
EU  RO  PE  AN  AG  RE  E  MENT
ON THE EX CHAN GE OF BLOOD-GROUPING RE A GENTS

The sig na to ry go ver nments of the mem ber Sta tes of
the Co un cil of Eu ro pe,

Con si de ring that blood-grouping re a gents are not
ava i lab le in un li mi ted qu an ti ties;

Con si de ring that it is most de si rab le that mem ber
co un tries, in a spi rit of Eu ro pe an so li da ri ty, sho uld
as sist one anot her in the sup ply of the se
blood-grouping re a gents, sho uld the need ari se;

Con si de ring that such mu tu al as sis tan ce is only
po ssib le if the cha rac ter and use of such
blood-grouping re a gents are sub ject to ru les laid down
jo in tly by the mem ber co un tries and if the ne ces sa ry
im port fa ci li ties and exem ptions are gran ted,

Have ag re ed as fol lows:

Ar tic le 1

For the pur po ses of this Ag re e ment, the ex pres sion
”blood-grouping re a gents” re fers to re a gents of hu man, 
ani mal and plant and ot her ori gin, used for
blood-grouping and for the de tec tion of blo od
in com pa ti bi li ties.

Any Con trac ting Par ty may, by a dec la ra tion
ad dres sed to the Sec re ta ry Ge ne ral of the Co un cil of
Eu ro pe, when sig ning this Ag re e ment or de po si ting its
in stru ment of ra ti fi ca tion or ap pro val, or ac ces sion,
li mit the ap pli ca tion of this Ag re e ment to
blood-grouping re a gents of hu man ori gin. This
dec la ra tion may be wit hdrawn at any time, by
no ti fi ca tion ad dres sed to the Sec re ta ry Ge ne ral of the
Co un cil of Eu ro pe.

Ar tic le 2

The Con trac ting Par ties un der ta ke, pro vi ded that
they have suf fi cient stocks for the ir own ne eds, to make 
blood-grouping re a gents ava i lab le to ot her Par ties who
are in ur gent need of them and to char ge only tho se
costs of col lec tion, pro ces sing and car ria ge of such
sub stan ces and the cost (if any) of the ir pur cha se.

Ar tic le 3

Blood-grouping re a gents shall be made ava i lab le to
the ot her Con trac ting Par ties sub ject to the con di tion
that no pro fit is made on them, that they shall be used
so le ly for me di cal pur po ses and shall be de li ve red only
to bo dies de sig na ted by the go ver nments con cer ned.

Ar tic le 4

The Con trac ting Par ties shall cer ti fy that the
pro vi sions as laid down in the Pro to col to this
Ag re e ment have been ob ser ved.

They shall also com ply with any ru les to which they
have sub scri bed with re gard to in ter na tio nal
stan dar di sa tion in this field.

All con sig nments of blood-grouping re a gents shall be 
ac com pa nied by a cer ti fi ca te to the ef fect that they were 
pre pa red in ac cor dan ce with the spe ci fi ca tions in the
Pro to col. This cer ti fi ca te shall be ba sed on the mo del to
be fo und in the An nex to the Pro to col.

The Pro to col and its An nex con sti tu te an
ad mi nis tra ti ve ar ran ge ment and may be amen ded or
sup ple men ted by the go ver nments of the Par ties to this
Ag re e ment.

Ar tic le 5

The Con trac ting Par ties shall take all ne ces sa ry
me a su res to exempt from all im port du ties the
blood-grouping re a gents pla ced at the ir dis po sal by the 
ot her Par ties.

They shall also take all ne ces sa ry me a su res to
pro vi de for the spe e dy de li ve ry of the se sub stan ces, by
the most di rect ro u te, to the con sig ne es re fer red to in
Ar tic le 3 of this Ag re e ment.

Ar tic le 6

The Con trac ting Par ties shall for ward to one anot her, 
thro ugh the Sec re ta ry Ge ne ral of the Co un cil of
Eu ro pe, a list of the bo dies em po we red to is sue
cer ti fi ca tes as pro vi ded in Ar tic le 4 of this Ag re e ment.

They shall also for ward a list of bo dies em po we red to
dis tri bu te im por ted blood-grouping re a gents.
Whe re ver po ssib le the se bo dies sho uld be the same as
tho se re fer red to in Ar tic le 6 of the Eu ro pe an
Ag re e ment on the Ex chan ge of The ra pe u tic Sub stan ces 
of Hu man Ori gin.

Ar tic le 7

The pre sent Ag re e ment shall be open to the sig na tu re 
of Mem bers of the Co un cil of Eu ro pe, who may be co me
Par ties to it eit her by:
a) sig na tu re wit ho ut re ser va tion in res pect of

ra ti fi ca tion or ap pro val, or
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b) sig na tu re with re ser va tion in res pect of ra ti fi ca tion
or ap pro val, fol lo wed by ra ti fi ca tion or ap pro val.

In stru ments of ra ti fi ca tion or ap pro val shall be
de po si ted with the Sec re ta ry Ge ne ral of the Co un cil of
Eu ro pe.

Ar tic le 8

The pre sent Ag re e ment shall en ter into for ce one
month af ter the date on which three Mem bers of the
Co un cil shall, in ac cor dan ce with Ar tic le 7, have sig ned 
the Ag re e ment wit ho ut re ser va tion in res pect of
ra ti fi ca tion or ap pro val or shall have ra ti fied or
ap pro ved it.

In the case of any Mem ber of the Co un cil who shall
sub se qu en tly sign the Ag re e ment wit ho ut re ser va tion
in res pect of ra ti fi ca tion or ap pro val or who shall ra ti fy
or ap pro ve it, the Ag re e ment shall en ter into for ce one
month af ter the date of such sig na tu re or the date of
de po sit of the in stru ment of ra ti fi ca tion or ap pro val.

Ar tic le 9

Af ter the en try into for ce of this Ag re e ment, the
Com mit tee of Mi nis ters of the Co un cil of Eu ro pe may
in vi te any non-member Sta te to ac ce de to the pre sent
Ag re e ment. Such ac ces sion shall take ef fect one month
af ter the date of de po sit of the in stru ment of ac ces sion
with the Sec re ta ry Ge ne ral of the Co un cil of Eu ro pe.

