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Nhén hép 6g

& Thuoc ké don

L E PASTO THUGC DUNG NGOAI

Betamethason 0,1% w/w Hop 1 tuyp 6 gam

Neomycin sulfat 0,5% w/w @i MEDIPLANTEX KEM BOI DA

0L

50411003

Thanh phén: M&i tuyp chia
Betamethason (dang betamethason valerat )... 0,1% w/w
Neomycin sulfat. 0,5% w/w
Thanh phén t4 dugc. vifa a0 1 tuyp
Chi dinh, céch diing, chéng chi dinh va céc théng tin

khéc: Xem trong 13 huéing dan sit dyng thudc kém theo
Bao quén: Nai khd, trénh dnh sng, nhiét dd dudi 30°C

& Prescription drug

LE PAST EXTERNAL USE ONLY

Betamethasone 0,1% w/w

Neomycin sulfate 0,5% w/w @i MEDIPLANTEX Tube 6 grs Cream

Tiéu chuéin 4p dung: TCCS

LEPASTO

r.>
Dé xa tdm tay tré em ® b4 SPK/REGNO: e
Bock§ hudng din sit dung trudc khi diing T s s sumiss Sindiniity
Nha sin xust:
umwawxmsmmm @ 4] Ngay sx:
56358 duemg Gidi Phong, P. Phuong Liét, Q.Thanh Xusn, TP. Ha NI & Handung:
X tak: Nha méy dugc pham s8 2, Thén Trung Hau, X3 Tién Phong, S

Huyén Mé Link, TP. Ha Noi N

TUYP 6 GAM

&Thué:ké don Tuyp 6 gam KEM BOI DA

L LEPASTO souss

Thanh phin: M3i twyp chiia Dé xa tim tay tré em

Betamethason (dang betamethason valerat )...0,1 % w/w 5 dungtrudc i
Neomydin sulfat. 0.5 %wiw PackF ndiug tin ok kil dbog
Thanh phin ta dugc..... e MBAT T IO SHIOSK:

(Chi dinh, cich dung,dmng ﬁll GInIlvi céc thong tin
Kkhéc: Xem trong te hudng din sit dung thude kém theo
fih 33 xudt.
CONG TY CP DUGK TRUNG UONG MEDIPLANTEX

Han ding:
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Nhan Hop 15g

& Thuéc ké don

LE PASTO THUGC DUNG NGOAI

Betamethason 0,1% w/w Hop 1 tuyp 15 gam

Neomycin sulfat 0,5% w/w @i MEDIPLANTEX KEM BOI DA

-ﬁ-“-_----------------------"—“-m-‘

Thanh phén: M6i tuyp chia

Betamethason (dang betamethason valerat )... 0,1% w/w
N ycin sulfat 0,5% w/w
Thanh phan t4 dugc. virfa di 1 tuyp

Chi dinh, céch diing, chéng chi dinh va céc théng tin
khéc: Xem trong t& huéng dan sir dung thuéc kém theo
Béo quén: Noi khd, tranh dnh sang, nhiét 46 dudi 30°C

&. Prescription drug

LEPASTO ecreamavse oy

Betamethasone 0,1% w/w

Neomycin sulfate 0,5% w/w @i MEDIPLANTEX ube 15 grsCleam

Tiéu chudn &p dung: TCCS

Dé xa thm tay tré em Py B hos

Boc kj huéng din sit dung truéc khi diing ..;Qm,,,,"_, 56:;’:;?' s
xudt:

dm:»wwmmmumm 1] Ngay sx:

56 358 dudng Gial Phéng, P. Phuong Liét, Q Thanh Xuan, TP. Ha Noi g Han ding:

5X tak Nha méy dugc 58 2, Thén Trung Hau, X4 Tién Phong,
Huyén Mé Linh, TP. Ha N§i

