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KEXIDEX

Pé xa tam tay tré em
Boc ky hrong dan str dung truede khi diing
PHAN CONG THUC THUOC
ml dung dich upng chira :
Thanh phan dicoc chat: Dexamethason (dudi dang dexamethason sodium phosphat): 2mg.
Thanh phan_td_dwec: Sorbitol 70%, Na CMC, propylen glycol, natri saccharin, methyl
paraben, propy! paraben, dinatri hydro phosphat, natri dihydro phosphat, hwong dau, mrde
tinh khiét.

2. DANG BAO CHE
Dung dich uéng. ) ) )
M5 ta: Dung dich uong dong nhat, trong sudt, vi ngot, huong déu.

3. CHI PINH

Demunethason la mat corticosteroid, duge chi dinh trOng mdt s6 rdi loan ndi tiét va khéng do
1101 llet mot sO lru'o'ng hop phi ndo va xét nghiém chdn doan cudng vo thugng than.

Réi logn nji !.réz'

- Chimg 16i mét.

R&i logn khong do ni tiét:

Dexamethasone c6 thé dweoe st dung dé diéu tri céc tinh trang khong dép img vdi corticosteroid
ndi tiét bao gom:

- Di ting va phan vé: Sbc phan vé.

- Viém déng mach collagen: Viém da co dang thip, viém da dong mach dang nut

- R01 loan huyét hoc: tlueu mau tan huyct (mot loai bénh tr mtcn}, bénh bach chu, u tiy, ban
xmt huyét giam tiéu cdu v can & nguoi 1én, roi loan tang sinh té bio ludi.

- Rdi loan tiéu hoa: diéu tri giai doan cap tinh trong viém loét dai trang (chi & tryc trang); viém
rudt khu tr@ (bénh Crohn), mét s6 dang viém gan.

- Réi loan co: viém da co.

- Réi loan than kinh: Tang dp lye ndi so thir phat do khdi u ndo, dot cap ciia bénh da xo clng.
- Réi loan mét: Viém mang bd dao trwde va sau, viém day than kinh thi gide, viém mang mach-
vong mac, viém mong mat, viém dong mach thai duong, gia u héc mit.

- ROI loan than-tiet niéu: Hoi chimg than hw.

- Roi loan phéi: Hen phc quan mdn tinh, viém phol do hit, bf;nh phéi tic nghén mén tinh
(COPD), u hat, bénh phdi dj ting do mdi trudng sinh sdng va lam viée, hdi chimg Loffler, viém
xo phé nang vé can.

Dung dich udng Dexamethasone "mgﬁml duge chi dinh tlong diéu tri bénh do vi-rit corona
2019 (COVID-19) ¢ bénh nhan 13 ngudi 16n va thanh thidu m&n (tr 12 tudi o 1én v trong
lugng co thé it nhat 40 kg) nhdp vién va cédn ligu phdp oxy bd sung.

Khong chi dinh sir dung cho nhtrng bénh nhian miac COVID-19 khéng nhdp vién va ¢ nhimg
bénh nhin c6 théi gian mic b:;nh c6 trigu chitng dudi 7 ngay.

- Viém khép dang thap: mot s6 trudng hcvp hodic dang diic higu (hdi chng Felty, hdi ching
Sjogrens) cua viém khdp dang thap, bao gdm viém khép dang thap thiéu nién, thap khap cap,
lupus ban d6 lan toa, viém dong mach thai duong (dau da co do (hap khdp).

- Réi loan da: bénh Pemphigus vulgaris (mdt nhém bénh bong nude man tinh), bénh
Pemphigoid bong nude, ban do da, hoi chimg Stevens Johnson, b¢nh nim Mycosis Fungoides,
viém da Herpellfomus

- Khdi u: bénh bach cau bach huyét, dic biét 1a dang cdp tinh, u lympho éc tinh (bénh Hodgkin,
u lympho khéng Hodgkin), ung thu va di cén, ting canxi mdu do di cin xuwong hofic bénh
Kahler.
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#47TILU DUNG, CACH DUNG

Lidu dung:

Ngwoi lon:

Cac chi dinh clmng:

Lieu can duge ca nhan héa, BE gidm thiéu téc dung phy, nén sir dung lidu thdp nhat c6 higu
qua trong thoi gian ngdn nhét co thé.

Liéu ban ddu tir 0,5 — 9mg moi ngay iy thudc vao bénh dang diéu tri. Cdc bénh ly nghiém
trong hon ¢é thé can liéu cao hon 9 mg. Liéu ban d’tu nén duge duy tri hogic didu chinh cho dén
khi dat dugce d’lp tng trén 1am sang. Vl{;‘:c ding lidu vao buoi t6i ¢d loi trong viée giam c:u‘ng
khap vao budi sang va ché dg chia liéu co lién quan dén viée tre ché true dudi doi- tuyen yf:n—
thugng than \Jeu khong dat dugc dép tg 13m sang sau mot khoang thdi gian nhét dinh, cén
ngung diéu tri bing dexamethason va tim kiém mot liéu phdp khéc.

