https://trungtamthuoc.com/

TERGIHE

Dé xa tam fay ré em

cO PHAN
DUGG PHAM

Doc kj hiong dén sir dung trudc khi dimg

1. THANH PHAN CONG THU'C THUOC

Thanh phdn duee chdr: Terbutalin sulfat 2,5 mg

Thanh phff.u i dirge: Cellulose vi tinh thé 101, tinh bt tién gelatin hoa, natri starch glycolat,
PVP K30, magnesi stearal

2. DANG BAO CHE

Vién nén.

M5 ta: Vién nén hinh tron, mau tring dén triing nga, canh va thanh vién lanh Lin.

3. CHI PINH

Du phéng va diéu tri co thit phé quan do hen phé quan va cdc bénh Iy khac ¢ phdi cé kém co
thiit phé quan,

4, CACH DUNG, LIEU DUNG

Thude dimg dudmg udng.

Khi str dung terbutalin dé diéu tri duy tri, bénh nhén cling nén duge didu tr b%mg cic thude

chéng viém, vi du corticosteroid dang hit, thube dbi khang thy thé leukotrien.

Thoi gian téc dung cia terbutalin khoang 7-8 gitr. Do do, khoang céch ti thiéu giira céc 14n
ding thude duge khuyén céo 12 7 gid.

Ngudi I6n: Trong 1-2 tudn diu, nén ding 2,5 mg x 3 lan/ngay. Sau dé c6 thé ting liéu 1én 5 mg
x 3 lAn/ngay dé dat duge hiéu qua gidn phé quan day du.

Ngudi cao tudi: Lidu ding nh ngudi 16m,

Tré em (7-15 tudi): Licu khéi diu thuong 12 2,5 mg x 2 lém’ngéy. Tuy nhién, & mdt sb bénh
nhan, ¢6 thé cin tang lidu 1én 2,5 mg x 3 lAn/ngay.

5, CHONG CHI PINH

Qué min véi bat k¥ thanh phén ndo cia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

D& v 1t ca cac thude chi van betaz-adrenergic, nén than trong & nhitng bénh nhan bi nhiém
doc giap.

Téc dung phy trén tim mach c6 thé xay ra véi cac thude curdong giao cam, bao gdm ca terbutalin.
C6 mot sb bing chimg v& cac trudng hop thiu mau cuc b co tim lién quan dén thube chi van

beta.
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Do tac dung kich thich cta thudc chi vén betaz-adrenergic 1én tim mach, nhiing thube nay
khéng nén duge sir dung & nhimg bénh nhan méc bénh co tim phi dai.

Bénh nhdn mic bénh tim nging (vi du bénh tim thiéu méau cyuc bg, loan nhip tim hodc suy tim
nidng) dang dung terbutalin sulfat nén duge canh bao dé duge tir vin y té néu bi dau ngue hoic
cc triéu chitng khac cua bénh tim.

Can chi y dé danh gia cac tri¢u chimg nhu khé th va dau ngue, vi cde triéu chimg ndy cé thé
¢6 ngudn ghe tir hd hiip hodc tim.

Do tac dyng lam tang glucose huyét ctia thude chi van betaz-adrenergic, nén kiém soat glucose
huyét & bénh nhén di thdo dudng.

Ha kali mau nghiém trong 6 thé xay ra do diéu trj biing chit chi van betas. Can dic biét thin
trong trong truong hop 1én con hen cp mirc d6 ning vi cdc nguy co lién quan c6 thé ting 1én
do tinh trang thiéu oxy. Téc dung ha kali mau ¢6 thé ting 1én khi ding dong thoi véi cac thude
khéc (xem myc Tirong tdc, fwong ky cia thude). Nén theo dai ndng d6 kali huyét thanh trong
cac trudmg hop nay.

Bénh nhén bi hen dai dﬁng can diéu trj duy ftri bi:'mg thudc chi vén betaz-adrenergic ciing nén
duge didu tri két hop véi thube chdng viém, vi du: corticosteroid dang hit, thude déi khang thy
thé leukotrien, Nhimg bénh nhan nay nén tiép tyc ding liéu phap chéng viém sau khi ding
terbutalin ngay ca khi céc triéu chimg thuyén giam. Néu cc tridu chimg vin ton tai, hodc néu
cAn ting cudng didu tri bang thude chii van betaz-adrenergic, didu nay cho thiy tinh trang bénh
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xdau di va can phai danh gid lai viéc di¢u tri. Can xem xét cac yéu cau doi vai liéu phap bd sung

(bao gbm tang lidu thudc chdng viém). Cdc dot kich phat nghiém trong cia bénh hen nén dugce
diéu tri nhu mot trudng hop khan cép theo cach théng thudng.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy név co thai

Mic di chua ghi nhdn tadc dung gdy qudi thai & ddng vit hodc & ngudi, nhung chi nén ding
terbutalin mdt cach thén trong trong ba thang déu cuia thai ky.

