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T& hwing din sir dung

) R,THUOC BAN THEO PON

24 0.2 CREDERM LOTION
conG oo (Betamethason0,5 mg. Acid salicylic20,0 mg)
| “Pockp hmg dén sir dung rma'c khi dimg ™
; ' “Dé xa tdm tay ré em”
“T hong, .Ema ng}ncho bac st hodie duge st nhitng tdc d;mg khong mong muén gdp phai
khi sir dung thuée”
“Thudc ndy chi ding theo don ciia bdc s

PHAN THONG TIN DANH CHO NGUOI1 BENH

Tén thuée:CREDERM LOTION
Thanh phin, ham lurgng cia thude:
Mdi gam kem c6 chira:

Hoat chat:

Betamethason (dudi dang betamethason dipropionat)....................... 0,5 mg.

ACI SAHCYLIC . vniiincsiis it s ss s sa s s sspsaeanesase 20,0 mg.

Td diegre: dinatri edetat, hydroxypropyl methylcellulose, natri hydroxid, isopropyl alcohol, nuére tinh
khiét.

M td sin phim
Dang bao ché:Kem béi ngoai da.
Hép 1 lo nhwa PE x 10ml.
Hop 1 1o nhya PE % 20ml.
Hﬁp 1 lo nhyra PE x 40ml.
Thude ding cho bénh gi?
CREDERM LOTION duge chi dinh lam giam cdc biéu hién viém cua bénh ngodi da téng simg
héa va khé cé dap (mg véi corticosteroid nhu: Bénh vay nén, viém da di (mg man tinh, viém da
than kinh (liken don man tinh),bénh hkcn phiing, cham (ké ca cham dong xu, chdm ¢ tay va viém
da dang cham), 6 dia, viém da ting tiét ba nhon & diu, bénh viy ca théng thudmg va cée dang
viy ci khac.
Nén diing thude nay nhw thé nao va lidu lugng?
CREDERM LOTION duge dung dudng bdi ngoai da.
Ngudi 16n:
-Strdung 1 -2 lém’ngéy Trong hiu hét tit ca cac triromg hop, boi 1 Ié’p\ mong lén da, 2
lan/ngdy va cb mat xa nhe nhang dé kem dugce hip thu hoan toan.
Viéc bai lhuoc cin duoce duy tri day du trong vong 2 tuan dé dat duqc‘hu;u qua diéu i cia
lhuoc O mot sb bénh nhin ¢o thé dat duge diéu trj duy tri thich hop véi sé lan bai it hon.
Liéu t6i da chol tudn khéng viot qué 60 gam.
Tre em:
Trén 2 mm Liéu dung & tré em nén chi duge gidi han trong 5 ngay diéu tri.
Dudi 2 tudi: Tham khao ¥ kién bac s7.
Khi ném khong nén ding thube nay?
Qua mén véi betamethason dipropionat, acid salicylic hofic bét ky céc thanh phan nio cia thude.
Rosacea, myn trimg c4, viém da quang mi¢ng, quanh hiu mén va ngra & by phan sinh duc.
Bénh lao da vi ton thuong da do virus dic biét la Herpe.s s:mpfe.r Vacinia, thuy dau.
Khung nén sir dung trong lmong hr,rp bi phét ban, nam hofic nhiém khudn do vi khudn ma khéng
can diéu trj bing thude chéng nhiém khuan két hgp.
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Téc dyng khéng mong muén

Tanrsuﬁt xudt hién céc tée dung khéng mong mubn nhu sau:
Rét thutmg gﬁpb"lf 10);

Thuotig gap (=1/100 dén <1/10);

| It gﬁp (>1/1.000 dén <1/100):

| Hiém. gap (21710.000 dén <1/1.000);

-:Rat hiém gap {<]¢’10 000)

Kilong ¢6 di dir lidu dé xac dinh

Ché phim CREDERM OINTMENT dung nap kha t8t, cic tic dung khéng mong mudn hiém
gip, hodic khdng ¢6 di dir lidu dé xéc dinh.

H¢ co quan Hiém gap Khéng cé dii dir ligu dé
xac dinh
Da Ngira, kich (mg, khé da, viém nang long, moc nhicu long, | Giam tam nhin

phat ban dang trimg ¢4, gidm séc 10, viém da quanh miéng
vi wem da tIEEﬁ xue dj tng.