Néu céc - dép tmg ban dau thudin lgi, nén xac dinh lidu duy tri bing céch giam liéu tir tir den lidu
thap nhét c6 tac dung. Liéu duy tri luz nhét 1a khén vugt qua 1,5 mg dexamethason mdi ngdy.
Bcnh nhén nén duge theo ddi cac dau hidu co thé can diéu chinh liéu lugng. Day c6 thé 4 thay
d6i vé mat lim s'mg do bénh thuyén giam hodc trdm trong hon, kha niing dép img thudc ciia
tirng cd nhdn va anh hudng cua stress (vi dy: phau thuit, nhiém tring, chan thueng). Trong
th&i gian stress, c6 thé ting llcu tam thot.

Néu ngung lhuoc sau khi {hcu tri nhiéu hon mét vai ngdy, nén nging thude tir tir.

Cic thude co thé thay thé bing dexamsethason: tinh theo miligam, dexamethason gan tuong
duong voi betamethason, manh hon methylprednisolon va triamcinolon tir 4 dén 6 lan, manh
hon prednison va prednisolon tir 6 dén 8 1An, manh hon hydrocortison tir 25 dén 30 lan va manh
hon cortison khodng 35 lan.

Cac d_.' m}g cnp f.loaf.‘ cae {f{ﬂ r:ap cua cae d{ .rmg mdn HH)'J

Pé xuit lich dung thude sau day | két hgp duong tiém va udng:

Ngay thir nhat Tiém IJap dexamethason natri phosphat 4mg hodc 8mg (Iml hodc
2ml).
Ngay thir 2 Img (2,5ml) Kexidex x 2 lﬁnfnﬂéy
Ngay thir 3 Img (2,5ml) Kexidex x 2 lan/ngdy.
Ngay thir 4 500microgam (1,25ml) Kexidex x 2 ianfngay
Ngay thir 5 500microgam (1,25ml) Kexidex x 2 lan/ngay.
Ngay thi 6 S00microgam (1,25ml) Kexidex
| Ngay thia 7 500microgam (1,25ml) Kexidex
Ngay thi 8 Biénh gid lai

Lich ding nay dugc thiét ké dé dam bao dieu tri day du trong cde dot cép tinh ddng thoi giam
thidu nguy co qué lidu trong cac truong hop man tinh.

Tang ap lic néi so: Diéu tri ban déu thudmg la duong tiém, Khi cn diéu tri duy tri, nén chuyén
sang dung dich uong dexamethason cang sém cing tot. P6i voi bénh nhan co khéi u ndo ti
phit hodc khong thé phau thudt, liéu lugng duy tri can duge cd nhin hoa didu tri. Lidu 2mg hai
hodc ba lin mét ngay co thé c6 hiéu qud. Ludn sir dung liéu nhé nhat c6 tac dung dé kiém sodt
cac triéu chirng.

Xét nghiém e ché dexamethason (DST):

Xét nghiém hoi chietng Cushing:

Diing dexamethason vao lic 11 gié dem CAc mau méu sau d6 duge liy vao lic 8 gidr sdng hém
sau de xac dinh neng 6 cortisol huyét twong,

Néu cin dd chinh xac cao hon, nén ding 500 microgam (1,25ml) dexamethason mdi 6 gi¢r
trong 48 gid. Nén ldy méu lic § giv sang dé xdc dinh ndng do cortisol huyét twong vao sang
ngay thi ba.

Nén ldy nudce tidu 24 gior dé xdc dinh sy bai tiét ciia 17-hydroxycorticosteroid.
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i phan biét hdi chimg Cushing do thira ACTH tuyén yén véi hdi chitng Cushing do
nhan khac:

en Ia)‘r nude tiéu 24 gidr dé xédc dinh sy bai llct cua 1 7-hydroxycorticosteroid.

Dii twpng dic bigt

Tre em:

Can giéi han & mot lidu duy nhat cdch ngay dé lam giam sy chdm phat trién va giam sy it ché
truc ha doi- tuyen yén-thwgng than.

Newoi cao tuéi:

Diéu tri cho bénh nhan cao tudi, dic biét didu tri dai han, can dugce 18n ké hoach va luu y dén
nhimg hdu qua nghiém trong hon cta céc téc dung phu thudng giéip cla corticosteroid & ngudi
cao tudi.

