
e0vrE
cULl euArv rf ouoc
D EA P}I DUYE

I,dtr dC u :..,Sj,1,,N.,,,,/ ),n E,
a

YURAFT,u
(Tramadol HCI + Acetaminophen)
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Analgesic
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(100 Vi6n)
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Tramadol Hcl ---.-_-- 37,5m9
Acetaminophen 325,0m9
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lCompottition] Each tablet contains,
Tramadol HCI 

-- 

37.5m9

Please see the insert paper.

[Quality spe<ifi cation]

USP38

[StoraSel

KEEP OUI OF REACH OF CHILDREN

READ TNsERT pApER clnrruLlv aeionE use

Store in hermetic containers, at temperature below 30oC,

protected from light and moisture.

Acetiaminophen

[Deagefrrm]

325.0m9

Visa No.

Lot No.

Mfg. Date

Exp. Date

film coated tablet.

findlcations, Doeage & Adminisfation,
Conhalndlcatons, others lnbrmatlonl
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YURAFT,u
(Tramadol HCI + Acetaminophen)

Rx rxu& a{N TlEo odN

Analgesic

3Vi x 10Vi6n n6n
(30 Vi6n)

San xu5t tai Han Qu6c bdi :

KMS PHARM CO., LTD.
236, Sinwon-ro, Yeongtong{u, Suwon-si,
Gyeonggido, Korea
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Tramadol Hcl ------__-____ 37,5m9
Acetaminophen 

- 
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Manufactured by

KMS PHARM CO., LTD.
236, Sinwon-rc, Ysngtong{u, Suwon-si,
Gyeonggi{o, Korca

fi@

[Dcagefom]
film coated tablet.

findications, Dosage & Administration,
Contraindications, others infu rmationl
Please see the insert paper.

KEEP OUT OF REACH OF CHILDREN

READ INSERT PAPER CAREFULTY BEFORE USE

Store in hermetic containers, at temperature below 30"C,
protected from light and moisture.

[Composilion] Each tablet contains,
Tramadol HCI 37.5m9
Acetaminophen

[Quality specifi cation]

USP38

[Stonage]
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Visa No. :

Lot No. :

Mfg. Date:
Exp. Date:
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2. lntermediate label :

Amlg-lc

YURAFru
Trildd HC 

- 

37.tng
AffitaEdu 

- 
325.0rn9

YURAFr,o.
TErodd HCI 

- 

37.lng
A€bhircphon 

- 
325.0rn9

YURAFT,u
Tm.dot Ho _ 37.5h9
Ac.t riiDphcn 

- 
3rl5.0mg

An.l$!ac Analgcaic

s6t6 sx :

HD:
s6l0 sx
HO

s616 sx
HD

s6t6 sx
HO

(@rununoqmrmr ilLmruno.,mrmr @mnunrco.uormr ($u;uro,uumr

An.lgc.lc An lgcdc

YURAFr,u, YURAFr,u, YURAFT u.

s6t6 sx :

HD:
sdt6sx:
HO:

sdr6 sx :

HD:
s6t6 sx:
HO

l@usnurroquomr rnrarfirco,mrcEr @rcnurrcquolcr (@unmcqmmr

Andgcric An.leC3ic Analg6ic An lgcaic

Tmsdd Hct 

- 

37.9n9
A€laminopho 

- 
3r25.0fr9

Tm.dol Ho 

- 

37.3!9
A€aamircphs 

- 
325.0hg

TEmadd Hcl 

- 

37,5m9
Aetamrnopho 

- 
325,0rr9

Tcmadd Hcl 

- 

37.tng
Acotamircpho 

- 
325.0n1g

sdt6 sx
tI)

5616 SX i

HO:
s6to sx
HD

s6t0 sx
HD

l$rmrrco,mxmr (@mnflrm,uurmr (Suaurcquorcr (Drcxruoquormr

An.lgC.ac

TBrdd Hcl 

- 

37.5m9
Aotriimplrn 

- 
325,fi.C

Tm.dol Ho 

- 

37.5m9
Affiinophon 

- 
325.ftr9

Arulg..k

YURAFT,u
Trmdd Ho 

- 

37.5it9
A6tdnirEph.n 

- 
325.erg

An lgE lc

Trn dd HCI 

- 

37.t!r!
AD.t nimph.n-325.0m9

YURAFI,u, YURAFT'u YURAFT*, YURAFT'o.

YURAFT,u
AnrlgEdc

YURAFr,u.
Tmadd Hcl 

- 

37.nDg
A@trnimdu 

- 
325.&ng

Anaboaac

YURAFTo.
Tmsdd Ho 

- 

37.5m9
A@tsninopha 

- 
325.0h9

YURAFT,u
TEmsdd HO 

- 

37.5.n9
AocitmhAhs 

- 
325.000

s6t6 sx :t{, :

An lgCdc

Tramadol Hcl 

- 

37.5m9
Acetaminophen 

- 
325.0m9

s6 t6 sx
HO

sd t0 sx
HO

s6t6 sx :
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- 
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R^ THUOC BAN THEO DON

YURAF tab.
(Acetaminophen, tramadol hydroclorid)

, . Dgc k! hrfing dfrn sft dqtng trrdc khi dilng
NAU cfrn thAm thbng tin, xin hdi j, ki|n - btic si ho(c clrqc si.

Thinh phAn: V6i viCn ndn chria:

Hoat chiit: 325 mgacetaminophen vd 37,5 mgtramadol hydroclorid.
Td dwc: bQt cellulose, tinh bQt bi6n tinh, tinh bQt ng6, tinh bQt natri glycolat, magnesi stearat,
mdu vdng opadry 85F12347, s6p carnauba.
Dgng biro ch6 : Vi€n n6n bao phim.

Quy cdch tt6ng g6i: HOp l0 vix 10 vi€n ndn. HQp 03 vix l0 vi6n ndn

D4c tinh duqc lqc hgc:

Md ATC: N02AX52

Nh6m dugc l;i: Gidm ilau, h4 s6t, gi6m clau trung uong lo4i opioid.
Tramadol ld thu6c gi6m clau gdy nghiQn c6 t6c dpng tr€n thAn kinh trung uong. Tramadol ld
thu5c co chri v4n khOng chon lgc thuAn triy c0a thq th6 opioid !L 5, x c6 6i luc cao hon tr€n

thqr th0 p. Co ch6 kh6c g6p phin vdo t6c dung gi6m clau ld 0'c ch6 t6i thu h6i noradrenalin vd

ldm tdng ph6ng thfch serotonin. Khdng gi5ng morphin, o day li€u c6 t6c dgng gidm dau crla

tramadolkhOng c6 t6c dqng ldm suy y6u hQ hO h6p. HiQu lyc cta tramadol bing l/10 d6n l/16
cria morphin.

Tramadol khdng phAi ld thu6c ch6ng vi€m khOng steroid vd kh6ng ldm tdng nguy co lodt d4

ddy vd chdy m6u trong.

