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8. Labels, leaflets and certificates
Two labels, one printed in English and one in French,

in black on white paper, shall be affixed to each final con-
tainer and shall contain the following information:

(a) name and address of producer,
(b) name of the reagent as it appears in the heading of

the relevant specification,
(c) name and amount of antiseptic and/or antibiotic, if

present, or indication of absence,
(d) the volume or, when the reagent is dried, the vol-

ume and composition of the fluid needed for reconstitution,
(e) expiry date,
(f) batch number,
(g) conditions of storage,
(h) results of the test for HB-Ag.
Moreover, these labels or the labels of the carton en-

closing several final containers, or the leaflet accompanying
the containers shall contain the following information:

(a) full name and address of producer,
(b) name of the reagent as it appears in the heading of

the relevant specification,
(c) the volume or, when the reagent is dried, the vol-

ume and composition of the fluid needed for reconstitution,

(d) date of last potency test,
(e) expiry date (if any),
(f) batch number,
(g) adequate description of the method of use recom-

mended by the producer,
(h) conditions of storage of unopened ampoules and

precautions to be taken after opening,
(i) exact composition, including antiseptic and/or

antibiotic if any,
(j) statement whether the product contains or does not

contain material of human origin.
Each consignment shall be accompanied by a certifi-

cate as provided in Article 4 of the Agreement and the
Annex to the present Protocol. Examples of label and leaflet
are attached to the present Protocol.

SPECIFIC PROVISIONS1

1 To be completed under Article 4, paragraph 4, of the European Agree-
ment on the Exchange of Tissue-typing Reagents.
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