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EIUIS 
2. TlllNN PUN cONUNIJt 

TIIWl ..... dlll: 
II& '9dltli 100mg~ 
D1aig dldl Wn """"dNlil Ul ffl9/mL riftiwlgln Ill Uf djcll p/Y lolng dlll0.77 mg/ml 
lllilllllll'ung 
11IWl,W.d-.i:.mnffl!IC6.1. 

l. l)AIIUMI 01( . 
~ d6ncJ \116 ptd1ng didl lnJh. 
0.1g d6ncJ kh6 rlc, NU Iring d&I trlng 0.C. , ., 

4. ~lfNN!AllslJKi .•• , t • .. 

4.1 ChlWal.lri ·• ·,1 

ERAXISm:dlidlnhdtGifatridelnA!lnghopnli&nnirntlfll~llhlll-llllllh~likkf 
diali .Uy. Miu di nu61 dy nlm Yi de dt ng~ lifll qu1ntrmg plmi thl nghitm lblog6m m6 
~hQclnbldll,Kth\khifftln.itkhldlfutr!dtl)MnijpviQ<d:inllU<nhan~bfnll.C6thfblt 
!Siu d"lfll tri tn.ickhi biEt kl! qui nu61 dy q QC kl! qui rt1 nghiffll kM<. ~d~~. dn phil d"iN 
dlinh~phjpWngnSmlhkhh\lpkNClialdetftqujdl~ • 
llllhl~lluyftnci<~ahiltlr....11M<(-,n,""'9ri1'flll,._lllf() 
Wl!S•di llnh Of 5fu trj nhihn Condldolwyf\ q dc lofl nhlfm CmdoW< bao g6m ill n 6 
b\mCJ vhikn ph(K ~ ~ , 
...,.~lhllt.- ,,. ~ 
B!AX1S dll_k di dinh 4f dlfu lrj nli&n Candida th\k quill. 

~dlflll.,: 
£WIS chla dU\IC nghif!I Ml Of difll tr! de bfflh 'li!m nlli IJm INC. Yitmtuy m,g ,a Yitm tNn9 
nio do n.lm Candldon N dU\IC ngW!I a111Mn5611D1CJ ~h nhangikn ~ du IJ\ll9 tinh du IOn 
4f QC dlnh ~ qui d"olu tr! IJfrl nh6m nay. 

u Ufuduntncidl.-.. 
~ 
Nlitlleacldl-,ftnci<~ahllaC..-.khklili•'IR!alnvlla,i.c..i 
Ufu khuyfn do ai, EW1S ~ m6t Wli &.I tin c6ncJ 200 mg m ngiy I, lift, thNi ~ W.100 mg m6i 
ngiy siu d6. llloing 1h11 CJiin difll tr!~ u Ilk, a. thJ 1n sang CUI bfflll nhln.1161 dlorlg. 5fu 
tri thing n,lm nfl1 liEp 19C l mil 14 ngiy kt tu'ngiy ~ tit qui dy nSm ~ !Im CJlo, nhft 

--~tllflt.-
Ufu ERAXIS tll/l !Siu uc khuyfn do Ii Wli &.I ~n c6ncJ 100 mg,~ ngiy 1, tiEp thfO Ii 50 mg 
m6i ngiy siu 116. Bhlh nhln nfl1 uc diN tri lrong kho.lng 1hOI giln t& t1wu ~ 14ngiy•• ft nhlt Ii 
7 ngiy s,u khi ID giji qilJ'I bl! cic trifu chlhJ. ~ 1hOI giar, ~ tri llffl dlll tlfn dip o),g llm 
s;ng ai, bfn1, nhin. Do "'11'/ coli phi! Gnldo lhlkq,,M! bbfnl, nhln nli&n HIV, aStlli nm ftt 
!ill>IIJC!ifuphlp~dlllllli&Dninsium/lflifallillhl&ftJbj. 
N~~~ • 
Nlin ~ ~~ll!t~lihlll khllll)n.lmlrmJlllll 14ngiy tililngiymkitqula, nan, 
dllllng tn gkulllit. , , • 
~ c60u di~ of dll)lg nn dlo ~ ding Wu 100tag dt&!u 81 qui 35 ngiJ. 

BINI~ "Yrlllil 1'111117911' 
Khtw,g dn &la dn Wu tho bkilffilll lllYIJil1 ~ trong bi1h hokUlfl. IQag dldifll dllnh 
li&ac:hobemm.ili111YllllniWltyaad6ND,mog6mcillluigll!Jlili~duJMnnllln~ 
ERAX!Sal.tht&I\Kdill!J N IIIGllgdn dlijdeldlCllgilllllYml)Mn miu t-l!ll'Sll, 

C6c nh6tn I& tJl1l9 69dii/Jth6c . • . 
~dn Gifadimlifvc:ho~llhlll1JdllllgtNrllth!o~1inh.oonjlg.<l-.'4<. tinll ~ 
nhiffll HIV dllall) 1inh. 111+: ngd CJO bl& (mn fflll( 51). : I 

Nh6m/Jlnl,nlalrii . . - -: ' 
Tlnll ~ qui vi ill toll! ail ERAXlS 611! en vi ~ ,f dlilll nh _. 11 IU6i dl8 •uc dinll. Oil 
~ ~ c6&1,1:m6Utrong ffl!C5l in119 th1ln!I c6111ayln ciowf 1B ilaq. 
w.dimg • 

Chi dillg dllilng Im mfdl I •• • 

B1AXJ5 nb1 ilU\IC IN! ngu,ei vi d'.dl pllllilm If al n6ng ~ 3,33 mg.Int 1i1d6,tl, loang 
din n6ng ~ o~ mgtnt.. 9QC lldllng din wf Qdl 11Din1191Y9' IMI phi,, llu6c-. ldli dung (um 

myc6.6J. 
llttldii,gWX!Swdlt6c~IJllyfn ih6ng qui 1,1 mglph(a(IIIIIIIJ6algwdl 1,4 ~l:hl~n 
~ta IN ia.glllto lllllngdinl. Uc_,iiin 1119 Wn qa ffn~tiffll tJu,61 l:h6lg thilllng 
111Jffi a, q ldit« 1191nJ7&i rilui,fwigi, kll6rlg t11!C qu 1,1 mg/plla 111111 lft!IC6.6}. 

ERAXlS kll6rlg &,;k dung Ol lilm bok6. 

4J CWegdll~ 
~ min wdl llofl dlit 111+: Wt Ill~ phMI U ddi;t MD lilt IH 11¥ 6.1 
~min,. cic llu6c We~ nh6m ~ 

U CJnli Wo fl U. 11'81 ~ llltt 11111 • ., 
£RAXIS N. nghi&I CW 6nhflng IJtnh nhln Yi!m ~ dm_, lifll lliylllllllg hljc Vibn ~ng 
lliO do nhibn Cmdlda. Hilu qui aii E.RAXl5 mdl dll • dim ty llffl ~ !6111\119 gidl hfn cic ~nh 
nhingwn~ cJulrl.llgtinh (ltmmyc5.1). 
ijc dung Ito QiD 
11ng lllffl 9111 d,. g/11 n~ 6 nhilllg d& ~ t!ldt l!lfnll vi lJtnh nhll 5Eu llj blngi111Jdul,fungln. 
0~16btnh~c6rilhtr,ng~hnghlhn17qngibr,gdi#lgntwulotllhu6<dllglicvdl 
rilwfung,I, nhlilg Wt thllilng 6 g,n c6 y .. wi ~ lim ~ng U a, q. Uc IMIII h<JI) r6i iofn 
di'l nlng gin ding kl, lifm (JIii, vi suy g,n h * trong de lhu ngh~ 1Mn lin9. llf,i nhJII c6 men 
IJil1 Ulg trong qui Uinh &!u llj bang~ llffl dlMI( theo d6i df tlm dlu hl!u If suy ~m 
dlik nlng gin ta dMlh ;i NI to/1\11 ldl dll Yi+< Ufp Ill( fifv Iii ~ng ,nldulhgift_ 
Phil <ma PN!ut 
Uc plwi lilg ~wt.mo 9J1m cJ s6c, a &,vc Wo cJo th/ llld\,119 ~-N&CM ~n ling 
nay u, q, nm 119111!1 Jnidwfungin ,, dil1J tr/ thlcli hfp. 

