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EUROPEAN AGREEMENT ON THE EXCHANGE OF THERAPEUTIC 
SUBSTANCES OF HUMAN ORIGIN 

The Governments signatory hereto, being Members of the Council of 
Europe, 

Considering that therapeutic substances of human origin are by their very 
nature the result of an act of the human donor and therefore not available 
in unlimited quantities; 

Considering that it is most desirable that member countries, in a spirit of 
European solidarity, should assist one another in the supply of these 
therapeutic substances, should the need arise; 

Considering that such mutual assistance is only possible if the character 
and use of such therapeutic substances are subject to rules laid down jointly 
by the member countries and if the necessary import facilities and exemptions 
are granted, 

Have agreed as follows : 

ARTICLE 1 
' For the purposes of this Agreement,. the expression " therapeutic 

substances of human origin " refers to human blood and its derivatives. 
The provisions of this Agreement may be extended to cover other 

therapeutic substances of human origin by exchange of letters between two 
or  more of the Contracting Parties. 

ARTICLE 2 
The Contracting Parties undertake, provided that they have sufficient 

stocks Cor their own needs, to make therapeutic substances of human origin 
available to other Parties who are in urgent need of them and to charge only 
those costs involved in the collection, processing and carriage of such 
substances. 

ARTICLE 3 
Therapeutic substances of human origin shall he made available to the 

other Contracting Parties subject to the express condition that no profit is 
made on them, that they shall be used solely for medical purposes and shall 
be delivered only to bodies designated by the Governments concerned. 

ARTICLE 4 
The Contracting Parties shall certify that the minimum requirements with 

regard to the properties of the therapeutic substances. and the regulations 
on labelling, packing and dispatch. as laid down in the Protocol to this 
Agreement, have been observed. 

They shall also comply with any rules to which they have subscribed 
with regard to international standardisation in this field. 
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ACCORD EUROPEEN RELATIF A L’ECHANGE DE SUBSTANCES 
THERAPEUTIQUES D’ORIGINE HUMAINE 

Les Gouvernements signataires, Membres du Conseil de I’Europe. 

Considerant que les substances thdrapeutiques d‘origine humaine. de par 
leur nature meme, proviennent d‘un acte du donateur humain et ne sont 
donc disponibles qu’en quantitt limitke; 

Estimant qu’il est hautement souhaitable que, dans un esprit de solidarite 
euro@enne, les pays membres se petent une assistance mutuelle en vue de 
la fourniture de ces substances thkrapeutiques. si la necessitC s’en fait sentir; 

Considerant que cette assistance mutuelle n’est possible que si les 
proprietb et I‘emploi de ces substances therapeutiques sont soumis k des 
rkgles itablies en commun par les pays membres et si l’importation de ces 
substances thirapeutiques Mneficie des facilit6 et exemptions nicessaires. 

Sont convenus de ce qui suit: 

ARTICLE I“’ 
Aux fins d‘application du present Accord, les tennes “substances 

thtrapeutiques d‘origine humaine ” designent le sang humain et ses dtrivis. 
Les dispositions du prdsent Accord peuvent Ctre etendues k d’autres 

substances therapeutiques d‘origine humaine par echange de lettres entre 
deux ou plusieurs des Parties Contractantes. 

ARTICLE 2 
Les Parties Contractantes s’engagent, pour autant qu’elles disposent de 

reserves sufiantes pour leurs propres besoins. B mettre les substances 
thdrapeutiques d‘origine humaine B la disposition des autres Parties qui en 
ont un besoin urgent. sans autre rhuneration que celle necessaire au 
remboursement des frais de collecte, de preparation et de transport de ces 
substances. 

ARTICLE 3 
Les substances thkrapeutiques d’origine humaine sont mises k la disposition 

des autres Parties Contractantes sous les conditions expresses qu’elles ne 
donneront lieu k aucun btnifice. qu’elles seront utilides uniquement B des 
fins mMicales et qu’elles ne seront remises qu’B des organismes disignts 
par les gouvernements interessks. 

ARTICLE 4 
Les Parties Contractantes garantissent le respect des sptcifications 

minimum relatives aux propridtds des substances thkrapeutiques. ainsi que 
des rkgles concemant leur etiquetage. emballage et expedition, telles qu’elles 
sont dkfinies dans le Protocole au prtsent Accord. 

Elles se conformeront en outre aux rkgles auxquelles elles ont $her6 
en matiere de standardisation internationale dans ce domaine. 
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All consignnients of therapeutic substances of human origin shall be 
accompanied 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 Annex 1 to the Protocol. 

The Protocol and its Annexes may be amended or supplemented by the 
Governments of the Parties to this Agreement. 

. .  ARTICLE 5 
The Contracting Parties shall take all necessary measures to exempt from 

all import duties the therapeutic substances of human origin placed at their 
disposal by the other Parties. 

They shall.also take all necessary measures to provide for the speedy 
delivery of these substances. by the most direct route, to the consignees 
referred to in Article 3 of this Agreement. 

ARTICLE 6 
The Contracting Parties shall forward to one another, through the 

Secretary-General of the Council of Europe, a list of the bodies empowered 
to issue certificates as provided in Article 4 of this Agreement. 

They shall also forward a list of bodies empowered to distribute imported 

. .  

therapeutic substances of human origin. 
, I  

ARTICLP 7 * I  

Thd present Agreement shall be open to the signature of Members of the 

(a) signature without reservation in respect of ratification, or 
(b)  signature with reservation in respect of ratification followed by 

Instruments of ratification .shall be deposited with the Secretary-General 

C&cil of Europe, who may become Parties to it either by : 

ratification. 

of the Council of Europe. 

, .  

ARTICLE 8 
The present Agreement shall enter into force on the first day of the month 

following the date on which three Members of the Council shall. in accordance 
with Article 7, have signed the Agreement without reservation in respect of 
ratification or shall have ratified it.(1) 

In the case of any Member of the Council who shall subsequently sign 
the Agreement without reservation in respect of ratification, or who shall 
ratify it, the Agreement shall'enter into force on the first day of the month 
following such signature or deposit of the instrument of ratification.(*) 

ARTICLE 9 
The Committee of Ministers of the Council of Europe may invite any 

non-Member State to accede to the present Agreement. Such accession shall 
take'leffect on the first day of the month following the deposit of the 
instrument of accession with the Secretary-General of the Council of .Europe. 

('1 The Agrechent entered into force on January I ,  1959. 
(2) The Agreement entered into force for the United Kingdom on January 1. 1965. 
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Tout envoi de substances thtrapeutiques sera accompagnt d'un certEcat 
attestant qu'il a et6 prtpart en conformiti avec les spkifications du Protocole. 
Ce cenificat sera etabli selon le modkle figurant I'annexe 1 au Protocole. 

Le Protocole et ies annexes pourront Etre modifits ou compILtes par les 
Gouvernements des Parties au prtsent Accord. 

ARTICLE 5 
Les Parties Contractantes prendront toutes mesures nicessaires en vue 

d'exempter de tous droits d'importation les substances thtrapeutiques mises 
i leur disposition par les autres Parties. 

Elks prendront tgalement toutes mesures ntcessaires pour assurer, par 
la voie la plus directe, la livraison rapide de ces substances aux destinataires 
vis& a I'article 3 du prtsent Accord. 

ARTICLE 6 
Les Parties Contractantes se communiqueront, par I'entremise du 

Secrttaire Gtndral du Conseil de I'Europe. une liste des organismes habilitds 
h etablir le certificat prtvu h I'article 4 du prtsent Accord. 

Elles communiqueront Cgalement une liste des organismes habilitks p u r  
la distribution des substances thtrapeutiques d'origine humaine importtes. 

