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Doc kv huorng dan str dung trogc Khi dung”™
3. Thanh phan cong thire thude: Mdi vién nén phén tan chura:

Thanh phan dugc chat Ham lugng
-bastin 20 mg
Ta dugce vira du 1 vién

Thanh phin ta dwoc: Crospovidon, natri croscarmellose, natri starch glycolat, lactose,
mannitol. aspartam, colloidal silicon dioxid, glyceryl dibehenat. vanilin.
4. Dang bao ché: Vicn nén phan tan (Vién nén phan tan hinh tru, mau trang, mat vién
nhin, thinh canh vién lanh lin. Phan tan trong nude tao hon dich udng).
5. Chi dinh:
Viém mui di img (theo mua hodc quanh nam), ¢6 hay khong c6 viém két mac di ing.
May day, di ing.
6. Cdch dung va liéu dung:
Cach dung:
[1oa va phén tan vién thude vao cbe vai 1 luong nu’oc du uong uong sau khi pha.
Thudce khong bi anh huong boi thire an, ¢6 thé udng trudge, trong hodc sau bira an
Liéu dung:
Viem miii di ting:
Nguoi [6n va tré em trén 12 tudi: 10mg/lan, ngay 1 lan.
Trong truong hop nang 20mg/lan, ngay | lan.
May day, dj irng:
Ngudi [6n trén 12 tudi: 10mg/lan, ngay | lan.
Liéu ding cho mpt sé doi tuwong dic biét:
Tre¢ em dudi 12 tudi: Sur an toan va hi¢u qua cua ebastin chua dugc nghién ciu.
Bénh nhan suy than: Khong can diéu chinh lidu néu diéu tri 1én dén 5 ngay.
Bénh nhén suy gan nhe dén trung binh: Khéng can diéu chinh liéu néu diéu tri 1én dén 7
ngay.
7. Chong chi dinh:
Phu nir ¢o6 thai va dang cho con bu.
Man cam véi bat cir thanh phén ctia thube.
Tré em dudi 12 tudi.
[3¢nh nhén suy gan nang.
8. Ciinh bso va thin trong khi dung thudc:
Thude ¢o chia lactose, thin trong véi bénh nhan mac céc rdi Ioan di truyen hiém gip vé
dung nap galactose, chimg thiéu hut lactase Lapp hodc r6i loan hip thu glucose-
galactose khong nén dung thude nay.
Bénh nhan suy gan, suy than.
Bénh nhin ¢6 hoi chung QT dai, ha kali mau, dang diéu tri voi thube lam kéo dai QT
hodc thude tic ché CYP3A4 (nhu nhom khéng nam azol, khang sinh nhém macrolid).
Tré em dudi 12 tudi.
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9. Str dung thude cho phu nir ¢6 thai va cho con bu:
- Sir dung thude cho phu nir ¢6 thai: Chua c6 nghién ctru day du cta ebastin & phu nir
¢0 thai. Khong nén sir dung thude trong khi mang thai.
- Sir dung thude cho phu nir dang cho con bii: Chua co 50 liéu vé su bai tiét ctia thude
vao sita nguoi. Khong dung thude cho phu nir dang cho con bu.
10. Anh huwéng ciia thube 1én kha nang 1di xe, vin hanh may méc: Thude co thé gay
ra tac dung khong mong mudn nhu budn ngti, dau dau, chong mat. Nén than trong khi lai
Xe va van hanh may moc.
1. Twong tic, twong Ky ciia thube:
Khi dung phdi hop véi cac thude kéo dai khoang QT lam ting nong do ebastin trong
huyét twong va kéo dai khoang QT. Khong nén dung dong thoi ebastin vai cac thude nhu
ketoconazol, itraconazol. erythromycin, clarythromycin va josamycin.
Trong nghién ciu lam sang khong thiy co tuong tac cua ebastin voi theophyllin,
warfarin, cimetidin, diazepam va rugu.
Tuong ky: Do chua c6 nghién ctru day du vé trong Ky cua thude, nén khong tron thude
ding véi cac thude khac.
12. Téc dung khéng mong mudn cia thube (ADR):
Thiong gap, ADR > 1/100):
Hé than kinh trung wong: Buon ngu, dau dau.
I'iéu hoa: Kho miéng.
It gap, 1/1000 < ADR < 1/100:
R&i loan tam than: Mt ngu.
Hé than kinh trung uong: C hong mat, suy nhuge, mét ngu.
Ho hap Chd) mau cam, vicm hong, viém mi.
Tiéu hoa: Budn ndn, dau bung, kho tiéu.
Hiém gap. ADR < 1/1000:
Roi loan tim thin: Cing thang.
H¢ than kinh trung wong: Kich thich.
Tim: Danh tréng nguc. nhip tim nhanh.
Tiéu héa: Néon, budn non.
Gan mat: Réi loan chure nang gan.
Da: Phat ban, n6i may day. cham.
Khac: Thong kinh, phi né.
- Huéng dan cach xir tri ADR:
Cac ADR thuong nhe, khong cdn phai xir tri. Néu thdy ngira, phit ban, cin ngirng thude,
theo doi phan tmg phan vé tuy rat hiém xay ra.
“Ihong bao cho bac sy hode duge sy nhing tac dung khong mong mudn gip phai khi st
dung thude”
13. Qua liéu va xir tri:
Triéu chitng qud liéu:
Trong cac nghién ciru, khong thay ¢6 déu hi¢u hay triéu ching qua liéu khi ding liéu cao
Ién 161 100 mg. Khi qua liéu ¢6 thé gdy an than va anh huong dén tic dung chéng
muscarinic.
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Trong qua liéu, dac biét 1a & tré em lam tang than nhiét, run ray, roi loan vén dong,
chimg mua von sau ¢6 thé gdy co gidt, 4o giac, hon mé. O ngudi 16n gay an than, co 2iat,
kich thich va budn ngu luan phién.
Xit tri: Chua c6 thude giai doc cho ebastin. Khi qué liéu chu yeu diéu tri triéu chimg,
theo doi dién tim, khoang QT it nhit 24 gio va dic biét luu y dén cac trleu chirng lién
quan dén than kinh rung uong.
14. Pac tinh dwge lyc hoc:
Ma ATC: RO6AX22
Nhom dugce l)’" Thude khang histamin H;
Ebastin la chéat khang hlstamm HI, ¢6 tdc dung nhanh, chon loc va trong thoi gian dai.
Ebastin va cac chat chuyén hoa déu khong qua hang rao mau nio nén khong ¢O tac dung
trén than kinh trung uong. Ebastin ¢o6 tac dung khang hlstamln sau | gior udng va kéo dai
48 gid. Sau 5 ngay diéu tri, tac dung khéng histamin van con kéo dai trong 72 gi¢ sau khi
ding uong thudc.
Su trc ché cac thu thé ngoal Vi khong thay doi khi ding thude lién tuc. Nhimng két qua nay
cho thiy ¢6 thé ding liéu it nhit 10 mg ebastin ¢ tic dung nhanh, manh va kéo dai trong
mot ngay.
Trong cac nghién ciru lam sang, quan sét thz"iy & lidu diéu tri ebastin kh(")ng kéo dai
khodng QT hodc ¢6 tac dung khong mong mudn trén tim. O liéu 100mg méi ngay hodc
500mg liéu duy nht co sy ting nhe nhip tim két qua lam giam khoang QT nhung khong
lam giam khoang QTc.
15. Dac tinh duwge dong hoc:
Hip thu:

