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ZAVERUCIN Thudc tiem
Idarubicin hydroclorid 5 mg

THANH PHAN

M3i lo chita:

Idatubicin hydroclorid ... vummammsiismmsmsinissags 5mg
Td duoe: Lactose monohydrat.

MO TA

Bot dong kho déng banh mau dé cam dén dd dung trong lo khong mau.

DUQC LUC HOC

Idarubicin 12 4-demethoxy daunorubicin. Idarubicin 12 mdt thu6c tudng ty Daunorubicin, xen vao
gifra cdc cip base cia DNA, ¢6 tdc dung e ché téng hdp acid nucleic, tudng tdc vdi topoisomerase
II va ciing tudng tic véi mang t& bao va bi€n ddi chitc nang mang; diéu nay c6 thé gép mot phin
quan trong trong cd tdc dung choéng ung thu vd gy ddoc cho tim cda thudc. Trong cdu tric
anthracyclin cda Idarubicin, khéng ¢6 nhém methoxy & vi tri 4, nén thudc ¢6 4i lyc cao vdi lipid va
do d6 tang kha nang tham nhip t& bao so vdi cac anthracyclin khac. / i
DUGC PONG HOC };1,(

g ngudi 1dn bi bénh bach cdu véi chitc ndng thdn va gan binh thudng, sau khi dugc ti€m tinh mach
10 dén 12 mg/ m® Indarubicin mdi ngay trong 3 dén 4 ngay, diéu tri don doc hodc phdi hop véi
Cytarabin thdy c¢6 mot giai doan phian bd nhanh véi thé tich phin bd rat cao, diéu dé ching 8
thuc gdn manh vao mé. D6 thanh thdi huy€t twong gap 2 1an luu lugng huy€t twong du ki€n xdy ra
& gan, chitng té chuyén héa ngoai gan manh. Thudc dio thai chd y&€u qua mat va & mic do it hon
qua than, phin 16n duéi dang chdt chuyén héa ban dau (Idarubicinol).

T6c do dao thdi Idarubicin ra khdi huyét twong chim, vdi nita ddi cudi ude tinh trung binh 22 gid
(pham vi: 4 d&€n 46 gid) khi dung don doc va 20 gid (pham vi: 7 dé€n 38 gid) khi diing phéi hgp vdi
Cytarabin. Idarubicinol dao thdi chim hon nhiéu so vdi Idarubicin, v6i nita ddi cudi udc tinh trung
binh trén 45 gid, do d6 néng dd Idarubicinol trong huyét tuong dudc duy tri dai hon 8 ngay. Vi
Idarubicinol ciing c¢6 hoat tinh ddc t& bao nén c6 thé gép phan vao tic dung ciia Idarubicin.

K

BRI

{
-

O ngudi 16 loan chitc ning gan vira hoic ning, chuyén héa Idarubicin c6 thé bi r8i loan va din
dén ndng d6 thudc toan than cao hon,

Néng d6 dinh Idarubicin trong t€ bao dat dugc it phit sau khi tiém. Néng do Idarubicin va
Idarubicinol trong t€ bao mdu c6 nhan va t€ bao tiy gap hon mot trim lan noéng do trong huyét
trong. Téc d6 mat di clia Idarubicin trong huyét tuong va trong t€ bao tuong tu nhu nhau, véi nita
ddi cudi khodng 15 gid. Nita ddi cudi ciia Idarubicinol trong té€ bao 1a khodng 72 gid.

Idarubicin va Idarubicinol gdn vao protein huy€t tuong ngudi vdi ty 1& tudng dng 97% va 94%.
Néng d6 Idarubicin va chat chuyén héa cé hoat tinh trong dich ndo tiy da dugc dinh lugng, nhung
két qua dang can dudc ddnh gid vé mit 1am sang.

CHI PINH
Idarubicin dudc chi dinh ding dé diéu tri bénh bach cau thé tiy cdp & ngudi I6n va ding trong diéu
tri bénh bach cau thé lympho cip & tré em.
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LIE U LUGNG VA CACH DUNG

Cdch ding: Pha Idarubicin lo 5 mg twong @ng véi 5 ml dung dich tiém natri clorid 0,9% d€ c6 ndng
dd cuGi cung | mg/ ml Idarubicin. Khong diing dung méi ¢6 chat kim khuan. Phai tiém chim (10 -
15 phit) vao 6ng diy truyén cho chdy ty do vao tinh mach dung dich natri clorid 0,9% hodc
glucose 5%. Day truyén phdi ndi vao mot kim buém va nén luén vao mot tinh mach 18n. Loai bd
dung dich thudc khong diing.