ARTICLE 7 
Le prtsent Accord est ouvert a la signature des Membres du Conseil de 

(a) la signature sans reserve de ratification, ou 
(b) la signature sous reserve de ratification suivie de ratification. 

Les instruments de ratification seront ddposts prks le Secretaire Gtntral 

I'Europe qui peuvent y devenir Parties par: 

du Conseil de I'Europe. 
ARTICLE 8 

Le prtsent Accord entrera en vigueur le premier jour du mois suivant 
la date a laquelle trois Membres du Conseil. conformtment aux dispositions 
de I'article 7, auront sign6 I'Accord sans rtserve de ratification ou I'auront 
ratifie. 

Pour tout Membre qui le signera ulttrieurement sans riserve de ratification 
ou le ratifiesa, I'Accord entrera en vigueur le premier jour du mois suivant 
la signature ou le dtpbt de I'instrument de ratification. 

ARTICLE 9 
Le Comite des Ministres du Conseil de I'Europe peut inviter tout Etat 

non membre du Conseil adhtrer au prtsent Accord. L'adhesion prendra 
effet le premier jour du mois suivant le depbt de I'instrument d'adhtsion 
auprks du Secdtaire Gtneral du Conseil de I'Europe. 
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ARTICLH 10 
The Secretary-General of the Council of Europe shall notify Members of 

(a) of the date of entry into force of this Agreement and of the names 
of any Members who have signed without reservation in respect of 
ratification or who have ratified it: 

( b )  of the deposit of any instrument of accession in accordance with 
Article 9; 

(c) of any notification received in accordance with Article 11 and its 
effective date: 

(d)  of any amendment to the Protocol or its Annexes under Article 4, 
paragraph 4. 

the Council and acceding States : 

ARTICLE 11 
The present Agreement shall remain in force indefinitely. 
Any Contracting Party may terminate its own application of the Agreement 

by giving one year’s notice to that effect to the Secretary-General of the 
Council of Europe. 
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ARTICLE 10 
Le Secritaire Chiniral du Conseil de I'Europe notifiera aux Membres 

(0) la date de I'entde en vigueur du prisent Accord et les noms des 
Memhres I'ayant sign6 sans reserve de ratification ou I'ayant ratifit; 

(b)  le dtp6t de tout instrument d'adhtsion effectud en application des 

(c) toute notification reque en application des dispositions de l'article 11 

(d) tout amendement apporti au Protocole et i ses annexes aux termes 

du Conseil et aux Ctats adhirents : 

dispositions de I'article 9: 

et la date B laquelle celle-ci prendra effet: 

du quatribme alinia de I'article 4. 

ARTICLE I 1  
Le prisent Accord dcmeurera en vigueur sans limitation de durie. 
Toute Partie Contractante p o u m  mettre fin. en ce qui la concerne, a 

I'application du prdsent Accord en donnant un priavis d'un an A cet effet 
au SecrCtaire Gtniral du Conseil de I'Europe. 



In witness whereof the undersigned, En foi de quoi, les soussignds. 
duly authorised thereto by their diiment autorists h cet effet par leurs 
respective Governments, have signed Gouvernements respectifs. ont sign6 
the present Agreement. le prCsent Accord. 

Done at Paris. this 15th day of 
December 1958, 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 shall transmit 
certified copies to each of the 
signatory and acceding Governments. 

Fait h Paris, le 15 dhembre 1958. 
en franFais et, en anglais, les deux 
textes faisant tgalement foi, en un 
seul exemplaire qui sera dtpost dans 
les archives du Conseil de 1’Europe. 
Le Stcretaire Gtnkral en communi- 
quera copie certifite conforme & 
chacun des Gouvernements signa- 
taires et adherents. 

. .  1 .  , I  

For the Government of the Republic Pour le .Gouvernement de’ la 

sous riserve de ratification : 
LPOPOLD FlGL 

of Austria: RCpublique d‘Autnche: 

For the Government of the Kingdom Pour le Gouvernement du Royaume 
of Belgium: de Belgique: 

P. WIGNY 

For the Government of the Kingdom Pour le Gouvernement du Royaume 
of Denmark: de Danemark: 

Strasbourg, le 30 septembre 1964 

M. WARBERG* 

For the Government of the French Pour le Gouvernement de la 
Republic RCpublique frangaise 

with reservation in respect of 
ratification : 

sous riserve de ratification : 

M. COUVE DE MURVILLE 

At the time of signature the Danish Government declared: “ I n  conncxion with 
the supply of whole blood, Denmark will be unable to  certify that the provisions of 
.Pan II(1). Whole Human Blood, of the Protocol to the Agreement, concerning 
haemoglobin content and the sealing of the containers, will be observed, or that thc 
provisions of Part II(3).  Human Albumin, and Par! Il(4).  Human Gamma Globulin, 
of the said Protocol. prohibiting the additlon of antiseptic or bacteriostatlc substances, 
will be observed if this prohibition applies also to  the final sealing of human albumin 
and human gamma globulin in ampoules ”. 
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For the Government of the Federal Pour le Gouvernement de la 
Republic of Germany 

with reservation in respect of 
ratification : 

Rkpublique FidCrale d'dlemagne 
sous reserve de ratification : 

v. BRENTANO 

For the Government of the Kingdom 

with reservation in respect of 
ratification ; 

Pour le Gouvernement du Royaume 

sous reserve de rafification : 

of Greece de G r k e  

CAMBALOURIS 

For the Government of the Icelandic Pour le Gouvernement de la 
Republic : RCpublique islandaise : 

For the Government of Ireland: . Pour le Gouvernement d'lrlande: 

PRBINSIAS MAC AOGAIN 

For the Government of the Italian Pour le Gouvernement de la 
Republic RCpublique italienne ~ 

with reservation in respect of 
ratification : 

sous reserve de ratification : 

C. A. STRANEO 

For the Government of the Grand Pour le Gouvernement du Grand 
Duchy of Luxembourg DuchC de Luxembourg 
with reservation in respect of 

ratification : 
sous riserve de ratification : 

BECH 

For the Government of the Kingdom Pour le Gouvernement du Royaume 
of the Netherlands : des Pays-Bas : 

sous reserve de ratification : 
Strasbourg, le 26 fivrier 1959 

M. 2. N. WITTEVEEN 

For the Government of the Kingdom Pour le Gouvernement du Royaume 
of Norway : de Norvkge: 

HANS ENGEN 
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For the Government of the Kingdom Pour le Gouvernement du Royaume 

At the time of signing the present Agreement :he Swedish Government declares that 
it accepls the provisions of the Agreement and of the Protocol only so far as they apply 
to human blood. 

LEIF BELFRAGE 

of Sweden : de Sukde : 

For the Government of the Turkish Pour .le Gouvernement de la 
Republic Rtpublique turque 

with resovation in respect of 
ratification : 

soils rkserve de ratification : 

FATIN R. ZORLU 

For the Government of the United Pour le Gouvemement du Royaume- 
Kingdom of Great Britain and Uni de Grande-Bretagne et 
Northern Ireland : d'Irlande du Nord : 

with reservation in respect of ratification 
Strasbourg, 21st November 1963 

I. F. PORTER 

For the Government of the Swiss Pour le Gouvernement de la 

sous reserve de ratification 
Strasbourg, le 15 avril 1964 

H. VOIRIER 

Confederation : Confkdtration suisse : 
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PROTOCOL TO THE AGREEMENT 

PART I 

General Provisions 
A. Labelling 

A label printed in two languages, based on the appropriate model to be 
found in Annexes 2 to 6 to the Protocol, shall be afixed to each container or 
giving-set. 

