wuﬁpaon']plov OOGKIG Blarnpﬁml und Tac KaTa)\)\r'])\ouc.

ouvOnkac @uAdEewce, d¢ov va diatnpn Tac dnaitoupévacg idioTnrac €ni £rog
ToUAGXIOTOV.

‘H Auepounvia )\ﬁanc TOU avridpagtnpiou £v Uypd Karaoraosl, ATIC
pepeTal £€ni TRC £€TIKETTAC, d€ov va uf eival népav 1ol £voc £touc anod
TG AUEPOpNviac TG TeAeuTaiac ikavonoiNTikAg dokipnc dpaotikdTnToc. ‘H

nuepopnvia AnEswc dUvatal va naparsivnrar 81a nepaITépw povosrsuc ne-

piodouc 8 £navaliypewc TOV SOKIP@Y dPACTIKOTATOC.

‘H Auepounvia Anfewce 100 avridpaotnpiou €v oTePeqd karaoTaoel, BTIC
@épeTal €ni TRG ETIKETTAG, Oéov va eival cUuPwWvoES Npdc Ta nopiopara ra
: éEoyépsvo Karoniv neipayatwv €ni tAe otabepdTnToc.

5. Mapaokeun kai dykoc

Ta avmidpaomipia nNpocdiopiopol TOU TONOU TV ioT@Y Gsov va napu—
okeuddwvTal Kara ToloUTov TPOMNOV Kdi YKoV (OTE TO AVTIOPACTHPIOV £VOC
doxeiou va gival ikavov dia THv £KTEAEOIV DOKINDV PETA KUTTApwv BeTikoU
Kai dpvnTikol £AEyxou, £€mNPocBeTwe nNPOC TV EKTEAECIV doKIp@V MET
AYVWOTWY KUTTAPWV.

‘0 bykoc €v £KAoTW 60xs:w déov va eivar ToioUTou peyéBouc Mare
T0 nsplsxopsvov va duvaral, £av napaoti avaykn, va xpnouuonounen dia
TV £KTEAEOIV TOV KATAAAM AWV Sokiuwy dpacTikéThToC we Kabopidetar év
T® napovTi MpwTokdAAw.

.-
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6. BiBAia karaxwproswv. Kai deiypata

‘Yno. 100 napaockesuddovroc £pyactnpiou déov va Ttnpovrar BiBAia
KATaxwpnoewe ndaonc £vepyeiac oxeTi(opgévne npoc TNV napaywynv kai
TOV €AgyXov TwV avTidpaotnpiwv npoadioplohol To0 TUNOU TV ioTov. 'Yno
ToU €pyactnpiou déov va napakpar®vral £napkf deiypara navrwv TOv
napayopévwy avTidpaotnpiwy, PEXPIC 6Tou KaTtaoT duvatov eUAdywe va
unotebn 6T A osipd napaokeuaciac (batch) d&v eival nAéov €v xpnost. '

7. 'AnocTtoAn

Ta kateyuypéva avridpaotipia déov va @opTavwvTal gig Tponov woTte
va napagévouv Katewuypéva peExpl Thc dgitewea. Agov va AapBavwvrai
npo@uAdageic d1a TV npoortaciav TV avridpactnpiwv €vavr ThC adpavo-
nomoswe Aoyw dieioducewe COs:. Ta Enpa avmidpaomipia duvavrar va
PopTWVWVTAl €iC GsppOKpaoiac nepiBaAiovroc.

8. ’ETikérTal, nAr]poq)oplaKa QUAAGBIa kai mioTONOINTIKG:

Ajo £TikéTTa, EXTETUNWHEVAI A pia €V T Ayy)\lKn kai i STSpG v
T FaAAik 81d peAhavav ortoixeiwv €ni AsukoU xdapTtou, d¢ov va TonoOe-
TOVTaI - £’ €KAoTtou TeAIKOU. doxeiou kai va nepiExouv Tac dkoAoubouc
nAnpogopiag :

(a) évoua kai dievBuvoiv napackeuaoTou’

(B) ovouacdiav ToU avmidpacTnpiou we TOUTO £U@AiveTal £V T® TITAW
TAC OXETIKAC npodiaypapnc’

(v) ovopaciav kai nooodTNTA TOU AVTIONMTIKOD KGI/I‘] ToU 0VTI6IOTIKOU
-£av- npooeTébn Tol0UTO, K pveiav TAQ anoucdiac TolouTtou’ :

(6) TOV 8ykov fj, 6oakic TO avridpaotnpiov eivar Enpoév, 16V Bykov
Kai v olvBeoiv To0 danairoupyévou Uypol dIA THV AvacuoTaciv’

() nuepounviav AnEswc

(or) Tov apiBuov oeipde napaockeuasiac (batch number).

