
Prodücl for hlecl¡olt
ZADAXIN ís an ar€tylatrd ptpt¡de rvilh lhe lolloïdng sequence: Ar-Ser{sp{la-Ala-Val-Asp-lhts
Str-SsFGlu-lþlhFlhFLys:Asp-L€þLts4lu-Lys-Lys$lù-V¡l-Ual-Gllfctutsfúâ-GlßAsFoH. lt lHs ã
nolccular w6hht of 3,108 and a pl ol 3.õ.

cufltcAr- mÁnmmroûY
Precnnlcôl Phsmcology
-the 

mæhanism of æl¡on of ZÀortxlil is ml comd€lely mde.shod tul is lidgirt l0 bB relal€d to ¡ts

Mãny ot lho i4 d¡0 end ,t vivø ¿llecls 0l ûrymæln alphå I hile b¿en ¡nlerpÌet€d as influ¿nces on
eilher d¡lf¿rcnl¡åtioî 0f ptur¡pûlrf,t slem cells lo lhyf,rocyles or aclinlion of llrymoryles ¡nlo âctivåt€d

T{ells.

PhameG!¡hrtl6

d0s6 flq¡Rg fm 0¡ t0 6.4 mg a&l h mit¡rl€ dqs€ sü¡d€s d 5 t0 7 days ùr¿tlon d s{bcula-
ne0us doses anqing from 1.6 t0 16 mg. TiymGñ afh! 1 was r4idy aùsorbed wllh pæk srm leF
eh ach¡eved at approx¡mâtely 2 h0üß. A rtos€ prûlodioriãl ¡n0rtåse vras seen iÍ serum lsve¡s l0r C",,
ard AUC. and s¿rum lrvdb rulumlrl lo basal lftk by 24 hflß aff;r admlf,istnlion. lhr srm haf-
l¡fs was approx¡mâldy 2 ho0rs a¡¡d llEre rc no wùl€f,æ of aømtÈlbn folow¡rq rxrltipl€ suþcûla-
rì€0u5 dûs6. Ur¡ffi ercr€lioû rilgrd frúm 3l% l0 6$iå d ür ¡ffierÊd dos€ fdþniq s¡At¿ ad
m!(thþ dosês.

m0tcAIl0t¡s Àr{D UsAGE

ZAoAXIN is indiøled for tio Ícalmenl 0l ¿hronic fiepat¡l¡s I ¡n psli4nls l8 ysàrs 0f ¡0e 0r oldsr with
compensaled l¡ver dbæ ðnd hepalitis I virG (HBV' nplkål¡on {¡erun HgV D¡¡A pßitivs}.

E ÍEr! 0l Tltnm¡o fl¡¡¡ 1 lrlttcrátt l0r grqd! tkl¿l$¡ I

.Besloffc r¡l€ i¡ drlln d il lhr pæd¡qc 0l ¡rÉicd¡ rfr Elü ttsV 0[ ããd lscfg æ9âl¡r¿
at12-múfolliry-
Pooled arelysis 0f 3 nndm¡zed mnlJoh h¡ds cmorÈh0 223 pail.nls rc perf 0nn€d- flrymsin
alpha 1 was admin¡ilccd twíc€ ÞtÊkt l0r 6 monlhs. ffirrup asscsments ¡ren perlormed d
1 2 mo¡tlE ålter cofiìplelion 0l troalneît (sæ lable). ln multþk stü¡6. ZAD¡\Xtli \eas shûn t0 lËw
a delâyed tfienpeuth respons? l2 m0nlis 0f lomer afier compltütn ol tEtrÞy. A transÞnt hcrÉås6
¡n ALT l0 more llEn tyi¡ bascliE EùE t8¡rûl ¿ån ocãr rfurlf ZÁ0Ð(il h€rdplr. Whsì ALT tLr¿
0ccurs, ZAD¡ìXIN slìould gtnerdly be rml¡ru€d ünþss s'Eß ard sympl0ms of l¡ver ¡a¡¡urs aæ

obsery€d.

c0ilfRAF¡0rc4n0[s
ZAOAXII¡ is contnirdiñled in pdicrrls ;iû a hislory of lûpe|5*ilinU to tÌrynGin dplB 1 0r ã¡y
r0mpmtr* of üp inisclior. Becaü$ zÂDÆûtl llEr¿py epoãs lo w¡ ry s{ørf{ l¡. immm rys-
t€m, it shoüld ôe mris¡dered c0otni{fiHt€d h [åtÊrts ìrtlo úe bthg dÊlåe Blely immosu0-
pm€d, f0rins:lance org¡n ißnspbrt pafimts, mkss lhe pdmtid bsnefils 0l tfie tlì€frFy clearly 0üt-
w€igb ltf polenlb¡ r¡rks.

tnAßlllltûs
No¡e,

PRECAUIIOI¡S
lnlomalim ftrPalienls
Palienls receiv¡n0 ZA0rù(ll¡ lmtnærú shûl$ bs d¡ftted in ils a0ltûprlåtr ue afil ¡rlomd 0l ltE
benelits and rísts associ¡ted $ith trcatm¿nl ll hom ass ls FBcrfurd, a púrtun-resislåfit rontaifEr
for tlìr disposl of us€d syring€s árd Éedes S¡üld bs spñd lo tlE pdieil. Paûnß $olfil Þ0

lhororyl¡y hlntcl¿d in tir inoon¡tr tf ¡ropsr disposd and alimd egãiEl ùt rc of syri{6
or ft€dles.