Diéu tri cho bénh nhan Covid 19

- Ngudi 16n ubng 6mg (3 goi) x 1 lan/ngay trong t6i da 10 ngay.

- Bénh nhin nhi (thanh thleu nién tr 12 tudi trg lén) duge khuyén cdo ding 6!11[.,/1[6!.! (3 goi)
ubng mot l'mfnga:,' trong tdi da 10 ngay. Thoi gian diéu tri nén duge chi dinh theo dép img
lam sang va yéu cdu cia timg bénh nhén.

- Ngudi cao tudi, suy thin, suy gan: Khdng can diéu chinh lidu.

Céich dung:

Ding duong uong

5. CHONG CHI PINH

e Qua man cam vdi hoat chét hodc bt ky thanh phan ta duge nao cua thudc.
o Nhiém lrung todn than trir khi sir dung liéu phap chéng nhidm tring cu thé.
e Nhiém ndm toan than,
e [oét da day hodc loét hanh td trang.
e Nhidm giun.

6. CANH BAO VA THAN TRONG KHI DU\TG THUOC

Bénh nhin nén mang theo the 'Dang didu tri béng steroid' ¢o hudng dan 1o rang vé cac bién
phép phong ngira can thue hién dé giam thiéu rui ro va théng tin chi tiét vé ngudi ké don, loai
thude, licu lugng va théi gian diéu trj.

Suy vé thugng than sau khi ngimg dlcu tri bang glucocorticoid, phy thuge vao liéu lwong va
thoi gian dleu tri kéo dai trong nhiéu thing, trong mot s6 trudmg hop 1 hon mdt nam. Trong
qué trinh diéu trj bing dexamethason 2mg/5ml cho cde tinh trang cing thang vé thé chit (chan
thurong, phiu thudt, sinh con, ...), €6 thé cn tang lidu tam thoi. Do cac nguy co ¢ thé xay khi
co thé bi cang thing, coa‘tlcos.termd tiém dudi da nén duge sir dung cho nhitng bénh nhan dang
diéu tri lau dai. Ngay ca trong mmrn% hgp suy vo thugng thin kéo dai sau khi ngung dleu tri,
vige str dung glucocolllcmd o thé can ﬂnet trong cdc tinh huong cing thﬁng vé thé chit. Co
thé giam tinh trang suy vo thugng thén cép tinh do didu tri bing cach giam liéu tir tir cho dén
thoi diém nglmg thudc theo ké hogch. Chi m,n Chi d mh dexamethason 2mg/5ml trong trudng
hop can thiét nhit hogc diéu tri bd sung dé chéng nhidm tring nhdm muc tiéu cho cic bénh
sau:

- Nhiém virus cap tinh (Herpes zoster, Herpes simplex, Varicella, viém gide mac do Herpetic).
- Viém gan man hoat dong ¢6 HBsAg dwong tinh.

- Khoing 8 tuan trwde cho dén 2 tudn sau khi tiém vic-xin suug

- Nhiém ndm va ky sinh triing toan than (vi dy: giun tron).

- Bénh bai liét.

- N6i hach sau tiém viic xin BCG.

- Nhiém khuén cdp va man tinh.

- C6 tién sir bénh lao (nguy co tai hoat dgng): sir dung dudi tdc dung bio vé khoi lao

Ngoai ra, chi str dung dexamethason 2mg/5ml khi ¢6 chi dinh 16 rang va, néu can, phai thyc
hién diéu trj ddc hiéu b sung cho céc bénh sau:
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: Rol lo;m tam than (ké ca tién str).

- Glaucom goe dong vé glaucoma goc mo.

- Loél giac mac va chin thueong gidc mac.

Do nguy co gay !hung rudt, dexamethason 2mg/5ml chi dugce sir dung khi ¢6 chi dinh khan
cap va dudi su gidm sat thich hop ddi véi cac bénh sau:

- Viém loét dai trang niing véi nguy co thing ruot.

- Viém rudt thira. ‘

- Noi rudt (ngay sau mao).

C6 thé khéng c6 ddu higu klch thich phiic mac sau khi thung dudng tiéu hm & nhitng bé¢nh
nhan ding glucocorticoid lieu cao. Can can nhac tang héu insulin hodc thuoc dai thao duong
khi sir dung dexamethason cho bénh nhan tiéu dudmg. Can theo doi huyét ap thueng xuyén
trong qua trinh diéu trj, dic biét 1 khi dimg lidu cao hon va v6i nhitng bénh nhén kho klem
sodt Imyct dp. Bénh nhin bj suy tim nang nén duge theo ddi can thin do nguy co tién trién
xdu di. Diéu tri bing dexamethason co thé che [dp céc triéu chimg cua bénh nhiém tring hién
c6 hodic dang phat trién, do do khién viéc chén doan tré nén khé khin hon.

