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OHYGTE AN ST DIERTH000 1)/

RXNOCOPPA 360

e Thong bao ngay cho bac si hoic duge si nhiing téc dung khéng mong mubn gip phai
khi str dung thude

o Thubc nay chi ding theo don thudc

1. Thanh phén cong thire thudc:
Thanh phén dwoc chat: Deferasirox 360 mg

Thanh phén t4 duoc............ vira du 1 vién

(Microcrystalline cellulose (Avicel M101), Maize starch, Povidone K30, Poloxamer 188, Colloidal

silicon dioxide, Sodium starch glycolate, Croscarmellose sodium, Magnesium stearate,
Hydroxypropyl methylcellulose 606, Polyethylene glycol 6000, Titanium dioxide, Talc, Brilliant
blue).
2. Dang bao ché: Vién nén bao phim

MO ta san phim:

NOCOPPA 360: Vién nén dai, hai mat tron, bao phim mau xanh, canh va thanh vién lanh 1an.
3. Chi dinh:

- Didu tri tinh trang thira sit man tinh do truyén mdu thuong xuyén (hwong hdng cau truyén > 7
ml/kg/thang) & bénh nhén i 6 tuéi tré lén méc thalassaemia beta thé ning.

- Didu tr tinh trang thira sit man tinh do truyén mau khi chéng chi dinh hoc khong phu hop
dung deferoxamin cho nhiing bénh nhén sau:

» Tréem tir 2 - 5 tudi mic thalassaemia beta thé niing thira sét do truyén mau thudmg xuyén
(lwgng hong cau truyén > 7 ml/kg/théng).

= Ngudi 16n va tré em > 2 tudi méc thalassacmia thé ning thira sit do truyén méu khong
thudng xuyén (lwong hdng ciu truyén < 7 ml/kg/théng).

= Ngudi Ién va tré em > 2 tudi c6 tinh trang thiéu mau khic (khong phai 13 thalassaemia beta
thé nang).

- Didu tri tinh trang thira sit man tinh can phai 4p dung liéu phap tao phirc chelat & nhitng bénh
nhén > 10 tudi méc thalassaemia khong phy thudc vao truyén mau ma chdng chi dinh hodc
khong phu hop dé ding deferoxamin.

4. Liéu dimg, cich diing:
4.1 Liéu ding

Khuyén cdo nén bét dau diéu tri sau khi truyén khoang 20 don vi khéi hong cau (khoang 100 ml/kg)

hogic khi ¢6 bing chiing theo ddi trén 1dm sang cho thiy bénh nhin c6 tinh trang thira sit man tinh

(nhu ferritin huyét thanh > 1000 pg/). Liéu ding phai duoc tinh toan va lam tron dén ham lugng

gén nhét ca c vién thudc chia deferasirox.
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Muc tiéu diéu tri cua lidu p

trinh truyén méu va 1am giam lugng sét dang du thira trong co thé.
Cén than trong khi ding 1iéu phap tao phirc chelat dé giam thiéu nguy co tao phirc chelat qui mirc
& tit ca bénh nhan.

Dang vién nén bao phim ¢6 sinh kha dyng cao hon so v6i dang vién nén phén tan. Néu chuyén tir
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tao phitc chelat 12 loai bd luong sit d4 nap vao co thé trong qué

dung vién nén phén tén sang dang vién nén bao phim, lidu ctia vién nén bao phim can giam khoang
30% so voi lidu ciia vién nén phéan tén va lam tron dén ham luong gin nhét cia ca vién thude chia

deferasirox.
Dang vién | Vién nén | Truyén méu Ferritin huyét
nén bao | phén tin thanh
phim/ thubc
com
Liéu khoi| 14 20 Sau khi truyén 20 don | Hoac | > 1000 pg/l
dau mg/kg/ngay mg/kg/ngay | vi khéi hdng céu
(khoang 100 mg/kg)
Lidu  khéi | 21 30 > 14 ml/kg/thang khéi
diu thay thé | mg/kg/ngay mg/kg/ngay | hdng ciu (khoang > 4
don vi khéi hdng
cdu/thang dbi véi
ngudi lon)
7 mg/kg/ngay | 10 < 7 ml/kg/thdng khbi
mgkg/ngay | hdng cdu (khoang < 2
don vi khdi hong
cAu/thing ddi véi
nguoi lon)
Déi véi bénh | 1/3 lidu | % liéu
nhdn  kiém | deferoxamin | deferoxamin
sodt tot bing
deferoxamin
Theo doi Hang thing
Khoang 500 - 1000
muc tiéu pg/l
Cic  buéc Ting lidu > 2500 pg/l
hi¢u chinh
lidu (mbi 3-6
thang)
3.5 - 715 - 10
mg/kg/ngdy, | mg/kg/ngdy,
toi da la 28 [t0i da la 40
mg/kg/ngay | mg/kg/ngdy
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Dang v1en Vién nén | Truyén miu Ferritin huyét
nén bao | phéin tin thanh
phim/ thubc
cdm
Gidm lidu
3.5 - 715 - 10 <2500 pg/l
mgkg/ngdy | mg/ke/ngay
G bénh nhédn | G bénh nhan
duoc diéu tri | duoc diéu tri
véi lidu > 21 | véi lidu > 30
mg/kg/ngay mg/kg/ngay
- Khi dat myc tiéu diéu trj 500 — 1000
g/l
Litu toida |28 40
mg/kg/ngdy | mg/kg/ngay
Cin  nhic <500 pg/l
nging thude

Lidu khéi dAu khuyén cdo hang ngay di véi dang vién nén bao phim 12 14 mg/kg thé trong.

C6 thé can nhic ding liéu khoi dAu hang ngay 21 mg/kg cho bénh nhén cin giam luong sit du thira
trong co thé, ddng thdi dang duoc truyén khdi hong ciu > 14 mg/kg/thang (khoang > 4 don vi khéi
hong ciw/thang di véi ngudi 16m).

C6 thé can nhic ding li¢u khéi dau hang ngay 7 mg/kg cho bénh nhén cén giam luong sit du thira
trong co thé, ddng thoi dang duoc truyén khdi hdng cdu < 7 mg/kg/théng (khoang < 2 don vi khéi
héng cu/théng dbi véi ngudi 1on). Phai theo dbi dap tmg ciia bénh nhén va cén nhic ting lidu néu
khong dat hiéu qua day du.

Déi v6i bénh nhan da kiém soat tot bing deferoxamin, cAn nhic ding liéu khéi dau deferasirox dang
vién nén bao phim l1a 1/3 liéu deferoxamin (vi du mot bénh nhan dang dung deferoxamin 40
mg/kg/ngay trong 5 ngay/tuan (hodc tuong duong) duge chuyén sang dung deferasirox dang vién
nén bao phim lidu khéi ddu hang ngay 1a 14 mg/kg/ngay). Khi liéu ding tinh todn dugce < 14 mg/kg
thé trang, phai theo d&i dép tmg ctia bénh nhan va tang lidu néu khéng dat hidu qua diéu tr.

