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Ry.thudc bdn theo don

.2/ UT /fl 6§4

(Bt dong khé pha tiém Epirubicin Hydroechloride BP 50 mg/ lo)

CANH BAO PAC BIET:

Chi sit dung thudc nay theo don

Boc k3 hitong dén sit dung trudc khi ding.

Khong dung qud ltéu chi dinh.

Néu cdn thém thong tin, xin héi ¥ kién bdc st

Xin thong bdo cho bdc st biét néu xdy ra bdt ky tdc dung ngoai ¥ nio trong qud trinh si dung.
Khéng diang thudc di qud han sit dung.

PE thudc ngoai tam véi cia tré.

THANH PHAN:

Méi lp bdt dong khd pha tiém cé chifa:

Hoat chdt: Epirubicin Hydrochloride BP..........cccoovivierinennn SUmg

Td duge: Methylparaben BP, Lactose B.P A‘

DUQC LUC HOC:

Ma ATC: LO)DBO3, chat chong ung thy.

Cd ché& hoat déng ciia Epirubicin lién quan tdi khd nang lién két cla né vao DNA, Cic
nghién cifu t€ bao chi ra Epirubicin c6 kha nang thim nhim nhanh vao 1€ bao, dinh vi trong
nhan, tc ché téng hop acid nucleic va sy phin bao. Epirubicin duge chung minh 13 ¢é khd
nang tic dong trén nhiéu khéi u thyc nghiém nhy 11210, ung thit bach cdu P388, sarcom
SA180 (dang ran va cd tudng), khdi u dc tinh B16, ung thy vii, ung thy phdi Lewis, ung thu
dai trang 38. Epirubicin ciing ¢6 kh3 nang chong lai khdi u ngudi dugc ghép vao chubt bj
thi€u tuyén de (khoi u dc tinh, ung thy vi, ung thy phii, ung thu yén tién liét, ung thy
budng tritng).

DUGC PONG HOC:

Hdp thu: Epirubicin khong duge hip thu tir dudng tiéu héa. Vi thude giy kich wng md, cdn
dung theo dudng tinh mach. Tiém vao bang quang ciing da duge chitng minb tinh khi thi,
Khi diing duésng nay, iwgng Epirubicin vao hé thdng tuidn hoan 12 1di thiéu.

Phan hi: khi ding didtnp rinh mach, Epirbhicin dirge phian bd nhanh vA rdng i vio cdc
khoang ngoai mach vdi théi gian ban thdi phan bd cuc nhanh va thé tich phan bd vuct yud
40 L/kg. Mac di dudc phan bd rong, Epirubicin khing qua duge hang rio mau ndo.

Chuyén héa: Epirubicin duge chuyén héa réng, chi y&u bdi gan. Céc chit chuyén héa chinh
duge xdc dinh la epirubicinol (13-Ol1 epirubicin)- chit ¢6 tic dung chéng lai khdi u, dang
lién hop glucuronide cia Epirubicin va epirubicinol. Néng dd ciia chal chuyén héa chinh
epirubicinol thap hon nhiéu so vdi chal me¢. Khi chuyén héa, dang lién hgp 4°-O-glucuronide
giip phén biét Epirubicin vdi doxorubicin va ¢6 thé c6 tdc dung gidm ddc tinh.

Thdi trit: § bénh nhin vdi chic nang gan thin binh thudng, ndng d6 Epirubicin wong huyét
trgng sau khi ding dudng tinh mach liéu 60- 150 mg/m’ s& gidm theo cip s6 mi 3, vdi 1 pha
thai trir chdm (t1/2) khoang 30-40 gi&s. Mdc liéu nay niim trong khodng dudc ddng hoc tuyén



