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COMPOSITION:
Dexameihasone  0.5mg
Excipients g.sforone lablet,
INDICATIONS, CONTRAINDICATIONS, DOSAGE:
Please read the instryctions.
STORAGE: Store 30°C/In adryplace. Protect from light.
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Manufacture

MEYER- BPC JOINT VENTURE GOMPANY
6A3 National road Mo 60, Phu Tan ward, Bentre city,

i
Bentre province -Vietnam




MAU PANG KY NHAN THUOC DEXACIN 0,5 MG

R( THUGCE KE BON SDK: TIEU CHUAR: TCCS
THANHPHAN:
Dexamethasen 0509
Tdcuevifa gl | whanen
CHI BINH, CHGNG CHI DINK, CACH DUNG VA CAC THONG

& .
ghexacin 0,5 mg ==l

Devamethason 0.5 mg BAOQUAN: Nok ki, nhidLdg khdng qua 30°G, trinh drhséng.

D XA TAM TAY CUA TRE EW. g
BOC KV HUONG DAN SU DYNG TRUOC KHI DUNG.
CHAI 500 VIEN NEN THUGC NAY GHl DUNG THED BON THUGC. C

/o\ Cdg.lln.mﬂ: E ‘ >'<‘
-4y CONGTY LIEN DOANH MEYER-BPC o] jD: %

MEYVER-BPC S8 6A3 qudc 1§ 60 p.Phi TAn, thanh ph& Bén Tre, tnh BEn Tre-VIét Nam

Hud nh Thicn Nehia



MAU PANG KY
TG HUGNG DAN SU DUNG THUGC VIEN NEN MAU TiM DEXACIN 0,5 mg

Rx
DEXACIN 0,5 mg

D€ xa tdm tay tré em
Poc ki hudng dén s dung trudc khi ding
Thuéc nay chi dung theo don thudc
Thanh phén céng thuc thude:
- Thanh phan dugc chat:
Dexamethason

- Thanh phan ta dugc: Lactose, tinh bot mi, PVP K30,
xanh patenté V, dé erythrosin, aerosil, magnesi stearat
viia di 1 vién,

0,5 mg

Dang bao ché: Vién nén mau tim, hinh ngil giac déu,
mot mat cé khéc hinh trdn nhd & gitta, mot mat tran.
Chi dinh:

Dj ung:

- Phu Quincke nghiém trong, diung két hop véi
thudc khang histamin.
- S6c phan vé.
Nhiém trong:
- 86t thudng han ning, dic biét cé kem 10 Ian,
sdc, hdon mé.
- Viém thanh quan rit & tré em.
Than kinh:
- Phi ndo (khéi u, ap xe).
Tai mdi hong:
- Viém thanh quan khé thé.
Cach ding, liéu ding:

Nguyén tic chung, liéu glucocorticoid phy thudc
vao mic dé nghiém trong clia bénh va déap lng cla
ngudi bénh. Trong tiing trudng hgp cu thé can diéu
chinh liéu cho phi hgp. Ngung thudc néu khang thay
hiéu qué sau mét vai ngay diéu tri,

Nguoi Ién: Udng 0,5 - 10 mg/ngay.

3 mot s§ ngudi bénh, c6 th dung liéu cao tam thai
dé ki€m soét bénh, khi bénh da dugc ki€m soat cln
gidm li€u dan cho dén muc phi hgp nhat. Ngudi bénh
can dugc theo dbi chit ché.

Tré em: Udng 0,01 - 0,1 mg/kg/ngay.

Liéu dung glucocorticoid cdn dugc didu chinh dya
trén dap Ung cla ngudi bénh,

Chéng chi dinh:

- Ngudi bénh nhiém triing todn than ma khéng diéu

tri bang cdc thudc khang sinh dac hiéu.

- Quéa mén vdi dexamethason hodc bat ¢ thanh
phan nao cla thudc.

- Tranh diing déng thai vdi vac xin ¢ virus séng &
ngudi bénh diing liu dc ché mién dich (phadn ting
khang thé trong huyét thanh bj gidm).

Céanh bao va than trong khi ding thude:

Uc ché tuyén thugng than: Ngung ding thudc dot
ngdt sau khi di€u tri kéo dai véi corticosteroid c¢6 thé
d&n dén suy thugng than cdp, ha huyét ap hodc chét.
Trong thdi gian diéu tri kéo dai véi corticosteroid, teo
tuyén thugng than phat tri€n va cé thé kéo dai trong
nhi€u ndm sau khi ngung ding thudc. Ngling thudc c6
thé gay sét, dau cd, dau khdp, viém mii, viém két mac,
cdc ndt sdn ngda dau va gidm can.

