Rx - Thuéc ban theo don TS HUGNG DAN SU DUNG THUGC

Hén dich nhé mat

SCOFI

THUGC NAY CHi DUNG THEO BON THUGC
) THUGC NHO MAT. LAC KY TRUGC KHI SU DUNG
PE XA TAM TAY TRE EM. POC KV HUGNG DAN $U DUNG TRUGC KHI DUNG

THANH PHAN
Thanh phén dugc chat:
M&i 1 mi hén dich chia: Dexamethasone 1 mg
Neomycin sulfate 3.500 IU
Polymyxin B sulfate 6.000 iU
Thanh phén té dugc: Tyloxapol, natri clorid, hydroxyethyl cellulose, benzalkonium clorid, acid clohydric, natri
hydroxyd, nudc cat :
DANG BAO CHE
Hén dich nhé mat
Hén dich mau tring dén vang nhat, déng trong lo nhya mau tring vo khudn dung tich 5 ml hodc 10 mi, ¢6 b
phén nhé giot va ndp nhya
CHI DINH
Hén dich nhé méat Scofi dugc chi dinh dé diéu tri ngdn han cac tinh trang viém mét dap Ung véi corticoid khi xét
thdy can dung déng thai ca thudc khéng khuan, sau khi loai trir sy hién dién clia bénh ném va virus
LIEU DUNG VA CACH DUNG
Liéu diing

Truding hop nhe, nhd 1 dén 2 giot thudc vao tdi két mac clia mét bi ,
Trudng hop nang, nhd 1 dén 2 giot thudc vao tli két mac clia mét bj viém méi gio
Giam dén s6 1an nhé thudc khi cac tridu chiing lam sang dugc cai thién va ngiing diéu tri khi hét viém. Khong
ngiing diéu tri qua sém

Khong ké qua 20 ml. Khéng ké thém thudc khi chua ¢6 thém cac danh
Cach diing .

Thuéc chi st dung @€ nhé mat

Lac ky trude khi dung

Dé tranh tap nhiém vao dau nhé giot va hén dich thudc, khéng @& dau nhé giot clia lo thudc tiép xic véi mi mét,
viing xung quanh hodc bt ci vat nao. Pdy nap sau khi st dung

CHONG CHI DINH

Qué man véi dugc chit hodc bat ky thanh phan nao clia thudc

Viém biéu mo giéc mac do Herpes simplex

Bénh d4au bo, thlly dau va cac bénh khac & két mac va gidc mac do virus

Bénh & cac bd phan clia mat do ném

Nhiém khudn mét do Mycobacterium

CANH BAO VA THAN TRONG KHI DUNG THUGC

Chi diing dé nhé mit. Khéng diing dé udng hoac tiém

Tuong tu nhu cac khang sinh, sif dung Scofi trong mét thdi gian dai ¢6 thé dén dén sy phat trién qua miic clia cic
vi khuén va ndm khéng nhay cam. Néu xay ra bdi nhiém, bénh nhan cén dugc diéu tri mét cach thich hgp

Man cam v6i cac aminoglycosid diing tai chd va man cam chéo vdi cac aminoglycosid khac c6 thé xay ra. Néu ¢c6
d&u hidu ctia cac phan ting nghiém trong hodc qua mén, can diing sd dung thudc

Cac phan Ung nghiém trong bao gém nhiém déc than kinh, tai va than da dugc ghi nhan khi st dung neomycin
dudng toan than hodc tai ché nai vét thuong hd hodc da bi tén thuong. Cac phan ting ddc trén thén kinh, thén
cing da dugc ghi nhan véi polymyxin B dudng toan than. Mac du cac phan tng nay chua gap khi stt dung thuéc
nhé mét, can than trong khi sir dung déng thoi vsi aminoglycosid hodc polymyxin B dudng toan than

Corticoid trong Scofi c6 thé gay giam sy dé khang va tao diéu kién cho cac nhiém khuén, ndm, virus khéng nhay
cam; che gidu cac d4u hiéu nhiém khudn 1am sang hodc dau hiéu clia phan dng qua man véi Scofi. Ngling s dung
thudc néu nhiém ndm xay ra

