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TICEVIS®

Vién nén

Loratadin

THANH PHAN
M@i vién nén TICEVIS® chira loratadin 10 mg.
Té duwge: Lactose monohydrat, tinh bt ngd (biip), magnesi stearat.

MO TA
Vién nén tron, mau triing, hai mat 161, dudmg kinh 6 mm.

DUQC LUC HOC

Loratadin la thube khdng histamin 3 vong ¢6 téc dung kéo dai ddi khang chon loc trén thy
thé H, ngoai bién va khong cé tic dung lim dju trén thin kinh trung wong. Loratadin
khéng ¢ tdc dung trén thy thé Ha.

Loratadin khong tre ché thu hoi norepinephrine va khéng dnh huémg dén chire nang tim
mach v hoat déng cia may tre tim. Didu tri dai ngay khong anh huéng ddng ké dén cde
déu hiéu sinh t6n, cdc két qua xét nghigm va dién tim do.

PUGC PONG HQC ?V

Loratadin hdp thu nhanh sau khi ung va chuyén héa qua gan ldn diu chu yéu boi
CYP3A; vi CYP,D;. Chit chuyén hoa chinh 1a desloratadin (DL) ¢6 tde dung duge 1.
Loratadin va DL dat ndng d§ dinh trong huyét twong (Cmax) tuong img khoang 1-1,5 gidr
va 1,5-3,7 gidr sau khi udng. Nong d6 huyét twong loratadin tang khi sir dung ddng théi
ketoconazol, erythromycin, va cimetidin trong nhimg thir nghiém [im séng ¢6 kiém soat,
nhimg didu ndy khong gdy ra sy thay déi rd rét vé mat 1am sing.

97%-99% loratadin lién két vai protein huyét tuong vé ti 1¢ gin két ctia chdt chuyén héa
¢d hoat tinh 14 73-76%.

&) ngudri tinh nguyén khée manh, thdi gian ban thai cta loratadin va chit chuyén héa co
hoat tinh tuong (mg 14 8.4 gidr va 28 gid.

Khodng 40% liéu ding dio thii qua nude tiéu vi 42% qua phén dudi dang chit chuyén
héa, trong vong 10 ngay. Khodng 27% liéu ding dao thai qua nude tiéu trong vong 24
gitr diu. it hon 1% liu ding d2o thai dudi dang khong déi, loratadin hodc DL.

Cic chi s6 sinh kha dung cia loratadin va chit chuyén hoa c6 hoat tinh ti 1§ véi lidu ding,
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Cée chi s6 sinh duge dong hoc cia loratadin v chit chuyén héa 14 twong duong nhau &
ngudi ngudi tinh nguyén ré tudi va naudd gia,

Sir dung ddng thii véi thire &n ¢6 thé lam giam nhe 4§ hip thu nhimg khéng anh hrimg
téi hidu qua lam séng cia loratadin.

O bénh nhén suy thin man, AUC vi ndng d§ dinh trong huyét twomg (Cmax) cia
loratadin vi chat chuyén héa c6 hogt tinh ting so véi ngudi ¢6 chire ndng thin binh
thirdmg. Thoi gian ban thai khéng cb sir khic nhau déng ké gita cae ddi tugng nay, Thim
tich méu khéng anh hudng dén dong duge hoc cia loratadin va chat chuyén héa ¢6 hoat
tinh & bénh nhin suy thin man.

(J bénh nhin suy gan man, AUC va nong d dinh trong huyét twong (Cmax) ciia loratadin
ting gdp doi, trong khi dé cac chi sb ding duge hoc cia chit chuyén héa ¢6 hoat tinh
khong thay déi ding ké so véi ngudi binh thutmg. Théi gian ban thai cia loratadin va
chét chuyén héa c6 hoat tinh I 24 giér tang & nhimg bénh nhan suy gan nang.

Loratadin v chdt chuyén héa ed hoat tinh duge bai tiét qua sira me.

CHI BPINH

Loratadin duge ding dé 1am giam cdc triu chimg két hop véi viém mii di img (hit hod,
chity nurée milil, ngira miii) cling nhu ngira vé x6t mit.

Lam gidm cdc triéu chimg cia cdc truomg hop ndi mé day hofie ce bénh da do dj img

khac. jj'l/
LIEU LUQNG VA CACH DUNG
Vién nén TICEVIS® duge dung dutmg ubng, trude hofic sau khi in.
Newgi lom va tré ent trén 12 tuéi: lieu khuyén céo 1vién (10 mg) mdi ngay.
Tré em 2 - 12 tudi: Ligu duge tinh theo thé trong.
Cén nding =30 kg: Liéu khuyén cdo 1vién (10 mg) mdi ngay.
Cin niing <30 kg: Lidu khuyén cdo 1/2vién (5 mg) méi ngiy.
Hiéu qua vii 43 an toan cha thude dbi vai tré em dudi 2 wéi chua duge xée dinh.

