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Rx Thudc ndy chi ddng theo don thude
VIDETROL

HAN dch nhd et vé 1ning
Dexamethason, NeomyeIn sullat vA Pofymyxin i sulfat

DEXATAMTAY TRE TM. DO KY 1IUONG DAN S DUNG TRUAC KN DONG,
LACKY TRUOC kit DONG.

THANH PHAN CONG THUIC THUOC: M il hdi dich chwa

< Thnh phdn dup chat: Denamethason 10mg
Neomyin sullat 001U
Folvmyain & saltat 600010

< Thth phd 0 i benzaonum chond, hindrowyethylcellolose, ydrovypropylmethylcellotose, natelclorid, polysotbat 20, acid hydtocloric fong, niff it

DANG RAQ CHE: Mdn divh ahd
AND £ s phm: Tk v mat dang B dich, mau g d6n tedig ngy, co the g ki o€ yén g ot ding pln tdn ddng ahst khi I4c.

CHIBINR:
Dt 0t e G Ty Bop vim & mit ad dap thg i steroid Khi xét thly cdn diing ddng thai ¢l thude Kdng kindn, sau kit loal tif nguybn nhdn do i va views
LEU DONG VA CACH DONG:
LU deg:
Trd m B0 2 i 2 K v g 1 (kE cd ngurdi cao tudi): Nhd 1 hode 2 giot vdo mdi bén mat bf benh, ¢ thé nhd tdi 6 14n/ngdy hodc nhidu hon néu cdn thiét
Sy gen, sy thin: 5 dich ntd mt w tring Videtrol chuia duige nghién ci trén cdc 401 tigng ndy. Tay whidn, do cac hoat cht chl g this v ltgng nhd vao tudn hodn chung sau khi nhd ma, khéing cn thiét ghar biéu chinh (s
Cach ding: (hi dlmg AN mit, khdng duek udng hay hém.

Ly o theadc tradic Khi 6dng. Sou ki vén md ndp, ndu dai d4m bio g8n v ndp b rdi ra, loai bd nd tnudc ki ding thudic. OF rdnh tap nhibm vdo ddu nhs thudc va hén dich thude, kéing duse 88 i nhé 1 46c 5 mi ma, s sung duanh mét
203N R R Ak Bk ahén nén nhe nhang khép mi mat vd chen Sng thang midl 16 sau ki nhd thudc d€1m giém hsp thu thudc vio tudn hodn chung va gidm tdc dung khidng mang mudn taan thin

CRONG CH DINR:

& T vl dETAY thanh phén ndo cla thudc

VR glC i 00 o simplay

[éh &30 A8 d8umda thiy 88y, bénh két mac va gidc mac do virus.

8874 m& nhidm Mycabacerium, ném hadc nhiém ky sinh triing & mét khdng duoc diéu tr.
CANF 840 VA THAN TRONG KHI DUNG THUOC:
£33 < dang khang sinh rang thad gian dai cd té gdy phat trién qua miic céc chiing vi sinh vat khding nhay cm bao gm ¢ ndm. Néu bl nhiém xdy ra cén t6i g3p bac s§ va diéu i thich hap.
05 énh nhén < thé xéy ra hién tuang mén cam vdi cic loai aminoglycosid si dung tai chd. Dj ung chéo vdi céc aminaglycosid khdc cing c6 thé xdy ra, C4c phan tng qud min ¢6 thé bao gém phan iing ta nd dn toan than s ban 4 nqla,
1 ban, Géc phan dng phan v&, gia phan vé hodc phdn ing phéing rop da. Néu c6 hién tugng qud man hodc céc phan tng nghiém trong xdy ra, hay ngung thuc.

