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TV 89846
R, 26/9 (feAg

UNI - AZELASTIN

Azelastin hydroclorid 0,5 mg/ml
Dé xa tim tay tré em
Doc ki huwong din sir dung truée khi ding

*

efgr: Azelastin hydroclorid 0.5 mg/ml

- A
c: EDTA, hypromellose, acid citric monohydrat, di-natri hydrophosphat

Pk B b2

il EDTA,
dihydrat;mmatri clorid, nude cat pha tiém

Dang bao ché: Dung dich nho mat

Mé ta: Dung dich trong subt

pH:45-17,0

Chi dinh

Diéu tri va phong ngira cac triéu chimg cua viém két mac dj (rng theo mia & ngudi 1on vatre
em tir 4 tudi tré 1én.

Diéu trj céc tridu chimg cia viém két mac di img khong theo miia & ngudi 16n va tré em tir
12 tudi tro lén.

Liéu lrong va cich diing

Liéu ding

Piéu trj va du phong céc triéu chimg cia viém két mac di (mg theo muia: Nho mot giot vao
mdi mit, 2 1dn mdi ngay, néu cin thiét c6 thé ting lén 4 1an mdi ngay.

Diéu trj cac tridu chimg cua viém két mac di ing khéng theo mia: Nhoé mdt giot vao mdi

mét, 2 1an m&i ngdy, néu can thiét ¢6 thé ting 1én 4 1an mdi ngay.

Thoi gian diéu tri t5i da 12 6 tudn. Bénh nhan nén hai y kién bac s néu cac triéu chimg khong

duoc cai thién hodc xau di sau 48 gio sir dung.

Cdch diing

Huréng din sir dung va mao'lp thudc nhé mdt Uni - Azelastin

K|

Tach ong ra khoi vi, kiém tra tinh
nguyén ven cua ong trudc khi mo

cPCiHN



Van roi nap ong thudc va giir sach dau
} nap

Gilr ong gé;n nhung khong cham vij tri
can nho mat va bop nhe, nho tirng giot.

Pay nip lai sau khi sir dung

Chéng chi dinh

Man cam véi bat cir thanh phan nao ctia thudc.

Cinh bdo va thin trong khi ding thube

Canh bdo

Azelastin khong diing dé diéu tri nhidm triing mét

Sir dung thude cho phy nir ¢6 thai va cho con bi

Phu nir co thai

Khéng c6 day du thong tin vé sir dung thude cho phu nit ¢6 thai. Do d6 chi nén sir dung cho
phu nir ¢ thai khi danh gia bénh nhén cén than, va lgi ich vuot trdi hon nguy co.

Phu nit cho con bu

Khéng c6 thong tin vé viéc azelastin dugc bai tiét qua sira. Thén trong khi sir dung cho phu
nit cho con bi.

Anh hwing ciia thude 1én kha ning 13i xe, van hanh may mée

Azelastin gdy kich tmg nhe va thodng qua & mét nhung khong anh huéng dén tim nhin. Tuy
nhién, néu co bat ky anh huéng nao dén thi luc, can than trong khi lai xe hodc van hanh may
moc.

Twong téic, twong ky cia thube

Véi thube nhé mét, khong cé dir liéu vé twong téc cua azelastin hydroclorid da dwgc thuc
hién.

Téac dung khong mong mudn cia thube

crPClHN

LS e T I



Phan loai tan suft xay ra tac dung khéng mong mubn:
Rat thudng gap: > 1/10; thuong gap (> 1/100 dén < 1/10); it gap (= 1/1000 dén < 1/100);
hiém gip (> 1/10 000 dén < 1/1000); rat hiém gip (< 1/10 000); chua rd tin suét (khong thé

udce tinh tir dir liéu sin co)

Roi loan hé thong mién dich | Rat hiém gap: phan tng dj (g (phat ban, ngira)
R&i loan hé than kinh Chura rd tan suat: vi dang
Ro6i loan mat Thuong gap: kich (mg nhe, thodng qua trong mat

Thong bio cho bic si nhirng tic dung khéng mong mudn
gip phai khi sir dung thude

Qua liéu va xir tri
Qua liéu
Khéng ¢6 dir liéu 1am sang vé viéc qua lidu azelastin hydroclorid khi nhé mét, phan (g qua
liéu khong duoc du doén.
X tri
Trong trudng hop qua liéu hofic nhiém doc, céc rdi loan cua hé than kinh trung wong da duogc
du doan dua trén két qua thi nghiém trén dong vat. Khéng cé thude giai doc dac hiéu, diéu
tri triéu chimg va hd trg khi ¢6 céc rbi loan ¢g triéu ching.
Pac tinh duwge lwe hoe
Nhom duwege Iy: chéng di img
Ma ATC: S01GX07
Azelastin, mot dan xuat phthalazinon, 12 mot hoat chit chéng di ing c6 tac dung kéo dai, d6i
khdng H1 c6 tinh chon loc. Dit liéu in vivo va in vitro cho thdy azelastin trc ché sy téng hop
hodc giai phéng ctia céc chét trung gian héa hoc dugc biét 1a tham gia vao cac phan tmg di
trng giai doan sém va mudn nhu leukotrien, histamin, PAF va serotonin. Ddng thoi, tic dung
chéng viém c6 thé duge phét hién sau khi diing thude béi tai chd.
Cho dén nay, cac déanh gia ECG & nhitng bénh nhan diéu tri dai han bang azelastin véi liéu
cao da chi ra ring khong ¢6 anh hudng dang ké vé mat 1am sang cuia azelastin dén gia tri QT
hiéu chinh (QTc)
Khéng c6 mbi lién hé gitra azelastin véi cac rdi loan nhip that hodc xoén dinh dugc ghi nhan
& hon 3700 bénh nhén duoc diéu tri bang azelastin duong ufing.
DPic tinh duge dong hoc
Sau khi sir dung azelastin 13p di lap lai, moi mat 1 giot, bon lan mdi ngay. nf’mg do dinh huyét
twong trang thai 6n dinh cia azelastin 1a rit thip va nam duéi giéi han dinh luong.
Quy cich dong goi:
Hop I vi,2 vi,4 vi,5vi. 10vi,20 vi, 40 vix 5 éng x 0.4 ml
Hop 1 vi,2vi, 4vi.5vi, 10vi,20vi,40vix 5 éng x 0.5 ml
Hop 1 vi, 2 vi, 4 vi, 5 vi, 10 vi, 20 vi, 40 vi x 5 ng x 0,6 ml
Hop 1 vi, 2 vi, 4 vi,5vi, 10 vi, 20 vi, 40 vix 5 6ng x 0.8 ml
Hop 1 vi, 2 vi, 4 vi, 5 vi, 10 vi, 20 vi, 40 vi x 5 éng x 1,0 ml

cprCiHn

VA4
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Bido quin

Bao quan trong bao bi kin, tranh anh sang, nhiét do dudi 30°C.
Han diing

36 thang ké tir ngay san xuét, 2 ngay ké tir khi mo nip

Tiéu chuéin chit lwgng: Tiéu chudn co so

Nha sin xuét

. cpCiuN
CONG TY CO PHAN DUQC PHAM CPC1 HA NOI

Cum cong nghiép Ha Binh Phuong, x4 Van Binh, huyén Thudng Tin, thanh phé Ha Néi