Chi y: Phai deo kinh bdo vé&, mang ging tay, mic 4o choiang khi pha va tiém truyén thudc dé
tranh thudc dinh vao da va nhdt 1a vao mat. Néu da bi dinh thudc phai rita ngay bing xa phong va
nurde that kj. Néu mdt bi dinh thuc phdi tudi rita ngay theo phudng phap chudn clia nhan khoa.
Liéu ditng: Tiém tinh mach:

Tré em:
Bénh bach cau: 10 - 12 mg/m® dién tich cd thé, 1 1dn mbi ngay, diing trong 3 ngay, cif 3 tuan nhic
lai.

Bénh bach cdu thé tiy cdp & ngudi lon:

12 mg/ m% ngay, trong 3 ngay, tiém tinh mach cham (10 - 15 phit) phdi hop véi Cytosin
arabinosid. Cytosin arabinosid dugc diing véi liéu 100 mg/mzfngﬁy trong 7 ngay, truyén lién tuc
hodc vdi liéu ddu tién 25 mg/m? tiém cé liéu rdi ti€p theo truyén lién tuc 200 mg/m’/ngy, trong 5
ngay.

Hoic dung liéu 8 mg/ m* ngay, trong S ngay, tiém tinh mach cham (10 - 15 phiit), ding don liéu
hodc phoi hdp.

Liéu ding & bénh nhén suy thin:

V@i ngudi suy than, diéu chinh liéu nhu sau: Néng do creatinin huyét thanh 16n hon hodc bing
176,8 umol/L (2 mg/dL), liéu gidm 25%.

Liéu diing & bénh nhdn suy gan:

Vi ngudi suy gan, néu bilirubin 25,7 — 85,5 umol/L (1,5 - 5 mg/dL) hodc aspartat transaminase 60

- 180 don vi thi gidm liéu 50%. N€u bilirubin > 85,5 pmol/L (5 mg/dL) hodc aspartat transaminase Z
16n hon 180 don vi thi khéng dudc diing thudc. 7%
Hiéng dan xit tri khi thuéc thodt mach:

Chudm ngay d4 trong 30 - 60 phiit, sau d6, b ra roi lai chudm sau mdi 15 phit. Chudm trong mét r;
ngay. C6 thé diing boc d4 hoac tii chudm nudc dd. Lam lanh chd dau trong 24 gid néu bérlh nhin \1-
chiu dude. Nang cao chi ¢6 thude thodt mach va dé nghi trong vong 24 - 28 gid, sau d6 d€ trd lai i

hoat dong binh thudng néu chiu duge. Chudm dd sé e ché€ dugc doc tinh t€ bao cia thudc giy
phéng rop.

Khéng dude chudm néng hodc dung natri bicarbonat vi ¢é thé gdy t6n hai mé tai ché.

CHONG CHI PINH

Bénh nhin qua man vdi Idarubicin, Daunorubicin hodc ba't c thanh phan nao cia thudc.

Bénh nhédn bi suy gan va suy thdn niang.

Bénh nhén bi nhiém tring khong ki€m so4t dugc.

Bénh nhéan bi suy tim ndng.

Bénh nhin mdi bi nhdi mdu cd tim.

Bénh nhén bi rdi loan nhip tim ning.

Bénh nhin bi suy tiy kéo dai.

