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BAOD QUAN: Noi kh, tranh anh sang, nhidt 46 duéi 30°C
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TO HUOGNG DAN SU DUNG THUOC
DE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

HYSDIN

Thanh phan:
Loratadine 10 mg
Ta dugc vua du 1 vién

Ta duwoc gom: Lactose, Tinh bot my, DST, Natrilauryl sulfat, Magnesi stearat, PVP
K30, con 95° Nude cdt.
Dang bao ché: Vién nén.
Quy cach dong goi:

Hop 1 vi x 10 vién nén

Hop 2 vi x 10 vién nén

Hop 5 vi x 10 vién nén
Cac dac tinh dugc ly:
*Cac dac tinh duge dong hoc:
I oratadine hép thu nhanh sau khi uéng, nong dé dinh trong huyét tuong trung binh
cta Loratadine va chat chuyén hoa cé hoat tinh cua no (descarboe-thoxyl.oratadine)
twong tmg 1 1,5 va 3,7 gio. 97% Loratadine lién két véi protein huyét tuong.
Nua doi cua [Loratadine la 17 gio va cua descarboe-thoxyLoratadine 1a 19 gio. Nira doi
cua thude bién doi nhiéu giira cac ca thé, khong bi anh hudng bai uré mau, tang 1én ¢
nguoi cao twdi va ngudi xo gan.
D6 thanh thai cua thude 1a 57-142 ml/ phiat/ kg va khong bi anh huéng boi uré mau
nhung giam ¢ nguoi bénh xo gan. Thé tich phan b6 cua thude la 80-120 lit/ kg,
I oratadine chuyén hod nhleu khi qua gan lan dau boi hé enzym microsom cytochrom
P450, Loratadine chi yéu chuyén hoa thanh descarboe-thoxyLoratadine, la chét
chuyén hoa cé tac dung duoc ly.
Khoang 80% tong liéu cua Loratadine bai tiét qua nudc tiéu va phan ngang nhau, dudi
dang chat chuyen hoa, trong vong 10 ngay.
Sau khi uong Loratadine, tdc dung khang histamin cua thude xuét hién trong vong |
dén 4 gio, dat toi da sau 8-12 gio, va kéo dai hon 24 gio. Nong dé cua Loratadine va
descarboe-thoxyl.oratadine dat trang thai 6n dinh & phan 16n nguoi bénh vao khoang
neay thir 5 dung thude.
*Céc dac tinh dugc ly hoc:
l.oratadine 12 thude khang histamin 3 vong c6 tac dung kéo dai ddi khang chon loc
tén thu thé H, ngoai bién va khong co tac dung lam diu trén than kinh trung uong.
I.oratadine thudc nhom thude dbi khang thu thé H, thé hé tha 2 (khéng an than).
I .oratadine ¢6 tac dung lam nhe bét triéu ching cua viém mii va viém két mac dj ung
do giai phong histamin, Loratadine khong c6 tac dung bao vé hoac tro giip lam sang
ddi véi truong hop giai phong histamin ning nhu choang phan vé. Trong truomg hop
do, diéu tri chi yéu la dung adrenalin va corticosteroid.
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Thude khang histamin khdng c6 vai tro trong diéu trj hen.

Nhiing thudc d6i khang H, thé hé thir 2 (khéng an than) nhu: terfenadin, astemizol,

[ oratadine, khong phan bd vao nio, khi ding thude vai liéu thong thuong. Do do,
|.oratadine khong c6 tac dung an than, nguoc lai voi tac dung phu an than cua thude
khang histamin thé hé thir nhat.

Dé diéu tri viém mii di img va may day, Loratadine c¢6 tac dung nhanh hon astemizol
va ¢o tac dung nhu azatadin, cetirizin, chlopheniramin, clemastin, terfenadin va
mequitazin. Loratadine c6 tan sut tac dung phu, dic biét dbi voi hé than kinh trung
vong. thap hon nhimg thudc khang histamin thudc thé hé thir 2 khac. Vi vay,

[ .oratadine dung ngay 1 lan, tac dung nhanh, dac biét khong ¢6 tac dung phu an than,

la thudc lya chon dau tién dé diéu tri viém mii di ing hodc may day di tmg.

Nhing thudc khang histamin khong co tac dung chita nguyén nhan ma chi trg giup
lam nhe bét tri¢u chimg. Bénh viém miii di ing c6 thé 1a bénh man tinh va tai dién, dé
dicu trj thanh cong thudng phai dung cac thude khang histamin lau dai va ngét quang,
va st dung thém nhimg thude khac nhu glucocorticoid dung theo duong hit, va dung
kéo dai.

C6 thé két hop Loratadine véi pseudoephedrin hydroclorid dé lam nhe bét trigu ching
ngat mii trong diéu tri viém mii di tng c6 kém ngat mai.

Chi dinh:

Viém mii di ung.

Viém két mac di tng.

Ngta va may day lién quan dén histamin.

Chong chi dinh:

Man cam véi bat cir thanh phan nao cua thude.

Than trong:

Suy gan.

Khi ding Loratadine, c6 nguy co kho miéng, dac biét & nguoi cao tudi, va ting nguy
co sau rang. Do do, can phai vé sinh ring miéng sach s& khi dung Ioratadine.

