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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

UTRAHEALTH F.C. Tablet
(Tramadol & Acetaminophen)
Vién nén bao phim

1. THANH PHAN CAU TAO CUA THUOC:
M#i vién nén bao phim chin:

TRAMADOL HYDROCLORID..........cooievorrmrreeerines 375 MG
ACETAMINOPHEN. 325 MG
Td dupe: Cellulase vi tink thé. Starch 1500, Natri Starch Glycolat, Magnesi
Stearat, Opadry 85F12347 Yellow. .
L]
2. DANG BAO CHE: (, central
Vién nén bao phim. pharmacy

TrungTamThuoc.cam

3. CAC BAC TINH DUQGC LUC HQC, DUQC DONG HOC:
Nhim duge 19: Thude gigm dau; nhém opioid phéi hop voi thube gidm dan
khing opioid.

Mii ATC: NOZAJ13.

Darge lyre hoe:

Tramadol B mft thube gidm dau opioid tic ding trén b thin kinh trung wong.
Tramadol I chit chi viin khing chon Iwmmgpmoﬁoﬁw i, vl w vin @i e
o hom trén receptor 4. Ciic co ché khic ghp phin vio tic dyng gidm dau 14 e
ché sir tii nhip noradrenalin vi tng phong thich serotonin trén bio thitn kinh.
Tramadol o6 tic dung giim ho. Khﬁngnnumpjn‘ﬂuﬁngmgliéudﬁnggiﬁn
dau cia tramadol khéng co tic dung e ché hio hiip. Teong tr, nhu ding dnimg
tiéu hoa khing bj anh rimg. Tic dung trén tim mgch thutmg nhe. Tée dyng cia
tramadol bing khoang 1/10 dén 16 cia morphin.

Car ché chinh xic ¢ia tinh chat gitm dau clia acetaminophen khing duge biét £,
c6 thé lién quan dén tic dung trung wong vi ngogi bién,

Duryre djng hoe:

Tramadol dupe ding & dang racemic. sz.ts tuyén vi bl tuyén cia e
tramadol vi chit chuyén hia M1 ciia né dew duge phit hign trong miu, Mic di
tramadol dirge hip thu nhanh ching sau khi ubng, sy hip thy cia né chim hon
(nturng thin gian bin thai dii hon) so vai acetaminophen.

Sau khi ubng | lidu dem vign phoi dol hydroclorid inophen (37,5
mg/325 mg), ndng dd dinh trong huyét irong cia [(+)-tramadol/(-)-tramadol | &
64,3/55,5 ng'mL dat duge sau 1,8 gidr vil ciia acetaminophen 14 4.2 pg/mL sau 0,9
gidr. Thiri gian bén thii (1, ,) trung binh cua [(+}-ramadol(-}-tramadol ] 1a 5,1/4,7
2itr vii cila acetaminophen 1a 2,5 gio.

Trong cic nghién ciru duge ding hoe trén ngud tinh nguyén khoe manh, sau khi
udng liéu don vi lidu ip lai dol hydroclorid inophen, khing thiy cé
:g:hayaéian.hévémmongsdmghucnmaim:chhmveimmm
el ching khi duge sir dung riéng 16
Snukhinﬁng,nmndnldmgmicﬁrs:hﬁp&unhanhv&ginnlmhmmﬁn.
Sinh kha dyng tuyét doi trung binh cia lidu don 100 mg khodng 75%. Sau khi
diing 1ap lai, sinh kha dyng ting lén va dat khodng 90%,

Hiip thu ciw acetaminophen sau khi uing tramadol hydroclorid inopt
xay ra nhanh, gin nhw hoin toin vit chi yéu & rudt non, Nong d dinh trong
huyét twomg el acetaminophen dat dugc trong vong 1 giorva khang bj dnh
hudmg béni viée dimg ding thiri tramadol.
Tlll'l\:inkhénginhlwﬁngdénrﬁngdﬁdinhm;ghuﬁmmgvim&cdéh‘p
thu cia tramadol hay acetaminophen, vi thé ¢ thé udng tramadol
hydmclgcid.-’noemﬁnophen ma khing phai phy thudc vao bira in.

