Rx: Thudc ndy chi ding theo don thudc

BFS- NALOXONE

Naloxon hydroclorid 0,4 mg/ml
Dé xa tdm tay tré em
Doc ky huéng dén sir dung trude khi ding

Thanh phén

Mai 8ng (1 ml) ¢é chira:

Thanh phdn hoat chdt: Naloxon hydroclorid (dusi dang Naloxon hydroclorid
dihydrat) 0,4 mg
Thanh phén td duoc: Natri clorid, acid hydrocloric, natri hydroxid, nuée c4t pha
tiém vuia da.

Dang bao ché&: Dung dich tiém

Mb ta: Dung dich trong suét dung trong 6ng nhua
pH:3,0-6,5

Chi dinh

- Dao ngudc hoan toan hodc mét phén tac dung Uc ché than kinh trung uong,

Uic ché hé hép clia opioid tu nhién hodc tdng hgp va cac thudc d6i khang/chu
van mét phén trén thu thé opioid.

- Chén doan trong trudng hop nghi ngd ngd déc hoic qua liéu opioid cip tinh.
Liéu duing va cach dung

Budng dung: tiém tinh mach, tiém bép hoéc truyén tinh mach.

Thudc khdi phét tac dung nhanh sau khi tiém tinh mach, nén dudng dung nay
dugc khuyén cao trong cac trudng hgp nguy cap.

Chi nén tiém bap dung dich tiém BFS-Naloxone khi khéng thé st dung theo
dudng tiém tinh mach. Thai gian khéi phét tac dung cua thudc sau khi tiém bap
cham hon so véi tiém tinh mach nhung thdi gian tac dung kéo dai han.

Thai gian tac dung phu thudc vao liéu lugng va dudng dung, dao déng trong
khoang tir45 phut dén 4 gid.

Liéu tiém bap thudng cao hon liéu dung theo dudng tiém tinh mach va can diéu
chinh liéu theo tiing bénh nhan.

Thai gian tdc dung ctia mét s thudc opioid nhu dextropropoxyphen, dihydroco-
dein, methadon c6 thé kéo dai hon thdi gian téc dung clia naloxon hydroclorid,
do @6, can tiép tuc theo dbi bénh nhan, va sir dung liéu naloxon hydroclorid bé
sung néu can.

n n n
. I 2 opiol h :
vén thu thé opioid mét phin
Ngudi Ién:

Liéu dugc xac dinh cho titng bénh nhéan sao cho dat dugc dép ing mong muén
trén dudng hoé hép, déng thdi, va duy tri dugc tdc dung gidm dau ctia thudc.
Liéu tiém tinh mach théng thudng la 100 - 200 pg naloxon hydroclorid (tuong
duong khoang 1,5 - 3 pg/kg). Cr 2 - 3 phdt tiém nhac lai véi muc liéu 100 pg
naloxon hydroclorid cho dén khi dat dugc dap ting mong muén.

C6 thé tiém liéu b6 sung trong vong 1 - 2 gid, tuy thuc vao hoat chét cén dsi
khang (thdi gian tdc dung ngén hojc gidi phéng cham), liéu dung, thdi gian
dung va dudng dung.

“Thés gian tc dung clia thudc d6i khang c6 thé kéo dai han so véi naloxon
hydroclorid. Do d6, thy thuéc vao hoat chét gdy ra sy (fc ché hodc trong céc
truong hgp nghi ngd, c6 thé truyén tinh mach lién tuc naloxon hydroclorid. Téc
46 truyén dugce hiéu chinh theo ting bénh nhan, dua trén dép (ng cla bénh
nhan sau khi tiém tinh mach va phan dng cta bénh nhén khi truyén,

Can thén trong khi truyén tinh mach va cdn chudn bj cac phuong &n hé trg ho
hap néu cén thiét,

