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RX Thudc bén theo don
UNSOLIK Injection 8 mg

(Ondansetron hydrochlorid twrong dwong ondansetron 8 mg/4ml)
Doc kj huéng din sir dung trueéce khi diing
Néu cin thém théng tin xin héi y kién bdc sp, duwgc sp.

Tén thuéc:UNSOLIK Injection 8 mg.
Thanh phanM3i éng (4ml) chira:

Hoat chat:

Ondansetron 8 mg (dudi dang ondansetron hydrochlorid dihydrat)

Td dieoc: acid citric, natri citrat hydrat, natri clorid, nudc cét pha tiém.

Dang bao ché: Dung dich tiém

Qui cach déng géi: Hop 5 éng x 4 ml.

Duge lue hoe

Ondansetron 1a chat déi khang thu thé 5-HT3, c6 chon loc cao.Co ché tac dung chinh xé4c cua
thudc trong viée kiém soat non chua dugc biét rd.Hoa tri liéu va xa tri ¢6 thé gay giai phong SHT
& rudt non va gay phan xa nén bing cach hoat héa day than kinh phé vi thong qua thu thé 5-
HT;.0Ondansetron c6 tic dung trc ché sy khoi ddu phan xa nay.Hoat hoa day than kinh phé vi
cling c6 thé gay giai phong SHT trong viing postrema & tr?rv;sén ndo that IV va lam thic ddy non
qua co ché trung tam. N!lu vé}f, téc dung cta onde}nsetrod,tr;%jﬁu }*ri budn non va nén do hoa
tri liéu ho#c xa tri ¢6 thé do doi khang cac thu thé 5-HT; trén day than kinh & ca ngoai vi va hé
thén kinh trung uong. Céc co ché chdng budn nén va ndn sau phiu thudt chua duge biét rd,
nhung ¢6 1& ciing theo co ché chéng nbn va budn ndn do nhi&m doc té bao. Thube duge dung dé
phong budn nén va nén khi didu tri ung thu bing héa chit (dic biét cisplatin) va non hogc budn
ndn sau phau thudt. Thude c6 thé ciing c6 higu qua trong ndn va budn non giy ra bai chiéu
xa.Thudc khong phai 14 chét ic ché thu thé dopamin, nén khong c6 tac dung phu ngoai thap.
Dugc djng hoc

UNSOLIK Injection 8 mg dugc dung dé tiém tinh mach cham hoac tiém bap. Thé tich phén
bé 1a 1,9+ 0,5 likg; 4o thanh thai huyét tuong 1a 0,35 + 0,16 lit/gid/kg & ngudi 16n va cé thé
cao hon & tré em. Thanh thai huyét tuong trung binh giam & ngudi suy gan ndng (t6i 5 1an) va
& ngudi suy gan trung binh hodc nhe (2 14n). Thudc chuyén hoa thanh chat lién hop glucuronid
va sulfat rdi bai tiét chi yéu dudi dang chuyén héa qua phan va nudc tiéu; khoang dudi 10%
bai tiét & dang khong dbi. Nira doi thai trir cua ondansetron khoang 3 - 4 gio & ngudi binh
thudng va tang lén & ngudi suy gan va ngudi cao tudi (dén 9,2 gidr khi c6 suy gan nhe hoic
trung binh va kéo dai dén khoang 20 gio> & ngudi suy gan ning). Thudc lién két voi protein
huyét tuong khoang 75%.

Chi dinh

Phong budn nén va non do héa tri liéu ung thu (dic biét 1 cisplatin) khi nguoi bénh khang lai
hozc ¢ nhiéu tac dung phu vai liéu phap chéng non thong lhu: ng-
Phong nén va budn nén do chiéu xa. N
Phong ndn va budn non sau phiu thuat.
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Liéu lwgng va cich ding

Phong nén do héa tri ligu hodc xa tri:
Kha ning gy nén cua céc héa tri liéu thay ddi theo tirng loai hoa chit va phu thude vao lidy,
vao sy phéi hgp diéu tri va do nhay cam cua timg ngudi bénh. Do viy, liéu ding cia
ondansetron tly theo timg ca thé, tir 8-32 mg/24 gid, tiém tinh mach hoiic udng.

Khéng tiém tinh mach liéu duy nhét trén 16 mg.

