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R X- Thuée bén theo don
NAPRODOX 10
(Bot dong kho pha tiém Doxorubicin Hydrochloride BP 10 mg/ lg)

CANH BAO PAC BIET:

Chi sit dung thuéc nay theo don

Doc kj hudng dén si dung trudc khi ding.

Khéng diing qud liéu chi dinh.

Néu cdn thém théng tin, xin hdi Y kién bdc st

Xin thong bdo cho bdc st biét néu xdy ra bat ky tdc dung ngoai ¥ nao trong qud trinh sit dung.
Khong ding thudc da qud han sit dung.

Dé thuéc ngoai tdm vdi ciia tré.

THANH PHAN:

M3i 1o bt ddng kho pha tiém c6 chifa:

Hoat chdt: Doxorubicin Hydrochloride BP ........cccovunn...... 10 mg
Td dugc: Methylparaben BP, Lactose B.P

DUQC LUC HQC:

Doxorubicin Hydrochloride 1 mét khdng sinh nhém anthracycline giy ddc t€ bao. Cd ché
hoat dng ctia Doxorubicin ¢6 lién quan dé€n khé ning lién k&t véi DNA va e ché tdng hgp
acid nucleic. Cdc nghién cifu t&€ bao chitng minh Doxorubicin ¢6 khd ning thim nhip nhanh
vao t& bao, lién k&t véi nhiém sdc thé quanh nhén, e ché nhanh hoat ddng phan bao, sinh
tOng hgp acid nucleic, gay dot bién va sai léch nhiém sic thé.

DUQC PONG HQC:

Sau khi tiém/ truyén tinh mach, Doxorubicin Hydrochloride phin b3 rong vao cic md va
lién k€t nhanh voi protein huy€t twong. Doxorubicin khéng qua duge hang rao mdu nio. Qud
trinh phin hity Doxorubicin tudn theo m6 hinh ba pha véi thdi gian bdn thai 1an lugt 12 phuit,
3,3 gid va 29,6 gid. Doxorubicin duge chuyén héa bing con dudng chuyén nhém carbonyl
thanh nhém alcol, tao thanh doxorubicinol va cdc aglycone khdong hoat dong. Cdc chat
chuyén héa khong hoat tinh khdc dugce tim thdy trong nudc ti€u va mat.

3 ngudi suy gidm chifc ning gan vdi bilirubin huyét thanh ting, qué trinh thai trir chdm hon
va ting duy tr, tich lily Doxorubicin va cdc chdt chuyén héa clia né trong huyét tuong va cac
mo.

Doxorubicin dudc bai ti€t qua nudc tiéu chi€ém 4% - 5% liéu dung trong 5 ngay. Bai ti€t qua
mat chi€m chi y&u, 40%- 50% liéu dung dudc tim thdy trong mat va phén trong 7 ngay.

CHI PINH:

Doxorubicin Hydrochlorid tiém/ truyén dudc chi dinh trong cdc trudng hgp ung thy lan
tda nhu bénh bach cidu nguyén bao lympho cap tinh, b&énh bach cAu nguyén tiy bao cap,
u Wilms, u nguyén bao than kinh, sarcom xuong va mé mém, ung thu vd, ung thu budng
tring, ung thu bang quang t&€ bao chuyén ti€p, ung thu tuyén gidp, u lympho Hodgkin va
khong Hodgkin, ung thu phéi, ung thu da day va ung thu dudng tiéu héa.

CHONG CHI PINH:

Ngudi bi bénh suy tiy, hodc ngudi cé nguy cd bi bénh tim mach.

Ngudi di diéu tri trude dé vdi tdng liéu tich liy thude ciia Doxorubicin Hydrochloride va/

hoZic Daunorubicin. /{ﬁ&
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Ngudi man cdm vdi bat ky thanh phan nio cia thudc,

KHUYEN CAO VA THAN TRONG:

Khuyén cdo:

Tinh trang suy tiy vdi tri€u ching chinh 12 suy bach cau, cin phai dugc theo doi klp thoi.
Véi liéu khuyen cdo clia Doxorubicin Hydrochloride, thudng gy suy nhe bach ciu. Cin
glam sdt s8 lugng hdng cau va tiéu ciu vi cling c¢6 thé gidm. Khi xay ra dfc tinh vdi madu,
can hiéu chinh liéu, c6 thé ngling hodc cham lai qud trinh diéu tri néu cin. Suy tiy ning va
kéo dai c6 thé din tSi siéu nhiém triing hodc xuit huyét.