Sir dung thudc nhd mit corticosteroid kéo dai co thé gay ra ting nhan ap va/hodc bénh glaucom, véi t8n thuang
than kinh thi gi4c, giam thi lyc, thu hep thi truding, duc thay tinh thé dudi sau bao. Nguy co ting nhén ap va duc
thly tinh thé ting Ién & cac bénh nhan vén c6 nguy co cao (vi du, bénh nhan tiéu dudng). Nén thueng xuyén kiém
tra &p luc nol nhan khi st dung kéo dai thudc nay, dic biét quan trong vai di tugng tré em, do nguy co tang nhan
ap khi st dung thudc nhd mét corticosteroid & tré em cao hon va xuat hién sém hon

R6i loan thi gidc c6 thé gap khi sir dung corticosteroid toan than va tai chd. Néu gap cac triéu chiing nhu nhin
mé& hodc cac réi loan thi gidc khac, bénh nhéan cin dugc danh gia nguyén nhan, c6 thé bao gém duc thay tinh
thé, glaucoma hoac cac bénh hiém nhu bénh hic vBng mac trung tam thanh dich da dugc bdo co khi st dung
corticosteroid toan than hojc tai chd

Trudng hgp thiing mang cling hodc gidc mac da gap & bénh nhan méc bénh gay méng mang cling hodc gidc mac
khi st dung thudc nhd mét corticosteroid

P& tranh nguy ca phat trién bénh herpes & mét, kiém tra mat bang dén khe thudng xuyén rdt quan trong

Thanh phan corticosteroid trong Scofi ¢6 thé lam mét cham héi phuc trong trudng hop mét bi t8n thuong Cac
thudc NSAID diing tai chd ciing dugc ghi nhan lam cham héi phuc cho mét. S dung déng thdi corticosteroid
tai ch® va NSAID tai chd c6 thé ting nguy co vé van dé héi phuc t8n thuong & mét

Heéi ching Cushing va/hoac tic ché tuy&n thugng than lién quan dén sy hdp thu dexamethasone & mét vao tuén
hoan chung 6 thé xay ra sau khi diéu trj lién tuc kéo dai & cac bénh nhan vén c6 nguy co cao, bao gom tré em,
bénh nhan dugc diéu tri vdi thudc dc ché CYP3A4 (ritonavir va cobicistat). Trong cac trudng hgp nay, can dan dén
ngting diéu tri

Khéng nén deo kinh ap trong trong qua trinh diéu tri nhiém khuén méat. Thanh phan benzalkonium clorid trong
Scofi ¢6 thé gay kich ting mé&t va lam m&t mau cla kinh p trong mém. Néu tiép tuc deo trong qué trinh diéu tri,
can g& bo kinh &p tréng trudc khi s& dung Scofi va deo lai sau d6 it nhat 15 phat

s/ DUNG THUGC CHO PHU NU €O THAI VA CHO CON BU

Phuy nif c6 thai

C6 rt it dit lidu vé viéc sif dung thudc trén phy nii ¢6 thai. Nghién cdu trén déng vat véi cac thanh phén hoat tinh
trong Scofi cho thay c6 doc tinh trén dong vét dang cé thai. Khéng khuyén cao st dung thuéc nho mét Scofi cho
phu n{ ¢é thai

Phu nit cho con bd

Khéng ré dexamethasone, neomycin hay polymyxin B khi dung dudng nhé mét c6 bai tiét vao slta me hay khéng.
Do céc corticosteroid va aminoglycosid khi dung dudng toan than cé thé bai tiét vao sita me, khong thé loai trir
nguy co doi véi tré

Viéc quyét dinh ngiing cho con bi hay khéng sit dung thudc nhé mat Scofi cAn dugc can nhéc dya trén Igi ich ctia
thudc d6i v6i ngudi me va nguy co d6i véi tré

Kha nang sinh sén

Chua cé dif lidu vé anh hudng cla thudc dén kha nang sinh sén & nam gidi hay nit gidi

ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Ciing giéng nhu bt c cac thudc nhd mét nao khéc, nhin md tam théi va cac r6i loan thi gidc c6 thé fam anh
hudng t6i kha nang l4i xe va diéu khién may méc. Néu bi nhin mé sau khi nho thudc, hay ché dén khi nhin r6 lai
mdi dugc lai xe hodc vén hanh mdy moc




TUONG TAC, TUONG KY CUA THUOGC

Chua cé nghién clu vé& tuong tac thude dugc thuc hién

St dung déng thoi vdi cac steroid va NSAID tai chd cé thé lam ting nguy co gap céc van dé vé phuc héi gidc mac
Céc thuc tic ché CYP3A4 (bao gdm ritonavir va cobicistat) ¢é thé lam gidm thai trlr dexamethasone, gdy tang téc
dung tc ché tuyén thugng than/hdi chiing Cushing. Nén tranh st dung ddng thdi véi cac thudc nay, trir khi lgi ich
vugt trdi so véi nguy <o tang cac tdc dung khdng mong mudn toan thén cla corticosteroid. Trong cac truding hgp
nay, bénh nhan can dugc gidm sat cac tac dung toan than clia corticosteroid