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) ld chdt chuy6n h6a c6 ho4t

tinh cta phenacetin, Id thu5c gi6m clau - h4 sdt h['u hiQu c6 th€ thay th6 aspirin; tuy vdy, kh6c

vdi aspirin, acetaminophen kh6ng c6 hiQu qud di€u tr! vi€m. Vdi li€u ngang nhau tfnh theo

gam, acetaminophen c6 t6c dqng gi6m clau vd hq s6t tuong ty nhu aspirin.

Acetaminophen tdm gi6m th6n nhiQt o nguoi b€nh s6t, nhung hi6m khi ldm gi6m thdn nhiEt o

nguoi binh thuo'ng. Thu6c t6c clQng l6n virng dudi d6i gdy he nhiQt, t6a nhi6t tlng do gi6n

mqch vd tdng luu lugng m6u ngo4i bi€n.

Acetaminophen, vdi li€u di€u tr!, it t6c dQng d6n hQ tim m4ch vd h6 hdp, kh6ng ldm thay d6i

cdn bing acid - base, kh6ng gdy kfch (mg, xudc ho{c ch6y m6u d4 ddy nhu khi dirng salicylat,

vi acetaminophen kh6ng t6c dqng tr€n cyclooxygenase todn thdn, chi t6c dQng d0n

cyclooxygenase /prostaglandin c0a h€ thAn kinh trung uong. Acetaminophen kh6ng c6 t6c

dqng tr€n ti6u cAu ho4c thoi gian ch6y m6u.

Khi dtng qu6 li6u acetaminophen mQt ch6t chuy6n h6a ld N - acetyl - benzoquinonimin gdy

clQc n[ng cho gan. Li6u binh thudng, acetaminophen dung n4p t6t, kh6ng c6 nhi€u t6c dqng

phq c0a aspirin. Tuy vQy, quri tiOu c6p tfnh (r€n l0 g) ldm thuong t6n gan g6y chi5t ngudi, vd

nhfng vU ngQ ilQc vd tg v6n bing paracetamol il6 tdng l6n mQt c6ch tl6ng lo ng4i trong nhfi'ng

ndm gAn d6y. Ngodi ra, nhidu ngudi trong d6 c6 cd thAy thu6c, dudng nhu kh6ng bi6t t6c

dr,:ng ch6ng vi€m kdm c0a acetaminophen.

Khi rl6nh gi6 tr6n dQng v4t o phong thi nghiQm, viQc ph6i hgp tramadol vd acetaminophen cho

thdy chfng c6 tiic dqng hgp lgc.
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Duqc tlQng hgc:

Tramadol bi chuy€n ho6 thdnh Ml bdi CYP2D6. Tramadol Id mQt ch6t racemic vd ciic dang
ddng phdn td tuy€n vd htu tuy€n c0a tramadol vd M I dugc tim th6y trong qu6 trinh luu th6ng.
Dugc dQng hgc c0a tramadol vd acetaminophen khi u5ng mQt vi6n ndn yURAF tab. clugc m6
td trong bing l. Tramadol c6 dQ h6p thu vd thoi gian brin thdi nh6 hon acetaminophen.
Bing 1: Bing t6ng k6t cic thdng s6 duqc ilQng hgc trung binh cfra cric dqng <tdng ph6n
quang hgc cia tramadol, Ml vi cria acetaminophen khi u6ng m0t vi6n n6n
Tramadol/Acetaminophen k6t hqp (37,5 mgl325 mg) 6'nhfng ngudi tinh nguyQn.

MQt nghiCn criu dugc clQng hgc cho mQt I clon YURAF tab. duoc hdnh tr6n nhirng

nguoi tinh nguyQn d5 chi ra ring kh6ng c6 sg tuong t6c gi0a tramadol vd acetaminophen. Tuy

nhi€n, sinh khA dung cia tramadol vd ch6t chuy,5n ho6 M I o d4ng vi6n ndn k6t hqp th6p hon o

dqng ilcrn ch6t. DiQn tfch du6i tluong cong bi giim 14% O6i vOi (+)+ramadol,l0,4o OOi vOi

(-)tramadol,ll,goh OOi vOi (+)-Ml and24,2Yo a6i vOi (-)-Ml. Nguy6n nh6n c0a viQc gi6m

sinh kh6 dpng chua dugc bi6t m6t c6ch r5 rdng.

Kh0ng c6 d6u hiQu thay OOi ve du-o. c clQng hgc cria acetaminophen d d4ng phOi nqp vd o d4ng

tlon.

uAp rHu:
- Sinh kh6 dqng tuyQt d6icia tramadolHCl khi u6ng li€u 100 mg vdo khodng 75%. N6ng dQ

trong huy6t tuong sau khi u6ng li6u 2 vi6n n6n cta tramadol cl4t cgc cl4i sau 2 gio vd cta Ml
ld 3 gid.

- Trong huy6t tuong, n6ng ctQ cria acetaminophen dqt ilinh trong vdng I gio vd khOng b! 6nh

huong bdi tramadol. Khi u6ng acetaminophen dugc h6p thu chi y6u d ruQt non.

- Nhirng 6nh huong c0a thric 6n:

- Khi YURAF tab. clugc u6ng cirng thfc 6n, thdi gian d0 d4t n6ng clQ cgc dai bi chflm hon

kho6ng 35 phrit OOi vOi tramadot vd gAn nhu mQt gio d6i v6i acetaminophen. Tuy nhi€n, n6ng

dQ cqc dpi vd mti'c tlQ h6p thu c0a tramadol vd acetaminophen thi kh6ng bi dnh hucrng.

PHAN gO:

- th€ tich phAn bO cia tramadol khi ti6m tTnh mach liOu 100 mg ld 2,6 l/kg o nam vd 2,9 llkg
d nir.

- Li6n k6t cria tramadol vdi protein huyiit tuong vdo kho6ng 20o/o vir liOn k6t ndy chi hinh

thdnh khi n6ng dQ d4t clugc l0 pg/ml.

- Acetaminophen ph6n b6 rQng vdo hAu h6t c6c m6 cta co thti ngo4i trtr md mO. Th6 tich

a

:!

,l
..t

I
{,1

Th6ng s6
(+)-

Tramadol
G)-

Tramadol
(+)-Ml (r-Ml Acetaminophen

Cmax
(ne/mL) 64,3 (9,3) 55,5 (8,1) 10,9 (5,7) 12,8 (4,2) 4,2 (0,8)

tmax (h) 1,8 (0,6) 1,8 (0,7) 2,1 (0,7) 2,2 (0,7) 0,9 (0,7)

CL/F
(mL/min) s88 (226) 736 (244) 36s (84)

t% (h) 5,1 (1,4) 4,7 (1,2) 7,8 (3,0) 6,2 (1,6) 2,5 (0,6)

Vdi acetaminophen, Cmax clugc tinh theo tlon v! pg/mL
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ph6n b6 vdo khoang 0,9 lkg. MQt ti le nh6 (khodng 20o/o) acetaminophen li€n kiit v6.i protein
huy6t tuong.

