
Rx Thudc ban theo ildn
Hd6ng din sr] dung

Dqc ki hu6ng ddn trudc khi ditng

Ndu cdn thi€m th6ng tin, xin h6i'i kidn biic si

THANH PHAN

1 mt dung dich thu6c ti6m co chfa 0,0785 mg/ml Fentanyl citrat tudng dudng 0,05 mg/m[ Fentanyl'

fd Ortgc:-trlatri clorid, natri hydroxit va nudc cdt pha tiom'

DANG BAO CHE

Dung dich thu6c ti6m

OAC OIEM LAM SANG

Ghi ltinh di6u tri
- Dilno cho ti6n mO

- eA, Oiu an thdn vir gdY md an thdn

- ;ffi ;;; riii'sav ,oi qi khiqu6n vi sav^mc. hq.h^ap

- Gdv mO don d6c trong trudng hgp gdy mc toan uan

- Gitrm tlau khi di6u tri tich cuc

il'^irf^flflJi ;,1ti ;t+olfirycArhudns dusc tiom rinh mach cham vir c6 thd pha loans vdi duns dich natri clorid dins

truong dd tiOm truydn.

irrurlr,rvi o,r mg = R0TEXMEDI0A c0ng dugc ditng od tiom nip' ":

Cdn didu chinh tidu ttrgng tneoiudi, can n4nq, tinn rang srlc kh6e vi cdc b6nh li6n Quan' cdc thu6c da19 sfr dqng cfng

ffi iliphe, ih,,a, vfoions saY mo.

Lidu khuy6n c6o dirnh cho ngudi l6n: :.:: ,..i :ii

IH ,r*roryL - RoTExMEDIcA (tudns dudng 50 - 100 us Fentanvl) ti6m bip 30 - 60 phut tru6c phiu thuQt'

ei6m Oau trong gdY md tonn tnnn

fia, tnap,2 pg Fentanyl/kg th6 trgng' ^. L1 -1..-- -xt a^.,

Lidu thdp Fentanyl citrat thich hqp dd gif,m dau trong cdc phf,u thuat nh6 nhung rdt dau'

ti6, rt *rn ,0, ,neo mtc o0 pndu uruat. firoi gian tic dgng, phg thuQc lidu st dr;ng'

Khisfidungli6utrun-gnlnnsogayriccn6nondp,o,uo.,anh0hd.pnh6ntaotrongqudtrinhgdvm0c0nonhutheodoitinh
tran. ho hdp sau pnau tnuat. iro'ns itrdlo lon'cac nh6t 'its;l#"tffi;;iaJiii '"J[q19-'"e 

rnac oani qiim ddn' c6 thd

ti6m tinn mach hoic ti6m bap'ii;; 0S dfi ,'rirr ftrrong ouon-sii;"iii-oiiriF tithvrl FENiANYL 0'1 ms - ROTEXMEDICA'

Li6u cao: 20 - 50 Ug Fentaoyl/kg fi6 trong'

gdi vdi cec phSu thuft rOn var rdng non, nnfns phln fng li6n quan ddn stress nhU tdng n6no 66 hormon tens tru6ng'

catechotamin, no,mon crrong"rsiriiffi'ili;;Hr.;s n",.,yiiiiffro #';il4;.iui^s q,itqi d-6n iinh trans srlc kh6e vd

i.ffiiffi ;iiitl,n .na.. i.iiu.vr rib,'z',i -so ugn s-.qt#,'illrl,if"trffi,,$i,iii'ii:XtfffijillJ{frlti

llHf XllXifii?ft1[:*f lf.l.t*,ru4:'','Xf;,li:3i'idlili"'riri8,ii,iiiii;;-s k-h,ils1i';5'il ffidili# i";;j
;iiffiib; ildild; 

-'

Ciam oau od sav mc cuc u0 '

