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UY BAN NHAN DAN TP. HO CHI MINH
CONG TY €O PHAN DUOC PHAM PHONG PHU

CONG HOA XA HOI CHU NGHIA VIET NAM
Déc l3p - Tudo - Hanh phic

MAU HOP 10 Vi x 10 VIEN NEN
USALOTA 10mg
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CONG THUC: BAO QUAN:
MBi vién nén chia: Trong bao bi kin, ndi kh, nhiét d dudi 30°C.
Loratadin .....ocoovoecrencrinnnrnie s 10mg

USALOTA =~

HORAEEN 10mg

CHI DINH, CACH DUNG, CHONG CHI BINH:

v 1 VIED
Xin doc trong th hudng 0dn sif dung.

San st tak
CN CONG TY CO PHAN DUGC PHAM PHONG PHU
NHA MAY SAN XUKT DUGC PHAM USARICHPHARM
L4 12, dubng 8 8, KCN Tn Tao, 0. Binh Tan, TP.HCM
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Hudng dan st dung thude
Vién nén USALOTA 10mg

Trinh bay: Hop 5 vi x 10 vién nén, Hop 10 vi x 10 vién nén.
Thanh phan: (cho 1 vién nén):

LOFREAAIN sosninucimiismamiimsiossimmnssarssssensonsnsorssnsasssannsnss s sommsssssmmnsn Muoi miligam (10 mg)
T4 duge: Tinh bot san, lactose, polyvinylpyrrolidone, bot talc, magnesi stearat............. viua
du 1 vién.

Duwrge luc hoc:

Loratadin 1a thudc khang histamin 3 vong ¢ tac dung kéo dai dbi khang chon loc trén thu
thé H, ngoai bién va khong c6 tac dung lam dju trén thin kinh trung wong. Loratadin thuQc
nhém thude dbi khang thu thé H; thé hé thir hai (khong an thén).

Loratadin ¢6 tac dung lam nhe bot triéu ching cia viém mdai va viém két mac di ung do giai
phong histamin. Loratadin con ¢6 tic dung chdng ngira va ndi may day lién quan dén
histamin. Tuy nhién, loratadin khong c6 tic dung bao vé hodc tro gitip lam sang dbi véi
truong hop giai phong histamin nang nhu chodng phan vé. Trong truong hop do, diéu tri
chu yéu la dung adrenalin va corticosteroid.

Duwgc dong hoc:

Loratadin hap thu nhanh sau khi udng. Nong do dinh trong huyét twong trung binh cua
loratadin va chat chuyén hoa cé hoat tinh descarboethoxyloratadin tuong ung 1a 1,5 va 3,7
git, 97% loratadin lién két v6i protein huyét twong. Thoi gian ban thai cia loratadin 1a 17
gir va clia descarboethoxylorratadin 1a 19 gio. Thoi gian ban thai cta thude bién ddi nhiéu
gita cdc cé thé, khong bi anh hudng boi uré mau, ting 1én & ngudi cao tudi va ngudi xo
gan.

D6 thanh thai cua thude la 57-142 ml/phit/kg va khong bi anh huong boi uré mau nhung
giam ¢ nguoi bénh xo gan, Thé tich phan b ctia thude 1a 80-120 lit/kg

Loratadin chuycn hoa nhiéu khi qua gan 1an diu boi hé enzym microsom cytochrom P450;
Loratadin chii yéu chuyén hod thanh descarboethoxyloratadin, la chat chuyén hod co tac dun ;m

dugc ly. |f -
Khoang 80% tong lidu cua loratadin bai tiét ra nudc tiéu va phan ngang nhau, dudi dang*
chit chuyen hod trong vong 10 ngay. \\5

Sau khi uéng loratadin, tac dung khang histamin cua thudc xuét hién trong vong 1 - 4 gio,
dat t6i da sau 8 - 12 gid, va kéo dai hon 24 gio. Nong do cua loratadin va
descarboethoxyloratadin dat trang thdi 6n dinh & phan 16n nguoi bénh vao khoang ngay thir
nam dung thude.

Chi dinh:

Viém mii di ing.

Viém két mac di tmg.

Ngira va may day lién quan dén histamin,

Chong chi dinh: Qua man vé&i bt ky thanh phan nao cua thude. ‘
Than trong:

Suy gan.

Khi ding loratadin c6 nguy co kho miéng, dac biét & nguoi cao tudi, va ting nguy co siu
ring. Do d6, can phai vé sinh ring miéng sach s& trude khi dung loratadin.

Tré em dudi 2 tudi.

S dung cho phu nit ¢o thai va cho con bui:




https;/Inhathuocngocanh.com/

Phu nit ¢6 thai: Chua c¢6 nhitng nghién ctru day di va kiém tra t6t vé s dung loratadin
trong thai ky. Do d6 chi dung loratadin trong thai ky khi can thiét, véi liéu thap va trong
thoi gian ngan.