Vige sir dung kéo dai di chi mét lugng nho dexamethason cing ddn dén tﬁng nguy co nhiém
triing, ngay cé do cdc vi sinh vt hu"‘:m khi gay nhiém tring (duoc goi 1a nhiém trung co hoi).

C6 the chung ngira bang vac xin bt hoat. Tuy nhién, liéu corticoid cao hon ¢é thé giy phan
(mg mién dich dnh huéng » dén hiéu qud cna wéc tiém ching.

Khdng nén ngirng corticosteroid toan thin @6i v&i nhitng bénh nhan da duge diéu tri blanﬂl
corticosteroid toan than (udng) vi nhimg ly do khac (vi dy nhu bénh nhdn mic bénh phdi tic
ngh&n mén tinh) nhung khéng cin b6 sung oxy.

Khong chi dinh dexanmethason & nhitng bénh nhan mdc COVID-19 khdng nhip vién va &
nhimg bénh nhén cé thai gian méc bénh ¢o trigu chimg dud 7 ngay.

Nén thuong xuyén kiém tra (bao gdm kiém tra thi lwc cit mdi ba thang) trong thoi gian diéu
tri dai han bing dexamethason.

O liéu cao, nén theo doi lugng canxi trong mdu va han ché natri, kali.

Tuy thude vao thoi gian va liu diéu tri, dexamethason cé thé giy anh hwang tidu cwe dén qua
trinh chuyen héa canxi, do d6 nén diéu trj dir phong lodng xuong. Trén hét, diéu nay ap dung
cho céc yéu té rii ro cuug ton tai nhu khuynh huémg gia dinh, tudi cao, sau man kinh, bé sung
thiéu protcm v canxi trong cac bira dn hang ngdy, hit thuoc |4 nhiéu, udng nhiéu regu ciing
nhur tap thé duc khong di, Phong ngira bao gom cung cap di canxi, vitamin D va hoat dong
thé chat. Trong trudng hop lodng xwong tir trude, can xem xét diéu trj bd sung. Nhimg rii ro
sau ddy nén duogc xem xét khi dlcu tri glucocorticoid gidn doan hodc ngmlg str dung dai han:

-Dat cap hodc dot tdi phat bénh nén, suy thugng thin cap, hdi chimg cai nghién corticosteroid.
- Mdt s6 bénh do virus (thily dau, séi) & bénh nhén didu tri bang glucocorticoid ¢6 thé rat
nang.

- Tré em va nhiing ngudi bj suy gidm mién dich ma chua mic thiy ddu hodc soi truede d6 s&
c6 nguy co dic biét cao. Néu nhiing ngudi nay tiép xtic véi nhing ngudi bi nhiém bénh sei
hodc thity dau trong khi diéu tri bing dexamethason 2mg/5ml, nén ap dung diéu tri du phong
thich ho‘p

Phan teng tam thin

Bénh nhan/nguéi chim soc nén duoce canh bao riing cac phan (g bt loi nghiém trong ve lam
thin ¢6 thé xdy ra khi sir dyng steroid toan than (xem muc 10. Téc dung khéng mong muon)
Céc triéu chimg thudng xuat hién trong vong vai ngay hoic vai tudn sau khi bt dau dicu trj.

Nguy co ¢b thé cao hon khi si dung liéu cao/dudng toan than (xem muc 9. Tuong tac, tuong
ky ctia thude), méc di khong thé dy dodn thbl diém khai phat, loai, mirc dg nghlem trong hay
thai gian phan Gng dya vio erc lidu. Hau hét cde phan (mg phyc hoi sau khi gidm liéu hodic
ngung sir dung, mdc du cé thé cin diéu tri dic hiéu.
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da dugce bao cdo khong thudng xuyen

Cén ddc biét than trong khi xem xét vige sir dung corticosteroid toan thin & nhtmg bénh nhéan
hodc bgnh nhén ¢6 ngudi than ¢o hodc co ticn su roi loan cam xtc nghiém trong. Ching bac
gdm bénh trdm cam hodic hung phén va réi loan tim than do steroid.

Hgi chirng tiéu khoi u (TLS )

Theo dif li¢u sau khi san phdm luu hanh trén thi truong, hoi chimg ticu khéi u (TLS) di dugc
bdo cdo ¢ nhing bénh nhdn cé khéi u 4c tinh vé huyét hoc sau khi sir dung dexamethason don
dac hodic két hgp véi cde tae nhan hoa ti ligu. Bénh nhan c6 nguy co méc TLS cao, ching han
nhu bgnh nhan c6 toe do ting sinh va tdi trong khdi u cao, tinh nhay cam cua khéi u véi cic téc
nhin gy doc té bao cao, nén duge theo ddi chit ché va thuc hién cic bign phap phong ngira
thich hgp.