Xudt hién nhiéu hon khi bang chit sau bdi thude: Lrpt da.
nhiém khudn thir phat, teo da, van va gian né mach mau bé
mat, dac biét la trén mat.

Viém da

Nén trinh ding nhiing thudce hodic thie phim gi khi dang sir dung thude nay?

Khéng c¢6 dir li¢u.

Cin lam gi khi mdt lin quén khéng ding thude?

Khung ding thude lidgu gap doi dé bu véo liéu di quén. Bé qua liu da quén, sir dung tiép liéu
tiép theo.

Cin bio quén thude nay nhu thé ndo?

Béao quan trong bao bi kin, tranh 4m, tranh anh sang, nhu;t dd duéi 30°C.

Nhirng déu higu va triéu chimg khi dimng_ thude qui litu

Boi mét lugmg 16n va kéo dai ¢o thé trc ché chire ning tuyén yén — thugng than gdy suy thuong
than thir ph&t va cée bidu hrr.:n 1ing ndng vo thm;mg than, ké ca bénh Cushing.

Cén lam gi khi ding thude qui liéu khuyén cdo?

Thong bio ngay cho béc sy va dén ngay co st y 1é gin nhét dé duge hd trg.

Cén didu tri triéu chimg thich h-;‘p Céc trigu chimg ting nang vo thul;ng th omg hoi phuc.
Diéu tri mat cin bing dién giai néu cin thiét. Trong trudmg hop ngd dde map tinh, nén ngimg sir
dung corticosteroid mot céch tir tir.

Diéu tri “ngd doc salicylat”™ (salicylism) la diéu tri tri¢u chimg. Nén loai bé nhanh salicylat ra
khoi co thé. Sir dung bicarbonate dudng uong dé kiém héa nudc tiéu va tang tidu tién.

Nhimg ditu cin thin trong khi ditng thude nay?

Nén ngimg didu trj CR,EDERM LOTION néu xudt hién kich tmg va man cam sau khi béi thude. Nén
ap dung bi¢n phép diéu trj thich hop khi ¢6 biéu hign nhiém khuin. Bit ky téc dung phu nao Xut
hién khi ding corticosteroid todn thin ciing ¢6 thé gdp voi corticosteroid ding tai chd, ké ca suy
thugng thin, nhat 1a do: véi ré em vé nhil nhi. Sy hiip thu toan thin ciia corticosteroid va acid
salicylic s& ting 1&n nén béi thude trén toan dién rf;’tng hogc bang kin ving boi thude. Nén than trong
trong nhimg trudmg hop trén hogc khi cin boi thude kéo dai, nhat 13 & tré em va nhil nhi.

Nén ngimg bdi thude néu xudt hién khé da holic ting kich 1 lmg da. )

Khong ding CREDERM LOTION trong nhan khoa. Tranh tiép xtic véi mét va niém mac.

Ding cho tré em: So véi ngudi trudmg thanh, bénh nhi ¢6 thé nhay cam hon véi corticosteroid bdi

/
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S ngoai- da —\gay e ché truc ha d6i — tuyén yén — thuong than (HPA) va véi tic dung cia
comcoatci‘md ngoat sinh do su hap thu 1én hon vi ty 1& dién tich bé mat da/ty trong 16n hon. Bi ¢6
bao céo'irc ché truc ha ddi — tuyén yén — thuong than, hoi chimg Cushing, chém Ién, cham ting can

= ya wng ap Iuc nm so & nhimg tré bdi corticosteroid. Cic biéu hién suy thuong than & tré nho bao

\ e\ gom nong do cortlsol trong huyét tuong 1hap va khong déap (mg v6i kich thich ACTH.

. C4c¢ biéu hién cua tang 4p lye ndi so bao gom phdng thép, dau dau va phu gai thi vé hai bén.

