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Rx Sandimmun Neoral®

Thube niry chi disng theo dan thube.
THUSC BOC
O xa tim tay tré em.
Boc kf hurémg diin sir dung brege KN ding.
Théng béo ngay cho bac sj hobe duge & hhing phin Mg ¢ hyl pip phal khi sir dung thudc.
THANH PRAN
Thiinh philn hoat chil
Dung aich udng chua 100 mg cciospann i 1 mL M kg 50 mi chira 5,000 myg ciciosporin.
Thinh phlln 1 duge
ethanol khan, popylen ghveol. dia ngh &idn chiu

Alpha-locophercl, MING-di-nighycend, macrogolghycerol tydraxysiearat (Duoe:
A thdu s polyoryl 40 hia (Duge B M), Sandimmun Neoral chira 12% ethanol 11 (9,5% ki)
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Neorai  dang ¥i nhd dich d4m dic.

Sancimmun Neorsi 1 mét dang bao ché clla hoal chd! ciciosPorin dya trén nguyn the céu tao v nhid iomg o6 tic dung lam gidm sy ¢

ey a5 cac thing s& Boe 99ng hoe, 180 et A trong quan giita nng 44 thudc trong car thé vér 12u dling véi i ning hiip thy |

e o e e A AR B S 1
e e Gomels B0 i g umiamen Do OASoug SOve 9 08 et p vkt
{rrong rarde wdng hode dich 43 day).

CHi BiNH

Chi dinh trong ghép tang

Ghép tang dic

N ngira 1 b minh ghép sau ki ghép cling lodi cac 79 A thin, gan, tim, ghép phi hop tm-pndi, phd hode hy tang.
ik i) thili icail ménh ghép & béinh rhiin it dity 3 diing shimg thufic re ché midn dich knde.

Ghép tiry rrong

Ngan ngira s il ménh ghép sau Khi ghép tay xwong.

Higin ngira hoic 8u i) bénh mérnh ghép ching lai vit end (GVHD),

Chi &jnh trong cde bnh khbng ghé tang

Vibm mitng b3 a0 ndi sinh

S ) e ; "

B O kb ok o S

i I vidm ming bl dio Sehcet ver nhimg com viim g &1 13p lai, dnh huting én véng mac,
g chimg thiin hir

Figi chirmg thin hur phy Bwéc siercid v khiing staroid & nguoi 16m v tré em do cac bénh & c3u thin nhur bénh hiin sang thuong 1éi
thidus, w0 héa chuy $hdn khu i limg phiin hodie viém clu thi miing.

Sandimmun Neoral 6 thi duoc ding 84 tao te sung Duydn idm bénh v duy v bénh &n dinh. Cng c6 thd diing 4 duy i sy
thuyén pidm do g I} biing steroic, cho phép ngimg ding seroid.

Viém khap dang thip

i b vid khop dang thfp nling, Sang hoat dgng.

Bénh viy nén

©ebu i bl vy né g & biéoh i mad cach b W Déng Ihurémg 1 kndng thich hp hoc khing hidu qud
Viém da co fla

Sarimman Neoral duve chi Snh £ho bih ahdn b wiém da oor dia nding khi oin phal Ay 1 icén thdn.

LiEU DG YA CACH DUNG

Uibu diing

Lits ding i ngay ol Sandimmun Neoral bt git ciing phii chia lam hai Bin ding.

Do sy bidin (i dng e gicra cdic ¢4 nhin vé brong el nihdn vl hdp thy v mai tri

uh':nﬁctm ﬁmﬂmm Kmmm :‘mmmm ;"3" ;x &‘«“&:‘n‘"ﬁﬂ" mh:: iim
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cAC bénh rhin Feo o eiclosporin trong méu 44 trink céc tac do

V0 g A 0 5l AN BV e TRp o o g il o g 4

9 cac binh nhin g 8 Ir o blh ngod e dinh ghés kang, Vidc hea 6 nbng &§ cickispornn ong miu 4 gid b han ché ngoal
mmwEﬁqﬁﬁ;ﬂ‘?&wunmmﬂrmm&thnﬁwummdmﬁw
L Tes i o i) b | thii Gurng 22 héa Mo
hoc & M Bl CANH SACY LTI 4 1 B5NG) oy o AR

08l twgng bénh

Grdp tang

Ghip lang déc

idy bf wii Sandimmun Neoral cin kné @ ong ving 12 git inyde khi phlly thust vér 2 10-15 mgeg 14 iong, chia tam 2 @n. Uik,
lugng ey clin dy I nhu (i hibing ngay, Aling rong 1-2 fuld sauy khi phau thudt, inse khi gidm i din din thea ndng 04 clia thude
rong méu cha 14 khi S duy 1 dal khadng 2-6 myg, chia Bvm 2 lin diing trong igdy.

Néu dumg ciing vri e chdl ire o i dich khe: (v d vi conicoid hode 18 mit phin ciia Ik phip 3-4 icai thudc, hi By
Sandimemun Nacral ¢ hé thdp hom W dy 3.6 mgyeg, ehia lam 2 i trong ] idu her du). -

K dung dung dch Sandimmun cb #3c dd pha dung dich truylia thi iy kihuydn cdo i khodng 13 iy Sandimmun Neoral thich hop,
n&mwmwmﬁmﬂhﬁmmwm

Ghdp tiry Kurong

L e s i ding v sy bt ehi g Troeg da 56 hop, Sandimmun Bém Iy 67 mach (Ly.) duee chon cha mu:
mmmmhmmmmu-smﬂm i e fuy@n vor mue i ndy rong then iy ngay sau khi ghdp cho
¥61 2 uiin , e it thay sang dang uéng 68 duy i vt Sandimmun Neoral vt iu hang ngdy khoding 12.5 mg/g, chia m 2iln dung.
Didu i duy 1 clin wép e trong it il 3 thing (vA 58 58 hom né duy il 6 théng) st ki gidm diin B84 164 9 khéing trong 1 ném sau ghen.
N ding Sandimmen Neoral 5§ deu i) khot dbu, i s khuyén cdo mdi ngay i 12.5 - 15 myykg, chia km 2 Bin ding, bit &u véo
e

C4id ¢l Sandimmun Necral ca0 hon i

mwmﬁlr&. €20 hom hode ding durang finh mach, khi ¢4 nhimg 1 loan dubng figy néa mé cd thé Lim
& mi)t 55 binh nidin, béinh ménh ghép ching il vl e | sau Wi ngimg dung cick thing huomg thi bénh
wwmmum&nwmmmm‘mmmmmmmmmmzsm
B0 theo sau bing kbu uling duy il innde 86 ma £6 8dp img diing hing ngay. Cin dung iu tndp ciclospenn 84 G2 trf béch manh
phép chéng i vit chi & mire nie va man inh.
Cilctnnimg hop khiing ghip tang
Kb sir dung Sandmmun Neoral trong bl o chi dinh kéng ghép tang nia, nén hun thil cAc quy te chung sau ddy:

* Tt ki khér dhu didu i, nén it p ning 89 creatinin rong Puyét hanh tai mirc c bin miét cich dang tin cdy bér it ahdlt

hai B xét nghiém, vé cin dinh g hartmg muyén chire ndng thim trong susl B2 trinh diu i &4 didu chinh 3y (xem phiin

CANH BAO VA THIN
»  Butmg dung duy nhél drpc chip nhdn B duimg ulng [Dang d3m dic pha ruydn finh mach knéng Ao phép siz dung), vd
nén chia &8 Iy hang ngay.
+ Ngoas trir bénh nhdin bj viém méng bl 830 néi sinh de doa thi ke ¥ tré am bi hdi chimg thin hur, By
khéng bao gty dupe ot qud 5 myg. o
+ Vi duy i @idu i & mire by thifp it va hp thu it clin durge xem xét v timg < nhéin,
*  Néinngumg didu i vdi Sandimmun Neoral néu bénh nhin khng dat Ao 82p img théa mit thiri gian nhét
thu—mmms&mummqmmwmﬁﬁ?‘mu e
Viém ming b3 &io ndi sinh
4 gip lém Ny gidm béinh, nén dlng Ky uding khéd & (8 5 mgfig i ngay, chia m 2 fin, Aung cho Kh ki Thuyn giém vidm toat toh
ming bl 40 vi o i A 3 iy Trong mg b khing o G, 00 thé King i 64 7 mogey gty ong i ot gian o6 han dp.
Bé dat duroc s sy gldm ban Sy, hoic & chéng lai caic com vism mét, o thé dung thém coricoid durimg IDdn thin véi W hng
ngiy 0.2 - 0,6 ma'g prednisone hode g uomg, iy chi ridng Sandimmun Nenral chura kidm sodt duge 4y ) tieh vang bnh.
D4 gy m cy 1. c3n gidm Iy g3 cin cho 1% by hidu Qul (4 rrt v B iy kheng AT gua § ey ngay g o ka bérh.
Hbi chimg thin hur
B¥ lim thuyén gidm bénh, B khuydn cao mbi ngdy Auoc chia Bm 2 ln uing.
Néy chire niing thiin binh thurémg (ngoai iir inrtmg hap protein niéu), i khuylin ce hang ngly nhu s
- Smglg cha ngud im, vi
- Bmghgchordem.
Vidr binh nhan suy chirc ndng thiin, W ki dik mdi gy khing nén vuol qua 2.5 myky ngdy.
Nén phéi hop Sandimmun Neoral vén iy thép coricd dung duimg uding rédu dom b iéu Sandimmun Neoral khéing dil hidu ke, dic
biét vixi biénh nhdn khang sterted.
Ny sau 3 thang gy ¥ md khing o8 Gl thién i nén ngimg dung Sandimmun Neoral
E4du chinh 2 theo timg cd I bénh nn, iy hudc vic hidu e (protsin-nidu) vi 3 an 1oan (chd yéu 1a creatinin-huydt thanh),
mhumg khéng due vyt qul 5 mgleg'ngay (i ngui Km) vi 6 mglgingdy (& i em),
D4 did 1 duy i, cin gidm blu din din cha 164 mire thiip nidt md viin cbm hidu e
Viém khirp dang hdp o o
Trong & udln dide & il tdn, i khuplin co i ngiy 1 3 mglkg. chia lim 2 lin wng. Ndu chua 40 hidu qud, [du hing nody cd
Hang dlin oy 1heo sur dung nap, nhung ihdng Aupe dlng qui 5 mo’g mdi ngly. B4 dat dues hidu qud hodn ledn, &idy I Sandimmun
Neoral o thé clin dén 12 .
D4 vol By i cy o, by long ndo chudin 89 heo cd thd binh nhin 104 mix 1y thdp nhdie of hidu qud, edn o vio 84 dung nap.
€6 thd phéi hrp Sarcimmun Neoral wer corticoid S thdp vivhodic thudlc chiing vidm khtng steroid (zem phiin CANH BAD VA THAN
TRONG). Clrg 6 8 phéi I Sandimmun Meoral vl 1 i thiip mé hun ey bimh nAn kg ¢ Ap (rng Ay Al kb
dhing mthotraxat dom i, bling cich ding bl knd i 2,5 mgg Sandimmun Neoral, chia lm 2 i udng trong ngdy, voi sy hya chg
ting il ki 80 dung nap tho phép.
m-irn:;
Do tinh thary 85 ca biinh nay, dilly tr nén durgre cd thé hda cho img ban rhan. B4 gip lam thuyén (b knér &b Khuydn
wlﬁmummwmmumlmwmwawﬂmum wﬁmmmm
knérg wusmohwmnmmwwmumwmmﬁmmugmum

ng vér b § wirl binh nhan A3 it
mﬂ‘rdm Vm I*Il. md b o hibu e khding tromg hop i cae an todn lép duge
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Ly khés 33 mdi ngay § mgkg & duee chimg minh cho bénh mhaN trong inh trang cn pihi c2i thign nhanh, 4 1hé ngimg &
mmmaumbwmwﬂw*wmumumu mmua-:ﬂm:u
Sandimmun Neoral v By cf hidu qud inogr 85, Vi mit 58 bénh nhiin, gy tr duy i 1iip tuc o6 e can ikt

D4 8:u i duy 1, B2y krgmg cn chufin 85 theo ¢4 hé vén mire 184 hip nhift 6 hidu qui v khiing ndn wrot qud mdi ngéy 5 mgivg
Viém da co dja

Do tinh ché hay thay 06 ciia bénh n2y, $u i néa dupe ca hé héa theg tumg bénh nhin. Khodng ldu khuyén cio mdi ngay i
2.5-5mg'g. chia lam 2 fin Léng. Niu Ry khés A3u 2.5 moeg Ay khing dal dip img mong mudn frong 2 lulin didu, Il My héng
ngtynhIt!nMmlﬁﬂBsmmwmmmewmﬂmuﬁﬁnhMMdd
a1 hem, néu ding By kv al mb gy 1 S mg'ig G4 e garm Dy din din mét khi 68 dat duree dip img mong mubn, va néu cd thd,
nén ngirmg ding Sandimmun Neoral. Cé hé quan iy su tai phat bérh sau 86 bding mét Biéu trinh bép tue cla Sandimmun Neoral

M dy Iy trink 8 hubin 18 of thé 4068 a0 tac dyng i béch, 1hUng kéo dai 1 ndim cling cho thiy o6 hidu qud va duree dung nap i),
i i clin hedin i cac o ddin vl theo i

B3l twgng Bl bigt

Suy thin

it ¢l chi dinh

Ciclosponn thés tnz 1 iy qua 1 vit durgr adng hoc ciia o K03ng bj Anh hutmg bér suy thin (xem phin DUQC LY LAM SANG).
Tgon 0k g 32 95 (v PHAN UNG BA” LO), Khuy 43l g6 e ndng 41 chn 7
VATHAN TRONG - phin T3 ch chi dinh).