St dung ddng thai va/hodc ngay sau khi diing aminoglycosid (neomycin) véi cac thudc ¢6 doc tinh trén than kinh,
tai hodc than dudng toan théan hay tai chd khac c6 thé gay ting déc tinh

Néu str dung nhiéu hon mét thudc nhd mét, ¢ac thuBc nay phai nhd cach nhau it nhit 5 phut va thubc mé tra mét
nén dugc sif dung cudi cing )

TAC DUNG KHONG MONG MUGN

Trong cac nghién cdu lam sang, tac dung khdng mong mudn thudng gap nhét 1a gay khé chiu mat, viém gidc mac,
kich ting mat, véi tan sudt gap la 0,7% - 0,9% bénh nhan

Cac tac a::m khéng mong mudn dugc liét ké dudi day theo hé ¢ca quan, tan sudt gap va muc do nghiém trong, véi
quy udc vé tan sudt gap: Rdt thuong gdp (2 1/10); 3:36 gdip (= 1/100 dén < 1/10); khéng thudng gdp (= 1/1000 dén
< 1/100); hiém gdp (= 1/10.000 dén < 1/1000); rdt hiém gdp (< 1/10.000) va khéng dugc biét dén (khéng thé danh
gid dua trén dit liéu hién cé). Trong mdi nhém tan sudt, cac phan Ung khéng mong mudn dugc trinh bay theo thi
tu gidm dan muc dd nghiém trong

Mt

Khong thuoing gdip: Viém gidc mac, tang ap Iuc ndi nhan, nhay cdm vai anh sang, gian déng ti, sup mi mat, dau mat,
sung mét, ngtfa mat, khé chiu & mat, cdm gidc ¢6 di vat & mat, kich dng mat, sung huyét mét, tdng chay nudc mit
Khéng dugc biét dén: Mdng gidc mac, nhin md

Hé mién dich

Khéng thudng gdp: Qua man (tai mat hay toan than)

Hé théan kinh

Khéng dugc biét dén: Dau du

Tuyén ndi tiét

Khong dugc biét dén: Hoi ching Cushing, Uc ché tuyén thugng than

Théng bao ngay cho bac si hodc dugc si nhitng phén dng <6 hai gap phai khi sit dung thudc

QUA LIEU VA XU TRI

Dau hiéu v3 triéu chidng qua léu

Khéng ¢é trudng hgp qua liéu nao dugc bao cdo

Déu hiéu va triéu ching khi qua liéu Scofi tuong tu nhu céc tac dung khéng mong mudn da dugc ghi nhan & mot
s§ bénh nhan (viém gidc mac d6m, ban @6, téng chdy nudc mat, phit va ngda mi mat)

Do dic diém cla dang bao ché dung tai ché, dy kién khéng c6 doc tinh khi sit dung vdi liéu khuyén cédo trén méat
hay khi uéng nham toan bé lo thudc

it tri khi qué liéu

Trudng hgp nhd thudc qud lidu, nén rda mat bang nudc dm

BAC TINH DUGC LYUC HOC

Mhém dugc by tri liéu: Thudc nhan khoa. Phéi hgp corticoid voi thudc chdng nhiém khuédn

Méa ATC: SO1CAO1

Co ché tic dung

Hén dich nhé mat Scofi ¢6 hai tac m::m Tac dung chéng viém cta dexamethasone va tac dung diét khudn cla
hai khéng sinh neomycin va polymyxin B

Dexamethasone 1a mot glucocorticoid téng hop, thudc nhém céc corticoid ¢é tac dung chéng viém manh va ¢
tinh thdm t3t déi v6i mod mét. Cac corticosteroid lam gidm dap ng viém déi véi nhiéu tac nhan khac nhau va lam
tri hodn hodc lam cham qua trinh phuc héi vét thuang. Vi corticosteroid c6 thé e ché cd ché dé khang clia co thé
chéng lai nhiém trung, trong amn trudng hop déc biét, khi tac dung dc ché mién dich ¢ ¥ nghfa 1am sang, can s
dung phdi hgp corticosteroid véi khang sinh