Hiéu chinh liéu

Khuyén cdo theo doi ndng d0 ferritin huyét thanh mi thang va hiéu chinh liéu deferasirox khi cdn
thiét mbi 3 — 6 thang dya véo xu huéng ctia nbng do ferratin trong huyét thanh. C6 thé ting liéu
timg budc mdi 3,5 — 7 mg/kg va ca thé héa theo kha ning dép ting clia timg bénh nhan va myc tiéu
diéu tri (duy tri hay giam lugng sét du thira). O bénh nhén khong dugc kiém soét t6t voi lidu 21
mg/kg thé trang (vi du nhu khi ndng do ferritin huyét thanh > 2500 pg/l dai dang va khong ¢6 xu
hudng giam theo thoi gian), can nhic tang liéu 1én dén 28 mg/kg thé trang. Dir liéu vé tinh an toan
va hiéu qua dai han tir cdc nghién ciru 14m sang dung deferasirox dang vién nén phén tén liéu > 30
mg/kg chua ddy du (264 bénh nhan da duge theo ddi trong thoi gian trung binh 13 1 ndm sau khi
ting lidu). Néu chi kidm soat dwoc rit kém tinh trang hemosiderin khi ding lidu 21 mg/kg, viéc
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tang thém lidu (51 da 1a 28 Mg/ke) c6 thé khong dat dwoc hidu qua nhir mong mudn va nén cn
nhéic phuong 4n didu tri khéc. Néu tinh trang ctia bénh nhan khong dugc kiém soat & lidu > 21
mg/kg, khdng nén tiép tuc ding mirc lidu nay va cin nhic phuong 4n diéu trj khic khi ¢é thé.
Khéng khuyén céo dung lidu > 28 mg/kg do kinh nghiém vé viéc 4p ding lidu ding ndy con han
ché.

O bénh nhan ding lidu 21 mg/kg, can nhic giam lidu timg bude mdi 3,5 — 7 mg/kg khi tinh trang
ctia bénh nhan duoc kiém so4t (vi du nhu khi néng d¢ ferritin < 2500 pg/l trong thoi gian dai va co
xu huéng giam theo thdi gian). O bénh nhén c6 ndng o ferritin huyét thanh dat nhu muc tiéu diéu
tr (thudng trong khodng 500 — 1000 ug/l), can nhic giam lidu timg bude mdi 3,5 — 7 mg/kg dé duy
trl ndng d9 ferritin huyét thanh trong khoang muc tiéu didu trj va dé giam thiéu nguy co cua liéu
phép tao phtrc chelat. Néu ndng d0 ferritin huyét thanh giam dén < 500 pg/l, c4n nhic ngimg ding
thude.

Hoi chiimg thalassaemia khéng phu thudc vao truyén mdu

Chi 4p dung liéu phap tao phirc chelat khi ¢ bing chimg thira sét (nng dé sit trong gan LIC (Tiver
iron concentration) > 5 mg sit nguyén tb/g hodc ndng do ferritin huyét thanh dai ding > 800 ug/I.
Viéc do ndng dd thude trong gan la phuong phép dugc wu tién dé xac dinh tinh trang thira sit va
nén p dung phuong phap nay khi cé thé. Can than trong khi diing liéu phap tao phtic chelat nhém
giam thiéu nguy co tir viée tao phire chelat qué mirc & tat ca bénh nhan.

Dang vién nén bao phim c¢é sinh kha dung cao hon so véi dang vién nén phén tan. Néu chuyén tir
ding vién nén phén tan sang dang vién nén bao phim, lidu ctia vién nén bao phim cin giam khoang
30% so vdi liéu ctia vién nén phén tén va lam tron d&n ham lugng gin nhét ciia ca vién thudc chira
deferasirox.

Liéu khuyén cao danh cho bénh nhin mic hdi ching thalassaemia khéng phu thude vao
truyén mau

Dang vién nén | Dang vién nén | Nong d sit trong Ferritin
bao phim/ | phan tin gan (LIC) huyét thanh
thude com
Lidu  khéi | 7 mg/kg/ngay | 10 mg/kg/ngay | > 5 mg sit/g (khéi | Hodc | > 800 pg/l
dau lrong khd)
Theo déi Hang thdng
Cic  buéce Tiing lidu > 7 mg sat/g (khéi | Hodc | > 2000 ug/l
hiéu chinh lugng kho)
liéu (mbi 3 -
6 thang)
35 - A - 10
mg/kg/ngay | mg/kg/ngay
Giam lidu < 7 mg sit/g (khdi | Hodc | <2000 pg/l
luong khd)
3.9 - 715 - 10
mg/kg/ngdy | mg/kg/ngdy
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. A . St
Liéu toi da 14 mg/kg/ngay | 20 mg/kg/ngay
7 mg/kg/ngay | 10 mg/kg/ngay

Déi véi ngudi 16m Khong dénh gid |[va | <2000 pg/l
Déi véi tré em
Ngirng thude < 3 mg sit/g (khdi | Hoac | <300 pg/l
lwgng kho)
T4i diéu tri Khéng khuyén cdo
Bét dau diéu tri

Liéu khéi ddu khuyén cdo hang ngay cia deferasirox dang vién nén bao phim & bénh nhan méc hoi

chimg thalassaemia khéng phu thudc vao truyén mau 1a 7 mg/kg thé trong.

Hiéu chinh liéu

Khuyén céo theo di n@:ng do ferritin huyét thanh mdi thang nhim danh gia dap tmg ctia bénh nhan

va gidm thiéu nguy co tao phic chelat qua mirc. Sau mdi 3 — 6 thang diéu tri, cAn nhéc ting lidu

timg buée mbi 3,5 — 7 mg/kg néu LIC > 7 mg/ sit/g (khdi lugng khd), hogic néu ndng do ferritin

huyét thanh dai ding > 2000 pg/l va khong ¢6 xu huéng giam trong khi bénh nhin dung nap thudc

tét. Khéng khuyén cdo ding lidu > 14 mg/kg do chua du kinh nghiém vé viéc dimg mic liéu nay

& bénh nhén méc hdi chimg thalassaemia khong phy thude vao truyén mau.

Bénh nhén chua dugc danh gia LIC va ndng do ferritin huyét thanh < 2000 pg/l khéng nén ding \
lidu qua 7 mg/kg. "J
P6i voi bénh nhin duge ting lidu 1én dén > 7 mg/kg, khuyén cdo giam lidu xudng dén < 7 mg/kg
khi LIC < 7 mg sat/g (khdi lugng khd) hodic khi ndng d6 ferritin huyét thanh < 2000 pg/l.

Ngimg diéu tri

Khi dat muc tiéu vé ndng d§ sét trong co thé (LIC < 3 mg sét/kg (khoi luong kho) hodc ndng do
ferritin huyét thanh < 300 pg/l), nén ngimg didu tri. Chua c6 dir liéu v& viée tai didu tri cho bénh
nhén ting tich iy sét sau khi dat muc tiéu ndng dé sét trong co thé, do d6 khong khuyén céo tai
didu tri.