Nén than trong khi diéu trj duy tri bang thube chi vin betay-adrenergic dudng udng cho bénh
hen phé quan va céc bénh phdi khéc vao cudi thai ky vi ¢6 thé xay ra giam co thit tir cung.
Phu nit cho con b

Terbutalin dwoc bai tiét vao sita me, nhung hau nhur khén gcod bét ky anh huéng nao dbi v tré

so sinh & lidu diéu tri.

Ha glucose huyét thoang qua da dugc bdo cdo & tré sinh non sau khi ngudi me dwoc diéu tri
bing thube chi vén betay.

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

A A r 1 *+ A s A ‘ 7 - e 1 A~ 1 ’ 14
Thudc khong ¢ hodc cd anh hudng khong dang ké dén kha nang 141 xe va vin hanh may mdc.

2/6



https://trungtamthuoc.com/

9. TUONG TAC, TUONG KY CUA THUOC

Céc thude chen beta (ké ca thube nhé mat), dic biét 1a cdc thude khong chon lge nhu
propranolol, ¢6 thé tre ché mét phéin hodic toan b tac dung cia cae thude kich thich beta. Do
d6, khéng nén ding dong thoi terbutalin v cac thubc chen beta khang chon loc.

Thube giy mé din xuat halogen: Nén tranh gdy mé béing halothan trong khi didu trj bing thube
chii vén betax-adrenergic, vi nd 1am tang nguy co loan nhip tim. Céc thude gy mé din xuét
halogen khéc nén dwoc sir dung than trong ciing véi thude chii vin betay-adrenergic.

Thube gay giam kali huyét thanh: Do tac dung ha kali mau cta thude cha vén beta, nén than
trong khi sir dung ddng thoi terbutalin va cdc thubce giy giam kali huyét thanh d biét ma lam
niing thém nguy co ha kali méau, nhu céc thude loi tiéu, methyl xanthin va corticosteroid sau
khi dénh gia can than lgi fch va nguy co, diic biét nguy co loan nhip tim ting 1én do ha kali
méu. Ha kali mau ciing din dén ngd doc digoxin.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Mitre d6 nghiém trong ctia cée phan img ¢6 hai phu thude véo liéu va duong ding, Hau hét cac
phén (g ¢6 hai 1a dédc trung clia cdc amin cudng giao cam. Phin 16n céc phan Gng nay ty hdi
phue trong vong 1-2 tudn déu diéu tri.

Tén suit gip tac dung khong mong mudn thép & lidu khuyén cdo.

Céc tac dyng kh6ng mong mudn duge phan loai theo tAn sudt xay ra nhir sau: Rét thuong giip
(& 1/10), thudng gip (> 1/100, < 1/10), it gip (> 1/1.000, < 1/100), hiém gip (> 1/10.000, <
1/1.000), rat hiém gap (< 1/10.000), chua 5 (chua thé w6e lugng tir dir liéu sin c6).

Roi loan mién dich

Chura 16: Phan tmg qua mén bao gbm pht mach, co thit phé quin, ha huyét ap va suy sup.

Réi logn chuyén héa va dinh diwdng

Thudng gap: Ha kali mau.

R&i logn tim thin

Chura 15 Réi loan gié'ic ngu va r6i loan hanh vi, nhw kich dong va bén chén.

Réi logn thin kinh

Rét thudng gip: Run, dau déu.

Rbi logn tim

Thudng gip: Nhip tim nhanh, dinh tréng ngue. ‘

Chua 13: Loan nhip tim, vi dy rung nhi, nhip tim nhanh trén that va ngoai tam thu, thiéu mau
cuc bd co tim.

Rbi logn mach

Chua r6: Gian mach ngoai bién.

Roi loan hé hip, lbng ngue va trung thit
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Chura 1é: Co thit phé quan nghich ly.

Roi logn tiéu hoa

Chura 1d: Budn non, kich tmg miéng va c¢d hong.

Réi loan da va mé dudi da

Chua ro: May day, phat ban.

Réi logn mé co xwong vit mé lién két

Thuong gap: Chudt rit co,

Thong bdo ngay che bdc s hofic dwpe sy nhitng phin teng cé hai gap phai khi siv dung
thube,

11. QUA LIEU VA CACH XU TRi

Triéu chirng

Céc triéu chimg va déu hiéu c6 thé xay ra: dau diu, lo au, run, budn nén, chudt rmt co, danh
tedng ngure, nhip tim nhanh, loan nhip tim, déi khi xay ra giam huyét ap. K&t qua xét nghiém:
doi khi xay ra ha kali mau, tang glucose huyét va nhiém toan lactic.