Ar tic le 10

The Sec re ta ry Ge ne ral of the Co un cil of Eu ro pe shall
no ti fy Mem bers of the Co un cil and ac ce ding Sta tes:
a) of the date of en try into for ce of this Ag re e ment and

of the na mes of any Mem bers who have sig ned
wit ho ut re ser va tion in res pect of ra ti fi ca tion or
ap pro val or who have ra ti fied or ap pro ved it;

b) of the de po sit of any in stru ment of ac ces sion in
ac cor dan ce with Ar tic le 9;

c) of any dec la ra tion or no ti fi ca tion re ce i ved in
ac cor dan ce with the pro vi sions of Ar tic le 1,
pa ra graph 2;

d) of any no ti fi ca tion re ce i ved in ac cor dan ce with
Ar tic le 11 and its ef fec ti ve date;

e) of any amen dment of the Pro to col and of its An nex
un der Ar tic le 4, pa ra graph 4.

Ar tic le 11

The pre sent Ag re e ment shall re ma in in for ce
in de fi ni te ly.

Any Con trac ting Par ty may ter mi na te its own
ap pli ca tion of the Ag re e ment by gi ving one year's no ti ce 
to that ef fect to the Sec re ta ry Ge ne ral of the Co un cil of
Eu ro pe.

In wit ness whe re of the un der sig ned, duly aut ho ri sed
the re to by the ir res pec ti ve Go ver nments, have sig ned
the pre sent Ag re e ment.

Done at Stras bo urg, this 14th day of May 1962, in
En glish and French, both texts be ing equ al ly
aut ho ri ta ti ve, in a sing le copy which shall re ma in
de po si ted in the ar chi ves of the Co un cil of Eu ro pe. The
Sec re ta ry Ge ne ral shall trans mit cer ti fied co pies to
each of the sig na to ry and ac ce ding Go ver nments.
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PRO TO  COL  TO  THE  EU  RO  PE  AN  AG  RE  E  MENT
ON THE EX CHAN GE OF BLOOD-GROUPING RE A GENTS

GE NE  RAL  P R O  V I  S IONS

1. Spe ci fi ci ty
A blood-grouping1) re a gent must re act with all blo od

sam ples tes ted which con ta in the an ti gen ho mo lo go us
to the an ti bo dy or ot her sub stan ce men tio ned on the
la bel.

When a re a gent is used ac cor ding to the tech ni que
re com men ded by the pro du cer the re must be no
evi den ce of any of the fol lo wing fac tors or phe no me na:
(a)ha e mo ly tic pro per ties;
(b) an ti bo dies or ot her sub stan ces be si des tho se

men tio ned on the la bel;
(c) bac te rial pro ducts liab le to ca u se fal se po si ti ve or

fal se ne ga ti ve re ac tions;
(d)pseudo-agglutination thro ugh the for ma tion of

ro u le a ux;
(e)  pro zo ne phe no me na. 

2. Po ten cy
Tit re is me a su red by ma king suc ces si ve two-fold

di lu tions of the re a gent un der stu dy in an ap prop ria te
me dium. To each di lu tion is ad ded an equ al vo lu me of a 
su sen sion of red cor pus cles. The tit re is the re cip ro cal
of the fi gu re re pre sen ting the hig hest se rum di lu tion in
which a re ac tion oc curs, the di lu tion be ing cal cu la ted
wit ho ut the in clu sion of the vo lu me of the cor pus cu lar
sus pen sion in the to tal vo lu me.

In the case of anti-A, anti-B and ot her re a gents
in ten ded for use on sli des, avi di ty is ex pres sed by
me ans of the time re qu i red for ag glu ti na tion on a sli de.
3. In ter na tio nal Stan dards and In ter na tio nal Units

In ter na tio nal Stan dards have been es tab lis hed by
the Wo rld He alth Or ga ni za tion for anti-A and anti-B

and in com ple te anti-D blood-grouping re a gents and
are in pro cess of be ing es tab lis hed for blood-grouping
re a gents of ot her spe ci fi ci ties.

An In ter na tio nal Stan dard Pre pa ra tion con ta ins, by
de fi ni tion, a cer ta in num ber of In ter na tio nal Units per
mg or ml and this de fi ni tion is in de pen dent of the tit res
ob ser ved aga inst par ti cu lar red cor pus cle
pre pa ra tions.2)

4. Sta bi li ty and ex pi ry date
Each re a gent, when kept un der the con di tions of

sto ra ge re com men ded by the ma nu fac tu rer, sho uld
re ta in the re qu i si te pro per ties for at le ast one year.

The ex pi ry date of a re a gent in the li qu id form as
gi ven on the la bel shall be not more than one year from
the date of the last sa tis fac to ry po ten cy test. The ex pi ry
date can be ex ten ded for fur ther pe riods of one year by
re pe ti tion of po ten cy tests.

The expiry date of re a gents in the dried form as gi ven
on the la bel shall be in ac cor dan ce with evi den ce
ob ta i ned from ex pe ri ments on sta bi li ty and shall be
ap pro ved by the na tio nal con trol aut ho ri ties.

5. Pre ser va tion
Blood-grouping re a gents may be pre ser ved in the

li qu id or dried sta te. Dried re a gents shall be kept in an
at mo sphe re of an inert gas or in va cuo, in the glass
con ta i ner in which they were dried and which shall be
clo sed so as to ex clu de mo is tu re. A dried re a gent must
not lose more than 0,5 % of its we ight when tes ted by
fur ther dry ing over phos pho rus pen to xi de at
a pre ssu re not ex ce e ding 0,02 mm of mer cu ry for 24
ho urs.

Re a gents shall be pre pa red with asep tic pre ca u tions
and shall be free from bac te rial con ta mi na tion. In or der 
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1) At the time of ap pro ving the pre sent ver sion of the Pro to col and its An ne xes, it was un der sto od by the re pre sen ta ti ves of the Con trac ting
Par ties that when in the En glish text of the Ag re e ment the ex pre sions “blood incompatibilities“ was men tio ned, “blood gro u ping
incompatibilities“ was im plied. 
It was also ag re ed that the ex pres sion “blood-grouping“ with a hyp hen in the En glish text on the A gre e ment and of the Pro to col sho uld
read as “blood grouping“ wit ho ut a hyp hen.