Céc chi dinh khdng ghép tang

B nihin bi suy thin, rgoal iz bénh nhin b hai chimg B 1, Khdng néin diing ciclosporn (xem phiin CANH BAO VA THAN
TRONG - xam phin BJ sung v cc thin trong trong céc chi dinf khiing ghép tang). Ve bénh nhan héi chimg thin her bl suy thas, iy
i 8 khding ndin vt qud 2.5 mggingly.

Suy gan

Ciciosporin chuydn héa Thrt gian bén hiy el cing thay 081 gilra B,3 g & ngue finh nguyd knde manh dén
m4wemnrp"£uxuﬁc‘wws.lmwaw&wmm,ﬂrmr
rong M trong Khodng by kruyé c40 (1em phin CANH BAO VA THAN TRONG vé phin DUQC LY LAM SANG)
Tréem

Kinh nghiém ding ciclosponn & tri em vin con han ché Cdc nghvén ciru 1AM sang bao gdm tré em i 1 ndm tudi st dyng idu
T“mgwaﬁwmmmwmmmwmdmmﬂmmwmm
kg thé bong cag hom & ngudt lon.

Khang khuyén co sir dung Sandimmun Neoral ¢ho iré em mic bénh thude céc chi dinh khdng phéi ghép tang, ngoai tir i ehimg
théin by (xem phiin GANH BA0 VA THAN TRONG - phdin B3 sung v cac thin trong trong c4c chi dinh khéng ghép tang).
Nguriri cao tudi (2 65 wéi)

Kinh nghiém v& cickosporn & ngu cao b can bi han ché, rhumig K dling thudc vén 1 khwyiin cdo, thiy khéing od vin 08 gi dic bist
Trong thir nghié kim sing vim 2 I bling cioeporin o6 17,5% s4 bénh nhan bing hode trén
;t‘;hm'mmmdmxﬁmoﬁmmanmu:mmmm
ban diu sau khi dung thudc 3 Bisg.
ugt-'hm&nwgmmtam#mwummmﬁmmmwﬁwmwdmm

xem hg o da (mg khic vén ngwan i il hay khing. Cic kn' nghidm [4m sang khac due bao cao da khéng xéc dinh duge sy
mw:ﬁ L v thesic K 80 Snh bénn phda <20 T8l w1 ngLICT Iré tudi hom. NGi chung, sy £on hra iy £ho bénh
nhin cao

thdn bong. theamg i ol blng i np tong khoding 1idu cho phép, phdn &nh tn s6 cao ham vl suy gidm chie
ndng gan, thiin hod: im & ngun cao i vl cac bénh & kim hode dang ding thubc khée.
Chuyén bir Sandimmisn duimg udng sang Sandimmun Neoral
Cae ol By sin £6 cho thly sau ki chuyén bir Sarimmun sang Sandimmun Neoral voi u thea 818 1:1, clia i i
mmwﬁnummuqtmmmmum mm{c,grm?\?mmuw
(ALIC} ting ¥n O meét o4 I bénh shin, rhimg hay 8% ny 10 réf bom v 06 8 06 § nghia Eim sang. Mire 8 thay dd ndy phy
mﬂ:wuwwm&mmm&:z:muwmwm«.mn‘uwn&dnlmi
dung sinh hoc o ay di Bénn ndn cé ning 68 ek hay thay 86 holc chin ding kéu rél cao Sandimmun o6 thé 13 nhimg
nguan hdp thu kém hodc hdp th khiing Gn 8 cxciosponn (ahy bénh ahdn xo 1 mit, banh nhan ghép gan e kém (r mit hay b mt
kem, tr em hesic vil bénh nhin ghép Mdn) 08 1 o knd nding hdp thu 161 khi chuyén sang diing Sandimmeun Neoral VI vy, 6 v
cac 3% trgmg by, s g ting sanh kil dyng ol Cickosporn tau khi 1:1 tir dang Sancemmun sang Sandimmun Neoral of thé
i hom 50 ven thertng 4, do d6 o dkdu chink Wby xuding e ohis o v ndiog 60 thudc 16 i cn dal.
Cain nhiin ménh rling sy hdp thu cla ciciosponn L Sandimmun Naoral it b thay 8 hon v mél iuomg quan gida ndng &4 ciclosporn
15 thidu va lrong M duge hdo thy (AUC) manh hen nhdu vin Sandimmun. D2y nay &m ticksporn hom
va i héng 56 dang b ciy rong ui rh neo el Sdu e oA
gmtmﬁ-“ 3 g Sandmrmun Necea o I ke ting Leomg hude duwe hdp fhu, néin ph din thi cée quy the sau dly:
bty nindn gfep g, Sandimmun Neceal cin e bt B iy i e i twomg duromg Wy Sandimmun, Ndng 80 ddy tla
Fong mu bén phdn mmmu@mqmmm'ﬂmmmmm%m Wan
o ém sang rfur creabnin-huyé Bt v huyét & cin o theo 63 irong 2 ihéing du sau kh chuydin dang Bulic. Né cac nbng 83 ddy cia
Gciosporin Yong Mot mnh g0 B 1 v holc i cic Iing 58 vl an fodn kim sding i, th ph 8 chrinh b igmg cho phi hep.

Vi b i o6 o dinh kiing g tang, clin hér 8B Sandimmun Neoral voi cing iBu hang ngdy nt da diing v Sandimmun
trurde 86, Sau ks chuydn o 248 i, cin a0 65 0809 4 crmatini rong mumuwmmm
tharh hode huyét ap vire gud 10 18 M0 Inade ki chuyén 44 thude hodc néu néng &4 creatinin huyé! thanh Uing hon 30% 5o vot

néing 64 trste khi ding Sardmmun qua hom 1 i xé1 nghiém, th cin gim b BuSC (xem ¢ mue “Thin brong b4 sung” rong phin
CANri BAO VA THAN TRONG) mﬂmﬁmwm&n&mmMMMwm‘ngmw
Pudu cuad nhur dhr dosin ven Ciclosponn.

Chuyén a3 giira cic dang bda ché ciclosporin duimg wing

Vie chuvén lr ©cio8pann 881 ulng ndy sang mit dang wing kndc chn phdi dume iy hiéin thin rong va e sir gidm sit cla bac
;}.mh-.-ﬂlf'rﬁlNaﬂ-‘mmdnmmwmmm.gm:ﬂimmmxmdm#:zinﬁ
caciospo & whn LD = 8, M ol ki g g bae €11 Puts 46, - .

duylrindng 8y

Cach ding
Buong uing
Dung dich uing Sandimmun Neoral nén pha ioding wdi MUt ép cam rodc ko; uy nhidn, ¢4 loai e uling khdc, nhu cac mute ngot
6 thié aing tly Prude w40 khdu v cia tirng nguat. Clin phd knuady tat 43y ngay Inrde ki uéng dung dich, Do cé thé o tuong tic
i b eruzym phy thudic cytochsome PES0, néin trinh dung nuse qud puth 44 pha loding (xem phdn TUDNG TAC. TUONG XY CUA
THUGC). Kinéng 64 ding bom s thulc 1 iic v61 dung dich ding pha loding thusc. Néu Sng bom rit thuds ¢ duoe lm sach, chi
fau bén ngodi Bng bang hin gely knd mé khong duve rira (xem mue Hyromg dlin si dung, xur i v hdy b6).

Khéng duge e

Hurémg diln sir dung, xi 1j v hity bé

Hirérng diin o7 dyng i thao tic dung dich uéng Sandimmun Neoral

Dung tich ubng Sandimmun Neoral dupe cung cp thém 2 dng bom rut thude 8 do Bu dng. (ng bom 1 mL &4 do e ding it hen
e hing 1 mL {mds vach chia 0,05 ml. rong durong ven S mg cicesgarin), Gng bom 4 mL dé do 8 ding 16n hon 1 mL dén 4 mL
{mdi vach chia 0,1 mL tomg duong wid 10 mg ciclospornin)

Céch sir dyng ban 8 dung dich udng Sandimmun Neoral
1. |Kéandp chai & gira vong kim icai a

2. | Xé dut hoan todn vong xi gin

1 |Rdtnitden rava wn d

& |3y Sng o it iding cho glin chat vac ong ol chal

5. | Chon Sng bom nit tude tuy thude vao 1 tich duere chi dich. B vés thd tich it hom 1 mL
hode bing 1 mL, dUng bom 1 mL. BGi v thd tich kém hom 1 mL, ding bom 4 mL. An didu
o vao trong mit ring
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TR 0 B Tk Gume i o 14 G (W 1 AN Gt €2 ¥Ong piiing & vach chia tzomg
| imgg wtn thi tich ot chi @inh)

mwwumdﬂ-wumm&wwwmqmmg

| ok bot 1 o 67 B3 cach B rung va rut pl-0 18 v i e KN Tt bom
v khbng bk o6 it harémg chul ks B Lomg “

=

- | By thudc khdi éng bom va cho tude vao mdi cic nhd & 2ung mdt krgng nurde ép qui
o 83, Khving duroc ding murte o qua budi. Tranh khding dé Sng bom tidp wic vir
nurére trong cfc. C6 I trdn 82 thufic ver dich nude ép gt khi uling. Khudy B vi
hé1 ngay mét Bn chd dich 42 rén. Ssukh & 1, udng hubC ngay Lip tic sau khi pha

3. |Saukhisa 15 Chi bén o Bng hiém chi biing vy khan gidly khd va dal bom tém
wﬂﬂﬁmuhauhmmmmuwwmmﬁ

|

Sir dyng tidp tue

BAt &3yt 8 5.

CHONG CHil BINA

ust i cem wi ciciosponin hode vi By t durore ndo ela Sandimmun Neoral

Phli hop v cae ufic ehira Hypericum perdoratum e St John's) (vem phiin TUONG TAG, TUCNG KY €A THUGC).

Phiék hoy von cac Bt I3 co ¢l aila bom Kng 82 thudc e protein viin chuyén anion hiz cg (OATF) va nhimg

mmwdnﬂﬁmmmmmmqmafnmm Irdm trong vivhode 89 doa tinh mang, VI dy nhur

bosentan, dabigatran etaxiate vi aliskiren fxem phln TUONG TAC, TUONG KY CUA THUGG).