!Wmhlihwtblnfdndid\ 
Uclk~plYjlill,..-,llfolilmlnlyl,,&GolqcWodoilllllll~MidUIJ'9'1YofdrnplY! 
bin, 116unf d.ly,dibihJ~IICJIA,kl'6IIIG,<0tllk phf quindlwhuyftip. U<lli&c6bll l\ll llbl 
qu,dfnv!+<~lllyffllhl,QghlOllgmylnuyqkllit6c·trvy!n~~g ~qu,1 
1,1 mg/ph/ll(mn!Nj(4J). 
Bi ;,i ~ 1.6 w lhQ m OI ~ lr11119 cw ciqillkl tig 1i!n ._ 11fn lifn, . 
d611Jlhlll•~inYlilac.,llkpymt1JV119~n;i.tftcai1i&,•.._ .-,,.khldung 

""'ang (llflcfiu6t c6ng) 

~phlnbow 
lllll!IJbtnllnNftc6,lnfflllNJfnhibl9'Plltnq,lllldfn~khOngUl!1"1111Udo!elMnCJnfn 
.. dlu6< nay, , ' 

U T-,dc .. CMIW<Wcncic .... t-,dc~ f 
~ 1N119 phll Ii m01 ca dlJt alj n,hiJ Um sang, ch.It drn llng, hofc cWt It !hf <ii ck 
~('/IUdlram P450 IIA2, 286, 2U, 20, 2C19, 206, 3A). Uii ~ t 11uc ~ ~ bfnit"""' 
ih6ng hull toln '°" ~ nhi)lg - IX fi t!lhly ,ntn i111i'O. • 
91 c6 cic IIIJh"" Ml 'If - tjc ~ nduliuncJ., q QC thu6c khk nhlfu iM nlng c61M lb;,c Ill 
d\llllJ cimg hie. Q16ng khuyfn cio d"iN chlnh lifu d6I vi d NI thu6c I.hi ~ d6ng thlll rilu~Mgin 
~ (Jdoll,oltn, YOlkWlOI ~ 1Jadl111111, vi k!161wJ kh.yEn cio difla chWI !rfll dlo 111l«li.fungin khl 
cMI, IJi ph6i h\lp ~ lmphotffldn I~ rfflmc,kin. • ' I • " 

Btnll nll,ln nlll ' • • , .,. 
Nghiffl M vf-tx thu6c chi dll\K th\k hifn !lfn ng~ tnalng th.lnh. 

