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TG HUONG DAN SU DUNG THUOC

BU DUNG DICH KHi DUNG

ECOTALINE 2,5 mg/ml

“Thuée nay chi ding theo don thuéc”
“Dé xa tam tay tré em”
“Doc ki hieomg dan st dung trude khi ding”

THANH PHAN

Hoat chit: Terbutalin sulfat ...........cc.coecviiinniiniiann Smg

Ta duwge: Via du 2 ml.

(Natri clorid, dinatri EDTA, acid sulfuric, natri hydroxyd, nuéc cét pha tiém).
DANG BAO CHE: Dung dich khi dung.

MG ta san phdm: Dung dich trong sudt, khéng mau hodc mau vang nhat.
CHI DINH

Terbutalin 12 chét chu van chon loc thu thé beta2-adrenergic duoc chi dinh dé lam giam co thit
phé quan trong bénh hen phé quéan, viém phé quan man tinh va cac bénh roi loan phé quan phoi
khdc ¢6 kém co thét phé quan.

LIEU DUNG VA CACH DUNG
Litu ding

Khi str dyng terbutalin sulfat nhu ligu phép duy tri, bénh nhan ciing nén diéu tri chong viém ti
uwu, vi du nhu corticosteroid dudng khi dun;,, thude déi khang thu thé leukotrien.

Nguoi lon (bao gom ngudi cao tudi). | dng hodc 2 éng (5 mg hodic 10 mg) x 2 -4 lan/ngay.
Tré em (> 25 kg): 1 6ng (5 mg) x 2 - 4 lan/ngay.

Tré em (< 25 kg): Khong khuyén cdo.

Trong con hen suyén cép tinh niing, ¢6 thé tang so lan ding trong ngay.

Cach dung

Cén sir dung thude theo chi dan cta bic si hoge dugec si.

Chi str dung duug dich khi dung terbutalin sulfat khi cin thiét, khong st dung thudng xuyén.

Dung dich trong dng phai duge dua vao may xong khi dung va tao thanh suong mi min, sau doé
hit vao qua mét na hodc ong ngam.

Tré em dudi 18 tudi chi nén sir dung may xOng khi dung dé cét con hen dudi su gidm sét cla béac
sf c6 chuyén mén vé& didu tri hen suy&n dé co thé phat hién va diéu trj kip thoi, kiém sodt tinh
trang hen suyén.

Chi sir dung mdy xong khi dung duge béc si khuyén ding va gidm sét tré em trong khi st dung.

Bdo cdo voi bac st néu cdce triéu chimg hen suyén (ho, kho tho, kho khe hodc tirc ngue) ngay cang
trdm trong hon hodic cam thay kho thé khi néi, dn hodc ngu, ngay ca khi chi ¢6 con dau ngén han
sau khi sir dung thude khi dung.

Can bao voi bae s néu can str dung liéu dung dich khi dung cao hon binh thuong dé giam bot cac
véin d& vé ho hip. Sau d6, ¢ the can thém thude kiém sodt bénh hen suyén.

Néu str dung dung dich khi dung terbutalin sulfat nhiéu hon 2 lanftuan dé diéu trj céc triéu chimg
hen suyén, diéu nély cho thdy hiéu qua kiém soat bénh hen suyén kém va co thé lam téng nguy co
Ién con hen suyén nang hon, tir d6 gdy ra céc bién chimg nghiém trong va c6 thé de doa tinh
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| thude chéng viém sau khi dung dung dich khi dung terbutalin sulfat, ngay ca khi cac triéu ching

mang hodc thdm chi gy tr vong. Benh nhén nén lién hé v6i bac s cang som cang tot dé xem xét

lai liéu phép didu tri bénh hen suyén.

Néu bénh nhin st dung thude chdng viém th hang ngay, vi du nhu corticosteroid dudmg khi

dung, thi can phai tICp tuc str dung thube chéng viém , ngay ca khi cam thiy tinh trang hen suyén

dugc giam bat.

Khong nén ty y mua may xoug khi dung dé sir dung tai nha véi myc dich cép ciru con hen suyén

cép tinh & tré em va thanh thiéu nién.

