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Rx Thudc bin theo dom. Vién nén bao phim Dloe 8.

Hip 6 vix 5 vitn nén bao plum.

Mdi vién nén bao phim chira Ondansetron bydrochloride dibydrate trong durmg i Ondansetron Bmg,

SBE- XO-X000GXX

Chi dinh, cich diing, chéng chi dinh, thiin trong, tic dyng phy va cic thang tin khic: xmdu’c trong té hudmg din sir dung,

56 16 8X, NSX, HD: xem "Batch No.”, “Mfg Date”, “Exp. Date” wén baa bi.

Bao quan & nhiét d¢ dudi 30°C

Dé xa thm tay tré em. Boe kI hirémg diin sir dyng frovée khi ditng.

Sén xudt tgi Téy Ban Nha béri: Laboratorios Lesvi, S L., Avda. Bacelane, 8¢ B 7% Sant Joan Despl (Barcelana), Spain
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= Each film coated tablet contains: Bateh No.:  XXXX
Ondansetron hydrochloride dihydrate Mig. g:w dd/mm/yyyy
equivalent to 8 mg of Ondansetron base. Exp. Date: dd/mm/yyyy
Manufactured by: Indication, contra-indication, administration, pr th
LABORATORIOS LESVI, 5.L. adverse effects and other information: see the package insert.
Avda. Barcelona, 69 Storage: Store below 30°C
{ 08970 Sant Joan Despi (Barcelona) Keep out of the reach of children.
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LABORATORIOS
Fecha / Date: | Especialidad / Product: Dosis / Strength: Presentacion / Pack size: Cod. art. / item code: | Cod. laetus /
28.07.2010 | Ondansetrén Domac 8 mg 500 comp. / tablets AA1061-01-1 £ codk:
Material / Material description: Medidas blister / Blister size: Plano y especificaciones/ Draft & specifications:

Lamina aluminio / Aluminium foil

55 x 36 mm

0104-V01

quqres de impresién / Cliente / Customer: Pais / Country: Ref. cliente / Customer material code:
Printing colours: Domac Espaiia / Spain -
WP 179
Proveedor / Suppiier: Software & version: | Fuentes/ Fonts: | Observaciones / Remarks:
IF lllustrator CS5 ITC Avant G. Lanzamiento / Launch
Dloe.
film coated tablet h
Ondansetron H

Via oral Lab, Doemac, S.L

Dloe 8

film coated tablet 8mg
Cndansetron

Via oral Lab. Domac, S.L.
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Dloe 8

film coated tablet 8mg
Ondansetron

Via oral Lab. Domac, S.L.
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Dloe 8

film coated tablet 8mg
Ondansetron

Via oral
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Dloe 8

film coated tablet Bmg
Ondansetron

Via oral Lab Domac, S.L.

Batch NoJ/ Exp. date

Lab. Demac, S.L.

AA 10614031
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Thudc nay chi dung theo don cua bdc sT.
Doc ky hudng dan sir dung truée khi ding.
Néu can thém thong tin xin héi Y kién ciia bdc si.

DLOE 8

Vién nén bao phim Ondansetron 8 mg

THANH PHAN

M3i vién nén bao phim chira:

Hoat chat: Ondansetron hydrochloride dihydrate trong duong 8 mg Ondansetron.

Td duoc: Lactose monohydrate, Cellulose vi tinh thé, Tinh bot tién Gelatin héa, Magnesium
stearate, Opadry white Y-1-7000

CAC PAC TINH DUQC LUC HQC
Ondansetron 1a chit dbi khang thu thé 5 - HT3 ¢6 chon loc cao. Co ché tac dung chinh xac
cua thudc trong viée kiém sodt nén chua dugc biét rd. Hoa trj lidu va xa tri c6 thé gay giai
| phéng SHT & rudt non va gy phan xa nén bémg cach hoat héa déy than kinh phé vi thong qua
thu thé SHT3. Ondansetron ¢6 tac dung trc ché su khoi dau phan xa nay. Hoat héa dax_t_han
kinh phé vi ciing c6 thé gay giai phong SHT trong ving postrema ¢ trén san no that IV va
lam thuc ddy ndn qua co ché trung tim. Nhu vdy, tac dung cia ondansetron trong didu tri
budn ndn va nén do héa tri lidu hodc xa tri ¢6 thé do dbi khang céac thu thé SHT3 trén day
than kinh & ca ngoai vi va hé than kinh trung uong.
Cac co ché chdng budn ndn va ndn sau phau thuat chua duoe biét 15, nhung c6 1& cling theo
co ché chéng ndn va budn ndén do nhidm doc té bao.
Thubc duge dung dé phong budn nén va ndn khi diéu tri ung thur bing hoa chit (dac biét
cisplatin) va non hodc budn ndn sau phiu thuit. Thubc c6 thé cling c6 hiéu qua trong ndn va
budn ndn gy ra boi chiéu xa. Thudc khong phai 1a chét (rc ché thu thé dopamin, nén khong
¢6 tac dung phu ngoai thap.

