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KEM BOI DA BETAMETHASON 0,05%

HUONG DAN SU DUNG DANH CHO NGUOI BENH
Thuéc bin theo don
Doc kj huéng din siv dung truée khi diung
Dé xa tim tay tré em
Thong bdo ngay cho bdc sy hodic duge sy nhitng tdic dung khong mong muén gip phai
trong qud trinh sir dung thuéc.

1. THANH PHAN, HAM LUQNG: 1g kem béi da BETAMETHASON 0,05% 6 chira:
Betamethason (duéi dang dipropionat): 0,5 mg

Ta duge vira du: 1,0g

(Déu parafin, cetostearyl alcol, cetyl alcol, acid stearic, Vaselin, Natri lauryl sulfat,
propylen glycol, Kali sorbat, nudc tinh khiét)

2. MO TA SAN PHAM

Dang bao ché: kem bdi da

Kem mém, min mau tring sita, ddng nhét, hiu nhu khong mui, dung trong tuyp nhom, day
gdp kin, miéng pht mang nhém méng, nip nhwa tring.

3. QUI CACH PONG GOI:

Hop 01 tuyp thude 15g va tor huéng dn sir dung.

Hop 01 tuyp thude Sg va to hudng din str dung,

4. THUOC DUNG CHO BENH Gi?

Betamethason 0,05% chira betamethason dipropionat 12 mot corticosteroid téng hop, duoc
st dung tai chd trén bé mit da dé lam giam céc tri¢u chimg doé va ngira do cac van dé trén
da. O ngudi 16n va tré nhé, kem béi da Betamethason 0,05% du ¢ y/dung dé diéu trj cac
truong hop eczema, cac dang viém da: do 4nh sang, liken phi’ing,'liken hén hop, bénh sén
cuc (nhitng nét ngira moc & tay, chan), lupus ban d6 dang dia, hoai tir da dang m®, viém da
tréc vay (16t da rén).

Betamethason ciing hiéu qua trong diéu tri bénh vay nén & da diu, bénh vay nén mang bam
man tinh & tay chan, nhung khéng chi dinh cho vay nén mang bam toan than.

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Thubc ban theo don, tham khdao y kién bdc si truwée khi si dung

- Liéu khuyén dung: v6i nguoi 16n va tré em, mot 16p méng ctia kem Betamethason 0,05%
duge bdi 1én ving da cin diéu tri. Hai 1in mdi ngay.

- Khong st dung thudc cho da miit qua 5 ngay.

- Thube dung ngoai da, khong boi 1én mit, niém mac miéng, 4am dao.

- Khong sir dung kem trén ving da 16n, vét thuong hé hoic toan than trong thoi gian kéo dai
- Khong st dung luong 16n kem trén viing da lén, vét thuong hé hodc cac viing da kin,
nhiéu nép gip hodc sir dung toan than trong thoi gian kéo dai

- Khi sir dung cho tré nho, khong nén quén ta hodc bang kin viing da diéu tri, khong str dung
qué 5 ngdy cho bét cir viing da nao.



6. KHI NAO KHONG NEN DUNG THUOC NAY:

- Céc trudng hop min cam véi bt ctr thanh phan nao ctia thudc.

- Céc truong hop méc chitng mét do, mun trimg c4, viém da quanh miéng, quanh hiu mén

va ngira b phén sinh duc.

- Céc tbn thuong da do lao, virus, dic biét 1a Herpes simplex dau mua, thuy dau.

- Khoéng st dung khi bi nhiém ndm hodc vi khuin néu khong ¢6 cac thudc khang ném,

khang sinh thich hop.

7. TAC DUNG KHONG MONG MUON:

Betamethason 0,05% sir dung ngoai da thuong duge dung nap tét va tac dung phu hiém gap

Su hép thu gdy anh huéng toan than ting 1én néu ving da str dung 16n hodic c6 nép gip

trong thoi gian kéo dai.

Cdc tac dung khong mong mudn c6 thé gdp khi str dung ngoai da: nong rat, ngira, kich trng,

kho da, viém nang l6ng, ram long, phét ban, mun trirmg c4, giam séc tb da, viém da, viém da

tiép xtc, nhiém trung da thir c4p, ran da hoic rom say.