Chi nhiing béc si cd kinh nghiém trong dung thude diéu trj bénh dlrorng hé hdp mai duoc chi dinh
va theo doi 1am sang vi¢e sir dyng sir dung mdy xdng khi dun;: va cic loai thude lién quan dén

xong khi dung diing tai nha dé diéu trj con hen suyén cép tinh & tré em va thanh thiéu nién.

Tré em can duge hudng din vé cach st dung méy xong khi dung ding céch dé str dung khi 1én
con hen suyén va viéc sir dung phz‘li cO sur giam sat cua ngu(‘}i lém.

Cian tham khao y kién cta bac si néu sau khi dung thude dé cdp ciru ma céc trigu chimg hen suyén
khong thuyén giam, hodc tré nén trAm trong hon, ngay ca khi c6 su phuc héi ngén han sau khi
ding thude.

CHONG CHI PINH
Quéa mAn vai hoat chét hodic bat ky thanh })hénu nao cua thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Bénh nhén cin dugce hudng din céch sir dung dung céch va kiém tra k§ thudt hit vao thuong
xuyen.

Bénh nhéan hen suyen dai ding oan diéu trj duy tri béng thude chi van beta2-adrenergic va cling

nén duoc diéu tri chbéng viém tdi wu, vi du nhwr corticosteroid dudng khi dung, thum, ddi khang

thy thé leukotrien. Bénh nhan diéu tri biang thude chdng viém thudmg xuyén nén tiép tuc ding

giam va khong cin ding terbutalin sulfat,

Néu cdc triéu chimg khéng thuyén giam hodic néu phat. do diéu trj co hi¢u qua trude day khong
con hi€u qua giam trigu chimg nhu trude, bénh nhén nén tham khao y kién cta bac s cang sém
can;: tot, vi ddy c6 thé la dau hiéu cho thay tinh trang bénh tré nén trAm trong hon va can danh
gid lai liéu phap diéu tri. Can xem x¢ét dén céc yéu cau diéu tri bd sung (bao gdm ting lidu thude
Lhong viém). Céc dot hen suyén kich phét nghiém trong nén duge diéu trj nhu mot truomg hop
cap curu.

Viéc st dung qué nhiéu thude chu van beta tac dung ngﬁn c6 thé che gidu llen trién ctia bénh nen
va lam giam kha nang kiém sodt bénh hen suyén, dan dén tiing nguy co méc cac con hen suyén
nang va tu vong.

Néu bénh nhéan cin ding hon 2 lan/tudn dung dich khi dung terbutalin sulfat thi nén duoce danh

gid lai tinh trang bénh nhén dé diéu chinh phwong phap diéu tri pht hop, vi nhitng bénh nhan nay
¢6 nguy co lam dung dung dich khi dung terbutalin sulfat.

Twong tw nhu céc thude chu van beta2 khéc, can than trong & nhimg bénh nhéan bi cudng giap.
Do thude chii véin beta2 ¢6 tac dung ting co bop co tim, thude nay khong nén ding cho bénh nhén
mac bénh co tim phi dai.

Khi st dung céc thude cudmg giao cam, bao goém dung dich khi dung terbutalin sulfat c6 thé 1!1'1y
tac dung trén tim mach. Pa c6 béo cdo sau khi dua thude ra thj mrcmg va i liéu cong bd vé cic
truong hop hiém gip cia bénh thiéu mau cyc bd co tim lién quan dén thudc chi vén beta. Bénh
nhan ¢6 bénh ly tim mach nang (vi du nhu bénh tim thiéu mau cuc bé, loan nhip tim hoic suy nm

ning) khi dung dung dich khi dung terbutalin sulfat nén tham khao y klen ctia béc s néu xuét
hién tinh trang dau ngue hodc cac triéu chimg khac ctua bénh tim xau di. Can cha y danh gia céc

triéu chimg nhu kho thd va dau nguc, vi chiing ¢6 thé bat ngudn tir hé hip hodc tim.
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Do tac dung lam tang dudmg huyét cia thudc cht vén beta2, nén kiém soat dudong huyét ngay tir
dau & bénh nhén dai thao dudmg.