CAC PAC TiINH DUQC PONG HQC

Ondansetron hydrochloride dung dudng udng. Thude duge hap thu qua dudng tiéu héa va co
kha dung sinh hoc khoang 60%. Thé tich phan bd 1a 1,9 + 0,5 lit/kg; d6 thanh thai huyet
tuong 1a 0,35 + 0,16 lltfglm’kg & ngudi 1ém va c6 thé cao hon & tré em. Thanh thai huyét
twong trung binh giam & ngudi suy gan ngng (t6i 5 1an) va & ngudi suy gan trung binh hoac
nhe (2 lan). Thubc chuyen hoa thanh chét lién hop glucuronide va. sulpHate rbi bai tiét chu
yeu dudi dang chuyen héa qua phan va nudc tiéu; khoang duéj\lkogs\bél tiét & dang khong
ddi. Nira doi thai trir cha ondansetron khoang 3 - 4 gi¢ & nguoi bl !hucmg va tang lén &
nguoi suy gan va ngudi cao tudi (dén 9,2 gior khi c6 suy gan nhe hoac trung binh va kéo dai
dén khoang 20 glcr & ngudi suy gan ndng).

Thudc lién két véi protein huyét trong khoang 75%.

CHi PINH

Phong budn ndn va ndn do héa tri lidu ung thur (dic biét 14 cisplatin) khi ngudi bénh khang lai
hoic ¢6 nhiu tac dung phu vdi li¢u phap chéng ndn thong thuong.

Phong ndn va buon non do chiéu xa.

Phong ndn va budn ndn sau phau thuét.

Chi y: Nén ké don ondansetron cho nhimg ngudi bénh tré (tudi dudi 45), vi nhitng ngudi nay
dé ¢6 the ¢6 nhitng phan ung ngoai thap khi ding lleu cao metoclopramide/va khi ho phai
didu tri bang cac hoa chét gy ndn manh. Thudc nay van duge dung cho ngudi cao tudi.
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Khong nén ké don ondansetron cho nhiing truong hop diéu tri béang céc hoa chét ¢ kha ning
gdy non thap (nhu bleomycin, busulfan, cyclophosphamide liéu dudi 1000 mg, etoposide, 5 -
fluouracil, vinblastine, vincristine).

LIEU LUQNG VA CACH DUNG

Phong nén do héa tri liéu hodc xa tri:

Nguoi 16n: Kha néng gdy non cua céc hda tri liu thay d6i theo timg loai hoa chét va phu
thude vao lidu, vao s phbi hop didu tri va d6 nhay cam cia timg ngudi bénh. Do vdy, liéu
dung cta ondansetron tuy theo tirng cé thé, tir 8 - 32 mg/24 gio.

Diéu tri ¢4 thé nhu sau:

Liéu théng thuong: uéng 1 vién Dloe 8 tir 1 - 2 gid trude khi ding hoa chat hodc xa tri. Sau
do, cr 12 gior uong tiép 1 vién Dloe 8.

pé _phong ndn mudn hodc kéo dai, ngay sau dot xa tri 24 gid, c6 thé tiép tuc ubng 8 mg, ngay
2 14n cach nhau 4 gio, cho tdi 5 ngay sau 1 dot diéu tri.

béi vei ngudi bénh diéu tri hoa tri liéu gdy ndn nhiéu (thi du cisplatin lidu cao), can tiém
va/hodc truyén tinh mach trong 24 gid diu hoa trj liéu. Dé phong ndén mudn hoic kéo dai sau
24 gity dau, c6 thé tiép tuc udng 8 mg, 2 lénfngéy, trong 2 - 5 ngay.