CHUYEN HOA:

- Tramadol b! chuyiin ho6 bdi CYPZDl vd CYP3A4. KhoAng 30oh ctta li€u th6i trtr qua nu6c
ti6u dudi dang kh6ng OOi va 60% li€u bdi ti€t dudi dang cnuyen ho6. C6c c6ch chuyiin ho6
chinh Id xu6t hi6n ciic li6n klit N-, O-, loai methyl, k6t hqp v6i acid glucuronic holc sulfat d
gan. Chdt chuy6n ho6 M I (O-desmethyltramadol) ld ho4t ch6t c6 hoat tfnh sinh hoc. Su hinh
thdnh Ml phu thuQc vdo CYP2D6 cfing nhu ciic ch6t fc ch6 c6 6nh huong dt5n d6p fng cli€u
tri.

- Acetaminophen b! chuy€n ho6 ch0 yt5u o gan bing ba con dudng chinh:

- O nguoi l6n, acetaminophen b! chuy€n ho6 ch0 y6u do ktit hqp v6i acid glucuronic vd m6t
phAn nho hon krit hgp vdi sulfat. SU k6t hop ndy t4o thdnh cdc chdtchuy6n h6a khdng c6 hoat

tinh sinh hoc.

- O trd em, tr6 so sinh, trd sinh non, sU f€t hgp vdi sulfat chitim uu thii.

THAI TRU':

- Tramadol dugc th6i trir ch0 y6u nho sg chuytin ho6 d gan vd c6c ch6t chuyiln ho6 ndy duoc

thdi trir chi ytiu qua th4n. Sau khi u5ng tramadol, thdi gian b6n thii cta tramadol trong huy6t

tuong ld 5-6 gio vd cta Ml la 7 gio. Thoi gian b6n th6i cia tramadol trong huy6t tuong tang

l6n 7-9 gio khi u6ng li6u ti6p theo cria tramadol.

- Onguoi l6n,thdi gianb6nth6i criaacetaminophenvdokhoing2d€n3giovdc6phAnngdn
hon d6i vdi trd em vd ddi hon d trd so sinh vd o bQnh nh6n xo gan. Acetaminophen thai trir
chri y6u nho sg hinh thdnh c6c li6n ktit vOi acid glucuronic vd sulfat. Kho6ng 9%

acetaminophen thii trir qua nu6c tiiiu du6i d4ng kh6ng chuy6n ho6.

DOI VOI BENH NHAN SUY THAN

- Dugc dQng hgc cta YURAF tab. tr€n bQnh nhdn suy thQn chua clugc nghi€n cr?u. Theo

nhtng nghiOn cr?u khi st dqng tramadol o d4ng kh6ng k6t hgp, sg thdi trtr c0a tramadol vd

chSt chuytin ho6 Ml bi gi6m o b€nh nhdn c6 dQ thanh thAi creatinin nh6 hon 30 ml/ phrit. Vi
v4y, cAn ili6u chinh liAu o nhilng b€nh nhdn ndy.

DOI VOI BENH NHAN SUY GIAM CHUC NANG GAN

- Dugc dQng hgc ctia YURAF tab. tr€n bQnh nhdn suy gi6m chtic ndng gan chua clugc nghiCn

cr?u. Do tramadol vd acetaminophen cl6u clugc chuy6n ho6 cht y6u boi gan, vi v$y kh6ng n6n

chidlnh YURAF tab. cho b€nh nhdn suy gan.

DOI VOI NGU'OI GIA

- Mgt sO t 6t qu6 nghi€n cfu thu ilu-o. c cho thAy kh6ng c6 nhirng thay d6i d6ng k0 vC dugc

dQng hgc cfia tramadol vd acetaminophen o nguoi gid co chfc n[ng gan vd thQn binh thudng.

Chi ilinh:
Thutic clugc chi ilinh di6u tr! cdc con dau cdp tfnh, v6i mfc <lQ ti vira d6n ning.

Lidu luqng vir cich dtng:
Ngrdi lon vd trd em ten t2 tu6i;

lieu t6i da ld I d6n 2 vi6n m5i + d6n 6 gio vd kh6ng qu6 8 vi€n trong I ngdy. Thudc kh6ng b!

t

a

dnh hudng boi thric 6n. ffi
'(ei#

ri
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Tr,i em (dudi l2 tuAi1: Oq an todn vd hiOu qu6 cria thu6c chua tlugc nghiCn cfu o tr6 em.

Ngudi gid ftrAn 75 tuiii): O benh nh6n tr€n 75 tu6i, khodng c6ch tdi thi€u gi0a c6c lidu s0

dpng kh6ng n€n ng6n hon 6 gid.

B€nh nhdn suy thQn:

Clcr < l0 ml/phtt: Kh6ng dugc khuy6n c6o dirng.

Clcr l0 - 30 ml/ph[t: Kh6ng n€n sri dung quri 2 vi6n m6i t Z giO.

B€nh nhdn suy gan:

Suy gan n{ng: Kh6ng dugc khuy6n c6o dtng.
Suy gan mfc ilQ nhe cl6n vt'a: Di€u chinh kho6ng c6ch tOi tfri€u giira c6c li6u sri dqng tty theo

mftc dQ bQnh

Thudc chi dilng khi cd sy k€ tlon crta Bric si.

ChSng chi tlinh:
- Khdng n€n dDng thu6c cho c6c bdnh nhdn c6 ti€n st nh4y cdm vdi tramadol, acetaminophen

hay b6t cri thdnh phAn ndo cria thu6c ho{c v6i c6c thu5c opioid.
- Thu6c cfrng ch5ng chi tllnh trong c6c trudng hqp ngQ dQc c6p tinh do rugu, thu5c ngt, c6c

ch6t ma tuy, cdc thurSc gi6m dau trung uong, thu6c opioid vd c6c thu5c hucrng thdn.

- BQnh nhdn suy gan n{ng

- DQng kinh khdng kitim so6t duoc

- BQnh nh6n tlang dtng IMAO trong vdng 2 tudn.

Th$n trgng:
- B5c si cAn cdnh b6o bQnh nhdn v€ c6c dAu hiQu c0a ph6n ring tr€n da nghidm trgng nhu hQi

chrmg Steven-Johnson (SJS), hQi chring hoai tri da nhi6m dQc (TEN) hay hQi chung Lyell, hdi

chr.rng ngoai ban mun mt todn thdn c6p tinh (AGEP).

- Than trgng khi st dyng thu6c vi c6 nguy co g6y co giQt khi dtng d6ng thdi tramadol vdi cdc

thu6c SSRI (tic chti t6i hdp thu serotonin), TCA (c6c hgp ctrdt : vdng), c6c opioid, IMAO,

thur5c an thAn hay c6c thu6c ldm gi6m ngu0ng co gi6t; hay trdn c6c bQnh nhdn b! clQng kinh,

bQnh nh6n c6 tiAn sri co gi6t, hay c6 nguy co co gi4t.

- ThQn trgng khi sti dgng thu5c vi c6 nguy co gdy suy hd h6p tr€n nh0'ng b€nh nhdn c6 nguy

co suy hO h6p; dtng li6u cao tramadol v6i thu6c t0, thu5c m€, rugu.

- Than trgng khi sri dqng thudc dOng thoi vdi c6c thu6c ric ch6 hQ thAn kinh trung uong nhu

rugu, opioid, thu5c t€, thu5c m€, thu5c ng0 vd thu5c an thAn.

