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BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG SéIbSX : 

THANH PHAN: Méi vidn nén phan tan trong nude cha: Ngay SX: 
Daterasirox .. .. 250 mg 

Té duge via do. 
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| CHI BINH / LIEU DUNG / CACH DUNG / CHONG CHI SBK 
| BINH / THAN TRONG & CAC THONG TIN KHAC: 

wa 1 vien Hen ding : 

cicmtlepeeannen [pExATAM Tay TRE EM] BAO QUAN: Nol khé réo, tranh anh sang, 
nhigt 46 khdng qué 30°C 

Sdn xu tal: CONG TY CO PHAN DUOC PHAM BAT VI PHO 
TU CHAN CHAT LUQNG: LO M7A, Budng DI7, Khu Cdng nghigp M9 Phudc 1, Phudng 
Tidu chudn nha san xudt Thdl Héa, Thi x4 B&n Cat, Tinh Binh Dung, Vigt Nam 

Ry Pseecrenen DRUG Box of 6 blisters x 10 dispersible tablets 
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GONZALEZ-250 
Deferasirox 250 mg 

<— } WHO 

_ CAREFULLY READ THE PACKAGE INSERT STORAGE: 
BEFORE USE In dry place, protected from light, below 30°C 

COMPOSITION: Each dispersible tablet contains: SPECIFICATION: 
Deferasirox ... .». 250 mg In house standard 

Excipients 9.8 1 tablet 

mirexmiNs DOSAGE /AunNST RATION [eee eee 
CONTRAINDICATIONS / PRECAUTIONS & Manutactured by: DAT VI PHU PHARMACEUTICAL JOINT 
OTHER INFORMATION: STOCK COMPANY 

A 1 Lot M7A, Road 017, My Phuoc 1 Industrial Zona, Thol Hoa 
Reterto tne neskage inser tor use inst ons: Ward, Ban Cat Commune, Binh Duong Province. Vietnam 

Tilé in: 100% kich thudc thuc té 
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TO HUGNG DAN SU DUNG THUOC 
Vién nén phan tan trong nuéc 

GONZALEZ-125 
Vién nén phan tan trong nuéc 

GONZALEZ-250 
Vién nén phan tan trong nuéc 

GONZALEZ-500 
Thudéc ban theo don 

Dé xa tam tay tré em 

Doc k¥ huéng dan suf dung truéc khi ding 

Thong bdo ngay cho bac s¥ hoac duge sy nhifng tac dung khéng mong muén khi stv dung thuéc 

Te hiténg dan sit dung nay bao gém thong tin huéng dan cho thuéc cé nhiéu ham long khéc nhau 
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PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH 
1. Thanh phan 

M@i vién nén phan tan trong nuéc GONZALEZ-125 chita: 

DeferasirOX c-eeeesecesseeeeeeeeeseeneeesenees 125 mg. 

Ta dude: Cellulose vi tinh thé M101, maltodextrin, natri lauryl sulfat, natri starch glycolat, talc, silicon ‘s 

dioxyd. 
S} 

M6i vién nén phan tan trong nuéc GONZALEZ-250 chia: - 

DE ferasirOX vescecesseeeeeeeeeeeeeaeeeeeeneeeene 250 mg. 2 

Ta duoc: Cellulose vi tinh thé M101, maltodextrin, natri lauryl sulfat, natri starch glycolat, talc, silicon 

dioxyd. 

MGi vién nén phan tan trong nuéc GONZALEZ-S500 chia: 

De feraSirOX ssesseescseeseeeeeeeeeeeenseeeseees 500 mg. 

Ta duge: Cellulose vi tinh thé M101, maltodextrin, natri lauryl sulfat, natri starch glycolat, talc, silicon 

dioxyd. 

2. Mé ta san phim 

GONZALEZ-125: Vién nén dai, mau trang, hai mat tron. 

GONZALEZ-250: Vién nén dai, mau trang, hai mat tron. 

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

3. Quy cach déng géi / 

GONZALEZ - 125: Hép 6 vi x 10 vién. 

GONZALEZ - 250: Hép 6 vi x 10 vién. 

GONZALEZ - 500: Hép 4 vi x 10 vién. 

4. Thudéc ding cho bénh gi? 

San phim GONZALEZ-125/ GONZALEZ-250/ GONZALEZ-500 chtfa thanh phan chinh c6 tac dung 

dude ly 14 deferasirox, thuéc nhom chat tao phttc vdi sit. Thudc loai bd sit thita ra khdi co thé (con 

goi 1A qua tai sat) bang cach bit giff va dao thai sat thita chi yéu qua phan. 
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Truyén mdu thudng xuyén co thé can thiét 6 nhifng bénh nhan thiéu méu (nhu thalassemia, bénh té 

bao méu hinh liém hay loan san ty). Tuy nhién truyén mau nhiéu lan sé lam co thé tich tu sat thita 

cé trong mau dude truyén do co thé kh6ng c6 phudng phép tf nhién dé thai tri sat thiva. G nhitng 

bénh nhan bi hi chting thalassemia thé kh6ng phu thuéc truyén mau lugng sat qué tai c6 thé tang 

theo thdi gian do ting hap thu st trong bifa in dé dp ting lai tinh trang sé lung té bao mau thap. 

Lugng sat thifa c6 thé gay hai cho c4c cd quan quan trong nhu gan va tim. Thudc tao phitc vdi sat 

dude sit dung dé loai bd lugng sat thifa va gidm nguy co gay hai cho cdc cd quan cla no. 

Deferasirox c6 tac dung lam gidm lugng sat du thiva trong cd thé va dude stf dung theo chi dinh cla 

bac s¥ dé diéu tri: 
- Thifa sft man tinh do truyén méu thudng xuyén 6 bénh nhan tiy 6 tudi trd 1én bi bénh beta 

thalassemia nang. 

- Thita sit man tinh do truyén mau khi diéu tri bang deferoxamin bi chéng chi dinh hoac dap ting 

khong day di 6 cdc déi tugng sau: 

+ Bénh nhan tif 2 - 5 tui bi beta thalassemia nang do truyén mau thu@ng xuyén. 

+ Bénh nhan tif 2 tudi trd 1én bi beta thalassemia nang do truyén mau khong thudng xuyén. 

+ Bénh nhan tif 2 tudi trd lén bi thiéu mau. 

- Thita s{t man tinh khi diéu tri bing deferoxamin bi chéng chi dinh hodc dap tng khong day du 6 

nhifng bénh nhan tiy 10 tudi trd lén bi hdi chttng thalassemia nhung khong c4n phai truyén méu 

thuGng xuyén. 

5. Nén ding thudc nay nhw thé nao va liéu lgng? 

Luén ding thuéc chinh x4c nhu hudng dan cla bac s¥ hodc duge sy. Néu chwa 16, hay hdi lai cho 

chic chan. 

Liéu ding: 
Bac s¥ sé tinh liéu lugng chinh x4c can phdi udng va sé ndi ro can phai udng bao nhiéu vién mét 

ngay. Bac s¥ sé xdc dinh liéu ding dya trén trong lugng cd thé va dap tng cia ting ngudi déi véi 

thudc. 
- V6i ngudi phai truyén mau thudng xuyén, liéu hang ngay khi bAt dau diéu tri thudng 1A 20 mg méi 

kg trong lugng co thé. Bac s¥ sé quyét dinh liéu cao hon hodc th&p hon tiy vao ting trugng hdp cu 

thé. 
- V6i ngudi phai truyén mau khOng thung xuyén, liéu hang ngay khi badt dau diéu tri thudng 14 10 sob! 

mg m6i kg trong lugng co thé. a 

- Tay vao dap ting cia ban, bac sf co thé sé diéu chinh liéu trong qué trinh diéu tri. 

