v 1 Tu 2 vin

ar Y <
AMdNwuZIaNITRgUNIalnnls 88 W. 11 245/57 (wu.)

RUELaY A, 6505 - M -61-5-0355

Yodsgunsal Leuprorelin Acetate
WUy Pre - filled syringe, viaas, naay
1. AUANWUSLANTY

1.1 Faguszasdlunslden 145wusidawongnmnnssoranauiiinoineesluy
(Hormone dependent advanced prostate cancer)

1.2 paudnwazlunianain
1.2.1 Ysznaumeiiendnagy fie Leuprorelin acetate
1.2.2 qunAnuwsanesen sedmvualumsiamusasass

1.3 pudneaizluniseanuuy  uendmiuin

N1TUIIUALHAUAD

2.1 ewssglunwuslnain

2.2 aEnnuumTUEUTIYReIEY Jeandiynesn, suinaiwuss, Fundn, Juvineny, woiikdn,
wunzlousiniuen Magradaau

2.3 WUUNUTIIaLTLIAUTTY axituslumsdamusiazads

2.4 Fusiesioaimusiundanse Sildwauannn 1 fivvie avdeadueiiauazauadion iy

e aiu v

v oa o
3, dofmundue

3.1 ilauedestimdngldiiumstumadouiniveniesmmielulssmatne veensznes
anaanige anuiunsdiifusdindeaundasiu Ansevssassugaiuses

3.2 foafiwdafofusoanasgrunsadnmamdninnst uariBnsudada (GMP)
3.2.1 nsfiudnludssmveing Tssniduan deadivilsdaduses GMP vaanssns1aIs1sngy

pu|
TumnagAauny

3.2.2 nyflgndndraindalseva sesdivilifeTusas GMP waslssnududn anussng

3.23 nsdlenanndnUssmaudinuiussgluussinedlng sesindsdeiuses GMP
Tude 3.2.1 uay 3.2.2

/3.3 {ivtlada..,

14 09 2961 we.



w1 2 Ty 2 v
245/57 (nu.)

Fodagunsal Leuprorelin Acetate

3.3 fivdedoiuroaminsiain s eiuedlssulnin (Certificate of Analysis) msafiug
o = A oo 3ooA e ) d?
wnnusenatnsinnsan wayvsemhdudieldiunsdate

i =l WA ar < 4

1 o el a LY
3.4 A9UWUITDTUIDINIIRTIVILATIEN tLﬁleLLﬂﬂﬂLLﬁﬂ‘ﬂNaWUENE‘I']‘SL?‘]SJT]L‘TJUW]EJ’]E‘?’W]EQ‘U’EN

8 = [ =

USEMnAne uasuTtmgnEningfu

3.5 o1fuaue Foudueduidmidugudavdodunusmie

3.6 ‘umﬁ’aa&mﬁﬁmwizﬂaum'iﬁmiz:u'm:fﬁamﬁumﬁtjusﬁmsﬁ;

3.7 ogvedelutudaoutes Fediitosndififmualilumsamusarass mnlildsmun
Foulvargvesenl’ asdoaduefudmnudliiu 1 3 Tutudees

3.8 fanedaiuingeuuaniuBeuelunsdifindvuners THbueiifiongmsldmueniy
wienavusslorivaadihy

4. 3/N139TIHOY  HIIVADURNANENWLLIANE WasHAIATeREluTe 3.3, 3.4

AMENTIUNTITIATINEDUA ﬁﬂHNSLQWWSaQQUﬂiﬂj 78 W. Y99 WU,

NE.NBY WU/UTEEIUNTIUNNT

(Ygyams finedes)

o, oI 1SR HE.NEY WU./NTTUAT

KO.NAN.TU.T9.6/NT5UN U el

( flagEnna whIANg )

14 Ny 20

ANIENTTUNSATIITAUANGNEMEEqUNTA] a1 W. 994 .

a9 QW VAL NU./USEEIUNTTUNTS

( yindnd LFeunag )

W, g ............................................. HE.NDY WU./NITUMNT

( Uf9d waEsadng )

WD )é[ ............................. uUn.Usedn nUNU/NTTUNG

(Urilumd funiiu ) . e ¥ oen vaw
Auanyazawzeduiioyialily

26 Ny 2% AayliR anwuAewiade nanwu,
' i rot 0446.137. Lk Bk 00 480,41

..... LTI






