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“Thu8cny chi duing theo don thudc”
“Dé xatimtaytré em”
“Dockj hubngdinsirdungtnuc Khiding’
Thanh phén cdng thirc clia thudc:
* Cho 01 Ip thuéc tiém déng khé:
Thanh phén dugc chét: Deferoxamin mesylat.......... 500mg
* Cho 01 8ng nutc céit tiém 5mi:
Nudrc dé pha thudc tiém vd.
Dang bao ché:
Dangbao ché: Thudc tiém dong khd
Hinhthirc:

Lo thudic tiém dong kh: Bt dong khd mau tring dén tréng nga, dong trong lo thiy tinh, day kin bing niit cao
su, 06 ndp nhdm bén ngoai.

Ongdungméi phatiém: Ché pham 3 dungdich trong, duorc déng trong 8ng thiy tinh, han kin, khdng ranndt,
khéng den dau.

pH clialo thudc tiém ddng khd sau khi pha trong 8ng nutdc cat tiém 5ml: 4,0- 6,0

Chidinh:

- Bénh thira sat nguyén phét khi khdng thé chia khai bang th( thuat trich méu finh mach.

-Bénhthira st thir phat.

-Nhiém ddc sét cap tinh.

-Nhiém décnhdm & bénh nhan suy than duor diéu trj duy tri bdng thdm phan.

- DUing trong chan dodn thdng qua thir nghiém deferoxamin:

+Chan doanthira sét.

+Chan doan thira nhdm trong chay than nhan tao.

Liéu duing - cdch duing:

Liéuding:
Piéu tribénh thira sét nguyén phdt khi khéng thé chita khdi bang thi thudt trich mdu tinh mach va bénh thira
sdtthirpht

Liéu lugng trung binh hang ngay thuding trong khodng 20 - 60 mg/kg didi véi moi céch dung.

Diéu tri bang deferoxamin nén bét d&u sau khi truyén khoang 20 don vi héng cau lang (khodng 100 mi/kg)
hoiic khindng d6 ferritin trong huyét thanh diat 1000 ng/m.

Tré nhé: Sy cham ting trurding o6 thé xay ra khi dung qua liéu deferoxamin. Néu can st dung thuéc & bénh
nhan dudi 3 tudi, phai theo ddi can than sy ting trurding va lidu dung trung binh hang ngay khéng nén vurot
qua 40 mg/kg.

Ngui 16n va tré em: Liéu duing va cach duing c6 thé durgie xac dinh theo timg bénh nhan va dugc diéu chinh
trong qué trinh diéu tritiry thudc vao murc dd nghiém trong cliatinh trang thira st & bénh nhan. Nén strdung
lidu thap nhat o6 hiéu qua. Viéc dénh gid dap (g clia thubc b thé thurc hién hang ngay bang cach theo ddi
surbai tiét sit qua nudic tidu trong 24 gidy. Sau khi da xac dinh duorc lidu lugng thich hop, ¢6 thé dénh gid mirc
d6 bai tiét sét qua nudc tiéu cach vai tuan mét fan. Liu lugng trung binh hang ngay cd thé diéu chinh theo
nong do ferritin d& duy tri chi s8 diéu tri dudi 0,025 (Chi s diéu tri la liéu lugng trung binh hang ngay
(mg/kg)/ndng do feritin huyét thanh (microgamy)). Chis6 diéu tri o6 hiéu qua trong viéc ngdn ngira thai phirc
chat clia sét qua muc, nhung nd khdng thé thay thé viéc gidm sat lam sang chiit chd.

N6i chung bénh nhan c6 ndng do ferritin huyét thanh dudi 2000 ng/ml dap Ung véi lidu luong khodng 25
mg/kg/ngay. Bénh nhan c néng do ferritin huyét thanh 2000 - 3000 ng/ml, liéu lugng thong thuding vao
khodng 35 mg/kg/ngay. Bénh nhan c6 néng dd ferritin huyét thanh cao hon, liéu lugng can thiét o6 thé 1en
dén 55 mg/kg/ngay. Khdng nén thuding xuyén vurot qué liu trung binh hang ngay la 50 mg/kg/ngay, trir khi
cantang curdmg diéu tri ddi véi nhiing bénh nhan da trudng thanh.

N&u nbng do ferritin gidm duti 1000 ng/ml, nguy co nhiém ddc deferoxamin ting Ién; Do d6, diéu quantrong
2 phditheo d&i d3c biét can than nhitng bénh nhan nay va cd thé xem xét gidm tong liéu hang tuan. Ligu luong
dugcchi dinh 3 liéu lugng trung binh hang ngay.

O hau hét bénh nhan dung deferoxamin dudi 7 ngay mdi tusn, lidu luong 6 hiéu qua cho mdi lan thudng
khac véi liéu trung binh hang ngay (vi du, néu liéu trung binh hang ngay la 40 mg/kg/ngay va bénh nhan duoc
duing 5 lan mdi tuan, mGi [&n tiém truyén nén chia 56 mg/kg)

Viéc diu trj thuong xuyén bang deferoxamin da cho thay cai thién tuditho &bénh nhan Thalassemia.

Tiém truyén dudida chém

Tiém truyén dudi da chdmbang mét bomtruyn nhd gon mang theo nguitrong khoang thi gian 8- 12 gicy
duocxem [ o6 hidu qua va rat thuan tién cho nhitng bénh nhan di lai duorc. Cling cd thé kéo dai thdi gian tiém
truyén Ién déh 24 gitv. Deferoxamin thudmg nén dutgc ding véi bom tiém 5- 7 lan/tuan. Deferoxamin khong
pht hop véi viéc tiém truyén nhanh dudi da.

Tiém truyén tinh mach trong khitruyén méu

Viéc 6 san dutmg tiém truyén tinh mach trong khi truyén méu tao thudn loi cho viée dung thudc qua duomg
tiém truyén fihh mach, d3c biét trong truomg hoip bénh nhan khéng tuan tha viéc diéu tri va/hodc khéng dung
nap dutgc cch tiém truyén dudi da.

