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TO HUGNG DAN SU DUNG THUOC
A. HUONG DAN SU DUNG THUOC CHO NGUO1 BENH
1. Tén sin phim: PRETMETASON

Thuée ban theo don

2. Thanh phén: Cho 1 vién:
Dexamethason 0,5 mg

(Dudi dang Dexamethason acerat)
Ta duge vd 1 vién
(Ta chege gom: tinh bt mi, lactose, povidon k30, croscarmellose sodium, bét talc, magnesi
stearat, phdm quinolin yellow, mece tinh khiét)
3. M6 ta san phim: Vién nén hinh try d¢t, mau vang, mit va thanh vién lanh 1in.
4. Quy céch déng géi: Hop 10 vi x 20 vién.
5. Thudc diing cho bénh gi:
Dung trong céc trudmg hop:
- Dj tmg niing, bénh hen ning hoic man tinh, cic bénh viém da, viém khép, nhiém khuén
dutmg rudt, mdt vai dang ung thu va bénh ty mién.
- Ngiin chéin va giam céc triéu chimg ctia viém nhu (sung, do, dau, ngira) trén bét ky bd phén
nao ctia co thé,
6. Nén dung thubc nay nhir thé nao va lidu legmg:
- Liéu ban déu ngudi 1ém: Uéng 2 — 18 vién/ngdy, tily theo bénh va thudmg chia lam 2 — 4 lan.
Bénh it trdm trong c6 thé dung lidu thp hon 1 vién/ngdy. Con bénh trim trong c6 thé cin lidu
cao hon 18 vién/ngay.
- Tré em: Tir 6 tudi trdr 1én udng 0,02 — 0,3 mg/kg/ngdy chia lam 3 — 4 lin,
7. Khi nao khing nén ding thudce nay:
- Qua min véi dexamethason hoiic céc hgp phin khac cua ché phdm.
- Nhiém nim toan than, nhidm virus tai chd hoiic nhiém khuén lao, 1du chua kiém soat duge
biing thudc khang khuén va khép b hily hoai néing.
8. Tac dung khéng mong muédn:
Thuimg gip, ADR > 1/100
R&i loan dién giai: Ha kali huyét, gi®r natri va nuée giy tang huyét 4p va phu né.




th_s://trungtamthuoc.com/

Noi tiét va chuyén hoa: Héi chimg dang Cushing, gidm bai tiét ACTH, teo tuyén thugng thén,
giam dung nap glucid, rbi loan kinh nguyét.

Co xuong: Teo co hdi phue, lodng xuong, giy xuong bénh 1y, nirt dét séng, hoai tir xwong vo
khudn.

Tiéu h6a: Loét da day t4 trang, loét chay mau, loét thing, viém tuy cép.
Da: Teo da, ban 46, bdm méu, rim long.

Thén kinh: M4t ngu, sang khodi.

It gip, 1/1000 < ADR < 1/100

miéng, budn non, khé &, néc, 4p xe vo khudn.
Trigu chiig va cdc diu higu ngirng thude: Giam qué nhanh lidu thude sau khi diéu tri kéo
dai c6 thé din tdi suy thuong thén cép, ha huyét 4p va chét. Ngimg thube déi khi gibng nhu
tai phat bénh.

Huéng din sir dung céch xir tri ADR

- Thay déi 16i séng, loai bé yéu t6 nguy co: trénh hit thube va ubng rugu qua mirc, tép thé
duc.

- Bt déu bing canxi véi lidu (1000 ¢én 1500 mg / ngay) va bd sung vitamin D (800 1U /
ngay).

- Chi dinh bisphosphonates (thén trong khi ding cho phu nir tién mén kinh vi khang du s ligu
vé kha nang gy hai cho thai nhi & phy nir ¢6 thai trong khi dang ding hozic di dung gin day
bisphosphonates)

- Thay thé hormone sinh dyc néu thiéu,

- Xem xét calcitonin 12 thudc duge chi dinh thir hai néu bisphosphonat duge chéng chi dinh
hodc khéng dung nap.

- O bénh nhan ding glucocorticoid dai han (prednisone tuong duong 5 mg/ngdy hoic cao
hon), do mét d§ xuong (BMD) & cdt séng thit lung vi/hosic hong khi bit ddu liéu phép
glucocorticoid. Néu T-score dudi -1, thi chi dinh bisphosphonate hoic calcitonin. Lip di lap
lai mat 46 xwong mdi nam mi&n 12 liéu phap glucocorticoid van tiép tyc.

