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TG HUGNG DAN SU DUNG THUOC

Vién nén phin tin trong nudc

GONZALEZ-125

Vién nén phén tan trong nudc

GONZALEZ-250

Vién nén phén tan trong nudc

GONZALEZ-500

Thudc ban theo don
P& xa tam tay tré em
Poc ki huéng din sif dung trugc khi ding
Théng bdo ngay cho bdc sy hodc duge sy nhitng tdc dung khdng mong mudn khi sit dung thuéc
T hiténg déin sit dung nay bao gom thong tin hiéng dén cho thude cé nhiéu ham liigng khdc nhau

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUGI BEENH

1. Thanh phan

M®bi vién nén phin tdn trong nudc GONZALEZ-125 chya:

DeferasiroxX - eeeeeeeermremmriiriaiin 125 mg.

Té duge: Cellulose vi tinh thé M101, maltodextrin, natri lauryl sulfat, natri starch glycolat, tale, silicon

dioxyd.
Mdi vién nén phén tdn trong nudc GONZALEZ-250 chya:
DeferasiroX ceececoiereeriemeriii. 250 mg.

Td dudc: Cellulose vi tinh thé M101, maltodextrin, natri lauryl sulfat, natri starch glycolat, talc, silicon
dioxyd.

M®i vién nén phin tan trong nude GONZALEZ-500 chua:

DeferasirOX - ceeeeersmmmmmeanmnmiiie.. 500 mg.

T4 dugc: Cellulose vi tinh thé M 101, maltodextrin, natri lauryl sulfat, natri starch glycolat, talc, silicon
dioxyd.

2. Mb ta san phim

GONZALEZ-125: Vién nén dai, miu tring, hai mit tron.

GONZALEZ-250: Vién nén dai, mau tring, hai mit tron.

GONZALEZ-500: Vién nén dai, mau tring, hai mat tron.

3. Quy cdch dong géi /
GONZALEZ - 125: Hop 6 vi x 10 vién.
GONZALEZ - 250: Hop 6 vi x 10 vién.

GONZALEZ - 500: Hop 4 vi x 10 vién.

4. Thudc dang cho bénh gi?

Sdn phim GONZALEZ-125/ GONZALEZ-250/ GONZALEZ-500 chita thanh phin chinh ¢6 tic dung
dugc ly 1a deferasirox, thu¢c nhém chit tao phic vai sit. Thudc loai bd st thira ra khéi cd thé (con

goi 1a qud tdi sdt) bing cdch bit giff va dao thdi sit thira chil y&€u qua phan,
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Truyén mau thudng xuyén cé thé cin thiét & nhiing bénh nhan thi€u mdu (nhy thalassemia, bénh t&
bao mdu hinh liém hay loan sdn tdy). Tuy nhién truyén mdu nhiéu lin s& lam cd th€ tich ty sit thita
¢6 trong mau duge truyén do cd thé khong c6 phuong phdp  tr nhién d€ thdi trif sit thira. J nhitng
bénh nhén bi hdi chitng thalassemia thé khong phu thudc truyén mdu lugng sit qud tdi c6 thé tang
theo thdsi gian do ting hap thu sit trong bita &n d€ dap tng lai tinh trang s6 lugng t€ bao mau thap.
Lugng sit thita c6 thé gdy hai cho cdc cd quan quan trong nhu gan va tim. Thu8c tao phic véi sat
duge st dung dé loai bd lugng sit thita va gidm nguy cd gay hai cho cdc cd quan ciia nd.
Deferasirox c6 tic dung lam gidm lugng sit du thira trong co thé va dudc sit dung theo chi dinh cia
bdc sy dé diéu tri:

- Thira st man tinh do truyén mdu thudng xuyén & b&nh nhan tir 6 tudi trd 1én bi bénh beta
thalassemia nang.
- Thira sit man tinh do truyén mdu khi diéu tri bing deferoxamin bi ch&ng chi dinh hoac ddp ng
khong ddy dud & cdc doi tugng sau:

+Bénh nhin tir 2 - 5 tudi bi beta thalassemia nang do truyén méu thudng xuyén.

+ Bénh nhén ti 2 tdi trd 1én bi beta thalassemia ning do truyén mdu khong thudng xuyén.

+ Bénh nhén tiY 2 tudi trd 1én bi thi€u mau.
- Thira st man tinh khi diéu tri bing deferoxamin bi chong chi dinh hodc ddp Ung khong diy au &
nhitng bénh nhan t 10 wdi trd 1én bi hdi ching thalassemia nhung khong can phai truyén mdu
thudng xuyén.
5. Nén diing thuéc nay nhu thé& nao va liéu lugng?
Ludn dung thudc chinh xdc nhu hudng dan cla bdc sy hodc dudc s§. Néu chua rd, hay hdi lai cho
chic chdn.
Liéu dung:
Bic s§ s& tinh liu lugng chinh xdc cin phdi udng va s& néi ro cin phadi udng bao nhiéu vién mot
ngay. Bdc sy s& xdc dinh liéu dung dya trén trong lwgng cd thé va ddp tng cia tirng ngudi doi vdi
thudc.
- V6i ngudi phai truyén mdu thudng xuyén, li€u hang ngay khi bit ddu diéu tri thudng 1a 20 mg mdi
kg trong lugng cd thé. Béc s§ s& quyét dinh lidu cao hon hodc thap hon tiy vao ting trudng hgp cu
thé. '
- V6i ngudi phai truyén mdu khong thudng xuyén, liéu hang ngay khi bit diu diéu tri thudng 12 10 RE1
mg mdi kg trong lugng cd thé. /;:
- Tdy vio ddp tng clia ban, bic s§ ¢6 thé s& diéu chinh licu trong qué trinh diéu tri. X
_Liéu t5i da hang ngay 1a 40 mg mdi kg trong lugng cd th€ cho ngudi phdi truyén mdu thudng xuyén, py
20 mg m3i kg trong lugng cd thé cho ngudi 16n khong phdi truyén mdu thudng xuyén va 10 mg mbi Q
kg trong lugng cd thé cho tré em khdng phai truyén mdu thudng xuyén. {Q
Cédch dung: ‘
U6ng thudc mdt 1an vao cing mot thoi diém mdi ngay.
Udng thudc khi bung doi, it nhat 30 pht trude khi an.
Cho thudc vao mdt ly nuée, nude cam hodc nude tao (100 - 200 ml), khu&y dén khi vién nén tan hoan
toan. Dung dich trong ly s& ¢ mau hai duc. Udng hét nude trong cOc. LAy mot it nude hay nude trdi
ciy tréng cOc va udng hét phan nude do.
Khéng hoa tan thudc trong dé udng c6 gas hojc sifa, khong duge nhai, bé hodc nuét cd vién thudc.
6. Khi nao khong nén ding thudc nay?

Khong nén diing thudc nay néu ban: '
- Di ttng véi deferasirox, hoac bt ky thanh phin nao cua ch& pham.

- Bi suy thin vifa va nang.
- Pang udng mot thudc tao phitc vdi st khac.
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7. Tac dung khéng mong muén

Nhu cdc thudc khéc, deferasirox ¢6 thé giy tic dung khdng mong muén, nhung khdng phai ai ciing
gip phai. Hiu hét cdc tic dung khong mong mudn & mic d§ nhe hodc vira, va thudng khdi sau vai
ngay hoic vai tudn diéu tri.