Diéu trj bang thude chu van beta2 ¢6 thé din dén nguy co ha kali méu nghiém trong. Cén dic biét
than trong trong céac dot cap tinh nang ctia bénh hen suyén vi nguy co lién quan co thc tang 1€n
do tinh trang thiéu OXY. Nguy co ha kali mau c6 thé ting 1én do cac phuong phap diéu trj dong
thori. Nén theo doi ndng do kali trong huyét thanh trong nhiing truémg hop nay.

Nhl(.lll toan lactic di duge béo cdo lién quan dén dlcu tri liéu cao thude chu vén beta tic dung
ngdn qua dudng tiém tinh mach va khi dung, chu yéu & nhiing bénh nhén dang dugc diéu tri con
hen cép tinh. O nhimng bénh nhin cap tinh khong c6 dap tmg day du véi lidgu phzip dung dich khi
dung terbutalin sulfat, cin cin nhéc dén kha nang bi nhiém toan lactic nhu mdt yéu 16 ¢6 thé gop
phan géy ra cic triéu chimg trén dudmg ho hép dang xay ra.

Canh bcio ta drgc

Thudc nay ¢6 chita dudi 1 mmol (7,15 mg) natri trong mdi 2 ml dung dich khi dung, vé co ban
duge xem nhu ‘khong chira natri’.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢é thai

Mic du chua thiy tac dung giy quai thai trén dong vat va trén ngudi, tuy nhién, c¢an thin trong

khi str dung terbutalin trong ba thang dau cna thai ky. Eﬁ'ﬁ'
Nén thén trong khi sur dung néu dung dich khi dung terbutalin sulfat dugc sir dung trong ligu phap QT
duy tri cho bénh hen suy&n va céc bénh phdi khic vao giai doan cudi thai ky do c6 kha ning gay piki
giam co thit tr cung. "PlL
Phu nir cho con ba “HII
Terbutalin duge bai tiét qua sita me, nhung tac dung déi véi tré so sinh khong ¢6 kha ning xay v

ra & lidu diéu tri.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Dung dich khi dung terbutalin sulfat khéng ¢6 hodc anh huong khong dang ké dén kha ning lai
xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

Thude chen beta (bao gom thude nho mét), dac biét la cac thude khong chon loc nhur ploplanolol
¢6 thé trc ché mdt phan hogc toan b tac dung cua thude chi van beta. Do d6, khong nén dung
dong thoi terbutalin sulfat va thudc chen beta khong chon loc.

Dung dich khi dung terbutalin sulfat nén str dung than trong & bénh nhian dang ding thuée kich
thich than kinh giao cam khac.

Thude gdy mé halogen
Nén tranh gdy mé bing halothan trong qua trinh diéu tri biang thuoc chi van beta2 vi ¢6 thé 1am

ting nguy co loan nhip tim. Nén thén trong khi sir dung céc thude géy mé halogen khéc clng véi
thuoc chu van beta2.

Thuode ha kali méau hodc lam ha kali mau

Do tac dung ha kali mau cta thudc chi vén beta, nén thén trong khi dung ddng thoi dung dich
khi dung terbutalin sulfat véi cac thude duge biét hodc ¢o nguy co ha kali huyét thanh nhu thuoc
loi tiéu, methyl xanthin va corticosteroid, sau khi ddnh gid can than céc loi ich va rui ro co thé
xay ra, can dic bi¢t cha y dén nguy co tang loan nhip tim do ha kali mau. Ha kali méu ciing dan
dén ngd dée digoxin,

Tré em: Cac nghién ciru vé tuong tac chi dugc thue hi¢n & ngudi 1on.
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Twong ky;: Do khong co cac nghién ciru vé tinh tuong ky cua thude, khéng tron 14n thube nay
voi cac thuoce khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Tom tit ho so an toan

Tan suét xdy ra tac dung khong mong mubn thap & liéu khuyén céo.