- Liéu ti da hang ngay 1a 40 mg méi kg trong lugng co thé cho ngudi phdi truyén mau thudng xuyén, pu 

20 mg mai kg trong lugng co thé cho ngudi 16n khéng phai truyén mau thudng xuyén va 10 mg méi y BA 

kg trong ludng cd thé cho tré em khong phai truyén mau thuGng xuyén. QE 

Cach ding: 

Uong thuéc mét lan vao cing m6t thdi diém méi ngay. 

U6ng thuéc khi bung doi, it nhat 30 phut truéc khi dn. 

Cho thuéc vao m6t ly nuéc, nudc cam hodc nuéc téo (100 - 200 ml), khudy dén khi vién nén tan hoan 

toan. Dung dich trong ly sé cé mau hoi duc. Udng hét nuéc trong céc. Lay mét it nudc hay nuéc trai 

cay trang céc va udng hét phan nvdc d6. 

Khéng hda tan thudc trong dé udng cé gas hoac sifa, khong duge nhai, bé hodc nuét ca vién thudc. 

6. Khi nao khéng nén ding thuéc nay? 

Khong nén ding thuéc nay néu ban: . 

- Di ttng véi deferasirox, hodc bat ky thanh phn nao cla ché phdm. 

- Bi suy than vifa va nang. 

- Dang udng mét thuéc tao phtfc vdi sat khac. 

fohe) ’ 
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7. Tac dung khéng mong muén 

Nhu cdc thu6c khac, deferasirox cé thé gay tac dung khong mong muén, nhung khéng phai ai ciing 

gap phai. Hau hét cdc tac dung khéng mong muén 6 mifc dé nhe hodc via, va thudng khdi sau vai 

ngay hoac vai tudn diéu tri. 

Neung diing thudc va lién hé trung tam y té gan nhdt néu ban gap cdc phan ung sau: 

- Néi man nang, kh6 thd va chéng mat hodc phi 3 mat va cé hong (phan ting di ting nang). 

- Néi man nang, dé da, phéng r6p mdi, mat hodc miéng, 16t da, dau hong (phan ting trén da nang). 

- Gidm dang ké lugng nuéc tiéu (van dé vé than). 

- Dau bung trén bén phdi, vang da va mat hodc mau vang cia da va mat tang lén, nude tiéu sim mau 

(van vé dé gan). 

- N6nra mau va/hoac cé phan cé mau den. 

- Bi dau bung thung xuyén, dic biét 1a sau khi 4n hodc udng thudc. 

- Bi dg néng thuéng xuyén. 

- Mat thi luc mot phan. 

- Dau bung ving phia trén nghiém trong (viém tuy). 

Cac tac dung khong mong muon khdc 

Cac tac dung khong mong mudn it gdp (tan sudt = 1/1000 dén <1/100) cé thé’ tré nén nghiém trong, 

thong bdo vdi bac s¥ sdm nhat co thé néu bi: 

- Nhin mo. 

- Gidm thinh gidc. 

Rat thudng gdp 

- Bat thudng trong xét nghiém chtic nang than. 

Thuong gap 

- R6i loan dung tiéu hda nhy buén non, nén, tiéu chay, dau bung, day hoi, kh6 tiéu. 

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

it gap 

- Chong mt, sét, dau hong, phd tay va chan, thay d6i mau da, lo ling, réi loan gidc ngi, mét mdi. 

Chua ré tan sudt 

- Gidm s6 lugng tiéu cau trong mdu (té bao lién quan dé€n qua trinh déng mau), gidm sé lugng héng 

cau (tram trong hon tinh trang thiéu mau), gidm s6 lugng bach cau (gidm bach cau trung tinh), hodc 

gidm tat ca cdc té bao mau. 

- Rung téc, sdi than, gidm lugng nudc tiéu, thing da day hodc ruét, néng dé acid bat thudng trong ; 

mau. . 

Thudc cé thé gay ra cdc tac dung khéng mong muén khdc. Néu ban gap bat cit tac dung khéng mong 

muon nao hay bdo voi bac si. 

8. Nén tranh ding nhifng thuéc hoc thuc pham gi khi dang stv dung thuéc nay? 

M6t sé thuéc cé thé tudng tac vdi deferasirox nén phai thong bdo cho bac s¥ hodc duge s¥ cla ban vé 

tat cd cdc loai thuéc ma ban dang stf dung, bao gdm ca cdc thuéc ké don hodc khéng ké don, cac 

vitamin hoac thudéc tiv duge liéu. 

- Khong ung deferasirox vdi cac thuéc tao phifc vdi sat khac. 

- Khong uéng thuéc khang acid (chita nhém) vao cling thdi diém khi u6ng deferasirox. 

Théng bdo cho bac sy néu ban da ding, dang ding hoac cé thé sé ding cdc thuéc khdc, dic biét 1a: 

- Ciclosporin (dung dé ngin co thé dao thai cd quan cay ghép hodc ding trong bénh viém khdp dang 

thap va viém da di tng). 

- Simvastatin (thuéc ha cholesterol). / 

- Mét vai thuéc gidm dau hodc khang viém (nhu aspirin, ibuprofen, corticosteroids). 

- Bisphosphonat ding dudng udng (ding dé tri loang xuong). 
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- Thuéc chong déng mau. 

- Thuéc ngifa thai dang hormon. 

- Bepridil, ergotamin. 

- Repaglinid (ding dé tri d4i th4o dudng). 
- Rifampicin (ding dé tri bénh lao). 

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

- Ritonavir (ding dé tri HIV). 

- Paclitaxel (ding dé tri ung thu). 

- Theophylin (ding dé tri bénh dudng hé hap nhu hen suyén). 

- Clozapin (ding dé tri r6i loan tam than nhu tam than phan liét). 

- Tizanidin (ding dé gifn co). 

- Cholestyramin (dung dé gidm cholesterol trong mau). 

Cac xét nghiém thém khdc c6 thé cdn thiét dé theo doi néng d6 trong mau cia mét sé thudc trén. 

- Thifc An c6 thé anh hu@ng dén tdc dung clia thuéc do dé khong nén ding chung vGi thtfc dn. 

9. Can lam gi khi mét lin quén khéng ding thuéc? 

Néu ban quén khong ding 1 liéu, nén udng liéu dé ngay khi nhé ra. Tiép tuc ding thuGc theo dting 

lich trinh cli. Khong uéng gdp doi liéu. 

10. Ngitng thuéc 

Ung thuéc mii ngay theo huéng dan cia bac sy. Thuéc nay ding diéu tri lau dai. Thdi gian ding 

thudc co thé vai thang hodc nam. Bac s¥ sé thu@ng xuyén kiém tra dé dam bao thuéc phat huy tac 

dung nhu mong dgi. 

Khong duoc ty y ngitng thuéc ma khong cé y kié 

thifa sé khong duc loai ra khdi co thé. 

11. Can bao quan thuéc nay nhu thé nao? 

Giff thudc trong bao bi géc cia nha san xuét, day kin. 

Dé thudc noi kh6 r4o, tranh dnh sang, nhiét 46 khéng qué 30°C, va ngoai tim vdi cla tré em. 