- Thqn trgng khi st dr,rng thudc cho c6c bQnh nhdn bi tlng 6p lgc n6i sg hay ch6n thuong dAu.

- Th$n trgng khi sri dr,rng cho c6c bqnh nhdn nghiQn thuiic phi€n vi c6 th6 gdy tdi nghiQn.

- Thfln trgng khi st dqng thu6c cho c6c b€nh nh6n nghiQn rugu m?n tinh vi c6 nguy co gdy

ilQc tinh tr€n gan.

- ViQc ding naloxon trong x0 lf qu6 li6u tramadol co th€ g6y t6ng nguy co co gi$t.

- Vdi nhitng bQnh nhdn c6 dQ thanh thAi creatinin dudi l0 ml/ph0t khOng dugc khuy6n c6o

dilng

- ThQn trgng v6i bQnh nhdn suy gan n{ng.

- Kh6ng dtng qu6 li6u chi clinh.

- Acetaminophen tucrng A6i ktrOng dQc vdi li€u di€u tri. DOi khi c6 nhirng phdn ring da gdm

ban d6t sAn ngria vd mdy clay, nhfi'ng phdn fng m6n cdm kh6c gdm phir thanh quAn, phir m4ch,

vd nhfi'ng ph6n ri'ng ki€u ph6n ve c6 th6 it khi xay ra.

- Khdng dtng vdi c6c thutic kh6c chr?a acetaminophen hay tramadol.
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- ThQn trong trong di0u tr! c6c b€nh c6p tinh o bqng vi thu6c c6 th€ che l6p dau
- ViQc dtng thu6c kdo ddi c6 th€ gdy quen thu6c vd nghi6n thu6c; ph6i tr6nh ngirng thu6c dQt
ngQt vi c6 th€ x6y ra ciic tri€u chr?ng cai thudc. ViQc giAm dAn li€u dirng trong ttroi gian ngirng
thudc ldm gi6m nguy co xiy ra cdc tri€u chtmg cai thu6c.
Tdc dgng khdng mong mu6n:
Cdc tdc dung phu thudng xuy€n xdy ra nh6t la tr6n hC thAn kinh trung uong vd h6 ti€u h6a.
ptrO Uii5n nhdt ld bu6n n6n, hoa m6t ch6ng m6t, bu6n ngri.
MQt s0 t6c dqng phu sau cl6y cflng x6y ra, tuy nhi€n ft thud'ng xuy6n hon:
- Todn b6 co th6: suy nhugc, mCt m6i, xric cl6ng manh.
- H0 thAn kinh trung uong vd hQ thAn kinh ngoai bi€n: clau dAu, rirng minh.
- Hg ti6u h6a: clau bgng, t6o b6n, ti6u ch6y, kh6 ti€u, cl6y hoi, kh6 mi€ng, n6n mria.
- ndi loqn tdm thAn: ch6n trn, lo l6ng, nhAm l6n, kfch thich, m6t ngti, b6n ch6n.
- Da vd cric phdn phu thu6c da: ngria, ph6t ban, t6ng tiiit m6 h6i.
Citc b6o c6o v€ t6c dgng phu tr€n l6m sdng hi6m g{p c6 th6 c6 nguy€n nhdn li€n quan il6n
., i :. ,
tnuoc gom co:

- Todn bQ co th€: dau ngyc, rdt run, ng6t, h6i chung cai thu6c.

- Rdi lopn tim mach: tlng huy6t 6p, tlng huy6t ap trAm trong, tut huytlt 6p.

- HQ thAn kinh trung ucrng vd hQ thAn kinh ngoai bi€n: m6t thdng bing, co gi4t, clng cq clau

nria dAu, dau nria clAu trAm trgng, co co khdng tr,r chri, di c6m, ng6n ngo, ch6ng m[t.
- HQ ti6u h6a: kh6 nutit, phan den do xu6t huyi5t ti€u h6a, pht luOi.

- R6i lo4n vC tai va ti6n rlinh: t tai.

- R6i lo4n nhip tim: loan nhlp tim, d6nh tr6ng nggc, m4ch nhanh.

- Co quan gan vd mQt: c6c x6t nghi€m vC gan b6t binh thudng.
- ndi lo4n chuy6n h6a vd dinh du0ng: gi6m c6n.

- Rdi lo4n tdm thAn: hay qu€n, m6t y th0c, trAm cAm, lam dung thu5c, tdm tr4ng b6t 6n, 6o

gi6c, b6t luc, 6c mQng, c6 nhfing f tuong di thuong.

- n6i lo4n h6ng cAu: thi6u m6u.

- He hO h6p: kh6 tho.

- HQ ti€t niQu: albumin niQu, r6i loan tir5u ti€n, nudc tirSu it, bi ti6u.

- ROi logn th! lyc: tAm nhin khdng binh thuong.

Circtdc dpng phq kh6c cta tramadol hydroclorid tru6c giai clopn tht nghiOm l6m sdng vd sau

khi da luu hdnh tr€n thitrudng:

C6c trudng hgp du-o. c b6o c6o khi ding tramadol g6m c6: hp huytit 6p th6 clfrng, c6c phAn fng
di ring (g6m ph6n ['ng phdn vQ, n6i mC day, hQi chfng Stevens-Johnson), r6i lo4n chric ndng

nh6n thfc, mu5n tr,r s6t vd vi€m gan. C6c b6t thudng dugc b6o c6o o phdng thi nghi€m ld

creatinin tlng cao. HQi chting serotonin (c6c tri€u chfng cta n6 c6 th6 ld s5t, kich thich, run

rAy, cdng thdng lo 6u) xdy ra khi dtng tramadol cirng vdi c6c ch6t t6c dQng d6n serotonin nhu

c6c thu6c ric ch6 chgn lgc tili hdp thu serotonin vd fc ctr6 UeO. ViQc theo ddi gi6m s6t

tramadol sau khi luu hdnh tr€n thi trudng cho th6y n6 r6t hi6m khi ldm thay OOi tac dung cta

warfarin, ki5 cA tdng thdi gian <l6ng m6u.

Thilng brio ngay cho bric s! khi gqp phdi cric ttic dqtng khAng mong mudn cfia thudc.

Tuong t6c thu5c:

Dimg vdi cdc thu6c trc chii MAO vd irc chd fii hdp thu serotonin:

Sri dtng ddng thoi thudc v6i ciic thu5c ric ch6 MAO hay thui5c fc ch6 tai h6p thu serotonin c6
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th0 ldm tAng nguy co xay ra circ t6c dung phq, gtim chfng co giqt vd hQi chring serotonin.

Dilng vdi carbamazepin:

Sri dgng ddng thoi tramadol hydroclorid vdi carbamazepin ldm tdng il6ng ki5 su chuy6n h6a

tramadol. T6c dung gi6m dau crja tramadol trong thu6c c6 th€ bi giam srit vdi c6c bqnh nhdn
t.

uong carbamazeprn,

Dilng vdi quinidin:
Tramadol cluoc chuy6n h6a thdnh Ml (ch6t chuy6n h6a c6 t6c dyng) bing CYP2D6. Udng
quinidin cing vdi tramadol sE ldm tlng hdm lugng cria tramadol. K6t qua l6m sdng c0a tuong
t6c ndy khdng 16.