Sau khi uéng, ebastin dugc hép thu nhanh qua dudng tiéu hoa. Hap thu cung vai thirc an
béo hap thu nhanh hon (lién két protein huyét tuong ting 50%).
Phin bé:
Sau khi udng liéu 10 mg. nong do t6i da clia cac chét chuyén héa trong huyét twong dat
dugc sau 2.5-4 ¢io la 80-100 ng/ml.
Khi udng lién tuc 10 mg/lan/ngay, duy tri duoc nong do dinh én dinh sau 3-5 ngay la
130-160 ng/ml. Khi uon;: liéu duy nhét 20mg, nong dd dinh trong méu sau 1-3 gid trung
binh la 2.8 ng/ml. Nong do dinh cua chét chuyén hoa carebastin trung binh la 157
ng/ml.
Trén 95% ebastin va carebastin lién két véi protein huyét tuong.
Khi dung thude vai lugng thire an cung lae, mirc do chat chuyén hoa co hoat tinh trong
huyét _tuong tang [én 1.6-2 lan. Tuy nhién, diéu nay khong thay doi thoi gian dé thude
dat nong do toi da trong mau (Cmax) va khong anh huong dén hiéu qua lam sang cua
ebastin.
Chuyén héa:
Ebastin duge chuyén héa hoan toan & gan thanh carebastin.
Thai trie:
Thoi gian ban thai cta chit chuyén hoa khoang 15-19 gi0, 66% ebastin dugc thai trir
qua nude tiéu dudi dang cic chéit chuyén hoa lién hop.
Duge dong hoc cuia ebastin va carebastin tuyén tinh trong khoang lidu tir 10 dén 20 mg.
Duoc dong hoc trong truong hop dic blet

+ O nhimg bénh nhin cao woi: Thong s6 duge dong hoc khong thay doi.
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+ O bénh nhan suy than:

v O bénh nhan suy thin nhe va vira: duoc diéu tri véi lidu 20mg ebastin, AUC va
Chax cta carcbastin ting tuong tng 50%-80% trong ngay dau tién va ngay thir
nam diéu trj. O liéu thong thuong, nong do trong huyét tuong khong lién két voi
protein ctia carebastin cao hon & ngudi khée manh 3-5 1an

v" O bénh nhan suy than ning: AUC va Cmax khong thay doi

- O bénh nhén suy gan:

v O bénh nhin suy gan nhe dén trung binh: duge diéu tri véi lidu 20 mg ebastin,
nong do huy ét tuong cua ebastin va carebastin vao ngay dau tién va ngay thir bay
diéu tri 1a tvong duong véi nguoi khoe manh binh thuong.

v" O bénh nhin suy gan nang: dugc diéu tri voi liéu 10 mg ebastin, nc“mg do trong
huyét tuong khéong lién két véi protein cia carebastin cao hon & nguoi khoe
manh 2-3 lan.

16. Qui cach dong goi:

Hop 2 thi x 5 vi (nhém-PVC) x 10 vién (Hop 100 vién).

Hop 1 tai x 5 vi (nhdm-nhom) x 10 vién (Hop 50 vxen)

17. Diéu Kién bao quan, han dung, tiéu chuén chét lwgng cia thube:
- Diéu kién bio quan: Noi kho, nhiét do dugi 30°C.

- Han dung: 24 thang tinh tir ngay san xudt.

- Tiéu chuin chat lwong: TCCS (NSX).

18. Tén va dia chi co sé san xuét:

CONG TY CO PHAN HOA DUQC VIET NAM

Dia chi: S6 192 phé Dtre Giang, Phuong Thugng Thanh, Quéin Long Bién, TP. Ha Noi,
Viét Nam.
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