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Rhinocort®?Aqua 64 microgram/lidu
budesonid
Hén dich xjt mii

THANH PHAN DINH TiNH, DINH LUPONG
W iy (0,05 mi) chira Dudesonid B4 microgram

DANG BAD CHE
dich gt mii

cHI BINH BIEU TR

Vigm mii di Ong quanh rdm va vilm mi di (g theo mua, viém min van
mach. Dy phang ti phit polyp mil sau phiu thudt cii polyp. Bxdu tn tnéu
chirmg biénh polyp mii

LIEU LUING VA CACH SUF DUNG

Can phd) b chinh gy phi hom vir limg c8 nhan

Vram mi

MNoudn b val ind em tr & tudl tndr 1ene Ly kinds ddu khuydn cdo 14 258
mecrogramingay. G4 ind 50 dung 1 1an duy nhdt md bud sdng hodc chia
am 2 lhn sang va thi Didu nay oo nghla l4 128 microgram (2 x 64
microgram) méd bén mili vao bod sang hodc B4 microgram mdl bén mii
vao budi sang va ti

Chura cho Ihiy co thdm hiéu qua khi ding éu hang ngay cas hon 258
frecrogram

Liu giing cho bénh nhan cao wl gidng nhur lidy ngudi Ién

Khi dat duge hidu qud. cdn gidm xubng by thip nndt ma vin kibm sodl
duge 1réu chomg, C4¢ thir nghilm [3m sang cho thiy o vl mét sb bénh
andn, Lk 32 meregran mii Ban mis vao bufk sang 13 00 hiéu gud

Mt van énh nhdn 8 gidm méu chimp chl treng 5-7 ok sau khi bl GAu
U Higu qud Sy 60 chl dat dwos sau vl ngay Sidu i (hiém khi gud 2
wan) Vi vily, ndu ob thé, ndn bt dbu Gba b vidm mdi thes mia ede kn
b xie vin tc nhdn gay di img.

Trong murdng hop sung nuydl mii ndng, o thé cdn pnd: alng thém thubc
oo mach

B4 ki can dibu tn b sung 0é xir I c4c néu chimg v thy grac géy rado )
ng

Endu b7 tndu ehimg vo phing ngdra pmmﬁ

Lidu khuydn coo ia 256 microgram mde ngdy. Lidu oo thé ding nady mdt
thn wao bubl sang hodc chia lam 2 Wu diing sAng va t Sau khi 43 dar
awchiéuuumammgmmgmﬁn, liéu duy tri nén dutre gim dén cho
n b thdp chdt chn 98 kebm sodt dugre idu chimg

Hirtmg ddn s dung dung Rhinocort Aqua:
Vige hudmg diin cho bénh nhén ot ki phin “Hudmg din st dung, o i v
i b6 Rhinocort Aqua’ 13 rt quan trong

CHONG CHI BINK
Trudc Say da min cdm vin budesond hado vir bl ky 1 duos ndo clia
tude

LUU ¥ BAC BIET VA THAN TRONG KHI SUF DUNG

Khi ¢ing dai han & du cao, tic 96ng toan than cla ghucocomcostenid
nhe [& codmg ndng vd thuong thén, suy Wy throng thin vaihods cham
phat wibn & ré em cd thd xdy ra

Chura thidt [8p nh hudng fu dal cla thube sterow dudmg mi & 168 em.
Bibu v Bing thube oo chira corison o W din abn cndm phat tida, Nén
theo dbi thurbmg xuydn tinh Irgng pnat tidn cia tré em va Iré v thanh nién
ke iy b dd han bang codticosteroid, bat ké & durdmg ding ndo. Néu ngh
ngd o8 tinh trgng cham phat ndn, phdl xem xé! lai vigc ding thude, L ich
cua by Ul vir glucecoricostersid phil durs dal ong md lerng quan vy
nguy oor o thé xdy ra sp oo cnd phil tnén,

Trén trgng khi dide in cho bénh nhin nhidm ndm hodc nhibm hepes
durirg min

Thin brgeg khe didu 1r cho bimh nhdn chuyﬁn ur glucocoricostaroid Lac
dung 1240 than s8ng clng Rhinocor Agua khi nghi ngtr cd b knan truc ha
dhetuybn yin-luydn thuong than O cic bénh nhan ndy, Léu stersid (odn
than nén gidm mét cach thin rong v xem xél dén wiée kdm tra chirs ndng
ving ha ddetuyén yenelupén thuong thin Bénh nhdn clng od thé chn

ding thém steroid toan than frong cac glal daan stess nhr phdw Thudl,
shie thuomg

Chirc ndng gan gdm f@lséinh fudmgy dén duge Shng hos cla
budesomd u&ng, A g &6 Whdn Irlr va 1ang tink kha dyng snhk hoe
tzdn than Nén chu y cas 1ac 40ng toan (han cd the xdy ra.

