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HUONG DAN SU DUNG THUOC

LORATADIN ARENA 10MG
Vién nén
Loratadine

Poc k§ to hwong din sir dung nay truée khi bit dau dung thude

Hay giit t& hudng dan sir dyng nay vi co thé ban s& can doc lai no

Néu ban c6 bat ky thiac méc nao, hay hoi bac si hoac dugc si cua ban.

Thudc nay duoc ké don cho riéng ban. Khong duoc dua cho ngudi khac ding. Didu d6 co
thé gay hai cho ho, ngay ca khi ho ¢6 triéu ching tuong tu véi ban.

Néu bét ki tac dung phu nao tr& nén nghiém trong, hodc néu ban gip phai tac dung phu
khong duoc liét ké trong t& hudng dan st dung nay, xin hiy thong bao cho bac si hoidc duoc
si.

Doc ky huéng dan sir dung trude khi ding

Dé xa tam tay tré em

THONG TIN CHUNG

Thanh phén va ham lwong caa thudc:

MJi vién nén chira:

- Hoat chat chinh: 10mg loratadin

- Ta duoc khac:

Lactose Monohydrate: 150mg

Maize starch: 9mg

Povidone K30: 1.5mg

Microcrystalline cellulose (PH 101): 19.7mg
Magnesium stearate: 1.8mg

Talc: S5Smg

Colloidal anhydrous silica: 2mg

Sodium lauryl sulphat: 1mg

M6 ta: Vién nén, mau tréng hoac gén tréng, duong kinh 9mm, hai mat dep, dap ndi “L1” trén mot

mat

Quy cach dong go6i: Hop 1 vi x 10 vién nén

CHI PINH
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Loratadin Arena 10mg, tablets thudc nhom thudc khang histamine. Thudc khang histamine gitip
giam cc triéu chimg dugc giy ra boi chat histamine trong co thé.

Loratadin Arena 10mg, tablets giam céc triéu chtng lién quan dén viém mdi di ung (vi du nhu sét

cao), nhu hat hoi, chay nudc miii, ngira miii, dau mat hodc ngira mat.

Loratadin Arena 10mg, tablets ciing ¢6 thé dugc sir dung dé lam giam cac triéu chimg cua chimg

ndi mé day (ngtra, do, va phat ban)
Tac dung cua thude kéo dai ca ngay, gitp ban tiép tuc cac hoat dong hang ngay.
LIEU LUQNG, CACH DUNG VA PUONG DUNG

Ludn ludn tuan theo chi dinh va huéng dan ctia bac si. Ban nén héi lai bac si hodc dugc s néu ban

khong chic chan vé cach dung.

Nguwoi 16m va tré em trén 12 tuoéi: 1 vién (10mg)/ 1an, udng 1 1an/ ngay. Co6 thé dung cung hoic

khong cung thuc an.
Tré em tir 2 dén 12 tuoi:

Can nang trén 30kg: 1 vién (10mg)/lan, udng 1 lan/ngay. Cé thé dung cing hodc khong cung thirc

-

an.
Can nang dudi 30kg: Vién nén 10mg khong thé sir dung cho tré em c6 can nang dudi 30kg.
Bénh nhdn suy gan:

Nguoi 16n va tré em ¢ can nang trén 30kg: 1 vién (10mg), udng hai ngay 1 lan. Co thé dung cung

hodc khong cuing thirc an.

Loratadin Arena 10mg tablets khong duoc sir dung cho tré em dudi 2 tudi.

CHONG CHI PINH

Chéng chi dinh v&i ngudi di tng (man cam) véi loratadin hay bét cir thanh phan nao cia thudc.
Chéng chi dinh v6i phu nit dang mang thai hoac cho con bu

Loratadin Arena 10mg, tablets c6 chira lactose; do do, néu ban biét r@“mg ban bi di ung vdi mot )

loai duong, hay lién h¢ vdi bac si cta ban trudce khi st dung thube nay.
NHOM POI TUQNG PAC BIET
PHU NU MANG THAI VA CHO CON BU

Loratadin Arena 10mg, tablets khong dugc khuyén dung cho phu nit mang thai hoac dang cho con
bu.
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Hay hoi y kién ctia bac sT hodc dugc si ciia ban trude khi str dung bat cir loai thude nao.
LAI XE VA VAN HANH MAY MOC

Véi lidu dung dugc khuyén nghi, Loratadin Arena 10mg, tablets duoc cho rang khong gy tinh
trang budn nga hodc giam tap trung. Tuy nhién, c6 mot s6 rat it ngudi cam thay budn ngi, c6 thé

gdy anh hudng dén kha ning l4i xe hodc van hanh may moc.
TUONG TAC THUOC VA CAC TUONG TAC KHAC

Xin hay thong bao véi bac si hodc duoc si ciia ban néu ban dang st dung hoic di st dung gan day

bat ki cac loai thudc nao khac, bao gdm ca thuc khong ké don.

