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Thudc xit mii 

NASAZELA MT 
(Azelastine HCI 0.1%) 

KT: 29 x 45 (mat) x 110mm 

: H6p 1 lo 10ml Box of a 10m! botile 

Thuéc xit mai 

NASAZELA MT 

Nha phan phdi: 
CONG TY CO PHAN 
DUOC MY PHAM 
THANH NGAN 

DT: 0983 414 368 

Thanh phan: 

Azelastin hydroclorid 

0.1% 
Ta duoc vira du Nasal spray 

NASAZELA MT 
(Azelastine HCI 0.1%) 

Nha san xuat: 
CONG Ty CO PHAN 

DUOC KHOA 
Tru so chinh: 

$6 9, Nguy&n Cong 
Trt, Pham Dinh Hé, 
Hai Ba Trung, Ha N6i 

Chi dinh, cach dung, 
chéng chi dinh va 
cac thong tin khac: 

xem trong to) hudng 

dan st dung thuéc 
kém theo 

Tiéu chuan: TCCS 
Bao quan: Noi khé 

rao, tranh anh sang, 

nhiét d6 khéng qua 

30°C. Khéng déng 
lanh 
SDK: 

Dja diém san xuat: 
NHA MAY DU’O'C 

PHAM DKPHARMA - 
Chi nhanh Bac Ninh 
CONG TY CO PHAN 

DUOC KHOA 

Dia chi: L6 Ill-1.3, 

dwoéng D3, KCN Qué 

V6 2, xa Ngoc Xa, 

huyén Qué V6, tinh 

Bac Ninh 

Bé xa tam tay tré em 
Doc ky huéng dan sw 

dung trudc khi dung 

Thuoc xit mii 

manage NASAZELA MT 
Azelastinhydroclorid0.1% 

Tadupeweat (Azelastine HCI 0.1%) fs Purni 
Thudc xit mai Bao quan: Noi khérdo, trénh anh sang, 

NASAZELA nhiét 46 khéng qua 30°C. Khéng dénglanh 
: DI SDK: zelastine KCI 0.1%) 

L6Sx: 

NSX: 

HSD: 

Nha phan phéi: 
Ca CONG TY C6 PHAN DUOC MY PHAM THANH NOAN 

Nha san xudt: 

GIAM BOC CHAT LUGNG
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Thuoc xit mii 

NASAZELA MT 
(Azelastine HCI 0.1%) 

KT: 29 x 45 (mat) x 110mm 

Ho6p1lo15ml Box of a 15ml bottle 

Nha phan phdi: 
CONG TY CO PHAN 
DUOC MY PHAM 
THANH NGAN 

DT: 0983 414 368 

Thanh phan: 

Azelastin hydroclorid 

0.1% 
Ta duoc vira du Thuéc xit mai 

NASAZELA MT 

Nasal spray 

NASAZELA MT 
(Azelastine HCI 0.1%) 

_Nha san xuat: 
CONG TY CO PHAN 

DUOC KHOA 
Tru so chinh: 

$6 9, Nguy&n Cong 
Trt, Pham Dinh Hé, 
Hai Ba Trung, Ha N6i 

Chi dinh, cach dung, 
chéng chi dinh va 
cac thong tin khac: 

xem trong to) hudng 

dan st dung thuéc 
kém theo 

Tiéu chuan: TCCS 
Bao quan: Noi khé 

rao, tranh anh sang, 

nhiét d6 khéng qua 

30°C. Khéng déng 
lanh 
SDK: 

Dja diém san xuat: 
NHA MAY DU’O'C 

PHAM DKPHARMA - 
Chi nhanh Bac Ninh 
CONG TY CO PHAN 

DUOC KHOA 

Dia chi: L6 Ill-1.3, 

dwoéng D3, KCN Qué 

V6 2, xa Ngoc Xa, 

huyén Qué V6, tinh 

Bac Ninh 

Bé xa tam tay tré em 
Doc ky huéng dan sw 

dung trudc khi dung 

Thuoc xit mii 

nine NASAZELA MT 
Azelastinhydroclorid0.1% 

Tadupeweat (Azelastine HCI 0.1%) fw Purn 
Thudc xit mai Bao quan: Noi khérdo, trénh anh sang, 

NASAZELA nhiét 46 khéng qua 30°C. Khéng dénglanh 
5 DI SDK: zelastine KCI 0.1%) 

L6Sx: 

NSX: 

HSD: 

Nha phan phéi: 
la CONG TY C6 PHAN DUOC MY PHAM THANH NOAN 

Nha san xudt: 

GIAM BOC CHAT LUGNG
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Thuéc xit mii 

NASAZELA MT 

Dé xa tam tay tré em 

Doc k¥ hwong dan sir dung truéc khi ding 

THANH PHAN: 

Thanh phan dugc chat: Azelastin hydroclorid 0,1% 

Thanh phan ta dugc: Hypromellose (HPMC E6), Dinatri edetat, Acid citric monohydrat, Dinatri 

hydrophosphat. 12H2O0, Natri clorid, Benzalkonium clorid, Sucralose, Acid hydrocloric, Natri 

hydroxyd, Nuc tinh khiét vira du. 

DANG BAO CHE: 

Dung dich xit mii. Dung dich trong suét, khéng mau. 