9. Nén trénh diung nhimg thubc hojic thye phiim gi khi dang ding thube nay

- Tranh ding ddng thdi Dexamethason v6i cic thube sau ddy: Everolimus, natalizumab,
nilotinib, nisoldipin, ranolazin, tolvaptan, vic xin (séng).

- Tang tac dung/dge tinh: Dexamethason ¢é thé 1am tang téc dung ctia amphotericin B, céc
chét tre ché acetylcholinesterase, cyclosporin, lenalidomid, thube loi tidu quai, thude loi tiéu
thiazid, natalizumab, thalidomid, thuéc chéng viém khong steroid (irc ché COX-2) thude
chéng viém khong steroid (khdéng chon loc), vic xin (séng), warfarin.
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- Tde dung ciia Dexamethason c6 thé ting boi: aprepitant, asparaginase, céc chit chen kénh

: : ., ===
glycoprotein, cdc tdc nhén chéng dii théo dudng, calcitriol, caspofungin, corticorelin,

dabigatran, ranolazin, céc salicylat, sorafenib, tolvaptan, vic xin (bét hoat).
- Tc dung ciia dexamethason c6 thé giam béi: Aminoglutethimid, barbiturat, céc chét thu giir
acid mit, cdc chit cdm (mg CYP3A4 (manh), cac chit giy ciam tmg P-glycoprotein, cdc chét
khang acid, cac dén xuét rifamycin, deferasirox, primidon.
- Ding ligu phép corticosteroid toan than c6 thé can ché do an udng tang lugng kali, vitamin
A, vitain Bg, C, D, folat, calci, k&m, phospho va gidn natri
- Céc phenytoin, rifampicin, rifabutin, carbamazepin, ephedrin ¢6 thé lam ting thanh thai
corticosteroid nén lam giam téc dung diéu trj ciia dexamethason.
- Corticoid d6i khang tac dung cua c4c tdc nhan gy hg dudng huyét (ké ca insulin), thudc ha
huyét ap va thude lgi tiéu. Corticosteroid lam ting tac dung ha kali huyét cia acetazolamid,
cac thiazid lgi tiéu quai, carbenoxolon.
- Higu lyc cia céc din chit cumarin chéng déng mau c6 thé ting khi ding ddng thoi véi
corticoid, nén cdn kiém tra chit ché thoi gian prothrombin dé trédnh chay méu tyr phat.
- Syr thanh thai salicylat ting khi ding ddng thoi vai corticoid, vi vty khi ngimg corticoid dé
bi ngd dgc salicylat. |
- Céc thuc loi tiéu 1am giam kali huyét (vi dy thiazid, furosemid) va amphotericin B ¢6 thé
lam tang tac dung giam kali huyét ctia glucocorticoid.

Théng bdo cho bde sy néu ding bt ky thude néao khdc ké ca cdc thuée khong ké don.
10. Ciin lam gi khi mjt 1An quén khong ding thude:
C6 thé ubng lai theo ding liéu da chi din.
11. Cin bdo quén thudec nay nhw thé niao: Noi khé, nhiét d§ khong qua 30°C, tranh dnh
séng.
12. Nhitng dfiu hiéu va trifu chirng khi ding thudc qui lidu:
Khi ding thude qué lidu c6 thé xiy ra choang phin vé hodc phin (mg qua min. Ngo doc cdp
vi tir vong réit hiém xay ra.
13. Céin phai lam gi khi ding thubc qua lidu khuyén cdo:
Trong trudng hop ding thube qué liéu khuyén céo dén bénh vién gin nhit va théng bdo cho
béc 7, béc s§ s& co bién phap xir tri kip thoi dé dim bao an toan cho bénh nhén.
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14. Nhirng diéu cin thin trong khi ding thube nay:
a. Cdc tinh trang cin th@n trong khi ding thude:

dexamethason ¢4 thé gdy nén nhitng con kich phat va lan rong nhidm khudn. Tuy nhién,
ngudi viém mang ndo nhiém khudn cdn phai ding dexamethason trude khi dung céc thude
khang khudn diic higu dé d& phong viém nfio do phan (ing véi cic manh xéc vi khudn da bj
thude khang khudn huy diét.

- U ngudi lodng xwong, hodic méi phiu thudt rudt, loan tim thin, loét da day 14 tring, ddi théo
dudmeg, ting huyét ép, suy tim, suy than, lao, thi cin phai theo doi chit ché va diéu trj tich cyc
cic bénh d6 néu cén phai ding dexamethason.

b. Céc khuyén cdo ding thuc cho phy nir ¢6 thai vi cho con ba:

* Thoi ky mang thai:

Céc glucocorticoid c6 kha ning gdy qui thai & dong vit. Tuy nhién, didu d6 khong hoan toan
ding véi ngudi. Thube ¢6 thé lam gidm trong lugng nhau thai va trong lugng thai nhi. Thude
cling c6 thé gdy (rc ché tuyén thugng than & tré so sinh néu ngudi me ding thube kéo dai.
Diing glucocorticoid truée khi dé non da chimg minh c6 kha ning bao vé chéng nguy co hoi _
chimg suy hé hip so sinh va bénh loan san phdi - phé quan do dé non. f
“Thoi kj cho con bii: |
Dexamethason vao sita me va ¢6 nguy co di véi tré bl me.

