AZELASTIN EYE DROP

Azelastin hydroclorid 0,5 mg/ml
Déxatdmtay tréem
Doc kyj huéng dan sir dung trudc khi diing

Thanh phan

Méi 1 ml dung dich c6 chita:

Thanh phdn hoat chdt: Azelastin hydroclorid 0,5 mg

Thanh phdn td dugc: benzalkonium clorid, EDTA, hypromellose, acid citric monohydrat, di-natri
hydrophosphat dihydrat, natri clorid, nudc cat pha tiém.

Dang bao ché: Dung dich nhé mét

Mé ta: Dung dich trong sudt

pH:4,5-7,0

Chi dinh

Diéu tri va phong ngira cac triéu chimg cia viém két mac di ting theo muia & ngudi I16n va tré em tir
4 tuditrg lén.

Diéu tri cac triéu chiing cta viém két mac dj ting khéng theo mua & ngudi I16n va tré em tir 12 tudi
tré 1én.

Liéu lugng va cach dung

Liéu diing

Diéu tri va phong ngua cc triéu chiing ctia viém két mac di ing theo muia: Nhd mét giot vao méi
mét, 2 1an méi ngay, néu can thiét c6 thé tang lén 4 1an méi ngay.

Diéu tri cac triéu chiing clia viém két mac di tng khong theo mua: Nhé mét giot vao mébi mét, 2 1an
mdi ngay, néu can thiét cé thé ting 1én 4 1an méi ngay.

Thai gian diéu trj t6i da la 6 tuan. Bénh nhan nén hai y kién bac si néu cac triéu ching khéng dugc
cdi thién hodc x3u di sau 48 gi& st dung.

Cdch ding

Huéng dan sir dung va mé lo thuéc nhé mdt Azelastin eye drop

- D& ddm béo chét lugng cho san phdm khéng dung dao kéo cit dau lo/dng.

- Khi xody nép, phan kim sé dam vao than lo/6ng, tao 16 nhé dé nhd giot. Thao tac thuc hién nhu sau:
Hwéng dan sir dung
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Chéng chi dinh

M&n c&dm vdi bat cit thanh phan nao cla thuéc.

Canh bao va than trong khi dung thuéc

Cdnh bdo

Azelastin khéng dung dé diéu tri nhiém tring mét

Than trong

Thudc ¢6 chita benzalkonium clorid cé thé gay kich ing mat, nén tranh tiép xuc véi kinh ap trong
mém. Kinh ap trong nén dugc loai bo trudc khi diing thudc, va bénh nhan nén dgi it nhat 15 phut
trudce khi deo lai kinh ap trong.

S dung thuéc cho phu nit ¢6 thai va cho con bu

Phu nir c6 thai

Khong c6 ddy da thong tin vé st dung thudc cho phu nir ¢6 thai. Do d6 chi nén st dung cho phu
n{ c6 thai khi danh gia bénh nhan can than, va Igi ich vugt tréi hon nguy co.

Phu nir cho con bu

Azelastin dugc bai tiét mét lugng nhé vao sira. Do d6 khéng nén dung thudc trong thdi gian cho
con bu.

Anh huéng ctia thudc 1én kha nang lai xe, van hanh may méc

Azelastin gay kich ing nhe va thodng qua & mat nhung khéng anh hudng dén tdm nhin. Tuy nhién,
néu c6 bat ky &nh hudng nao dén thi luc, can than trong khi lai xe hodc van hanh may maoc.
Tuong téc, tuong ky cta thuéc

Vi thubc nhd mét, khdng co dt liéu vé tuong tac cla azelastin hydroclorid da dugc thuc hién.
Tac dung khéng mong muén ctia thuéc

Phan loai tén sudt xay ra tac dung khéng mong muén:

Rat thudng gap: = 1/10; thudng gap (= 1/100 dén < 1/10); it gap (= 1/1000 dén < 1/100); hiém gap
(= 1/10 000 dén < 1/1000); rat hiém gdp (< 1/10 000); chua ré tan suat (khéng thé udc tinh tur dir
liéu sén co)

R&i loan hé théng mién dich Rat hiém gép: phan Ung di (ing (phat ban, ngtra)

Réi loan hé than kinh [t gap: vi dang

R&i loan mét Thudng gap: kich (ing nhe, thodng qua trong mét

Théng bdo cho bdc si nhiing tdc dung khéng mong muén gdp phdi khi sit dung thuéc
Qua liéu va xir tri
Qud liéu
Khoéng c6 dir liéu 1am sang vé viéc qua liéu azelastin hydroclorid khi nhd mat, phan tng qua liéu
khong dugc du doan.
Xurtri
Trong trudng hgp qué liéu hodc nhiém ddc, cac réi loan cdia hé than kinh trung uong da dugc du
dodan dua trén két qua thi nghiém trén dong vat. Khong c6 thudc gidi doc dac hiéu, diéu tri triéu
chiing va hé trg khi c6 cac réi loan cé triéu ching.
Pac tinh dugc luc hoc
Nhém dugc ly: Chéng dj tng
Ma ATC: SO1GX07
Azelastin, mot dan xudt phthalazinon, 1a mét hoat chat chéng di ing c6 tac dung kéo dai, d6i
khang H1 cé tinh chon loc. Dt liéu in vivo va in vitro cho thy azelastin Uic ché su t8ng hgp hodc gidi
phéng clia céc chit trung gian héa hoc dugc biét |a tham gia vao cac phan Ung dj ting giai doan
s&m va mudn nhu leukotrien, histamin, PAF va serotonin. Déng thdi, tdc dung chéng viém cé thé
dugc phat hién sau khi nhd mat.
Cho dén nay, cac danh gia ECG & nhitng bénh nhén diéu trj dai han bang azelastin vdi liéu cao da
chi ra rang khéng c6 anh hudng dang ké vé mat 1am sang clia azelastin dén gié tri QT hiéu chinh
(QTc). Khéng c6 méi lién hé gitta azelastin véi cac réi loan nhip that hodc xoédn dinh dugc ghi nhan
& hon 3700 bénh nhan dugc diéu tri bang azelastin dudng uéng. Gidm céc triéu ching viém két
mac nén dugc chuy sau 15 - 30 phut.
Pac tinh dugc dong hoc
Sau khi st dung azelastin 1ap di l3p lai, m6i mat 1 giot, bén 1an méi ngay, néng do dinh huyét tuong
trang thai 6n dinh clia azelastin la rat thap va nam dudi gii han dinh lugng.
Quy cach dong goi:
Hop 18ng 3ml.
Bao quan
Bédo quan trong bao bi kin, trdnh dnh sang, nhiét d6 dudi 30°C.
Han dung
36 thang ké tir ngay san xuat, 15 ngay ké tir khi m& nép.
Tiéu chuan chat lugng: Tiéu chudn co s6.

Nha san xuat

cpPC1HN
CONG TY €6 PHAN DUQC PHAM CPC1 HA NOI
Cum céng nghiép Ha Binh Phuang, xa Van Binh, huyén Thudng Tin, thanh phé Ha Noi
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Mat truéc
Kich thudc: 100 x 160 mm

Mat sau
Kich thuéc: 100 x 160 mm




