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XytalAPC 5

Levocetirizin dihydroclorid 5 mg

BDoc ky hiweong din sir dung trieée khi dung
Pé xa tam tay tré em

Thong bdo ngay cho bdc st hodc duege st nhitng tic dung khéng mong muén gdp phai khi sit dung thuéc

1. Thanh phin cong thirc ciia thude: M3i vién nén bao

phim chira:

Thanh phan hoat chat:

Levocetirizindihydroclord cummmmamnin. 5mg
Thanh phan i duge: Lactose; Microcrystalline
cellulose; Copovidon; Natri starch glycolat; Magnesi
stearat; Colloidal anhydrous silica; Opadry II white
(Polyvinyl alcohol, Titan dioxyd, Macrogol, Talc,
Lecithin).

2. Dang bao ché: Vién nén bao phim

3. Chidinh

thalAPC 5 duge chi dinh cho nguei [6m va tré em tir

6 tudi tr 18n dé:

o Lam giam céc triéu chiing (nhu hét hoi, nghet mii,
chay nudc miii, ngira miii, ngua va chay nudc mét)
cua viém mii dj ng (bao gom viém mii di g
dai ding).

o Lam giam C&L tneu ching (nhu ngira, nbi mén do)
trong bénh ndi mé day man tinh v6 cén.

4. Liéu diing - Cach ding

Liéu dung:

Nguwdi lém va tré em tie 12 tuoi

Licu khuyén cdo 1a 5 mg levocetirizin dihydroclorid
(twong dwong 1 vién XytalAPC 5), 1 lan moi ngay.
Uong vao budi tdi. Mot sb bénh nhéin c6 thé duoc
kiém soat ddy du voi lidu 2.5 mg levocetirizin
dihydroclorld (1/2 vién XytalAPC 5), | lan moi ngay
udng vao bum toi.

Ngudi cao tudi

Diéu chinh liéu duoce khuyén cdo & bénh nhan cao tudi
bi suy than tir trung binh dén ning (xem phén Suy thdn
bén dudi).

_ Suy than i
D§ thanh thii |
Chire niing thin creatinin |  Liéu dung
| } {m]!m_in)
' Blnh thmmg > 80 S mg/ lan/ ngdy
_ _St_Jy than nhe . 50-79 5 mg/ lan/ ngay _
Suy thén vira 30-49 | 5mg/ l4n/ 2 ngy
~ Suy than niing <30 5 mg/ 1an/ 3 ngay
Bénh than giai doan
Lupl Bénh nhin <10 Chéng chi dinh
thdm phan mdu
Suy gan

Khong can diéu chinh liéu & bénh nhin chi ¢6 suy gan.
Nén diéu chinh liéu ¢ nhifng bénh nhan vira bi suy gan
va vira suy thén, (xem phan Suy gan phia (rén).

—  Tréemuir6- 12 tudi:

© Viém mai di tmg: 5 mg (twong dwong | vién
XytalAPC 5) x A lan/ ngay
o Chimg néi mé day man tinh vé can: 2.5 me
(twong dwong 1/2 vién XytalAPC 5) x | 140/
ngay
Cich dang:
Dung duong uéng, vio budi téi. Thubc c6 thé ding
cung hodc khéng cling véi thic an.
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Thoi gian sir dung:

Viém mii di img khéng lién tuc (c6 triéu chimg it hon
4 ngay/ tuan hodc dudi 4 tudn/ nim) phai dugc diéu tri
theo bénh va lich st clia bénh. Thuoc c6 thé ngung
ding khi cédc triéu chimg da blen mat va c6 thé duoc
ding lai khi cdc triéu ching xudt hién trd lai. Trong
truong hop viém mdi di tng kéo dai (c6 triéu chirng
hon bén ngay/ tudn hoic hon 4 tuan/ nam), didu tri
lién tuc c6 thé duoc dé xuét cho bénh nhan trong théi
gian tiép xic v6i chat giy di ing.

Co kinh nghiém ldm sang véi viéc s dung
levocetirizin trong thoi gian diéu tri it nhit 6 thang.
Trong ndi mé day man tinh vi viém mii di img man
tinh, ¢6 kinh nghiém lim sang vé viée s dung
cetirizin (hdn hop racemic) cho dén mot nam.

