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Hop 10 vi x 10 vién nén

Lorucet-10
VIEN NEN LORATADINE 10 mg
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NN -24160
Vién nén Loratadine 10mg ¢s 3
Lorucet- 10 23/ o/

Dé xa tam tay tré em
Doc ky huéng dan sir dung truéce khi ding

Thanh phan cong thire thube:

Maéi vién nén khong bao cé chira:

Thanh phan dwoc chdt: 10mg loratadine.

Thanh phcfn td dwoc: Pregelatinized starch, lactose, magnesium stearate, colloidal
silicon dioxide.

Hoa hoc: ethyl 4-(8-chloro-5,6-dihydro-11 H benzo[5,6] cycloheptal [1,2-b] pyridin-
I1-ylidene)- I-piperidinecarboxylate.

Nhom dwoe ly: Khéng histamin.

Dang bao ché: Vién nén khéng bao hinh tron, mau tring, phing, ¢6 1 vach trén 1 mat
vién.

Dic tinh dworc lwe hoc: Loratadine la thude khang histamin nhém 3 vong, tac dung
bén, ¢6 tac dung ddi khang dic hiéu ¢ thu thé H - histamin ngoai bién.

Dic tinh dwoe dong hoc: Trén nguoi, sau khi udng 10mg maot 1an va nhic lai nhiéu lan

vién nén loratadine, thay thude ¢6 tac dung khéng histamin, bit dau tir 1-3 gi0 sau khi -
udng, dat tac dung t6i da sau 8 - 12 gio va hét sau 24 gi0. Vién nén loratadine hép thu
nhanh va chuyén hoa manh dé cho chét chuyén héa con hoat tinh. Khoang 80% téng
liéu ¢6 thé tim thay ngang nhau trong nudc tiéu va phan, duéi dang cac san pham chuyén
hoa sau 10 ngay. Thoi gian ban thai trung binh nghién ciru & nguoi tinh nguyén khoé
manh (n=54) 1a 8,4 gio (3-20 gi®) cho chit me loratadine va 1a 28 gid cho chat chuyén s
hoa chinh con hoat tinh. Thoi gian ban thai trung binh ¢ ngudi cao tudi 1a 18,2 gio véi .
loratadine va 17,5 v6i chat chuyén hoa con hoat tinh.

Chi dinh:

Viém mii di tng.

Viém két mac di ing.

Ngira va may day lién quan dén histamin.

Chéng chi dinh: ,
Bénh nhan qua man cam véi loratadine hogc véi bat ky thanh phin nao cua thube nay.
K&t hop véi pseudoephedrin cting voi IMAO.

w MION.

Tac dung khong mong mubn:

Loan nhip that ning da xay ra khi diu tri v6i mot s thuc khang thu thé histamin H,
thé hé 2. Diéu d6 khong xudt hién khi didu trj bing loratadin.

Khi sir dung loratadin véi liéu 16n hon 10 mg hing ngay, nhing téc dung phu sau day
¢6 thé xay ra:

Thwong gdap, ADR > 1/100

Than kinh: Pau dau.

Ti€u héa: Kho miéng.
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It gap, 1/1000 < ADR < 1/100

Than kinh: chéng mit.

H6 hip: Kho miii va hét hoi.

Khéc: Viém két mac.

Hiém gép, ADR < 1/1000

Than kinh: Trim cam.

Tim mach: Tim ddp nhanh, loan nhip nhanh trén théat, danh tréng nguc.
Tiéu hoa: Budn nén.

Chuyén hoa: Chire néng gan bét thudng, kinh nguyét khong déu.

Khac: Ngoai ban, ndi mé day va choang phan v¢.

* Théng bdo cho bdc sy nhitng tdc dung khéng mong muén gdp phai khi diing thuéc.

Canh bAo va thén trong khi dung thubc:

Thén trong chung: Bénh nhan c6 suy gan can ding lidu khoi déu thap, vi ¢ giam thanh
thai loratadine.

Thude nay ¢6 chira lactose. Khong nén dung thude nay cho ngudi bi di truyén hiém gap
khéng dung nap galactose, thiéu ning Lapp lactase hodc it hap thu glucose-galactose.

Twong tac thudc:

Loratadin dugc chuyén hoa bai cytochrom Paso isoenzym CYP3A4 va CYP2D6, vi vay
su dung dong thoi vGi nhing thudc wre ché hodc bi chuyén hoa bang nhiing enzym c6
thé tao ra thay d6i vé ndng do thude trong huyét twong va o thé co tac dung khong
mong mudn. Céc thudc da biét co e ché enzym trén bao gdm: Cimetidin, erythromycin,
ketoconazol, quinidin, fluconazol va fluoxetin.