Nhan tuyp 159

W B thusc ke don Tuyp 15 gam KEM BOI DA

GMP-WHO

J L E PASTO THUGC DUNG NGOAI
|

Thanh phin: M&i tuyp chira
Betamethason (dang betamethason valerat )...0,1 % wiw

Neomycin sulfat... creennn 0,5 % Wiw
Thanh phén ta dwc viradii 1 tuyp
Chi dinh, cach ddng, céac thong tin
Khac: Xem trong & hudng dan st dung thuéc kém theo
Dé xa tim tay tré em

Boc ki hwréng dén sir dungtriede khi diing

s616 8X:
Nha san xuét 2
dCONG TYCP DUQC TRUNG UONG MEDIPLANTEX Han ding:

Mai Nt Ghank
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HUONG DAN SU DUNG THUOC
Rx L EPASTO

Dé xa tam tay tré em
Doc kj hwong din sir dung trieée khi ding
Thubc nay chi ding theo don thuic

T Izéftg bdo ngay cho bdc si hodc diwrgc si nhitng tic dung khong mong mubn gdp phdi khi sir dung
thuoc

THANH PHAN CONG THUC THUOC

Thanh phén hoat chat: Mdi tuyp chira:
Betamethason (dang betamethason valerat). 0,1% wiw
Neomycin sulfat 0,5% w/w

Thanh phén ta duge: Isopropyl myristat, glyceryl monostearat 40-55 (type I), sepineo P600, paraffin
16ng, span 80, cetomacrogol 1000, tween 80, propylen glycol, methylparaben, propylparaben, nudc tinh
khiét.

DANG BAO CHE

Kem boi da.

M5 ta dang bao ché: Kem mau tréng, mém min, ddng nhét.
CHI PINH

Lepasto duge chi dinh dé diéu tri cac bénh sau khi nghi ngd ho#ic da xac dinh hodc co nguy co nhiém
khuén thtr phat:

e Eczema & ngudi lén va tré em (tir 2 tudi tré 1én), bao gém viém da co dia va cham dang dia
e Bénh sin cuc (Prurigo nodularis)

e Bénh vay nén (khong bao gdm bénh vay nén thé mang da lan rong)

e Viém da thén kinh bao gf)m bénh liken don man tinh va bénh liken phéng

e Viém da tiét ba nhon

e Phan img qua man

e Di ting do cén tring cén

e Viém da tiép xic & hdu mén va co quan sinh dyc

CACH DUNG VA LIEU DUNG
Ngudi 16n va thanh thiéu nién:
e Bo6i mot luong thude vira di 1én ving da bj anh huéng 1-2 lan/ngay trong t6i da 7 ngdy. Sau 7

ngdy, néu can diéu tri thém cin chuyén sang ché phim corticosteroid khac khéng chira
neomyecin sulfat.

e Trong céac tén thuong dai dang hon, nhu cdc mang vy nén day & khuyu tay va dau gbi, tac
dung ctua thude c6 thé dugc ting cudng, néu can thiét, bE”mg cach bang kin ving da d6 sau khi
bdi thude va dé qua dém, sau dé thao bang ra v sir dung thudc nhw binh thudng.
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biéu tri khong nén kéo dai hon 7 ngay ma khong co su chi dinh cua bac si. Néu tinh trang xiu
di hodc khéng cai thién trong vong 7 ngay, nén chén doan lai bénh.

Tré em tir 2 tudi tro én:

Liéu dung nhu ngudi 16n.
Khéng ding thude cho tré dudi 2 tudi do tré nhé c6 kha ning ting hap thu thube.

Tré em c6 nhidu kha nang gip céc téc dung khong mong mudn toan than va tai chd hon khi
dung corticoid tai chd, do d6, thoi gian diéu tri khong nén kéo dai qua 5 ngay.

Chn than trong khi ding thudc dam bao lugng thudc diing 14 it nhét dé dat duoc higu qua diéu
tri mong mudn.

