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Nhém/ Nhém

‘Thanh phdn: Wil vitn thia Tiéu dhwsin: 1005
Loratadin.

GMP-WHO
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Loratadin 10mg
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i ot iissis SO CONG TY CPDUGC TW MEDIPLANTEX.

hi dinh, chéng i dinh, céch dimg, liéu ding v cic D XA TAM TAY COA TRE EM _ 358 g Gl Phéing, Ha N, Vit Kam

tihbng tin khvéc: Xem 14 hugng dn s dung bés trong hip 'DOCKF HUONG DAN 51f DUNG TRUOC KHI DONG guniwdmmm&ﬁ'ﬁ
THUGC CHUA DI UNG

Storage: Storedin a dry place,

ght, below 30" C :
Estiplents. forTtablet  SBI/RegNo: 610 5Kt
- Indication, contra-indication dosage, adminlstration,  KEEP OUT OF REACH OF CHILDREN. Naiy SKME:
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TO HUONG DAN SU DUNG
Vién nén MEDICLARY

Dang bao ché: Vién nén

Quy edch: Hop 01vi x vi 10 vien(PVC/Nhom) L\f\/
Hop 01vi x vi 10 vién(Nhom/Nhom) },

Thanh phén: cho | vién

Loratadin.. ..o, 10 mg

Ta duoe: Lactose monohydrat, Comprecel PH 101, PVP K30, Natri starch glycolat, Magnesi stearat, Bt
Talc, Aerosil vira du | vién.
Dirpe lue hoc:
- Loratadin 14 thube khang histamin 3 vong co tac dung kéo dai aéi khang chon loc tren thu thé H, ngoai
bién va khong co tac dung lam diu trén than kinh trung wong. Loratadin thudéc nhém thube dbi khang thu thé
H, thé hé thir hai khong c6 tac dung an than.
- Loratadin ¢ tic dung lam nhe bét triéu ching cua viém mili va viém két mac di Gng do giai phong
histamin.
- Loratadin con co tac dung chéng ngira va noi may day lién quan dén histamin. Tuy nhién, loratadin khong
¢6 tac dung bao vé hodc tro gitip 1am sang dbi vai truong hop giai phong histamin nang nhu choang phan vé,
Trong trudng hop do, diéu tri chu yéu la dung adrenalin va corticosteroid.
- Thude khang histamin khéng co vai tro trong diéu tri hen.
- P& diéu tri viém mii di (mg va may day. loratadin cé tac dung nhanh hon astemizol va cé tac dung nhu
azatadin. cetirizin. chlopheniramin, clemastin, terfenadin va mequitazin. Loratadin c6 tan suat tac dung phu,
dac biét doi vai hé than kinh trung uong, thap hon nhiing thude khang histamin thudc thé hé thir hai khéc.
Vi vay, loratadin diing ngay mot lan, tac dung nhanh, dac biét khéng cé tac dung an than, la thudc lua chon
dau tién dé diéu tri viém mii di trng hoac may day di ing.
- Nhimg thudc khang histamin khong c6 tac dung chira nguyén nhan ma chi tro gitp lam nhe bat trigu
chimg. Bénh viém mii di tng c6 thé la bénh man tinh va tai dién; dé diéu tri thanh cong thuong phai ding
cdc thude khang histamin 1au dai va ngat quang, va s dung thém nhiing thudc khac nhu glucocorticoid dung
theo duong hit, va ding kéo dai.
Co thé két hop loratadin voi pseudoephedrin hydroclorid dé lam nhe bét triéu chimg ngat mi trong diéu tri
viém mai dl Un“ co kem ﬂgat mii.
Dwoc ding hoc
- Loratadin h'np thu nhanh sau khi uonu NcmL dd dinh trong huyet tuong trung binh cua loratadin va chat
chuyén hoa co hoat tinh cua né (descarboethoxyloratadin) twong tng la 1,5 va 3,7 gio. Sau khi ubng
loratadin, tac dung khang histamin cua thude xudt hién trong vong 1 - 4 gio, dat tdi da sau 8 - 12 gio, va kéo
dai hon 24 gio. Nong do cua loratadin va descarboethoxyloratadin dat trang thai 6n dinh & phan 16n nguoi
bénh vao khoang ngay thir nam ding thude.
- 97% loratadin lién két voi protein huyét tuong. Nira doi cua loratadin la 17 gi va cua descarboetho-
xvloratadin 1a 19 gid. Nua doi cua thude bién doi nhiéu gilra cc ca thé, khong bi anh huong boi uré mau,
tang lén o nguoi cao i va ngudi xo gan,
- Po thanh thai cua thude 1a 57 - 142 ml/phit/kg va khong bi anh huong boi uré mau nhung giam o ngudi
bénh xo gan. Thé tich phan bé cua thude 1a 80 - 120 litkg.
- Loratadin chuyén hoa nhiéu khi qua gan lan ddu boi hé enzym microsom cytochrom P450; loratadin chu
yéu chuyén hoa thanh descarbou(hmyIoraladm la chét chuyen hoa c6 tac dung dugc ly.
- Khoang 80% téng liéu cua loratadin bai tiét ra nudc tiéu va phan ngang nhau, dudi dang chét chuyén héa,
trong vong 10 ngay.
Chi dinh

- Diéu tri cac triéu chimg cua viém mii dj (mg nhu: Nghet mai, hat hoi, chay nuée mii, ngira mui.

