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Antiemetic agent

Yuhanonseran Tablet 4 mg

[Compaosition] per 1 1ablel Thanh phdn: M viér nén 13 trang méng choa
Ondznselron HC! {4mg as Ondansetran) Ondanselran hydrochloride
\rgrg duorg véi Cndansetron dmg

[Description)
Orally disinglegraling while round lablet Chi dinh, lidu diing vi cdch ding, chéng chi dinh:
XIn xem trén ta hvong din sik dung thy

[brretl calion]
Pravention and freaimenl of Nausez and Bao quén: Bio quan lrong ban bi kin & nhigt 4§

YUhanonseran vomiling caused by chemotherapy or dudd 30°C

radiatherzpy indusingoytoteicity.

Tab'et Prevertion and {raatment of Fostoperalive Béng gdi: Hip 3 vi x 4 vidn
4 nausea ard vomiling

¢ théng tin khdc xi ¥ hiromg din =ik
[8tarage] Slove infighl containars at Cde thiing tin khde xin xem 18 hirdmg di = ting,

lemperalure below 30°C Nha nhip khiu:
* Reler o the nzer paper far the camplete

intarmation lor Dogags, Administration, _DE XA TAM TAY TRE EM
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YUHANONSERAN TABLET 4MG

(Ondansetron hydrochloride)

THANH PHAN:

M&i vién nén ra trong miéng chira:

Hoat chat: Ondansetron hydrochloride 5mg twong dwong voi Ondansetron 4mg

Ta duwgce: D-Mannitol, Sodium Bicarbonate, Crospovidone, Aspartam, Strawberry
Powder Flavor, Colloidal Silicon Dioxide, Magnesium Trisilicate, Magnesium Stearate

DUQCT LYC HOC
Chét dbi khang chon loc vai thu thé serotonin 5-HT 3 ¢6 tac dung (rc ché thy thé
serotonin & dwéng tiéu hoa

DUQC BONG HOC

Thude hép thu tht qua dweéng tiéu hda. Sinh kha dung cida thudc 14 tir 48% dén 75%
va hap thu t6t hon néu co thirc &n. Néng 65 dinh trong huyét twong cho nam gidi la
24.1 dén 37 ng/mL (v&i liéu diing 8mg) va cho ni¥ gidi la 42,7 dén 52,4 ng/mL (voi
lidu dung 8mg). Lién két v&i Protein huyét twong tir 70% dén 76%. Thubc dwoc
chuyén hoéa chd ydu & gan bang phan (ng hydroxyl hoa, sau d6 lién hop véi
glucuronit hode suifat. CYP1A2, CYP2D8, CYP3A4 |a cac enzyme chinh cta gan
tham gia chuyen héa thude. Gan 5% lwong thude dwoce thai trir qua nwée tidu. Thei
gian ban thai & nam gioi tlr 2,1 dén 4,5 gi&r (voi lidu dung 8mg) va & nir gii 14 1,9

dén 6,2 gitr (voi lidu ding 8mg) \ﬁz

CHIi DINH
Budn nén va nén mira do xa tri hoac hoa tri liéu gay déc té bao trong digu tri ung thue.
Bubn nén va nén miva sau khi phdu thuat.

CHONG CHI D|NH )
Bénh nh&n bi man cam v&i bat clr thanh phan nae clia thubc.

LIEU LIPQNG VA CACH DUNG:

1. B6i v&i bénh nhan bj budn nén va non mira do xa tri hodic hoa tri liéu gay ddc té
bao trong diéu trj ung thw.

1) Ngudi lon

Mrc 36 ndn mira trong digu tri chéng ung thw phu thuéc vao liéu dung, thudc hoa tri
lidu dung két hgp va hinh thire xa tri. Liéu Ondansetron khuyén ding la 8-32mg/ngay.
D6i vei bénh nhan c6 mire 46 nén mira nhe khi didu tri ung the béng hoa tri liéu (vi
du: cyclophosphamide, doxorubicin, carboplatin) ho#ic xa tr, liéu Ondansetron
khuyén ding la 8mg trwde khi diéu tri ung thu 1-2 gi¢ va dung tlép mot liéu 8mg sau
khi didu tri ung thw 12 gi¢. B& ngan nglra ndn mira sau khi didu tri ung thuw, lidu
khuyén diing 8mg x 2 Kan/ngay, ding khéng qua 5 ngay.

P6i v&i bénh nh&n c6 mirc @6 nén mira nghiém trong khi didu tri ung thw bing hoa tri
liéu (vi du: cisplatin lidu cao), d& ngan nglra nén mira sau khi diéu tri ung thw, lidu
khuyén dlng la Bmg x 2 Iénlngéy, dling khéng gua 5 ngay.
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2) Tré em (= 2 tudi): 4mg x 2 lAn/ngay, didu tri véi thube khéng qua 5 ngay

3) Tré em dwdi 2 tudi

Chwa c6 nghién cru cy thé vé diéu tri budn nén va nén mira gay ra do héa tri liéu
hodc xa tri

4) Nguvi cao tudi (= trén 65 tudi): Lidu khuyén dung nhw déi vé&i nguwdi lén

5) Bénh nhan bj suy than: Dung lidu théng thwdng

6) Bénh nhéan bj suy gan: Khéng ding quéa 8mg méi ngay.