Diéu tri dong thoi loratadin va cimetidin (e ché chuyén hoa cta loratadin. Diéu nay
khong ¢6 biéu hién 1am sang.

biéu tri df")ng thoi loratadin va ketoconazol dan t6i ting néng d6 loratadin trong huyét
twong gap 3 lan, do tGrc ché CYP3A4. Piéu d6 khéng c6 biéu hién 1am sang vi loratadin
¢6 chi s6 didu tri rong. Diéu tri dong thoi loratadin va erythromycin dan dén tang ndng
do loratadin trong huyét tuong. AUC (dién tich dudi dudng cong ctia ndng do theo thoi
gian) cua loratadin, tang trung binh 40% va AUC cua desloratadin tang trung binh 46%
so v6i didu tri loratadin don doc. Trén dién tadm dd khong co thay ddi vé khoang QTec.
Vé mat 1am sang, khong ¢o6 biéu hién sy thay doi tinh an toan cua loratadin va khong ¢6
théng bao vé tac dung an thin hodc hién twong ngét khi diéu tri dong thoi 2 thube nay.

Sir dung thuéc cho phu nir mang thai va cho con bu:

Phu ni¥ ¢6 thai: Nghién ctu trén chudt cong cai, tho cai, khong thdy ching to co tac
dung sinh quai thai. Tuy nhién, chua ¢6 nghién ctru thich hop va co kiém sodt day du &
ngudi mang thai. Vi rang nghién ciru vé su sinh san & dong vat khong phai bao gio ciing
bdo trude cho dap ng trén nguoi, nén chi dung vién nén loratadine ¢ nguoi mang thai
khi that su can thiét.

Phu ni¥ cho con bii: Loratadine va chit chuyén hoa descarboethoxyloratadine s& bai tiét
qua sita me va dat ndng do trong sira ngang nong do trong huyét twong véi ty 16 AUC
stta /AUC huyét tuong la 1,17 cho loratadine va 0,85 cho chét chuyén hoé con hoat tinh.
Sau khi udng liéu duy nhét 40mg, thdy mét luong nho loratadine va chat chuyén hod
trong sita me. Can quyét dinh, hodc ngirng cho con ba, hodc ngimg thude, tuy thude tam
quan trong diéu tri cta thubc dbi véi nguoi me. Cén thén trong khi dung vién nén
loratadine & ngudi me thoi ky cho con bu.

\f\f\E»

“wAByg

&

Nrow
ANGE



Vi tré em: Chua xac dinh dugce hiéu luc va do an toan cia loratadine & tré em dudi 12
nam tudi.

Cach dung va lidu dung: Nguoi [6n va tré em trén 12 tudi: Mai ngay udng 1 vién 10mg
khi d6i. Vi bénh nhan suy gan, liéu khoi ddu nén 1a 10mg trong mdi ngay.

Anh huéng ciia thude 1én kha niing lai xe va van hanh may méc: Vi thudc co thé
gdy nhuc dau, chéng mit, budn ngu.. nén can thin trong khi 14i xe hodc van hanh may
moc trong khi dang dung thudc.

Qua liéu va cach xir tri: Budn nga, nhip tim nhanh, nhirc dau khi dung lidu qua 10mg.
Khi dung qua lidu, can bién phép diéu tri ho tro va diéu tri triéu ching, diéu tri ngay va
kéo dai khi cén,

Diéu tri qud lidu co thé géy ndn, trir v6i bénh nhan suy gidm y thue, sau do uéng than
hoat de hap phu lugng thube con du. Néu gy non khong c6 1<et qua, hodc chong chi
dinh, can rira da day véi nuéc mudi ding truong. Thube tdy mudi ciing ¢6 ich dé lam
loang nhanh chat chtra trong rudt. Loaratadine khong loai trir duge qua thdm tach loc
mau, chua rd ¢ loai trir duoc loratadine qua tham tach mang bung hay khong?

Liéu LD50 ubng trén chudt cong va chudt nhit 1a 5000mg/kg loratadine. Lidu cao gép
10 lan liéu dung trong 1am sang khong c6 tac dung trén chudt cdng, chudt nhit va khi.

Piéu kién bao quan: Bio quan noi khd mat, tranh anh sang. Nhiét d6 dudi 30°C.

Han dung: 36 thang ké tr ngay san Xudt.
* Khong duoc ding thuoc quad han sur dung

Quy ciach dong géi: Hop 10 vi x 10 vién
Tiéu chuin chat lwong: Tiéu chudn co so.

Cé s6 sdn xuat: MICRO LABS LIMITED. ,
Dia chi: 92, Sipcot, Hosur - 635 126, Tamil Nadu, An Do.
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