Tramadol 6 i Tye cao voi md (V,, =203+ 40 L). Ti 1§ Tién két vi protein huyét
nromg khodng 20%. <
Acetaminophen dge phin b6 ring trong hiiu hét che md i co thé ngogi trir mi
md. Thi tich phiin bi khoang 0.9 Lkg, Mt ti 1§ acetaminophen wrong d6i nho
(khodng 20%) lién két viri protein huyét nrong,

Tramadol durge chuyén hoa sau khi wing, Khodng 30% lidu ding duge bii
tiét ra mrde tidu & dgng khong d0i, trong khi 86 khodng 60% lidu ding duge bii
tiée chrdri dgng cic chit chuvén héa.

Tramadol duge chuyén hoa qua sir khir gbe O-metyl (xiic the bid enzym
CYP2D6) tgo chit chuyén hiva M1, vi qua sir khit goc N-metyl (xiic the bii
CYP3A) tao chilt chuyén hoa M2 M1 duge chuyén hoa thém qua sy khir goc
N-mety] vi lién hop v acid glucuronic. Thin gian ban thii trong huyét twong
cila M1 147 gidr Chit chuyén hoa M1 6 tinh chit gidm dau manh hon cht ban
din Néng 85 trong huyét tromg cia M1 thip hon tramadol nhidu lin va sy gop
phin vio tie dyng lim sing khong thay 861 khi dimg nhidu lidu.

Acetaminophen dwge ch héa chit yéu & gan bing hai con duémg chinh:
glucuronid hoa vi sulfiat hoa. Burimg chuyén hoa sau nhanh chong bio hoa & lidu
cao hom lidu didu tri. Mt ty 13 nhé (dudi 4%) duge chuyén hoa qua eytocrom
P450 tap chét trung gian ci hoat tinh (N-acetyl benzoquinoneimin), ma trong didu
kién sir dung binh thuimg, s& nhanh chéng bi khir die hing glutathion dang khir
i bii tiét ra mure tiéu sau khi két hop vin cystein vi acid mercapturic. Tuy
nhién, khi diing qud fié shiéu, lugng chit chuyén hoa nay ting lén.

Tramadol v ede chit chuyén héa cia nd duge thii trlr ehi yéu qua thin. The
gian biin Nicﬁamum’mopheullkhohg?ﬂn!si&énwﬁlﬁn.?h&igﬂm
ndy ngan hom & mé em v dai hom mit it & tré s sinh va ngudi bj xo gan,
Acetaminophen chit yéu dugc thii trir bing céch lién hop véi glucuronid va sulfat
phy thuje vio lidu ding. Didi 9% acetaminophen dwoe bai tiét r mede tiéu &
:gggmsdoi.ngmmymmﬁmmmﬁmdhﬁchhbtkéo
at.

4. QUY CACH PONG GOI:
Hop 10 vix 10 vién.

5. CHI DINH: ]
UTRAHEALTH duge chi dinh diéu tr trigu chimg dau mirc 4§ trung binh dén
nfng.

6. LIEU DUNG - CACH DUNG: :

NGUGT LON VA THIEU NIEN (tir 12 wbi tré lén)

Lieu ding nén duge didu chinh cho timg bénh nhiin tiy theo mire 4§ dau vi dip
i s bl i

Khuyén nghi ditng khoi du 2 vién. Cb thé ding thém néu chn, khing qud §
vién/ngdy (twong duong 300 mg dol vi 2600 mg inophen).
Khodng cich gitta clic lidu khang nén it hom 6 gid.

Tinh an toin vi higu qui sir dung ehira duge thibt 13p & tré dudi 12 tudi.

Cé the =it dyng licu thong thuimg, mjc di ¢b i § & nhimg ngwi tivh nguyén
irén 75 wdi thivi gian ban hiy coa ramadol ting 17% sau khi uéng. O bénh nhin
trén 75 ndi, khuyén céo khodng céch 16i thiéu git cde lidu ding khong duge it
hméglﬁ.duwhiéﬂdiénmn‘nmsdnl.

