Ry Thuéc ban theo don

Hwéng din sir dyng

Boc k§ hudng dan tnede khi ding, 1
Ngc n thiém thang tin, xin hoi § kién bac ai.

= hameln

1. TEN DUFQ'C PHAM

Thudc tigm Fentanyl-hameln 50 meaiml
2. THANH PHAN

1 &ing 2 ml dung dich thude figm chiva

Fentanyl cliirate 0,157 mg
teromg duorng wid Fentanyl G0 mg
1 dng 10 ml dung dich thude 1&m chira

Fentanyl citrate 0,785mg
Tuong duong virl Fentanyl 0,50mg

Danh mic t& dugc dhy 4, xem phin 6.1,

3. DANG BAO CHE

Dung dich thude tism.
Ché phdm dang dung dich trong, khéng méu.

4. DAC BIEM LAM SANG

4.1 Chi dinh didu tr|

Fentanyl (& thube giadm dau e dung ngdn thudc nhém oplold dge

ding;

- d8 gidm dab kiéu an than va hd tro an thin reng gy mé

- i ka mét thanh phan gidm dau frong gdy m& 1dng qut cb ludn &ng
Khi quan va thang khi é banh nhan.

- eibu Ir glam dau & phang cham séc tich cye 881 vél cac bénh nhan
duge hd tro thdng khi.

4.2 Lidu lweng va cach sir dyng

Liku fentanyl dugc dibu chinh theo tirng bénh nhan, theo tubi, thé

trong, tinh trang sdc khoe, tinh trang bénh 1§, sy phil hop thube va

cing tiry thutic vao gui trinh phiu thust va phuong phap gay mé,

Ligu chi dinh duwoe khuyén cao dudni day. Khi s dung v idu dac bigt,

xin vui long tham khao 18 lidu dugre khuyén mﬁo u‘ung y van.

o0 the dung gnérn dau Kidu an than, rigLeri Ién Mng thirémg cén
i khérl Ayt 50 dén 100 microgram fentanyl {0,714 micregram/
kg). dure tigm cham gua dutng tinh mach két hop véi mot thubc an
thén (t8t nhat 13 Droperidol). N&u chn thidt sir dung thém liBu thi hal tr
50 Gén 100 microgram fentanyl (0,7-1,4 microgramikg), co thé sir dyng
sau lidu khivi d4u khodng 30 dén 45 phat,

Khi st dyng hd trg trong gay mé, ngudl 1én ndi chung dang duee hi
trer thismg khi clin o khérl dhu W 200 dén 600 microgram fentanyl
(2,8 8.4 microgramdka), tigm cham qua durang tinh mach két hop véi
mét thubc an thin (4t nhit 14 Droperidol). Libu leeng tiy thubc vao
mirc d5 thai gian kéo dai va nghiém trong cda quy trinh phiu thugt
wa thudc dugc sir dung 98 gy mé ting quat. D& duy trl mé, céc fibu
b sung tir 50 dén 100 microgram fentany| (0, ? 1.4 mu'ograml'kﬂ] et
thé duwge s dung ngdt quang tir 30 3én 45 p g chch vé lidu
diing thém nay phéi duge didu chinh theo t 1.1'inh i buén £l oua

trirth phu thudt.
Thanh phén thute gidm dau trong ady mé long duat
Mguedi I6me Trong tign mé: Néu fentany| dugrs st dyng nhu thanh phan

gidm dau trong gay mé thng quat két hop vir lubn bng va
théng khi & bénh nhan, cé thé sir dung libu fantanyl khél
du tly 7O-B00 microgram {1-B,4 microgram/kg) & ngud Idn
nhur 18 thube phy tro 3é géy mé thng quat

D& duy tri gidm dau trong qud trinh gy mé tng quéat cd thé
siF dyng igu Tentanyl phy trer Wy 25-100 microgram (0,35-
1.4 microgram/kg) tip thee sau. Khodng cach va i lrgng
phdi duoe dibu chinh theo tén trinh dién bién cla qua trinh
phiiu thudt,

O tré em tlr 2 0én 12 twdl, st dung lidu don fentanyl i 1-3
microgramikg thé trong dé giam dau, hay két hop vl thubc
gay mé qua dudng khi dung. Tmngw&nghwdﬂsbdung
N_O két horp visl fantanyl, fiéu kndi dau tir 5-10 microgram
fentanylkg thé trong.

