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BILURACIL 500

THUOC pOC
Thubc nay chi ding theo don thube
Dé xa tm tay tré em ‘
Doc ky huréng din sir dyng trirére khi dung
1. Thanh phan céng thire thudc: Cho 110 10 ml dung
dich tiédm
- Thanh phan hoat chét: 5-fluorouracil ............... 500 mg
- Thanh phan t& duoc: Natri hydroxyd, nudc cat pha tiém
2. Dang bao ché:
2.1. Dang bao ché: Dung dich tiém
2.2. Md ta dang bao ché: Dung dich trong, khdng mau
ho&c vang nhat
3. Chi dinh:
- Fluorouracil ¢ hiéu quéd lam thuyén giam cac bénh
carcinom dai trang, tryc trang, v va da day. Thubc cb
hiéu qua kém hon trong didu tri carcinom budng trirng,
cb t&r cung, bang quang, gan va tuy.
- Ung thur the quan, ung thu du - ¢d
- Un%thu dudng mat, ung thu biéu md than.
4. Lieu dung va cach dung:
4.1. Liéu dung:
* Dang cho nguwdi I6m
Tiém tinh mach hay truyén tinh mach:
Fluorouracil c6 thé tiém tinh mach ho3c truyén tinh
mzch. Lidu dung thudng dya vao thé trong ngudi bénh.
Néu béo phi, ho#c tang trong do phu ¢d tredng hodc cac
dang gitr nurdc kKhac thi tinh theo trong lugng ly tudng.
Lidu dudi day co thé giam di 1/3 hodc 1/2 néu thé trang
ngudi bénh dinh dudng kém, sau phau thuét 1én (trong
vong 30 ngay), suy tly xwong (thiu mau, gidm bach
clu, giam tiéu clu), suy gan, suy than.
- Didu tri khéi dau: C6 thé truyén hodc tiém tinh mach,
nhung truyén dugc wa dung hon vi it dgc hon.
+Truyén tinh mach: 15 mg/kg/ngay, khéng qua 1 g cho 1
IAn truy&n. Thubc dugc hda trong 500 ml dextrose 5%
hoac 500 ml natri clorid 0,9%, truyén téc dd 40 giot/phut
trong 4 gi& hodc truyén trong 30 - 60 phut hoac truyén
lién tyc trong 24 gid. Lidu hang ngay nay dugc truyén
lién tiép cho dén khi ddc tinh xuét hién hoc cho dén khi
duoc 12 - 15 g. Day 1a 1 dot diéu tri. Mot sb ngudi bénh
dung t&i 30 g véi lidu tdi da 1 g/ngay. Liéu hang ngay
khéng bao gio dugc qua 1 g. Gilra 2 dot didu tri nén
nghi 4 - 6 tuan.
+ Tiém tinh mach: 12 mg/kg/ngay, lién 3 ngay. Néu
khdng xut hién ngd doc thudc c6 thé dung 6
mg/kglngay vao ngay thir 5, thir 7 va thir 9. Néu xuét
hién nhiém ddc thi ngirng cho dén khi cac dau hiéu ngd
ddc rut méi dung liéu tiép theo.
- Liéu duy tri: 5 - 15 mg/kg, 1 tudn 1 |1&n tiém tinh mach.
Gan day, ngudi ta thudng dung lidu 15 mg/kg tiém tinh
mach, m&i tudn mét 1an trong subt ca dot diéu trj, nhu
vay khdng can dung lidu khéi dau nira.
Truyén vao dfng mach ving:
Viéc truyén thubc lién tyc vao dong mach nudi dudng
khéi u cho két qua tét hon khi dung dudng toan than qua
truyén tinh mach, ddng thdi giam dugc ddc tinh. Liéu
thuedrng dung 5 - 7,5 mg/kg/ngay.
Phoi hop voi tia xa:
Sy phéi hgp nay c6 hiéu qua tét trong mét vai loai tdn
thvong di can & phdi va cb tadc dyng gidm dau cho
nhing trudng hop tai phat khdng thé mo dugce. Ding
theo liéu théng thudng.

* pung cho ngui cao tubi: o
Dung turong ty nhu ngudi tré, mac di ty 16 cac tac dung

phy cao hon.
* Dung cho tré em: ‘
Chua c6 lidu khuyén céo dé dung cho tré em.

