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Bao quan: bao quan dudi 30°C.

| Chi dinh, lidu dung & cach st dung,
chéng chi dinh, than trong va cac thong

tin khac: Xem t& huéng dan st dung. San xuét bdi: g
»_» Windlas Biotech Limited A, Cj' -
Dé thube xa tdm tay tré em. ::.‘... 40/1, Mohabewala Industrial Area, Lan daucunouo/-uluuu/ulZ“/u(Go
i Doc ky hwéng dén sir dung trwée khi ding WINDLAS 2ehradun—2481 10, Unarakhand,l ‘
n Do. !

Hop 10 vi x 10 vién

LORABAY

Vién nén Loratadin 10 mg

LORABAY
Loratadine tablet USP 10 mg
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COMPOSITION Mfg.Lic.No.:
Each uncoated tablet contains:
Loratadin USP 10 mg Reg. No./SPK:
Storage: store below 30°C.
Importer/DNNK:
Indications, Dosage & administration,
contraindications and further informations:
Please refer the package insert. Manufactured by: |
Read carefully the enclosed leaflet : 4
“s, .“o° Windlas Biotech Limited
before taking the medicine. “28,8" 401, Mohabewala Industrial Area,
Keep out of reach of the children winbLAs  Dehradun-248110, Uttarakhand, India. ‘
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LORABAY

Dé thuéc xa tam lay tré em.

Doc ky huong dan str dung trueée khi dimg

Néu can thém théng tin xin héi y kién bdc sy.

Théng bdo cho bdc st nhitng tdc dung khong mong muon gép phai khi sir dung thuéc.

THANH PHAN

MB3i vién nén khong bao c6 chira:

- Hoat chat: Loratadin 10 mg

- Ta dwoc: Lactose, tinh bot ng(}, polyvinyl Pyrrolidon (K-30), colloidal anhydrous silica,
magnesi stearat, bot talc tinh khiét.

MO TA

Vién nén khong bao, mau tre"mg, hinh tron, phéng, c6 khic vach & mot mit.

CHI PINH

Viém miii di ung.

Viém két mac di Uimg.

Ngtra va may day lién quan dén histamin.

CHONG CHI PINH O)’I
Qua man v&i bat ky thanh phfm nao cua thudce. =
LIEU DUNG VA CACH DUNG

Ngueoi lon, ngu'm cao tudi va tré em tir 12 tuéi tré lén:

Dung mét vién nén 10 mg loratadin, dung mét lan/ngay.

Tré em: 6 - 12 tui:

C6 thé dung liéu 5-10 mg, mot 1an hang ngay

Ngudi bi suy gan hodc suy than niing (d9 thanh thai creatinin < 30 ml/phut), dung liéu ban dau la
1 vién 10 mg, cir 2 ngay mot lan.

THAN TRONG VA LUU Y PAC BIET KHI SU DUNG

Suy gan.

Khi dung loratadin, ¢6 nguy co khé miéng, dac bi€t & ngudi cao tudi, va ting nguy co siu rang.
Do d6, can phai v€ sinh rang miéng sach s& khi dung loratadin.

SU DUNG O PHU NU'MANG THAI VA PHU NU PANG CHO CON BU

Thoi ky mang thai

Chua c6 nhing nghién ciru day duva kiém soat tot vé sir dung loratadin trong thai ky. Do d6 chi
diing loratadin trong thai ky khi can thiét, v6i liéu thap va trong thoi gian ngin.

Thoi ky cho con bu

Loratadin va chét chuyén héa descarboethoxyloratadm tiét vao sira me. Néu can str dung
loratadin & ngudi cho con bu, chi dung loratadin véi liéu thip va trong thoi gian ngén.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 dit liéu cu thé.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Piéu tri ddng thoi loratadin va cimetidin din dén tang ndng do loratadin trong huyét twong 60%,
do cimetidin trc ché chuyén hoa ctia loratadin. Diéu nay khong c6 biéu hién lam sang.

Diéu tri ddng thoi loratadin va ketoconazol din t6i ting nong do loratadin trong huyét tuong gip
3 1an, do tc ché CYP3A4. Diéu d6 khong c6 biéu hién 1dm sang vi loratadin ¢6 chi sé diéu tri
rong.
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Piéu tri ddng thoi loratadin va erythromycin din dén tang ndng do loratadin trong huyét tuong.
AUC (dién tich dudi dudng cong cta nong do theo thoi gian) cta loratadin, ting trung binh 40%
va AUC cua descarboethoxyloratadin ting trung binh 46% so véi diéu tri loratadin don doc. Trén
dién tam d6 khong c6 thay ddi vé khoang QTc. Vé mdt 1am sang, khong c6 biéu hién su thay doi
tinh an toan cua loratadin, va khong c6 thong béo vé tic dung an thin hodc hién tuong ngét khi
diéu tri ddng thoi 2 thude nay.

TAC DUNG KHONG MONG MUON

Khi str dung loratadin véi liéu 16n hon 10 mg hang ngay, nhing tac dung khong mong mudn sau
day c6 thé xay ra:

Thuong gap, ADR > 1/100

Than kinh: Pau dau.

Ti€u hoa: Kho miéng.

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

Than kinh: Chéng miit.

H6 hip: Kho mili va hét hoi.

Khac: Viém két mac.

Hiém gap, ADR < 1/1000

Than kinh: Trdm cam. @T

Tim mach: Tim dap nhanh, loan nhip nhanh trén thit, d4nh trng nguec.

Tiéu héa: Budn nén.

Chuyén héa: Chirc nang gan bt binh thudng, kinh nguyét khong déu.

Khéc: Ngoai ban, ni may day, va choang phan v¢.