2) The po ten cy of blood-grouping re a gents of most spe ci fi ci ties is ex pres sed as the ag glu ti na tion tit re ob ser ved in a di lu tion se ries, aga inst
a sus pen sion of red ce lls. The tit re in di ca tes the di lu tion of re a gent in the last mix tu re of the se ries which shows ag glu ti na tion
mic ros co pi cal ly vi sib le. 
The po ten cy of blood-grouping re a gents for which In ter na tio nal Stan dard Pre pa ra tions exist (at pre sent anti-A and anti-B and
in com ple te anti-D) can abe ex pres sed in In ter na tio nal Units (see Bull, Wld. Hlth. Org. 1954, 10, 937 — 1950, 3, 301) on the ba sis of the
tit ra tion of the un known re a gent in com pa ri son with the In ter na tio nal Stan dard, or a na tio nal sub-standard.
The In ter na tio nal Stan dard Pre pa ra tions of blood-grouping sera are dis pen sed in am po u les con ta i ning dried hu man se rum. When
re con sti tu ted to the vo lu me of 1 ml, the anti-A and anti-B sera con ta in by de fi ni tion 256 In ter na tio nal Units per ml. They can be ob ta i ned 
free of char ge, from the In ter na tio nal La bo ra to ry for Bio lo gi cal Stan dards of WHO, Sta tens Se ru min sti tut, Co pen ha gen. 
The fol lo wing tab le shows an exam ple of a com pa ra ti ve tit ra tion of the In ter na tio nal Stan dard anti-A Se rum (S) and an ‘unknown’ anti-A
re a gent (U) aga inst A1 red cor pus cles and A2B red cor pus cles.

Se rum S Re a gent U Se rum S Re a gent U

A1 cor pus cles 1 : 512 1 : 128 256 64

A2B cor pus cles 1  : 32 1 : 16 256 128

tit res
(ob ser ved)

tit res
(ob ser ved)

Units
(by de fi ni tion)

Units
(by com pa ri son)



to pre vent bac te rial growth the com pe tent na tio nal
aut ho ri ty may de ci de that an an ti sep tic and/or
an ti bio tic shall be ad ded to the re a gent (or to any
sol vent is su ed with dried re a gents), pro vi ded that, in
the pre sen ce of the ad ded sub stan ce, the re a gent still
ful fils the re qu i re ments for spe ci fi ci ty and po ten cy. 

Blood-grouping sera of hu man ori gin must con ta in at 
le ast 2,5 mg of pro te in nit ro gen per ml of li qu id or
re con sti tu ted se rum. 

Re a gents whet her in the li qu id sta te or af ter
re con sti tu tion sho uld be trans pa rent and sho uld not
con ta in any se di ment, gel or vi sib le par tic les.

6. Co lo ra tion
Blood-grouping re a gents for in ter na tio nal ex chan ges 

sho uld pre fe rab ly not be ar ti fi cial ly co lo u red at le ast
un til an in ter na tio nal ag re e ment is re a ched on a
uni form sys tem. Any ad ded co lo u ring mat ter must not
in ter fe re with the spe ci fic re ac tion.

7. Dis pen sing and vo lu me
Blood-grouping re a gents shall be dis pen sed in such

a way and in such vo lu mes that the re a gent in one
con ta i ner is suf fi cient for the per for man ce of tests with
po si ti ve and ne ga ti ve con trol cor pus cles in ad di tion to
the per for man ce of tests with the un known cor pus cles.
The vo lu me in one con ta i ner shall be such that the
con tents can if ne ces sa ry be used for the per for man ce
of the ap prop ria te tests for po ten cy des cri bed in this
Pro to col. 

8. Re cords and sam ples
Writ ten re cords shall be kept by the pro du cing

la bo ra to ry of all steps in the pro duc tion and con trol of
blood-grouping re a gents. Ade qu a te sam ples of all
re a gents is su ed shall be re ta i ned by the la bo ra to ry
un til it can be re a so nab ly as su med that the batch is no
lon ger in use.

9.  Clas si fi ca tion of re a gents
Re a gents used for blood-grouping may con ta in

sub stan ces of hu man, ani mal, ve ge tab le (or mi ne ral)
ori gin, of which some con sti tu te the ac ti ve prin cip le
and ot hers are ad ju vants for en han cing the ac ti vi ty or
ma in ta i ning the sta bi li ty of the re a gent. 

For tech ni cal re a sons the se re a gents have been
di vi ded into three ca te go ries ac cor ding to the ori gin of
the ir ac ti ve prin cip le. This does not mean that re a gents
of hu man ori gin con ta in ex clu si ve ly sub stan ces of
hu man ori gin or that ani mal or ve ge tab le re a gents
can not con ta in sub stan ces of hu man ori gin.

10.  La bels, le af lets and cer ti fi ca tes
A la bel pri nted in En glish and French, in black on

whi te pa per, shall be af fi xed to each fi nal con ta i ner and
shall con ta in the fol lo wing in for ma tion:

1. Name and ad dress of pro du cer;
2. Name of the re a gent as it ap pe ars in the he a ding

of the re le vant spe ci fi ca tion; 
3. Name and amo unt of an ti sep tic and/or an ti bio tic, 

if pre sent, or in di ca tion of ab sen ce;
4. The vo lu me or, whe re the re a gent is dried, the

vo lu me and com po si tion of the flu id ne e ded for
re con sti tu tion;

5. Ex pi ry data;
6. Batch num ber.

Mo re o ver, this la bel or the la bel of the car ton
en clo sing se ve ral fi nal con ta i ners, or the le af let
ac com pa ny ing the con ta i ners, shall con ta in the
fol lo wing in for ma tion:

1. Full name and ad dress of pro du cer;
2. Name of the re a gent as it ap pe ars in the he a ding

of the re le vant spe ci fi ca tion;
3. The vo lu me, or, whe re the re a gent is dried, the

vo lu me and com po si tion of the flu id ne e ded for
re con sti tu tion;

4. Date of last po ten cy test;
5. Ex pi ry date (if any);
6. Batch num ber;
7. Ade qu a te des crip tion of the met hod of use

re com men ded by the pro du cer;
8. Con di tions of sto ra ge of uno pe ned am po u les and

pre ca u tions to the ta ken af ter ope ning;
9. Exact com po si tion, in clu ding an ti sep tic and/or

an ti bio tic if any;
10. Sta te ment whet her the pro duct con ta ins or does

not con ta in ma te rial of hu man ori gin.

Each con sig nment shall be ac com pa nied by
a cer ti fi ca te as pro vi ded in Ar tic le 4 of the Ag re e ment
and the An nex to the pre sent Pro to col. Exam les of
la bels and le af lets are at ta ched to the re sent Pro to col.

SPE  C I  F IC  PRO V I  S IONS

A. BLOOD-GROUPING SERA OF HU MAN ORI GIN

(a) SERA OF HU MAN ORI GIN FOR ABO GRO U PING 

(i) Anti-A blood-grouping se rum (hu man)
Anti-A se rum is de ri ved from the blo od of se lec ted

gro up B per sons, who may or may not have been
im mu ni zed by gro up A red cor pus cles or gro up A
spe ci fic sub stan ce. Anti-A se rum ag glu ti na tes hu man
red cor pus cles con ta i ning A an ti gen, i.e. tho se of blo od
gro ups A and AB, in clu ding sub-groups, A1, A2. A1B
and A2B, and does not ag glu ti na te hu man red
cor pus cles which do not con ta in A an ti gen, i.e. tho se of
blo od gro ups 0 and B.