Polymyxin B la mdt khang sinh lipopeptid mach vong, cé tac dung diét khudn nh& co ché gan véi phospholipid
trén vach té bao vi khudn, lam thay d6i tinh thdm va thay d6i cu tric mang bao tuong vi khuan, gy ro ri cac
thanh phén bén trong. Polymyxin B tac dung trén da sé cac vi khudn Gram am, nhung khdng ¢6é téc dung véi vi
khuan ky khi va vi khudn Gram duong ‘

Zm03<n_: la mét khang sinh m3_=om_<noma [4¢) vro rong, ¢6 tac dung diét khuin nhd cd ché e ché qud trinh sinh
téng hop protein cta vi khudn bing cach gan véi tiéu don vi 30S cla ribosom vi khudn nhay cdm

Co ché khéng thud

Ca ché khang thuéc véi polymyxin B cé ngudn géc nhiém sic thé va khdng thudng gap. Sy thay déi phospholipid
trén mang bao tuong déng mét vai trd trong su khang thudc

Ca ché khang thuéc vai neomycin ¢6 thé do mét s8 cd ché sau:

- Thay déi tiéu dan vi 30S cla ribosom vi khuan

- Ng&n can viéc van chuyén neomycin vao trong t€ bao

- B4t hoat khéng sinh nhd cdc enzyme adenylate héa, phosphoryl héa, acetyl héa. Gen mang théng tin téng hop
c&c enzyme bat hoat nay ¢6 thé dugc mang bdi nhiém sic thé vi khudn hodc plasmid

Phé khang khuin va phé khang thuéc

Vi khuan nhay cdm

-Vi khuén Gram duang hiéu khi: Bacillus cereus, Bacillus megaterium, Bacillus pumilus, Bacillus simplex, Corynebacte-
rium accolens, Corynebacterium bovis, Corynebacterium macginleyi, Corynebacterium propinquum, Corynebacterium
pseudodiphtheriticum, Staphylococcus aureus (chling nhay cam véi methicillin - MSSA), Staphylococcus capitis,
Staphylococcus epidermidis (chling nhay cam vdi methicillin - MSSE), Staphylococcus pasteuri, Staphylococcus
warneri, Streptococcus mutans

- Vi khudn Gram am hiéu khi: Haemophilus influenza, Klebsiella pneumonia, Moraxella catarrhalis, Moraxella
lacunata, Pseudomonas amEmSomn Serratia spp.

Vi khudn c6 thé g3p van dé vé dé khang thu nhan

mggiognn:m mvimzsia (chung khang methicillin - MRSE), Staphylococcus hominis, Staphylococcus lugdunensis

- Vi khuan Gram duong hiéu khi: Enterococci faecalis, Staphylococcus aureus (chiing khang methicillin - MRSA),
Streptococcus mitis, Streptococcus pneumoniae

- Vi khuén ki khi: Propionibacterium acnes

DAC TINH DUGC BONG HOC

Dexamethasone c6 thé dugc hdp thu dang ké sau khi st dung tai ché trén da va mét, gay téc dung toan than. Mot
lugng déng ké dexamethasone c6 thé thdm qua md mét va gép phan tao ra tac dung ctia dexamethasone trong
diéu trj viém phén trudc cia mét

Polymyxin B sulfate khéng dugc hap thu tir dudng tiéu héa hay qua da nguyén ven, Mic du biéu mé gidc mac
nguyén ven ngan can su thdm cfia polymyxin B vao nhu mé gidc mac, néng dé diéu trj van dat dugc 8 nhumd
khi 16p biéu mé bj tén thuong. Polymyxin B thdm khéng dang ké vao thay tinh thé sau khi tiém dudi két mac
hodc nhé mat

Neomycin dugc hdp thu it tir dudng tiéu hda, sau khi st dung tai chd lugng thudc dugce hip thu khong dang ké
dé géy ra tdc dung toan than. Hap thu thudc ¢é thé tang 1én khi niém mac bj viém hoac tén thuong. Sau khi dugc
h&p thu, neomycin thai trif nhanh chéng qua than dudi dang hoat tinh

QUY CACH PONG GOI

Hép 1105 mi. Hop 110 10 mi

TIEU CHUAN: Tiéu chusn co s

BAO QUAN: Nai kh, dudi 30 °C, tranh dnh sdng tryc tiép

HAN DUNG: 30 thang ké tir ngay san xudt. S& dung thudc trong vong 30 ngay sau khi md ndp 1an dau

sanxustbsi () meraplion

CONG TY ¢6 PHAN TAP DOAN MERAP
Ba Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam




