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Thanh phan: Méi viéa chira
Levocenrizin dihydroclond.........5mg

Chi dinh diéu tri, Liéu leong va cich dung, Chong chi dinh,

& cac thong tin khac: xin xem to hirdng dan sir dung
Han dung: 03 nam ke tr ngdy san xuat.
Khong ding thuoe qua han sir dung.

Bao quan: Bao quan noi kho. tranh anh sang. nhiét do khéng qua 30°C

Déng géi: 01 hop x 04 vi x 07 vién nén.
Tiéu chuin chit luong: Nha san xudt

Rx - Thuoc bgnAlheo don

4

X

Levocetirizine
dihydrochloride

5 Mg film-coated tablets

* Doc k huémg dan sir dung tnege khi dimg.
Neu can thém thong tin xin hoi y kien bac si.
Gitr thuoe xa tam vai cua tré em.

San xuit boi:
BIOFARM Sp. z 0.0,
ULWalbrzyskal3, 60-198 Poznan, Ba Lan.
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Huong dan sw dung thuoc

7YX, film — coated tablets
(Levocetirizin dihydroclorid 5 mg)
o Thubc nay chi ding theo don ciia bdc sT.
o Doc kj hiréng dén sir dung truede khi ding. Néu can thém thong tin, xin hoi y kién bdc
si hodc diroc si.

o Théng bdo cho bdc si nhitng tdc dung khéng mong muon gdp phai khi sir dung thuéc.
o Dé thuoc xa tam tay tre em.
o Khéng diing thude qud han in trén bao bi.

THANH PHAN:

Hoat chat: Levocetirizin dihydroclorid 5 mg

Ta dwoe: Monohydrat lactose, Microcrystalline cellulose, Colloidal silica khan, Magie stearat,
Hypromellose, Titanium dioxid (E171) va Macrogol 400.

DANG BAO CHE: Dang vién nén bao phim mau trang, hai mat 16i.

DUQC LUC HOQC:

Nhém dwge ly: Thube khang histamin, dan chét cta piperazin. h‘f

Ma ATC: RO6AE09 .

Levocetirizin, d5ng phan quang hoc cua Cetirizin, la mot thude dbi khang manh va chon loc trén :
thu thé H1 do véy khong co tac dung dbi khang acetylcholin va serotonin. -
Levocetirizin thudc nhom khang Histamin thé hé 2 it gay budn ngu va tc ché than kinh van dong

hon so v6i thé hé 1.

Cac nghién clru vé su gén két cho thiy levocetirizin ¢6 &i luc cao dbi véi thu thé Hlctha ngudi

(Ki = 3,2 mmol/l). Levocetirizin co & luc gip 2 lan so voi Cetirizin (Ki = 6,3 nmol/l).

Levocetirizin phan ly tir thu thé H1 véi chu ky ban rd la 115 + 38 phat.

Céc nghién ctu duoc dong hoc & nguoi tinh nguyén khoe manh chung to rang, & 1/2 lidu

levocetirizine c6 tac dung tuong duong voi cetirizin, ca trén da va trong mii. Levocetirizin Uc

ché giai doan som cia phan tng di Gng qua trung gian histamin va ciing lam giam su

di doi cua cac té bao viém va giam giai phong cac chat trung gian & giai

doan mudn ctia phan tng di (mg.

DUQC DPONG HOC:

- Hép thu:
Levocetirizin hap thu nhanh chéng va réng sau khi udng. Nong dé dinh trong huyét twong dat
duge 0.9 gio sau khi dung thube. Trang tha on dinh dat duoe sau hai ngay. Nong do dinh thuong
270 ng/m! va 308 ng/ml sau khi udng mot licu Smg. Cac mae do hip thu la licu doc 1ap va
khong bi thay déi boi thie an. nhung nong do dinh giam va chiam ué.



nttps://vnras.com/drug/

- Phén bo:
Levocetirizin lién két manh véi protein huyét twong 1a 90%. Su phan bd ctia levocetirizin 1a han
ché, thé tich phan bd 12 0,4 I/kg.

- Chuyén hoa:
Mitc do chuyén hoa cia levocetirizin & ngudi thip hon 14% so véi lidu dung. Con duong
chuyén hoéa bao gdm qua trinh oxy héa nhan thom, dealkyl héa N- va O- va amino acid lién hop.
Con duong dealkyl hoa chi yéu qua trung gian CYP 3A4 trong khi qua trinh oxy héa nhén thom
phiic tap va/hoic khong xac dinh duge dong dang CYP. Levocetirizin khong c6 anh hudng dén
hoat dong cia isoenzymes CYP 1A2, 2C9, 2C19, 2D6, 2E1 va 3A4 & ndng dd cao hon nong dd
dinh dat dugc sau khi uéng mdt lidu 5 mg.
Do su chuyén héa thip va khong c6 kha nang te ché chuyén hoa, su tuong tac cua levocetirizin
v6i cac chat khac 1a khong thé, hodc nguoc lai.