Do sy hién dign cia tramadal, UTRAHEALTH dwge khuyén cdo khing sir dung
chohéph nhénwyth&nnﬁng[ﬂmhmhmiiminin‘:lllmi.l‘phlh}.‘l’rwngIw.!p
suy thin trung binh (45 thanh thai creatinin gitta 10 vi 30 ml/phit), nén ting
khoang céch lidu diing sao cho khang visgt qud 2 vién mi 12 gion, Do tramadol bi
thii trir rét chiim qua thim tach miu, nén thirdmg khéng can ding thém thube sau
khi thim tich & duy tri tie dyng gidm dau.

Suy gan X
Khing nén ding UTRAHEALTH cho bénh nhin suy gan ning.

7. CHONG CHi BJNH:

- Min citm véi bt cir thinh phia nio cin thuée nily.

= Ngb die cap tinh do rugw, thude ngi, thude gidm dau tie dyng trén thin kinh
trung uyng.ﬁ::a&c opicid hn];ie_nt{hﬁc. thin, g

- Khiing nén UTRAHEALTH cho cic bénh nhan ieché =
mohwmgvmzwmnmgskmmm I

- Suy gan ning.

- Bing kinh khing kiém sodt bing didu trj,

8. CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:
il ;
- i 1ém v tré em tir 12 tudi iy lén, khing dimg qué 8 vién/ngdy. D4 trinh
mnr:gﬁl\mgnhun‘::nhgugﬂ!l Q:AMnf‘hdﬁc:mvmq:iliéTk!]‘awé::uvﬁ
i dyng dong t ¢ tarniny framadol
m;mlﬁ wm bdcmxﬂ. ot nio co acel ophen hodc |
" suy thin: UTRAHEALTH dwge khuyén cio khéng sit dyng cho
hénh nhin suy thin nfing (46 thanh théi creatinin < 10 mi/phit). Trrimg
ﬁlﬁnmgbinh(dﬁthanhmﬁawiﬁm 230 mit o) e idenid
cich liu ding !
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- Sy dung nap va sy phu thude vé thé chlt viofic tinh thin ¢6 thé phét trién,
| thim chi & liéu diéu trj. Nhu cu diéu trj gidm dau trén lim sing nén duge xem
xét thuimg xuyén. () nhimg bénh nhin phy thuge opioid va bénh nhin 6 tién sir
lam dung hay phy thuje thudc, viée diéu trj chi nén trong thn gian ngln va dudi
syt gidm sit y 12, Nén ding UTRAHEALTH thin trong ¢ cic bénh nhn bi chin
Ihuongwpw.bélmnhhcﬁnguycnmméhtélkwnmanMIémgmLra}:g
. trong tinh trang thay ddi § thire khing bigt rd 1y do, cb viln dé dnh hdmg: dén
trung thm hd hip hay chire ning ho hilp, hojc ting dp lue ndi so.
4 liéu acetaminophen o6 the gy doe tinh trén gan & mot 50 bénh nhin.
liéu diéu tr, cdc tnu chimg cai thube twong t nhw khi cai cae chit dang
thude phign cé thé xay ra, Cac trigu chimg cai thudc 6 thé winh duge bling cich
gidm liéu ir tir, de bigt sau dyt diéu tn dai, Ninmg hiém co bio céo vé tinh trang
phy thufc vi lam dung thude.
S:mng:hpt;lncdmlvt:hnmnhi:
Co thai;

Khing nén sir dung tramadol trong thai ki vi khong ¢ di biing chimg 8¢ dink
gidk tinh an todn cia tramadal & thai phy.

Cher con bil

Tramadol vi cde chit chuyén hoa durge tim thiy trong sirs me voi lwemg nhé. Mt
dira tré ¢ thé uing khodng 0,1% licu dung cia me, Khing nén ding tramadol kb
cho con bi,

Tic djng trén kha nang lai xe vi vin hinh may moc:

Tramadol co the gay buon ngu bay glmﬁl.céﬂﬂtlngl&ndumwhcsccac
chit irc ché thin kinh trung uong khac. Néu bi tic dung ndy, bah nhin khang
nén lii xe hay viin hanh miy moc nguy higm.