Doi twgng dic biét

Nguoi cao tudi (> 63 tudi)

Liéu khuyén cdo danh cho ngudi cao tudi khong c6 su thay déi. Trong céc thir nghiém 1am sang,
bénh nhén cao tudi c6 tAn sudt cao hon gip phai céc tac dung khéng mong muédn so véi ngudi tré
tudi (dic biét 1a tinh trang tiéu chay). Cén theo ddi chiit ch& vé céc tic dung khong mong mudn khi
hiéu chinh liéu.

Tre em

Thira sdt do truyén mdu

Liéu khuyén céo danh cho tré tir 2-17 tudi c6 tinh trang thira sit do truyén méu giéng nhur liéu danh
cho ngudi 16n. Khuyén céo theo ddi ndng dé ferritin huyét thanh mdi thédng dé danh gia dap img
diéu tri ctia bénh nhan va nhim t8i thiéu nguy co tao phic chelat qua mitc. Cén tinh to4n lai liéu
ding khi can ning cua tré thay déi theo thoi gian.
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O tré 2-5 tudi thira sat do truéfi méau, ndng d6 thude thap hon so véi ngudi 1én. Do d6, nhém bénh
nhén nay cén dung liéu cao hon so véi lidu danh cho ngudi 16m. Tuy nhién, lidu khai ddu gidng liéu
danh cho ngudi 1ém, lidu tiép theo cin dugc ca thé hoa.

Hoi chimg thalassaemia khong phu thugc vao truyén mau

O tré em méc hdi chimg thalassaemia khong phu thude vao truyén mdu, khong nén dung lidu qué
7 mg/kg. O nhimng bénh nhén nay, cAn theo doi chit ché LIC va ferritin huyét twong dé tranh tinh
trang tao phtic chelat qua mirc. Ngoai ra, cin danh gid ndng d6 ferritin huyét thanh mdi thang, LIC
mdi 3 thang khi ndng d6 ferritin huyét thanh < 800 pg/l.

Tré em < 23 thdng tuoi:

Tinh an toan va hiéu qua cua deferasirox & tré < 23 thang tudi chua dwoc biét.

Suy than
Chua c6 nghién ctru vé viée sir dung deferasirox trén bénh nhan suy than. Chéng chi dinh dung
thubc nay cho bénh nhén suy than cé gi trj u6c tinh Cle < 60 ml/phut.

Suy gan
Khéng khuyén cao dung deferasirox cho bénh nhén suy gan ning (Child-Pugh C). O bénh nhén
suy gan vira (Child-Pugh B), can nhic giam liéu sau khi da ting liéu 50%, va thudc phai duge diang
thén trong & nhimg bénh nhan nay. Cin theo dai chirc ning cho moi bénh nhan gan trude khi didu
tri, mdi 2 tuan trong thang diéu tri du tién, tiép sau d6 1a mbi thang.

4.2 Céch dung
Dung dudng udng. Nubt nguyén vién thude cling véi nude.
Déi v6i bénh nhan khé nudt nguyen vién thudc, ¢6 thé chia nhé vién va tr ¢
sita chua). Phai dung hét phin thube da tron nay ngay.
Nén udng thudc 1 1dn/ngay chon cling thei diém gifra cc ngdy ding thud¢)/C6 thé dung thudc khi
doi hodc ciing véi bira an nhe.

voi thie an mém (nhw

Néu bénh nhin quén dimg thuéc
Néu bénh nhén quén ding 1 lidu thudc, bo qua lidu da quén va ubng lidu tiép theo nhu binh thudng.
Khéng ubng gip dbi lidu dé bu cho lidu da quén
Néu udng thubc qud liéu
Néu udng qué liéu, bénh nhén c¢in bao ngay cho béc si hoic dén ngay bénh vién. Can cho bac si
biét thudc ma bénh nhén @i udng qua liéu. Bénh nhén ¢6 thé cAn duoc can thiép y té ngay. C6 thé
xay ra cac tac dung khong mong muén nhu dau bung, tiéu chay, bubn ndn, ndn, chirc nang than
hotic gan ¢6 thé bi anh hudng nghiém trong.

5. Chéng chi dinh:
- Qud mén véi bit ky thanh phén ndo cua thude
- Kéthop véi cac liéu phap tao phirc chelat khac (do tinh an toan cia viéc két hop nay chua dugce

biée).

- Bénh nhén c6 Cler < 60 ml/phnt.

6. Canh bdo va thin trong khi diung thude:
Chirc ning than
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Deferasirox da duge nghién trén bénh nhéan cé creatinin huyét twong nim trong khoang binh

thudng.

Trong cAc thir nghiém 14m sang, su ting creatinin huyét twong > 33% duoc do trong 2 14n lién tiép,
d6i khi nam trén muc gi6i han binh thudng, da xay ra & khoang 36% bénh nhan. Diéu nay phu
thudc vao liéu ding. Khoang 2/3 bénh nhén c6 ndng dd creatinin huyét twong ting v& mirc binh
thuéng ma khong can higu chinh liéu. Trong 1/3 bénh nhan con lai, creatinin huyét twong téng
khong héi phuc khi giam liéu hay ngimg thudc. Trong mét sb truomg hop, gid tri creatinin huyét
tuong chi én dinh sau khi giam liéu. Mét sb truomg hop suy than cip da duoc bo cdo sau khi ding
thube deferasirox. Trong mot sb trudng hop, sr giam chirc nang than dén dén suy than cdn duoc
chay thén tam thdi ho#ic vinh vién.

Nguyén nhén ctia sy ting creatinin huyét twong chua dugc giai thich. Do d6, cin dic biét chu ¥
theo doi ndng do creatinin huyét twong & bénh nhan dang ding ddng thi cac thude gay giam chic
ning thn, va & bénh nhin dang ding deferasirox liéu cao va/hoic cé mire d6 truyén mau thip (<
7 ml/kg/thang khéi hdng cAu, hay < 2 don vi kh6i hdng cAu/thang dbi v6i ngudi 16n)> Trong khi
d6, khong c6 su tiang tic dung khéng mong muédn trén than sau khi ting liéu deferasirox dang vién
phén tan 1én dén 30 mg/kg trong cdc nghién ctru 14m sang, su ting nguy co xay ra tic dung khong
mong mudn trén thin ddi véi dang vién nén bao phim véi lidu > 21 mgkg khong duge logi trir.
Khuyén cdo dénh gid ndng d6 creatinin huyét twong 2 1in trude khi bit diu didu tri. Nén theo doi
ndng @5 creatinin huyét thanh, d9 thanh théi creatinin (uéc tinh da vao cong thitc Cockcroft-Gault
hodc cong thirc MDRD dbi voi ngudi 16m va cong thirc Schwartz d6i véi tré em) va/hoic ndng dd
cystatin C trong huyét twong truéc khi diéu tri, mdi tuin trong thang diéu tri diu tién va khi thay
d6i liéu/dang bao ché. Bénh nhan d c6 bénh thén tir truée hogic dang ding thudc gay anh hudng
dén chirc ning thin c6 nguy co cao hon gédp phai bién ching. Can b di nuée cho bénh nhan tiéu
chay hodc non.