tinh cia Epirubicin. Thai gian bdn thai cia Epirubicinol twdng ty nhy Epirubicin. B3 thanh
thdi huy€t twdng ndm trong khodng 0,9 -1,4 L/phit. Epirubicin dugc thdi triy chinh qua gan,
khodng 38% liéu diing dugc tim thiy sau 24 gits trong mit, trong dé cé Epirubicin (chi€m
khodng 19%), Epirubicinol va cic chit chuyén héa khic. Ciing thi gian dé, chi 9-12% liéu
dung dugc thii trit trong nudc tiéu, cing gdm chit me va cdc chat chuyén héa khic. Sau 72
gidt, khodng 43% liéu ding dutsc thai trif trong mat va khodng 16% ducic thai trif theo nitdc
tidu.
CHi PINH:
Epirubicin ¢6 tdc ddng trén nhién bénh ung thit va dugc ding dé€ diéu tri ung th vi, ung
thu da day, ung thu budng tning, ung thu phdi 1€ bao nhé, u lympho (khéng Hodgkin's),
sarcom md mém ti€n trién/ di cin, ung thu bing quan bé mat.
CHONG CHI PINH:
Min cdm véi Epirubicin hay bat o thanh phin nao ciia thudc, hoiic cic anthracyline,
anthracenedione,
KHUYEN CAO VA THAN TRONG:
Chi diing Epirubicin dudi sif gidm st ciia bdc sTc6 kinh nghiém. Dac biét khi diing liéu cao,
cAn phdi chit ¥ nhifng bién chifng c6 thé xay ra do suy tiy.
Bénh nhan cin dudce chita khéi cdc doc tinh cip (nhy viém miéng, giam bach cdu trung tinh,
gidm ti€u ciu va nhi€m khuin toan than) trudc khi bit diu diing Epirubicin.
Epirubicin cin dudc bao quin ¢in thin. Néu bi thuGe vio da hodc niém mac, c¢in rita sach
ngay viing ti€p xiic bing nudc va xa phong hodc dung dich Natri bicarbonat.
Cim gidc néng rat hoac dau nhdc c6 thé cho thiy thuéc di bi thoit mach, cin ngirg truyén
ngay 14p tifc va bat diu vdi mét tinh mach khic. }
Cén ti€n hanh theo ddi huyét hoc thuting xuyén, trinh x3y ra suy tiy. ’
Bénh nhin ding Epirubicin cin dudc gidm st cic doc tinh trén tim mach do thudc
anthracyclin.
Epirubicin ¢6 thé 1am tang déc tinh do xa tri nhu phan iing uén da, niém mac va c6 thé tang
ddc tinh cla cdc thudc chdng ung thif khidc. Piéu niy cdn dic biét lvu ¢ khi ding thudc liéu
cao va cin phai ¢é bién phdp hd trd kip thai.
Litu ¥ khi si dung thuie:
C6 thé pha loang Epirubicin Hydrochloride SO mg vdi glucose 5% hodc NaCl 0,9% va truyén
tinh mach. Nén pha dung dich truyén ngay trudc liic truyén. Dung dich tiém truyén khng
chita chdt bio quin va bat k¥ thanh phin nio cda lo thudc thita ciing phai bo di.
Hydng dén chung khi sit dung thudc chéng ung thu:

1. Néu budc phdi pha ch€ dung dich truyén, viéc pha ch€ phdi do ngudi c¢6 kinh nghiém

pha thudc trong diéu kién vé khuin.
2. Viéc pha dung dich truyén phii ti€n hanh trong difu kién v6 khuin.
Cén phai cé gang tay ding mét lan, kinh bdo vé&, guin 4o bdo hd va mit na d€ bio

v€ thich hgp.



4, Cin tranh mat ti&p xuic vai thudc. Khi bi thudc vao mat, phéi rira sach ngay vdi mot
lugng nudce Idn va/ hodc NaCl 0,9%, sau dé dua ngay tdi bac sT.

5. Khi da bij ti€p xtic véi thudc, ri¥a viing da bi ti€p xiic vdi xa phong va nudc hoiic Na
bicarbonat, luén ria sach tay sau khi thio bd ging tay.

6. Khi bi tran hodc rd i thudc ra cdc dung cu, can dudge lam sach vdi dung dich Natri
hypochlorite (1% Chlonne), 6t hon ld ngam sau do dung nude. T8t ca cdc vt lidu
ducic iam sach nén duge xi& Iy nhu dudi diy.

7. Phy n& mang thai khong nén ¢dm tay c4c thube ung thir,

. Cdn thin trong khi xt 1Y cdc v4t dung (xy lanh, kim tiém..) dugc ding d€ pha ché
va/hojc pha Jodng thudce ung thy. BAt k¥ v4t dung khéng duge ding hodc bi loai bd
nén duge x 1y phid hgp vdi yéu cdu tai chd.

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

Epirubicin ¢é thé€ gay budn ngi.

N&u ¢6 triéu chitng ndy, b&nh nhan khéng nén l4i xe hodic vin hinh mdy méc.