Khéng nén cho dung dich deferoxamin truc tiép vao i dung mau ma nén cho vao day truyén mau bang mot
b nGihinh chit “Y” gt gan vi tritiém tinh mach. Deferoxamin s& dugr truyén chdm bang bom tiém. Vichi cd
mét luong thudc gidi han cd thé truyén duoc vao tinh mach trong qui trinh truyén mau, nén loiich [am sang
clia dudmg dung thudc nay bj han ché. Bénh nhan va nhan vién y t& can dugic canh bdo vé nguy co'truy tuan
hoan c6 thé xay ra lién quan dén truyén nhanh deferoxamin.

Tiém truyén tinh mach lién tuc

Hé thGng gan vao tinh mach (implanted intravenous system) o6 thé diing khi can ting cuomg diéu tri thai sit.
Tiém truyén finh mach lién tuc duoc chi dinh cho bénh nhan khong thé tié tuc tiém truyén dudi da va cho
bénh nhén ¢ céc van dé vé tim thi phét do thira sat. Liu deferoxamin tlly thudc vao mitc d thira sat clia
bénh nhan. Nén do thutmg xuyén luong sit bai tiét qua nudic tiéu trong 24 gicy khi can thai sét manh (duding
tinh mach) va diéu chinh liéu luong phts hop. Phai can than khixa dich trong duomg truyén dé tranh truyén
d6t ngdt lurong deferoxamin con sét laitrong khoang chét (dead space) clia day truyén, vi diéu nay cd thé dan
dén truy tuan hoan.

Tiém bdp

Vitiém truyén dudi da hiéu qua hon, chitiém bap khi tiém truyén dudi da khdng thé thurc hién duorc.

Vi bat ol duomg diing nao dugre chon, lidu duy i cho timg bénh nhén s& tly thude vao mic do bai tiét sat
clabénhnhan.

Diing déng thoi vdi vitamin C

Vitamin Clam ting luong sét cho phan tmg chelat héa.

Bénh nhan thira sit thudmg bi thiéu vitamin C, 4 thé [ do st oxy héa vitamin. & nhitng bénh nhan nay, ¢
thé dling dong thoi vitamin C (t0i da 200 mg/ngay duding udng & ngudi Im) dé ting bai tiét cac phitchop clia
sit. & tré em duti 10 tudi, 50 mg vitamin C thuoing 3 ¢ Liu 100 mg dugc 4p dung vdi tré In hon. Lidu
vitamin C cao hon khong lam tiing thém sur bai tiét phirc hop sat.

Khéng nén sty dung vitamin C trong théng diau diéu tr bang deferoxamin.

Nhiém déc séit cip tinh

Deferoxamin [ diéu trj b tror cho cac bién phap chuan thudng dung trong diéu tri nhiém doc sit cap tinh.
Diéu trj bang deferoxamin durgc chi dinh trong bat ky tinh trang ndo sau day:

-Bénh nhan 6 biéu hién nhiéu hon cactriéu chimg nhe thodng qua (vi du cd nhiéu hon mét lan nén hodc thai
raphan ong).

-Bénh nhan cd biéu hién ngd lim, dau bung dir ddi, gidm thé tich méau hodc nhiém toan mau.

-Bénh nhan cd két qua chup X-quang cho thay nhiéu nét m& & ving bung (dai da s& nhitng bénh nhan nay
tiép tyc tiéh trién dén triéu chimg bi nhiém doc sét).

-Bénh nhan c6 triéu chimg véi nong d6 st huyét thanh cao hon 300- 350 microgam/dl bat ké kha ning két
hop sét toan phan (total iron binding capacity). Nén xem xét mét bién phap bao ton ma khong dung liéu phap
deferoxamin hodicnén xem xét céch khac khindng dd sat huyét thanh & mitc 300 - 350 microgamy/dl & nhiing
bénh nhan khdng c triéu chimg, cting nhur & nhiing ngudindn khdng cd mau hogc tiéu chay ty gidi han ma
khong co cactriéu chimg khac.

Deferoxamin tiém truyén fihh mach lién tyc la dumg dung duoc chon nhiéu hon. Téc d6 truyén duoc khuyén
cdo la 15 mg/kg/gidy va nén gidm liéu ngay khi finh trang Iam sang va két qua xét nghiém cho phép, thuomg la
sau 4- 6 gioy dé tong lidu dung dudmg tihh mach khong vurot qud lidu khuyén cao 13 80 mg/kg/24 gior.

Viéc diéu trj thai sat nén duor tiép tuc cho dén khi dap gttt ca céc tiéu chi sau:

-Bénh nhan khong durgic c6 bat ky dau hiéu hogc triéu chimg nao vé nhiém doc sat.

-Pat ndng d6 st huyét thanh & mukc binh thuomg hodc thap (vi du, dudi 100 microgam/dl). Céc xét nghiém
khong thé do dugc ndng d sit huyét thanh chinh xac khi dang duing deferoxamin, ¢6 thé chap nhan ngimg
duing deferoxamin khi tét ca cac tiéu chi khac déu dap img néu ndng d6 sat huyét thanh do duoc khdng ting.
-Trudr khi nglmg deferoxamin nén chup X-quang bung kp lai & nhiing bénh nhan Itc khdi dau ¢4 nhiéu nét
md& &wing bung, dé dam bao céc nét me & mét di, vi nhiing dau hiéu nay gilt vai trd nhu mot yéu t6 chi thi
v viéc hdp thu st lién tuc.

-Néu bénh nhan o6 nudc tidu mau hng nhat khi khdi dau digu tri bang deferoxamin, viéc chey doi mau nude
tiéu tr&r vé binh thuoing trudic khi nglmg diéu tri bang deferoxamin 1 hop Iy (viéc khdng con nude tiéu mau
héng I khong dti d& dam bao viéc ngiing dung deferoxamin).