Bénh nhdn suy gan nging hodic suy thdn ning (d9 thanh thai ereatinin < 30 mi/ phiij: dimg

lidu Smg (1/2vién) mdi ngdy hofic 1vién (10 mg) hai ngiy mét lin,
Netedi gic vt ngueei suy thin: khong ¢6 khuyén cdo nao dic biét,

CHONG CHI PINH
Quéa min voi loratadin hofic desloratadin hogic bét ky thinh phin ndo eta thube.

Trang 2/ 4

MEDOCHEMIE LTD

1-10 Constantinoupoleos str
€Y - 3011 Limassol

lan
oy



https://trungtamthuoc.com/

THAN TRONG
Bénh nhan suy gan ning.

Bénh nhin khong dung nap galactose do di truyén, suy giam enzym Lapp lactase hodic
giam hdp thu gluicose — galactose.

TUONG TAC THUOC

Erythromyein, Ketoconazol, Cimetidin: Whimg thube nay lam tang ndng do loratadin
trong huyét tuong, nhung nhimg thay ddi nay khong c6 ¥ nghfa vé méit 1am sang.

Thén trong khi sir dung véi cde thude e ché chuyén hoa qua gan véi loratadin do c6 thé
lam ting néng do loratadin trong huyét tuong.

Rizpre: Khong c6 anh hudmg ndo ddng ké.

Thir nghiém trong phong thi nghiém: Nén ngung ding loratadin it nhét 48 gidr truede khi
thye hi¢n cac thir nghigm vé da do cic thube khang histamin ¢6 thé lam giam hofic ngin
can cde chi thi phdn img da duong tinh,

THOI KY MANG THAI & CHO CON BU

P an toan ctia loratadin trong thai ky v& cho con bi chua duge thiét 1dp, do dé chi ding
loratadin trong thai ky khi lgi ich mang lai vurgt trdi so véi nguy co c6 thé xay ra cho thai
nhi.

Néu ¢éin phai sir dung loratadin & phu nit cho con bil, nén ngung cho con bii do loratadin

tiét vao sira me. ?,/

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Bénh nhén nén duoc thong bdo thude ¢6 thé giy bubn ngl, ¢d thé anh hudimg dén kha
néng ldi xe va vin hanh mdy moc.

TAC DUNG KHONG MONG MUON

Loratadin khong ¢ tinh chét khang cholinergic va khéng ¢ téc dung lam dju trén thin
kinh trung womg, do d6 it gip cdce tdc dung khéng mong mubn nhu mét moi, khd migng,
dau déu, budn nga, bdn chdn.

Rt hiém khi giip cde tdc dung khéng mong mubn nhu soc phan v, rung toc hojie phét
ban. Cée tée dung khdng mong mudn nhu chéng mit, budn ngd, mét ngd, tim ddp nhanh,
hdi hop, dau bung, budn noén, viém da day, 6i mira, &n khong tiéu, tiéu chay. ting enzym
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gan, tang bilirubin, viém gan, dau co va phan img qud min rdt hiém khi duge bdo cdo
thiy.,

Tée dung khong mong mubn thudng gp nhit & tré tir 2 dén 12 wdi 1 nhie ddu (2,7%),
bén chén (2,3%) va mét moi (1%).

Tée dung khéng mong mudn thudmg gip nhét & nguoi 16n va tré vi thanh nién 13 buon
ngi, nhirc ddu, ting cam gide ngon miéng va mét ngy.

Théng bie clo bdc s§ nhimng tic dung khong mong muén gip phdi khi sie dung thuéc.

QUA LIEU

Qua li¢u loratadin ¢6 thé lim ting céc trigu chimg khang cholinergic. Budn ngd. tim dap
nhanh vi nhite diu duge bdo ¢do khi ding qua licu. Diéu trj tridu chimg va hd trg. C6 thé
kich thich gy nén (vi dy bing siro ipeca) néu bénh nhin con tinh téo, Diing than hoat sau
khi géy non ¢6 thé gitip hdp thu lugng thude con trong da diy. Néu gy nén khéng két
qué hofic chéng chi dinh, ¢6 thé tién hinh rira da day voi dung dich nwde mudi sinh 1y
hodic véi nude,

Sau khi cfp ciru, bénh nhin nén duge theo doi cde trigu chimg 1am sing dé phong ngira
hit phai djch da day, nhéit 1a di véi tré em. Loratadin khang bi logi biing thim tach méu
v chua biét loratadin ¢6 duge logi biing thim phén phic mac hay khéng. LTp
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QUI CACH PONG GOI: Hop 2 vi hodic 10vi x 10 vién.
BAO QUAN: (J nhiét dj dui 30°C trong bao bi kin. ;‘/
HAN DUNG: 24 thang ké tir ngiy san xust.

Khéng dimg thude khi da qud han sie dung.
Poc k§f lucdng din sie dung tricde khi ding.
Néu cin thém théng tin, xin héi § kién béc si.
Trédnh xa tam tay tré em.

Sin xudt bdi MEDOCHEMIE LTD —Ciing hoa Sip (Chéu Au): TuQ. CUCTR WiNG
Van phong: 1 - 10 Constantinoupoleos street, 3011 Limassol, p TRL{N G P IO}(,
Nha mdy trung tdm: 1 - 10 Constantinoupoleos street, 3011 leasfﬁ? én 'Ir";/' o Ung
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