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Rx Thudc niy chi ding theo don thude
TO HUONG DAN SU DUNG THUOC
Vién nén
TARVISOL

Doc kf hiéng dén sit dung trede khi dimg
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NG TYNG
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Dé xa tém tay tré em

Thanh phdn té dipc: Lactose monohydrat, Tinh bdt ngd, Povidon K30, Natri starch glycolat, Talc,
Magnesi stearat,

2. DANG BAO CHE:
Vién nén.

MO ta: Vién nén tron mau tring, thanh va canh vién lanh Ign.

3. CHI PINH

Tarvisol duge chi dinh trong céc trudng hop sau déy:

Thén kinh

Phi ndo do u ndo, phiu thuat than kinh, viém mang ndo mu, &p xe ndo.

Bénh phoi va ho hip

Hen suyén cp tinh ning.

Bénh da licu

Pidu tri ban ddu bing dudng udng dbi v6i cac bénh da cdp tinh, niing, lan rong c6 ddp (ing véi
glucocorticoid, chiing han nhu d6 da toan than, pemphigus vulgaris, bénh cham chp tinh.

Réi loan ty mién dich/ bénh thip khop

Didu tri ban diu bing dudng ubng dbi v6i cdc bénh ty mién, ching han nhu lupus ban dé hé thong
(ddc biét la cac dang ndi tang).

Dang tién trién ning ctia viém khép dang thép hoat dong, vi du nhu dang pha hiy nhanh va/ hogic
vGi cdc biéu hién ngoai khép.

Nhiém tring

Nhidm tring ning véi céc tinh trang nhiém ddc (vi du nhu bénh lao, thuong han) chi véi liéu phép
chéng nhidm triing ddng thoi. :

Bénh ung thw

Didu tri giam nhe céc khdi u ac tinh.

Noi tiét

Hoi ching thugng than — sinh dyc (ting san thugng thin bim sinh) & tudi trudng thanh,
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4, CACH DUNG, LIEU DUNG

Cich ding: Duong ubng.

Liéu dimg :

Liéu dung phy thude vao tinh chét va mirc d6 nghiém trong ciia bénh va phan Gng clia bénh nhan

dang duoc didu tri. N6i chung, lidqu ban diu duge sir dung twong dbi cao va chiing phai cao hon

déng ké & c4c thé ning cip tinh so v6i cdc bénh man tinh,

Liéu khuyén cdo:

- Phit ndio: Ty thudc vao nguyén nhan va mic d6 nghiém trong, liéu khoi dau 14 tiém tinh mach
8 - 10 mg (dén 80 mg), tip theo 12 16 - 24 mg (dén 48 mg)/ngay, chia thanh 3 - 4 1in (tdi da 6
14n) trong 4-8 ngay. Co thé cin st dung dexamethason liéu thép hon, 1du dai hon trong qué
trinh xa trj va didu tri bao tdn céc khdi u ndo khong thé phiu thudt.

- Phi ndo do viém mang nio do vi khudn: 0,15 mg/ kg thé trong, mdi 6 gid' mot lan trong 4
npdy; dbi véi tré em: 0,4 mg/ kg thé trong mdi 12 gid mot 14n trong 2 ngdy, bét dau trude khi
diing khéng sinh déu tién.

- Con hen ¢ip tinh ning:

Nguoi lon: 8 - 20 mg, sau do, néu cén c6 thé ding 8 mg, 4 gi mot lan.
Tré em: 0,15 - 0,3 mg/ kg thé trong.

- Cic bénh cip tinh ngoai da: Tay theo tinh chit vd mic d6 cia bénh, ding lidu 8 - 40 mg mdi
ngdy. Tiép theo 1a diéu tri vdi lidu giam dan.

- Giai dogn hoat ddng ciia cdc bgnh h¢ théng thdp khép: Lupus ban do hé thong 6-16
mg/ngay. _

- Dang viém khop dang thip tién trién niing: O dang pha hiiy nhanh 12-16 mg/ngay, dang
biéu hién ngodi khép 6-12 mg/ ngay.

- Céc bénh truyén nhim ning, tinh trang nhiém doc (vi du bénh lao, thwong han): 4-20 mg
trong vai ngay, chi khi diing ddng thoi véi liéu phdp chéng nhiém triing,

- Ditu tri giam nhe khdi u e tinh: Lidu ban diu 8-16 mg/ngdy, diéu trj kéo dai 4-12 mg/ngay.

- H{i chimg tiing sin thwong thin bAm sinh & tudi trwdng thanh: 0,25-0,75 mg/ngay, lidu
duy nhat.

Cdc ddi twong diic bift:

Suy thén

Bénh nhén dang chay thin nhén tao c6 ‘Ehé thdy ting d6 thanh thai thude qua dich loc va do d6 cin

diéu chinh lidu steroid.

Suy gan

O nhitng bénh nhan bi bénh gan ning, c6 thé cin didu chinh lidu. O nhiing bénh nhin suy gan ning,

tac dung sinh hoc ctia dexamethason c6 thé bj ting [én do chuyén hdéa chdm hon (thdi gian ban thai

trong huyét tuong kéo dai) va giam albumin mau (ting ndng d6 thubc tu do trong huyét tuong),
ciing ¢6 thé gy ra nhiéu tic dung phy hon.