Hiéu qua didu trj phy thudc vao lugng nutdc tiéu day dd dé dam béo a phitc hop deferoxamin véi sét duorc
baitiét ra khdi co'thé. Néu ¢d thiéu niéu hodc vo niéu, c6 thé can phaithdm phan mang bung, chay than nhan
tao hodc loc méu.

Nhiém déc nhom & bénh nhén suy thén durore diéu tri duy tri bing thém phén
Phtc hop véi sét va nhom clia deferoxamin c6 thé tham tach durgrc. Sy thai trir nhiing phirc hop nay sé ting
1én béng cach tham phan &bénh nhan suy than.
Viéc diéu trinén dugc xem xét & nhitng bénh nhan c6 dau hiéu thira nhém hoiic khdng 6 triéu chimg nhung
6 ham lugng nhdmIén hon 2,2 micromol/I (60 ng/mi) nhiéu fan va kém véi thir nghiém deferoxamin duong
tinh (xem dudi day). Day Ia truomg hop dic biét néu céc dau hidu sinh thiét xuong cho thay bing chimg vé
bénh xuong lién quan dén nhém.
Nén dung deferoxamin vi liéu 5 mg/kg, 1 [an mdi tuan. BAi véi nhiing bénh nhan cd ndng d6 nhém huyét
thanh sau thir nghiém truyén deferoxamin Ién déh 300 ng/ml thi nén dung deferoxamin dui dang tiém
truyén finh mach cham trong gi¢r cudi clia mét dott tham phan. B3i véi nhiing bénh nhan ¢ ndng do nhom
huyét thanh sau th(r nghiém truyén deferoxamin trén 300 ng/ml thi nén dung deferoxamin tiém truyén finh
mach cham 5 gic trudic dot thadm phan. Sau khi hoan 4t dot diéu tri 3 thang du tién bang deferoxamin va
giai doan thai trir sach 4 tun tiép theo, nén tién hanh thir nghiém truyén deferoxamin. Néu hai thir nghiém
truyén deferoxamin lién tiép dugrc thuc hién cach nhau 1 thdng dem lai néng d6 nhdm trong huyét thanh
wuot gid tri ban dau dudi 1,87 micromol/l (50 ng/m) thi khdng khuyén cao diéu tri deferoxamin thém nita.
O nhingbénh nhén tham phan mang bung ién tuc ngoaitrti (CAPD) hoiic tham phan mangbungliéntuc chu
ky (CCPD) hoiic tham phan mang bung chu ky tu dong (APD), nén duing deferoxamin 1 an mdi tuan véiliéu 5
mg/kg trudic fn tham phan cudi cling clia ngay d6. Nén dung dutmg trong mang bung & nhiing bénh nhan
nay, nhung deferoxamin ciing c6 thé duing tiém bép, tiém truyén finh mach cham hogctiém truyén dudida
cham.
Thirnghiém deferoxamin
Thr nghiém nay dua trén nguyén tac I & ngui binh thumg thi deferoxamin khdng lam tiing bai tiét sét va
nhdm cao hon mét giéi han nhat dinh.
1. Thirnghiém deferoxamin phat hién thita sit & bénh nhan c6 chitc ning than binh thuong
Deferoxamin 500 mg dugrctiém bép, sau d6 Iy nudictiéu trong thovi gian 6 giorva xac dinh ham lugng sat. Su
baitiét 1- 1,5 mgsat (18- 27 micromol) trong thoi gian 6,gicy cho thaly cd thira sét; céctrisé caohon 1,5mg (27
micromol) ¢4 thé xem la bénh ly. Thir nghiém nay cho két qua diéng tin cy chi trong trudmg hop chirc nang
than binh thuong.
2. Thirnghiém truyén deferoxamin phat hién thita nhdm & bénh nhan chay than nhan tao
Thir nghiém truyén deferoxamin durgc khuyén cdo & nhiting bénh nhan c6 ndng 6 nhém trong huyét thanh
ot qud 60 ng/mi va néng dé ferritin huyét thanh trén 100 ng/mll.
Ngay trudc khi bat d&u tham phan mau, ldy mdt mau méu dé xac dinh ndng d6 nhdm coban trong huyét
thanh.
Trong gi&r cudi cling clia dott tham phan mau, diing mot liéu 5 mg/kg tiém truyén tinh mach cham.
Luic bét diau dot tham phian tiép theo, [y mau méu lan thi hai dé xéc dinh nong dé nhém trong huyét thanh
mét [an nita.
Thir nghiém truyén deferoxamin dugrc xem [a duong tinh néu ndng d6 nhdm trong huyét thanh tang trén
mttc co' ban wuot qua 150 ng/ml. Tuy nhién thir nghiém am tinh cting khong hoan toan loai trir chan dodn
thtranhom.
Cdch ding:
Tiém truyén dui da chdm, tiém truyén finh mach, tiém bép.
Tiém mang bung (duoc khuyén dung & bénh nhan thdm phan mang bung lién tuc ngoai tri (CAPD) hodc
tham phan mang bung lién tuc chu ky (CCPD) hoic tham phan mang bung chu ky tu dong (APD))
Nong d6 thudc ot nhét I dudi dang dung dich 95 mg/ml nuére v khuan dé tiém, ngoaitrirtiémbdp a co thé
can nbng dd cao hon (xem bang 1va bang2).
Bdng 1: Ché phdm diing durong durdi da va tihh mach

Hoan nguyén deferoxamin véi nudic vo khuan dé tiém

Luongthude | Luong nudevd khudn détiém | Tong luong thusc sau khi | Ndng d6 cudi cling sau khi
can déhoan nguyén pha hoan nguyén phahoan nguyén
500mg Sml 500 mg/5,3ml 95 mg/ml

Béing 2: Ché phdm ding tiém bdp
Hoan nguyén deferoxamin véi nudic vd khudn dé tiém

Luongthudc | Luong nudevd khuan détiém | Tong luong thusc sau khi | Ndng d6 cudi cling sau khi
can déhoan nguyén pha hoan nguyén phahoan nguyén
500mg 2ml 500 mg/2,35ml 213 mg/ml

Pha dung dich hoan nguyén: Hit dd thé tich nuére vé khuan dé tiém can thiét, bom vao lo thudc tiém dong
kho chta deferoxamin, lac cho bét thudc trong lo tan hoan toan. Chi dling néu dung dich trong sudt, khdng
mau dén mau vang nhat.