Ngung diing thudc va lién hé trung tdm vy t& gan nhdt néu ban gdp cdc phdn ving sau:

- N&i man ning, khé thd va chéng mit hoic phit & mit va ¢ hong (phdn ng di ¢ng nang).

- N8i mén ning, d6 da, phdng rop moi, mit hodc miéng, 16t da, dau hong (phdn Ung trén da ndng).

- Gidm dédng ké lugng nudc ti€u (van dé vé thin).

- Pau bung trén bén phai, vang da va mdt hodc mau vang clia da va mit ting 1&én, nudc ti€u sim mau
(van vé dé gan).

- N6n ra mdu va/hoidc ¢6 phian ¢6 mau den.

- Bi dau bung thudng xuyén, dic biét 1a sau khi an hodc udng thudc.

- Bi ¢ néng thudng xuyén.

- MAt thi lyc mot phan.

- Pau bung vung phia trén nghi€ém trong (vi€ém tuy).

Cdc tdc dung khdong mong mudn khdc

Cdc tdc dung khdng mong mudn it gap (tdn sudt = 1/1000 dén <1/100) co thé tré nén nghiém trong,
théng bdo vdi bdc s§ sém nhdt c6 thé néu bj:

- Nhin md.

- Gidm thinh gidc.

Ra't thuong gap

- Bat thudng trong xét nghiém chifc niing thin,

Thuong gap

- R&i loan duding tiéu héa nhu budn ndn, non, tiéu chdy, dau bung, dy hdi, khd tiéu.

- Phat, dau diu, bat thudng trong xét nghiém nudc ti€u (protein niéu).

It gap

- Chéng mat, sOt, dau hong, phi tay va chén, thay ddi mau da, lo ling, réi loan gidc ngd, mét mai.
Chua ré tdn sudt

- Gidm s6 lugng ti€u cdu trong méu (t€ bao lién quan dén qud trinh dong mau), glam s6 lugng hong
ciu (trdm trong hon tinh trang thi€u mdu), gidm s0 lugng bach cdu (gidm bach cau trung tinh), hodc
gidm tat ca céc t€ bao mau.

- Rung téc, soi thin, gidm lugng nude ti€u, thing da day hoac rudt, ndng d6 acid bat thudng trong :
mau. :
Thude cé thé gdy ra cdc tdc dung khong mong mudn khdc. Néu ban gap bdt cit tdc dung khdng mong
mudn nao hay bdo vdi bdc s.

8. Nén tranh diang nhitng thuéc hoic thyc pham gi khi dang si dung thudc nay?

Mot s8 thude cé thé tuong tac vdi deferasirox nén pha1 théng bio cho bdc sy hodc duge s§ ciia ban vé
tat cd cdc loai thuéc ma ban dang st dung, bao gdm ca cdc thudc k& don hodc khong k€ don, cac
vitamin hoic thudc tit dugc liéu.

- Khéng uong deferasirox véi cdc thudc tao phic vdi sat khéc.

- Khong udng thudc khang acid (chita nhém) vao ciing thdi diém khi uéng deferasirox.

Thong bio cho bdc s§ néu ban da ding, dang dung hodc c6 thé s& diing cdc thudc khdc, dic biét la:

- Ciclosporin (ding dé ngin cd thé dao thdi cd quan cdy ghép ho#ic ding trong bénh viém khép dang

thap va viém da di @ng). ,
- Simvastatin (thudc ha cholesterol). M
- Mt vai thudc gidm dau hodc khdng viém (nhy aspirin, ibuprofen, corticosteroids).

- Bisphosphonat diing dudng udng (dung dé trj lodng xuong).
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- Thudc chéng ddng méu.

- Thudc ngiYa thai dang hormon.

- Bepridil, ergotamin.

- Repaglinid (diing dé tri ddi thio dudng).

- Rifampicin (ding dé€ tri bénh lao).

- Phenytoin, phenobarbital, carbamazepin (dung dé€ tri dong kinh).

- Ritonavir (dung d€ tri HIV).

- Paclitaxel (diing dé tri ung thu).

- Theophylin (dung dé tri bénh dudng hd hidp nhu hen suyén).

- Clozapin (diing d€ tri r6i loan tam thin nhy tim than phan ligt).

- Tizanidin (diing d€ gidn co).

- Cholestyramin (dung dé gidm cholesterol trong médu).

Cic xét nghiém thém khac c6 thé cin thiét dé theo dbi ndng do trong mdu ctia mot s thudc trén.

- Thic in ¢6 thé 4nh hudng d&n tac dung cia thudc do d6 khong nén ding chung v6i thifc an.

9. Cinlam gi khi mét 14n quén khéng ding thudc?

N&u ban quén khong ding 1 liéu, nén udng li€u d6 ngay khi nhd ra. Tiép tuc dung thudc theo diing
lich trinh cti. Khong udng gip doi licu.

10. Ngirng thudc

Udng thuSc mbi ngay theo huéng dan cla bdc sy. Thudc nay dung diéu tri 1au dai. Thdi gian dung
thudc c6 thé vai thang hodic nam. Bac s§ s& thudng xuyén kiém tra dé dam bdo thudc phdt huy tic |
dung nhu mong dgi. :

Khong duge tr ¥ nging thuSc ma khong c6 ¥ ki&n ciia bac s§. N&éu ban ngung ding thudc, lugng sit
thita s& khéng dudc loai ra khdi cd thé.

11. Cén bio quan thudc nay nhu thé nao?

Giit thudc trong bao bi gbc clia nha sdn xudt, ddy kin.

P& thudc ndi kho rdo, trdnh dnh sédng, nhiét d khong qua 30°C, va ngoai tAm vdi clia tré em.

Khong st dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).

12. Nhitng diu hig¢u va triéu chitng khi dung thud’c qud liéu

Diing thudc chinh xdc nhw hudng din cta bac s§.

Khi diing qué liéu ban c6 thé bi: ndn, budn ndn, dau dAu va tiéu chdy va ciing ¢6 thé bi viém gan. J7
13. CAn phai lam gi khi diing thudc qud liéu khuyén cdo \
Ngung diing thudc va lién lac ngay vdi bdc s§ hodc trung tam y t& gin nhat. M
Mang theo vién thudc cling vdi bao bi d€ béc s§ bi&t ban da udng thudc gi va ¢6 bién phdp xi¥ 1y kip 40
thdi. S

« A A A . ~ ar ~ t y
14. Nhitng diéu can thin trong khi dung thudc nay

s

Khong nén dung thudc khi bi hoi chitng loan sdn wiy ti€
hoic ung thir tién trién.

Trude khi diing thudc nay, ban cdn théng bdo bdc s3 va luu y khi gap nhing vin dé sau:

- Bénh vé gan hodc than.

- Bi bénh tim do thita sit.

- Lugng nudc ti€u gidm thay rd (van dé& vé than).

- N&i ban ning, khé thd va chéng mat hogc phi & mat va ¢d hong (phdn ung di Wng ndng).

- N&i ban, dé da, phdng rop méi, mit hodc miéng, 16t da, dau hong (phdn ng trén da ndng).

- K&t hop céc triéu ching budn ngl, dau bung trén bén phdi, vang da va mdt hodc mau vang ciia da
vi mit ting 1én, nudc tiéu sim mau (vin vé dé gan).

