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I 70 metered doses
Azelastine Hydrochloride BP  0.1% wiv

Excipients q.8 SHAKE WELL BEFORE USE al;
pients: 8. ‘ T = .
Each spray delivers: Azelastine Hydrochloride = Visa No. @ VN- v
Azelastine i . )
Hydrochloride BP 140 mcg N35a| Spra',' Mfg Lic. No. G/25/536 0\\‘:‘6 :,;
Each 10 ml vial rgg:itair;s: &p 1000 : Batch No : ?ﬁisﬁ?- o
Azelastine Hyd oride .00 mg W
Excipients 9.5. 0 10.00 mi Aze-Alr gg- gate onVP &
Please refer to enclose leaflet for Dosage . Exp. Date
& Administration/indications/ 10 ml =
Contra-Indications/Precautions/ A e
Side effects. :
Storage: Store at a temperature not SAVA HEALTHCARE LIMITED
BERIG 401 Prisi ot ke 5078 to 612, G,D.C Estate, Wadhwan
o not freeze. 2 . .%; iy

Keep out of reach of children. & fﬁfgf"%ﬁﬂf e, _,,:;:\G"“a""
"FOR INTRANASAL USE ONLY | 15 o\
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(Thude xjt miii Azelastine hydrochloride) | | L e
|\ a\T-PHOCHI Wit /=)
THANH PHAN e 4o/
e P
M&i lo 10 ml ¢6 chira: e
Azelastine hydrochloride BP..................... 10 mg

Td diegre: Disodium edetate, sodium chloride, citric acid monohydrate, anhydrous disodium
hydrogen phosphate, hydroxypropyl methyleellulose, murde tinh khiét.

M3i nhat xit chira: [
Azelastine hydrochloride BP.......cc.oceeeeee 140 meg =

DANG BAO CHE: Thudc xit mii.

DUQC LYC HOC
-Nhém durge 1y: Thude chbng dj img o
it

-Ma ATC: ROIACO3 {*ﬁ
; Wl VAN

-Téc dung vé cor ché tde dung ) ) ]

Azelastine hydrochloride 12 mot din chat cia phthalazinone, ¢é hogt tinh khdng histamine doi =

khang thu thé H1 Ién cdc co quan ¢ 1dp, dong vit thyc nghi¢m va ngudt. Chat chuyen hoa chinh l T.PH

ctia azelastine |4 desmethylazelastine, cling c6 hoat tinh doi khing thy thé HI. : '\"?T'ﬁ‘;;-,
Azelastine 14 thude chéng di img téc dung kéo dii. thujc nhom doi khdng chon lgc thy thé HI.
Azelastine ¢6 tic dung on dinh dudmng bao (mast cell) va chdng viém. Azelastine ngéin can sy giai

phéng cic chit trung gian hoa hoc gy di img nhur leucotriene, histamine, serotonin.

DUGC BONG HQC

-Hip thu : -
Sau khi xjt thubc vio mili, sinh kha dyng todn than cia azelastin hydrochloride khoang 40%. Nong
dd dinh trong huyét trong (Cmax) dat duge trong 2-3 gid. L
-Phén b : )

Khi tiém tinh mach holic ding duémg uéng, thé tich phén bd 1 14.5 livkg. Nghién ciru in-vitro trén

huyét tuong ngudi chi ra ring ti 1¢ gin vio protein huyét tuemg clia azelastine 14 khodng 88% va =

ciia chét chuyén hoa desmethylazelastine 13 khoang 97%.

-Chuyén héa )

Azelastine duge chuyén hoa thanh chit chuyén héa cé hoat tinh 12 desmethylazelastine nhd hé
enzyme cytochrome P4350. ) ) )

Sau khi xit azelastine hydrochloride vio mili, dén trang thdi én dinh, ndng do desmethylazelastine
trong huyét tuong nim trong khodng 20% - 50% nijng d6 azelastine. Khoang gidi han nay chi ra
ring mirc dj chuyén héa gidng nhau khi sir dung thube qua dudmg xit miii hoje qua dudmg udng.
-Thai trir . ‘

Khi tiém tinh mach hodic ding dudmg udng, nira doi thai trir cia azelastine 14 khoang 20 gior vi clia
desmethylazelastine 14 khoang 45 gid.