Can dic bidt than rong & nhimng bénh nhan lao phii,

Nén trank tdp xic Rhinocon Aqua voi mdt Néu Rhinocon Aqua bép xis
vao mdl, nén ria ngay vii et

Nén branh cling d4ng théfi véi ketooonazol hodc cée chit e ché CYPIA4
manh khdc Néu phai ding két hop thi khodng céch ding budesonid va cac
e ndy cing xa cing Wl (Xem phin twomp tac vin cac thudc khao vacac
dang tuong tac khac)

TUGNG TAC VOT CAC THUOC KHAC VA CAC DANG TUONG

KHAC
Ketooonazol 200mg wdng ngdy 1 14n 1am ging ndng 36 trong huyéyl

cin budesond dang wdeg (3 mg Bu duy nhdl) tung binh gip 64 m
duing dbng ths. Kni ketooanazol durc dng sau 12 gor ding budek 1
ndng @6 cla budesonid tang 18a trung binh 3 tn Khbng cb i | THANH |

wong lae nay b vdi budesonid duang mii, nhung ndng 44 trony
tuomg ting dang ki cling duoc dv kifn trong nhiing Lrudmg hop
Nen tréinh vibe dung kit hop vi khéng c6 cac o Iy cho prép dimp, &
Ehu khuydn cao dudmg mii. NAu phdi ding &l hop Ihi khodng cich gy &
budesonid va kelosonazdi ¢a nmlg‘. Clng nén xem xel Vige g4
By budesonid Cae chil o chéd CYPIAA manh khac of thé lam tng dang
ké ndng B4 cda budesonid trong huydt luong,

PHY NIF CO THA| VA CHO CON BU

Phy nir cé thai

O it hom 2000 phi nlr oo thal khing cho thily cb si 13 y ooy o »
141 &tk e A vé nhimg phu nir &6 thal didu tr) bAng Rhi =g
So sarh vai U 1§ dy dodn, s lang nhe tin d) 18t nho upe =y
nnaar;g‘nbnn:'r\glrhmmarquéimuﬁ!nm}cvmﬂham.ﬁnu & gai

doan -mammt?.wnmduﬂmnhnmmnﬂqmnhéuan&g
35 va thin gan tidp xdic L
Trong thivi gian mang thai, mue dich & phai 50 dyung léu thin rhdt of hidu
gud va ral ngdn 14 da Inéd gian dibu In Rhinocor Agus

Phu nlr che con oo

Butesonid duge b4l qua sim me Tuy nhign, & cic libu du bj coa
Rhinccad. khing @dodn ede Juge b anh hudng nac tén nhd p
Rhninocar cd thé dimg than rgng trong thén gian cha con bid

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY
Rhinocor Agua kndag dnh nudmg d8n kha ndng 147 xe va vAn hanh may

TAC DUNG NGOAI ¥
Knodng 5% bénh nhin ding thube co hd cb cac phan mg phy Sau outi
gang kich (mg @i chd

Tro?;ﬂdm a4y ¢de tie dung npoa y duos Lkt ké thes hé cor quan
wat 1

Thetmg gog (21100, <10), It gap (241000 <1/100), Hém gip
[R1MD OG0, <174 000), RAt hidm gdp (<71/10.000),

Réilogn ho hdp,  Thubrg gip Kich Gng tai chd, xust huyét
.nq;cwrnmg dutng mii nhe, chiy mau
i cam.

Rat hiém gip Thing vach ngén min_ loél

&M Mac.

i loan hd midn Nigdn Phi mach, M8 mé day,
ol witm da, ndi mén, ngda

Rt higm gdp Phin tmg phiin vt

B3 ghi nhan cac phin ing qua mdn We hi hode mudn tae gdm ndl mé
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day, ndi mén. vikm da phi mach v nglira

Rt hdm trurdrng hop cb thé xdy ra ot nigm mac v thiing vach ngan mii
Mouyén nhan cia cac phan (mg phy ndy (do dung sieroid, banh tiém én
hodc cae ybu th khac) van chua duos 18

QuA LIEU

Qua béu cip linh Rhinccot Aqua, ngay €4 rong tridmg hop libu cao cling
khing phdi 1 vn 8k trong 1m sang. Khi sir dung Riinocort Aqua libu cao
trong thén gian dai, tac ddng glucocomanid 1oAn han nhy cutmg nang vi
thurgmg thiln il suy iy thugmg thiin co kha nding xay @

BAC TiNH DUQT LT HOC
Nhom duoe tri lidw.
M ATC RO1ADOS

Budesonid 15 mdt glucocoricoid co tic dung khang viém 13l chd manh. Cor
ché t3c ddng chinh xdc cla glucocorticold trong @du 11 vibm mis chua
duoc hedu hoan toan. Cac ¢ 60ng khang viém niwr (e ché sy phang thich
ciic chil irung gian gy viém v Oc ché 8ap dng midn dich qua trung gan
in 13 quan trong. Hoat tinh cia budesonid duot do bdng &l lye cia nd
wii cac thy thit glucocorticoid cao hon khadng 15 I 50 wéi hoat tinh
ciia prednisoion
Khi dung du phong trude khi kich thich duong mii, budesonid chamg 19 co
tde dyung bac vé chiing lai sy thism nhap bach cdu ai toan va ghy qua mén

ogram budesond tr Rhinccon Agqua ld 2,7
nmol x gidlL & pguin 1om vt 5.5 nmol x gL & td em, Sl ndy cho thiy &
trd em, su Udp xuc todn than véi glucocarbcosteroid cao hom