Khong co bt ki tuong tac da biét nao cuia Loratadin Arena 10mg tablets véi cac thude khac.

Céc kiém tra trong phong thi nghiém:

Néu ban du kién s& xét nghiém da vé di ung, ban khong nén str dung Loratadin Arena 10mg tablets
hai ngdy trudc ngay xét nghiém, vi thude nay co thé s& gay anh huong dén két qua xét nghiém.
Loratadin Arena 10mg, tablets co thé duoc ding cung hozc khong cing thirc an.

Loratadin Arena 10mg, tablets khong duoc chimg minh 13 ting tac dung cua thirc uéng c6 con
TAC DUNG KHONG MONG MUON

Ciing nhu céc loai thuc khéc, Loratadin Arena 10mg, tablets c6 thé gdy nén cac tac dung phu
khong mong mudn, du khong phai tit ca moi ngudi déu gap phai.

Céc tac dung phu thuong gip nhat ¢ tré em tir 2 dén 12 tudi bao gdm: nhtrc dau, lo ling va mét moi.
Céc tac dung phu thuong gip nhat & nguoi 16n va tré vi thanh nién bao gdm: budn ngii, nhirc dau,
thém &n, va kho ngu.

Trong qua trinh marketing Loratadin Arena 10mg, tablets cac truong hop di ng nghiém trong,
chong mat, nhip tim ting cao hoac bét thuong, budn nén, kho miéng, dau bung, van dé vé gan, rung
toc, phat ban va mét méi rat hiém khi duoc ghi nhan.

Néu bét ki tac dung phu ndo tré nén nghiém trong, hodc néu ban gip phai tac dung phu khong dugc

liét ké trong t& huéng dan sir dung ndy, xin hiy thong bo cho béc si hodc dugc si.
TRUONG HQP QUEN DUNG THUOC

Néu ban quén udng Loratadin Arena 10mg, tablets dung gio, hdy uéng ngay khi ban nhd ra, sau d6

quay lai lich udng thudc binh thudng. Khong duge udng gap doi dé bu cho lidu bi quén.

QUA LIEU VA CACH XU TRi
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Dung Loratadin Arena 10mg, tablets y nhu huéng dan va chi dinh clia bac si danh cho ban. Khong
véan dé nghiém trong nao s& xay ra néu ban vo tinh udng qua liéu. Tuy nhién, néu ban uéng qua liéu,

lién hé voi bac st hoac dugc si cua ban ngay lap tuec.

Ban phai ngung sir dung thudc theo khoang thoi gian ma bac si yéu cau. Khong duoc ngung st
dung thudc cho du ban cam thay khoe hon, vi cac triéu ching co thé quay lai.

Néu can thém thong tin, xin hoi ¥ kién béc si hodc duoc si.

PAC TINH DUQC LUC HQC

Nhém dwoc 1p: Thube khang histamine H 1

Ma ATC: RO6A X13

Co ché tac dung:

Loratadin 14 thudc khang histamine 3 vong, c6 tac dung d6i khang chon loc trén thy thé histamine
H, ngoai bién. Loratadin khong c6 tic dung an than hodc hoat tinh khang cholinergic c6 y nghia
trén 1am sang khi duoc sir dung trén phan 16n ngudi bénh tai liéu khuyén céo.

Khong phat hién bat ctr thay doi trén cac chi sd sinh ton, cac gia tri xét nghiém, dién tam do hay khi
tham kham 1am sang khi str dung thudc trong thoi gian dai.

Loratadin khong c6 hoat tinh trén thuy thé histamine H,. Thubc khong uc ché tai thu hoi
norepinephrine va khong c6 anh hudng lén chitc nang tim mach hay hoat dong cua may trg tim dat

nd1 mach.

