Rx: Thuéc nay chi diing theo don thudc

BFS- NALOXONE

Naloxon hydroclorid 0,4 mg/ml
Péxatdm tay tréem
Boc ky huéng ddn sir dung trudc khi ding

Thanh phén
Méi 6ng (1 ml) cé chifa:
Thanh phdn hoat chdt: Naloxon hydroclorid (duéi dang Naloxon hydroclorid
dihydrat) 0,4 mg
Thanh phdn td dugc: Natri clorid, acid hydrocloric, natri hydroxid, nudc cit pha
tiém vira di.
Dang bao ché: Dung dich tiém
Mé ta: Dung dich trong suét dung trong 8ng nhua
pH:3,0-6,5
Chi dinh
- Ddo ngugc hoan toan hodc mét phan tac dung tc ché than kinh trung uong,

{ic ché hé hdp cdia opioid ty nhién hodc téng hop va cac thudc d6i khang/chi

van mét phdn trén thu thé opioid.
- Chan doan trong trudng hop nghi ngd ngd déc hodc qua liéu opioid cp tinh.
Liéu diing va cach dung
Budng dung: tiém tinh mach, tiém bap hodc truyén tinh mach.
Thudc khdi phat tac dung nhanh sau khi tiém tinh mach, nén dugng dung nay
dugc khuyén cdo trong cac truding hop nguy cip.
Chi nén tiém bap dung dich tiém BFS-Naloxone khi khéng thé sir dung theo
dudng tiém tinh mach. Thai gian khéi phét tdc dung ctia thude sau khi tiém bép
cham han so véi tiém tinh mach nhung thai gian tac dung kéo dai hon.
Thai gian téc dung phu thudc vao liéu lugng va dudng ding, dao déng trong
khoang tir 45 phat dén 4 giér.
Liéu tiém bap thudng cao hon liéu dung theo dudng tiém tinh mach va can diéu
chinh liéu theo titng bénh nhan.
Thai gian tac dung ciia mét sé thudc opioid nhu dextropropoxyphen, dihydroco-
dein, methadon cé thé kéo dai hon thdi gian tac dung clia naloxon hydroclorid,
do d6, cén tiép tuc theo ddi bénh nhan, va st dung liéu naloxon hydroclorid bé
sung néu can.

Ngudi Idn:

Liéu dugc xéc dinh cho titng bénh nhan sao cho dat dugc dép ing mong muén

trén duding hé hdp, déng thai, va duy tri dugce téc dung gidm dau clia thudc.

Liéu tiém tinh mach théng thudng 1a 100 — 200 pg naloxon hydroclorid (tuong

duong khoang 1,5 - 3 pg/kg). Ci 2 - 3 phit tiém nhéc lai vai muc liéu 100 ug

naloxon hydroclorid cho dén khi dat dugc dap tng mong mudn.

C6 thé tiém liéu béd sung trong vong 1 - 2 gid, tly thudc vao hoat chat can déi

khéng (th&i gian tac dung ngén hodc gidi phéng cham), liéu dung, thai gian

diing va dudng ding.

Thdi gian téc dung cla thuée d6i khang ¢6 thé kéo dai hon so vdi naloxon

hydroclorid. Do @6, tuy thudc vao hoat chat gay ra su Utc ché hodc trong cac

truéing hop nghi ngd, cé thé truyén tinh mach lién tuc naloxon hydroclorid. Téc

do truyén dugc hiéu chinh theo timg bénh nhan, dya trén dap (ng cia bénh

nhan sau khi tiém tinh mach va phén iing ctia bénh nhan khi truyén.

Can than trong khi truyén tinh mach va cin chudn bj cac phuang &n hé trg hé

hép néu cin thiét.

Tré em va tré vi thanh nién:

Liéu khéi dau: tiém tinh mach véi mic liéu 10 - 20 pg naloxon hydroclorid/kg, cit

2 -3 phat tiém |3p lai mot 13n cho dén khi dat dugc dap tng mong mudn.