~ Sirdung & phu nir ¢6 thai va cho con bi:
Phu ni¥ c6 thai
Chua c6 day du dir liéu an toan cua viée sir dung corticoid tai chd cho phu nir 6 thai, chi st
dung khi that can thiét.
Phu ni¥ cho con bii
Do chua biét khi sir dung corticosteroid tai cho ngoai da ¢6 thé hip thu toan than tao nong do
dinh lugng duge trong sita m¢ hay khong nén can quyet dinh hoiic ngung béi thude hogic ngung
cho con by, ¢6 can nhéc dén tdm quan trong cta thude doi véi ngudi me.
Anh‘ huéng ciia thudc 1én kha niing 14i xe va vin hanh may mée:
Thuodc khong anh huong dén kha niing 14i xe va van hanh may mac.
Khi nao cin tham vén bic si, dwge si?
Bénh nhan gip phai nhitng tac dung khong mong mudn khi sir dung thude, (Lﬁgp/
O‘f C

Biao quédn:Bao quan trong bao bi kin, tranh am, trénh énh sang, nhiét do du
Han dung cia thuoc 36 thang ké tir ngay san xuat.
Tén, dia chi, biéu twgng (neu ¢0) clia co' s san Xuit:
CONG TY CO PHAN DUQC PHAM ME DI SUN
S6 521, khu pho An Loi, phl.r{mg Hoa Loi, thi xa Bén Cat, tinh Binh Duong.
Ngay xem xét sira d6i cAp nhat lai ndi dung hwéng dan sir dung thude: dd/mm/yyyy
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R, THUOC BAN THEO DON

PHAN THONG TIN DANH CHO CAN BQ Y TE

CREDERM LOTION
' (Bctamethason 0,5 mg. Acid salicylic 20,0 mg)
Thanh phﬁn hﬁm lwgng ciia thude:
- Méi gam kem ¢6 chira:
Hoal i c!r&f '
Betamethason (dmfn dang betamethason dipropionat)..........oseeesneas 0,5 mg.
Aeid SAlCYIIC .. cciiuiiiiiiiniiiinimiminsiinssssns s sssssisisassstsssssssnsensoas 20,0 mg.
Ta gfzr;rc dinatri edetat, hydroxypropyl methylcellulose, natri hydroxid, isopropyl alcohol, nude tinh
khiét.
Dang bao ché:Kem bdi ngoai da.
Quy cich déng goi:
Hop 1 lp nhya PE x 10ml.
Hép 1 lp nhya PE x 20ml.
Hép 1 lo nhura PE x 40ml.
Nhom duge ly: Betamethason va chét sat khuan.
Ma ATC: DO7BCO1
Pic tinh duge luc hoe:
Betamethason d]propmnat la corticosteroid fluor héa t(mg hop, €6 tac dung glucocorticoid) @%3‘1;1:1/
¢l

kém theo tic dung chuyén héa mudi nude khong déng ke. 0,75 mg betamethason ¢ tac di

viém tuong ducmg voi khoang 5 mg predmsc-ion Betamethason ¢6 tac dung chéng viém, ehﬁ g thap
khép, chéng di (mg, v6i liéu cao ¢b tac dung (¢ ché mién dich. Do téc dung trén chuyen hoa muoi
nude khong dang ke do do phi hop trong didu tri céc bénh ma tac dung gitr nude la bat loi.

Acid salicylic ¢6 tac dung lim bong tréc 16p simg da va sat khudn nhe khi boi trén da nén dwge ding
dé diéu tri mdt sb bénh trén da c6 simg héa, bong da nhu viém da tiét ba nhom, vay nén, gau, timg
cd... Acid salicylic c6 tic dl,mg lam mém vé phé hiy 16p simg bing cach ting hydrat héa ngi sinh
(ting ndng dd ctia nude), ¢b thé lam giam pH, 1am cho I6p biéu mé bi simg hoa phéng lén, sau do
bong trée. Khong diing theo dudng todn thin vi tic dung kich {mg manh trén niém mac tiéu hoa va
cae mo khde,

Diic tinh dwge djng hoc

Betamethason dugc hép thu dé dang qua dm?mg diing tai chd, khi béi dic biét néu bing kin hofic
¢6 vét thuong ho thi thude dé dang hép thu vao dudng toan than. Khi hap thu dudng toan than
thude nhanh chong phan bd vao cac mé- trong co thé. Thude vio dugce nhau thai va cé thé bai tiét
véo sira m¢ mot lugng nho. Tron tudn hoin, betamethason lién két chu yéu véi globulin, it lién
két véi albumin. Ty 1@ lién két véi protein huyét tuong khoan;, 60% thiap hom so véi
hydrocortison. Betamethason ¢6 thin gian bén thai khoang 36-54 gid. Thude dwge chuyén héa
chu }-éu a gan va thai trir qua than. Do betamethason ¢6 toc d¢ chuyén hoa cham, ty 1@ lién két
véi protein thip, théi gian ban thai dai do do ¢6 higu lyc va tac dung kéo dai hon so véi corticoid
tr nhién.