@

GanlEgß¡e5b, t[leB€ros¡s, lmpalrm0d rl Fql¡[U
Lonût¿nn sludirs wilh ZAÐÁX|N haye not bûñ d0'lr þ delcnn¡m Ercinogsnicity.
MutågcNcly stud¡es vr¡lh ZADfD(ll¡ shovrcd ¡0 rúJcrsf f*xl¡nos.

PlGg¡*tCae|r f C

Arúma¡ Eptodudtun sl¡di5 in r¡¡cs ild Eùlils tm dw m dltme in frbl ¡bnorrCilÈs ir¡ con-
trùl at{Íds ãJd åfi¡måls given zADAXlil. lt ls mt tnfiÍ tlt€üler ZÂDAXll¡ øn caüso febl hm when
illÍtnistered l0 a pre0nant wûman 0r ran ¡lfcrl reprodrrl¡'n capaclty. ZAoAXIñ sho[ld be giv¿n t0 a

prc0ffint woman o{y if clearþ necded,

lurshrg ¡íûïÉrÉ
It ¡s nol klm utEth€r ttüs rhl{ h &nùrt h hssr mjt 8ro nr¡ry dfl¡gs s€ ær¿l¿d in
humafl m¡ll( cauli0n should be ãxerc¡ssd when ZÀDAXIN ¡s admlnistered l0 a nürslng womar.

Pôdialric t¡so
Sif€ty and eflectiv¿mrs h¡v¿ not been esl¡l¡f6H h p¡Serts bflow ttE aoe 0l 18 y€ârs.

0ru! lnl¿raÉtloÍs ild lÍe¡mpatlbllruea
lnlemtim Mwcen zÂDÐ(|il ard ollEr úulE ltr not beer tuly €nt€l!{I. Caútion sh0ukl be exer-
clsed wllrD artnffisling ZADAXIN lhsr¿Fy tn ¡ont ffiiú¡ ullh 0th9r lmmmB modulalin0 órugs,
ZADAXIN shoü¡d n0t be mhed wilh arU ollEr druo.

ADV$$Ê RCA0IIoilS
UADAroil b w|l t0lerd€d. Ihring chÍd e,Fer-fre ir¡rrhú0 ût"r 20m ¡lldMduab wilh varioß dis-
ffi dfstrturlrd owr ðl a{€ grfl&s. m d,ñic¡Ít Sn¡¡øil edvËrse reæt¡ms attribulât¡k lo tlymosln
dd¡a 1 a&risblß|i0tr Ëß Esorled (< 1% dn¡g rd¡bd aúvEm eventsl-

ÂdffisÊ oçaietcs hils been lîlrcqu¿nl end mib. cffiislino prlmarily ol l0tal dbcomfort al lhe inie c-
lisn siþ, ftd cn ißlan€n ol tiytlEma, lrüìslent müsh atmphy. polyarthnlgia combined wili hand
edtma. ard r¡511.

0n¡mr Ául l¡¡ltt¡rsmÂmt
The rct¡Iwndd dosaç of 2A0$(n¡ ftr ûE fst¡fst ûl chrtra tEfalil¡s I ¡s 1.6 mg aúniristsed
subdrhmüsly lwiro a wt with dos6 sep¡r¿led ùy 3 or4 days. lï¿rápy shüld be coÍlinued l0r sk
months {52 d0sss)wilhout lnlerrupliorl ZADAXIN shodd not he oiv¿n inlr¿muscuhrly or ¡nlrdvûûûusly.
ll should bû ncoßlitulcd wlh 1.0 ml0f û? dilreût prwittd, wh¡dr coßisb ol 1.0 ml Strrilô Whtorl0r
i{ælion, turnedãulypirh us. Al lfiü dbcEtìdi of ¡h€ p}rysir¡n. ttE palþnt may be taqhl lo se[-
adúristç tlp mrdlalion-

0YEdo¡roe
nrr¿ arr no rq)od€d ¡nslrnces 0l deliber¡le or æcihrld wûdßege ¡n humam. M¡mal l0xicology
sludies have $m no adv¿rse æeclims in singl€ dosrs úp b A! mgûq änd in rep€atrd d0s6 up l0
6 mg/tgy'day ftr 1 3 wæks, which wflo lhe ligh¡sl l€r¿l sludied.

H0vst P?180
ZADN$¡ bllmedhsåqÈ{seri¡bcoll¡¡üq 15 riìo0llyoüü¡z¡dtlrymGs¡r4tì¿ 1 9€rvbl.ltis
arabbh in ød0r6 corfaffiU tyo vbß 0t Z¡OAXlll. Each c¿lon also c0nhirìs trro ãnpollrs ol ûusnl
for ZA0À\ll'¡, corila¡úlg 1 .0 Í{ 0f Sl€rib W¡tsr fot ¡ni€clion. which are to he ßed lor ncoml¡tuling the
ZÁD¡rXl[ lor inirtim-

Store ZADÂXll¡ b€þreen 2l ar¡d 8'C (36. l0 a6' F)- lt slwr{d be ßed inmed¡¡!¡y aller reronsl¡tution.
SlËflBr k3 y?Æ.