Rm loan thj gmc

Réi loan thi glac c6 thé duge bdo céo khi sir dyng corticosteroid toan than va tai chd. Neu mdt
bénh nhén ¢b cac tridu ching nhr mé mét hodc cdc r6i loan thi gidc khéc, bénh nhan cin duge
bac si nhdn khoa khdm vi dénh gid céc nguyén nhéan co the bao gdm duc thuy tinh thé, ting
nhén ap hodc cdc bénh hiém gap nhu bénh véng mac huyet thanh trung tam (CSCR) da dugc
bdo cdo sau khi sir dung corticosteroid toan thén va tai chd.

Tré sinh non

Bang chitng hign c6 cho thiy cic tdc dung phu lau dai ddi vai su phat trién than kinh sau khi
diéu tu sdm (<96 gid) cho tré sinh non méc bénh phdi man tinh é& liéu khai ddu 0,25 mg/kg hai
lin mdi ngay.

Tré em

Corticosteroid gy ra sy ac ché tang truémg c6 thé khang hoi phuc phu thuée véo lidu & tré so
sinh, tré nho va thanh llucu nién. Do do6, chi diéu tri lau dai v&i dexamethason khi ¢6 chi dinh
rd rang trén tré em va can phai kiém tra thuémg xuyén tde dé tang trudng.

Nguwoi cao tubi

Téc dyng phu cua corticosteroid toan thin ¢6 thé giy hau qua nghiém trong déc bit trén ngudi
cao tudi, chu yéu la lodng xuong, ting huyét 4 4p, ha kali mau, dai thio dudng, dé bi nhiém tring
va teo da. Can g1am sdt lam sang chat ché dé ngiin ngira cdc phan g de doa tinh mang.

Anh hwéng ciia xét nghi¢m chan dodn

Glucocorticoid cé thé (e ché xét nghlf;m phan (g cia da. Ching, cung ¢6 thé anh huong dén
xét nghiém nitroblue tetrazolium ddi véi nhiém khuén va gdy ra két qua am tinh gia.

Phan trng doping

Viée sir dung céc xét nghiém doping khi dung dexamethason co thé dan dén két qua duong
tinh.

Ciinh béo lién quan dén té durge

Propylen glycol

Thude néy chita 100 mg propylen glycol trong mdi § ml. Khi ding theo khuyen cdo vé liéu
lrgng, mdi liéu cung cip téi 450mg propylen glycol. Ding dong thavi véi bét ky co chit nao
ctia rugu dehydrogenase nhu ethanol ¢6 thé gdy ra tic dung phu nghiéin trong & tré so sinh va
tré¢ em dudi 5 tuoi. Mac du propylen glycol chua duge chimg minh [a gdy doc tinh sinh san
hodc phat trién & dong vét hofic con ngudi, nhung né c6 thé anh huéng dén thai nhi va duge
tim thiy trong sira. Do do, viéc sir dung propylen glycol cho bénh nhan mang thai hogc cho
con bt nén duge xem xét trén co s¢ timg trudng hop. Cin theo ddi y & & nhitng bénh nhén bj
suy giam chirc ndng gan hodc thdn vi nhieu téc dung phu khéc nhau do propylen glycol dd duoc
béo céo nhu réi loan chire ning than (hoai tir Ong cap tinh), suy thin cdp tinh va rdi loan chire
nang gan.

Natri

Thudc ndy chira it hon 1 mmol natri (23 mg) mdi ml, nghia 1 vé co ban khong chira natri,
Sorbitol
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hay co chira 600 mg sorbitol 70% trong moi ml. Sorbitol 12 nguﬁn dinh dudng giau
& e.u b¢nh nhan duqxc chin doan 0 roi Ioan dung nap vm mot s0 loal dumg nh'ﬂ dlnll,

