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I. NHAN HOQP: (Chai 500 vién nén)

Thuéc bén theo don CONG THUC: m Prescription only ‘
[
HOP 1 CHAI x 500 VIEN NEN Dexamethason acetat............ 0,55mg Box of 1 bottle x 500 tablets | Dexamethasone acetate......... 0.55mg
tuong duong dexamethason....0,5mg \ equivalent to dexamethasone...0.5mg
T4 dugc viia Al.......cceevneneeee 1 vién EXCIpIients q.S.......cccoeeuerirerennne 1 tablet
DexnmET"n’OHE CHI PINH, CACH DUNG, DEX“mET"n‘onE |
0.5mg CHONG CHI DINH VA 3 0,5mg [ ‘
| |
CAC THONG TIN KHAC: | |
Xem t§ huéng dén sl dung.
SPK/Reg. No.:
DOC KY HUGNG DAN sU DUNG |
éTRUd‘.C KR DUNEG. ‘}. S8 16 SX/Batch No.:
9 XA T‘AM TAY TRE EM. E |§ . || oty sxmig.Date:
R Tiéu chuén ép dung: TCCS. ' HD/Exp. Dats
CTCP HOA-DUGC PHAM MEKOPHAR Béo quén noi kho rdo, tranh anh sang, C P J.S. Co.
297/5 Ly Thudng Kiét - Q.11 hist d6 khong qué 30°C. 297/5 Ly Thuong Kiet St. - Dist.11
TP.HCM - Viét Nam nhiat.calkhono.q HCMC - Vietnam
‘ — |

4574

010306

-

II. NHAN CHALI: (Chai 500 vién nén)

SEAMETINOne

0,5mg

500 VIEN NEN

4
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III. NHAN HOP: (Chai 200 vién nén)

swgc)

| ’onuunwuxi‘l/

Thu6c ban theo don

HOP 1 CHAI x 200 VIEN NEN

| pexnmuunsong |

0,5mg

i

CTCP HOA-DUGC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - Q.11
TP.HCM - Viét Nam

CONG THUC:

Dexamethason acetat............ 0,55mg
tuong duong dexamethason....0,5mg
Té dugc via @l........covveeueenee 1 vién

CHi BINH, CACH DUNG,
CHONG CHI BINH VA
CAC THONG TIN KHAC:
Xem t& hudng dan si dung.

POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.
Tiéu chudn &p dung: TCCS.
B&o quén noi khé rdo, tranh 4nh sang,
nhiét d6 khéng qua 30°C.

m Prescription only

Box of 1 bottle x 200 tablets

Dgxnmerunsone

0,5mg

GMP-WHO

A

)

C ical Phar ical J.S. Co.

297/5 Ly Thuong Kiet St. - Dist.11
HCMC - Vietnam

------------ g atetate......... 0.55mg
equivalent to dexamethasone...0.5mg
EXCIPIoNtSiQiSccmssuassnsnsase 1 tablet

SPK/Reg. No.:

S8 16 SX/Batch No.:
Ngay SX/Mfg. Date:
HD/Exp. Date

IV. NHAN CHALI: (Chai 200 vién nén)

' ,pexnmerunsone

0.5mg
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V. NHAN VI: 15 VIEN
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VL. NHAN HOP: 100 Vi

Thudc ban theo don

DEXAMETHASONE 0,5mg

100 Vi x 15 Vién nén
CONG THUC: g —_—
Dexamethason acetat 0,55mg tuong duong dexamethason 0,5mg; T4 dugc vira dd 1 vién. ‘ ’
CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: : !
Xem t& huéng dan sl dung. o PHAN \o

DUGE PHAM) T
'OPH%

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. SBK:
2 ~ 2
DE XA TAM TAY TRE EM. L $
. )
Tiéu chuén ap dung: TCCS. Sl PHOC
B&o quan noi khé rao, tranh dnh sang, Ngay SX:
nhiét d6 khéng quéa 30°C. HD .

