Rx: Thudc nay chi dung theo don thuéc

ARIMENUS

Terbutalin sulfat 1 mg/1 ml
Dé xa tdm tay tré em
Doc kj huéng dan sir dung truéc khi diing
Thanh phan
Mdi lo nhua 1 ml chira:
Thanh phdn hoat chdt: Terbutalin sulfat ....... 1mg
Thanh phdn td dugc: natri chlorid, acid sulfuric, nu6c cat pha tiém
Dang bao ché: Dung dich tiém, dung dich khi dung.
Mé ta: Dung dich khong mau
pH:2,0-6,0
Chi dinh
budng tiém
- Gidm co thét trong hen phé quén va trong viém phé quan man, khi phé
thaing va cac bénh phéi khac cé kém co that phé quan.
- Diéu tri ngén han trong cac trudng hgp doa sinh non & tuan thi 22 dén
37 cua thai ky.
Pudng khi dung
Giam co that phé quan nang trong hen phé quan va viém phé quan man
tinh va réi loan phdi-phé& quan khac ma trong dé c6 co that phé quan.
Liéu lugng céch dung
1. Dudng tiém
Liéu dung ctia ARIMENUS dugc diéu chinh tuy tirng bénh nhan.
a. Co that phé quan
Nguoilén
Tiém dudi da: 0,25 mL tuong duang 0,25 mg terbutalin sulfat/ 1an, c6 thé
I&n dén 4 1an mét ngay. Trong tinh trang ndng han c6 thé dung 0,5 mL
tuong duong 0,5 mg terbutalin sulfat)/lan.
Tréem
Tiém dudi da: 5 mcg/kg thé trong/ 1an x 4 1an/ngay (20 mcg/kg thé trong/
ngay). Trong tinh trang ndng hon c6 thé dung 10 mcg/ kg thé trong/ lan
Truyén tinh mach: Viéc diéu trj bat dau bang viéc truyén tinh mach nhé
giot vdi liéu 2,5 mcg/phut. Trong tinh trang bénh rat ndng c6 thé tang lén
5 mcg/phut. Tuy theo muc dé trdm trong ctia bénh c6 thé truyén lién tuc
hodc cach khoang, c6 thé phéi hop véi cach truyén théng thudng.
b. Doa sinh non
Chi dinh diéu tri ngdn han trong céc trudng hgp doa sinh non & tuan tha
22 dén 37 cda thai ky.
Liéu tuy thudc timg ca nhan va dugc gidi han bdng su tang nhip tim va
thay déi huyét ap. Phai theo di chit ché hai théng s6 nay trong qua trinh
diéu tri.
Trong gi& dau tién truyén 10 mcg/phut (40 giot/phut theo hudng dan
pha lodng). Néu cac con co that khéng ngling, liéu c6 thé tang lén ting
bac 5 mcg/phut (20 giot/phut theo hudng dan pha loang) mbi 10 phut
nhung dén téi da la 25 mcg/phut (100 giot/phut theo hudng dan pha
lodng). Sau d6 c6 thé gidm tiing bac 5 mcg/phut nda gid mét 1an cho dén
khi dat dugc liéu duy tri, 1a liéu thap nhat c6 thé dung ma khéng xay ra
lai cac con co that.
Diéu tri bang dudng truyén tinh mach thusng kéo dai ti thiéu 8 gid, sau
d6 diéu tri duy tri bat dau bang 1 vién nén 5 mg hodc 17 mL dung dich
uéng, dung 3 lan mot ngay. Tiép tuc diéu tri bang dudng uéng téi cudi
tuan 36.
Cdch dung
5 mg (5 lo ARIMENUS) c6 thé pha vao 1000 mL dung dich glucose 5%. Do
d6 40 giot dich truyén chia 10 mcg terbutalin sulfat. Tranh dung dung
dich nuéc mudi sinh ly dé pha dich truyén dung cho phu nir ¢é thai vi c6
thé lam tdng nguy cc phu phdi trong sinh non.
ARIMENUS c6 thé pha véi cac dich truyén sau: glucose 5% va dung dich
Ringer. Nong do théng thudng la 5 mg trong 1000 mL dung dich. Nhu
vay 10 giot dich truyén / phat tuong Ung véi 2,5 mcg/phdt va 20 giot dich
truyén/phut tuong Ung véi 5 meg/phdt.
Dung dich chuén bi dé truyén phai dugc st dung trong vong 12 gid.
Khoéng pha thuéc vao cac dung dich kiém. Néu phai dung dung dich NaCl
0,9% dé pha dich truyén, bénh nhan can dugc theo déi cdn than.
ARIMENUS c6 thé pha vao céc chai dich truyén bang thay tinh va cac tadi
dich truyén bang PVC.
2. buong khi dung
Trong hau hét cac bénh nhan, viéc sir dung terbutalin sulfat, dua trén
liéu lugng dudi day, cho 2 - 4 1an m&i ngay sé da dé lam giam co that phé
quan. Trong trudng hop hen nang cap tinh, liéu bé sung la can thiét.

