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Rimde pnineooon 10 HUONG DAN SU Dumb THUGS GMP-WHO
TF{AMADOL 50 mg

Vign nang cing ...

THANH PHAN: Mén vnln nang chda

Tramadol hydroclorid . S0mg
RE 11T E T [ — ... vidn

(T4 dugc gbm: Cellulose vi tinh \h€ sadlum slar:h glycolate, silicon dnxyd‘ magnesi
slearal),

DANG BAO CHE: Vién nang cing.

QUY CACH BONG GOI: Hép 10 vIx 10 vidn.

CHI BINH: Gidm dau trong nhiing tw¥ng hgp dau ning hodc trung binh. Nhdng trudng

hgp dau khi co chéng chi dinh hodc ding cc thudc gidm dau khc khdng cé hiéu qui.

CACH DUNG & LIEUDUNG: Lidu lugng thubc vA sé I4n ding tramadol phy thudc

vio dip ung cla ting ngudi bénh vA tinh trang dau c&p tinh hay man tinh.

Dau c&p tinh: Liéu thdng thuting: Ubng 50 - 100 mo, cdch 4 - 6 gid ding 1 14n. T8i da
400 mgihgdy. Gidm dau sau phiu thuat: Lidu khdi ddu 100 mg, sau d6 cd cich 10 -
20 phut l3i dilng 50mg, néu ¢4n cho tal tdng lidu tai da 250 mg (bao gém cd liéu khdi
d4u) tong gi¢ d4u, sau d6 cd 4 - 6 gi¢ ding 50 - 100 mg. T4l da khéng qud 600mg/
ngdy

Dau man tinh: Trong diéu tr] dau man tinh thudng phai ding thudc ddi ngdy va khdng
nhit thiét phdi gidm daunhanh, Do vay, cin phdi didu ti thim do, bit ddu t lidu

thip, saudé ting din dé chon liéu phi hgp cho nguédi bénh. Khdi dfu dung lidu
25 mg/ngay. Sau dé, cu 3 ngdy ting mdi ngdy matiidu 25 mg, dén & liningdy, dat liéu
100 mg/ngdy. N&u vin chua datydu cdu gidm daucla ngudi bénh, 13i cu sau mdi 3
ngay, ting m&i ngdy 50 mg, cho dén khi d3t18ng liéu 200 mg/ngdy hodc hon. Sau khi

chon duge lidu phd hyp c6 thé cho ngudi bénh liéu tr 50 - 100 moAdn, mBi 1én céch

nhau & - 6 gi, Téng liéu khdng vugt qua 400 mg/ngdy. d ngudi bénh co gidm chic

ndng gan, than: cin phiigidm liéuvd kéo dii khodngcdch gida 2 1dn ding thusc.

Mgu#i gidm chic n3ng thdn (83 thanh thdi creatinin < 30 mi/phdt) khodng cich gitra
2 l4n ddngthudc 14 12 glé vA 18ng lidu khdng vugt qué 200 mgingdy. Néu suy thin
ning hon( dd thanh thii creatinin < 10 mifphit) khéng duge ding tramadol. Ngudi
bénh ¢é suy gidm chie ning gan ning fiéu m4t14n 50 mg, cdch 12 gig ding méti4n,
Ngudi chay thin nhin tao vin ding iéu déu d3n tong ngay thdm phin mau vi chlcé
7% iéu ubngbi logibd do thim phin. Ngudi 1 65 = 75 tudi: Khéng ding vugt qud
300 mg/ ngdy, chia 1Am nhiéu I4n, Hodc theo sy hudng ddn cua thdy thudc.
CHONG CHI BINH: M&n c3m vdi m&ttong cde thanh phén cla thudc hodc opioid.
Ngd déc cdp hodc ding qua idu cdc thudc de chd thén kinh trung uong nhu: rugu,
thudc ngl, thubc gidm dau tung yong, céc opicid hode cde thude didu tj tim thin.
Nguéi dang ding thude vc ché MAO hoic méi ding (nging thudc chua dén 15 ngdy)
Suy hd hip n3ng. Suy ganndng. Trd em dudi 15 wél. Phy nd mang thai va cho con
bd. Bng kinh chua kiém sodt duge bling didu trj. Nghién opioid.

THAN TRONG KHI DUNG THUSC: Trong diéu trj13u ddi néu nging ding thusc ddt

, run, Ta ch3y, dyng I6ng. Trong m&t s& truimg hgp cé thé xdy ra do gldc,
o viy, trong diéu t nén ding tramadol fiéu thip nhit 6 tic dyng,
thudc thuing xuy&n, dii ngy vA khdng nén nging ddtngdt ma phii
§u diéu trj thudc co thé gy con co gidt, do vdy phdi hétsic thin
ién s ddng kinh hodc ngudl bj mdtsé bénh c6 nhidu nguy co gy
héi hgp voi thudc dc ché MAO, thude chéing trdm cim logi 3 véng,

i ding thudc 14n ddu &n c6 thé gly ndn sbic phdn vé ndng, tuy nhidn it

“amadol d& c6 nguy ca s phin vé. Nguti cé 1ién s 1¢ thutc thudc opioid, néu ding

|_tramadol sé gdy I& thudc thubc rd Igi, do vdy khéng ding thudc cho ngudi cé Bén sd

