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_TO HUONG DAN SU DUNG

Dé xa tam tay tré em.
Poc ki hwéng din sir dung truréc khi dung.
THANH PHAN: MGi vién nang cimg chira:
Thanh phén dugc chdt: Loratadin ....................... 10 mg
Thanh phffn ta duge: Tinh bot san, Lactose monohydrat, PVP. K30, Natri starch glycolat, Talc, Magnesi stearat, Vo
nang cirng rong s6 4.
DANG BAO CHE: Vién nang cimg s 4, than mau nga, nfip mau xanh, bén trong chira bot thudc mau tréng.
CHI PINH
— Diéu tri giam céc triéu ching lién quan dén viém mii dj mg theo mila va lau nam, nhu hét hoi, chay nuée mii
va ngira, ngira va néng mat.
— Diéu tri giam triéu chimg va dau hiéu ciia may day man tinh va céc rdi loan dj img da khéc.
CACH DUNG, LIEU DUNG
Céch dung: Dung theo dudng udng.
Liéu ding:
Nguoi l6m va tré em tir 12 tudi tro 1én: 10 mg (1 vién) x 1 lan/ngdy.
Bénh nhan suy gan ngng: Liéu khuyén cao 10 mg dung cach ngay.
Bénh nhdn suy thdn: Khong cén diéu chinh liéu.
CHONG CHI PINH
Qué mén véi loratadin hodic bat ky thanh phin nao cia thude.
CANH BAO VA THAN TRONG
Nén thén trong khi sir dung loratadin cho nguoi suy gan nang.
Nén ngirng diing loratadin trong it nhat 48 gid trudce khi lam cac xét nghiém vé da, vi céc thudce khang histamin c6
thé ngin can hojc 1am giam cac phan g dwong tinh dbi véi cc chi s phan img ciia da.

Canh bdo vé lactose: Thude ndy c6 chira lactose nén khong ding cho ngudi bénh méic cac rdi loan di truyén hiém |

gip vé khong dung nap galactose, chimg thiéu hut lactase Lapp hodc réi loan hép thu Glucose-Galactose.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai:
Mot lugng Ién dir liéu vé phu nir mang thai (hon 1000 ngudi) cho thiy loratadin khong gay dj tat va khong gy ddc
hai cho bao thai/tré so sinh. Céc nghién ctru trén ddng vét cho thay loratadin khéng c6 tac dung giy hai tryc tiép
hodc gi4n tiép trén kha ning sinh san. Dé phong ngira nén tranh sir dung loratadin trong thdi ky mang thai.
Thoi ky cho con bi:
Loratadin dugc bai tiét qua sita me¢, do d6 khéng khuyén céo dung loratadin cho phu nir cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Loratadin khong cé hogic anh hudng khong dang ké dén kha naing lai xe va sir dung méy méc. Tuy nhién, bénh nhén
nén duge thong bao cé mot sb it ngudi bi budn ngu, didu ndy c6 thé anh huéng dén kha ning léi xe hodc sir dung
may moc.

TUONG TAC, TUONG KY
Twong tic:
Khi ding ddng thoi loratadin véi rugu, loratadin khéng c¢6 tic dung ting cuomg da duoc do ludng qua céc thi nghiém
vé tAm than vin dong.

Co6 thé xay ra trong tac tiém tang véi tit ca cac thude tre ché da biét 1a CYP3A4 hoac CYP2D6, dan dén tang nong dd |-

cuia loratadin, diéu nay c6 thé giy ting céc phan img bt lgi. :
Tang ndng d§ loratadin trong huyét tuong da duge bao céo sau khi ding ddng thai véi ketoconazol, erythromycin va
cimetidin trong cac thir nghiém kiém soat, nhung khong thay doi dang ké vé mat 1am sang (bao gom ca dién tam do).
Tré em: Nghién ciru twong tac chi dugce thyc hién & nguai 16n.
Twong ky:
Do khéng c6 céc nghién ciru vé tinh tuong ky cia thudc, khong tron 1dn thude ndy véi cac thude khac.

TAC DUNG KHONG MONG MUON ,
Trong céc thir nghiém 1am sang & tré em tir 2 dén 12 tudi, céc phan tmg bit loi thuong gip duge béo cdo vuot hon gia
duoc 1a dau diu (2,7%), nong nay (2,3%) va mét moi (1%). ) .
Trong c4c thir nghiém lam sang lién quan dén ngudi 16n va thanh thi€u nién trong mdt loat céc chi dinh bao gom viém
mili di (mg v4 may day man tinh vé cin, & liéu khuyén cdo 10 mg mdi ngay, phan tmg bét lgi cla loratadin da dugc
bao céo 2% bénh nhan vugt hon gia duge. Cac phan img bt lgi thuong gip nhat duge bio céo vuot qué gia duge la
ngt ga (1,2%), dau dau (0,6%), ting thém &n (0,5%) va mét ngu (0,1%).
Bang danh muc céc phén (g bat loi
Céc phan g bat loi duge bao cdo sau thoi gian luu hanh. Tén suét duoc xac dinh nhu sau: Rat thudng %ép =1/10);

thuong gip (>1/100 dén <1/10); it gip (>1/1.000 dén <1/100); hiém gip (=1/10.000 dén <1/1.000); rat hiém gap

(<1/10.000); chua rd tin suat (khong thé ude tinh duoc tir dif liéu c6 sin).
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NS A T G TS RRGRO WAL phan tmg bt Ioi duge trinh bay theo thi t giam dan mitc 40 nghiém trong.

