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& Tén thuéc
Stadeltine

2. Cac dau hiéu lwu y va khuyén cao khi dung thudc
Pé xa tam tay tré em H
Poc k§ hwédng dan sir dung trweérc khi dung

3. Thanh phan coéng thirc thudc
Thanh phan hoat chét:
Levocetirizine dinydroChlonde...........ccoeeeeeeeeessd it el 8 L SV S0 LIRE L. 5 mg
Thanh phan ta duworc:
Lactose monohydrat, microcrystallin cellulose, hydroxypropyl cellulose, colloidal silica
khan, magnesi stearat, hypromellose 6 cps, macrogol 6000, talc, titan dioxyd.

4. Dang bao ché
Vién nén bao phim.
Vién nén dai, bao phim mau trang, hai mat khum, mdt mat khac “5”, mot mat tron.

5. Chi dinh .
Levocetirizine dwoc dung dé diéu tri;

- Giam céc triéu chirng & mat va mii cua viém mui dj (rng theo mua va viém mdii di &ng
quanh nam.

Giam cac trieu chirng may day man tinh.

6. Céach dung, liéu dung
Stadeltine duoc ding bang dwdng udng, cé thé udng ciing hodc khﬁng cung VoI
thire an.
— ' Nguoilén va tré em tir 12 tubi tré I€n: 5 mg X 1 [@n/ngay.
- Tré em tér 6 dén 12 tudi: 5 mg/ngay.
Levocetirizine khong dugc khuyén cao dung cho tré em duwéi 6 tudi vi khong da dir
liéu vé hiéu qua va an toan trén tré.
—  Nguoi lon suy than:
+ Binh thwdng (Cler = 80 ml/phut) 5 mg x 1 lan/ngay.
+ Nhe (Clcr 50 - 79 ml/phat): 5 mg x 1 1an/ngay.
+ Trung binh (Clcr 30 - 49 ml/phut): 5 mg x 1 lan moi 2 ngay.
+ Nang (Clcr < 30 ml/phat): 5 mg x 1 lan moi 3 ngay
+ Chdng chi dinh v&i bénh suy than giai doan cudi (Clcr < 10 mllphut) va bénh nhan
tham tach mau.
- Nguoi cao tubi: Khong can diéu chinh liéu trén bénh nhén cao tudi cé chirc nang than
- binh thuéng.
- Bénh nhi suy than: Liéu dung can duogc diéu chinh tﬂy theo tirng bénh nhan'dya vao
do thanh thai than, tudi va can nang cta tré.
~ Bénh nhan suy gan: Khéng can diéu chinh liéu cho bénh nhan chi bi suy gan.
- Bénh nhan suy gan va suy than: Biéu chinh liéu theo khuyén céo. -
v Chéng chi dinh

— "~ Quéa man v&i levocetirizine, cac thanh phan ta dwoc khac cua thudc, voi hydroxyzm
hodc v&i dan xudt piperazin khéc.

- Bénh nhan suy than giai doan cudi (Clcr < 10 ml/phut) va bénh nhan dang tham tach

maul.

Bénh nhi 6 - 10 tudi bi suy than.

8. Canh bao va than trong khi dung thuéc

Khong khuyén céo dung cho tré em duwéi 6 tudi do hién van chuwra ¢ lieu dap (rng doi

vOi dang vién nén bao phim.

- Than trong v&i nhirng bénh nhan déng kinh hoac bénh nhan cé ‘nguy co co gi’at.

- Bénh nhan nén than trong ddi v&i nhirng céng viéc nguy hiém can su tinh tao vé tinh
than hoan toan va sy phéi hop van dong nhw van hanh may méc hoac lai xe sau khi
dung levocetirizine.

- Nén tranh dling dong thai levocetirizine voi wou hoﬁc cac thuée rc ché than kinh

* trung wong do c6 thé [am gidm s tinh tao va lam suy yéu hon hoat dong clia hé than
kinh trung wong.

— Stadeltine c6 chira lactose. Khéng nén dung thudc nay cho bénh nhan cé cac van dé
ve di truyén hiém gap khdong dung nap galactose, thiéu hut enzym lactase toan phan
hay kém hap thu glucose-galactose.

9. St dung thudc cho phu nir cé thai va cho con bt
Phu ni¥ co thai
Chua c6 cac nghién clru day du va duoc kiém soat tét & phu nir ¢ thai. Do céac
nghién ctru vé sy sinh san ¢ dong vat khong phai luc nao cling dy doan dwoc dap
(rng @ ngui, chi nén dung Ievocetlnzme trong thai ky néu that sy can thlet
Phu ni¥ cho con bu i
V1 levocetirizine cling duwoc cho la bal tlét vao stra me‘ kKhéng khuyén cao dung
levocetirizine & phu nr dang cho con bd.