Tré em va tré vi thanh nién;
Liéu khéi déu: tiém tinh mach véi mc liéu 10 - 20 pg naloxon hydroclorid/kg, c(t
2~ 3 phat tiem I3p 13l mét 18n cho dén khi dat dugc dép ing mong muén.
C6 thé tiém liéu b6 sung trong yong 1 - 2 giy, tly thugc vao dép ung clia bénh
nhan, liéu lugng va thii glan tac dyng cla opioid,
Ngudi gis:
Cén than trong khi s dyng naloxon hydroclorid cho n [

gudl cé tién sir tim mach
hojc dang st dyng thubc gby dbc tinh trén tim do thubc c6 thé gdy céc tdc dung

phy nghiém trong trén tim mach nhu nhip tim nhanh thét va rung tim, xudt hign
sau khi st dyng naloxon hydroclorid & cac bénh nhan sau phiu thudt,

tinh

Ngudri lén:

i'léu khdi d4u: tidm tinh mach 400 - 2000 pg naloxon hydroclorid, ¢t 2 - 3 phat
tiém I3p lai mét 14n cho dén khi dat dugc dép tng mong muén.

C6 thé tiém bap néu khéng thé tiém qua duéng tinh mach.

Néu khéng thdy dap (ing sau khi sif dung téng liéu 10 mg naloxon hydroclorid,
thi nguyén nhan tic ché c6 thé 1a do diéu kién bénh Iy hosc do mét thuée khéng
phai 1a opioid.

Tré em va tré vi thanh nién:

Liéu khdi ddu théng thudng 1a 10 pg naloxon hydroclorid/kg, tiém tinh mach.
Tiém I3p lai v6i muc liéu 100 pg/kg néu khéng thu duge dép ing mong muén.
C6 thé truyén tinh mach tuy thuéc vao dép (ing cla timng bénh nhan.

C6 thé tiem bap néu khéng thé tiém tinh mach (liéu khéi dau 10 pg naloxon
hydroclorid/kg), chia thanh nhiéu liéu.

Tré so sinh c6 me diing opioid

Liéu thér.g thudng la 10 pg naloxon hydroclorid/kg, tiém tinh mach, cr 2 - 3
phut tiém Iap lai 1 1dn cho dén khi thu dugc tac dung mong mudn.

C6 thé tiém bap néu khéng thé tiém tinh mach (liéu khdi ddu 10 pg naloxon
hydroclorid/kg).

Chéng chi dinh

Chéng chi dinh v6i bénh nhan man cdm véi naloxon hydroclorid hoéc véi bat cir
thanh phan nao ctia thudc.

Canh béao va than trong khi dung thuéc

Thén trong khi st dung cho bénh nhan da dung liéu cao opioid hoac phu thuéc
opioid (bao gém ca tré so sinh c6 me phu thudc opioid). Bdo ngugc qua nhanh
tac dung cuia opioid c6 thé gay ra héi chimng cai thudc nhu cao huyét ap, loan
nhip tim, phu phéi va ngitng tim.

Theo doi ky céc bénh nhan cé dap (g tét sau khi dung naloxon. Tac dung cla
opioid cé thé dai hon so véi tac dung clia naloxon hydroclorid, khi d6, can tiém
13p lai liéu khac.

St dung liéu cao naloxon hydroclorid & bénh nhéan sau phau thuat dan dén dao
ngugc tac dung giam dau, kich dong va tang huyét ap. Dao ngugc qua nhanh tac
dung opioid c6 thé gdy ra tinh trang buén nén, nén, d8 mé héi va nhip tim
nhanh.

Naloxon hydroclorid khéng c6 tac dung ddi véi cac trudng hop Uc ché than kinh
trung uong khéng do opioid. Do ngugc tac dung uc ché hé hdp gay ra do
buprenorphin c6 thé khéng hoan toan. Néu dap ing khdng hoan toan, cin hé
trg co hoc.

Naloxon hydroclorid cé thé gay ra ha huyét ap, tang huyét ap, nhip nhanh that,
rung tim va phti né phéi. Cac téc dung khéng mong mudn nay xuat hién sau
phau thuat & cac bénh nhan méc bénh tim mach hoac nhing bénh nhan dang
dung thudc 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. Cin than trong khi st dung cho bénh nhan
dang trong ché d6 kiéng natri.

Sir dung thudc cho phu nif ¢é thai va cho con b

Phu nit ¢é thai

Hién tai chua c6 du dir liéu vé viéc sir dung naloxon hydroclorid cho phu ni
mang thai.

Nghién cttu trén ddng vat cho thdy c6 ddc tinh sinh san. Chua xac dinh duoc
nguy co trén ngudi.

Khong nén sif dung thudc trong thai ky, trif khi can thiét.

Phy nit cho con bi

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

Khéng r6 naloxon hydroclorid c6 di vao sita me hay khang va chua xac dinh anh
huéng ctia thudc 1én tré bu me.

Do @6, nén tranh cho con bu trong 24 gid sau khi dung thudc.

Anh huémg dén kha nang lai xe va van hanh may moc

Hién chua c6 nghién ciiu dnh hudng cia thudc dén kha nang lai xe va van hanh
mdy méc.

Tuy nhién, cac bénh nhan sau khi dung naloxon hydroclorid dé ddo ngugc tac
dyng ctia opioid khéng dugc tham gia giao thdng, van hanh may moc hodc cac
hoat ddng khac doi hdi s\ gdng stic vé thé chdt va tinh than trong vong 24 gio vi
tdc dung clia cac thudc opioid cé thé quay trd lai.

Tuang téc, tuang ky cia thudc

Khéng théy cé tuong tac giifa naloxon hydroclorid véi barbiturat va tranquillizer
khi diing & muic liéu thang thuong.

Chva ¢6 d(r ligu thng nhét vé tuong tac gitia naloxon hydroclorid véi alcohol.



& bénh nhan b ngd ddc bdi opioid va chit gidm dau hodc cdn, hidu qua ctia
naloxon hydroclorid c6 thé bj trl hoan tly thudc vao nguyén nhan gay déc.

Téc dung gidm dau clia buprenorphin trén bénh nhan da sit dung buprenorphin
6 thé duogc phuc héi sau khi st dung naloxon hydroclorid. Tuy nhién, téc dung

&30 ngugc tinh trang Uic ché hd hip gay ra bdi buprenorphin la gidi han.

D& ¢6 bdo cdo vé trudng hop ting huyét 4p & bénh nhén dung naloxon
hydroclorid trong trudng hap hén mé do dung qué liéu clonidin.
Téc dung khéng mong muén
Téc dung khéng mong mudn dugc chia theo hé co quan va tan suét nhu sau:
R&t thudng gép (1/10), thudng g3p (1/100 dén 1/10), khdng thudng gip (1/1000

d&n 1/100), hiém gap (1/10000 dén 1/1000), rét hiém gép (1/100000), khong
biét (chua c6 du dir liéu)

¥ e Tén sudt
Rétthudng| Thudng gap|  Hiém Rét hiém
g4p thudmg gap | Hiémadp | gyp
R&iloan hé Phén tng
mién dich g ng
(néi may
day, viém
mi, khé
thd, phu
mach), séc
phan vé
Réiloan hé Chéng mat, | Mét mdi, 6 | Dong kinh,
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$11 dmg ’ thanh mach
thudc

Théng bdo ngay cho bdc si hodc dugc si khi gdp phdi cdc
tdc dung phu cia thuébc.

Qui liéu va cach xir trf
Thubc ¢b chi dinh va chi s6 diéu trj rong, do d6, hiém khi xy ra tinh trang qué
liéu.
Chua c6 tac dung khbéng mong muén nao dugc xac dinh sau tiém tinh mach 10
mg naloxon hydroclorid va liéu tich 10y duéi da I1én dén 90 mg/ngay.
Cho dén nay, chua c6 truding hgp qué liéu naloxon hydroclorid nao xay ra,
Déc tinh dugclyc hoc
Nhém duge Iy: Thube gidl 8oc
Mz ATC:VO3AB15
Naloxon hydrodorid Ja chét 6 khang chon loc opioid, canh tranh thy thé

opioid, Naloxon hydroclorid c6 &i Iy cao véi thy thé opioid, do d6, thay thé cac
chét chi vén oploid va céc chit d6i khang tiing phén. ‘

Naloxon hydrocorid khong c6 tac dyng ddo ngugc tac dyng e ché thén kinh
cla céc thubc gay ngl hojc cac thubc khong phal oploid va khéng cé dic tinh
“chl van” hojc“gibng morphin’ nhu céc chit cht vn oplold khéc. Téc dyng glam
dau xudt hién khong dang ké, chi hai bubn ngl va khong dc ché hé ha hép,

khéng r6i loan tam than, r6i loan tuén hoan va thu hep déng tif ngay c khi diing
liéu cao gdp 10 14n liéu théng thudng.

