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ADORUCIN Dung dich tiém

Doxorubicin HCI 10 mg/5 mL

THANH PHAN

Méi lo (5 mL) chita:

Doxorubicin HCl .....oooveieeii o, [0mg

Té duge: Natri clorid, Acid hydrochloric, Nutdc tinh khiét,

MO TA
Dung dich mau dd, trong sudt chifa trong lo khéng mau.

DUQC LUC HQC

Doxorubicin 1a mt khdng sinh thuéc nhém anthracyclin gy doc (€ bao dudc phén 1ip ti
méi trudng nubi cdy Streptomyces peucetius var. caecius. Hién nay dude t6ng hdp tir
Daunorubicin. Doxorubicin kich ¥ng manh cdc md va cé thé giy hoai tif mé, vi du trong
tregng hdp tiém ra ngoai mach mau.

Hoat tinh sinh hoc ciia Doxorubicin 12 do Doxorubicin gin vao DNA lam ifc ch€ cdc enzym
cén thiét d€ sao chép va phién ma DNA. Doxorubicin gdy gidn doan manh chu k¥ phit trién
t€ bio & giai doan phan biao S va giai doan giin phin, nhung thudc ciing tic dung trén céc
giai doan khdc clia chu ki phét trié€n t€ bao.

Doxorubicin ¢6 th€ diing ddn d6c hodc phdi hgp vdi thude chéng ung thw khdc. Su khdng

thudc chéo x4y ra khi khéi u khdng cd Doxorubicin vd Daunorubicin. /—,/LL/ :
DUGC PONG HOC ]

Chuyén héa va phin bé Doxorubicin vin dang dugc 1am sdng t3. Doxorubicin chuyén héa

chi y&u & gan tao thanh Doxorubicinol va cdc aglycon, Cin luu ¥ 1a mdt vai chat chuyén

héa nay ciing 1a cdc chit giy doc t€ bao nhung khong ddc hon Doxorubicin. Nong dé cao

cdc chat chuy&n héa xuit hién nhanh trong huyét tuong va qua giai doan phin bd vdi thdi ‘
gian nira d¥i ngdn. Chuyén héa chim & ngudsi bi gidm chifc ning gan.

Sau khi tiém tinh mach, Doxorubicin thdi trir qua 3 giai doan va nira ddi cda thudc & giai
doan cudi khodng 30 gid. Thé tich phan bd khodng 25 lit/kg. Trong huyét twong khodng 70%
Doxorubicin lién két vdi protein. Trong vong 5 ngay ding thudc, khodng 5% liéu dao thii
qua thén; trong vong 7 ngay, khodng 40 - 50% thdi trir qua mit. Néu chic ning gan gidm, . 0
thi trit chim hon, do vdy cdn gidm liéu ding.

Doxorubicin qua hang rio m4u - ndo rit it, nhung thudc qua dugc hang rio nhau - thai.
Doxorubicin khéng diing dutng udng vi sinh khd dung rit thap (dudi 5%).

CHI PINH

U lympho dc tinh (cd 2 dang : Hodgkin va khong Hodgkin).

Carcinom da day, gan, truc traing va k&t trang, carcinom tuy, ung thu bach ciu tiy xuong cap,
Sarcom xuwong va md mém, carcinom vi va budng tring, carcinom phdi va phé quén,
carcinom bang quang, u Wilms.
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LIEU LUGNG & CACH DUNG

Thudc duge cho qua mdt ddy truyén tinh mach nhd giot trong 2-3 phiit, nhi viy s& 1am gidm
t61 da nguy cd huy€t khdi hodc thudc thodt ra ngoai tinh mach giy sung tdy va hoai ti ning.
Tinh theo dién tich da:

Khi chi dang Doxorubicin, liéu 60-75 mg/m? dién tich da, cdch nhau 3 tudn.

Néu diing két hdp vdi cic thube hoa tri liéu khdc ¢é ciing déc tinh, lidu Doxorubicin ¢6 thé
cAn phai gidm 30-40 mg/m? dién tich da, cich nhau 3 wdn.