Sfidr;ng1-2mlFENTANYL0Jmg-R0TEXMEDICA(tudngdudng50-l00pgFentanyl)tiOmbephoactiemtinhmach
chamtrongl-2Phit.
iaime oo-n oOc rong ruOng ngp gav mOJoan ftal .^ .2- ^a^ ^r&- ,.rnn crroec rrn nhA

sfi dung tidu 50 - 100 ug Fr;;ffiEd tang n6, viqc gi&m c6c phln rlng stress do ph6u thuit ld ,,6u cdu sdng cdn'



Kh.nq cdn srl dung th6m cdc thr6c giim dau khdc hay th_u6c gidn co. 6 mOt vai trudng hQp, co thd cdn dung lidu l6n t6i

150 ug Fentanyl/kg th6 trqng dd dat tiic dUng gay me tol 0a'

irr,.^r, l, .0. o,ing trong pneu thuat ti, ,a ca. inA thu4t c6 mfc d0 tttdng dudng 6 nhung bOnh nhdn vdu cdu phAi triinh

lem teng tiou thu oxy c0 tim.

Ei6u tri tich cuc

Didu chinh lidu s0 dqng theo tUng bQnh nhdn'

Li6u sir'dung cho tr6 em

0di v6i tr6 em 2 - 12 tu6i, khuy6n cdo sfi dung lidu,kh6i ddu vir duy tri ttt 2 - 3 ug Fentanyl/kg thd trQng'

Li6u sfi dung cho ngrtoi gid vir benh nhdn suy nhuQc

Cdn gi6m ti6u kh6i dau OOi uOi ngtldftia va bO.,,h;dn suv nhuoc. Cdn nhSc li6u kh6i ddu khi tinh toan li6u s0 d'ng cho

tfng bOnh nhdn.

Lidu sft dung cho bOnh nhdn dr)ng opioid k6o ddi

. hthat.0dUrS.pioidkeoOa,toa.fatnO'.ngopiattrudcddc6thdcdndingli6ucaohdn'
Li6u s0 dqng cho bOnh nhAn mic cdc b6nh liOn quan

Ca. dnG', tdt than 6 bCnh nhan mic mOt trong cdc b6nh sau ddy:

- Thi6u ning tuY6n gidP

- s;.ti phoil,iii oiei ii ca, bonh lam silm khl ndns sdns

- Cdc b6nh lien quan dOn rudu

- Chric ndng gan han chd.

- Chttc ndng thAn han ch6

Ddi vdi nh0ng bonh ndy, cdn theo doi lAu diri sau phAu thudt

Luu !:
FENTANYL 0,1 mg - ROTEX1EDICA co thd trqn lAn voi dung dich natri clorid dlng truo'ng hoac dung dich glucose 5%'

Cdc duns dich ndy tLfdng r'qp * ;. [n ;i.n tiu,5n cnrdn ning cnat Oeo. Nen thav bn truvdn dich truvdn sau 24 gid

Ch6no chi dinh
ciia.o".niOinn FENTANYL 0 1 mg - ROTEXMEDICA 6:

- sO;,h nnan cd ti6n st qua min voi Fentanyl

- ;ilij;ffi ii'iiiriirii"r,iorii;; # ili;; phnu thuQt do Fentanvlc6 thd sdv dQns kinh 6 nht'tns khu vuc nao chua bi

trnh hudng

Khongn6nsfidunghodcchisfrdqngFENTANYLo,lmg-R0TEXMED|CAm6tcachhStsrjcthdntrongtrongtruonghdp:
- Rdi loan 'i'thtic
- R6i loan irung tAm h0 hdp vi ch0c ndng n5o

- Tdng dP luc ndo

- rut truigt ap cung vdi giAm thd ticn mdu

- Loan nhiP tim chAm

- U td beo ua chrome

- Cac bdnh 6 6ng mdt

- Cdc bQnh tdc ngh^6n va viCm duong ru0t

- T16 em dudi 1 tudi

06i vdi benh nhan tam dung vir tQ thu6c thu6c tai tru6c, cdn ddnh gie rdt cdn than loi ich - nguy cd trudc khi bet deu siI

dUNg FENTANYL 0,1 Mg - HOTEXMEDICA'