- Non ra mau va/hoic c6 phin c¢é mau den. }Z/

- Bi dau bung thudng xuyén, ddc biét la sau khi in hodc u6ng thudc.

n trién (tdy song gidm sdn xudt ra t€ bao mdu)
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- Bi ¢ néng thudng xuyén.

- K&t qui xét nghiém mdu cho thiy s& lugng ti€u cdu hodc bach cau gidm.
- Nhin mg.

- Bi tiéu chay hodc non.

15. Theo doi trong qua trinh ding thudc

Bic s§ s& yéu cau xét nghiém mau va nudc tiéu thudng xuyén dé theo doi lugng sit trong cd thé. Bic
s§ cling c6 thé yéu cAu lam sinh thi€t than hodc chup céng hudng tir (MRI). Nhu‘ng xét nghiém trén
d€ ki€m tra ddp @ng cia cd thé ban vdi thudc hoic cdc tdc dung khong mong mudn cda thudc 1én cd
thé. Bdc sy sé dya vao nhitng thOng tin dé d€ tinh todn liéu deferasirox thich hgp nhét cho ban hoac
quyé&t dinh ban nén ngitng thudc.

Kiém tra thi gidc va thinh glac s& dudc tién hanh hang nim dé€ phong ngira.

Dang thudc cho ngudi cao tudi (tit 65 tudi trd lén)

C6 thé ding liéu tuong tr d ngudi 16n. Tuy nhién ngudi cao tudi cé tan sudt gip tdc dung khong mong
mudn cao hon (dac biét 1a tiéu chdy) va nén dugc theo doi cin thin nhitng tdc dung khong mong
mudn. C6 thé cin phdi chinh liéu.

Dang thudc cho tré em

Deferasirox cé thé dung cho bénh nhan tir 2 wdi trd 1&n phai truyén mau thudng xuyén va bénh nhén
tit 10 tudi trd 1én khéng phdi truyén mdu thudng xuyén. Khi bénh nhan 16n 1én, bic s§ s& diéu chinh
lai liéu diing thude cho phit hgp.

Thudc khong dudc khuy&n cdo & tré em dudi 2 tdi.

Phu nit mang thai hodc cho con bu

Né&u ban mang thai hodc nghi ring minh dang mang thai, hdi ¥ ki€n bdc sy trude khi st dung thude.
Khong nén diing thudc khi dang mang thai trif thit can thiél.

Néu ban dang ding thuéc trénh thai dang udng hay dan, nén ding thém hodc chuyén sang phudng
phép tranh thai khdc (nhu bao cao su) vi thude c6 thé 1am gidm hiéu qué cla thudc trdnh thai dang
udng hay dén.

Nén ngirng cho con bu khi sif dung deferasirox. Thdng bado vdi bac s§ n€u ban dang cho con bu.

Ldi xe va vdn hanh mdy moc

Né&u bi chéng mait khi ding thudc, khong 14i xe va van hanh mdy méc cho dén khi cdm thdy binh
thudng trd lai.

16. Khi ndo cin tham van bdc sy, dugc sy

N&u cin thém thong tin xin hoi y ki€n bdc s hodc dugc s§.
17. Han diing clia thudc: 36 thang ké tir ngay sdn xudt.
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PHAN 2. HUGNG DAN SUDUNG THUOC CHO CAN BO Y TE

1. DUQGC LUC HQC

Tén chung qudc t€: Deferasirox.

M3ATC: VO3ACO3.

Nhém duge 1y: T4c nhin tao phifc vdi sit.

Deferasirox la tic nhin tao phic vdi sit dl‘mg dudng udng, chon lgc cao trén ion Fe**. Deferasirox 1a
mdt phoi tf ba cang (tridentate ligand) gdn véi st v8i di luc cao theo ty 1€ 2 : 1. Deferasirox tang thdi
trit sit, chi y&€u qua phan. Deferasirox c6 4i lyc thip vSi kém va dong, va khong giy ha ndng do
nhitng kim loai nay lau dai trong huyét thanh.

2. DUJC PONG HOC

Hdp thu: Deferasirox (dang vién nén phén tdn trong nudc) dudc hip thu sau khi uéng vdi tmax trung
binh khodng 1,5 - 4 gid. Sinh kha dung tuyet ddi (AUC) ctia vién nén phén tan trong nudc deferasirox
khodng 70% so véi lidu tiém. AUC ting xap xi 2 1an khi ding chung v&i bita n nhiéu chit béo (ham
lugng chat béo chi€m > 50% calo) va ting 50% khi ding cing véi bita in sdng chuidn. Sinh khd dung
clia deferasirox ting vita phai (khodng 13 - 25%) khi dugc dung 30 phuit trudc bira dn vdi ham lugng
chét béo binh thudng hodc cao.

Phén bé: Deferasirox gin nhiéu véi protein huyét tuong (99%), hau hét 1a albumin huy€t thanh va c6
thé tich phin bd nhd, khodng 14 L & ngudi 16n.

Chuyén hda: Glucuronid héa 1a dudng chuyén héa chinh cia deferasirox, sau d6 bai ti€t qua mat. C6
thé xay ra sy phdn hiy lién hgp glucuromd trong rudt va tdi hap thu (chu trinh gan rudt). Nghién cttu
trén ngudi tinh nguyén khde manh, udng cholestyramin sau khi uéng mot li€u don deferasirox 1am
gidm 45% AUC deferasirox.

Deferasirox dudc glucuronid héa chi y&u thong qua UGTIAI va mot phin nhd hon qua UGT1A3.
Chuyén héa qua xiic tdc CYP450 (oxy héa) cia deferasirox it & ngudi (khodng 8%). Khong thay suf e
ché& chuyén héa deferasirox bdi hydroxyurea in vitro.

Thdi trit: Deferasirox va cdc chat chuyén héa ciia né chii yéu dugc thai trit qua phan (84% liéu). Thdi
trf qua thdn cta deferasirox va cac chdt chuyén héa it (8% li¢u). Thai gian bdn thdi trung binh (tiz)
dao dong tir 8 dén 16 gid. Chat van chuyén MRP2 va MXR (BCRP) c6 lién quan dén su bai ti€t qua
mét cua deferasirox.

Tink tuyén tinh/ khdng tuyén tinh: Cmax V2 AUCq.24 giy ciia deferasirox tang gin nhu tuyén tinh vdi liéu
& trang thdi dn dinh. Khi ding nhiéu liéu AUC ting theo hé s0 tich liiy 1,3 - 2,3.

Do} tugng ddc biét:

Tré em: AUC clia thanh thi€u nién (12 d&én < 17 wdi) va tré em (2 d&n < 12 tdi) clia deferasirox sau
lidu don va nhidu liéu thap hon so véi & ngudi 16n. Do ¢6 su chinh liéu tuy theo titng cd nhin va theo
ddp tng nén sy khdc nhau trén khong gy hau qua trén lam sang.

Gidi tinh: Phu nif c6 do thanh thdi thip hon so v6i nam (khodng 17,5%). Do ¢6 sy chinh liéu thy theo
tifng cd nhin va theo ddp ng nén sy khdc nhau trén khong gy hau qua trén 1am sang.

Nguoi cao tudi: Duge dong hoc cla deferasirox chira dudc nghién ciu trén ngudi cao tudi (tir 65 tdi
trd 1én).

