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MAU TOA HUGNG DAN
T& huéng din sit dung thube
Rx: Thudc bdn theo don DIANFAGIC
THANH PHAN: Cho mdt don vi déng géi nho nhit.

Paracetamol 325 mg
Tramadol hydrochloride 37,5 mg
Tinh bt 51,6 mg
Lactose 102,5 mg
Mau xanh patente 0,03 mg
PVP 11,2 mg
Eragel 16,8 mg
Talc 11,2 mg
Magnesi stearat 4,2 mg
Nudc tinh khiét 0,1 ml
DUQC LUC HQC:

- Paracetamol 12 chat chuyén ho4 c6 hoat tinh ciia phenacetin, 12 thudc gidm dau ha s6t
hitu hi€u. Paracetamol tic dong lén viing dudi ddi gdy ha nhiét, tod nhiét ting do gidn mach va
tang luu lugng mdu ngoai bién.

- V6i liéu diéu tri, Paracetamol chi tdc déng dé€n cyclooyxygenase/prostaglandin clia hé
than kinh trung wong, it tdc dong dén hé tim mach va h6 hp, khong lam thay déi can bing acid —
base, khong gdy kich ing, xudc hodc chdy mdu da day

- Tramadol hydrochloride 12 thudc gidm dau t6ng hgp loai opioid ¢6 tdc dung gidm dau
theo cd ch€ trung wong va c6 thé gy nghién nhw morphin. Thudc va chat chuyén héa o-
desmethyltramadol (M1) ciia tramadol hydrochloride gin vao thu thé p clia ndron thdn kinh va
lam gidm sy tdi nhdp norepinephrin va serotonin vao t& bio nén c6 tdc dung gidm dau.

- Tdc dung gidm dau xudt hién sau khi ding thudc 1 gid va dat tdc dung t5i da sau 2 - 3
gid. Khdc v6i morphin, tramadol hydrochloride khong gy gidi ph6ng histamin, khong dnh hudng
dén tn s6 tim va chifc nang that trdi va & lidu diéu tri tramadol hydrochloride it c ch& ho hap
hon morphin.

DUQC PONG HQC:

- Paracetamol dugc hdp thu nhanh chéng va hiu nhy hoan toan qua dudng tiéu héa. Nong
d6 dinh trong huyét twong dat trong vong 30 — 60 phiit sau khi u6ng vdi liéu diéu tri.

- Paracetamol phdn b nhanh va déng déu trong phin 16n cdc mé clia cd thé. Khodng
25% paracetamol trong mau k&t hop véi protein huyét twong.

- Tramadol hydrochloride hdp thu t6t qua dudng tiéu héa nhung c6 sy chuyén héa 14n diu
qua gan manh nén sinh kha dung tuyét dGi clia thudc chi dat 75%. Thdi gian dat ndng d6 t5i da
trong mdu khdc nhau giita tramadol hydrochloride va chat chuyén héa. Tramadol hydrochloride
c6 ndng d¢ t6i da trong m4u sau khi ding 2 gid, con sdn ph&m chuyén héa M1 1a 3 gid.

- Thude dugc théi trir chil y&u qua thdn 90% va 10%qua phén, dudi dang chua chuyén héa
chiém ti 1¢ 30% va da chuyén héa 1a 60%. Thudc di qua nhau thai va sita me. Nita ddi thai trir
clia tramadol hydrochloride 12 6,3 gi¥ con clia M1 12 7,4 gid.

CHI PINH:

- Gidm dau trong cdc trudng hgp dau ning hoic trung binh.

- Nhitng trudng hop dau khi ¢6 chéng chi dinh hodc ding cdc thudc gidm dau khédc khong
¢6 hiéu qud.
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CACH DUNG - LIEU DUNG:

Liéu lugng va s6 ldn ding thudc phu thudc vao tinh trang dau cip ti
nhung t6t nhat 13 thdi gian t6i da khong qud 7 ngay cho mot dot diéu tri.

i['\ .
- Ngudi 16n va tré em trén 15 tdi: Udng 1 — 2 vién/ 14n, cdch 4 — 6 gu’i)‘%h .
mot ngay khéng qua 400mg tramadol hydrochloride. NIWau
*P36i v4i bénh nhan suy gidm chic ning thin:

- Né&u d0 thanh thdi creatinin < 30 ml/phiit: Khodng cdch giia 2 14n ding thudc 12 12 gidy
va t6ng liéu khong vugt qua 200 mg/ngay

- Né&u d6 thanh théi creatinin < 10 ml/phiit: Khéng dudc ding Tramadol

*P0i v6i bénh nhan suy gidm chifc ning gan nang: Liéu mot 14n 50 mg, cdch 12 gid/lan.
CHONG CHI PINH :

- Qud mén véi thudc hoic opioid.

- Ngd doc cip hodc ding qué liéu cdc thudc e ché thin kinh trung wong nhu: Rugu,
thudc ngi, thudc gidm dau trung wong, cdc opioid hodc cdc thudc diéu tri tim than.

- Ngudi dang ding thudc e ch€ IMAO hodc mdi ding (nging thudc chua dén 15 ngay).