Cdnh bdo dic biet vi thfn trgngtrong sit d-ung, . . . .
CAn siam sat thudng *qy.n ,ii ,ii-iO ,inn niCi, tid ca giai doan sau phiu thuat, dac biqt ld nsuv co tai phet tinh trAng uc

,nO rio nap- cnran 5i tin sirng pnuong ticn cdp crlu'

Trd em vd b6nn nnAn cao tudi

Giim li6u (xem chi ddn vd lidu dirng)'

il; ;;;;r; kdt ludn chic chin cho ph6p s0 duns Fentanvl 6 tr6 em dudi 2 ndm tudi'

Tddng tec vdi cic thudc kh6c, c6c dang tddng t6c khe.c

FENTANYL 0,1 mg - RoTEXMEDICA tuong tdc vdi cdc thudc gay ngi hodc an thdn khdc hay ruou ldm tang tdc dung c0a

nhau.

srldqngliducaoFENTANYL0,l mg-R0TEXMEDICAcingvdikhiN20vamotlu'qngnh6diazepamc6th66nhhu6ngddn

chric ndng tim mach.

Dr)rng ddng thdi FENTANYL 0,1 mg - R0TEXMEDICA cing voi Midazolam c6 thd gdy tUt huydt ap'
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s0 duno Fentanvl cung voi Domperidol co thd gay tut h-uydt 6p hay tdng huy6t ep. Ap luc mach pn6i c6 tn6 giflm xudng

Ngoili ri, c6 thd xiy ra run, bdn chdn vir tro gidc sau phAu thuht'

TrLJdng hqp b6nh nhdn dd s0 dung thu6c t-tc ch5 MA0 trong vong 2 tudn trrldc khi dtrng opioid' da c6 b6o cdo v6'tttong t6c

nguy hidm ddn tinh mang tr., n.ina, r,it,n tirng ,ong, hd hep ;d trm ;ach khi dirng Fethidin vd do d6' kh.ng thd loai tril

tuo'ng tac nay ddi vdi Fentanyl citrat.

S0 dung Cimetidin trudc d6 c6 thd lam tang ndng tlO Fentanyl trong huydt tudng'

Thdi ki'mang thai vi cho con bt
Chua c6 nhfing k6t luan chec cnin vd viCc sfl dung Fentanvl trong thdi k!' mang thai 6 ngudi dd denh gie nguy hai cira

thu6c. Do d6, kh0ng nOn dirng Fentanyl trong thai k!'

Khdng khuydn cdo s0 dung Fentanyl trong t t',i ctuydn da vir sinh d6 do thu6c vUOt qua duqc nhau thai vir c6 thd gdy tic

chd trung tdm hd hdp cia thai,

Fentanyl biri tidt vilo srJa. Kh6ng cho tr6 b[r me trong vong 24 gid sau khi nquo'i mq s0 dr,rng Fentanyl

Anh hudng rtdn kht ning l6i xe vi vdn hinh miy m6c.

Sau khi s0 dgng FENTANYL Oi-rg - R0irxMrorcn, ocnn nnan khdng dLJQc ph6p liii xe' vin hanh m6\/ m6c hay ldm

't,r'g,i.e.rno,g*toan.a6csisequy6tolnrrthoigianph6inghingo'id6iV6itil.ngbenhnhdn.
Benh nhdn cdn c6 ngLtoi nhir b6n canh vd khdng duoc udng rudu'

G6c tdc dung khOng mong mu6n

Tirythuoctidustdqng,rr|\lrnr'rvLll mg-R0TEXMEDlcAtcch6hoh6pvdc6th6gdyngir'ngth6'Tinhtrangfcch6h6

nai, rO irtd reo oai non tAc dung gi6m dau vir tei ph6t sau phiu thudt'