Nguedi cao tudi

Didu tri cho bénh nhan cao tudi, dic biét néu dung trong thdi gian dai, nén chi ¥ nhiing héu qua

nghiém trong hon do téc dyng phu thudng giip cia corticosteroid & ngudi cao tudi (lodng xwong, dai

thdo dudng, ting huyét &p, gidm kha ning mién dich, thay ddi tdm ly). O nhiing bénh nhan nay,
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ndng d6 dexamethason trong huyét twong c¢é thé cao hon va sy bai tiét ctia né chdm hon so vdi
nhitng bénh nhén tré tudi, do d6 nén giam liéu cho phi hop.

Tré em

Lidu théng thudng 1a 0,01-0,1 mg/kg thé trong m&i ngdy. Sy bai tiét clia dexamethason & tré em va
ngudi 16n 12 tuong duong nhau néu lidu lwgng duge didu chinh cho phit hep v6i co thé ctia ho. Lidu
ding nén dugc luu ¥ nhitng anh hudng c6 thé c6 dbi voi su tang trudng, phat trién va cdc ddu hiéu
ctia trc ché tuyén thugng than.

Diéu tri ldu dai

Dé diéu tri 1au dai mot s§ bénh, sau khi didu tri ban diu, nén chuyén didu tri glucocorticoid tir
dexamethason sang prednison/prednisolon dé giam trc ché chiic nang ciia vo thugng than.

Ngimg diéu tri

Suy vo thugng than cip tinh c6 thé xdy ra sau khi ngimg didu tri dot ngdt trong thdi gian dai véi
lidu lwong 16n glucocorticoid. Do d6, nén giam dan liéu glucocorticoid trong nhitng trudng hop nay
va ngirng diéu trj din dén.

5, CHONG CHI PINH

- Qua min véi dexamethason hogic bét ky thinh phin nio ctia thude.

- Nhiém tring toan thén trir khi sit dung khdng sinh dic hiéu.

- Loét da day hofic loét t4 trang.

- Tranh tiém vaccin sbng & bénh nhan ding lidu Gc ché chuyén dich (Phan tng khang thé trong
huyét thanh giam).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Sau khi dua thudc Iuvu hanh trén thi truong, hdi ching ly gidi u (TLS) di duge bdo céo & nhiing
bénh nhan ¢6 khéi u 4c tinh huyét hoc sau khi str dung dexamethason don liéu hodic két hop véi cc
thude héa tri lidu khéc. Nhitng bénh nhan c6 nguy co TLS cao nhu bénh nhin ¢6 td¢ dd ting sinh
cao, ganh niing khdi u 1én va nhay cam cao véi cic tic nhén gay doc t& bao, cAn dugc theo doi chit
ch& va ¢6 bién phap phong ngira thich hop.

Suy vo thwong thdn

Toy thudc vao lidu lwgng va thoi gian diéu tri, suy vé thuong thén do didu tri bang glucocorticoid,
c6 thé tdn tai trong nhidu théng, va trong mdt s6 trudng hop kéo dai hon mét ndm, sau khi nging
didu tri.

Déi vé6i céc tinh trang cing thing vé& thé chit (nhu chén thuong, phiu thuat, sinh con,...) khi diéu tri
bing dexamethason c6 thé phai ting lifu tam th&i. Do nguy co ¢6 thé xay ra trong tinh trang cing
thing thé chét, cin theo doi bénh nhén dang didu tri 1au dai v6i dexamethason.

Viée st dung glucocorticoid ¢6 thé cin thiét trong cdc tinh hudng ciing thing vé thé chit, ngay ca
trong trudng hop suy vo thugng than kéo dai sau khi ngirng didu tri. Suy vo thuong thén cép tinh do
didu trj c6 thé dugc gidm thidu bing cdch gidm lidu din din cho dén khi ngimg thude theo ké
hoach.

Suy vo thuong than thi phét do thudc ¢6 thé duge giam thidu bing céch gidm dan liéu lugng. Loai
suy gidm twong dbi nay c6 thé tdn tai trong nhidu thang sau khi ngimg diéu tri; do dé, trong bt ky
tinh trang cing thing nao xay ra trong giai doan @6, liéu phép hormon nén duge bit dau lai. Vi sy
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bai tiét mineralocorticoid ¢6 thé bi suy giam, mubi vi/hoic mineralocorticoid nén duge ding ddng

thoi.

Didu tri bing dexamethason chi nén dugc thye hién trong trudmg hop cé chi dinh manh nhat va, néu

clin, didu tri chdng nhiém tring bb sung dwoc thyc hign cho cac bénh sau:

- Nhi&m virus cdp tinh (Herpes zoster, Herpes simplex, Varicella, viém gidc mac herpetic)

- Viém gan man tinh ¢c6 HBsAG duong tinh.

