Rx
ONDANSETRON 4mg/2ml

Tén thuéc: ONDANSETRON 4mg/2ml

e Thudc nay chi ding theo don thudc

e Doc k§ huéng dén st dung trude khi ding thude

o Thong béo cho béc s§ vé tinh trang stc khoe, thé trang:
tién sir bénh, tién sir di (g thudc, cdc bénh dang didu trj, c6
thai hodc cho con bu.

e D& xa tim tay tré em

Thanh phén:
Thanh phcfn dwoc chat:

Ondansetron (dang ondansetron hydroclorid dihydrat): ..... 4 mg.
Thanh phan ta dugc:

Té dugc (natri clorid, acid citric monohydrat, natri citrat dihydrat, methyl
paraben, propyl paraben, natri hydroxyd, acid clohydric, nudc ct pha tiém)
......................................................................... viradu 2 ml.
Dang bao ché: Dung dich tiém
M5 ta: Dung dich thudc tiém vé khuin déng trong éng thuy tinh kin. Dung
dich ché pham trong, khdng mau hoic mau vang nhat.
pH:3,3-4,0
Chi dinh:

Nguoilom: ‘ i

Phong nén va budn nén do diéu tri ung thu be"mg hoa tri liéu (dac biét 1a b%mg
cisplatin) .

Phong n6n va budn ndn do xa tri.

Phong ndn va budn non sau phiu thuit.

Tréem: : i

Phong n6n va budn ndn do héa tri ligu & tré em > 6 thang tudi. i

Phong, diéu tri ndn va bu6én n6n sau phau thuét & tré em > 1 théng tudi.

Chuy: ) _ :

+ Nén ké don cho nhitng ngudi bénh tré (tudi dudi 45) vi dé c6 the ¢ nhitng
phan img ngoai thap khi dung liéu cao metoclopramid va khi di€u trj bang cac
héa chét gay nén manh. Thue nay van dugc ding cho ngudi cao tudi. ’
+ Khéng dung ondansetron trong cac truomg hop di€u tri bang nhitng héa chat
giy ndn thip (nhu bleomycin, busulfan, cyclophosphamid lidu dudi 1000
mg, etoposid, 5-fluorouracil, vinbrastin va vincristin)

Liéu diing, c4ch dung: i

Puomg ding: tiém bap, tiém tinh mach, tiém truyén tinh mach.

Liéu diing:

- Phong nén do hda trj ligu hodc xa tri: Kha néng gy non cua céc héa trj ligu
thay dbi theo timg loai héa chét va phy thudc vao lidu, vao sy phéi hop diéu tri
va d6 nhay cam clia timg nguoi bgnh. Do vy, liéu ding cia ondansetron tily
theo timg cé thé, tir 8 - 32mg/24 gio.

+ Khong tiém tinh mach liéu duy nhét trén 16 mg.

+Nguoi 16n va tré em tir 12 tudi tro 1én:

Tiém tinh mach chdm ngay truéc khi bét ddu ding hoa chét hoic xa trj mot
liéu 8 mg. Sau do, ctr 12 gitrudng tiép 8 mg cho t6i 1 - 2 ngdy sau khi diéu tri.
C6 thé tiém tinh mach c4c lidu nhy sau: ‘

0,15 mg/kg x 3 lan/ngdy. Tiém truéc khi bit dau diéu tri 30 phit; hogc 0,45
mg/kg, 1 lan/ngay (t0i da khong qué 16 mg/lan). Truong hop dicu tri hda tri
liu gay nén nhiéu (thi dy cisplatin liducao)

+Tréem4 - 11 tudi (khong dung thube tiém tron san cho tré em):