Phu ni¥ cho con bii: Loratadin va chit chuyén hoa descarboethoxyloratadin tiét vao sira me.
Neu can str dung loratadin & nguoi cho con bu chi dung loratadin véi liéu thp va trong thoi gian
ngan.

Tdc dong cuia thube doi véi nguoi ldi xe vé van hanh mdy méc: Thube khong anh huong 16n kha
nang lai xe va van hanh may mac.

Tuwong tac th ubc:

Diéu tri dong thoi loratadin va cimetidin din dén tang ndng do loratadin trong huyét tuong
60%, do cimetidin trc ché chuyén hoa ciia loratadin, va khong 6 biéu hién 1am sang.

Dleu tri ddng thoi loratadin va ketoconazol din téi tdng nong do loratadin trong huyct tuong
gip 3 lan, do trc ché CYP3A4, khong c6 biéu hién lam sang do loratadin c6 chi sé diéu trj
rong.

Diéu tri dong thoi loratadin va erythromycin dan dén tang nong do loratadin trong huyét
twong. Vé mat lam sang, khong c6 biéu hién su thay 601 tinh an toan cua loratadin, va khong
¢6 thong bao vé tac dung an than hodc hién tugng ngét khi diéu tri dong thoi 2 thude nay.
Tdc dung khong mong muén:

Thuong gap, ADR > 1/100

Thén kinh: Pau dau.

Ti€u hoa: Khoé miéng,.

it gap, 1/1000 < ADR < 1/100

Thén kinh: Chéng mit.

Ho hap: Khé mii va hét hoi.

Tac dung khac: Viém két mac.

Hiém gap, ADR < 1/1000

Thén kinh: Trdm cam. 20142
Tim mach: Tim dap nhanh, loan nhip nhanh trén thét, danh tréng nguec. SONC
Tiéu hoa: Budn non. cO P
Chuyén hod: Chirc nang gan bat binh thudng, kinh nguyét khong déu. t{f];f

Tac dung khac: Ngoai ban, ni may day, va choang phan vé. _
Thong bso cho bac sy nhirng tic dung khéng mong mudn gip phai khi sir dung thu@

Sit dung qud lidu:

& ngudi 16n khi ubng qué liéu vién nén loratadin (40-180 mg), ¢6 nhitng biéu hién: Budn

ngt, nhip tim nhanh, nhirc dau. “

& tré em, ¢6 biéu hién ngoai thap va danh tréng nguc, khi uong thude qua licu (vuot 10 mg).

Piéu tri quéa lleu loratadin thuong la diéu tri triéu chung va hd tro, bat dau ngay va cluy tri

chirng nao con cén thiét. Trudong hop qué liéu loratadin cap, gay ndn bang siro ipeca dé thao b

sach da day ngay. Dung than hoat sau khi gdy non co thé giup ich dé ngan ngua hap thu
loratadin. Néu gdy non khong két qua hodc chdng chi dinh (thi du ngudi bénh bi ngat, co .

giat, hodc thiéu phan xa non), ¢ thé tién hanh rira da day véi dung dich natri clorid 0,9% va:

dit 6ng noi khi quan dé phong nglra hit phai dich da day.

Loratadin khong bi loai bang thdm tach mau.

Liéu ding - Cich diing: Dimg theo si chi dan cuia thdy thuéc

Nguoi 1on, ngudi cao tudi va tré em tir 12 tudi tror 1én: Dung mot vién nén 10 mg loratadin,

1 lanfngay

Tré em tir 2 dén 12 tudi:

Trong lugng co thé > 30 kg: 10 mg, mdt lan hang ngay.
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Trong lugng co thé < 30 kg: 5 mg, mot lan hang ngay.

Nguoi bi suy gan hodc suy than nang (d¢ thanh thai creatinin < 30 ml/phit), dung liéu ban
dau 1a 1 vién nén 10 mg loratadin, ctr 2 ngay mot lan.

Bado qudn: Trong bao bi kin, noi kho, nhiét d¢ dudi 30°C,

Han ding: 36 thang ké tir ngay san xuét.

Tiéu chuin: TCCS

Dé xa tim tay tré em. Doc ky hudng dan s dung trudoc khi ding
Néu cin thém thong tin xin hoi y kién bdc si
Khong ding khi thubc da qud han sie dung hodc khi da bi bién mau, vé bé...

San xuit tai: CHI NHANH CONG TY CO PHAN DUQC PHAM PHONG PHU
NHA MAY SAN XUAT DUQC PHAM USARICHPHARM

Dia chi: L6 12, Duong sb 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A,
Quén Binh Tan, Thanh phé H6 Chi Minh
TP IICM ngay 07 thang 05 nidm 2013