- Khoang 8 tudn truéc dén 2 tuln sau khi tiém ching bang vaccin song. |

- Bénh ndm toan than va bénh ky sinh tring (vi du nhu tuyén tring).

- Bénh bai liét.

- Viém hach sau khi tiém vaccin BCG.

- Nhiém khuén cp tinh va man tinh -

- (6 tién st bénh lao (nguy co tai kich hoat) chi st dung dudi sy bao vé kidm thuc khudn lao.

- Pi biét hodic nghi ngd nhiém giun lyon, Pidu tri bing glucocorticoid ¢6 thé din dén bdi nhiém
giun luon, phd bién vai su di chuyén rdng rdi cua au tring.

Ngoai ra, didu tri bing dexamethason chi nén duge thuc hign khi 6 chi dinh manh va, néu cén, phai

thuc hién diéu tri cu thé bd sung cho céc bénh nhén:

- Loét dudng tiéu hoa

- Lo#ing xuwong nghiém trong (vi corticosteroid c6 anh hudng tiéu cuc dén su cén bing calci)

- Khé kiém soat tinh trang huyét 4p cao

- Kho6 kiém soat bénh déi thao dudng

- Réi loan tim thin (bao gdm ca tién sir ri loan tim thén)

- Bénh tiing nhén 4p géc dong va bénh tiing nhén dp goc mo.

- Loét gidc mac va ton thuong giéc mae

- Suy tim ning

Phan ttng phdan vé

Phén @ng phan vé nghiém trong c6 thé xay ra.

Viém gdn

Nguy co viém gln va dut gén ting l[én & nhling bgnh nhén dugc didu tri ddng thoi véi =

glucocorticoid va fluoroquinolon.

Bénh nhuwoc co

Bénh nhin dang méc bénh nhuge co, tinh trang bénh c6 thé xAu di khi bit diu didu tri bang

dexamethason.

Réi logn mit

Diéu trj toan than bing glucocorticoid c6 thé gly ra bénh mang mach — vong mac ¢6 thé dan dén

suy giam thj lyc bao gdm mét thi luc.

Sit dung corticosteroid kéo dai c6 thé gy duc thiy tinh thé dudi bao sau, ting nhan &p c6 kha ning

tdn thwong thin kinh thi gidc va c6 thé 1am ting nguy co nhiém tring mit thér phat do ndm hoiic

virus.

Corticosteroid nén duge sit dung than trong & nhitng bénh nhan bi nhiém herpes simplex & mét vi

¢6 thé gy thing gidc mac.
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Thung rugt

Do nguy co thing rudt, dexamethason chi duge sir dung khi c6 chi dinh khén cép va dudi sy theo
dai thich hop déi véi:

- Viém loét dai trang niing ¢ kha nang thung dai trang.

- Viém rudt thura.

- N&i rudt non (ngay sau phau thuét).

Bénh tiéu ducng .

Cin can nhic nhu ciu didu trj v6i insulin, cdc thube didu tri bénh tiéu dudng dudng ubng cing voi
viée cn thiét sir dung dexamethson & bénh nhén ti¢u dudng.

Réi logn tim mach

Cén theo doi huyét ap thudong xuyén khi didu tri véi dexamethason, dic biét la khi dung liéu cao
hon va vGi nhiing bénh nhin khé didu chinh cao huyét 4p. Do nguy co [am xdu di tinh trang suy
tim, bénh nhin suy tim néng can duoc theo doi cén thin.

Nhip tim chim c6 thé x4y ra & nhiing b¢nh nhan duge diéu trf bing dexamethason lidu cao.

CAn thén trong khi str dung corticosteroid ¢ nhiing bénh nhan mdi bi nhdi méu co tim do nguy co
v co tim di duoe bao cdo.

Nhiém trimg

Pidu tri biing dexamethason c6 thé che gidu cac triéu chimg ctia bgnh nhi€m tring hi¢n 06 hofic
dang phat trién do d6 1am cho viée chin dodn kho khin hon. Vige st dung kéo dai ngay ca véi mot
lvgng nhé dexamethason cling ¢é thé din dén ting nguy co nhiém trang, ngay ca boi cde vi sinh vat
hiém khi gay nhidm tring (con goi 12 nhi€ém tring co hi).

Tiém ngira

C6 thé chiing ngira bing vaccin bt hoat. Tuy nhién, cn luu y ring phan tmg mién dich va sy thanh
cong cita viée tiém chiing, ¢6 thé bi anh hudng bai liéu lugng corticoid cao.

Cén kiém tra stic khoe thudng xuyén (bao gdm kiém tra thi lyc trong khoang thoi gian ba thang)
trong qua trinh diéu trj 1au dai v6i dexamethason,

Réi logn chuyén héa

O lidu cao, cin theo doi tinh tuang lvong calci vira d0, han ché natri, cfing nhu ndng do kali
huyét. Tuy thude vao thoi glan v liéu lugng didu tri, c6 thé du kién anh hudng tiéu cuc dén viéc
chuyén héa calci, do do, khuyén cdo diéu trj dy phong lodng xuong. Trén hét, didu ndy 4p dung cho
cdc yéu t6 nguy co ddng thoi nhu gia dinh, tudi tac cao, thoi ky sau man kinh, thiéu hut lugng
protein va calci, hut thuoc nhidu, ubng qué nhidu rugu cling nhu tép thé duc khong du. Céc bién
phép phong ngira bao gdm cung clp du calci va vitamin D va hoat dong thé chét. Trong trudng hop
bénh nhén d3 lodng xuong tir trudc, diéu tri y t& bd sung nén dugc xem xét.