Dungdich deferoxamin 95 mg/ml sau khi pha hoan nguyén cé thé duoc pha lodng thém bing cac dung dich
truyén thich hop (natri clorid 0,9%, glucose 5%, dung dich Ringer’s Lactat) dé truyén.

D3 v thir nghiém truyén deferoxamin va diéu tri nhiém doc nhém man tinh:

5,3 ml dung dich deferoxamin 12 liéu thich hop (5 mg/kg) cho mét bénh nhan ning 100 kg, Tuy theo thé trong
thurc sy clia bénh nhan, Iuong dung dich deferoxamin thich hop durge it tir lo thudc va thém vao 150 ml
natri clorid 0,9%.

Neén dung thudc ngay sau khi pha. Khiviéc pha durgc thurc hién trong diéu kién vb khuan, thudc sau khi pha cd
thé b3o quan t6i da 24 gi* & nhiét d6 dudi 30°C.

Khéng cd yéu cau dic biét vé x(r Iy thudc sau khi sir dung.

Deferoxamin sau khi pha hoan nguyén cd thé durgr cho vao dich tham phan va dung trong mang bung cho
nhting bénh nhan tham phan mang bung lién tuc ngoai tr hoiic tham phan mang bung lién tuc chu ky hodc
tham phan mang bung chu ky tw dong.

Viéc str dung deferoxamin dé diéu trj thira sat nguyén phét bang bom truyén mang theo nguoi duorc thuc
hién nhu sau:

1. Rit mét thé tich thich hop nudc v khuan dé tiém vao Sng tiém.

2. Sau khilau sach it cao su clia lo deferoxamin bang con, bom lugng nudic trong Sngtiémvao lo.

3, Lic dé hoa tan hoan toan bt thudc tronglo.

4. Hut dung dich thudc tronglo vao Gng tiém.

5.Gan mét dau Gng truyén véi Sng tiém, ndi dau kia voi kim budm, sau d bom dung dich thudc dy kin dng
truyén,

6.D3t Gng tiém vao bom truyén.

7.Détruyén thudc, ¢ thé ludn kim budm vao dudi da & bung, canh tay, cing chdn phia trén hoiic dui. Didu
quan trong diau tién 4 phai lam sach viing da thét ki bang con. Sau d6 ludn kim mét cach dirt khoat vao dui
dacho dén khicanh clia buém cham vao nép gap da ma ban dang gitt bang tay con lai. Mii kim phai duoc di
dong turdo khi lic kim. Néu khong di dang tur do durore, 06 thé do miii kim & qué gan da. Tién hanh lai & mot vi
tri khac sau khi ¢ lam sach da béng con.

8.Sau d6 cd dinh kim va bang lai.

9. Bénh nhan thudng mang bom truyén trén nguoi bing déy thét lung hay dy quang qua vai. Nhiéu bénh
nhan durgc xem xét dung thudc qua dém [a thun tién nhat.

Chédng chidinh:

Mén cdm v6i deferoxamin hodic véi bt ky thanh phan nao clia thusc.

Suy than ning khdng duoc tham tach.

Nhiém khuan tién trién.

Canh béo va than trong khi diing thuéc:

Truyén tinh mach nhanh: C6 thé dan dén ha huyét ap va sdc (nhu dd bimg mét, nhip tim nhanh, truy tuin
hoan vandi mé day).

Suy giém thj gidc va thinh gidc: Liéu cao deferoxamin, ddc biét & nhing bénh nhan cd ndng dé ferritin huyét
thanh thap, o6 thé dan dén rdi loan thi giac va thinh gidc. Nhitng bénh nhan suy than dang diéu tri duy tri bing
thdm phén va c6 ndng db ferritin huyét thanh thap, cé thé dic biét d& bj phan tng bét loj, da ghi nhén cac
triéu ching vé thi gidc sau khi dung cc liéu don deferoxamin. Nguy co' o6 tic dung bat loi gidm khi diéu trj voi
liéu thajp. N&u xay ra réi loan thj gidc hosic thinh gidc, phai ngtmg dung deferoxamin ngay [ap tirc. Cac thay d6i
do deferoxamin thuding o6 thé phuc héi dutgc néu dugc nhan biét sém. C thé diéu tri deferoxamin tré lai
sau do véilieu gidm va theo dBi chit ché chirc ndng thi gidc, thinh gic.

Nén lam cac thlr nghiém chuyén khoa mét va tai trudre khi diéu tri bang deferoxamin va thuomg xuyén theo
ddi sau d6 (mdi 3 thang), d3c biét néu nong do ferritin thap. Nguy co bat thuomg vé tai cd thé gidm & nhiing
bénh nhan Thalassemia néu ti & liéu trung binh hang ngay (mg/kg) clia deferoxamin chia cho néng do ferritin
huyét thanh (microgam/l) dutorc gitr dudi mic 0,025.

Suy than: Khodng mét nira phitc hop kim loai durgc bai tiét qua than & nhiing bénh nhan thira sit o6 chirc
nang than binh thudg. Vivéy, can than trong khi chi dinh & bénh nhan suy than ndng. Phrc hop deferoxamin
VGi 3t va nhdm c6 thé tham phén duoc; sy thai trir nhitng phitc hop nay sé ting Ién do tham phén &bénh
nhan bjsuythan.

