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Compesition: Rx Only!
Each tablet conlains:

Active ingredient; Deferiprone 500mg G P 0 - L _0 N E I
Inactive ingredient: g.a.

indications Contraindications, Dosage and Deferiprone Tablets
Other informalion: See anciosed jeaftet.

KEEF OUT OF THE REACH OF THE soomg

CHILDREN.

Keep in original container. Store below 30°C.  Iron Chelating Agent

Read the |eaflet carefully before use, =2 ‘E ;E
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Manufacturer:
The Government Pharmaceutical

Organization [GPO).
7145 Rama V| Road, Bangkok 10400,
Ratchathewi, Thailand,
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Thudc bdn theo don!
Doc k) hueong dan sir dung trudc khi ding
Néu can thém théng tin xin hoi y kién bic sp

GPO-L-ONE
Deferiprone 500mg - Vién nén bao phim

THANH PHAN

Méi vién nén bao phim chira:

Hoat chit: 500mg Deferiprone.

Td dwge: 235 mg Microcrystalline cellulose PH 101; 54.50 mg Silicated MCC 90; 5 mg
Croscarmellose sodium; 1.50 mg Colloidal silicon dioxide; 4.00 mg Magnesium stearate;
13.40 mg HPMC ES5; 7.65 mg HPMC E15; 4.60 mg Polyethylene glycol 6000; 7.65 mg
Titanium dioxide; 7.65 mg Talcum; 0.50mg Copper chlorophyllin 97%.

DUGC LY HQC
Co ché tac dong: dua vao su hinh thanh phirc hop 3 phén tr deferiprone voi mdt nguyén tir
sat, deferiprone duogc thai trir chi yéu qua mrde tidu.

Dugc dong hgc: Deferiprone dugc bao cao 14 hap thu nhanh qua phin trén cia dng da day-
ruét va c6 mat trong mau trong vong tir 5-10 phut sau khi dung thudc. Nong dé dinh trong
huyét thanh dat dugc tir 45-60 phiit sau khi udng liéu duy nhat vao lic déi. Thoi gian nay 6
thé lén i 2 gidr & nhimg bénh nhén da an no. Lugng thude dugc hap thu khong bi giam di khi
ding thudc cling véi thirc an. Deferiprone dugc chuyén héa chu yéu thanh cac lién hop
glucoronide. Néng d6 dinh cua glucoronide trong huyét thanh dat duoc la tir 2- 3 gio sau khi
udng deferiprone. Deferiprone dugc thai trir chu yéu qua thén, vdi khoang 75-90% licu ding
dugc phét hién trong nudc tiéu, trong 24 gid dau tién, dudi dang deferiprone tu do, chét
chuyén hoa glucoronide va phirc hop sét-deferiprone.

CHI PINH ‘ ' o
GPO-L-ONE dugc chi dinh dé diéu tri qua tai sat & bénh nhan thiéu mau ving bien thé nang
khi khéng thé diing deferoxamine. Jg

> -
LIEU LUQONG VA CACH DUNG z
Ngteoi I6m va tré em: Ubng 75mg/kg/ngay, chia lam 2 - 4 lan. Lidu lugng ¢6 thé diéu chinh [én
toi 100 mg/kg/ngay (chia thanh céc lléu nho).
Si dung thudc cho tré dudi 6 tudi can than trong vi chwa c6 dit liéu vé dnh hieéng ciia thuée
dbi véi sie phét trién cua tré.

CHONG CHI PINH

- Bénh nhén qua man cam véi deferiprone hay bét ky thanh phin nao cta thude.

- Bénh nhén bj giam bach cau trung tinh hoic chimg mét bach céu hat.

- Bénh nhén dang dung thuoc dugc biét gay ra/ hodc lién quan dén bénh giam bach cau trung
tinh hosc chimg mét bach cau hat.

- Phu nir ¢6 thai, dang cho con by, hodc dur dinh mang thai.

- Tré em duéi hai tudi, do chua cé bang chimg 1am sang khi dung thude cho nhém déi tugng

nay.

CANH BAO VA THAN TRONG 3\251544
Deferiprone giy giam bach cau _trung tinh hodc chimg mét bach cau hat ngPuém In,,ng nen
bénh nhan phai duge dém mau cin than hang tuin. A P\

Bénh nhan phai théng b4o ngay véi bac sj néu ¢6 céc triéu chirng nhiém khﬂan (nhu sul, daﬁ |
hong hodc céc triéu chimg gia cim). . il
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Théng bio cho bac sy nhimg thudc khic dang sir dung, dé biét thudc nio an toan khi ding
cung vdi deferiprone.

Thén trong khi ding thudc cho bénh nhin cé mirc feritin trong huyét thanh < 1000 ng/ml,
bénh nhan suy gan hoéc suy thén.

Sir dung thude cho tré dudi 6 tudi cin than trong vi chua co6 dir liéu vé anh hudng cua thubc
ddi véi su phat trién cua tré.