Suy thdn va suy gan: Dudc déng hoc cla deferasirox chua dugc nghién cifu & bénh nhin suy thén.
Dudc dong hoc clia deferasirox khong bj dnh hudng bdi ndng d§ transaminase gan 1én dén S lan gidi
han trén clia mifc binh thutng.

Trong m{t nghién ctfu 1dm sang stt dung liéu duy nhat 20 mg/kg deferasirox, AUC trung binh ting
16% & bénh nhan suy gan nhe (Child-Pugh nhém A) va 76% 3 bénh nhin suy gan trung binh
(Child-Pugh nhém B) so vdi ngudi ¢6 chic nang gan binh thudng. Cmax trung binh cia deferasirox &
bénh nhin suy gan nhe hodc vira ting thém 22%. AUC ting 2,8 1an trén m6t bénh nhan suy gaw
(Child-Pugh nhém C).

Trang 6/14



https://vnras.com/drug/

3. CHI PINH

Deferasirox dudc chi dinh d€ diéu tri thita sit man tinh do truyén méu thudng xuyén (truyén hdng ciu
ling = 7 mL/ kg/ thdng) & bénh nhan tiY 6 tudi trd 1én bi bénh beta thalassemia niing.

Deferasirox ciing dugc chi dinh dé diéu trj thira sdt man tinh do truyén médu khi diéu tri bling
deferoxamin bi chng chi dinh hoic ddp (tng khong day di & nhitng ddi twgng sau:

- Bénh nhin tir 2 - 5 tudi bi beta thalassemia ning va thira sit do truyén m4du thudng xuyén (truyén
hong cau ling = 7 mL/ kg/ thang).

- Bé&nh nhén ti¥ 2 tdi trd 1én bi beta thalassemia nang va thira sit do truyén mdu khong thudng xuyén
(truyén héng ciu ling < 7 mL/ kg/ thang).

- Bénh nhin tir 2 tudi trd 1én bi thi€u mau.

Deferasirox ciing dugc chi dinh dé diéu tri thita sdt man tinh cin phai diéu tri biing tic nhén tao phic
khi diéu tri bing deferoxamin bi chéng chi dinh hodc ddp ung khong diy dd & nhitng bénh nhan tir 10
tudi trd 1én bi hodi chitng thalassemia thé khéng phu thude truyén mdu (non-transfusion-dependent
thalassemia syndromes)

4. LIEU DUNG - CACH DUNG

Diéu tri v6i deferasirox nén dudc khdi diu bdi bdc s§ c6 kinh nghiém trong viée diéu tri thira sit man
tinh.

Thira sit do truyén mau

Khuyén cdo khdi didu diéu tri bing deferasirox sau khi truyén khodng 20 don vi hdng cdu ling
(khodng 100 mL/ kg) hodc khi ¢6 ddu hiéu thira sit man tinh qua theo ddi lam sang (vi du ferritin
huy&t thanh > 1000 pg/ L). Liéu dung (tinh bing mg/ kg) phdi dugc tinh va lam tron thanh ham Iugng
clia cd vién gin nhat.

Muc tiéu cda liéu phdp chelat héa sdt 12 loai bd lugng sdt da dung qua truyen méu, va néu can lam
gidm lugng sdt hién 6.

Liéu khdi ddu

Liéu khdi dau khuyé&n cdo hang ngay deferasirox 1a 20 mg/ kg thé trong.
C6 thé xem xét diing liéu khdi ddu hang ngay l1a 30 mg/ kg cho nhitng bénh nhén truyén hong ca
ling trén 14 mL/ kg/ thang (khodng >4 don vi/ thing & ngudi 1dn). *
C6 thé xem xét dung liéu khdi ddu hang ngay 12 10 mg/ kg cho nhitng bénh nhin khéng cin [gha
gidm lugng sit trong cd thé va truyén hdng cdu ling dudi 7 mL/ kg/ thing (khoéng < 2 don vi/ tha 4
ngudi 16n). Phdi theo ddi ddp ing cia bénh nhan va xem xé€t ting liéu néu khong dat dugc hley?
diy du.

DGi v6i nhitng bénh nhan dép ung ot khi diéu tri bing deferoxamin, c6 thé xem xét ding Liéu
deferasirox khdi ddu bing mét nita lidu deferoxamin. N&u két qué liéu khdi ddu < 20 mg/ kg thé
trong (liéu deferoxamin ddp ng < 40 mg/ kg thé trong), cdn phai theo ddi ddp tng clia bénh nhin va
ting liéu n&u khong dat dugc hiéu qua day di.

Chinh liéu:

Ndng d6 ferritin huyé&t thanh nén dugc theo doi hang thang va chinh liéu deferasirox mdi 3 - 6
thdng néu cin thi€t dya trén chiéu hudng thay ddi ferritin huy&t thanh. C6 thé diéu chinh li€u tr 5 -
10 mg/ kg tuy theo ddp @ng cia tirng bénh nhin va muyc téu diéu tri (giit 6n dinh hodc gidm lugng
sit). & bénh nhan khong dép ng vdi lidu 30 mg/ kg (vi du: ferritin huy€&t thanh luén & mifc cao hon
2500 pg/ L va khong ¢6 chidu hudng gidm theo thdi gian), ¢ thé xem xét dung liéu 1én dén 40 mg/
kg. Thong tin vé an toan va hiéu qua ldu dai clia viéc st dung deferasirox liéu 30 mg/ kg hién con
han ch&. N&u liéu 30 mg/ kg khong ki€m soét duge bénh thi ¢6 thé viéc ting li€u (161 da 40 mg/ kg)
cling khéng cho k&t qud mong mudn va nén xem xét diéu tri bang thuoc khéc thay thé. Néu lieu cao
trén 30 mg/ kg khong cho hiéu qua mong muén, khong nén duy tri § mifc li€u d6 va nén chuyén sang

ud
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phudng phép diéu tri thay th€ ngay khi ¢6 thé. Do thong tin cdn han ché, li€u trén 40 mg/ kg khdng
dudc khuyén cdo st dung.

0] bénh nhin diing liéu 16n hon 30 mg/ kg, khi dat hiéu qua diéu trj mong mudn (vi du: nong do
ferritin huy€&t thanh dat mitc muc tiéu (thudng tir 500 - 1000 pg/ L)), nén xem xét gidm liéu theo tirng
mifc 5 - 10 mg/ kg va giit néng do ferrritin huyét thanh trong khodng muc tiéu. Néu ndng do ferritin
huyét thanh gidm xuéng dudi 500 pg/ L, nén xem x€t nglring thudc.

Bénh nhin bj hi ching thalassemia th€ khéng phu thudc truyén mau

Liéu phdp chelat héa chi nén dugc khdi dau khi ¢6 bing ching thira sdt ([LIC] = 5 mg st/ g dw (dry
weight - tinh theo khdi lugng khan) hodc ndng do ferritin huy€t thanh lién tuc > 800 pg/ L). LIC duge
wu tién hon dé xem xét thira sit va nén ding khi ¢6 thé. Than trong khi di€u tri vdi tdc nhin tao phic
dé gidm nguy cd tao phifc qua mifc & tit cd bénh nhan.

Liéu khdi dau

Liéu khdi dau khuyé&n cdo 1a 10 mg/ kg.

