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Thudc ban theo don

LERTAZIN 5MG

Levocetiizine dihydrochloride Smg

Cong thirc:

M&i vién nén bao phim chira:

Hoat chét:

Levocetirizine dihydrochloride ... v OMQ
Ta dwoc: Lactose monohydrate, mlcrocryslalllne ce!Iquse
Colloida anhydrous silica, Magnesium Stearate, opadry white.

Dang bao ché: vién nén bao phim.

Dworc lirc hoc:

Levocetirizine 1& thude khang histamine manh, dan xuat
piperazine.

Levocetirizine, dong phan quang hoc R clia celirizine, cé tac
dyng doi khéng chon loc & thy thé H1. Nhirng nghién clru da
chirng minh rang levocetirizine co ai luc cao voi thu thé H1
trén ngudi (Ki = 3.2nmolll). Levocetirizine co ai luc cao hon
hai lan so véi cetirizine (Ki 6.3 nmol/l). Levocetirizine duoc
tach ra tir thy thé H1 véi théi gian ban thai la 115 + 38 phat.
Nhirng nghién cliru dugre lwe & ngudi tinh nguyén chirng
minh rang véi levocetirizine voi lieu mét nira c6 tac dung
bang vai cetirizine trén da va tdc. Trong nghién cru in vitro
cho thay levocetirizine (rc ché eotaxine gay ra s\ di roi clia
bach ciu wa eosin qua té bao da va phdi. Mot nghién ciu
duoce ddng hoc cho thay ba tac dung (rc ché chinh cia
levocetirizine 5mg trong 6 gitr dau ctia phan Gng dj (ing vai
phén hoa, 50 véi 14 bénh nhan dung gid dugc. Uc ché phéng
thich VCAM-1, diéu chinh d6 tham thau clia thanh mach va
gidm bach cdu 4i toan. Hiéu qua va tinh an toan cia

levocetirizine trong mét s nghién clru mu dbi, dung gia dugc,
nhirng thir nghiém lam sang dugc thure hién & nhirng bénh
nhan trwdng thanh bj viém mai di g theo mua.

Dwoc déng hoc:

Hap thu:

Levocetirizine dugc hap thu nhanh va rong rai sau khi ubng.
Néng dé dinh trong huyét twong dat duge sau 0.9 giér udng
thuc. Trang thai én dinh dat dugc sau 2 ngay. Nng db dinh
theo thir ty 1a 270ng/ml va 308ng/ml sau khi ding lieu duy
nhat va liéu 1ap lai 5mg ngay 1 1an. Mirc d6 hap thu thi doc
lap véi liéu va khong bj anh hwdng béi thirc an, nhung néng
dd dinh giam va théi gian cham.

Phan phéi:

Levocetirizine khong phan bé trong mé, cing nhir di qua
hang rao mau nao. 90% levocetirizine gén voi protein huyet
twong. Thé tich phan bd la 0.41/kg.

Chuyén héa:

Sy chuyén hoa cla levocetirizine it hon 14% liéu va vi thé
nhirng két qua khac nhau tir bién ddi gen hodc udng kém
cling véi chat (e ché ezyme khdng dang keé. Giai doan
chuyén hoa bao gom sy oxy hoa, N- va alkyl hoa O- va két
hop vdi taurine. Qua trinh alkyl héa qua trung gian CYP 3A4
trong khi qua trinh oxy hoa lién quan dén dong dang CYP
nhiéu varhoac khong xac dinh.

Levocetirizine khong anh hudng dén hoat dong CYP
isoenzyme 1A2, 2C9, 2C19, 2D6, 2E1 va 3Ad & nong do cao
hon nong dé dinh dat dwoc sau khi sir dung liéu 5mg. Do sy
chuyén hoa thap va khong co sy trc ché trao ddi chat, nén sy
tirong tac gitra levocetirizine va céc chat khac 12 khong thé.
Thai trir:

Nira doi huyét twong clia levocetirizine [a 7.9 = 1.9h. Bd
thanh thai |a 0.63 ml/phiitkg. Levocetirizine va chat chuyén
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hoa thai trir chd yéu thong qua nudrc tiéu, chiém 85.4%. Bai
tiét qua phan chi chiém 12.9%.

Chi dinh diéu tri:

Diéu tri cac biéu hién dj (rng do Histamin nhu: Viém mai di
(rng, may day...

Chéng chi dinh:

V6i nhitng ngudi man cam véi levocetirizine va dan xuét
piperazine, hodc nhiing thanh phén khac cla thudc. Bénh
nhan suy than nang ¢é dé thanh thai creatinine it hon 10ml/
phut.

Liéu dlng va cach dung:

Ngudi Ién va tré em trén 12 tudi: Lidu khuyén cdo 1a 5mg méi
ngay.