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

12. Nhiing dau hiéu va triéu chifng khi ding thuéec qua liéu 

Ding thuéc chinh x4c nhu hung dan ciia bac sy. 

n cia bac sy. Néu ban ngung ding thudc, lugng sat 

Khi ding qué liéu ban co thé bi: ndn, budn non, dau ddu va tiéu chay va ciing cé thé bi viém gan. Se 

13. Cén phai lam gi khi ding thuéc qua liéu khuyén cdo ~ 

Negung ding thuéc va lién lac ngay vdi bac s¥ hodc trung tam y té gan nhat. tM 

Mang theo vién thudc cing vi bao bi dé bac sf biét ban da udng thuéc gi va c6 bién phdp xt ly kip 40 

thi. 

14. Nhifng diéu can than trong khi dung thuéc nay 
? 

Khong nén ding thuéc khi bi hdi chtfng loan san tly tié 

hodc ung thu tién trién. 

Truéc khi ding thudc nay, ban can théng bdo bac s¥ va luu y khi gap nhiing van dé sau: 

- Bénh vé gan hoac than. 

- Bi bénh tim do thiva sat. 

- Luong nuéc tiéu gidm thay r6 (van dé ve than). 

- Néi ban nang, kho thd va chong mat hoac phi 6 mat va cé hong (phan ting di ting nang). 

- Néi ban, dé da, phéng rép mdi, mit hodc miéng, l6t da, dau hong (phan ting trén da nang). 

- Két hop cdc triéu chiing budn ng, dau bung trén ben phai, vang da va mat hoc mau vang ctia da 

va mat tang lén, nuéc tiéu sam mau (van vé dé gan). 

- N6nra mau va/hoic cé phan cé mau den. wa 

- Bi dau bung thuGng xuyén, dac biét la sau khi n hodic ung thudc. 

n trién (tay sOng gidm san xuat ra té bao mau) 
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- Bid néng thudng xuyén. 

- Két qua xét nghiém mAu cho thy s6 lugng tiéu cdu hodc bach cau gidm. 

- Nhin md. 

- Bi tiéu chay hoac n6én. 

15. Theo doi trong qua trinh ding thuéc 

Bac s¥ sé yéu cau xét nghiém mu va nuéc tiéu thudng xuyén dé theo déi lugng sit trong co thé. Bac 

s¥ cing c6 thé yéu cAu lam sinh thiét than hodc chup cong hudng ti (MRI). Nhiing xét nghiém trén 

dé kiém tra dap ttng cla co thé ban véi thuéc hodc cdc tac dung khéng mong mu6n ciia thuéc 1lén cod 

thé. Bac sf sé dua vao nhifng thong tin do dé tinh todn liéu deferasirox thich hgp nhat cho ban hoac 

quyét dinh ban nén ngifng thuéc. 

Kiém tra thi gidc va thinh gidc sé dude tién hanh hang nim dé phong ngifa. 

Dung thuéc cho ngudi cao tudi (tit 65 tudi tr lén) 

C6 thé ding liéu tuong ty 6 ngudi Idn. Tuy nhién ngudi cao tudi co tan sudt gap tac dung khéng mong 

muén cao hon (dac biét 1a tiéu chay) va nén dude theo di can thin nhifng téc dung khéng mong 

muon. C6 thé c4n phai chinh liéu. 

Dung thudc cho tré em 

Deferasirox cé thé ding cho bénh nhan tiv 2 tudi tré 1én phai truyén mau thuGng xuyén va bénh nhan 

tiy 10 tudi tro 1én khOng phai truyén m4u thudng xuyén. Khi bénh nhan 1én lén, bac s¥ sé diéu chinh 

lai liéu ding thuéc cho phi hgp. 

Thudc khong duc khuyén cdo 6 tré em duéi 2 tudi. 

Phu nit mang thai hodc cho con bu 

Néu ban mang thai hoac nghi rang minh dang mang thai, hdi y kién bac s¥ trudc khi st? dung thuéc. 

Khong nén ding thuéc khi dang mang thai tri that can thiét. 

Néu ban dang ding thuéc trdnh thai dang udng hay dan, nén ding thém hoac chuyén sang phuong 

phap tranh thai khdc (nhu bao cao su) vi thudc c6é thé lam gidm hiéu qua cla thuéc trdnh thai dang 

udng hay dan. 

Nén ngifng cho con bu khi st? dung deferasirox. Théng bdo vdi bac s¥ néu ban dang cho con bu. 

Ldi xe va van hanh may méc 

Néu bi chéng mat khi ding thuéc, khong Idi xe va van hanh may méc cho dén khi cdm thay binh 

thuGng tré lai. 

16. Khi nao cAn tham van bac sy, dugc sy 

Néu cdn thém théng tin xin hdi y kién bac sy hodc duge sy. 

17. Han ding cia thuéc: 36 thang ké tiy ngay san xuat. 
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PHAN 2. HUGNG DAN SU DUNG THUGOC CHO CAN BO Y TE 
1. DUGC LUC HOC 

Tén chung quoc té: Deferasirox. 

M&ATC: V03ACO3. 

Nh6m dutdc ly: Tac nhan tao phitc vdi sat. 

Deferasirox la tac nhan tao phifc vdi sat ding dudng udng, chon loc cao trén ion Fe**, Deferasirox 1a 

m6t phdi tt ba cang (tridentate ligand) gin vdi st vdi 4i luc cao theo ty 1é 2 : 1. Deferasirox tang thai 

triy sit, cha yéu qua phan. Deferasirox c6 4i luc thip vdi kém va déng, va khéng gay ha néng d6 

nhifng kim loai nay lau dai trong huyét thanh. 

2. DUGC DONG HOC 

Hap thu: Deferasirox (dang vién nén phan tan trong nuéc) dugc hap thu sau khi u6ng vGi tmax trung 

binh khoang 1,5 - 4 gid. Sinh kha dung tuyét a6i (AUC) cla vién nén phan tan trong nuéc deferasirox 

khodng 70% so vdi liéu tiém. AUC tang x4p xi 2 lan khi ding chung vdi bifa 4n nhiéu chat béo (ham 

lugng chat béo chiém > 50% calo) va tang 50% khi ding cng vi bifa An sdng chuan. Sinh kha dung 

ctia deferasirox ting vita phai (khodng 13 - 25%) khi duge ding 30 phut trudc bifa an vdi ham lung 

chat béo binh thudng hoac cao. 

Phan bé: Deferasirox gin nhiéu vdi protein huyét tuong (99%), hau hét 1a albumin huyét thanh va c6 

thé tich phan bé nhd, khodng 14 L 6 ngudi Ién. 

Chuyén héa: Glucuronid héa 1a dudng chuyén héa chinh cia deferasirox, sau dé bai tiét qua mat. Cé 

thé xay ra su phan huy lién hgp glucuronid trong rudt va t4i h&p thu (chu trinh gan ruét). Nghién cifu 

trén ngu@i tinh nguyén khéde manh, udng cholestyramin sau khi udng mét liéu don deferasirox lam 

gidm 45% AUC deferasirox. 

Deferasirox duc glucuronid hdéa cht yéu thong qua UGT1A1 va mét phan nhé hon qua UGT1A3. 

Chuyén héa qua xtic tac CYP450 (oxy héa) cla deferasirox it & ngudi (khodng 8%). Khdng thay sy tte 

ché chuyén héa deferasirox bdi hydroxyurea in vitro. 

Thdi trit: Deferasirox va cdc chat chuyén héa cia né chi yéu dude thai try qua phan (84% liéu). Thai 

trif qua than cla deferasirox va cac chat chuyén héda it (8% liéu). Thdi gian ban thai trung binh (ti) 

dao dong tiv 8 dén 16 gid. Chat van chuyén MRP2 va MXR (BCRP) cé lién quan dén sy bai tiét qua 

mat cia deferasirox. 