Po ten cy

Titration

An anti-A se rum shall be tit ra ted se pa ra te ly aga inst
sus pen sions of A1, A2 and A2B cor pus cles, in pa ral lel
with the re con sti tu ted but un di lu ted In ter na tio nal
Stan dard Pre pa ra tion of anti-A blood-grouping se rum
or an equ i va lent re fe ren ce pre pa ra tion. The po ten cy of
the se rum shall in each case be not less than 64
In ter na tio nal Units per ml. 
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Determination of avidity

When anti-A se rum is mi xed on a sli de with an equ al
vo lu me of a sus pen sion of A1, A2 and A2B ce lls with
a vo lu me frac tion of 0,05 to 0,1, ag glu ti na tion of each
sus pen sion sho uld first ap pe ar in not more than twi ce
the time ta ken when the same test is per for med with
the re con sti tu ted but un di lu ted In ter na tio nal
Stan dard Pre pa ra tion of anti-A blood-grouping se rum
or with a re fe ren ce stan dard of equ i va lent avi di ty.

(ii) Anti-B blood-grouping se rum (hu man)
Anti-B se rum is de ri ved from the blo od of se lec ted

gro up A per sons, who may or may not have been
im mu ni zed by gro up B red cor pus cles or gro up B
spe ci fic subs tan ce. Anti-B se rum ag glu ti na tes hu man
red cor pus cles con ta i ning B an ti gen, i.e. tho se of blo od
gro ups B and AB, and does not ag glu ti na te hu man red
cor pus cles which do not con ta in B an ti gen, i.e. tho se of
blo od gro ups 0 and A. 

Po ten cy

Titration

An anti-B se rum shall be tit ra ted aga inst
a sus pen sion of gro up B cor pus cles in pa ral lel with the
re con sti tu ted but un di lu ted In ter na tio nal Stan dard
Pre pa ra tion of anti-B blood-grouping se rum or an
equ i va lent re fe ren ce pre pa ra tion. The po ten cy of the
se rum shall be not less than 64 In ter na tio nal Units per
ml. 

Determination of avidity

When anti-B se rum is mi xed on a sli de with an equ al
vo lu me of a sus pen sion of B ce lls with a vo lu me frac tion 
of 0,05 to 0,1, ag glu ti na tion sho uld first ap pe ar in not
more than twi ce the time ta ken when the same test is
per for med with the re con sti tu ted but un di lu ted
In ter na tio nal Stan dard Pre pa ra tion of anti-B
blood-grouping se rum or with re fe ren ce stan dard of
equ i va lent avi di ty.

(iii) Anti-A + Anti-B (gro up) blood-grouping se rum
(hu man)

Anti-A + anti-B (gro up 0) se rum is de ri ved from the
blo od of se lec ted gro up 0 per sons who may or may not
have been im mu ni zed by gro up A and gro up B red
cor pus cles or gro up A and gro up B spe ci fic sub stan ces. 
Anti-A + anti-B (gro up 0) se rum ag glu ti na tes hu man
red cor pus cles con ta i ning A or B ag glu tio no gens or
both, i.e. tho se of gro up A in clu ding sub gro ups A1 and
A2, gro up B and gro up AB in cl uding sub gro ups A1B
and A2B, and does not ag glu ti na te hu man red
cor pus cles which do not con ta in A or B ag glu ti no gens,
i.e. tho se of gro up 0. It ag glu ti na tes hu man red
cor pus cles con ta i ning the Ax (Ay or Ao) an ti gen (which
are not, in ge ne ral, ag glu ti na ted by anti-A se rum
de ri ved from gro up B do nors). 

Po ten cy

Titration

An anti-A + anti-B (gro up 0) se rum shall be tit ra ted
se pa ra te ly aga inst sus pen sions of A1, and A2
cor pus cles in pa ral lel with the re con sti tu ted but
un di lu ted In ter na tio nal Stan dard Pre pa ra tion of anti-A 
blood-grouping se rum or an equ i va lent stan dard
pre pa ra tion. It shall also be tit ra ted aga inst
a suspension of gro up B cor pus cles in pa ral lel with the
re con sti tu ted but un di lu ted In ter na tio nal Stan dard
Pre pa ra tion of anti-B blo od gro u ping se rum or an
equ i va lent stan dard pre pa ra tion. 

The po ten cy of the se rum shall in eve ry case be not
less than 64 In ter na tio nal Units per ml. 

Anti-A + anti-B (gro up 0) blood-grouping se rum used
un di lu ted shall also give re a di ly de tec tab le
ag glu ti na tion of gro up Ax (Ay or Ao) cor pus cles.

Determination of avidity

When anti-A + anti-B (gro up 0) se rum is mi xed on
a sli de with equ al vo lu mes of sus pen sions of A1 and A2
ce lls with a vo lu me frac tion of 0,05 to 0,1, ag glu ti na tion 
shall first ap pe ar in not more than twi ce the time ta ken
when the same tests are per for med with the
re con sti tu ted but un di lu ted In ter na tio nal Stan dard
Pre pa ra tion of anti-A blood-grouping se rum or with
a re fe ren ce stan dard of equ i va lent avi di ty. When anti-A 
+ anti-B (gro up 0) se rum is mi xed on a sli de with an
equ al vo lu me of a sus pen sion of B ce lls with a vo lu me
frac tion of 0,05 to 0,1, ag glu ti na tion shall first ap pe ar
in not more than twi ce the time ta ken when the same
est is per for med with the re con sti tu ted but un di lu ted
In ter na tio nal Stan dard Pre pa ra tion of anti-B
blood-grouping se rum or a re fe ren ce pre pa ra tion of
equ i va lent avi di ty. When anti-A + anti-B (gro up 0)
se rum is mi xed on a sli de with an equ al vo lu me of a
sus pen sion of Ax (Ay or Ao) ce lls with a vo lu me frac tion
of 0,05 to 0,1, ag glu ti na tion shall first ap pe ar in not
more than five mi nu tes at a tem pe ra tu re bet we en 18
and 25 oC. 