1& thudc opioid. Truéing hgp cdn thit phdi phéi hgp véi cdc thudc dc ché thin kinh
trung uang thi phdi gidm liéu tamadol, Mac di amadol giydc chd hd hip kém
morphin nhung khi diing fi€u cao ho3c k&t hgp vol cdc thubc gly m&, rugu 5@ lam ting
. nguy cuuc ché hd hip. Nhilng ngudi bénh cé bléu hién cda ting 4p lyc s ndo hojc

Pop@y khiding bamadol cdn phii theo ddi trang thal tim thén cdn

mmgu& ¢4 chdc ndng gan, thin gidm cdn phdi gidm liéu ramadol. C4n thin trong
m Ma #ém nang ghy nghién Kidu morphin. Nguéi bénh thém

ngliéu do nhén thude. Tring ding thudc kéo dil va dic
biétcho ngudi cd tién s nghién opicid.
Ngudi cao tudi: Ngudi cao tul thudng suy gidm chic ning gan, thin, nén thin treng
khi diing thusc cho ngudi cao tudl.
Ngudi mang thal va cho con bu: Thusc di qua duge nhau thal va d viosida me. Phy
nit mang thai n&u ding tramadol dal ngdy ¢é thé gy nghlén thudc vA hdl ching cal
cho trd sau khi sinh. Vi thé khéng ding thubc cho phy nit mang thai vi cho con b,
Ngud! Idi xe v& van hdnh mdy mde: Tramadol lam gidm sy tinh tdo, do vdy khéng
ding thusc khi i1 thu xe, vAn hinh may mée vA lim vige trén cao.
TUONG TAC THUSC: Caibamazepin: Lam ting chuyénhéa ramadol, néu phéi hgp
2 thufic thi phdl ting liéu ramadol 1én g8p 2 4n. Quinidin: Uc ché CYP2DE 1am gidm
chuyén héa va ting tic dyng cla ramadol. Fluoxetin, paroxetin, aminobiptyline: Lam
gidm chuydn hoa tramadol, nguge I3i tamadol dc ché sy t4inhdp noradrenalin va
serotonin. Do vdy, khéng dugc phéi hgp trong diéu |, Warfarin: Tromadol 13m kéo

dai théi glan prothrombin, khi ding phéi hgp véi warfarn cn phdi kiém tra théi gian
prathrombin thudng xuyén,

TAC DYNG KHONG MONG MUGN: Téc dyng khéng mong muén cila tramadl phy
thuge ré rét vao thdi glan ding thubc va liéu lugng thude. Thube cng ding dil ngay
thi1é cdc tdc dyng khéng mong mudn cing ting cao.

Thuding gdp: Khé chiu, Ha huy&t ap. Lo ling, bén chén, ki Hn, rdi loan phdi hgp, sdng
khodi, cing thing thn kinh, 181 loan giic ngd. Nén, buén ndn, dau byng, chdn an,
tridng byng, tho bén, Tang trudng Iye, Phdtban. Réi loan sy nhin. Tri¢u ching tén
man kinh, ¢4i git, bi ddi, It gdp: Cé thé xdy ratainan, di dng, sdc phdn vé, ¢ xu
huéng nghién, gidm can. Ha huy8t 4p tu thé ding, ngit, tim dp nhanh. Ddng di bit
thubing, m&t tri nh, 18 loan nhan thie, rdm cdm, kho tip trung, 3o gide, dcdm, co
gidt, run. Khé thd. Hai ching Stevens - Johnson, viém da biu bi, hoal t nhidm déc,
may day, phdng nudc, Logn thi gidc. Kha tiéu tién, rdi logn kinh nguydt Hiém gdp:
R&iloan dién tm v huy&t 4p, nhél m4u co tm, ngoal tdm thy, phi phéi, ddi khi tng
huy&t4p. Con dau nda du, rdi loan gigng nél, hdi ching serotonin gém: s&1, kich
thich, rét run, Chdy mdu dudng idu héa, vidm gan, vidm miéng. Byc thiy tinh thé,
didc, U tal. TAng creatinin, t3ng enzym gan, gidm hemoglobin, protein nidu,

Céch xU tri: D& han chd 14¢ dyng khdng mong mudhn, thulc ¢4n duge ding véi §éu
th4p nh&t ¢4 tic dung va véi théi glan ding ngdn nhit cé thé. Ngudi bénh cin dugc
hudng din ding thudc cdn thin va bistcdch theo ddiphdn ung ¢d hal khiding
tramadol. Khi dang ding thudc ndu thay bidu hidn cic tic dyng khéng mong mudn
céin ngdng ding thuéc ngay vi tham khdoy kidn cda thdy thude. Trong truéing hop
g3p c4c phin Ung bitthuong nang cdn phdi dén casd y 18 gdn nhat aé kidm tra v
6 hudng xJ tri kip thai,