Pi ¢6 béo cdo vé tinh trang nhi®m toan chuyén hoa khi didu trj bing deferasirox. Tinh trang nay
xdy ra chi yéu & bénh nhén suy gidm chitc nang than, mic bénh 1y éng than (hoi chimg Fanconi)
hoic tiéu chay, hodc ¢6 tinh trang mét cén bing acid-base. Cin theo ddi cin bing acid-base trén
1am sing d6i v6i nhimg bénh nhin ndy. Cn nhic ngimg dung deferasirox néu bénh nhan nhiém
toan chuyén héa.

Di ¢6 bdo cdo vé cac trrdng hop ning ciia bénh 1y 6ng thin (nhw héi chimg Faconi) va suy thin
lién quan dén thay dd1 nhén thirc & bénh nhin mic bénh ndo do tdng amoniac mau & bénh nhan
dugc diéu trj bing deferasirox, chii yéu 13 tré em. Khuyén cdo nén xem xét bénh ndo do ting
amoniac mau va do ndng d6 amoniac méau & nhimg bénh nhén ¢6 nhing thay d6i vé tim than khong
r5 nguyén nhan trong khi diéu tri bing deferasirox.

Hiéu chinh liéu va ngirng diéu tri khi theo ddi chirc nang than ciia bénh nhén:

Creatinin huyét thanh D6 thanh thai creatinin
Trudc khi bit dau diéu trj 2 14n vai |1l4n
Chéng chi dinh < 60 ml/phut
Theo doi
Théng c?iéu tri d%’iu tién hoge khi hi¢u M&i tuan va | Mdi tuan
chinh licuw/thay doi dang bao ché
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Tiép sau d6 M3di théng Mobi théng

Giam lidu 7 mg/kg/ngdy (dang vién nén bao phim), néu céc thong s6 danh gid chiic nang thin sau
duoc danh gia sau 2 14n kham lién tiép va khong thé quy cho cac nguyén nhan khac

Ngudi 16n >33%sovéigidtritrung | va | Giam dén dudi mic
binh trude khi diéu tri gi6i han binh thudng
(< 90 ml/phit)
Tré em > mirc gidi han trén binh | v&/ | Giam dén dudéi mic
thuong hodc | gi6éi han binh thuong
(< 90 ml/phit)
Sau khi giam liéu, ngimg diéu trj néu
Nguoi 1om va tré em Ting lién tuc > 33% so | v&/ | Giam dén dudi mirc
vOol gia tri trung binh | hodc | giéi han binh thuong
triedre khi diéu trj (< 90ml/phut)

C6 thé tai didu tri hay héng phu thudc vao tinh trang 1dm sang ciia tirng bénh nhén.

(:,‘6 thé can nhic giam liéu hodic ngimg diéu tri néu xay ra nhimg d4u hiéu bAt thuomg vé chirc ning
6ng than va/hodic c6 bidu hién trén 1am sang:

- Protein nidu (nén xét nghidm trude khi diéu tri va mdi thang sau khi bit dau diéu tri)

- Glucose niéu khéng phai do d4i thdo dudng va nong do trong huyét thanh ciia kali, phosphat,
magnesi hoiic urat thap; phosphat niéu, amino acid niéu (cAn theo d&i néu can thiét).

Bé_.fnh ly c‘%ng than dwoc bao cdo chu yéu & tré em va thiéu nién méc hoi chimg thalassaemia dugc
diéu tri bang deferasirox. :

Bénh nhén can duogc thim kham boi béc si chuyén khoa vé than va tién hanh cdc xét nghiém dic
hiéu (nhu sinh thiét) néu xay ra tinh trang sau ddy mic di di gidm liéu hodc ngimg ding
deferasirox:

- Creatinin huyét thanh van ting déng k&, lién tyc, va

- Nhing bt thwong vé céc chi s danh gia chirc ning thin khac van con dai ding (nhu protein niéu,
héi chimg Fanconi).

Chirc ndng gan

Sw ting ndng dd enzym gan da dugc quan sét thiy & bénh nhan duoc didu trj bing deferasirox. D3
c6 bao cdo vé cac trudng hop suy gan, trong d6 c6 truomg hop di tir vong. Céc truong hop ning c6
thay d6i v& nhan thicc & bénh nhin méc bénh nfo do ting amoniac mau quéa mirc ¢6 thé xay ra &
nhitng bénh nhin duge didu tri bing deferasirox, dic biét 1a & tré em. Khuyén céo can nhéc bénh
nfo do ting amoniac mau ciing nhu do ndng dé amoniac mau & bénh nhan ¢ thay dbi vé tim than
chua rd nguyén nhan khi dang ding deferasirox. Dam bao bu di nuéc cho bénh nhan giam thé tich
tudn hoan (nhu tiéu chay, nén), dic biét 1a & tré em 6m niing. Hau hét cac bdo cdo vé suy gan xay
ra & nhitng bénh nhin d3 méc bénh ning tir trude, bao gdm xo gan tir trude. Tuy nhién, khong thé
loai trir vai trd ctia deferasirox nhu mot yéu t6 gop phan hodc lam ning thém.

Khéng khuyén cao dung deferasirox cho bénh nhan suy gan niing (Child-Pugh C).
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huyén cdo theo ddi tinh an toan

Xét nghiém Tén suét

Creatinin huyét thanh 2 lan trude khi diéu tri.
MB&i tudn trong théng didu tri du tién hozc sau
khi hiéu chinh liéu/thay d5i dang bao ché.

Sau d6, tién hanh 1am xét nghiém mdi thang,

Do thanh thai creatinin va/hodc cystatin C | Trude khi diéu tri.

huyét fuong M3i tudn trong théng diéu trj du tién hoic sau
khi hiéu chinh liduw/thay dbi dang bao ché.

Sau d6, tién hanh lam xét nghiém m3i thang.

Protein niéu Trude khi diéu trj.
M3i théng sau khi bat dau didu tri.

Céc xét nghiém vé chirc nang éng thin (nhu | Khi cin thiét
glucose niéu & bénh nhin khéng bi dai thdo
duong va c6 ndng do kali, phosphat,
magnesium hoic urat huyét thanh thép,
phosphat niéu, amino acid niéu)

Transaminase huyét thanh, bilirubin, alkalin | Trudc khi diéu tri.
phosphatase M3i 2 tuin trong thang didu trj dau tién.
Sau do, tién hanh lam xét nghiém mdi thang.

Xét nghiém vé thinh giac va thj giac Trude khi diéu tri.
Sau do, tién hanh lam xét nghiém mdi nam.

