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(CETE

ACL - 325 mg paracetamol)

s TINKETOA

.« PHAN:

Mai vién nén ULTRACET chia 37,5 mg tramadol hydrochloride va 325 mg
paracetamol.

CHI DINH:
Uttracet chi dugc chi dinh diéu tri cic con dau tlrtrung binh dén nang.

LIEU DUNG VA CACH DUNG:
« Nguoi I6n va tré I6n trén 12 tudi liéu t6i da 1 dén 2 vién mdi 4 dén 6 gidkhi can
giam dau, cd thé Ién dén 8 vién mdi ngay.
- Khdng diing cho tré em dudi 12 tudi.
- Udng Ultracet khong bi anh huGing béi thiic an.

CHONG CHi DINH:
Cac bénh nhan nhay cdm vdi tramadol, paracetamol va cac thanh phan
khdc ctia thudc. ULTRACET khdng dugc ding cho bénh nhan bi ngd dac
cap do rugu, thudc ngd, chat ma tdy, thudc giam dau than kinh trung
wong, thudc Opioid va thudc hudng than.

THAN TRONG:

- Than trong khi st dung ULTRACET vi ¢6 thé lam tang nguy co co gidt khi diing
dong thoi tramadol véi cac thu6c SSRI ( tic ché tai hap thu serotonin), TCA (cac
thudc chdng tram cdm 3vong), cac Opioid, IMAO, thudc an than hay cacthudc
lam gidm ngudng co giat; hay trén cac bénh nhan bi dong kinh, bénh nhén ¢
tién st co giat hay c6 nguy cd co git.

« Viéc duing Naloxone trong x{ Iy qud liéu Tramadol ¢4 thé gay tang nquy co co
giat.

- Than trong khi st dung ULTRACET vi c6 nquy cg gdy suy ho hap trén nhiing
bénh nhan c6 nguy ca suy ho hap; diing liéu cao tramadol véi thudc té, thudc
mé, ruou.

« Théan trong khi st dung ULTRACET dong thai vi céc thudc tc ché hé TKTU nhu
rugu, Opiod, thudc té, thudc mé, thudc ngli va thudcan than.

- Than trong khi st dung ULTRACET cho cac bénh nhan bi tang ap luc ndi so hay
chan thuong dau.

« Khong nén diing ULTRACET vdi cac bénh nhan c6 tién st man cdm vdi codein
va cac opioid khac.

«Khdng nén st dung cho cdc bénh nhan nghién thudc phién vi c6 thé
gay tai nghién.

« Than trong khi st dung ULTRACET cho cac bénh nhan nghién ruou man tinh vi
¢0 nguy cd gay doc tinh trén gan.

« Thén trong khi st dung ULTRACET ma ngung thudc dot ngdt vi co thé xay ra
triéu chiing ngung thudc: hoang sg, lo Iang thai qua, do gidc, di cam, U taiva
cactriéu chiing bat thuong cia hé TKTW (rat hiém). Kinh nghiém cho thay cac
triéu chiing ngung thudc cd thé gidm di béng cach giam liéu tir t.

« Hét sdic than trong khi dung chung ULTRACET véi cac thudc nhém (ic ché MAO,
thudc nhom Gc ché tai chon loc hép thu serotonin (SSRI) vi tdng nguy co xdy
ratdc dung ngoai y gom chiing co giat va hdi chiing serotonin.

« V6i nhitng bénh nhan c6 do thanh thai creatinin dudi 30ml/phit duoc khuyén
cdo liéu dung khong qua 2 vién cho moi 12 gio.

« Khdng nén ding cho bénh nhan suy gan nang.

«Khong dung qua liéu chi dinh. Khong diing vGi cac thudc khéc chia
paracetamol hay tramadol.

«Bacsican canh bdo bénh nhan vé cac dau hiéu cla phan (ng trén da
nghiémtrong nhu hoi chiing Steven-Johnson (SJS), hi ching hoai tir
da nhiém doc (TEN) hay hdi chiing Lyell, héi chiing ngoai ban mun
mi toan than cap tinh (AGEP).

« Khi phat hién nhitng ddu hiéu phat ban trén da dau tién hodc bat ky
d&u hiéu phan tng qua méan nao khac, bénh nhan can phai ngung st
dung thudc

Tailiéu tham khdo:
1. Huéng dan st dung

Tai liéu théng tin cho cén bo y té

TUGNG TAC THUGC:

- Khi dung chung vdi cac thudc IMAQ, cac thudc tc ché téi hdp thu serotonin va
cacthudc tac dung 18n TKTU twong tac thudc ¢ xay ra (xem than trong).