CHi BINH: 

Diéu tri ca viém mf di tmg theo mia (vi dy nhu di img phan hoa hay sét cé kh6) va viém mii di 

(mg man tinh 6 bénh nhan tir 6 tudi tré én. 

LIEU DUNG, CACH DUNG: 

Liéu dang: 

Nguwdi 16n va tré tir 6 tudi tré len: 

Xit mot nhat xit (0,14 ml) vao méi bén mii x 2 lan/ngay (0,56 mg Azelastine hydroclorid). 

Ngudi cao tudéi: hién chua cé nghién ciru nao tién hanh trén ngudi cao tudi. 

Cach dung: 

Duong ding cia ché pham 1a ding tai ché 6 niém mac mii. 

- L&c lo thuéc vai lan, mé nap bao vé. 

- Ding tay An vao nap lo, xit thir trong khéng khi sau dé mdi xit vao mili déng thdi hit nhe dé 

thudc di s4u vao trong khoang mii. 
A s > a Re yk x 

- Day nap bao vé sau moi lan dung. 

CHONG CHi DINH: 

Cac trudng hop qua man voi azelastine hydroclorid, véi cc thanh phan khac cia thuéc. 

CANH BAO VA THAN TRONG KHI DUNG THUOC: 

San pham c6 chita Benzalkonium clorid cé thé gay kich img hoc phi bén trong mii, dic biét khi 

ding thuéc trong thdi gian dai. 
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 

Thi nghiém trén déng vat khi ding dudng uéng  liéu cao (gdp 500 lan liéu dé xuat cho dudng 

udéng ding hang ngay & ngwdi), thay xuat hién tir vong thai nhi, cham phat trién va tang ty 1¢ di 

tat xuong. 

Do ché pham str dung liéu thap va dudng ding tai ché 6 mii, nén tac dung toan than a rat nho. 

Tuy nhién, giéng nhw tat ca cdc thudc khae, can than trong khi sir dung cho phu nif cé thai va cho 

con bu. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Chua c6 bang ching vé anh hung cia thudc lén kha nang Iai xe, van hanh may moc. 

TUONG TAC, TUONG KY CUA THUOC: 

Twong tac cia thuéc 

Chua cé tuong tac cy thé nao duge nghién ciru. 

Twong ky cia thuéc 

Do khéng c6 cac nghién citu vé tinh tuong ky cia thuéc, khdng tron ldn thuéc nay véi cdc thuéc 

khac. 

TAC DUNG KHONG MONG MUON CUA THUOC: = 
Nhiing tac dung khéng mong mudn da duge bao cdo voi tan suat nhu sau: ANG 

Thwong gap (1-10%): cé thé cam thay vi dang dac trung sau khi ding (thudng 1a do cach str dyng iO PH 

kh6ng chinh xdc, cy thé la nghiéng dau qué xa trong khi ding), trong mét s6 trudng hgp hiém hoi 1OCK 

cé thé thay buén nén. ax 

——— it gap (0,1-1%): c6 thé xay ra kich img nhe, thoang qua cla niém mac mii voi cdc trigu chimg 

nhu: ngira, hat hoi, chay mau cam. 

RAt hiém gp (<0,01%): phan (mg qua man (phat ban, ngita, ndi mé day) da duge bao cao. 

Théng bdo ngay cho bac sf hodc dugc sf nhitng phan tng co hai gdp phai khi su dung thudc. 

QUA LIEU VA CACH XU TRI: 

Qua liéu 

Két qua nghién ciru trén dong vat cho thay qué liéu c6 thé gay ra cdc trigu chimg trén than kinh 

trung wong, vi du: kich thich, run, co giat. Néu hién tugng nay xay ra & ngudi, can diéu tri triéu 

chimg va diéu tri hd try vi khéng cé thudc gidi d6c dc hiéu. Rita da day dugc khuyén khich sir 

dung néu viéc ding qua liéu vira mdi xay ra. 

Phan img qua liéu khi sir dung thuéc qua dudng mii khéng duge dir doan truéc. 

Cach xir tri khi ding thuéc qua liéu 

Tich cyc theo déi dé cé bién phap xt tri kip thdi. 

QUY CACH DONG GOI: Hop 1 Io 10 ml. Hép 1 Io 15ml. Kém theo to huéng dan sir dung. 
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HAN DUNG CUA THUOC: 24 thang ké tir ngay san xudt. Khéng sir dung qua 30 ngay ké tir 
ngay mo nap dau tién. 

TIEU CHUAN CHAT LUQNG: TCCS 

BAO QUAN: Noi khé rao, tranh anh sang, nhiét d6 khéng qua 30°C. 

Khong dong lanh. 

CO SO DANG kY VA SAN XUAT THUOC: 

Céng ty cé phan Duge Khoa 

Tru so chinh: Sé 9, Nguyén Céng Trit, Pham Dinh Hé, Hai Ba Trung, Ha Noi. 

Dién thoai: (024) 3972 8754 /(024) 39332607. Fax: (024) 3972 8753 

Dia diém san xuat: Nha may duge pham DKPharma — Chi nhanh Bac Ninh céng ty cé phan Dugc 
Khoa: Lé6 III-1.3, duéng D3, KCN Qué V6 2, x4 Ngoc X4, huyén Qué V6, tinh Bac Ninh. 

CONG TY PHAN PHOI: 
Céng ty Cé phan Duge m¥ pham Thanh Ngan 

Dién thoai: 0983 414 368 