Nguoi cao tudi:

Cac nghién ctru 14m sing chua xé4c dinh duge sw khac biét trong dap tng gitra bénh nhén cao
tudi va bénh nhan tré tudi. G ngudi cao tudi tan sudt chitc ning gan, than bi suy giam la cao
hon, diéu nay c6 thé 1am tri hoan viéc thai trir thudc néu xay ra hip thu toan than. Do do, chi
nén str dung mot lwrgng thude toi thidu trong thoi gian ngén nhét @& dat dugc hidu qua diéu tri
mong mudn.

Suy than: Nén giam liéu & bénh nhan suy gidm chirc ning thén.

Céch dung: Dung ngoai da.

CHONG CHI PINH

Khéng sir dung thudc cho céc trudng hop sau:

Di g v&i betamethason valerat, neomycin sulfat hay bét ctr thanh phan nao cta thudc.
Ching d6 mit (Rosacea).

Mun trirng ca.

Viém da quanh mit.

Ngira khong viém.

Ngira xung quanh hau mén va bg phén sinh duc.

Nhiém tring da nguyén phat.

Céc tdn thuong da nguyén phat do nim hoic vi khuén gy ra.

Nhidm trung nguyén phat hogc thir phat do nAm men.

Nhiém trung thir phat do Pseudomonas hodc Proteus.

Bénh ngoai da & tré em dudi 2 tudi, bao gdm viém da, viém da ta 16t. Do c6 nguy co lam ting
kha ndng hip thu & tré nho nén thube nay khong duge khuyén céo st dung cho tré so sinh va
tré nho (dudi 2 tudi).

Viém tai ngoai khi mang nhi da bi thung, vi nguy co gy doc cho tai.

— N2 W

N
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o Neomycin c6 kha niing gy ddc cho tai va than, do d6 khong nén sir dung lugng 16n thude boi
Befucid hoic bdi trén ving da rong hodc sir dung dai ngiy c6 thé din t&i hap thu toan than,

CANH BAO VA THAN TRONG KHI DUNG THUOC

S’-’f st ché truc ha ddi-tuyén yén-tuyén thuwong thin (HPA) c¢6 hoi phuc: Cac biéu hién cia chiing ting
tiét corisol (hdi chimg Cushing) va irc ché truc ha ddi tuyén yén- tuyén thugng than (HPA) c6 hdi phuc
¢6 thé xay ra & mot sb ca thé do sy ting hép thu toan than cia corticosteroid tai chd. Trong trudng hop
nay nén nging dan steroid tai chd dudi sy giam saty té vi c6 nguy co suy tuyén thugng than.

Si nhiém trimg: Néu tinh trang nhidm tring van tiép dién, can phai diéu tri toan than. Nén ngimg st
dung corticosteroid tai cho néu nhu tinh trang nhiém trang lan rong. Nhiém tring do vi khuén thudong
phat trién trong diéu kién 4m 4p, am udt do bang bit kin, do d6 cin lam sach da trude khi boi.

B6i Ién meit: Han ché sir dung thudc kéo dai trén mit. So vdi céc viing khéc trén co thé, da mat d& b
teo sau khi didu tri tai chd kéo dai bing corticosteroid manh. Diéu nay phai dugc luu y khi diéu tri cac 3%

tinh trang nhu bénh vay nén, lupus ban d6 dang dia va bénh cham nang. an
BGi 1én mi mét: Néu boi 1én mi mét, cn cn than dé dam béo thuéc khéng vao mit, vi ¢o thé giy duc P(:F

thity tinh thé va bénh tang nhan 4p do tiép xtc nhidu Ian. Néu bi dinh kem vao mit, cén phai rira mat .
nhiéu 1an véi nude.

Réi loan thi gidc: R6i loan thi gidc ¢o thé dugc bao céo khi su’ dung corticosteroid toan thin va tai chd. NH
Néu bénh nhan c6 céc triéu chirng nhu nhin m& hodc cac rbi loan thi glac khéac, bénh nhén nén dugc

can nhic chuyén dén béc si nhan khoa dé danh gia cac nguyén nhan c6 thé bao gdm duc thuy tinh thé,

bénh ting nhan 4p hodc cac bénh hiém gip nhu bénh hic vong mac trung tdm thanh dich (CSCR) da

duoc béo cao sau khi sir dung corticosteroid toan thén va tai chd.

