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RRx: Thudc néy chi diing thea don thusc

Detoxiron

Théng Id n A< 1 vin.
Viée sil dung két hop cic m&mmm ¥Gi s3t khang dugc khuyén céo di vdi bénh nhdn c6 ndng & feritin gidm
xuéng msm-myl (dlﬂswwthiillusqualmk).

Dlig & em 106 dén &n han ché va khng co di iéu vé sil dung deferip
(Deferipron 100 mg/mi) & tré em dudi 6 twoi.
Déxatimtaytréem Cdch dang
Doc kj huréng din st dung truic khi dang Ding duing udng. Nén pha lodng khosng 10130 véi nuc dé uéng.

Thanh phén: Chdng chi dinh:
MGi 1 ml dung dich c6 chila: -Man cm vi deferipron hodc bt i thanh phin ndo ctla thudc.
Hoat chit: Deferipron 100 my (nhznmwd;mbcmhxhdu trung tinh,
Té duge: glycerin, sucralose, tinh ddu bac ha, " bt b
Mlavor A1385617, mdu sunset yellow, nugc tinh khist. ~Phy 1l ¢6 thai vi cho con b
Dang bio ché: Dung dich uing d6aq shit, mauvang cam. (o chégiy gimbach ciu cia deferip 13dha d khing sirdung deferipron wi ¢ thudc 6 nguy ca lam gid
M@ ta: Dung dich trong sudt, miu ving cam. bach 3o hode ¥ deferipron cho bénh mndn 6 gidmb: 2

Detenpron duoc ki dint ¢ @ tm du thia s3t hong cd thé, chi yéu xdy ra & nhiing bénh nhan mikc bénh thiéu
i fan miy bim sinh {thalassema) mi cac thudc tac dung theo o hé o phisc vl sdt bi chng chi dinh hosc
khong du ddp ing.

Defenpron chusc két hop vé it thude ta phiic wi satirhde duoe ehi dinh 0 nhing bénh nhan mdc thigu mau tan
mau bam sinh ki dié tr bing cde thudd tao phic v6i s3t don lé khong (8 higu qua hodc duoc chi dinh dé phong
ngiia, diéu tr cachiu qua de doa dén tinh mang & ¢ truing hop qus 1 sit.

Liéulwgng va cich ding:

Canh bao va thin trong:
Deferipron Lam giim bach Ciu trung tinh va aach ¢3u hat. Benk nivin nén duok kiém tra s6 higng bach ciu trung
tahhang tuin.

Ve bt phuc bai bach edu trung tinh 3 duoe bao ¢ 0 d o fs Néu bé

trong khi dung defengron, nén ngung dung thud va theo din hﬂ\q bach ciu trung nnh <hit che han. Nen bao
gy v bac si kb bénh nhiin ¢ i iy chingnhiém ktisdn husat, dyu hongva cac triéu chiing gdng ahe cim.
Khong nén diéu ti vdi delenpron cho benh nhan 3 bi giam

+ Nguy ¢o gum bach ciu trung inh vi gdm bach cdu hat L cao hon néu 36 lueeg bach ¢Su trung tinh tuyet d8i
(ANC) thip hon 1,5 % 10%E