Tinh tuyén tinh/ khong tuyén tinh: Cmax Va AUCo-24 gis cUla deferasirox tang gan nhu tuyén tinh vdi liéu 

6 trang thai 6n dinh. Khi ding nhiéu liéu AUC tang theo hé sé tich liy 1,3 - 2,3. 

Déi tuong dac biét: 

Tré em: AUC ciia thanh thiéu nién (12 d€n < 17 tudi) va tré em (2 dén < 12 tuGi) cla deferasirox sau 

liéu don va nhiéu liéu thap hon so vdi 6 ngudi lén. Do cé su chinh liéu tiy theo tifng c4 nhan va theo 

dap ting nén su khac nhau trén khong gay hau qua trén lam sang. 

Gidi tinh: Phu ni c6 a6 thanh thai thép hon so vdi nam (khodng 17,5%). Do cé suf chinh liéu tiy theo 

tifng cA nhan va theo dap ting nén su khac nhau trén khéng gay hau qua trén lam sang. 

Nguoi cao tudi: Duge dong hoc cia deferasirox chua dudc nghién ctfu trén ngudi cao tudi (tir 65 tudi 

trd 1én). 

Suy than va suy gan: Dude déng hoc ctia deferasirox chua dude nghién ctfu 6 bénh nhan suy than. 

Duc dong hoc ctia deferasirox khéng bi anh hudng bdi néng d6 transaminase gan lén dén 5 lan gidi 

han trén cua mitfc binh thudng. 

Trong m6t nghién ctfu lam sang stt dung liéu duy nhat 20 mg/kg deferasirox, AUC trung binh tang 

16% 6 bénh nhin suy gan nhe (Child-Pugh nhém A) va 76% & bénh nhan suy gan trung binh 

(Child-Pugh nhém B) so véi ngudi cé chife nang gan binh thu@ng. Cmax trung binh cia deferasirox 6 

bénh nhan suy gan nhe hoac vifa tang thém 22%. AUC tang 2,8 lan trén mét bénh nhan suy gan na 

(Child-Pugh nhém C). 
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3. CHi DINH 
Deferasirox dudc chi dinh dé diéu tri thiva sit man tinh do truyén mdu thu@ng xuyén (truyén héng cau 
ling > 7 mL/kg/ thang) 6 bénh nhan ti 6 tudi trd 1én bi bénh beta thalassemia nang. 

Deferasirox cing dugc chi dinh dé diéu tri thifa sat man tinh do truyén mdu khi diéu tri bing 

deferoxamin bi ch6ng chi dinh hoac dap ttng khong day di 6 nhifng déi tugng sau: 

- Bénh nhan tir 2 - 5 tudi bi beta thalassemia nang va thifa sit do trayén mau thudng xuyén (truyén 

héng cau ling = 7 mL/ kg/ thang). 
- Bénh nhan tif 2 tudi tré 1én bi beta thalassemia nang va thifa sat do trayén mau khOng thudng xuyén 

(truyén héng cau lang < 7 mL/ kg/ thang). 
- Bénh nhan tir 2 tudi tré 1én bi thiéu mau. 

Deferasirox ciing dude chi dinh dé diéu tri thita sit man tinh cdn phai diéu tri bang tac nhan tao phitc 

khi diéu tri bing deferoxamin bi chéng chi dinh hoac dap ting khéng day du 6 nhifng bénh nhan ti 10 

tuéi tré lén bi hdi chitng thalassemia thé khéng phu thudc truyén mau (non-transfusion-dependent 

thalassemia syndromes). 

4, LIEU DUNG - CACH DUNG 
Diéu tri vi deferasirox nén dude khéi dau bdi bac s¥ cé kinh nghiém trong viéc diéu tri thita sit man 

tinh. 

Thifa sat do truyén mau 

Khuyén céo khdi ddu diéu tri bing deferasirox sau khi truyén khodng 20 don vi héng cau ling 

(khodng 100 mL/ kg) hoac khi cd dau hiéu thiva sit man tinh qua theo ddi l4m sang (vi du ferritin 

huyét thanh > 1000 pg/L). Liéu ding (tinh bing mg/ kg) phai dugc tinh va lam tron thanh ham ludng 

cia ca vién gan nhat. 
Muc tiéu ctia liéu phap chelat héa st 1a loai bd lugng sit di ding qua truyén mdu, va néu cén lam 

gidm lugng sat hién cé. 

Liéu khdi dau 

Liéu khdi dau khuyén cd4o hang ngay deferasirox 14 20 mg/kg thé trong. 

C6 thé xem xét ding liéu khdi dau hang ngay 14 30 mg/ kg cho nhifng bénh nhan truyén hong ca 

ling trén 14 mL/ kg/ thang (khodng > 4 don vi/ thang 6 ngu@i I6n). 

C6 thé xem xét ding liéu khdi dau hang ngay 1a 10 mg/ kg cho nhifng bénh nhan khéng can ba 

gidm luong sat trong co thé va truyén héng cdu ling duéi 7 mL/ kg/ thang (khodng < 2 don vi/ thay s, 

ngudi ln). Phai theo déi dap ting cla bénh nhan va xem xét ting liéu néu khéng dat duge hiép 

day du. 

D6i véi nhifng bénh nhan dap tng t6t khi diéu tri bing deferoxamin, cé thé xem xét ding liéu 

deferasirox khéi ddu bing mét nifa liéu deferoxamin. Néu két qua liéu khdi dau < 20 mg/ kg thé 

trong (liéu deferoxamin dap ttng < 40 mg/ kg thé trong), can phai theo d6i dap tng cia bénh nhan va 

ting liéu néu khéng dat dugec hiéu qua day di. 
Chinh liéu: 
Néng dé ferritin huyét thanh nén dude theo doi hang thang va chinh liéu deferasirox méi 3 - 6 

thang néu can thiét dva trén chiéu hudng thay déi ferritin huyét thanh. C6 thé diéu chinh liéu tir 5 - 

10 mg/ kg tiy theo dap ting cia tifng bénh nhan va muc tiéu diéu tri (gitf 6n dinh hodc gidm lugng 

sit). O bénh nhan khong dap tng vdi liéu 30 mg/ kg (vi du: ferritin huyét thanh luén 6 mtfc cao hon 

2500 ug/L va khong c6 chiéu hudng gidm theo thdi gian), c6 thé xem xét ding liéu lén dén 40 mg/ 

kg. Thong tin vé an toan va hiéu qua lau dai cla viéc sit dung deferasirox liéu 30 mg/ kg hién con 

han ché. Néu liéu 30 mg/ kg khong kiém soat dudc bénh thi cé thé viéc tang li€éu (t6i da 40 mg/ kg) 

cting khong cho két qué mong muén va nén xem xét diéu tri bing thuéc kh4c thay thé. Néu liéu cao 

trén 30 mg/ kg khong cho hiéu qua mong muon, khong nén duy tri 6 mtfc liéu d6 va nén chuyén sang 
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phuong phdp diéu tri thay thé ngay khi cd thé. Do théng tin cdn han ché, liéu trén 40 mg/ kg khong 

duoc khuyén cdo stf dung. 

6 bénh nhin ding liéu 1dn hon 30 mg/ kg, khi dat hiéu qua diéu tri mong mu6n (vi du: néng d6 

ferritin huyét thanh dat mtfc muc tiéu (thuGng tir 500 - 1000 pg/ L)), nén xem xét gidm liéu theo ting 

mifc 5 - 10 mg/ kg va gif néng dé ferrritin huyét thanh trong khodng muc tiéu. Néu néng dé ferritin 

huyét thanh gidm xu6ng dui 500 pg/ L, nén xem xét ngifng thuéc. 