(b) SERA OF HU MAN ORI GIN FOR Rh GRO U PING

Anti-Rh blood-grouping sera, wha te ver the ir
spe ci fi ci ty, may be of eit her of two va rie ties dif fe ring in
the con di tions un der which ag glu ti na tion of
ho mo lo go us cor pus cles is ob ta i ned. Cer ta in sera
com mon ly known as ‘complete’ ag glu ti na te cor pus cles
sus pen ded in sa li ne. With ot hers, com mon ly known as
‘incomplete’, ag glu ti na tion can only be ob ta i ned in the
pre sen ce of cer ta in col lo ids such as bo vi ne al bu min or
by me ans of ot her spe cial tech ni qu es. The sera sho uld
by used un der the con di tions spe ci fied by the
la bo ra to ry pre pa ring them. 

Some ‘incomplete’ sera will also ag glu ti na te
ho mo lo go us red cor pus cles sus pen ded in the ir own
se rum or plas ma on sli des. 

The fol lo wing re qu i re ments of po ten cy for Rh
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gro u ping sera may need to be re vi sed when
In ter na tio nal Stan dard Pre pa ra tions be co me ava i lab le.

(i) Anti-D (anti-Rho) blood-grouping se rum
(hu man)

Anti-D se rum is de ri ved from the blo od of one or more 
per sons im mu ni zed by the D an ti gen of the Rh sys tem.
It re acts with hu man red cor pus cles con ta i ning the D
an ti gen, but not with hu man red cor pus cles which do
not con ta in the D an ti gen. 

Po ten cy

Titration

‘Complete’ anti-D sera shall have a tit re of not less
than 32 aga inst CcDee ce lls in a so lu tion con ta i ning 9
grams so dium chlo ri de per lit re. 

An ‘incomplete’ anti-D se rum shall be tit ra ted
aga inst CcDee cor pus cles in pa ral lel with the
re con sti tu ted but un di lu ted In ter na tio nal Stan dard
Pre pa ra tion of In com ple te Anti-D (anti-Rho) or an
equ i va lent re fe ren ce pre pa ra tion. It shall have a
po ten cy of not less than 32 In ter na tio nal Units.
Be si des re ac ting with all red cor pus cles con ta i ning the
D an ti gen, the se rum sho uld, as far as po ssib le, re act
with cor pus cles con ta i ning the Du an ti gen. 

Determinati on of avidity

Anti-D sera in ten ded for use in the sli de test of
Dia mond and Abel son sho uld, when mi xed on a sli de
with an equ al vo lu me of a 40 to 50 % sus pen sion of
CcDee cor pus cles at ap ro xi ma te ly 40 oC, show vi sib le
ag glu ti na tion wit hin 30 se conds, and ag glu ti na tion
sho uld be com ple te wit hin 120 se conds. 

(ii) Anti-C (anti Rh) blod-grouping se rum (hu man) 
Anti-C se rum is de ri ved from the blo od of one or more 

per sons im mu ni zed by the C ag glu ti no gen of the Rh
sys tem. It ag glu ti na tes sus pen sions of hu man red
cor pus cles con ta i ning the C an ti gen, but not with
hu man red cor pus cles which do not con ta in the C
an ti gen. In this con nec tion the C an ti gen is re gar ded as
in clu ding the Cw an ti gen.

Most dia gnos tic anti-C sera con ta in ‘complete’ anti-C 
to get her with ‘incomplete’ anti-D. The se sera are
the re fo re spe ci fic for the C an ti gen only when the ce lls
un der test are sus pen ded in a so lu tion con ta i ning 9
grams so dium chlo ri de per lit re. 

Po ten cy

Titration 

Anti-C sera (‘complete’ or ‘incomplete’) sho uld have a
tit re of not less than 8 aga inst Ccddee cor pus cles. 

Determination of avidity 

Anti-C sera in ten ded for use in the sli de test of
Dia mond and Abel son (and which must not con ta in

any form of anti-D) sho uld, when mi xed on a sli de with
an equ al vo lu me of a sus pen sion of Ccddee ce lls with
a vo lu me frac tion of 0,4 to 0,5, at ap pro xi ma te ly 40 oC,
show vi sib le ag glu ti na tion wit hin 30 se conds, and
ag glu ti na tion sho uld be com ple te wit hin 120 se conds.

 
(iii) Anti-E (anti-Rh*) blood-grouping se rum

(hu man)
Anti-E se rum is de ri ved from the blo od of one or more

per sons im mu ni zed by the E an ti gen of the Rh sys tem.
It re acts with hu man red cor pus cles con ta i ning the E
an ti gen. 

Po ten cy

Titration 

Anti-E sera (‘complete’ or ‘incomplete’) sho uld have a
tit re of not less than 8 aga inst ccddEe cor pus cles. 

Determination of avidity 

Anti-E sera in ten ded for use in the sli de test of
Dia mond and Abel son (and which must con ta in any
form of anti-D) sho uld, when mi xed on a sli de with an
equ al vo lu me of a sus pen sion of ccddEe ce lls with
a vo lu me frac tion of 0,4 to 0,5, at ap pro xi ma te ly 40 oC,
show vi sib le ag glu ti na tion wit hin 30 se conds, and
ag glu ti na tion sho uld be com ple te wit hin 120 se conds. 

(iv) Anti-D + C (anti/RhoRh) blood-grouping se rum
(hu man)

Anti-D + E (anti-RhoRh*) blood-grouping se rum
(hu man)

Sera of spe ci fi ci ty anti-D + C and of spe ci fi ci ty anti-D
+ E may be ob ta i ned di rec tly from the blo od of
im mu ni zed in di vi du als or may be pre pa red by mi xing
anti-D with anti-C or anti-E se rum. In a gi ven se rum
both anti/bo dies must be si mul ta ne o us ly ac ti ve un der
the con di tions of re ac tion spe ci fied by the pro du cer.
Each se rum must re act with all ty pes of red cor pus cles
which wo uld re act with eit her of the com po nent
an ti bo dies, and must fail to re act with red cor pus cles
which con ta in ne it her the C nor D an ti gen in the case of 
anti-D + C and ne it her D nor E an ti gen in the case of
anti-D + E. The tit res sho uld not be less than tho se
spe ci fied for the com po nent an ti bo dies, but in the case
of anti-D + C (which is a fre qu ent com bi na tion in the
se rum of im mu ni zed per sons) it is de si rab le that the
anti-C tit re sho uld be not less than 32 and in the case of 
anti-D + E it is de si rab le that the anti-E tit re sho uld be
not less than 8. Whe re a se rum is in ten ded for use in
the sli de test of Dia mond and Abel son, the ti mes of
ag glu ti na tion for all re ac ting ty pes of red cor pus cles
sho uld be not less than tho se spe ci fied for the
com po nent an ti bo dies. 