Ditng vdi cdc chiit thuQc nhdm warforin:
Theo nguy6n tic y t6, phAi dlnh k! d6nh gi6 thoi gian ddng mriu ngoai lai khi dtng clOng thoi
thu6c vdi crlc thu6c ndy do ghi nhdn INR (chi sO binh thudng qu6c t6) tang d mQt s6 bQnh

nhdn.

Dilng vdi cdc chiit rc chi! CYP2D6:

C6c nghi€n ctiu trong 6ng nghiQm vA tuong t6c thu5c tr€n microsom cta gan ngudi cho th6y
,, ., I .

uOng thudc cirng vdi c6c ch6t ric chO CYP2D6 nhu fluoxetin, paroxetin vd amitriptylin c6 th€

ldm han ch6 chuydn h6a tramadol.

Dilng vdi cimetidin:

Dirng dOng thdi thu6c vdi cimetidin chua duoc nghiCn criu. Sti dqng d6ng thdi tramadol v6i

cimetidin kh6ng ldm thay dOi tintr ch6t dugc dQng hgc c{ra tramadol tr€n phuong diQn l6m

sdng.

Dilng vdi ace t am inophe n :

KhOng dr)ng ctng c6c thu6c chfa acetaminophen kh6c vi c6 th6 g6y triQu chring qu6 li€u.
: .,

Thu6c gidm ngrdng co giQt:

C6c giAm ngu0ng co giQt, nhu bupropion, thu5c ch6ng trAm c6m fc chti t6i hdp thu serotonin,

thu5c chSng trAm cdm ba vdng vd thu6c an thAn. St dpng d6ng tho'i tramadol vdi c6c thu6c

ndy c6 th6 ldm tlng nguy co co gi$t. TOc dO h6p thu cta acetaminophen c6 th€ bi tang l€n khi

dilng cDng metoclopramid hodc domperidon vd bi gi6m khi dtng ctng cholestyramin.

Thudc tec che than kinh trung uong:

Thutic gi6m tlau trung uong khiic, barbiturat, benzodiazepin, thuiic chdng lo 6u kh6c, thu5c

ngt, thu6c ch6ng trAm c6m c6 t6c dyng gi6m ilau, thu6c kh6ng histamin c6 t6c dr;ng gi6m

tlau, thu5c an thAn, thu5c tri t6ng huytit 6p c6 t6c dyng tr0n thAn kinh trung uong, thalidomid

vd baclofen: c6 th6 tlng t6c dqng gidm dau d trung uong. C6 6nh hucrng d6n su tinh t6o n€n

c6 th0 gdy nguy hi€m khi liii xe vd v4n hdnh m6y m6c.

Thudc chi vQn vd diit khdng opioid:

Ldm gi6m t6c dgng gi6m tlau cta tramadol do t6c dung 0'c chi5 c4nh tranh d receptor, v6i nguy

co xiy ra hQi chring thi6u thu5c.

Sfr dgng thu6c cho phg ntr c6 thai vir cho con bti:

Phq nft cd thai:
Tramadol cli qua nhau thai. Khdng c6 nghiCn c0u cl6y ctt vd d6ng tin c4y tr€n phq nir c6 thai.

Sri dqng an todn cho phu nir c6 thai chua clugc khing dinh.

Phq nir cho con bil:
Kh6ng n€n dtng thu5c cho phq n[ cho con b[ vi dQ an todn c0a n6 O6i vO'i tr€ nh6 vd tr€ so

sinh v6n chua clugc nghi0n cfu.
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Anh hucrng tl6n khi ning ldi xe vi v{n hdrnh m6y m6c:
Do thu6c c6 t6c dung khong mong mu6n g6y clau clAu, bu6n ng0, ch6ng m6t, suy gi6m nh6n
thr?c, r6i lo4n tAm nhin gdy 6nh huong d6n kh6 ndng l6i xe vd vfln hdnh m6y m6c. CAn th6n
trong tl6i v6'i nh[ng bQnh nhdn phdi ldm c6c c6ng viQc ndy.

Qu{ lidu:

TriQu cht?ng

- Yuraf tab. ld thu6c phSi hop da thdnh phAn. Bi€u hiQn I6m sdng cria vi€c dtng thu6c qu6

li6u c6 tne ta d6u hiQu hay triQu chtrng c0a ngQ d6c tramadol, acetaminophen hay c0a ci hai.
- Tramadol: nhtng hdu qu6 nghiCm trong khi qu6 li0u tramadol c6 th€ ld suy h6 h6p, hdn
m0, co gi6t, ngirng tim vd tri vong.

- Acetaminophen: dtng li0u r6t cao acetaminophen c6 th€ gdy dQc tr6n gan tr6n mEt sO benh

nhdn. C6c triQu chfng sdm c6 th€ xdy ra khi gan b! tdn thuong do qu6 lidu acetaminophen

g6m: kich thfch duong ti6u h6a, ch6n 6n, budn n0n, n6n, kh6 chiu, nhgt nhat, to6t md h6i. C6c

triQu chfng nhi6m d6c gan c6 th6 xu6t hiQn sau 48 d€n 72 gid sau khi u6ng thudc.

Xft tri
- Qu6 lidu Yuraf tab. c6 thd gdy ch6t nguoido qu6 li0u nhi€u thu5c. Trong khi naloxon gidi

quy6t iluo.c mQt s6 (kh6ng phdi t6t cb) cic tri6u chring do dtng qu6 li€u tramadol, nguy co co

gi4t cfing tdng l6n khi dtng ctng vdi naloxon.

- Lgc m6u kh6ng hy vgng girip iluoc cho viQc dirng qu6 li6u vi n6 thdi trtr du6i 7% lugng
thu6c u6ng vdo trong vdng 4 gid lqc. Khi di0u tri quii li6u Yuraf tab., trudc htit phdi d6m bAo

tho6ng kh(. C6 th6 gdy ndn btrng co hgc hay dtng siro ipecac ntiu bQnh nhdn 0 tinh tr4ng nguy

kich (tny vdo phin xq cria hAu vd hqng). U5ng than hoqt (l g/kg) sau khi da ldm s4ch da ddy.

Li6u dAu ti€n n€n u6ng th€m ctng I li€u thuOc tAy nhg thich hgp. N€u dtng li€u nhlc lai, nOn

dtng xen kE vdi thu6c tAy nhe. H4 huyr5t ap thudng do nguy€n nhdn ld giAm th€ tich miiu vd

ndn bO sung rlAy d0. Xt ly cdc ytiu tO gdy co m4ch vd c6c biQn ph6p h6 tro khiic cfing c6n phdi

thr,rc hiQn. N€n d{t 6ng th6ng nQi khi qudn trudc khi thqc hiQn liQu ph6p rua d4 ddy vdi bQnh

nhdn b6t tinh, vd khi cAn thitlt, phdi trg hO h5rp.