Ngui gia: Didu chinh lidu & bénh nhan suy than vira va nang.
Tré em tir 6 dén 12: lidu hang ngay la 5mg

Tré em dudi 6 tudi: Levocetirizine khéng dugc khuyén cdo sir
dung & bénh nhan dudi 6 tudi,

Bénh nhan suy than:

Khodng cach phai dugc diéu chinh theo chirc ndng than. Phai
danh gia do thanh thai creatinin ctia b&nh nhan (CLcr). Cler
(ml/phat) dugc danh gia bang cach xac dinh creatinine trong
huyét thanh

Ol i [140-tuéi)] * cén nang (kg)
CR™ 72 x creatinine (mg/di)
Biéu chinh liéu & bénh nhan suy than nhu sau:
| | Bothanhthéi | R
| Geatinine (riminy| L8V |

] _|
280 |1 x 1 vién mbi ngay
5079

(x 0.85 dbi voi phu ni)

Nhom

' Chuc nang than
 binh thurdng
‘Suy than nhe

1 % 1 vién mbi ngay |

Suythanvia | 3049 [1vienmdi2ngdy |
Suythannang | <30 |1vignmbdi3ngdy |
' Thén giai doan |

cudi — bénh | <10- Chéng chi dinh

| nhén loc than

Bénh nhan suy gan: Khong can giam liéu & nhing bénh nhan
chi bi suy gan. Bénh nhan suy gan va than can diéu chinh liéu.
Khoang thai gian diéu tri:

Khodng théi gian diéu tri phy thude vao loai bénh, khodng
thvi gian bj bénh va chu ky cta bénh. Béi voi sét cd khd, noi
chung khoang thoi gian diéu trj 1a 3-6 tuan 13 40 néu tiép xdc
véi phan hoa ngan trong khodng 1 tuan. Da c6 cac béng
chirng lam sang vé& ché do diéu trj 4 tuan véi vién nén bao
phim Levocetirizine 5mg. B6i véi cham man tinh va viém mdi
di (’ng man tinh da ¢6 di liéu 13m sang vé thai gian diéu tri
Ién dén 1 nam ddi vai chat dong phan racemic va lén dén

18 thang ddi véi bénh nhan san ngira co lién quan dén viém
da di ing.

Thén trong va canh bao:

Thén trong & bénh nhan c6 udng ruou,

Lertazin 5 mg vién nén bao phim chira lactose. Bénh nhan
véi van @é di truyén hiém gap clia khong dung nap galactose,
thiéu hut lactase Lapp hoac kém hép thu glucose-galactose
khong nén diing thudc nay.

Tac dung khéng mong mudn:

Thuéng gap (>1/100 dén <1/10): khé miéng, dau dau, mét
moi, ngu ga.

Khéng thuéng gap (>1/1000 dén <1/100): mét méi, dau bung
RAt hiém gap (<1/10000): Tang can, xét nghiém chirc ndng
gan béat thudng, réi loan tim mach: danh tréng nguc, loan thi,
rbi loan hé hap: kho thd, réi loan tiéu héa: bubn nén, da va
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cac roi loan mé dudi da: phu, nglra, phat ban da, ndi mé day,
réi loan hé thdng mién dich: man cam bao gém sbc phan ve,
roi loan gan mat: viém gan.

Théng bao cho Béc si nhiing tac dung khéng mong muon
gép phai khi str dung thude

Tuong tac thube:

Chura ¢ nghién ciru tuong tac thube cla Levocetirizine (bao
gbm chwra ¢6 nghién clru véi nhirng chét ting cudmng
CYP3A4). Nhiing nghién ctru vé cac chat dong phan racemic
clia Cetirizine cho thay khdng co twong tac véi
Pseudoephedrine, Cimetidine, Ketocanazole, Erythromycin,
Azithromycin, glipizide va diazepam. Nguoi ta quan sat thay
6 sir giam nhe do thanh thai cetirizine (16%) trong nghién
clru dung da lieu phéi hop voi theophilline (400mg duy nhét
méi ngay). Trong khi @6 theophilline ¢ khuynh huéng khéng
bi &nh hwéng béi thude kém theo cetirizine. Sy hp thu'cta
levocetirizine khdng bi anh hudng bdi thirc an nhung ty 1€
hép thu bj giam.

O mét s6 bénh nhan nhay cam thi khi str dung Cetirizine
hodc Levocetirizine ciing véi rirgu hodc cac thude tre ché
than kinh trung wong thi cé thé gay tac dung béat loi trén hé
théng thén kinh trung vong.

Phu nir cé thai va cho con bu:

Levocetirizine khdng gay quai thai & dong véat, nhung khdng
cd nghién clru day du trén ngudi mang thai, cho nén khang
dung cho phy nir dang mang thai va cho con bu.

Lai xe va van hanh may maéc:

Tranh str dung nhirng phuong tién may mac, lai xe khi ding
thudc nay.

Str dung qua liéu va diéu tr: _

Triéu chirng: ngu ga & ngudi Ion; ban dau 1a lo &u va kich

dong, sau do la ngu ga & tré em.

Diéu tri: Chua cé thuoc giai doc dac hiéu véi levocetirizine.
Néu qua lidu xay ra thi diéu trj triéu ching va diéu trj duy tri.
Rra da day nén duoc can nhéac néu khoang thoi gian qua
liéu ngan. Loai trir levocetirizine bang phuong phap tham
phan la khdng c6 hiéu qua.

Bao quan:

Bao quan noi khé mat, nhiét do khdng qua 30°C, tranh anh
sang.

Dé xa tam tay tré em.

Han ding: 3 nam.

Khéng duoc ding thude khi qua thdi han st dung ghi trén
nhan.

Biong goi: Hop 3 vi x 10 vién nén bao phim.

Tiéu chuan: nha sén xuat.

L&i khuyén cao:

Thude nay chi ding theo sy ké don cua thay thude.

Doc ky hudng dén sir dung trwdc khi dung.

Néu can thém théng tin xin héi y kién bac si.

San xuat boi:

KRKA, d.d., Novo mesto, Smarjeska cesta 6,

8501 Novo mesto, Slovenia

Bang ky boi:
- + D

TENAMYD PHARMA CORP.