C6 thé tiém tinh mach cham 0,15 mg/kg/lan tru6c khi bat dau trj liu 30 phat,
nhic lai sau 4 va 8 gid; hojic tiém mot liéu duy nhat 0,45 mg/kg/ngdy (t0i da
khong qua 16 mg/lan). ,
Cﬁﬂ% ¢6 thé truyén tinh mach (trong vong it nhét 15 phat) S mg/m’ (t0i da 8
mg/ldn) ngay trude khi diéu trj, sau d6 ding thudc udng (bat dau uong sau khi
truyén 12 gity, 4 mg/lan, cich nhau 12 gio, tbi da 32 mg/ngay, kéo dai t{n da$s
ngdy); hogc 0,15 mg/kg ngay trude khi diéu trj (t6i da 8 mg/lan); nhic lai saud
va 8 gid, sau 6 ding thudc uéng (bt ddu udng sau khi truyén 12 gio, 4
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mg/lan, cach nhau 12 8io, t01 da 32 mg/ngay, kéo dai t6i da 5 ngay).
+Tré em tir 6 thang dén 3 tudi:
Tré ning trén 10 kg: Ding nhur tré tir4 dén 11 tudi.
Tré nang dudi 10 kg: Tiém tinh mach chdm trudc khi bt dAu tri liéu 30 phut
hoac truyen tinh mach (trong vong it nhét 15 phiit) ngay trudce khi dxeu tri0,15
mg/kg (tbida8 mg/lan) nhic lai sau 4 va 8 gio, sau dé dung thudc uong (cr12
gid udng 1 1dn, mdi 14n 2 mg cho tdi 5 ngay sau diéu tri (lidu ti da 32
mg/ngay).
-N6n va budn nén sau phiu thuat:
+Ngudi 16n: Dung liéu don 4 mg, tiém bip hoic tinh mach chdm vao khoang
30 phut trudce khi két thiic gy mé.
+Tré em (trén 2 tudi): 0,1 mg/kg, t6i da 4 mg, tiém tinh mach chdm (trong it
nhét 30 gidy) trudc, trong hoic sau khi gay mé.
- Ngudi bénh suy gan: Giam lidu (liéu t6i da 8 mg/ngay) cho ngudi suy gan
vira va ndng.
- Ngudi cao tudi: Liéu lugng khong thay d6i, giéng nhu ngudi 16n.
- Ngudi suy thén: Khéng can dleu chinh liéu. Chua cé nghlen ctru vé viée
ding tiép ondansetron sau ngay dAu tién & d6i tugng nay.
Cach pha thubc dé tiém truyén tinh mach:
- Thudc tiém ondansetron dugc pha lodng trong 50 ml dextrose 5% hodc
natri clorid 0,9% va 1ruyen tinh mach trong 15 phut.
- Nhing dung dich c6 thé dung & pha loang thudc: Natri clorid 0,9%, dich
truyén glucose 5%, dich truyén manitol 10%, dich truyén Ringer va dich
truyén kali clorid 0,3% .
- Chi pha thudc ngay trudc khi truyén, dam bao v6 khuén va nén bao quan
thuoc d2 pha truéce khi truyén & 2 - 8°C trong vong khong qué 24 gid.
Chong chi dinh:
- Sirdung ddng thoi véi apomorphin

- Qua man véi ondansetron, thudc d6i khang chon loc thu thé 5 — HT, khéc,
hodc bét ky thanh phan nao cia thude.
Cénh b4o va than trong khi ding thudc:
- Nén dung ondansetron Vi muc dich dy phong, khong dung véi myc dich
diéu tri, vi thubc nay chi ding dé phong nén va budn nén chir khéng diung
chitanon.
- Chi nén dung ondansetron trong 24 - 48 gi¢ déu khi didu tri bing hoa chit.
Nghién ctru cho thdy thude khong ting hiéu qua trong trudmg hop phong nén
va budn ndn xuét hién mudn,
- Ondansetron khong gy kich thich nhu dng rudt hay da day.
Phai ding than trong trong cac truémg hqp sau:
- Ngh1 c6 tic rudt do c6 thé che gidu sir tién trién bénh.
- Dj (g véi c4c thude dbi khéng 5-HT3 khéc (44 timg ghi nhan c6 trudong hop
bi phan g chéo).
- H6i chiing QT dai bam sinh hogc cc yéu t nguy co kéo dai QT khéc (nhu
dung cac thubc gay kéo dai khoang QT, r61 loan di¢n giai va phc‘n hop diéu tri
cung voi céc thube anthracyclm) Céc chit d6i khang 5-HT3 gay kéo dai (phy
thudc liéu ding) mét 86 khoang cua dién tdm d6 (ECG) nhu PR, QRS,
QT/QTc, JT. Diéu nay thudng xdy ra sau khi tiém tinh mach 1 - 2 gi¢. Khi st
dung cung véi céac thuoc gay kéo dai QT (nhu céc thudc chéng loan nhip
nhém I va III) thi c6 thé xay ra xo#n dinh Céc thube khéng 5-HT3 dang tiém
anh huong dén cac khodng cua ECG nhiéu honla dang uodng.
- R01 loan chirc néng gan do d§ thanh thai gidm va nira doi ctia thude tang khi
rdi loan chirc néng gan. Truéng hop néng (Child-Pugh loai C) nén dung lidu
khuyén céo cho doi tugng nay,
- Thubc tiém ondansetron 4mg/2ml c6 chira khoang 6,65 mg natri (tuong
duong 0,29 mmol) trén mét don vj lidu, nén thin trong khi sir dung cho bénh
nhén cé ché 46 &n cin kiém so4t natri.
Sirdyng cho phy nirc6 thai va cho con ba:

Thoi ky mang thai :

Chua c6 thdng tin thude qua dugc nhau thai hay khéng. Chi dung trong
truomg hop higu qua vuet trji nguy co (truong hop nghén niing, céc thude
khac khdng c6 tdc dung).