- Diéu tri cdc triéu chimg cua viém két mac nhu: Ngira mat, x6t mét, chay nudc mat.
- Ngtra va may day lién quan dén histamine.
Cach diang va liéu ditng
- Newdi lon, ngudi cao tudi va tre em tiv 12 tuéi tro 1én: Ngay ubng 1 vién
-Treem tir 2 — 12 tuoi:

+ Can nang > 30 kg: Ngay uénL I vién.

+ Can nang < 30 kg: Ngay udng nua vién.
- Ngudi hj suy gan hode suy than néng (do thanh thai creatinin < 30 ml/phit): Dling lidu 10 mg (1 vién)/ lan
cur hai ngay mot ln.
- Khang nén dimg thudc cho tre dudi 2 i do an todmn vé hiéu qua chira dieoe xdac dinh.



Tic dung khong mong muon:

LLoan nhip that nang da xay ra khi diéu tri véi mot sd thube khang thu thé histamin H, thé hé 2. Diéu do
khong xuat hién khi diéu tri bang loratadin,

Khi st dung loratadin véi liéu 1on hon 10 mg hang ngay, nhing tac dung phu sau day c6 thé xay ra:

Thiedng gdp, ADR = 17100

Than kinh: Pau dau.

Tiéu hoa: Kho miéng.

It gap, 11000 < ADR < 1/100

Than kinh: Chong mt.

H6 hip: Khd miii va hét hoi.

Khac: Viem két mac.

Hiém gap. ADR < 1/1000

Than kinh: Tram cam. ) )

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

Tiéu hoa: Budn non. .

Chuyén hoa: Chire nang gan bt binh thuong, kinh nguyét khong déu. .
Khac: Ngoai ban, n6i may day, va choang phan vé. ) w\/\/
Thong bao cho bac sTnhitng tdae dung khong mong muon gap phai khi sw dung thuoc

Chong chi dinh ) )

- Mdn cam véi mot trong cac thanh phan cua thude

Thin trong:

- Nhing nguoi suy gan. .

- Khi dung loratadin, ¢6 nguy co khd miéng, dac biét o ngudi cao tudi, va ting nguy co su ring. Do dé, can
phai v¢ sinh rang miéng sach sé khi dung loratadin.

fmmg tic thuie:

- Piéu tri dong thoi loratadin va cimetidin dan dén tang nong dd loratadin trong huyét twong 60%. do
cimetidin tc ché chuyén hoa cua loratadin. biéu nay khong c6 bi€u hién lam sang.

- Diéu trj dnnn thoi loratadin va ketoconazol dén t6i tang n0n5 do Ioraladm trong huyet tuong gap lan, do
ic ché CYP3A4. Piéu do khong c6 biéu hién lam sang vi loratadin c6 chi s diéu tri rong.

- Piéu tri dong thoi loratadin va erythromycin dén dén ting nong dd loratadin trong huyet tuong. AUC (dién
tich dudi duong cong cua nong dé theo thoi g,lan) cua loratadin, ting trung binh 40% va AUC cua
descarboethoxy loratadin tang trung binh 46% so voi diéu tri loratadin don doc. Trén dién tim db khong c6
thay déi vé lhoang QT. Vé mat lam sang, khong co biéu hién sy thay dm tinh an toan cua loratadin, va
khong cd thong bao vé tac dung an than hoac hién twong ngét khi diéu tri dong thai 2 thube nay.

Thoi ky cd thai hedac dang cho con bui:

- Thoi ky ¢d thai: Chua co nhiing nghién ctru day du va kiém tra tot vé su dung loratadin trong thai ky. Do
d6 chi ding loratadin trong thai kv khi can thiét, vai lidu thap va trong thoi gian ngan

- Théi ki cho con bii: Loratadin va chat chuyén hoa descarboethoxyloratadm tiet vao sita me. Néu can sur
dung loratadin ¢ ngudi cho con ba, chi ding loratadin véi ||eu thap va trong thoi gian ngan.

Anh leong trén kha ning ldi xe va vdn hanh mdy moc: Can than trong khi lai xe hodc van hanh may moc

. ¥
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vi thube co thé gay dau dau, chong mit. _:;gf
Qtia liéu va xir tri: o
- O ngudi 16n qua lidu do Loratadin (40 - 180 mg) ¢6 biéu hién: Budn ngu, nhip tim nhanh, nhirc dau.
- Xu tri: Dieu tri qua liéu loratadin thuong la diéu tri triéu chuing va ho tro, bat dau ngay va duy tri chirng
nao con can thiét. Truomg hop qua liéu |0ratadm cép, giy non bang siro ipeca dé thao sach da day ngay.
Dung than hoat sau khi gay non dé ngan ngua hép thu loratadin. Néu gay non khong két qua hodc chdong chi
dinh (ngudi bénh bi ngat, co gidt, hoac thiéu phan xa ndn), co thé rira da day vg dich natri clorid 0,9%
va dat ong ndi khi quan dé phong ngua hit phai dich da day.
Loratadin khong bi loai bang tham tach mau.
Bio quéin: Noi kho, tranh anh sang, nhiét dé dugi 30°C.
Han ditng: 36 thang ké tir ngay san xudt
Tiéu chudn: Tiéu chuin co so £
Dé xa tam tay cua tre em, A<
Doc ky hudng ddn sie dung trude khi c}ﬁpg
Néu cdn thém thong tin, xin hoi y kién thdy t?mq&b #
CONG TY CP DUQC TW MEDIPLANTEX TUQ.CuC TRUONG
358 Giai Phong-Phuong Li¢t-Thanh Xuan-Ha Noi P TPJéNG PHONG
San xuit tai: Nha may DP sé 2-Cty CP DTW Mediplantex /
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