Bénh nhan bi hdi chifng thalassemia thé khong phu thuéc truyén mau 

Liéu phdp chelat héa chi nén duge khdi dau khi c6 bing ching thiva sat ([LIC] = 5 mg sat/ g dw (dry 

weight - tinh theo khéi lugng khan) hoac nong dé ferritin huyét thanh lién tuc > 800 pg/L). LIC duge 

wu tién hon dé xem xét thifa sat va nén ding khi co thé. Than trong khi diéu tri vdi tac nhan tao phttc 

dé gidm nguy co tao phtfe qua mtfc 6 tat cd bénh nhan. 

Liéu khdi dau 

Liéu khdi dau khuyén cdo 14 10 mg/ kg. 

Chinh liéu 
Khuyén cdo theo doi néng dé ferritin huyét thanh méi thang. Sau méi 3 - 6 thang diéu tri, xem xét 

tang liéu khodng 5 - 10 mg/kg néu LIC bénh nhan = 7 mg sat/ g dw, hodc néu néng dé ferritin huyét 

thanh lién tuc > 2000 pg/ L va khong cé chiéu huéng gidm xu6ng, va bénh nhan dung nap tot vdi 

thuéc. Liéu Ién hon 20 mg/ kg khong duge khuyén cdo do khéng cé kinh nghi¢m st dung liéu nay 3 

bénh nhan bi hdi chtfng thalassemia thé khong phu thuéc truyén mau. 

Néu LIC chwa duoc dinh gid va néng dé ferritin huyét thanh < 2000 pg/ L, khong nén vugt qua liéu 

10 mg/ kg. 

Néu bénh nhan sift dung liéu > 10 mg/ kg, khuyén céo nén gidm liéu xu6ng 10 mg/ kg hoac thap hon 

khi LIC <7 mg s4t/ g dw hodc néng dé ferritin huyét thanh < 2000 pg/L. 

Ngitng diéu tri: 

Khi dat néng d6 st mong mu6n (LIC < 3 mg siv/ g dw hodc néng dé ferritin huyét thanh < 300 ug! L) 

nén ngiing diéu tri. Chua cé dif liéu vé viéc diéu tri én bénh nhdn tdi tich Ifiy sat sau khi dat néng 

d6 st mong mu6n do dé khong khuyén cdo tai diéu tri. 

Déi tuong ddc biét 

Nguoi cao tudi (= 65 tudi): Liéu khuyén cdo tuong ty nhv trén. Trong nghién cifu lam sang, ngudi 

cao tudi cé tan xuat gap téc dung khéng mong mu6n cao hon (dic biét 14 tiéu chdy) va nén duge theo 

d6i c&n than nhifng tac dung khéng mong mu6n co thé can phai chinh liéu. 

Tré em: Liéu khuyén cdo cho bénh nhan tiv 2 - 17 tudi bi thifa sdt do truyén mau tuong ty nhu ngudi 

16n. Can phai xem xét su thay di thé trong ciia tré em trong viéc tinh liéu. 

Tré em 2 - 5 tuéi bi thifa sit do truyén mau, AUC cua thudéc thap hon so vdi ngudi I6n. Do dé cd thé 

can liéu 16n hon. Tuy nhién nén cho liéu khdi ddu tuong ty ngudi Idn, sau dé chinh liéu tay ting bénh 

nhan. 

G6 tré em bi héi chifng thalassemia thé khong phu thuéc truyén méu, liéu khong nén vugt qué 10 mg/ 

kg. Can phai theo déi chat ché LIC va néng dé ferritin huyét thanh dé gidm nguy co tao phifc qua 

mifc: Ngoai viéc kiém tra néng d6 ferritin huyét thanh hang thang, nén theo ddi LIC m6i ba thang khi 

nong dé ferritin < 800 pg/L. 

Chuva c6 théng tin vé an toan va hiéu qua clia deferasirox trén tré em tif 0 - 23 thang tudi. 

Suy than: Deferasirox chua duge nghién cifu trén bénh nhan suy than va chéng chi dinh trén bénh 

nhan c6é d6 thanh thai creatinin < 60 mL/ phut. 

Suy gan: Khong khuyén cdo stf dung cho bénh nhan suy gan nang (Child-Pugh nhém C). O bénh nhan 

suy gan trung binh (Child-Pugh nhém B), nén xem xét gidm liéu va tang dan dén gidi han 14 50%, stt 

dung than trong. Nén kiém tra chifc nang gan trudc khi stt dung thuéc, méi hai tudn trong thang dau 

tién va hang thang sau do. 
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Cach ding 

Uong 1 lin/ ngay khi bung déi, it nhdt 30 phut trudc bifa An, tét hon nén udng cing théi diém mdi 

ngay. 

Phan tan vién nén trong mét ly nuéc, nudéc cam hoac nude téo 100 - 200 mL, dén khi tao thanh hén 

dich min. Sau khi uéng hén dich, phan con lai trong ly phai dude phan tan tiép bing mét it nuéc hodic 

nuéc trai cay va uéng. Khong nhai hoac nudt nguyén vién. 

5. CHONG CHi DINH 
Min cam vi deferasirox hoc bat ctf thanh phan nao cla thuéc. 

S¥ dung chung vdi tac nhan tao phifc sAt khdc (chua c6 thong tin vé su an toan khi ding chung). 

Bénh nhan co dé thanh thai creatinin < 60 mL/ phut. 

6. CAC TRUONG HOP THAN TRONG KHI DUNG THUOC 

Chife nang than 

Deferasirox chi duc nghién cifu trén bénh nhan cé néng dé creatinin nam trong khodng binh thudng 

theo tudi. 

Thudc c6 thé gay ting néng d6 creatinin > 33% mic binh thudng, doi khi vudt qué gidi han trén cla 

khodng binh thudng. Tac d6ng trén phy thuéc liéu. Khodng %% bénh nhan ndng d6 creatinin huyét 

thanh tré vé duéi mifc 33% ma khéng cn gidm liéu. 6% trudng hdp con lai, néng dé creatinin huyét 

tudng co thé kh6ng gidm khi gidm liéu hodc ngitng sif dung thu6c. Trong mét vai truéng hdp ndng d6 

creatinin huyét tudng chi 6n dinh khi gidm liéu. Da c6é bdo cdo suy than cap. Trong mét vai trudng 

hdp, suy gidm chifc nang than c6 thé dan dén suy than ddi hdi phai chay than nh4n tao tam thdi hoac 

vinh vién. 

Nguyén nhan lam ting néng d6 creatinin huyét thanh chua duge lam sang td. Can dac biét chti ¥ theo 

déi néng dé creatinin huyét thanh 6 bénh nhan ding chung vdi thuéc tfc ché chttc nang than, va 6 

bénh nhan sif dung liéu cao deferasirox va/ hoac truyén mdu mifc d6 thap (hong cau ling < 7 mL/ kg/ 

thang hodc < 2 don vi/ thang d6i véi ngudi 1én). Trong thit nghiém lam sang, khong thay tang tac 

dung khong mong mu6n trén than khi ting liéu trén 30 mg/ kg, tuy nhién nguy co tang tac dung 

khong mong muén trén than khi ding liéu trén 30 mg/ kg khong thé bd qua. 