X trl

Triedng hop nhe va trung binh: Giam liéu,

Trwong hop néiing: Rira da day, cho uéng than hoat tinh. Xéc dinh cén bing acid - base, lugng
glucose trong mau va chét dién giai, dic biét 1a ndng do kali huyét thanh. Theo déi nhip tim va
huyét ap. Rbi loan chuyén héa can duge diéu chinh.

Thude chen beta chon loc trén tim (vi du metoprolol) duoc khuyén co dé diéu tri loan nhi p tim
gdy giam huyét dong. Thube chen beta nén duge sir dung than trong & bénh nhén c6 tién sir co
that phé quan. Néu sy giam sirc can mach mau ngoai vi qua trung gian beta: g6p phan dang ké
vao viée giam huyét ap, thi nén ding thude ting thé tich.

12. PAC TINH DUQC LUC HQC

Nhém diege Iy: Thude chi viin betas-adrenergic

Ma ATC: RO3CCO03

Terbutalin 12 mét chét kich thich chon loc betaz-adrenergic c6 céc tac dung duoc ly sau:

- O phdi: gign phé quan; tang thanh thai long-dich nhdy; ¢ ché phu né va tac dung chdng di
ung.

- O co xwong: kich thich van chuyén Na™/K* va ciing gy re ché co cimg co & co co it chim,
- O co tir cung: tic ché co bop tir cung.

- O hé thén kinh trung wong;: terbutalin cé kha nang tham nhdp hang rio mau nio thép & lidu
didu tri, do ¢o tinh than nudc cao.

- O hé tim mach: sir dung terbutalin cho tdc dung trén tim mach qua trung gian thy thé beta» &

cac dong mach ngoai vi va & tim, vi dy & nhimg ngudi khoe manh, 0,25-0,5 mg tiém duéi da
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lam ting cung lugng tim (18n t6i 85%) do nhip tim ting va thé tich téng mau lén hon, Nhip tim
tang co thé la do sy két hop cia nhip tim nhanh phan xa thong qua vi¢e giam suc can ngoai vi
va the dyng trire tiép lam ting nhip tim cia thudc,

13, PAC TINH DUQC PONG HQC

Céc théng s6 co ban da dugc danh gia & ngudi sau khi ding dudng tinh mach va ubng & lidu
diéu tri, vi du:

Tiém tinh mach lidéu don

Thé tich phén bb (vss): 114 L

Do thanh thai toan phan (cl): 213 ml/phut

Thai gian Tuu trd trung binh (mrt): 9,0 gio

B¢ thanh thai than (clr): 149 ml/phut (& nam)
Dudng ué-ng

Do thanh thai than (clr): 1,925 ml/phut (& nam)
Do thanh thai than (clr): 2,32 ml/phat (& nir)

Dudng cong ndng d6 trong huyét tuong/thdi gian sau khi diing duémg tinh mach duoc dic frung
b pha phan bd nhanh, pha thai trir trung gian va pha thai trir muén. Thai gian ban thai pha
cudi (1) @i duge xdce dinh sau khi ding don lidu va da lidu (trung binh 16-20 gid).

Sinh kha dung

Thirc #n lam giam sinh kha dyng dudng uéng (trung binh 10%).

Sinh kha dung dudng udng & tinh trang doi 1a khoang 14-15%.

Ch:.r_yén hoa

Sau khi udng, cc chit chuyén hda chinh 1a dang lién hop sulfat va ciing c6 thé tim thiy mét sé
chét lién hop glucuronid trong nude tiéu.

14. QUY CACH PONG GOI

Hop 3 vix 10 vién.

Hop 5 vix 10 vién.

Hop 10 vi x 10 vién.

Hoép 1 lo x 30 vién.

Hodp 1 lo x 60 vién.

15, PIEU KIEN BAO QUAN

Noi khd, nhiét d§ dudi 30°C, trnh anh séng.

16. HAN DUNG CUA THUOC

36 thang ké tir ngay san xudt.

17. TIEU CHUAN CHAT LUQNG CUA THUOC

TCCS.
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18. TEN, PTA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM CONG NGHIE CAO ABIPHA

Dia chi: L6 dat CN-2, Khu cong nghiép Phii Nghia, Xa Phu Nghfa, Huy¢n Churong M§, Thanh
phd Ha Néi
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