B. RE A GENTS OF NON-HUMAN ORI GIN

(a) SERA OF ANI MAL ORI GIN

(i) Anti-A blood-grouping se rum (ani mal)
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Anti-A se rum is de ri ved from the blo od of ani mals
which may or may not have been im mu ni zed by gro up A 
red cor pus cles or gro up A spe ci fic sub stan ces. Anti-A
se rum ag glu ti na tes hu man red cor pus cles con ta i ning
A an ti gen, i.e. tho se of blo od gro ups A and AB,
in clu ding sub-groups A1, A2, A1B and A2B, and does
not ag glu ti na te hu man red cor pus cles which do not
con ta in A an ti gen, i.e. tho se of blo od gro ups 0 and B. 

Po ten cy

Titration 

An anti-A se rum shall be tit ra ted se pa ra te ly aga inst
sus pen sions of A1, A2 and A2B red cor pus cles, in
pa ral lel with the re con sti tu ted but un di lu ted
In ter na tio nal Stan dard Pre pa ra tion of anti-A
blood-grouping se rum or an equ i va lent re fe ren ce
pre pa ra tion (1). The po ten cy of the se rum shall in each
case be not less than 64 In ter na tio nal Units per ml. 

Determination of avidity 

When anti-A se rum is mi xed on a sli de with an equ al
vlu me of a sus pen sion of A1, A2 and A2B ce lls with
a vo lu me frac tion of 0,05 to 0,1, ag glu ti na tion of each
sus pen sion shall in each case first ap pe ar in not more
than twi ce the time ta ken when the same test is
per for med with the re con sti tu ted but un di lu ted
In ter na tio nal Stan dard Pre pa ra tion of anti-A
blood-rouping se rum or with a re fe ren ce stan dard of
equ i va lent avi di ty. 

(ii) Anti-B blood-grouping se rum (ani mal)
Anti-B se rum is de ri ved from the blo od of ani mals

which may or may not have been im mu ni zed by gro up B 
red cor pus cles or gro up B spe ci fic sub stan ces. Anti-B
se rum ag glu ti na tes hu man red cor pus cles con ta i ning
B an ti gen i.e. tho se of blo od gro ups B and AB, and does
not ag glu ti na te hu man red cor pus cles which do not
con ta in B an ti gen, i.e. tho se of blo od gro ups 0 and A. 

Po ten cy

Titration

An anti-B se rum shall be tit ra ted aga inst
a sus pen sion of gro up B cor pus cles in pa ral lel with the
re con sti tu ted but un di lu ted In ter na tio nal Stan dard
Pre pa ra tion of anti-B blood-grouping se rum or an
equ i va lent re fe ren ce pre pa ra tion1). The po ten cy of the
se rum shall be not less than 64 In ter na tio nal Units per
ml. 

Determination of avidity

When anti-B se rum is mi xed on a sli de with an equ al
vo lu me of a sus pen sion of B ce lls with a vo lu me frac tion 
of 0,05 to 0,1, ag glu ti na tion shall first ap pe ar in not
more than twi ce the time ta ken when the same test in
per for med with the re con sti tu ted but un di lu ted
In ter na tio nal Stan dard Pre pa ra tion of anti-B
blood-grouping se rum or with a re fe ren ce stan dard of
equ i va lent avi di ty. 

(iii) Anti-human-globulin se rum (ani mal)2)

Anti-human glo bu lin se rum for use in blo od gro up
se ro lo gy must con ta in ag glu ti na ting an ti bo dies aga inst 
IgG glo bu lin and ag glu ti na ting an ti bo dies aga inst
com ple ment fac tors. It is de ri ved from the blo od of
ani mals im mu ni zed by the in jec tion of hu man se rum
pro te in. It must ag glu ti na te all hu man red cor pus cles
co a ted with hu man IgG and/or com ple ment fac tors.
Un der the con di tions spe ci fied by the ma nu fac tu rers it
does not ag glu ti na te un co a ted hu man red cor pus cles,
to wha te ver gro up they may be long. 

Specificity 

The spe ci fi ci ty of an anti-human glo bu lin se rum for
use in blo od gro up se ro lo gy must be tes ted with hu man 
red cor pus cles co a ted with a va rie ty of an ti bo dies i.e.
red cor pus cles sen si ti zed with hu man in com ple te
an ti bo dies anti-D, anti-K and anti-Fya, red cor pus cles
sen si ti zed with complement-binding in com ple te
an ti bo dies anti-Lea in the pre sen ce of fresh hu man
se rum, and red cor pus cles sen si ti zed with so cal led
‘incomplete cold antibodies’ and with tan ned red
cor pus cles sen si ti zed with hu man IgG and, fi nal ly,
with 10 different samples of non-coated human red
corpuscles with and without A and B antigens. 

Po ten cy

Titration

An anti-human glo bu lin se rum, as sup plied, or at the 
di lu tion re com men ded on the la bel, shall stron gly
ag glu ti na te hu man red cor pus cles co a ted with
a hu man in com ple te anti-D se rum, ha ving a tit re of 4
(or less) aga inst D-positive cor pus cles, when the
tit ra tion is per for med by the al bu min rep la ce ment
met hod. At the same di lu tion it shall ag glu ti na te
K-positive hu man cor pus cles sen si ti zed with se lec ted
weak anti-K an ti bo dies and Fya po si ti ve red cor pus cles
sen si ti zed with se lec ted weak anti-Fya an ti bo dies. 

It shall also, at the same or a dif fe rent di lu tion, as

Príloha k čiastke 120 Zbierka zákonov 2004 Strana 5787

1) The In ter na tio nal Stan dard Pre pa ra tion is of hu man ori gin: an equ i va lent re fe ren ce pre pa ra tion, if used, may be of hu man or
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2) Co ombs, R.R.A., Mo u rant, A.E. and Race, R.R. (1945), Lan cet, iii5.
Co ombs, R.R.A., Mo u rant, A.E. and Race, R.R. (1945), Brit. J.exp. Path, 26, 255. 
At the same di lu tion it shall ag glu ti na te K-positive hu man red cor pus cles sen si ti zed with se lec ted weak anti-K an ti bo dies and Fya

po si ti ve red cor pus cles sen si ti zed with se lec ted weak anti-Fya an ti bo dies. 
It shall also, at the same or a dif fe rent di lu tion, as spe ci fied on the la bel, ag glu ti na te hu man red cor pus cles sen si ti zed with weak
complement-binding in com ple te anti-Lea an ti bo dies in the pre sen ce of fresh se rum.
For cli ni cal use it is de si rab le that the co a ting of all the ty pes of in com ple te an ti bo dies abo ve shall be de tec tab le with a sing le di lu tion of
the anti-human glo bu lin se rum. 



spe ci fied on the la bel, ag glu ti na te hu man red
cor pus cles sen si ti zed with weak com ple ment-bin ding
in com ple te anti Lea an ti bo dies in the pre sen ce of fresh
se rum.