Thude duoe thai trir chi yéu qua phin.

QUY CACH PONG GOI : Hop I lo 10 ml.
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CHI DPINH

Thude xit mii AZE-AIR duge chi dinh diéu tri:

-Cic tri¢u chimg viém mdi dj ung theo mba nhu chay mii, hdt hoi va ngira miii & ngudi Ién va we
em tir 3 tuoi trérlén,

-C‘:i;: triéu chimg viém miii do vin mach nhu chay mii, nghet mii & ngudi lon va ré em ur 12 tubi
iré lén.

LIEU DUNG VA CACH DUNG //[{{
Viém mili dj img theo mia ==

-Liéu khuyén nghi cia 1hu6c it mili AZE-AIR cho tré em tir 5 t6i 11 tudi véi viém mii dj (g lhm

mia 14 xjt | nhat vao mdi 16 mii, ngy 2 lin.

-Liéu khuyén nghj cua thube xit mii AZE-AIR & n.gu'm Iom va tré em tir 12 wdi trér 1én véi viém

mii di tmg theo mia la xit 1 hofic 2 nhat vio mdi 16 mi, ngay 2 lan,

Viém mili :Io viin mach

Liéu khuyén ngh; cua thude xit mul AZE-AIR & ngudi l6m va tré em tir 12 tudi trdr 1€n vai viém mili

do van mach la 2 nhat xjt vao mdi 16 mii, ngay 2 lan.

Trude khi bit ddu sir dung, phii xit bo 4 nhat hodc cho dén khi xudt hién swong mi dong nhat. Khi

di qua 3 ngay hojc hom 3 nga}v ké tir 1an sir dung cudi ciing thi nén loai bo thém 2 nhat xit hodc cho

dén khi xudt hién srong mi dong nhit, =
Thin trong: Tranh xit vio mit. —

Hudng diin sir dyng: Minh hoa cho bénh nhin céch sir dung thich hop di kém theo mdi quy céch PHE

déng géi cia thude xit AZE-AIR. W DIE
TAl

CHONG CHI PINH deui

AZE-AIR ch::mg ¢hi dinh cho: —
-Bénh nhin man cam v azelastine hydrochloride hay bit e(r thanh phan nao ciia thude. =
=Tré em dudi 5 twoi.

I %

CAC TRUGNG HQP THAN TRONG KHI DUNG THUOC

-Anh hwémg ciia thube d6i véi cong viée (nguii vin hanh may méc, ldi thu xe, ngudi lam vige

trén cao vi cic trurdmg hop khic)

Trong cac thir nghi¢m lim séng sir xudt hién tinh trang budn ngi duge bio cdo & mét vii bgnh

nhéin sir dyng thudc xijt miii AZE-AIR; vi vay ciin thin trong khi ding cho ngudi vin hanh may

méc, l4i tau xe, ngudi lam viée trén cao va cic trudng hop khic.

- Sir dyng cho phu nir ¢o thai

Mire db nguy co loai C

Khéng ¢ nghién ciru 1am sing diy du & phy nir ¢6 thai. Thude xit AZE-AIR nén chi duge ding
trong thixi ky mang thai néu loi ich diéu tri 16m hon kha ndng nguy co 1én bao thai.

-Sir dyng cho phy nir cho con bu: Khong duge biét azelastine hydrochlorlde cé thai trir qua sira

me hay khong. Tuy nhién do ¢6 nhiéu loai thude thai trir qua sira me, vi vy can thin trong khi sir

dung thude xit AZE-AIR cho phy nir cho con bi.

(I

Ar

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

- Sir dung ddng thési thude xit mili AZE-AIR vai con hodc céc thude tre ché hé thin kinh trung uong
khic s& lam ting tdc dung (rc ché hé théin kinh trung uong.
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- Cimetidine, ranitidine: Cimetidine (400 mg 2 lfinfngég,f] lam ting n-?mg 49 Cmax va AUC cia
azelastine hydrochloride duong uéng (4 mg 2 lin/ngy) xap xi khoang 65%. Ranitidine
hydrochloride (150 mg 2 lan/ngdy) khdng anh hudng duge dong hoc cia azelastine hydrochloride.