Bénh nhin da diéu tri trudc d6 vdi li€u tich lily t8i da Idarubicin va/hodc cdc anthracyclin va
anthracenedion khdc.
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THAN TRONG

NgudSi cao tudi nhay cdm hon va dé bj cdc tai bi€n khong mong mudn hon so vdi ngudi tré. Bai véi
ngudi da bi bénh tim, hodc bi suy gidm tiy xuong, ngudi di diéu tri bing cdc anthracyclin khdc,
hoidc bing cdc thudc khdc ddc cho tim, idarubicin dé gdy doc cho tim. Xa liéu phdp trude diy &
viing trung that, suy gidm nang chitc nang gan va/hodc thian va nhiém khuén 1a nhitng y&u (o gay
nguy cd nang. Trong mdt sd thuc nghiém lam sang c6 ki€m sodt, ngudi ta dd nhén thay ty 1é ¥
vong do suy tiy & ngudi bénh trén 55 tudi cao hon so vdi nguy cd khi diéu tri bing Daunorubicin.
Trudc va trong thdi gian diéu tri, ngudi ta da khuyén cdo phai ki€m tra 1ap lai nhiéu lan chic ndng
gan va thin, dong thdi phai ki€ém tra déu din mdu va chic nang tim.

Phin s6 tdng mdu tir that trdi (LVEF) dugc coi la cdch do tot dé phat hién sy phét rién dang sg
ctia bénh cd tim.

Phéi tranh ndng d6 acid uric cao do phd hiy t& bao bach cdu bi bénh va do d6 can phéi gidm sdt
ndng do acid uric trong mau va phai diéu tri. C6 thé diéu tri bing Allopurinol dé tranh bénh thin
do acid uric. Pua thém nhiéu nudc vao cd thé ciing quan trong dé than ting cudng bai xuit
xanthin.

Idarubicin thodt mach ¢6 thé giy hoai tif mo tai chd nang. Thodt mach cé thé xdy ra, cé hoac
khong keém theo cam gidc budt hodc rat béng, ngay cd khi hit mau trd lai t6t vao kim truyén. N&u
c6 triéu chitng hodc dau hiéu ctia thodt mach, phdi ngitng ngay tiém hodc truyén va bat dau lai &
mot tinh mach khdc. AA

TAC DUNG KHONG MONG MUON

Diéu tri bing Idarubicin rat hay gdy cdc tdc dung khong mong mudn. C6 mot so tdc dung khong
mong mudn rit ning dé€n ndi cin phai theo déi ngudi bénh chit ché trong va sau khi diéu tri. Hiu
hét cdc tdc dung khéng mong muén phu thudc vao liéu ding, nhu suy gidm tdy xudng. Tdc dung
nay xay ra cip tinh va la mot phan ng khéng mong mudn phu thudc liéu dung nhiéu nhat, di cing
v@i nguy cd ddc cho tim. Trif tdic dung phu gdy bénh cd tim, cdc tdc dung khong mong mudén khic
déu c6 thé hdi phuc dudc.

Nguy c¢d nhiém khuin c6 thé rat nang va déi khi ddn dén i vong khi diéu tri Idarubicin don doc
hodc khi ph&i hdp vdi cytosin arabinosid. Pdc tinh doi véi tim nhu suy tim ning, loan nhip cap
ning hoic bénh cd tim c6 thé de doa tinh mang ngudi bénh. Pdc véi tim c6 th€ xudt hién trong
qud trinh diéu tri hodc mot vai tudn sau khi da ngirng diéu tri. Nguy cd gdy doc cd tim ¢6 thé cao
hon, & ngudi bénh dude chi€u tia déng thdi hodc tir trude vao viung trung thit - trude tim hodc &
ngudi bénh thi€u mdu, suy tiy, nhiém khudn, viém mang ngoai tim do bénh bach cau va/hoac
viém cd tim. Nguy c¢d cao hon khi liéu tich liy virgt 100 mg/m?,

Viém niém mac miéng thudng xuat hién trong vong 3 - 10 ngay sau khi bit dau diéu tri.

Thdn kinh trung uong: Pau dau, sot, co giat.

Ngoai da: Rung téc, ban d6, may day.

Tiéu héa: Viém niém mac, budn ndn, non, ia chdy, viém miéng.

Tiét niéu - sinh duc: Nugc ti€u dd.

Mdu: Chdy mau, thi€u mdu, &c ché tiy xuong, gidm bach cdu (thap nhat: 8 - 29 ngay).

Tai ché: Hoai ti¥ chd thodt mach, ddi ban dd, rop da.

Thdn kinh - ¢o - xuong: Bénh than kinh ngoai vi.