St dung lién tuc hang ngiy trong thdi gian dai c6 thé dan dén teo da tai chd, ran da, xuét

huyét duéi da, dic biét voi vung da mat.

Céc tdc dyng khong mong muén dé& xay ra hon v6i tré nho hodc tré so sinh.

Néu c6 nghi ngo hoic lo ling véi bat ctr phan tmg phy nao khac, nén tham khao y kién bac

sT hodc duoc si.

8. NEN TRANH DUNG THUOC HOAC THUC PHAM Gi KHI PANG DUNG THUOC
NAY:

Chwa c6 ghi nhan vé tac dong cua cac thudc khic hoic thuc phdm dén tac dung cua

Betamethason dung ngoa1 tuy nhién thubc c6 thé hap thu khi st dung ngoai da, nén dé tranh cac

twong téc ¢6 thé xay ra can huu y khi str dung kém mét s6 thudc: Paracetamol, thudc chéng trim

cam ba vong, thudc chéng dai théo duong hodc insulin, digitalis, PhenoMn, Phenytoin,

Rifampicin ho#ic ephedrin, thudc chéng dong loai coumarin, NSAIDs va estrogen.

Khéng tron 1an hodc sir dung kém mot thude boi da khéc trén cung vung da str dung.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu mét lan quén khéng dung thubc, nén diing lai sém nhét c6 thé. Khong dung tang thém

liéu.

10. CAN BAO QUAN THUOC NAY NHU THE NAO?

Thude duoc bao quéan trong tuyp nhom, nip kin, d& noi kho, tranh anh sang, nhiét d6 dudi

30°C.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Betamethason 0,05% str dung ngoai da thong thudng khong xdy ra céc trudmg hop qua lidu.

V6 tinh nubt pha1 thube c6 thé gy ra mot sé phan ung kich ting tiéu hoa gay khé chiu.

Tuy nhién néu sir dung kéo dai qua murc hoic dung trén ving da rong c6 ton thuong ho ¢6

thé gdy ra trc ché truc dudi ddi — tuyén yén — tuyén thuong than (truc HPA), dan dén suy

thuong than ¢6 hoi phuc. O tré em, diéu nay c6 thé gy anh huéng dén sy phat trién cua tré.

Céc tac dung toan than do qua lidu corticosteroid truong dién bao gdm: Tac dung gilt natri

va nudc, tang chirng thém &n, huy dong calci va phospho kém theo lodng xuong, mét nito,



ting duong huyét, tic dung giam tai tao mo, tang cam thy véi nhiém khuan, suy thuong
than, ting hoat dong vo thuong thén, réi loan tdm than va than kinh, yéu co
12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Thong thuong khi dung ngoai khong xdy ra cic trudng hop qua lidu, néu c6 nghi ngd qua
liéu can ding thube va thong bao ngay cho béc si.
Trudng hop nudt phai thude, bao cho bac si ngay khi c¢6 thé hodc thiy cac diu hiéu bit
thuong khac.
13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC:
- Ludn tham khao y kién béc si trudce khi st dung thuée.
- Thudc boi ngoai da, khéng bdi 1én mét, miii va céc niém mac khéc.
- Céc tac dung phu va cic phan tng khong mong mudbn toan thin cé thé xay ra voi
corticosteroid dudng udng hodc tiém cling c6 thé xay ra khi st dung ngoai da, dac biét vdi
tré nho.
- Han ché sir dung thudc trén ving da 16n, ving da c6 nép gép hoic bang kin sau khi dung
vi 1am thudc hdp thu gdy ra céc tac dung toan thén.
- Hép thu toan than Corticosterioid c6 thé gdy trc ché truc HPA, dan dén suy thugng than
thir cdp sau khi diéu tri, mot sb truomg hop c6 biéu hién cia hoi chting Cushing. Khi cén
phai str dung kéo dai hoic liéu cao can danh gia chirc nang truc HPA.
Véi tré nhé: Céan cha y toi lidu sir dung, viéc st dung nhiéu hon liéu cin thiét & tré nhé c6
thé gay anh huéng dén mot s hormon. Piéu nay c6 thé anh hudng dén sy ting trudng va
phat trién ciia tré.
Phu nir ¢6 thai: Néu dang mang thai hodc nghi ngd mang thai cin théng bao cho bac si
trude khi str dung. Céc chi dinh corticosteroid cho phu nit mang thai phai can nhéc loi ich
va nguy co ctia thudc v6i ngudi me va thai nhi.
Phu nit cho con bii: Thudc bai xuit vao sira me va c6 thé ¢6 hai cho %ghf) vi thubc c6 thé
e ché su phat trién va gdy céc tac dung khong mong mudn khac, vi du gidm chirc nang
tuyén thuong than. Loi ich cho ngudi me phai duoc can nhéc véi kha nang nguy hai cho tré
nho.
Nguoi lai xe, vin hanh may méc: Khong c6 anh hudng cua viéc dung thube dén kha ning
lai xe, van hanh may moc
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:
- Lu6n tham khao y kién bac sy, dugc sy truée khi sir dung thube
- Khi dang mang thai hodc cho con bt
- C6 céc phén (g bat thudng tai chd hodc toan than khi sir dung
Néu cin thém théng tin xin héi y kién bac sy hoiic dwoc s§.