Co6 thé tiém liéu bé sung trong vong 1 - 2 gid, tiry thudc vao dap dng cda bénh

nhan, liéu lugng va thai gian tac dung cla opioid.

Ngudi gia:

Cén than trong khi sif dung naloxon hydroclorid cho ngudi c6 tién sit tim mach

hoic dang st dung thudc gay doc tinh trén tim do thudc cé thé gay cac tac dung

phu nghiém trong trén tim mach nhu nhip tim nhanh that va rung tim, xuat hién

sau khi sir dung naloxon hydroclorid & cac bénh nhan sau phau thuat.
ng hop nghi ngd ngd déc hodc qua lidu o

han doan ong J0

Ngudilon:

Liéu-khéi ddu:tiem tinh mach 400 - 2000 pg naloxon hydroclorid, c 2 - 3 phit
tiém |3p lai mét lan cho dén khi dat dugc dap ing mong muén.

C6 thé tiém bap néu khong thé tiém qua dudng tinh mach.

Néu khéng thay dap dng sau khi st dung téng liéu 10 mg naloxon hydroclorid,
thi nguyén nhan tc ché ¢6 thé 1a do diéu kién bénh Iy hodc do mét thuéc khéng
phai la opioid.

Tré em va tré vi thanh nién:

Liéu khdi ddu thong thudng la 10 pg naloxon hydroclorid/kg, tiém tinh mach.
Tiém I3p lai v6i mic liéu 100 pg/kg néu khdng thu duge dap dng mong mudn.
C6 thé truyén tinh mach tiy thudc vao dép (ng cdia timg bénh nhan.

C6 thé tiém bip néu khéng thé tiém tinh mach (liéu khdi ddu 10 pg naloxon
hydroclorid/kg), chia thanh nhiéu liéu.

Tré sd sinh ¢6 me ding opioid

Liéu théng thuéing 14 10 pg naloxon hydroclorid/kg, tiém tinh mach, c 2 - 3
phat tiém I3p lai 114n cho dén khi thu dugc tac dung mong muén.

" C6 thé tiém bap néu khéng thé tiém tinh mach (liéu khdi ddu 10 pg naloxon

hydroclorid/kg).

Chéng chi dinh

Chdng chi dinh vdi bénh nhan min cdm véi naloxon hydroclorid hodc véi bt cir
thanh phan nao cia thudc.

Canh bao va thin trong khi diing thudc

Thén trong khi st dung cho bénh nhan da diing liéu cao opioid hodc phu thuéc
opioid (bao gém ca tré s sinh c6 me phu thudc opioid). Do ngugc qua nhanh
tac dung chia opioid cé thé gay ra hdi ching cai thudc nhu cao huyét 4p, loan
nhip tim, pht phéi va ngiing tim.

Theo déi ky cac bénh nhan cé dap Ung tét sau khi dung naloxon. Tac dung cia
opioid c6 thé dai hon so vdi tic dung clia naloxon hydroclorid, khi d6, cin tiém
1ap lai liéu khac.

Sir dung liéu cao naloxon hydroclorid & bénh nhan sau phiu thudt din dén dio
ngugc tdc dung gidm dau, kich déng va tang huyét ap. Dao ngugc qua nhanh tac
dung opioid c6 thé gy ra tinh trang budn nén, nén, d6 mé héi va nhip tim
nhanh. ,

Naloxon hydroclorid khéng c6 tac dung déi vdi cac truding hop e ché thin kinh
trung uong khéng do opioid. Pdo ngugc tac dung uc ché hd hip gy ra do
buprenorphin c6 thé khéng hoan toan. Néu dap dng khéng hoan toan, cdn hd
tro co hoc.

Naloxon hydroclorid c6 thé géy ra ha huyét 4p, ting huyét dp, nhip nhanh thét,
rung tim va phu né phéi. Cac tic dung khéng mong muén nay xudt hién sau
phau thuat & céc bénh nhan méc bénh tim mach hodc nhiing bénh nhan dang
dung thuéc cé doc tinh trén tim (vi du thudc chen kénh calci, thudc chen beta,
digoxin).