7.SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nit ¢6 thai
Dexamethason di qua hang rao nhau thai. Trén dong vdt mang thai, str dung corticosteroid ¢o
thé gay ra nhimg bat thuong trong qué trinh phat trién cua thai nhi, bao gnm hé ham &ch, chdm
phat trién trong tir cung va dnh huong dén sy ting trudng va phat trién ctia ndo.
Khéng co6 bing chimg cho thdy corticosteroid lam tang ty 1¢ mac cdc bt thuomg bim sinh,
chdng han nhu hé ham éch/mdi & nam gidi. E)1eu trj bang corticosteroid lau dai hodc Iap lai
trong thai ky lam ting nguy co chim phaz trién cua thai nhi. Tré so sinh ¢6 phoi nhiém véi
corticosteroid trong thdi ky mang thai ¢ nguy co gia ting suy thugng thin, trong nhing
tridmg hop binh thudng trai qua quﬁ trinh hoi quy tw nhién sau sinh va hiém khi ¢6 ¥ nghia
lim sang. Dexamethason khong nén duge chi dinh trong thai ky mang thai, dic biét 1a trong
ba thing dau, trir khi loi ich vurot trdi so véi nguy co.
Phy nir cho con bu
Glucocorticoid bai tiét qua sira me. Céc rui ro cho tré ba me chua duge biét dén. Tuy nhién,
can thn trong khi chi dinh dexamethason trong théi ky cho con b. Néu tinh trang bénh 1y lién
quan doi hoi lidu cao hon, nén ngimg cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Cho dén nay, khéng c6 b g chimg cho Ihﬁy dexamethason 2mg/5Sml anh hudng dén kha nang lai
xe hodc van hanh may méc. Dung dich ung Kexidex khéng c6 hodc vt it anh huomg dén kha
nang lai xe va van hanh may.

9. TUONG TAC, TUONG KY CUA, THUOC

Twong tic clia cic loai tlmnc khic ddi véi dexamethason

Dexamethasone duoe chuyen hoa qua cytochrome P450 3A4 (CYP3A4). Ding déng thdi
dexamethasone voi cdc chdt cam tmg CYP3A4, ching han nhu phenylmn barbiturat,
ephedrine, rifabutin, carbamazepine va rifampicin co thé din dén giam nong do
dcxametlmst)m trong huyét trong va cé thé can phai ting lidu. Diing dong thoi cic chat trc
ché CYP3A4 nhu ketoconazole, ritonavir va erythromycin c6 thé din dén ting nong do
dexamethasone nong huyet twong.

Diéu tri déng thai véi thude trc ché CYP3A, bao gbm cac sin pham 6 chira cobicistat, c6 thé
s& lam tang nguy co tdc dung phu toan than. Nén tranh két hop trir khi loi ich lén hon nguy
co tang tac dung phu toan than cua corticosteroid, trong trudng hop dd, bégnh nhan nén duge
theo ddi tac dung phy todn than cua corticosteroid.

Nhing tuong tac nay cling c6 thé anh huwong dén cdc thir nghiém tre ché dexamethasone, do
do, can than trong khi diing cde chal anh hudng dén qué trinh chuyén hoa dexamethasone.
Ketoconazole co thé lam tang neng do dexamethasone trong huyét twong bing cich trc ché
CYP3A4, nhung cling c6 thé e ché tcmg hgp corticosteroid & tuyen thugng thin va do d6 gdy
suy tuyén thucmg than khi ngirng didu tr b{mg corticosteroid,

Ephedrine c6 the lam tang d¢ thanh thai chuyén hoa cta corticosteroid, dan dén giam ndng 4
trong huyét tu'cmg €6 thé can tang liéu corticosteroid.

ba c6 bao cao vé kct qua am tinh gia trong xét nghi¢m rc ché dexamethasone & nhitng bénh
nhan dugc diéu tri bing indometacin.

Khéng sinh: Khédng sinh nhém macrolide dwgc bdo cdo 12 1am giam dang ké do thanh thai
corticosteroid.

Thudc khéng cholinester ase: Stt dung ddng thoi thude khéng cholinesterase va comcostermd
¢6 thé gdy ra tinh trang yéu nghiém trong & nhung bénh nhén bj nluroc ca. Néu co thé, nén
ngimg thudc khéng cholinesterase it nhat 24 gid trude khi bt dau diéu tri bang corticosteroid.
Colestyramine: Colestyramine ¢6 thé lam gidm sy hdp thu ciia dexamethasone.
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hao gom thuf)c trédnh thai dudmg ubng: Estrogen c6 thé 1am giam qué trinh chuyén
) cua mot 50 Ioal comcoslewld do d6 lam ting tic dung cua Lhung,

Thubc béi ngoai duo‘ngtleu héa thudc khang axit, than hoat tinh: Giam hép thu glucocorticoid
qua duong tiéu hoa did duge bao cao voi p:edmsolone vi dexamethasone. Do do,
glucocorticoid nén duge ding riéng voi thude bdi ngoai dudmg tiéu hoa, thude khang axit hogic
than hogt tinh, véi khodng cich gitra cic lan diéu trj ll nhét 12 hai gid.

Twong tdc ciia dexamethason dbi véi cdc loai thube kKhice

Dexamethasone 14 chat gdy cam img CYP3A4 & mirc do vira phai. Dung dong thoi
detamct‘nasonc vai cdc chat duge chuyén héa qua CYP3A4 ¢6 thé din dén ting dé thanh thai
va giam nong do céc chit nay trong huyét tuong.