- Khi duing chung véi carbamazepine sé ting dang ké su chuyén héa tramadol ,
do d6 tac dung giam dau cla tramadol trong Ultracet cd thé bi giam.

« Khi duing chung vdi quinidine cd thé lam tang ham lugng cia tramadol, két
qua 1dm sang ctia twong tac nay khong ra.

« Khi diing v6i cac chat thudc nhom warfarin c6 thé géy tdng chi s6 INR nén vé
nguyén tac phai dinh ky danh gid thoi gian dong méau ngoai lai.

« Dung chung vGi cac tic ché CYP2D6 nhu fluoxetine, paroxetine va amitripty-
line cd thé Iam han ché su chuyén hoa tramadol.

PHU NU CO THAI VA CHO CON BU:
« Phu nif ¢é thai: Tramadol qua nhau thai. Khéng nén dling cho phu nir ¢d thai.
« Phu nit cho con bi: Khdng nén diing cho phu nif cho con b.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

« ULTRACET ¢4 thé lam gidm kha nang tuduy hay thé luc can thiét cho nhiing
viéc nguy hiém nhu 1i xe hay van hanh méay moc.

TAC DUNG NGOAI Y: ~

- Thuéng gap: buon ndn, hoa mat chéng mat, budn ngd.

- [t thwang gap: suy nhugc, mét méi, xtic dong manh, dau dau, ring minh,
dau bung, tao bon, tiéu chdy, kho tiéu, day hoi, khd miéng, non, chan an, lo
lang, nhdm lan, kich thich, mat ngt, bon chdn, ngia, phat ban, tang tiét mé
hoi.

- Hiém gép dau nguc, rét run, ngat, hoi chiing cai thudc, tang huyét ap, tang
huyét ap trdm trong, tut huyét ap, mét théng bang, co g|at cang cd, dau ntia
dau, dau nlfa dau tram trong, co ca khdng tu cht, di cdm, ngan ngo, chéng
mat, khd nuét, phan den do xuat huyét tiéu hoa, phu ludi, U tai, loan nhip tim,
danh trong nguc, mach nhanh, cac xét nghiém vé gan bat thudng, giam can,
hay quén, mét y thic, trdm cam, lam dung thudc, tam trang bét dn, do giac,
bét luc, & mdng, ¢ nhitng ¥ tudng di thudng, thi€u mau, khd thd, albumin
niéu, r6i loan tiéu tién, nudc tiéu it, bitiéu, tm nhin khdng binh thutng.

- Cactac dung ngoai y khac ctia tramadol trudc giai doan thir nghiém
lam sang va sau khi lvu hanh trén thi trmmg ha huyét ap thé ding, Géc
phan tng di ng gom phan Lrng phan vé, ndi mé day, hdi ching Stevéns‘
Johnson), r6i loan nhén thiic, mudn tu sat va viém gan. Cac bat thutng vé xet
nghiém dugc bdo cdo la creatmmetang cao. Khi diing chung tramadol véi c&
chat tac dong dén serotonin nhu cac thudc tGc ché chon loc tai hap L
serotonin va thudc tic ché MAQ, cd thé xay ra hi chiing serotonin (st, Ki
thich, run ray, cangthang, lo du). Viéc theo d6i glam sat tramadol sau

hanh chothay rat hiém khi lam thay d6i tac dung cta warfarin, ké ca tang thai -

gian dong mdu. Hiém gap: mé sang, co dong t(, gian dong t, rdi loan ngdn
ngi, réi loan van dong.

- Cac tac dung ngoai y khac ciia paracetamol trudc giai doan thi
nghiém lam sang va sau khi lvu hanh trén thi trugng: phan tng di ting
(phat ban trén da) hodc qua man gay ra bdi paracetamol la hiém gap va han
ché dugc bang cach ngimg dung thudc va trudng hop can thiét thi diéu tri
triéu chling. Mot s6 bao cdo cho thdy paracetamol ¢ thé gay nén tinh trang
r6i loan dong méau do thiéu prothrombin khi dung chung véi thuéc nhom
warfarin. Trong nhitng nghién ctiu khac, thoi gian dong méu khong thay ddi.

Doc ky hudng dan sir dung trudc khi ding
Déxa tam tay tré em

DANG TRINH BAY: Hop 3 vi. Mi vi 10 vién nén.
HAN DUNG: 3 ndm. ”
BAO QUAN: Khong qua 30°C trong bao bi géc.
San xuat béi: Janssen Korea Ltd, 45, Jeyakgongdan 2-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea. ¥
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