CANH BAD VA THAN TRONG

Tét ca chi inh

Gidm séit y ihoe

Sandimmun Neoral ehi duoc i 18 béi &A¢ hly Bude 66 nh vib i i mildn dich vl 0o khd ning theo déi a3y i, bao

Mnnﬁmummmmhnm“mjuwammm%mm ntf:m

thesic ndy clin thro qudn Iy trong nhimg oy 56 veér Ay &l phong xét nghidm thich hop vA ngubn hd iy ﬂlilmnT::hd:

AW Redch e v b ) cly I cin s Bidp ko Bd) g e ¢ fheo 054 biinh nihdin,

U lymphd ba vi eie bénh i tinh khc

ﬂmﬁ*wwﬁ‘ﬁ””ﬁ»m““ milin dich hom 14 vide sir thudc dic hibu
ia da. Sy 1o nguy ¢ Quan 41 Mt 83 v s han (¢ dung eAc loai hudc dic hibu VI

vy M1 ché 0 dibu i} chira e kol Iuc e ché mein dich (ban gim cA cidosporin i cn phdl sl dung thijn rong, i oo thd

5 e i Joqn ting sinh lymiphd o v e w cia kg dd, mot 56 u o thi gy i vong (xam phlln PHAN UNG BAT LOT),

Doy o0 i of v bénh e i & da, chn e b bl indn g Sandmmun Neoral rinh b i qud miro v iinhvséng Bacve tm,

NeiEm khudn

v ph cis P (o ché i dieh hac, cclosporn din baah nhin téA phil i iy ol nhibm vi khudin, ndm, Ky sinh

ggm_mumﬂmﬁwmvemmmWthﬂwnwmbm

Mu}:mnwnmumnmmwb&wuﬁwﬂ‘;l‘-‘»ﬂﬂﬂﬂ-ﬁmﬂww'ﬂﬂﬁm

b i 3o 5o MG v (8D g i, B i 86 805 3 e bl ue g R na pht

oy hymphd bho vé cic bénh &c tinh khc, 44c bigt |

thros xem xit irong chdn dodin phin bl & cic bénh nhdn ding thude o chi mign dich bi suy gim chire rding thin hallc ¢4 cic trigu
chimg v thin ke, Gac nsomg hap ndng vahade tr vong 48 duror b40 cio. Cin dp dyrg cac chidn brge rﬂmmm\tmn
00 hibu sk, 3 bid! v cdic binh phin i irj idas i win thuc i ché midn dich (xem phin PHAN UNG BAT LOT),

B3¢ tinh rin thin cdp va man tinh

M1 beén chimg Py gio va nghidm o U Ling creatinin v und ang puyét thanh, c6 4 glip rong vl tuin du st dyng ciclosporin.
mmmmwmmm lugng vl ¢ R e, thtmyg didp (mg khi gidm i ung, Khi diBu tm Ky o, mit
6 bini riin cd I phat i cae hay A6 v c4u Inic o0 8N [nh theds hoa hyain i dding mach, Teo Srsg thim, = Bdn k8) vén

‘clin phdll phiie bidl wn cic thay 84 do i hép man tinh & bénh ntdn ghdp thén, (xem phin PHAN LING BAT LOT). Ciin theo déi chal
ché c4c Ihing s danh gid chure niing thdn. C4 thd ciin 3én gidm by - |
vi.::hcrm’mu m‘tv’uu im iy e K thdy co cic gid I b1 thutmg (xem phén LIEU DUNG
Béc tinh trén gan v tn thirong gan

Gokmppe icing o4 In gy nées ting birubie syt arh phu P R kagmg v c6 phyc hbivé i PHAN

UMG Twnmw_mehmm&dunmuwuwmmmﬁmm.mgma‘m

gan bao gdm ving 4 i mAL Vi gan vi suy gan & banh nhdn di8u i vén ciclosporin, Hiu hét e béo co ban gdm nhimg bénh

nidn més thém cAc hénh ddng ké khac. cac déch tim dn, vl nhimg ydy 16 pdy nivém khac bao glm cie bidn chimg cia nfiém tring

gmmmmmmwmﬂwmﬂowmhwdmwwmummmmw

tir vang i duroc D40 €80 (xom phin PHAN UNG BAT LOT). Cin thes o s5i chit i cac 1hdng 6 danh g chire nding gan. Kni gap

cae: i ) bt Womig. clim phdi gebm B thuc (sem phdn LIEL DONG A CACH DUNG v philn DUOT LY LAM SANG).

MNguri can hdl

@ bénh nndn €20 i, cin theo G chirs ndng il voi sir thén trong d3c biét.

Theo ddl ndng &3 ciclosporin & binh nhdn ghép tang

¥hi sir dung bénh nhdn Thuimg xuyén theg déi nbng 69 ciclosporin rong mau & mit bién toan

mmwﬁmmﬂmﬁ o "~ o e

B4 mec ddi nling 8 cickospotin tong méu todn philn, phurong phip khing thé don ding d3c hid &4 do irémg thudc chinh thuéng

dure chom: phuong phép s ke kng P ning cao (MPLC) cing doe ding do thudc chinh vA ciing duoe sir dung 2 Khi sit dung

B o S o e T T
gan, rtmg song song dam va

4 dan ding khing dic hidu ummmumnnum&mﬁﬁ e R

T i e

; s Guan vén cac

nghidm khéc (xem phin LIEU DUNG VA CACH DUNG).

Tiing huyél ép

Cln theo a5 dBu dn huydt &p ki ding ciciosporin, khi g ting hupt ap, phi diing tuli chiing ting huydt &p thich hop (xem phdn

PHAN NG 2AT LOT). Uy 8n s dung Bhudic ehéing ting huyél 8 khing anh diin e diing hoc cia ciclosponn, e

wmmmmm.mmmm i

Tiing lipid miu

Wi ciclosporin o6 gdy ting nhe v o8 phoc hal lipkd méu, ndn 58 thich hop ndu Sidn hinh xic dink cic ch 54 ipd clia bénh nikdn tres

& 530 hdng gk ) A tién. K gp ting liid-mdu, clin han ché &n mé v, néy thich hom, thi cAn nhdc &4 gidm thu thudc (e phin

PHAN UNG BATLOT.

Tiing kall méu

Ciclosporin m corting kalndus, &3¢ bidt & bésh shdn ¢ 1 foan chire nding thin (rem phim PHAN UNG BAT LQT) Cin

ﬁwm:’ 'm:&nmmgmﬂummwwﬂuﬁu.m&wum angiotensn,

Hudic 881 knang thy tnd angctensin ) vA cie thube chira ki, cling thur voi bénh nidn theo chi & dinh duimg piau kal (xem phin

TUONG TAC. TUONG KY CUA THUGOC). Cin kém tra ndng &4 kakméu irong nhing inrimg hop rén,

Glam magnes! mau

A T e A e
tang, dic bt khi o9 cde Iridy chimgcid hid thiln kinhy. Méy cin rihde thdy cin thiét, oo thé bd sung thim magnesi.
Ting seid urie mau

CAn 0 trgng v bk nitdn oé ting acid uric-mdu (xem phlin PHAN UNG BAT LOT).

Tiém chiing vic-xin séng glim &8 e

Trong khi diing ciclosporin, S8m chilng o8 the bi gidm hééu kye; cin ranh dng cac vic-in sng gidm 3% e,
Tureng bic thude

Cn g rong kh ding phd o cickosponn v cie hude im ting hode gidm ddng kf ning 48 ciciosperin trong huydl twang thing
umwumwwmmwmmmrmmwmnmﬁ

Cn gidm sl cdc dde B trén M ki bt db s dung ciciosporn v ¢ hoat chat lm ting nng 4 cickosporin hode v cic hule
hidp dling gy 30¢ Inén Tl (rem philn TUONG TAC, TUONG KY CUA THUOC).

Néin ¥dnh i dyng 43ng thisi ciclosponn va tacrolimus (xem phlin TUONG TAC, TUONG KY CUATHUGC).

Ciclosgorin 1 mit chilt cim dmg CYP3AM, P-giyeoprotain bom ting da hude vé cée protein vin chuylin anion hiru co (QATP) vaco i
hﬂ“ﬁmmﬁ:ﬁﬂimﬁ&m udﬁmmmmmMMmmnw
&ummmmmﬁuﬁnﬁmmwmﬂimmammm ;

Cickosponn ki tng ndng 8 ca e endt ic ché HMG-CoA-reducies? (céc statin). W ding dlng thi v cickosporin, cln gim By
uhmu-l-mmmmmwdmummmmmmmuammmnﬁm&
tam i hin ki hesic gime e & bénh v 6 i b vé i 2A1G Béinh cor hode & ngurt o gdp cdc yéu 16 nguy oo &nﬁ\
truomg thin nghiém rong, ban gim suy thin, biénh thin thir phét sau U ¢ vin (xem phin TUONG TAG, TUONG KY CUA

Sau khi ding phii Ao cxckosponn v lercanicipn, dién ik duti 4G cong ndng &3 (ALIC) ciia lercanidipin ting g ba nva
e e A o s et

S = [=1" ]
4850720 55, phi he ndy cin ding 13 rong v Kholing cdch 82 ung 2 it nhdt @ 3 g,
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duere djc bldt: Ethanol

n &8 §f ham liromg ethanal (xem phan THANA PHAN) k& ding cb0 B nik c4 thai va cha con bi me, & nhimg bénh ohin bi bénh
1 e dgng kinh, bénh nhan nghién nrou, hole néy ding SandimMun Neoral cho rd em.

sirng thén trng b sung trong céc chi dinh khing ghép tand

nby nhiin o6 suy chirc ndng thin {ngoai tnir ez binh nhén &4 1ol thimg b thin kém mie 4 suy than cho phép), ting huyét 4p
ing kidm sodl dupe. nhilim tung khdng kidm sodt dsge, hodc bt o Gang nisa eila ung thu i &3 khdng nén ding ciciesporin,
wirng thiin trgng bd sung trong viém miing bl fic ndl sinh

Sandimmun Neoral cf thé tm suy chire néng (i, néa clin phil d4nh gid thuémg xuyén ehae néng thén, v khi
gnnungmﬂmnmm;&w?mwaﬂmn&WMSmmams-mmh
s 50% S0 vl mire ban du, nén wem xét vie gidm iy, Niimg khuYen cao ndy elng 4p dung ngay cé khi céc gid i xét nghiém cia
s nhan ndm trong khadng gd i xét nghiém binh g,

=n diing Sandimmun Neoral than rong & bénh hda bi hi ching tn kinh Bencat. Tinh trang thiin kinh clia biinh nhén bj h chirng
3in kinh Behcet nén dugce theo 68 cén than.

“wra cé nhibu kinh nghidm v& viéc ding Sardimmun Neor tha Ié em bi viém mang bd 440 ndi sinh,

10mig thin trong bé sung trong bl chirmg thin hu

ndimmun Neoral cd thé iam suy gdm chibe ndng thién, cin phii dénh gid thutmg wuyén chirc néing thén vl khi creatinin-huyél thanh
Pqﬂgﬂm‘ﬁﬂrcﬂ?;mn;m&mawwﬁuﬂmzs-mmm'mh;mu;mﬁmn&
i xem xé vide gidm gy thém niza. Biah nhin 0 Chire niing thiln i ban thutmg c2n khoi

5i ngay 2.5 mgikg v& phii duoc theo il eén Bén. i -~
m&1 58 bénh nhdn, b thé o4 khé khiin 48 prét heé i loan chi ning thiin gdy nén do Sandimmun Neoral, vi b nhimg thay o vi
qcmz.mmmmwmmummﬁmumnmmmmmawm

mg thay 45 ciu tnie than do ding Sandimmun Neoral ma khing 04 tang creatinin-huyél thanh, i vy, cin phdi cn nhic @m sinh
#4 théin cho bén® nhén 6 bibah thn o4 thay 45 15 thids pha thudc steroid va didu tri Sandimmun Neoral 4 duy 1 duge hon 1 ném.
inh thoding of bio cdo v cac bénh I dc tich (bao pdm u hymphd Hodgkin) & biénh nhéin ©8 hi chimg thén hwr diing thubc o ché
i8n dich (bao gbm o4 cidesporin).

hilmg thin trong bS sung trong viém khip dang thip

| Sandimmun Neora! o6 thé &m suy gm chire nling hén, ciin xée thire mirc creatinin huyét thanh e ban dlu bling It nhdt 2 n xét
Fhim e ki iy i v creainin huyé Bianh cin duge eo d6i cach méi 2 tulin trong 3 thing diu didy b va sau do la md thang
Bin. Sau 6 ting didy I, creatnin huyét Banh clin doe do mg 48 13n tiay thue viio 84 én dinh clia bénh, vao céc thuéc ding déng
i v cickosponn vé wio cac bénh &Gng thai Clin liém 2 thuring uyén hom néu o ting by Sandimmun Necral hode khi ding ding
@i v thude ching vidm khing steroid (NSAID) helic ¢ ting iy cix NSAID (xem phiin TUONG TAC, TUONG KY CUA

4 M = p tinh cin durot thanh besin tnrdre khi kb 63y dng Sandimmun Necral, nhurig khing nhdl thifl pha 4 i do
Go ye u ey raphidm vius ndy, i kN nhadm Herpes nghim trong. e
Nridm Stapés fda phéil & ehdng ehi dinh huyd 33 cha Bu phip Sandimmun Necral, nhung sodt
shidm by wgctmmmmmch h Uéng engthromyein vi khang Sinh ndy lm ng ndng 4) ciclosporin
o mi (xem phin TUONG TAC, TUONG KY GUA , hode ndis xhing cn kndng sinh thay theé, thi phi gidm sél chdl chi
ham kg ciclosporin rong mauy, chie ndng thin va cde tie dung phy cls ociesporin.