9, TUONG TAC CUA THUOC V01 CAC THUOC KHAC VA CAC LOAI
TUONG TAC KHAC;
Chong chi din ding dang thot vol:
* Thudc ire ehé MAO:
Nguy cor hii chimg serotonin: iéu chiy, ship tim nhanh, ra md héi, run, mo
o, ngay ca hin mé. .
Truimg hap méi diéu tri bing thude (o ché MAQ, nén cich it nhit 2 tudn
tnude khi didu trj bing wamadol.

I.-
L]
J s ( central
* Rugru pharmacy
Rurgu lim ting tac dyng an thin cua thude gidm dau opioid.
Tic dng Jén sy tinh tdo giy nguy hidm cho viée i xe hofc vin hinh miy
moc,
Trinh uéng regu holic cic thube cb chim chn,
« Carbamazepin va cac chit giy cim img enzym khic
Nyguy co lim gidm hiéu qua vi lim rit ngdn ther gian tde dyng do gidm néng
( huyet eomg cua tramadol.
+ Chat chy vin — khang chi viin Opioid (buy phi phin, p in)
Gidm tac dung giim dau do téc dung chen canh tranh & cde receptor, cd nguy
carhi heixl:m'rug cai Iln;nc.

L :

« Bil ¢ bio cio vé hii chimg Serotonin & mt 56 nu\&nghgpdﬂn'guamadulﬁu
trj kéft hgp i cée thude seratonin khic nhir chit (e ché tii hip thu chon lpe
serotonin (SSR1s) v cac thude riptan, Vi dy vé cie diu higu cia hdi chimg
Serotonin: mo hi, kich djag, s6t, ra mb héi, mit didu hoa, ting phan g, mis
it vih téu chdy.

« Cae din chit opioid kivie (gom thude gidm ho va cic diéu trj thay thé
benzodinzepin vi barbiturat; Tang nguy co suy b hiip c thé din dén tir vong
trong trudg higp qui liéu

» Céc thudc e ché hé thin kinh trung wong khic nh cic din chit opioid (gbm
thude giim ho vi cie diéu tr thay thé), barbiturat, benzodiazepin, thude gidm
lo i, Illuéc ngit, :I\xuéc ching triim cim, thude khang histamin, thude an thin
kinh, thutic ha huyet ip tic ddng trung vong, thalidomid v baclofen,

Céc thudc niy cb th Tim ting e ché thin kinh tning wong. Tic dang lén sy
t_inhtﬂug&r\' nguy hiém cho vige Lii xe hodc van hinh miy moc.

+ Néy ciin thiét, nén dinh gid thir gian prothrombin khi ding UTRAHEALTH
ding thiri vén cac chit gidng warfirin do cé bao céo lim ting INR. !

* Cée thude duge biét 1a ire ché CYPIA4 by ketoconazol vi erythromycin b thé
irc ¢hé sir chuyén how tramadol (khir N-metyl) cling cb thé (e ché chit chuyén
i hogt tinh khir O-metyl. Tam quan trong vé lim sing ciia teong the ndy
chira duge nghién clu.

« Cie thude lim gidm ngwimg co gidt nhu bupropion, thude chéng rim cam lop
it ché tii hap thu serotonin, thude chong trim cim ba véng vi cde thudc an
thin kinh. Ding dong thn tramadol vin cac thude ndy o6 thé giy nguy eo co
gidt. Toc d§ hap thu acetaminophen co thé thng 1én do metoclopramid hogic
d idon vi giam do cholestyramin.