Ngoai ra thu6c c6 thd giy co tn6t tnrnr', quln vd mot sd.truong hop bi co tnit ph6 quan' Ngoai m0t m6i vir ch6ng mat'

iiin.o tie say nudn ndn vd nOn, MQt vai truong hop hi6m gap co cing ndo

c6 th6 x6y ra cdc tdc dung kh0ng mong mu6n tL.t ctr4m nhip tim ddn ngilng tim vd tut huy6t ap, dac bi0t ld giam thd tich

,a, CO iila gidm thi6u tinh trqng cham nhrp tim b'ng cdch ding atropin'

C6 thd xiy ra cdc r6i lo4n tu thd d0ng

Cdct6cdungdactrungc0aopLattennotn6ngcotroncothd,gAYtdobon,tdngtruonglLlcdt]o'ngnieUdu6]vardiloanbai
tiai.iru Oani quang (Oac biCt la trong truong hop phl dai tuvdn ti6n li0t)

Thudc c6 thd lam tang co ctJng co xuong, dac biet ld co crjng 6 ngr'lc gay 0c ch6 ho hdp vd giat co Trong trudng hqp xay

ra co cung co, c6 thd dung thu6c gidn cd'

FENTANYL 0,l mg - BSTEXMEDtCl gay co ddng t0 vd c6 thd gdy rdi lo?n thi giac (md m[t)'

Dd md hOi, ngrla vd mdy day ld nhlng tdc dung phu khdc'

Khi s0 dung k6o diri, nhdt ld dirng nnic lAi, bQnh nhin cd th6 tdng dung nap thudc' Khong tnd loai b6 tinh trang 19 thuoc

thudc.

Rdi loqn vdn dQng, tang nhay c6m vdi kich thich vd c6c tri6u chLlng gidng ngung thu6c opiat da drJoc bdo cdo dtr6 em sau

xni f,gitn,it t,rven keodiri FENTANYL 0 1 mg - ROTEXMEDICA'

Oud li6u

Cdc fiAu ching qud lidu

Tinh trang 0c chd ho hdp c6 thd x6y ra 6 bdt k! mLlc d0 nao tit th6 chdm ddn ngung th6' tut huvdt 6p' suy tudn hodn'

hdn m6.

X0 tri qud li6u

Tr6dng h6p thi6u ndng hd hdp ho4c ngt.lng rho p"ai cung cdp d0 oxy vi n6 trg/kiem soat ho ha'p C6 the dirng thu6c ddi

kheno ooiat nhLI NAr_gXgN d;ha;;^6 irn6 rralg sLy no hdp.b; i6c dung Llc chd ho hdp co th6 k6o diri hon tdc dung cia

i'nrOJo? ri,a.s nen co tnd cdn phdi ding nhdc lai thu6c d6i khang opiat

cdc vdn d6 v6 h6 hep do co cung co c6 thd giim nhe hoac kh6c phuc bdng cdch s0 dung thudc gidn co't6c dung ngoai

vi theo dudng ti6m

Bcnhnhanncndudcgiamsatchetche,cdnlrlu!duytr)thdnnhi6tvacanbingdlch.

Trudng hop nhLJoc truong ning vd k6o ddi, c6 th6 xiy ra gilm thd tich m6u' Cdn lap lai cAn bing bing c6ch truydn d!ch'



oAc srErvr Duoc LY

Dugc hJc hoc
Fentanyl lir mQt thudc gi6m dau, gdy nghi0n vdi ddc tinh chi vAn receptor p, n6 cing c6 t6c dung tr0n receptor delta (6)
vd receptor kappa (K) gi6ng Morphin.

Fentanyl du'oc quan tam nhidu nhdt trong nh6m b6i vi khi dung 6 lidu cao, thudc it gAy t6c dung phu l6n hd tim mach va
ngdn cdn tdc dung phU do hien tu'ong cdm 0ng men gan gdy ra. C6 su'tdng huy6t ap khi drirng thu6c dd gidm dau trong
phau thuat, tuy nhien nd khdng thd duqc loai trat hoan toan.