10. Anh hwéng cua thuc 1én kha néng lai xe, van hanh médy méc

" Céc nghién ctru lam sang so sanh da khang dinh khéng c6 bang chirng levocetirizine
& lieu khuyén cao lam giam sur tinh téo tinh than, kha nang phan rng va kha nang lai
xe. Tuy nhién, mot s6 bénh nhan cé thé gap cac triéu chirng budn ngl, mét madi va
suy nhugc khi dang diéu tri véi levocetirizine. Do do6, khi ¢o y dinh lai xe, thirc hién
cac hoat dong tiém an mao hiém hay van hanh may méc, bénh nhan nén theo doi
phan (rng cta co thé véi thude. {

11. Twong tac, twong ky cua thudc 1 1
Twong tac cua thudc e
Chuwa co cac nghlen clru vé twong tac thudc in vivo dwegrc thure hién vé'l levocetirizine.
Twong ky cua thuéc
Do khong c6 cac nghién ctru vé tinh twong ky ctia thudc, khéng tron lan thuoc nay voi
cac thudc khac.

12. Tac dung khéng mong mudn cuta thuéc
Thwong gap (1/100 < ADR < 1/10)

- Tam than: Budbn ngu.

- Than kinh: Hoa méat, dau dau.

- HG6 h&p, ngurc va trung that: Viém hong, viem 'mi & tré em.

- Tiéu héa: Pau bung, khé miéng, buon non.

- Toan than: Mét maéi.

It gdp (1/1000 < ADR < 1/100)

- Téam than: Lo au. _ .,
— Than kinh: Di cam. it F UG R T4 | W
- Tiéu hoa: Tiéu chay. | o %

- Da va mé duoi da: Nglra, phat ban.

- Toan than: Suy nhuoc, khé chiu.

Hiém gép (1/10.000 < ADR < 1/1000)

- Mién dich: Qua man.

— Tam than: Hung hang, lo au.

- Than kinh: Co giét, rbi loan van dong.

- Tim mach: Tim dap nhanh.

= Gan mét: Chlrc nang gan bat thudng (téng transaminase, alkahn phosphatase y-GT

va bilirubin).

- Da va m6 dwdi da: May day.
— ..Toan than: Phu.
= Nghién ctru: Tang can.

Réat hiém gap (ADR < 1/10.000)

~ Mau va bach huyét: Giam tiéu cau.

- Mién dich: S6¢ phan vé.

~ Tam than: Ro6i loan ctr ddng. *

— Than kinh: R6i loan vi giac, ngat, run, rdi loan trevong lwe, rdi loan van déng. .
- Mat: R6i loan diéu tiét méat, nhin mo, chuyén déng mét.

- Da va mé dwéi da: Phit mach than kinh, hdng ban séc td c6 dinh. v
- Than va tiét niéu; Tiéu kho, dai dam. $ Initan ¢

13. Qua liéu va cach xur tri
Cac triéu chirng
CAc triéu chirng quan sat dugc sau khi dung qua liéu Ievocet|r|2|ne cha yéu lién quan
dén cac tac dung trén hé than kinh trung wong hay cac tac dung lién quan dén tac
dung khéng cholinergic. Cac tac dung khong mong muén dugc ghi nhan sau udng it
nhat gap 5 lan lieu khuyén cao hang ngay: Lu lan, tiéu chay, hoa mat, mét moi, dau
dau, khé chiu, glan dong tr, ngtra, bon chdn, ngt mé, budn ngu, strng s, tim dap
nhanh, run va bi tiéu.
X tri qua liéu
Khong c6 thudc giai doc dac hiéu cho levocetirizine. Néu dung qua lieu, khuyén cao
diu trj trieu chirng hodc diéu tri hd tro. Xem xét rira da day ngay sau khi udng.
Levocetirizine khong dwoc loai bd hiéu qua bang cach loc mau.

14. Pac tinh dweoc luc hoc

| Nhém duoc Iy Thudc khang histamine tac dung toan than khéc CAc dan chéat
piperazine.
Ma ATC: RO6AEO09. '
Levocetirizine, dong phan d6i quang c6 hoat tinh cua cetirizine, 1a mft thuéc khéng
histamin; tac ddng chi yéu cta thubc gian tl‘ép thdng qua su rc ché chon loc thu thé
H1. Hoat tinh khang histamin clia levocetirizine da dwgc chirng minh & nhiéu loai
ddng vat va ngudi. CAc nghién clru in vitro vé sir gan két da cho thay levocetirizine
c6 ai lwe véi thu thé H1 & ngwdi cao hon gap 2 lan so véi cetirizine (Ki = 3 nmol/l so
v@i 6 nmol/l).