M&i ml ché& phdm chifa 3,54 mg natri. Can than trong khi sirdung cho bénh nhén
dang trong ché dd kiéng natri.

St dung thuéc cho phu nii ¢6 thai va cho con bu

Phu nif cé thai

Hién tai chua cé du dit liéu vé viéc sit dung naloxon hydroclorid cho phu nit
mang thai.

Nghién cdu trén déng vét cho thdy c6 dc tinh sinh san. Chua xéc dinh dugc
nguy cd trén ngudi.

Khéng nén sir dung thudc trong thai ky, tris khi cdn thiét.

Phu nit cho con ba

Naloxon hydroclorid c6 thé gay hdi chiing cai thudc & tré so sinh.

Khéng rd naloxon hydroclorid cé di vao sita me hay khéng va chua xac dinh dnh
hudng cda thudc [én tré bl me.

Do d6, nén tranh cho con bu trong 24 gids sau khi diing thudc.

Anh hudng dén kha ning l4i xe va van hanh mdy méc

Hién chua cé nghién ciiu anh hudng ctia thudc d&n kha nang I3i xe va van hanh
may méc.

Tuy nhién, c&c bénh nhan sau khi diing naloxon hydroclorid d& ddo ngugc tac
dung cuia opioid khéng duge tham gia giao théng, van hanh may méc hodc cac
hoat déng khac ddi héi su ging stic vé thé chat va tinh than trong vong 24 gid vi
tac dung cha céc thudc opioid cé thé quay trd lai.

Tuong téc, tuong ky cia thudc

Khéng thay c6 tuong téc gidia naloxon hydroclorid véi barbiturat va tranquillizer
khi duing & muic liéu théng thudng.

Chua c6 dir liéu théng nhat vé tuong tac gilra naloxon hydroclorid véi alcohol.



@ bénh nhan bi ngd doc béi opioid va chit/gidmidau hodc cén; hiéu qua cla
naloxon hydroclorid cé thé bi tri hoan tuy thuéc vae nguyén nhan'gay déc.

Téc dung gidm dau ctia buprenorphin trén bénh nhan da sir dung buprenorphin
c6 thé dugc phuc héi sau khi sir dung naloxon hydroclorid. Tuy nhién, tac dung
dao ngugc tinh trang tc ché hé hdp gay ra bdi buprenorphin la gidi han.

Pa c6 bio cdo vé trudng hop ting huyét 4p & bénh nhan dung naloxon
hydroclorid trong truéing hgp hén mé do dung qua liéu clonidin.

Tac dung khéng mong muén

Téac dung khéng mong mudn dudgc chia theo hé co quan va tan suat nhu sau:
R4t thusing gip (1/10), thuding gap (1/100 dén 1/10), khéng thudng gép (1/1000
dén 1/100), hiém g&p (1/10000 d&n 1/1000), rit hiém gdp (1/100000), khéng
biét (chua c6 du dit liéu)
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Théng bdo ngay cho bdc si hodc du'oc sikhi gdp phdi cde
tdc dung phu cda thuéc.

Quia liéu va cach xi tri

Thudc c6 chi dinh va chi sé diéu trj réng, do dé, hiém khi xay ra tinh trang qua
lidu.

Chua 6 tac dung khéng mong muén nao dugc xac dinh sau tiém tinh mach 10
mg naloxon hydroclorid va liéu tich lay dudi da |én dén 90 mg/ngay.

Cho dén nay, chua c6 truding hgp qua liéu naloxon hydroclorid nao xay ra.

Pic tinh dugc luc hoc

Nhém dugic Iy: Thude gidi déc

Ma ATC:VO3AB15

Naloxon hydroclorid la chat déi khang chon loc opioid, canh tranh thu thé
opioid. Naloxon hydroclorid ¢6 i luc cao vdi thy thé opioid, do d6, thay thé cac
chat chii van opioid va cac chdt d6i khang tiing phén.

Naloxon hydroclorid khéng 6 tac dung ddo ngugc tac dung uc ché thdn kinh
ctia cac thude géy ngl hodc céc thude khong phai opioid va khong c6 dic tinh
“chl van”hodc "giéng morphin”nhu cac chét chi van opioid khéc. Tac dung gidm
dau xuat hién khéng dang ké, chi hoi buén ngli va khéng e ché hé hd hip,

khéngréiloan tam than, rdiloan tudn hoan va thu hep déng tir ngay ca khi dung
lifu cao gdp.10lanliéu théng thuang.

Naloxon hydroclorid khéng 6 téc dung khi chat gay ra tdc dung khéng phéi
opioid hoic chat chi van opioid.

Vi naloxon hydroclorid khéng lam ning thém tinh trang tic ché hé hap, do dé, né
dugc dung dé chan dodn phan biét.

Naloxon hydroclorid khéng gay ra tinh trang & thudc thudc. Trong truging hop &
thudc opioid, st dung naloxon hydroclorid cé thé lam tdng thém triéu chimng
phu thudc thudc vé mat vét ly.

Tac dung ctia naloxon hydroclorid xuét hién trong véng 2 gidy sau khi tiém tinh
mach. Thai gian tac dung phu thudc vao liéu, thudng trong khodng tir 45 phut
dén 4 gid. Tuy thudc vao liéu lugng, loai opicid hodc duding diing ma can nhic cé
strdung liéu |3p lai hodc khéng.

Piéc tinh dugc ddng hoc

Hép thu

Naloxon hydroclorid hip thu nhanh qua dudng tiéu héa nhung bi chuyén héa
budc mét va nhanh chéng chuyén sang dang khéng c6 hoat tinh khi duing theo
duting udng. Mac du thudc cé tdc dung khi diing theo dudng udng, tuy nhién,
dé dat dugc hidu qua mong mudn liéu diing sé phai 16n hon nhiéu so véi duding
tiém (sinh kha dung duding uéng béng 1/50 so véi sinh kha dung duéng tiém).
Do dé, naloxon hydroclorid ding theo duéng tiém.

Phén bé

Sau khi diing theo dudéng tiém, naloxon hydroclorid nhanh chéng dugc phan b
vao cadc mé va dich thé, dic biét 1a ndo vi thude cé ban chét va ddu. Tai thai diém
dat néng dd dinh trong huyét thanh (15 phit sau tiém), néng dé thudc tai nao
cao gap 1,5 lan so vdi néng dd thuéc trong huyét tuang.

& ngudilén, thé tich phan b & trang thai 8n dinh |3 khoang 2 I/kg.

Naloxon hydroclorid di qua nhau thai, tuy nhién, chua rd naloxon hydroclorid ¢
di vao trong sfa me hay khéng.

Chuyén héa

Naloxon hydroclorid nhanh chéng bi chuyén héa & gan, chi yéu dudi dang lién
hgp vdi acid glucuronic va phan Ung de-alkyl héa loai nhém 6-keto. Naloxon
hydroclarid va chat chuyén héa dugce dao thai vao nudc tiéu (70% trong 72 gid).
Thai trir

Naioxon hydroclorid cé thdi gian ban thai trong huyét tuong ngén, khodng 1 -
1,5 gid&¥ sau khi tiém.

Thai gian bén thai trong huyét tuong & tré so sinh |a khodng 3 gid.

Téng d8 thanh thai 13 22 ml/phut/kg.

Quy cach déng géi: 1 ml/dng nhuta, hép 10 8ng nhya.

Bao quan: Noi kho rdo, thoadng mat, tranh anh sang, nhiét d6 dudi 30°C.

Han diing: 36 thang ké tir ngay san xuat.

Tiéu chuan chat lugng: Tiéu chudn co sd.

Nha san xudt
cPciuN
Céng ty 6 phén Dugc pham CPC1 Ha Néi

Cum céng nghiép Ha Binh Phuong, xa Van Binh,
huyén Thuding Tin, thanh phd Ha Néi.
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