Loét chdn man tinh: Corticosteroid tai chd ddi khi duge sir dung dé didu trj viém da quanh vét loét chan
man tinh, tuy nhién viéc nay cé thé 1am ting nguy co xay ra phan img qua mAn tai chd va nhiém tring
tai chd.

Tré em: So véi ngudi lon, tré em co thé hép thu lugng corticosteroid tai chd 1én hon va do d6 dé bi tac
dung phu toan than hon. Néu sir dung cho tré em hodc trén mit, khéng nén sir dung qua 5 ngay va khong
nén bit kin.

Suwr dung trong bénh vay nén: Sir dung corticosteroid tai chd c6 thé gay nguy hlem cho bénh vay nén vi
mot sb 1y do bao gdm tai phat, ting kha nang dung nap, nguy co mic bénh vay nén mu toan than va
phat trlen ddc tinh tai chd ho#c toan than do chirc nang hang rao cia da bi suy yéu. Néu st dung trong
bénh vy nén, viéc gidm sat bénh nhén cAn than 14 rét quan trong.

Sir dung steroid tai chd lién tuc hodc sir dung khong phu hop kéo dai ¢6 thé dan dén tinh trang bing
phat trd lai sau khi ngirng didu tri (hoi chimg cai steroid tai chd). Mot dang nghiém trong biing phat tré
lai c6 thé phat trién dudi dang viém da véi tinh trang d6, cham chich va nong rat dir doi c6 thé lan ra
ngoai ving diéu tri ban dAu. Tinh trang nay c6 nhiéu kha ning xay ra khi diéu tri cac vung da moéng
manh nhu mét va cac nép gip. Néu tinh trang nay tai phat trong vong val ngay dén vai tudn sau khi diéu
tri thanh céng, can nghi ngd phan img cai thuéc. Khi tai sir dung thuée can than trong va nén tham khao
y kién ciia bac si hodc lra chon phuong én diéu tri khéc.

Sir dung kéo dai hogc thuong xuyén co thé 1am tang nguy co nhay cam khi tiép xuc.

Nhidm tring ¢6 thé lan rong do tac dung che lap cua steroid.
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Setlu khi hép thu toan than dang ké, aminoglycoside nhu neomycin c6 thé gy doc tinh khéng hdi phuc
doi voi tai; va neomycin ciing cé kha néng gay doc cho thén.
Suy thdn: Khi suy than, d6 thanh thai cia neomycin trong huyét twong giam.

Pha loang: Céc san pham chira cac khang sinh khong nén pha loang.

Nguy co chdy né khi tiép xiic véi qudn do, ga trai givong: Hudng din bénh nhan khong hut thude hodc
dén gin ngon Iira trdn — nguy co bj bong nang. Vai (quén 4o, ga trai giwong, biang gac, v.v.) da tiép xic
vGi san phdm nay d& chay hon va la mbi nguy hiém héa hoan nghiém trong. Giit quan 4o va ga trai
giwdng c6 thé lam giam sy tich tu cia san phim nhung khong loai bé hoan toan.

Canh bdo td dwoc

Thude c6 chira methylparaben va propylparaben nén c6 thé giy céc phan ung dj Ung (co thé xay ra
cham), thanh phan propylen glycol trong thubc c6 thé gay kich tng da.

SU DUNG THUOC CHO PHU NU’ CO THAI VA PANG CHO CON BU

Cé rét it thong tin vé tac dung khong mong mudn ciia thudc dung tai chd c6 chira neomycin trong thai
ky va cho con bi. Tuy nhién, vé mit ly thuyét, neomycin ¢6 trong mau me cé thé vuot qua nhau thai va
¢6 thé 1am ting nguy co gy dc ctia thude trén thai nhi, do d6 viéc sir dung san phdm nay khong duge
khuyén céo khi mang thai hodc cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thubc khong anh hudng hoiic anh huong khong dang ké dén kha ning 14i xe va van hanh miy méc.
TUONG TAC, TUONG KY CUA THUOC

Thude gdy tre ché CYP3A4 (vi du ritonavir, itraconazole) khi st dung cuing cac corticosteroid co thé bi
giam tac dung, va giam sy chuyén hoa ctia cic corticosteroid. Mirc d§ tuong tac nay phu thudc vao liéu
va dudng dung cua corticosteroid va hi¢u luc e ché CYP3A4.

