BILURACIL 250mg

THUOGC BOC
Thudc nay chi diing theo don thubc
Dé xa tam tay tré em
Boc ki hwéng dén st dung trwéc khi diing
1. Thanh phan cong thire thudc: cho 110 5mi dung dich tiém
- Thanh phan hoat chét: 5- Fluorouracit ................ 250 mg
- Thanh phan ta dwec: Natri hydroxyd, nudc cét pha tiém
2. Dang bao ché:
2.1. Dang bao ché: Dung dich tiém
2.2. M6 ta dang bao ché: Dung dich trong, khong mau
hodc vang nhat.
3. Chi dinh:
- Fluorouracil c6 hiéu qua lam thuyén gidm cac bénh
carcinom dai trang, trigc trang, vii va da day Thubc ¢cd hleu
qua kém hon trong diéu tri carcinom budng tring, cb t&
cung, bang quang, gan va tuy.
- Ung thuw thure quan, ung thy dau - ¢b
- Ung thu dwong mat, ung thu bidu mé than.
4. Liéu diing va cach diing:
4.1. Lidu ding:
* Ding cho ngwéi I16n

Tiém tinh mach hay truyén tinh mach:
Fluorouracil ¢ thé tiém tinh mach hodic truydn tinh mach,
Lidu ding thwong dwa vao the trong ngwdi bénh. Néu béo
phi, hodc tang trong do phu cb trwdng hodc cac dang gitr
nwde khac thi tinh theo trong Iuong Iy twédng. Lidu dusi day
co thé gidm di 1/3 hodc 1/2 néu thé trang ngwdi bénh dinh
dudng kém, sau phau thuat Ion (trong vong 30 ngay) suy
tly xwong (thiéu mau, gidm bach ciu, gidm tidu cau), suy
gan, suy than.
- Didu tri khdi ddu: Co thé truydn hodc tiém tinh mach,
nhung truyen duwec wa ding hon vi it dé¢ hon.
+ Truyen tinh mach: 15 mg/kg/ngay, khong qua 1 g cho 1
1an truyén. Thudc duoc hoa trong 500 ml dextrose 5% hoac
500 ml natri clorid 0,9%, truyén téc do 40 giot/phut trong 4
gid hodc truyen trong 30 - 60 phit hoac truyen lién tyc trong
24 gio. Lidu hang ngay nay duoc truyén lién tiép cho dén
khi ddc tinh xuét hién ho&c cho dén khi dwoc 12 - 15 g; Day
14 1 dot didu tri. Mot s6 ngudi bénh dung tdi 30 g véi lidu toi
da 1 g/ngay. Liéu hang ngay khéng bao gitr dwoc qua 1 g.
Giiva 2 dot didu tri nén nghi 4 - 6 tuan.
+ Tiém tinh mach: 12 mg/kg/ngay, lién 3 ngay. Néu khong
xuét hién ngd doc thudc co thé ding 6 mg/kg/ngay vao
ngay ther 5, the 7 va thir 9. Néu xuét hién nhiém doc thi
ngirng cho dén khi cac déu higu ngé ddc rat méi ding lidu
tlep theo.
- Ligu duy tri: 5 - 15 mg/kg, 1 tudn 1 lan tiém tinh mach.
Géan day, nguoi ta thwcyng ding lidu 15 mg/kg tiém tinh
mach, mor tudn mot 1an trong sudt ca dot didu tri, nhw vay
khéng can dung liéu khoi dau niva.

Truyen vao déng mach ving:
Viéc truyen thude lién tuc vao déng mach nudi duéng khdi u
cho két qua &t hon khi diing dwong toan than qua truyén
tinh mach, ddng thoi gidam dwoc doe tinh. Lidu thudng ding
5 - 7,5 mglkg/ngay.

Phéi hop véi tia xa:

Sw phéi hop nay ¢ higu qua tot trong mét vai loai ton
thwong di c&n & phdi va co tac dung gidm dau cho nhitng
trudng hop tai phat khong thé md dwoc. Dang theo lidu
thong thuong.