Viém hoai tif dai trang ndng biéu hién bing sung dau rudt (viém rudt), phan c6 mdu l1a tinh
trang doi khi dan t6i tit vong. Cén thin trong.

Nhiém khuin dugc cho 1a ¢6 lién quan t6i viéc dung Doxorubicin Hydrochloride tiém truyén
tinh mach hang ngay trong 3 ngay.

Cén chi y khi xdy ra doc tinh trén tim mach. Mic di khong hay gip, da c6 bdo cdo suy tim
that trdi cap, dac biét § bénh nhan ding liéu cao hon mic lidu khuyé&n cdo (550 mg/m?).

Cdc trigu chitng & phdi cho thay ¢6 thé gidm doc tinh tim mach va c6 thé ting do an toan
clia 16ng liéu biing cdch dung thudc theo ché do hang tun hoic truyén lién tuc (48-96 gid).

- Nguoi bi suy gan:

Vi Doxorubicin Hydrochloride dugc thai trir chii y&€u qua mat, nén ddc tinh clia doxorubicin
ting 1én vdi ngudi suy gan. Vi vdy cin ddnh gid chifc ning gan trutde khi diing Doxorubicin
Hydrochloride, ¢6 thé st dung cdc thit nghiém nhu xdc dinh ndng d6 AST, ALT,
Phosphatase ki€m va bilirubin.

Thodt mach tai chd tiém, ¢6 hodc khdong ¢6 cdm gidc néng rat, dau nhitc c6 thé xdy ra. Néu
¢6 hién tugng thodt mach, cin ngitng truyén ngay lap tic va bdt dau vdi tinh mach khéc.
Gay ung thu/ dot bién: trong cdc nghién cifu thyc nghiém, Doxorubicin Hydrochloride va cdc
chat lién quan c6 thé gy dot bién va gay ung thu.

Thédn trong:

Khi bat dau diéu tri, cAn theo ddi chit bénh nhin va theo ddi cdc xét nghiém lam sang, it
nhi't trong subt thdi k§ diu clia qua trinh diéu tri v6i bénh nhén diéu tri ndi trd trong bénh
vién.

Tang acid uric mdu: ¢ th€ do qud trinh phan hdy nhanh cdc t€ bao ung thu bdi Doxorubicin
Hydrochloride.

Bi€n ddi mau sic nude ti€u: Doxorubicin Hydrochloride 1am nudc ti€u ¢6 mau dé trong vong
1-2 ngay sau khi bat ddu diéu tri.

Thén trong khi xit Iy cdc vt dung pha ché, sit dung thudc:

TAt ca cdc vat dung diing trong pha ché, sif dung thudc nhu xi lanh, binh chifa, cdc nguyén
liéu hap thu, dung dich thita nén duge dé trong tdi nilon day va duge dst & 700°C.

ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Doxorubicin ¢ thé gay budn ngg.

N&u cé triéu chifng ndy, bénh nhan khdng nén 14i xe hodc vin hanh mdy mée.

SUDUNG CHO PHU NU €O THAI VA CHO CONBU :

Phu niz ¢é thai: Doxorubicin Hydrochloride gy ngd dc thai, gdy qudi thai & chudt va géy
ngd doc thai, gay sdy thai & thd, mot lugng nhd vét tich clia thude ciing dugce tim thiy d phoi
chudt va trong phoi thai bd di & ngudi. Mic dit chuta ¢6 k&t ludn rd rang, nhung c6 thé thay
Doxorubicin Hydrochloride giy ngd doc cho phdi thai. Vi vy khéng diing Doxorubicin
Hydrochloride cho phu nif mang thai.
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Phu nit cho con bit: Doxorubicin Hydrochloride dugc bai ti€t vao sita me. Cdc nghién citu

thue nghiém cho thiy doxorubicin gay doc cho tré bi me, vi vay khong nén dang cho phu nir
dang nudi con b,