Do thanh thai sahcylate qua thén tdng lén do corticosteroid va do do, lidu salicylate nén duge
giam cling véi vige ngl‘ma str dung steroid.

Téc dung mong muém clia thudc ha dudmg huyét (bao gdm insulin), thude chéng ting huyét
4p va thudc loi tiéu bi déi khang boi corticosteroid.

Tic dung ha kali mdu cia acetazolamide, thude loi tiéu quai, thudc lgi tiéu thiazide , thude
tiém amphotericin B, thudc lam giam kali, corticosteroid (gluco-mineralo), tenacosacndc va
carbenoxolone dwoc ting cwrdng, Ha kali mau din dén loan nhip tim, dic biét 1a « xoin dinh”
va lam tang dge tinh ctia glycoside tim. Ha kali mdu nén dugc didu chinh trude khi bit diu
diéu trj b'mg corticosteroid. Ngoai ra, dd c6 nhimg trudng hop duge bao cdo trong do viée sur
dung ddng thér amphotericin B va hydrocortisone dan dén phi dai tim va suy tim sung huyét.
Sultopride c6 lién quan dén loan nhip thit, ddc bigt 1a xodn dinh. Khong khuyén khich ding
phdi hop nay.

Bénh nhan dung NSAID nén dugce theo ddi vi ty 1& mic va/hodc mirc dg nghiém trong cua
loét da day co thé ting lén. Aspirin cling nén dugc st dung thin trong két hop voi
cortmo:-.termd trong tinh trang giam prothrombin méu.

Thude chdng lao: Nong ¢ isoniazid trong huyét thanh ¢6 thé giam.

Ciclosporin: Hogat dong tang Ién cua cé ciclosporin va corticosteroid ¢o thé xay ra khi cd hai
duge sir dung dong thoi, Ba ¢6 bao cdo ve co gidt khi stir dung dong thi.

Thalidomide: Cén thin rong khi ding dong thoi véi thalidomide vi dé ¢ bdo céo ve tinh
trang hoai tir bigu bi do nhiém dde khi sir dung dong thai.

Corticosteroid co thé anh hwong dén xét nghiém nitroblue tetrazolium dé phét hién nhiém
tring do vi khudn va tao ra két qua am tinh gia.

Vic-xin séng giam dc lye

Nguy co mdc bgnh toin than gdy tr vong

Thuoc Praziquantel: Giam nong dd praziquantel trong huyét turong, ¢6 nguy co that bai diéu
tri, do chuycn héa & gan ting 1&n do dexamethasone.

Thudc chong dong dudng udng Twong tac c6 thé xay ra cua li¢u phfip comcoslel oid lén qud
trinh chuyén héa thude choug dong duong uong va cic yéu td ddng mau. J lidu cao hodc diéu
tri trong hon 10 ngiy, c6 nguy co chdy médu dc trung cua lidu phdp corticosteroid (niém mac
dudng tiéu hoa, mach mau dé v&). Bénh nhan ding corticosteroid két hop voi thude chéng
dong duong uﬁng cin dugc theo ddi chiit ché (xét nghigm sinh hoe vao ngdy thit 8 , sau do cir
2 tudn mot ldn trong qud trinh diéu tri va sau khi ngimng diéu tri)

Insulin, sulfonylurea, metformin: Tang dudng huyét, ddi khi cé tinh trang nhiém toan ceton
do tidu dwdmg, vi corticosteroid lam gidm kha ning dung nap calbohydrate Do dg, bénh nhén
can ting cuong tr theo ddi mau va mrée tleu diic biét 1 khi bt dau didu tri.

Isoniazid: Da ¢6 biao cdo vé vige giam ndng dé isoniazid trong huyét twong khi ding
plcdmsolone Co ché duge dc xudt 1a ting chuyén héa isoniazid & gan vi gidm c,huycn héa
isoniazid & gan v giam chuyén hoéa glucocorticoid & gan. Bénh nhédn diing isoniazid can dugc
theo doi chit ché.