Tré em 4 - 12 tudi: Trudce khi diéu tri hoa chat can dung dang tiém. Sau dé, cir 12 gid cho
uémg 4 'mg; trong t6i-da 5 ngay:

Hién ¢6 it thong tin vé liéu luong ddi vai tré 3 tudi trd xudng.

Nén va buén nén sau phdu thudt

Ngudi 16n: Dang lidu 16 mg, cho ubng mot gior trude khi gy mé.

Nguoi bénh suy gan: Liéu tbi da 8 mg/ngdy cho ngudi xo gan va bénh gan nang.

Ngudi cao tudi: Liéu luong khéng thay ddi, gibng nhu ngudi 1ém.

Nguoi suy thdan: Chua c6 nghién ciru dic biét.

CHONG CHI PINH \ ,
Qué man voéi ondansetron hodc cac thanh phan khac cua thudc.

CANH BAO PAC BIET VA THAN TRONG DAC BIET KHI SU DUNG

Nén dung ondansetron v&i muc dich du phong, khong dung voi muc dich diéu tri, vi thude
nay chi dung aé phong nén va budn nén chir khéng dung chira non.

Chi nén dung ondansetron trong 24 - 48 gi¢ déu khi diéu tri béng I;loa cl:/ét Nghién ctru cho
thdy thubc khong ting hiéu qua trong trudng hop phong ndn va bqnn&/n Xuét hién mudn.
Phai dung thén trong trong trudng hop nghi cé tic rudt va cho ngrécao tudi bi suy giam
chirc nang gan.

TUONG TAC THUOC

Tang doc tinh: Chuyén héa ondansetron bi thay ddi boi cc chét e ché cytocrom P450 nhu
cimetidin, alopurinol, disulfiram.

Giam tac dung: Ondansetron dugc chuyén hoa nh& hé men cytocrom P450 & gan, nén thanh
thai thudc va nira doi bi thay dbi khi ding ddng thoi véi tac nhan gdy cam tmg cytocrom
P450 nhu barbiturat, carbamazepin, rifampin, phenytoin va phenylbutazon.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phy nir c6 thai: Chua c6 thong tin thudc ¢6 qua nhau thai hay khong. Tuy nhién can thén
trong khi dung thude nay. s O

Ba me nudi con bu: Chua ¢6 théng tin vé viée sir dung thude cho ba me nubi con bu Tuy
vay, phai than trong khi dung thudc nay cho ngudi me dang nudi con bu.
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ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khong anh hudng 1€n kha néng lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

Thuong gap, ADR > 1/100: Than kinh trung wong: Pau dau, st, an than. Tiéu hoa: To bén,
ia chay.

It gap, 1/1000 < ADR < 1/100: Than kinh trung wong: Chéng mat. Tiéu héa: Co cimg bung,
kho miéng. Thén kinh - co - xuong: Yéu.

Hiém gdp, ADR < 1/1000: Toan than: Qua mén, sc phan vé. Tim mach: Nhip tim nhanh,
loan nhip, ha huyet ap. Trung wong: Dau dau nhe, con dong kinh. Da: Néi ban, ban xut
huyet Nbi tiét: Giam kali huyet Gan: Téang nhat tho ammotransfe/mse va bilirubin trong
huyet thanh. H6 hép: Co thit phé quan, thd ngén, thd kho khe Phan tng khéac: Pau nguc,
nac. ™\

Ghi chii: XIN THONG BAO CHO BAC ST CAC TAC DUNG'KHONG MONG MUON
GAP PHAI TRONG QUA TRINH SU' DUNG THUOC

SU DUNG QUA LIEU
Bieu tr1 Khong co thuoc dleu tri dic hiéu. Ngudi bénh cin duge theo doi va didu tri hd U‘Q’

TIEU CHQAN CHAT LUQNG
Nha san xuait

HAN DUNG ,
36 thang ke tr ngay san xuat . . N
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN
Béo quan & nhiét @6 dudi 30°C.

GIU THUOC XA TAM TAY CUA TRE EM /
TRINH BAY 4/

Hop 6 vi x 5 vién nén bao phim.

NHA SAN XUAT
Laboratorios Lesvi , S.L.
Avda. Barcelona, 69 08970 Sarg_:lgglnx_,lgispi (Barcelona), Tay Ban Nha.

PHO CUC TRUONG

e/}gtfyeﬁn Vin Chank
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