15. HAN DUNG CUA THUOC: 36 thang ké tir ngdy san xuét
16. NGAY SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG:
17. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuan — S6c Son — Ha N6i — Viét Nam

Dién thoai: 04.35813669 Fax: 04.35813670



HUONG DAN SU DUNG DANH CHO CAN BO Y TE

1. CAC PAC TiNH DUQC LUC HQC, DUGC PONG HQOC

1.1. Dwge lwe hoc:

Nhom duge ly: Glucocorticoid. M3 ATC: DO7ACO01

Betamethason 1a mot corticosteroid téng hop, ¢6 tac dung glucocorticoid rit manh, kém
theo tdc dung mineralocorticoid khong dang ké. Trong lidu duoc ly, corticosteroid dugc sir
dung chi yéu dé chéng viém va/hoic e ché mién dich.

Céc corticosteroid diéu tri tai chd nhu betamethason dipropionat c¢6 hiéu qua trong viéc diéu
tri cic bénh vé da, chéng hen hodc giy co mach. Tuy nhién co ché tac dong chinh xac cla
cac corticosteroid trong méi trudng hop chwa duoc xac dinh rd rang.

1.2. Dwgc dong hoc:

Muc do hép thu qua da ctia cdc corticosteroid khi sir dung tai chd duogc xac dinh bai dang
bao ché, su toan ven cua 16p biéu bi va viéc bang kin sau khi béi.

Corticosteroid n6i chung va betamethason néi riéng c6 thé hip thu qua da binh thudng, cac
tinh trang viém va/hodc cac bénh ly khic ngoai da c6 thé lam ting hép thu. Viéc bang kin
sau khi str dung thube 1am tang dang ké luong thudce hip thu.

Sau khi hip thu qua da, thudc di vao con dudng ddng hoc nhu sau khi st dung duong dung
toan than.

Betamethason phéan bd nhanh chéng vao tit ca cic md trong co thé. Thudc qua nhau thai va
¢6 thé bai xuit vao sira me vé6i lugng nhé. Trong tudn hoan, betamethason lién két rong rii
v6i cac protein huyét twong, chi yéu la véi globulin con véi albumin thi*ff hon. Thoi gian
ban thai clia cac corticosteroid tong hgp nhu betamethason c¢é chiéu huéng dai hon;
betamethason la mot glucocorticoid tac dung kéo dai. Cac corticosteroid duogc chuyén hoéa
chi yéu & gan nhung ciing ca & than va bai xudt vao nudc tiéu. Chuyén hoa cta céc
corticosteroid téng hop, bao gf)m betamethason, chdm hon va ai lyc lién két protein cua
chung thép hon, diéu d6 c6 thé giai thich hiéu luc manh hon so vdi cac corticosteroid tu
nhién.