Chinh liéu

Khuyén cdo theo ddi ndng dd ferritin huy€t thanh mdi thdng. Sau mdi 3 - 6 thang diéu tri, xem xét
ting liéu khodng 5 - 10 mg/ kg né€u LIC bénh nhidn = 7 mg sit/ g dw, hodc néu ndng dd ferritin huyét
thanh lién tuc > 2000 pg/ L va khong c6 chiéu hwéng gidm xudng, va bénh nhan dung nap t6t voi
thudc. Liéu 16n hon 20 mg/ kg khong dugc khuyén cdo do khong ¢6 kinh nghiém sit dung liéu nay &
bénh nhin bi hdi chitng thalassemia thé khéng phu thuéc truyén mau.

N&u LIC chua dude ddnh gid va ndng dd ferritin huyé&t thanh <X 2000 pg/ L, khong nén vugt qud liéu
10 mg/ kg.

N&u bénh nhén st dung liéu > 10 mg/ kg, khuyén cdo nén gidm liéu xuéng 10 mg/ kg hodic thip han
khi LIC < 7 mg sit/ g dw hodc ndng do ferritin huyét thanh < 2000 pg/ L.

Ngitng diéu tri:

Khi dat ndng d¢ sit mong mudn (LIC < 3 mg sit/ g dw hodc ndng d ferritin huy€t thanh < 300 pg/ L)
nén nging diéu tri. Chua c6 dir liéu vé viéc diéu tri trén bénh nhin t4i tich 1iy sit sau khi dat ndng
dd sit mong mudn do d6 khong khuyén cdo tdi diéu tri.

Déi tuong ddc biét

Ngwdi cao tudi (= 65 wdi): Liéu khuy€n cdo wong ty nhu trén. Trong nghién cdu lim sang, ngudi
cao tudi c6 tin xudt gip tic dung khong mong mudn cao hon (dic bigt la ti€u chdy) va nén dugc theo
d5i c&n than nhitng tdc dung khong mong mudn c6 thé cin phdi chinh liéu.

Tré em: Liéu khuy&n cdo cho bénh nhan tir 2 - 17 tdi bi thira sdt do truyén méu tuong ty nhu ngudi
16n. Can phai xem xét su thay ddi thé trong cia tré em trong viéce tinh liéu.

Tré em 2 - 5 tudi bi thira sit do truyén mau, AUC ciia thudce thap han so véi ngudi 16n. Do dé ¢ thé
can lidu 16n hon. Tuy nhién nén cho liéu khdi ddu tuong ty ngudi 16n, sau d6 chinh liéu thy tirng bénh
nhén.

& tré em bi hoi ching thalassemia thé khc‘mg phu thudc truyén m4u, liéu khdng nén vugt qud 10 mg/
kg. Can phdi theo doi chat ché LIC va ndng d6 ferritin huyét thanh dé gidm nguy cd tao phifc qué
mifc: Ngoai viéc ki€m tra ndng do ferritin huy€lt thanh hang thdng, nén theo doi LIC moi ba thdng khi
ndng do ferritin < 800 ug/ L.

Chura ¢6 thong tin v& an toan va hiéu qua cla deferasirox trén tré em tir 0 - 23 thang tudi.

Suy thdn: Deferasirox chua dudc nghién cifu trén bénh nhan suy than va chdéng chi dinh trén bénh
nhin c¢6 d6 thanh thii creatinin < 60 mL/ phiit.

Suy gan: Khong khuyén cdo st dung cho bénh nhdn suy gan ning (Child-Pugh nhém C). d bénh nhén
suy gan trung binh (Child-Pugh nhém B), nén xem xét gidm li€u va ting din dén glc’n han 1a 50%, st
dung thdn trong. Nén kim tra chitc ning gan trude khi st dung thudc, mdi hai tudn trong thing dau

tién va hang thing sau d6.
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Cdch diing
Usng 1 1dn/ ngay khi bung d6i, it nhat 30 phit trudc bita 4n, t3t hon nén udng cing thdi diém mobi
ngay.

Phin tidn vién nén trong mét ly nude, nude cam hodc nude tdo 100 - 200 mL, dé€n khi tao thanh hdn
dich min. Sau khi uéng hén dich, phan con lai trong ly phdi dudc phén tdn ti€p bing mat it nudc hoidc
nuéce tréi cdy va udng. Khong nhai hodc nudt nguyén vién.

5. CHONG CHi PINH

Min cim vdi deferasirox hoac bit cif thanh phin nao cia thude.

St dung chung vdi tic nhén tao phic st khdc (chua c6 thdng tin vé sy an toan khi ding chung).

Bénh nhin ¢6 dd thanh thdi creatinin < 60 mL/ phut

6. CAC TRUONG HQP THAN TRQNG KHI DUNG THUOC

Chic ning than

Deferasirox chi duge nghién cttu trén bénh nhan c¢6 ndng do creatinin ndm trong khodng binh thudng
theo tudi.

Thudc ¢6 thé gay ting néng dd creatinin > 33% mifc binh thudng, doi khi vugt qud giGi han trén cla
khodng binh thudng. Tdc dng trén phu thudc liéu. Khodng %3 bénh nhén nong dd creatinin huyét
thanh trd vé& dudi mic 33% ma khong cin gidm licu. d ¥ trudng hdp con lai, néng do creatinin huyét
tuong ¢ thé khong gidm khi gidm lidu hoiic ngitng st dung thudc. Trong mot vai trudng hgp ndng do
creatinin huyét tvong chi én dinh khi giam liéu. Pi ¢6 bdo cdo suy than cip. Trong mdt vai trudng
hdp, suy gidm chifc ning thin ¢6 thé din d&n suy thin ddi hdi phai chay thin nhin tao tam thdi hodc
vinh vién.

Nguyen nhan lam ting ndng dd creatinin huyét thanh chua duge 1am séng to. Can dac biét chd y theo
ddi néng dd creatinin huy&t thanh & bénh nhén dung chung vdi thudc e ché chitc nang thn, va &
bénh nhin sif dung lidu cao deferasirox va/ hoic truyén mau mic do thap (hdng cdu ling < 7 mL/ kg/
thdng hodc < 2 don vi/ thdang ddi v6i ngudi 16n). Trong thi nghiém lam sang, khong thdy ting tdc
dung khong mong mudn trén than khi ting liu trén 30 mg/ kg, tuy nhién nguy cd ting tic dung
khong mong mudn trén than khi ding liéu trén 30 mg/ kg khong thé bd qua.

Khuyén cdo nén ddnh gid ndng do creatinin huyé&t thanh hai lin truée khi bit ddu diéu tri. Nong do
creatinin, do thanh thdi creatinin va/ hoédc ndng d6 cystatin C huy€t tuong nén dugc theo ddi trude khi
diéu tri, hang tuin trong thdng diu sau khi bit diu diéu tri hodc c6 thay ddi khi di€u tri, va hang
thdng sau d6. Bénh nhin dang bi bénh than va bénh nhin st dung thudc e ché chic ning thin c6
nhi€u nguy cd xdy ra bi€n chitng hon. Can luu ¥ duy tri lugng nudc diy dd & bénh nhan bi tiéu chdy
hodc non.

Pi ¢6 bdo cdo nhiém toan chuyen héa trong qud trinh diéu tri véi deferasirox. Phan 16n nhitng bénh
nhin d6 bi suy thin, bénh 6ng thin (hdi chitng Fanconi) hodc tiéu chdy, hodc trong tinh trang ma viéc
m4t cAn bing kiém - toan 1a mot bi€n ching da dudgc du dodn. Nén theo doi cAn bing ki€ém - toan &
nhitng bé&nh nhdn nay va cin nhic ngirng deferasirox & bénh nhin bi nhi&m toan chuyén héa.

C6 thé bit ddu diéu tri lai thy tirng ca 1dm sang.

Ciing ¢6 thé cin nhic gidm lidu hodc nging thude néu ¢ cdc ddu hig¢u bat thudng chifc ning dng
than va/ hodc c6 dau hiéu lam sang:

- Protein niéu (nén kiém tra truée khi diéu tri va hang thdng sau do).

- Pudng niéu & ngudi khong bi ddi thio dudng; nong dod kali, phosphat, magnesi hodc urat huyé&t
thanh thap, phosphat niéu, acid amin ni€u (theo doi néu cin thiét).

Bénh 6ng than chii y&€u dugc bdo cdo & tré em hoac thanh thi€u nién bi beta thalassemia dleu tri bing
deferasirox.

Bénh nhin nén duge thim khdm bdi bac s§ chuyén mon vé than va 1am cdc xét nghiém chuyén biét
hon (nhu sinh thi€t thin) néu diéu nay xdy ra ngay cd sau khi da gidm liéu va ngirng thudc:
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- Néng @5 creatinin huy&t thanh vin ting cao ding k& va

- Céc diu hiéu bat thudng chitc ning than kéo dai (vi du protein ni€u, hoi ching Fanconi).

Chic ning gan:

Ting enzym gan da xdy ra ¢ bénh nhin st dung deferasirox. Pa c6 bdo cdo suy gan, doi khi gdy ti
vong, khi diéu tri v4i deferasirox. HAu hét cdc bdo cdo suy gan déu lién quan dén bénh nhéin di c6
s&n bénh bao gdm xd gan. Tuy nhién khong thé loai trir vai trd clia deferasirox nhu mot nhin & déng
g6p hodc ting ning lén cic tdc dong khdng mong mudn trén.

Khuyén cdo kiém tra ndng dg transaminase, biliburin va phosphastase kiém trong huyét thanh tru6e
khi diéu tri, mdi 2 tuin trong thing diu va sau d6 12 mdi thdng. N&u transaminase huyét thanh ting
kéo dai va lién tuc va khong tim thdy nguyén nhin nao khic, nén ngiing deferasirox. Khi da tim ra
nguyén nhin giy bat thudng xét nghi€ém chifc nang gan hodc sau khi tr§ vé mic binh thudng, c6 thé
can nhic st dung lai thudc mot cach thdn trong & liu thdp hon va ting li€u tir tir.

Khong khuyé€n cdo st dung deferasirox & bénh nhan suy gan ning (Child-Pugh nhém C).

@ banh nhén ¢6 tién lugng thdi gian séng ngdn (vi du: Hi ching loan sinh tiy nguy co cao), dic bi€t
khi bénh 1y kém theo cé thé 1am ting nguy cd tdc dung khdng mong mudn, 1gi ich cia deferasirox cé
thé han ché& vi c6 thé thdp han so vdi nguy cd. Do d6, khdng khuyén cdo sif dung deferasirox &
nhitng bénh nhan trén.

Thén trong khi sif dung trén ngudi cao tudi do nguy cd gy tdc dong khdng mong mudn thudng xuyén
hon (dic biét 1a tiéu chdy).

Thong tin & tré em bi hdi chitng thalassemia thé khong phu thude truyén mdu con han ché. Do do,
phéi theo dbi cdn than dé€ phdt hién tic dung khong mong mudn ctia thudc va theo ddi qud tdi sit 3
tré em. Hon nita, viéc ding thudc nay thdi gian dai dé diéu tri thira sit § tré em bi hdi ching
thalassemia thé khong phu thudc truyén mdu hién tai chua dudc biét day du.

Putng tiéu héa:

Loét dudng tiéu hda trén va xuit huyet da duge bdo cdo & bénh nhin sit dung deferasirox, k€ cé tré
em va thanh thi€u nién. Loét da 8 da dudc thdy & mdt vai bénh nhan. Ba ¢6 bdo cdo bién chitng loét
cliing vdi thung dudng tiéu héa. Ciing cé bdo cdo xuat huyé't dudng tiéu héa giy tif vong, dic biét &
ngudi cao tudi bi u dc tinh huyét hoc va/ hoac lugng tiéu cdu thap. Bac si va bénh nhén nén cénh gidc
nhitng triéu chifng va dau hi¢u cia loét da day va xudt huy&t trong qud trinh diéu tri v4i deferasirox
va ngay lip tifc ti€n hanh ddnh gid va diéu tri thém néu nghi ngd ¢ tdc dung khong mong mudn
nghiém trong trén dudng ti€u hda. Thin trong & bénh nhin dung chung deferasirox v@i cic thudc ¢
thé giy loét dudng tiéu héa, nhu NSAIDs, corticosteroid, hodc biphosphonat dudng uong, 3 bénh
nhén st dung thudc chéng déng va bénh nhin c6 lugng ti€u cAu thap hon 50.000/ mm* (50 x 10%
L).

Da:

Ban da c6 thé xud't hién khi diéu tri véi deferasirox. Phdn ing nay c6 thé tr khéi trong hau hét trudng
hop. N&u cin phdi ngitng thudc, thi sau d6 c6 thé dung lai thudc sau khi diéu tri hét mdn, véi liéu
thap hon va ting li€u i . Trong mdt vai trudng hdp nidng, ¢ thé sit dung lai thudc phoi hgp vdi
steroid trong mdt thdi gian ngdn. Pa ¢6 bdo cdo hdi chiing Stevens-Johnson va TEN (hoai t thugng
bi nhiém ddc). Nguy cd tic dung khdng mong mudn nghiém trong hon bao gdm DRESS: phdn ing
thudc véi bach ciu 4i toan va hdi chitng toan thin khong thé loai trit. Néu nghi ngd hdi ching
Stevens-Johnson hoic cdc tic dung khdng mong mudn nghiém trong trén da, ngiing deferasirox ngay
1ap titc va khong nén dung lai thude.

Phan ng qui mén:

Phin iing qud min (nhu s6c phdn vé va phit mach) da dugc bdo c4o & bénh nhin st dung deferasirox,
phan 16n thudng xdy ra trong thdng ddu diéu tri. N&u cdc phan @ng trén xdy ra, nén nging
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deferasirox va 4p dung bién phdp diéu tri thich hgp. Deferasirox khong nén dugc s dung lai & nhitng
bénh nhin di bi phin tng qua min do c¢6 nguy cd s6¢ phan vé.

Thi gidc va thinh giac:

R&i loan thinh gidc (gidm) va thi gidc (md) da dugc bao céo. Kiém tra thinh gidc va thi gidc (bao gdm
soi ddy mit) dugc khuyén cdo trude khi bit dau diéu tri va thudng xuyén sau d6 (mdi 12 thdng). N&u
rdi loan xdy ra, nén xem xét gidm li€u hoic nging thudc.