D@ duy tri giam dau trong gay mé tong quat, cb the sir dyng
cac ligu phu tro 1.25 microgram/kg fentanyl, tiy thudic vao
tign trinh phau thuat

& tri ez

Giém dau & phong cham soc tich cuc

D& gidm dau cho céc bénh nhén duge thong khi & phang cham soc
tich carc, liBu lugmg fentanyl phai dugc U chinh thea ting ca nhan,
fly thude vao ién trinh cla con dau va Ky hidc vao st két hop thubc.
Thisng thudng tém finh mach cac by khdl e tr 50 dé&n 100 micro-
gram (0,7-1.4 microgram/kg). nhing cling &6 thé dugc thim dé gu
cao hon néu cin thiét. Théng thudeng cac lidqu ém duoe 18p lal sau
figu kheri dhu, thng liéu 18n dén 25 dén 125 microgram fentanyl mai gie
(0,35-1,8 mimgramﬂwrgicr}

Nan T‘m neu khas @ & ngurdh Kon luééu& b&nk nhan yéu sce, PRI
x&t dén tac dung cla lédu khéi dhu nham xac dinh cac lidu b sung
ép theo.

Déi virt cac herm nhén s dung thu'bng xuy\&n cac: thube thude nhm'n
opioid hodc o tign st lam dyng cae thuds thude nhom opioid, cén thidt
phai tang l1éu fentanyl.

€F bisrnh nhain o6 mit trong sé cae bénh nhy sau, lIdu lwgng fentanyl dy
kidin nén duee tham d that cin than:

 gidm nang tuyén gidp mat b

bénh phdl, dac bikt 38 i céc bénh nhan b gidm chirc ndng séng
o ;

nahién g

suy giam chirc nang gan

suy giam chirc néng than

C&n than trong khi sir dyng femtanyl cho céc bénh nhan suy gidm
chirc nng tuydin thugng than; bi chimg phl dai tuyén tidn 181, rdi lean
chuyéin héa parphyrin va nhip tim cham,

Trong mgi trirdmg hop nol trén, ngoai Irie nolrdd nghidn rugu, ¢o thé
5& phai gigm lidu. O ngudd nghién rugu, Nidu legng oo thé gidm hodc
téng lén

B4 viri cac bénh nhan nay. khuyén céa nén kéo dai thisi gian theo dai
sau phau thuat

Cach ding va hixi gian si dung

Nén tigm cham Fentanyl (1-2 phit) qua duwdng tinh mech (xem myc
‘Canh béo dic biét va than trong trong sir dyng”), thude dune ding
két hop véi thudc an thdin (18t nhit 12 Droperidol) néu thich hep.
Trong gy mé, théd glan sir dung Hiy thudic vao tidn trink v& thil glan

47 Anh hudng trén kha nang 14i xe va v@n hanh may moc

S¢r dyng fentanyl o thé idm gidm mirc 48 phdn xa va sir tap trung.
Khi thirc hign céc obng vigc 9ol héi sip tap trung nher 181 xe hodc van
hanh may moc cd thé b dnh hudmg trong mit khodng thér gian rt dai
sau khi sr dung fentanyl,

Bénh nhan cin co ngudd nha di theo trén dudmg vé nha sau khi xudt
vién va dugc khuyén céo khdng ding thire ung cb cbn,

4.8 Cac téc dyng khdng mong mubn

Rét thwérmg xuyén: >1/10

Thurdrng xuyén: >1/100 v& <1110

Khing thudng xuygn:  >1/1000 va <1/100

Hiém: =1/10 000 vé <1/1000

Rt hidm: =1/10 000 bao gbm c&c nrdmg hop ridng bigt

Ril loan bech huvét va mdu

Hidm: Methaemoglobin huyét

Hifim: Qué mén

Rét hidm: Vige sir dyng fentany! trong théi gian dal oo
thé tam phat tién sy dung nap. Khing thé
logl trir s phat trién 18 thudc vao thube.