B. Packing and dispatch 

temperature of 4' to 6°C.  is maintained throughout the period of transport. 
Whole human blood shall be dispatched in containers in which a 

This condition is not required for the derivatives mentioned in the 
Protocol. 

C .  Products and apparutiis 

be sterile, non-pyrogenic and non-toxic. 

the dried products, be sent with each consignment. 

The products and apparatus referred to in Part I1 of this Protocol shall 

It is recommended that the giving-set, as well as the solvents required for 

PART I1 

Specific provisions 
1. Whole human blood 

anticoagulant. after collection from a human subject in normal health. 
Whole human blood is blood which has been mixed with a suitable 

The blood shall not be obtained from a human subject: 
(U) who is known to be suffering from or to have suffered from syphilis, 
(b )  whose blood has not been tested with negative results for evidence of 

syphilitic infection, or 
(c) who is not. so far as can be ascertained after medical inspection or 

simple examination and consideration of his medical history, free 
from disease transmissible by blood transfusion. 

The blood shall be withdrawn aseptically through a closed system of 
sterile tubing into a sterile container in which the anticoagulant solution has 
been placed before the container is sterilised. The equipment used must be 
pyrogen-free. When withdrawal is complete the container shall be 
immediately sealed and cooled to 4" to 6°C. and not opened thereafter before 
dispatch to one of the Member States. The blood will be collected into a 
citrate solution of acid reaction containing dextrose. No antiseptic or 
bacteriostatic substance shall he added. 
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PROTOCOLE A L'ACCORD 

PREMIERE PARTIE 

Conditions ghirales 

A. Etiquetuge 
Chaque recipient ou accessoire sera muni, avant son expedition. d'une 

ttiquette en langues anglaise et franfaise, etablie selon le modBle correspondant 
figurant aux annexes 2 a 6 au present Protocole. 

B. Emballage el expidition 
Le sang humain total sera toujours expfdie dans un emballage qui 

maintiendra une tempkiture de 4" i 6°C durant toute la Nriode du 
transport. 

Cette condition n'est pas exigie pour les dirivts privus au Protocole. 

C. Proditits et accessoires 
Les produits et accessoires prevus dans la II" partie du present Protocole 

seront : sttriles, apyrogtnes et non toxiques. 
II est recommand6 de joindre aux envois les accessoires ntcessaires a 

I'utilisation du sang humain et de ses dirivts. ainsi que les solvants pour les 
produits secs. 

II" PARTIE 

Conditions spkiales 

1. Sang humain total 

approprit aprks son prtlkvement i un sujet humain normal. 
Le sang humain total est le sang qui a ttt mtlangt $I un anticoagulant 

Le sang n'est pas prelevt i un sujet : 
(a) qui est connu comme atteint ou ayant ttt atteint de syphilis. ou 
(6) dont les tests sanguins d'infection syphilitique n'ont pas 6tt ntgatifs, ou 

(c) qui n'est pas indemne d'une maladie transmissible par la transfusion 
sanguine. autant que cela peut Ptre assure par son examen mtdical et 
par I'ktude de ses anttddents.. 

Le sang est prtleve aseptiquement, a travers un dispositif tubulaire clos 
et sttrile, dans un flacon sterile, dans lequel la solution anticoagulante a et6 
placte avant la sterilisation du flacon. Le matiriel utilise doit &re apyroghe. 
Lorsque le prillivement est termini, le flacon est immiddiatement obturt e.t 
refroidi i la temperature de 4" i 6°C. I1 ne sera pas ouvert ulterieurement 
avant d'&tre expddik a I'un des Etats membres. 
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'The volume of the anticoagulant solution must not exceed 22% of the 
whole human blood, and the haemoglobin content must not be less than 
9.7 gr/100 ml. 

Blood groirp.-The blood group under the A B 0  system shall have been 
determined by examination of both corpuscles and serum and that under 
the Rh system by examination of the corpuscles, using a separate sample of 
the donor's blood. When there is a national standard, or nationally 
recommended technique of blood grouping. that shall be used. 

Storage.-Whole human blood shall be kept in a sterile container sealed 
so as to exclude micro-organisms and stored at a temperature of 4" to 6°C. 
until required for use, except during any period necessary for examination 
and transport at higher temperatures. any such period not to exceed 
thirty minutes after which the blood must immediately be cooled again to 
4" to 6 ° C .  

Labelling.-The label on the container shall state : 
1. the A B 0  group: 
2. the Rh group, either Rh positive or Rh negative. The term Rh 

negative is only to be used when specific tests have shown the absence 
of the antigens C, D and E. All other bloods must be labelled 
Rh positive: 

3. the total volume of blood, the volume and the composition of the 
anticoagulant solution; 

4. the dates of collection and expiry; 
5.  the conditions under which it should be stored; 
6. that the contents should not be used if there is any visible evidence of 

deterioration. 

2. Dried Human Plasma 
Dried human plasma is prepared by drying the supernatant fluids which 

are separated by centrifuging or by standing from quantities of Whole Human 
Blood. The titre of anti-A and anti-B, both naturally occurring and immune. 
should not exceed 32. 

To avoid untoward effect due to the products of bacterial growth in the 
plasma, no individual contribution shall be used if there is any evidence of 
bacterial contamination. and the bacterial sterility of each pool shall be tested 
by culturing not less than 10 ml. 

During preparation no antiseptic or bacteriostatic substance shall be 
added. 

To minimise the risk of transmitting bomologous serum, jaundice plasma 
should be prepared from pools not containing more than twelve separate 
donations or by any other method that has been shown to diminish this risk 
in a comparable manner. 

The plasma shall be dried by freeze-drying or by any other method which 
will avoid denaturation of the proteins and will yield a product readily 
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Le sang est prtlevt sur une solution citratte acide contenant du glucose. 
Aucune substance antiseptique ou bacteriostatique ne doit Etre ajoutte. Le 
volume de la solution anticoagulante ne doit pas excaer  22% de celui du 
sang humain total et le taux d'htmoglobine ne doit pas Etre inftrieur i 
9,7 gr. pour 100 ml. 

Grorrpes sanguins.-Le groupe sanguin du s y s t h e  A B 0  doit avoir t te  
dttermint par I'examen des globules et du strum, et le groupe du systkme Rh 
par I'examen des globules, en utilisant un tchantillon stpart du sang du 
donneur. Lorsqu'il existe une technique nationale, standardiste ou 
recommandte, pour le groupage sanguin, elle doit Etre utiliste. 

Conservation.-Le sang humain total est laisst dans son flacon sterile 
obture de telle faqon qu'il soit i I'abri des micro-organismes, et conservt B la 
temptrature de 4' i 6°C jusqu'a son utilisation, except6 pendant les ptriodes 
ntcessaires i son examen et i son transport i une temptrature plus tlevte. 
de telles piriodes n'exctdant pas 30 minutes apres lesquelles le sang doit 
etre immtdiatement refroidi i 4' i 6°C. 

ftiqtretaSe.-1'Ctiquette du flacon mentionne : 
I .  le groupe ABO; 
2. le groupe Rh, soit Rh positif. soit Rh nigatif. Le terme Rh ntgatif est 

seulement utilise quand les tpreuves sptcifiques ont montrt I'absence 
des antigenes C. D et E. Tous les autres sangs doivent Stre etiquetes 
Rh positif; 

3. le volume total du sang, le volume et la composition de la solution 
anticoagulante: 

4. la date du prtlhement et la date de ptremption: 
5.  les conditions ntcessaires i la conservation; 
6. que le contenu ne doit pas Etre utilist s'il presente un signe visible 

quelconque d'alttration. 