2. CHI PINH, LIEU DUNG - CACH DUNG & CHONG CHI PINH

2.1. Chi dinh: Betamethason 0,05% chira betamethason dipropionat 1a mot corticosteroid
tong hop, dugc sir dung tai chd trén bé mit da dé lam giam cac triéu chimg d6 va ngira do
cic van dé trén da. O nguoi 16n va tré nho, kem bodi da Betamethason 0,05% duoc st dung
dé diéu tri cac truong hop eczema, cac dang viém da: do anh sang, liken phéng, liken hon
hop, bénh sin cuc (nhitng nbt ngira moc & tay, chan), lupus ban dé dang dia, hoai tir da dang
md, viém da troc vay (10t da rin).

Betamethason ciing hiéu qua trong diéu tri bénh vay nén & da dau, bénh vay nén mang bam
mén tinh & tay chén, nhung khéng bao gdm bénh vay nén mang bam lan rong

2.2. Cach ding: Lam sach va dé khé viing da ton thuong, thoa mot 16p kem mong vao céc
vi tri c6 tdn thuong. Pam bao thudc bao pht déu cac vi tri.



Rira sach tay sau khi sir dung thudc, trir truong hop sir dung thude cho vung da tay.

2.3. Liéu ding:

Dung ngoai da: Boi nhe mdt lugng thube vira du 1én viing da bi bénh. Ngay hai lan.

Khéng st dung thudc cho da mat qua 5 ngay. Sau 5 ngay sir dung cin danh gia lai chi dinh
trude khi tiép tuc didu tri.

Khéng diing qué 5 ngay trén bt cir ving da nao cia tré nho, khong bing kin, quéin ta sau
khi bdi thude cho tré.

2.4. Chéng chi dinh:

- Cac truomg hop man cam véi bit cr thanh phin nao cia thude.

- Céc truong hop mic chirng méit d6, mun trung c4, viém da quanh miéng, quanh hau mén
va ngura bg phéan sinh duc.

- Céc ton thuong da do lao, virus, dic biét 1a Herpes simplex, ddu mua, thuy dau.

- Khéng sir dung khi bi nhiém ndm hodc vi khuin néu khéng c6 cac thubc khang ndm,
khang sinh thich hop.

3. THAN TRONG KHI SU DUNG:

- Déc tinh cuc bo va toan than 1a phd bién, dic biét khi sir dung trén c4c viing da ton thuong
16n, ving da c6 nép gép hoic bing kin sau khi str dung. Chi dinh cho tré em va céc ton
thwong & da mit nén dugce gidi han trong 5 ngay. Can tranh chi dinh kéo dai & tit ca cac
bénh nhan.

Tong quat:

- Thube ding ngoai da, khdng st dung cho mét, cic niém mac khéc.

- Khong bang kin sau khi str dung thube.

- Néu c6 kich ting xay ra khi dung thubc, cin ngung diéu tri va xtr 1y thich hop.

- Céc corticosteroid c6 thé gdy nguy hiém khi st dung diéu tri vay né \Y JO nguy co tai
phat, xuat hién bénh vay nén mun mi va nguy co doc tinh toan than do cac tén thuong biéu
bi. Do d6 can dwoc didu tri dudi chi dinh va theo dai ciia béc si.

- Su hép thu toan than ciia Corticosteroid sir dung ngoai da c¢6 thé din dén wc ché truc dudi
ddi — tuyén yén — thugng than (truc HPA), din dén suy gidm Glucocorticosteroid sau khi
ding diéu tri. Cac déu hiéu cta héi ching Cushing c6 thé xuét hién & mot sé bénh nhan st
dung corticosteroid ngoai da. Khi c6 chi dinh mot lugng 16n corticosteroid ngoai da cin
theo doi chirc ning truc HPA; cén ¢b géng giam lidu, giam tan suét st dung hodc thay thé
thude néu ¢6 bang chimg e ché truc HPA. Su phuc héi chirc ning truc HPA thudng dién ra
nhanh chéng ngay sau khi ngimg thudc, tuy nhién van c6 mét sb truong hop xuit hién hoi
chirng “cai corticosteroid™, doi hoi phai str dung corticosteroid toan thén.