Defenpron duge bt diu sl dung va duy tri bk bac s ¢ kinh nghiém tong viéc déu i cic bénh nhin thiéy miu +Thintreng mw-umwhungh—‘"h hineosé ] & 461 (ANC) thap.
tanmau di truyén. Trong truing hgp bénti nhaa bi gidm b inh cin ngung sU i ing nhu cic thudc khic b
Lidu luong nquy:u lﬁmqum Iuduiu ltmg tinh. Benlu nlun can duoc cich ly 6 trinh nNﬂn iluun ciing nhu can duge lam
Uluﬂinlnmﬂlﬁkﬂpl‘)ﬂdlﬁ(Wenéolizswlglwlmg(dm! Usng 3 kin/ngay véi tdng liéu hang 4 tinh. Cin duc bé sung kip thi au, 1iéu ciu hodc bach
gy 1375 may/ Itfgng co thé. Liéu ¢ cin o o chin i dén 2.5 g chunhdnts0 s khi 8Kt qud ét nghiém, Cantheo 8B cicchisS ndy hing gy ong3 tule ién i o dim b
nhit. !embqu(hll!l" dudi di "'leﬁllmg“ én cdoch lung gnic 10kg, € chisd ci bénh nhan tr vé binh the é i trinh i tr 6 i # hop vii gidm bach
Nwmliulmmiimglkg'nw,mmmmmuoumng '] & ing trong hugng, i thi cin duo chin dodn theo quy tiinh va diéu tri theo phic 85 thich hop.
thé bé {ia bénh nhdn ki bidi s cla 10 kg ducc liét D tinh gy ddt bién: Deferipron cd thé gy 2 ddc tinh trén gen do d6 khng loai trif kha ning ¢ theé giy ra dét
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3 g ; thé13m gidm ndng 63 kém trong huyét tuong, cén phii
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20 1500 500 50 Knbogcb diliéuvé i ing bénh nhn duong ish vdi HIV hodc nhan bi suy
30 250 750 15 gudm mién dich, do d0 khisi dyng deferip iing bénh nhan b suy guim mién dich cén duc cin nhic khi
Igiichcao hdn nquy a.
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00 L L Khng cb s iéu vE viéc i dung deferpron o bénh nhin suy thin hadc gan, Do defesipron duo b3 1t chi yéu
50 3750 1250 s qua thin va chuyén ho 3 gan, do 86 ¢in than trong khi si dung cho bénh nhin bi suy thin hodc 15i loan chic
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z B Trong this gian diéu tr, nusdc tidu 6 thé chy do sut 30 thai phifc hap 8t — deferipron.
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bi;:qi hdng duk 94 g q cia déferipron 03 u ndo cdo. Do 85 cin phd o¢ st dunq ié
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iéuchudn (75 g kg Guoe it qud 100 my/kg/ngsy. Trong cing thic dung 9 y yellow 6 thi gdy rad ing.
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bdo cdo. Nguy ¢ tiém &n Kén phu nll mang thai chua dugc xéc dinh. Khin®y phy i <6 khd ning mang thai nén T h b Gng deferipron. Trong d 56 rhing bénh
trénh mang thai trong thoi gian sur dung thudc do thudk ¢6 thé giy a5t bién gen va qudi thai. Nhing phu nil ndy nhanmy mxurqmyﬂumgmﬂnqu):énimnmlmmmkhhgdnmmhmgﬂmlﬂn
‘nénduoc tu vin dé sir dung cic bién phip trinh thai va phdi ngil fe 13p tiic néu ho mang thai deferipron.
hojedy dinh mang thai. -Mat lumgnnémn mg hum mm«mﬂu« Kt wdi deferipian, mét s3 it bénh nhan. C6 thé udng b sung

5 di jng ¢ viéebbi b defes me hay Khng. Knisn céo khng il du & Kt gia "

thudc chocon bit. -Rﬂlamtﬁnhnhb & em khi diéu trf blng liéu gdp 2,5 1dn liéu & L

Dicodilié ipron kh khd ndng s hit trién phoi sam 8 dng vat. hudng ci biocdo.Doda Jinhdcnhdbénh i
mhmgae\mmgmmm..unnm,m qui 100 mg/kg/ngiy va ¢ n ¢ hién 1k i
Vi il dyne thudc khdng dnh huong 16 kha ndng L4 xe hodc vin hinh méy méc. Théng bdongay ch ip phil céc tdc o thude
Tuong tic thusc: Qui liéia v hung x tri
(omfglygdmba:hdu(mmmhcmm!hnrbdodékmwﬂmdehnpmmckmIlm Moﬁ(nﬂgmmlnwmmhmmw(&

bach cé tinh hodc khong duac st dung deferip pi Tuy nhién, g giat nhin ciur...) 03 dusc quan atré

milgﬂuy(d «dc bio clové tuong mgmﬂmmm& thudc khic. Tuy ahién, dodeknpmwlheqin két
il ¢3¢ cation kim logi, nén ¢ kha ndng xdy ra tuang tic gilia deferipron va cic thude ¢4 chia cation héa tri 3 nhy
tiicen. Doviy, khng nén sif dung ddng thii deferipron va cic thsdc ¢6 chi nhdm,

Seban 10an khi surdung ddng thix deferipron va vitamin C dhua dux n e ddy d0. Dua trén ce bao <o vé
TWeng 1aC xdy ra gils dung defenpron va vitamin (.
Técdung khang mang mudn:

-Cacphan ng bt loi phd bém nhit duce hdo co trang khi diéu tri vii deferipron trong cic thi nghiém lim sang
Tabudn nén, nén, dau bung, ¥a miu s3¢ bit thubng (chromaturia), durc bdo cao & hon 10% bénh ahan. Tic dung
khéng mong mudn nghiéer trang nhat tréa Lim sang aka defenpron 1 mat bach ciu hat.