Corticosteroid nén duge sir dung thin trong cho nhitng bénh nhin bj ching dau ntra dau, vi
corticosteroid ¢ thé gay gilt nudc.

Thay doi tam Iy

Nhitng thay dbi v& tam 1y duoe bidu hign dui nhiéu hinh thire khdc nhau, trong d6 phé bién nhét 12
trang thai hung phin. Trdm cam, phan (mg loan than va xu huéng ty tir cling ¢0 the xay ra.

Nhitng bénh nay co thé tré nén nghlém trong, Thong thudng nhung tinh trang ndy bét ddu trong
vong vai ngdy hodc vai tuan ké tir khl bit diu ding thudc va nhiéu kha ning xéy ra éf liéu cao. Hau
hét nhitng vin d& ndy s bién mat néu giam lidu holic ngiing thudc. Tuy nhién, néu vén dé khac xay
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ra, bénh nhan c6 thé can duoc diéu trj. Trong mdt sb trudng hop, céc vén dé vé tam thin da xay ra

khi ha lidu hodc ngimg sir dung.

Phii ndio hodc tding dp luc ngi so

Khéng nén st dung Corticosteroid & nhiing bénh nhan bi chén thuong & dau vi chiing ¢6 thé khong

¢6 loi hodic thdm chi c6 thé gay hai.

Ngimg diéu tri

Liéu glucocorticoid nén giam dan.

Nhitng nguy co sau day can duge xem xét khi tam ngung hofic ngling sir dung glucocorticoid 1au

dai:

- Dot cép hodc téi phat ctia bénh 1y c6 tir trude, suy thuong than cép tinh, hdi chiing cai nghién
corticosteroid ('H6i chirng cai nghién' c6 thé bao gdm sbt, dau co va khdp, viem niém mac mii
(viém mii), syt cdn, ngta da va viém mit) (viém két mac)).

- Mot sb bénh do virus (thity du, soi) & nhitng bénh nhén duoc didu trj bing glucocorticoid, ¢6
thé rat ning.

- Tré em va nhitng ngudi bi suy giam mién dich khong bi nhidém thiy déu hodc soi trude d6 co
nguy co méc bénh. Néu nhirng ngudi nay tiép xtic vdi nhitng ngudi bi nhi€ém bénh s&i hoic thiy
dau khi dang diéu trj bing dexamethason, nén 4p dung phuong phép diéu tri phong ngira néu
can thiét.

Cdanh bdo va thédn trong khac

Chitng u tiy thuwong than, ¢6 thé gay tir vong, di duge bdo cdo sau khi dung corticosteroid toan

than. Corticosteroid chi nén diing cho nhiing bénh nhén nghi ngd hodc da xdc dinh dugce bénh u tiy

thugng thén sau khi da danh gid nguy co/lgi ich thich hgp.

Tré em

Corticosteroid gay ra sy trc ché phu thudc vao liéu lugng dbi véi sy phat trién & tré so sinh, tré em

va thanh thidu nién vi corticosteroid c6 thé 1am déng sém céc syn tiép hop (trc ché sy phit trién

xuong va sun) va c6 thd khong hdi phuc. Do d6, khi didu tri lau dai bing dexamethason, chi dinh
nén duoc trinh bay rit rd rang ¢ tré em va phai kiém tra thudng xuyén téc do phat trién cuia tré.

Céc bing chiing hién c6 cho thiy céc tac dung bt loi v& phét trién thin kinh 1au dai sau khi diéu tri

v6i dexamethason sém (< 96 gid) & tré sinh non mic bénh phbi man tinh v6i lidu khéi diu 0,25mg /

hg x 2 lan/ngay.

Ngurgi cao tudi

Tac dyng ngoai v ciia corticosteroid toan than co thé gay hau qua nghiém trong dic biét & ngudi cao

tudi, chi yéu 12 loding xuong, cao huyét 4p, ha kali huyét, dai thao dudmng, d€ bi nhidm tring va teo

da. Cin theo di 1am sang chit ch& ¢ ngiin ngira c4c phan ting de doa tinh mang.

Anh hieéng ciia cde xét nghiém chdn dodn

Glucocorticoid ¢o thé ngén chdn phan ing cua da véi thir nghiém di ung. Ching ciing ¢o thé anh
hudng dén xét nghiém nitroblue tetrazolium dé chudn dodn nhidm khudn va gay ra két qua am tinh
gia. ‘ ‘

Luu y v& dopping: Vide thuc hién cdc xét nghiém dopping khi ding dexamethason c6 thé din dén
két qua duong tinh.