Tim mach: Loan nhip tim, bi€n ddi dién tim, bénh cd tim, suy tim sung huyét, nhi€ém doc co tim,
loan nhip tim c4p tinh de doa tinh mang.

N§i tiét va chuyén héa: Tang acid uric huy€t.

Gan: Tang enzym gan hodc bilirubin.

Khdc: Nhiém khudn,

Théng bdo cho bdc st nhitng tdc dung khong mong mudn gap phdi khi sit dung thuéc.
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TUGNG TAC THUOC

Tuong téc gdy ting suy tiy khi phGi hgp vdi cdc thude khdc d€ diéu tri bénh bach cau.

Tuong téc gdy ting doc tim & nhitng ngudi bénh trudc di diéu tri bing cdc thude kim (€ bao giy
doc tim.

Mot sb thude khdc c6 thé tudng tdc véi cdc anthracyclin nhu: Cdc vinca alcaloid (khdng chéo),
Amphotericin B (ting hap thu thudc) va Cyclosporin va Streptomicin (gidm dd thanh thdi thudc va
tang ddc tinh). Pa s8 twong tac thudc dé mdi chi duge nghién citu in vitro, va cdn phdi dugc lam
sang xdc nhén.

SUDUNG THUOC G PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai

Né&u phai ding idarubicin khi mang thai hoic ngudi bénh mang thai trong khi dang diéu tri bing
idarubicin, phai théng bdo cho bénh nhin biét nguy co cé thé xdy ra d6i véi thai nhi. Phu nit ¢6
kha ning sinh dé phii dugc khuyén cdo trdnh ¢ thai khi ding thudc.

Phu nit cho con bi

Chura biét thudc c6 bai ti€t vao sita hay khéng nhung do tiém nang x4y ra cdc tdc dung phu nghiém
trong ddi vdi tré, nén me phdi ngitng cho con b trude khi ding thudc.

LUU Y KHI BAO QUAN

Dung dich di pha 1 mg/ml giit dudc &n dinh & nhiét @6 phong (15 - 30°C) trong 72 gid, va @ lanh (2

- 8'C) trong 7 ngay. W
TUONG KY

Idarubicin tuong ky vd@i Fluorouracil, Etoposid, Dexamethason, Heparin, Hydrocortison,
Methotrexat, Vincristin.

Trir khi c6 nhitng chi dinh dic biét, néi chung khong nén hda tron vdi bat ki thude nao.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Hién chua biét Idarubicin c¢6 anh hudng dén khd nang 141 xe va vdn hanh mdy méc hay khong. Tuy
nhién thudc c6 thé gdy nhitc dau va cdm gidc mét mdi sau khi héa tri liéu, do d6 bénh nhin si
dung thudc khéng nén ldi xe hodc van hanh mdy méc.

QUA LIEU VA XU TRI

Qud liéu: Suy tiy ndng va ting nhi€m ddc dudng tiéu héa.

Xit tri: Chua c6 thudc gidi doc dac hiéu. Piéu tri hd trd 1a cdn thiét, bao gdm: Truyén ti€u céu,
khdng sinh, diéu tri triéu chitng viém niém mac. Thim tdch mang bung va thdm tdch thin nhén tao
cing khéng chic chdn 1a ¢6 hiéu qué diéu tri va gidm doc.
BAO QUAN

Béo quan trong bao bi kin. O nhiét d6 phong khéng qud 30°C.
PONG GOI
1 Lo/ Hop. i
HAN DUNG N rem
36 théang k€ tir ngay sdn xuat. ‘

Khéng ding thuéc qud han siz dung ghi trén hjp.

: o - PHO CUC TRUONG
TIEU CHUAN CHAT LUQGNG s x oy (P ,f
USP 31. :/]fgs{gm-n- ”ch Anandv
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Poc ky hiiéng dén sit dung tricée khi ding.
Néw can thém théng tin, xin héi y kién Bdc si.

Thudc nay chi ditng theo su ké don cila thdy thuéc.

Sdn xuAt tai
KOREA UNITED PHARM. INC.
153 Budong-Ri, Seo-Myeon, yeongi-Kun, Chungnam, Han Quéc.

DAI DIEN
UONG TRU
AYTHANH PHO /.

<IM K1 HAN
Trudng Dai Dién
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