Nguoi lon va tré em tir 12 tudi tro lén:

Tiém tinh mach chdm truéc khi bt du dung héa chét hogc xa trj 30 phat véi liéu nhu sau:
0,15 mg/kg X 3 lan/ngay hoiic 0,45 mg/kg X 1 lan/ngay (t6i da khong qua 16 mg/lan).

Tré em tir 4 dén 11 tudi (khdng dung thudc tiém trdn sin cho tré em):

Tiém tinh mach chim 0,15 mg/kg/lin trude khi bit du tri lidu 30 phit, nhic lai sau 4 va 8 gid,
hogc tiém 1 liéu duy nhét 0,45 mg/kg/ngay (t6i da khong qud 16 mg/lan). Ciing c6 thé truyén
tinh mach (trong vong it nhét 15 phat) 5 mg/m? (t6i da 8 m’%/lz'"m) ngay trudc khi diéu tri, sau d6
dung thuéc udng (bit diu ubng sau khi truyén 12 gio, [lf‘[ﬁgﬁﬁn, cach nhau 12 gio, ti da 32
mg/ngay, kéo dai tdi da 5 ngay), hoic 0,15 mg/kg ngay trude khi diéu tri (t6i da 8 mg/lan),
nhic lai sau 4 va 8 gid, sau d6 ding thudc udng (bt ddu udng sau khi truyén 12 giv, 4 mg/lan,
cach nhau 12 gio, ti da 32 mg/ngay, kéo dai tdi da 5 ngay)

Tré em tir 6 thdng dén 3 tuoi:

Tré nang trén 10 kg: Dung nhur tré tir 4 dén 11 tudi.

Tré ning dudi 10 kg: Tiém tinh mach chdm trude khi bit du tri liéu 30 phat hodc truyén tinh
mach (trong vong it nhat 15 phut) ngay trudc khi diéu trj 0,15 mg/kg (t6i da 8 mg/lan), nhic lai
sau 4 va 8 gid, sau d6 diing thudc ubng (cir 12 gior udng 1 1an, mdi 1an 2 mg cho t6i 5 ngay sau
diéu tri (lidu t6i da 32 mg/ngay).

Nén va buon nén sau phiu thugt:

Nguegi lon: Dung liéu don 4 mg, tiém bép hoic tiém tinh mach chdm vao khoang 30 phut trudc
khi két thuc gdy mé.

Tré em (trén 2 tuoi): 0,1 mg/kg, tdi da 4 mg, tiém tinh mach cham (trong it nhit 30 gidy) trudc,
trong hodc sau khi gdy mé.

Ngueoi bénh suy gan: Giam liéu (liéu t5i da 8 mg/ngay) cho nguoi suy gan vira va ning.

Ngueoi cao tuéi: Liéu lugng khong thay ddi, gibng nhu ngudi 16n.

Ngueoi suy thdn: Khong cin diu chinh lidu. Chua c6 nghién ctru vé viéc dung tiép ondansetron
sau ngay dau tién & ddi tugng nay.

Cidch diing:

Chi pha thudc ngay truéc khi truyén, dam bao v6 khuin. Trong truong hop ngoai y mudn,
ngudi bénh khdng thé truyén duoc ngay sau khi pha thube xong thi phai bao quéan thube da pha
trude khi truyén & 2-8°C trong vong khong qua 24 gid.

Phong ndn do hoa trj ligu chira ung thu: UNSOLIK Injection 8mg dugc pha lodng trong 50
ml dextrose 5% hodic natri clorid 0,9% va truyén tinh mach trong 15 pht.

Phong ndn va budn non sau phiu thuit: Khong can pha lodng thude, cho tiém tinh mach truc
tiép trong it nhat 30 gidy va tot hon I nén tiém trong 2 - 5 phut.

Nhitng dung dich c6 thé ding dé pha loang thuéc: Natri clorid 0,9%, dich truyén glucose 5%,
dich truyén manitol 10%, dich truyén Ringer, dich truyén kali clorid 0,3% va natri clorid 0,9%.
Chi pha thubc ngay trudc khi truyén.
Chong chi dinh
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Qua min véi ondansetron hoic céc thanh phin khac cua ché phim.

Qué man voi bét ki thude dbi khéng chon lge 5-HT3 khéc.