8én nhéa s dng thudc nhd mét chua neomydin sulfat nén héi y kién bac sy néu tinh trang dau mét, mét do, sung hodc kich ing mét van tiép dién hodc td ning hon.
Gicatén ing phy nghiém trang bao gom déc tinh trén thén kinh, thinh giéc vA doc vdi than 8 thé xdy ra khi diing neomycin dudng toan thin hoac t3l chd véi vilmg da b t6n thuang hodc vét thuang hé. Béc tinh trén than va thén lanh cing 13y 3
Tyxin B toén thén. Mic dll cic phén dng nay chua dugc bdo cdo sau khi si¥ dyng thusc nhd mét Videtrol, c&n than trong khi sif dung déng thési vdi cic aminoglycosid hodc polymyxin B toan than.
id kéo d2i co thé dén dén glaucom kem 1o thuong than kinh thi gisc, khiém khuyét thi luc va thi truong, va duc thily tinh thé dudi bao sau. Nén theo ddi nhan &p thuong quy, dc biét véi bénh nndn la tré em vi nguy <3 1éng nhén dp do
coicesteroid § 78 em 2o han va xéy ra sdm hon & nqudi lon.
f ng nhén ép va/hoac duc thiy tinh thé cao han & bénh nhén ¢6 nguy co (nhu bénh nhén i tho dudng).
H3i chimg Cushing v&/hoac suy vi thugng than do hap thu toan than khi s dung dexamethason tai chd ¢ thé xdy ra sau khi diéu tr liéu cao hodic kéo dai & bénh nhan ¢6 nguy co, bao gém tré em va bénh nhan si dung thudc ic ché CYP3A4 (b gém
rronavir va cobicistat). Trong trudng hop nay, nén ngiing diéu i mot cdch U tl. ) |
g nhilng bénh [3m mang gidc mac hay cing mac, da ¢6 trutng hop xy ra thing nhan cdu khi sir dung coQicosterold 3i chd.
(orricosteraid ¢ thé [am giam siic 6 khang cUa ca thé va dan dén nhiém cdc ching vi khudn khong nhay cémr ky sinh tring, virus hodc ném, va che 13 cdc déu hiéu nhiém khudn hodc 8 thé c ché cic phan ting qua mén 4di ché phém. Nén nghi nga
™ & bénh nhdn loét gidc mac kéo dai da va dang diing corticosteroid; néu xdy ra nhiém ndm, phai ngun ) ding corticosteroid. -
1g corticosternid nhd mét ¢ thé 13m cham lién vét thuong. Sir dung dang thi steroid va NSAIDs tal chd c6 theé lam tang nguy ca loét gidc mac.

h

Féi logn thi gidc ) WU "
P& lozn i gidc ¢ thé xéy ra khi s dung corticosteroid toan than hodc tai chd. Néu bénh nhan c6 cac trigu chifng nhu ahin m hodc céc 6l loan thi gidc khac, nén dén gap béc sj nhn khoa dé danh gid nguyén nhan c thé nhu duc thily tinh thé, giaucom
FioZC Gac bénh hiém g3p khéc nhw bénh héc vang mac trung tam thanh dich ((SCR) da duac bao céo sau khi sif dunglcorticosteroid toan than hojc tai chd.

Triznh phién benzalkonium dorid ¢6 trong cong thic ¢ thé bi kinh &p trong hap thu va lam d6i mau kinh 4p trong. Béxh nhén nén thio kinh ra trudc khi nhd thudc va chi deo lai sau khi ding thudc 15 phiit. Benzalkanium lorid ciing ¢ thé gdy kich ung
midt, G5 bigt ki bénh nhén bi kho mét hay cd bt thiong v giéc mac. Khi mét cia bénh nhan 6 cdm gidc bét thuing, kim chich hodc dau sau khi nhé thudc, hay théng bdo cho bic sy.

1 DUNG THUGC CHO PHY NO' CO THAI VA CHO CON BU: b

Thisi ki mang thai: hang ¢ hodc c6 rat it d liéu vé viéc st dung thudc trén phy n ¢6 thai. Céc khang sinh aminqglycdsld nhu neomycin d thé qua nhay thai sau khi tiém tinh mach. Vi lidu thap khi diing tai chd, neomyain khdng gdy ra ddc tinh trén