ZA0ÁXI¡|. thyfiosh ¡SlE I inËrli)n b manuladur€d l0r Sciclone PlEmrðdiHb lf,temãt¡onâl Lld..
Hong lbng, by PAlHfoil [¡b S.p-A- tloo¿¡, ltdy. F0¡ furfter inlmtioI¡' corbcl Sciol0ne
PlËmaæülkals lntrrÊ'lirEl Ud. h llûng l(ûng d +852-2510{118, ln Sing¡porc al 65t273'3144, 0r
h Fostsf cig. ca¡tum¡¡. usA I r65G35&3,156,

SrhcE¡:
l. Mülcl¡nict, M.G- Cumn¡nos. G.0- Hoolaagle, J.ÌL ild DÀ Sllå¡ril¡ (199¿1ntynusitr: Alt ¡mo-

vative awruclt lo lhe lre¿lmffit oI clwie ,Wa¡itis B,'$C0mlin¡lin lherq¡€s. Blologlral
Response Modlfþrs ¡n lhe ïrealn$fl 0f C¡ßer end lnlecli0us D¡s€ases. A-[. Golrlsle¡n ¡nd
E. gù*i, Erüss. Pþnüm Publ¡çhhg torF ¡,¡aÌ Y0rt. p. 1491 56.

2. ùrnúic&, I.G.. thdsry. KL Sdil,. ÊR- tüflflt¡naË, C.D- ad ÌtO. Àtp€fMn {19ê5}
Ift¡omaþtta I lroermf dctrüÈrl¿D¡fitÈ8:¿ fiaúiøler, Hñoni¿ed. placúo4ûtt
ffiad douhle htud study. Gaslmrntmlogy 1ü(41: !. Att27.

3. Lse, 6.-0,. D.-S. Chm, md Y.-f . t¡w (1S97't þþtilicfi¡e¡ Stuly oI fhynðs¡n Aþha I in lùê
Tte2lmenlol Clîoúcfiqpa¿,fÈA Dda m liþ-

4. Clicrr R.-l¡- Lkw Y.-f., ClEn. L{- ÌAt C;1.. J|d l.rS. 51ø (19S\ Effrcæy ol llrtnrchtl
tu Pikíls rtr{â Ctuwù ltfrrÍ,il¡s k A Rd/(loñtizú, Cniløtr fri*. H€p3lohgy 27 {5) l/hy
19'9t: p-t383-13t7.

5. Nied¡{¡€cb.0.. tuo. Ð, Fiffi, 0.S.. Wndñg. G.W. Gonn€üy, J.E. Kumasll¡ro, M., Altn, LE, and
SJ. RN {lgSi) flú eíiøcy tt lhymash 4lþ 1 in cfinn¡c he,dnis 8: a nêla-malysis.ùala
on fi¡€.

ß€S. l{o. 0KmStãX!14441

tlaus dsng¡n r6ep dokt€r.

fnporlèd by:
P.T. le mpû Scfi P¡rilic IbL, 0ttßi - lndomsia from Sc¡Cloru Ph¡lMeldicats trl€ro1¡0nal Lld.,
tbng Kong.
Mãul¿¿lüæd by: Hhem llåfa S.p-Á- ft'dr f0ú S.¡eon€ ,tarm¡rallc¿k llat S.r.l.

frJZADAXINI
TnvMostN ATPHA 1, INJECTION

(THN'IAIHASIN)
IlESCRlPTl0l{ L¡b0rå10ry Tests: Llver funcl¡on lesls, ¡ncludin0 serum ALl, albumln and b¡l,rilb¡n, should ùc waluat-

çS-crCtsNE'

srut
Refer¿nce

ifumDrr of Pat¡¿nls
Ì€almntGrouDs

Rrspotro Rals al
1z-montìs follow u0'

LJS Fhess 2
(1,51

t2 Ttryrmsiî ehhå 1

(1.6 mg S0 8lW6 ffi.)
I Placeöo

{00'Â} Tlrymosin ¡lpha 1

{25%} Ptæeho

US Pñ$e 3
t2,51

50Tl¡ymosin4lE ¡
(1.6 ms S0 B¡ûl 6 Íios.l
4q ø¡cêhr

l241/-l
(12r.ì

flrymos¡odplþ I
P¡aceto

I¡iwil Phær 3

13,4,Sl

51 Thyrnosh4ha 1

(1.6 mg SO BIV 6 rms.l
illntdd

{3?%} ftryÍpsin âlplE 1

(25%)flolrEtmÍl

Pooled Dal,¡

t5l
113 lhymosk¡ dphâ 1

{1.6 ms S0 BhV C m-}
110 Plåc€ho or no trmlmmt

{36%}
{rsêA)

Thyrnosin aþha 1

Pbccbo or m lrcalmml
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