- Vdi bQnh nhdn ld ngudi lon vd trd em, b6t cti truong hgp ndo dE uting I lugng kh6ng bi6t

acetaminophen ho4c khi nghi ngo hay kh6ng chic chin v€ thoi gian dtng thu6c n€n x6c clinh

n6ng dQ ipecac trong huyiit tuong vd xt lf bing acetylcystein. NOu kh6ng thC dinh lugng vd

luong ipecac d6 u6ng udc tinh vuot qu6 7,5 d6n l0 gam OOi vOi nguoi l6n vd ngudi trudng

thdnh, 150 mg/kg O6i vOi tr6 em thi trudc h6t n€n u6ng N-acetylcystein vd titip tqc c6c bi6n

ph6p xri lf kh6c.

Bio quin:
86o qu6n trong bao bi kfn, o nhiQt d0 du6i 30oC, tr6nh 6nh s6ng vd tr6nh 6m.

H4n dirng: 36 th6ng k€ tt ngdy sdn xudt.

DE THU6C TRANH XA TAM TAY TRE EM.
Nhd sAn xu6t

KMS Pharm. Co., Ltd.
236, Sinwon-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Hdn Qu6c
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ro ruONG TrN cHo BENH NHAN

1. TOn sin phim

YURAF tab.
Dpc kf hudng ddn st dyng trrdc khi ditng
D€ xa tdm my ffd em

Thdng bdo ngay cho bdc si hodc duqc si nhfrng tdc dqtng kh6ng mong mu6n g1p phdi khi su
dltng thu6c

Thuiic nay chi ditng theo don ct)a bdc sl

2. Thinh phin, hAm luqng cria thu6c
tvt6i vi6n ndn chfa:
Hoat chiit:325 mgacetaminophen vd 37,5 mgtramadol hydroclorid.
Td droc: b6t cellulose, tinh bQt bi6n tinh, tinh bQt ng6, tinh bQt natri glycolat, magnesi stearat,
mdu vdng opadry 85F12347, s6p carnauba.

3. Md t6 sf,n phAm

Vi6n ndn bao phim.

Quy c6ch cl6ng goi : HQp l0 vix l0 vi€n ndn. H6p 03 vix l0 vi€n ndn

4. Thu6c dtng cho bQnh gi?

Thu6c dugc chi tlinh di€u tri c6c con dau c6p tinh, v6i mfc d6 tt vira dtin n{ng

5. NGn dirng thu6c niry nhu th6 nio vi lidu luqng?
Ngudi l6n vd trd em tAn t2 ru6i:
Li6u tdi da ld 1 rl6n 2 vi€n m6i + O6n 6 gio vd kh6ng qu6 8 vi6n trong I ngdy. Thu6c kh6ng bi

6nh hu6ng boi thric 6n.

Tr,i em (dudi 12 ruAg: Oqt an todn vd hi€u qud c0a thu5c chua dugc nghiCn criu d tr6 em.

Ngudi gid (tr€n 75 tuiii): O bQnh nh6n tr€n 75 tu6i, kho6ng c6ch t6i thi€u gifra c6c li€u sri

dung khdng n€n ngin hon 6 gid.

B€nh nhdn suy thQn:

Clcr < l0 ml/ph0t: Kh6ng dugc khuytin c6o ding.
Clcr l0 - 30 ml/ph[t: KhOng n6n sri dung qu6 2 vi€n m6i tZ giO.

B€nh nhdn suy gon:

Suy gan n{ng: Kh6ng dugc khuyiSn ciio dtng.
Suy gan mric ilQ nh9 tltin vira: Didru chinh khoing c6ch tOi ttri€u giira c6c li€u sri dqng tiry theo

mfc dQ bQnh

6. Khi niro khdng n6n dirng thudc niry?

Ngtrdi lhn vd tr'i em ffen t 2 tuoi;

Li6u t6i da ld I d6n 2 vi€n m6i + O6n 6 gio vd khdng qu6 8 viOn trong I ngdy. Thu6c kh6ng bi

dnh hudng boi thric 6n.

Trd em (dfii 12 tu,ii): OO an todn vd hi€u qui c0a thu6c chua tluoc nghiOn ctiu O trd em.

Ngtrdi gid @An 75 tuiiil: O bQnh nhdn tr€n 75 tu6i, khodng c6ch tdi thi6u gifia c6c litju s0

dqng kh6ng ndn ngin hon 6 gio.
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BQnh nhdn suy thQn:

Clcr < l0 ml/phrit: Kh6ng iluoc khuytin c6o dtng.
Clcr l0 - 30 ml/phrit: Kh6ng ndn sf dung qu6 2 vi€n m6i t Z giO.

B€nh nhdn suy gan:

Suy gan nlng: Kh6ng tlugc khuyiSn c6o dtng.
Suy gan mfc dQ nhg dr5n vtra: Di€u chinh khoAng c6ch t6i tni€u giira c6c li€u s& dpng tr)y theo
mfc dQ bQnh

7.Tic dgng kh6ng mong mu5n

Cdctitc dpng phu thuong xuy6n xdy ra nh6t ld tr€n hC thAn kinh trung uong vd h€ ti€u h6a.
ptrO Uitin nh6t ld bu6n n6n, hoa mit chong m6t, bu6n ngt.
MQt sO t6c dr,rng phg sau ddy cfrng x6y ra, tuy nhi€n it thuong xuy€n hon:
- Todn bQ co th€: suy nhugc, met mdi, xtc dQng manh.

- HQ thAn kinh trung ucrng vd hE thAn kinh ngoai bi€n: dau clAu, rtng minh. 
r

- HQ tiOu h6a: clau bqng, t6o b6n, ti€u ch6y, kh6 ti€u, dAy hoi, khd miQng, n6n mria.

- ROi lo4n tdm thAn: ch6n 5n, to l6ng, nhAm l6n, kich thich, m6t ngt, b6n chdn.

- Da vd c6c phAn php thuQc da: ngfa, ph6t ban, ting tii5t mO nOi.

C6c b6o ciio v€ t6c dpng php tr6n l6m sdng hi€m g{p c6 th6 c6 nguy€n nhdn li6n quan dtin
., a ). ,
tnuoc gom co:

- Todn bQ co th€: dau ngyc, rdt run, ng6t, hQi chring cai thu6c.
- n6i lo4n tim mach: ting huy6t 6p, tlng huyet ap trAm trgng, tpt huyi5t 6p.

- He thAn kinh trung uong vd he thAn kinh ngoai bi6n: m6t thSng bing, co giqt, cing cq clau

nria ilAu, ilau nria clAu trAm treng, co co kh6ng ty cht, di cdm, ngAn ngo, ch6ng m{t.
- HQ ti6u h6a: kh6 nu5t, phan clen do xu6t huyiSt ti6u h6a, pht ludi.
- n6i loqn vC tai va tien dinh: t tai.
- ROi lo4n nhip tim: lo4n nhip tim, d6nh tr5ng ngpc, mach nhanh.

- Co quan gan vd m4t: c6c xdt nghiQm vC gan b5t binh thud'ng.

- R6i lo4n chuy6n h6a vd dinh duOng: gi6m cdn.