Réi loan hé than kinh

R&t thuéng xuyén: An than

Thirtrng xuyén; chong mat, séng khoai, bubn ndn, nan mda

Higm: Con déng kinh ndo. Sau nhirg &n truyén
dich fentany| trong thevl glan dai & tré em cd
nhiiu loan tfrong colr ddng, gia tAng sw nhay
cam,

Réi lpan thi giac

Hidrm: Co dbng tir, nhidu logn thi gisc

R logn tim

Thurdmg xuyén: Cham nhip tim

Rt higm: Ngleng tim

Rél loan mach

Thurdmg xuyén: Gidm huydt 4p, dic bidt & cdc bénh nhin
gidm Il Juomg mau

Hidm: Nhidu loan dibu tiét trong tu thé dimg

Rél thudmg suyén; Suy hé hap
Ty thude vao ik, fentanyl gay suy hd hip
cho dén ngat thr théng thudng chi kéo dai
trong vang it phit & iéu thép, nhing kéo dai
nhidu gicr & fidu cao, Téc dung suy hé hdp co
thé kéo dal hon tae dung gidm dau va cb thé
tal xudt hign & thér ki hau phdu. V1 thé bét
bufic phéi theo déi kifm tra trong subt thal
ky héu phdu,

Thudng xuyén: Cirng ngire, ¢6 khd ndng do hau qué cda vide
théng khi bi tn hal.

Higm: Co thét thanh guan

Rt higm: Phil phél, co thit phil guan

Réi loan dudmg tidy hia

Hiém: Tao ban, nde cue

Réi loan gan mdt

Hidm; Co thit co that Oddi

Réi loan méd da.va ha bl

Hidm: Ngira, m&v ﬂﬂsr

cong o, dong I:}cgiat rung cor

Thuﬂng xuyén

Réi loan than va né et niéu

Hidmm: Tang trurang hee cor & nidu quan, bi tbu dac
bidt & cac banh nhan bi phi dal tuyén tén gt

R sk oAt e

Hiém: Tridu chimg ngung thude, 88 mé hdi

49 Qualidu -

|

Cac tigy chirng

Tritu ching qué lidu fentanyl biéu hién & vidc kéo dai thii gian tac I
ding durgre Iy, Toy thude vaio sy nhay cam cla timg ca nhan, linh trang =
|am sang 1& suy hé hap nhur nhip th chdm én nguwng thér, cham nhip =
tien @&n suy tim tam thu, gidm huyét 4p, suy tulln hedn, hin mé, oo cac M
dong téc glﬂmg nhur déng kinh, co cimg co & thanh ngyc, thin va cac ==
ddu chi, va phi phi,

Gldm thdng khl nén dugc dibu tr bing cach sir dyng oxi va bénh nhan
nén duge thing khi: Suy hé hép nén dugc digu tri béng cach ik dung
thubc déi khang vai cic thube thude nhom opioid nhu naloxone. Lidu
khéi ddu thing thudmg clia naloxone tir 0.4 8dn 2 mg. Néu khbng thiy
6 tac dyng, co thé phal 18p lai lidu mBl 2 3én 3 phit cho 8én khi khic
phyc g tiéu ching suy hd hip hadc dén khi bénh nhan hbi tinh, Vi
1ac dung gdy suy hd hdp cia fentanyl oo thé kéo dai hon cdc tac dyng
abi khang, nén sir dung 1p lal cac ibu naloxene phil hop.

Suy gidm hd hip do co cimg co ¢ thé khic phuc béng céch cho ding
thubic gisin co. Bénh nhan nén dirge theo dbi kifm fra cin thén. Phal
d4m béo nhigt d5 toan than binh thémg va Ihd tich dich duge cdn
bang. Trong frudmg hep giam m.ryél 4p tram trong vé dal ddng, gldm
[ru lwgng maw phai duge v § va ob thé khie phuec bing liéu phap
truyén dich.