TUGNG TAC THUOC:

Vi cdc thubc chong ung thu khdc: Doxorubicin Hydrochloride ¢6 thé lam ting doc tinh khi
phoi hgp vdi cdc thudc chéng ung thu khéc. Pi ¢é bio cdo ting triéu chitng viém bang
quang xuat huyét do cyclophosphamide va tdng doc tinh gan do 6- mercaptopurine.

Cdc barbiturates: ¢6 thé 1am ting do thanh thii huyé&t tong toan phin ciia Doxorubicin
Hydrochloride.

Digoxin: ndng do huyét thanh ctia digoxin c¢6 thé gidm khi phdi hop véi cdc héa tri ligu (bao
gdm cd Doxorubicin Hydrochloride). Di gitoxin dudng nhu khéng bi dnh hudng.
Xa tri: cdc doc tinh trén co tim, niém mac, da va gan c6 thé ting l1én khi ding clng
Doxorubicin Hydrochloride.

TAC DUNG KHONG MONG MUON:

Hay gap:

- Tim mach: ddc tinh trén tim mach nhu bénh co tim, suy tim xung huy€t, loan nhip nhanh
that, thay ddi dién tim do.

- Da: doxorubicin giy thodt mach, hoai tit da, viém m6 t€ bao, phdng gi6p da, viém tinh
mach, héi ¢6 hdi phuc, ké ca hién tugng chim moc riu, ban dé doc theo tinh mach tai ndi
ti€m, xd cing tinh mach. Téc s& moc trd lai thdng thudng sau khi ngitng diéu tri.

- H¢ tiéu héa: budn ndn va ndn, viém niém mac (viém miéng va viém thuc qudn), tiéu chay.
Tinh trang viém niém mac 12 bi€n chitng thudng xdy ra va giy dau. Viém niém mac thudng
phat trién tir 5-10 ngay sau khi diéu tri va thudng bit diu giy cdm gidc néng rat § miéng va
hong. Viém niém mac ciing c¢6 thé lién quan téi 4m dao, tryc trang, thyc quan va ti€n trién
nhanh thanh loét, ¢6 nguy c¢o bdi nhi€m va thudng sé gidm trong 10 ngay.

So sdnh ti 1& bi viém niém mac cho thdy n6 it xdy ra hon & khodng giita cdc giai doan ting
liéu. Viém niém mac c6 thé ning 3 bénh nhan true d6 ding xa tri vao niém mac.

- Toan than: mat nuéc, dd birng mit (néu tiém truyén qud nhanh). Bénh nhan cin cha y
khong nén lo 1dng vé nude ti€u vi Doxorubicin Hydrochloride ¢6 thé khién nude ti€u mau
doé.

- Huyét hoc: suy tiy, gidm bach cdu, gidm tiéu ciu, thi€u mdu. Suy tdy thudng gap hon &
cdc bénh nhan diing xa tri trén dién rong, ngudi c6 xuong bi xAm nhap bdi khi u, ngudi suy
than (khi khéng duge gidm liéu cho phil hgp) va ding ddng thdi véi cdc thude gay suy tdy
khdc. Thdi gian diéu tri t8i thi€u (tif lic c6 bang ching vé méu cho thdy bi suy tiy t6i da)
clia ching giam ti€u cdu va gidm bach cdu 1a 10- 15 ngay sau khi diéu tri, va s6 ludng trd lai
binh thudng trudc ngay 21.

- Hau qud do Doxorubicin giy doc cho maw/ tiy xuong c6 thé c6 bi€u hién s6t, nhiém
khu&n, nhi@m tring huy&t, shock do nhiém triing, xud't huy&t, thi€u oxy md hodc tif vong.
Cdc tdc dung khong mong muén it gap hon:

- Trén da: ban da, may day, ting sic t5 méng, ran da (chi y&u gdp & mdt sO tré em), tdi
phdt mot s6 phdn Wng da do xa tri trude do.