Béch nhdn 8ing Sandimmun Necral khing due ding Shng théd vei chidy xa tia cye tim B ho§ic SUng quang héa liu phap PUVA,
pHAN (NG BATLOT

Téing kit vb 4 o toin

i priln timg phy chi yéu quan sit dure rong cic nghiin ol Eim sing vl Bn quan dén viée ding ciclosporin bao ghm ri loan
Mmmmmw.mmamm‘wmmﬁﬂm we

N e dung phu di kém ver i Béu ciciosporn B phu tude i va thuyén gidm khi gidm féu. Trong ntvéu chi dinh khéc nhau, thi phd
chung £ ciic e dung phu chi yéu & gidng nhau; hay nheén, o6 khac bidt v tin 8 va 8 nghidm trong. Do hdu qud cia vide ding
§u k41 6u a0 hom va ot gian 8y bf duy i ko ci hom do by sau ki ghép tang, mén cde téc dang phu thurdmg ohd bidn
e, nghiém trong hom vé bénh nbdin ghép tang so véi bénh nhin duor Adu i do cAc chi dinh khic.

Cac phdn img dang phén vé 4 quan &1 hiy khi ding duing finh mach (xem phiin CANH BAO VA THAN TRONG).

Béah rihdn diing thudc irc ché mil dich, bao gbm ¢ ciciesporin vé ché a3 & tr ca cidosporin of ting nguy cor bi nhism tring |vi
uum&:‘r’zmﬁmwmm aiovj.mmcmmmmmnwa&wuwl
Céc nhiém tring £6 sin cling o $8 bi nding kén v& viée i kich hoat hdm Polyomavirus 61hd dlin @én bénh thin do Polyomauinus

{PUAN) hodc béah Iy chét
Bénh nhiin ding thude ire ché midln dich, bao gdm o4 ciclesporin va chd 48 didu trj o6 ciciesporin €0 tng rguy cor bi phat ndn cac
bad1hlliMklﬂhnlruﬂaﬁ'ﬂh:?\i&utIthhﬂchﬂﬁbth&.maﬁ_ahﬂcukuwhm:'
cuirng 8 va o1 gian G ] (xem phin CANH BADVA THAN TRONG: Mgt s6 u 4 finh ca th gay tr vong.

Bang 16m 14t cde phan img bét igi cla thudc tir cac thir nghidm lm sing

Céc phin img b4t ot cia thubc K cac thir 13m sding (Bng 1) durc Bt d béi hé thing ohin logi i chire MedDRA. Trong mé
manmﬂﬁmﬁmm 1 e thudc duye xép loai theo tn susl, diu bén & hay gdp nhaL Trong méi nhém i
sult, phdn o Ipi clia thudc g winh béy heo thir by Gidm dénvé mire 85 nghiém trong. Nocai 12, n sut hrong (mg cha m
phin irng b ioi cda thuc dira vao quy wore sau a2y rdt hay gép 2 110), thuimg gdp (2 14100, < 110}, 1 gdp (2 1/1.000, < 1/100),
hidm gdp {2 1110.000, < 1/1,000), rit hem gl (< 1/10.000), bao gim cd cde bao cao i 1.

Bing1 Céc phin img bil ki clia hudc tir ciic thir nghiém lm sing

dad sén indn do JC vinss (PML). Cdctaomg hop néding vahode tr vong 43 dupre bdo céo.

i s . . [Cic 13] loan v mau va hi bach huydl
&y creatinin huyét tharh vin 30% 5o wii mire ban ¢3u rong hom mét Bn xét nghidm, ciin gidm By Sandimmun Neoral Néu === -
: ﬁngmﬁsﬁ‘:n&mmmmm‘“&mmm @mgﬁmwﬁnjww [Thaira o2 |G bach cu
1a bénh hdin ndm trong pham vi bich g, NEu brong veng 1 héng ma sur gidm béu vAn chera mang lak két qud im gidm ham Céc 161 loan vi chuyén hda vi dinh durémg
‘omg Creatinim, thi cin ngimg ding Sandimmun Neorzl Fainay gio [Ctén an, ting dustng huydt
mﬁmhﬁc-&mwmh{mgmmmnmﬁnmmwmhﬁpmm Cac rél loan v hé thin kinh
ar phdn TUONG TAC, TUONG KY CUA . Rdthay gip [P, rhic 8y
Sing nhar v cdic tnude (e chi miin dich ding dil ngiy khic (bao gém o eiclosporin), phi ey § 19 cocscrbiloaniangsinh  [Trring Cogal. doam
mmwwwmﬁﬁMwwmummﬂmg&%ﬁmm l;,a,f:“; Cogtt ¢
Thirreg thiln trong b4 sung trong bénh viy nén B hay gip Tang huyst & (vem prin CANH BAO VA THAN TRONG].
1\ Sandimmun Neoral 3 theé giy suy gidm chirt ning hda, cinac dinh ndng 44 creatinin huy#t thanh luc ban dlu bing it nh& 2 lin Ty oo B8 bumg mat
Fr e i S S N el P

m murc > S0 e

1o 1 {30 &t ngriém, ) phd gidm %mwmmmmmwmmmmmmmm;ﬂm it hay gép Bubn ndn. nén, knd chiu & bung. béu chéy, phidal ign.
i Ihéim rira. Nnimg khusyén esio nay &p dung ngey od itk oi g creatinin o béinh ahén ndm trong pham vi xé! nghigm binh Fay gdp Loét da oy,
hurizng. Néu gidm iy vin chiza cho kit qué Kim giam mij crestintrong ving 1 Bhéng, thi nén ngimg diing Sandimmun Neoral Cae 181 1oan va gan mjt
~ing knuyén cao ngl mmmwm%mmummmwnmmmmmw [y g20 | Béc tinh trén gan [xem pisin CANA BAQ VATHAN TRONG).
shép thich hop (xem phiin TUIONG TAC, TUONG KY CUA Tac 1éi loan v da vt mé due da
S diang cho ngtn can Wi ki of bénn vy néa khd chira vi ol heo 951 that diic bidt chire ndng thén. Rl hay gho Rim léng & phy i,
hera o4 niiB kinh nghidm vl vige ding Sandimmun Neoral ehe b em bl bénh vy nén, i Myn inmg o, phit ban,
¥ nh rhdn vy nén dng elesperin, eing Rhu v nguetn ding hade (e ohd midn dich of didn, & co bio odo cac bgnh l dctinh [ Tac 131 logn vé thin va B¢l nidu
dac bt & dal. Khimg 1o Furong  de shng ¢ hiéu che véy nén phung nghi 4 &c tinh hodc in-dc tinh cln dupe smh ihél bt [R50 [Réiioan et ning thin (em phi CANH BAD VATHANTRONG).
4 khin 8u ding Sandsmmun Neoral 83N Ah&n o thay &8 dz ac tnh hode tinh ehi durpe diing Sands Neoral sau khi The 51 loan Y4 P inh s va v
5 ikt hich hp e Hi Bong 06 v K Khéeg 26 8y a chon ndo Khie €ho didu b hiru i, - lown S oo
Trong mt 5 § bérh ohin vy née ding ciciosparin, 6 & ko Bing sinh ymphd b vA s dig Umg ki ngimg ngay thudc. mfwméﬂmm'“““‘ ek
Bénih nhdn ding Sandimmun Neoeal khdng duee dling cing iz k3 oy tim B hodic quang héa léu phip PUVA. Kargle TSaphin.

Hihimg thin lroag b4 sung trong viém da co dia

Vi Sandimmen Neoral o6 thé Em suy giém chirc néng Ihdn, cin e dinh nbing 30 creatinin huyét thanh 10c ban d3u bling It nhdl 21n
wét nghim b ki G i vé creafinin byt thanh cén duoe heo 46 mi 2 tulin brong 3 théng du du . Sau 44, néu creatini 6o
tinh, Gin £l ngsém thea Khodng cach ing théng. Néu creatin-huyél thanh ing > 30% s0 viri ban &3u bang ho 1 1din xét nghiém,
I phsi gdm 25.50% B disng Sandimmun Neoral NSu ting 0ul 509 50 v6 M ban dBu, n8n sem xét vide gidm By hém nia. Cac
khuyéa co ndy Ap dung ngay o ki cAc /4 I creainin clia bénh nham ndm rong pham vi xél nghim biinh thuéng. Néu gidm B2y mé
dnchura cho kél qué Iim gidm mie creatinin lrong ving 1 théng thi nén ngimg Sandimmun Neoral

Uing cin ngirng diing Sandimmun Neoral rong khi dung thudc ndy ma c6 ting huyét ap ma khong thé kiém scdl biing Bu phép thich
%ep (xem phin PHAN (NG BATLO).

i nghiém sir dyng Sandimmun Neora! & ré em bi viém éa o dia cdin bi han ché.

£ ding cho bénh 1N cao i kh £ viém da oo B2 khd chiza v pni theo di thit cdn thdn chirc nding thin.

Béoh hach g sy 4 ioh g kbm e bing ph viém da oy g v mit A 1y it knding dii hodc v sup ¢ thin chung elia_
B Cint 1 a1 o ula D31 P2 Py 0 s G0k 800014 D Fach by i 2+ g 03
citiagy i Enda dic a1 mUEgsohad cun gy ohdp e i g 88 Jim | do hong ol Ik m e bac.

Céc phin irng bt loi cla thuSe tir kinh nghiém sau khi luu hinhthude (tin sullt khiing 15)

Ciic phin g bil Igi clia thude say ddy o8 ngudn gic 1y kinh nghiém sau khi ley hinh thudc Sandimmun Neoral hode Sandimmun
Qi cac béo co fy phidl vé cée nstng hop v,V cde phin img ndy Ao bdo cio by nguyén tEr m3t nhém dn s4 cd quy md
khing xic dinh, khing ihé ude tinh mil cic Gdng tn cdy tin sufl ola 16 Vi the xép loal i khing 1. Cac phén img bét loi cla thude
duoc 141 k dya vao hé théng uép loas 1d chirc cia MadDRA. Trong méiP thiing 16 chire, cdc phén (mg bl i cia thude duoe inh
by bong Biing 2 dudi ddy thao thir b gidm din vi mic &5 nghiém reng.