5. DAC BIEM DUQC LY

51 Dwge lyc hgo

Nhém thubc didu tri: Gidm dau thude nhém opicid.

Fentanyl t thube gidm dau thuge nhom opicid co thé st dung nhi mét
thubic gidm dau bd sung trang gdy mé téng quat,

Fentany! & chat chil van trén thy thé p. Hoat ddng chl van trén cac thy
thé &-vé x- cling trong by nhu morphin, M lidy 100 microgram (2 ml)
o6 tae dong gidm dau Wong duong voi 10 mg marphin.

Fantanyl co t4c ddng nhanh ngay tir dAu. Tac dyng gidm dau t4 da va
tae dging lam suy hé hép xdy ra trang vang It phat

Thévi gian tc dng trung binh cia t@c dyng gidm dau i 30 phat sau
ki tigim B don 100 microgram. Mirc 40 gigm dau tiry thubic vao lidu
diang va ot thé digu chinh theo miFc 49 dau trong qua trinh phiu thust,
Fantanyl cho thiy oo tac dung hmngdéq nhé Irérl hé tudn hodn ahung

B T T A R R e L e T



s0e tich epre, bac 8T cdn phai xac dinh thdd glan str dyng Wiy thubc vao
curdng 39 va tién trinh vé thii gian clla con dau,

43 Chéng chi dinh

Khéng nén s dung fentanyl cha céc bénh nhén:

- mén cadm v fentanyl, man cam voi thubic b cae tac dung tweng

nhw morphin hodc bét cir thanh. phén nao cia thuds

- suy hd hdp khdng c& théng khl nhan tao.

dang diing két hop véi cac thube re ché MAD hodc trong vang hai

wwhin sau Kni ngwng s dung cac thudc (e ché MAD.

tang &p I ndi 50 va chan thuong nao

gidm luru lirgng mAu va gidm huyét ap
= nhuge co nang
- Tré em dudi 2 tubi
4.4 Canh bao djc bigt va thin trong trong sir dyng
Fantanyl st dung gua dwing tinh mach phdl dueoo st dung béi bac sT
gy mé 43 dugc hudn luydn va thie hign tal bénh vign hodc cac dia
didm khac c6 trang thiét bj vé lubn bng va hd tro thong khi.
Thudrmg xuyén theo déi kidm tra cdc chite nding lién guan dén sy séng
cla bénh nhan. Bidu ndy cing ap dyng che ther ky hau phiu, Fantanyl
tiy thudc vao lidu si dyng o6 téc dung lam suy gidm manh hé hép, diéu
ndy cé thé ke dai & ngue en tubl. O 8 so sinh, oo thé xdy ra visc
suy giam hé hip ngay vdi.cac iéu nhd. Noi chung, nguy co suy hé hép
cham phai dugc xét 8én, Trong treng hop clp ciu, can co sl céc
thiét bi ciing nhu cde thude phit hep.
Trong nhirng tredmg hop ca biégt, bénh nhan ddng kinh sau khi si dung
li#u cao va tism nhanh (19-36 microgram/kg) trong khoang thén gian
2 @8n 5 phat, hoat ddng din w& ddng kinh da duere ghl nhén trén bidu
g6 dién vé ndo ngay ca & nhivng viing ndo khbe manh, Tac ddng trén vi
tri & bidu dé dign v ndo trang khi phéu thudt sau khi sir dyng fantan;ﬂ
@ lidu thip cho dén nay chua duge bidLddén.

= amwcaﬁmmamrgwsﬁdhﬂénn&mhk
— Ca thé lam glam tac dbng ciia sy co cing ndy bing cach tigm cham

= qua dudng tinh mach. Phan Gng nay co thé duge disu i bang théng

M khi oo kiém soat va khi cin thiét oo thé sir dyng thufic gifin cor

— Khing xdy ra cac phén dng dng kinh giung rét co

= sau khi sir dyng fentanyl, ¢ sir gia tEng &p sudt ang méat va mot val
B g hop rigng 1é o6 sy to gist & oo thit Sphincter va oo thit Oddi.