- Thai trur:
Thoi gian ban thai o nguoi lon 1a 7,9 £ 1,9 gio.
Thanh thai toan co thé trung binh la 0,63 ml/phit/kg. Levocetirizin va chéat chuyén hoa bai tiét
chii yéu 1a thong qua nude tiéu, chiém trung binh 85,4%. Bai tiét qua phan chi chiém 12,9% liéu
ding. Levocetirizin duge bai tiét boi cau than va éng than.

Y
Bénh nhén suy than:

D¢ thanh thai levocetirizin cia co thé ¢6 tuong quan véi do thanh thai creatinin. Do d6 can diéu
chinh khoang céch liéu levocetirizin, dua vao dd thanh thai creatinin & bénh nhéan suy than vira
va nang. Trong giai doan cubi dbi tuong bénh than anuric, tong do thanh thai co thé giam khoang
80% so voi nguoi binh thuong.

CHi PINH:

Diéu tri triéu chimg viém mii di tmg dai dang, man tinh, viém mii di Gng theo mua, hit hoi,
chay nuéc miii, ngira miii, chay nudc mat, viém két mac di tmg, may day man tinh vé cin &
nguoi 1on va tré em tir 6 tudi tro 1én.

LIEU LUQONG VA CACH DUNG:

Liéu thong thuong cho nguoi 16m va tré em tir 6 tudi trgs 1én la Smg (01vién/ngay).

Levocetirizin duoc st dung bang duong udng, c6 thé udng cing hodc ngoai bira an.

Viém miii di tmg theo mua (cac triéu chimg <4 ngay / tuan hodc it hon trong sudt 4 tuan) phai
duge xu 1y theo mtc d§ bénh; co thé dung thude khi céc triéu ching da bién mat va co thé dung
khi céc triéu ching xudt hién tro lai.

Viem miii dj tmg dai dang (trié¢u chimg> 4 ngay/tudn va trong su6t hon 4 tuan). tiép tuc diéu tri
cho bénh nhan trong thoi gian tiép xuc voi chat gay di tmg vai 01 vién nén levocetirizin 5 mg
moi ngay trong mot dot dic¢u tri 6 thang.

D6i vl may day man tinh va viém mii di tng man tinh s dung 01 vién nén levocetirizine 5
mg mdi ngay trong mot dot dicu tri 01 nam.
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- Ngudi cao tudi: Diéu chinh liéu ding dwoc khuyén cdo ¢ nhirg bénh nhén suy than cao
tudi
- Bénh nhan suy than: Piéu chinh lidu phai theo chirc nang than cua tung bénh nhan.
Dé sir dung thude nay, ude tinh do thanh thai creatinin ctia ngudi bénh (CLer) trong ml / phit 1a
can thiét. Cac CLer (ml / phut) cé thé dugc ude tinh tir creatinine huyét thanh (mg / dl) xac dinh
theo cong thirc sau:
[140 — tudi (nam)] x can nang (kg)
72 x creatinine huyét thanh (mg/dl)
O nhiing bénh nhin bi suy than, liéu ding s& phai dugc didu chinh trén co s& ca nhan tinh dén
do thanh thai than cta bénh nhan. Khong c6 dir li¢u cu thé cho tré em bi suy than.

( x 0,85 @i v6i phu niY)

Mire dd Po thanh thai Creatinine Liéu lwong
(ml/phut)

Binh thuong > 80 01 vién/ngay

Nhe 50-79 01 vién/ngay

Vira phai 30 — 49 2 ngay/01 1an/01 vién

Nang <30 3 ngay/01 lan/ 01 vién

Bénh nhan loc thdn — bénh <10 Chéng chi dinh

than giai doan cubi

Bénh nhan ¢6 chire nang than suy giam ¢6 thé duge cho mot lidu thap hon theo mire do nghiém
trong cua than.
Nhiing bénh nhan c6 ca hai chire nang gan va than bi suy véu cé thé duoc cho mét lidu thip hon
tiy thude vao mirc dd nghiém trong cuia bénh, va & tré em liéu ciing s& duoc lua chon trén co so
trong luong co thé; lidu s& duoc xac dinh boi bac si.

