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MAU TOA HUGNG DAN
T hutong din sit dung thuic
Rx: Thuidc ben theo dim DIANFAGIC
THANH PHAN; Cho mét vién nang cing.

Paracetamol 325 mg
Tramadol hydrochloride 37.5mg
Tinh bit 25 mg
Lactose 30.5 mg
PVP 4.2 mg
Eragel 6,3 mg
Tale 83 mg
Magnesi stearat 32mg
Nude tinh khiét 0,05 ml
DUGC LUC HOC:

- Paracetamol 14 chilt chuyén hod c6 hoat tinh ciia phenacetin, 13 thufe gidm dau ha st
hitu hi¢u. Paracetamol tdc ding 1én ving dudi ddi gdy ha nhigt, tod nhiét ting do gidin mach va
ting lwu lugng médu ngoai bién,

- Vdi liéu diéu tri, Paracetamol chi tic dong dén cyclooyxygenase/prostaglandin cla hé
thin kinh trung wong, it téc dong dén he¢ tim mach va ho hap, khong lam thay d6i cin bing acid -
base, khong gy kich dng, xwdc hodc chiy mdu da day

- Tramadol hydrochloride 1i thuSc gidm dau t6ng hop loai opioid c6 tde dung gidm dau
theo co ch€ trung wong va ¢6 thé gdy nghién nhy morphin. Thudc va chit chuyén héa o-
desmethyltramadol (M1) ciia tramadol hydrochloride gfn vao thu thé u ¢lla ndron thin kinh va
lAm gidm sif 14i nhdp norepinephrin va serotonin vo (& bio nén c6 tdc dung gidm dau,

- Tde dung gidm dau xuft hién sau khi diing thuSc 1 gidy va dat tdc dung (6i da sau 2 - 3
gids. Khéc vdi morphin, tramadol hydrochloride khéng giy gidi phéng histamin, khéng dnh hudng
dén tdn s6 tim vi chie ning thit trdi va & lidu diéu tri ramadol hydrochloride it ¢ ché ho hip
han morphin.

DUGC BPONG HOC:

- Paracetamol dugc hip thu nhanh chéng v hiu nhy hoan todn qua dudng Liéu héa, Nong
a9 dinh trong huyét wiong dat trong vdng 30 — 60 phit sau khi udng véi liéu diéu tri,

- Paracetamol phin b8 nhanh va déng déu trong phin 10n cdc mé cia cd thé, Khodng
25% paracetamol trong mdu k€t hgp vdi protein huyét trong.

- Tramadol hydrochloride hip thu 1t qua duding tiéu héa nhung c6 sw chuyén héa ldn ddu
qua gan manh nén sinh kha dung tuyét d6i cia thuc chi dat 75%. Thifi gian dat ndng 46 16 da
trong mdu khdc nhau giifa ramadol hydrochloride va chét chuyén héa. Tramadol hydrochloride
c6 ndng d§ 16i da trong mdu sau khi ding 2 gi®, cdn sin phim chuyén héa M1 12 3 gid.

- Thuge duge thii triY chil y&u qua thin 90% va 10%qua phin, dudi dang chua chuyén hoa
chi€m ti 1& 30% va di chuyén héa 1a 60%. Thube di qua nhau thai v3 sifa me. Nita d&i thdi tnr
ciia tramadol hydrochloride 13 6,3 gid cdn cla M1 14 7,4 gid.

CHi PINH:

- Gidm dau trong cdic trudng hop dau ndng hodc trung binh,

- Nhirng truting hgfp dau khi ¢6 chiing chi dinh hodic ding cdc thudc gidm dau khdc khong
cd hi¢u qud.
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CACH DUNG - LIEU DUNG:

Li€u hegng va 6 lin ding thudc phu thude vio tinh rang dau ¢ip tin
nhimg 18t nhdt 4 thisi gian 18i da khong qué 7 ngay cho mdt dot diéu tri.

- Ngudsi 1dn va tré em trén 15 wdi: Udhg 1 — 2 vién/ ldn, cdch 4 — 6 gid/
mot ngdy khing qud 400mg tramadol hydrochloride.
*B6i vdi bénh nhin suy gidm chifc niing thin:

- N€u d¢ thanh thdi creatinin < 30 ml/phut: Khoding cdch gitta 2 1dn ding thudc 13 12 gids
vl tng lidu khong virgt qud 200 mg/ngiy

- N€u d6 thanh thii creatinin < 10 ml/phiit: Khéng duge ding Tramadol

*D6i vdi bénh nhin suy gidm chifc niing gan ning: Liéu mét ldn 50 mg, cdch 12 gitvldn,
CHONG CHI PINH:

- Qud mén vdi thudc hodc opioid.

- Ngd dbe cdp hodic ding qué lidu cdc thufc e ché thdn kinh trung wong nhit Ruou,
thude ngd, thude gidm dau trung wdng, cdc opioid hode cde thude diu tri tim thin.

- Ngudi dang ding thudc de ch€ IMAO hojic mdi ding (ngitg thudc chira dén 15 ngay).

- Suy hd hip ning, suy gan ndng, (ré em dudi 15 wéi, phu nif dang cho con b,

- BOng kinh chua ki€m sodt dugc biing didu i, Nghién opioid.