4.6 llhhln, slnluin, tllil ijri dlo 11111111 . , 

~~~~ • " 
Khllng c6 dO lifu vf vtf< Ill d¥flg ,nidulafungln a ~ nil Nng !NI. U< rvJibt Ml !lfn flOng vit OJ 
dlo th.ly ~ dO< tfnh llnh sln (ffln m\l( SJ). I 
Khllng k11uyfn ngh! Ill~ !RAX15 trung t~ kj 1Nft9 tlwl tn) khi l\ll kh .. nglill lllf r6 rM19 ldn hdn 
nguycotifnl'1dlotlwlnhL .- • . • , 
Jhlllijrnoconbll• • •• • '· • • 
0,111 r6 I~ 1niduliungln <6 dll,K ~ till QO ~ me ! nglllil hay kMng. Oil lfv ~ !~ /~ tfnh ! 
110ng ,,1 cho th,ly ICid~fungin dU\IC till no sill lllf. ' 
™nglhllofi!Tllnguycod6hdl IT~ buslll "". Phil dl/3 qqvyMinhvf'ltf<nfn ngimgdlo con bu 
Illy ngil1lg/tifng illfll lTI b.lng Emls, dn <.In nhk gii!J l\ll kll CUI Ylk bu !ill 111' dll ~ ~ ,, 1\11 kh 
CUI d"iN 111 d6I viii nglill lllf. •• 1• 

gb,j n,lfltaobWD 
' Anldulifungin INll9 c~ WI h!Jlng dfn kh.l n.lng Yih ,Jn lnlng ac nghifll ~ "'9C th\k hifn !lfn 

dlu6td\kYhi(1"11111\KSJ). , 
4.7 Anh111M19NlllllinlnfU11tn•~llll1MJll6c 

111,oogllfnqwrt ., 

4.1 Ti< d\mt ldllltt .-it"'"" 
Ck phin ling bl! l\ll lifft qUJn dln Hbn lruyfn di dll\!I Wo cjo d6I Yd! inldul,fungln troc,g d< nghlfn 
a111 Um !.Ing, blo 9Jlm l)MI !Yn, ng~. kh6 tha, co th.It pill quin, 1w huyfl ~ (th!Jlng ~pl. d4 bung 
~~ n6ng bilng v,1 n6i mf dq (ft CJlp} ~ t6m I.It trong B.lng I (nm m\l( 4.◄). 
Q.lnh a<h phln IHI cbbin b Wt Id ' ~ J 

Ung siucUy blog6m cic ph,lnlingbltlql do tfl d nguyfnnh.ln (lhfo~t n~MedDRAJ llr840d6i 
III\Wl9 dung 100 mg 1nidul1fungin Y1ll tin suft twng llng nhu rlt thlJ)ng CJIP ( 2: 1/10), ~ !HP 
(;,1/IOOdbl <1/10), ft gJp (2:t/1.000dln < 1/100), hibn glp ( 2:1/10.000dln <1/1.000), rlthlbn 
~ 1<1/10.000 l Yi llrcic Wo cjo tvl)MI Y1ll tjn suSt kh6ng ro (kh6ng 1M ~ tlnh llrdll lifu c6 
sin). Trong m6i nh6m !Ml 1111~ cic phin ling bll lql dll\fC !rlnh b.ly theo thll Ill rnut ~ nghifflt trong 
gijm din. ., 

U1191. Ung QC phln ling bit 11/1 ...... Ut TIMlllnt9', lt9'p Hlllnpp Rlt Wlli P.P IMngri 
111to11ti. .... .!1/IM 2:111000 2:1/10.000 < 1110.000 ... • u. Ma ...... .., din 

2:1/10 <1/10 <1/100 <1/1,000. 
Rii loin mlu R6ilofnilong ...__...,,_, ,.,. ... 
•lhlbfdl mlu 

'' 
., .. r I huvl! .. 

R6i ioinht . ' ,J,I (I,. s&ph.ln 
mi!nd!<h ... . ,. ~ ., . if, p/lJn 

' ., ..... , .. 1119 p/lJn ~· 
R&loill H!bli mlu Tlngd.mghuyft 

I . , I' • 
ctuylnh61 'I 

... . :.~- . ·,· .. , ., 
vldim ,, . " ·.•11, 
lkthg . 
Rilllolnllf Cogijt.nhUu . - ' 
thkiti 

' "'• .. Hf~ip.tang 116 bit,g m!t. ' ., 
•; \'' ,l••11,I 

.. • 11\fd! NU hu1iUp I NanahiN. ., .. ,i,~ 

MilojnH6 Co thJt phl ~ 
hip,16ng Kh6tht .. ,,,. 

119\K. vi 
r . ; ,, •· I 

TIUIICl!hJI 
,. •I \l'ol'' 

R6I lofn tilu Tl!u IIIIIIIMII lllu D\119 .,. . ' 
h6I dlly, ,,. trfn • I ,. 

bu6n . ' ., . I···· i 

""" R&io.,iwn Tint lll)ffl iiNn fNynl I 

~ lfflinotrlnsf!Q!t WIMII- ·, 'l ;r ' 
I ' 

Tln9~ gilumyl-
'' • .I 

kibnl,ongmiu, trlftlf!llle ,: 
Tl11911PW1 jj' . .. lfflilolllnsfeqw, ·~ c.,I, 

. ,,, ,,,, __ ' '/14 

Ungblliubintr0119 ,, . ' I f)f ,., 
llllu.~~ ,. - ~-

R6il~dnl fllljlbln, N&mldly 
.,, 

m6dlfllldl ngrA ',, ' 
Jt"',,•l 

,,, . ., ,-,.., 
' •. . ' ,,_ 

. , •· I I; . 

R61~n Un9crrJtlnln . 
T~n v,1 llEI trong INU ·i • I 

e , 

nlfu 
,i1, ,,, ~,,, 

R6I l~n 
" . Oau ~I nal 

<flung v.l(fl truy~n 
dl6dung 

I ' 
thu6c ' 11,, I 

• Xfm ffMil(' ◄.4. '·,,....,II •1 , , ,,. ·• 

u Qdllfuv.l<idixirtri '•' :· • ' '' 
Nhu bl! ij Mg hQP quj lit!u nlo, de bl~n phlp hhq chung n!!I dU\!C Ill d\lng khl cJn thlll. Trong 
lrllOng hqp bj qul llfu, de phJn ung bSI lqi c6 thl dy II nhu di trinh bly ~ong III\IC 4.8. J. " 

Trvng cJcnghifll aiullmslng, ~t llfu dan anldul1fungln 400 mgdnhcbdUllqcdimg nhul,I Mfu 
tin («19 Kh6ng c6 blo uo vl phln ilng bll li,a nlo trtn 11m sing. Kh6ng <4 ~ llnh gilil twn lifu dU\IC 
ghi ~n-trong m~tnghi!fl alu utn 10 d61 w~gklw•~nhdung~tllllltln c6ng260 mg ~u d6 II 

Wu 130 mg ~ng ng~ l lnlng 10 d6I 1111,111g cd ting rruylll lr1ns.rn1n& tho.I kh6ng 
clMllg (s3 1 Gdl hfn llfn olit~s6blnh 111t111r,g (ULHJ). • ngq,u, al ll1fu 

ERAX1S ~thfm IJ<hd~ 
S. ~TINHDtlq(lf 
5.1 ft<llnll .. '¥tht< 

Nh6m~ltUmwng:Thu&:kll~~dillgto.lnth.ln.1"'6(~n•·' d' 1_, ... , ... ,. 
miATCJ02AX06 ' ' ,11.m 1119 wnu,.,,M,.,, 

(fdlflkdwa I 

=~~ bin t6ng~, ~I lipoptPtiddl"lt t6nq hqp tirm~ ,Jn phfm lblm!n 

• Anidalfungin ~ chl 16 ~ 1\1( tdl fflZYIII t6ng tiqp lH·D gh!Qn, ~t !llZym c6 lrong nSm, nlM!g 
kMllg <6 bong cJc: ~ b.lo CIII ~ v!f <6 vii. V~ M1 (!Ji, dln ~ clil !II hinh thlnh ail 1J-~UQn, 
mOI thWI l!h'n !hilt yfv ail Yid! If b.lo nSm. Anidul.ifungin clio thSy 16 ~t tinll d~ ~m kh.lng ~I loll 
(mdo y,I hoft dnh kMng lfl cJc mg Ung trwng ll b.lo h~I d~ oil QC~ ~m Aiptrgillus fr,~ 

Hoq1 llnbknltrp 
Trong IMnghifm., wrro, 1nidu!Jfllngtn ""hlfn ~tlnh~ngl'dl(. alblroni,C.9/obrara 
(.~ ( bu!tlvlC. tropkoll!. illbllt kl!~ llblqwnllm llngaia nhilngph.11 hlln ~y 
XffllmY<'H~quiUmslng~tfnhantoln". .,,. _· ' 