Bing2 Cic phin ing bél Il cila thulc tir cic bda cdo by phat ¥a ¥ v (tin sudl khéng 5]

Céc rdi logn vi méu va b bach huyél

Bdnh husyét khGi mao mach, Dl chimg tn huyét ure huyét ban wus huySt gidm tidu chu; thidu méu; giém iy clu

Céc r8i logn v3 chuyén hoa vé dinh duéng

Tiing lipid mdu, tng acid unic mdu, ting kall méuy, gidm magnesi may.
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Céc r8i loan vi da vi md dué da
Ram king
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Céc r8i logn vl hé sinh sdn va vi
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Dau chi dubi

4 mdtsé bao cdo néng i v cic dau chi i idn quan ¢ ciciesporin - i nhdn 4
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TUONG TAC, TUONG KY CUA THUSC
Twromg téc thube
Ceic thufc o4 rong e v ciciospornin dudi &y 1 82 Tudc ¢ uong Lic ién thye 18 va duoe xem I o4 y nghia v mét Bm sing.
sbthufe i phiin ki lam Bing hodic gidm nling 49 rong huyét womg hode trang méu ton phin clla ciclosparin do gly cim
qugfug'nmquammmmwwzﬁ s o
Ciclosparin | mit chl ire ché CYP3AL, P-ghyeoproten vin @ ngoél eda nhi v ec protel arvon hini ce
AT B i i e g4 P 0 030 . iy ok e i
e ube duoe biét Bm g sinh kil Gung cia diclosporin: & rhin cin e
it componn v G chio i o, G, S DRI 4 b G g P iy g i P g
phimg béeh ohdn khéng ghép tang, méi 1én hé g g & thuc ong miu v Lie dung trén kim sing t ugre thidt g ho. Bé v
hemg thesbe durge biétlam Ling ning 8% dcicspori kbl dUng dBng e, vike diinh gid chirs ming hin Bumg xupéin v kidm soét
cin thin cac tdc dyng khing mang mudn béa quen &a eickosporin I hgp Iy hom sa vor e dinh nbng d8 thudc trong mau
Ciéc thudc m gidm niing 8 ciclosporin

T4 i cie ohél gy cim img GYPRAM vihade P-glycoprotain dBu of Ihé 1m gidm ndng 89 cickosporin. Mt 38 v dyva cic thude
gidm ning 8§ ccloponn rhir sau

Hypencum perforalum [ SL John's), Befopidine, sullinpyrazone, lechinafing, bosentan,

Céc thudc ¢4 chira Hypenicum perdoratum (o6 51 John's) sir thér wéi Nearal da nguy o l4m
mmmwmumm&mmmm%cmgﬁmnp i S
Ffampicin géy cim (g chuyfin hoa & gan va rudt cda eiciespdrin. C6 thé cAn tng libu clia ciclosporin ién Kr 3 din § I kh s dung
g thir v eas thule nay.
Octreotde rm gedm hég B dumg udng ol iosparin Bn 50% hole chuyén qua ding dutmgid,
Céc thuc lam Ling néing 83 cleiosparin

Tt o cie ot gy (rc ché CYP3A4 vivhods P-ghyoopmtein 480 o6 the lom gidm nding d ciclosporin. Mt s& v dy nbu sau:
Nicartipin, metociopamid, thuc ngira Il {uding), meyiprednisalon (8 c0), allopuninol acid cholic vi il xudl, ihutc do ché
protsase, imatin, coichicne, nelazodone.

Khdng sinh Macraide: Erythiomycin ¢ Ihé lam ting nng db cila eiclosporin lr 4 dén 7 ln, 461 khi ddn dén dée tinh trén thin.
Clanfhvomyein d dirge bo t40 lm ting nding 44 cila cclosporn 2 n. Azilromyein lam ting ning 4 ciclosporin in khodng 20%.
Khnéng sinh nhm Azole: Ketcoonazole, Buconazole, irsconazols vé voriconazole cd thé lam tang hon géip & nbing 84 ciclosporin
Vermpami lam theg nding &) cika ciclosporn bong mau k2 dén 3 (3.

Vi sir duang g thist v aprevy lam bing khedng 4,84 [in nding 80 (ALIC) cla elclosporin,
Amiodsron tam ting dang ké ning 6 trong mdu tia ciclosporin vl ndng 86 craatinin trong huyt thanh. Do amiodaron e thir gian
bin hiy el 4 (khedng 50 ngéy), heong e rdy vin o6 1 xy m sau mot khodng thin gian sau khi ngimg diing thuse.
Danazol d3 duve béo cao i m ting ning &) cidosporin kong mi xdp 11 50%.
O tiaram 1418y 90 maoly) d thé lam tng nbng b ciciceponn rang méa lén dn 5%
Izt cond lm g rblg €O C 0 e ok g King 20%

ANTRONG].
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béocso vl hayai

ding prdibep 0

Turong tie thude vh thire Bn

Di 8 bie eho v vile Ling sinh ks dung cla ciclosperin khi ding dling i voi butr vit mude budi ép.

Tuomg tic thude e4 ihd ndng ting 38¢ tinh trén thin

Clin 1 trong khi ding cctospenn cng cac Tulc khic ob glyaic dyng hidp ddng lAm Bing die tinh v thin, nhur khéng sinh nhd,
mmmm.mkmﬁm@m-ﬂ:ﬁmpw;,mu
eda acid Bbeic il O nhu bezatibrat, fenofitrar), ufic khang viém khéing steroid (hao gbm diciolenac. naproxen, sulindac),
thude 86 khang hu Ihd histamin M2 (i dux cmefidin, rntidin), methotrexate (xem phin CANH BAO VA THAN TRONG).

Khi dung £lng vid mit thud ed P dling pdy d0c v thil, clin pén hanh o dai chilt chi ehire nding thin, Néu suy chire:
mmmm&wmmmmwm&mmmm oy i

Clin trinh ding clng lic vir tacrolimus do
i
Anh hurtmg cia ciclosporin kén céc thudc khdc

Ciclesporin i mt chét (rc ch CYP3A4, P-ghycoprotein vin 13 ngodi clia nhidy thudc va cée v chuyén anion hiu ca
{OATP). St thir cyclosporine v cic fudc la ?2.“” CYP3A4, P-gp vi OATP cf thé im ting
ﬁmmar;‘é?wamuamm:amu;w&w 2 S
Mt 85 vi dy Buror ikt kil dut diy:

Ciclosporin c6 thé lam glm & thanh loc ciia digoxn, cdic thudc (e ché HMG-CoA-recuctase (cée

colchicin,
statin vh stoposide. Cin theo d5i Eim sing chit ché néu sir dung &g thér cicicsporn vé bt i thuc nda rong nikimg thudc nd
mannamnmmmmeMmummMMﬁmm.mmﬁnﬁﬂmm
can grdm 2y cia statn va nén branh ding Sing thi i mot 8 ssatn nhdt Gink 0ra thea nhimg khuyén cia trén lea clia nhilmg Byl
iy Nnimg hay 6i v ndng & cila mét s& statin Purbmg ding ki diing cling vei ciciosporn g 1ng et trung Bing 3. T éu stat
£ d.ree tam ihérd hodin ek hodic ngirng hn & énh nhin o déu hiéu va tridu chimg bénh cohodc b nguii o gap céc ydu 16 nguy
co din 16 1 thurong Iuén rghidm brong, bao g suy thin, bénh thin thir phat sau Béu co vin.

Bing3 Nhimg thay déi vi ndng 86 cisa mbt 85 statin thinémg dling khi diing ciing véi ciciosporin
Statin

TSa Thay 801 nong 83 kh diing bng thall va1 ciciosgerin
Alorvastatn 10-80 mg 810
S 1080 mg B8
Funasiziin 2080 mg 24
Lovasiatin 2040 mg 58
Pravastzin 2080mg 510
S40mg 10
P 14 mg 4-5

Cin thin tng khi st dung &g thé cickosponn voi lercanidipin (xem phin CANH BAD VA THAN TRONG).

Sau khi ding g thir cickosponin va aliskinn, mét co chdt ola P-gp, C,.,, ola aliskiren tng Iin khodng 2.5 tin v AUC khodng 5 i

mﬁmm%mwﬁ%ﬁmﬁ.mﬁmwmmmwu
v L] o

nhmi’-pmﬂmﬂm ding dabigatran extenkate v Ciosponn da Sekosponn e 2l ding

Ciclosperin ding diing thix véi nfscipine co 14 lm ting 1y 2 ting 440 lgr S0 vér el el ding néng excios porin.
Diclofienac 2ing dbng hi vin ciclosponn Im tding i rét sinh kg i diclofenae, v hiu qua of e glip 18 suy chite aling than
Mﬂm&‘:;mm&umz&ﬂmﬂ%m&gﬁmhmﬂ-ﬁm:"
cciesporn ihéng sterd chupén nhur acid acetylealicylic), thi the
awmmmuﬁmmm - , ISP
C4 ting creatinen-huyét thanh ong cie nghién ol sir dung everlimus hodc simlimus phil hop vl dl iy gang vi hhd
tyong. B inh ndy Farémg e s phuc ki gidm b ciclosporin, Everclimus va saolimus chi oo dnh hurtmg rél & ol duge déng o
clia eiclosponn, nhumg cickspor Lai ldm king rd it ndng 38 al everolimus va simlimus trong miy i ding phéi hop.
Clin thén trong kil diing ddng thért véi e thude giir kel (nna mude ios iy i xad, ehdt e ché men chuyén angiolensin, chét 481
thy thd angiotensin 1) hok: thul chira kall v ching o thd din afn viée ting cb y nghia kad thann
AN BAOVATHANTRONG - R
Cickosporn ¢ th B king ning & rong huyét irong ciia repaginida va do 86 lm ting nouy corbi ha ;
mﬂm&mmmmmm%hhmmﬁummﬁ%
ding d8ng thirt exckosporin v bosertan (xem tiéu muc & trén Ca¢ thuc L gidm néing 43 cickosporin vé phin CHI BINH).
[ing da (u ambrisentan i cicksporin & ngudi finh knde manh 3m ting khodng 2 &n nding 44 ambrisentan trong khi nding
ﬁddmpm&qﬂq[\hpbuihl.&iwﬂlﬁv g 3% e khving sinh anthracycling ting cf ¥ nghia (W du deicrubicine,
miantirona, daunonubicing) & nhimg bénh nhis ung i khi Bm finh mach ding thii céc khing sinh anthracyciine va iy 41 cao
chiosponn.

“Trong khi didy b vé ciciosporin, hidy qud cda vacen co hé i pdm va nén irdinh sif dyng vacxin sing geim ddc e,

Tré em

i nghidin el vl rong e thude chl duge iy hidn trén nqusi iom.

Tinh trong ky

Do khéing o ea¢ nghidn ciru v tinh amg ky el thude, khing i kin thude ndy voi cée thude khac,

PHY NI CO KHA NANG MANG THAJL, PHY NO' CO THAL CHO CON B( Vil KHA NANG SINH SAN

Phy nir &6 khit niing mang thal

Khiing et fsydn c0 ddc bt cho phy ni o8 kisd riing mang i

Phu nir c6 thai

Nghidin ci irén st vl cho Indy INusc 65 60 1 én sup s in & chudt cing vl 1h0 e muc DO LIEU AN TOAN Prl LAM SANC

Gt mol 1 o v vide sir dyng Sandimmun Neosl & bénh ndn c6 thai. Phy nir mang ihai ding thude ire chd mifn dich sau ki
i 1209, 530 gbm ¢4 cickosponn vl phic db didu i of £ €6 nguy cor bi 48 non (< 37 dn).
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Ty mhidin, churs o8 6 b ddy i vin regrin me miang i vé 0 86, ehi ndn diing Sandimmun Neoral khi mang thal néy loi ich cho
ﬁmlhmwwum&‘mhunmmm mmnm cho phy nd mang thai (rem phdn CANH BAQ

Phu nir cho con bl

Cickosperin bai bt duot qua sira me. Cin Ly e één ham kong
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Khd ndng sinh sdn

Dol Bk vl Ay cla ciclosporin b khd eling thy 570 €09 NGusin can X ) vl khd nding thu fink =13
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Crura cb 6l Bu v dnh huémg el Sandimmun Neoral in €5 "dng Ui e vil vin hiinh méy méc.