Heé co quan Tan suat Téac dung khong mong muon
Roi loan hé mién dich Rat hiém gip Phan {mg qua man (bao gdm phui mach va s3c phan vé).
ROi loan hé than kinh Rat hiém gap Chéng mit, co gidt.
ROi loan tim mach Rét hiém gip Tim dép nhanh, danh trong ngyc.
Rdi loan tiéu héa Rat hiém gap Buon nén, khé miéng, viém da day.
Roi loan gan - mét Rat hiém gip Chirc niing gan bat thudng,
Roi loan da va md duéi da_| R4t hiém gap Phat ban, rung téc.
Roi loan chung Rat hiém gap Mét moi.
Pang diéu tra nghién ctru | Chua ro tan suat Ting cén.
QUA LIEU VA CACH XU TRi
Triéu chimg:

Qué liéu xdy ra lam ting céc tri¢u chimg khéng cholinergic. Ngi ga, tim dap nhanh va nhirc diu da dugc béo céo
khi diing qua liéu.
Xir tri:
Trong bién ¢ qua liéu, diéu trj triéu chimg va hd tr tdng quét va duy tri trong thdi gian dai khi cin thiét, C6 thé
dung than hoat tinh du6i dang bun véi nuée. Rira da day c6 thé ciing duoc xem xét. Loratadin khong bj loai bo
béng thim phan mau va khong biét loratadin ¢6 b loai bo bang thim phan phiic mac hay khéng. Sau khi xir tri cip
ciru phai tiép tuc theo ddi bénh nhan.
PAC TINH DUQC LUC HQC
Nhém duge ly: Thude khang histamin, d6i khang thu thé H,.
Mia ATC: R0O6AX13
Co ché hoat dong
Loratadin la thu6e khéng histamin ba vong v&i hoat dong khéng thu thé chon loc H; ngoai vi.
Tadc dung duoc lyc
Loratadin khéng c6 dc tinh an than hoic khan g cholinergic déng ké vé mit 1am sang & phan 16n dan s6 va khi dung
& liéu khuyén céo.
Trong qué trinh diéu trj 1au dai, khong cé thay d6i dang ké nao v& mit 1am sang vé cac d4u hiéu sinh tdn, céc gia tr
xét nghiém, thé chat hodc dién tdm do.
Loratadin khéng hoat dong dang ké trén thy thé H,. Loratadin khéng e ché sy hép thu norepinephrin va thyc té
khéng anh huéng dén chirc nang tim mach hodc hoat dong ndi tai ctia may tro tim.
Céc nghién ctru vé nét phong trén da ¢ nguoi sau khi ding mot lidu duy nhét 10 mg da chi ra ring tac dung khang
histamin trong vong 1 - 3 gid, dat dén dinh & 8 - 12 gi¢ va kéo dai hon 24 gid. Khong c6 bing chimg vé dung nap
ddi véi tac dung nay sau 28 ngdy dung loratadin.
Hiéu qua lam sang va an toan
Hon 10.000 dbi tugng (tir 12 tudi tré 1én) da dwoc didu trj bing loratadin 10 mg trong céc thir nghiém 1am sang c6
doi chirng. :
Loratadin 10 mg x 1 lin/ngay vuot trdi hon so véi gia dugc va twong ty nhu clemastin trong viéc cai thién tic dung |-
trén mili va cdc tri¢u chimg khong & miii ciia AR. Trong nhitng nghién ciru nay, ngu ga it xay ra voi loratadin hon la
vGi clemastin va ciing tan suit nhu terfenadin va gia duge. Trong sd cac dbi tugng nay (12 tudi try 1én), 1000 ddi
tuong voi CIU da duge ghi danh vao cic nghién ciru déi chimg véi gia duge. Liéu loratadin 10 mg x 1 lan/ngay tbt
hon gia dugc trong diéu trj CIU dugc chig minh viéc giam trigu chimg lién quan dén ngira, ban do va néi mé day.
Trong nhitng nghién ciru nay ty 1¢ nga ga véi loratadin twong ty nhu gia duge.
Tré em
Khoang 200 dbi twong tré em (6 dén 12 tudi) bj viém miii dj img theo mua da diing loratadin dang xi-ré & liéu lén
dén 10 mg x 1 lan/ngay trong cdc thir nghiém 1am sang cé d6i chimg. Trong mét nghién ciru khac, 60 dbi tuong tré
em (tir 2 dén 5 tudi) dung loratadin dang xi-r6 5 mg x 1 ln/ngay. Khéng cé phan (g bét loi bét ngdr ndo duoc quan
sat. Hi¢u qua ¢ tré em tuong ty & ngudi 16n.
PAC TINH DUQC PONG HQC
Hap thu
Loratadin dugc hap thu t6t va nhanh. Thirc &n c6 thé lim cham nhe qua trinh hip thu loratadin nhung khong anh
huéng dén higu qua lam sang. Céc thong s8 sinh kha dung cita loratadin va chit chuyén héa c6 hoat tinh ty 1é thuan
voi lieu dung.
Phdn phéi
Loratadin lién két cao v6i protein huyét twong (97% dén 99%) va chat chuyén hoa chinh c6 hoat tinh la desloratadin |-
(DL) lién két vira phai (73% dén 76%). .
O nguoi khoe manh, thoi gian ban huiy trong huyét twong ciia loratadin va chat chuyén héa c6 hoat tinh tuong ng
khoang 1 va 2 gio.
Chuyén héa
Sau khi uéng, loratadin dugc hip thu tét va nhanh chéng, va trai qua qua trinh chuyén héa l4n dau manh, chi yéu
b&i CYP3A4 va CYP2D6. Chiét chuyén héa chinh-desloratadin (DL) - c6 hoat tinh dugc Izy va chju trach nhiém
phan 16n hiéu qua 1am sang. Loratadin va DL dat dugc ndng dé tdi da tuong g trong huyct tuong (Tmax) tir 1 —
Trane 2/3