Str dung cho phu nir c6 thai va cho con bu:

*Thoi ky mang thai: Chua cé nhimg nghién ciru day du va kiém tra tot vé sur dung
I.oratadine trong thai ky. Do d6 chi ding Loratadine trong thai ky khi can thiét, voi
liéu thap va trong thoi gian ngén.

*Thoi gian cho con bu: Loratadine va chét chuyén hoa descarboe-thoxylLoratadine tiét
vao sita me. Néu can sir dung Loratadine ¢ nguoi cho con bu, chi ding Loratadine voi
licu thap va trong thoi gian ngén.

Tac dong cia thude khi lai xe va vin hanh may méc:

Khong dang ké & liéu diéu tri, tuy nhién nhiing ngudi bi chéng mat (it gap) khi dung
thudce nén céan than khi lai xe va van hanh may méc.

Tuong tac thude:

Diéu tri dong thoi Loratadine va cimetidine dan dén tang nong d6 Loratadine trong
huyct tuvong 60%, do cimetidine trc ché chuyén hoa cua Loratadine. Diéu nay khong
c6 biéu hién lam sang.

Diéu tri dong thoi L, oratadine va ketoconazol dan dén tiang nong do Loratadine trong
huvét tuong gap 3 Ian do trc ché CYP3A4. Diéu d6 khong cé biéu hién lam sang vi
I .oratadine c6 chi sb diéu tri rong.
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Diéu tri dong thoi Loratadine va erythromycin dan dén tang nong do Loratadine trong
huyét tuong. AUC (dién tich dudi duong cong cua nong do theo thoi gian) cua
I oratadine, tang trung binh 40% va AUC cua descarboe-thoxylLoratadine tang trung
binh 46% so vdi diéu tri Loratadine don déc. Trén dién tam do khong co thay doi ve
khoang QTc. V& mat l1am sang, khong co biéu hién su thay doi tinh an toan cua
Loratadine, va khong c6 théng bao vé tac dung an than hoac hién tuong ngét khi diéu
tri déng thoi 2 thude nay.

Tac dung khéng mong mudn:

I.oan nhip that nang da xay ra khi diéu tri vo1 mot s6 thudc khang thu thé histamin H,
thé hé 2. Piéu nay khéng xuét hién khi diéu tri bang Loratadine.

Khi st dung Ioratadine véi liéu 16n hon 10mg hang ngay, nhitng tac dung phu sau day
c6 thé xay ra:

Thieong gap, ADR>1/100:

Than kinh: dau dau.

Ticu hoa: khé miéng.

It gap, 1/ 1000< ADR< 1/ 100:

Than kinh: chéng mat

Hé hap: kho mii va hat hoi.

Khac: viém két mac.

Hiém gap: ADR< 1/ 1000:

Than kinh: tram cam.

Tim mach: tim dap nhanh, loan nhip nhanh trén that, danh tréng nguc.

Tiéu hoa: Budn non.

Chuyén hoa: chirc nang gan bat binh thudng, kinh nguyét khong déu.

Khac: ngoai ban, n6i mé day, va choang phan vé.

Ghi chit “Théng bdo cho bdc sy nhitng tic dung khéng mong muén gap phii khi sir
dung thuéc”

Licu lwgng va cach dung:

Newoi lon, ngwor cao tuéi va tre em tir 12 tuéi tro lén: dung moét vién nén 10 mg
l.oratadine, 1 lan/ ngay.

Tre em: 5-12 tudi:

Trong lugng co thé > 30 kg: 1 vién Loratadine 10 mg/ ngay. Nguoi suy gan hodc suy
thdn nang ( do thanh thai creatinin < 10 ml/ phut), dung liéu ban dau 13 1 vién nén 10
mg Loratadine, ctr 2 ngay 1 lan.

Sir dung qua liéu va xir tri:

O ngudoi 16n, khi uéng qua liéu vién nén Loratadine (40-180mg), cé nhimng biéu hién:
budn ngu, nhip tim nhanh, nhirc dau. O tré em, c6 biéu hién ngoai thap va danh trong
nguc, khi uéng qua liéu (vuot nguorng 10mg). Piéu tri qua liéu Loratadme thuong la
di¢u tri triéu chung va hd trg, bat dau ngay va duy tri chimg nao con can thiét. Truong
hop qua liéu Loratadine cép, gdy nén bang siro ipeca dé thao sach da day ngay. Dung
than hoat sau khi gdy nén cé thé giup ich dé ngan ngira hap thu Loratadine. Néu gay
non khong két qua hoac chfmg chi dinh (thi du nguoi bénh bi ngét, co giat, hoac thiéu
phan xa non), ¢6 thé tién hanh rira da day véi dung dich Natri clorid 0,9% va dat éng
noi khi quan dé phong ngira hit phai dich da day.
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[ oratadine khong bi loai bang tham tach mau.
Han dung: 36 thang ké tir ngdy san Xuat. Neu thay vién thudc bi mbe, bi &m hodc co

hién tugng khéc la thi phai bao cho nha san xuét biét
Bao quan: DE noi kho, tranh anh sang, nhiét do duoi 30°C.
Tiéu chuan ap dung: USP 30
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