Céc truomg hop suy than cap 1é té da duroc béo cdo. Cac bénh nhan can dugc kiém tra nhitng thay ddi clia
chrc ndng than (vi du nhurting ndng dd creatinin huyét thanh).

Tré em: Chdm tding trudng

Bénh nhan c néng d6 ferritin huyét thanh thap khi dung deferoxamin liéu cao, hosic bénh nhan nhé tudi (< 3
tudi ltic bat dau diéu tri) cd lién quan v&i cham ting truding. Can phan biét cham ting trudng lién quan dén
liéu deferoxamin cao qua mitcva chdmtingtrudng do thira sit. Hiém giip chdm ting truéng do deferoxamin
néu litu dung duorc gilr dudi 40 mg/kg. NEu cham ting trudng cd lién quan véi cac liu dung cao hon tri s8
nay, viéc gidm lidu ¢4 thé gidp Iy lai tBc do tang trudng, tuy nhién s& khdng dat dugk chiéu cao dy doan &
tudi trudng thanh.

Bénh nhi dung deferoxamin nén duoc theo ddi thé trong va ting trudng chiéu cao mdi 3 thang.
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nhtimgbénh nhan bingd docsat captinh, va cling gp & nhing bénh nhan bj bénh Thalassemia. Vi vy khéng
nénvurat qud liéu diing khuyén cdo hang ngay.

Nhiém khuén:

O nhiing bénh nhén bj thira sit, 43 6 béo cdo I deferoxamin [am ting tinh man cam déi véi nhidm khuan,
Vi du Véi Yersinia enterocolitica va Yersinia pseudotuberculosis. Néu mdt bénh nhan dang diéu tri béng
deferoxamin bj s6t kém theo viém rudt non/viém rudt non - ruét két cap, dau bung lan téa hodc viém hong,
néntam nglmgdiéu tri, thurc hién cac xét nghiém vé vikhun hocva bat dau diéu tri khang sinh thich hop ngay
13p titc. Sau khinhim khudn d3 duor gidi quyét, o6 thé tiép tuc diéu tri bang deferoxamin.

o] nhiting bénh nhén dang diing deferoxamin dé diéu tri thira nhdm va/hoic thita sit, d3 o6 béo cdo nhimg
trudng hop hiém gip vé bénh ndm Zygomycota phylum, mét s trudmg hop t&r vong. Phai ngiing
deferoxamin, thutc hién xét nghiém vé nam va tiéh hanh diéu trj thich hop ngay Iap tirc néu cd bat ky dau hiéu
hoc triéu chting nghing® ndo. B&nh ndm Zygomycota phylum cting c6 thé xdy ra & nhitng bénh nhan khong
dang diéu tri bang deferoxamin, chiing td céc yéu t6 khc (nhur tham phén, dai thdo dutng rGiloan can bing
kiém - toan, bénh dctinh v& mau, thudc trc ché mién dich hodc hé mién dich suy yéu) o6 thé dng vai tro trong
phatsinh nhiém khudn nay.

Suy tim vdivitamin C liéu cao:

O'nhitng bénh nhan bithira sit man tinh ning 3 a6 bdo céo vé sy gidm chite nng tim sau khi didu trj dong
thoi deferoxamin véi vitamin C liéu cao (hon 500 mg/ngay). Réiloan chttc néng tim cd thé phuc hdi duoc khi
nglmg dung vitamin C. Nén ap dung cc than trong sau day khi dling dong thdi deferoxamin véi vitamin C:
-Khéng dugrc b6 sung thém vitamin C cho bénh nhan bj suy tim.

- Chi bét diau didu trj véi vitamin Csau khi khdi déu diéu tri déu dan véi deferoxamin dugrc 1 thang.

- Chi dung vitamin C néu bénh nhan dang dung déu dan deferoxamin, tSt nhat Ia dung ngay sau khi ¢ dinh
xong bom truyén.

- Khéng dugtc vurot qua lieu hang ngay la 200 mg vitamin C, chia lam nhiéu fan.

- Phai theo dBi chirc nding tim trong sudt thdi gian diéu tri phi hop nhu trén.

Bénh nhdn diéu trj qud liéu nhém man tinh:

& nhitng bénh nhan bj bénh no lién quan dén nhdm, lidu cao deferoxamin o6 thé 1am ning thém ri loan
chitc néing than kinh (con o6 giat), cd thé do tiing nhanh Iugng nhdm trong tuan hoan. Deferoxamin ¢4 thé
thic dy khai phét chig sa stit tri tué do tham phan. D3 ghi nhan téc dung phong ngira sy hu hai than kinh
nay khi dung dozanepam trurdc tri liéu.

Ngoaira, diéu tri thiranhdm o6 thé dan dén ha caldi huyét va lam nang thém ching ting nang tuyén can giap.
D6 mau nudc tiéu:

Sy baitiét phirc hop sét 06 thé lam nudc tiéu cd mau hoi dé nau.

Thén trong lién quan dén st dung va thao tdc:

Khéng nén dung liéu deferoxamin cao hon liéu khuyén céo. Thudc nay khdng nén dung véi nbng dé cao hon
95 mg/ml khi tiém dui da vi digu ndy lam ting nguy co' céc phan (ng tai chd do tiém dudi da. Khi viéc s
dung duongtiém bap I lra chon duy nhét thi o6 thé cin phai dling cac nong d6 cao hon dé dé tiém.

O ndng d6 95 mg/ml durge khuyén co, chi dung néu dung dich trong sudt, khdng mau dén mau vang nhat.
Nhiing dung dich m& duc hodic van duc phailoai bo.

Phai hét sttc cAn than vai ki thuat tiém. Di v vidc truyén dudi da, khong nén dua kim vao qué gan véi l6p
habi.