¢. Anh huéng cia thube di véi cong viée (Ngudi vin hinh miy méc, dang ldi thu xe,
nguoi lam viéce trén cao): Chua ghi nhin duge bédo cdo phan tng bt lgi hodc chwa ¢6 nghién
ciru nao vé anh hudng cua thude 1én kha nang vén hanh may moc, ldi tau xe, ngudi lam vige
trén cao va céc truong hop khdc.

15. Khi nao cin tham vén béc sy:

Khi gap bét ki tic dung khong mong mubn hodc qué liéu cin dén gip ngay bic si dé tham

vén.

Néu cdan thém thong tin xin héi y kién bdc sy hodc duge st
16. Han ding ciia thude: 36 théng ké tir ngay san xudt.
17. Tén, dija chi ciia co s& sin xuit:
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA |
Viin phong: 232 Trdn Phii - Phuomg Lam Son - TP, Thanh Héa |
Co s¢ sdn xudt: S6 04 - Quang Trung - TP. Thanh Héa

e |

Dién thoai: (0237) 3852.691 - Fax: (0237) 3724 853 ] }
i
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18. Ngity xem xét sira ddi lai to hwéng diin sir dung:

B. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Cic dic tinh dwge lue hge

- Nhém duge 1y va md ATC cua Dexamethason: Nhém thude Gluco
HO2A B02. Y
- Dexamethason 1a fluomethylprednisolon, glucocorticoid tong hop, hiu nhu kh(‘mg tan trong
nude, Cée glucocorticoid téc dung bing cach gin két vao thy thé & t& bao, chuyén vi vao nhin
t¢ bao va & d6 da téc dong dén mot sb gen duge dich ma. Céc glucocorticoid cling con cd mot
s téc dung tryc tiép, c6 thé khdng qua trung gian gén két vao thy thé. Dexamethason ¢6 céc
téc dung chinh clia glucocorticoid 14 chéng viém, ching di img va rc ché mién dich, con tic
dung dén cin bing dién giai thi rdt it. Vé hogt lwc chdng viém, dexamethason manh hon
hydrocortison 30 14n, manh hon prednisolon 7 lén.

- Dexamethason duge ding dé didu tri cac bénh ma corticosteroid duge chi dinh (trir suy
tuyén thugng thén) nhu: séc do chay méu, do chén thuong, do phdu thuit hoic do nhiém
khuén, phtl nfo do u n#o, cic bénh viém khép va mé mém. Diéu trj ngin ngay dj img cép tinh
tr khoi hodic c4c giai doan cép, ning 1én ctia cic bénh dj tmg man tinh.

- Véi liéu tae dung duge 1y, dexamethason ding toan than gdy (e ché tuyén yén giai phéng
corticotropin (ACTH), 1am cho tuyén thugng thin ngimg tiét hormon corticosteroid ndi sinh
(gdy suy vo tuyén thugng than thir phét). Néu cén thiét phai diéu tri bing glucocorticoid lau
dai, chi ding thude v6i lidu thép nht c6 thé.
2. Céc diic tinh duwge djng hoe

- Hép thu: Dexamethason duge hip thu tét qua dudng tiéu héa, sau dé duge phin bb véo tét
cit cdc mo trong co thé.

- Phdn bd: Thube qua nhau thai va mdt lugng nhod qua sira

- Chuyén hoéa va thai trir: Chuyén héa & gan chdm va thai trir chii yéu qua nuée tidu, héu hét &
dang steroid khong lién hgp. Nira doi sinh hoe cia dexamethason la 36 - 54 gid, do vdy thudc
ddic biét thich hgp véi cac bénh cdn ¢6 glucocorticoid tac dung lién tyc.

3, Chi dinh:

Dung trong cde trudng hop:

- Dj (mg ning, bénh hen niing hoic man tinh, céc bénh viém da, viém khdp, nhi&m khudn
dudmg rudt, mdt vai dang ung thur va bénh ty mién.

- Ngin chiin va gidm céc trigu chimg cia viém nhu (sung, do, dau, nglra) trén bét ky bd phan
ndo cua co thé.