Phu nit mang thai va cho con bi

Phu nir mang thai

Chua c6 s6 liéu day du vé viéc sir dung deferiprone & phu nit c6 thai. Nghién ciru trén dong
vit cho thiy doc tinh ctia né 1én kha nang sinh san. Ruii ro tiém an dbi voi nguoi 1a chua ro.
Phu nir cé kha nang mang thai dugc khuyén tranh thai do tinh chat gdy vun gen vi gy quai
thai ciia thude. Nhimg phu nit ndy can duge tir van sir dung cdc bién phap tranh thai va phai
dimg ngay viéc sir dung deferiprone khi c6 thai hodc du dinh cé thai.

Phu nir cho con bit

Van chura rd liéu deferiprone c6 bai tiét qua sita me hay khong. Chua c6 mét nghién ciru trudce
sinh hay sau sinh nao dugc tién hanh trén déng vat. Deferiprone khéng dugc str dung cho phu
nir dang cho con bii. Néu diéu tri 1a bat budc, phai dimg ngay viée cho con bu.

Anh huémg E!én kha nang lii xe va vin hanh may méc
Anh huong dén kha nang lai xe va van hanh may méc chura duoce xac dinh.

TUONG TAC THUOC

Sir dung dbng thoi deferiprone véi vitamin C ¢6 thé tang bai tiét phirc hop sit va co the gay
suy chirc nang tim tam thoi. Nén diing vitamin C khi da diéu trj deferiprone dugc 1-2 tuan.
Dung dong thoi Deferiprone véi thirc an, cac ché phdm bd sung khoang chét, cac thude chéng
toan chira cation da tri chura dugc nghién ciru. Tuy nhién, vi deferiprone c6 kha nang gin véi
cac cation da trj nhu sat, nhom va kém, do do viéc ding cac loai thudc nay va deferiprone nén
cach nhau téi thiéu 4 gid.

Tranh sir dung dbng thoi Deferiprone v6i cac thude gay giam bach cau trung tinh hodc mat
bach cdu hat, tuy nhién, néu c6 thé thi nén theo dai chit chg s luong bach cdu trung tinh tuyét

dbi. y

. . ‘ 3
TAC DUNG KHONG MONG MUON
Téc dung phu nghiém trong nhét 14 giam bach cdu trung tinh hodc mat bach ciu hat. Tac dung
phd bién nhung khong gay hai nlur lam thay d6i mau nude tiéu sang mau ndu do. Cac téc
dung khéc nhu dau, sung khop, ting men gan, dau bung, budn nén, nén va tang cam giac
thém &n.
Théng bdo cho bdc sy nhitng tdc dung khéng mong muon gdp phai khi ding thuoc!

QUA LIEU

Chua ¢6 thude giai doc déc hiéu khi dung qua lidu Deferiprone.

Céc rdi loan than kinh nhu chimg nhin d6i, giat nhan cau, han ché chirc nang tam than vén
dong, cu dng tay da duoc quan sat thdy ¢ bénh nhan nhi ding liu cao hon 2.5-3 lan so véi
liéu khuyén cao trong hon 1 nim. Cac triéu chimg nay s& thodi lui sau khi ngimg diéu trj voi
deferiprone.

SO LIEU AN TOAN TIEN LAM SANG

Nghién ciru tién 1am sang da duge thue hién & dong vét bao gdm chmmm thd, cho
va khi. Phat hién thuong thdy, & dong vat khéng bd sung sat voi hew’d-ﬁ’r@: 10 ﬂiagfk /ngay,
la anh huong huyét hoc nhu giam lugng té bao tiy xuong, giam bge ‘f%.ﬁ g “va‘hodc
tiéu cau Irong mach mau ng0a| vi. . ' Pl |x ”

Teo tuyén \rc, md bach huyét, tinh hoan va phi dai tuyén thuong than @&gc g}ggnham & lidu
ding > 100 mg/kg/ngay & dong vat khong bd sung sat. &4
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Chua c6 nghién ciru vé kha nang gay ung thu clia deferiprone nao & dong vét duge tién hanh.
Déc tinh d6i voi gen cua deferiprone duoc danh gia bing cac thir nghiém trén i vivo va in
vitro. Deferiprone gdy sinh quai thai hodc gdy doc phéi trong cac nghién ciru sinh san trén
chudt va tho khong bd sung st dung liéu thip, it nhat 25 mg/kg/ngay. Chua c6 nghién ciru
trude va sau sinh nao dugc thuce hién trén dong vit.

TINH TUONG KY . ,
Khéng ¢6 tuong ky giira cac thanh phén cia thude.

DPONG GOI VA BAO QUAN:

Hop nhua 100 vién nén bao phim.

Bao quén trong hop kin, khéng qua 30°C.
Dé xa tam tay tré em.

TIEU CHUAN: Nha san xuit.
HAN DUNG:

4 nam ké tir ngay san xuat.
Khéng dimg thuéc da qud han in trén hao hi.

NHA SAN XUAT: f
The Government Pharmaceutical Organization
75/1 Rama VI Road, Bangkok 10400, Ratchathewi, Thailand




