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Dé thude xa tdm tay tré em, %
Doc k§ hcmg dén sic dung truce khi dimg 2%
Néu cdn thém thong tin xin héi y kién béc s7. . (/OO
Thing bdo cho bdc 57 nhimg tac dung khing mong muon gdp phai khi sit dung thude, ~oo/))/

THANH PHAN
MG&i vién nén khong bao ¢6 chira:
= Hoat chai: Loratadin 10 mg
- Ta dwpe: Lactose, tinh bt ngd, polyvinyl Pyrrolidon (K-30), colloidal anhydrous silica,
nﬁ;&gn:si stearat, bit tale tinh khiét.
A

Vién nén khong bao, mau triing, hinh tron, phing, ¢6 khiic vach & mot mét,

CHI BINH

Viém mii dj img.

Viém két mae dj (mg. J

Ngira va may day lién quan dén histamin.

CHONG CHI PINH ()%

Qué mén véi bit k¥ thanh phin nio cia thudc. -

LIEU DUNG VA CACH DUNG |

N lém, ngwedi cao tudi v tré em tie 12 tudi trir lén:

Diing mjt vién nén 10 mg loratadin, ding mét lin/ngay.

Tré em: 6 - 12 tuoi:

C6 thé ding liéu 5-10 mg, mét lin hang ngay

Nguini bj suy gan hofic suy thin ning (40 thanh thai creatinin < 30 ml/phat), ding liéu ban dau la
| vién 10 mg. cir 2 ngay mét lan.

THAN TRONG VA LUU Y PAC BIET KHI SU DUNG

Suy gan. .

Khi ding loratadin, ¢6 nguy co khé mi¢ng, ddc bi§t & ngudi cao tudi, va ting nguy co sdu ring.
Do do, phai v¢ sinh ring miéng sach s& khi ding loratadin.

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

Thai kY mang thai

Chua c6 nhimg nghién ciru ddy di va kiém sodt tot vé sir dung loratadin trong thai ky. Do d6 chi
diing loratadin trong thai k¥ khi ciin thiét, véi lidu thap va trong théi gian ngin.

Thai ky cho con b

Loratadin vi chit chuyén héa descarboethoxyloratadin tiét vao sita me. Néu cin sir dung
loratadin & nguéi cho con by, chi diing loratadin véi liéu thip va trong thid gian ngin.

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

Chura c6 dir ligu cy thé.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Diéu trj dong thi loratadin va cimetidin diin dén ting nong d9 loratadin trong huyét trong 60%,
do cimetidin (rc ché chuyén hba cia loratadin. Diéu nay khing cd biéu hién lim sang.

Piéu trj dong thai loratadin va ketoconazol din t6i ting nong dj loratadin trong huyét tong gip
3 lin, do irc ché CYP3A4. Didu d6 khéng c6 biéu hién 1dm sing vi loratadin c6 chi sb diéu trj
rong.
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Biéu tri dong théi loratadin va erythromycin din dén ting nong dj lﬂl’ﬂlﬂdi;'lo huyét tuong.
AUC (dién tich dudi duimg cong ciia ndng d§ theo thiri gian) cia loratadin, ting #ung binh 40%
vit AUC cua descarboethoxyloratadin ting trung binh 46% so vdi diéu trj loratadin ), doc. Trén
dién tim d6 khong c6 thay ddi vé khoang QTe. Vé mit ldm sing, khing co biéu hién s doi
tinh an todn cta loratadin, va khong ¢6 thdng bdo vé tic dung an thin hofic hién twgng khi
diéu trj ddng thai 2 thube nay. X
TAC DUNG KHONG MONG MUON '
Khi sir dyng loratadin véi lidu lém hom 10 mg hang ngiy, nhimg tic dung khdng mong mudn sau
ddy co thé xay ra:

Theieomg gdp, ADR = 17100

Thén kinh: Dau diu.

TiEu hoa: Khi migng.

It gap, 171000 < ADR < 1/100

Than kinh: Chéng mét.

Hé hap: Kho mii va hat hoi.

Khéc: Viém két mac.

Hiém gdp, ADR < 1/1000

Than kinh: Trim cam. (DT

Tim mach: Tim dip nhanh, loan nhjp nhanh trén thit, dinh tring ngye.

Tiéu héa: Budn nén.

Chuyén héa: Chirc ning gan bét binh thuimg, kinh nguyét khéng déu.

Khac: Ngoai ban, noi may day, va chodng phan vé.

QUA uﬁ'

O ngudi 16m, khi udng qud lidu vién nén loratadin (40 - 180 mg), ¢é nhimg bi¢u hién: Budn ngu,

nhjp tim nhanh, nhirc dau. O tré em, c6 biéu hién ngoai thap va danh trong ngye, khi udng qué

lidu (vwgt 10 mg). Diéu trj qua liéu loratadin thuémg la diéu trj triéu chimg va hd tro, bt diu

ngay vii duy tri chimg ndo con cin thiét. Truémg hop qua liéu loratadin cdp, gdy nén biing siro

ipeca dé thio sach da day ngay. Dung than hoat sau khi giy nén co the gidp ich dé ngin ngira

hdp thu loratadin. Néu giy non khong két qua hodic chong chi dinh (thi du ngudi bénh bi ngdt, co
idt, hodc thiéu phan xa nén), cd thé tién hanh ria da day vai dung dich natri clorid 0,9% va djt

g ndi khi quin dé phong ngira hit phai djch da day.