Cach dung: Pha lodng dich thudc v6i nudc mudi sinh ly vé khuan (NaCl
0,9%), dung qua may xong.

- Ngugi 16n: 5 - 10 mg terbutalin sulfat (5 - 10 8ng)/lan.

-Tré em c6 can nang trén 25 kg: 5 mg/lan.

- Tré em c6 can nang dudi 25 kg:

+ Dudi 3 tudi: 2 mg/lan.

+ 3 tudi: 3 mg/lan.

+Trén 3 tudi dén 6 tudi: 4 mg/lan.

+ 6 tudi dén 8 tudi: 5 mg/lan.

Chéng chi dinh:

ARIMENUS khéng dugc st dung nhu mét thudc gidm co that & bénh
nhan bénh tim cé tién st thi€u mau cuc bo hodc nhiing bénh nhan c6
nguy cao cao thiéu mau cuc bd. Khéng st dung thudc cho bénh nhan cé
bénh st 1én quan dén beta-adrenergic nhu ting ap déng mach phdi,
hodc c6 réi loan tim mach nhu bénh co tim phi dai tdc nghén hodc bat
ky loai tdc nghén cua tam that trai.

San khoa: cac trudng hop ma kéo dai thai ky mang thai gay nguy hiém
nhu chiing nhiém ddc mau ndng, nhiém trung t& cung, chdy mau am
dao do nhau tién dao, tién san giat, nhau bong non, hoac chén ép tay;
phu n@r ¢6 thai dudi 22 tuan, phu ni c6 thai bi doa sdy thai trong 2 quy
dau cla thai ky; thai chét trong tif cung hoac bi di tat nhiém sic thé gay
tl vong.

Qué man vdi terbutalin hodc bat cit thanh phan nao cta thudc.

Canh bao va than trong khi dung thuéc

Can phai than trong trong cac trudng hgp bénh tim mach nang (nhu
bénh tim thi€u mau cuc bd, loan nhip tim nhanh hay suy tim nang),
bénh nhiém doc gidp khéng dugc kiém soat va gidm kali mau khéng
dugc diéu tri. Than trong vai cac bénh nhan dé bi tdng nhéan ap goc hep.
Can héi y kién bac sy néu bénh nhan méc bénh tim mach nang (nhu
bénh tim thiéu mau cuc bg, loan nhip tim nhanh hay suy tim nang)
dang dung ARIMENUS c6 cac ddu hiéu dau nguc hodc cac triéu ching
khac lam bénh tim tr& 1én trdm trong hon. & bénh nhan méc bénh tim
mach nang (nhu bénh tim thi€u mau cuc bé, loan nhip tim nhanh hay
suy tim ndng), cac triéu ching nhu khé thaé va dau nguc can phai dugc
déanh gia can than vi c6 thé do ca nguyén nhan hé hap va tim mach.
Gidm kali mau c6 thé xay ra sau khi diéu tri bang chat cht van béta-2 va
c6 thé tram trong hon khi diéu tri déng thdi v6i cac dan xudt xanthin,
steroid hodc thudc Igi ti€u va trong tinh trang gidm oxy. Nén theo déi
kali huyét thanh & nhiing bénh nhan cé nguy co, dac biét khi diéu tri
hen nang bang liéu cao terbutalin sulfat.

Khi bat dau diéu tri bang terbutalin sulfat & bénh nhan tiéu dudng nén
theo déi thém muc dudng huyét do khi diéu tri bang cac chat chdi van
béta-2 sé lam tang nguy co tdng dudng huyét. G bénh nhéan dai thao
dudng dang mang thai c6 hay khéng bi hen phé quan, chu y déac biét
dén nguy co tang dudng huyét va nhiém ketoacid.

Ngung dung thuéc néu c6 bi€u hién thi€u mau tim cuc bé (dau that
nguc hay thay déi dién tim ECG).

Than trong khi s&t dung ARIMENUS trong diéu tri doa sinh non va can
theo déi chiic nang tuan hoan hé hap, bao gém theo déi ECG.

Khi dung ARIMENUS trong diéu tri doa sinh non, c6 nguy co hinh anh
trén 1am sang giéng nhu phu phéi, dic biét trong trudng hgp song thai,
néu thai gian truyén qua 24 gig, thé tich dung qua 2 L va dung déng
thoi glucocorticoid. Trong diéu tri cdp bénh hen c6 thé lam gidm béo
hoa oxy.