Thoiky cho con b ;

Nghién ciru trén ddng vat cho thdy thubc bai tiét véo sita, vi vy tranh dung
trén ngudi me cho con b,



ONDANSETRON 4mg/2mi

Anh huéng ciia thudc 18n kha niing 14i xe va vin hanh may méc:

Thude khong ¢ hoiic anh hudong khong déng ké 1én kha nang l4i xe va van
hanh may moc.

Tuwong téc, twong ky, cia thudc:
* Twong tac thuée

Thudce kéo dai khoang QT, géy r6i loan dién gidi: Ding cung ondansetron
lam ting nguy co kéo dai khoang QT.

Thudc gdy doc tim (cac anthracyclin (d0x0rublcm daunorubwm) hodc
trastuzumab), khang sinh (erythromycm) thuéc chong nam (ketoconazol),
thude chéng loan nhlp ((amiodaron) va chen beta (atenolol, timolol): Duing
cung ondansetron c6 thé 1am ting nguy co lam nhip.

Thubc tac dung trén thu thé serotonerglc (SSRI, SNRI): Phéi hop
ondansetron va céc thube nay c6 bao céo bénh nhan méc hoi ching serotonin.

Apomorphm Chéng chi dinh phéi hop véi ondansetron do tut huyét 4p va
méty thirc.

Phenytoin, carbamazepin, rifampicin:_ O cac bénh nhan diéu trj voi thude
cam Ung enzym gan nhu thudc nay, chuyén héa thuéc ding dudng ubng ting
1én, ndng d6 thudc trong méu giam.

Tramadol: Dt liéu tir cic nghién ciru nho cho théy ondansetron c6 thé lam
giam hiéu qua giam dau cua tramadol.

*Twong tac thube:

Dung dich tiém truyén tinh mach twong thich 1a: NaCl 0,9%; Glucose 5%;
Mannitol 10%; Ringer, Kali clorid 0,3%.

Céc thubc c6 thé dung cling trén nhanh kia cta dy truyén: Cisplatin,
carboplatin, etop051d ceftazidim, cyclophosphamxd doxorubicin,
dexamethason va riéng S-fluorouracil t6i nong d¢ 0,8 mg/ml. Néu dung
fluorouracil & nong d6 cao hon, c6 thé géy tua. Khong nén trdn ondansetron
v6i dung dich ma chua xéc dinh dwoc kha nang twong hop. Dic biét, dung
dich kiém c6 thé gy tia.
T4c dung khéng mong mudn (ADR):
- Rét thuong gdp (ADR>1/10):

Pau dau.
- Thuong gap (1/100<ADR < 1/10):

Cam gidc ndng.

Téobon.

Phan (mg tai chd tiém.

-Ttgap (1/1000 <ADR < 1/100):

Chéng mit, ri loan véan dong (bao gom phan (mg ngoai thép, rdi loan
truong lyc co, khing hoang than kinh, rdi loan van dong).

Loan nhip, dau 1 ngye c6 hodc khong ¢ ST chénh 1én, nhjp tim chdm.

Ha huyét 4p, nic cut.

- Hiém gap (1/1 0000 <ADR <1/1000):

Phan (g qué mén, d6i lic sbc phan vé.

Kéodaikhoang QT.

Chéng mét khi tiém tinh mach nhanh.

R01 loan thj lyc thodng qua (nhin mo), chu yéu trong tiém tinh mach.

- Rat htem gap (ADR < 1/1 0000)
Mt thj Iy thoang qua, chii yéu trong tiém tinh mach,

Théng bdo cho bdc sy nhitng tdc dung khong mong mudn gdp phii

khi sir dung thubc
Huéng din cich xir tri ADR:
Giam liéu thubc véi cac tac dung phy nhe va vira, dimg thude néu c6 phan
ung di tng.
Qua4 lidu va cach xirtri:
Triéu chimg: Réi loan thj lyc, to bén nghiém trong, tut huyét 4p, huyét
khoi tinh mach tho4ng qua.

Tré em c6 triéu chimg clia hdi chimg serotonin.



