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LEVOCOZATE F.C. Tablets 5 mg
(Levocetirizin Dihydroclorid 5 mg)

1.LKHUYEN CAO: ,
Poc ki huémg dan sir dung thuoe trude khi ding.
Pé xa tam tay tre em. : Be)bf
Thong béo ngay cho béc sy hojc duge sy nhimg tac dung khong mong muon gép phai khi sir
dun g thude. "
2.THANH PHAN, HAM LUQNG CUA THUOC:
M#di vién bao phim chira:
Hoat chit;
Levocetirizin dihydroclorid..........ccviiiiiniininnanian 5 mg

Cellulose vi tinh thé, Lactose, Magnesi stearat, Hydroxypropyl methylcellulose, Polyethylene
glycol 400, Titan dioxyd.
3.MO TA SAN PHAM: ; ; :
Vién nén bao phim mau tring hodc tring ngd, thudn dai, hai mat 161, m{t mit co so “203" vi
miit kia co chir “STD”.
4.QUY CACH PONG GOI:
Hép 10 vi x 10 vién
5. THUOC DUNG CHO BENH GI:
Viém miii dj img theo mua. :
Viém mili dj tmg kinh nién (xdy ra su6t nim do cdc dj img nhu vt nudi, bui)
Nbi mé day tr phat kinh nién (ndi man ngira lién tuc ma khong biet ré nguyén nhan).
6.NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Khuyén nghi ding 1 lin/ngay.
Newdi lom va tré em tir 12 tudi tro lén:
Liéu ding khuyén nghj 1 5 mg (1 vién bao phim).
Nguwdi cao tubi:
Khuyén nghi diéu chinh liéu diing cho nguéi cao tudi bi suy thin mire 46 trung binh dén niing
(xem ph'fm bénh nhin suy thin).
Tré em tir 6 dén 12 tudi:
Liéu ding khuyen nghi la 5 mg (1 vién bao phim).
Chura ¢6 liéu diing cho tré em dudi 6 tuodi.
Bénh nhédn suy than:
Khodang cich giira cic liéu tity theo chirc niing thén cia timg ngudi. Tham khao bang sau va
diéu chinh liéu ding. Dé sir dung bang liéu nay, cin dénh gid 4§ thanh thai creatinin (ml/phit)
ciia bénh nhéan. D6 thanh thai creatinin (ml/phit) duge tinh tir mitc d¢ creatinin huyét thanh
(mg/dl) theo cong thirc sau:

140 — tudi] x ciin ning (k E
[ ] g8 ;0.85dbivoiphuni)

72 x creatinin huyét thanh (mg/dl)
Piéu chinh liéu ding doi véi bénh nhéan suy thdn:

Nhéom Thanh thai Liéu diing vi khodng
creatinin (ml/phiit) | cdch giira cdc lieu

Binh thuéng 80 | vién/ngay

Nhe 50 - 79 1 vién/ngy

Trung binh 30 - 49 1 vién moi 2 ngdy

Ning <30 1 vién mbi 3 ngay

Bénh thin giai doan cudi- | < 0. Chéng chi dinh

Bénh nhéin loc than nhan tao

Bénh nhan suy gan: \
Khong cén diéu chinh liéu diing & bénh nhén chi bj suy gan. O bénh nhén bj suy gan va suy
thin, khuyén nghj diéu chinh liéu ding (xem phan Bénh nhén suy than).
Théi gian ding thubc:
Théi gian ding thudc phy thude vao loai bénh va thai gian bj bénh. D6i véi di img theo mila
ding khoang 3-6 tuin, truémg hop di tmg phan hoa trong théi gian ngén: ding khoang 1 tuan
li di. Co kinh nghiém lam séng sir dung 5 mg levocetirizin dang bao phim diéu trj trong 6
thang. D6i véi ndi mé day man tinh va viém mii dj tmg man tinh, ¢6 kinh nghiém lam sang
sir dung diéu trj trong 1 nam d6i véi dang racemic, va diéu trj trong 18 thing d6i véi bénh
nhan bj ngira do viem da dj img. .

7.KHI NAO KHONG NEN DUNG THUOC NAY:
Levocetirizin c6 chéng chi dinh & céc bénh nhdn c6 tién sir méin cam voi levocetirizin hodc
bét ki thanh phin nao cia thuée, hodic bét ky diin xuat piperazin ndo.
Ciing chong chi dinh & cic bénh nhin bj suy thin ning vdi 4§ thanh thai creatinin dudri 10
ml/phut.

8.TAC DUNG KHONG MONG MUON: _
Ty 1§ tac dung khéng mong mudn duge dinh nghia nhur sau: rat thudng giip (> 1/10); thudmg
gap (> 1/100 dén < 1/10); it gdp (> 1/1000 dén < 1/100); hiém gip (> 1/10000 dén < 1/1000);
rit hiém (< 1/10000); khéng rd (khong thé dénh gid tir cic s0 liu san c6).

Rat hiém: thiéu tiéu céu

Thrémg gap: budn ngi

it gap: kich dong

Hiém giip: hung hiing, mo hd, do gidc, mat ngu.