5. Chéng chi dinh
— Nhitng ngudi c6 tién st di tmg voi levocetlrmn,
cetirizin, cetirizin, vdi hydroxyzin, voi bét ky dan chét
piperazin hodc bét cir thanh phén nao ciia thude.
— Suy thén nang (Cler < 10 ml/phit).
— Tréem tir 6 thing &n 11 tudi bj suy r_hén.
6. Cinh bao va thin trong khi dung thuée
Thén trong khi ding thude ciing lic véi rugu (xem
phan Twong tdc thuéc).
Than trong khi ding thudc & nhitng bénh nhan bj dong
kinh va bénh nhan cé nguy co co giat vi levocetirizin
¢6 thé gy ra co gidt nang hon.
Than trong khi ding thuoc & nhilng bénh nhén o cdc
yeu td ¢6 thé gay bi tleu (vi du nhu tén thuong tiy
sbng, phi dai tién liét tuyén) vi levocetirizin tdng nguy
co bi tidu.
Dép (mg voi thir nghi€m danh gid di ing trén da bi
ché béi cdc thude khang histamin, do d6 ngung sir
dung thudc mét tho gian (khoang 3 ngay) trudc khi
thyc hig¢n céc thir nghiém.
Ngtra ¢6 thé xay ra khi ngung st dung levocetirizin,
ngay ca khi triéu ching nay khéng xudt hién trude khi
bit dAu didu tri. Cdc triéu chirng nay c6 thé tu khoi.
Trong mgt vai truong hop, triéu chimg nay cé thé
ndng va can duoc diéu tri trude khi tdi didu tr NG
levocetirizin.
Ta dwp’c -
o Thuoc 6 chira lactose. Do d6, bénh nhan c6 e

enzym lactase hnaL kém hap thu gluwse galact
khOng nén dung thudc niy.
7. Sir dung thube cho phu nir ¢6 thai va cho con bi
Phu nir ¢ thai
Hién chua ¢ dir liéu hodc it dir liéu vé viéc sir dung
levocetirizin & phu nit mang thai (< 300 két qua trén
phu nif ¢6 thai). Tuy nhién, véi cetirizin, ddng phén
lap thé cua levocetirizin, mét luong 1én dir liéu & phu
nit mang thai (> 1.000 két qua ctia phu nir ¢6 thai) cho
thy cetirizin khong gay di dang thai nhi cling nhu déc
tinh & thai nhi. Cdc nghién ciru trén dong vat cling
khéng thay nhitng anh hudng c6 hai truc tiép hay gidn
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tiép 1&n thai ky, su phat trién ctia phoi thai/thai nhi,
qué trinh sinh dé va sy phat trién sau sinh.

Chi sur dung levocetirizin trong thoi ki mang thai khi
that cén thiét.

Kha ndng sinh san: dbi véi levocetirizin chura ¢6 dit
liéu lam sang.

Phu nit cho con bii

Cetirizin, dong phén lap thé cta levocetirizin, da dugc
chimg minh qua dugc sita me. Vi vay, levocetirizin
cling ¢co the tiét vao stta me. Cic phan ung khong
mong mubn lién quan dén levocetirizin ¢ thé quan sat
thiy & tré bd me. Vi vdy, cin than trong khi dung
levocetirizin cho phu nit cho con bu.

Anh hwing téi kha ning li xe va vin hanh may
mée

Céc thir nghiém Iam sing so sinh da khing dinh
levocetirizin & liéu didu tri khong anh hudng dén su
tinh tdo, kha nang phan ung hodc vén hanh may moéc.
Tuy nhién, mot s6 bénh nhin c6 thé cam thay budn
ngl, mét moi, suy nhugc khi dang didu tri véi
levocetirizin. Do do, truede khi 141 xe, thuc hién cdc
hoat dong mao hiém, van hanh mdy méc, ngudi bénh
nén theo ddi phan (mg cla co thé dbi véi thude.
Tuwong tic, tuong ky cia thuoc

Chua c6 nghién ciru nao vé tuong tic thubc cua
levocetirizin (bao gém chua c6 nghién ctu véi nhitng
thudc cam ng CYP3A4) cac nghlen clru voi hop
chét dong phan lap thé cetirizin cho thdy khong c6 cdc
tuong tic bat lgi lién quan vé mit lim sang (voi
antipyrin,  azithromycin,  cimetidin,  diazepam,
erythromycin, glipizid, ketoconazol vi
pseudoephedrin). D& thanh thai cetirizin giam nhe
(16%) da dugc quan sit trong nghién ciru ding da lidu
phéi hop véi theophyllin (400 mg x 1 lan/ngay); trong
khi d6 theophyllin ¢6 khuynh huéng khong bi thay dbi
khi ding déng thoi véi cetirizin.