- Céc tac dung khong mong mudn khi sir dung corticosteroid toan than ciing c6 thé xay ra
khi sir dung tai chd, dic biét & tré so sinh va tré nho. Bénh nhi duge chimg minh nhay cam
v6i su (rc ché truc HPA hon do ti 1é dién tich bé mit da va trong luong co thé 1én hon. Cén
dac biét than trong khi sir dung cho tré nho.

- Thudng chéng chi dinh corticosteroid trong trudng hop nhiém khuin cép, nhiém khuin
toan than hodc nhiém nim toan thin néu khong duoc kiém soat voi hoa tri liéu phu hop.



- Nguoi bj bénh lao tién trién hoic nghi ngd lao tiém 4n khong duge dung corticosteroid trir
truong hop rat hiém dung bd tro cho diéu tri v6i thube chéng lao. Ngudi bénh lao tiém 4an,
phai dugc theo doi chit ché va phai dung héa dy phong chéng lao néu ap dung liéu phap
corticosteroid.

Tré nhé: Bénh nhi biéu hién nhay cam hon véi su trc ché truc HPA do corticosteroid. Uc
ché truc HPA do corticosteroid ngoai sinh va cac hiéu (g cua corticosteroid 16n hon so véi
nguoi trudng thanh do ti 1€ dién tich bé mat da va khdi luong co thé 16n hon.

D ¢6 cac bao cdo vé tre ché truc HPA, héi ching Cushing va ting huyét ap khi sir dung
corticosteroid ngoai da cho bénh nhi.

Céc biéu hién trc ché thuong thin & bénh nhi bao gém: cham phét trién, cham tdng can,
ndng do cortisol trong huyét twong thap, khong dap tng véi kich thich ACTH.

Cdc bieu hién ting huyét 4p & bénh nhi bao gdm: thop phong, dau dAu va phi gai mét hai
bén.

Phu nit ¢ thai: Sir dung corticosteroid khi mang thai hodc & nguoi c6 kha ning mang thai
phai can nhic gifta loi ich va nguy co cia thudc ddi véi ngudi me va phdi hoic thai nhi.
Khéng nén chi dinh rong rii trén déi tuong nay.

Chua c6 day du dit liéu nghién ctru ¢6 kiém soat vé tac dong cta corticosteroid dung tai chd
v6i thai nhi va phy nit mang thai. Tuy nhién c¢6 nhidu bdo céo vé khé niang giy quai thai ¢
ddng vit khi str dung corticoid.

Phuy nir cho con bii: Can than trong khi ding corticosteroid tai chd cho phu nit dang cho
con bu.

Chua rd viée sir dung corticosteroid tai chd cé din dén su hép thu toan than dé phén bé vao
stra me luong du dé phat hién hay khong. Viéc str dung corticosteroid toan than c6 thé phéan
bé vao sira me véi luong khong ¢6 hai cho tré so sinh.

Nguoi 14i xe, vidn hanh may mée: Khéng ¢6 anh hudng cua viéc dung thuéc%é niang
lai xe, van hanh may méc

4. TUONG TAC THUOC:

Chua ¢6 ghi nhan tuong tac cta Betamethason dung ngoai voi céc thude khéc, tuy nhién
khong loai trir kha nang hip thu toan than c6 thé xdy ra mot s6 twong tac véi:

Paracetamol: Corticosteroid cam {mg cac enzym gan, co thé 1am ting tao thanh mot chat
chuyén héa cia paracetamol doc doi véi gan.

Thuée chéng tram cam ba vong: Nhiing thudc nay khong 1am bét va co thé 1am ting cac rdi
loan tAm than do corticosteroid gdy ra.

Cdc thuéc chong déi théo duwong uéng hode insulin: Glucocorticoid c6 thé lam tang ndéng do
glucose huyét, nén c6 thé cin thiét phai diéu chinh lidu cta mdt hodc ca hai thudc khi dung
dong thoi; c6 thé cling can phai diéu chinh lai lidu ctia thude ha dudng huyét sau khi ngung
liéu phép glucocorticoid.