= Mt 56 gidi bgn cic nghién cir vé chiit chong ndn ondansciron dbi khang thy
the 5-HT3 diing trste hodie sau philu thujt lam ting nhu ciu tramadel & bénh
nhiin dau sau phiu thudt

10. TAC DUNG KHONG MONG MUON:

Téc dyng khing mong mudn thirdmg duge bio cdo nhit trong cée thir nghigm lim

sang ding phii hop scetaminophen/tramadol 13 budn nén, chong mit va mat ngi,

quan sit thity & 10% béah nhin. p

= Rat thiimg gp ( 1/10): chong mat, mit ngi, co co khﬁn; ¥, dildm. i tai.

- Thuomg gép ( 1/100 dén < 1/10): nbiire diu va run, mo hi, thay doi tim tinh (o
du, hung phan), rdi loan gidc ngi. ’ S

- Khéng thiimg gip ( 1/1000 dén < 1/100); cao huyét dp, hoi hp, nhip tim
nhanh, logn nhip, trim cam, do gidc, ac mgng, mit tri nhé,

- Hiém glip ( 1/10000 dén < 1/1000); mit digu hoa, co gidt, phy thuie thude.

11. QUA LIEU VA CACH XU TRI:
UTRAHEALTH Ji phéi hop céc thinh phin hoat tinh. Tririmg bop qué lidu, cic
trigu chimg cb the bao gom cic dau higu vi mgu chimg ngd dde cia tramadol
hode acetaminophen hofic ¢i hai thanh phan niy.

e + lidul tramadol:

vs nguyén tac, cic i chltnglngc- die tramadol trang v vl ngd doe che thule

gidm dau e dung trén thin kinh trung wong khéc (opioid). Gémoé:r.udu'm; i,

nﬂnmlh.:zlyt!mmh.réi logn y ﬂuﬁtﬂmhﬂnmﬁ,mgﬁl,ﬁtmhahﬂpd:n
; +

g gua el aogld flen”
Quid Tidu dfic bidt xay m o Cac trigu chimg qué lity acetaminophen trong
24 i iy gm xanth xa0, bubn nén, nén mira, chan an va dau bung. Tén thyung
an ¢6 the 10 rang sau khi udng thude 12 dén 48 gidr. C6 thé od bit thinimg vé
chuyén héa aﬂm va nhiém acid do chuyén héa, Truimg hop ngd doc nang, suy
26 thé diln dén bénh ndo, hon mé vi chét. Suy thin cip vl hoi i dng
clip co thé xdy ra ngay ca khi khéng bj ton thuemg gan ning, D co bio céo
togn nhip tim vil viém tuyén ty.
'Ifﬁthwng b thé xiy ra & ngudi lom diing acetaminophen 7,5-10 g hodc
nh.iéu,hmCfdnnhﬁclmduch&:cmmhmmmmmgdmgm
e bdng ghuathion khi inophen liéu binh thirimg), gin két khing
thuiin nghjeh vii mé gan.

- Chuyén ngay dén noi chuyén didu trj,
- my’;“cm":gu@g 1 ilip vt hodn.
- True khi bit diu didu tri, liy miu miu cing sdm cing 16t sau khi dimg qui litu
& dinh gid ndng 45 trong huydt twwomg cla acetaminophen vi tramadol va dé
thye hign thir nghiém chire ning gan. )
- Thir nghiém chire ndng gan hic bar diu (ding qua lidu) va lip lai mﬁu 24 gio.
Thutmg quan sit thiy ting ¢de enzym gan (ASAT, ALAT), trd vé binh thuong |
san mit den hai z
- Gity nén cho bénh nhin (khi bénh nhin tinh) bang cich kich thich hofic sic ria

