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3"% ONG TIN TOM TAT SAN PHAM Tai ligu théng tin cho cén bory 16
cfmﬁ TY \* NH PHAN: Neomycin sulfat 28000 1U, Betamethason 8 mg, Ta dugc vua
%% 9. DANG TRINH BAY: Lo 8 g thudc kem. CHI DINH: C4ac bénh ngoai da

i3 (ing VGi corticoid tai chd va c6 bdi nhidm nhu: Cham thé tang va cham
fgg dia & ngudi I6n va tré em (tif 2 tudi trd 1én). S&n ngua. VAy nén. Bénh
3 than kinh bao gém lichen simplex va lichen phang. Vét con tring cén.
“Yiém da tiép xdc, viém da tiét ba nhon, viém da dij dng, viém k& hau mon va
bd phéan sinh duc. CHONG CHIi PINH: Bénh da nguyén phat do nhiém siéu
(e. d > lw ' Vi (pénhémun rop khée miéng, thily dau), nhiém ndm sqiéhoac vi khuén,

. 2 2" nhiém ndm men nguyén phat ho#c thi phat, nhiém khuan thd phat do

% u qua c + ® Vay hen Pseudomonas hoac Proteus. Mun trt’tng c4. Qua man véi neomycin hay

51 0A y £ betamethason. Tré so sinh, nhd nhi. LIEU LUGNG VA CACH DUNG: Thoa

© Vét con tcung can I6p méng Ién ving da t8n thuong 2-3 Ian/ngay cho t6i khi c6 két qua. Khdng

® Cham thé tang ding qué 7 ngay cho mot dgt diéu tri & ngudi I6n hodc 5 ngay 6 tré em ma

g khong c6 bac si giam sat. Sau d6 c6 thé duy tri k&t qua véi 1 1an thoa mébi

& cham dang dia  ngay hosc it hon. THAN TRONG: Khong nén thoa 16p day, trén dién tich

~ rdng, noi béng kin, mi mat, viing vi & phy nit cho con bu. Khéng nén boi 1én

at trir khi c6 chi dinh clia bac si. PHY NU CO THAI VA CHO CON BU:
héng nén dung cho phu nii cé thai hoéc trong thdi ky cho con bu vi trén ly
~ thuyét, neomycin trong mau me c6 thé gay doc cho thai nhi, di chua c6
, t6. KHA NANG LAI XE VA VAN

n kha nang lai xe va van hanh may
trudng hgp nao. TAC DUNG

a, da bién mau, viem
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Neomycin - Betamethason
Kem bo0i da

DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUOC NAY CHI DUNG THEO BON THUOC

Thudc dung ngoai

THANH PHAN CONG THUC THUOC
Thanh phan hoat chat:
Neomycin sulfat.........ccoovvvmeiiiiiiinnennnn, 40 mg

(dudi dang  Betamethason  dipropionat
micronized)

Thanh phén ta duge:

TA QUOC. ..o, viia du 8 g
(Cetostearyl alcohol, cetomacrogol 1000,
vaselin,  parafin  long,  methylparaben,

propylparaben, butylated hydroxyanisole, natri
metabisulfit, edetat dinatri, monobasic natri

phosphat, propylen glycol, acid phosphoric,-

nuc tinh khiét)
DANG BAO CHE

Kem boi da. Ché phdm dang kem mau tréng,
dong trong o nhua.

CHi DINH
Cac bénh ngoai da dap Ung vGi corticoid tai
chd va c6 bdi nhiém nhu: cham thé tang va
cham dang dia § ngudi 16n va tré em (tr 2 tudi
tr§ 1&n), san ngifa, vy nén, bénh da than kinh
bao gdm lichen simplex va lichen phang, vét
con trung can, viém da ti€p xdc, viém da tiét
ba nhon, viém da dj ng, viém ké hdu mon va
b0 phan sinh dug.
CACH DUNG, LIEU DUNG
Rua sach tay trudc va sau khi dung thudc.
Khong rua lai ving da vira duge bdi thudc.
BAi mdt I6p mong Ién viing da can diéu trj 2-3
lan/ngay cho t6i khi c6 cai thién bénh. Khong
dung qué 7 ngay cho mot dgt diéu trj 6 nguoi
I6n hodc 5 ngay d tré em ma khdng c6 bac si
giam sat. Sau d6 c6 thé duy tri két qua véi 1
ldn thoa mbi ngay hodc it hon.
CHONG CHI BINH
~ - Bénh da nguy&n phat do nhiém siéu vi (b&nh
mun rop khde miéng, thily ddu), nhiém ndm
sgi hodc vi khudn, nhim ndm men nguyén
phét hodc thif phat, nhiém khudn thit phat do
Pseudomonas hodc Proteus.