TUONG TAC THUOC:

- Carbamazepin: 1am ting chuyén hod tramadol hydrochloride,

- Quinidin: Uc ch€ CYP2D6 lam gidm chuyén hod v ting téc dung cia tramadol
hydrochloride.

- Warfarin: Tramadol hydrochloride 13m kéo dai théi gian prothrombin, khi ding phéi
hgp vdi warfarin cdin phdi ki€m tra thdi gian prothrombin thuting xuyén.

- Fluoxetin, paroxetin, aminotriptylin lim gidm chuyén hod tramadol hydrochloride,
ngude lai tramadol hydrochloride e ch€ suf tdi nhip noradrenalin v serotonin. Do viy, khong
duge phdi hop trong didu tri,

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

- Tramadol hydrochloride lam gidm sif tinh tdo, do viy khéng ding thufc khi 14i (3u xe,
vin hinh mdy mdc va lam vige trén cao.
THAN TRONG:

- Nhilng ngudi c6 tién sit sdc phan vé véi codein hodc cdc opioid khdc khi diing tramadol
hydrochloride d& ¢6 nguy cd s6c phin vé.

- Ngudsi ¢6 tién st 1& thuc opioid.

- Trubing hefp cdn thiél phdi phoi hop vdi ede thube e ché thin kinh trung wong thi phii
gidm liéu tramadol hydrochloride.

- Miic dd tramadol hydrochloride gdy tic ch& hd hip kém morphin nhung khi ding liéu
cao hodc két hop véi cde thude gdy mé, rucfu sé lam tdng nguy ¢o tic ch€ ho hip.

- Nhilng ngudi bénh ¢6 bi€u hién cia ting 4p lye so ndo hodc chin thuong viing ddu khi
diing ramadol hydrochloride cin phdi theo di trang thdi tdm thin cfn thén,

- Ngudii ¢6 chife nidng gan, thin gidm cdn phdi gidm lidu tramadol hydrochloride.

- Nguy cd nghién thudc nfu ding Tramadol qué 7 ngdy lién lap lai. Ngudi bénh thém
thuc, tim ki€m thude, va 1ing liéu do nhim thudc.

THOI KY MANG THAL

Do thudc di qua dudc nhau thai nén khong ding thude trude khi chuyén da hodc trong khi
chuyén da trir truiing hop hi¢u qua mong ddi thit s I0n hon nguy co. Phu nif mang thai néu ding
tramadol hydrochloride dai ngiy 6 thé giy nghién thufc va hoi chimg cai cho tré sau khi sinh,
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THOI KY CHO CON BU: &

Thutc vao sifa me vl sy an toan cho tré s¢ sinh va tré nhd khong nén ding Hisabk
k¥ ¢ho con bi.

TAC DUNG KHONG MONG MUON; :

Co gidt (khi qud liéu). Qud min, Suy hd hip hi€m gap. Chéng mat. Hdi hop, |oan-nlilp.:
mit tdi, thi€u mdu cd tim. Budn ngd, ngi, dau nita ddu, kich thich, run rdy, U tai, 1€ tay, lo du,
mét méi, chdy md hoi, mit cdm gidc, tifu khé, kho moi, bdn thdn, mat phéi hap, u sdu, hoa miét,
mau quén, trfim cdm. Budn nén, nén, ddy bung, Tang truwong luc co. Bi tidu, it tiéu, mil kinh, tidu
khd, r8i loan kinh nguyét. L& thudc thude.

“Théng bdo cho bde s§ nhilng tic dung khing mong mubn gdp phdi khi sit dung thude ",
QUA LIEU VA XU/ TRi:

- Qui liéu phy thude vao liéu ding, thutng c6 biéu hin 1a: Nén, co gidt, béi réi, lo du,
nhip nhanh, ting huyét 4p, hén mé, suy hd hip,

- Xif tri: Tuy theo mife df qud liéu ma 6 phudng phép xif tri khdc nhau. Trudc tién phii
duy tri finh trang thong khi 151, diéu trj tich cye, chng co gidt bing thufe ngd nhém barbiturat
hodic din xuft benzodiazepin.

- Néu ngd ddc theo dudng ubng c6 thé cho udng than hoat A€ ting h&p thu, gidm hip thu
tramadol hydrochloride, nhumg Igfi ich vé 1im sing chua dude nghién ciu (mdi nghién cdu d
chudt).

KHUYEN CAO:
“Thudc nay chi diing theo don clia Bic sy
BAO QUAN:
Bdo qudn nhiét dj dudi 30°C. Noi kho mdt, trdnh 4nh séng.
DE XA TAM TAY TRE EM.
HAN DUNG:
24 thdng k€ tif ngiy sdn xudlt
Khéng diing thufc qud han.
HINH THUC - CACH TRINH BAY:
Ep trong vi, vi 10 vién nang cing, hip 2 vi. C6 toa hudng dén kém theo, d6ng trong
thiing carton.

Poc k¥ hudng diin sit dung trude khi diing.
Néu cfin thém thong tin xin hoi § ki€n thiy thube.
Thude SX theo : TCCS.

CONG TY €O PHAN DUGC MINH HAI
322 - Ly Vidin Ldm - P1 - TP. Ca Mau - Tinh Ca Mau
DT: 0780 3831133 * FAX : 0780 3832676
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