TO HWYONG DAN SU’ DUNG

BU Thubc ké don

Vién nén bao phim

Deferiprone AT

PE XA TAM TAY CUA TRE EM
DOC KY HPONG DAN SU DUNG TRUOC KHI
DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN

GUA BAGC SI
KHONG DUNG THUOC QUA HAN S DUNG GHI

TREN NHAN

THUOC NAY CHI DUNG THEO BON THUOC

THANH PHAN: cho méi vién:
Hoat chét:

Deferiprone ...
Ta dwore: vira du 1 vién:
(DST, Avicel 102, PVP K30, Talc, Magnesi stearat,
Titan dioxyd, HPMC 615, PEG 6000).

DANG BAO CHE: Vién nén bao phim.

MO TA SAN PHAM: Vién nén dai bao phim mau
trang.

CHi BINH:

Defenprone duorc chi dinh trong cac trud'ng hop qua
tadi sidt & bénh nhan Thalassemia khi bénh nhan
khéng dung nap hodc chéng chi dinh khi diéu tri bang
deferoxamine.

LIEU DUNG VA CACH DUNG:

Liéu ding:

- Lidu thuwong dung 1a 25 mg/kg thé trong x 3
l&n/ngay, tdng lidu trong 1 ngay 1a 75 mglkg.

Liéu khuyén cao theo tirng nac 10 kg theo bang:

... 500 mg

Thé trong (kg) Liéu 3 1An/ngay
20 500
30 750
40 1000
50 1250
60 , 1500
70 1750
80 . 2000
90 2250

- Téng liéu trén 100 mg/kg/ngay khong dwoc khuyén
céo.

- Tré em: it c6 dir liéu st dung deferiprone & tré em
6 - 10 tudi, khong dung thubc cho tré < 6 tudi.

Cach dung: Deferiprone duwoc dung dudng udng.
Hiéu qua lam gidm sé&t clia deferiprone phu thudc
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vao muc d6 qua tai sét cia co thd. Sau khi bat dau
didu trj v&i deferiprone nén kiém tra chi sb ferritin
huyét thanh hodc c4c xét nghiém vé st khac, theo
d6i méi 2 - 3 thang dé danh gia hiéu qua lau dai clia
phac dd didu tri qua tai sdt bang cach tao phirc
chelat. Lidu str dung nén duoc hiéu chinh tay thudc
vao dap (rng cla thubc véi tirng bénh nhan va muyc
tieu didu tri. Néu ndng do ferritin huyét thanh gidm
xubng dudi 500 pg/l thi nén xem xét viéc tiép tuc
dung deferiprone. Thubc nén dwoc chi dinh bdi bac si
c6 kinh nghiém trong diéu tri bénh nhan Thalassemia.
CHONG CHI BINH:

- Mn cdm véi bat et thanh phan nao cua thudc.

- Ngui c6 tién str mét bach cau hat, bach cau trung tinh.
- Phu ni¥ c6 thai.

- Phu nir cho con ba.

- Bénh nhan str dung céc thubc 1am mét bach céu
hat, bach cAu trung tinh.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Deferiprone dwgc chirng minh [a gay gidm bach
céu trung tinh, mét bach cau hat. Nén theo dai sb
lwgng bach ciu cla bénh nhan mdi tuén, trong
trudng hop bénh nhan cé nhiér_n trung thi nén dirng
thudc va theo dbi bach cau thudmng xuyén hon. Néu
bénh nhan c6 c4c triéu chirng nhuw sét, dau hong,
triéu chirng giéng cdm cim, nén bdo ngay vdi bac si.
- Theo ddi ndng d6 Zn2* huyét thanh, bd sung néu bj
thiéu hut.

- Khéng nén str dung deferiprone & bénh nhan HIV
hodc ngudi suy giam mién d;ch vi c6 thé gay g1am
bach cau trung tinh va bach cu hat.

- Than trong khi str dung deferiprone & bénh nhan
suy giam chirc nang than vi thudc dao thai cha yéu
qua than. '

- Vi thubc dwoc chuyén héa qua gan nén than trong
khi sir dung & bénh nhan rbi loan chirc ning gan,
nén theo ddi alanine aminotransferase (ALT) huyét
thanh, néu enzym nay tang lién tyc thi cdn nhdc
ngwng thudc:

- Khi dung thuéc, nuée tidu cé thé c6 mau 46, mau
nau do si bai tiét cia phirc hop sét - deferiprone.
SU' DUNG THUOC CHO PHY N cO THAI VA
CHO CON BU:

Phu nir cé thai:

- Deferiprone da dwec chi dinh cho thai ky loai D cla
FDA. Nghién ciru trén d6ng vat da cho thdy béng
chirng vé gay chét phéi thai & liéu thap hon liéu lam
sang clia con ngudi twong dwong. Khéng co s6 ligu
kiém soét trong thoi ky mang thai clia con ngudi.
Néu deferiprone dwoc st dung trong khi mang thai
hodc néu bénh nhan co thai trong khi diéu tri, bénh
nhan can duwoc thong bao vé mébi nguy hiém tiém &n
dbi véi thai nhi dang phét trién. Phy ni tiém nang
sinh san cn duwgc tw van dé tranh mang thai khi
dung deferiprone.