0c diii,g nlm p~n ~p c6 ~t bi#n ! cJc rilng d'ifm ndng aia 9fl1 muc titu da c6 litn qwn dln nhilng 
lhltbfllam sing h* bung p~t nhit!m tning. Hill ~cJc inmn9h911 Lim s;ng liffl qu.in dmvltc 
d"tfu 111 caspolungin. Tuy nhlfn, lfW19 thl ngNtm trfn ~ y,lt, nhimg d~t biln ~, kh.log d1fO ~ d 
1Y thu6< tchlnO<andin vl do dd, ac dlling ~n 11P RhU v.ly duqc phln ~i ll kUng !!hinoundln dlo 
Oln klll thu ~p thfm dll\fC klnh nghlfm lim sing litn quan dln 1nidulafungin. 
Tuy nhlfn, ~ttfnh Wng ~ cJc Ioli Candlw llfn thil ~ltm in ritro cua anidulafugin 11 khong 116ng 
nMl C~ thl 11 deli vdl C. par,psi/oli, ndng ~ ac chl l4i lhitu (MIC) cua anidulafungin cao hon Yd! c.lc 
loll Candido khk Ky th~~ cht4n di il,lnh gla ~ nh~ ~a c.lc loai Candida vdi anidulafungin rung 
nhlldlln glM cic c!ilm ~y Ming ilng di dl/qe thlEI lh) MA Uy Ban Chau Au vi Xtt nghifm ~ Nhiy 
l(hjng VI 5lnll ([UCAST), er , .,, ' • •'I 

8'119 Ulfm glJ EU<AST ,., I". i 

cJc loll (andld4 
.. Ollm nlv MIC Cma/ll 

sSCNllavl 1 >R(Khlnal 
Candido olbicani 0,03 0,03 
(andido--.,;;i;ata 006 006 
Candido troiiico/1! 006 006 
(and"idakr!MI ,. 0 06 006 
Candido oaramilos/11 0002' 4 
Loa/ Candida kM<.1 Khona du b.lna chiln• 
1 B.ln th.In(. parap!I/MJ! il,I c6 chill ~t phibl Wn thly thi trong grn muc IINi, 4616 th€ ll ca 
chl~ clloMKcaoh«I soYIII ac loll (1111d/da khAc. Trong c.lcthlinghltm 13m s.lng, hi!u qufoia 
1nldu~f\#lgin d6i YO!(. paropsihx/lkMng thk bift vf m~t thong k~ SO YO! c.lc loai kh!c, tuy nhi!!I, 
~ S4l dung ac thu6c tcflinoondln trong nhibn Candida huy{t do C. pa,apSi/Olis c6 th€ khong dU\F( 
col~ivac:1'911difutr!d.lu~n. 
1EUCAST chill nc d!nh ck illlm a.!v khOna llfn QIWI din l~i c16i vOI anidulafualn. 

lfHI lfnh tz rtre I• •O 

Dirng thu6c 1nldwfungin lltAffig tiffl1 c6 hi~ qv.l Wng cac loll Candida trfn mo hlnh nghifn cllu 
lrfn ch~t Yi th6 c6 mit!n d!ch d.ly du~ b! suy gL!m niln dich. Khl d11c,c danh gia tnmg kho.lng thoi 
giln llr 24 dln 96 gib siu illNI tr! ru6i cung, clifu tri vdl illlidulafungin gilip k'° dai s~ s6ng vl aing lim 
giSm Onh ~g nhibn (anaido b cic ca quan trong ca !hi · -

, • ~ lllll'ln911\11> nhibn n.lm dl/qe tbli nghifm 9001 c6 nhilm (. olbkans ~n to.a ci tho gi.lm ~di du lrung 
.., t,nll, nhiffll ~m mifng h.lulth\K, qUM1 vOI <hung c dbka,. thing nuconazol ~ tho gi.lm ~ch du lrUng 
., J tinh n Mibn nSm lilll IOI vdl dlung C: globrato Wng ftucon.zol II chuqt giam ~ du trung !lnh. 
' Hlfv gu.h~ iD ICMO 11to l«D wng 

Nhiim Candida huyll Ml c6c d9f'9 nhilm nlm Candid4 din Ian kMc 
• Tinh in !Nn d h~ qu,I CUI lnidlAl\llqln di &-,c .Unh !j.j lrong mq1 nghiffl olu then chot Pila 3, nglu 

nhiel, mu~ di 1""9 tn, di qu6c gu Mn ~h ~n khong bi gan ~ du trung tinh "9""'1 phat 
bi nhit!m C4111i1r1 buyEI ,,1 ~ s6 t bfnl, ~ bi nhitm nim Candida a mo s.lu hcwc benh c6 hlnh tlunh 
jp-n. ~ nlwl lifln ~ tn ~ Yiffll biy llb,g h* m ming n•o do nhi'1!1 Candido, h~< nhling 

, ng~ bjnllibn(bvsd,.Ub! lofi khoi nglffll olu. ~ nh.ln illl9cdli1 ngJu nhiin ~cillNI IJj vdi 
.,, 1niduihlgin ldung dlilng linh nlf(ll vdl lifu tin c6ncJ 200 mg, 11ep theo 11 dung duang tinh mad! tung 

11CJiY wdl lilv 100 mg) ho!< fluconazol (ug dl«lng !lnh ~ vdl lifu tm <ong 800 mg, till) theo ~ dung 
• cMJl1g linhnlf(ll bing ngiy'lllllilu«>Omg), v.ldlll;l(ph,lft loaitheotlwrg d°"1!1 Al'AOtE 11 (s20 Yi >20) 

Yi S\I co Illy kMllg c6 tillh IT!f19 g!Mn bach du tnmg tfnh. Y-~ d"tiv trj ~ lhll( Iii~ ii nltSt 1• ng~y ~ 
,. kll6rlg qu,142 ngiy. 8ft1l1 ~bd llli nh6mnghifncwilll9c ph'!ldluyln.sing ffuconazol dilllng u6ng 

,.. . .siu hhft 10 119iY d"ifu IJj qu linh ~. \IOi d'~ ~ IHq al !ht dung ~ lfll\J( thuclc 411/lng uong Yi 
d.i hEI s6t ft nMt 24 giO, v,1 cJc: miu nooi dy rniU gin .Uy ~m tilh va Candida .. 
Uc btoh nhln n~n d"I( ft nMt ~ lk!u tllu6c nghibr alu q nhllllq ngl/lll di c6 kEt qui nuc\l dy 
d~ tilh vdl Candido 6 n!Ot Yf tri blnh !hi/brig khoog <6 nSm lnlng ca the !I\IOc khi ~ gu nghiln 
all dll\l( dlll vlo qu.ln 1M plwi lkh thfo d\l dlnh iliEu tri co dilu dlinh (modified inttnt-to-lmt -
Mlffl, Trung pMn tfch vf tifv dll dlnh g~ h~ qu,I chlnh, dip ilng t6ng the trong QC qu,ln Ille MITT 

, . ~ Ilic tk !hue d°tN trj qUJ lilh l'llf(h, Mlidullfungin d\llk so slnh YOi flucOllllOI ~ng phiamg phAp so 
sinh thdng kl llai 111.ic d.i dU\IC UC djnh tnlOC (so ~nh khong kem hon, kE tilp ~ so sanh iJU ff! hoo). 

. MO! ,up th) toog 1M lh¥1h c&ig dn b.1o g6m di thifn 11m wng •~ ~ ~ vi sinh. ~nh nh.in can 
dlf\X thto d61 trong Yllng s,!u ruin siu kiri th !hue tat d ca< lifu ph.ip. , 

NII !Rm nlm - slu b+nh nhln, Iii 16 dln 91 !UQ, ~ chQn nglu nhibl di cftfu Iii y,1 ~ d~ It nhSt 
• m0t liN thu6<nghiffl tw. U< loll thlA'Jng !HP nllil &,;k ph,ln 1111 b Lin kJijm bin d.lu 11 C. aNiican! (63,8'll 

1nidu!Jfungln, 59,l'll ftuconazol), tlepthto ll C: 9/oblv!a(15,7";25,4'll), C. parapsioiis (10,2lfi; t3,6'll) Vi 
C.trupica/il (11,8";9,311.J-!llfflg ling vdl 20, n vi 15 chil,g phln 1111 oia 3 Ioli <u61 coog, 1n1ng nhom 