QUA Liu vA CAck X TRI

Libu iy chift 50% (LD, ) el eicdosporn 13 2329 Mg (chudt nhib), 1480 mg/kg (chudt céng) v > 1000 mghg (thd),
LD,y (P Mty o gt 8 g a0 ot o 48 o 9 o
Tridu chimg :

Kinh nghidm vl ng 86c eip wii ciclosgonn cnd Cac B uding exclosporin kin dn 10 g (khodng 150 mgkg) 43 duee

O o G e iconot o el . i, g s v e v A G s

A0 niing Bidn mire 83 g Bien, Ly phue b Tay rivein, 3¢ Tiéu chimg nhidm ddc nguy hvém a4 duge bdo cio do vl y ding

Ciciosporn qui By bling dumg byl & b so seh 8 non

Dibu bt

Trong bt A o Irimg bop gul . €4 bidn phip M irg cheng ném durere fudn thi v il i) iméu chimg cin duee dp dung. Gay

60 ¥ rira da diy o8 Ihd €2 15 Gy Tong vong val g 83 53 khi uéng thude. Ciclosporin khndng thm tach due nhidu, mb cing

iehiing duve o b6 ~heby gua loc miu bling an hoat.

DUTDIC LY LAM SANG
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Bndm dure Iz Thodc e chd midn de, e chié cakneurn

M ATC: LA D01

Cor chif the ddng

Cicospenn (50 goi & aclosponn A) 13 mét polypephd wong g 11 acid amin, LA chit trc chil milin dich £4 Nidu ke trdn stie vit lam

hbo di i ghan sdng s ca Gic minh ghep cung 'cal & da, B, thiin, luy tang, iy somg, rudl non v phii Nghién cim eho

Cciosponn Ut thd 5y phat indn cla rhlng phin Mg Qua vung ian 1 bao, bao gim midn dich gnép cling i khac ca hé, qud

‘cien chdm i da, vibm -ty 6 img e b, v Ko 8y 1 do b chit Frund, béinh ménh ghép ching lal vat chd (GVHD) v

7 54 st hing I ph thude b bao T, 0 mie 88 4 b, ciclosporin (e ch sur s ksl v Bét cac lymphokin, bao gdm

interiewiin2 (TCGF). Cicosponn o2 vé phong b e cik 1 530 lymiphd €6 thém quyiin miin dich & pha G, hodc G, cia chu b 1

ik vl i1 el s 1584 hyrshkon iy néin dlo ehing nguyin bR CAC 16 bao T dure hodt héa

Mo chimg c sdn ¢ cho thly cicosponn e Sieg dic hiu vicd phuc b trén I bao lymphd. Khéing giting cac chdl kim 1 bao,
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Pruén hurtmyg nhudm khusin hom 50 i kY dhing b Wk e o midn cich khée.

e ee ghén tang 43¢ v Ky mromg 4 e e hén rénh odng triin ngul ding cicosporin 88 ngdin ngira vis il i sy the loal

minn ghég vé bénn mdnn ghéip ching fal v chd. Cclosponn &3 durore sir dung thnh odng trén cd bénh nhin ghép gan tinh

hoc &m linh v virus vidm gan C {HCV). Giing thdy Sandimmun Neoral cb ich biung nhsdu nromg hop ke nhau ma ta 44 thiy hodc

€6 ot cin nhic 1 da nguydn rhda b
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Hiip th

Khi ding Sarcimm n Neoral, fudec ol i dupe nbng 48 i wic ol cickosporin finh e s st hip s i ik hom, v £ 4
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gy 6 v o 80ng Mo i akosgonn o g e B béoh N, v sy Raamg guan mah hom gura nng 65 dy vin nbng 0 8o i
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phar i ciciosponn cla Neosal f o hom sult ch ngdy, v s ngiy iy qua gy khic rong ché 60 i b duy .
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o 1.1 b Sandemimun sang Sandimmun Neoral, i cir ndng 44 ddy trong mau todin phiin 1 gifing nhau, qua d6 gitt e

Khoding nding &4 Ay &y ¥ meng muln. S0 ves Sancimmus (néng dd dink trong méu dal trang ving 1-6 i), il Sandimmun Neoral hip

thu rikanh hom (331 T,_, trung binh sém hom 1 g0, dat €, g biinh 58% cao hon) vl dal trung binh sinh kha dung 28% caohon,

Phin b3

Cackospann phdin b réng rdi ra ngrad thé Bch méw Tiong Miu, 33-47% 6 mal kong huyét uong, 4-§% trong lymphd bio, 5-12% trong
6 b hal, 41-56% rong héng el Trong huylt breng, khodng 90% cictosporin kil hp v prolein-huyé ramg, chd yéu b v

Chyyén hia

Cickosporin dugt soh chuyén héa menh 8 che . 15cht chuyén ha, Khdng 66 mit con dutmg chuyén hoa dom chinh. Bao
i e e qua ML, chi o6 B% by g Indi qua nuwd b, ol o 0, 1% thal qua nuvre ik éui dang cha chuyéin hda.
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(CL) B 0,35 g, £ Mann il h thiing rsty {0,368 Vgirg] biing hoding 23 4 thanh (i ludn [hdn ung Beh (0,56 Kganiy) &raic
betrih nhvin 6 e nding idn binh thutng. Suy Bidn khéng cb dnh hudng déng ké din s thi I cla ociosporn.
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Ci Sinh ghép Lang

e é hiée brong 13 loan chy
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(e nghién ciru dm sdng duge rinh béy & Bing 3 4 7 bén duvi

Ghép thin v tuy

Bdng 3 irinh by cie nghilin ciy lim sing chd yéu thue hidn én banh rhiln ghic BN vi Blng 4 winh by cie nghibn Sl m
dmé&ﬁuf‘m:ﬁqmmmmmmmww&mwﬂ-ﬂmwwﬂ
e vl rling ciclosporin 0 ding kit hop vor cdc sternid of hidu gul Wy I 720G Gheo hin. Cac tang 33 ghép ton t mit ndm 43
i thudn ding i & nhimg bénh nbdin 42 i bing clnsparin qua B I o6 kiém soat

Bing3 Ghp tang & - Cac nghidn ciru lm shng & crdu Ay va nghién clru ldm sang & Australis

54 nghidn curw/ Nuroe Dic gidm nghid ciry T8 chire (M)
Tghin s 8 1 B trung lam Than (63)
Cambricige, Anh CsA Gan (1)
i Tuy (1)
instre dy AZACS: Bao m
ThanTyy (7)
Thén/Gan (1)
TupGan (1)
Nghen cuny 92 Elom trung tm, Gy fuén lvn
Austraia mﬂ {Téng s 29; 14 Ciclosporn)
S50
AZACSALG
NN G #d Da bung tim , ngl ~rn Thn
Cndu Ay CsA (Téng 58 232, 117 Cickosponin)
Thir nghiém 4a trung tim 50 v
AZhsPred -
Mghién cin i ©om tung thm, Trdn 20)
Trusy Dén Cs (4 banh nndn)
CsA + Pred (15)
001
L theo dii tror diy
Norvén cuu # 5 Da tung m Than
Priin Lan %
50 v
AZAMP )
0 v
32)

50 nghién Nude Bic nghidn ey Co quan (N)
Hghdncou 82 Nhém & Than
My CsA%TDD Nnhom L 12
Nném I Nhom It 20
CsA® Nhom I 34
Nnéem lit
ml
Tdit ¢ bénh nnin ding C5
Nghidn cou 1§ C3A +héu thip pred Trdin (Téing sf 98, 47 Csh)
My 50 vl
AZA+ ATG
:g-hmu CeA+ G5+ e I e Than (Teng 627 14 Csh)
AZAs CS+ thrulic ioi o
Naghuén cing 415 Mo, Ny mndn Thén (Téng s6.41,21 Csh)
M CsAspred
50 Wi
AZAsored
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P’ T —— e
nghtén crwl Nurdre nghién ey SRR  Lau i ciclosposn thay o rong cac nghién ciny khic nhau. B v vide phéng GVHD, Hi bin thurdmg 1 12,5 mekg/ngly. Tuy
Fatung ki cia Canada %Tﬂn \%ﬁtr mwdm:amhmwmmmﬁ trong v ngity diu hén 53 44 gim diln dén 12.5 molkg/ngiy
CsA ’ Pl K cac rurg tm i Iy g dinh va gidm Wy 580 Vi Bng, fdmg ngimg dung thule sau 4-6 thing. il ol ciclosperin
sowoi Aot s dung & dau I GVHD knodng 15 Libus ndty dor: gidm i theo ther glan va ngimg dung thude sau khodng
AZA+CS suicrm?wmmmﬁa:;mﬂmnmum«mﬁammwhw
R —— o, truyien finh mach cciosponn 0 il khading 13 dung -
0o o Okt el Col Scp et i Predt. predniscne; ATG: antithymocyte Giobully o4y 3 by cul e nghsdn cinu & chiu AU 83 £himg minh sy gidm mire 3 nghibm trgng v ¢4 the 1 tn sudt 0 GVHD, vl

rticosterds,
ALK azathioprine; * GsA ding By don rong ngiy Ghép 1900 YA SaL d4; b G duing 230 nghy Inrée khi kndng c4 TDO; *
CsA ding i dom trong ngdy ghép tang vi sau 4 khing 06 TDD. M (hip e ¥ig

Mol c4c rghen ciry Kim sing & ién e hdn & cic btah ehdN G than, hai nghién ciru éurpe thyre hidn a6 dan gid 9 an fodn
v NP Thu £l céng thire Sandarmen Neoral. Hal nghiin e i3 (Bding 5) khi mi Sandimmun dure cruyin sang Sandimmun Neoral
thed a0 NI 1.1 & chi ra dura vio ang thas én dirh ol 00 86 88y, sq siinh iy s Sandimmun Neoral s vé Sandimmun, din
1 G, Vi 0 ) hén lich duest datmg cong (AUC) el Sandin™Un Naoral eao hom Sandimmun,

BingS Nghidn ciru vi 44 an todn vt hilp thu trang ghép hin

il cheol Tido 83, S8 Tgg bbnh Ahkn
102 Ngsén cuny gl nivd, i 80, 20 b 5088 500 somg i imung tam vB 88 Tdnp 85 485 (373 chuyén

2 fodn, hdp thy clia SIM Neoral irong gPAR thiln say khi 111 S

0¥ binh nvdn sy bl SIML ML Se i

Duox adng hoc A5 bénh nhin
OV 109 Nghién cun righka nnién, £0 XiEm s04L, M 01 v 06 an toan va hp (nucia _ Tdng 56 86 banh nhan

SIM Neoral & biknn rhiin mir ghép thin (45chuyéin sang SIM Neoral)
SIM: Sandimemun, SIM Neorat Sandimmun Neceal
Ghép gan

Trong ghép gan (xem Bing 8], c3 nghién cin ki sing di.ctia B 1§ s6ng 620 1 néim cda bnh nhdn trong nhém ding ciciospenn

| emohem nhom chimg 82 s dung phac b il 1 vén Pude Uz chif midn dich tnatre 44,

Fiiu 11 13 ea K vong B do ¢4 S chimg oy S, niidm ring cdlp linh (urtng phit rién rong giai doan ngay sau khi ghép
mumu;:wmmamwwmmwwmmmwwmm#um

Giias doan thai trir cdip tinh e ki s b vibc 10 53 dung stervic khi mt o4 giai doan d0c thn duye ghl nhdn d xir Iy
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o hom L by phip chudin s dung axthrmyein va steroids.