Thé trong, chidu cao va sw phat trién vé gi6i | Trude khi diéu tri.
tinh Sau d6, tién hanh 1am xét nghiém méi nam.

O nhitng bénh nhan dwoc cho 14 ¢6 tudi tho thip (nhu bénh nhan c6 nguy co cao bi hgi chimg loan
san tiy), ddc biét 1a khi c6 bénh méc kém c6 thé 1am ting nguy co gy ra tac dung khéng mong
muén, lgi ich didu tri ciia deferasirox bi han ché va c6 thé gdy ra nguy co cao hon. Khéng khuyén
cdo dung deferasirox cho nhitng bénh nhén nay.

Cén than trong khi dung thude nay cho bénh nhan cao tudi do tan suat xay ra tac dung khéng mong
mubn cao hon (d4c biét 14 tiéu chay).

Dir li¢u & tré em mic hoi ching thalassaemia khong phu thudc vao truyén mau con rit han ché,
Cén theo di chit ché viée ding thude nay dé phat hién ra céc tic dung khong mong mubn va theo
ddi tinh trang thira sét & tré. Ngoai ra, trude khi diéu trj tinh trang thira sit ning & nhitng bénh nhén
ndy, cin théng béo cho bénh nhan vé hiu qua cia viée ding thubc dai han néu bénh nhan chura biét
vé diéu nay.

Réi loan tiéu héa
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D3 ¢6 béo cdo vé tinh troang Toét va xuit huyét duong tiéu hoa trén & bénh nhan ding deferasirox
(bao gdm ca tré em va thiéu nién). P4 quan sat théy nhidu vét loét & mot sb bénh nhan. Pa c6 bao
céo vé tinh trang loét gdy bién chimg thing dudng tiéu héa. Ciing ¢ truong hop xudt huyét tiéu
héa gay tir vong, dic biét 1a & ngudi cao tudi cd u 4c tinh gy xuét huyét va/hodc giam tiéu ciu.
Cén canh gidc v& ddu hiéu va triéu chimg cta loét va xuét huyét duong tiéu hoa khi diéu tri bing
deferasirox. Trong truomg hop loét hogic xuét huyét tiéu hoa, ngimg ding deferasirox va kip thoi
bét ddu danh gia va didu tri bd sung. Can than trong d6i v6i bénh nhén dang dung deferasirox két
hop voi cac thubc dugc cho 13 c6 thé giy loét dudng tiéu héa (nhu NSAID, corticoid hoic
biphosphonat duéng uéng) & bénh nhan dang ding thudc chéng déng mau va bénh nhén c6 lugng
tiéu cau < 50000/mm? (50 x 10%/1).

Réi loan trén da

Tinh trang ph4t ban c6 thé xay ra khi didu tri bing deferasirox. Tinh trang nay déu tu khoi. Khi cin
phai ngimg diéu tri, nén t4i didu trj sau khi tinh trang phat ban khoi, st dung liéu thip hon sau d6
tang lidu tir tir, Trong trurdng hop nghiém trong, viéc tai didu tri c6 thé dugc tién hanh két hop véi
diing steroid dudng udng trong thoi gian ngén. DA c6 béo cdo vé céc tdc dung khong mong muén
trén da niing c6 thé gay de doa tinh mang gbm hoi chimg Stevens-Johnson, hoai tir thuong bi nhiém
d6c va hoi chiing phét ban do thude (DRESS). Néu nghi ngdr xay ra cée tic dung khéng mong mudn
ndy, cAn ngimg ding deferasirox ngay va khéng nén tai diéu tri bing thudc ndy. Khi ké don, bénh
nhén cAn dugc biét vé cac dAu hidu va tridu chimg ctia cdc phan tmg trén da nghiém trong va cin
dugc theo ddi chit ché.

Phan ng qud min

P4 ¢6 bdo cdo vé phan (mg qua min (nhu phan vé va phii mach) & bénh nhan ding deferasirox,
thudng khoi phat trong thang didu trj diu tién. Néu xy ra céc phéan tmg nay, nén ngimg ding
deferasirox va c6 bién phap can thiép y té thich hop. Khong nén tai diéu tri bang deferasirox cho
bénh nhin timg bj qua min do nguy co giy sdc phén vé.

Thij gide va thinh giac

R&i loan thi giac (nhin mé) va thinh giac (giam thinh gidc) da duoc bao cdo. Khuyén cdo kiém tra
thj gidc va thinh gidc trude khi bit ddu didu tri va mdi 12 thang sau khi bt dau diéu tri. Néu xay ra
rdi loan thi gidc va thinh giac trong qué trinh diéu tri, cdn nhic giam lidu hogc ngimg diéu tr.

Réi loan mau

P 6 béo cdo vé tinh trang giam bach clu, giam tiéu cAu hodc giam toan thé huyét cau (hoic lam
niing hon tinh trang giam s6 lugng té bao m4u ndy) va 1am ning hon tinh trang thiéu méu & bénh
nhén ding deferasirox. Hau hét nhimg bénh nhan nay bj réi loan huyét hoc truée d6 thudng lién
quan dén suy tiy xuong. Can nhic ngimg diéu tri nén néu bénh nhan bj suy giam té bao mau khong
rd nguyén nhén.