150 sudt the hién tac dung khicng mong medn gap phai nhusaue Rit phd bien (ADR = 1/10), thuong gip (1110 >
ADR 2 1/100, it g3p (1/1000 = ADR < 1/109), R < 1/1000) va cdc trudng hop khdng rd thong fin khic,

vavitaminC, g khisi

. nguén
slidungliéu gip 2,5 i liu 61 6 i cio (100 mg/ky/na) rong ot vi . G ching i koan thn kinh
din din bién mit sau khi ngung deferipron.

Trong trsng hop qué liéu, bénh nhin nén duoc gidm sit chit ché.

Bictinh dugc I hoe

Nhém duge I, Chdt taophic véi sit:

M3 ATC VO3AC0?

(o che hoat ding: Deferipron {3-hydroxy-1.2 4-one) la mot chit mang ¢ hai nhanh, két hop véi
sattheo tiléphdntd 3.1.

Téc dung duac lyc hoc:

Ngtén ciu 13m $3nq 8 ching minh ring defepron co hiéu qud iong viec thic dly dao thir s3t va vai liéu 25
mg/kg x 313 mdt ngiy cd theé ngan chin qu trich U dong sit 8 binh nhin bi thifu méu tan mau bém sinh, dioc
dinh gia thing qua ferritin huyét thanh, D liéu nghién cits lim sang i chung minh ring viée sif dung ding tha

Sl aes e It gle ke Lol deferipron vdi ek (g ding thé: haic ding i tng ngiy) 064 co ice qus 1 tiog thil i sit
Miu va hé thing méu “f"'b?("li“"w"'ﬂh abénh nmhmmn\éuh&mﬂmmvmmdwdmhluqﬁm Liéu ditng deferipron dao ddng 1ir S0 dén
Mit bach ciu hat o 140 Tuy rrwda suphdi hop 6 thé khing bio vé himg tén
Réi loan hé thing mién Phin iing qui mn mmmqmdosllg.nu.
dch Dt dng hoc:
" 7 Hap thu: Deferipron duoc hip thu nhanh chang & phin trén cia ddng tiéu hda. Nong &5 dinh trong huyét thanh
m“;""‘"’"‘m‘"“ Fegkidiy 3t 0w it 45 660 60 phit su 1 0 oy o énh nhan i 861 thé kéo 43 0én 2.9 nhiing béoh
hindi licno.
Réiloanhé thin kinh Baudiu Sau khi disng fiéu 25 mg/hg, nng 8 dinh trong huyét thanh cia sénh nhin ding thudc lic no ( 85 pmol/) thip
B0 b o ding h i 81126 vk}, m g lugngdefeipron! N
Ralomhétiuhéa | Busnnon Tachiy it il Ao e 120 skl mic R ¥ Vg b e
mb hopmdldng&]-lydmy(\ndllmpmﬂhMMLMugﬂ-hhumghwelmthukqwmﬂm
ol 13 2-3 gid saukhi udng deferipron.
R3i loan da va md dudi Phidtban i i e thii tri thin, 75% dén 90% tim thiy trong nuc tiéu trong
& Méday g RGN S 0 hopsit fepron, Pl i
Réiloan coxuiong v md Baukhdp thii i an. Théi 142-3 i,
liénkét Quy cich déng géi:
Thin v3 hé thng B8t | Maunudc tidu thay 66 m::“"' -
) = Bioqudn trong bao bl kin, rinh m, teinh dnh $3ng,  higt 6 dus 30°C.
Réiloan chung Mt mdi Han diing:
Gughign i ' Togmengan Tiéu chusn chithigng: TCCS
Nha sin xult:
“Tic hiém 4 sdng ca deferipron K mit bach
I‘ikpiplelM!l\ql'l%(hid!almu\glinh<lSlll'mﬂMWﬁ(Mmlhmgm<‘lSﬂd’fl‘ -1
~ Tiéu chdy, hdu hét [ nhe va trong thii gian ngin, 8 duoc bio cdo & nhiing bénh nhin dusc déu i blng Cangty c8 phin Dugc phim PC1 Ha K3i
defesipron. Cym g nghiép Ha Binh Phuong, TRudng Tin, Ha Néi
~Tédyng khong mong musn trén i ong gip i bt ddu diéu tri v thung biés g ving m)
tusn ma khéng cén difng aiéu .

- Bénh khdp bao gdm 1 dau nie & m3t holc hidu khdp 85n viém khép cd tian dich v cd inh hubng dén vin
g 83 Augc bdo cdo thiy & cic bEnhmhan duac tiéu trj bng deferipron. Bénh khap nhe ndi chung thuéng dién