* Diing cho ngwroi cao twéi:
Ding twong tw nhw ngudi tré, mac di ty 1& cac tac dung
phu cao hon.
*Ding cho tré em:
Chura c6 lidu khuyén céo dé diing cho tré em.
4.2. Cach diing: Tiém tinh mach hay truyen tinh mach
4.3. Mot s6 lwu ¥ diic biét vé xi¥ ly thude trwée va sau
khi siz dung:
* Nhirng cha y khi thao tac:
- Fluorouracil gay kich ¢ngkhi tlep xuc véi da va niém mac.
- Chi nhén vién dwoc dao tao st dung cac thube dac té bao
moi dwge mé bng thubc, nguoi mang thai tranh thao tac.
Khi pha ché dung dich, phai tién hanh & mét noi riéng, thao
tac trén khay riva dwoc hodc trén gidy tham diing mot fan,
c6 mat dwdi bang chat déo. Can deo kinh bao vé mét, di
gang tay dung mét lan, deo khau trang, mic 4o choang
diing mot 1an. Bom tiém va bd truyén dich phai I4p rap can
than tranh ro ri.
- Khi hoan tat cong viéc, phai vé sinh sach cac mat tiép xtc
v6i thube (mat ban, mat san), riva sach mat va tay.
* Tlep x{c va xir ly:
- Néu thudc vao mét: Rira ngay véi nhidu nwdc va dung
cac bién phap chtva tri.
- Néu thuoc tiép xUc véi da: Rira ky v&i nwoc xa phong, bd
ngay quén ao bi dinh fluorouracil.
- Néu hit hay udng phai thudc: Phai ding ngay cac bign phap
chira tri.
* Hwéng dan cach tidu huy rac thai:
- Céac vat séc nhon phai dé& vao thiing dung thich hop.
- Cac dung dich éng tiém phé thai, phai thdm béng bong rbi
cho vao hai lan tdi polyethylen han kin.
- TAt ca cac phuong tién dung mét 1an phai cho vao tai
nhuwa déo.
- T4t ca phai thidu chay cling véi réc thai bénh vién.
5. Chéng chi dinh:
- Ngum bénh suy dinh dwcrng suy tuy, nhiém khudn ning;
ngudi bénh cé tién st qué man cam véi thudc.
- Ngwoi bi thiéu hut enzym dihydroxypyrimidin
dehydrogenase (DPD)
- Phu n mang thai hodc cho con ba.
6. Canh bao va thén trong khi ding thudce
- Fluorouracil 1a thubc c6 doc tinh cao, chi sé didu tri rat
thép. Thudc ¢6 déc tinh cao véi mau, gay chdy mau dwdong
tiéu hoa, tham chi tlr vong. Thube chi duoc ding dudi su
theo di chat ché clia thay thudc co kinh nghiém st dung
héa tri liéu chira ung thw va cac chét chong chuyen hoéa.
Nguwoi bénh can ndm vién, it nhét trong dot diéu tri dau tién,
- Can bao cho nguai bénh bidt v& tac dung doc hai co thé
xay ra, Gdc biét I& cac bidu hign & miéng. Néu xay ra non
khong khac phuc dwoc, phai ngu'ng thubc ngay. Hang ngay
phéi hoi ngwol bénh va kham mleng dé phat hién sém viém
migng. Néu co cac bidu hién viem mleng nhw dé niém mac
mleng, loét trong mleng, hoéc céc biéu hign viém hong thye
quan nhw dau ¢, kho nudt, can phai ngirng thudc. Néu
xuét hién tidu chay, loét hoac chay mau da day hoéc xuét
huyét & bt cir noi nao, déu phai ngirng thudc ngay.