CONG TY CO PHAN HOA-DUGC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - Q.11 - TP.HCM - Viét Nam
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TO HUONG DAN SU DUNG THUOC:  <crs |

\

R, DEXAMETHASONE 0,Smg
Vién nén

CONG THUC:

— Dexamethason acetat...........ocoeeeveverevieieieieeeeeeeeeeenn, 0,55 mg

tuong duong Dexamethason..............cccceeoveveeevveeveereseinnn, 0,5 mg

— Taduge vira 0 ..ocooeviiiicceeeeeeeeeeeeee e, 1 vién
(Tinh bt ngo, lactose, mau tartrazin, magnesi stearat, colloidal silicon dioxyd, tinh bdt bién tinh). -
DUQC LUC HQC:

— Dexamethason 1a ﬂuomethylpredmsolon glucocorticoid téng hop. Cac glucocort1c01d tac dung bing
cach gin két vao thu thé & té bao, chuyén vi vao nhén té bao va ¢ do tac dong dén mot sb gen dugc dich
ma. Céc glucocorticoid cling con ¢6 mdt sé tac dung truc tiép, c6 thé khong qua trung gian gin két vao
thu thé.

— Dexamethason c¢6 céc tdc dung khang viém, khang di ung va tc ché mién dich. V& hoat luc khang
viém, dexamethason manh hon hydrocortison 30 1in, manh hon prednisolon 7 lan.

DUQC PONG HOQC:

— Dexamethason dugc hép thu tét qua hé tidu hoéa, phan bd nhanh chéng dén cac mé trong co thé.
Dexamethason qua nhau thai va mot lugng nhé qua sita.

— Khi udng, thoi gian dat ndng do dinh trong huyét tuong la 1 -2 gio. Thubc lién két V0i protein huyét
tuong (t61 77%) va chu yéu 1a albumin. Thuoc dugc hap thu cao ¢ gan, than va cac tuyen thuong than.
Chuyén hoa & gan cham, thai trir chu yéu qua nudc tiéu (65% lidu bai tiét qua nude tiéu trong vong
24 gi®), hau hét & dang steroid khong lién hop. Nira doi huyét twong cua thude 1a 3,5 — 4,5 gi0, thoi gian
ban thai 1a 36 — 54 gio.

CHI PINH:

— Khang viém, liéu phap khong déc hi¢u bang steroid, khi can diéu tri tich cuc, nhu diéu tri trang thai
hen, bénh di Ung nang, phan tmg sau truyén mau, viém thanh quan rit.

— Dung phéi hop véi cac cach diéu tri khac trong phu ndo.

— Phong ngira bang steroid trong phau thuét khi du trir glucocorticoid duge coi la khong du, trir suy VO:

tuyén thuong than tién phat (bénh Addison).

— Dung dexamethason dé chudn doan va thir nghiém hdi chimg Cushing, phan biét bénh Cushing (tang b

san tuyen thuong thén do khuyet tat tir tuyén yén) va nhitng dang khéc ctia hoi chimg Cushing (do bai
tiét lac vi ACTH tir nhitng khdi u khong phu thudc tuyén yén hodc do bai tiét cortisol tir nhitng khéi u
tuyén thuong than).

— Dexamethason ciing dugc ap dung nhidu dé ngan ngira budn non va non do hoéa tri liéu ung thu gay
ra.

CACH DUNG: Dung theo su chi dan ciia bac sy.

— Liéu ding can thay ddi tuy theo timg nguoi bénh, mic do viém, dién viém rdng hep, vi tri viém va
dap ung cua nguoi bénh. Pé giam thiéu tac dung phu, nén dung liu nhé nhét c6 hiéu qua diéu tri.

- Uong vao cac bira an. Khong dugc ngung thude dot ngdt ma phai giam liéu dan.

— Liéu ban dau ngudi 1om: 0,75 — 9 mg/ngay tuy theo bénh va thuong chia lam 2 — 4 lan. Bénh it trAm
trong c6 thé dung liéu thap hon 0,75 mg/ngay, con bénh trdm trong c6 thé can heu cao hon 9 mg/ngay.

— Phu nfo: khi c6 thé, thay tiém bip bing ubng dexamethason 1 — 3 mg/lan, udng 3 1an mdi ngay.

— Phong non va buon ndn do hoa tri li¢u ung thu:

* Du phong: ubng 10 — 20 mg trudce hoa tri liéu 15 - 30 phut vao mdi ngay diéu tri.

= Ché d6 tiém truyén lién tuc: ubng 10 mg/ 12 gitr vao méi ngay diéu tri.

» Hoa tri liéu gdy ndn nhe: udng 4 mg mdi 4 — 6 gio.