Khuyén céo nén danh gia ndng d6 creatinin huyét thanh hai lan truéc khi bat dau diéu tri. Néng a6 

creatinin, d6 thanh thai creatinin va/ hoac néng d6 cystatin C huyét tuong nén dude theo ddi truéc khi 

diéu tri, hang tuan trong thang ddu sau khi b4t ddu diéu tri hodc c6 thay d6i khi diéu tri, va hang 

thang sau d6. Bénh nhan dang bi bénh than va bénh nhan stf dung thuéc tfc ché chtfc nang than c6é 

nhiéu nguy co xay ra bién chttng hon. Can luu y duy tri lugng nuéc day da 6 bénh nhan bi tiéu chay 

hoac non. 

Da c6 bdo céo nhiém toan chuyén hoa trong qua trinh diéu tri véi deferasirox. Phan én nhitng bénh 

nhan d6 bi suy thin, bénh 6ng than (hdi chtfng Fanconi) hodc tiéu chay, hodc trong tinh trang ma viéc 

mat cAn bang kiém - toan 14 mét bién chiing d4 dudc du dodn. Nén theo déi cin bang kiém - toan 6 

nhifng bénh nhan nay va can nhac ngiing deferasirox 6 bénh nhan bi nhiém toan chuyén héa. 

C6 thé bat dau diéu tri lai tiy tifng ca lim sang. 

Ciing c6 thé c4n nhac gidm liéu hodc ngitng thuéc néu co cdc d&u hiéu bat thuéng chifc nang 6ng 

thin va/ hoac cé dau hiéu lam sang: 

- Protein niéu (nén kiém tra truéc khi diéu tri va hang thang sau dd). 

- Dudng niéu 6 ngudi khdng bi dai thdo dudng; ndng d6 kali, phosphat, magnesi hodc urat huyét 

thanh thap, phosphat niéu, acid amin niéu (theo doi néu can thiét). 

Bénh Ong than chi yéu dude bdo cdo 6 tré em hodc thanh thiéu nién bi beta thalassemia diéu tri bang 

deferasirox. 

Bénh nhan nén dude thim khdm bdi bac sy chuyén mon vé than va lam cdc xét nghiém chuyén biét 

hon (nhv sinh thiét than) néu diéu nay xay ra ngay ca sau khi d& gidm liéu va ngifng thudc: 
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- Néng 46 creatinin huyét thanh vin tang cao dang ké va 

- Cac dau hiéu bat thudng chifc nang than kéo dai (vi du protein niéu, hdéi chiing Fanconi). 

Chic nang gan: 

Tang enzym gan da xay ra 6 bénh nhén stf dung deferasirox. Da c6 bdo cdo suy gan, d6i khi gay tt 

vong, khi diéu tri vdi deferasirox. Hau hét cdc bdo céo suy gan déu lién quan dén bénh nhan da cé 

san bénh bao g6m xo gan. Tuy nhién khéng thé loai trif vai trd cla deferasirox nhu m6t nhan t6 déng 

gop hodc tang nang lén cdc tac ddng khong mong muon trén. 

Khuyén cdo kiém tra néng d6 transaminase, biliburin va phosphastase kiém trong huyét thanh truéc 

khi diéu tri, m6i 2 tudn trong thang dau va sau d6 14 mdi thang. Néu transaminase huyét thanh ting 

kéo dai va lién tuc va khong tim thay nguyén nhan nao khac, nén ngting deferasirox. Khi da tim ra 

nguyén nhan gay bat thudng xét nghiém chifc nang gan hoac sau khi tré vé mifc binh thuGng, c6é thé 

can nhac stf dung lai thuéc mét cach than trong 6 liéu thap hon va tang liéu ti tir. 

Khéng khuyén cdo sf dung deferasirox 6 bénh nhan suy gan nang (Child-Pugh nhém C). 

GO bénh nhan cé tién lugng thdi gian séng ngan (vi du: H6i chtfng loan sinh tly nguy cd cao), dac biét 

khi bénh ly kém theo cé thé lam tang nguy co tac dung khéng mong mu6n, Idi ich cia deferasirox c6 

thé han ché va cé thé thap hon so vdi nguy co. Do dé, khéng khuyén cdo stf dung deferasirox 6 

nhifng bénh nhan trén. 

Than trong khi stf dung trén ngudi cao tudi do nguy co gay tac déng khéng mong muon thu@ng xuyén 

hon (dac biét 14 tiéu chay). 

Thong tin & tré em bi hdi chifng thalassemia thé khong phu thuéc truyén mau con han ché. Do do, 

phai theo déi cn than dé phat hién tac dung khéng mong mu6n cilia thuéc va theo d6i qua tai sat é 

tré em. Hon nifa, viéc ding thudc nay thdi gian dai dé diéu tri thira sat d tré em bi héi chifng 

thalassemia thé khéng phu thudc truyén mau hién tai chufa duge biét day du. 

Dudng tiéu héa: 

Loét dung tiéu héa trén va xuat hhuyét da dudc bdo céo 6 bénh nhan stt dung deferasirox, ké ca tré 

em va thanh thiéu nién. Loét da 6 da dude thay 6 mét vai bénh nhan. Da cé bao cdo bién chifng loét 

cing vdi thing dudng tiéu héa. Ciing cé bdo cdo xuat huyét dudng tiéu hoa gay tr vong, dac biét 6 

ngudi cao tudi bi u dc tinh huyét hoc va/ hodc lugng tiéu cau thap. Bac si va bénh nhan nén canh gidc 

nhifng triéu chtfng va dau hiéu ctia loét da day va xuat huyét trong qué trinh diéu tri vdi deferasirox 

va ngay lap ttfe tién hanh danh gid va diéu tri thém néu nghi ng c6é tac dung khéng mong muon 

nghiém trong trén dung tiéu héa. Than trong 6 bénh nhan ding chung deferasirox véi cdc thudc cé 

thé gay loét dung tiéu héa, nhu NSAIDs, corticosteroid, hoac biphosphonat duéng uong, 6 bénh 

nhan stf dung thuéc chéng déng va bénh nhan cé lugng tiéu cu thap hon 50.000/ mm? (50 x 10°/ 

L). 

Da: 

Ban da cé thé xuat hién khi diéu tri vdi deferasirox. Phan ting nay c6é thé tr khdi trong hau hét trudng 

hop. Néu can phai ngifng thudc, thi sau dé cé thé ding lai thuéc sau khi diéu tri hét man, véi liéu 

thap hon va tang liéu tir wv. rong md6t vai trudng hdp nang, cé thé sir dung lai thuéc phéi hdp vdi 

steroid trong mét thdi gian ngan. Da c6é bdo cdo hdi chifng Stevens- Johnson va TEN (hoai tit thugng 

bi nhiém déc). Nguy cd tac dung khéng mong mu6n nghiém trong hon bao gdm DRESS: phan ting 

thuéc véi bach c4u di toan va héi chifng toin than khéng thé loai triv. Néu nghi ngd hdi ching 

Stevens-Johnson hoic cdc tac dung khéng mong mu6n nghiém trong trén da, ngifng deferasirox ngay 

lip ttc va kh6ng nén ding lai thuéc. 

Phan ting qua man: 

Phan ting qué man (nhu s6c phan vé va phi mach) da duge bao cdo 6 bénh nhan sif dung deferasirox, 

phan I6n thudng xay ra trong thang dau diéu tri. Néu cdc phan ting trén xdy ra, nén ngting 
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deferasirox va 4p dung bién phap diéu tri thich hdp. Deferasirox khong nén duge stf dung lai 6 nhitng 

bénh nhin di bi phan tfng qué man do cé nguy cd séc phan vé. 