Trong mot nghién ciru da liéu rltonawr (liéu 600 mg X
2 lan/ngdy) va cetirizin (10 mg mdi ngay), mic tlep
Xic cua cetirizin ting 1én 40% trong khi su Lhuyen
héa cua ritonavir thay déi nhe (-11%) khi diing dong
thot véi cetirizin,

Mic d6 hép thu cia levocetirizin khong bi
thire &n, mac du téc do hap thu giam. :
O nhitng bénh nhan nhay cam, viéc st dung ciig
cetirizin ho#c levocetirizin voi rugu hodc thudg, (&
than kinh trung wong khdc c6 thé lam gidm sﬁ;m RE!
va gidm hiéu sudt lam viéc. {

10. Tac dung khong mong mubn (ADR) ciia thudé’

11.

12.

13.

14.
15.

Chura biét tin sudt: ( Khéng thé woc tinh dwoc tie dit
liéu san cé)
R3i logn hé mién dich: qud man cam ké ca phan vé.
Réi loan chuyén héa va dinh duwdng: ting cam gidc
thém &n.
Réi logn tam than: hung hing, lo Au, 4o gidc, trAm
cam, mét ngy, ¥ dinh ty tir, 4 mong,
Réi loan hé than kinh: co gidt, di cam, chodng ving,
ngﬁt run rdy, réi loan vi gidc.
Réi loan tai va mé dao: chéng mit.
Réi logn vé mdt: t61 loan thi gidc, nhin mo.
Réi loan vé tim: danh tréng nguc, nhip tim nhanh.
R6i loan hé hé hap, 16 ong nguc va trung thdt: khé thé.
RGi logn hé tiéu hda: budn non, ndn, tiéu chay.
R6i loan gan - mat: viem gan.
RGi loan thdn va tiét niéu: tiéu khé, bi tiéu.
Réi loan da va mé dwci da: phu than kinh mach, hdng
ban sic t6 ¢ dinh, ngira, phat ban, may day.
Réi loan hé co xuong va mé lién két: dau co, dau
khép.
R6i loan toan thén va tai ché: phi.
Xét nghiém: tang cén, xét nghiém chitc ning gan bét
thudng
MG ta chon loc cdc dung khéng mong mudn
Sau khi ngung sir dung levocetirizin, ngira di dugc
bao céo.
Qui liéu va cich xiy tri
Triéu chung
Céc triéu ching qu liéu cé thé bao gdm budn ngi &
ngudi 16n. O tré em, kich dong va bdn chdn c6 thé xay
ra lic ddu, sau d6 14 budn ngiL.
Cadch xir tri qud liéu
Chua c6 thude giai doc dac hiéu dbi voi levocetirizin.
Khi xay ra qu liéu nén diéu tri triéu chimg hogc diéu
tri hd tro. C6 thé ria da day khi méi dung thude qud
lidu. Tham tich mau khéng cé hiéu qua trong viéc loai
bd levocetirizin.
Quy cich déng goi:
Vi bam nhdm — nhom. Vi 10 vién. Hép: 1 vi, 3 vi hodc
10 vi.
Vi bim nhém — PVC. Vi 10 vién. Hop: 1 vi/tdi nhém,
3 vi/tii nhém hodc 10 vi/tdi nhdém,
Diéu kién bsdo quéin: Bdo quan ¢ nhi¢t do dudi 30°C.
Tréanh 4nh séng trirc tiép va noi 4m uét.
Han diing ciia thudc: 36 théng ké tir ngdy san Xuét.
Tiéu chuén chat lwong: Tiéu chuin co so.

Co 56 san xuit va Co si phan phéi:
CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A
Khu Cong Nghiép Nhon Trach 3, thi trdn Hiép Phude, huyén Nhon Trach, tinh Pdng Nai.
Dién thoai: 02513 566202 Fax: 02513 566203
A& AMPHARCO US.A
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