SU DUNG CHO PHU N €6 THAI VA CHO CON BU:

Phy ni? cé thai: mitc D, Chuta c6 nghién cifu ddy i ding Epirubicin cho phy rif mang thai.
Vi v&y khéng disng Doxorubicin Hydrochloride cho phy nit mang thai hojc chudn bj ¢6 thai.
Phy ni cho con bi: Epirubicin ¢6 thé ti€t vao sifa me, vi vy ¢in ngifng cho tré bi khi diéu

tr]. ¢
TUONG TAC THUOC: #
Epirubicin thuting duge phdi hgp vdi cdc thuic chéng ung thu khédc, s& 1am ting déc tinh,
nhat 12 suy tdy, déc tinh trén mdu va trén dudng tiéu héa. Khi diing d8ng thdi Epirubicin véi
cdc thuSc chéng khdi u ma did O Ldv vdo gy ddc Uinh rén lim (nhu fluorouracil,
cyclophosphamide, cisplatin, taxanes), ciing nht cdc thudc tdc ddng trén tim nhu (cdc thudc
chen kénh Calei) thi cdn phéi ki€m sodt chit chifc ning tim mach. Khi phdi hgp xa trj trung
thdt vi Epirubicin c6 thé 1am tang doc tinh trén tim clia Epirubicin. Khi ditng Epirubicin véi
céc thudc dbe tim nhu propanolol va chen kénh Calci, ¢6 thé gdy suy tim xung huy€t. Diing
Epirubicin véi cimetidine din i ting néng ¢ Epirubicin, khi d6 cfn ngitng Epirubicin,
Ding d8ng thdi véi cdc vaccine 3 ngudi suy gidm mi&n dich c6 th€ 1am ting nguy co gdy
nhiém khufn n3ng trong phdn @ng vdi vaccine. Chi diing ciing vaccin khi dd ki€m sodt duge
cd¢ nguy cd nay.

TAC DUNG KHONG MONG MUON:

Trén mdu: suy 1y, gidm bach ciu, gidm bach ciu trung tinh, gidm ti€u ciu, thi€n mau nhe.
Trén tim mach: thay ddi dién tim d6 nhe, gdm gidm dién th€ QRS, nhip nhanh, loan rhip,
song T det, gidm ST va ddo nguge séng T.

Trén hé tiéu héa: budn ndn, ndn, tiéu chly, viém niém mac (ban dd, loét, xuit huyét)
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Trén da: héi, bac gbm ca cham moc ran, may day thoang qua, man do, tang sic (& mong va
da, nhay cam vdi anh sdng, nhay cdm tai viing da bi kich tng va iy doc @i chd.

Tai ché tiém: vé héng ban doc adi tiém, gidp da, viém tink mach, viém tdc tinh mach, xao
ciing linh mach. Dav 1ai chd, hoai tif da va viém md € bdo aing nhir thodt mach quanh tinh
mach.

Trén than kinkh trung uong: mét moi, budn ngd, 14 lan, rAm cam, di cam ...

LIEU LUGNG VA CACH PUNG:

Thudc ding diriing tiém/ truyén tinh mach. Ditng theo chi din cia béc si diéu tri.

Chi ding mdi lo ) 14n va cho | bénh nhén, loai bé phan thudc thifa. Theo doi chat bénh
nhdn s€ lam gidm nguy cd gay thoat mach, phdn dng tai ché nhu may day, v€1 hdng ban.
Gidi han liéu tich loy khuyé&n cdo theo thdi gian clia Epirubicin 1a 1000 mg/m’. Trong teudng
hgp bénh nhan phuc héi binh thudng sau khi xuil hén déc tinh (dic bigt 13 suy iy, viém
miéng), liéu trinh diéu tri khuyén cdo & ngudi Idn 1a tiém tinh mach 21 ngay. Liéu chudu 1a
tif 75-90 mg/m’. Epirubicin thuéing giy ddc linh trén mdu da liéu, ddc tinh nay thuding dude
dodn irwde 1a do dap (ng vdi liéu ding. Dua trén tinh trang déc linh trén madu dé bac s1
quyé&t dinh lua chon mitc liéun phi hap. Lidu cao, trén 135 mg/m? ding don doc va lidu 120
mg/m’ ding phdi hgp, mdi 3-4 wdn dirge cho 13 cé hiéu qua 1rong diéu i ung thu vii. Trong
diéu tri b3 trg ung thy vu gizi doan sém cho bénh nhian néi hach bach huyé&t, mic liéw
100- 120 mg/m’ mdi 3-4 win. Cin gidm sdi chit bénh nhan d€ trdnh nguy ¢ suy iy, budn
ndn, nén va viém niém mac khi ding liéu cao. Nén ding li€u thip (75-90 mg/m’) <ho ngud
33 diéu tri trude do, ngudi £o tién st bi suy Wy hodc ngudi hing c6 khdi u xam nhip iy
xudng. Néu Epirubicin dugc ding phdi hdp vii cic thude chéng ung thy khic cé khd nang
Eng ddc tinh, liéu cho mdi ligu trinh can duge gidm. f«
Hi¢u chinh lidw: ’
Ngudsi suy gan: vi ddc tinh ¢6 thé tang, liéu Epirubicin nén dugc gidm vdi ngudi suy gan theo