* Budn ndn/ ndn thé cham: udng 4 — 10 mg/lan, 1 — 2 lan/ngay, trong 2 — 4 ngay hoic 8 mg/12 gid
trong 2 ngay; sau d6 4 mg/12 gi¢ trong 2 ngdy hodc 20 mg trude hoa tri liéu 1 gio; sau d6 10 mg
sau hda tri liéu 12 gid; sau d6 8 mg/12 gid cho 4 lidu; sau d6 4 mg/ 12 gio cho 4 lidu. )

— Chuén doan hoi chimg Cushing: udng 0,5 mg dexamethason cach 6 gio/lan trong 48 gid (ldy nudc
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tiéu nguoi bénh trong 24 gior dé xé4c dinh nong do bai tiét cua 17-hydroxycorticosteroid).
Phén biét hoi ching Cushing do thira ACTH véi hdi chimg Cushing do nguyén nhan khac: uéng 2 mg
dexamethason cach 6 gid/lan trong 48 gid (1dy nudc tiéu nguoi bénh trong 24 gio dé xac dinh nong do
bai tiet ctia 17-hydroxycorticosteroid). '
CHONG CHI PINH:

- M'flrl cam voi bt ky thanh phin nao cta thuéc.

— Nhiém nam toan than, nhiém virus tai chd hodc nhi®m khuan lao, lau chua kiém soat duoc bing
thudc khang khuan va khép bi hiy hoai nang.

THAN TRONG:

— O nguoi bénh nhiém khuén hogc nghi ngd nhiém khuén, phai dic biét chu y va diéu tri bing cac
thgéc khang khuan dic hiéu la can thiét trude tién, do tac dung wrc ché mién dich nén dexamethason cé
thé gdy nén nhimg con kich phat va lan rong nhiém khuén. Tuy nhién, nguoi viém mang ndo nhidm
khuan can phai dung dexamethason trude khi dung céc thude khang khudn dac higu dé dé phong viém
ndo do phan ing véi cac manh xac vi khuéan da bi thude khang khuén huy diét.

-0 nguoi lodng xuong hodc mai phau thuat rudt, loan tim than, loét da day ta trang, dai thdo duong,
tang huyét ap, suy tim, suy thén, lao thi can phai theo ddi chit ché va diéu tri tich cuc cac bénh dé néu
can phai dung dexamethason.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thén trong khi str dung thudc cho ngudi 14i xe va van hanh may méc.

THOI KY MANG THAI - CHO CON BU:
— Thén trong khi sir dung cho phu nit mang thai.
— Khong cho con bu khi dang str dung thudc.

TAC DUNG KHONG MONG MUON:
— Thuong gap: ADR > 1/100
= R&i loan dién giai: ha kali huyét, giit natri va nudc gay tang huyét ap va phu né.
= Noi tiét va chuyén hoa: hoi ching dang Cushing, giam tiét ACTH, teo tuyén thuong than, giam dung
nap glucid, ri loan kinh nguyét.
= Co xuong: teo co hdi phuc, lodng xuong, gy xuong bénh 1y, nut ddt song, hoai tir xwong vo khuén.
* Tiéu hoa: loét da day ta trang, loét chay mau, loét thing, viém tuy cap.
= Da: teo da, ban do, bam mau, ram long.
= Than kinh: mit ngi, sang khodi.
— It gap, 1/1000 < ADR < 1/100.
Qué man, do6i khi gdy choang phan v¢, tang bach cau, huyét khdi tic mach, ting can, ngon miéng,
budn ndn, khé &, nic, ap xe vo khuén.
— Triéu chitng va cdc ddu hiéu ngiemg thude: giam quéa nhanh lidu thudc sau khi diéu tri kéo dai ¢ thé
dan téi suy thuong than cip, ha huyét ap va chét. Ngimg thudc d6i khi giéng nhu téi phat bénh.
Thong bao cho bac sy nhitng tadc dung khong mong muon gap phai khi str dung thuoc.