inlduliungln. 0a s6 b+nh nh.ln co ,!""1 A~ II s 20 '4 rat~ ng!All giim ~ du !rung dnh . 

,, ; N 1i!tJ vf tfc1h hitu qu.l, d vf t6ng thhi thto ph,ln nh6m khk ntwu, dlj;I( blnh biy du~ d.iy lrong Bang 3. 

Ung 3. Thlnh dng t6ng tM l!ollg qdn tM MITT: Ii< tih chi &nh gll dilnh 1i ph~ 
Anidu~fungin Fluconazol Khi< b~I glila c.lc 

-- nh6m' 
1 ., ... , (Kho.Ina tin ~Y 95%) 

1ft ttuic: dlfu tJ! 
~nglftuphip 

96/127 (7S,6") 71/111 (60,2%) 1S,42 (3,9; 27,0) 

truyfn tinh ~cit 
(tlfu dll 4anh al.i 1•) 

Chi n~m Candida 88/116 (75,9'(,) 63/103 (61,2%) 14,7 {2.S; 26,9) 
huvft 
VI tri nhi~m nim 8/11 (72,7%) _ 8/15 (S3,3%) 
kh.l<' 

Dich 6 bvng/Ap-xt 6/8 .,I . 5/8 
trona6 bl/na< 

.. - ·-
KIi.ie 2/3 3ll 
I 

C. olblcan!.4 
I 

60/74 (81,1%) ,, 
3&'61 (62,3l6) \ . '" ,.· ,, 



- nuconua1 

I 
Udul lhlng pl\ll 
I,,._. 

w4S (71,111, I 27/4S (60,09i) 

' ' 
1111M AINtht I s 20 12/101 (11~) 60191(61,2\) 
..... 1>20 14/26 ID.ft) I 11no 155,D'll 

U...gUmb«lldu ,W4 (n,8") 691114 (60.S'I) 
lnlnglfnh(llllllt 
llfdl ch 1111,g tlnh 
llyfl Mi (AIIQ If 
~>SIii) 

Qlm llldl du 1""' 2/3 t 2/4 
•lllll!ll9Mdl 
1Nlnln9lmhlllyfl I. .-l(ANO,lfW.,, 
rm,>ssooJ 
(jcllfldlfdnh I GUIMc 
UilhlkTNnb+QC 941127(7~) 67/118 (S6,8") 

U!llPNp 
21uln!M01161 12/127 (64.~ 58/11& (49.19') 

6 Tuln IMO d6I 71n27 (55,9") Sl/118(41, 1") 

I finh bing QCh lly il\iduliftiiglrl W llu(Nrol 
1(61'1kkMngda6ngthillnhiffl~tnlngmiu 

KMtblft-dc 
nh6m' 
(Kholna Un ch 9S") 

-

. 

. 

' ,. ,.. 

17,24(2.9;11,6)' 

15,41 (0,4; 30,4)' 
11,84 (·l,4; 27,0)• 

<Trong 6 lulg ' 
• 00 w,, lrinh bq dlt nhl),g ~ nhln d ~ mim bfnh duy nh.lt !fl Un khim lll bl11. 
•«11M19lflldr98J"-ijgi.ltr!WufrilU!"'1dmhchonhihplltpsos.lnltdclh!>l4'1(inthllc1p. 
T; If Ill 11119 ln>Dg d llli nMnlunid,ululgin vl ftua>nillll 4• trinh ~Y dwl \Uy tn>ng 8lng 4: 

.._,4.Tjlttll-
AnlduLlunoin Ructlllillll 

T#lfli-,dlat~~ MZl(ll.l") 37/111()1,4"1 
1.-lhalli 
r; 1u,l111191nN1g q11hm 
ditulll~OII 

10/127{7.9'1') 17/118(14,4'1) 

r; ~ t,hung dwc cho Ii do 
nhi&n nJm Candido 

2/1210,6'1) 51118(4,2'1) 

..... ~_,1ra..._ .. ,._ .. catr-,_. 
~ hlfll~ail ~ Id.lg Miglinhnlldl .di lik tlnalng 200ffi9. lifll t11tt Ii dung 
u,igtWlfflf(llhang~wdlli&l100fflj)trHlng~nhintrW!lgl!IWlbj~l>f{hdu 
trung tlnh (4~ ti nghii Ii I\Q'lg blcll ;lu trung 1inh lllyft d6i s 500 tf ~mm1, blcll du 
s 500 Ii ~mm>~ phin loil lheo cil~ alll ttn Ii giMn bid\ du INng llnh ~I Un khMn 
bin d.lu) bi nhiffl> Nm (ondodo um lio 4aic ~ 4inh bing~ phjp,; ini & d~ ~nh gii 
tn>ng m6t pt,- tidl dil li+u 16ng ~ ti/ 5 aghifn alll ti&1 alll (1 so sinh wdl aspolung,n vi 4 n~n me), 
k116ng io s.lm). Moll nhin dWC 5k tri hllit 14 ngiy. Uc bl!nll nhin 6n dinll Im sing Q ~ cho 
chuyfnY111Jditulllblng~mlu6ngsavti.di!lltriblng~ftMlt5db\10ngiy. 
16',.~44WM,._G0.. .... 1"""""'-"',s,_..i.s,,.t,1..._c..M,...,..,.,a.uo,,. 
19/46). c;c Uc nMo 9iJ bf,11, dli ,it "".JWIM Up Al Un Wm bin cUu ij C ~ U4A 
16146), C bwi(l9,6'1; 9/46), C~ (17,4~ &146), ( ~ (!S.19';_7146), vi C flab,rJII 
11s,i,.; 11461.,;It«.o),g~aln91"'9 llll vao 1uc Kl("""~ tri Olli tinh -!1 (l>NI <hi urti 
gr,j dllnll) Ii 26146 (56,.51') ti rltdluc Ti d dcliuphji)Oiel lri U 24146 ISU'i), T,rvung do !ltd 
11fv,f,, nhlft llnh d!il c-11,.,,. aa, (T1IMI Wm TIIN dlli YI 6 Tuai Ii 21/46 (4S,7"). 
Hifvqalaw ~ablllll~M'l9~bigii,nl>lclldtln119linh (Mcfanll n,hil 
Ii k11111g bfdl Iii tn,ng!WI tuJtl4'1i S SUO!llNofnml 6UnWm Ila 4iu) bi nhi&n (.cw>ddogm 
UnlU dilDclUnllgli 1n119m(ll,qibt~ blti ~11111461. nglu nlitfl. al 116i<hillg. Uc beill 
nhln c1u bfa du Medlll di"'9 ,M,Utr,tJn (~ Mng tinll fflf(II tdl Wu tln Cling 200 mg. 
tifp lhtu ij ~ dtblg linh Nd! 11-,g 119iy wdi liiu 100 mg) hok Q5l)Ofungin (dirlg dllling linh 
1111C11 .« Wt, tl,, a1ng 7'n,g, tifp th!o lidilng clil/Jng linh N<h ~ng ngiywl!I lilt, SO mg) (phkl 
ng1,a nWa tj If 2:11. 8ffm M\ln• 4i!o tri ~ nhit 14 ngiy. Uc~ nhin 6n &nh lim sing ID 
-chld,oy8YIIIJ.i.'1W.,tlli6cml-,,.. l nhll 10ngiyd"oivtringlutncw. T6ng 
(OMJli141ltMNllrl ... ~dlllll"91mbinho&DCanditlllmUnd~~!tnhblng 
.._,phjpfia(""611111TTJ_._, QOnglllffl alli (111911 iloEv Iii blng rillAlfungin; 
lf1911i116&it,jblng~.l116~mklcH~(Jllld,do~ Ticnhin9i,~ 
,t,6W. i.at•phi,IU.Ui 111,llliml>M cUu Ii( lntplCOltl (4 nllA,flll9in,OClll>Ofun9in), 
C,-,dw! U ~ 1 CJlllllM'IJIII), ( Ollltl U 1nldul,fungin, 1 ~). d C dfmil 
U ~ O ~). Ti It 4lp lilg thMlh cbng t6ng thE vio Ilic Kit lhuc fllfll tr( Ou, 
linhtllP (lllllct.' ~ ,i dliil)H'11 (7l.7"J d6I vdrl ,ntdu!Jfungln,il/3 (100,o'I) 1161 WI! 
c.lll)CNl9III IWc hi/I ·21.l, ldlolnt ta lb ('10 95'1-I0,9; 40,l); tj It 4.lp (Mg lhWI c.6ng t6ng 
tM l:N lit du: 1" cJ hf,, phjp &Ill 111 Ii &/11 (72,,71') d6I wlll ~ ,. 313 (100,o'I) d6i vdl 
~ CWt bi!!-27,l, (I( 9S'I-I0,9;40,3).1~vung dow d!IIJUl'fflnhin tlnh 4fn lhlll 5bn 
!him tlllm llieo d6i i.111 lillll tlw 6 iloll wdl ,niduWungin (nhom MITT) Ii 4/11 06.A") ,1 2/3 (66,7'Mt) 