Tinh theo cdn ndng:

D3 ¢ bdo cdo cho ring diing Doxorubicin liéu duy nhat mdi 3 tudn lam gidm ddng k€ doc
tinh giy dau, viém niém mac; tuy nhién, ciing ¢c6 mét vai quan di€m cho ring chia liéu diing
trong 3 ngay lién tiép (0,4 - 0,8 mg/kg hodc 20 - 25 mg/m” mbi ngay) sé cé hiéu qui cao hon
mic di ddc tinh cao hon,

N&u diing k&t hdp vdi cdce thude hda tri liéu khdc ¢é ciing doc tinh, lidu Doxorubicin c6 thé
¢An phai gidm 30-40 mg/m? dién tich da, cdch nhau 3 tudn

D61 vdi ngudi bi suy gidm chitc ning gan, liéu Doxorubicin gidm theo bang sau:

Néng d6 bilirubin huyé&l thanh Liéu khuyén cdo
1,2-3,0 mg/100mL 50% liéu binh thuding
~_>3,0mg/100mL 25% liéu binh thudng | '
/’nﬂi/

Téng liéu diéu tri khong dude vugt qué liéu khuyén cdo 550 mg/m? dién tich da.

Doxorubicin nén duge bdm chidm qua diy truyén tinh mach dich truyén Natri clorid, hoac
dich truyén Dextrose 5%. Tdc d6 truyén phu thude vao liéu ding va kich thudc tinh mach.
Tuy nhién, thdi gian t6i thi€u khéng it hon 2-5 phit. Néu xudt hién ban dé doc theo tinh
mach hoic mit dé birng ching 16 t6c d6 truyén qud nhanh. Néu ¢6 budt hodc rdt bdng chd
tiém nghia 1a thudc da thodt ra ngoai thanh mach, phai ngitng truyén ngay vi tim mét tinh
mach khdc. Cling ¢6 trudng hdp thudce thodt ra ngoai thanh mach ma khoéng giy dau ddn gi
c4. Khong tron chung Doxorubicin vdi heparin hodc cdc thudce khic.

Lutu ¥ khi sit dyung

Doxorubicin khéng dide diing d€ tiém bdp va tiém dudi da.

Khéng st dung tiém trong mang bung do nguy cd tic rudt.

Do diing duding tinh mach ¢é thé gy dau mach, viém tinh mach, ngh&n mach, nén chd y d€n
vi tri vd k¥ thuét tiém, tiém cing chim cang t&l.

CHONG CHI DINH
Bénh nhén suy tim hodc tién sit bi cdc bénh vé tim,
Qud min v§i Doxorubicin.

THAN TRONG

Bénh nhén suy gan.

Bénh nhén suy thin.

Bénh nhin suy gidm chifc nang tiy xwdng.
Ngudi gia.
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THAN TRONG CHUNG

Bt ddu diéu tri biing Doxorubicin ddi hdi phai theo st ngudi bénh va lam nhiéu xét nghiém,
nén ngudi bénh cdn dwdc nhap vién trong thii gian diu diéu tri.

Nén theo d6i cdn thin khd ning nhiém tring va chdy mdu khi diéu tri vdi Doxorubicin.
Trong trudng hop st dung cho tré em va bénh nhin ¢é khd ning sinh sin cdn xem xét khi
niang dnh hudng dén tuyén sinh duc,

Cac luu y khdc

Nén théng bdo cho bénh nhin biét khi diéu tri vdi Doxorubicin, nude tiéu ¢6 thé cé mau d.
U tuyé&n v di dude ghi nhin khi thit nghiém theo dudng tiém tinh mach & chuédt cong.

TAC DUNG KHONG MONG MUON

Tim: Dgc tinh ddi vdi tim dudc bi€u hién bdi nhip tim nhanh, bao gdm nhip nhanh thit, loan
nhip, va thay d6i dién tim d4. Nén theo dbi dién tdim d6 khi diéu tri nhdt 1a ddi v6i bénh
nhin suy tim.

Sée: Hi€m khi xdy ra. Cin theo déi bénh nhin chit ché, néu cin thiét, ngirng s& dung thude
vA ti€n hanh diéu tri thich hgp.

Mdu: Thi€u médu, chdy mdu, gidm bach cdu, va gidm tiéu ciu.

Phdn iing mdn cdm: Sot, dn lanh, va ndi may day déi khi dd dugc bdo cdo. Séc phin vé c6
thé x4y ra. BT e
Gan: Thinh thodng xdy ra suy chifc ning gan. ’,A y (L/
Thdn: Thinh thodng x4y ra protein niéu. ‘

Da déay-rugt; Thudng xud't hién budn nén va nén. Viém niém mac (viém da day va thuc
quédn) c6 thé xay ra sau 5-10 ngay diéu tri. Chdn 4n, tiéu chdy d6i khi da dugc bdo cdo.