Acid salicylic ¢6 tic dung tai chd sau khi bdi 1én da. C6 thé duge hip thu qua da khi sir dung trén
mdt dién tich da rong va thai trir chim qua dudmg nude tiéu.

Chi dinh

CREDFRM LOTION duge chi dinh 1am giam cdc biéu hi¢n viém cta bénh ngoai da ting simg
héa va kho cé dap tmg véi corticosteroid nhu: Bénh vay nen, viém da di tmg man tinh, viém da
thdn kinh (liken don man tinh).bénh liken phing, cham (ké ca cham dong xu, cham & tay va viém
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da dang cham), 16 dia, viém da tang tiét ba nhém & dau, bénh vay ca thong thudng va eac dang
vay cd khdc: -
Ligll lwgng va cdch ding
CREDERM' GI'NTMENT duge ding dudmg boi ngoai da.
Ngudi lom:
=+ Sir dl,tng ¥-2 lan/ngay. Trong héu hét tt ci cdc trudng hop, bdi 1 16p kem maéng lén da, 2
Iaxvngﬁy v ¢ mat xa nhe nhang dé kem duge hip thu hoén toan.
Vige boi thucc cén duge duy tri diy di trong vong 2 tuan dé dat dm;rc higu qua diéu trj cua
thube. G mot sb bénh nhan c6 thé dat duoc didu tri duy tri thich hop véi s6 1an béi it hon.
Liéu t&i da ding trong 1 tuan khéng vugt qua 60 gam.
Tré em . c
Trén 2 lué:i: Liéu dung & tré em nén chi duge gidi han trong 5 ngay diéu tri.
Dudi 2 tudi: Tham khao v kién béc s§.
Ching chi dinh
Qué mén véi betamethason dipropionat, acid salicylic hodie bat ky cdc thanh phan ndo cta thude.
Rosacea, mun trimg ¢4, viém da quang miéng, quanh hau mén va ngira & b phén sinh duc.
Bénh lao da va ton thuong da do virus dic bigt 1a Herpes simplex, Vacinia, thu}' dau.
Khéng nén sir dung trong trudmg hep bi phat ban, nam hodc nhiém khudn do vi khuin ma khéng
cin digu tri bing thude chéng nhiém khuan két hep.
Cic trwdmg hop thin trong khi sir dung thuuc
Nén ngimg diéu tri CREDERM LOTION néu xuét hién kich img va min cam sau khi boi thc(!m
4p dung bién phap diéu tri thich hop khi ¢ biéu hién nhiém khuén. Bt ky téc dung phu
hién khi ding corticosteroid toan thin ciing ¢6 thé gdp vdi corticosteroid ding tai chu, ke ca suy
thwgng thin, nhét 1a dm vGi tré em va nhii nhi. Sir hap thu toan than cia corticosteroid va acid
salicylic s& tang 1én nén boi thude trén toan dién rong hodc bﬁnlg kin viing boi thube. Nén thin trong
trong nhimg tnri’m% hop trén hoiic khi ciin boi thube kéo dai, nhit 13 & tré em va nhil nhi.
Nén ngimg boi thude néu xuat hign kho da hodc ting kich (mg da.
Khong ding CREDERM LOTION trong nhin khoa. Tranh uép xtic véi miit va niém mac.
Dung cho tré em: So v&i ngudi tredng thanh, bénh nhi ¢ thé nhay cam hom véi corticosteroid boi
ngodi da — gdy Gc ché truc ha d6i — tuyén ycn — thugng than (HPA) va véi tic dung cua
corticosteroid ngoai sinh do sy hﬁp thu 1ém hon vi ty 1¢ dién tich bé mit da/ty trong Iém hon. Pa ¢6
bdo cdo trc ché truc ha doi — tuyén yén — thuong thin, hoi chimg Cushing, chim lén, chim ting cin
vi tén; ap lge ndi so & nhimg e bai cor‘ucosterold Cic biéu hién suy thugng thin & wé nho bao
gdm nong df cortisol trong huyet tuong thap vit khéng dap img voi kich thich ACTH.
Cic biéu hién cua ting ap lyc nol 5o bao gém phong thép, dau dau va phi gai thj vé hai bén.
Tuong tic thube véi ede thude khae va cie logi twong tic khic:
Khéng ¢6 dir liéu.
Tic dyng khong mong muon:
Tén suét xudt hién céc tic dung khéng mong mudn nhur sau:
Rét thuong gp (=1/10);
Thutmg gap (=1/100 dén <1/10);
it gap (21/1.000 dén <1/100);
chm giip (21/10.000 dén <1/1.000);
Rét hiém gap (<1/10. 000)
Khéng ¢o di dir liéu dé xéc dinh