Bing 6 Ghép lang dic ~ C4c nghién ciru ghép gan

L
 han ché ban 8 cho vids: e tin trong phi kom 40% ¢4 fai i hay 08 khéng th &dc

S& nghién cuu ! BT Co quan (N) Bénh nhan/
Nude Manh ghép séng con

Nghiéncuu #4 Mo don G (14) 71% (CsA)

My hﬁ&t& 32% (Theo ddi ireng qué khur)
0
Thea déi wong qud khit ¥ TDO

Nghien cuy #14 Nngm don Gan 26 (17 nguan ken, B ré em) B4% 50 vai

L Csh 45 2% (Theo ddi trong qud khw)
sovi
Thao i rong qué khir

CaA: ciciosporm, C: cortoosteroids: DL Gng g luw ngue [horacic duct drainage)

Ghép lim v tim - phi

“Trong ghép Bm, cae Aghiéa exns m sing d chi m ing § 1 &6 20 cila &N nhan 1 ndm v 18 thing can hon déng ké &rnhdm &idu I
b cicinsperin 80 vin nhdm A chimg. 10 Iréin 28 binh nhi b RANh ghep 1m khdng trdi qua e ky IhAi tnir sau khi ghép tang:
Trang ghéq m - phdi, B ¥ 56ng 0B 1 n&m 1 67% & bénh nhi ddu i biing ciclosporin,

Trong ¢4 hai ghdp tim v ghép bm - phii 1 kj nghi g B3¢ san vi e thin dupe luém sodt biing cach gifim By cielosporin.
Newien khudn phdi nfing 6 Suor quan it vé phin Im Seoe ddu b thinh odag.

K s ol i thir nghiée Bem séing durx thys hién & i bénh nhn ghé tim va gheip bim - phi theere tom 11 trong Bing 7 duth ady.
Bing7 Ghéptang dic - Cde nghilin cu ghép tim vi ghip imiphdl

58 nghidin cind Nude Thidt b Co quan (N) 7118 B&nh nhén séng con sau 1 nam (%)
Ngnénein 1§ CshePreds ATG T (28 76% s0 v 2%
L] so i T'{mgi[ﬁ] 6%
Trurte ity (AZACS+ATG)
Ngrien anu 199 Pict Tm{iz) 6%
Wy Csh + Prad
CsA: cicinsporin: Pred: prednisone: ATG: 2nt tymocyts gichulny AZA: azathicpring.
Ghép biry nrong

Hiu qui clia Sandimmun 83 durge chung minh trong ghép ty xyrgng (BMT) ong 1ém nghién ciry 4
¥ng i 237 bénh nhén. By b nghiém 44 duot béa hash cho vidc phing bénh ly mé ghép chng lal va1 chil (GVHD], mt thir
nghém cho vide @ fri GYHD tp tah. Nim ung tm ehdy Ay (EU 1-5] va mit trung tim M3 (US #8) 8in hdnh thir nghiém “mé”,
Kkhbg 86 chimg cha vid phong GVHDL ML I3 ngriém ngd nhidin (US 13) duwe tin hanh chio vige phéng GVHD v mit tho
nghiém nghu mhién (US 1) duge 1 hinh cha wée diby 1 GyHD cép Binh. Sdu binh nhin rong US #6 dung ciclosparin 48 ddo
nguoe GYHD edp liah, nding (B4 V). Cic bioh nidn ndy g durre iy tr treroe 86 biing ciclosparin v GYHD khdng L3l
wii e b pheip dibu 1 kheic. K8t qud i nhimy i nghiéim nay due 50 4nh vol 4y phiip ding methotrexate (MTX) trong vide
pphona héah e ic thiy nghidm GVHD [Iheo 66 qud Wi rong e Indr nghiém m) vA i phiap sterold trong viéc dibu I cla thir
nghié m TUHIN g igh4n oin nay hao 3m 227 ténd ks 04 b nthin i ghép ty xuromz Auoc didu i dir phing GYHD.
va 23 ah ke g Tl GVHD 61 20, Thn s X0 b6 b ke HUA KBS ER T 0L 09 rmnqrfi;.:m g, [

thiri giam s ebn | ndim cho tit o bsh niin ding Eiclosponin ¢4 lang ghép tremg thich khodng 70%. Vi theo dbi rong qud khr
difs ] iing MTXC chl o4 52% cho mdt néim séfng cin. Turimg hop iy vong ¢4 Ién quan déin GVHD chl i 10/132 bk nhdn (B%), thif
hern fibiiy S0 vl IS qual e dldy ward M, o i ghip (B vong 525% edc hrp). Kt quid v i quid hir c&c nghién cir
s My 8 oyt il v P g o chdu AU, ¥ ChUNg MINA tling Cictosporin It nhd ¢4 hidu qud v o6 the cae hom dibu i MTX
mmmmwmrmwmwﬂ ﬁmmﬁmwmﬁmmﬁﬁm
GYHD i hem D4 1 hode 1 (p=PLS ). Nghin cly thimg mnh ring ciclosporin dao nguge GVHD

HL1V) & rhirmg bénh nhin khiong dibu I tnséve d¢ bling ciclosparin v khang lai cae biu phép it in khic.

Chi Sjnh khiing ghip tang

Vidm ming 53 dbo ndl sinh bao gdm cd vidm ming b3 &30 Baheet

Hidy ui clia cckosporin di Suoc chimg minn & 11 0 ciu mé, shéng kiém sodl & chau Au, M, N3 Ban, chau Pri vi chdu A,
baa gbm 242 blnh nhdn b vidm mang mﬂ'mwﬁwhmu?mmmuzﬁmawuqmum
hy knng mong mudin Trong 4 nghién ci mé)cd 60 004 & lsaal Nhit Ban, HA Lan va MY, 202 béoh nrdn duee chl dinh ding
ciciospotin (37 béinh nhén holic didu i $eo quy it - predrisoions, ehicrambuail, colehicing - (32 bénh nhan) hoéc gl duge
(13 b rn), Trong s 339 bnh nhin dilu i bling ciclosparin, 181 ngwi drgr chdn dodn 14 viém mang b dao Behcet va

178 ngurtt el yéis i vidm mding bl o g gian Modc vim ming b3 Bl sau ci nguyén nndn kndng nhidm triing, BAnh nhdn nam
14201 v binh i n i 138 5 tull rung bt .35 8. Prlin im b nhin ding Geclosporn ding Béu khir diu 8 5 48 10 mgingily
S 36 gim iy dya vio finh trang videm cim it v ki eing hp thu. K6t hudin B tin A i dung trong cic churamyg inh Eim
Sang a7 i Pl vl I s 50 vGi mire cor 50, vl 1 com e mil 4 st dung cho vism maing b dio Behcet. Trén 60% bénh nhdn
Gure fdu tr Bing ciclosponn 84 cii a1 i< 5o virt mird oo b say khi do 3 difn 8 Being sau khi kv i dibu 1l Céc nikdn 16
I ehi kit 3y didu i bing ciclosporin, T1 4 com dau méd1 & bich nhdn b vidm mang mw:mmw
Bénh nhin dilu i biing ciciosposin 50 véA binh nhdn &l il bling coichicing.

Hil ehimg thin hur

Hedy quid clla Sandimmun & duoe chimg minh rong B6n nghién e ngll ntidn 6 kidm st va § nghign ciru khdng lidm sodt Két

qud lm sding tir chin nghidn cly km sding ndy 4B dures phiin Bch s dyng ol iéu 10 hop 1 1t ¢4 nghin ol (o di chimg va

Khieyct 84 chimg)

Hainghitin ciru gl e da trung tm mi 801 o 06 chimg (9515 vl 3515) vl mit nghidn ety da trung tdm df 0 s4nh Cictosparin

Wﬁmmmwmwmumummmmmmimﬂmw
e

Tip horp o lu M4 el K cde Badnh nhda 43 duoe Siu b bling excksponn duge thure hién rong i aghiém OL 03

Béah nhdn ngur om v i em rong cic nghidin i end yéu khang steroid holc dénh rhdn phy thude stercid hole binh nhdn ¢ dby

hidu e tinh steroid clin e Sy b thay e,

e nguén i c6 kifim st bao glen &7 b nhin Fong s &6 o6 43 bénh nhdn nhi (e dinh nghia 1 bénh nhin Gn 18 ki),

Cae b rilslin reby bi Bénh 30 hoa ol Bdn it i tmg phin | 7 gior is - FSGS), Bénh thin sang huong

165 i (Minimal change nephmpathy - MCN) v Vigm cu thén mang (Membranous giomendonaphrts - MG) v phy tufe sierid

il Khing Lai stescid. Mg ra, 24 bnh nhdn ngu kom win bénh thin IGA (cd thel bj M chimg thén hur, dic bidt phil beéin & bénh nhdn
cyclophosphamida

chiu A) ciing 43 duge nghign cins. Cac nghdn el 50 Sanh cicksparin i
AUt (OLS509) hode hdeng S " hodc chdm sbe gam nhg (CLES10).
Céc thir nghidm khdng kifm soat #3 nghidn ciry trén 351 binh nhdn nguri iom v 178 béinh nhiin nhi (udi ir 1-17) vér hdi chimg than
bur FSGS, MCH vil MG va phy thudc steroid hode khing steroid. Nooai ra, 9 bénh nhin ngut km vi. 27 binh ahin nhi thudmg muyén
i phdt vei héb chumg thiln hu FSGS vt MCN 83 dupe nghién i

Trong s 9 nghain el e mb U trong i by iy, Bey nghiin cu beo gim e binh nikdin nhi i K 1 déim 17. M3 nghién et cd
keém st (OLSS05) vi mét ngheén cin ihding kidm soit (OL504) chi s haén trém binh ahdn nhi. Nghsén cira oS ing s 398 trd em
{319 nguidi didu I bllng aciosperin).

i qud v hedu qudl vl &4 an todin bir ¢ nghidn oy Bk nhdn nhikramg duemg v nghiin curu & bénh nhin nguir Kim. Philn km
ciic bénh nhdin phy thudc steroid & thuydn giim hole todn. Sy i I c0a ciciosporn bi dnh hudmg b1 tudi cia bdnh ndin, Bénn
hn i thanh thil hudc nnanh hom bénh niin ngue m dya trén ciin ndng o né. Vi ind bétnh nhan nni clin kBu wén
1 idlogam cin ndng &4 dai dupe ndng 48 Pulc mng miu cao hom & bénn niin Ague kom (vem phin LIEU DUNGVA CAGH DUNG).
Viém khép dang thip

iy que cii Sandimmun Neoral Tong diiu 1 vidm khip dang thilp nisng 42 duoc danh gid rong S nghidn ol IAm sang ién quan
w;dmmmmnhmummﬁnmﬂm
mumummmmuuwmwm»&mmuﬂwwﬂpﬂwmmwﬁmm
nhdin ¢4 hodn thinh hir nghim i cii thaln 20% &4 khdrp dau v sung vl i thifin 20% rong 2 trén 4 dénh gid i danh gid Inén b8
i nghién ol viln, ddnh i ol b4 ca binh nhén, & tan phd, e 88 ling hing clu (ESR) cho cic nghifin ciru €51 v 652\
3m!ﬂﬂl”ﬂﬂbﬁd‘%ﬁﬂﬁmﬂwhﬂdﬁmm#hﬂmMﬂld—‘hﬂ
Analeg vt ESA cho cic nghain ciny 2008, 654 vi 302

Nghidn ¢ 651 tndn 264 bénh nhan b vim khép dang thdp hoat tinh vai it nhdl 20 khap 180 quan, 43 thdl bl Tt ahdl mdl thuc viém
Khdp dgng thilp chinh, droe xép nhom ngly nhvén 3:3:2 vilo mét g 3 thom sau: (1) lidu ciclosperin 25 - § mghayngay, (2) Wy
methotrexal 7.5 15 meyuln, hodic (3) gid duge. Thix gian ¢s8u i 1824 tuln. Lidu ciciosporin trung binh tai Bn thim khém cudi cing 14
3,1 mghg/ngay, Xem Hini 1,

INghidn i 652 thye haf trin 250 bénh nhdn bi vidm kharp dang thip hog! tinh v » B chil dau thérp, A thdt bai R nhdt mit huc
wibim kirp diang thilp chinh, xép nhom ngdu nhidn 3:3:2 viio mit rong 3 hem sau (1) b Gidlosporin 1,5 - § mgfhg/ngay, (2) iy
cicasporn 2,5-15 mgMulin, hode [3) g dupe. Thid gian didu b 1 16 %, Lidu ciclosporin trung bin clia nhom 2 tai n thim kném
'l g '@ 2.52 mghgngay. Xem Hinh 1.