4.2. Cach dung: Tiém tinh mach hay truy&n tinh mach:
4.3. Mot 86 luru y déc bigt vé xuir ly thubc treée va sau
khi siwr dung: _

- Fluorou\:acgil gay kich trng khi tibp xtGc voi da va niém
mac.

- Chi nhan vién dugc dao tao sir dyng cac thubc doe té
bao mdi duoc md 6ng thube, ngudi mang thai tranh thao
tac. Khi pha ché dung djch, phai tién hanh & mét noi
riéng, thao tac trén khay rira dugc hoac trén gidy thAm
dung mot 1An, c6 mat dudi bang chat déo. CAn deo kinh
bao vé mét, di gang tay dung mét I1An, deo khau trang,
mac 4o choang dung mét 1An. Bom tiém va bd truyén dich
phai 1ap rap cAn than tranh ro ri.

- Khi hoan tAt cong viéc, phai vé sinh sach cac mat tiép
xuc v&i thube (mat ban, mat san), rira sach mat va tay.

* Tiép xtc va xir ly:

- Néu thubc vao mét: Rira ngay véi nhiéu nudc va
dung cac bién phap ch(ra trj.

- Néu thubc tiép xtc voi da: Rira ki voi nuéc xa phong,
bd ngay quan 4o bj dinh fluorouracil.

- Néu hit hay ubng phai thubc: Phai dung ngay cac bign
phap chira trj.

* Hwéng dan cach tiéu huy rac thai:

- Céac vat séc nhon phai dé vao thung dyng thich hop.

- C4c dung dich 6ng tiém phé thai, phai tham bang bong
rdi cho vao hai 14n tui polyethylen han kin.

- TAt ca cac phuwong tién dung mot lan phai cho vao tui
nhya déo.

- T4t ca phai thiéu chay cung v&i rac thai bénh vién.

5. Chéng chi dinh

- Ngudi bénh suy dinh dudng; suy tly; nhiém khuan
nang; ngudi bénh cé tidn sir qua man cam véi thudc.

- Ngudi bj thiéu hut enzym dihydroxypyrimidin
dehydrogenase (DPD).

- Phy n{r mang thai hodac cho con bu.

6. Canh béo va than trong khi diing thudc

- Fluorouracil |a thuéc c6 ddc tinh cao, chi sb diéu trj rat
thdp. Thubc c6 ddc tinh cao véi mau, gady chdy mau
dudng tiéu héa, tham chi t&r vong. Thubc chi dugc dung
dudi sy theo dbi chat ché cua thay thubc ¢ kinh nghiém
str dung héa tri lidu chira ung thu va cac chat chéng
chuyén héa. Ngudi bénh cAn ndm vién, it nhat trong dot
diéu trj dAu tién.

- Can bao cho ngudi bénh biét vé tac dung ddc hai cé thé
xay ra, dac biét 1a cac biéu hién & miéng. Néu xay ra nén
khéng khdc phuc dugc, phai ngirng thubc ngay. Hang
ngay phai hdi ngudi bénh va kham miéng dé& phat hién
sém viém miéng. Néu c6 cac bidu hién viém miéng nhu
doé niém mac miéng, loét trong miéng, hodc cac biéu hién
viém hong thyc quan nhu dau cd, khé nubt, cAn phai
ngieng thube. Néu xuét hién tiéu chay, loét hoic chay
mau da day hoac xuat huyét & bat cr noi ndo, ddu phai
ngurng thudc ngay.

- Do leucovorin calci 1am tadng ddc tinh cta thubc, nén khi
phdi hop leucovorin véi fluorouracil cAn hét sirc than
trong véi nguoi cao tudi va ngudi bénh suy nhuoc vi
nhirng ddi twgng nay rét nhay cam véi ddc tinh cua
fluorouracil.