- Erythromycin, ketoconazole: Bicu tra nghién ciru trong tac thude anh huéng lén tim, nhu do
khoang QT (QTe) khi sir dung dong thoi azelastine hydrochloride va erythromycin  hodc
ketoconazole duge tién hanh. Udng erythromycin (500 mg 3 lin/ngdy, trong 7 ngay) khdng c6 anh
I'sl.:«nirrllgl Ién duge dong hoc cla azelastine hydrochloride hofic QTc dya trén phén tich hang loat dién
tam do. Ketoconazole (200 mg 2 lan/ ngdy, trong 7 ngay) dnh hudng Ién ndng dd cla azelastine
huyét thanh;: tuy nhién khong anh hudng 1én khodng QTe.

“Theophylline: Tuong téc duge dong hoe khong ding ké khi sit dung dong thai 4 mg azelastine
hydrochloride 2 lAn/ngdy va 300 mg hode 400 mg theophylline 2 lin /ngdy. {{(

TAC DUNG KHONG MONG MUON S
Tim mach: do bimg mit, cao huyét ap, tim dap nhanh.
Da: Viém da tiép xiic, chim, nhiém tring 13 chan 1ong va tée, myn nhot, trdy da.

Ticu héa: tao bon, viém da day rudt, viém ludi, viém loét migng, budn non, ting SGPT, viém &
niém mac miéng. tiéu chay, dau ring.

Dinh dudmg va chuyén héa: tang sy thém in.
Co xwong: chimg dau co, triit khop thai diwong-ham, viém khop dang thiip.

Thén Kinh: ting tinh hiéu ddng & tré em, gidm xic gidc, chong mat. f_;:
Tam 1¥: lo du, khéng 1am chi ban thin, tram cam, tinh trang kich dgng, roi logn gidc ngd, suy nghi .:,-(;
khdng binh thirémg. N
Ho hip: Co thit phé quin, ho, nong rit hong, viém thanh quan, viém phé quan, hong khé, chimg -
khé tho ban dém, viém mii hong, nghet mili, dau y&t héu - thanh quan, viém xoang, khd mii, sy e
tang tiét xoang canh mai. 'ﬁ
Cic gidc quan dic bigt: viém két mac, mit bt thuimg, dau miit, chay nude mat, mat vj gide. -
Nigu — sinh dye: chimg albumin nigu, tit kinh, dau ngue, huyét niéu, tng tin s di tidu.
= . ’ 5 P . -
Toan thin: phan img dj (mg, dau lung, nhiem Herpes simplex, nhigm virus, kho chiu, dau trong j
chi, dau bung, sot. \{0"
Théng bdo cho bic sT, duge sT cdc tdc dung khong mong mudn gip phai khi sie dung th wic. k
Ji:
i i ; . -
QUA LIEU VA CACH XU TRI ?
-Qud liéu -

Chura c6 biio cdo qui lidu khi ding thude xit mdi AZE-AIR. Qui liéu cap tinh & ngudi 16n v&i thuoe
ndy khong xay ra tic dung khong mong mubn déng ké, chi co ting budn ngd do thude xit mii €6
chira 30 mg azelastine hydrochloride. Nghién ciru lam sdng & ngudi lon dung don licu dang udng
azelastin hydrochloride (1én dén 16 mg) khéng dan dén tic dung khéng mong muon nghiém trong.
-Cach xir tri

+Khdng ¢6 thube giai dge cho thude xjt mii azelastine hydrochloride.

+Bién phap hd trg tng quat nén duge sir dung trong trudmg hop qué liéu xdy ra. _
+ Sir dung thude khing histamin dudng uong c6 kha ndng déin dén téc dung ¢6 hai nghiém trong &
tré em. Vi vy, thube xit miii azelastine hydrochloride nén dé xa lam tay tré em.
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BAO QUAN
Bao quan ¢ nhiét do khong qua 30°C. Tranh anh séng va dong lanh.
Dé xa tim tay tré em.

HAN DUNG: 36 thing ké tir ngay san xuit. Khéng ding thubc qud han dung cho phép. @

San xuit tai An D, béi: SAVA HEALTHCARE LIMITED
Plot No. 507-B to 512, G.1.D.C Estate, Wadhwan City- 363 035, Dist. Surendranagar, -~
Gujarat, An Dé.
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