PAC TINH DUQC PONG HQC

Hdp thu: Sau khi udng, thudc duoc hip thu nhanh qua duong tiéu hoa. Thoi gian dat ndng do tdi da
trong huyét twong ctia loratadin va chat chuyén héa c6 hoat tinh lan lugt 1a tir 1 — 1,5 gio va 1,5 —
3,7 gio sau khi ubng thudc. Pa c6 mot sb bao cao tir cac thir nghiém 1am sang cho thay nong do
loratadin trong huyét twong ting khi st dung dong thoi voi ketoconazole, erythromycin, va
cimetidine tuy nhién khong c6 y nghia trén 1am sang.

Anh huweéng thiee an dén hap thu

Khi ding thude ciing bita dn c6 thé lam giam nhe hap thu cua loratadin tuy nhién khong anh huong
dén hiéu qua 1am sang do do co thé sir dung thuéc ma khong can dé ¥ dén bira an.

Phdn bo:

Ty 1¢ lién két voi protein huyét twong cua loratadin kha cao tir 97 — 99%, con ctia chat chuyén hoa

¢06 hoat tinh 1a 73 — 76%.
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Chuyén héa:
Loratadin duoc chuyén héa budc 1 qua gan chii yéu boi 2 enzym CYP3A4 va CYP2D6, tao thanh
desLoratadine (DL) la chat chuyén hoa c6 tac dung duoc 1.

Thai true:

O nguoi truong thanh khoe manh, thoi gian ban thai cta loratadin trung binh 13 8,4 gio (3 —20 gio),
ctia desLoratadin trung binh 1a 28 gid (8,8 = 92 gid). Sau khi dung thude 10 ngay, co xap xi 40%

thudc bai tiét qua nude tiéu va khoang 42% bai tiét qua phan dudi dang lién hop.

Xap xi 27% thude dugc bai tiét qua nudc tiéu sau khi udng thude 24 gio dau tién. It hon 1% thube &

dang c6 hoat tinh dugc bai tiét dudi dang khong doi.

Céc thong s6 sinh kha dung ciia loratadin va chat chuyén hoa c6 hoat tinh ty 1& véi licu.

Céc thong s6 duoc dong hoc ctia loratadin va chét chuyén hoa c6 hoat tinh twong duong nhau khi so
sénh giira nguoi 1on va tré em.

Bénh nhdn suy thdn:

Khi str dung thudc trén bénh nhan suy than man, ca AUC va néng do thude ti da trong mau (Cpax)
cua loratadin va chat chuyén héa tang so voi bénh nhan co chirc nang than binh thudng.

Tuy nhién thoi gian ban thai trung binh ciia loratadin va chat chuyén hoéa khong trén bénh nhan suy
than so vd&i bénh nhén c6 chiic nang than binh thuong 1a khong dang ké. Loc mau trén bénh nhan

suy than man khong anh hudng dén dugc dong hoc cua thude.

Bénh nhdn suy gan:

O nhiing bénh nhan mac bénh gan man do rugu, AUC va ndng do thudc t6i da trong méu (Cpey) ciia
loratadin ting gap doi trong khi cac thong s6 duge dong hoc ciia chat chuyén hoa cia loratadin thay
d6i khong dang ké so v6i bénh nhan co chiic ning than binh thuong. Thoi gian ban thai cua

loratadin va chat chuyén hoa lan luot 1a 24 gio va 37 gio, ting theo murc dd suy gan.

BAO QUAN

Giir xa tim tay ciia tré em

Béo quéan dudi 30° C

Khong st dung Loratadin Arena 10mg, tablets néu ban nhan thay bét ki sy thay d6i nao vé hinh
dang cua vién thudc.

Khong st dung Loratadin Arena 10mg, tablets khi hét han (ngay hét han duoc ghi trén trén vo hop,
sau tir EXP.). Ngay hét han sir dung chi ngdy cudi cing cua thang do.
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Thubc khong nén bi virt thong qua hé thong nude thai hodc chat thai gia dinh. Hay héi ¥ kién duoc
si cach xur 1y thude trong truong hop khong can str dung thudce nira. Nhitng bién phap d6 s& gitup bao
v€ moi trudng.

HAN DUNG: 3 years

NHA SAN XUAT:

ARENA GROUP S.A.

54, Dunarii Bd., Voluntari City, Code 077190, Ilfov County, Romania