2. Plasma humain desskchk 
Le plasma humain dessicht est prepart par dessication du liquide 

surnageant obtenu, par centrifugation ou stdimentation, du sang humain total. 
Le titre des anticorps anti-A et anti-B, naturels et immuns, ne doit pas 
exctder 32. 

Afin d'eliminer des effets nocifs des produits de la croissance bacttrienne 
dans la plasma, aucun prtlkvement individuel n'est utilist s'il prtsente des 
signes de contamination bacttrienne, et la stirilitt bacttrienne de chaque lot 
doit Stre vtrifite par culture d'au moins 10 ml. 

Au cours de la prCparation, aucune substance antiseptique ou 
bacttriostatique ne doit etre ajoutee. 

Pour rtduire le risque de transmission de I'htpatite d'inoculation, le 
plasma doit &re prepare B partir de melanges ne correspondant pas B plus 
de 12 pril&vements separts, ou par toute autre mithcde connue comme 
diminuant ce risque de facon comparable. 

Le plasma est dessicht par lyophilisation ou par toute autre mtthode qui 
tvite la dtnaturation des prottines et qui aboutit un prcduit facilement 
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soluble in a quantity of water equal to the volume of the liquid from which 
the substance was prepared. When dissolved in a quantity of water equal to 
the volume of the liquid from which the substance was prepared, the solution 
must not contain less than 4 .5  per cent wlv of protein and must show no 
visible evidence of the products of haemolysis. 

Soliibility in water.-Add a quantity of water equal to the volume of 
the liquid from which the sample was prepared; the substance dissolves 
completely within ten minutes at 15" to 20°C. 

IdenriFcrrtion.-Dissolve a quantity in a volume of water equal to the 
volume of the liquid from which it was prepared; the solution answers to the 
following tests: 

1. by precipitation tests with specific antisera. it must be shown to 
contain only human serum proteins: 

2. to 1 ml. add a suitable amount of thrombin or calcium chloride, and 
coagulation occurs, which can be accelerated by incubation at 37°C. 

Loss of weight on drjing.-When dried over phosphorus pentoxide at a 
pressure not exceeding 0.02 mm. of mercury for 24 hours, it must not lose 
more than 0.5 per cent of its weight. 

Sterility.-The final product, after reconstitution. should be sterile when 
examined by a suitable bacteriological method. 

Storage.-Dried human plasma must be kept in atmosphere of nitrogen 
or in a vacuum in a sterile container sealed so as to exclude micro-organisms 
and, as far as possible, moisture, protected from light and stored at a 
temperature below 20°C. 

Labelling.-The label on the container shall state: 
1. the nature and percentage of anticoagulant and of any other material 

2. the quantity of solvent necessary to reconsthte the original volume 

3. the minimum protein content of the reconstituted liquid human plasma; 
4. the dates of preparation and expiry; 
5 .  the conditions under which it should be stored; 
6. that the reconstituted liquid human plasma must be used immediately 

introduced; 

of liquid human plasma; 

after reconstitution. 

3. Human Albumin 
Human albumin is a preparation of that protein component which forms 

about 60:L of the total protein content of the plasma of whole human blood. 
The processing method used shall be one which produces a material meeting 
the requirements herein prescribed. Regardless of whether the final product is 
liquid or dried, the albumin, after the addition of a suitable stabilizing agent or 
agents. must be heated in the liquid state during processing at 60"C.fO.S"C. 
for 10 hours, in order to inactivate the agent causing homologous 'serum 
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soluble dans une quantitt d'eau tgale au volume du liquide ?i partir duquel 
la substance a et6 prtparte. Aprks dissolution dans la quantitt d'eau 6gale au 
volume du liquide a partir duquel la substance a kt6 prtparte, la solution 
ne doit pas contenir moins de 4.5% plv  de prottines, et ne doit pas prbenter 
des signes visibles de produits d'htmolyse. 

Solubilifk duns /'eau.-Ajouter une quantitt d'eau tgale au volume liquide 
a partir duquel I'tchantillon a t t t  prtpad: la substance se dissout 
complktement en IO minutes A 15" i 20°C. 

1dentifcarion.-Dissoudre une quanti@ donnte dans le volume d'eau 
tgal au volume du liquide B partir duquel elk a i t 6  p r e p a r k  la solution 
satisfait les tests suivants: 

1. Les tests de prtcipitation avec des antistrums sptcifiques indiquent 
qu'elle contient seulement des protiines striques humaines. 

2. A 1 ml. ajouter une quantiti convenable de thrombine ou de chlorure 
de calcium; la coagulation se produit, ce qui peut etre acceltrt par 
incubation a 37°C. 

Perre de poids par dessiccarion.-La dessiccation en prtsence d'anhydride 
phosphorique sous une pression n'exctdant pas 0,02 rnm. de mercure pendant 
24 heures, ne doit pas provoquer une perte de poids suptrieure a 0.5%. 

Sfirilifk.--Le produit final, aprks reconstitution, doit Ctre sttrile. lorsqu'il 
est ttudit par une mtthode bacttriologique convenable. 

Conservation.-Le plasma humain desstcht doit Ctre p l a d  dans une 
atmosphke d'azote ou dans le vide, dans un flacon sttrile obturt de facon B 
exclure tout micro-organisme et, autant que possible, toute humiditt: il est 
prottgt de la lumiire et conservt ?i une temptrature inftrieure A 20°C. 

~fiquefase.-L'ttiquette du flacon indiquk : 
1. la nature et le taux de I'anticoagulant et de toute autre substance 

2. la quantitt de solvant nicessaire pour reconstituer le volume initial du 

3. le an tenu  minimal de prottines du plasma humain liquide reconstitut; 
4. les dates de prtparation et de phmption;  
5. les conditions de conservation; 
6. que le plasma humain liquide reconstitut doit Ctre utilist immtdiatement 

introduite: 

plasma humain liquide; 

aprks la reconstitution. 

3. Albomine hnmaine 
L'albumine humaine est une prtparation d u  composant prottinique qui 

constitue environ 60% des prottines totales du plasma du sang humain total. 
La mtthode utiliste pour la prtparation est telle que le produit final satisfasse 
aux conditions dtcrites plus loin. Que le produit 6nal soit liquide ou sec, 
I'albumine. a p r b  addition d'un stabilisateur convenable, doit Ctre chauffie 
durant la prtparation A I'ttat liquide a 6OoC*0,5"C pendant dix heures, afin 
d'inactiver I'agent causal de I'hCpatite d'inoculation. Durant la preparation 
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jaundice. During preparation no antiseptic or bacteriostatic substance shall 
be added. When the final product is freeze-dried it must contain not less than 
95% of protein. When the final product is prepared as a solution, the solution 
shall contain not less than 20% of protein and must not show any visible 
turbidity during the period for which the solution is approved for use. 

Solubility of the dried product.-Add water to give a 20% solution; the 
albumin must be completely soluble. 

Stability.-The viscosity relative to  water. determined at 37'C. of a 
6.25% solution of human albumin must not increase by more than 5% 
during the heating process at 60°C. for 10 hours. 

Identification 
1. By precipitation tests with specific antisera, it must be shown to 

contain only human plasma proteins. 
2. By electrophoresis, using the moving boundary technique under 

acceptable and appropriate conditions, it must be shown to contain 
not less than 95% of the protein having the mobility of the albumin 
component of normal human plasma. 

Steriliry.-The final product should he sterile when examined by h 
suitable bacteriological method. 

Sodium content.-The sodium content must not exceed 750 mg. per 
100 mi. 257; albumin solution. In the case of salt-poor albumin the sodium 
content must not exceed 325 mg. per 100 ml. 25% solution. 

Acidity.-After dilution of the albumin solution to a protein concentration 
of IyA, the pH should be 6 . 9  5 0.4. 