Glycosid digitalis: Dung dong thoi véi glucocorticoid ¢é thé lam tang kha nédng loan nhip
tim hogc doc tinh cua digitalis kém véi ha kali huyét.

Phenobarbiton, phenytoin, rifampicin hodc ephedrin: c6 thé lam tdng chuyén héa cia
corticosteroid va lam giam tdc dung diéu tri cia chung,



Estrogen c6 thé 1am thay ddi chuyén héa va muc lién két protein cua glucocorticoid, dan
dén giam do6 thanh thai, ting thoi gian ban thai, ting tic dung diéu tri va doc tinh cia
glucocorticoid.

Cdc thude chong déng loai coumarin c6 thé bi tang hodc giam tac dung chéng dong, nén cé
thé can thiét phai diéu chinh lidu.

Thudc chong viém khéng steroid hodc rugu: ¢6 thé din dén tang xuét hién hoidc ting mirc
d6 trdm trong cua loét duong tiéu héa. Corticosteroid c6 thé lam ting nf‘mg do salicylat
trong mau. Phai than trong khi ding phdi hop aspirin véi corticosteroid trong trudng hop
giam prothrombin huyét.

5. TAC DUNG KHONG MONG MUON (ADR):

Betamethason 0,05% sir dung ngoai da thudng dwgc dung nap tét va tac dung phu hiém gip.
Su hip thu gy anh hudng toan than ting 1én néu ving da st dung 16n hoidc co nép gép
trong thoi gian kéo dai.

Céac tac dung kh6ng mong muén c6 thé gip khi st dung ngoai da: néng rat, ngua, kich tng,
kho da, viém nang long, rdm 16ng, phat ban, mun trimg cé, giadm sic t6 da, viém da, viém da
tiép xtc, nhiém trung da thir cdp, ran da hodc rom say.

Str dung lién tuc hang ngdy trong thdi gian dai c6 thé dén dén teo da tai chd, ran da, xudt
huyét dudi da, ddc biét v6i ving da miit.

Ding kéo dai hodc lidu cao (bdi trén ving da rong, da ¢ tén thuong ho, ving da nhiéu nép
nhin) c6 thé dan dén tc ché truc dudi doi — tuyén yén — tuyén thuong than (truc HPA), dan
dén suy thuong than thir phat.

Céc tac dung khong mong mudn d& xay ra hon véi tré nhé hoic tré so sinh.

6. SUDUNG QUA LIEU VA CACH XU TRIi:

Théng thuong khi diing ngoai khéng xay ra cac truong hop qua lidu. ‘

Tuy nhién néu st dung kéo dai qua mirc hoc dung trén vung da rong c6 t(:)ﬁ:’@umég hé co
thé gay ra trc ché truc dudi ddi — tuyén yén — tuyén thuong than (truc HPA), din dén suy
thuong thén cé hoi phuc.

Céc tac dung toan than do qué liéu corticosteroid truong dién bao gom: Téc dung giit natri
va nudc, ting chimg thém an, huy dong calci va phospho kém theo lodng xuong, mét nito,
ting duong huyét, tic dung giam tai tao mo, ting cam thu v&i nhiém Khuén, suy thuong
thén, ting hoat dong vo thuong thén, r6i loan tdm than va than kinh, yéu co

Khi c6 diu hiéu ¢ ché truc HPA can ¢6 diéu chinh vé lidu st dung hoac thay thude khac co
hoat tinh thip hon

Diéu tri: Trong trudng hop qua lidu cép, can theo dbi dién giai ¢ huyét thanh va nuéc tiéu.
Dic biét chu ¥ dén can bang natri va kali. Trong truong hop nhiém déc man, ngimg thude tir
tir. Diéu tri mét can bang dién giai néu can.

7. BAO QUAN

Bao quan & noi kho rao, thoang mat, nhiét do khong qua 30°C, tranh énh sang.

8. HAN DUNG: 36 thang ké tir ngay sin xuit.

Khéng diung qud thoi han ghi trén bao bi.

9. NGAY SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG:
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