i r;
-Nén?gngnﬁ:biénphéphﬁwnhudwniﬂafuukhivim@cnﬂngminhm.
Nén diing naloxon lim gidm sy ire ché bo hip; cic con co gilt ¢d thé duge
Kiém soit bing diazepam. y
-Tramsd.o!duwsdénlhﬁiqnnsuthﬂmtkhmﬁum;'Iq:mtu\-‘dvih:wgritit.\-’i
thé didu trj ngf dde cip UTRAHEALTH chi biing cach Ipe miu 1 khing phi
bap d i o A iy
Cin phai diéu trj ngay qud liéu do scetaminophen. Do thicu céc tri¢u chimg
sm quan trong, bénh nhin nén duge dva khin cip dén bénh vign dé duge
[ chamaéoylé.vibitks-ngm!anheanhieu;-iénmmnc
7,5 g hode hon trong vong 4 gidr trude, hode bat ot tré ndo ding
acetaminophen 150 mg/kg trong véng 4 gid e nén duge ik \iz day. Nén
dérnhgjﬁnmsd!émmmimphmmgméquudmbqﬁnlquth u dé dinh
gi4 ngguy co bj 10n thuong gan. Udng methionin hojic tiém tinh mach
Neacetylcystein co thé cb bi trong it nhit 48 giér sau khi ding qué liu. Tiém
} tinh mach N-acetyleystein c6 higu qua nhit trong vong 8 gio sau khi dir qui
lidu. Tuy nhién, N-acetyleystein viin ¢ the ding sau 8 gitr qué lidu va tigp tue
' liw trinh dily dis. Nén bit diu diéu trj bing N-acetylcystein ngay khi nghi nglr
f ngd doc Liéy cao. Phai cb sin cée bign phip ho trg ting the,

Khing két dén bio cio lidu lirgng acetaminophen d ding, nén udng hojc tiém
finh mpch thube giai dje inophen la N-acetyl o cing st cing (01,
néu o thé, ding trong vong 8 giér sau khi ding qud 1
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o e

Khing nén sir dyng tramadol trong thai k¥ vi khing oo di biing chimg 08 dénh

ghi 1inh an todn cha tramadol & thai phy.

Cho con !

Tramadol va céc chit chuyén hoa duge tim thily trong sita me vori lugmg nhd. Mt

aﬁwcsﬁmmuo.l%lﬁummm Khing nén diing tramadal khi
con i,

Tie djng trén khi ning lii xe vi vin hinh miy méc:

Tramadol ¢ the ghy buon ngil hay chong mis, cé thé ting lén do nugu hojic cde
chifit ire ché thin kinh trung wong khac. Néu bi tde dung ndy, bénh nhin khing
nén Iii xe hay vin hinh may moc nguy hiém.

9, TUONG TAC CUA THUGC V71 CAC THUOC KHAC VA CAC LOAT
TUONG TAC KHAC:

* Thuoc tre che MAO: .
Nguy co il chimg serotonin: tiéu chiy, nhip tm nhanh, ra ma héi, run, mo
hié, ngay ci hin mé. = u i .
Truimg hp mii diéu tr bing thudc e ché MAD, nén cdch it nhit 2 tuin -
trude khi diéu trf bing tramadol. O central

1 P4

* Rargu. g
Rurgu lam ting tic dyng an thin cia thudc gidm da opioid.
Tac djng lén sy tinh tio @iy nguy higm cho vige ki xe hoje vin hinh may

moc,
Trinh uéng nmyu hode cée thude cb chir cdn.

-beanwzphviﬁcchhgwmﬁugmkm
Nguy co lam giam hige qui va lim it ngan thid gian tic dyng do gigm néng
di hisyét treng ¢ tramadol.

« Chit chii viin - khing cha vin Opioid (buprenorphin, nalbuphin, p
Gidm tic dyng giam dau do tie dung chen canh tranh & cde receptor, ¢6 nguy
)cu'bq'hl‘,vill:bl'lllgr.!illl\g 1

Cin ciin nhdic i g ding théi

+ i c6 ban céo vé hi chimg Seroton im'rmbtsémlbllg:gp imgs tramadol diéu
tri kiét hop voi céc thudc serotonin khac nhir chit gc che ti
serotonin (SSRIs) v céc thude triptan. Vi dy vé cic din higu caa hi chimg
Serotonin: ma ho, kich djng, sit, ra mé hoi, milt diéu hoa, ting phan xa, mia
wifit va téu chay,

« Cic diin chilt opioid khic (gbm thubc gidm ho vi cie didu ij thay thé),
benzodiazepin vi barbiturat: Tang nguy co suy hd hiip cd thé dan dén ui vong
tromg trusimg hop qui ligu. ;