Thiy dau: Bénh thiy d4u c6 thé gay ti vong & bénh
nhan suy gidm mién dich. Ngudi bénh (hoic cha me
cla tré) chua ¢6 tién sl mic bénh nén tranh tiép xuc
véi bénh thly dau hoac herpes zoster, néu tiép xlc
cén dén co s6 y t& dé dugc theo ddi, cham séc. Chiing
nglia thy déng véi varicella-zoster (VZIG) la cén thiét
cho bénh nhan khéng c6 mién dich ma dang diéu trj
béng dexamethason ho#c cho nhiing ngudi da s dung
ching trong vong 3 thaNg/truéc d6. Tiém ngua
varicella-zoster t6t nhat trong vong 3 ngay ké tir ngay
ti€p xuc vdi bénh thiy dau va khéng mudn hon 10
ngdy. N&u dugc chin doan da bénh thly dau, ngudi
bénh phai dugc chdm séc chuyén khoa va diéu tri khdn
cdp. Khéng nén ngling dexamethason va liéu cd thé
cén dugc tang lén.

Bénh sdi: Ngudi bénh dung dexamethason nén
trdnh ti€p xtc véi bénh sdi va can duge tu van y té
ngay lap tiic néu xay ra phoi nhiém. C6 thé didu tri dy
phong béng globulin.

Tré sd sinh, tré em va thanh thiéu nién: Cham phat
trién,

Ngugi cao twéi: BDiéu tri corticoid toan than, lau dai
c6 thé gay nhitng hau qud nghiém trong hon & ngudi
gia, dac biét 1a bénh loang xuong, tdng huyét ap, ha
kali mau, ti€u dudng, nhay cam véi nhiém tring va
mdng da.

Tré dé non: Phat trién thdn kinh bat lgi sau khi diéu
tri sém (< 96 gid) & tré dé non bi bénh phéi man tinh
lic bat ddu liéu 0.25mg/kg hai Ian méi ngay.

Cén theo ddi chat ché, thudng xuyén dé tranh cac
phan ting bét Igi, dac biét trong cac trudng hgp sau:

Lich si cda bénh lao.

Tang huyét ap.

Nhoi mau co tim gén day.

Suy tim sung huyét.

Suy than.

D4i thao dudng (bao gém tién sii gia dinh).

Loang xuong (phu nif sau man kinh cé nguy co
cao).

Bénh tang nhan ap (bao gom tién s gia dinh).

Thiing giac mac.




Rd&i loan cdm xUc nang.

béng kinh,

Loét da day ta trang, viém loét dai trang, viém tui
thira.

Lich st ctia bénh co steroid gay ra.
Suy gan.
Nhugc ca.
Ngung thudc dexamethason: Teo vO thugng than

phét trién trong qua trinh diéu tri kéo dai va cé thé kéo —

dai trong nhiéu nam sau khi ngung diéu tri. Do do,
ngung corticosteroid phai ludn ngung dén dan dé tranh
suy thugng than, dugc gidm dan trong vai tudn hoac
vai thang theo liéu lugng va thdi gian diéu tri.

Corticosteroid duding toan than cé thé dugc ngling |
lai dot ngdt 6 nhiing ngudi cé bénh khéng co khad ndng
tai phat, nhitng ngudi da dugc diéu tri 3 tudn hodac it
hon va nhitng ngudi khong thudc cac nhém bénh nhan
dugc mé td & trén. Trong ngung thudc corticosteroid co
thé gidm liéu nhanh chéng xuéng liéu sinh Iy - khodng
1 mg dexamethason hang ngay va sau dé gidm cham
hon. Danh gi4 cla can bénh nay c6 thé cén thiét trong
qué trinh ngung thudc dé dadm bao réng tai phat khéng
XAy ra.

Thanh phan ta dugc cla thude cé chia lactose nén
khéng nén s dyng cho bénh nhan khdéng dung nap
galactose, thi€u hut Lapp lactase, réi loan hédp thu
glucose-galactose.