Da: Rung t6c ¢6 thé phuc hdi sau khi ngung diéu tri xdy ra d hiu hét cdc trudng hdp. Sim
mau méng tay va nhin da cé thé xay ra § mot vai trudng hop.

Hé thin kinh trung wong: Mét méi, budn ngi, dau ddu xay ra thuding xuyén.

He¢ 1iét ni¢u: Gidm niéu, viém bang quang, huy€t niéu c¢6 thé xay ra khi diéu tri bing phuong
phdp bdm bang quang.

Cdc tdc dung khéng mong mudn khdc: Mat kinh nguyét, khong c6 tinh triing.

Théng bdo cho bdc si cdc tdc dung khong mong mudn gdp phdi khi sit dung thuoc.

TUGNG TAC THUOC o
Doxorubicin cé thé lam ting ddc tinh ciia cdc thudc chéng ung thu khdc. C6 thé 1am ting T ==
khd ning gdy viém bang quang xui't huyét cia Cyclophosphamid va lam ting dc tinh d gan

cla 6-mercaptopurin.

Dung két hgp Doxorubicin va xa tri s& lam ting ddc tinh bitc xa nhu cdc phdn ¢ng § da,

viém niém mac.

Doxorubicin diing cting vdi Propranolol s& lam tang déc tinh d&i vdi tim.

TUONG KY

Doxorubicin khéng durde tron vdi bat c thude ndo sau diy (va ciing khéng dudc truyén nhd
giot trong ciing diy truyén): Heparin, Fluorouracil, Aminophyllin, Cephalothin, Methotrexat,
Dexamethason, Diazepam, Hydrocortison, Furosemid.

Doxorubicin bén vitng trong dung dich truyén phdi hgp véi Vincristin. Mot dung dich phéi
hdp phd bién trong dung dich Natri clorid 0,9% chita Doxorubicin 1,4 mg/lit vd Vincristin
0,33 mg/lit.

Doxorubicin ciing ¢6 thé két hdp vdi Cyclophosphamid, Dacarbazin, Bleomycin, Vinblastin.
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PHU NU CO THAI & CHO CON BU
Pa ¢6 biing chiing cho thiy Doxorubicin gdy hai cho bao thai hoac ¢6 thé gdy d6t bién, vi
vdy khong st dung cho phu nit ¢é thai va phu nit dang cho con bu.

TRE EM
Nén theo doi cdn than cdc tdc dung khong mong mudn khi phéi sit dung cho tré em.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Doxorubicin ¢6 thé giy budn ngd. Néu bi dnh hudng bénh nhin khéng nén 14i xe hoic thue
hién cdc hoat dong c6 th€ gdy nguy hiém.

QUA LIEU VA XU TRI [Mﬂl/

Triéu ching ldm sang:

Triéu chitng qud liéu giéng nhu tac dung dudc 1§ cta Doxorubicin, Liéu diing duy nhat 250
va 500 mg dd gy t vong, Su qud liéu c6 thé giy thodi héa cdp cd tim Lrong vong 24 gid va
gdy suy tiy ning, 4nh hudng nay manh nhit sau 10 - 15 ngay sit dung.

Suy tim ¢6 thé x4y ra chdm (6 thdng sau khi diing thudc qud liéu). Ngudi bénh cin dude theo
ddi cdn than néu ¢6 triéu chitng xuit hién phai dwge diéu tri ngay.

Xuz tri:

Diéu tri hd trg triéu ching, cn ddc biét chd ¥ diéu tri va dé phong nhitng bi€n ching ning
6 thé x4y ra nhit chdy mdu, nhiém khu#n nang, suy gidm tiy xuong kéo dai.

Truyén mdu va chim séc ngudi bénh cin thin.

BAO QUAN

Bdo quan trong ti lanh & nhiét d6 2 - 8°C.
TIEU CHUAN

USP 34,

HAN DUNG

18 thdng ké 1ir ngay sdn xudl.
Khéng ditng qud han sit dung ghi trén hop.

PONG GOI
1 Lo (5 mL) Hop.

DPoc kj hudng din sit dung truée khi ditn _""'\
Néu cdn thém thong tin, xin héi § kién bdc si.
Thuée chi ding theo su ké don cita bdc si.\

DE xa tdm tay cila tré em.

San xuit tai
KOREA UNITED PHARM. INC. e po
153 Budong-ri, Seo-Myeon, Yeongi-Kun, Chungnam, Hian Quéc. - T 0
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