Phéi hop véi apomorphin (do nguy co ha huyét 4p su va bt tinh).

Than trong

Nén dung ondansetron cho nhitng ngudi bénh tré (tudi dudi 45), vi nhirng ngudi nay dé c6 thé
c6 nhimg phéan img ngoai thap khi ding lidu cao metoclopramid va khi hg phai diéu tri bing
céc héa chét gy nén manh. Thude ndy vin dugc dung cho ngudi cao tudi.

Khong nén dung ondansetron cho nhirng truong hop diéu tri bing cac hoa chét cé kha ning gy
ndn thdp (nhu bleomycin, busulfan, cyclophosphamid lidu dugi 1000 mg, etoposid, 5 -
fluouracil, vinblastin, vincristin).

Nén dung ondansetron véi muc dich du phong, khong diing véi muc dich diéu tri, vi thude nay
chi ding dé phong nén va budn nédn chir khéng dung chira nén.

Chi nén dung ondansetron trong 24 - 48 gidr dau khi diu tri bing hoéa chat. Nghién ciru cho
thdy thuéc khong tang higu qua trong trudng hop phong nén va budn nén xudt hién mudn.
Ondansetron khong gay kich thich nhu dong rudt hay da day.

Phai dung than trong trong cdc trueong hop sau:

e Nghi c6 tic rudt do c6 thé che diu sy tién trién bénh.

e Dij (mg véi cac thudc ddi khang 5-HT; khéc (da timg ghi nhan c6 truéng hop bi phan
irng chéo)

e Hoi chimg QT dai bim sinh holc cac yéu td nguy co kéo dai QT khac (nhu dung cac
thudc gay kéo dai khoang QT, rdi loan dién giai va phdi hop diéu tri ciing véi cac thude
anthracylin).

o Céic chat di khang 5-HT; gay kéo dai (phu thuge liéu dung) mét s6 khoang cua dién
tdm do (ECG) nhu PR, QRS, QT/QT,, JT. Diéu nay thuong xay ra sau khi tiém tinh
mach 1-2 gi&. Khi sir dung cling véi céc thudc/gdy kéo dai QT (nhu cac thube chdng
loan nhip nhém I va nhém 111) thi c6 thé xay fa xodndirth. Cac thude khang 5-HT; dang
tiém anh hudng dén cac khoang cia ECG nhiéiihon la dang ubng.

e Cén diéu tri tinh trang ha kali va magnesi mau trudc khi ding thudc.

e Thin trong khi dung ddng thdi ondansetron véi cc thude serotonergic khac vi cé thé
gdy ra hoi chimg serotonin hay cic phan &mg qua mén.

e Than trong khi dung cho ngudi sau phiu thuat amidan va VA.
e Thian trong khi dung cho ngudi réi loan chirc ning gan do d¢ thanh thai giam va nira
doi thai trir cia thudc ting.
o Truong hop ning (Child-Pugh loai C) nén ding liéu khuyén cdo cho ddi tuong nay.
e UNSOLIK Injection 8mg c6 chira natri do dé cin than trong vé luong natri cé trong
thudc khi sir dung thude.
Tac dung khéng mong mudn.
Rat thuong gap, ADR>1/10.
Than kinh: Dau dau.
Thueomg gap, 1/100 SADR<1/10.
Tim mach: Gian mach, cam gidc nong bimg va do mat.
Phan mg tai chd tiém: Néng, do dau.
It gdp, 1/1000SADR<1/100.

e




https://trungtamthuoc.com/

Thén kinh: R8i loan van dong, con dong kinh.
Tim mach: Dau thét nguc, loan nhip, ha huyét 4p.
Ho hép: Co that phé quan, thd ndng, thd kho khé, nic.
Gan mét: Tang nhit thdi men gan (aminotransferase) va bilirubin trong huyét thanh & nhimg bénh
nhén thuc hién héa trj li¢u véi cisplatin.
Da li€u: Phan tmg qué man quanh chd tiém nhur phét ban, ngira, ndi mé day...
Hiém gap, 1/10000<ADR<1/1000.
Toan than: Phan {mg qua mén, séc phan vé.
Thin kinh: Chéng mat, rdi loan thj giac.
Tim mach: Kéo dai khoang QT.
Rat hiém gap, ADR<1/10000
Thén kinh: Lo au.