Cic roi loan khic

Khuyén céo theo doi ferritin huyét thanh mdi thang @ d4anh gi4 dap tmg diéu tri ciia bénh nhan va
ngin ngira tinh trang tao phtrc chelat qua mirc. Khuyén cdo giam liéu hoic theo di chat ché chic
ning gan, thin va ndng dd ferritin huyét thanh khi ding lidu cao deferasirox va khi ndng do ferritin
huyét thanh gin dat muc tiéu diéu tri. Néu ndng dé ferritin huyét thanh < 500 pg/l trong thoi gian
dai (& bénh nhén thira sit do truyén mau) hoic giam dén < 300 pg/l (& bénh nhin méc hoi chimg
thalassaemia khéng phu thudc vao truyén mau), cin nhic ngimg ding deferasirox.
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Can luu két qua va danh gia thefong xuyén xu huéng ctia nong do creatinin, ferritin va transaminase
huyét thanh.
Trong 2 thir nghiém 14m sang, s ting trudng va phét trién v& gi6i tinh & tré em dugc diéu trj bing
deferasirox trong tbi da 12 5 nim khéng bi anh hudng. Tuy nhién, nhim muc dich phong ngtra d6i
véi bénh nhén thira sit do truyén mau, can theo ddi thé trong, chiéu cao va su phat trién vé gidi
tinh trwdc khi tién hanh didu tri vao m&i 12 thang sau khi bat dau diéu tri.
Suy giam chirc nang tim 13 mdt bién ching cta tinh trang thira sit ning. Cin theo ddi chirc ning
tim & bénh nhén thira st niing trong qu4 trinh diéu tri bing deferasirox dai han.
7. Sur dung cho phu nir ¢6 thai va cho con bi:
7.1 Phu nit mang thai
Chua ¢6 dit liéu vé viée dung deferasirox cho phu nir ¢6 thai. Cac nghién ciru trén dong vét cho thz"iy
¢6 mot s doc tinh sinh san & lidu gy dc cho cé thé me. Nguy co xdy ra & ngudi chua duge biét.
Nhi&m muc dich thin trong, khuyén cdo khéng ding thubc nay trong thai ky trix khi thyc sy can thiét.
Deferasirox c6 thé 1am giam hiéu qué ciia thudc tranh thai chita hormon. Khuyén céo phu nit ¢6 kha
nang mang thai nén sir dung bién phdp tranh thai khéc khéng chira hormon khi ding thudc nay.
7.2 Phu nir cho con b
Trong cdc nghién ciru trén dong vét, deferasirox duoc tiét nhanh va nhiéu vao stta. Chira ¢6 anh
hwéng nao trén con non dang lwu y. O ngudi, chua biét deferasirox c6 dirge tiét vao sita me hay
khong. Khuyén céo khéng dung thude nay cho phu nir dang cho con b
7.3 Kha niing sinh sin
Chua c6 dir lidu vé& anh hudng ciia deferasirox dén kha ning sinh san & ngudi. O dong vét, chua
phét hién anh huéng khdng mong mudn nao dén kha ning sinh san & ca con dyc va con céi.
8. Anh huwéng ciia thubc I1én khi niing lii xe, vin hinh miy méc:
Deferasirox it gy anh huéng dén kha ning 14i xe va vin hanh may méc. Bénh nhan giip phai tic
dung khéng mong mudn 13 chéng mit (it gip) cin than trong khi 14i xe hodc van hanh may méc.
9. Tuong téc, twong ky ciia thudc:
9.1 Twong tic cia thude
Chéng chi dinh dung két hop deferasirox véi cac liéu phdp tao phic chelat khac do tinh an toan
cua viée két hop nay chua duoc biét.
Twong tic vdi thirc dn
Cumax cUa deferasirox dang vién nén bao phim ting (29%) khi ding cuing bira in giau chét béo. Nén
dung thude nay khi déi hodc cung voi bita n nhe, vao cung mdt thoi diém giira cic ngay dung
thube.
Cic thubc c6 thé lam giam nong dj deferasirox toan thén
Su chuyén héa ctia deferasirox phu thude vao enzym UGT. Trong nghién ciru & ngudi tinh nguyén
khoe manh, viéc ding ddng thoi deferasirox (liéu duy nhat 30 mg/kg, dang vién nén phén tén) va
céc thube cdm tng manh UGT 14 rifampicin (dimg liéu nhic lai 600 mg/ngay), ndng do deferasirox
giam 44% (37-51%, khoang tin ciy 90%). Do d6, diing két hop véi cac thudc cam (mg manh UGT
(nhu firampicin, carbamazepin, phenytoin, phenobarbital, ritonavir) c6 thé 1am giam hiéu qua ctia
deferasirox. Cin theo d&i ndng d6 ferritin huyét tuong trong va sau khi ding két hop, can higu
chinh liéu deferasirox khi can thiét.
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Cholestiramin lam giam dangké ndng do deferasirox trong nghién ctru xac dinh mic d tai hap
thu tir chu trinh gan — rudt.

Midazolam va cdc thudc bi chuyén hda béi CYP3A4 khdc

Trong mét nghién ctru trén ngudi tinh nguyén khoe manh, ding dong thoi deferasirox dang vién
nén phén tan v6i midazolam (co chét cia CYP3A4) lam gidm ndng d¢ midazolam 17% (8-26%,
khoang tin cdy 90%). Anh huéng nay trén 14m sang chua c6 déu hiéu dang lo ngai. Do d6, nguy co
giam hiéu qua didu trj, cAn than trong khi ding két hop véi deferasirox véi céc thude duge chuyén
héa qua CYP3A4 (nhu ciclosporin, simvastatin, thudc tranh thai dang hormon, bepridil ergotamin).
Repaglinid va cdc thuéc chuyén héa béi CYP2C8 khdc

Trong mét nghién ctru trén ngudi tinh nguyén khoe manh, ding ddng thei deferasirox (12 cht trc
ché vira CYP2C8) dang vién nén phan tén lidu 30 mg/kg véi repaglinid (co chit ctia CYP2C8) lidu
duy nht 0,5 mg, AUC va Cmax ciia repaglinid ting tuong ting 13 2,3 14n (2,03 — 2,63 lan, khoang
tin ciy 90%) va 1,6 lan (1,42 — 1,84 lan, khoang tin cdy 90%). Do tuong tic ndy chua dugc chimg
minh véi lidu cao hon 0,5 mg repaglinid, khong ding déng thdi deferasirox véi repaglinid. Néu
can phai dung két hop, can theo dai ndng dé glucose mau va tinh trang 14m sang ciia bénh nhén.
Chura thé loai trir dugce twong tac thudc giita deferasirox va cdc co chit khac ciia CYP2CS.

Twong tic thube véi theophyllin va cdc thudc dwoc chuyén héa béi CYPIA2 khdc

Trong mdt nghién ctru trén ngudi tinh nguyén khoe manh, ding dong thoi d erasirox (1a chét {rc
ché CYP1A2) lidu nhéc lai 30 mg/kg/ngdy dang vién nén phén tan va theophyllin (co chit cia
CYP1A2) lidu duy nhét 120 mg, AUC ctia theophyllin tang 84% (73 — 95%, k
Cmax cia theophyllin diing lidu duy nhit khong bj anh hudng, nhung dy do4n cé sy ting Cmax
khi diing theophyllin trong thdi gian dai. Do @6, khong khuyén cdo diing dong thoi deferasirox va
theophyllin. Néu phai diing ddng thdi, cin theo dai nong d6 theophyllin va cin nhic giam liéu
theophyllin. Chua thé loai trir duge tuong tac thude gitta deferasirox va cédc thudc khdc 13 co chat
ctia CYP1A2. Péi véi céc thude duoc chuyén héa chii yéu qua CYP1A2 va ¢6 khoang diéu trj hep
(nhu clozapin, tizanidin), ciing khuyén céo twong tir nhu theophyllin.

Cdc thong tin khdc
Ding ddng thoi deferasirox va céc antacid chira nhdm chura duge nghién ctru chinh thirc. Méc du
deferasirox c6 4i luc thip v&i nhdm hon sit, khéng khuyén cdo dung deferasirox véi antacid chira
nhoém.
Viéc ding ddng thoi deferasirox véi céc thude c6 thé gay loét da day nhu NSAID (bao gébm ca acid
acetylsalicylic liéu cao), corticosteroid hogic bisphosphonat dudng ubng cé thé lam ting nguy co
gdy doc tinh trén dudng tidu hoa. Ding dong thoi deferasirox vdi cdce thube chéng déng méau ciing
¢6 thé 1am ting nguy co gy xudt huyét duong tiéu héa, Cin theo ddi chit ché finh trang 1am sang
ctia bénh nhan khi dimg dong thoi deferasirox véi cac thude nay.
Dung ddng thoi deferasirox véi busulfan 1am ting AUC cua busulfan, co ché tuong tac thude chua
duoc biét rd. Néu c6 thé, cin danh gid duge dong hoe (AUC, d6 thanh thai) déi véi liéu thir busulfan
dé higu chinh lidu.
9.2 Twong ky, ciia thube

Do khéng ¢ cac nghién ctru vé tinh twong ky cia thubc, khong trdn 1dn thude ndy v6i cée thude
khac.