- Do leucovorin calci lam t&ng déc tinh cua thubc, nén khi

phéi hop leucovorin véi fluorouracil can hét strc than trong

voi ngwm cao tudi va ngum bénh sy nhwoc vi nhitng ddi

twong nay rét nhay cam voi doe tinh cla fluorouracil,

- Can dém bach chu trede mbi 1an dung fluorouracil. Neu

lwong bach cau gidm nhanh ho&c du6i 3500/mm?® ho#c néu

s0 luwong tleu cau duwdi 100000/mm phai nglrng dung

thudc. Néu s luong bach chu dudi 2000/mm?, nguoi bénh

phéi dwoc cach ly va can c6 cac bién phap thich hop dé

ngan chan nhiém khuan.

- Ngudi bénh suy dinh dudng, suy tdy xwong do cac dot

didu tri trwde hodc bi tham nhiém cac té bao ac tinh, cang

¢6 thé d& ngd doc nang véi fluorouracil. Can dung hét stc

than trong cho nguo’l bénh da didu tri phong xa lidu cao,

hodc da diing cac tac nhan alkyl hoa, va cac nguwdi bénh

suy gan, than, dac biét 1a nhixng nguwdi da co di can rong

vao ca tuy xuong.

- Giam lidu & ngum bi suy gan hodc suy than.

- P tinh cla thubc téng & nguoi bi thiéu hut DPD do di

truyén. Phai ngwng thudc néu oo triéu chwng do thiéu DPD.

7. Str dung thudc cho phu ni¥ ¢6 thai va cho con b

Chéng chi dinh

8. Tac dong ciia thudc khi 1ai xe va van hanh may

Thubc co thé anh hwdng dén tam than nén khong lai xe va

van hanh may khi ding thudc.

9. Twong tac, twong ky, cla thube: Fluorouracil twong ky

v@i carboplatin, cisplatin, cytarabm diazepam, doxorubicin,
cac anthracyclm khac va c6 thé ca methotrexat. Cac dung

dich thubc co kiém tinh, do do tranh pha trén véi céc thude

c6 tinh acid.

10. Tac dung khéng mong mubn:

- Thuong g&p: Viém miéng, viém hong thurc quan (dén t&i

tréc vay va loet) ia chay, chan an, budn non, ndn. Giam

bach cau sau moi dot didu tri. S6 lwong bach cau glam thap

nhat sau ngay thir 9 dén ngay thir 14 cla dot didu tri dau

tién, d6i khi dai téi ngay 20. Vao ngay th 30, bach chu tre

lai binh thwéng. Rung téc va viém da c6 the gap & nhidu

truo'ng hop. Viém da hay gap nhat 1a rat sin nglra & cac

chi, & than ngwoi it gép hon, va thwo'ng héi phuc khi didu tri

triéu chieng. Ban do quanh ving da t6n thuong khi ding

ngoai.

- it gap:

+ Mau: Giam cac huyét cau, giam tibu chu, mat bach ciu

hat, thiéu mau.

+ Tim mach: Thiéu mau cuc bd co tim, dau that ngue.

+ Tiéu héa: Loét va chay mau da day rudt.

+ Dj (rng: Choang phan vé va di (rng toan than.

+ Thén kinh: Hoi chirng tiéu ndo cAp (co thé van ton tai sau
khi da ngirng thubc), rung giat nhan cau, dau dau.

+ Da: Kho da, nirt né, nhay cam anh sang duoc b!eu hién

béing ban do hosdc tang nhiém séc t da, nhidm sic t6 finh
mach; loan cam ban d6 & gan ban tay va gan ban chén,

dau nhéi chan va tay ban d8, phéng rop.

+ M&t: Hep 6ng 18, thay ddi thi lc, chay nuéc mét, so anh

sang.

+ Tam than: Mat phwong hudng, 16 1an, sang khoai.

+ Tai bién khac: Viém tinh mach huyét khdi, chay mau cam,

thay dbi mong (k& c& méat méng tay chan).

11. Qua lidu va cach xt tri:

11.1. Qua lidu: Cac bidu hién qua lidu la: Budn nén, nén,

ia chay, viém loét dudng tiéu hoa, chay méau duong tiéu
hoéa, e ché ty xwong (gidm tiéu chu, gidm bach cau, mét
bach ciu hat).