Sur dyng thuéc cho phy nir co thai va cho con bu:

Cac glucocorticoid c6 khd ndng gay qudi thai &
déng vat. Tuy nhién, di€éu dé khéng hoan toan ding véi
ngudi. Thudc cé thé lam gidm trong lugng nhau thai va
trong lugng thai nhi. Thudc ciing cé thé gay tc ché
tuyén thugng thadn & tré sd sinh néu ngudi me ding
thudc kéo dai. Dung glucocorticoid trudc khi dé non da

chiing minh cé khd nang bédo vé chéng nguy cd hdi |

chiing suy hé hdp so sinh va bénh loan san phdi - phé
quén do dé non,

Dexamethason bai ti§t mét lugng nhé vao siia me.
Tré so sinh cla nhitng ba me udng liéu cao
corticosteroid dudng toan than trong thdi gian kéo dai |
c6 thé co Uc ché tuyén thugng than.

Anh hudng clda thuéc 1én kha ndng lai xe, vdan hanh
may moc:

Chua c6 bao céo.

Tuong tac, tuong ky cia thudce:

Dexamethason c6 thé tudng tac véi cac thudc khac |

nhu SaU'

Thuoc TUUng téc

Aprepitant EL’Ic ché chuyen héa
§dexamethason, do dé cén|
|gidm liéu dexamethason

Caspofungm 'Dexamethason c6 thé lam |
|gidm néng do trong huyét!
tuong cla caspofungin; |
xem  xét tang  liéu

\caspofungin

Ephednn Tang chuyén hdéa clia |
|dexamethason |

Indinavir, Lopinavir, Dexamethason co thé Iam

Saquinavir |gidm ndng dé trong huyet‘
‘tugng |
Ritonavir N6ng d6 trong huyét tuong |

‘clia dexamethason c¢6 thé
t.ﬁng

Dexamethasoﬁ a "mét comcostermd céc tucing téc
sau day co the xay ra:

Thu6’c

Tl.fdng tac

 —

Thufic uc ché men
|chuyén, thuéc ha huyét
|&p tac dong 1én TKTW,
[thudc chen alpha, thudc
d6i khang thy thé |
Angiotensin Il, thuéc chen |
\Beta, thudc d&i khang
|canxi (bao gém

amlodipin, felodipin,
isradipin, lacidipin,
llercanidipin, nicardipin,
‘nifedipin, nimodipin, va
%n'tsoldipin), clonidin,
\diazoxid, hydra
‘methyldopa, mindkiil,

| moxonidin, nitrates,

| nitroprussid

Do: khéng tac dung ha
‘huyét ap

|Acetazolamid, ‘Téng lac dung ha kah

‘amphotericin®,  huyét

|carbenoxolon, glycosid

tim, céc thiazid Igi ti€u

|quai va theophyllin.

{Aminoglutethimid, Chuyen héa clia
{barbiturat * |comcosterond nhanh (gidm
? hléu luc)

wCarbamazepln phenytom pnmldon rrfamycm

‘amphotencm Tranh dung dong thai trd
| ,khl that can thiét, theo déi
3 lchdt ché doéc tinh trén
‘ thén

WP S EE S o SR i bt

JThu6c ha dudng huyét ‘Dm khéng téc dung ha
\dudng huyet

gAspirin NSAID ‘Tang nguy co chay mau
L da day rudt va loét

iAspirin Comcostermd lam  gidm
! nc‘mg dd trong huyét tuong
' cla sahcylat

Coumann Cortlcostermd c6 thé téng

Ecudng hodc gidm tac dung
|chéng déng clia coumarin
| (corticoid liéu cao tang
jcugng tac dung chéng
(dong)
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:Thufic Igi tiéu D6 khang ciia tac dung Igi
|

[tiéu
\Erythromycin, Uc ché chuyén héa cia|

'ketoconazol | corticosteroid
; S ! -

IMethotrexat * ;Gia tang nguy co déc tinh

?huyé’t hoc
‘Mifepriston | Tac dung cua corticoid cé!
‘ ithé’ gidm sau 3-4 ngay
|diing mifepriston
'Thudc doc than/ thuBc ?Cén theo ddi chat ché

\gay doc té bao

fN()‘ng do trong huyét tuong
;- ‘cha corticosteroid tang;
| 'HAT liéu thdp khong gay |
i ‘tuong tac

|Estrogen

|Tac dung cla somatropin
|c6 thé bi tic ché
=l %

|Li8u cao corticosteroid lam
: gidm dap Gng mién dich|
g 'véi vac xin; trdnh ding|
i 'déng thai véi vac xin sng.