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

Thoi ky mang thai

Nguy co khi dung thudc cho phu nit ¢é thai van chua dugc biét. Than
trong khi st dung trong ba thang dau cda thai ky.

Thai ky cho con bu

Terbutalin sulfat di qua stta me nhung khéng anh hudng trén nha nhi
& liéu diéu tri. Ha dudng huyét thoang qua da dugc bdo cdo & tré so
sinh non thang sau khi me diéu tri bang thu6c cht van béta 2 - agonist.
Anh huéng dén kha nang lai xe va van hanh may moéc

Anh hudng trung binh.

Terbutalin sulfat c6 thé gay mét sé tac dung khéng mong muén nhu
run, dau dau, kich dong va bén chén. Can than trong khi st dung thudc
cho bénh nhan l3i xe hodc van hanh may mac.

Tuong tac, tuong ky cta thudc

Tuong tdc chuyén héa

Cac thubc chen thu thé béta, dac biét la cac thudc chen thu thé béta
khéng chon loc, c6 thé tic ché mot phan hodc toan bé tac dong clia cac
chat kich thich thu thé béta.

Gidm kali mau c6 thé xay ra khi dung déng thai terbutalin sulfat vai cac
dan xuat xanthin, steroid hodc cac thudc lgi tiéu.

Da ghi nhan cac truang hop bi glaucom goc hep khi diéu tri dong thoi
terbutalin sulfat v&i salbutamol va ipratropium theo dudng hit cho
bénh nhan hen. Ca ché tac dong cla terbutalin sulfat c6 thé gidng véi
hai thudc nay. Do d6 su két hgp cac thudc nay khéng dugc khuyén cdo
& cac bénh nhan c6 khuynh huéng dé méc bénh.

Mét s6 trudng hgp da dugc bao cao ggi y rang terbutalin sulfat ¢ thé
lam loan nhip tim khi gdy mé bang halothan. Khi két hgp véi thudc nay
can diéu chinh liéu.

Tac dung khéng mong muén cia thuéc

Muc dé tram trong clia tac dung phu phu thudc liéu lugng va dusng
dung. Diéu chinh liéu ngay lic dau sé lam gidm tac dung phu. Hau hét
céac tdc dung khdng mong muén dugce ghi nhan mang tinh chét cla cac
amin cudng giao cdm va thudng gidm sau 1 - 2 tuan dau diéu tri. Khi
mai dung thudc, t6i thi€u c6 50% bénh nhan gap phai tac dung ngoai
y larun co.

Céc tac dung phu gém c6:

1. Rdt thuong gdp (= 1/10)

- Réi loan hé than kinh: Réi loan hanh vi (run), dau dau.

2. Thuong gdp (=1/100, <1/10)

- R&i loan tim: Nhip tim nhanh, danh tréng nguc.

- Réi loan co xuong va mo lién két khac: co ciing co.

- R8i loan chuyén hoéa: Gidm kali mau.

3. Tan sudt chua biét (khéng thé tinh tur da liéu hién c6)

- Réi loan tim: Loan nhip tim, vi du rung nhi, nhip tim nhanh trén that,
thi€u mau cuc bo co tim, ngoai tam thu.

- R6i loan tam than: RSi loan gidc ngu va réi loan hanh vi, vi du nhu kich
déng va bén chén.

- RGi loan tiéu hoa: Buén non.

- Réi loan da va moé dudi da: Mé day, phat ban.

* Trong diéu tri doa sinh non, cdc tdc dung phu duoc ghi nhdn gém cé:

Hé co quan Rat thuong Thudng gap Tan suat chua
gap (=1/10) (=1/100, biét (khéng
<1/10) thé tinh tu di

lidu hién c6)

RGi loan hé Tang nguy co

bach huyét chdy mau tu
cung trong mé
de

RGi loan Gidmkalimau | Tang  dudng

chuyén hoéa va huyét, nhiém

dinh dudng toan acid lactic

RGi loan tam RGi loan gidc

than ngt va hanh
vi nhu dé kich
dong, tang
dong, boén
chén

Loan nhip tim,
vi du rung nhi,
nhip tim nhanh
trén that, thiéu
mau cuc bod co
tim, ngoai tam
thu

Triéu chiing
giéng nhu phu

RGi loan hé | Run, nhiic dau
than kinh

xuong va mo
lién két

phdi
R6i loan tim | Nhip tim nhanh | Banh tréng
mach nguc
R&i loan hé tiéu | Buén nén
hda
Réi loan da va Mé day, ngoai
mé duéi da ban
RGi loan hé co Co cling co

Qua liéu va cach xi tri
Triéu chiing qud liéu

Budn nén, ndn, nhic dau, bén chén, kich thich, kich déng, run, nga ga.
C6 thé xay ra co giat. Nhip tim nhanh, r6i loan nhip trén that, héi hop,
c6 thé lam tang hodc ha huyét &p. Nhiém acid chuyén héa, tang dudng
huyét va gidm kali huyét. Trong nhing trudng hgp trdm trong cé thé
lam tiéu co van va suy than.