10. Tac dung khéng mong mudn ciia thude:
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Céc tac dung khong mong n thudong duge bao cao nhat khi ding deferasirox trong théi gian
dai trong céc thir nghiém 14m sang ding deferasirox dang vién nén phén tan bao gbm réi loan tiéu
héa (chi yéu 13 budn ndn, ndn, tiéu chay hogic dau bung) va phat ban trén da. Tinh trang tiéu chay
thudng duge bao cdo hon & tré em tir 2 — 5 tudi va & ngudi cao tudi. Céc tac dung khéng mong
mudn nay phy thudc lidu, hiu hét 1a nhe dén vira, thudng 14 thoang qua va bénh nhan hdi phuc khi
ngimg thude.

Trong céc nghién ctru 14m sang, su gia ting creatinin huyét thanh phu thudc vao liéu xay ra &
khoang 36% bénh nhan, méc du hau hét gié tri creatinin huyét thanh vin nim trong khoang binh
thudng. Quan sat thiy cé sy giam do thanh thai creatinin trung binh & tré em va ngudi 16n méc hdi
ching thalassaemia beta cé tinh trang thira sét trong nam diéu trj dAu tién, tuy nhién ¢6 bing chimg
cho thdy khéng c6 su giam do thanh thai creatinin trong cic nam diéu tri tiép theo. Da ¢6 bao cdo
vé su ting ndng db transamin gan. Khuyén cdo theo d&i dinh ky chiic ning gan va thén. it gap tac
dung khéng mong mudn v& thinh gidc (giam thinh giic) va mit (nhin md), va ciing khuyén céo
theo déi céc chirc ning nay mdi nam.

Pa c6 béo cdo vé cdc tac dung khéng mong mubn ning trén da (bao gdm hoi chimg Stevens-
Johnson, hoai tir thuong bi nhiém déc va hdi chimg phat ban do thubc (DRESS: Drug reaction with
eosinophillia and systemic symptoms) khi dung deferasirox.

Rét thuomg gdp (ADR > 1/10); Thuong gdp (17100 < ADR < 1/10);

it gap (1/1000 < ADR <1/100); hiém gip (1/10000 < ADR <I1/1000); rdt hiém gap (ADR
<1/10000).

Madu va hé lympho

Chua rd tan suat Thiéu mau bat san', giam tiéu cau', thiéu mau
niing hon', giam bach céu’

HE¢ mién dich

Chura rd tn sudt Phan tmg qua mén (bao gdm phan tng phan vé,
phu mach)!

Chuyén héa va dinh dudng

Chuwa rd tan suft Nhiém toan chuyén héa'

Tim thin

It gap Lo ling, rdi loan gidc ngt

HE thin kinh

Thuong gip Dau du

it gap Chéng mit

Mt

it gap Duc thuy tinh thé, hoang diém

Hiém gip Viém déy than kinh thi gidc

13/17

]

[
m

\

3C
JB

ll



https://trungtamthuoc.com/

Tai va bc tai

it gap Diéc

Ho kt’fp, lé‘ng nguc va frung thit

it gap Dau thanh quan

Tiéu hoa

Thuong gip Tiéu chay, tio bon, nén, bubn nén, dau byung,
diy bung, khé tiéu

ft gap Xuét huyét tiéu héa, loét da day (bao gdbm céc
truomg hop nhiéu vét loét), loét ta trang, viém
da day

Hiém giip Viém thyc quan

Chua rd tin suét

Thung rudt!, viém tuy cép'

Gan-miit

Thwong gép Téng transaminase

it gap Viém gan, s6i mét

Chura rd tan suit Suy gan'-?

Da va mé dudi da

Thuong gip Phat ban, ngtra

it gap Réi loan sic td

Hiém gip Hbi chig phat ban do thubc (DRESS)

Chura r3 tin suét Hoi chimg Stevens-Johnson!, viém mach do
qud mén', ngira!, hong ban da dang’, rung téc’,
hoai tir thugng bi nhiém doc!

Thén va tiét ni¢u

Rt thuong gip Tang creatinin méu

Thuong gép Protein niéu

It gip Réi loan & 6éng than? (hdi chimg Fanconi),
glucose niéu

Chua r tén suét Suy thin cdp" 2, viém thén 6ng than k&', viém

cau than', hoai tir dng than'

Todn thin va tai vi tri ditng thudc

ft gap

Sét, pht, mét moi
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! Tac dung khéng mong muon dz,rac bdo cdo tir thuc té st dung thuée. Do cdc bdo cdo nay tw
phdat nén khéng phai liic nao ciing phan anh ding tdn sudt ciing nhu quan hé nhdn qua véi viéc
dung deferasirox.

2 Pd ¢é bdo cdo vé cdc trieong hop ndng lam thay déi nhdn thirc do bénh ndo gdy ra boi su iing
amoniac mau.

Iré em
Trong 2 thir nghiém 14m sang, su ting trudng va phat trién vé gidi tinh & tré duge diéu tri bang
deferasirox trong thoi gian 1én dén 5 nim khong bj anh huong.
Tinh trang tiéu chay dugc bao céo thuong xuyén hon & tré em 2-5 tudi so v&i nhitng bénh nhén 16n
tudi hon.
Bénh 1y éng than duge béo cdo chi yéu & tré em va thiéu nién méc hdi chimg thalassaemia beta
duge diéu tri bing deferasirox. Trong cac bao céo tir thue té sir dung thudc, ty 18 nhiém toan chuyén
hoa xay ra ¢ tré em c6 hoi chimg Fanconi la cao hon.
D ¢6 bao cdo vé tinh trang viém tuy cap, dic biét 1a & tré em va thiéu nién.
Huwéng dén cdch xir tri ADR
Chua c6 thong tin.
Théng bdo véi bdc si nhiing tic dung khdng mong muon gap phdai khi siv dung thuoc.

11. Qua liéu va cdch xit tri:
Qud liéu
Biéu hién s6ém cua tinh trang qua liéu cAp tinh 1a nhimg réi loan tiéu héa nhu dau bung, tiéu chay,
budn ndn va nén. Nhitng rdi loan trén gan va thin ciing d& duge bao céo, bao gdm cdc trudng hop
ting creatinin va enzym gan dwoc phét hién sau khi ngimg diéu tri. Mot truong hop ding liéu duy
nhit 90 mg/kg xay ra hoi chimg Fanconi di duoc hdi phyc sau khi diéu tri.
Céch xir tri khi diing thubc qud liéu
Chua ¢6 thudc giai doc dic hiéu. Cin tién hanh cic quy trinh chudn dé kiém soét tinh trang qud
liéu va diéu tri triéu chimg cho bénh nhan.