- Can dém bach cAu truéc mbi 1An dung fluorouracil, Néu
lwgng bach cau gidm nhanh hodc dudi 3500/mm® hodc
néu sb luvgng tieu cau dudi 100000/mm*® phai ngirng
dung thubc, Néu sb lugng bach clu duéi 2000/mm?,
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ngudi bénh phadi dugce cach ly va cAn cod cac bién phép
thich hop 68 ngan chan nhidm khuln.
- Ngudri bénh suy dinh dudng, suy tiy xuong do cac dot
didu tri trerére hodic bj thAm nhidm cac té bao c tinh, cang
cd thé d& ngd ddc nang véi fluorouracil.
- Can ding hét sirc than trong cho ngudi bénh da didu tri
phong xa lidu cao, hodc da dung cac tac nhan alkyl hoa,
va cac ngudi bénh suy gan, than, dac biét 1a nhimg
ngudr da c6 di can rdng vao ca tiy xuong.
- Gidm lidu & ngudr bj suy gan hoac suy than
- Bdc tinh clia thude tang & ngudi bj thidu hut DPD do di
tn‘J)yén. Phai ngirng thugc néu ¢ tridu chimg do thidu
DPD.
7. Str dyng thubde cho phy nir ¢é thai va cho con bu:
Chéng chi dinh.
8. Tac adng cua thudc khi 1ai xe va van hanh may:
Thubc c6 thé anh hudng dén tAm thAn nén khodng lai xe
va van hanh may khi dung thudc.
9. Twong tac, trrong ky cua thube
9.1. Twrong tac cua thubc:
- Khdng dung ddng thdi véi natalizumab, véc xin (séng).
- Fluorouracil 1am tang ndng @d/tac dung cltia carvedilol,
co chat CYP2C9, natalizumab, phenytoin, véc xin (sbng),
thubc khang vitamin K.
- Gemcitabin, leucovorin — levoleucovorin, sorafenib,
trastuzumab lam tang ndng dd/tac dung clia fluorouracil.
- Echinacea, sorafenib 1am gidm ndng dd/tdc dung cla
fluorouracil.
- Mot sb thubc 1am tang tac dung chéng ung thur va doc
tinh cua fluorouracil nhu: methotrexat, metronidazol,
leucovorin, allopurinol, cimetidin.
9.2. Twong ky cua thube:
- Fluorouracil tuong Kky véi carboplatin, cisplatin,
cytarabin, diazepam, doxorubicin, cac anthracyclin khac
va c6 thé cad methotrexat. Khi dung phdi hop vo&i
fluorouracil, cac thubc nay phai dung riéng.
- Thubc pha trong dung dich ¢6 kiém tinh, do dé tranh pha
trdn véi cac thube c6 tinh acid.
- Ding nuéc cam, nueéc hoa qua d& pha lodng
ﬂuoérguracil dé ubng sé gay tha va lam gidm hép thu
thulc.
10. Tac dung khéng mong muén:
--Thudng gap: Viém miéng, viém hong thyc quan (dan téi
tréc vay va loét), ia chdy, chan an, budn ndn, ndén. Giam
bach cau sau mdi dot diéu tri. S6 lwgng bach cdu giam
th&p nhét sau ngay thir 9 dén ngay thir 14 cla dot diéu tri
dau tién, dbi khi dai téi ngay 20 Vao ngay th(r 30, bach
cu trd lai binh thudng. Rung téc va viém da co thé gap &
nhiéu truéng hop. Viém da hay gap nhét 1a rat sAn nglra
& cac chi, & than ngudi it gap hon, va thudng hdi phuc
khi diéu trj triéu chirng. Ban dd quanh viing da tén thuong
khi dung ngoai.
- It gap:
+ Méu. Gidam cac huyét cau, gidm tiéu cau, mét bach ciu
hat, thiéu mau.
+ Tim mach: Thiéu mau cyc b co tim, dau that ngyre.
+ Tiéu hoa: Loét va chay mau da day ruét.
+ Dj irng: Choang phan vé va dj irng toan théan.
+ Than kinh: Hoi chirng tiéu ndo clp (cd thé van tdn tai
sau khi da ngirng thuéc), rung giat nhan clu, dau dau.
+ Da; Khé da, nirt né, nhay cdm anh sang duoc biéu hién
bang ban d6 hodc ting nhidm séc té da, nhiém séc té tinh
mach; loan cam ban dé & gan ban tay va gan ban chéan,
dau nhéi chan va tay ban dé, phéng rop.
+ Mat: Hep 6ng 18, thay ddi thj lyc, chdy nuéc mét, s¢
anh sang.
+ Tam than: M4t phuwong huéng, I 13n, sang khodi.

+ Tai bién khac: Viém tinh mach huyét khoi, chay méu
cam, thay dbi méng (k& ca mat mong tay chan).

11. Qua lidu va cach xur tri:

11.1. Qua lidu: Cac bidu hidn qua lidu Ia: Budn nbn, non,
fa chdy, vidm loét dudng tidu héa, chdy mau duong tiéu
hoa, (rc ché tiy xuong (gidm tidu cAu, gidm bach cau,

mat bach cau hat).