Loratadin khong bj loai bing thim tich méiu.

DUGC LY LAM SANG

Dargee lye hge i

Loratadin la thuoc khang histamin 3 vong co tac dung kéo dai dbi khang chon loc trén thu thé H,

ngoai bién va kh:ﬁng ¢b téc dung lam dju trén than Kinh trung vong. Loratadin thudc nhom thudc

dgi khéng thy thé H, thé hé thir hai (khéng an thin).

Loratadin ¢6 tic dung lam nhe bdn triéu chimg cia viém mii va viém két mac di img do giai

phdng histamin, Loratadin con cd tac dyng :ﬂlg ngira va ndi may day lién quan dén histamin,

Tuy nhién, loratadin khéng ¢6 tac dung bao vé hofic trg gitip lim sing déi véi tredmg hop gidi

phéng histamin ndng nhu chodng phan vé. Trong trudmg hop dé, diéu trj chi yéu 1 ding

adrenalin va corticosteroid.

Thube khéng histamin khéing c6 vai trd trong diéu trj hen.

Nhiing thudc déi khang H; thé hé thir hai (khéng an thin) nhu: Terfenadin, astemizol, loratadin,
khong phin bé vio ndo, khi ding thuc vi liéu thong thuimg. Do d6, loratadin khong c6 téc

dung an than, ngugce vai téc dung phy an thén cia céc thuic khing histamin thé hé thir nhat.



%
Dé didu trj viém mii di img va may day, loratadin ¢ tic dung nhanh hon Iﬁltmi%# vl ¢h e
dung nhu azatadin, cetirizin, -:hlﬂphemﬂmm clemastin, terfenadin vi mequitazin. L( in ¢
tdn sudt tic dung phy, dfic bigt doi voi hé thin kinh trung wong. thip hon nhimg thuu@a.ng
histamin thudc thé hé thir hai khéic.

Vi tﬁ} loratadin dung ng&}r mdt lan, téc dung nhanh, dic biét khing cé tac dung an thnn
thudc lya -n:h-.}n diu tién dé diéu trj viém mii dj ung hode may day dj ing.

Nhimg thude khing histamin khing ¢ tdc dyng chira nguyén nhin ma chi trg gidp lam nhg b
tri¢u chimg. Bénh viém mi dj (mg cd thé i bénh man tinh va b dién; dé diéu tri thanh cong
thuimg phai diing céc thude khing histamin ldu dai va ngit quing. va sir dung thém nhimg thude
khéc nhur glucocorticoid dimg theo dudmg hit, va ding kéo dai.

Co thé ket hop loratadin véi pseudoephedrin hydroclorid dé lam nhg bét trig¢u chimg ngat mii
trong diéu trj viém mili dj img cé kém ngat mii.

Durgre dgng hoe

Loratadin hiip thu nhanh sau khi udng. Ndng d§ dinh trong huyét nrong trung binh cia loratadin
v chit chuyén héa cé haql, tinh ¢da nd {desmd:uethntylnml&dm} tuomg (mg la 1.5 va 3,7 gio.
97% loratadin lién két voi protein huyét womg. Nia doi cia loratadin 13 17 giv va cua
descarboetho- xyloratadin & 19 giir. Nira ddi cia thude bién dbi nhidu giira cdc cd the, khéng b
anh hudmg bad uré mau, ting lén & ngudi cao tudi v ngurin Xor gan.

D thanh thii cda thude 14 57 - 142 ml:"phul."kg vi khing bj anh hidmg bai uré mau nhumg giam
& ngudi bénh xo gan. Thé tich phin bd cia lhuaf:c I 80 - 120 livkg.

Loratadin chuyén héa nhiéu khi qua gan lin ddu bdi hé enzym microsom cytochrom P450;
loratadin chil yvéu chuyén hda thanh descarboethoxyloratadin, li chit chuyén hoa co tic dyng
duge 1y.

Khoing 80%% tong liéu cua loratadin bai tiét ra nudc tidu va phin ngang nhau, dudi dang chit
chuyén hoa, trong vong 10 ngiy.

Sau khi uong loratadin, téc dung khing histamin cua thude xudt hién trong vong | - 4 gidr,
da sau 8 - 12 gity, v kéo dai hon 24 gid. Nong d§ cia loratadin va dth‘.lrbﬂv.!tm:-’.j'lﬂmladl
trang thai on djnh & phin lém nguisi bénh vao khoang ngiy thir nim ding thude. .
BAO QUAN

Bao quan dudi 30°C.

HAN DUNG i

24 thang ké tir ngay sin x

PONG GOI (D"

Hap chira 10 vi nhdm-nhém x 10 vién.

TIEU CHUAN CHAT LUQNG

Tiéu chuin USP 38

Sin xuit bai: Windlas Biotech Limited )

40/1, Mohabewala Industrial Area, Dehradun-248110, Untarakhand, An B3,
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