- R6i loan tdm thAn: hay qudn, mdt y thfc, trAm c6m, l4m dpng thu6c, t6m trpng b6t 6n, 6o

gi6c, b6t lyc, 6c mQng, c6 nhftng;f tuong di thuong.

- n6i lo4n h6ng cAu: thi6u m6u.

- He h6 h6p: kh6 tho.

- H6 ti6t niQu: albumin ni€u, r6i loan ti6u tiQn, nudc ti,5u it, biti6u.
- nOi loqn thi luc: tAm nhin khdng binh thuong.

Cdctdc dung phu khiic cta tramadol hydroclorid trudc giai doan thri nghi€m l6m sdng vd sau

khi da luu hdnh tr€n th! trudng:

C6c trudng h-op duo. c b6o c6o khi dtng tramadol g6m c6: hq huy6t 6p thi5 dfng, c6c ph6n ['ng

d! ring (gdm phin 0'ng phdn v0, n6i mC day, hQi chr?ng Stevens-Johnson), r6i lo4n chfc ning

nhdn thtic, mu6n ty s6t vd vi€m gan. Cdcbirt thudng dugc b6o c6o d phong thf nghiQm ld

creatinin tdng cao. HQi ch0ng serotonin (c6c triQu chring c0a n6 c6 th€ ld sOt, kfch thich, run

rAy, clng th6ng lo 6u) xdy ra khi ding tramadol cirng v6i c6c ch6t t6c dQng d6n serotonin nhu

ciic thu6c ric ch6 chon loc t6i hdp thu serotonin vd fc cn6 UeO. ViQc theo d6i gi6m srit

tramadol sau khi luu hdnh tr€n th! trudng cho th6y n6 r6t hi€m khi ldm thay a6i tac dqng cta
warfarin, ki5 ci ting thoi gian cl6ng m6u.

I
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8. NOn trdnh ding nhirng thu6c ho{c thrpc phim gi khi ttang sir dqng thu6c niy?
Ditng vdi cdc thu6c t?c chii MAO vd t?c chd fii hiip thu serotonin:
S& dirng d6ng thoi thu5c vdi c6c thu6c ric ch6 MAO hay thu5c fc ch6 t6i h6p thu serotonin c6
th6 lam ttrng nguy co x6y ra ctrc t6c dr;ng phu, g6m ch0ng co gi4t vd hQi chring serotonin.
Dilng vdi carbamazepin:

St dqng cl6ng thd'i tramadol hydroclorid vdi carbamazepin ldm tdng d6ng k6 su chuyiSn h6a

tramadol. T6c dpng giim clau c0a tramadol trong thu6c c6 thC bi giam stit vdi c6c b€nh nh6n
1,,

uong carbamazeprn.

Dilng vdi quinidin:
Tramadol tluoc chuy6n h6a thdnh Ml (ch6t chuy€n h6a c6 tric dyng) bing CYP2D6. U6ng
quinidin ctng vdi tramadol s€ ldm tlng hdm lugng cria tramadol. K6t quA l6m sdng cria tuong
t6c ndy kh6ng 16.

Dilng vdi cdc chiit thuQc nh6m warfarin:
Theo nguy6n t6c y t6, ph6i dlnh k! d6nh gi6 thdi gian d6ng m6u ngoai lai khi dtng cl6ng thoi
thu5c v6i c6c thu5c ndy do ghi nhqn INR (chi s6 binh thudng quOc tti) tdng <r mQt sO bQnh

nh6n.

Dilng vhi cdc chdt t?c chi! CYP2D6:

Ciic nghi€n ctiu trong 6ng nghiQm vC tuong t6c thu6c tr6n microsom cta gan ngudi cho th6y
i ., ,(. .

udng thu6c cDng vdi c6c ch6t fc chO CYP2D6 nhu fluoxetin, paroxetin vd amitriptylin c6 th6

ldm han ch6 chuy€n h6a tramadol.

Dilng vdi cimetidin:

Ding d6ng thoi thu6c vdi cimetidin chua dugc nghiCn cr?u. Sri dpng dOng thdi tramadol v6i

cimetidin kh6ng ldm thay cl6i t(nh ch6t dugc dQng hgc c0a tramadol tr€n phuong diQn l6m

sdng.

Dilng vd i ac e tam inophe n :

Kh0ng dtng cilng c6c thutic chfa acetaminophen kh6c vi c6 th€ gdy triQu chfng qu6 li6u.
! .,

Thuoc giam ngudng co giQt:

C6c gi6m ngu0ng co gipt, nhu bupropion, thu6c ch6ng trAm c6m fc chti t6i h6p thu serotonin,

thutic ch6ng trAm cdm ba vdng vd thu6c an thAn. S0 dung d6ng thoi tramadol v6'i c6c thu6c

ndy c6 thC lam tdng nguy co co giQt. T6c d0 hAp thu cta acetaminophen c6 th6 b! tlng l€n khi

dtng ctng metoclopramid ho{c domperidon vd bi gi6m khi dtng ctng cholestyramin.

Thuiic uc chA thdn kinh trung uong:

Thu6c gi6m dau trung uong kh6c, barbiturat, benzodiazepin, thu6c ch6ng lo 6u kh6c, thutic

ng0, thu6c ch6ng trAm c6m c6 tdc dung gi6m clau, thu5c kh6ng histamin c6 t6c dgng gi6m

clau, thu5c an thAn, thu5c tri tdng huy6t 6p c6 t6c dyng tr€n thAn kinh trung uong, thalidomid

vd baclofen: co thiS tlng t6c dqng gidm clau o trung uong. C6 6nh huong dtin sy tinh t6o n€n

c6 th6 gdy nguy hi6m khi l6i xe vd v4n hdnh m6y m6c.

Thudc chti vQn vd diji khdng opioid:

Ldm gi6m t6c dung gi6m clau cia tramadol do t6c dqng rlrc ch6 cqnh tranh d receptor, vdi nguy

co x6y ra hQi chfng thi6u thu6c.

9. CAn lim gi khi mQt lAn quOn khOng ding thu6c?

Ti€p tqc li€u nhu thudng 16.

b

t
)

.a

10. CAn bio quin thu6c nhy nhu th6 nio?
86o qudn trong bao bi kin, o nhiQt dQ dudi 3 0oC, tr6nh 5nh s6ng vd tr6nh Am

t.:'
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ll. Nh0ng d6u hiQu vi triQu chring khi dtng thuSc qud lidu
TriQu chung
- Yuraf tab. ld thudc ph6i hop cla thdnh phAn. Bi6u hiQn ldm sdng c0a vi€c dirng thuiSc qu6

liAu c6 ttr€ ta O6u hiQu hay triQu chung cria ngQ clQc tramadol, acetaminophen hay cria ci hai.
- Tramadol: nhirng hpu qu6 nghi€m trgng khi qu6 li€u tramadol c6 th6 ld suy h6 h6p, hdn

m6, co gi6t, ngirng tim vd tri vong.