Loss of weight on drying.-When dried over phosphorus pentoxide at a 
pressure not exceeding 0.02 mm. of mercury for 24 hours it must not lose 
more than 0.5 per cent of its weight. 

StoraSe.-Dried human albumin must be kept in an atmosphere of 
nitrogen or in a vacuum in a sterile container sealed so as to exclude 
micro-organisms and, as far as possible, moisture. protected from light and 
stored a t  a temperature below 20°C. 

Liquid human albumin must be kept in a sterile container sealed so as to 
exclude micro-organisms. protected from light and stored at a temperature of 
4" to 6°C. 

Labelling.-The label on the container must state: 
1. the amount of human albumin contained in it and the nature and 

percentage of any other material introduced: 
2. the amount of sodium: 
3. the dates of preparation and expiry; 
4. the conditions under which it should be stored: 
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aucune substance antiseptique ou bacttriostatique ne doit etre ajoutee. Si le 
produit final est lyophilise, il doit contenir au moins 95% de prottines. Si le 
produit final est une solution, il doit contenir au moins 20% de p r o t h e s  
et ne doit montrer aucune turbidite visible durant la p4riode pendant laquelle 
la solution peut Etre utiliste. 

SolubiliiC du produit sec.--Complttement soluble, aprks adjonction d‘eau 

Stabilitd.-La viscosits, relative par rapport S I’eau, dktermin& X 37°C. 
d‘une solution de 6.25% d’albumine humaine, ne doit pas augmenter de plus 
de 5% par chauffdge i 60°C pendant dix heures. 

en quantitt suffisante pour une solution B 20%. 

Identification 
I .  Les tests de precipitation au moyen d‘antistrums sp4cifiques dicklent 

seulemenr des prottines plasmatiques hurnaines. 
2. L‘tlectrophorise. pratiqute en migration libre dans des conditions 

acceptables et approprites, montre qu’au moins 95% des prottines ont 
la mobilid du composant albuminique du plasma humain normal. 

StCrilitd.-Le produit final doit Stre sterile lorsqu’il est etudie par une 
technique bacttriologique convenable. 

T a m  de sodiuni.-Le taux de sodium ne doit pas exceder 750 mg. pour 
100 ml. de la solution d’albumine S 25%. Dans le cas d’albumine “pauvre 
en se1 ”. le taux du sodium ne doit pas excider 325 mg. pour 100 ml. de la 
solution d’albumine B 25%.  

AcidM-Aprts dilution de la solution d‘albumine S une concentration 
prottinique de l%,, le pH doit &re 6,9*0,4. 

Perte de poids par dessiccation.-La dessiccation en prdsence d‘anhydride 
phosphorique sous une pression n’excidant pas 0,02 mm. de mercure pendant 
24 heures, ne doit pas provoquer une perte de poids suptrieure S OS%. 

Conservation.-L‘albumine humaine siche doit &re placte dans une 
atmosphire d‘azote ou dans le vide, dans un recipient sterile obturi de faqon B 
exclure les micro-organismes et, autant que possible, I’humiditi. Elle est 
prottgte de la lumikre et conservie B une temperature iufkrieure B 20°C. 

L‘albumine humaine liquide est placte dans un rtcipient sterile, obturi de 
facon S exclure les micro-organismes. Elle est prottgke de la lumikre et 
conservte B la temperature de 4” S 6°C. 

~tiqrretug.e.-L’itiquette du rtcipient indique : 
I .  la quantitd d’albumine humaine contenue, la nature et le taux de toute 

2. la quantitk de sodium contenue dans le produit; 
3. la date de prtparation et la date de ptremption; 
4. les conditions de conservation; 

autre substance ajoutCe; 
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5. in the case of the liquid product, that it should not be used unless it is 

6. in the case of the dried product, that it should be used immediately 
clear and free from deposits; 

after reconstitution. 

A Hornan Gruama Globolio (This schedule d o e  not apply to gamma 

Human gamma globulin is a preparation of the plasma proteins, prepared 
from whole human blood containing the antibodies of normal adults. It is 
obtained from pooled liquid human plasma from not less than 1,000 donors. 

The processing method used should be one which produces a material 
meeting the requirements herein prescribed. It should be such as to prevent 
the transmission of homologous serum jaundice by the final product. During 
preparation no antiseptic or bacteriostatic substance shall be added. 

When the final product is issued in the freeze-dried form it shall not 
contain less than 95% of protein. When the final product is issued as a 
solution, it shall not contain less than 10% of protein. 

Solubility of the dried product.-Add water to give a 10% solution; the 
gamma globulin must be completely soluble. 

globulin, derived from human placentae). 

Identificution 
1. By precipitation tests with specific antisera, it must be shown to contain 

only human plasma proteins; 
2. by electrophoresis, using the moving boundary technique under 

acceptable and appropriate conditions, it must be shown to contain 
not less than 90% of the proteins having the mobility of the gamma 
components of the globulins of normal human plasma. 

Sterility.-The final product should be sterile when examined by a suitable 
bacteriological method. 

Stability test.-Both before and after heating the final liquid product or 
reconstituted dried product at  37°C. for 7 days there should be no visible 
evidence of precipitation or turbidity. Moreover, after heating at 57°C. for 
4 hours there should be no visible evidence of gelation. 

Loss of weight on drying.-When dried over phosphorus pentoxide at a 
pressure not exceeding 0.02 mm. of mercury for 24 hours it must not lose 
more than 0.5 per cent of its weight. 

Sforage.-The dried human gamma globulin must be kept in an 
atmosphere of nitrogen or in a vacuum in a sterile container sealed so as to 
exclude micro-organisms and, as far as possible. moisture. protected from 
light and stored at a temperature below 20°C. 

Liquid human gamma globulin must be kept in a sterile container, sealed 
so as to exclude micro-organisms, protected from light and stored at a 
temperature of 4' to 6'C. 
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5.  si le produit final est liquide, la mention “ a  injecter seulement si le 

6. si le produit final est sec, la mention ‘‘ ?i injecter immediatement a p r b  
liquide est clair et sans dtpbt ”; 

la solution ”. 

4. Gamma-globoline homaine (Les prescriptions suivantes ne concernent pas 

La gamma-globuline humaine est une prtparation de prot6mes 
plasmatiques, provenant de sang humain total contenant les anticorps des 
adultes normaux. Elle est obtenue a partir du mtlange du plasma liquide d‘au 
moins 1.000 donneurs. 

Le proctdt de prtparation doit Ctre tel que le produit satisfasse aux 
conditions prescrites plus loin, et tel qu’il prtvienne la transmission de 
I’htpatite d‘inoculation par le produit final. Durant la prtparation, aucune 
autre substance antissptique ou bacttriostatique ne doit etre ajoutee. 

Si le produit final est dtlivrt sous forme lyophiliste, il ne doit pas contenir 
moins de 95:L de prottines. S’il est dtlivrt sous forme de solution, celle-ci 
ne doit pas contenir moins de 10% de prottines. 

Solubiliti ail prodiiit sec .4omplt tement  soluble dans I’eau aprks 
adjonction d‘eau en quantitt suffisante pour une solution B 10%. 

Identification 
1. Les tests de precipitation au moyen d‘antistrums sptcifiques doivent 

dtceler seulement des proeines plasmatiques humaines. 
2. L‘Clectrophor&se, utiliste en migration libre dans des conditions 

acceptables, doit montrer qu’au moins 90% des prottines ont la 
mobilitt du composant gamma des globulines du plasma humain 
normal. 

la gamma-globuline dtrivte du placenta humain). 

StirilitL-Le produit final doit Ctre sttrile lorsqu’il est examine selon une 
methode bacttriologique convenable. 