Thudmg gip: chong mit, nhirc -:!IaEu
it gap: dj cam _
Hiem gip: co giat, roi loan chuyén dong

Rét hiém: réi loan vi gidc, ngét, run, roi loan trrong lye, loan vin dong
l:. L

Roi loan mat;

Rét hiém: r6i loan diéu tiét, nhin mé, véan nhin
Réi loan tim;

Hiém gdp: nhip tim nhanh

Réi loan hé hip, 16ng ngue, trung thit:
Thudmg gdp: viém hong, viém mui (¢ tr¢ em)

Thuémg gip: dau bung, khd miéng, budn ndn
it gip: tiéu chay
Roi loan gan mat:
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Hiém gip: noi may day ,
Rat hiém: pht mach, nd1 ban da do thuoc
Rdi loan thin va tiét niéu:
Rat hiém: kho tiéu, dii dam
EEE Iﬂx 1 lﬂﬂl] Iﬁl!g QHEL EE‘ ﬂ !r_'i ![ i dfll’lg thuéll:‘.
Thudmg gip: mét moi
ft gip: suy nhuge, kho chju
Hiém gip: phu
Kie sirc khoe;
Hiém giip: ting cén.

9.NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU
DUNG THUOC NAY:
Cé nguy co bj ngii lim nén diing thude nay véi céc thude sau day: Rurgu, chat chong trim cam
loai ba vong nhur amitriptylin; narcotic nhir morphin, codein; benzodiazepin nhur diazepam;
cac thude khang histamin gy budn ngii nhur chlorpheniramin; thuée ngu.

10.CAN LAM Gl KHI MQT LAN QUEN KHONG DUNG THUOC:
Néu quén ubng mot liéu, ban chi don gian la uﬁng liéu ké t1Ep diing théi gian, Dimg udng liéu
bi quén hojc ting gap doi lidu ding dé bi vao liéu quén udng.

11.CAN BAO QUAN THUOC NAY NHU THE Nﬁ.ﬂ
Béo quan dudi 3[1 'C & noi kho rdo, tranh anh sdng va am wdt.
Dé thude ngoal tim tay tré em.

12.NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Céc triéu chimg qué liéu levocetirizin chi yéu 1 tic dung trén hé than kinh trung wong hodc
tac dung khing cholinergic.
Cac tac dung khong mong mudn dugce béo cdo khi dung it nhit 14 gap 5 lan liéu khu}ru:n cao;
mo ho, tiéu chay, chéng mat, mét méi, nhirc dau, gian d6ng tir, ngira, khong nghi ngoi, budn
ngu, trang théi simg s, nhip tim nhanh, run va bi ticu.

13.CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Héuhnn_l.lﬂng qué nhiéu vién, ban nén lién lac ngay véi thiy thude. hojic di dén phong cip

ciru gan nhat. Nhé mang theo vo thude va cde vién thude con lai.
14.NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:
Khong ding qué liéu khuyén céo.
Khéng diing levocetirizin cho tré dudi 6 tudi vi liéu diing & dang vién bao phim nay khéng
phu hgp cho tré nho.
0 liéu diéu trj, khong c6 fuong tac ldm sdng gu‘.’ra levocetirizin va rugu (nong dd nrou trong
méu 1a 0,5 g/L). Tuy nhién, nén thin trong neu uc-n_g rirgr khi dang dung levocetirizin.
Khu:.fen cdo thin trong khi ding cho hf;nh nhéan di;mg kinh hodc bénh nhin ¢6 nguy co co giat.
Khuyén céo nén thin trong vdi céc vin dé di truyén hiém gép nhr khdng dung nap galactose,
Cd thai:
Tinh an toan cia thude nay cho thai ki chua duge thiét 1ap. Vi thé nén sir dung thin trong
trong thai ki va chi diing khi lgi ich cuia viéc ding thude hon hiin nguy co cé thé xay ra cho
bao thai.
Cho con bu:
Thude vio sira me. Nén diing thin trong & phu nir cho con bi, va chi ding khi lgi ich doi v
ngudi me hon hén nguy co co thé xay ra cho tré bii me.
Téc dgng trén kha ndng lai xe vé vin hinh mdy méc:
Vii bénh nhén bj nhirc déu, ngu git khi sir dung levocetirizin. Néu bénh nhén c6 tinh trang
nay hodc bj nhimg tic dung phu twong tir thi bénh nhén khong nén l4i xe hodc vin hanh may
mdoc.
15.KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Théng béo cho thiy thude hojic dwrge si biét cic loai thube ban méi uéng gin day, gbm ca cic
thuée khong ké don.
Néu han co thm hofic cho con bi, ban nén lién lac voi tha}r thude cﬁng sém cang tot.
Hoi ¥ kmn tha}r thude hay duge si trude khi ban uong bét kv thude nao.
16.HAN DUNG CUA THUCFC
36 thang ké tir ngay san xuit.
17.TEN PIA CHI CUA CO SO SAN XUAT:
STANDARD CHEM. & PHARM. CO., LTD.
Bia chi: 6-20, Tuku, Tuku Village, Sinying District, Tainan City 73055, PAI LOAN
13.NGA§ XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC:

2212931 20171001