Terbutalin ding qua dudng klu dung khong c¢é kha ning gy ra tdc dung toan than dang ké khi

dung o liéu khuyen c40. Hau hét cac tac dung khong mong mudn la diic tnrng cua cdc thudc amin
giao cam. Phén 16m céc tac dung nay co thé tu héi phue trong vong 1-2 tudn dau diéu tri.

Cac tac dung khong mong mudn sau day duge bio cdo véi céc tin sudt tuong (ng: Rat thwong
gap (ADR > 1/10), thuong gdp (I/IGD < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/1.000), rdt hiém gdp (ADR < 1/10.000) va khéng biét (khong thé wée tinh
tir div liéu sén co).

R&Si loan hé théng co quan | Tin sudt Tihc dung khong mong mudn
A ~ A « K 3 . r b 4 2 .\ = L
R.m loan h¢ thong mien Khéng bié™ Phim ung qud man bao gom Hhu Imach, co that
dich phé quan, ha huy¢t ap va ngat xiu.
R&i loan chuyén héa dinh | Thuong gap Ha kali mau.
duing Khéng biét" Nhiém toan lactic.
. A A . ok . R: . : P
Roi loan tim than Khong bide an loan giac ngu, roi loan hanh vi nhu kich
d6ng va bon chon.
Réi loan h¢ thén kinh Rét thuong gdp | Run rdy, dau dau.
R6i loan tim mach Thuong gdp Nhip tim nhanh, danh tréng ngyec.
) Loan nh1p tim nhu rung nhi, nhip nhanh thét
Khéng biet" va ngoai tdm thu that. Thiu médu co tim cuc
bo.
R6i loan mach méu Khing biét" Gidn mach ngoai bién.
A o A " \ i * A 4 . f 3k
Roi lm_m‘ hé hiap, ngue va Khéng biét Co that phé quan nghich ly*.
trung that '
Réi loan tiéu hoa Khéng biét" Budn nén, kich tmg miéng va ¢ hong.
Réi loan da va md dwdi da | Khing biét™ May day, phat ban
Réi loan co xwong va mé i o Co thit co.
lién két” 8 8¢t

# Mot sb bénh nhin cam thdy cang thang, diéu nay la do tac dong 1én co xuong khéng phai do
kich thich truc tiép vao hé than kinh trung uong.

* Puge bao cdo mét cach ty phit sau qua trinh dua thube ra thi truong va do do tin suét duge coi
la khong biét.

* Trong mdt s trudmg ht‘fp thI'l'l gdp, théng qua cic co ché khong xdc dinh, co thit phc quan

ng,hu,h ly c6 thé xdy ra véi tiéng thd kho kheé ngay sau khi hit vao. Cén diéu tri ngay bing thudc
gidn phé quan tac dung nhanh. Can ngimg dung dung dich khi dung terbutalin sulfat va bat dau

liéu phép thay thé.

Thong bdo ngay cho bdc si hodc duwge si nkmrg phan iing cé hai gip ph(u khi st dung Hmoc
hodc bdo cdo cidc phdn mrg co hm ciia thudc vé Trung tim Quoc gia vé Thing tin Th ubc v
theo doi phan irng cé hai ciia th ube
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QUA LIEU VA CACH XU TRi
Qua lidu

Cac triéu clurng ctia qua liéu bao gbm dau déu, lo lang, run, budn ndn, chudt rat, hoi hdp, nhip
tim nhanh va loan nhip tim, déi khi xay ra ha huyel ap. Két qua xét nghiém trén 1dm sang déi khi
cho thiy néng do kali mau giam, ting dudng huyét va nhiém toan chuyén hoa.

Cach xar tri
Trudng hop nhe va trung binh: Can giam lidu.