‘Diing véc xin séng it nhat
| '3 thang sau khi ngung
!' corticoid

‘Somatropin

\Cac mudi canxi |Corticosteroid lam  giam
‘ | hap thu cac mudi canxi

'Phenylbutyrat natri ?Conicosteroid c6 thg lam
; lgidm tdc dung cla
' |phenylbutyrat natri

* C6 khé nang tuong tic nguy hiém.
Tac dung khéng mong muén cua thuéc (ADR):

Chua c6 nghién cdu 1am sang xac dinh tdn s6 tac
dung khéng mong muén, do dé cadc ADR sau day dugc
phén loai: khong rd tdn suét.

Nhiém trang va ky sinh tring: Tang nhay cdm (bao
gém nhiém triing huyét, bénh lao, bénh thiy dau, sdi,
nhiém ndm va virus).

Mau va hé bach huyét Bbng mau bat thudng (tang
déng mau ¢6 thé dan dén nhiing bién chiing huyét khéi
tdc mach); ting bach ciu.

Hé mién dich: Qué man; phén (ing phan vé.

Néi tiet:

- Teo tuyén thugng than; suy thugng than (trigu
chiing bao gém: R&i loan kinh nguyét, vé kinh, rém
I6ng, tang can, can bang nitg am; gidm calcium huyét;
tang sy thém an); thugng than hoat déng qua dé (hdi
chiing dang Cushing); tc ché sy tang trudng cia tré
em; hdi chiing cai nghién steroid.

Gidm liéu corticosteroid qua nhanh chéng sau khi
diéu tri kéo dai co thé dan dén suy thugng than c4p, ha
huyét 4p va chét.

“Hoi chirng cai nghién” ciing cé thé xay ra bao gém:
Sét, dau co, dau khdp, viem mii, viem két mac, cac
nét san ngdia dau va giam can.

Hoi chiing dang Cushing c¢6 thé hét sau khi ngung
diéu tri nhung liéu lugng phai luén udn dugc gidm dan
dén dé tranh trigu chiing clia suy thugng than cap tinh.

Tam thdn: RGi loan tinh cdm (bao gém kich thich,
hung phén, tdm trang chan nan, rdi loan tam trang, cé
y dinh ty td); r6i loan tAm than (bao gém c& hung cam,
do tudng, 4o gidc, tAm than phan liét trdm trong han);
réi loan hanh vi; lo au; r6i loan gidc ngl; rdi loan nhan
thiic (bao gém cé trang thai IG 1&n va mat tri nhé); hung
phén; phy thudc tam ly; phién muén; mat ngl; dong
kinh trdm trong hon; trang thai hoang tudng; trdm cam
(dac biét & nhitng bénh nhan co tién sl rdi loan tam
than).

Than kinh: Tang &p luc ndi so; dau dau.

M4t: Tang ap sudt & mat; tang nhdn ap; phi gai thi
(c6 thé két hop vdi tang ap Iuc ndi so & tré em, thudng
1& sau khi ngung thudc); duc thly tinh thé; méng gidc
mac; nhiém tring mat do virus; mét bi nhiém nam.

Tai va tai trong: Chong mat.

Tim: V& cd tim (sau nhéi mau); suy tim sung huyét,

Hé hap: Nic.

Tiéu héa: Budn nodn; rdi loan tiéu héa; day bung;
viém tuy cdp tinh; loét thyc quén; candida thyc quén;
loét da day ta trang; thiing va xuét huyét tiéu héa.

Da va mé dudi
mach; dé mé hai;

Co xuong khdp, réi loan mé lién két va xuong: Gay
xuang bénh ly; ddt gan; nhugc co.

Chung: Khé chiu; bién chiing tiém chlng (gidm dap
(ing vdi tiém ching); cham lanh vét thuong.

Théng bao ngay cho bac si hodc dugc si nhing phan
tng c6 hai gdp phéi khi s& dung thuéc

Qua liéu va céach xir tri:

- Triu ching qua liéu: Qua liéu glucocorticoid gay
ngd doc clp hodc gay chét rat hi€m.

- Xt tri qua liéu:

Khéng cé thudc gidi doc dac hiéu. Khéng cé ch?
dinh cho viéc diéu tri ngd ddc man, trd trudng hop
ngudi bénh qud nhay cdm véi corticosteroid, gay bénh
ly: Wc do can diéu tri cac trieu ching. S6c phan vé
hodc phdn (ng qua man cé thé dugc diéu tri bang
epinephrin, hd hdp nhan tao va aminophylin. Ngudi
bénh nén dugc gilf &m va yén tinh.