Sir dung thudc cho phu ni¥ o6 thai va cho con bu:

Sirdung thudc cho phu ni¥ o6 thai:

CH it dir liéu v viéc str dung deferoxamin & nhitng bénh nhan dang mang thai. Cac nghién ciru trén déng vat
(thd) cho thay ddc tinh trén hé sinh san/gay qudi thai (xem phan “Dit liéu an toan tién Iam sang). Chua biét rd
nguy co ddi véi thai nhi/me.

Chinén dung deferoxamin cho phu nir ¢4 thai néu li ich vurgt trdi so véi nguy co.

Strdung thudc cho phy ni¥ cho con bu:

Chura 8 liéu deferoxamin c6 vao sita me hay khdng. Vi rat nhiéu thudc durgc baitiét vao sita me, va vi nhitng
tiém ndng clia cic phan (g bat loi nghiém trong & tré so' sinh/nhii nhi dang bt me, can tranh cho con bu
hoictrénh str dyung thudc, can tinh dén tam quan trong clia thudc ddi véi ngudi me.

Anh huémg clia thudclén kha ndng i xe, van hanh may méc:

Nhiing bénh nhan bj chéng mét hodc o6 cac réi loan than kinh trung uong khéc, hodic suy gidm thi gidc hay
thinh gidc nén tranh 1ai xe hodc van hanh may mdc.

Tuong ticthudc:

Piéu trj dong thoi deferoxamin va prodorperazin - mdt dan xuat ctia phenothiazin, cé thé dan dén suy gidmy
thirc tam thoi.

O bénh nhan bj bénh thira sit man tinh ndng dang diéu tri phdi hop deferoxamin va vitamin C liu cao (hon
500 mg/ngay), da g suy gidm chikc ndng tim; truding hop ndy cd thé phuc hdi duor khi ngtmg diing vitamin
C

Két qua hinh anh Galli-67 c6 thé bj sai léch do sy dao thai nhanh ra nudc tiéu phitc hop deferoxamin gan véi
Gall-67. Nén ngimg duing deferoxamin 48 gidy trudrc khi chup cit I6p.

Tuong ky thude:

Dungdich tiém heparin.

Dungdich natri clorid 0,9% khéng nén dung lam dung méi cho lo thudc tiém déng khd nay, nhung sau khi pha
dung dich deferoxamin véi nutdc cat tiém, dung dich natri dlorid 0,9% c6 thé duoc dung dé phaloding thém.
Téc dung khdng mong mudn clia thudc (ADR):

Loai tan sudt tuong ting cho mGi phan (ng bt loi ctia thudc dura trén quy ude (Rét thuomg gdp: ADR 2 1/10;
thudng gap: 1/100< ADR< 1/10; it g&p: 1/1.000< ADR < 1/100; hiém gip: 1/10.000<ADR< 1/1.000; rat hiém
g3p: ADR < 1/10.000, “Khdng rd” (khi khong thé uéic Iuong chéc chdn tn sudt clia phan img bét loi bdi vi cac
béo cdo nay tlr quan thé khong rd do Im).

M6t s3 dau hiéu va triéu chimg da duoc bdo céo la tic dung bt loi o6 thé cling Ia biéu hién ctia bénh san cd
(thirasat va/hoic thiranhom).

Nhiém khudin vi nhiém ky sinh triing

Hiém g3p Bénh ndm Zygomycota phylum

R4t hiém gip Viém da day ruét Yersinia

R6ilogn madu va hé bach huyét

R4t hiém g3p [Réiloan vé& méu (ké ca gidm tiéu ciu, gidm bach cau)

Réi logn hé mién dich

R4t hiém gdp [S8cphan vé, phén tmg phan vé, pht mach

Réi loan hé than kinh

Thudng gip Nhtrc dau

R4t hiém gip Réiloan than kinh, bao gdm chéng mét, bénh n3o’, bénh than kinh ngoaivi, di cdm

Khéng rd Co giat (xem thém phan “Luuy dic biét”)

Réilogn mdt

Hiém gap Mat thi gidc, thoai héa vBng mac, viém than kinh thi, ducthly tinh thé, giam thi lut,
nhin mo, quang g3, khiém khuyét thi truomg, loan sic, duc gidc mac.

Réi logn tai

ftgsp [Diéc, utai

R6ilogn mach mdu

Hiém g3p [ Ha huyét ap, nhiptim nhanh va sc”™

R6ilogn hé héip, I6ng ngurc va trung thét

ftgsp [Hen

Rt hiém gip 4p, thdmnhiém phdi.

Réiloan da day - ruét

Thudng gip Bubnndn

ftgsp Non, dau bung

R4t hiém gip Tiéu chdy

Réilogn dava mé dudida

Thuodng gip [NGi mé day

R&thiémgap | NGi ban toan than

Réi logn co'xuong v mé lién két

Rétthudng gip Pau khdp, dau co

Thudng gip Chamtang trwdng, rdi loan xuong ™

Khongrd Coclmgco

R6ilogn thén va tiét niéu

Khong rd [ Suythén cip, réi loan chircnéing Sng than.

Rilogn todn thdn v tinh trang tai chb tiém

Rétthudng gdp Phan (ing tai ch tiém: Pau, sung, thoat mach, ban dd, ngita, dong vay.
Thuonggép Sot

ftgsp Phan (img tai chd tiém: Mun nudc, phi, ndng rat.

Xét nghiém

Khong ré [Téing creatinin huyét
Ghi chu:

* Thic @8y hogic lam n3ng thém bénh ndo do tham phan lién quan dén nhom.