(€Q) ouvbnkac guAdtewe

(n) anoregAéopara TRc dokipne HB. ‘Ag.

CEni nAéov, ai £v Aoyw E£TIKETTAI A ai éTIKETTAI TOU XapTokiBwTiou TOU
nepigxovroc nAsiora teAika Soxeia, { TO nAnpo@opiakdov @uUAAGdIov TO
ouvodelov TG doxeia, dEov va ngpiEXouv Tac akoAouBouc nAnpogopiac :

(a) nAfpec 6voua kai digtbuvoiv To0 NAPAcKEUacToOU"

(B) ovopaciav ToU avmidpacTnpicu e TOoUTO £U@aiveTal €v TR TITAW
TAC OXETIKAG npodiaypa®ic’

(y) TOV 6yKov fj, 60GKIC TO AVTIdpaoTApIoV cival Er\pov TOV OyKov
kai TAv oUvBeolv TOU anarroupévou Uypou dia TAv avacuoTaociv’

(8) Auepounviav TG TeAeuTaiac dokiyne dpacTikéTNTOC

() nuepopnviav AqEewc (€av Unapyn)’

(ot) TO0v GpIBuov ocipac napaoksuaciac (batch number) -

() ikavonoinTikiv neplypagriv TRG ONd TOU NAPAOKEUACTCU GUVIOTW-
pévne pebBddou xproswe’

(n) ouvBnkac g@uAdatewc

(8) dkpiBn olvOealv, oupnspu\ap6avopevou 100 avrionnTikoU Kai/f
ToU avriBioTikol €av unapxn’

(1) upveiav ToU kard ndocov TO NPoidv nepiEXet i) uf oloiav avBpwnivng
npoeAeloewc.

‘EkaoTtn dnootoAry d€ov va ouvodelntar Und £vOoc MICTONoINTIKOU MG
npoGAénsml ev "ApbBpw 4 TRQ Zuucpwvmc Kai &v 1) I'Iapqompan ToU na-
povTOoC. I'ImeOKo)\)\ou Aalypam TAG . ETIKETTAC KA TOU nAnpogopiakol
@QuAAadiou guvantovral -T@® napovti MpwtokOAAw.
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MAPAPTHMA TOY MPQTOKOAAOY

Zupowvia nepi TRC "'Avraliayic Avnﬁpoompunv
Mpoodiopiopos Tou Tonou TV ‘loTwv. . '

“ApBpov 4
MoTtonomTikov

NA MH AMOSMATAI EK THE AMOSTOAHS

"ApiBuoc

"ApiBudc oer-
pac napa-
okesuaoiac

............... 19..
(nuspounvm) .
‘O Unoyeypaupévoc niotonoiel 0TI N &v T® nepiBwpiw
avagepopsvn GnooToAn

£vOC £k TV v "ApBpw 6 TAC Zup@wviac GvapepopEvwyY
opyavicu®yv, avranokpiveral npodc Tac npodiaypagpac Tol
MpwrtokdAAou TAC Zupgwviac kai duvarar va napadodn
apgowe npoc tov napainnrtnv (6voupa kai TOnov) . .....

(Zgpayic) ("Ynoypaen) (Tirhoc)

AIOPOQ3IE

"Avagpopik®c npoc Tov Nopov un’ ap. 1 tol 1976 Tov dnpooisu-
Oévra eic TRV £nionuov £pnuepida TNe Anuokpariac Un’ Gp. 1249
e 16nc 'lavouapiou, 1976, | nuepopnvia Toh nAayioritAou ATIC

avageperal

gic 7O @pBpov U’ ap. 2 wg 25.3.1975 dov va ava—

yvwodi we 25.3.1965.

‘Etumrdn &v 1§ Tumoypageip T Kumpiaxig Anpokpartiag, év Asukwoiq. .