Cénh bdo lién quan dén té dioc:

'rn

R —|
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Ché phim TARVISOL ¢6 chita lactose. Bénh nhan bj réi loan di truyén hiém gip nhu khong dung
nap galactose, thiéu hut lactase hoan toan hofic kém hip thu glucose-galactose khong nén ding
thube nay.

7. U DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Thoi ky mang thai:

Dexamethaﬂon dé déng qua nhau thai. St dung corticosteroid cho ddng vt c6 thai c6 thé gdy ra cac
bt thudng vé phét trién clia bao thai bao gdm h& ham &ch, chim phét trién trong tir cung va anh
hudng dén sy ting truong va phét trién cla ndo. Khong c6 bing chiing cho thdy corticosteroid 1am
ting ty 18 mic cdc bit thudng bam sinh, ching han nhw hd ham éch/m6i & nam gioi. Tuy nhién, khi
ding trong thoi glan dai hojic nhidu lan trong thoi ky mang thai, corticosteroid ¢6 thé lam tang nguy
co chdm pht trién trong tir cung. V& mit ly thuyét, suy tuyén thugng thin ¢o thé xay ra & tré so
sinh sau khi phoi nhidm véi corticosteroid trude khi sinh nhung thudng tw khoi sau khi sinh va
hiém khi quan trong vé& mit 1am sang. Corticosteroid chi nén dugc ké don khi lgi ich cho me va con
Ién hon nguy co tiém an.

Thoi ky cho con bu:

Corticosteroid 6 thé di vao sita me, miic dit chua c6 di liéu v& dexamethason. N6 c6 thé ngén chin
su phét trién, can tr& viée san xufit corticosteroid ndi sinh, holic gly ra céc tac dung phu khéc. Do
corticosteroid ¢ kha néng xdy ra cac phém trng bat lgi nghiém trong & tré bl me, nén quyét dinh
ngirng cho con bl hodc ngung thude, can chi ¥ dén tAm quan trong cua thudc d@bi v6i ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 nghién ctru vé anh hudng dén kha ning 14i xe va sir dyng mdy méc.

Bénh nhén nén duoc canh bdo vé céc tde dung khong mong mudn ctia dexamethason c6 thé xay ra
nhu trang théi 16 18n, o gide, chéng mit, budn nga, mét moi, ngét va nhin mo. Néu céc tri¢u ching
xuit hién, bénh nhan khéng 14i xe, vin hanh mdy méc hodc thye hign céc cong vige nguy hiém khi
dang diéu tri bing dexamethason.

9, TUONG TAC, TUONG KY CUA THUOC

Trude khi sit dung dexamethason két hop véi bét ky san phém thudc nao khéc, cén tham khao phén
Tém tit vé& Dic tinh San phim ciia sin phim do. :

Twong tdc dwgce lwe hoc

NSAID .¢6 thé lam ting ty 16 mic va/hodc mie do nghiém trong cla loét da day. Acid
acetylsalicylic nén dugc st dung cdn than khi két hop véi corticosteroid trong bgnh giam
prothrombin huyét.

Do thanh thai cta salicylat & than ting 1én khi dung corticosteroid. Do do, lidu luorng cua salicylat
c6 thé giam khi ngimg st dung steroid. Vige ngimg st dyng steroid ¢6 thé din dén nhiém doc
salicylat do néng d salicylat trong huyét thanh ting 1én.

Corticosteroid lam giam tdc dyng ctia céc thude tri dai thdo dudng nhu insulin, sulfonylurea va
metformin. Tang dudng huyét va nhiém toan thé ceton do dai thao dudng ddi khi c6 thé xay ra. Vi
véy, khi bit diu didu tri, bénh nhan tidu dudng nén xét nghiém mdu va nudée tidu thuomg xuyén hon.

Téc dung ha kali huyét cla acetazolamid, thude lgi tidu quai, thude loi tiéu thiazid, thube loi tiéu
tiét kiém kali, thubc tiém amphotericin B (glucomineral) - corticosteroid, tetracosactlde va thude
nhujin tréng ting 1én khi dung chung véi corticosteroid. Ha kali méu thiic ddy rdi loan nhip tim, dic
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biét 1a xoin dinh, va lam ting dgc tinh cia glycosid tim. Truée khi bt déu diéu tr bing
corticosteroid, nén diéu chinh tinh trang ha kali mdu va theo d6i bénh nhén trén ldm sang, dién gidi
dd va dién tam dd. Hon nita, c6 nhiing béo céo trudng hop trong d6 vige sir dung dbng thoi
amphotericin B va hydrocortison dan dén ching tim to va suy tim.

Thude chdng dong mau: Carbenoxolon lam ting nguy co ha kali méu.

Cloroquin, hydroxychloroquin va mefloquin: Téng nguy co méc bénh co da va bénh ¢o tim.

Thude te ché men chuyén: Ding ddng thoi thue te ché men chuyén lam ting nguy co 6i logn
méu. |

Tac dung ha huyét ap cta thudc ha huyét 4p o thé bi anh hudng bai corticosteroid. Co thé phai
didu chinh liéu didu tri chdng ting huyét 4p trong qué trinh diu tri v&i dexamethason.