- Cén phéilru ¢ 0én diu nay treng qua trinh gidl phiu dng mat va gidm

g 12U & benh nhan dugc cham soc tich cyc.
Cling nhw céc thude thubc nhdm opiold khéc, fentanyl cb thé cb téc
dyng (re ché nhu Gng rudt. Can phal luu y @iém nay khi sir dung gidm
dau & bénh nhan dugc cham soc tich cype b viém rudt hodc co cac
bénh tAc nahén Juong rust,
Nhip tim cham va suy tim tam thu co thé xdy ra khi bénh nhan khing
rih@n d ligu thudec khang muscarin hodc khi kit hep fentanyl vl thudc
gaﬁ_lcarkhongkhucmﬂéu | wiéu ehirng nhpmmamb&mm-
ropl
Cac thude thufic nhém oploid c6 the gly gism huyét &p, déc biét & céc
béinh nhan gidm luu lwgng mau va & bénh nhan suy tim mat bu. Phéi
tim cham nhdm tranh suy tim mach. Cén 4p dung cac bién phip phi
higrp d& din dinh huyét ap.
Tigm nhanh fentany! khéng duge khuyén céo,
Cén than difu chinh liu & bEnk nhan suy gan i c& nhidu khé nang bi
i loan chuydn néa.
Cén thin kiém tra cae trigu chirng ngd déc fantanyl & nhdng b&nh nhin
bi suy than. Thé tich phan bé clia fantanyl e Ihd bj thay 88, didu nay
cé thé dnh hudrng dén ndng d ciia thudc trang huyét thanh,
Khi =0 dung fentanyl két hop vori droperidol, ngurdrl sl dyng phai hidu
réi cac tinh chat dic trung va cac tac dyng khing mong mm{:t cla ca
hai loai thudc nay.

4.5 Twong tac véi céc thube khic va céc dang frong 1
Céc thube barbitural, benzodiazepin, thude an thér i
dang hed ¢4 chira halogen hodc cac thude oo tac dun

chon loc trén b thiin kinh trung Lrong (nhu €8n), 6o thé tam tang suy

hé hitp do céc thudc thudc nhom opiaid gay ra. K}uwdungcéclhn.dc_

nay cho bénh nhan, sé phai giam fiéu fentanyl thdp hon thang thudng,
Biéu nidy dura dén hiu qué & phai gidm libu clia céc thube cb tac dung
Ure ché hé thin kinh irung wong, khi st dyng céc thude nay cho bénh
nihén sau khi tidm fentanyl.

Khi siz dung fentany| iy can va kit hop véi N20 hode vl diazepam &
nhirng ligu nhd ciing ca thé lam suy gidm chire nang tim mach.