4. Liéu dung, cich dung:
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- Liéu ban dau nguoi 16n: Ubng 2 — 18 vién/ngdy, tily theo bénh va thuémg chia lam 2 - 4 1an.
Bénh it tram trong c6 thé dung lidu thép hon 1 vién/ngay. Con bénh trdm trong c6 thé cin liéu
cao hon 18 vién/ngay.

- Tré em: Tir 6 tudi trér 1én ubng 0,02 — 0,3 mg/kg/ngdy chia lam 3 — 4 lin.
5. Chong chi djnh:

bing thudc khang khudn va khép bj hiy hoai ning.
6. Céc trwdmg hop thin trong khi dang thubc

a. Céic tinh trang cin thin trong khi ding thubc:
- O ngudi bénh nhiém khuén hoic nghi ngd nhi&m khudn, phai dic biét chi y va diéu trj bing
cic thude khéng khudn dic hiéu 12 cin thiét trudc tién, do tac dung Gc ché mién dich nén
dexamethason ¢ thé gy nén nhiing con kich phat va lan rong nhiém khuin. Tuy nhién,
ngudi viém mang ndo nhiém khudn cin phai diing dexamethason trude khi ding céc thube
khéng khuén dac higu dé dé phong viém ndo do phan (mg véi cdc manh xac vi khuén da bj
thudc khang khuan hiy diét.

- O nguoi loang xuong, hofic méi phiu thudt rudt, loan tam thén, loét da day ta trang, déi thao
dudmg, ting huyét 4p, suy tim, suy thén, lao, thi cin phéi theo doi chit ch& va diéu tri tich cuc
cac bénh d6 néu cén phai ding dexamethason.

b. Céic khuyén cfo ding thubc cho phu nir ¢6 thai va cho con bi:

* Thoi ky mang thai:

- Céc glucocorticoid ¢6 kha ning gy quai thai & dong véit. Tuy nhién, diéu dé khong hoin
todn ding v&i ngudi. Thube cé thé lam gidm trong lrong nhau thai va trong lugng thai nhi.
Thube cling ¢6 thé gdy e ché tuyén thugng thin & tré so sinh néu ngudi me diing thude kéo
dai. Ding glucocorticoid truée khi dé non da chimg minh c6 khé ning bio vé chéng nguy co
hoi chimg suy hd hp so sinh va bénh loan san phéi - phé quan do dé non.

*Thai ky cho con bi:

- Dexamethason vao sita me va c6 nguy co dbi véi tré bt me.

¢. Anh huwing cia thude ddi véi cong vige (Ngudvi vin hainh miy mée, dang l4i thu xe,
ngwdi 1am viée trén cao): Chua ghi nhin duoc béo cio phan img bit lgi hogc chua c6 nghién
clru ndo vé anh huéng cua thube 1én kha ndng van hanh may mée, lai tau xe, ngudi lam viée
trén cao va céce trudng hop khéc.

7. Twong tic ciia thude véi ede thube khéc va cde logi twong tie khéc

- Tranh ding ddng thoi Dexamethason véi cde thube sau ddy: Everolimus, natalizumab,

nilotinib, nisoldipin, ranolazin, tolvaptan, vic xin (séng).
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- Ting téc dung/ddc tinh: Dexamethason cé thé lam tdng tdc dung cva amphotericin B, céc

chéit trc ché acetylcholinesterase, cyclosporin, lenalidomid, thube loi tidu gUiomiage e tis

thiazid, natalizumab, thalidomid, thuéc chéng viém khong steroid (i
chéng viém khdng steroid (khdng chon lge), viic xin (séng), warfarin.

- Téc dung ciia Dexamethason cé thé ting bdi: aprepitant, asparaginased

chit ire ché CYP3A4 (vira), céc chit e ché CYP3A4 (manh), céc din xudt estrogen, cdc chit
phong bé than kinh co (khéng khir cyuc), cc chit e ché P-glycoprotein, c4c khdng sinh
quinolon; dasatinib, salicylat; trastuzumab.

- Dexamethason ¢6 thé lam giam tdc dung ctia cic chit nén CYP3A4, cic chdt nén P-
glycoprotein, cdc tdc nhéin chéng déi théo dudng, calcitriol, caspofungin, corticorelin,
dabigatran, ranolazin, céc salicylat, sorafenib, tolvaptan, véc xin (bt hoat).

- T4c dyng clia dexamethason cé thé giam béi: Aminoglutethimid, barbiturat, céc chét thu git
acid mét, cac chét cam tmg CYP3A4 (manh), cic chit gy cam tmg P-glycoprotein, cac chit
khang acid, céc ddn xudt rifamycin, deferasirox, primidon.