i i3 thén cho thai nitd. S{ dung kéo dai hodc 13p lai corticoid trong thisi ky mang thai ¢6 thé Iam téng nuy e thal oh chdm phat trién trong cung. Tré sinh a ti me st dyng liéu cao corticosteraid trong khi mang thai nén dugc theo di cic diu hiéu
gizm nzng tyén thuong then. gt . ¢
Nghién cdu wén GBng v cho théy cic hoat chét trong hén dich nho métVidetrol thé hién dgc tinh trén bao thai, jﬁt mang thai dugc diéu i hang ngay bang i cao neomycin cho thdy doc tinh cao v thinh gidc Tuy niién, i o
iié{ggy >10.000 lén) 50 vdi liéu ding cla Videtrol. Dexamethason st dung trén dfng vt gy ra nhig bét e g vE sy phdt trién ca bao thai bao 96m vom migng, thai nhi chgm phdt wién wong 1 cung va dnh huiing de"n phat u':én cla nio
¥inéng khwyén céo st dung hin dich nhd mét v6 tring Videtrol cho phy nif c6 tha.

5 kv cho con b Hien chuta bit khi disng thubc nhd mét i chd, dexamethason, neorycin hodc polymyxin B ¢6 dugc bai tiét vao s me hay khang. Corticosteroid va aminoglycosid khi ding du o ‘
Eﬂ?rf;:y @aénh huéng n U bl st rr?e. (4n c&n nh&c nén ngling cho con b hay ngiing diéu tr thy thudic vao tm quan treng cda thudc d6i voi ngudi me. PoPckd A ding dutng ol thin ¢ thE it v s me,dodo g

ANH HUONG CUA THUGC LEN KA NANG LA XE VA VAN HANH MAY MOC: .
Hon dich ihd it Videtol Wirg nh hubng hoic anh hudng khong déng k€ 0én kha nang l4f e va van hanh méy méc. Gisng ahy cdc logi thuc nhd mdt khdc, ahin matgm thai hodc nhang rdi logn vé thy luc co th Jnh hudng (1 khd nang i ve v didy

¥hién my mbc Neu biaitin i ki nhé mét, ban cin cha cho i khi i 18 181 moi dugc 1 xe v2 diéu khién mdy moc. Mot sg it bénh nhdn ¢ thé g3p phai téc dung khang mong mudi cda thudc nhu dou didu, gdy Jnh huidng dén kid ndimg @ v win
hanh méy méc Trong wudng hgp 6, ban khbng nén i xe hay van hanh méy moc. g .

TUONG TAC, TUONG KY COATHUGC:
¥nbng c6 1ang t4c 3¢ hiéu nao Bugc bo cio 861 v dang thubc aho mét. St dung d6ng thoi steroid va NSAIDs tl chd c6 thé lim t3ng nguy o loét gldc myc

Che thubc de ché CYP3A4 (bao gbim itonavir vé cobicister) c6 thé Tam gir thanh théi dexamethason ddn dén tang Ldc dyng va c6 nguy co din dén suy vd thugng thin/ndi chiig Cushing, Nen trdnh Pt hap e e lon ich vuon i nguy e, reng g
higp 46 bénh nhan nén duge theo doi tac dyng toan thén cGa corticosteroid. . '

Nén trénh si dyng déng thés hojc ién 1iép neormycin v6i cac thudc khic cd dfc tinh teén than, thdn Kinh, thinh gidc v 6 thé dm tdng doc tinh,

Néu sis dyng nhicu han mit logi thuc nhé mét, néa nho thudc cdch nhau It nhdt 5 phat. Ding thube md sau cling

TACDUNG KHONG MONG MUGN:

Trong cdc nghién ci Iam sang, nhiing phan dng phy thung gap nhdt khi ding hBn dich ahd ind Videtrol 3 ko chlu & mdt, viem glac mac v kich dng rd, xdy ra §0,% 66n 0,95 s8 bdoh nhin

Cc phan ting sau dugc phan logi theo quy wdc: Rét thubng gdp (ADR 2 1/10), thubng gfp (1/100 < AR < 1/10), It g (1/1000 < ADR << 1/100), hidin gdp (110000 < ADR < 1/1000), 13t hidin gap (ADR < 1/10000) v chea bidt (\hang thd e

, Unh tir cdc i iéw hién c6).
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