Khi hdp thu vao hé tuin hoan chung, neomycin sulfat c6 thé tang cudng va kéo dai tac dung trén ho hép
ctia cac thude chen than kinh co.

Kha ndng ddc tinh tich liy cin duge can nhéc khi sir dung neomycin sulfat dang tai chd két hop voi
khang sinh nhém aminoglycosid dung toan than.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Phén loai tac dung khéng mong mudn theo tin suét xuét hién: R4t hay gap, ADR > 1/10; hay gap, 1/10
> ADR > 1/100; it gap, 1/100 > ADR = 1/1000; hiém gap, 1/1000 > ADR > 1/10 000; rat hiém gap,
ADR < 1/10 000, khong rd (khong thé uéc tinh tir cac dit ligu 6 san).

Nhiém tring
e Rét hiém gip: Nhiém tring co hji.
Réi loan hé thdng mién dich
e Rét hiém gip: Mén cam, phat ban toan than.

R&i loan ndi tiét

Sz
-

Iz sm/» =
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e Rét hiém gip: Uc ché truc ha ddi - tuyén yén - thuong than (HPA), hdi chimg Cushing (vi du
nhu mit tring, béo phi & trung tdm), chdm tang c4n/phét trién & tré em, loang xwong, tang nhan
4p, tang dudng huyét, (rc ché thiy tinh thé, tang huyét ap, béo phi, giam mirc cortisol ndi sinh,
rung tdc, rung toc tirng mang.

R&i loan md da va mé dudi da
e Hay gip: Ngura, nong rat trén vung da tdn thuong.

e Rét hiém gdp: Viém da tiép xiic, ban do, phat ban, ndi may day, bénh vay nén mun mi, mong
da/teo da*, nhin da*, kho da*, ran da*, thay dbi sc td da*, gidn mao mach*, ching ram 16ng,
lam trdm trong hon céc triéu chimg ban dau.

o Khéng rd: Phan tmg cai thuéc- dé da c6 thé lan sang cac ving ngoai ving bj anh hudng ban
dau, cam gidc néng rat ngira, bong tréc, mun mu ri dich.

Céc rdi loan toan than tai vi tri ding thube
e Rét hiém gip: Kich (g tai vi tri diing thuée.

*Diic diém thie phdt ¢ da do tdc djng tai ché/ todm than ciia s ke ché truc ha ddi- tuyén yén- tuyén
thuong than (HPA).

R&i loan mét
e Khéng r5: Tam nhin md

Hudng dan xir tri ADR

Pa s6 cdc téc dung khong mong muén thuong c6 thé phuc hdi hoic giam thiéu bang cach giam lidu.
Trong trudng hop xay ra nhiém trung lan rong cin ngimg dung thuc va st dung céc thudc khang khuan
toan than thich hgp.

QUA LIEU VA CACH XU TRIi

Qua lidu cép tinh rét khé xay ra, tuy nhién trong trudng hop ding thudc qua liéu man tinh hodc lam
dung thudc, nén ngimg sir dung thudc dan dan dudi sy giam st cia nhan vién y t&. Néu nghi ngd ¢6 su
hip thu dang ké ciia neomycin vao hé tudn hoan chung, nén nging sir dung thudc va theo déi tinh trang
chung cua bénh nhén, chirc nang thinh giac, chirc nang than va chirc nang thin kinh co. Nong do

neomycin sulfat trong mau cling cin duge xac dinh, thdm phan mau c6 thé 1am giam ndng d6 neomycin
trong huyét thanh.