Test de srabiliri.-Aucun signe visible de prtcipitation ou de turbidit6 ne 
doit exister dans le produit final liquide ou dans le produit sec reconstitub. 
avant et aprks chauffage ?I 37°C pendant 7 jours. De plus, aprks chauffage 
B 57°C pendant 4 heures, aucun signe visible de gtlification ne doit apparaitre. 

Perte de poids par dessiccotion.-La dessiccation en presence d‘anhydride 
phosphorique sous une pression n’exctdant pas 0,02 mm. de mercure pendant 
24 heures, ne doit pas provoquer une perte de poids supkieure 

Conservation.-La gamma-globuline humaine skche doit etre placee dans 
une atmosphkre d‘azote ou dans le vide, dans un rtcipient sterile obture de 
faqon exclure les micro-organismes et, autant que possible. I’humidit6. 
Elle est prottgte de la lumikre et conservte a une temperature inftrieure 
a 20°C. 

La gamma-globuline humaine liquide est placte dans un rtcipient st6rile 
obturi de faqon exclure les micro-organismes. Elle est prottgte de la 
lumikre et conservte a la temperature de 4’ a 6°C. 

0.5%. 
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Label/ing.-The label on the container shall state : 
1. the amount of human gamma globulin contained in it and the nature 

2. in the case of the dried product, the volume and composition of the 

3. the dates of preparation and expiry; 
4. the conditions under which it should be stored: 
5. " not for intravenous injection "; 
6. in the case of the dried product, that it should be used immediately 

and percentage of any other material introduced; 

solvent; 

after reconstitution. 

5. Human Fibrinogen 
Human fibrinogen is a dried preparation of the soluble constituent of 

liquid human plasma which, on the addition of thrombin, is transformed to 
fibrin. The processing method used should be one which produces a material 
meeting the requirements herein prescribed and which minimises the risk of 
transmitting homologous serum jaundice. 

During preparation no antiseptic or bacteriostatic substance shall be 
added. The final product shall be freeze-dried. No less than 60% of the 
total protein present shall be contained in the clot formed by the addition 
of thrombin. 

Soliibi1ity.-When the appropriate volume of the recommended solvent is 
added, the fibrinogen must be soluble, and form a colourless solution. 

Identification : 
I .  By precipitation test with specific antisera, it must be shown to contain 

2. the freshly reconstituted product has the property of clotting on the 

Sterility.-The final product after reconstitution should be sterile, when 
examined by a suitable bacteriological method. 

Loss of weight on drying.-When dried over phosphorus pentoxide at a 
pressure not exceeding 0.02 mm. of mercury for 24 hours it must not lose 
more than 0.5 per cent of its weight. 

Storage.-Human fibrinogen shall be kept in an atmosphere of nitrogen 
or in a vacuum in a sterile container sealed so as to exclude micro-organisms 
and, as far as possible, moisture, protected from light and stored at the 
temperature recommended. 

only human plasma proteins; 

addition of thrombin. 

Labelling.-The label on the container shall state : 
I .  the amount of fibrinogen contained in it and the nature and percentage 

of any other material introduced; 
2. the volume and composition of the solvent; 
3. the dates of preparation and expiry; 
4. the conditions under which it should be stored; 
5. that it should be used immediately after reconstitution. 
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~tiquefage.-L‘ttiquette du rtcipient indique : 
1. la quantitt de gamma-globuline humaine contenue, la nature et le taux 

2. si le produit est sec, le volume et la composition du solvant; 

3. la date de preparation et la date de ptremption; 
4. les conditions de conservation; 
S. la mention “non pour injections intraveineuses ”; 
6. si le prcduit est sec. la mention “ i  injecter imm6diatement a p r h  la 

de toute autre substance ajoutte: 

dissolution ”. 

5. Fibrinogeue humain 
Le f ibr inogh humain est une preparation seche du constituant soluble 

du plasma humain liquide qui, aprks addition de thrombine est transform6 
en fibrine. La mtthcde utiliste pour la prtparation doit Ctre telle que le 
produit final satisfasse aux conditions prescrites plus loin, et telle qu’elle 
riduise le risque de transmission de I’htpatite d‘inoculation. 

Durant la prtparation aucune substance antiseptique ou bact6riostatique 
ne doit etre ajoutee. Le prcduit final est lyophilist. Au moins 60% des 
prottines totales doivent etre contenues dam le caillot form6 par I’addition 
de thrombine. 

Solubi/iii.-Soluble dam le volume approprit du solvant recommandt; 
la solution est incolore. 

ldeniificaiion 
I .  Les tests de precipitation, au moyen d’antistrurns’ spkifiques, dtcblent 

2. Le produit qui vient dZtre reconstitut a la proprittt de coaguler par 

. . Stiri/iti.-Le produit final apres reconstitution doit Ctre sttrile lorsqu’il est 
h d i t  par une methode bacttriologique approprite. 

Perie de poids par dessiccaiion.-La dessiccation en prisence d‘anhydride 
phosphorique sous une pression n’exctdant pas 0.02 mm. de mercure pendant 
24 heures, ne doit pas provoquer une perte de poids suptrieure h 0.5%. 

Conservaiion.-Le fibrinogene humain est plact dans une atmosph&re 
d‘azote ou dam le vide, dans un rtcipient sttrile, obtur6 de faGon a exclure 
les micro-organismes et autant que possible l‘humiditt, il est protegt de la 
lumiire et conservt h la temptrature recommandte. 

~tiquerage.-L‘etiquette du flacon indique : 
1. la quantitt de fibrinogbne contenue. la nature et le .taux de toute 

2. le volume et la composition du solvant; 
3. la date de prtparation et la date de gremption; 
4. la condition de conservation; 
5. que le produit doit etre utilise immtdiatement apris sa reconstitution. 

seulement des proeines plasmatiques humaines. 

addition de tbrombine. 

substance ajoutte; 
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ANNEXES AU PROTOCOLE 
ANNEXES TO THE PROTOCOL 

ANNEXE 1 AU PROTOCOLE 

ANNEX 1 TO THE PROTOCOL 

CONSEIL DE L'EUROPE 
COUNCIL OF EUROPE 

Accord europken relatifd I'khange de substances thkrapeutiques d'origine humaine 
European Agreement on the exchange of therapeutic substances of human origin 

Certificat 

(article 4 )  

Certificate 

A NE PAS DETACHER DE L'ENVOI 

NOT TO BE SEPARATED FROM THE SHIPMENT 
................. 19.. 

(lieu) (date) 
@la-) 

Nombre de 
colis 
Number of 
packages 
..... 
..... . .  
Ddsignation 
Marked 
..... 
..... 
No des lots 
Batch No. 
..... 
..... 
..... 
. . . . .  

Le soussign6 dklare que I'envoi spkifi6 en marge.. .......... 
The undersigned certifies that the shipment specified in the margin 
........................................................ 
........................................................ 
pdpard sous la responsabilit6 de.. .......................... 
prepared under the responsibility of. ........................ 
........................................................ 
........................................................ 
organisme vis6 A I'article 6 de I'Accord, est conforme aux 
one of the bodies referred to in Article 6 of the Agreement, is in 
spkiications du Protocole A 1'Accord et qu'il p u t  Stre d6livrC 
conformity with the specifications of the Protocol to the Agree- 
immuiatement au destinataire (nom et lieu). ................ 
ment and can be delivered immediately to the consignee (name 
........................................................ 
and place). .............................................. 

(cachet) (signature) (titre) 
(stamp) (signature) (title) 
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ANNEXB 2 A U  PROTOCOL€! 