- Dung liu phap corticosteroid toan thén cé thé cin ché d6 n ubng tang luong kali, vitamin
A, vitain Bg, C, D, folat, calei, k&m, phospho va gidm natri

- Cac phenytoin, rifampicin, rifabutin, carbamazepin, ephedrin c6 thé lam ting thanh thai
corticosteroid nén lm giam tac dyung didu trj cia dexamethason.

- Corticoid dbi khang tac dung ciia cac téc nhdn gy ha dudng huyét (ké ca insulin), thudc ha
huyét 4p va thuc lgi tiu. Corticosteroid 1am ting téc dyng ha kali huyét cia acetazolamid,
céc thiazid lgi tidu quai, carbenoxolon.

- Hiéu lyc cua cac din chét cumarin chéng déng mau c6 thé tang khi ding ddng thoi véi
corticoid, nén céin kiém tra chit ché thdi gian prothrombin dé tranh chay mau tyr phét.

- Su thanh thai salicylat ting khi dung déng thai véi corticoid, vi vdy khi ngimg corticoid dé
bi ngd doc salicylat.

- Céc thude 1gi tiéu 1am giam kali huyét (vi du thiazid, furosemid) vii amphotericin B ¢6 thé
lam ting tac dung giam kali huyét cia glucocorticoid.

8. Tic dung khong mong mudn

Thwong giip, ADR > 1/100

Ri loan dién gii: Ha kali huyét, git natri va nuéc giy ting huyét dp va phi né.

N&i tiét va chuyén héa: Hoi chimg dang Cushing, gidm bai tiét ACTH, teo tuyén thugng thin,
giam dung nap glucid, ri loan kinh nguyét.

Co xuong: Teo co hdi phuc, lodng xuong, gy xuong bénh 1y, nint d6t sdng, hoai tir xwong vé

khuin.
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Tiéu hoa: Loét da day ta tring, loét chiy méu, loét thing, viém tuy cép.

Da: Teo da, ban dd, bAm mau, ram I6ng.

Thén kinh: Mét ngd, sang khodi.

It giip, 1/1000 < ADR < 1/100

Quéa min, d6i khi gdy chodng phan v§, tang bach ciu, huyét khdi tdc mach, ting cén, ngon
miéng, budn ndn, khé &, nic, 4p xe v khudn.

Trigu chitng va cdc ddu higu ngirng thude: Giam qué nhanh lidu thude sau khi didu trj kéo

dai ¢6 thé din t6i suy thugng thin cip, ha huyét 4p va chét. Ngimg thude d6i khi ging nhu
téi phat bénh.

Huwéng din sir dyng cdch xir trf ADR

- Thay ddi 16i sbng, loai bé yéu té nguy co: tranh hut thuc va udng rugu qua mire, tip thé
duc.

- Bé ngain ngira va didu trj tc dung phy ctia Dexamethason acetat 1én xuwong, bd sung canxi,
vitamin D véi liéu khuyén cdo (1000 dén 1500 mg / ngay) va bd sung vitamin D (800 IU /
ngay).

- Chi dinh bisphosphonates (thin trong khi dung cho phy nit tién mén kinh vi khong di sé lidu
vé kha niing gdy hai cho thai nhi & phy nit c6 thai trong khi dang dung hoic da ding gin day
bisphosphonates)

- Calcitonin 1 lya chon duge chi dinh thir hai néu bisphosphonat duge chong chi dinh hogc
khong dung nap.

- Thay thé hormone sinh duc néu thiéu.

- O bénh nhan dung glucocorticoid dai han (prednisone twong duong 5 mg/ngdy hodc cao
hon), do mat 49 xuong (BMD) & cot séng thit lung v/hodc hong khi bét dau liéu phap
glucocorticoid. Néu méat d9 xwong theo chi sé T-score dudi (-1), thi chi dinh bisphosphonate
hozc calcitonin, Do méat 46 xwong du d3n hang nim khi tiép tuc diéu trj bing corticoid.

9. Qui liu va cch xir tri

Qué liéu glucocorticoid gy ngd dc cip hodc gy chét rit hidm. Khong c6 thube gidi dje dac
hidu. Khéng c6 chi dinh cho vide didu tri ngd déc man, trir trudng hop ngudi bénh qué nhay
cim véi corticosteroid, gdy bénh 1y; lic d6 cdn didu tri céc tridu chimg. Choéng phan v¢ hodc
phan {mg qud min c6 thé duge didu tri bing epinephrin, hd hdp nhin tao vA aminophylin.
Ngudi bénh nén duge giir 4m va yén tinh.
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