Péc tinh dugc lyc hgc:

Dexamethason la fluomethylprednisolon,
glucocorticoid tdng hgp, hdu nhu khéng tan trong nudc.
Cac glucocorticoid tac dung bang cédch gén két vao thy
thé & t& bao, chuyén vi vao nhan té bao va & dé di tac
déng dén 1 sd gen dugc dich ma. Cac glucocorticoid
ciing con ¢6 mdt sd tac dung truc tiép, cé thé khéng
qua trung gian gén k&t vao thy thé€. Dexamethason cé
cac tac dung chinh cla glucocorticoid 1a chéng viém,
chéng di ng va Gc ché mién dich, con tac dung dén
can blng dién gidi thi rat it. V& hoat luc chéng viém,
dexamethason manh hon hydrocortison 30 I&n, manh
hon prednisolon 7 1an,
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Dexamethason dugc ding udng, tiém béap, tiém tai
chd, hit hodic boi tai chd, dé diéu tri cac bénh ma
corticosteroid dugc chi dinh (trii suy tuyén thugng than)
nhu sdc do chdy mau, do chén thuong, do phau thuat,
hoac do nhiém khu&n, phi ndo do u nio, cdc bénh
viém khdp va mé mém nhu viém khép dang thap, diéu
tri ngdn ngay di 'ng cap tinh ty khdi, nhu phi than kinh
- mach, hodc céc giai doan cap, nang lén clia cac bénh
di ing man tinh, nhu hen ph& quan hodc bénh huyét
thanh. Diing dexamethason phai két hgp véi diéu tri
khang sinh toan than va cac bién phap hd trg, khi cén.
Dexamethason cling dugc ding tai chd dé boi vao két
mac, &ng tai ngoai hodc niém mac mii dé diéu tri triéu
chiing viém hay di ¢ng & 6ng tai ngoai hodic mét. Liéu
phap corticosteroid tra mat khdong chifa khdi bénh nén
cdn xdc dinh hodc loai trir nguyén nhan viém, néu cé
thé.

Véi lidu tdc dung dugc ly, dexamethason diing toan
thdn gay uc ché tuyén yén gidi phéng corticotropin
(ACTH), lam cho vé tuyén thugng than ngling tiét
hormon corticosteroid ndi sinh (gay suy vé tuyén
thugng than th(r phat). N&u cén thiét phai diéu tri bang
glucocorticoid lau dai, chi diing thudc vdi li€u thap nhat
c6 thé va thudng chi ding nhu mét thudc hd trg cho
diéu tri khac. Khi ngling ligu phap toan than véi liéu
dugc ly, phai gidm liéu dén, cho dén khi chiic ndng cia
truc dudi doi - tuyén yén - thugng than dugc hdi phuyc.

Déc tinh dugc déng hoc:

Nhin chung, cdc corticoid dugc hép thu t6t tir dudng
tiéu hoa, va cling dugc hdp thu t6t & ngay v_; tri diing

thubc va sau dé dugc phan bd vao tat cad cadc mé trong
co thé. Thudc qua nhau thai va mét lugng nhé qua sia.
Sau khi tiém, dexamethason natri photphat thly phan
nhanh thanh dexamethason. Khi tiém tinh mach liéu
20 mg, néng dé dinh xudt hién trong huyét tuong sau
5 phat. Thudc cling lién két vdi protein huyét tudng (tdi
77%) va chi y&u 1a albumin. Thudc dugc hap thu cao &
gan, than va céc tuyé&n thugng than. Chuyén héa & gan
cham va thai trir chli y&u qua nudc tiéu, hdu hét & dang
steroid khong lién hgp. Nia ddi huyét tudng 1a 3,5 - 4,5
gid, nhung khi néi dén tac dung, thudng ding nla dgi
sinh hoc. Nita dd&i sinh hoc clia dexamethason Ia
36 - 54 gid, do vay thudc dac biét thich hgp véi céc
bénh can cé glucocorticoid tdc dyng lién tuc.

Qui cach dong goi:

- Hép 1 chai 500 vién nén.
Diéu kién bdo qudn cla thudc: Bao quan thudc nai
khé, nhiét do khong qua 30°C, tranh anh sang.

Han ding clia thudc: 36 thang k€ tir ngay san xuat,
Tiéu chudn chét lugng cia thudc: TCCS
Tén, dja chi cda co s6 san xudt thudc:
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