Mau:

Pi ¢6 bdo cdo gidm bach cdu, gidm tiéu cdu hoic gidm toan thé huy&t ciu va 1am ning hon thi€u
mau. Hiu hét nhitng bénh nhan nay trude d6 da bi rdi loan vé huyét hoc thudng lién quan dén suy
tiy. Tuy nhién, khong thé loai trif khd ning déng gép hodc 1am ning thém cdc bénh nay cia thudc.
Nén cin nhic ngiing thudc n€u bénh nhin bi gidm t€ bao mau khong rd 1y do.

Cac xem xét khac:

Khuyén cdo xét nghiém ndng do ferritin huy&t thanh d€ ddnh gid ddp dng cta bénh nhan véi diéu tri.
Né&u ferritin huyét thanh gidm xudng dudi 500 pg/ L lién tuc (ddi véi thita st do truyén mdu) hodc
300 pg/ L (ddi véi hoi chitng thalassemia thé khong phu thudc truyén mdu), nén xem xét ngirng ding
thudc.

K&t qua xét nghiém néng d6 creatinin, ferritin va transaminase huyé&t thanh nén dudc ghi lai va ddnh
gid xu hudng thay déi.

Trong mdt nghién citu 1dm sang, sy ting trudng va phdt rién gidi tinh cda tré em diéu tri bing
deferasirox trong 5 nim khdng bi 4nh hudng. Tuy nhién dé dé phong, & tré em bi thira sit do truyén
mau nén theo ddi trong luong cd thé, chiéu cao va sy phdt trién gidi tinh trude khi di€u tri va thudng
xuyén sau d6 (mdi 12 thdng).

R&i loan tim mach 13 mot bién chitng clia qué tdi sdt. Nén theo doi chifc nang tim mach & bénh nhédn
bi qu4 tai sit nghiém trong khi diéu tri v6i deferasirox thdi gian dai.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Thdi ky mang thai

Chua ¢6 thong tin vé dnh hudng cia thudc trén phu nif ¢6 thai. Nghién citu trén ddng vit cho thdy doc
tinh trén hé sinh san & lidu doc véi thi me. Nguy cd trén ngudi chua rd. Khong khuyén cdo diing
deferasirox & phu nif mang thai, trir khi bit bugc.

Deferasirox ¢4 thé 1am gidm hiéu qua cda bién phdp trdnh thai hormon, phy nif trong d6 tudi sinh sdn
nén st dung thém hodc thay th€ biing bién phdp tranh thai khong hormon.

Thai ky cho con bi

Nghién citu trén ddng vit, deferasirox bai tiét vao sita me nhanh va nhiéu. Chua ¢6 tdc dong trén thu
con dugc ghi nhdn. Chua rd deferasirox ¢o bai tiét vao sita ngudi khong.

Khong khuyén cdo cho con bu khi sif dung deferasirox.

Khd ndng sinh sdn: Chua ¢ thong tin vé dnh hudng trén khd nang sinh sdn § ngudi. Trén dong vat,
khong thdy c6 tdc dung khong mong mudn nao trén khd ning sinh sdn cta con dyc va con cdi.

ANH HUGNG CUA THUOC POI V61 KHA NANG LA1 XE VA VAN HANH MAY MOC:

Chua c6 thong tin vé 4nh hudng cla deferasirox trén kha nang ldi xe va vin hanh mdy méc. Bénh
nhin gip tdc dung khdng mong mudn it gap nhu chéng mit nén thin trong khi 14i xe va van hanh
may moc.

7. TUGNG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUGNG TAC KHAC
Chita ¢6 théng tin vé& an toan clia deferasirox khi phdi hdp vdi tac nhan tao phic v6i sit khdc. Do d6
khong phdi hgp vdi tdc nhan tao phic véi sit khdc.

Thiic dn
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Sinh kha dung cla deferasirox ting vdi mic d§ khdc nhau khi dang chung véi thifc an. Do d6 nén
dung thudc khi bung ddi it nhit 30 phit trude khi dn, t6t nhat nén udng cing thdi di€m trong ngay.
Thudc cd thé gidm ndong do deferasirox

Chuyén héa deferasirox phy thuéc enzym UGT. Rifampicin, mot chit cdm ¢ng manh enzym UGT,
lam gidm phoi nhi€m deferasirox. St dung chung deferasirox véi chdt cdm dng UGT manh (nhu
rifampicin, carbamazepin, phenytoin, phenobarbital, ritonavir) ¢6 th€ 1am gidm hiéu quéd deferasirox.
Ndng do ferritin huy&t thanh nén dugc theo ddi sau khi ding chung, va ¢6 th€ chinh liéu deferasirox
né€u cin thi€l.

Cholestyramin lam gidm phdi nhiém cla deferasirox.

Midazolam va cdc cdc thude khdc chuyén héa bdi CYP3A4

Deferasirox 1am gidm ndng dé chia midazolam (cd chat cia CYP3A4). Do d6 khi diing dong thdi c6
thé lam gidm ndng do cdc chat chuyén héa bdi CYP3A4 (midazolam, ciclosporin, simvastatin, thude
tranh thai hormon, bepridil, ergotamin). Than trong khi ph&i hop.

Repaglinid va cdc thudc khdc chuyén héa bdi CYP2C8

Deferasirox liéu 30 mg/kg (chat e ché trung binh CYP2C8) lam ting AUC va Cmax cta repaglinid
liu 0,5 mg (co chat cia CYP2C8) tuong dng 2,3 lan va 1,6 1an. Do chita ¢6 thong tin tuong tdc véi
lidu repaglinid cao hon 0,5 mg, nén tranh ding chung deferasirox va repaglinid. Néu phdi phdi hgp,
cin thin trong trén 1dm sang va theo ddi ndng do glucose mdu. Tuong tdc cla deferasirox véi cdc co
chat khdc clia CYP2C8 nhu paclitaxel ciing khong thé loai trr.

Theophyllin va cdc thudc khdc chuyén héa bdi CYPIA2

Deferasirox liéu lap lai 30 mg/kg (chat ttc ché CYP1A2) 1am ting 84% AUC theophylin liéu don 120
mg (co chit ciia CYP1A2). Cuux khi stt dung liéu don theophylin khong bi dnh hudng tuy nhién c6 thé
ting néu ding liéu 1ap lai theophylin. Do d6 khong khuyén cdo diing chung vdi theophylin. Néu can
phai phéi hgp, khuyén cdo gidm liéu va theo ddi ndng do theophylin. Tudng tic clia deferasirox vdi
cdc cd chit khdc clia CYP1A2 ciing khong thé loai trir. V6i nhitng chdt chuyén héa chi yéu bdi
CYP1A2 va ¢6 khodng tri liéu hep (nhu clozapin, tizanidin) khuyén cdo tuong tu nhu theophylin.

Cdc tuong tdc khdc

Chua c6 thdng tin vé tuong tdc giita deferasirox va thudc khdang acid chifa nhém. Mac dii deferasirox
¢6 4i luc v6i nhdm thap hon sit, khong khuyén cdo ding chung deferasirox v6i ch€ phdm khédng acid
chita nhém.

Diing chung deferasirox vdi cdc chat c¢6 khda ning gdy loét ti€éu héa nhu NSAID (bao gdm
acetylsalicylic acid & li€u cao), corticosteroid hoac biphosphonat dudng udng ¢ thé ting ddc tinh trén
da day. Dung chung deferasirox vdi chat chdng dong c6 thé ting nguy cd chdy mau dudng tiéu héa.
Theo dbi chit ché khi dung chung deferasirox vdi cdc thudc trén. '

Chua c6 théng tin vé tudng téc giita deferasirox va vitamin C. Diing chung vdi vitamin C liéu 1&én dén
200 mg/ngay khdng giy tuong tac nao.

Khéng thiy ¢6 tuong tdc gilta deferasirox va digoxin trén bénh nhan khée manh.

8. TAC DUNG KHONG MONG MUON

Rat thuong gdp (ADR = 1/10)

Thén va tiét niéu: Ting creatinin mau.

Thuong gdp (1/100 < ADR < 1/10)

Thin kinh: Pau dau.

Tiéu héa: Tiéu chdy, tdo bén, ndn, budn ndn, dau bung, dfiy bung, khé ti€u.

Gan mit: Tang transaminase.

Da va mé dudi da: Phét ban, nga.

Thén va tiét niéu: Protein niéu.

It gap (1/1000 < ADR < 1/100)

?
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Tam than: Lo ling, roi loan gidc ng.
Than kinh: Chéng mat.
Mit: Puc thdy tinh thé sdm, bénh diém vang.
Tai va mé dao: Mt thinh Iuc.
Tiéu héa: Xuat huyét dudng tiéu héa, loét da diy (bao gdbm loét da &), loét td trang, viém da day.
H6 hdp, 16ng ngyc va trung that: Pau hong - thanh qudn.
Gan mit: Vién gan, s0i mét.
Da va md dudi da: Rai loan sic t6.
Thén va tiét niéu: Bénh 6ng than (hdi chitng Fanconi, glucose ni¢u).
Toan thin va tai vi tri s& dung: Tang thin nhiét, phil né€, mét moi.
Hiém gap (1/10000 < ADR < 1/1000)
M4it: Viém than kinh mat.
Tiéu héa: Viém thuc quan.
Khong ro
Mizu va hé bach huy&t: Gidm huyét cdu toan phdn, gidm tiéu ciu, trdm trong hon bénh thi€u mdu,
gidm bach cau trung tinh.
Hé mién dich: Phdn tng qud min (bao gdm s&c phdn vé va phi mach).
Chuyén hda va dinh dudng: Nhiém toan chuyén héa.
Heé tiéu héa: Thing dutng tiéu hoa, viém tuy cap.
Gan mit: Suy gan.
Thén va &1 niéu: Suy thin cdp, viém thin md ke - Ong than, sdi than, than hoai tit 8ng than.
Da va mé dudi da: Hdi chitng Stevens-Johnson, viém mach mdu qud min, may day, héng ban da
dang, rung téc, hoai t& thugng bi nhi€ém doc (TEN).
Xut tri ADR
ADR trén than: Khuyén cdo danh gis creatinin huy&t thanh hai 1an truge khi bt ddu di€u tri. Theo doi
creatinin huy&t thanh, Cle: va/ hodic ndng d6 cystatin C huy&t twong trede khi diéu tri, hang tuin trong
thdng diu tién sau khi khdi ddu diéu tri hodc ¢6 thay doi khi diéu tri va hang thang sau dé.
Can nhic gidm liéu hodc tam ngung diéu tri n€u xdy ra nhiém toan chuyén héa.
Ciing ¢6 thé can nhdc gidm lidu hodc nging thudc néu ¢6 cdc diu hi¢u bat thudng chic nang dng
than va/ hodc ¢6 dau hiéu 1am sang:
- Protein niéu (nén ki€m tra trude khi di€u tri va hang thdng sau d6).
- Pudng niéu & ngudi khéng bi ddi thdo dulng; ndng do6 kali, phosphat, magnesi hodc urat huyét
thanh thdp, phosphat niéu, acid amin ni€u (theo ddi néu can thi€t).
Bénh nhin nén dugc thim khdm bdi bdc s§ chuyén mon vé thin va lam cdc xét nghiém chuyén biét
hon (nhu sinh thi&t than) n€u didu nay xdy ra ngay ca sau khi da gidm liéu va ngirng thudc:
- Ndng do creatinin huy&t thanh vin ting cao ddng ké va
- Cdc diu hiéu bat thudng chifc ning thin kéo dai (vi du protein niéu, hdi chiing Fanconi).
ADR trén gan: N&u transaminase huy&t thanh ting kéo dai va lién tuc va khong tim thdy nguyén
nhin nao khic, nén ngirng deferasirox. Khi di tim ra nguyén nhén gay bat thudng xét nghiém chic
ning gan hodc sau khi trd vé migc binh thuding, 6 thé can nhic sif dung lai thudc mot cdch thin trong
& liéu thap hon va ting liéu tir tir.
ADR trén da: Ngung diu tri ngay va khong dung lai thu6c & bénh nhan bi SIS, TEN hodc cdc phin
itng ndng trén da khdc (nhu DRESS).
Qud mén: Trong trudng hgp x4y ra qud min, ngung ding dicu tri va sit dung liéu phdp diéu tri thay
th€. Khong nén diing lai thudc & bénh nhén tirng bi qud min do nguy cd sd¢ phdn vé.
Thi gidc va thinh gidc: Can nhic gidm lidu hodc tam ngung ding thude & bénh nhén gap phdi cdc roi
loan trén thinh gidc hodc thi gidc hodc gidm t& bao mau khong ré nguyén nhan.
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Khdc: Theo doi chit ché ferritin huy€t thanh (SF) trudc khi di€u tri va hang thing sau do, tam ngung
diéu tri né€u SF < 300 microgam/ L.

Theo ddi nong do sit tai gan (LIC) trude khi diéu tri, va mdi 3 thing (& tré em) néu SF < 800
microgam/ L, tam ngung di€u tri n€u LIC < 3 mg st/ g dw.

Thudc cé thé gdy ra cdc tdc dung khéng mong mudn khdc. Khuyén cdo bénh nhdn thong bdo cho bdc
sy bdt ky tdc dung khong mong mudn nao gdp phdi khi ding thudc.

9. QUA LIEU VA CACH XU TRi

Truding hop qud liéu (2 - 3 1an liéu chi dinh trong vai tudn) da duge bdo cdo. Trong mot trudng hgp,
gdy ra viém gan trén cin lim sang, tuy nhién bénh nhan phuc hdi sau khi nging thudc. Liéu don 80
mg/ kg & bénh nhén thalassaemi thira sit gdy budn ndn va tiéu chdy nhe.

Triéu chitng qué li€u cap tinh ¢ thé gdm: Non, budn ndn, dau ddu va tiéu chdy. Qud liéu cé thé diéu
tri bing gdy non rita da day va diéu tri triéu cernU

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CA0: Khong diing qué liéu chi dinh.

11. TEN DIA CHI VA BlEU TUQNG CUA C0 SG SAN XUAT

. DAVIPHARM
CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVI PHARM)
L& M7A, Pusng D17, Khu Cong nghiép M§ Phudc 1, Phudng Théi Hoa, Thi xa Bén Cit, Tinh Binh

Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
12. NGAY XEM XET SUA POI, CAP NHAT L/ NOTPUNG HUGNG DAN SU DUNG
THUOC y

Tdng Giam Ddc

Pham Gai Cudong

1UQ. CUC TRUONG
TRUONG PHONG
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