Prin b4 vé chuydn hia

Budesonid ca thé lich phan bb khodng 3 Likg. Wit hop vén protein huybt
twong ta 85-80% Budesonid chuyén héa g doan dlu qua gan manh (~
§0%6) ihanh cac chdt chuydn hod c6 hogt tinh glucoconcoid thip Cac chit
chuyén hda chinh B-f-hydioxybedesonid v 18-a-hydroxypredmisalon oo
heat tinh glucocorticodd thip hom 1% bopt tinh ndy cla budesonsd
Budesonid khéng bl bdt hoat ta chd & mii

Thii trir

Budesonid duoe thii trir qua sy chuydn hod ma duot xic tie chil yhu b
enzym CYPIAS Cac chdt chuybn hod duoc bai bt qua than duwdi dang
khéing dd va dang kit hop. Chl mdt luemg khing dang ké budesenid dang
khéng & dugc tim Indy rong nucee béy. Budesond cb ¢ thanh this 1oan
han cao (0.9-1.4 Hiphit), v theri gian badn hiy treng huydt luong sau khi
fiésm tinh mach trung binh khodng 2-3 gid.

OO LIEU AN TOAN TIEN LAM SANG

Nhimg nghién cdu thudng quy vé ddc tinh, 80c tinh trén gen, khi nding
ady ung thir, S4C tinh tnén sy sinh sdn khéng cho thdy Bat ky mé nguy hai
di&c bitt ndo trén nguin. Cac nghién cdru vl s sinh s8n tén ddng vt cho
thiy, corticosteroid nhw budesonid o thé gly df 131 (hd kam &ch, dj dang
khung xuremg). Tuy nhidn. nhimg két qud thiee nghigm trén ddng val didmg
nhw khing B&n quan dén nguon & Wby Rhinocor Agua 03 duoe khupln
=]

TA DUGQC

Cellulose i bnh

Hati carbanyrmethykoeliulose
Glucose khan

Palysormat B0

Dinatn edatal

Kal sorbat (E 202)

Acid hydrocionc

Nuérc el

Ham fugnig chit béo qudn kali sorbal (E 202 12 1.2 mg/ml & Rhinocor
Aqua 84 meghdu

BAQ QUAN
Knéing bdo quén trén 30°C Khing duge ddng lanh

HAN DUNG
2 ndem kék Hr ngay sdn xudt.

TRINH BAY
Chai s mii 120 Iy

BAN CHAT VA THANH PHAN CUA BINH X|T
Chas thuy tinh mius ndu oo Lbp véi mét bom it vi mbt dng thibe

Ngay hidy dinn toa thude:
Dog ID-000247854 version B 0

DOC KT HUONG DAN SU DUNG TRUOC KHI DUNG. NEU CAN THEM
THONG TIN, XIN HOI Y KIEN COA BAC SY

THONG BAD CHO BAC SV, DUOC SY BIET NHUNG TAC DUNG
KHONG MONG MUCGN GAP PHAI KHI DUNG THUOC

KHONG DUNG THUGC QUA HAN DUNG
OE XA TAM TAY TRE EM

Hudmg diin sir dyng, xir ly va virt bd Rhinocan Aqua
CHU ¥

Trude khi chai xjt Rhinocort Aqua duoe ding iin au, ihube phii duos nap
vao phdn 831 vio mil Lac chal thudc va it vao khang khi cho gbn ki dat
Auore dang xit Gog nhdl Tac dung ndy kéo din 24 gt Ndu sau 24 gidr min
diing lidu bdp theo, thuds phdi duoe nap la Lin ndy, chi cln x mit 4n
wio khong khi 8 ai

1 Himisgen
Lic chai thudc
Mér ndp bao vé mbu ndu

2. Chm chai thude thing hudng lan,

3. B# dinh chai thude vio 1§ mil v bom theo lidy
ol dinh )
Tugmg tir. bam thube vo bién mii kia

4 Day nhp bie vé mau ndu i3l Khéng ding Rhinoood
lidu chi dinh

TRE EM .
Tré @m chi nén sir dung Rhmocon Aqua dudd sy nuong oin cda nguron ien
a& bao dam ding ding cach va ding lbu chi dinh ké 1oa

ALFA SACH

Th xuyln nra sgch cac phin bing nhya M ndp bdo wé mau ndu va

thao 341 vbo mii mau trkng. Rim sach cac phdn bing nhya nay frong

umm“:wlm Dé cac phiin bling nhua khi hodn tean trong khdng khi tnage ki
¥ M I3
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