QUA LIEU

O ngudi 16m, khi udng qua li liéu vién nén loratadin (40 - 180 mg), c¢6 nhing biéu hién: Buon ngu,
nhip tim nhanh, nhic dau. O tré em, c6 biéu hién ngoai thap va danh tréng nguc, khi uong qua
liéu (vuot 10 mg). Piéu tri qua 11eu loratadin thudng 1a diéu trj triéu ching va hd trg, bit dau
ngay va duy tri chimg nao con can thiét. Trudng hop qua liéu loratadin cap, gy non bang siro
ipeca dé théo sach da day ngay. Dung than hoat sau khi gdy non c6 thé gitp ich dé ngin ngura
hip thu loratadin. Néu gy non khong ket qua hoac chéng chi dinh (thi du ngudi bénh bi ngét, co
giat, hoac thiéu phan xa nén), c6 thé tién hanh rira da day véi dung dich natri clorid 0,9% va dit
6ng ndi khi quan dé phong ngtra hit phai dich da day.

Loratadin khong bi loai bang thdm tach mau.

DUQC LY LAM SANG

Dwge lue hoe i
Loratadin 1a thudc khang histamin 3 vong c6 tac dung kéo dai d6i khang chon loc trén thu thé H,
ngoai bién va khong c6 tac dung lam diu trén than kinh trung uong. Loratadin thudc nhém thude
d6i khang thu thé H; thé hé thtr hai (khong an than).

Loratadin ¢6 tac dung lam nhe bét tri¢u chimg cua viém mii va viém két mac di img do giai
phdng histamin. Loratadin con c¢6 tac dung chdng ngira va ndi may day lién quan dén histamin.
Tuy nhién, loratadin khong c6 tac dung bao v¢ hodc trg gitp 1am sang db6i voi truong hop giai
phéng histamin nidng nhu choang phan vé. Trong truong hop do, diéu tri chu yéu la dung
adrenalin va corticosteroid.

Thubc khang histamin khong c6 vai trd trong diéu tri hen.

Nhimg thudc dbi khang H; thé hé thir hai (khong an than) nhu: Terfenadin, astemizol, loratadin,
khong phén bd vao nio, khi dung thudc véi liéu thong thudng. Do do, loratadin khong c6 tac
dung an than, ngugc véi tic dung phu an than ctia cac thudc khang histamin thé hé thir nhét.
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Pé diéu tri viém miii di ing va may day, loratadin c¢6 tac dung nhanh hon astemizol va c6 tac
dung nhu azatadin, cetirizin, chlopheniramin, clemastin, terfenadin va mequitazin. Loratadin c6
tan suét tac dung phu, dac biét dbi v6i hé than kinh trung wong, thdp hon nhimng thudc khang
histamin thudc thé hé thir hai khéc.

Vi vy, loratadin ding ngay mot lan, tac dung nhanh, dac biét khong cé tac dung an than, la
thudc lua chon déu tién dé diéu tri viém mii di Urng hodc may day di irng.

Nhitng thudc khang histamin khong c6 tac dung chira nguyén nhan ma chi trg gitip 1am nhe bét
triéu chimg. Bénh viém miii di tng c6 thé l1a bénh man tinh va tai dién; dé diéu tri thanh cong
thuong phai ding cac thude khang histamin 1au dai va ngét quing, va sir dung thém nhimng thudc
khéc nhu glucocorticoid dung theo dudng hit, va dung kéo dai.

C6 thé két hop loratadin véi pseudoephedrin hydroclorid d& lam nhe bét triéu chimg ngat mili
trong diéu tri viém mili di img c6 kém ngat miii.

Dwogc dong hoc

Loratadin hép thu nhanh sau khi uéng. Nong do dinh trong huyét tuong trung binh cua loratadin
va chat chuyén héa c6 hoat tinh ctia né (descarboethoxyloratadin) tuong g la 1,5 va 3,7 gio.
97% loratadin lién két véi protem huyét tuong. Nua doi cia loratadin 1a 17 gio va cua
descarboetho- xyloratadin la 19 gi¢. Nua doi cua thubc bién ddi nhidu giira céc cé thé, khong bi
anh huong boi uré méu, tang 1én & ngudi cao tudi va ngudi xo gan.

Do thanh thai cua thube 1a 57 - 142 ml/phut/kg va khong bi anh hudng boi uré mau nhung giam
& ngudi bénh xo gan. Thé tich phan bd caa thude 1a 80 - 120 lit/kg.

Loratadin chuyén hoéa nhiéu khi qua gan lan dau boi hé enzym microsom cytochrom P450;
loratadin chu yéu chuyén héa thanh descarboethoxyloratadin, 1a chat chuyén héa cé tic dung
dugc ly.

Khoang 80% tdng lidu cua loratadin bai tiét ra nudc tiéu va phan ngang nhau, dudi dang chét
chuyén hoa, trong vong 10 ngay.
Sau khi udng loratadin, tac dung khang histamin cua thudc xuét hién trong vong 1 - 4 gio, datitdi
da sau 8 - 12 gio, va kéo dai hon 24 gio. Nong do cua loratadin va descarboethoxyloratadir
trang thai 0 6n dinh ¢ phan 16n ngudi bénh vao khoang ngay thir nam dung thudc. '
BAO QUAN

Béo quan dudi 30°C. 4
HAN DUNG

24 thang ké tir ngay san xuét. (DT

PONG GOI

Hop chira 10 vi nhdm-nhom x 10 vién.

TIEU CHUAN CHAT LUQNG

Tiéu chuén USP 38

Sin xuit boi: Windlas Biotech Limited )

40/1, Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, An Dg.
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