Sir dung két hop fentanyl v midazolam cling & thé 1am gidm huyél

ap.
Khi két herp abing thi vai droperidol co thé iam gidm huyét &p, nhing
ﬁiMﬂv&hwﬂnnhw&hpﬂ#Mcwnhﬁh Ap sudt ddng mach
gidm. Triéu chung run, kich dong va do gidc sau hau phiu
et Ihé ¥ay ra,
Bénh nhan triede 86 c6 st dyng thubde e ché MAD trong vong 14 ngay
trurdre khi s dung cdo thude thudc nhoém opioid co thé de doa mang
sing, woi pethidine thi xdy ra céc tac dung trén hié thin kinh trung wong
(nhu kich ddng, co clmg co, sbt cao, co gilit), cac tridu chimg trén hé
8 hép va hé tudn hoan (nhu suy tudin hedn, gidm huyét &p, huyét ddng
hoe khéng tn dinh va han mé) ciing duge ghl nhan va khang loai trir
khi s ding vin fentanyl
Cac thutic irc ché MAD ciing chen cde enzym chuyén hba cdc hoat
chét & thin kinh trung trong (thude an than gidm dau, khang histamin,
thufic thige nhém opicid..), Hau qué 14 tio dung cla fentanyl co thé
ting cao va kéo dal, bao gbm suy gidm chirc nang hé hap.
S dyng cimetidin twéc d6 oo thé din dén vide ting ndng 40 cda
fentanyl trong huyét tirong.
Khi két hop dbng thevl vérl clenidine co thé 18ng cudng cc tae dung cia
fentanyl va dac bidt kdo dai tinh trang gidm théng khi.
Wecuranium cb thé gay rdi lnan huyét dong hoe khikét Hop vort fentanyl,
Sy gidm nhip tim, &p sult 98ng mach trung binh, vé& cung lugng tim
oo thé xdy ra ma khong phu thudic vao Fiéu vecuronium da si¥ dung.
Nhip tim cham cb thé xdy ra khi két hop atracurium va fentanyl.
Céc téc dyng clia fentanyl duec tng cudmg va kéo dai khi phéi hop
viri baclofen.
Cée thude trj dding kinh nhur earbamazeping, phenytoin, primidone vin
l& ¢4c the nhén gy cdm (g men gan lam gia tang chuyén hba cla
fentanyl & gan. Phai fién iugng trudee kha nang t@ng 1y si dung fan-
tanyl & céc bénh nhan didu trl [Au dal v cac thubc tr| dding kinh, nhung
khiing cén 1ng libu ndu sir dung natri valproat,

4.6 Mang thai va cho con bd

Chua b dhy G0 céc 56 li8u 8m sang d& danh gia hét cac rli ro khi
s dyng fentany! trong lic mang thai, Vi iy do nay khong nén i dyng
fentanyl trong théd gian mang thai.

Khuyén cao khéng nén st dung fentanyl trnng ichi sinh, vi fentany| di
qua nhau thal va oo thé gy ra chimg suy hé hip & tré so sinh. Trong
sar khoa, chi €6 thés s dung fentanyl qua dueng finh mach sau khi
48 bubc chst day rén. 718 thubc i gua nhau thal tuong duong 0,44
(1,00:2,27) (bao thalinguet me).

Fentanyl di vao sia me. Sau khi sir dung fentanyl khing eho con bo
sCra me it nhét la 24 giér,

ke rpchor b b e S L o d bl e b g gt b O g b
kich thich téc nhin dau trong phiu thudt co tné xay ra rnac dii da dugc
didu trj béng fentanyl ligu cao.

Toy thude vao libu legng va the 45 Bam, fentanyl cd thé gay chirng co
cimg co, sang khodl, co dbng tir va cham nhip tim. Cac xét nghiém ndi
bi wé s xac dinh histamin trong huyé‘l thanh & ngued, cing nhur cac et
nghigm in-viva & chi cho thay rét hidm khi cb su gidl phing histamine
6o ¥ nghla v& mat 1m sang sau khi tigm fentanyl,

Céc tac dyng cia fentanyl co thé duge khdc phuc bing cde tac nhan
a8l khiang cac thube nhdm oploid chuyén biét nhu naloxcne.

5.2 Duwgc dong hoe

Sau khi tigm qua dudmg finh mach, nbing A6 fentany| trong huyét g
gidm nhanh. Sy phéan bé cia fentanyl chia 1dm ba giai doan vii cac
thii gian ban hiy vao khodng 1 phit, 15 phit va 6 gicr. Fentanyl oo thé
tich phén bé & ngan trung tam vao khodng 15 lit va thng mé tich phén
bd vao khodng 400 It

Béc bigt & bénh nhan Ion tubl hodc sau nhigu 1an st dyng iap lai, thai
glan ban hiy cf thé kéo dai. Cac nbng 48 dinh thir phét trong huyét
trong ot thé xdy ra.

Khodng 80-85% Fentanyl gén két vl cac protein huyét twong
Fentanyl dwoc nhanh chang chuyén haa chil yéu & gan, phén lon do
qua trinh khir N-alkyl oxi hoa. B0 thanh thai vao khodng 0.5 gidnkg.
Khodng 75% cila libu st dung duge dao thél trang viing 24 giér. Chi
10% cda liBu dure dao thal dudi dang khing d&i.