d6twdl~ 
ltllil ~ d4'tl( r.6c ti nllllm c.rditll am tin blng phllllng phji) ¥1 sinll (nh6m MITT) fl giMn 
lltdl cJo IIWlg b111 dol(k Ilic.,._, 1 pllJn tldi dO !,tu t6ng ~ til4 ~ aa, bbl cw cit thllt 
kl tlllllMJ ll/-. mlll IN, kMng 11 ~-~~CY lllidtaiflrl9in (dung 411i1ng 1111h rnf{h ¥t11 
lilotil<"'9200mg,~dwtllMillgdoa,ngtinlllllf(hhlngnfql'IAl,&,1oomg)dllocllifthgij 
6JS f>lnh Min IMlng ~ bl fiMI ¥, du 1M9 tlnh OU\I( dlrtl nghli II l&JQng l>f{h du trung 
11<11 ~ Cl6t S 500 IE l>M>lmm1 h6k llf(II d11 s SOO ti b1o/mm1 b 22 bti\h n11M1 ~ dl'9( n;,~ 
<Wllbl~nlofl ij~m llf(lldutrlll(Jllnh iji tin~ ban .Uu613 ~nhan. Titdb+nh 
~ d,I(>( ~ti(~ n"'114 nglr. 0 cil ~h nhin 6n djnh 11m 1M1g. dllOC dluyfn ling !'11 tr( 
lhu6c 11111 dl.o,g ~ WU tftf dlN, tr(~ anidulafvntin ft nh.lt S din 10~-Bft61>+1111 nhin chi 
~CJl!dtdo hli,fl (~.7ti). Uc MIii fly bfflh ph6 ~ nh.lt dllOC ph1,, lipul Un kllim ban cliu 
liC..-i (12 ~ nhill, ( -.ii (7 btnh nhin), C ,alKato (1 btnll nhin), C mnt/(71>+1111 
._), fi ( poro,iMM (6 l>tM nhall). T; It &p tlng lhanh cbng 16ng thl IH klll Kil lhuc Oilu ti( Ou, 
lillllllf(1>(0fudll 11.inh 9'id>i,h)li 1S/3S (S1,4'1) ~ 1116/lS (4S,7")UI lhal 411m Kit lhuc Ut d 
ck U!ti plYj> ll1M,i. I/ I! thong do IJI d de ngu~ n11in WM> N9if 2U 10/35 (21~). Ty It 4.lp 
-i lhinll alng 16ng dtl QC> file Wt lhlic 4tkl lrj q_. tlnh l!lf<h vl kft Chuc m ~ d< lltl, ~~ti( 
Mvll 7/13 (ll.AJ 413 btta nhM llf glim~ du cr.ng tlnh do n;,itn a111 vlfn IIMlt gij t.i Un 
!Nn,lw,ll,lu, 

Nlifi,W-,IIN.._IMa ...... trilntMlh 
lilit 1ti!tt qui ail illllltll,t1119in (dung duilng llnh mf(h v1'I I~ ~n c6n9 200 mg, ttlp IMO U dung 
M'9 IW> ~ 1""9 ~ 1111 ~ 1ml rng) o nhiihg bfnh nhMI tnA'lng IMnh bl nhiNn nSm Cmtdidtl 
111!111 dl!III wu•acd!Mlilngphion9 ~ n uni! dJ dU9C Unit 91itn>ng mOl phlnUdl 
*llllr'-9~C11S,qiitnaa,lllnalll(l 10 ~nh d4 nhan mb). lfflhnMn ~~tr(ltnh.lt 
U1117 ft0119411jWf!ai,1M1nit~dlllyia11ngdilu1rjthu&wMngu6ag&llk<hopMp 
11111116/ullfb-.i....,.,..iMI.II S 4#fl 10ngiy. T6ng~ ll9~nbandldlll'(dlll•~ 

6n tft111 (ondlda huyfl. Olffll APACHE I 11\119 blnh Ii 
fllHi II ~ nftM (16,3") I>! IIWtn 4 9 II.I Jon khoing phuc lllfC (54,l" 70 Uong i6 
11.lliMitlt. J-44) Uof 111 nhlbn lrunt ph6 ~ n I Y"'" • 

5.2 

129), d"°"9900 ~•17'°'19 i,fn 1291, ._ nwno ,Ml 15.4": ,_ 129) ,, ~ (l,1'6;4trfn 
129). Uc 11111n flJ bf"" p16 b1tn nr,,t d"'f(,..... ~p lhj bf m6 >lu t Yfl kMn! bin~~ C: -
(64.3'6; 83 trfn 129), ( 9'6,«o (31,°'6; 40 trfn 129), ( ,,._ (11.6"; 1S llfn 129), v) C tmd 
(S,4"; 7 trfn 129). Ty Ito_. l)ig lhWI (Ong 16ng lhl khl lit Chic lilu tr! qu.a rinh l!lf<h (l!fll <hi Unll 
~<hfnll)dkltthucmddc~~itlutrtdljlft1han9domdngtryfnnhindlnthlJlllim 
thJmWmsau6tuJn~trtnll~ITllll9Bln9S, 

lint S. Tj ij !Mp 111191"nlt ctnt T&n, thfl d~lf ~ Til ""I 4t UI d de N,ayfft Nhln • 
lfnll ahln Nllllai Cllld4I 116 SIi- Pllln tldl T 

QunlhfMm 
,JN ,,., 

e.1111gT11bh""9T4nt1hf.i.iWtthli< 
lllfu 111.., tinh ~ (£Ml .r lnlrffllMUS 
TrutnMat-E~ '. .. 

T6ng <Ong 102/129(79,1) " . 
Kholn, phuc lllfC s1no (72.91 ,' 

~9ill~ ' 719 (77,1) , " ' 
Kll<Nng ~ ph& 6/7(8S,n - .• 

™n ... l/4 (7S,O) . 
IMp 11119 llllnll <6nt '"" thl lhl kit 94/129 (72,9) • '' 
thi< tit d ... ,Mp a4u trl(IM ti Al 
Tmlnlt■I - k)TJ' I ., ' 
Ttl!!!!fdoMlllflyftllMII 40/129 (31,0) 
'8.lp ting ~nh c6ng t"'1 thl 4• ~h nghii U ~nh c6ng vf d Um s.lng vl ¥1 linh 
' EOIVT, Klt llluc 81n tit Quillnlunf{h; E01, Kfl lhlk Ut d llf,i ~ie Ollu 1rj .. 

h ' ~tfnhd119tf+ "' " Y< 41c dlfm auvc d6rQ ttc chu~ , , 
01",1( ~ hcic M inldlifungln di dUQC m6 ti trfn ck d& tU\1119 kMt ~nh, de quin thl ~c blft 
vi~ ~h. SI/ lhac bflt !Mp 9lili Uc 11411"'1hg t n6ng dO toin 111"1 ~ s6 biln thlfn -25") 
~ ghin~n. Trfng lllii!nl 4!nh0.l~v~~y!Uultfn.wullfutlnc6ng(glp~ llfuduyhl 
~ng~y). 
eb1n.b6 I I 

01",1( ~ hQC Clli inldttfun9in c6 411m elk 11\119 U dlu kj bin p~n b6 nhinh (O.S· 1 ~ d thl 
1kt, pt,1n b6 30-50 I, 1\11111 hi nhu t6ng thl lid\ diet, CG thl. Anldul1fu119ln 11tn kl! nlllfu (>9916) vdl 
prot'1n htryft ~ ng-' ONA c6 nghifcl Ml C\I thl YI pllJn bd inldiNfungln trong m6 4~ lh\lC 
hi+. 6 ~-Da 46, kh&f c6 lh&lg tin vf 11/t~ tUu Clli inickNfun,ln v)o trang djch nJo tvy 
((Sf) vi/hole qUi ~ng 11) m.iu MO. • 
~~~~ \ . 
Chia ghi n~ dll\J{ tto.tf~g dliryfn h6i inldlllifungln b gin. Anldul1fungln kh6ng ~ 11 mOt co 
chit chit m ,Ing. hokNt 1k <hf IIOeneym cytochrom P450. Khd co kh.l n.1119 ,nldulifun,ln If 
al tjc dt,,19 c6 t ngl\li Ut 1M19 lfn 'ii/ dluyfn h6i M de thu6c d• cltuyfn h6i bdl cjc lsoefllym 
cytodnm P4SO. t 
Anidlufungin bi ~• hit h6I h\lC ~ t ~ dO n pH slnh lj di ~o m01 fl'l)tid v6ng m6 khdng 
hoit tinh Wng n.lm. Cllij bin phln hlly oli ,nldulilundln tmng phltng lhl n,hlf,n 4 ft&, klfn slnll 
1y II khoin, 14 gia.T runpghlfn alu ii rilv, s.ln phlm mb wng n)y sau 116 lluqc cltuyln san, cltit 
pllJn hlly dfng fl'l)tid ~ th.II~ <hil yfu qUi hojt l!Ong ~I lilt ~• ~-