Thi giac va thinh giac: 

R6i loan thinh gidc (gidm) va thi gidc (md) da dude bdo cdo. Kiém tra thinh gidc va thi gidc (bao g6m 

soi ddy mat) dudc khuyén c4o trudc khi bat dau diéu tri va thudng xuyén sau d6 (méi 12 thang). Néu 
r6i loan xay ra, nén xem xét gidm liéu hodc ngifng thudc. 

Mau: 

Da c6 bdo cdo gidm bach cau, gidm tiéu cau hoac gidm toan thé huyét cau va 1am nang hon thiéu 
mau. Hau hét nhiing bénh nhan nay trudc d6 di bi r6i loan vé huyét hoc thudng lién quan dén suy 
tuy. Tuy nhién, khong thé loai trif kha nang dong gdp hodc lam nang thém cdc bénh nay cia thuéc. 

Nén can nhac ngifng thuéc néu bénh nhdn bi gidm té bao mau khong 6 ly do. 

Cac xem xét khac: 

Khuyén cdo xét nghiém néng 46 ferritin huyét thanh dé danh gid dap tng cia bénh nhan véi diéu tri. 

Néu ferritin huyét thanh gidm xuGng dudi 500 yg/ L lién tuc (déi vdi thita sdt do truyén mau) hoac 

300 ug/ L (déi vdi hdi chitng thalassemia thé khong phu thudc truyén mau), nén xem xét ngifng ding 

thudc. 
Két qua xét nghiém néng dé creatinin, ferritin va transaminase huyét thanh nén dude ghi lai va dinh 

gid xu hung thay déi. 

Trong mot nghién ctfu lam sang, su ting trudng va phat trién gidi tinh cua tré em diéu tri bang 

deferasirox trong 5 nim kh6ng bi anh hu@ng. Tuy nhién dé dé phong, 6 tré em bi thifa st do truyén 

méu nén theo di trong lugng co thé, chiéu cao va su phat trién gidi tinh truéc khi diéu tri va thudng 

xuyén sau d6 (mdi 12 thang). 

Réi loan tim mach 1A m6t bién chting ca qua tai sit. Nén theo ddi chtfc nang tim mach 6 bénh nhan 

bi qué tai sft nghiém trong khi diéu tri vdi deferasirox thdi gian dai. 

sU DUNG CHO PHU NU CO THAI VA CHO CON BU: 
Thdi ky mang thai 

Chua cé théng tin vé anh hudng cilia thuéc trén phu ni co thai. Nghién cttu trén dng vat cho thay ddc 

tinh trén hé sinh san @ liéu d6c vdi thi me. Nguy co trén ngudi chua rd. Khong khuyén cdo ding 

deferasirox 6 phu nif mang thai, trv khi bat buéc. 

Deferasirox c6 thé lam gidm hiéu qua cia bién phap tranh thai hormon, phy nf trong d6 tudi sinh san 

nén stf dung thém hoac thay thé bing bién phdp trénh thai khong hormon. 

Thdi ky cho con bu 

Nghién ctfu trén dong vat, deferasirox bai tiét vao stfa me nhanh va nhiéu. Chua cé tdc d6ng trén thi 

con dude ghi nhan. Chwa r6 deferasirox c6 bai tiét vao sifa ngudi khong. 

Khong khuyén cdo cho con bu khi stv dung deferasirox. 

Khd nang sinh san: Chua c6 théng tin vé Anh huéng trén kha nang sinh san 6 ngu@i. Trén d6ng vat, 

khong thay c6 tac dung kh6ng mong mu6n nao trén kha nang sinh san cla con dyc va con cai. 

ANH HUGNG CUA THUOC DOI V6I KHA NANG LAI XE VA VAN HANH MAY MOC: 
Chua c6 thong tin vé anh hu@ng cia deferasirox trén kha nang ldi xe va van hanh may moc. Bénh 

nhan gap tac dung khéng mong mu6n it gap nhv chéng mat nén than trong khi l4i xe va van hanh 

may moc. 

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC 

Chua cé théng tin vé an toan ctia deferasirox khi ph6i hgp vdi tac nhan tao phttc véi sdt khdc. Do dé 

khéng ph6i hgp véi tac nhan tao phitc vdi sat khac. 

Thitc dn 
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Sinh kha dung cia deferasirox tang vdi mtfc d6 khdc nhau khi ding chung vdi thifc an. Do do nén 

ding thuéc khi bung déi it nh&t 30 phut trudc khi an, t6t nhdt nén udng cing théi diém trong ngay. 
Thudc cé thé gidm néng dé deferasirox 

Chuyén héa deferasirox phu thuéc enzym UGT. Rifampicin, mét chat cdm ting manh enzym UGT, 

lam gidm phoi nhiém deferasirox. St dung chung deferasirox véi chat cdm ting UGT manh (nhy 

rifampicin, carbamazepin, phenytoin, phenobarbital, ritonavir) cé thé lam gidm hiéu qua deferasirox. 

Néng dé ferritin huyét thanh nén duc theo doi sau khi ding chung, va cé thé chinh liéu deferasirox 

néu can thiét. 
Cholestyramin lam gidm phoi nhiém cia deferasirox. 

Midazolam va cdc cdc thudc khdc chuyén héa béi CYP3A4 

Deferasirox lam gidm néng d6 cia midazolam (co chat cla CYP3A4). Do d6 khi ding déng thdi cé 

thé lam gidm néng d6 cdc chat chuyén héa bdi CYP3A4 (midazolam, ciclosporin, simvastatin, thudéc 

tranh thai hormon, bepridil, ergotamin). Than trong khi phdi hgp. 

Repaglinid va cdc thuéc khdc chuyén héa bdi CYP2C8 

Deferasirox liéu 30 mg/kg (chat tte ché trung binh CYP2C8) lam tang AUC va Cmax cla repaglinid 

liéu 0,5 mg (co chat cha CYP2C8) tuong ting 2,3 lan va 1,6 lan. Do chufa cé théng tin tuong tac vi 

liéu repaglinid cao hon 0,5 mg, nén trénh ding chung deferasirox va repaglinid. Néu phai phéi hgp, 

can than trong trén 14m sang va theo d6i néng d6 glucose mau. Tung tac cia deferasirox vi cdc cd 

chat khac cha CYP2C8 nhu paclitaxel ciing khéng thé loai trv’. 

Theophyllin va cdc thudéc khdc chuyén hda bdi CYPIA2 
Deferasirox liéu lap lai 30 mg/kg (chat tte ch CYP1A2) lam tang 84% AUC theophylin liéu don 120 

mg (co chat cia CYP1A2). Cmax khi st dung liéu don theophylin khéng bi anh hudng tuy nhién cd thé 

ting néu ding liéu lap lai theophylin. Do d6 khéng khuyén cdo ding chung vdi theophylin. Néu can 

phai phdi hop, khuyén cdo gidm liéu va theo déi néng dé theophylin. Tuong tac cia deferasirox vdi 

cdc co chat khéc cia CYPIA2 ciing kh6ng thé loai trif. V6i nhitng chat chuyén hda chi yéu béi 

CYP1A2 va c6 khoang tri liéu hep (nhu clozapin, tizanidin) khuyén cdo tong ty nhv theophylin. 

Cac tuong tac khdc 

Chua c6 thong tin vé tuong tac gitta deferasirox va thudc khang acid chtfa nhém. Mac di deferasirox 

c6 di luc véi nhém thap hon sit, khéng khuyén cdo ding chung deferasirox vi ché phdm khang acid 

chifa nhém. 