5.3 56 lidu an toan tidn ldm sing

Céo tac dng tuong ty nhir 8 ma 13 rrde d&y d61 vl cds thude nhom
opioid khac da duve quan sat thiy & cac nghién ciu vé fibu gay nad
d8c duge 18p lai rong 4 tuln,

Céc nghén ciru trén d8ng vat cho thiy kha nding sinh san b gidm &
chudt céi ciing nhur gay hal cho bao thal, mac di khong.co diu higu
gy quél thal

Céc nghién clu a6t bién gen & vi khufin va loal gam nhim cho thiy
fertanyl khdng cd tém ndng gly At bidn, Cong twong e nhw nhing
thude nhom opioid khac, fentanyl cho thiy céc tac dyng gay dgt bién
gen trén in vitro & céc t& béo cda dong vat cd wi. Cac tio dung nay
chi cdm (mg & cac nbng 48 rdt cao. Do d6, fentany| khing dugc xem
18 €6 thé gay ra nhirng méi nguy géy nhilm dic gen cho bénh nhan.
Céc nghién cu dal han vé kha ndng gay ung thu chua dugs thyt
hign,

6. DAC BIEM CUA DUO'C PHAM

6.1 Danh myc td dwgc
Natri clorid, nwdre cat pha tém, acid hydrocloric hodc natrd hydroxid
dé diu chinh pH.

6.2 Twengky

Khéng dugc pha loang thudc ndy véi cdo dung dich khdng dine dé
cAp trong muc 6.6.

Khi e pha triin v&ri cdc thude khic, phai kidm tra sg tuong thich trude

khl s dyung,

D& cd bao céo xay ratuong ki vt Iy gitra Fentanyl citrate véi pentobar-

bital natri, methohexital natri, thiopental natri va nafcilline.

6.3 Han diing

24 thang kb tir ngay san xudt

Han diing sau khi pha lodng

B tn dinh cia céc dung dich pha lodng vé mat Iy hia 43 dres chimg
minh {xem phin 6.6) trong vong 24 gitr & 25°C.

Tréin quan diém vi sinh, dung dich pha loang nén sir dyng ngay 3p tirc.
by k‘.hﬂng sl dung ngay, thés glan va didu kign bdo quan chir sir dyng

6.4 Bﬂukllnhiu quérndichﬂ

Bao quan ér nhigt 46 khdng qua 30°C, trong baa bl gde. tranh &nh séng,
Khéng ddng lanh.

6.5 Quy cach déng goi

10 &g thiy tinh khdng mau, loal 1, chir 2 mi hods 10m| dung dich,
6.6 Huwdng dan cach sir dyng va bao quan

Sir dung géing tay bao vé ngon tay khi mé bng

Thute chi ding mét 1An duy nhit cho bénh nhan va nén s& dung ngay
sau khi mér. Khiing dwgc sir dyng néu nhuw phat hién co vt thé |a. Loai
bé phin dung dich con lai khi khﬁngsudun-gh&
caméwmsmph&nmma hodc pha lodng. T7 18 pha
k;shﬁ 2?‘1: natri clorid 0,9%, glucose 5% 18 1,1 4 1:25. Do 46
mirc pha loang 181 da khang vurgt qua 1 phin fantany! va 25 phin dung
djch nalri clerid 0,9% hoac glucose 5%.

6.7 Tiéu chudn: Nha san xult
Théng bao cho bac s§ nhirmg tac dung

khéng mong mudn gap phéi khi sir dung thude.
D#é xa tim tay tré em!

7. NHA SAN XUAT

hamain pharmaceuticals gmbh

Langes Feld 13

31789 Hamein

Bire

8. CHU SO HO'U GIAY PHE_P LUU HANH

Cang ty TNHH Binh Vigt Buc (Bhid Co,, Ltd.)

2136 Truong Céng Binh, Phtdng 14, Quan Tan Binh, Thanh phé HE
Chi Minh, Vit Nam.
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