Thalidomid: Cin hét strc than trong khi ding chung v&i thalidomid, da c6 bdo cdo vé trudmg hop
hoai tir biéu bi nhiém dge.

Téc dung cua tiém ching ¢6 thé bi giam trong khi didu tri béng dexamethason.

Chéng chi dinh tiém ching bing vaccin séng trong qué trinh didu tri voi lidu didu wi cao cla
dexamethason (va cdc corticosteroid khéc) do kha ndng nhiém virus. Trong trudng hop ndy, nén
hoén tiém ching it nhét 3 théng sau khi két thac didu tri bing corticosteroid. Céc logi ching ngua
khac trong khi diéu tri voi liéu didu trj cao cua corticosteroid c thé nguy hiém do nguy co bién
chimg thin kinh va giam hodc khong ting higu gid khang thé (so voi gid tri du kién) va do do tac
dung bao v¢ nhé hon. Tuy nhién, nhiing bénh nhan di dung corticosteroid tai chd (dudng tiém)
ho#ic trong thdi gian ngén (dudi 2 tuln), v6i liéu lugng nho hon ¢ thé duge ching ngira.

Thuoc khdng cholinesterase: St dung ddng thoi thude khang cholinesterase va corticosteroid c6 thé
gﬁy yéu co nghiém trong & bénh nhén nhuge co. Do d6, nén ngiing thudc khéng cholinesterase it
nhit 24 gid trwde khi bét dau didu tri bing corticosteroid.

Fluoroguinolon: Nguy co viém gin va dut gén ting 1én & nhitng b&nh nhén duge didu tri déng thoi
v6i glucocorticoid va fluoroquinolon,

Ding ddng thdi dexamethason voi cée chét e ché CYP3A, bao gbm ca céc san phidm c6 chia
cobicistat, duoe cho 13 s& 1am ting nguy co mic céc tac dung phuy toan than. Nén tréanh phdi hop
thudc trir khi loi ich mang lai cao hon nguy co ting tic dyng phu corticosteroid toan thén, trong
trudng hop nay bénh nhén cAn duge theo dai vé tac dung phy clia corticosteroid toan than.

Twong tic dwoc dpng hoc

Anh hurong ciia cdc sén phdm thudce khde 36 véi dexamethason:

Dexamethason duge chuyén héa qua cytochrome P450 3A4 (CYP3A4).

Dung dexamethason véi céc chét cam (ing CYP3A4 (nhtr ephedrin, barbiturat, rifabutin, rifampicin,
phenytoin va carbamazepin) ¢o thé din dén gidm ndng do dexamethason trong huyét tuong, do doé
phai ting liéu.

Aminoglutethimide c6 thé déy nhanh qua trinh suy dao thai dexamethason va lam giam hi¢u qua
ciia n6. Néu cin, nén didu chinh lidu lugng dexamethason.

Resin tao phitc véi acid mét, ching han nhu cholestyramin, ¢6 thé lam giam sy hdp thu cia
dexamethason.

Thudc dimg tai chd cho dudng tiéu héa, thubc khang acid, than hoat: Giam hép thu glucocorticoid
dd duge md td khi dung ddng thoi prednisolon va dexamethason. Do d6, nén hodin viée dung
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glucocorticoid va cac thude bdi ngoai dudng tidu héa, thudc khang acid, than hogt (v6i khodng thoi
gian it nhét 1a hai gio).

Viéc sir dung dexamethason véi céc chéit Grc ché CYP3A4, ching han nhy céc thude khang ndm —
azol (vi dy nhu ketoconazol, itraconazol), chét tic ché protease HIV (vi dy ritonavir) va khéng sinh
macrolid (vi du nhu erythromycin) ¢6 thé d&n dén ting ndng do trong huyét tuong va gidm d6 thanh
thai ctia dexamethason. Néu cin, nén giam liéu dexamethason.

Ketoconazol ¢ thé khéng chi 1am ting ndng d) dexamethason trong huyét tuong do Gic ché
CYP3A4, ma cdn e ché téng hgp corticosteroid tuyén thuong than va gy suy thugng thén khi
ngirng didu tri corticosteroid.

Estrogen, bao gdm ca thubc tranh thai, c6 thé e ché sur chuyén héa ciia mdt s6 corticosteroid va do
d6 ting cudng tac dung ctia chung.

2 » s £y * - s 'y A ,
Anh huieéng ciia dexamethason doi v&i cde sdn pham thuéc khdc

Dexamethason 1& mdt chit cam @ng vira phai ciia CYP3A4. Vigc sir dyng dexamethason v(i cac
chét dugc chuyen héa bdi CYP3A4 c6 thé din dén ting do thanh thai va giam ndng do trong huyét
tuong cua cac chét nay.

Thude kidm thiee khudn lao: DA quan sét thiy su giam ndng do isoniazid trong huyét tuong khi st
dung ddng thoi prednisolon. Bénh nhan dung isoniazid nén dugc theo doi chét che.