ANNEX 2 TU l l i J 3  PROTOCOL 

CONSEIL DE L‘EUROPE 
COUNCIL OF EUROPE 

Accord europden relatif d l‘dchange 
de substances thdrapeutiques d’origine hwnoine 

European Agreement on the exchange 
of therapeutic substances of human origin 

1. Nom du producteur: 
Name of the producer: 

2. Sang homain total 
Whole human blood 

3. Numero de rkfirence: 
Reference number : 

4. Groupe sanguin: 
Blood-group : 

Rh positif 
nbgatif 

positive Ril-group - negative 

5. Groupe 

J solution anticoagulante 
6. . . d. lanti-coagulant solution 

. . . % glucose 
Jcitrate, disodique 

’ ’ ’ % ldi-sodiumcitrate 

I. Date de prilkvement: 

Date of collection: 

Date de piremption: 

Date of expiry: 

8 .  Conserver de + 4°C. d + 6°C. 
Store at + 4°C. lo + 6°C. 

9. Nepas utiliser en cas de signe visiblequelconque d’altdratwn (hdmolyse). 
Not to be used gthere is any visible evidence of deterioration (haemolysis). I 
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. A N N E X E  2 (suite) 

l N N E X  2 (continued) 

CONSEIL DE L'EUROPE 

COUNCIL OF EUROPE 

1. 

2. 

. Accord europien reratif d I'dchange 
de substances thkrapeutiques d'origine hwnaine 

European Agreement on ihe excha&t? 
of therapeutic subsfances of human origin 

I . . .  

Nom du producteur: 
Name of the producer: 

Dispositif B injection 
Giving-set 

Dispositif pour L'utilisation du sang humain total. 
Giving-set for the administration of whole human blood. 

I .  . .  
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ANNEXE 3 AU PROTLXOLE 
ANNEX 3 70 THE PROTOCOL 

CONSEIL DE L'EUROPE 

COUNCIL OF EUROPE 

Accord europien relntif d I'ichange 
de substances thirapeutiques d'origine humoine 

European Agreement on the exchange 
of theropeutic .substances of human origin 

1. Nom du producteur: 
Name of the producer: 

~ : 

2. Plasma humah d&&C 
Dried human plasma 

3. NumCro de reference: 
Reference number : 

4. Le plasma reconstitue contient: 
The reconstituted plasma contains: 

. . . % glucose 
J citrate disodique 

' ' ' % Idi-sodiumcitrate 
5. Reconstituer avec . . . ml. d'eau distill+, sterile et apyroghc. 

To reconstitute with . . .. ml. sterile, pyrogen-free, distilled water. 
6. Taux de protbmesl 

Protein content 
I .  Date de preparation: 

Date of preparation: 
Date de p&emption: 
Date of expiry: 

. .  
J ' ' % 

. I .  . I  ' .  

8.  Protiger de la Iumi2re et conserver d une tempirature infiritwe d 20°C. 
Store, protected from light, below 20°C. 

9. A utiliser immidiatement apr2s la reconsiitutwn. 
Tu be used immediately afrer reconstitution. 

. .. 
. .  

! 
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ANNEXE 3 (suite I )  
' ANNEX 3 (continued Z)': 

CONSEIL DE L'EUROPE 
COUNCIL OF EUROPE 

Accoid.'europt!en relotif d I'khange 
de substances th6rapeutiques d'origine humaine 

European Agreement on the exchange 
of therapeutic substances of human origin 

1. Nom du producteur: 
Name of the producer: ; . ', 

I .  . . . .  
2. Dispositif injection . . .. 

Dispositif pour I'utilisation du plasma humain. . . .  

Giving-set for the administration of human plasma.., :' 

' , !  

Givhg-set 
' .  . 

, 8  
,. . .  

I ,  . .  
f ..,; , . ,  

. I  , . ,  . . I . ,  

: I <  , . , ,  .;. 
ANNEXE 3 (suite 2) 

, , I  , . ,. I 
b .  

, . > ,  I..,.. ' , mmix 3 (Ahtiriried . 3 * ' . . ,  . ,  

CONSEIL DE L'EUROPE., , , . ' ,  
.. . . . 

COUNCIL OF EUROPE " 

I I . . .  
Accord europ6en relatif d .I'&hange 

1 

de substances tht?rapeutques d'origine hha ine  

European Agreement on the exchange., ,. 
of therapqfic substances of human origin 

.,, , 5 . I  

,, . , . .  ., I 

. 1.  Nom du producteur: 
Name of the producer: 

2. Eau distillie, sterile et apyroghe 

Pour la reconstitution du plasma humain d&& 
For the reconstitution of dried human plasma. 

. .  
. ,  . .  

Sterile, pyrogen-free w e d ,  water . . . . , .  ' . .  
~. . . .  

3. Quantitd 1 ml. 
Quantity I"' 
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ANNEXE 4 AV PROTOCOLE 

ANNEj[ 4 'h TAE PROTOCOL 

CONSEIL DE L'EUROPE 
COUNCIL 'OF EUROPE 

Accord &rope& relotif d l'e8change 
de substances therapeutiques d'origine humaine 

European Agreement on the exchange 
of therapeutic iubstances of human origin 

, .  1. Nom du producteur: _ ,  

Name of the producer: 

2. Albumhe bumaine d d c h e e  
Dried human albumin 

3. Numero du lot: . I  

. I  I 
. . .  Batch number: 

4. Albumine: ... grammes . .  
Albumin : ... grams 
Stabilisateur, 
Stabilizer, 1 

nature:. . . . . . . . . , . . . % 

i l . .  , 

. .  

. .  

5. Date de priparation: 
Date of preparation: 
Date de pdremption: 
Date of expiry: 

I _ : . .  . . .  . -  
6. Reconstituer avec . . . ml. d'eau distill&, stCrile et apyroghe. 

To reconstitute with . . . ml. sterile, pyrogen-free, distilled water. . 
. . .  

I. Protkger de la l u m i h  et conserver d une temperature infkrieure d 20°C. 
Store, protected from light, ' below 20°C. 

. , .  '.< 

I 8. A injecter immediatement apr& reconstitution. 
To be used immediately after reconstitution. 
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ANNEXE 4 (suite I )  

A m  4 (continued I )  

CONSEIL DE L'EUROPE 

COUNCIL OF EUROPE 

Accord europken relatif d l'kchange 
de substances thkrapeutiques d'origine humaine 

European Agreement on the exchange 
of therapeutic substances of human origin 

1. Nom du producteur: 
Name of the producer: 

2. Albnmine hnmaine Liqnide 
Liquid hnmm albumin 

3. Numero du lot: 
Batch number: 

4. Albumine: ... grammes 
Albumin: . . . grams 
Stabilisakur, 
Stabilizer, 

nature : . . . . . . . . . , . . . 
... grammes 

Sodium { . . . grams 

5. Date de preparation: 
Date of preparation: 

, Date de peremption: 
Date of expiry: 

. 

6. Prottger de Ia lumizre et conserver de + 4°C. d + 6°C. 
Store, protected from light, at + 4°C. to 6°C. 

I .  A injecter seulement si le l ipide est clair et sans dkpU. 
Not to be used unless clear and free from deposits. 
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ANNEXE 4 (suite 2)  
ANNEX 4 (continued 2) 

CONSEIL DE L'EUROPE 

COUNCIL OF EUROPE 

Accord e u r o p h  rdaI&f d I'Pchange 
de substances th6rapeutiques d'origine htunuine 

European Agreement on the exchange 
of therapeutic substances of human origin 

1. Nom du producteur: 
Name of the producer: 

2. Dispositif injection 
Givlngat 

Dispositif' pour I'utilisation de I'albnmine bumaine. 
Giving-set for the administration of human albnmin. 