Phy nir cho con bu:

- Chua biét dugc deferiprone co dwegc bai tiét qua
sta me hay khéng. Khong dugc st dung
deferiprone cho phy ni* cho con bu, trong tredong
hop can thiét diéu tri thi phai ngung cho tré bu.

TAC DONG CUA THUOC LEN KHA NANG LAI XE,
VAN HANH MAY MOC:

O liéu diéu trj, thubc khong anh hudng dén kha nang
lai xe va van hanh may méc. Tuy nhién nén luu y
rang chong mat co thé xay ra trong thoi gian diéu tri.
TUONG TAC, TUONG KY CUA THUOC:

Twong tac thudc:

- Vitamin C: O bénh nhan co thira sét, cho udng
ddng thor v&i vitamin C c6 thé 1am tang bai tiét phirc
sat. Khdng nén dung vitamin C cho dén khi diéu tri
deferiprone duwoc 1 - 2 tuan. Véi bénh nhan co thiva
sat nang dang diéu tri phdi hop deferiprone va
vitamin C ¢6 thé xay ra giam chirc nang tim cé thé hoi
phyc. Nhirng bénh nhan nhu vay nén dwoc theo doi.
Twong ky: Do khéng c6 cac nghién ctru vé tinh
twong ky cua thudc, khéng tron 1an thude nay vai cac
thube khac.

TAC DUNG KHONG MONG MUON (ADR):

Raét thuong gap, ADR = 1/10:

- Hé tiéu hda: Budn nodn, nén, dau bung.

- Than va hé tiét niéu: Bat thuwong mau séc nuoc tidu.
Thuong gap, 1/100 S ADR < 1/10:

- Mau va hé bach huyét: mat bach cau hat, bach cau
trung tinh.

- Chuyén hoa va dinh dudng: Tang cam giac ngon
miéng.

- Hé than kinh: Dau dau.

- Hé tiéu hoa: Tiéu chay.

- Co - xwong khép va md lién két: Dau khop.

- Chung: Mét mai.

- Xét nghiém: Tang enzym gan.

Téc dung phy chua biét tan suat gap phai:

- Hé mién dich: Phan (‘ng qua man.

- Da va mo duwédi da: Phat ban, may day.

THONG BAO NGAY CHO BAC STHOAC DUQC SI

NHUNG PHAN UNG CO HAI GAP PHAI KHI SU
DUNG THUOC.

QUA LIEU VA CACH XU TRIi:

- Khéng cé trueong hop qua ligu cép tinh xay ra. Tuy
nhién, cac triéu ching rdi loan than kinh nhw rung
giat nhan cau, giam truong lwe dan truyén, gidm van
ddng...da xay ra & tré tinh nguyén dung lidu gép 2,5
lan so vai liéu t6i da 100 mg/kg/ngay trong vai nam.,
Céc triéu ching than kinh s& mét dan sau khi ngung
dung deferiprone.

- Khi cé qua lidu xay ra, can giam sat triéu chirng lam
sang.

CAC DAC TINH DUQC LY:

Dwoc I hoc:

Nhém duoc ly: Thube tao phire sét.
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M& ATC: VO3AC02

Deferiprone c6 higu qua trong viéc thuc day viéc bai
tiét sat, voi liéu 25 mg/kg x 3 1an/ngay c6 thé ngan
chan sy tich tu st (danh gia bang chi sé femitin
huyét thanh) & bénh nhan méc bénh Iy di truyén
Thalassemia. Co ché tac dung cua deferiprone (3 -
hydroxy - 1,2 - dimethyl pyridin - 4 - one) la gan két
vOi sat theo ti 1é mol 3 : 1.

Dweoc dong hoc:

- Hép thu: deferiprone dugc hap thu nhanh chéng &
phén trén dwong tiéu hoa. Nong do thubc trong huyét
twong dat t6i da khoang 45 - 60 phit sau khi dung
liéu duy nhét & bénh nhan khong &n, hogc sau 2 g:ér
néu bénh nhan &n no.

- Chuyén hoa: deferiprone dugc chuyén hoa chu yéu
bang cach lién hgp véi glucuronic, chét chuyén hoa
nay khéng con kha néng bét gitr sét do bj bat hoat
nhém 3 - hydroxy clia deferiprone. Nong d6 téi da
glucuronic trong huyét thanh sau 2 - 3 gié sau khi
ubng deferiprone.

- Thai triv: deferiprone thai trir chil yéu qua than. 70 -
95% lidu st dung dwoc dao thai qua nuwdc tiéu trong
24 @i & dang deferiprone, dang lién hop voi
glucuronic va phirc hop deferiprone - sat, mot lvong
rat nhd dao thadi qua phan. Thoi gian ban thai cba
deferiprone la 2 - 3 gio.

QUY CACH DONG GOI:

- Hép 02 vi x 10 vién.

- Hép 03 vi x 10 vién.

- Hép 05 vi x 10 vién.

- Hop 10 vi x 10 vién.

- Hép 01 chai x 30 vién.

- Hop 01 chai x 60 vién.

- Hop 01 chai x 100 vién.

BAO QUAN: Noi khé réo, nhiét d& khdng qua 30°C,
franh anh sang.

HAN DUNG: 24 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS
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