Théng bdo chobdc 5§ nhing tic dyng khéng mong mudn gip phdl ki s dyng thude
DUGC LYC HOC: Tramadol 14 thudc gidm dau téng hop loai opiold ¢ tic dyng gidm
dau theo ¢ ché trung vang vA ¢6 thé gdy nghién nhu morphin, Thudc v4 chitchuyén
héa O-desmethylramadol (M1) cda ramadol gin vdo thy thé p cdanaron thén kinh
v 1Am gidm sy t4i nhdp norepinephrin v serotonin vio té bio nén c6 téc dyng gidm
dau. Chat chuyén héa M1 b 4ilye véithy thé p cao gdp 200 14n vA tic dyng gidm
daucao gip 6 Mn tramadal. T4c dyng gidm dau xuit hién sau khi ding thudc 1 gid
vh dattdc dung 181 da sau 2 - 3 giti. Khéc véi morphin, tramadol khdng giy gidi phing
histamin, khdng 3nh hudng dén tin sd tm vA chic ning thit trdivd & idu didu b
tramadol it dc ché hd hdp hon morphin.

DUGC DONG HQC: Tramadol hip thu t5t qua dubng §u héa nhung cé sy chuyén hoa
14n d8u qua gan manh nén sinh khd dung tuyét déi cda thudc chl dat75%. Thai gian
datnéng db t6i da rong m4u khdc nhau gida tramadol v4 chitchuyén héa. Tramadol
¢6 néng 44 181 da rong médu sau khi ding 2 git, con sdn phim chuyén hoa M1 13 3
gié. Thae &n it dnh hudng dén sy hdp thu thubc. Trong mdu thudc gin vAo protein
khodng 20% v& duge phin bé tong tt cd cdc co quan véi thé tich phan b6 khodng
2.71itkg. Trong co thé vamadolbj chuyén héa thdng quaphdn dngN vd Okhd
methyl dudi sy xuic tc cla 2 isoenzym CYP3A4 vaCYP2D6. Dudi sy xuc tic cda
CYP2D6, tramadal chuyén hda thinh M1 con tic dyng gidm dau, do vdy khi ding
kém véi mat s§ chitcd khd ndng gdy cdm ungisoenzym sé 1am thay dditic dung
clia tamadol. Hoat tinh cdla isoenzym CYP2D6 c6 tinh di tuyén. TT1§cd hoat tinh
enzym yéu chigm khodng 7%. Ngodisy chuyén héaqua phal, vamadol v4 chat
chuyén héa cdn bi chuyén héa qua pha Il théng qua phdn dng llé;:. vai acid
glucuronic hodc acid sulfuric. Thugc duge thai trd chl yéu qua thin 90% va qQua
phin, dudi dang chua chuyén hda chigm 11é 30% v4 di chuyén hﬁm\‘sl}% [
@ qua nhau thai va sda mg. Nda d&i hai tri cda tramadol 14 6.3 gié cth ¥da R4
gid. Duge ddng hoe cda ramadol thay déi ittheo tudi. G ngui sn, Juudi m}iam
18ing nhe. O ngudi suy than, 43 thanh thii cia ramadol gidm so 500y ?iq‘i anh
thai creatinin: nda ddi khodng 12 git. O ngudi suy gan, 6 tha ] vogaud oldm
ty theo muc 09 ning cia suy gan. N

Qué [1€u va x0 tri: Tridu chdng qud iéu: Qud liéu ramadol phtm liéu ding,
thudng ¢4 bidu hién 13: Non, co gidt, bdi rdi, lo u, nhip nhap by ey p,hdm mé,
suy hd hdp. Cdch xd trf: Tiy theo muc d6 qud lidu ma cd phuong phap :O tri khdc
nhau. Trude tin phai duy t tinh wang thdng khitdY, didu trj tich cyc, chéng co gidt
bing thubc ngd nhém barbiturat hojc din xust benzodiazepin. Né&u ngd ddc
tramadol theo dudng ubng c thé cho udng than hogt @€ ting hip phy, gidm hip thu
tamadol. Hi¢n nay chua cé thutc dél khing dic hidu, Dangnaloxon & gidi ddc it
mang I3l higu qud, trdl I3l 14m 13ng khd ndng gly co gijt. Bién phdp loc mdu sd dyng
tong ngd dic tramadol cling khdng c6 hidu qui,

BA0 QUAN: B thutc nai khd m&t, nhigt a9 dvdi 30°C, tdnh nh sdng.

D& thufe xa tim tay tré em.

HAN DUNG: 24 thing ké t ngdy sdn xuit

TIEU CHUAN AP DYNG: Tidu chudn cosd

Thude ndy chiding theo dan cua béc sf /
Néu cdn thém théng tin, xin hdl § kién cia bic s§

Thdng béo cho béc sf nhilng téc dyng khdng mong mudn gip phai khi st dyng thudc.
CANG TY CS PHAN DUSC PHAM CUU LONG

Dgc kj hudng ddn s dyng trude khi ding
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