11.2. Cach xir & khi diing thudc qué lidu: Khong co
thuéc gidi oc dac higu. Ngwoi bénh ¢ biéu hién qua liéu
ﬂuorouracﬂ nén duoc kiém tra cong thire mau it nhét trong
4 tulin. Néu co xuét hién bat thuwdng, can diéu tri phi hop
12. Théng tin vé& dwec Iy, 1am sang

12.1. Bac tinh dwoc lye hoc:

- Nhém dwoe 1j: Thudc chdng ung thw

- M3 ATC: LO1BCO2

- Dwoe Iy va co’ ché tac dung: Fluorouracil 12 thudc chong
chuyén hoa pyrimidin ¢6 fluor. Khi fluorouraci chuyén héa
theo con dudng ddng héa, thubc phong bé phan wng
methyl héa acid deoxyundyhc thanh acid thymidilic. Do do
fluorouracil can tr& sw tong hop acid deoxyribonucleic
(DNA) va rc ché kém hon sy tao thanh acid ribonucleic
(RNA) Vi DNA va RNA can thiét cho sw _phan chia va phat
trién té bao, ma fluorouracil lai gay ra thiéu thymin, nén lam
cho st phat trién mét can bang va té bao bi chét. Higu qua
thiéu hut DNA va RNA cang 16 nét & cac té bao phat trién
nhanh va toc d6 fluorouracil tham nhap vao t& bao cang
nhanh.

12.2. Béc tinh dwoc dong hoc: Fluorouracil thuong ding
tiem tinh mach va c6 nira @i chuydn hoa ngén. Sau khi
tim tinh mach, thubc phan bd vao cac khéi u, niém mac
tidu hoa, tly xwong, gan va cac mé khac trong khap co thé.
Méac du it tan trong m& nhung fluorouracil dé dang thdm
qua hang rao mau - nao va phan bb vao dich nao tay, va
cac md ndo. Tiém tinh mach, nlra doi thai trlr trung binh
khoi huyét twong khodng 16 phat (tr 8 dén 20 phat va phu
thudc vao lidu dung). Khong con thdy thubc & dang nguyen
ven trong huyet tuo'ng sau khi tiém tinh mach duoc 3 gio. 7
- 20% thubc thai triv & dang khong bién dbi qua nwéc tidu
sau 6 giv, trong sb nay t&i hon 90% thai trlr ngay glo' dau.
Phan con lai chuyén héa phan giai & gan tao ra céc chét
giang héa (carbon dioxid, uré, alpha - fluoro - beta - alanin)
khong c6 hoat tinh. Cac chét nay cling bai xuét qua nuoc
tiéu sau 3 - 4 gio.

13. Quy cach déng goi: Hop 1lo5mi

14. Didu kién bao quéan, han ding, tiéu chudn chéat
lwong cua thude

14.1. Didu kign bao quan: Tranh anh sang, tranh dong
lanh, nhiét o khong qua 30°C.

14.2. Han diing: 24 thang k& tir ngay san xuét.

Han diing sau khi pha ché: Dung dich sau khi pha lodng
trong thudc tiém Dextrose 5% hodc NaCl 0,9% 4n dinh
frong 24 gid & nhiét do phong (khdng qué 30°C).

14.3. Tiéu chuan chat lwong: USP

15, Tén, dia chi co s& san xuét

CONG TY CO PHAN DUQC - TTBYT BINH DINH
(BIDIPHAR)

Tru s& chinh: 498 Nguyén Thai Hoc, phuwong Quang
Trung, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam.

DT: 0256.3846500 - 3846040 * Fax: 0256.3846846

Pia chi nha may: Chi nhanh Cong ty cb phan Dwoc —
Trang thiét bi y t& Binh Dinh (BIDIPHAR) - Nha may cong
nghé cac Nhon Hoi: L6 A3.01 — A3.02 — A3.03, Khu A Khu
kinh t& Nhon Hoi, xa Nhon Hoi, thanh phé Quy Nhon, tinh
Binh Dinh, Viét Nam.