(3

CHONG CHI PINH: .

Bénh nhan qua min cam véi levocetirizin va cac din xuét piperazin khac, hodc bat ky thanh
phan ta dugc ctia thude.

Bénh nhéan cd bénh than giai doan cudi, bénh nhan chay than nhan tao va tré¢ em bi suy than.
Bénh nhan suy than ndang do thanh thai creatinin it hon 10 ml/ phat.

Bénh nhén co van dé vé di truyén khong dung nap galactose, su thiéu hut men lactase hodc hip
thu kém glucose-galactose khong nén dang thude nay.

Khong nén st dung cho tré em dudi 6 i

Bénh nhan bi r6i loan gan, than.

TAC DUNG PHU (ADR):

Neung ding ZYX va dén gap bac si ngay Iap tie khi ¢6 dau hiéu phan tmg man cam vai thude.
Triéu chimg phan tng man cam ¢6 thé bao gdm: sung miéng. ludi. mat vahoac ¢d hong. tho
hode nudt kho khan cting voi phat ban (pht mach). giam huyét ap dot ngdt dan dén kiét stic hodc
soc. ¢o thé gay tirvong,

[ eongeap, ADR = 1100
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Hay gidp nhét 1a hién tuong ngi ga. Ngoai ra, thube con gdy m¢t moi, khd miéng, viérm hong,
chéng mdt, nhirc dau, budn non.
It gap, 1/1000 <ADR< 1/100

- kiét stre

- dau bung
Hiém gdp, ADR < 1/1000
Danh tréng nguce (loan nhip tim), co giat, rbi loan thi gidc, phii né, ngta, phat ban, ndi mé day
(sung, tdy do va nglra ¢ da), khé thd, dau co bap, c6 hanh vi hung hing hodc kich dong, viém
gan, gan bat thuong chirc nang.

TUONG TAC THUOC:

Do thanh thai giam nhe khi udng ciing 400 mg theophylin.

Céc mire do hép thu cua levocetirizin khéng giam véi thire an, mac du tée do hap thu giam.

O nhiing bénh nhan nhay cam véi cetirizin hodc levocetirizin va rugu hodc trdm cam c6 thé c6

tac dung trén hé than kinh trung uong.
THAN TRONG VA CANH BAO: ~
Hay cho bac si hodc duoc si biét khi dang ding hodc dung gin day Levocetirizin va cac loai

thudce khac.
Can noi voi cac bac st khi co thé khong dung nap véi mét so chat duong trude khi dung thudc.

THOI KY MANG THAI VA CHO CON BU:

Péi voi levocetirizine chwa c6 dit liéu lam sang ddi voi phu nit sir dung thude khi mang thai.

Néu dang mang thai, hodc nghi rang ban c¢6 thé mang thai hodc dang ¢ ké hoach sinh con, hay

hoi béc st hodc duoe st dé duoce tu vén trude khi diung thude nay.

Nguoi cho con bii khong nén dung thude nay. -~

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Mot s6 bénh nhan duoe diéu tri bang levocetirizine ¢6 thé budn ngl, mét moi va kiét strc. Phai
chdr doi va quan sat phan Gmg cta co thé véi thude néu dang c6 y dinh lai xe, tham gia vao cic
hoat dong nguy hiém hoic van hanh céac may moc.

Tuy nhién, kiém tra dac biét dd cho thay khong cé giam su tinh tdo, kha nang phan tmg hay kha
nang lai xe & nhitng ngudi kham sire khoe sau khi udng levocetirizin & lieu luong khuyén céo.

QUA LIEU VA XU TRi:
Neuoi lon: tridu chimg qua liéu la ngu ga.
- Tréem: c6 thé bi kich dong. bon chon. tiép theo 1a budn ng.
Khi qué licu nghiém trong can gay non va rua da day.

HAN DUNG: 03 nam k¢ tur ngay san xuat.
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BAO QUAN: Bao quan noi khd, tranh anh séng, nhiét do khong qua 30°C.

PONG GOI: 01 hop x 04 vi x 07 vién nén. ®‘I

TIEU CHUAN CHAT LUQNG: Nha san xuét

SAN XUAT BOI:
Biofarm Sp.z o.o0.
Ul.Walbrzyskal3, 60-198 Poznan, Ba Lan.
Tel: +48 61/66-51-500
Fax: +48 61/66-51-505

TUQ.CUC TRUONG
P.TRUSNG PHONG
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