'Ck:\‘hu&cﬁtchehéﬂﬂnkjﬂhwngumkh&nhwmdﬁuch.ﬂslupiuddl[gu‘:_m

thubic gidm bo va edc diéu trj thay thé), barbiturat, benzodiazepin, thuic
lo i, thudc ngu, thude ching trim cim, thude khing histamin, thude an thin
kinh, thude ha huyét 4p tc ddng ting wong. thalidomid vi baclofen,
Cée thude niy o6 the lam ting (e ché thin kinh trung vong. Tée dong 1én sy
ljnh to gly nguy hiém cho vide lii xe hodie vin hinh midy moe.

« Néu can thies, nén dinh gid thin gian prothrombin khi ding UTRAHEALTH
dong thir voi che chit gidng warfarin do co bio cdo lim ting INR. y

« Cihe thudsc dure bidt 14 i ché CYPIAS nhr ketoconazal vil erythromycin cd the
ire chié syt chuyén héa tramadol (khis N-m::y&m’lng co thé (ic ché chit chuyén
hiba ot tinh khir O-metyl Tim quan trong vé lim sing cia twong tic niy
chura durge nghién el

* Cike thude lim gidm ngwdmg co gift nhu bupropion, thubc ching trim cam logi
i ché tii hdp th serotonin, ching trim cam ba vong vi cic thufic an
thiin kinh. Ding dong thir tramadol véi cde thude niy cd the giy nguy co co
gidt. Toc 4o hip u::! adc;laminophm ¢ thé ting lén do metoclopramid hoge
i don v gi hol i z

« Mt 56 gici han cdc nghién ein vé chilt chéing non ondansetron déi khing thy
thié 5-HT3 diing trnde hofic sau phiu thudt lam ting nhu chu tramadol & bénh
nhiin dau sau phily thuit,

10. TAC DUNG KHONG MONG MUON;: J

Tic dung khing mong mudn thudmg duge bio cdo nhat trong cae thir nghiém lim

sang diing phoi hop acetaminophen/tramadel 1 budn non, ching mt vi mat ng,

quan st thuy & 10% bénh nhin.

- Rilt thutmg gap ( 1/10): chéng mi, mit ngi, co co khing t ¥, di cam, @ tai.

- Thwemg gitp ( 1/100 den < 1/10): nhitc dhu va run, me ho, thay déi tam tinh (lo
u, himg phén), réi loan gific ngil.

- Khing thiimg gip ( 1/1000 dén < 1/100): cao huydt dp, hii hiyp, nhip tim
nhanh, logn nhip, trim cim, do gide, 4 mang, mit 1 nhé,

- Hiém giip { 1/10000 dén < 1/1000); mét didu hoa, co giit, phy thude thude.

11. QUA LIEU VA CACH XU TRIi: .
UTRAHEALTH 14 phi hop céc thinh phin hogt tinh. Truimg hop qud liéu, céc
triéu chimg ¢6 thé bao ghm che diu hidu va tribu chimg ngh dée cua tramadol
hogc acetaminophen hojc i hai thinh phiin ndy.

Ve nguyén tac, cic méu chimg ngd de tramadol teong 0y voi ngd dic cic thube
gidm dau tic dyng trén thin kinh trung wong khéc (opioid). Gom o6 co ddng ni,
ndn mir, truy tim mach, rii logn ¢ thirc dén hin mé, co gidt, te ché hi hip dén
ngimg hé hip,

Quii licu djc bigt xiy ra o tré em. Cic trigu chimg qua lidu acctuminophen trong
Mgmdng&mxmm,hﬂumcnénmdlininﬂqmmﬁnm;
gan oo thé ri ring sau khi ubng 12 dén 48 gi. C4 thé cb bit thuimg vi
chuyén héa plucose v nhiem acid do chuyén hoa, Truimg hop ngé dge ning, suy
gan 6 the din dén bénh ndo, hon mé vi chét. Suy than cip vai hoai tir Gng
chp cb thé xay ra ngay ci khi khong bj ton thuong gan ning. B cb béo can
!n&:\ nhip tim vii viém tuyén tyy.
Ton thuomg gan ¢ thé xdy ra & ngudi lém dimg acetaminophen 7,5-10 g hoje
nhiéu hon. Can cin nhilc hrgng dur chilt chuyén hoa doe tinh (thirimg duge gidi

- biing glutathion khi ding inophen liéa binh thiing), gin két khong

e

thuin nghjch voi md gan.