12. Pac tinh dwge lye hoc:
Nhém duge Iy: thudc tao phire chelat véi sit.
Ma ATC: VO3ACO03
Deferasirox 1a thuéc dung dudng uéng tao phirc chelat chon loc véi ion sét hoa tri III. Phan tir
deferasirox gdm 3 nhénh gin vao sét véi 4i luc cao theo ty 1é 2:1. Deferasirox 1am ting bai tiét sat,
chu yéu qua phan. Deferasirox c6 4i luc thép véi kém va ddng, khong gdy ra ndng do thip lién tuc
trong huyét thanh cta nhitng kim loai nay.

13. Diic tinh dwoc dong hoc:
Sinh kha dyung ctia dang vién nén bao phim cao hon so véi dang vién nén phén tan. Sau khi didu
chinh ham lugng, cong thirc dang vién nén bao phim (ham lrgng 360mg) twong g véi ham lugng
vién nén phan tan (ham lugng 500mg), dugce dénh gia dua vao gid tri AUC trung binh & trang théi
d6i. Cmax ting 30% (20,3 — 40,0%, khoéang tin ciy 90%), tuy nhién mdt phan tich vé ndng do/dap
tmg trén 1am sang cho thiy khong cé bing chirg vé anh hudng trén 14m sang ctia su gia ting Crax
nay.
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Hap thu

Deferasirox dang vién nén phén tan dugc hép thu qua dudng udng, tmax trung binh khoing 1,5 —
4 gid. Sinh kha dung tuyét dbi cua deferasirox dang vién nén phin tin bing khoang 70% so vdi
dang tiém. Sinh kha dung tuyét d6i ctia dang vién nén bao phim chura dugc biét. Sinh kha dung clia
dang vién nén bao phim cao hon 36% so v&i dang vién nén phén tan.

Mét nghién ctru vé& anh hudng cua thirc 4n 1én dang vién nén bao phim & ngudi tinh nguyén khoe
manh vao lic doi, sau bita #n it chit béo (luong chit béo < 10% calo) hodc giau chét béo (lugng
chit béo > 50% calo) cho théy AUC va Cpax gidm nhg sau bira an it chét béo (twong img 12 11% va
16%). Sau bira 4n giau chét béo, AUC va Cmax ting (twong tmg 1a 18% va 29%). Su ting Cmax do
thay dbi dang bao ché va do anh hudng cua bita in giau chét béo co thé lam ting thém tic dung
ctia thude. Do d6, khuyén cdo ding dang vién nén bao phim vao lic déi hodc sau bira #n it chét
béo.

Phan bé

Deferasirox lién két nhiu véi protein (99%), hdu hét 12 lién két véi albumin huyét thanh; c6 thé
tich phan bb nho, khoang 14 L & ngudi I6m.

Chuyén héa

Con duong chuyén héa chinh chinh cua deferasirox 1a glucuronid héa va thai trir qua mét. Qua
trinh khir su lién hop cta céc chit glucuronid héa & rudt va sy tai hip thu (chu trinh gan-rudt) c6
xay ra: Trong mt nghién citu trén ngudi khoe manh, ding cholestyramin sau khi udng lidu duy
nhét deferasirox 1am giam 45% AUC ctia deferasirox.

Deferasirox dugc glucuronid héa chii yéu bdi UGT1A1 va mire d§ kém hon boi UGT1A3. O ngudi,
deferasirox kém chuyén hoa boi CYP450 (khoang 8%). Khong quan sat thay su trc ché qua trinh
chuyén hoa deferasirox béi qué trinh hydroxyurea in vitro.

Thai trie

Deferasirox va céc cht chuyén hoéa cia n6é chu yéu duwoc thai trir qua phan (84% lidu dung).
Deferasirox va cac chit chuyén hoéa cua né it duge thai trir quan than (8% lidu ding). Tia trong
khoang 8 — 16 gid. MRP2 va MXR (BCRP) ciing tham gia vao qua trinh bai xuét deferasirox qua
mat.

Tinh tuyén tinh

Cumax v& AUC.24 i ctia deferasirox ting tuyén tinh véi liéu diing & trang thai 6n dinh. Nong d¢ khi
ding da liéu ting 1én, hé s6 tich lity tang tir 1.3 1én 2,3.

Déi twgng dic bigt

Tre em

Néng do deferasirox ¢ thiéu nién (12 dén 17 tubi) va tré em (1 dén dudi 12 tudi) sau khi udng don
va da lidu thdp hon so v6i ngudi 16n. O trén em < 6 tudi, ndng d6 thip hon khoang 50% so véi
ngudi 16n. Do lidu ding dugc c4 thé héa dua vao dép tmg diéu tri nén diéu nay khong gay anh
hudng trén 1dm sang.

Gidi tinh

Nir gi6i c6 do thanh thai biéu kién cuia deferasirox hoi thip hon (khoang 17,5%) so véi nam gi6i.
Do liéu ding duge c4 thé héa dya vao dap ting diéu tri nén diéu nay khong gay anh hudng trén lam

sang.
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Ngudi cao tudi
Dugc dong hoc ctia deferasirox chura duge nghién clru & ngudi cao tudi (> 65 tudi).
Suy thgn hodc suy gan
Dugc dong hoc cua deferasirox chua duge nghién ciru ¢ bénh nhan suy than. Duoc dong hoc ctia
deferasirox khong bj dnh huéng boi ndng do transaminase & gan & ndng @6 cao hon 5 1an muc gidi
han trén binh thuong.
14. Quy cich dong géi:
NOCOPPA 360: Hop 3 vi x 10 vién nén bao phim, kém 1 t& huéng dén sir dung.
15. Piéu kién bdo quan, han ding, tiéu chuin chit lwong cia thube:
Diéu kién bao quan: Noi khé réo, nhiét d6 khéng qué 30°C.
Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuén chét lrgng: Tiéu chuin co sé.
16. Tén, dia chi ciia co s6 san xuit thube, co sé ding ky thude :

Co sé san xudt: CONG TY CO PHAN DUQC PHAM PHONG PHU — CHI NHANH NHA
MAY USARICHPHARM

Lo s6 12, dudng sé 8, Khu cong nghiép Tan Tao, Phudng

an Tao A, Quén Binh Tén, TP. Hd

Chi Minh. )‘;
A P a *
Co s ding ky: CONG TY CO PHAN DUQC P 'MEDBOLIDE
Phong 09, 14u 10, tda nha The EverRich 1, s§ 968 duomg Ba Théng Hai, phudng 15, quan 11, TP.
Hb Chi Minh.

Tp. Ho Chi Minh, ngay Mthdang Odndm 2025
Gidm dbe

GIAM POC

Goié Minss Chamk
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