Xatri

- Nhiing trudng hgp nhe va trung binh: Giam liéu.

- Trudng hop nang:

+ Rura da day, dung than hoat tinh hap phu (trong trudng hgp nghi ngs
rang mét lugng dang ké da dugc nuét).

+Theo dbi dién tam d6

+ D3i vdi cac triu ching nhip tim nhanh khong lién quan dén bénh
hen: nén duing metoprolol (hoac thay thé bang atenolol) hodc propran-
olol (hodc thay thé bang cac thudc tc ché béta khéng chon loc khac).
Verapamil thudng dugc lya chon dé xu tri cac trudng hgp nhip tim
nhanh lién quan dén bénh nhan hen.

+ Loan nhip that & bénh nhan hen dugc diéu trj bang lidocain, va dung
metoprolol hodc propranolol dé xtr tri triéu ching loan nhip that & bénh
nhan khac.

+ Lo au: Tiém tinh mach diazepam 5 - 10 mg (tré em 0,1 - 0,2 mg/kg).
Viéc diéu chinh tinh trang gidm kali mau va nhiém toan chuyén hoa la
rat can thiét.

+ C6 thé str dung cac liéu phap diéu tri triéu chiing khac.

Pac tinh duoc luc hoc

Nhom dugc ly: Chat kich thich chon loc béta-2- adrenergic.

Ma ATC: RO3CCO03

Terbutalin |a chat kich thich thu thé béta-2, cé cac tac dung sau:

+ Tai phéi: Gidn phé& quan, tang thanh thai dich nhay dudng hé hap
(mucociliary clearance), tc ché phu né, chéng di ting.

+Trén hé co xuong: kich thich kénh van chuyén Na*/K*, gidm co that co
trong bénh udén van.

+Trén co tron ti cung: Uc ché co bop o tir cung.

+Trén hé than kinh trung uong: Tham nhap thap vao hang rao mau nao
G liéu diéu tri.

+ Trén tim mach: st dung terbutalin tao ra cac hiéu ting tim mach qua
trung gian thu thé B2 & ddng mach ngoai vi va & tim, vi du nhu & ngudi
khoe manh, liéu 0,25 - 0,5 mg tiém bap co lién quan vdéi su gia tang
cung lugng tim (1&n dén 85% ) do su gia tang nhip tim va thé tich téng
mau I&n hon.

Pac tinh dugc dong hoc

Thong s6 co ban da dugc danh gia & ngudi sau khi tiém tinh mach va
uéng & liéu diéu tri.

Tiém tinh mach liéu duy nhat:

Thé tich phan bé (VSS): 114 lit.

Téng d6 thanh thai: 213 ml/phat.

Thai gian luu trd trung binh (Mean residence time - MRT): 9 gid.

Do thanh thai qua than (CLR): 149 ml/phut (nam).

DBudng udng:

Do thanh thai qua than: 1,925 ml/phut (nam); 2,32 ml/phut (nd).
Budng cong biéu dién su phu thudc néng dé thuéc trong huyét tuong
va thai gian dugc dac trung bsi mét giai doan phan b6 nhanh, mét giai
doan thai tri trung gian va moét giai doan thai trir mudn.

Thuc ph&dm lam gidm sinh kha dung cla thudc sau khi uéng.

Con dudng chuyén héa chinh clia thuéc sau khi uéng la lién hgp sulfat
va cling c6 mét s6 hop chat dugc tao thanh bang con dudng lién hop
glucuronid c6 thé dugc tim thay trong nudc tiéu. Sau khi tiém tinh mach
hodc tiém dudi da, 90% thudc dugc dao thai qua than trong vong 48-96
gid. Khodng 60% cac chat bai tiét dudi dang khéng chuyén héa.

Thai gian bén thai: 16 - 20 gio.

Quy cach déng goi

Lo nhua 1 mL

Hop 10 lo nhua

Bao quan: Bdo quan trong bao bi kin, tranh anh sang, & nhiét dé dudi
300°C.

Han dung: 36 thang ké ti ngay sén xuét.

Tiéu chuan chat lugng: TCCS

Nha sén xuét

cPCIHN
Céng ty c6 phan Dugc pham CPC1 Ha Noi
Cum céng nghiép Ha Binh Phuong, xa Van Binh, huyén Thudng Tin,
Thanh ph6 Ha Noi.

T3-16-171122-T02354-C00301

Kich thudc: 190 x 256 mm

In 2 mat, den trang

Thay doi theo cong van 11620/QLD-DK