Xk tri: N
-Khong c6 thudc giai doc dic hi¢u. Piéu trj ri¢u chimg va didu tri hd tro.
- Khéng nén str dung ipecacuanha dé diéu tri qua licu o‘ndansetron, vi bénh
nhan khong c6 kha nang dap (mg do tac dung chong nén cua chinh

ondansetron.
Duwrgre lyc hoe: ) '
Nhém dwoe ly: Thude khéng thy thé serotonin 5-HT,.

MaATC:AOAAAQL. , ,
Ondansetron 13 chét ddi khéang chon loc thu thé 5-HT,. Co ché chinh xéac

chéng non khong biét rd. Céc tac nhén héa tri liéu hogc xa tri c6 thé din dén
giai phong serotonin (5-HT) ¢ ruét non va gdy phan xa non bang cach hoat
hoéa day than kinh phé vi thong qua thy thé 5-HT,. Ondansetron (rc ché thu thé
nay din téi ché su khai dau phan xa non. Tuong tu nhu véy: Hoat hoa day
than kinh phé vi ciing c6 thé gdy giai phong 5-HT trong ving kich thich thu
thé hoa hoc & san ndo that IV va gdy nén qua co ché trung tim nén phéan xa nay
ciing bj ondansetron trc ché do tac dung trc ché thy thé & san ndo that IV.
Céc co ché chdng budn nén vandn sau phau thudt chwa dugc biét rd, nhung
¢6 18 ciing theo co ché chdng ndn va budn nén do nhiém dge té bao.
Ondansetron khong phai 1a chét trc ché thu thé dopamin nén khong c6 tac
dung phu ngoai thap.
Dugcdjnghoc: )
- Hap thu: Tiém truyén tinh mach 4 mg ondansetron sau 5 phut dat nong do
dinh khoang 65ng/ml. Sau khi tiém bép ondansetron, nong 6 dinh dat dugc
25 ng/ml trong vong 10 phut sau khi tiém.
- Phéan bé: Thé tich phan bb & nguoi 16n 12 2,2-2,5 lit/kg, ¢ tré em 1a 1,7-3,7
lit/kg; 70-75% lugng thudc trong hyyét tuong lién két véi protein.
- Chuyén héa: Thude dugc chuyén hoa chu yéu & gan dudi tac dung cua
isoenzym cytochrom P450 ma cha yéu 1a CYP3A4, ngoai ra con c6 CYP1A2
va CYP2D6. Phan (mg chu yéu 14 hydroxyl hoa rdi lién hop glucuronid hodc
sulfat, va c6 thé khir methyl hoa. ,
- Thai trir : Thue durgc thai trix chu yéu (44-60%) dudi dang chuyén héa qua
nuéce tiéu, 25% qua phén, dudi 5% qua nudc tiéu dudi dang khong doi. Bo
thanh thai huyét twong 14 0,35+0,16 1it/gio/kg & ngudi 16n va c6 thé cao hon &
tré em.
Duege dpng hoc trén cdc déi twgng ddc biét:
- S ni¥ gi6i i 1é va mirc 49 hp thu cao hon khi ding dudng uéng, d thanh thai
toan thén va thé tich phan b6 gidm so véi nam gii,
-Tréem (1 thang tudi dén 17 tudi):
+1-4 thang tudi: do thanh thai chuan hda theo cén niing giam 30% so vdi tré tir
5-24 thang tudi. Thoi gian béan thai trung binh ¢ tré 1-4 thang tudi 1 6,7 gio,
tré 5-24 thang tudi va 3-12 tu6ila 2,9 gio.
+ 3-12 tudi: d¢ thanh thai toan than va thé tich phin b giam so véi ngudi
truong thanh, tuyén tinh vdi trong lugng co the.
-Nguoi gia: giam nhe d thanh thai toan than va ting thoi gian ban thai.
- Ngudi suy than: do thanh thai toan than va thé tich phan b6 déu giam
- Ngudi suy gan: do thanh thai toan than gidm & ngudi suy gan ning (2-3 lan),
thoi gian ban thai kéo dai (15-32 gio)
Quy cach déng gbi: Hop 10 dngx 2ml
Béo quan: Noi kho, tranh 4nh séng, nhiét do dudi 30°C,
Han diing: 24 théng ké tir ngay san Xuét
Tiéu chuin: Tiéu chuén coso.

NEU CAN THEM THONG TIN
XIN HOI Y KIEN BAC SY HOAC DUQC SY

MD PHARCO
Co s& san xuét: Cong ty cd phin duge phim Minh Dén
Dija chi: Ld N8 - DPuong N5 - KCN Hoa X4 - Phuong My X4
- TP Nam Djnh - Tinh Nam Djnh - Vi¢t Nam
Di¢n thogi: (+84)228.3671086 Fax: (+84)228.3671113
Email: duocpham.minhdan@gmail.com