{OL811), ehiorambucl (OLAS0S), gid
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aghién o 2008 a5 i rn 144 bkt i by vim khop 670 (D heat i i = 6 khp host hiéa, 08 1t b it b b bding
mumm&m.mmmmmmﬁmmummﬁmmw]mmzu

-« dibu €inh 824 g @y d dial dheor nding 4 dich vA (2] gid duere, Théri gian dibu b 14 24 tudn. Libu ciciosporin rung binh i

pudom KN4 S5 cing 1 3,63 mggingdy Xem Hinh 1.

Jghitn ¢l 54 thye N b 148 binh indn ¢ Sang vim & 8 K0P hojc nhidu hem mi dindu i ver fidy 181 da odn cung nap
i methalrexate Irng A nhd: ba thang, Bén mdn 1p e wdi [ hidn 1] cda methorexale va ngoAi ra duge ditng ngdu nhign v

44 trong Cic thodc sau: (1) ciciosporin 2.5 mykgngay ting kn 0.5 Mgy taltulin 2 v 4 néu khing thily ddu hifu v dée (i
Asmdd inghim 05 y ta talkr & v2 16 ndy gidm <30% khé viden md khdng oo dde linh ding ke ghdm libus Laf b8 ey

it B 30 0 B irh P (2) g e, Thi giam i b 4 24 bl |idy elciosporin trung bink 131 B (W4 kham cufl cing

28 mgkpgay (Whodng 13- 4,1). Xam Hinh 1.

pughin ciny X2 T hidn irén 239 bénh ndn b viém khop darg 1 dang vidm néing, 85% khiéing cd ddp Umg holic khéng hdp thu
it it 1 tuic BA I diy Béan nhiin die ndu ritvén chen vAa 1 trong 2 nhom &y tf (1) Nacral va {2) clelosperin, 4 hal déy
odre bt B3u v mirc B 2.5 mg'hg/moly v tng ién 0.5 saud Mm&mwﬁuswmumm
~af bt i em i 05 i i, T pan iy 1 24 i, Lo Sk porin rung bin tai B thm khdm cufi cling 18 2,91 mgagngiy
{hodng 0.72.- 5,17) diver Neoral vi 3,27 mghgingy (thadng 0.73-5,58) 3i véi ciclosporin. Xem Hinh 1,

Hinh 1 Efﬁ-mmd-nmwmwmwuswmhqml.mm
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*CaA: tickosporin, Mibx: metholrexate, Pl G duor (Placeba)
Bénh vily nén

Hiu qua el cickosporn di Aug chimg minh Fong 1,270 bdsh nfién by bénh vy nén nding trong 13 nghidin e 1m séng. Ba thir
nghiém chinh i 461, g g 8 kidm 50d1 Pyt hién réa 296 bénh ahdn, Lrong d6 199 ngus dugre did bf bling ciclosporin va
37 nguni ding gé dhroe, e 560 s trong khesing 12-16 hun B i (Nghidn et US299, USS01 v L1S502), nghién ciru gid
3uroe e A5 chimg nid hom bag g 105 binh nhdin, irong 86 53 nqurl duge didu b béng ciclosporin vil 52 ngurr ding gid duge
[Nighin eins OLB002, OLB0YS, OLA00G v GyA4d) 43 b g vide sir dyng ngiin han. Hai nghibn cxru km hom (Nghién ciu OLBO1A v&
OLB014) heo ghm 405 bish hidin, Fong dd 192 rgursi duge didu 1 biing ciciosporin v 38 ngu diing efretinale, cung cp thing tn
8 hidu qu & han, 89 an lodn vi hdp hu i By cickesponn khic nhau, Hal cng thire tia ciclesporin duge so sdnh inyc p rong
sl nghién cizu B rung tim, g nhién, mi di bao gdm 308 bénh nhén (Nghién ciru DLPA02), durge h trgr b mit nghid oy
Durge ding hoe nhd hom bao gim 39 bénh nhdn (Ngreén cir N101) v bii mt nghién ciru ddnh gid (Nghién ciny OLER95) rong 60
20ing thire vi nhi Lomg duree ding i e cho 41 bénh nnn.
=4 binh nhdin dure Gy ] rong chemg inh Bim s3ng ki bénh nhlin nguts Km bi biinh vy nén nding trong 64 dibu 1r thing thutmg
 ichéing hidu qusd hosic khding hich hop. M1 85 caie phuong phig car biin kndc nau i higu qué 04 duge st dung trong cde nhién
airus m sing, by (i téng quat v dinh gid tnn clu e hidin bir cie nha nghidén ciru, thér gian Gl phat, ddnh gid difn tich b3 mit
nEHMWLm#mudymmwﬁwuméﬂmm

(it qui cim mdt phéin ich pfip i 3 thir nphim gai chrore, mi 891, ¢4 kidm sodt (Nghién ciru US209, LIS501 v US502) ¢ cho thiy
yam il nhdl T5% PASI trong khodng ke T6% bénh nikdn didu b bing I3u khén d3u 3 161 100% bénh rihdn didu I vé1 iy
it 84u 7.5 mghgingiy, £3% & bénh nhan didy i 5 mgkgingiye T4 phdin rim cao nhdt cia blinh nhén trong ahém ﬂ:zc
2 4%, Kt qui phdn tich gdp ola mil I nghiém kndc (Nghifn e 8002, 6003, 8006, CyA~40, 8013 va 6014) cho thily giam it

5%, PASI ciia 55% biah nhdn Gy I bing i khéi 3l 2.5 n B7% bénh nindin didu tr v ibu knisl alu 5 mkgngy
3 it thét 75% clla PAS| i ure quan sit Iy & T2% cia 152 banh nhan iy irj bdng Sandimmun Neoral va & 62% cla 156 bénh
mf;#wtwammmm"mmwmuum.

8 qus ol ciciosporin 42 dugx chimg minh bong vidm da o Gmg nghim rang & 2 thix nghidm chéo gid dur, mis 04, o6 48 chiing
ey hanh rong 8 tuln didu I (SIM 78 v SIM B0) vi mi}t nohibn cify i durge, 0 08 chimg, mi 51 8 hanh trong 6 wln didu ) (SIM
). Liby 5 myugngly duroe sir dung & cd 3 nghidn e Noodi r, ba nghuén cru shiin mér khdng déi chimg (SIM ADOY, SIM ADGZ vA
WLA0055), mit ngradn ol g rhien, o 35 chirmg, 69 b SIM AD 5-4-3/3-4-5 vit it nghin ciru don trung tm (SIM 5704) ad

S e hign A6 ke tra Ty 18 b phl s khi ngiing dlng clckosporin hofc dnh hurtmig ctia @By b My dal v mic by khéc phau.

rong it o nhing nghidn e ndy (SIM SFO), 5 mof m ngly clia thube duge ding trong 6 tulin, sauw 4 1 B 14 phat duge
R sy sau § hyén Sau: bénh rhin b4 phét 83 dupe ding li thir hal el ciciosponn va theo A viée tl pht kgl Tiong odc
gt ey € 4 nan 5 A I2, UL 100SE TN AD 545745l b o reaclisp ara: o A it dhva thoe d i v A e e

. Trong £ nghitn cirs md, bénh nhin A3 dug khdi dhu vol i dp ciclospenn (25-3,0 mO/kp/ngaY). 53U 86 duge S chinn

niuwuﬂmmumwmmmwwm1mﬁ:“mwﬂwmmmmm

du & dupe sir dung Téeg s 376 biénh nhan trong  nghide ciu, 258 bgnh nhiln durge didu 1 bAng ciclosporin, 23 ngui dung oid

m\d_ﬂ'wmddﬂwrhvwémmuw“mmﬂ_gﬂmﬂ&qdzammumm

tr baing ciclosparin trong I gan ngdn (89 g diimg torg 6 tln v 170 nqu diing ang 8 udn; 117 bénh nhdn frong nghidn

cu i han, 100 nguA r0ng 85 46 8 drore diu ¥ R rt 12 thilng B i 4 durore diBu r ong churomg trinh m sdng 4 bdoh

Dl sl v T o, ol e b Ay R
cuy ] T

e phép do ke bao gbm Béu e ngira vA milt ngls Pl ch i e e vig da e

G it qué nghién ciry gid duge o kdm sodt (5M 79, SIM 50 vi i ciclosporin 44 cd heéu qud inin

mmwﬁmadmnmaﬂwsmema:w&mmummmwﬁmuw

b it bal, Kt qud e cde nghin ein 6 har 83 € ring i us s i dy b 2t e i o 5 mgingdy trong qua inh

bt cia cac nghién ciu ndy, mic Bl khd dih 94 &nh Pemy cla g4 inh e nhin cda bénh ién kit qu dai ham, Trong nghidn

iy SIM SFO4, in kot 43% vl 52% biénh nham 1 phit 2 3N B xh nging i b bing ciciosporin B0 & va B thir hai 1 1)

phat ting W kromg (g 71 vé B7% sau & kdin.

lr LIEU AN TOAN PHI LAM SANG

i uing, cickosporin khdng cha chimeg oir vé 8B tinh giy bidn o noge thal rong cde e chidn

ool 17 MgND (g 4 30 IRV kBB (s o g T e et

b & tich vor phi thai nhu &4 thiy o8 s ing 1y sl vt chétInsbe v say ki sinh, vé gidm cn nidng ciia bao tha cing vat chdm

fa0 xuThG

Trong hal céng trinh nghidn ciiy & edng b, thé tiép Ko vo1 CICISP0R ong 1y (i thé ma (kéem i ngdy 10

45 0l 1 gim o5 6 i, P i il g oy 9 D g vy i i o o s i O 0O

Chul edng e b chira tibm Tnh mach méi gy 12 mg/iag exclosporin (gip 2 o W tem 77 mach khuyén eio cha ngutr) 68 lam

cho fhai ting thn 56 khuydt 531 & viich ngiin thm thit 3

Nhimg phit hin irén chira diroe chimg minh & cic lodi s0c w41 khac iiméi i quan trén ngun ebnchua rd,

Nmmmmwwmﬁmmmﬁmumuame 7810 trén chud nhik cha thy,
" v o

4-16 moykg mii ngay. bng chimg cho iy 02 KUY hutmg e nét v u lymand £ao & chudl i vd lag rl it 1§ 1 ung
o iyt 528 0y g 4 i g W ukado bl b R ) 9 e
2 ' u nhom
o bidu md 18 ko gan v u tuyEn ddo tuy tgng knbng thdy phy thudc Bu gng. ’ o
Jnfy bt %61 K nding sinh s trong e nghién iy & chudt oding due vi i chura upe chimg mind
Ciclesporin kiing o8 ¢ tinh gey bidin d&Ac tinh vir gien Irong lest Amed, test v79-haort, test nhAn nhd tin chut nhdl v
wmm&.uﬁhm&mﬁmﬁwmﬁwrmmNmmﬂtw&m:ﬁmuum
ey sy Sy 3 el et oy o e Lo o L
e ] L] chi dis

D vt hive o §dy c4m (mg SCE) khi ding ndng
Su £ing Iy 18 wiBe tinh B8 B chumg Qe cding nhén ala sy dre chif midn dich o eéc bénh nhin
&m:mmwmwﬁ:néﬁneumu&a mﬂmﬁﬁw
futmg manh, vl & bénh nhin diing cAc hufic (o dich khae. G4 bdo 0 rling khi
mmmwdﬂnﬁmd g‘muaﬁmm s
piku KIEN BAD QUAN

dich ung Sandimmun Neoral clin phéi bdo quén & nhiét 83 15 - 30°C, i 20°C trong hon 1 vl dung dich
m*mﬁ&mmm*mﬂﬂﬁsmm%@ﬂmm@ﬂmmmm
w1 ANt 88 30°C. G4 tnd i kb nivdn iy e mitnh i hodi cin nhe. Hién 1romg ndy kndng cd Ann hurdng 161 hiu b vd 89 an
oin cika thudic va phil dinh (Bu 5ing &ng ppet 4 dm bbo chinh xic.
AN DUNG
3 thing bl W ngdy sdn rult.
&lhlﬂim‘,‘" t'n = W
QUY CACH BONG G|
Hép 1 enal hdy tind 50 mi cung dich wng
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0 50 sAN xudr
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