C‘yc{osporm Ding ddng thdi cyclosporin va corticosteroid ¢6 thé lam ting téc d!,mg ctia ¢i hai
chét. Tang nguy co co gidt ndo. )

Praziquantel: Ndng do praziquantel trong huyét trong giam gy nguy co thét bai diéu tri do ting
chuyén héa dexamethason & gan.

Thude chong déng mdu duong ubng (coumarm) Dung corticosteroid ddng thai c6 thé lam ting
hiéu qua hoic 1am giam tac dyng cia thuéc chéng déng méu dudng ubng. Trong trudng hop dung
liéu cao hojc diéu tri kéo dai trén 10 ngdy, ¢6 nguy co xudt huyét (niém mac dudng tiéu hoa, dE v&
mach) vai céc liéu phap corticosteroid. Bénh nhan sir dung corticosteroid két hop véi thube chbng
dong mau dudng ubng cin dwoc theo ddi chit ch& (kiém soét vao ngay thir 8, sau do hai tudn mot
1&n trong va sau khi diéu tri).

Atropin va cde thude khdng cholinergic khde: Téng nhén 4p co thé duorc ghi nhén khi ding dong
thoi vai dexamethason.

Thude gin co khdng khit cyee: Téc dyng gidn co ¢6 thé kéo dai hon.

Somatotropin: Téc dyng ciia hormon ting trudng c6 thé bj giam.

Protirelin: Giam TSH c¢6 thé dugc ghi nhén khi dung protirelin.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mubn thong thudng khi diéu tri bing dexamethason ngén han (ngay /

tudn) bao gbm ting cén, rdi loan tdm ly, khong dung nap glucose va suy vo thugng thén tam

thai. Pidu trj dexamethason dai han (thang / ndm) thudng gy béo phi trung tdm, da mong, teo co,

loding xwong, chdm 16n va suy thuong thén lau dai.

Khong rd tan sudt

- Nhiém tring va nhiém dc: Tang tinh nhay cdm va lam ting tinh trdm trong thém cdc bénh
nhidm tring (bénh tiém 4n) nhu nhidm tring huyét, lao, nhi€m trling mét, thily d4u, si, nhiém
ndm va virus kém theo che d4u céc tridu ching Iam sang, nhiém tring co hoi.
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- Réi loan hé théng hach bach huyét va mau: Ting bach cu, gidm bach cdu, giam bach cdu éi
toan, da hdng ciu, déng mau bit thudng.

- Réi loan hé théng mién dich: Phan Ging qua min bao gdm, séc phan vé, e ché mién dich.

- Réi loan ndi tiét: Uc ché toan bo truc ha ddi - tuyén yén - thuong thgn va cam (g hoi chimg
Cushmg (cc tridu ching dién hinh: khubn mdt tring tron, diy din, béo phi kiéu bung), suy
tuyén yén va tuyén thu'cmg than thir phét, Gc ché ting trudng & tré so sinh, tré nho va thanh thiéu
nién, kinh nguyét khong déu va mt kinh, rim long.

- Réi loan tam thin: L& thudc tam 1y, trhm cam, mét ngt, tinh trang t4m than phén liét ning thém,
bénh tam than, tir hung phén dén biéu hién loan thin.

- R&i loan hé thin kinh: Ting &p lyc ndi so v6i phi gai thi & tré em (pseudotumor cerebri) thudng
sau khi ngiing didu tri; biéu hién cua ching dong kinh tiém én, tang co git trong dong kinh,
chéng mit, nhirc dau.

- Réi loan thi gidc: Tang 4p lyc ndi nhén, ting nhan &p, phi gai thi, duc thiy tinh thé, chu yéu 1a
duc thiy tinh thé dudi bao sau, teo gidc mac va xo cling, téng nhiém virus, ndm va vi khudin
trong mit, 1dm trdm trong thém cac trigu chimg lién quan dén loét gidc mac, bénh mang mach —
vong mac. :

- R loan tim mach: V& co tim sau tién sir nhdi mAu co tim, suy tim sung huyét, suy tim mét bu.

- R&i loan mach méu: Tang huyét 4p, viém mach, ting xo vita déng mach va n guy co huyét khéi/
thuyén tic huyet khéi (ting kha ning déng méu co thé din d@én bién chiing huyét khoi).

- Réi loan hd hép, 16ng nguc va trung thit: Néc cuc.

- Réi loan tiéu hoa: Kho tiéu, chudng bung, loét da day kém thing va chay mdu, viém tuy cdp,
viém loét thue quan, nhidm ném Candida thuc quan, ddy hoi, budn ndn, nén.

- R&i loan da va md dudi da: Hoi chling nguoi sdi, teo da, gian da, van, ban do, muyn steroid, dém

xufit huyét, xuft huyét dudi da, viém da dj img, may day, phi mach, toc méng, rbi loan sic 6,
ting tinh dé v& ciia mao mach, viém da quanh mig¢ng, hdi chiing tang tiét md hoi, bAm tim.

- Réi loan co xuong va md lién két: Dong sun tiép hop sém, lodng xuong, gay xuong sémg va
xuong dai, hoai tir vo triing xuong dui va xuong cling, rach gan, bénh co gin, yéu co, mét co.
- R&i loan hé théng sinh san va vi: Bit luc.