ANNFXB 4 (suite 3) 

ANNEX 4 (conthued'3) 

CONSEIL DE L'EUROPE 

COUNCIL OF EUROPE 

Accord europden relatf d I'dchange 
de substances thdrapeutiques d'origine hwnaine 

European Agreement on the exchunge 
of therapeutic substances of human origin 

, I .  .Nom 'du producteur: 
Name of the producer: 

2. Eau distil& sterile et apymghe 
Sterile, pymgen-free, distilled water 
Pour la reconstitution de I'alhnmlne hnmaine des&&& 
For the reconstitution of dried hnman albnmin. 
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ANNEXE.5 AV PROTOCOLE 

ANNEX 5 TO, THE PROT-L 

CONSEIL DE L'EUROPE 
COUNCIL OF EUROPE 

Accord 'europeen. relatif d I'echonge 
de substances therapeutiques d'origine humaine 

European Agreement on the exchange 
of' therapeutic substances of human origin 

1. 

2. 

3. 

4. 

5. 

6. 

Nom du producteur: 
Name of the producer: 

. . .  ~ . .  Gamma globdine humaine de&&& . .  . . 
Dried human gamma globulin 
NumCro du lot: 
Batch number: . 
Gamma globuline: . . . grammes 
Gamma globulin : . . . grams 
Autres substances ajoutks, 
Other material introduced, , 

nature : . , . . . . . . . , 
Date de preparation: 

! 3:. , .~ 

. . .  - ., , I . , , I  . , ; 1 . . '  .,,,,, , '., , , 

.: 1. .-.-, I. 7:,, . .  . .  . ,  
I ,  . # I  . . .  

I I. ' , I .  '. , r :  . . . . % 
1 .  \ . > ' ,  ; . I  ; 

Date of preparation: ; . . ! ' ' ,::< " + 

Date de peremption : ' I  . .  I .  

Date of expiry: 
Reconstituer avec . :,. ml. d'eau distillke, sterile et apyrogkne. 
To reconstitute yith' . .'. 'ml. sterile, pyrogen-free, distilled water. 

. .  , 3 . '  . .  . 

7. protiger de la Iwniire et conserver d me temperature inferiqre d 20:C. 
Store, protected from light, below 20°C. 

8. A injecter immediatement apris la reconstitution. To be used immediately after reconstitution. ' ' - . . . .. 

9. Ne par injecter par voie intraveineuse. ' ' '  '- 

Not for intravenous kjection. ' ' . ' ' 

; 
. I  ' , I  . ' .  

. .. . ~ * "  '- 

4 'Ill.,; 

. ,  . . l . . , ' , *  8 .  1 ' '  
. .  . .  . , .  . . .. .~ . . , . . . 

. i . , . , ' . '  ' . . 
! *....,,If 

. . I .  . . . 
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ANNEXE 5 (suite. I )  
 ANNEX.^ (continued 1) 

CONSEIL DE VEUROPE 

COUNCIL . , ,  OF . .  EUROPE 

Accord europien relatif d I‘dchange 
de substances thirapeutiques d’origine humaine 

European Agreement on the exchrqrge 
of therapeutic substances of human origin 

1. Nom du producteur: 
Name of the producer: 

2. Gamma globoline humahe liquide 
Liquid human gamma globulin. 

3. NumQo du lot: 
Batch number: 

4. Gamma globuline: . . . grammes 
Gamma globulin : . . . grams 
Autres substances ajoutks, 
Other material introduced, 

nature:. . . . . . . . ., 
5. Date de pr6paration: 

Date of preparation: 
Date de peremption: 
Date of expiry: 

. . . % 

6. Protdger de la Iumiere et conserver de + 4°C. d + 6°C. 
Store, protected from light, a t  + 4°C. to + 6°C. 

I. Ne pas injecter par voie intraveineuse. 
Not for intravenour injection. 
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ANNEXE 5 (suite 2)  
ANNEX 5 (continued 2)  

CONSEIL DE L'EUROPE 

COUNCIL OF 'EUROPE 

Accord europeen relotif d I'kchange 
de .substances thkrapeutiques d'origine hwnaine 

European Agreement on the exchange 
of therapeutic substances of human origin 

1. Nom du producteur: 
, ,  Name of the producer: 

2. Eau distillbe, sterile et apymgene 
Sterile, pyrogeafree distilled water' 
Pour la reconstitution de la gamma globuline hmaine de&&&?. . . 
For the reconstitution of dried b m a n  gamma globolin.; . 

. . _  
. . .  I 

.. , , , 

. . .  . .  . .  # .  

. ,~ . .  . . . .  

. -  

, , . /  . I .  
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ANNEXE 6 AU PROTOCOLB 

ANNEX 6 TO THE PROTOCOL 

CONSEIL DE L‘EUROPE 

COUNCIL OF EUROPE 

Accord europien relatif d l’ichange 
de substances thdrapeutiques d’origine humaine 

European Agreement on the exchange 
of therapeutic substances of human origin 

1. Nom du producteur: 

2. Fibrhogene humaio 

3. NumCro du lot: 

Name of the producer: 

Human fibrinogen 

Batch number: 

4. Fibrinoghe: . . . grammes 
Fibrinogen : . . . grams 
Autres substances ajoutks, 
Other material introduced, 

nature:. . . . . . . . ., . . . % 
5. Date de priparation: 

Date of preparation : 
Date de phemption: 
Date of expiry: 

6. Reconstituer avec . . . n #eau till&, SI ile , apyro~ :ne. 
To reconstitute with . . . ml. sterile, pyrogen-free, distilled water. 

I .  Protiger de la lumi2re et conserver d m e  temperature infirieure d 20°C. 
Store, protected from light, below 20°C. 

8. A injecter immediatement apr2s la reconstitution. 
To be used immediately ofter reconstitution. 
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ANNEXe 6 (suite) 
ANNEX 6 (continued) 

CONSEIL DE L’EUROPE 

COUNCIL OF EUROPE 

Accord europken relatif d 1,’kchange 
de substances thkrapeutiques d’origine humaine 

European .Agreement on. the exchange 
of therapeutic substances of human origin 

. 

1. Nom du producteur: 
Name of the producer: 

2. Eau distiU&, sterile et apyrogene 
Sterile, pyrogen-free, distilled water 
Pour la reconstitution du fibrinogkne hum& 
For the reconstitution of human fibrinogen. 

3. Quantitd 1 ml, 
Quantity J ’ ’ . 

RATIFICATIONS 

country Date of deposit 
... ... ... United Kingdom. ... ... December 8. 1964 

France . . . . . .  ... ... ... ... ... June 2. 1960 
Federal Republic of Germanyt ... ... ... February 18. 1963 
Greece . . . . . .  ... ... ... ... ._. February 2, 1961 
Italy ... ... ... ... ... ... ... August 23. 1961 
Luxembourg ... ... ... ... . . . .  ... September 11, 1961 
Netherlandst ... ... ... ... ... ... September 11, 1961 

* At the time of depositing the instrument of ratification the United Kingdom 
Government declared that the ratification of thc Agreement is in respect of the United 
Kingdom onlv and does not extend to  anv other territorv for the international ~~~~~~~ ~, ~~~ 

~ ~~ ~~ 

relaiions of which the Government of the United Kinadom are reroonsible. - 
t The Government of the Federal Republic of Germany declared by a letter dated 

May 31, 1963, that the Agreement shall also apply to the Land Berlin with effect from 
March I ,  19-53, i.e.. the dale on  which it entered into force for the Federal Republic of 
Germanv. 

$ The instrument of ratification of the Netherlands stipulated that the Agreement 
shall apply only IO the ‘’ Kingdom in Europe ”. 
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