Théng bdo ngay cho bdc si néu cé nhitng tic dung phu sau khi ding thuéc.
Twong tic thude
Anh ieéng ciia ondansetron lén cdc thude khdc:
Chua c6 bang ching chi ra ring ondansetron gdy cam tng hay trc ché 1én sy chuyén héa cia
céc thudc khac khi ding ciing vé&i né. Cac nghién ciru cu thé chi ra ring ondansetron khong
tuong tic vdi rugu, temazepam, furosemid, alfentanil, morphin, lignocain, propofol va
thiopental.
Anh hieéng cua cde thude khdc lén ondansetron:
Ondansetron bj chuyén héa bdi nhiéu enzyme da hinh & gan, drﬁmg do co CYP 3A4, CYP2D6,
CYPIA2.Vi vay, cac tic nhin gy trc ché hodc cam Ung enzym na thé 1am thay déi hé sé
thanh thai va nira doi thai trir cia ondansetron, tuy nhién khong‘l:ﬁ)tﬁjt phai diéu chinh liéu.
Ondansetron sir dung dong thai vai thudc kéo dai khoang QT c6 thé gy kéo dai thém khoang
QT.
Sir dung ddng thdi ondansetron véi cac thudc doc cho tim (vi du nhu doxorubicin,
daunorubicin hoéc trastuzimab), khang sinh (nhu erythromycin hodc ketoconazol), thuéc chdng
loan nhip (nhu amiodaron) va thuéc chen beta (nhu atenolol hoic timolol) c6 thé lam ting
nguy co loan nhip tim.
Sir dung déng thoi ondansetron véi cac thube tac dung 1én hé serotonergic c6 thé gy ra hoi
chimg serotonin
Sir dung ddng thoi ondansetron vai apomorphin c6 thé gay ha huyét ap hodc mét y thirc.
Sir dung ddng thdi ondansetron véi tramadol c6 thé lam giam tac dung giam dau ctia tramadol
Twong ky
Nhing thuéc sau ddy c6 thé dugc ding cing trén nhanh kia cia day truyén: Cisplatin,
carboplatin, etoposid, ceftazidim, cyclophosphamid, doxorubicin, dexamethason, va riéng 5-
fluorouracil t&i ndng d6 0,8 mg/ml. Néu dung 5-fluorouracil & ndng dd cao hon, c6 thé gay tua.
Khéng nén tron ondansetron vdi dung dich ma chua xéc dinh dugc kha nang tuong hop. Dic
biét dung dich kiém c6 thé gay tua.
Qud lidu va cich xir tri
Mot vai triéu chimg khi sir dung thudc qué liéu da dugc bao cdo nhu: Tao bén, réi loan thi
giac, ha huyét ap, kéo dai khoang QT...
Piéu tri: Khong c6 thude diéu tri dic hlBU Ngudi bénh can duoc th doi va diéu trj hd trg.
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Lidu tiém tinh mach t6i 145 mg va tdng liéu tiém tinh mach mot ngay cao t6i 252 mg do bat
cén ma khong giy tai bién gi. Lidu nay cao hon 10 Ian lidu khuyén cdo hang ngay.
Thoi ky mang thai va cho con bu
Chua c6 théng tin thudc ¢ qua nhau thai va sira me hay khéng. Do vdy, phai than trong khi
diing thudc cho phu nir ¢6 thai va dang cho con bu.
Anh hwéng t6i kha niing lai xe va vsfl; Hanh may méc
Mot vai tac dung phu cua thude co thélﬁa;'y)rﬁh'u dau dau, chéng mit...Do do, cin than trong
khi lai xe va vdn hanh mdy méc.
Bio quén
Béo quén trong bao bi kin, noi kho rdo, thodng mét, tranh dnh sang, nhiét do dudi 30°C. Dung
dich thuc sau pha bio quan & nhiét d6 2-8°C.
Han ding
36 thang ké tir ngdy san xuit. Dung dich thudc sau pha ding trong vong khong qué 24 gid.
Khéng diing thubc khi qua han sir dung.
PE THUOC TRANH XA TAM TAY TRE EM.
Sdn xudt boi:
Hana Pharm. Co., Ltd.
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