bang sau:

Néng do bilirubin huyét thanh Liéu khuyén cdo
| 20-50 pmol/L. 12 lidu thong thudng
> 50 pmoll. v liéu thong thudng

NguSi suy than nang: can gidm liéu véi ngudi suy thin nang, kh'f'phé'i hdp véi cdc thude
chéng ung thy khic.

Cdch pha dung dich tiém/ truyén:

Lugng bt thudc trong lo cin duge pha loing vdi 25 mL nutde pha iém v6 khudn BP d€ dudc
dung dich 2 mg/mL véi pH tir 4,7- 5,0. Lac k§. Mat khoang 4 phit dé Epirubicin tan hoan
toan. Dung dich sau khi pha dn dinh trong vong 24 gids khi duge bao quan lanh tir 2-8°C (36~
46 °F), tranh dnh sdng hoidc 25°C (77°F) wrong diéu kién c6 anh sang. Epirubicin cé thé duge
pha loang thém v&i nudc vo khuin.

Cach tién/ tuyén;

B6t déng khé pha tiém Epirubicin Hydrochloride nén dugc truyén qua Ong dang <6 dung
dich nhy NaCl 0,9% hoic glucose 5% nhé chim. B&nh nhan khdi daw dung liéu 100 - 120
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mg/m” nén difde truyén Epirubicin trong vong tir 15 -20 phit. V&i bénh nhin dung liéu thap
Epirubicin do rdi loan chifc niing hodc cin phai hiéu chinh liéu, thdi gian truyén Epirubicin
c6 thé gidm nfdng itng, nhung khéng dudi 3 phiit. Didu nay s& lam giam thi€u nguy cd thoit
mach giy ngh&n mach, c6 thé din 13i viem md € bio ning, gidp da, hoai tf mé. Cdch tiém
an thing khdng nén sif dung vi nguy co gy thoat mach, thuong xuat hién khi mau quay trd
lai kim ti€ém. Hoai t tinh mach co thé xudt hién tai ché tiém vao cac mach mau nho hodc lai
tifm vac dung mach da s dung. Epirubicin nén dung trong vong 21 gi  sau khi biit nip cac 3u.
Loai bo thudc th a.

QUA LIEU:

Da ¢6 bdo cdo dung liéu wr 150- 256 mg/m2, cao hon li€u khuyén cdo. Khi qua kiéu, triéu
ching twong w nhy khi ding qué liéu Epirubicin. Hiu hét bénh nhin ¢6 thé hdi phuc khi ¢6
hd trg kip thoi. Khi ¢6 qué liéu xdy ra, ¢an ¢ bién phdp thich hgp (bac gém khéng sinh,
truyén méu va (i€u cdu va cham séc dic biét) cho i khi cac doc tinh dudc thuyén gidm.
Suy tim xung huyét 4 duge bio cdo vii thdng sau khi ditng cdc anthracycline. Bénh nhin
¢én dugc theo ddi chat khi ¢6 dau hidw suy tim xung huyét va can duge hd trg kip thai.
TIEU CHUAN CHAT LUGNG: Nha sin xust.

HAN DUNG: «yj;

24 thdng k€ tr ngay sdn xuit. :
Dung dich sau khi pha cé thé bio quin trong vong 24 gid & nhiét d) thudsng.

S& (6 sdn xuft (B No.), ngdy san xuit (Mfg du), han dung (Exp dt): xin xem trén nhiin bao bi.
BAO QUAN:

Irsi 30"C,

PONG GOI: //7 '
Hép | lo bét dong kho pha tiém , /
S&n xudt bdi: /

NAPROD LIFE SCIENCES PVT. LTD.
G-17/1, Mide, Tarapur Industrial Area, Boisar, Dist. Thane- 401506, India.