DUGQC LUC HQC

Nhém duge ly: Corticosteroid hoat tinh manh két hop véi khang sinh.
Mi ATC: D07C CO01

Betamethason

Betamethason 12 mdt corticosteroid hoat tinh manh, dap (mg nhanh dbi voi phan ing viém do bénh da
1i&u ma c6 dap g véi liéu phép corticoid dung tai chd va thuong ciing c6 hiéu qua trén ca nhitng bénh
it dap Ung thudc nhu vay nén.

Betamethason dung tai chd dé trc ché cac phan tng di ng, hoat dong theo nhiéu co ché chéng viém
khac nhau nhu giam mét 49 té bio mast, giam sy di chuyén va hoat dong cua bach ciu wa base, giam
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sur san xudt cytokin ctia bach cau lympho, bach cdu mono, t& bao mast, bach ciu wa base va trc ché qua
trinh tong hgp acid arachidonic.

Neomycin

Neomycin la khang sinh nhém aminoglycosid ¢6 tac dung diét khuin qua irc ché qua trinh sinh téng
hop protein ciia vi khuén, bang cach gan véi cac tiéu don vi 30S ciia ribosom vi khuan nhay cam.

Nhirng vi khudn nhay cam v&i neomycin nhu: Staphylococcus aureus, Escherichia coli, Haemophilus
influenzae, Klebsiella, Enterobacter cic loai, Neisseria cic loai. Neomycin khong c6 tidc dung véi
Pseudomonas aeruginosa, Serratia marcescens, Streptococci bao gdm ca Streptococcus pneumoniae
hodc Streptococcus tan mau.

Khéng thudc: Vi thube dugc ding tai chd kha phd bién nén di c6 thong bao khang thubc twong déi
rong, trong d6 dién hinh 14 cac tu cu Staphylococcus, mét sé dong Salmonella, Shigella va Escherichia
coli. Sy khang chéo v&i kanamycin, framycetin va paromomycin da xay ra.

DUGQC PONG HQC

Betamethason dugc hép thu khi ding tai chd. Mic do hip thu phu thudc vio céc yéu td khac nhau, bao
gdm tinh trang da, vi tri ding thudc va viéc bé mat da bi bao phii kin. Da bi viém nhiém hay cac ton
thuong khac ¢6 thé tang sy hdp thu. Viéc bao pha kin viing da ding thudc 1am ting dang ké lugng hép
thu qua da. Sau khi hip thu qua da, dugc dong hoc cua betamethason ding tai chd tuong tu cic
corticosteroid dung toan than. Betamethason dugc chuyén héa chi yéu & gan va mot lugng nho & than,
céc chit chuyén héa khong hoat dong va dugce bai tiét qua nude tiéu.

Neomycin hip thu qua da khi da bi viém nhiém hogc tén thuong (khi diing dudng udng neomycin it
duoc hép thu), sau d6 neomycin duge phén bb vao cac md va tap trung & clu than. N6 dugc thai trir
nhanh qua than & du6i dang thubc gbc. Thai gian ban thai khoang 2-3 gio.

QUY CACH PONG GOI

e Hop 1 tuyp x 6 g, tuyp nhom.

e Hop 1 tuyp x 15 g, tuyp nhom.
PIEU KIEN BAO QUAN: Noi khd, tranh 4nh sang, nhiét 6 dudi 30°C.
HAN DUNG: 36 thang ké tir ngay san xuét.

Han ding sau m& nép: 3 thang

TIEU CHUAN CHAT LUQNG: TCCS.
TEN PIA CHI CO SO SAN XUAT THUOC
Cong ty CP Dugc Trung wong Mediplantex
Tru sé: 358 duong Giai Phong, phudng Phuong Ligt, quan Thanh Xuén, thanh phé Ha Néi

San xuét tai: Nha may Dugc pham s& 2: Thén Trung Hau, xa Tién Phong, huyén Mé Linh, thanh phd
Ha Nbi.
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