1 
,., 

Il!M.1n} ,... .. . ,,. 
~ llwlh thil oli 1nld.-,.,,in ij ldloing 1 1/giO. ™>I glin bin lhAI lhlHlng gk) nhil cu, 
ri111W11ngin I)~ gi6tuung 11/wdl di 14 lilu mh461h! n6ngd~lhlli glin trong huyfl 
,._,.d1Ml,i..,Wo.ll,c..a~~tib.41<1MwJchop ..... thiilrilc"6icw~mlu4', 
Trong m6I nghiffl cw Ill s.lng viii rtlu duy nh.lt 1nldulafungln (-88 mg) c6 d.inh dSu ph6ng llf ("CJ 
dui,lt !al dung trfn d6i~ khdt m,nh. Kho.Ing l~ lilu pMng llf dung di bl th.II r, p/lin wu Mn 
911fq, lrllllg46c6dlldl0" Ii thuoc c6n nguytn Vfn. DI/di 1%hEu phdng llf 411q< dung4~Wi till 
qu,i fllllXIINI. cho~llhinll ~ qu, ~n kh6ng d.ing kl. N6ngd~•nidulilungln gi.lmdi/lli mtlc 
gidl hfr, iljnh lllllng dtlllU kllidun, U/C 6 n~y. lu(,,gphdng ]If lillhu6ctlm 4i &l\l(trong !NU, 
nt11X bEa. ,; pllJn I~ klli !al d\1"9 Ii&, U kh6ng d.ing kl. • f 
Jbbd!lltmllnh 
~ llll hif,uU~ linll dtlr;lc dOng 11\)c tuyln trih lrfn mOt kho.lng r~ cac fifu dung mOI 
Un mlli ngiy (1 S-130.. , 
0c nh6m 41c bjft ' 
Nnh nhtln nhilm n5m . 
Uc~ till! Nie 46ntll' a1i inldiufungtn trfn btnh nhin nhlbn nlm Ming t\f nlll/nhOl,g ~ 
111h qu,n ~ ~ trtta ~ kl!Ot lllfRhd\li trfn phati tfch dll\lc40"9119cM nlldm 461 tuqng. 
Vdl lilt, dung hang rtMl 200/100 mgtt6c40truyfn 1,1 mg/pltoit,C-v) n6ng dO!Uy((..io) 6 
111ng ~ 6n ~h co tll!lft ~ (Mg Ii khoing 7 d 3 mg/I, vdl AUC uung blnh b tqng lhii 6n 4jnh 
tholng 110 mg-glM. 
(Ml~ 

~ dii dn ~ d.i daajc ![nh U nguyfn nhingir Iii We clli t6c dO lhinh th.II tt...sc trang 
pltil, !Id> dll\l( 40n, i.ste1m &SI 1119"9, dn ~ ft c6 liln q11111 Um s.lng d6I vdl ~ 40"9119( M 
INdul,lungin. 
(,dlfnh 

N6ncJ 40 inldlJlifunglo,ng huyfl tuong trtn Nm gldl v) nt gl/11 kh6e ffifnh Ii nhu nhiu. lrong 
nghlfn cw di fifu ttfl ~ nhln, 16< 00 lhinll I~ lhu6c hd Minh h«i (khoing 22") b Nm glOI. 
Ngtl/lC40tull 
Ph.In tldl dtl\lC 40tl9 r..t llh6n1 d6I tlJllllll dlo ~ t6c 00 lhMlh lhil 111mg blnh hd We bftt 91~ 
nh6m ao tu6I (btnh IMII :t 6S tull, a 111111' bWI • 1,07 Ug!O) rl nh6m kh6ng cao 11161 (~ nhln 
< 6S tu61, Q. trun9 bllh • 1,22119'0), Illy nlllfn liholnt t6c 00 lhri lhAI Ii IIIOl\g tir 1111111. 
Chung 1,C 
01",1( ~ 11\)c airnldulilungln tuang tir nhiu glOi nglllit di Iring, di dffl, Chau A. v) Uy Sin Nhi. 
Or/l1tlflfnhrdlllfV 
D16ng cin dllll dllnh IIEu Mi dlllll9 I/nit.« HIV, bit kl c6 ~ bj Wng YIM phlftl r"1 ~ 
(r"'owusl cl6ng th/JI 1111 kll6ng. I 
Suy94f) 
Anldullfungln kh6fl9 dllJ( dtuyfn ~ WI g,n. llll\l( 40n, 119( clli •nldul•fungln dll\l( Unh 9U lrfn 
btnh nhin 1111 g,n I'll pUn ro.I Cllld-Pvgh nhdm A. 8, h~ C. N6ng 40 inlduf1f1#19'n khdng l.ifl9 
lltn d6I tllqng suy ,. t ijc ij mil< dO NO. ~( du glim AU( rntlc dO Mf Q d119< ghl nlljn b nhllng 
bfnh nhin suy g,n dOlld-Pugh C. mile suy gi.lm 111m Iron, lhoing Ude dnh clli nhdm d6i IIJllllll , 
clll\l(;i1~ddil'lldcd61t111;1119kht\el!lfllh. 
Suydl#n 
Anldulifungln cit lh11 .. lt ~ kh6ng IUng kl (<1'1). 1,ong m0t nghlb, alu Um s.lng Ufn de d6i 

' tirqr,g 1uy ~ miKlll!Ar, l""9 blnh, n1119 hofc ,W do4n a,& (~I• mM cJc ~ Unh dlll,JC 
cl6ng h\lC c!M ,nld..._,n cOng 1uon9 I~ nhunhCing djc lfnh quan s.lt d~c b 461 tuqng co chac nJng 
~ blnll l!Nlm9-~ lh6ng lhl 1hSm Uch duqc vi c6 thl 4U(IC dung ml lh6ng cJn chtl y 
dln thdl 91in lhJm ill NU. 
Tr#tm 
0,19( cl6ng 11\)c WUliliulungln sau II nhSI S fllu ~ng ngly dU'1( ngh~n cw lrh 24 btnh nh.ln tr! 
tm suy glim milfl~(ldbl 11 tu61) vhl lhlnh n1tn (12 d!n 171u6l)9llm bjch du 1rung Unh. 

, ..... ""' """'""_ ... ...,u.llfo .... m4(ilftotJn 
AUC,.o~ t!IM ,n ll!nll 11111) lllfo ly It "'-'•wGI hfu. St/ 

c611g (gjp d4i lllu duy t~). ya C... d 
p11Jn bd lhu6c 1oan thin sau lllu duy Ill 

1119119 nly u twng dt,ong ¥di nh0n9 mac 
OOmg/~. 0 hil phk46dlu ~ 

1Yng~•~o.1sn 1.s IIICJ/\g/~lnNlgnhdm ll6i 
qtNn ~ '-.K ufll n,A'il IJlltng lhMIII ~ ~ l),g SO n 1 
U(~l'lla,iftl'ldun9llflll6t. 

u ,•1,114 Dtllfw Ill teAI 11111 IMI !Mt 
Tron,uc~cti""'llln~n1111Vng3~1WJ.b.lngdl 

'' • aonbift,d,Qjj11~tWI.G-~i.11~ytcJ chuOMk 
ting nlilfm dk 9an, NO g6m fflzym !Jng 

h1411119 UN ao hon Hlfl 6 Un so vdl 
trfn !Jffl M anldu~fungln t,fn In rltro v• 

gtn. Uc nghltn cw dll hfll 6 ~9 •It 
dlu-. ~ tlfn lllnh. 

fflllc tifp X'c""' tlf Um IMl9 dykifn. Nghlfft alll 4+c tlnh 
ii '11v ~ cf10 !Illy ti bin, dlolllg vf W nJng gl, ~ trfn 
di dWi gij .,_.i 111119 9'1 U119 lhultfm Sn M anld1Nfungln 
S4ldung ~ trfn ~ c6ng kh6ng dlo thiy Wt kj 
dWni~,;t11wn<hu0l4',k:v~df. 

Mih hullng ~ trtn ~nh s.ln, bao g6m ,, 

Anklul~ln ~ q_. hang ~o nhiu lhil ~ ch~ c6ng q 
lhilnhf. 

N,I(. ~I hltn trang huyft tllong ciia 

Uc nghifn o)I yf pMI lnffl ph6I lhil-~ lhil dlli;IC lhlk h 
(lrfn chuoc cfng) ~ Iii glp 1 dfn 4 Un (ll'tn tho) ifu duy hi 

~ ¥di flfu Iii C}lp 0.2 tdl g.lp 2 ISn 
cl'tfll trt 411\lC 4E nght ij 100 mg/ng)y. 