2. Budn non va nén mira sau phau thuat

1) D& ngén nglra budn ndn va ndn mira sau phau thuat nén ubng liéu 8mg trwéc khi
gay mé 1 gi®v, va bd sung lidu 8mg x 2 lan, clr 8 gior ding mét 1&n

2) Tré em (= 2 tudi): Nghién ciru vé didu tri va ngan ngira budn nén va noén mira
trirere va sau khi phau thuat van chwa dwoc xac dinh.

3) Tré em dwdi 2 tudi

Chwa ¢6 nghién ciru cy thé vé diéu tri budn nén va nén miva gdy ra do hoa trj liéu
hodc xa tri

4) Ngudi cao tubi (2 65 tudi): Lidu khuyén dung nhw doi véi ngudi Ien.

5) B&nh nhan bij suy than: Dung liéu théng thuéng

6) B&nh nhan bi suy gan: Khéng ding qua 8mg mdi ngay. !

TAC DUNG KHONG MONG MUON:

Quéa man: Triéu chirng phdat ban, ngtra, phdn (tng qua man nghiém trong bao gbm
phan (rng phan v&, va phan (rng qué man tc théi co thé xay ra, bénh nhan nén
duoc theo dai cAn than. Néu cac triéu chibng nay xay ra thi nén ngwng thudc va didu
tri bang phuwong phap thich hop khac.

Tgm {y - thén kinh: Doi khi dau dAu, nang dau, budn ngd, cdm thdy néng bung hodic
dau

Hé tiéu héa: Co thé xay ra tiéu chay va tao bon.

Tim mach: Déi khi dau ngwc, loan nhip tim, ha huyét &p, va nhip tim cham c¢é hedc
khéng co6 danh tréng ngwrc, tng huyét ap co thé xay ra.

Gan: Déi khi ting thoang qua AST, ALT, LDH, y-ALT, bilirubin téng,...).

Trudng hop khéac: Nhin me (hiém), néng lan tda, dd mit, s6t, va néc cut co thé xay
ra.

THAN TRONG:

Thudc cé chira chét lam ngot tdng hop, aspartame va dugc chuyén héa thanh
phenylalanine, do vy khuyén cdo bénh nhan bi Phenylketo niu cén kiém soat
legng phenylalanine dwa vao co thé.

Thudc c6 thé 1am thirc &n cham xudng rudt két, vi vay can theo doi cln than dbi voi
bénh nhan bj tAc nghén rudt sau khi diéu tri.

Thén trong khi dung cho bé&nh nhan bj viém gan ndng

TAC BDONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC:
Thubc khéng dnh hwdng dén kha nang lai xe hoéc st dung may moc
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TUWONG TAC THUOC

Thubc khéng géy ra twong tac dwgce déng hoe véi alcohol, temazepam, furosemide,
prepofol, or tramadol.

Do ondansetron dwec chuyén hoa béi cac enzyme chuyén hoa thude cytochrome P-
450 (CYP3A4, CYP2D6, CYP1A2), nén cac enzyme nay co thé lam thay déi do
thanh thai va th&i gian ban théi cda Ondansetron.

Phenytoin, Carbamazepine, and Rifampicin: Bdi v&i cac bénh nhan diéu tri v&i cac
thuéc chuyén héa béi enzyme CYP3A4 (vi du: phenytoin, carbamazepine, va
rifampicin) thi @ thanh thai clla Cndansetron bi ting dang ké.

FHY NIF €O THAI VA CHO CON BU

Chuwa ¢é bao céc vé mirc @5 an toan doi véi phy nik co thai. Nhirng nghién clru thir
nghiém trén ddng vat cho thdy thubc khéng anh hwéng dén sip phat trién cha phoi
thai trong giai dean mang thai, ciing nhw tang trvdng tredc va sau khi sinh. Tuy
nhién, nhirng ngh|en clru nay chwa hén 1a dw dodn trudc dap (rng & ngudr véi thude,
boi vay phu ni» c6 thai khéng nén si¥ dung thuéc trong sudt thei ky mang thai giéng
nhw nhirng thude khac.

Da cb bao cao vé thude duoc bai tiét vao siva. Do dé, khang nén ding thube trong
théi ky cho con bu. y

QUA LIEU

Ba c6 nhitng bao cao vé rdi loan thi gidc, tao bon niing, ha huyét dp va hai ching
ngét xiu cling v&i con dau tim cap dd 2 khi diing qua liéu ondansetron. Vi chwa cb
thubc dac tri ngd déc khi sk dung qua lidu do vay bénh nhan nén co phwong phap
didu tri thich hop.

QUI CACH BONG GOI: Hop 3 vi x 4 vign

BAO QUAN: Bao quan trong bao bi kin & nhiét dé dwei 30°C
HAN DUNG: 24 thang k& tir ngay san xuét

Doc ky hwéng dén st dung trivde khi dang

Néu can thém théng tin xin hoi y kién cia thdy thube
Thdng bao cho bac sy nhivng téc dung khéng mong muén gap phai khi ding

thube.

Khong ding thube qué han st dung i 7

Thuéc nay chi dung theo don cia thay thudce %( [ /{ Afgg{

Dé xa tdm véi cha tré em ¥,° S e
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NHA SAN XUAT: Nouyin Von hank
YUHAN CORPORATION
Bia chi: 807-1, Yangcheong-ri, Ochang-eup, Cheongwon-gun, Chungbuk, Korea

A7 i~

@ YUHAN CORPORATION
i i v
£ iy