11.2. Cach xir tri khi dung thubc qua lieu: Khong c6
thube gidi doc dac hidu. Ngudi bénh co bibu hién qua
lidu fluorouracil nén dugc kigm tra cOng thirc mau th nhét
trong 4 tuln. Néu co xuét hién bAt thudng, can dibu tri
phu hop.

12. Théng tin vé& dugc ly, 1dm sang

12.1 Déc tinh dwge lyec hoc:

- Nhém dwere ly: Thube chéng ung thu

-Ma ATC: LO1BCO2
- Duge Iy va co ché tac dyng: Fluorouracil 14 thube

chéng chuydn héa pyrimidin c6 fluor. Khi fluorouracil
chuygn hoa theo con dudng ddng héa, thubc phong bé
phan (ng methyl héa acid deoxyuridylic thanh acid
thymidilic. Do dé fluorouracil can tré sy tdng hop acid
deoxyribonucleic (DNA) va trc ché kém hon sy tao thanh
acid ribonucleic (RNA). Vi DNA va RNA can thiét cho sy
phan chia va phat trién té bao, ma fluorouracil lai gay ra
thiéu thymin, nén 1am cho sy phat trién méat cAn bang va
té bao bj chét. Hiéu qua thiéu hut DNA va RNA cang rd
nét & cac té bao phat trién nhanh va téc @6 fluorouracil
tham nhap vao té bao cang nhanh.

12.2 Béc tinh dwge ddng hoc: Fluorouracil thudng dung
tiém tinh mach va cé nlra déi chuyén héa ngan. Sau khi
tiém tinh mach, thuéc phan bé vao cac khéi u, niém mac
tiéu hoéa, tiy xuwong, gan va cac md khac trong khap co
thé. Mac du it tan trong m& nhung fluorouracil dé dang
thdm qua hang rao mau - ndo va phan bd vao dich nao
tdy, va cac md ndo. Tiém tinh mach, nra doi thai trwr
trung binh khéi huyét twrong khodng 16 phut (tir 8 dén 20
phat va phy thudc vao liéu dung). Khéng con thay thubce &
dang nguyén ven trong huyét tvong sau khi tiém tinh
mach dugc 3 gid. 7 - 20% thubc thai trlr & dang khéng
bién ddi qua nudc tiéu sau 6 gid, trong sb nay téi hon
90% thai trir ngay gi® dau. Phan con lai chuyén hoéa phan
gidi & gan tao ra cac chéat giang héa (carbon dioxid, uré,
alpha - fluoro - beta - alanin) khéng c6 hoat tinh. Cac chat
nay clng bai xuat qua nuéc tiéu sau 3 - 4 gio,

13. Quy cach déng goéi: Hop 1 1o 10 m

14. Diéu kién bao quan, han dung, tiéu chuin chét
lwong cla thuéce

14.1 Diéu kign bao quan: Tranh anh sang, tranh déng
lanh, nhiét dd khéng qua 30°C

14.2 Han dung: 24 thang ké tir ngay san xuét.

- Han dung sau khi pha truyén tinh mach:

Han dung cta dung dich sau khi pha loang: Dung dich
sau khi pha lodng trong thudc tiém Dextrose 5% hoac
NaCl 0,9% 6n dinh v& mat ly héa trong 5 ngay & nhiét dé
phong (khdéng qua 30°C).

T&r quan diém vi sinh, san phadm nén duoc sir dung ngay.
Truedng hop khdng dung ngay, diéu kién va thoi gian bao
quan trudc khi sir dung la trdch nhiém cla ngudi sir
dung, théng thuéng khdng dugc qua 24 gid & 2-8°C, trir
khi vigc pha loang dugc thyc hién trong didu kién vd
tring cé tham djnh va kiém soat.

14.3 Tiéu chuén chat lwgng: USP

15. Tén, dja chi co s& san xuit

Chi nhanh Céng ty ¢ phan Dugc - Trang thiét bj y té
Binh Binh (Bidiphar) - Nha méay cdng nghé cao Nhon Hdi.
Dja chi: L6 A3.01 - A3.02 - A3.03, khu A Khu kinh t& Nhon
HOl, xa Nhon Hgi, thanh phé Quy Nhon, tinh Binh Djnh,
Viét Nam.
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