- Mun tring ca.

- Qua man vdi neomycin hay betamethason va
cac thanh phan khéac cua thudc.
- Tré dudi 2 tudi.

CANH BAO VA THAN TRONG KHI DUNG
THUOC

Can hét slic can than khifdung thudc bdi ta
chd trén dién tich rong, hodc vung da bj tdn
thuong hoac dung keo dai hodac bbi kem bang
chat cho tré em, do thufc c6 thé hap thu gay
nén Uc ché chifc ndng truc tuyén yén-dudi
doi-thugng than dan dén cac tac dung khong
mong mubn toan than.

Khong nén thoa I6p day, noi bang kin, mi mat,
vung vl 6 phy nit cho con bd.

Khong nén boi Ién mét tri khi ¢ chi dinh clia
bac Sl. ]

SU DUNG THUOC CHO PHY NU CO THAI VA
CHO CON BU

Khong nén dung Corti RVN® cho phu nt co
thai hodc trong thoi ky cho con bu vi trén ly
thuyét, neomycin trong mau me co thé gay
ddc cho thai nhi, du chua c6 truGng hgp nao
dugc ghi nhan trong thyc té.

NEN HOI Y KIEN BAC ST HOAC DUGC Si
TRUGC KHI DUNG BAT CU LOAI THUOC NAO

ANH HUGNG CUA THUOC LEN KHA NANG
LAl XE, VAN HANH MAY MOC

Chua. dugc biét vé anh hubng cla thudc dén
kha ndng lai xe va vdn hanh mdy mac.
TUONG TAC, TUGNG KY CUA THUOC

Tuong tac cua thudc:

Sau khi hap thy toan than dang k&, neomycin
sulfat c6 thé tdng cudng va kéo dai tac dung dc
ché ho hép clia cac chét de ché than kinh co.
DE TRANH CAC TUONG TAC CO THE XAY RA,
PHAI LUON BAO CHO BAC ST HOAC DUGC Si
NHUNG THUOC KHAC DANG DUNG

Tuong ky cia thudc: Do khdng cd cac nghién
cifu v& tinh tuong ky cla thudc, khdng tron 1an
thudc nay vdi cac thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Rdi loan da vd md dudi d

Chua dugc biét (khdng thé udc tinh ti di liéu
san ¢€0): cdc phdn Ung khi nglng dung
thubc-dod da c6 thé lan rdng ra ngoai ving da
can diéu trj ban ddu, cdm gidc néng da hodc
cham chich, ngifa, bong tréc da, mung mu.
Diéu tri lieu cao va kéo dai cdc ché pham
corticosteroid hoat tinh manh cé thé gdy ra
thay ddi cuc bd trén da nhu mong da, ran da,



va gian cac mach mau ngoai vi, dac biét khi
bang bo kin hodc khi cé nép gép da.

Ciing nhu cac corticosteroid dung tai chd khac,
st dung mdt lugng 16n thudc kéo dai hodc thoa
thudc trén dién rong da co6 thé dan dén sy hap
thu thudc toan than di gay ra su tic ché truc
ha doi-tuyén yén-tuyén thugng thidn (HPA
axis) va cac dic diém 1am sang cla hoi chdng
Cushing. Nhitng tdc dung khong mong mudn
nay c6 nhiéu khd nang xay ra & tré sd sinh va
tré em, va néu bang bo kin. J tré so sinh, ta
dan c6 thé tac dong nhu mot I6p bang kin.
Trong trudng hop hiém, diéu trj bénh vay nén
bang cdc thubc corticosteroid (hodc ngung
dung thudc corticosteroid) dugc cho c6 thé gay
ra mun mu.

C6 cac bao cdo vé bong da cuc bd, ngla, thay
doi sic to da, viem da ti€p xac di Ung va
ching ram l6ng (hypertrichosis) khi dung cac
thudc steroids tai ch.