Naloxon hydroclorid khéng c6 téc dung khi chdt gay ra tic dung khéng phai
opioid hodc chét ch(i van opioid.

Vi naloxon hydroclorid khéng 1am ndng thém tinh trang tic ché hé hip, do d6, né
dugc dung dé chin doan phan biét.

Naloxon hydroclorid khéng gay ra tinh trang |& thuéc thuéc. Trong truéng hop 1é
thudc opioid, sif dung naloxon hydroclorid c6 thé lam tang thém triéu ching
phu thudc thu6c vé mat vat ly.

Tac dung ctia naloxon hydroclorid xuat hién trong véng 2 gidy sau khi tiém tinh
mach. Thai gian tac dung phu thudc vao liéu, thuding trong khoang tis 45 phat
dén 4 gi®. Tuy thudc vao liéu lugng, loai opioid hodc dudng dung ma can nhac cé
strdung liéu I3p lai hodc khéng.

Péc tinh dugc ddng hoc

Hap thu

Naloxon hydroclorid hdp thu nhanh qua du&ng tiéu héa nhung bi chuyén héa
budc mét va nhanh chéng chuyén sang dang khéng c6 hoat tinh khi dung theo
dudng uéng. Mac du thudc c6 tac dung khi dung theo dudng uéng, tuy nhién,
dé dat dugc hiéu qua mong muén liéu dung sé phai I6n hon nhiéu so véi dudng
tiém (sinh kha dung dudng uéng bang 1/50 so vdi sinh kha dung dudng tiém).
Do d6, naloxon hydroclorid ding theo dudng tiém.

Phéan bé

Sau khi diing theo dudng tiém, naloxon hydroclorid nhanh chéng dugc phéan bé
vao cac mé va dich thé, dic biét la ndo vi thudc c6 ban chat ua dau. Tai thai diém
dat néng do dinh trong huyét thanh (15 phat sau tiém), néng dé thudc tai nao
cao gép 1,5 1an so véi néng d6 thudc trong huyét tuang.

& ngudi 16n, thé tich phan bé & trang thai én dinh la khodng 2 I/kg.

Naloxon hydroclorid di qua nhau thai, tuy nhién, chua ré naloxon hydroclorid c6
di vao trong stta me hay khéng.

Chuyén héa

Naloxon hydroclorid nhanh chéng bi chuyén héa & gan, chii yéu dudi dang lién
hgp véi acid glucuronic va phan ung de-alkyl héa loai nhém 6-keto. Naloxon
hydroclorid va chat chuyén héa dugc dao thai vao nudc tiéu (70% trong 72 gid).

Thai trir

Naloxon hydroclorid cé thdi gian ban thai trong huyét tuong ngén, khoadng 1 -
1,5 gid sau khi tiém.

Thdi gian ban thai trong huyét tuong & tré so sinh la khoang 3 gid.

Téng dd thanh thai 1a 22 ml/phut/kg.

Quy cich déng géi: 1 ml/6ng nhua, hdp 10 6ng nhya.

Bdo quan: Noi kho rdo, thoadng mét, tranh anh sang, nhiét d6 duai 30°C.
Han diing: 36 thang ké tif ngay san xuét.

Tiéu chudn chét lugng: Tiéu chudn co sd.

Nha san xuat
cPCiHN
Céng ty c8 phdn Dugc phdm CPC1 Ha Nai

Cum cong nghiép Ha Binh Phuong, xa Van Binh,
huyén Thudng Tin, thanh phd Ha Nai.
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