Ding chung deferasirox vdi cdc chat cé khd nang gay loét tiéu héa nhy NSAID (bao gdm 

acetylsalicylic acid 6 li€u cao), corticosteroid hoac biphosphonat duéng udng c6 thé tang déc tinh trén 

da day. Ding chung deferasirox vdi chat chong déng cé thé tang nguy co chay mau duGng tiéu hda. 

Theo doi chat ché khi ding chung deferasirox vdi cdc thuéc trén. 

Chva cé théng tin vé tong tac gitfa deferasirox va vitamin C. Ding chung vdi vitamin C liéu én dén 

200 mg/ngay khéng gay tuong tac nao. 

Khong thay cé tuong tac gitta deferasirox va digoxin trén bénh nhan khde manh. 

8. TAC DUNG KHONG MONG MUON 
Rat thuéng gdp (ADR 2 1/10) 

Than va tiét niéu: Tang creatinin mau. 

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

Than kinh: Dau dau. 
Tiéu hoa: Tiéu chay, to bén, nén, buén nén, dau bung, day bung, khé tiéu. 

Gan mat: Tang transaminase. 

Da va m6 duGi da: Phat ban, ngtfa. 

Than va tiét niéu: Protein niéu. 

It gap (1/1000 SADR < 1/100) 
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Tam than: Lo lang, ri loan gidc ngu. 
Than kinh: Chong mat. 
Mat: Duc thty tinh thé som, bénh diém vang. 
Tai va mé dao: Mat thinh luc. 
Tiéu hoa: Xuat huyét dung tiéu hda, loét da day (bao gém loét da 6), loét t4 trang, viém da day. 

H6 hap, léng nguc va trung that: Dau hong - thanh quan. 
Gan mat: Vién gan, sdi mat. 

Da va m6 dudi da: R6i loan sic té. 

Than va tiét niéu: Bénh 6ng than (héi chttng Fanconi, glucose niéu). 

Toan than va tai vi tri stf dung: Tang than nhiét, pht né, mét mdi. 

Hiém gap (1/10000 <ADR < 1/1000) 
Mat: Viém than kinh mat. 

Tiéu héa: Viém thu quan. 

Khéng ré 

Mau va hé bach huyét: Gidm huyét cdu toan phan, gidm tiéu cau, tram trong hon bénh thiéu mau, 

gidm bach cau trung tinh. 

Hé mién dich: Phan ttng qué man (bao gdm séc phan vé va phi mach). 

Chuyén héa va dinh dung: Nhiém toan chuyén héa. 
Hé tiéu héa: Thing dudng tiéu hoa, viém tuy cap. 

Gan mat: Suy gan. 

Than va tiét niéu: Suy thin cap, viém th4n m6 ké - Ong than, sdi than, than hoai tt 6ng th4n. 

Da va m6 duéi da: H6i chtfng Stevens-Johnson, viém mach mdu qué man, may day, héng ban da 

dang, rung téc, hoai tu thugng bi nhiém déc (TEN). 

Xit tri ADR 

ADR trén than: Khuyén cdo danh gid creatinin huyét thanh hai lén truéc khi bat dau diéu tri. Theo déi 

creatinin huyét thanh, Cle; va/ hoac néng dé cystatin C huyét tong tru’éc khi diéu tri, hang tun trong 

thang dau tién sau khi khdi dau diéu tri hodc cé thay déi khi diéu tri va hang thang sau do. 

Cn nhdc gidm liéu hodc tam ngung diéu tri néu xdy ra nhiém toan chuyén hda. 

Ciing c6 thé cin nhac gidm liéu hodc ngitng thudc néu cd cdc du hiéu bat thudng chtic ning 6ng 

than va/ hoac cé dau hiéu lam sang: 

- Protein niéu (nén kiém tra truéc khi diéu tri va hang thang sau d6). 

- Dung niéu G6 ngudi khéng bi dai thao duGng; néng dé kali, phosphat, magnesi hoac urat huyét 

thanh thap, phosphat niéu, acid amin niéu (theo déi néu can thiét). 

Bénh nhan nén dude thim khdm bdi bac s¥ chuyén mén vé than va lam cdc xét nghiém chuyén biét 

hon (nhv sinh thiét thin) néu diéu nay xdy ra ngay ca sau khi da gidm liéu va ngifng thudc: 

- Néng dé creatinin huyét thanh vin tang cao dang ké va 

- Cac diu hiéu bat thu@ng chifc ning than kéo dai (vi du protein niéu, hi ching Fanconi). 

ADR trén gan: Néu transaminase huyét thanh ting kéo dai va lién tuc va khong tim thay nguyén 

nhan nao khac, nén ngting deferasirox. Khi da tim ra nguyén nhan gay bat thudng xét nghiém chtfc 

nang gan hodc sau khi tré vé mtfc binh thudng, cé thé can nhdc stf dung lai thudéc mét cach than trong 

6 liéu thap hon va ting liéu ti tir. 

ADR trén da: Ngung diéu tri ngay va khong ding lai thudéc 6 bénh nhan bi SJS, TEN hoac cdc phan 

ting nang trén da khdc (nhy DRESS). 

Qué man: Trong trudng hp xdy ra qué man, ngung ding diéu tri va sit dung liéu phdp diéu tri thay 

thé. Khéng nén ding lai thuéc 4 bénh nhan ting bi qué man do nguy co séc phan vé. 

Thi gidc va thinh gidc: Can nh&c gidm liéu hodc tam ngung ding thuéc 6 bénh nhan gap phai cc roi 

loan trén thinh gidc hoac thi gidc hoac gidm té bao mau kh6ng 16 nguyén nhan. 
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Khdc: Theo d6i chat ché ferritin huyét thanh (SF) truéc khi diéu tri va hang thang sau d6, tam ngung 
diéu tri néu SF < 300 microgam/ L. 

Theo ddi néng dé sdt tai gan (LIC) truéc khi diéu tri, va mdi 3 thang (6 tré em) néu SF < 800 

microgam/ L, tam ngung diéu tri néu LIC <3 mg sat/ g dw. 
Thudc cé thé gay ra cdc tac dung khong mong muén khdc. Khuyén cdo bénh nhan thong bdo cho bac 

sy bat ky tac dung khong mong mu6n nao gap phdi khi dang thudc. 

9. QUA LIEU VA CACH XU TRI 

Trung hop qua liéu (2 - 3 ldn liéu chi dinh trong vai tuan) d& dugc bdo cdo. Trong mét trudng hgp, 

gay ra viém gan trén c4n lam sang, tuy nhién bénh nhan phuc héi sau khi ngifng thuéc. Liéu don 80 

mg/kg 6 bénh nhan thalassaemi thifa sat gay budn n6n va tiéu chay nhe. 

Triéu chtfng qué liéu c4p tinh co thé gém: Non, budn n6n, dau dau va tiéu chay. Qué liéu cd thé diéu 

tri bang gay nén, riva da day va diéu tri triéu chung. 

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qua liéu chi dinh. 

11. TEN, DIA CHI VA BIEU TUGNG CUA CO SO SAN XUAT 

Ed DAVIPHARM 
CONG TY cé PHAN DUGC PHAM DAT VI PHU 

(DAVI PHARM) 

L6 M7A, Dudng D17, Khu Cong nghiép Mf Phuéc 1, Phuéng Thdi Hoa, Thi xa Bén Cat, Tinh Binh 

Duong, Viét Nam 

Tel: 0274.3567.687 Fax: 0274.3567.688 ; 
12. NGAY XEM XET SUA DOI, CAP NHAT LALAQISPUNG HUONG DAN SU DUNG 
THUOC 
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