Cac ché pham bodi da Betamethasone/Neomy-
cin thudng dugc dung nap tot, nhung néu xuat
hién cdc ddu hiéu qud man, nén ngling dung
thudc ngay lap tiic.

Céc triéu ching tram trong han c6 thé xay ra.

THONG BAO NGAY CHO BAC ST HOAC DUGC ST
NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi

Qud lieu cap tinh rat khé xay ra. Tuy nhlen
trong trudng hop qua lieu man tinh hodc su
dung sai, cac trieu ching cua hdi ching
Cushing c6 thé xuat hién va trong trudng hgp
nay nén ngung thudc tir tUr dudi sy gidm sét
cua bac si.

Ngoai ra, can xem xét dén viéc hdp thu toan
than dang k& cla neomycin sulfat. Néu nghi
ngo diéu nay, nén nging thudc va theo doi
tinh trang chung cua bénh nhén, thinh Iyc,
chlfc nang than va than kinh co.

Nong do neomycin sulfat trong méu cling can
dugc xac dinh. Tham tadch méu cé thé lam
giam nong dd neomycin sulfat trong huyét
thanh.

PAC TiNH DUQC LUC HQC

Ma ATC: DO7CCO1.

Neomycin: la khang sinh nhdém aminoglycosid
c6 tdc dyng diét khudn qua (fc ché qua trinh
sinh tong hop protein cla vi khuan, bang cach
gan vdi tiéu don vi 30S cla ribosom vi khuan
nhay cam. ‘Neomycin chil yéu dung tai chd dé
\ di€u tri nhiém khudn & da, tai, mit do tu cdu va

cac vi khuan nhay cdm khac. Nhitng vi khudn
nhay cam v6i neomycin nhu: Staphylococcus
aureus,  Escherichia  coli  Haemophilus
influenzae, Klebsiella, Enterobacter cac loai,
Neisseria cac loai. Neomycin khdng ¢6 tac dung
v0i  Pseudomonas  aeruginosa,  Serratia
marcescens, Streptococci bao gdm ca
Streptococcus pneumoniae hodc Streptococcus
tan mau.

Betamethason: |a mot corticosteroid tdng hap,
cO tac dung glucocorticoid rat manh.
Betamethason g6 tac dung chdng viém, chdng
di (tng. Betamethason bdi ngodi da dé tri nhiéu
bénh cén chi dinh dung corticosteroid.

DAC TINH DUGC BONG HOQC

Neomycin: hdp thu thudc c6 thé ting IEn khi
niém mac bj viem hodc t6n thuong. Khi dugc
hap thu, thudc sé thai trir nhanh qua than dudi
dang hoat tinh. N(ia doi cla thudc khodng 2-3
git. Khodng 0-30% thudc gan vdi protein, thé
tich phan bd 0,36 lit/kg.

‘Betamethason: dé dugc hap thu khi ding tai

chd. Khi bdi, dic biét néu bang kin hodc khi
da bj rach, co thé c6 mot lugng betamethason
dugc hdp thu di cho tdc dung toan than.
Betamethason phdn bd nhanh chong vao tat
cd cac mo trong cd thé. Thudc qua nhau thai
va ¢6 thé bai xudt vao sita me v6i lugng nho.
Trong tuan hoan, betamethason lién két chi

‘yéu vdi globulin, it véi albumin. Betamethason

la mot glucocorticoid tac dung kéo dai véi nira
ddi khoang 36-54 gid. Betamethason dugc
chuyén hoa chd yéu & gan va thai trir chl yéu
qua than.

QUY CACH DONG GOl

Ht’jp 1 lp 8g kem bOi da

BIEU KIEN BAO QUAN HAN DUNG TIEU
CHUAN CHAT LUONG CUA THUOC

Bao quan noi khd, nhiét do dudi 30°C, tranh
anh sang. \

Han diing: 24 thang ké tir ngay san xuat.
Tiéu chudn chat lugng: TCCS

San xudt tai CHI NHANH RESANTIS VIET NAM -
CONG TY TNHH MOT THANH VIEN DUQC SAI GON

S6 01 VSIP, duding sb 3, khu cong nghigp Vit
Nam - Singapore, phudng Binh Hoda, thanh pho
Thuén An, tinh Binh Dudng, Viét Nam
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