éll g cm:’.én i chuyén diéu trj

- Chuyen ngay il chuy 1€u try.

- Duy tri chirc niing hé hip va tuin hodn,

-Tn,léckhibﬂﬁumm.ﬁyﬂummm:m;ﬂrmmdm;qlﬁﬁh
dé ddnh gid 4§ trong huyét tuong car acetaminophen vit tramadol va d
thyge hign thir nghi¢m chire niing gan.

- Thir nghi¢m chire niing gan hic lﬁn dhu (dung qué litu) vA ip lai mbi 24 gid,
Thuimg quan sat thiy ting cée enzym gan (ASAT, ALAT), tré vé binh
sau mit dén hai 3 :

- G:ydn:n cho bitnh nhin (khi bénh nhin tinh) bing cich kich thich hodc ste rim
 diy. ;

- Nén diing ciic bign phap hé tro nh duy tri thang khi va chire siing tudn hodn.
Nén diing naloxon lim gidm su ire ché hé hiip; cic con co gidt ¢é thé dupe
kiém soit bing diszepam.

- Tramadol duge déo thai qua sy thim tich méu by loc min véi hegmg dt it Vi
thé didu tri ngd ddc cap UTRAHEALTH chi bing cich loe miu I3 khing phil
hop de gidi dge. v
Cin phii didu tri ngay qud lidu do acetaminophen. Do thidu cdc trigw chimg
st quan trong, bénh nhiin nén dirge dwa khin cip dén binh vién dé dugc
chiim sic y té, vi bt ky ngui Iém hojic thiéu nién nio ding acetaminophen
7.5 g hofic hon trong vémg 4 giér trurre, hodic bt cir tré nio dimg
acetaminophen |50 mg/kg trong ving 4 gitr trude nén duge nim dy diy. Nén
diinh gid nong df scetaminophen trong mau sau 4 gio ding qui lieu e danh
il nguy co bj thn thiemg gan. Udng methionin hode tiém tinh mgch
N-acetyleystein ¢ thé 6 lgi trong it nhit 48 gid sau khi dimg qui lige, Tiém
tinh mach N-acetyleystein co hidu qui nhit trong vong § gitr sau khi ding qua
ligu. Tuy nhién, N-acetyleystein vin cb thé dimg ssu 8 gi qua lidu vi tiép e
ligu trinh diy di. Nén bit diu didu tr biing N-scetyleystein ngay khi nghi ngir
ngd dic liéu coo. Phii o6 sn cic bign phap bd trg tdng thé.

Khing ké dén bio ciio lidu lugng scetaminophen da ding, nén uéng hoje tidm
tinh mach thude pidi djc inopl N. in cing sém cing 10,

e

1a N-acetyl
neu i the, ding trong vong 8 gid sau khi ding qui T,

12. PIEU KIEN BAD QUAN, HAN DUNG CUA THUOC:
BAO QUAN: Béo quin dudi 30°C, trinh dnb sing,
HAN DUNG; 24 thing ké tir ngiy sin xuit,

n

13, TEN, BJA CHI CUA CO 50 SAN XUAT:
STANDARD CHEM. & PHARM. CO. LTD.

No. 6-20, Tuku., Tuku Village, Sinying District, Tainan City 73055, Déi Loan
Tel: +886-6-636 1511

Fax: +886-6-636 1516

14. NGAY XEM XET SUA DOL, CAP NHAT LAI NQI DUNG HUONG
DAN SU DUNG THUOC: Rt o

2217553 0191001