Anldufifu~ln ~ gay Wt kj ~ Unh pllit Mfo llfn quan 
4Lt,Jcth~nghifl!I. Anh ~gdln ',1/~t lrlln ~n~(l/11( 

dfn thu& tch\lOt c6ng ~ llfu cao nh.lt 
t 1116 (glim nhf 119"9 k/9119 thil nhl) chi 

dyr, 611ftuo nh.lt4~ tMnghlfm, lllu nlyciing g,ly40c tlnhcho~ . 
0 ch~ c6ng 11tAffi9 ~nh d Sil sinh kh6ng bl nh~m n.!m sau 
iniduf•luiijln 1rong nio th.Ip (lj It 6 n1o so vdl huyft II/Ong 

khf dung mOI rilu duy nhSt n6ng 40 
kho.lng 0,2). Tuy nhl!n, b chuOt cdng Sil 

n6ng dO thu6c b nao Ung (ty It b nao slnh l~ nhlfm n.!m, SiU klll ~ dung nJm lflu ~ng ng,ly 
bl nllfbn (andltl, lin I~ Yl ~ chl)\\1 sovdl huyft 111C1119lhoingO,n. Trang nghlfn alu di lilu ~lho 

nhllm (ar,d/do IIOIICJ ht th.In klnh 1rung wng, •nldufafungln Ga 4~ chllng mlnh llm gl~m hrqng , 
nim trong nJo, 
Chu~ c&ig Q ~ cho dung inid1Nfungln 6 ha mile lllu d g,ly mf uang wng mql gill ~ng dch dung 
kl1 ~ lttimln vl rylm,. ~ bong nhdm lflu cao co ck f)hJn ilng ~n quan din libn truytn nghiem 
119"9 tlQ1 do gay mf. ~ s6 con ch,ot 4 nh6m Wu trung blnh co cac ~n wig 11mg t\/ nhlll\g cltf sau khi 
tlffl> thu6c g,ly mf. KMng ti ptwn i,,g bit~ trtn cJc 40n, ~I di#lg fifu thSp c6 ~c kh6ng c6 g,ly m!. 
d lh6ng d phJn i)1g llfn qUil14ffl libn truyln bong nh6m dung filu !Mg blnh khi l:hoog g,ly mt. 

6. 9~ TINH DI/II( It()( ' 
6.1 O..,hmy<IH"f( • 

fructose, fflinnltol, pol)'!Olbate ao, iXII IMl•l1c. nil~ hydroxtt (41 !tEu (hlnh pH), ixit hydrodorlc (di 
illEu c!tlnh pH). 
U dlf\lC .. tJc dyng u blit fructose 102.S mg lrlln9 1 '9 

U Tllfntky 
5£n phSm niy kll6ng 4u,;rc lrOn lln vot cJc dll9( phim k~ h~ de chit illtfl gl~I ng~l lrif de chlt 
4u~dE~blndwl. 

6J H~ndilnt 
~ 
36 lhM!g kl tit~ s.ln xult 
lq ""'6cc•thld0nl\ltt4+doldl 2S'C Uong v6ng 96 ~d Wo ~n Iii btu ~nh. 
bntHbHnfflfflli • • 
Dung djch h~n ~ c6 thE ~ Wo qu.ln trong t6/ da 24 g~ b nhift d~ kh6ng qu~ 2S'C. 
Dung di<h fmn nguyfn dJ dU(IC <hung minh Ii 6n 4lnh ve ~ ho, - fj trong 24 glil a 2S'C. • 
Theo qu,n 1111m vi~• vi sinh, nlu tuJn thtl ij thu.lt VII tnlng 161, dung dldr ho.In nguyin c6 thi dwc 
si/ dyng tfJI 24 giO thJ Wo quin a 2S'C. • • 
Du119 did! tmft: , , . , • 
DUngdf(lltn.,tn COtnf OUll<DaO'IU'• U""9 .. !f'<IO~"' ...,.._ ....... -., ••• 

Dung d'tclt tJuyfn di .. dll)ig minlt ij 6n djnh ff ~t h6a - ly trong 48 giO a 15-C. 
Theo qu1n llilm yf 11\JI ¥1 linll, n#u tu.In lhu ij 111141 v6 tning 161. dung djdt ~ c6 till dl/\1( SU 
dyng lai 41 gill lhl Wo quMl b2S'C. 

6A ~n°'111~wtt..iW.p 
l.tMJlt Bit quMl t nhitt 4+ ti/ 2'( - 8'C. Khong c!ong lfnh. 
Di bllt d'l#u kltn bioqtwi sau lhl llNII fl9U1ffl d phi fojng thu6c. um myc 6J. 

6.5 Quy Q(h ..., "' 

Hw 1 fq(m& fqd>lli 100 mgilllitUi""9in). 
u llftlt~wtt..,i..iwnmcdlftM< 

Kll6ng c6 Jfu cJu Qc bift uo dlo vlfc lhAI bo. 
fRAXl5 ph.11 .. IINII ~ wdl r.-dt phi llfm va ~u 46 phi loM!g vdl od dung dkh llffll Nilrf 
Oorid 9 rnpl. (0,9" l ~glaco!t IIUyffl SO mg/ml (S"l- Tlnh ~ lhich ~ ERAXIS 41 ho.In 

·• nguyfn .tcildli libn ~ tinh lllf<h, cNt bd sung,~ de lofl lhudc th« khcing ph.li I.I Nalri 
Oorid truyfn 9 ~ (0,9") ~ gilKll!t truyb, SO mg/ml (596) cltia d1117< uc djnh. 
~ 
H~n nguyfn 111119 ~ kltn v6 trilng mal fq vdl 30 nt ntlllc c1t phi tlbn 4' c6 d119< n6ng d~ 
3,33 mg/nil That pi~ nguyfn c6 thl INI din S pltut Siu khl phi 1oM,g lilp, ph.li bo dung d;ch ell 
nlu ~ a1J" * Ung vu& rnlu. 
Phi Jolng rUnafnil<b 
Chuyfn 1'116c 41 IINll ng,,yf,\ •~ m01 till truyb, tinh lllf(h ~ chal) c6 chili h* Nitrt Oorid 
truyb, 9 mg/ml (0,9") ~ glucose truyln SO mg/ml (5'Mt) llong dlEu llfn v6 lnlng 41 nclng dO 
inldul.Jlungia 4ft o,n mg/ml B.lng CMll dly cho blA lhf lkh cJn lhill cho m6i llfu. 
Uc vfu c~ w Clhi lo.lno 4' IIIIYffl ERAXIS 

Ull'-f 5'..., Tfattllf Tltf tlcll T"'9 tllf lldt T«'f 
It~, lldlW. •' •• • : 1111M 

tOOmo 1 30ml 100ml 130ml 1,◄ ml/pool 
100mg l 60ml 200ml ~ml 1,4ml/phlil 

1 ~ ij Nlrl dortd lruyfn 9 mg/ml (0,9'Mt) ~ U glucose truyln 50 mg/ml (S9'). • , 
• H6ng d~ dfch lruyfn u o,n mgJmL 

TMl,i.,t 
lruyffl IQ 
thilu 
90 phut 
180oMI 

T&II\I llll)fnlh6ngqui 1,1 mg/phul(Mfflg~ 1.4 ml/plwtkhl ~ holn nguyfn ,l phi lo.Ing 
lheo hllilng din) (xem m\l( 4.2, 45, vl 4.3). 1 

Dung d~h p/111 dlA;J( kllm tr, bing mJt xtm c6 c,c Hfu ph.ln ij hiy bj dol m.lu lnta< khi truy!n hay 
kh6ng. Nlu ~ d!ly c6 cJc tilu phln f• h* bj &Si m.lu, phJI l~i bod/ch truyEn. . , 
8.11 ky ~ dtu6c uo Ul6ng W d\lng ~ <h.11 thll lliO alng plwl ~ lh.li bo lhto CM dlnh ala 41a 
phllfflg. ~ I' 1 ·• r I • 

U~~~~ d 
llludluSncut. 
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Co s4 sJn lllil: Phillllldi & UpJohn COllt,any llC, 7000 Portagt ROid Kalamazoo ·'' 1 ' 
Mldllg1n !Ml) 49001, My ' , ' . 
• Nhln hlj,., a ding ij 
LPO dale: Of( 19, 1023 
Refttenceu«s,c dile:0«02, 2019 

PAA21J468 



{"type":"Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}



