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GRO-C 3'a5

sirs/.sr a 
B L Steer Esq 
Sdanafiing Director PL/0116/oo11 
Truveral Laboratories Ltd 
Caxton :ay 1 February 1973 
''Ahetfora 
Norfolk 

Dear Sir 

1 EDICI::E AC 'i` 1968; f'A1.T 1I I IC:+S: 

With refer-ucc to your an_.lication dated 3 i:ovenber 1972, an amended by your letters 

dated 3 cud 5 6anuary and 5 1 cbruary 1173, the 1icenein3 authority propooas to ;r ant 

a product licence fors 

prnd+act licence nu.:.ber 

O ZL kntihaeaophilic .actor (J:ul-ran) 0116/0011 

The I'edicinco (Feed) Aegulaticns 1971 (51 1971 ro 1449) provide that one du 

fee is pz~.yable by a rr-uuct 1ic,nce holder for all of hi.s product lie ucec 

to cn giro curing the i vxo calendar year. It fol.louo that a further gvratic.i _ 

each year of validity is payable for product licer;cea granted in 1973 .nd a%ich cre 

due to ox•ire in 1970. i:ouever, consideration in being riven t, propounle for on 

n;aend:ent to the rc;ulationc no as to renove the requiror^.ent to pay a cacond 

duration fee is rc:p^.ct of yc.^ra covered by the e;:istir_^ licence. .In the circa 

no ro acct for cay:ent of the further duration fee is boirg eado ut -re:ientI t .. _ - 

without nrojudico to your li;'bility for ra; :ant if the require-ir_nt is not reuovcu oa 

to your liatility in roe-act of the ne ition:l year. 

The G-' -.it of the lic-nco '.'ill be subject to the areraincuts agreed to in your letter 

dated 5 February 1973, en :ollo~a 

(i) tho potency of the roduot will be expressed in international unite 

(ii) the supply of the product vi'l be restricted to hospitals and 14aeiophilia 
.:entree 

(iii) the provisions sot out in Kerulation 4(r), (h). end (i) of the Therapeutic 

Lubetancea (:nauficture and loportation) Gcnoral J:;;ruiatioua 1G3. (-I 

!o 1450) shall ripply. 
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The pro uct liccuce vill also include a provision that tho nunber of the licc-nec c; all 
appcnr on all cos t^.9. s,. or pac;:c-.n 3 in ::2hich tie product is pnc d and on anj 
pacieago ir:orte Cr co -dying literature. 

The for,.:r'J dOCk::.Cnts relatizur, to the issue of the licence are bein;{ prcFared  d 
trill be cent to you is d court, . 

Plcace get :.a I now t'_: C to on t :ich the product is ir,tx-oduced on to t%a :.:nr:.ct. 

Yours raithfu'J_y 

r J Iriche I 
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