100 pg Fentanyl c6 t6c dung gi&m dau tudng d(ong vdi khodng l0 mg Morphin. Mac dir n6 ph6t huy tdc dung rdt nhanh
nhung tec d-Ung gidm dau tdi da vd tiic dung rlc ch6 h0 hdp chi dat duoc sau viri phrit. Thong thu'ong khodng thbi gian cria
tdc dr;ng gi6m dau sau khi ti6m tinh mach vdi lidu 100 Ug k6o ddi khodng 30 phrit.

Tiry thudc vdo lidu dirng vd tdc dQ ti6m Fentanyl cd thd gdy ra c[ng cd, cdm gidc khoan khodi, co ddng t0, nhip tim chdm.
Phdn tich huydt thanh vd cdc thit nghiem histamine trong da cung nhu cec thrl nghiom invivo tron ch6 da cho thdy cd rdt it
khd nang vd sU li6n quan |am sang giua su giai phdng histamine vd tdc dung c0a Fentanyl.

Tet ca tec dung c0a Fentanyl bi d6o ngugc lai khi dr)ng mot thu6c ddi kheng opiate nhU Naloxone.

Dugc dong hQc
Fentanyl la mot bazo ydu o pH sinh ly, tan t6t trong nudc va lrpid. oua trinh dien bidn ndng do Fentanyl trong huydt tuong
da duQc m0 ta chi tidt bdi m0 hinh dugc dong hoc ba ngin. 0 pha phdn bci ngin, Fentanyl ph6n b6 nhanh vao mau. t't0a
thoi gian phdn b6sau khi tiem tinh mach ld khoing 10 phut. 0 nh0ng m0 md mdu tudn hoan tdt nhu mo phdi, than va nao,
ndng d0 cao Fentanyl dqt dr.loc rdt nhanh. Phdi la mot co'quan du tr0 Fentanyl quan trong trong vdng tudn hodn rldu cfra
thu6c, Pha phdn bd cham ti6p theo c0a Fentanyl phdi dua viro su r6ng ddn ddn cria khi ndng OQm crli phdi ve su phan b6
c0a thudc tdi co quan ma luu luong^mau chdy d6n thdp. Fentanyl tich luy chAm vdo co xuong, thdm chi rdt chdm viro md
m6 tiJ ndi md thu6c duQc van chuy6n ddn ddn vao hO th6ng tudn hodn. TrOn 80% thu6c li6n k6t vdi protein huydt tuong.
KhA ning li6n kdt gjam cing vdi str tdng qud tr)nh ion hoa mudi Fentanyl. SU thay d6i giri tri pH c6 thd tdm thay ddi su pnan
bd thudc girJa huy6t tuo'ng va hO thdn kinh trung uong.

Fentanyl chuydn h6a phdn lon 6 gan, chi y6u b6i qud trinh dealkyl hoa.

Fentanyl thai tril chir ydu qua thdn, vdi it hon 10% thudc d dang khdng thay ddi. Khoang 9% lidu ding Fentanyt drtoc thai
triJ qua thA-n, ch0 y6u ld ciic chdt chuydn h6a. Thdi,gian ben thai c0a Fentanyl phu thuOc viro pham vi can thiQp ve duqc
brio ciio ld khoAng 3 gid ddn 1 2 gid 6 b0nh nhAn phAu thuAt.

sAc srdru cOn ouqc pxAnrr

C6c tuong ky chinh
Fentanyl cltrat tLJong ky vdi Thiopental, Methotrexat, Pentobarbital vA Nafcittin.

H?n dung
36 thring k6 ttt ngdy s6n xudt

0i6u kiQn b6o quin
86o qu6n d nhi0t d0 du6i 30'C. KhOng ddng lanh.

Kh6ng duoc ding thudc qu6 han ding in tr6n bao bi. Trdnh dnh sdng. Nen lo4i b6 phdn thudc thda.

Quy cdch d6ng gdi
HQp 10 dng 2 ml

I reu chuan: BP 20'l l

Th6ng bdo cho bdc sy nhrtng Hc dUng kh6ng mong mudn gflp ph1i khi stt dttng thudc.
Dd xa tdm tay tr| em!

rxA sAH xuAr:
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