Céc truong hop nghiém trong: Rura da day, dung than hoat tinh (néu nghi ngor da uong phai mot
lm:mg thude déng ké). Xdc dinh can bang acid-base, duong huyét va chat dién giai, dac biét la
nong d¢ kali huyet thanh. Theo d&i nhip tim, nhip tho va huyét ap. Cén didu chinh céc roi loan
chuyén hoéa. Thube chen beta chon lge trén tim (vi du metoprolol) duoce khuyén céo dé diéu trj
loan nhip tim gay 101 loan huyét dong. Thude chen beta nén duge sit dung thén trong vi ¢6 kha
niing gdy co thiit phé quan (sir dung than tmng o nhfrng bénh nhén co ncn sir co thit phé quan)
Ncu tinh trang giam sirc can mach ngoai vi do thubc chen beta gop phin ha huyét ap qud miic,
cén diing thudc tang thé tich tudn hoan.

CAC PAC TINH DUQC LY

Duge lye hoe

Nhém duge Iy: Thube chi van chon loc trén thu thé beta2-adrenergic.

Mda ATC': RO3ACO3

Terbutalin 14 chit chi vén chon loc beta2-adrenergic, co céc tac dung duge ly sau:

i) O phoi: Gian phé quan, ting kha nang thanh thai chét nhay, {rc ché phii né va tac dung chbng
di tng.

i) O co xuong: Kich thich vén chuyén Na*/K* va gdy suy giam cdc con co thit dudi co & co co
chim.

iii) O co tir cung: U'e ché co bop tir cung.

iv) G hé thin kinh trung wong: Do thim théu vao hang rao méu ndo thip & lidu didu tri, do ban
chat ua nude cao cta phén fir.

v) O hé tuén hodn: Str dung terbutalin gdy ra cac tac dung tim mach thong qua cac thu thé beta2
& dong mach ngoai vi va ¢ tim, vidy & ngudi khoe manh, tiém dudi da 0,25 - 0,5 mg terbutalin,
¢6 lién quan dén viée tang luu lwong tim (Ién dén 85% so v6i nhém chimg) do nhip tim va thé
tich nhat bop tang. Tang nhlp tim c6 thé do sw két hgp cua nhip tim nhanh phan xa, thdng qua
vigc giam sic can ngoai vi va tac dung lam nhanh nhip tim tryc tiép cua thudc.

Duge ding hoc

Cac thong s6 co ban da duge danh gid trén ngudi sau khi tiém tinh mach va udng lidu khuyén
cao, vi du:

IV liéu duy nhat

Thé tich phan bb (Vss) - 114L.

Do thanh thai toan phéan (CL) - 213 ml/phut.

Thai gian luu trd trung binh (MRT) - 9,0 gid.

Do thanh thai qua than (CLR) - 149 ml/phit (nam gioi).
Liéu uﬁ:f?g

D0 thanh thai qua than (CLR) - 1,925 ml/phit (nam gioi).
D4 thanh thai qua than (CLR) - 2,32 ml/phut (nir gién).

Puong cong ndng dé/thdi gian trong huyét tuong sau khi tiém tinh mach déc trung bang giai doan
phan bo nhanh, giai doan dao thai trung gian va giai doan dao thai cham.
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Thoi gian ban thai cudi cing ty da duge xdc dinh sau khi ding don lidu va da liéu (gid tri trung
binh thay d6i trong khoang 16-20 gi¢.).

Sinh kha dung

Thite &n 1am giam sinh kha dung ctia thude qua dudng udng (trung binh 10%), gié tri lac déi dat
14-15%,

Chuyén héa

Chét chuyén hoéa chinh sau khi ubng 1a lién hop sulfat va mdt s6 lién hop glucoronid co thé duoc
tim thiy trong nudc tiéu.

QUY CACH DONG GOI: Hop 5 bng, 10 éng, 20 dng x 2 ml.
BAO QUAN: Noi kho rdo, nhiét d khong qua 30°C, tranh dnh séng.
HAN DUNG: 36 théng ké tir ngay san xuét.
TIEU CHUAN: TCCS.
Co sé san xuit:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Dudng S6 9, KCN Hiép Phuée, Huyén Nha Bé, TP ) Chi Minh

TP. Hd Chi Minh, ngay 18 thang 11 nidm 2024
G .-:.z:___i_ Nha Mﬂy]b

=
g -

r

Phuwong Thao
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