TUONG TAC THUOC:

— Tranh dung ddng thoi dexamethason véi cac thudc sau ddy: everolimus, natalizumab, nilotinib,
nisoldipin, ranolazin, tolvaptan, vic xin (séng). ’ ,

— Tang tac dung/ ddc tinh: dexamethason c6 thé 1am ting tac dung ctia amphotericin B, céc chat trc che
acetylcholinesterase, cyclosporin, lenalidomid, thudc loi tiéu quai, natalizumab, thalidomid, thudc qhéng
viém khong steroid (chét (e ché COX-2), thubc chéng viém khong steroid (khong chon loc), thude loi
tiéu thiazid, vic xin (sdng), warfarin. ’ ’

— Téc dung cua dexamethason c6 thé tang boi: aprepitant; asparaginase; cac chit uc ché chen kénh
calci (khong dihydropyridin); cac chit chdng nim (cac din xuét azol, tic dung toan than); cac chat uce
ché CYP3A4 (vira); cac chit trc ché CYP3A4 (manh); cac dan Xudt estrogen; cac chét phong bé than kinh
co (khong khir cuc); cac chit uc ché P-glycoprotein; cac khang sinh quinolon, dasatinib; salicylat;
trastuzumab.

— Dexamethason c6 thé 1am giam tac dung ctia cic chat nén CYP3A4, cac chit nén P-glycoprotein; cac
tac nhan chéng dai thdo duong; calcitriol; caspofungin; corticorelin; dabigatran etexilat; everolimus;
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isoniazid; maraviroc; nilotinib; nisoldipin; ranolazin; cac salicylat; sorafenib; tolvaptan; vic xin (bét
hoat).

— Tac dung ctia dexamethason c6 thé giam boi: aminoglutethimid; barbiturat; cac chat thu giit acid
mat, cac chit cam img CYP3A4 (manh) ; cac chit gdy cam tng P-glycoprotein; cic chat khang acid; cac
dan xuit rifamycin, deferasirox; primidon.

— Duing liéu phap corticosteroid tic dung toan than c¢6 thé can ché do an udng tang lugng kali, vitamin
A, vitamin Bg, C, D, folat, calci, k&m va phospho va giam natri.

— Céc barbiturat, phenytoin, rifampicin, rifabutin, carbamazepin, ephedrin, aminoglutethimid c6 thé
lam tang thanh thai corticosteroid nén lam giam tac dung diéu tri ciia thudc.

— Corticoid 601 khang tac dung cta cac tac nhan gdy ha duong huyét (ké ca insulin), thudc ha huyét ap
va thudc loi tiéu. Corticosteroid lam ting tac dung ha kali huyét cua acetazolamid, cac thiazid loi tiéu
quai, carbenoxolon.

— Hiéu lyc ctia cdc din chét cumarin chdng déng méu c6 thé tang khi ding ddng thoi véi corticoid, nén
can kiém tra chat ché thoi gian prothrombin dé tranh chay méau tu phat.

— Su thanh thai salicylat ting khi dung dong thoi véi corticoid, vi vay khi ngimg corticoid d& bi ngd
ddc salicylat.

— Céc thudce loi tiéu lam giam kali huyét (vi du: thiazid, furosemid) va amphotericin B ¢6 thé lam tang
tac dung giam kali huyét cua glucorticoid.

Dé tranh twong tac gitra cac thudc, thdng béo cho bac sy hodc dugc sy vé nhiing thude dang sir dung.

QUA LIEU VA,CACH XU TRIi: ‘ N ‘
— Chua c6 thudc giai doc chuyén biét khi bi qua liéu dexamethason. Dung cac bién phap ho trg va diéu
tri trié’u chung. . 7 ‘ ‘ ’
— Soc phan vé hodc phan Umg quéd man cé thé dugc di€u tri bang epinephrin, hd hap nhan tao va
aminophyllin.
HAN DUNG: 36 thang ké tir ngay san xuit. Khong sir dung thudc hét han dung.
BAO QUAN: Noi khd réo, tranh 4nh sang, nhiét d6 khong qua 30°C.
TRINH BAY:
Vi 15 vién nén. Hop 100 vi.
Chai 200 vién nén. Hop 1 chai.

Chai 500 vién nén. Hop 1 chai. ,
Ti€u chuan &p dung: TCCS

Pé xa tam tay tré em
Doc ky hwong din sir dung trudce khi dung.
Néu can thém thong tin, xin hoi y kién bic sy.
Thudc nay chi sir dung theo su ké don clia bic s¥.

CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR \
297/5 Ly Thuong Kiét — Q11 — TP. Ho Chi Minh — Viét Nam \
- &
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