Foe cli ni cal use it is de si rab le that the co a ting of all
the ty pes of in com ple te an ti bo dies abo ve shall be
de tec tab le wit ha sing le di lu tion of the ant-human
glo bu lin se rum. 

(b) BLOOD-GROUPING RE A GENTS OF VE GE TAB LE
ORI GIN

(i) Anti-A blood-grouping re a gent (ve ge tab le)
Anti-A re a gent is pre pa red by ex tra ction from the

se eds or ot her parts of a su i tab le plant, fol lo wed, if
ne ces sa ry, by pu ri fi ca tion. Anti-A re a gent ag glu ti na tes
hu man red cor pus cles con ta i ning A an ti gens, i.e. tho se
of blo od gro ups A and AB, in clu ding sub-groups A1, A2,
A1B and A2B and does not ag glu ti na te hu man red
cor pus cles which do not con ta in A an ti gens, i.e. tho se
of blo od gro ups 0 and B. 

Po ten cy

Titration

An anti-A re a gent shall be tit ra ted se pa ra te ly aga inst
sus pen sions of A1, A2 and A2B cor pus cles, in pa ral lel
with the re con sti tu ted but un di lu ted In ter na tio nal
Stan dard Pre pa ra tion of anti-A blood-grouping se rum
or an equ i va lent re fe ren ce pre pa ra tion.1)

The po ten cy of the re a gent shall in each case be not
less than 64 In ter na tio nal Units per ml. 

Determination of avidity

When anti-A re a gent is mi xed on a sli de with an equ al 

vo lu me of a sus pen sion of A1, A2 and A2B ce lls with a
vo lu me frac tion of 0,05 to 0,1, ag glu ti na tion of each
sus pen sion shall first ap pe ar in not more than twi ce
the time ta ken when the same test is per for med with
the re con sti tu ted but un di lu ted In ter na tio nal
Stan dard Pre pa ra tion of anti-A blood-grouping se rum
or with a re fe ren ce stan dard of equ i va lent avi di ty.

(ii) Anti-B blood-grouping re a gent (ve ge tab le)
Anti-B re a gent is pre pa red by ex tra ction from the

ap prop ria te parts of a su i tab le plant, fol lo wed, if
ne ces sa ry, by pu ri fi ca tion. Anti-B re a gent ag glu ti na tes
hu man red cor pus cles con ta i ning B an ti gens, i.e. tho se 
of blo od gro ups B and AB, and does not ag glu ti na te
hu man red cor pus cles which do not con ta in B an ti gen,
i.e. tho se of blo od gro ups 0 and A.

Po ten cy

Titration

An anti-B re a gent shall be tit ra ted aga inst
a sus pen sion of gro up B cor pus cles in pa ral lel with the
re con sti tu ted but un di lu ted In ter na tio nal Stan dard
Pre pa ra tion of anti-B blood-grouping se rum or an
equ i va lent re fe ren ce pre pa ra tion.1) The po ten cy of the
re a gent shall not be less than 64 In ter na tio nal Units
per ml. 

Determination of avidity

When anti-B re a gent is mi xed on a sli de with an equ al 
vo lu me of a sus pen sion of B ce lls with a vo lu me frac tion 
of 0,05 to 0,1, ag glu ti na tion shall first ap pe ar in not
more than twi ce the time ta ken when the same test is
per for med with the re con sti tu ted but un di lu ted
In ter na tio nal Stan dard Pre pa ra tion of anti-B
blood-grouping se rum or with a re fe ren ce stan dard of
equ i va lent avi di ty. 
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EXAM PLES D´ÉTI  QU E TE

EXAM PLES OF  LA  BEL

CON SE IL DE L´EU RO PE

CO UN CIL OF EU RO PE

Ac cord eu ro pé en re la tif á l´échan ge des ré a cifs pour la dé ter mi na tion
des gro u pes san du ins

Eu ro pe an Ag re e ment on the ex chan ge of blo od — gro u ping re a gents

EXAMPLE OF LEAFLET

COUNCIL OF EUROPE

Eu ro pe an Ag re e ment on the ex chan ge of blo od — gro u ping re a gents

1. Cen tral Blo od Trans fu sion La bo ra to ry, 1 Main
Stre et, Met ro po lis, Wes tland

2. Anti-E (”anti-Rh”) se rum (hu man)
3. 10 ml
4. Date of the last co-test: 10th May 1961
5. Ex pi ry Date 30th May 1962
6. No. 5432
7. The red blo od ce lls to be tes ted are was hed one or

more time with NaCl so lu tion of 9 g/l. An
eryt hro cy te sus pen sion with a vo lu me frac tion of 2
approximately 0,03 is pre pa red by mi xing one
vo lu me or drop of pac ked red ce lls with 10 volumes
or drops of iso to nic NaCl-solution. With prac ti ce the
strength of a sus pen sion can be jud ged ade qu a te ly
by in spec tion.

A small drop of se rum is de li ve red into a pre ci pi tin
tube (6 mm x 30 mm) from a Pas te ur pi pet te, and

a si mi lar drop of red cor pus cle sus pen sion is ad ded.
(With prac ti ce con si de rab le eco no my can be achie ved
by de li ve ring the se rum and cell sus pen sion from
pi pet tes mar ked at the vo lu me of 10 ml.) The con tents
of the tube are mi xed and in cu ba ted at 37 o C for two
ho urs The con tents of the tube are then ca u tio us ly
trans fe rr red to a mic ros co pe sli de and gen tly spre ad
upon it. Un less ag glu ti na tion is un mis ta ke ab le to the
nu a i ded eye the sli de is exa mi ned for the pre sen ce and
de gree of ag glu ti na tion un der the mic ros co pe.
8. Sto re at - 20 oC or bel low If to be used af ter day of

ope ning, add 0,1 of a so lu tion con ta i ning 100 gram
so dium azi de per lit re.