- Acetaminophen: ding li6u r6t cao acetaminophen c6 th€ gdy dQc tr€n gan tr€n mQt sd bQnh

nh6n. C6c triQu chf'ng s6m c6 th6 xdy ra khi gan b! t6n thuong do qu6 li€u acetaminophen

g6m: kich th(ch cluong ti6u h6a, ch6n 6n, bu6n n6n, n6n, kh6 ch!u, nhgt nh4t, to6t m6 h6i. C6c

triQu chri'ng nhi6m clQc gan c6 th6 xu6t hiQn sau 48 d€n 72 gid sau khi u6ng thudc

12. CAn lim gi khi dtng thu6c qu6 lidu khuy6n c6o?

Xu tri
- Qu6 li€u Yuraf tab. c6 th€ g6y ch6t ngudi do qu6 li€u nhi€u thuiSc. Trong khi naloxon gi6i

quy6t clugc mQt s6 fth6ng phdi tAt cd) cdc triQu chftng do dtng qu6 li6u tramadol, nguy co co

gi4t cfrng tdng l€n khi dtng ctng vdi naloxon.

- LQc m6u kh6ng hy vong girip tlu-o. c cho vi€c dirng qu6 li€u vi n6 th6i trir du6i 7oh lvgng
thurSc uSng vdo trong vdng 4 gio lgc. Khi di6u tri qu6 li0u Yuraf tab., trudc frtit pnai cl6m bio
tho6ng khi. C6 th0 gdy n6n bing co hgc hay dirng siro ipecac ntiu bQnh nh6n o tinh tr4ng nguy

kich (tty vdo ph6n xg cria hAu vd hqng). U6ng than hoat (l g/kg) sau khi da ldm spch dA ddy.

Li6u dAu ti€n n€n u5ng th€m cing I liOu thu6c t6y nhg thich hgp. Ntiu dtng li6u nh6c l4i, ndn

dtng xen k€ vdi thu6c tAy nhg. H4 huy6t ap thudng do nguyCn nh6n ld gi6m th€ tfch m6u vd

n0n b6 sung dAy dt. Xt ly cdc y€u t6 gdy co m4ch vd c6c biQn ph6p h6 trg khric c0ng cAn phdi

thgc hiQn. N€n df,t 6ng th6ng nQi khf quAn trudc khi thpc hiQn liQu ph6p rta d4 ddy v6'i bQnh

nhdn b6t tinh, vd khi cAn thi6t, phai tro hO h6p.

- Vdi bQnh nhdn ld ngudi lon vd tr6 em, Uat ct trudng hgp ndo tl6 u6ng I lugng kh6ng bitit

acetaminophen ho{c khi nghi ngo hay khOng ch6c ch6n vC ttrOi gian dirng thui5c n€n x6c dlnh

n6ng dQ ipecac trong huy6t tuong vd xri l! bing acetylcystein. Ntiu kh6ng th0 dlnh tugng vd

lugng ipecac d6 u6ng u6c tinh vugt qu6 7,5 d6,n l0 gam OOi vO'i ngudi l6n vd ngudi tru6ng

thdnh, 150 mg/kg OOi vOi tr6 em thi trudc h6t nCn uling N-acetylcystein vd titip tqc c6c biQn

ph6p xri lf kh6c.

13. Nhtng tli6u cAn th$n trgng khi dtng thu6c niy?
- B6c si cAn cdnh b6o bQnh nhdn vA c6c d6u hiQu cta phdn 0ng tr€n da nghiCm trgng nhu hQi

chrrng Steven-Johnson (SJS), hQi ch0'ng ho4i tti da nhi6m dQc (TEN) hay hQi chtrng Lyell, hQi

chung ngo4i ban mgn m0 todn th6n c6p tfnh (AGEP).

- Th4n trgng khi sri dr,rng thu6c vi c6 nguy co gdy co giQt khi dtng d6ng thoi tramadol vdi c6c

thudc SSRI (ric ch6 t6i hdp thu serotonin), TCA (c6c hgp ch6t I vdng), ciic opioid, IMAO,

thu5c an thAn hay c6c thu6c ldm gi6m ngudng co gi$t; hay tr€n c6c bQnh nh6n b! dQng kinh,

b0nh nhdn c6 ti€n sri co gi4t, hay c6 nguy co co gi6t.

- ThQn trong khi sri dpng thu6c vi c6 nguy co gdy suy h0 h6p tr6n nhfi'ng bEnh nh6n c6 nguy

co suy h0 hAp; dtng li€u cao tramadol vdi thu6c t€, thu6c m0, rugu.

- ThQn trgng khi st dung thu6c ddng thoi v6i c6c thu6c fc ch6 h€ thAn kinh trung uong nhu

rugu, opioid, thu6c t€, thu6c m€, thu5c ngri vd thurSc an thAn.

- ThQn trgng khi sri dr,rng thuiic cho c6c bQnh nhdn b! tlng 6p tUc nQi s9 hay ch6n thrryBqqu." /v,F-'.
lt'' :.i" : It' 
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- Thpn trgng khi st dqng cho c6c bQnh nh6n nghiQn thu6c phiQn vi c6 th6 gdy t6i nghi€n.

- Thfln trgng khi sri dpng thu6c cho c6c b€nh nhdn nghiQn rugu man tinh vi c6 nguy co gdy

dQc tinh tr6n gan.

- ViQc dtng naloxon trong xri lj qu6 lidu tramadol c6 thO g6y tdng nguy co co gi4t.

- V6i nhtng benh nhdn c6 dQ thanh thdi creatinin du6i l0 ml/phrit kh6ng clugc khuy6n c6o

dtng
- Th4n trgng vdi bQnh nhdn suy gan n4ng.

- Kh6ng dtng qu6 li6u chi dinh.

- Acetaminophen tuong OOi ffrOng dQc v6i li€u di€u tr!. D6i khi co nhirng phdn ring da gdm

ban d6t sAn ngfa vd mdy day, nhfing ph6n fng m6n cdrn khric g6m phir thanh qu6n, pht mqch,

vd nhirng ph6n 0ng ki0u phdn vQ c6 th€ it khi x6y ra.

- Khdng d[ng vdi c6c thu5c kh6c chria acetaminophen hay tramadol.

- Thfln trQng trong di€u tr! c6c b€nh c6p tfnh d bqng vi thu6c c6 th€ che l6p dau

- ViQc dtng thuOc kdo ddi c6 th€ gdy quen thu5c vd nghiQn thu6c; phAi tr6nh ngirng thu6c dQt

ngQt vi c6 th0 xiy ra c6c triQu chfng cai thu5c. ViQc gidm dAn li€u dung trong thoi gian ngirng

thu6c ldm gi6m nguy co x6y racdc tri€u chftng cai thu6c.

14. Khi nio cAn tham vAn b{c si, duqc si?

Tham v6n b6c s! ntiu gAp phai t6c dung kh6ng mong mu6n khi st dqng thu5c.

N6u cAn th€m th6ng tin xin h6i f ki6n b5c si hoqc dugc si.

15. H4n dtng cfra thuSc?

36 th6ng k€ tt ngdy s6n xu5t.

16. TOn, tlla chi cfra nhi sf,n xu6t
KMS Pharm. Co., Ltd.

236, Sinwon-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Hdn Qu5c

17. Ngiy xem x6t sfra tlOi c4p nh$t l4i nQi dung hufng df,n sir dgng thu6c : dd/mm/yyyy
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