Ché phim CREDERM OINTMENT dung nap khd tét, cac tac dung khong mong mu6n hiém
gap. hodc khong ¢6 du dir ligu d€ xac dinh.
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% i Khong c6 du dir ligu de
H¢ co quan Hieém gap séie:dinh
Da Ngtra, kich tng, kho da, viém nang Iung, moc nhiéu Iong, Giam tam nhin

phat ban dan; tnmg cd, giam sac 10, viém da quanh mi¢ng
va viém da tiep xuc dj ing.

Xuat hién nhiéu hon khi bing chat sau boi thude: Lot da,
nhiém khuén thir phét, teo da, vin va gidn né mach méau be
mat, dic biét la trén mat.

Viém da

Huéng dén xir tri ADR:
Néu gap phai cac tac dung khéng mong mudn cuia thude, ngimg sir dung dén khi céc triéu chimg
dugce cai thwn
Sir dung thudc cho phu nir ¢6 thai vi cho con bi:
Chua xéc dinh dwoc tinh an toan cua viée sir dung corticosteroid tai chd trén nhimg ngudi mang
thai nén chi dung thude thude nhom nay khi lgi ich vuot trdi nguy co cho thai nhi. Khing nén
bdi thude voi s6 luong lém hodc béi thude kéo dai trong thoi ki mang thai. N
Do chua biét khi sir dung corticosteroid tai ch& ngoal da c6 thé hap thu todn than t do
dinh lugng duge trong sita me hay khong nén can uym dinh hodc ngung béi thude hG:ElC ngung
cho con bu, ¢6 can nhéc dén tim quan trong cua thu%c d6i véi nguoi me. |
Anh_hlrﬁ'ng dén kha niing ldi xe v vin hanh may moc:
Thubde khong anh huong dén kha nang lai xe va van hanh may méc.
Qud liéu va ciach xir tri
Bai mdt lugng lém va kéo dai ¢6 thé e ché chirc ning tuyen yén — thuong thin giy suy thuong
thén thir phat va cac biéu hién ting nang vo thugng than, ké ¢a bénh C ushmg
Xit tri: Cén diéu tri trigu chimg thich hgp. Cac tri¢u chimg tang néng vo thueng than thudng hoi
phuc. Diéu tri mat can bang dién giai néu can thiét. Trong trudmg hop ngd ddc man tinh, nén
ngimg st dung corticosteroid mot cach tir tir.
Diéu tri “ngd dic salicylat™ (salicylism) la diéu tri trigu chimg, Nén logi bo nhanh salicylat ra
khoi co thé. Sir dung bicarbonate dutmg uung dé kiem hoa nuéc tidu va ting tiéu tién.
Bio quan'Bao quan trong bao bi Kin, tranh am, tranh anh sang, nhiét d6 duéi 30°C,
Han ding cia thuﬁc 36 thaing ké tir ngdy san xudt,
Tén, dia chi, biéu tuon (neu ¢6) cua co so' san xudt:
CONG TY CO PHAN DUQC PHAM ME DI SUN

86 521, khu phd An Lo, phudmg Hoa Lei, thi x3 Bén Cat, tinh Binh Duong.

Ngay xem xét sira dm cfp nhﬁt lai ndi dung hwéng dan sir dung thuﬁc. dd!'mmfmfy
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- Nguyen Vﬁn Vinh