™ Néu khéng tuan th céc than trong khi dung.
** &liéu cao honva tré nhd.
Luu y déc biét
Diéc va U tai it gdp néu gilt liéu theo hudng dan va gidm liéu khi ndng do ferritin ha xudng (ty sO liéu
deferoxamin trung binh hang ngay chia cho ndng d6 ferritin nén duéi0,025)
Cacr6i loan vé mét khéc nhau hiém giip, ngoai trir néu diing liéu cao.
Cham ting trurding va rdi loan xuoing (vi du loan san xuong) hay gip Vi cac liéu trén 60 mg/kg, didc biét & cic
bénh nhan khi bat dau chelat hda sit vao 3 ndm dau doi. Nguy co' nay gidm dang ké véi cac liéu 40 mg/kg
hodcthap hon.
Tai chd tiém, rt hay gap dau, sung, thamnhiém, ban d6, ngira va loét hoai tir/ddng vy, trong khi mun nudr,
phu tai chd va néng rét 1 nhitg phan tmg it gip. Cac biéu hién tai chd ¢ thé di kém vdi cac phan tng toan
than nhu dau khdip/dau co (rat thumg gip), nhirc dau (thudng gip), néi mé day (thuomg gip), budn nén
(thudmg gép), s6t (thutmg gap), ndn (it g3p), dau bung (it gdp) hodc hen (it gdp).
Sy baitiét phic hop sét o6 thé lam nudc tiéu o6 mau hoi dd ndu,
Chiing co gidt chli yéu dugc bdo cdo & céc bénh nhan tham phan do thiranhém.
M6t s6 hiém cac truomg hop ting transaminase duoc bdo cdo & cac bénh nhan duogc diéu tri bang
deferoxamin, tuy nhién chura thiét [ap dugc méi lién hé nhan qua véi thudc.
Bénh nhén diéu trj qud liéu nhém man tinh
Liéu phap chelat héa bang deferoxamin diéu tribénh qua liéu nhdm cé thé dan dén ha calci huyét va lamnang
thém chirg ting ndng tuyén can giap (xem thém muc “Canh bao va than trong khi dung thudc”).