htt

QUICACHP

mthuoc com/

1,5 gid'va 1,5 — 3,7 gior sau khi udng.
Thai trir
Khoing 40% liéu dung dugc bai tiét qua nude tiéu va 42% qua phan trong khoang thoi gian 10 ngay va chi yéu
duéi dang chit chuyén héa lién hop. Khoang 27% liéu ding duge thai trir qua nude tiéu trong 24 gid dau.
Dudi 1% hoat chét dugc bai tiét dudi dang khong ddi, nhwr loratadin hodc DL.
Thdi gian bén thai trung binh & ngudi 16n khoe manh 14 8,4 gior (khoang = 3 dén 20 gio) d6i vai loratadin va 28 gidr
(khoang = 8,8 dén 92 gi®) dbi v6i chit chuyén héa chinh c6 hoat tinh.
Suy théan
O bénh nhén suy than man tinh, ca AUC va ndng d6 dinh trong huyét tuong (Cmax) déu tang dbi voi loratadin va
chét chuyén héa ¢ hoat tinh so véi AUC va ndng d6 dinh trong huyét twong (Cmax) ciia bénh nhén c¢6 chirc ning
thén binh thudng. Thoi gian ban thai trung binh cta loratadin va chét chuyén héa c6 hoat tinh khong khac biét diin‘g
ké so v&i ngudi binh thuong. Tham phan méu khéng cé tac dung trén dugc dong hoc cua loratadin hodc chét
chuyén héa c6 hoat tinh & ngudi suy than man tinh.
Suy gan
O bénh nhén bj bénh gan man tinh do rugu, AUC va nf‘mg 6 dinh trong huyét twrong (Cmax) cua loratadin cao gép
d6i trong khi dugc dong hoc ciia chit chuyén hoa c6 hoat tinh khong thay ddi déng ké so vGi bénh nhén c6 chirc
ning gan binh thudng. Thoi gian ban thai cia loratadin va chét chuyén héa ciia n6 twong (g 1a 24 gid va 37 gid, va
tang v&i mirc d nghiém trong trong bénh gan.
Ngudi cao tudi
Ho so duge dong hoc cuia loratadin va chit chuyén héa c6 hoat tinh c6 thé so sanh & nhitng ngudi tinh nguyén khoe
manh va & ngrc‘ri tinh nguyén cao tudi khoe manh.
NG GOI : Hop 10 vi x 10 vién.
Lo 200 vién.
Bio quéan : Bao quan noi kh6 mat, tranh 4nh sang, nhiét d§ dudi 30°C
Han dimg : 36 thang ké tir ngay san xuét.
Tiéu chuan chit lwgng : TCCS.
Co si sin xuit:
CHI NHANH CONG TY TNHH SX-TM DUGC PHAM THANH NAM TAI BINH DUONG.
60 Dai 10 Doc lap, KCN Viét Nam-Singapore, Thanh ph6 Thuan An, Tinh Binh Duong.
DT: (0274) -3767850 Fax: (0274) -3767852
Vin phong: 3A Ding Tat, P. Tén Dinh, Q.1, TP. HCM
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