- Toan thdn: sdt, phdt ban, rung téc, phan w@ng di Ung.

- Kh6'i u lanh tinh, dc tinh va khéng ddc triumg: gidm bach cdu thit phédt da c6 bdo cdo hi€m
gip khi ding Doxorubicin va cdc tdc nhdn alkyl héa.

- Hé thdn kinh trung wong: ngu ga. /

- Mdt: viém két mac. €




- J';hén: suy théan.

LIEU LUGNG VA CACH DUNG:

Thudc ding dudng tiém/ truyén tinh mach. Ding theo chi din cia bac si diéu tri.

Li¢u trinh diéu tri véi mitc liéu thay déi: 30 mg/m*/ngay trong 3 ngay lién tuc, lap lai sau mdi
4 uan. Sau d6 gidm liéu con 20 mg/m* twin do c6 thé gitp lam gidm nguy cd gy suy tim
xung huy€&t (CHF).

Lieu ding trén bénh nhan bi tdng ndng d¢ bilirubin: véi ndng do bilirubin 1,2-3 mg/dL thi
diing liéu bing 50% so véi lidu thong thudng, véi ndng do bilirubin > 3 mg/dL thi dung lidu
bing 25% so v4i liéu thong thudng.

Cdch ding theo dwong truyén tinh mgch: Doxorubicin Hydrochloride dugc truyén cham
thong qua 6ng truyén chita dung dich tiém natri chloride 0,9% hodc dung dich tiém Dextrose
5% dang chdy ty do. 6ng truyén ¢6 gin vdi kim d€ tiém vao cdc tinh mach 16n. Trénh tiém
vao tinh mach trén khdp hodc vao cdc vi tri ¢6 tinh mach bi 4p luc nén trong hé thong din
lua bach huyét.

T6c dd va thdi gian truyén phy thudce vao kich thudc clia tinh mach va lidu dung, tuy nhién
khéng nén it hon 3-5 phut vi néi ban dé xung quanh tinh mach ciing nhu dd bitng mit c¢6 thé
x4y ra néu tiém qud nhanh.

Hién tugng thodt mgch: 1a tinh trang néng rit hodc dau nhifc x4y ra xung quanh tinh mach
dugc truyén. Khi x3y ra, cAn ngifng truyén ngay lap tic va bit ddu lai véi tinh mach khéc.
Cdch pha dung dich tiém/ truyén:

Lugng bot thude trong 6ng cin dudc pha lodng v6i Nudc pha tiém BP, NaCl 0,9% hoic
dextrose 5% dé dugc dung dich c6 ndng dd 2mg/mL.

QUA LIEU:

Khi ding qud liéu 1am ting doc tinh cdp ciia viém niém mac, gidm bach ciu, gi‘ﬁm tiéu cﬁ\u.
Khi bi suy tiy ning, cAn phdi duva bénh nhin nhép vién, ding khidng sinh, truyén bach cau,
ti€u cAu va diéu tri triéu ching cia bénh viém niém mac. Liéu tich liy cda Doxorubicin
Hydrochloride khéng phu thudc vao 1§ trinh diéu tri vd khong _- SR.VIICt qua 550 mgfm‘ vi
lam ting nguy cd bénh co tim va din t6i suy tim xung h fat: Kh1 éd"ﬁ@u chitng vé tim
mach, cin diéu tri tich cuc véi cdc digitalis va thudc 1gi fuy éﬁng r:b thé‘ ding cdc thuoc;
giin mach ngoai vi né€u cin. é : B

TIEU CHUAN CHAT LUQNG: Nha san xuat
HAN DUNG:

24 thang k€ tif ngay sdn xudt.

Dung dich sau khi pha c6 thé bdo qudn trong vong 24 gid d nhiét do thudng.
S8 16 san xudt (B No.), ngdy sdn xuit (Mfg dt), han dang (Exp du): xin xem trén nhan bao bi.

BAO QUAN:
Dudi 30°C. ZCERN.  TUQ.
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