“Théng bdo ngay cho bdc sy hodic duro'csy

nhifng phén ing o6 hai gcip phdi khist dung thuéc”
Qua liéu va cach xir tri:
Triéu chung:
V6 Yy dungqud lidu hodc tiém tihh mach ca liéu (bolus)/truyén tinh mach nhanh c6 thé xy ra ha huyét p, nhip
tim nhanh va réi loan tiéu héa; 8 o6 béo cao céc biéu hién cap tinh nhung tam thei vé mét thi gidc, mat ngdn
ngi, kich ddng, nhrc d&u, budn ndn, nhip tim cham cling nhur suy than cap.
Hai chimg suy hd hap cap da durgc md ta sau khi diéu trj vi deferoxamin tiém finh mach liéu cao qua mirc &
nhiig bénh nhan bj ngd doc sat cap tinh va cling gip & bénh nhan bj bénh Thalassemia (xem muc “Canh bao
va than trong khi dung thudc”).
Diutrj
Chura c6 thudc gidi dc didc hiéu. Can ngling dung deferoxamin va dp dung cac bién phap diéu tri triéu ching
thich hop. Deferoxamin cd thé tham tach duoc.
Tich cure theo ddi & o6 bién phap xrtri kip thoi.
Piéctinh dwoclwchoc
M4 ATC: VO3ACO1
Co ché téic dung: Deferoxamin (desferrioxamin) tao thanh cac phtc hop chli yéu véi céc ion sat hda triba va
nhdm hda triba: Hang s tao thanh phirc hop la 103 véi st va 107 véinhdm. Ai luc clia deferoxamin di voi
cacion hdatri2 nhur Fe?!, Cu, Zn?, Ca*thap dang k& (hang sd tao thanh phitc hop a 10 hogc thap hon). Sy
chelat hda xdy ra trén co' s phan tlr 1:1 dé cho 1g deferoxamin vé Iy thuyét c6 thé gan véi 85 mg sit héa tri
bahodc41 mgnhémhda triba.
Do dic tinh chelat hda, deferoxamin cé kha ndng thu nhén sét tw do trong huyét tirong hodc trong té bo, tir
d6 tao thanh phic hop ferrioxamin. Sy bai tiét st clia ferrioxamin trong nudc tidu chl yéu phan anh st tir
swrludn chuyén trong huyét tuong trong khi sét trong phén chii yéu phan anh sy chelat héa sét trong gan. Sat
6 thé dugrc chelat hda tir ferritin va hemosiderin nhung tutong d6i cham & céc néng d6 deferoxamin ¢ lién
quan trén lam sang. Tuy nhién deferoxamin khng loai bo sit khai transferrin hodc hemoglobin hogic céc chat
chta haemin khac.
Deferoxamin cling c6 thé huy déng va chelat nhom, hinh thanh phitc hop aluminoxamin.
Dt lye hoc: Vi céc phic hop véi sat va nhdm déu duroc bai tiét hoan toan, deferoxamin lam ting cuong bai
tiét sét va nhdm trong nudc tiéu va phan, vi vay lam gidm sur (r dong st va nhém bénh Iy & cac co quan.
Diactinh dwgcdong hoc:
Hap thu
Deferoxamin dutorc hap thu nhanh chdng sau khi tiém bap ca liéu (bolus) hoéc truyén dudi da cham, nhung
chidugchap thu it & dudmg tiéu hda khi niém mac con nguyén ven.
Deferoxamin dutgc hap thu trong khi thdm phan mang bung néu thuc dutgc cho vao trong dich thdm phan.
Phén bé
O nhitng ngudi tinh nguyén khde manh, ndng dd dinh trong huyét tuong | 15,5 micromol/iit (8,7
microgam/mi) do durgrc 30 phiit sau khi tiém bép 10 mg/kg deferoxamin. Mat giy sau khi tiém, ndng do dinh
clia ferrioxamin la 3,7 micromol/lit (2,3 microgam/m). Hai gi¢ sau khi truyén fihh mach 2 g (khoang 29 mg/kg)
deferoxamin cho nhing ngui tinh nguyén khde manh, ndng dé 6n dinh trung binh deferoxamin dat duoc
1 30,5 micromol/lit; deferoxamin durgc phan bé rat nhanh véi bén thdi gian phan bé trung binh 3 0,4 gid.
Dui 10% deferoxamin gan voi protein huyét thanh in vitro.
Chuyénhéa
BB chat chuyén hda clia deferoxamin d& durgic phan 13p va nhan dang tr nudc tiéu clia nhiing bénh nhan b
thira sit. Cac phan Umg bién ddi sinh hoc sau day d3 thay xay ra véi deferoxamin: Transamin héa va oxy héa
tao ra mdt chat chuyén héa acid, beta - oxy héa cling tao ra mét chat chuyén hda acid, kh(r carboxyl hda va N-
hydroxyl héa tao ra cac chat chuyén hda trung tinh.
Théitrer
CAhaichat deferoxamin va ferrioxamin déu cé s thai trir hai pha sau khitiém bap & nhiing ngutitinh nguyén
khoe manh; ddi v deferoxamin thoi gian ban phan bé bidu kiéh 13 1 giorva doi voi ferrioxamin [ 2,4 gio. Thoi
gian ban thai cudi biéu kiéh 12 6 gic d6i vi ca hai chat. Trong vong 6 gicy sau khitiém, 22% liéu dung xuat hién
trong nudc tiéu dutdi dang deferoxamin va 1% duti dang ferrioxamin.
Cdc ddictinh & bénh nhén
O'bénhnhén bjchimg nhiém séic t8'sét: Nng dd dinh trong huyét tuong a 7,0 micromol/| (3,9 microgam/m)
do dutgc d8i véi deferoxamin va 15,7 micromol/l (9,6 microgam/ml) déi véi ferrioxamin, 1 ity sau khi tiém
bap 10 mg/kg deferoxamin. Nhiing bénh nhan nay da thai trir deferoxamin véi thoi gian ban thaila 5,6 giorva
thai trir ferrioxamin véi thoi gian ban thai a 4,6 gid. Sau gid sau khi tiém, 17% liéu dung dutgc bai tiét trong
nuéc tiéu dudi dang deferoxamin va 12% dudi dang ferrioxamin.
O'bénh nhén bjbénh Thalassemia: Truyén tinh mach lién tuc deferoxamin 50 mg/kg/24 gior dan dén ndng do
deferoxamin trong huyét tuong & trang thai 6n dinh 1a 7,4 micromol/l (4,1 microgam/ml). Sy thai trir
deferoxamin khéi huyét tirong 13 2 pha véi thoi gian ban phan bé trung binh 13 0,28 gity va thoi gian ban thai
cudi biéu kién 12 3,0 gir. Hé s6 thanh thai huyét turong toan phan [a 0,5 L/gidy/kg va thé tich phan b & trang
thai 6n dinh udc tinh 1 1,35 L/kg, Thoi gian ban thai biéu kién clia chét chuyéthdalla 1,3 giov.
O'bénh nhén thém phdn dé diéu trj suy than ma ding 40 mg/kg deferoxamin truyén tihh mach trongvong 1
gioy thi néng do trong huyét tuong vao lan truyén cudi la 152 micromol/| (85,2 microgam/ml) khi truyén gita
céc dot tham phan. Néng d deferoxamin trong huyét tuong thap hon 13 - 27% khi truyén trong khi dang
tham phan. Néng d clia deferoxamin trong t4t ca truéing hop khoang 7,0 micromol/I (4,3 microgam/ml); d6i
Vv6i aluminoxamin 13 2 - 3 micromol/l (1,2 - 1,8 microgam/m). Sau khi nglng truyén, ndng do deferoxamin
trong huyét twong gidm nhanh chéng Vi thdi gian bén thai la 20 phit. Mét phan nhé liéu dung duor thai triy
VG thoi gian ban thai lau hon 3 14 gio. Nong d6 aluminoxamin trong huyét tuong tiép tuc ting dén 48 givvsau
khi truyén va dat dén tri sd khodng 7,0 micromol/l (4 microgam/ml). Sau khi thdm phan, ndng do
aluminoxamin trong huyét turong ha xudng con 2,2 micromol/l (1,3 microgam/m).
Cdc di¥ liéu an toan vé Iém sang
Tiém dudi da deferoxamin liéu cao cho chudt Ién, chd va méo trong nhidu tudn da gay duc thé thly tinh thé
cliamét, véi s hinh thanh duc thiy tinh thé.
Deferoxamin khdng cho thay bang chimg vé tac dung ddctrén gen/gay dot bién trong céc thirnghiém in vitro
(thtr nghiém Ames) va thir nghiém in vivo (th(r nghiém nhan nhd & chudt I6n).
Cécnghién clru dai han vé tinh gdy ung thu chura duroc thirc hién.
Deferoxamin khdng gdy qudi thai & chudt I6n va chudt nhit. O thai thd phoi nhidm trong tir cung chi vdi liéu
gay doc cho me, d3 thdy mét s di dang vé xuong truc. Mic du cac két qua clia nghién clru ndy duge xem a
6 tinh chat so'bd, khdng thé loai trir kha ndng gy quai thai clia deferoxamin trén thé trong nhiing diéu kién
thirnghiém da st dung.
Quy cach déng gbi: Hop 5 lo thudc tiém déng kho va 5 8ng nude cat tiém 5mil. Hop 10 lo thudc tiém déng
khé.
Diéu kién bao quan: Noi kho réo, nhiét 66 dui 30°C, tranh nh sang.
Dungdich sau khi hoan nguyén va sau khi pha lodng: Nhiét d6 dui 30°C.
Handung: 24 thang ké tir ngay san xuat.
Dung dich sau khi hoan nguyén va sau khi pha lodng: 24 git sau khi pha.
Tiéu chuan chét lugmg: TCCS
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