9. Hu man anti-E (anti-Rh) se rum: 5 ml so lu tion
con ta i ning 300 gram bo vi ne al bu mi ne per lit re:
5 ml.

10. The pro duct con ta ins ma te rial of hu man ori gin.
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a) sérum liquide

1. Laboratoire X, Amsterdam
2. Sérum anti-A (humain)
3. N1Na 0,1 %
4. 5 ml
5. 7 septembre 1965
6. N 1 2 3 4 

a) fluid serum 

1. ...Laboratory, Amsterdam
2. Anti-A serum (human)
3. Sodium azide 0,1 %
4. 5 ml
5. 7 september 1965
6. No  1  2  3  4 

b) sérum desséché 

1. Laboratoir X, Amsterdam
2. Sérum anti — B (animal)

(a) Mersalate 0,1 %
(b) Reconstituer avec 5 ml d´eau distillée
(c) 31 décembre1968
(d) N 4 3 2 1  

b) dried serum  

1. ...Laboratry, Amsterdam
2. Anti — B serum (animal)
3. Mersalate 0,1 %
4. To be reconstitued with 5 ml distilled

water
5. 31 December1968
6. No  4  3  2  1  



AN NE XE AU PRO TO CO LE

AN NEX TO THE PRO TO COL

CO SE IL DE L´EU RO PE

CO UN CIL OF EU RO PE

Aac cord eu ro pé en re la tif á l´échan ge des ré ac tifs pour la dé ter mi na tion
de gro u pes san gu ins

Eu ro pe an Ag re e ment on the ex chan ge of blo od-gro u ping re a gents

CER TI FI CAT

(Ar tic le 4)
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A ne pas dé ta cher de l´en voi
Not to be se pa ra ted from the ship ment

                                                                                      

                                                                                              .................................................   19.............. 
                                                                                                          (lieu)                       (date)        

                                                                                                      (place)

Nom bre de co lis Le so u sig né déc la re que l´en voi spé ci fi cé en mar ge
Num ber of pac ka ges  The un der sig ned cer ti fies that the ship ment cer ti fied  in the mar gin 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

Dé sig na tion pré pa ré so us la res pon sbi li té de
Mar ked pre pa red un der the res pon si bi li ty of
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

No des lots or ga nis me visé á l´ar tic le 6  de l´ac cord rst con for me aux spé ci fi ca tions du
Batch No pro to co le a l´ac cord et qu´il peut etre dé liv ré im mé dia te ment au des ti na ta i re
. . . . . . . . . . . . . (nom et lieu) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

one of the bo dies ref fe red to in Ar tic le 6 of the Ag re e ment  is in con for mi ty with the spe ci fi ca tions
of the Pro to col and can be de li ve red im mi dia te ly to the con sig nee (name and pla ce)  

(cachet) (signature) (titre)
(stamp) (signature) (title)



CER TIFI CA TE

AD  D I  T IO  NAL  PRO TO  COL  TO  THE  EU  RO  PE  AN  AG  RE  E  MENT
ON THE EX CHAN GE OF BLOOD-GRO U PING RE A GENTS

The mem ber Sta tes of the Co un cil of Eu ro pe,
Con trac ting Par ties to the Eu ro pe an Ag re e ment of 14
May 1962 on the ex chan ge of blo od-gro u ping re a gents
(he re i naf ter cal led ”the Ag re e ment”),

Ha ving re gard to the pro vi sions of Ar tic le 5,
pa ra graph 1, of the Ag re e ment, ac cor ding to which
”The Con trac ting Par ties shall take all ne ces sa ry
me a su res to exempt from all im port du ties the blo od
gro u ping re a gents pla ced at the ir dis po sal by the ot her
Par ties”;

Con si de ring that so far as the mem ber Sta tes of the
Eu ro pe an Eco no mic Com mu ni ty are con cer ned, the
un der ta king to grant this exem ption fa lls wit hin the
com pe ten ce of the Com mu ni ty, which po sses ses the
ne ces sa ry po wers in this res pect by vir tue of the tre a ty
which in sti tu ted it;

Con si de ring the re fo re that for the pur po se of the
im ple men ta tion of Ar tic le 5, pa ra graph 1, of the
Ag re e ment, it is ne ces sa ry for the Eu ro pe an Eco no mic
Com mu ni ty to be able to be co me a Con trac ting Par ty to
the Ag re e ment,

Have ag re ed as fol lows:

Ar tic le 1

The Eu ro pe an Eco no mic Com mu ni ty may be co me a
Con trac ting Par ty to the Ag re e ment by sig ning it. In
res pect of the Com mu ni ty, the Ag re e ment shall en ter
into for ce on the first day of the month fol lo wing such
sig na tu re.

Ar tic le 2

1 This Ad di tio nal Pro to col shall be open for
ac cep tan ce by the Con trac ting Par ties to the
Ag re e ment. It shall en ter into for ce on the first day of
the month fol lo wing the date on which the last of the
Con trac ting Par ties has de po si ted its in stru ment of

ac cep tan ce with the Sec re ta ry Ge ne ral of the Co un cil of 
Eu ro pe.

2 Ho we ver, this Ad di tio nal Pro to col shall en ter into
for ce on the ex pi ra tion of a pe riod of two ye ars from the
date on which it has been ope ned for ac cep tan ce,
un less one of the Con trac ting Par ties has no ti fied an
ob jec tion to the en try into for ce. If such an ob jec tion
has been no ti fied, pa ra graph 1 of this ar tic le shall
ap ply.

Ar tic le 3

From the date of its en try into for ce, this Ad di tio nal
Pro to col shall form an in teg ral part of the Ag re e ment.
From that date, no Sta te may be co me a Con trac ting
Par ty to the Ag re e ment wit ho ut at the same time
be co ming a Con trac ting Par ty to the Ad di tio nal
Pro to col. 

Ar tic le 4

The Sec re ta ry Ge ne ral of the Co un cil of Eu ro pe shall
no ti fy the mem ber Sta tes of the Co un cil of Eu ro pe, any
Sta te ha ving ac ce ded to the Ag re e ment and the
Eu ro pe an Eco no mic Com mu ni ty of any ac cep tan ce or
ob jec tion made un der Ar tic le 2 and of the date of en try
into for ce of this Ad di tio nal Pro to col in ac cor dan ce with 
Ar tic le 2.

The Sec re ta ry Ge ne ral shall also no ti fy the Eu ro pe an
Eco no mic Com mu ni ty of any act, no ti fi ca tion or
com mu ni ca tion re la ting to the Ag re e ment.

Done at Stras bo urg, the 29th day of Sep tem ber 1982, 
in En glish and in French, and ope ned for ac cep tan ce
the 1st day of Ja nu a ry 1983. Both texts are equ al ly
aut hen tic and shall be de po si ted in a sing le copy in the
ar chi ves of the Co un cil of Eu ro pe. The Sec re ta ry
Ge ne ral of the Co un cil of Eu ro pe shall trans mit
cer ti fied co pies to each mem ber Sta te of the Co un cil of
Eu ro pe, to any Sta te in vi ted to ac ce de to the Ag re e ment
and to the Eu ro pe an Eco no mic Com mu ni ty.
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