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Bastinfast 10

Mm SBK/ Reg. No.: XX-X0X0(X-XX

Thanh phan: M&i vién nén bao phim chira:

Ebastin <. 10mg

FROUNIENE o i s RS L RS 1 vién.

Chi dinh - Chéng chi djnh - Tac dyng khéng mong mudn - Than mqﬂ-

Lieu dung, cach dung va cac théng tin khac: Xin doc trong tir huedng dan sir dyng.
Béo quan: Nhiét dj dudi 30°C, tranh &m va anh sang.

Dé xa tAm tay tré em
Boc ki hwrémg din sir dyng trrére khi ding
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

Rx BASTINFAST 10

Thube ban theo don
DPoc ky hwéng din sir dung trwée khi dung H

Dé xa tAm tay tré em

Thong bdo ngay cho bdc s§ hodc dwge sy nhirng tic dung khong mong mudn gip phai khi sir dung
thube

Khong diing thube qua thoi han sir dung ghi trén nhan

Thanh phan: Cong thirc cho 1 vién:
BORBEI ooovvmones v amiirmnssn @ 5 e ERS SRR HOTSREE 0 B S S 10 mg

(Microcrystallin cellulose 112, DC. Lactose, Pregelatinized starch, Croscarmellose natri, Colloidal silicon
dioxid, Magnesi stearat, Hydroxypropyl methylcellulose 606, Talc, Titan dioxid, Polyethylen glycol
6000)

MG ta san pham: Vién nén tron bao phim mau tring, hai mt tron, dudng kinh 7 mm.
Quy céich déng géi: Hop 10 vi x 10 vién nén bao phim.

Thubc ding cho bénh gi:
Diéu trj triéu chimg:
Viém mii di ing theo mua hodc man tinh.
Ngira da, may day.
Nén dung thudc nay nhw thé nao va lidu lrong:
Cach dung: Khong udng thude chung véi thirc an.
Liéu dung:
Liéu théng thuong chung cho ngudi 16n va tré em trén 12 tudi:
Viém mii: 10 - 20 mg/lan/ngay.
Ngura da, may day: 10 mg/ngay.

Khi nao khong nén ding thuéc nay:
Mén cam véi ebastin hodc vai bét cir thanh phan nao cia thude.
Suy gan nang.
Tré em dudi 12 tudi.

Tac dung khong mong mudn (ADR):
Rat hiém gap: Kho miéng, budn noén, non, dau bung, kho tiéu, dau dau, chong mat, rbi loan cam giac,
budn ngu, cing thang, hoi hop, tang nhip tim, mét moi, phét ban, phan img dj img.

Nén tranh ding nhirng thudc hodc thye phim gi khi dang sir dung thudc nay:
Sir dung dong thoi voi cac thude khang sinh nhém macrolid (erythromycin, clarithromycin, Josamycm)
hodc mot s6 thude khang nam (ketoconazol, itraconazol) c6 thé lam tang nong do cua ebastin trong huyét
tuong gay ra hoi chimg kéo dai khoang QT c6 thé dua dén hién tuong xoén dinh.

Cin lam gl khi mdt lin quén khong ding thude:
Uong lleu bi quén ngay luc nho ra. Néu lidu d6 gan voi lan dung thude tiép theo, bo qua liéu bi quén va
tiép tuc uong thudc theo dung thoi gian qui dinh. Khong dung 2 liéu cing lac. Khéong thay déi liéu hodc
ngung thudc.




Cin bio quan thubc nay nhu thé nao:
Pé & nhiét d6 dudi 30°C, tranh am va anh sang.

Nhirng d4u hiéu va triéu chirng khi dung thubc qua li¢u:
O liéu cao hon liéu khuyén céo, c6 thé xuét hién tac dung an than va triéu chimg nhu ngé déc atropin.

Cén phai lam gi khi diung thube qua liéu khuyén céo:
Goi cho bac si ciia ban hodc dén ngay co sd y té gan nhat.

Nhirng diéu can thin trong khi dung thudc nay:

Cic tinh trang cin thén trong: M

Suy than.

Ha kali mau.

Ngudi bj rdi loan nhip tim hodc c6 dién tam db bat thuomg do nguy co xoén dinh & tim.

Céc khuyén cdo dung thude cho phu ni c6 thai va cho con bii:

Do chua co dzﬁ’y du cac nghién ciru dé xac dinh rui ro khi dung thudc nay trong thoi ky c6 thai va cho con
b, vi vay thuoc dugce khuyén cao khong dung cho phu nir ¢6 thai va cho con bu.

Tac dong cua thudc dén kha ning lai xe va vin hanh may méc:

Thudc nay hiém khi gdy budn ngu, tuy nhién than trong khi li xe hodc sir dung may méc néu dang sir
dung thude.

Khi nao cin tham van bic s¥, dugc s¥:
Phu nir co thai va cho con bu.
Tré em dudi 12 tudi.
C6 vén dé vé gan.
C6 van dé vé than.
C6 van dé vé tim mach.
Ha kali mau.
Pang diing cac thude khac.
Néu can thém thong tin xin hoi y kién bac sy hodc dugc s3.

Han dung cia thude: 36 thang ké tir ngay san xuét.

Cing ty CP Durge pham Agimexpharm
27 Nguyén Thai Hoc, P. \I\ Binh. TP. Long Xuyén. An Giang.
San xudt tai: Chi phanh Cong ty CP Dugc phim Agimexpharm -
Nhit may san xuat Duge phiam Agimexpharm
ABGIMEXPHARM Dudng Vi Trong Phung. K. Thanh An. P. My Thai, TP. Long Xuvén. An Giang,
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Ngay xem xét sira doi, cip nhat lai ndi dung hwéng din sir dung thude: .../.../...

HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

Cic dic tinh dwgce Ire hoe, duge dgng hoc:

Cac dic tinh dm;rc Ire hoc:

Ebastin, mot chat dan xuat cua piperidin, va chat chuyén héa c6 hoat tinh la carebastin, 1a thuéc khang
histamin chon lgc tac dong trén thu thé HI ngoai vi. Ebastin it vuot qua hang rao mau ndo va chi hoat
dong trén thy thé histamin nén khong c6 tac dong an than va tac dung phu khang cholinergic & liéu diéu

tri, nho d6 gitp loai bo budn ngti va khé chiu, hai tac dung phy thudng gip ctia thude khang histamin thé
hé cii.




Céc trueong hop thian trong khi ding thude:

Twong tac cia thubc véi cac thude khéc va cac loai twong tac khac:

Cac dac tinh dwge dong hoc:
Ebastin duoc hap thu nhanh chéng sau mot liéu uéng. Khi dén rugt va gan né gan nhu hoan toan chuyén
thanh carebastin 1a mot chat chuyén hoa acid ¢6 hoat tinh dugc 1y.

Sau khi uéng mot liéu duy nhéat 10 mg, ndng d dinh trong huyét tuong dat duogc sau 2 - 4 gid, voi ti 1é
dao dong tir 80 dén 100 ng/ml.

Ubng ebastin trong mdt bira an nhiéu chat béo lam tang 50% AUC va 40% Cmax cua carebastin.
Nghién cilru in vitro trén microsom & gan ngudi cho thdy ebastin duge chuyén héa chi yéu thanh
carebastin qua cytochrom CYP3A4.

Thoi gian ban thai cua chat chuyén héa acid tir 15 - 19 gid, bai tiét qua nuge tieu 66%, chil_yéu la cac
chat chuyén hoa lién hop. Sau khi udng 13p lai mét lieu duy nhat 10 mg moi ngay, trang thai 6n dinh dat
dugc trong vong 3 - 5 ngay, vdi nong d§ dinh trong huyeét tuong dao dong tir 130 - 160 ng/ml.

Ebastin va carebastin gan két ﬂhiél:l vOi protein huyét tuong, khoang 90%, rét it vugt qua hang rao mau
ndo. Bai tiét qua sira me cua hai chat nay chua dugc nghién ciru.

Ngudi cao tudi: Cac théng s6 duoe dong hoc khong khac biét dang ké so véi gia tri ghi nhan & ngudi 16n.
Nguoi suy than: Gia tri trung binh thoi gian ban thai cua carebastin tang 1én tir 23 - 26 gio.
Ngudi suy gan: Thoi gian béan thai cling ting 1én dén 27 gid.

Chi dinh, liéu ding, ciach dung, chdng chi dinh: ﬂq

Chi dinh:

Diéu tri triéu chirng:

Viém mii di irng theo mua hoac man tinh.

Ngira da, may day.
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Liéu ding: \C\
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Liéu thong thuong chung cho ngudi 16m va tré em trén 12 tudi: “EN o\
Viém mii: 10 - 20 mg/lan/ngay. AR | & )i
Ngira da, may day: 10 mg/ngay. ?\v\hwméf/
Cich dung: Khong udng thude chung véi thirc an. ,/ﬂﬁ
Y
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Chéng chi dinh:

Man cam v&i ebastin hodc vai bat cir thanh phén nao cua thude.
Suy gan ning.

Tré em dudi 12 tudi.

Cic tinh trang cin than trong:

Suy thén.

Ha kali mau.

Nguoi b rbi loan nhip tim hodc ¢6 dién tim dd bat thuomg do nguy co xoén dinh & tim.
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Cac khuyén c4o dung thudce cho phu nir ¢ thai va cho con bi: )

Chura c6 day dii cac nghién ctru dé xac dinh rui ro khi dung thude nay trong thoi ky ¢6 thai va cho con bl
vi vay khuyén cao khong ding thude nay cho phu nir c6 thai va cho con bu.

Téc dong ciia thudce dén kha ning ldi xe va van hanh may méc:
Thube nay hiém khi gay budn ngu, tuy nhién than trong khi 1ai xe hodc sir dung may méc néu dang sir
dung thudc.

Str dung dong thoi voi cac thuéc khang sinh nhém macrolid (erythromycin, clarithromycin, josamycin)
hodc mot sb thude khang nam (ketoconazol, itraconazol) c6 thé lam tang nong d¢ cua ebastin trong huyét
twong gay ra hoi chimng kéo dai khoang QT c6 thé dua dén hién tugng xoén dinh.

Téc dung khéng mong mudn:

Rét hiém gap: khé miéng, budn nén, non, dau bung, khé tiéu, dau déu, chéng mait, roi loan cam giac,




budn ngu, cang thang, hoi hp, tang nhip tim, mét moi, phat ban, phan tng di img.

oA 5 - o ,
Qua liéu va cach xir tri:

Qua liéu:

O lidu cao hon liéu khuyén cdo, c6 thé xuét hién tac dung an than va triéu chimg nhu ngd doc atropin.

Cach xir tri:

Khéng c6 thude giai doc dac hiéu.

Rira da day.

Diéu trj triéu chung.

Giam sat cac chire ning song bao gdbm giam sat dién tam do.
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