15. Pac tinh dwoc dong hoc

_ Hé’p thu: Levocetirizine dwgc hap thu nhanh va nhigu sau khi uéng. O' ngui 16n,

nong do dinh trong huyét twong dat dwgc khoang 0,9 gid sau'khi uéng. Trang thai 6n
dinh dat dwgc sau 2 ngay diéu tri. Nong d6 dinh dién hinh 1an lvot 1a 270 ng/ml va 308
ng/ml sau khi uéng don liéu va lap lai liéu 5 mg x 1 lan/ngay twong rng. Mdrc hap thu
clia thudc khong phu thudc lieu va khéng bi anh hwéng béi thirc @n, nhueng ndéng do
dinh giam va cham hon.
Phan bé: Khéng co dir liéu vé phan bd tai mé & nguwdi va sy di qua hang rao mau
ndo cha levocetirizine. O' chudt edng va ché, ndng dd trong md cao nhéat dwoc tim
thdy & gan va than, thdp nhét la & hé than kinh trung wong. Q- ngudi, 90%
levocetirizine gan véi protein huyét tirong. Phan bd cla levocetirizine hep, véi thé
tich phan bé la 0,4 I/kg.
Sinh chuyén héa: Mirc dd chuyén héa cla levocetirizine & ngudi dudi 14% liéu
dung, vi vay s khéac hiét do da hinh di truyén hoac khi dung déng thdi véi cac thube
trc eh€ enzym duoc xem nhw khdng dang ké. Con duong chuyén-hoda bao gom oxy
héa vong thom, khir nhém alkyl & vi tri N- va O- va lién hgp vaéi taurin. Con dudng
khir nhém alkyl chli yéu qua trung gian CYP 3A4 trong khi sy oxy héa vong thom lién
quan dén cac dang CYP phtrc tap va/hoac CYP chua xac dinh. Levocetirizine khong
tac dong lén cac isoenzym CYP 1A2, 2C9, 2C19, 2D6, 2E1 va 3A4 & ndng dd cao
hon néng do dinh dat dwgc sau khi udng lieu 5 mg. Do chuyén héa cham va khdng
cé tiém nang trc ché chuyén héa, twong tac clia levocetirizine v&i cac chat khac hay
nguoc lai khdng xay ra.
Thai trie: Thoi gian ban thai trong huyét twong & ngwoi |[&n khoang 7,9 £.1,9 gio.
T6ng thanh thai toan phan trung binh & ngui I&n la 0,63 ml/phut/kg. Levocetirizine
va cac chét chuyén hoéa cla né duoc bai tiét chi yéu qua dwdng ti€u, trung binh
85,4% lieu dung. Sw bai ti€t qua phan chi chiém 12,9% liéu dung. Levocetirizine duoc

bai tiét bai qua trinh loc cau than va bai tiét cha dong tai 6ngothan
Suy than: Do thanh thai biéu kién clia levocetirizine trong quan véi dd thanh thai

creatinin. Do dé, khuyén céo diéu chinh khoang cach gilra cac liéu levocetirizine dya
trén do thanh thai creatinin & bénh nhan suy than vira va nang. O giai doan cudi vo
niéu & bénh nhan suy than, dd thanh thai toan than giam khoang 80% so v&i nguoi
binh thuérng. It hon 10% lwong levocetirizine dworc loai bd trong qua trinh tham phéan
mau trong 4 gio.
16. Quy cach déng goi
Vi 10 vién. HOp 1 vi.
Vi 10 vién. HOp 5 vi.
Chai 100 vién. HOp 1 cha.
17. Diéu kién bao quan, han dung, ti€u chuan chat lwong cua thuﬁc
17.1. DPiéu kién bao quan
Bao quan trong bao bi kin noi kho. Nhlet do kh6ng qué 30°C
17.2. Han dung
24 thang ké tlr ngay san xuat.
17.3. Tiéu chuan chét lvong
USP.
18. Tén dla chi ciia co s& san xuat thudc

Cong ty TNHH LD Stellapharm - Chi nhanh 1
S0 40 dai 10 Ty Do, KCN Viét Nam - Singapore,
P. An Phi, Tx. Thuan An, T. Binh Dwong, Viét Nam
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