- R6i loan chung: Giam phan ng v&i viée tiém chiing va cdc xét nghiém da. Chém lanh vét
thuong, kho chiu, hoi chirng cai ster 01d giam lidu corticosteroid qué nhanh sau khi diéu tri kéo
dai c6 thé din dén suy thugng thin cép, ha huyét &p va tir vong. (Hdi ching cai nghién c6 thé
biéu hién vdi sbt, dau co, dau khép, viém mii, viém két mac, cdc ndt nglra trén da va sut can).

Théng bio cho bic si nhitng tdc dung khng mong mubn gdp phdi khi st dung th udc.

11. QUA LIEU VA CACH XU TRI

Triéu chirng

Céc béo cao vé doc tinh cfp va hodc tir vong sau khi ding qué Liu glucocorticoid la rét hiém.
Sir dung qua lidu hosic kéo dai c6 thé 1am ting tic dung ngoai ¥ cua glucocorticoid.

Cdch xi tri

Khong c6 thube giai doc déc higu. Didu tri tridu chiing va hd trg, nén giam liéu dexamethason hogc
ngirng thude tir tir néu ¢6 thé. Diéu tri khong dugce chi dinh dbi v6i cde phan tng do ngd doc mén
tinh trir khi bénh nhén c6 tinh trang khién ho d& bi anh hudng bét thuong tir corticosteroid. Trong
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truong hop nay, nén lam tréng da day va tién hanh diéu tri tridu chung khi cdn thiét. Phan &g phan
vé vA qui min cb thé dugc dléu tri bing epmeph:m (adrenalin), ho hap nhin tao 4p sudt duong va
aminophyllin. Bénh nhén cAn dugc gitt 4m va yén finh. Thoi gian ban thai sinh hoc cla
dexamethason trong huyét twong 1a khoang 190 phit.

12. PAC TiNH DUQC LYC HQC.
Mi ATC: HO2AB02

Nhom duge 1y: Thube corticosteroid
Co ché hoat djng

Dexamethason 12 mdt glucocorﬂcmd ¢ tac dyng kéo dai va manh v6i ddc tinh gitt natri khong dang
ké, do d6, diic biét thich hop dé sit dung cho bénh nhén suy tim va ting huyét 4p.

Hiéu qua khang viém cia nd cao ghp 7 14n so véi prednisolon va g1ong nhu céc glucocorticoid
khéc, dexamethason ciing c6 dédc tinh chén g di ting, ha sbt va Gc ché mién dich.

Dexamethason ¢6 thdi gian ban hity sinh hoc tir 36 - 54 gid va do d6 thich hop trong nhimng didu
kién cin tac dung glucocorticoid lién tuc. :

13. PAC TINH DUQC PONG HOC.

Hiip thu va phin phoi

Dexamethason dugc hap thu 6t khi diing dudng ubng; ndng d6 dinh trong huyét tuong dat dugc tir
1 dén 2 gid sau khi udng va cho thdy sy khéc blf;t gitra cdc ca nhin rfng rai. Dexamethason lién két
(khoang 77%) véi protcm huyét twong, chi yéu 13 albumin. Phan trim lién ket véi protein cua
dexamethason, khong giéng nhu cia cortisol, thuc t& khong thay dbi khi ndng do steroid ting
[én. Corticosteroid dugc phén phéi nhanh chéng dén tht ca cac mé cua co thé. N6 c6 thé nhau thai
va c6 thé duoc bai tiét mot lugng nhd qua sita me.

Chuyén héa
Dexamethason duoc chuyén héa chit yéu & gan, ngoai ra con dugce chuyén hoa & thén.
Thai trir
Dexamethason va céc chit chuyén héa ciia né duge bai tiét qua nude tiéu, Thai gian ban thai trung
binh trong huyét twong 1a 3,6 + 0,9 gid. '
14.QuY CACH DONG GOI

Hop 1 vi (Alu-Alu) x 10 vién nén.

Hop 3 vi (Alu-Alu) x 10 vién nén.

Hop 5 vi (Alu-Alu) x 10 vién nén.

Hop 10 vi (Alu-Alu) x 10 vién nén.

Hop 1 vi (Alu-PVC) x 10 vién nén.

Hop 3 vi (Alu-PVC) x 10 vién nén.

Hop 5 vi (Alu-PVC) x 10 vién nén.

Hop 10 vi (Alu-PVC) x 10 vién nén.

Chai 200 vién nén.

Chai 500 vién nén.
15. PIRU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Didu kign bio qudn: Noi kho thoang, tranh nh séng, nhiét do dudi 30°C.
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- Hgn ding: 36 thang ké tir ngdy san xudt.

- Tiéu chufin chiit legng: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT

Co s san xudt: CONG TY CO PHAN DUQC ENLIE.

Dija chi: Pudng NA6, KCN M§ Phude 2, phuong My Phuée, thi xa Bén Cét, tinh Binh Duong, Viét
Nam.

Dién thogi: 0274.3553326 Fax: 0274.3559899