- Suy h6 hip niing, suy gan ning, tré em dudi 15 tudi, phu nit dang cho con bd.

- POng kinh chua ki€m sodt dugc bing diéu tri. Nghién opioid.

TUONG TAC THUOC:

- Carbamazepin: 1am ting chuyén ho4 tramadol hydrochloride.

- Quinidin: #c ch€ CYP2D6 lam gidm chuyén hod va ting tdc dung cla tramadol
hydrochloride.

- Warfarin: Tramadol hydrochloride lam kéo dai thdi gian prothrombin, khi ding phéi
hdp véi warfarin cin phai ki€m tra thdi gian prothrombin thudng xuyén.

- Fluoxetin, paroxetin, aminotriptylin 1dm gidm chuyén hod tramadol hydrochloride,
ngugc lai tramadol hydrochloride e ch€ sy tdi nhdp noradrenalin va serotonin. Do vay, khéng
dugc ph6i hgp trong diéu tri.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

- Tramadol hydrochloride 1am giam su tinh tdo0, do vy khong ding thudc khi I4i tau xe,
van hanh m4dy méc va lam viéc trén cao.
THAN TRONG:

- Nhitng ngudi ¢6 tién st s6c phan vé véi codein hoic céc opioid khdc khi ding tramadol
hydrochloride d& c6 nguy co s6¢ phdn vé.

- Ngudi ¢6 tién sit 1& thudc opioid.

- Trudng hdp cén thi€t phai phdi hop véi cdc thudc e ché thin kinh trung wong thi phdi
gidm li€u tramadol hydrochloride.

- Méc di tramadol hydrochloride gdy tc ch& ho hap kém morphin nhung khi ding liéu
cao hoic két hgp véi cdc thude gdy mé, rugu sé lam ting nguy cd tc ché ho hap.

- Nhitng ngudi bénh c6 bi€u hién ciia ting 4p lvc so ndo hodc chin thudng ving diu khi
dung tramadol hydrochloride c4n phi theo di trang thdi tim thin c&n than.

- Ngudi ¢6 chifc ndng gan, than gidm cdn phéi gidm liéu tramadol hydrochloride.

- Nguy cd nghién thudc néu ding Tramadol qud 7 ngdy lién 1ap lai. Ngudi bénh them
thudc, tim ki€m thudc, va ting lidu do nhon thudc.

THOI KY MANG THALI:

Do thudc di qua dugc nhau thai nén khong diing thudc trude khi chuyén da hoic trong khi
chuyén da trit trudng hop hiéu qua mong ddi that sy 16n hon nguy cd. Phu nit mang thai néu ding
tramadol hydrochloride dai ngay c6 thé giy nghién thudc va hoi chitng cai cho tré sau khi sinh.
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THOI KY CHO CON BU:

ky cho con bi. '
TAC DUNG KHONG MONG MUON:

mét mdi, chdy mé héi, mét cdm gidc, ti€u khé, kho méi, bin thin, mit phdi hop, u siu, hoa mit,
mau quén, trdm cdm. Budn nén, non, ddy bung. Ting truong lvc cd. Bi tiéu, it tiéu, mat kinh, tiéu
kh6, r6i loan kinh nguyét. L& thude thudc.

“Théng bdo cho bdc sy nhiing tdc dung khéng mong muén gdap phdi khi sit dung thuéc ”.
QUA LIEU VA XU TRi:

- Qu4 li€u phu thudc vao liéu diing, thudng c6 biéu hién 1a: Nén, co gidt, bdi r6i, lo au,
nhip nhanh, ting huyét 4p, hon mé, suy hé hap.

- Xt tri: Tuy theo mitc d6 qud liéu ma c6 phuong phép xi tri khdc nhau. Trudc tién phai
duy tri tinh trang thong khi t6t, di€u tri tich cyc, chéng co git bing thudc ngéi nhém barbiturat
hodc din xuit benzodiazepin.

- Néu ngd déc theo dudng udng c6 thé cho ubng than hoat d€ ting hap thu, gidm hap thu
tramadol hydrochloride, nhung 1¢i ich vé 1dm sang chua dugc nghién citu (mdi nghién citu &
chudt).

KHUYEN CAO:
“Thudc nay chi dung theo don ciia Bic sy ”
BAO QUAN:
Thudc cin duge bdo quén & nhiét do dudi 30°C. Noi khd mat, tranh 4nh sdng.
PE XA TAM TAY TRE EM.
HAN DUNG:
24 thdng ké ti ngay sdn xuat
Khéng ding thudc qud han.
HINH THUC - CACH TRINH BAY:

Ep trong vi, vi 10 vién nén, h¢p 2 vi. C6 toa huéng din keém theo, déng trong thiing

carton.

Poc ky hudng din sit dung trude khi ding.
Néu cén thém thong tin xin héi § kién thdy thudc.
Thudc SX theo : TCCS.

CONG TY CO PHAN DUGC MINH HAI
322 - Ly Van Lam - P1 — TP. Ca Mau - Tinh Ca Mau
DT: 0780 3831133  * FAX : 0780 3832676

PHO CYC TRUONG
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