Twong ky

Do khéng cé cdc nghién ciru vé tinh twong ky ctia thude, khong trdn 1an thude ndy véi céc
thude khac
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buge PH'WD DUNG KHO\[G MONG MUON CUA THUOC
SALUDT \l dac dung phu c6 thé dodn trude, nh e ché truc dudi ddi- tuyen yén-thuong than co lién
3 véi tic dung, liéu, thoi gian dung trong ngay va thai gian dleu tri.

rong thdi gian diéu trj ngin han, can tun thu cic khuyén cdo vé lidu lwgng va theo dai chat
ché bénh nhéin. Cac phan img bit loi duge bio cdo duge ligt k& du6i ddy cho timg he thdng co
quan va phén loai céc mirc d. Phan loai mirc dd bao gdm: Rat thuong gdp (ADR = 1/10),
thwong gap (1/100 < ADR < 1/10), it gdp ( 1/1000 < ADR < 1/100), hiém gip ( 1/10 000 <
ADR < 1/1000), rat hiém gap (ADR < 1/10 000) va chua 1o (khong wde tinh duge tir di liéu

c6 sin).
Cic tic dung phu dudi diy dugce bao cdo vai tan sudt: Chua 16 (khéng uéc tinh duge tir dit ligu
cb san).
H¢ co quan Tan sut | Tdc dung khéng mong mudn
Nhiém tring va | Chuard Téng tinh nhay cam hoac lam tram uong thém nhiém
nhiém déc mmg (tiém &n) vai cac triéu chimg lam sang bi che lap,
:1htcm triing co hoi, kich hoat lai bénh lao llem an, lam
- tram trong thém nhiém tring mat, nhiém ndm candida.
R&i loan mau va hé | Chua rd Tang bach cau, giam bach cau lympho, giam bach ciu
bach huyét i toan, da hong cau. .
RGi loan hé mién | Chua 13 Phan {mg qud man bao gém sdc phan v¢, e ché mién
dich dich
R&i loan noi tiét Chua rd Uc ché truc dudi doi- tuyén yeu thugng than va khai
phat héi chimg Cushing (vai cdce triéu chimg dién hinh:
mit tring tron, cam nhiéu, béo phi), suy tuyén thweng
thiin va tuyén yén thir phat (dic biét khi bi stress nhu
chén thuong hoic phiu thuit).
Réi loan dinh dudmg | Chua ré Ting can, cin bang p10tei:1 va canxi am tinh, tang cam
va trao doi chit gidc thém an, gitk natri va nud, mat kali (thin trong:

réi loan nhip sinh hoc), nhiém ktem ha kali mdu, biéu
hién ciia bénh dai thao duong tiém én, rdi loan dung
nap carbohydrat khi ting liéu cic thudc diéu i dai
thio duomg, ting cholesterol mdu, ting triglycerid mau
R&i loan tim than Chua 1 Tam ly bi 1€ thude, tram cam, mat ngi, tim than phén
llét trim trong, bénh tam than, biéu hién tir hung phan
dén loan thén,

R&i loan hé than kinh | Chua rd Téng ap lyre ngi so voi phil gai thi & tré em (gia u nio)
thudmg xdy ra sau khi nglmg didu tri, ting co gidt trong
dong kinh, biéu hién cia ddng kinh tiém an.

Réi loan thi gidc Chura rd Tang dp luc ndi nhin, bénh ting nhan ép, phu gai thi,
duc thiy tinh thé (phin 16n 14 duc thiy tinh thé dudi
bao sau), teo giac mac va cing mac, tang nhiém tring
mit do vi-rit, ndm va vi khuan, lam trdm trong thém
cdc triéu chung lién quan dén loét gidc mac, bénh vong
mac, nhin md.

R6i loan tim mach Chua ré Vi co tim sau tién st nhdi mau co tim, suy tim sung
. huyét & nhiing bénh nhén ¢ nguy co cao
Roi loan mach mau | Chua rd Ting huyét 4 ap, viém mach, ting xo vira djng mach va
nguy co huyét khdi/thuyén tic huyét khéi
R&i loan ho hap, long | Chua 1o Néc cut
nguc va trung thit
R&i loan tidu hoa Chua o Réi loan tiéu héa, thung va chiay mau loét da day, viém

tuy cip, viém loét thyc quan, ddy hoi, budn ndn, non.
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i floan da va mo | Chua rd Rém long, teo da, gidn mao mach, l'f!.!‘l da, ban do, mun
da tring ca steroid, dom Xuit lluyct bdm méu, viém da di
N g, nm me day, phu mach than kinh, toc mong, 10i
loan séc té da, ting tinh dé v& clia mao mach, viém da
quanh miéng
Réi loan co xwong va | Chua rd Uc ché tang trudng & tré so sinh, tré em va thanh thiéu
mo lién két nién, ddu xuong déng som, lodng xuong, gdy xwong
song va xuong dai, hoai tir xwong dii va xwong canh
tay, rach gén, yéu o, mét khoi lugng co.
R&i lugm hé sinh san | Chua rd Kinh nguyét khéng déu, vo kinh, liét duong

va tuyén viu
R&i logan chung va tai
vi tri diing thude

Chua rd Cham lanh vét thwong, kho chiu, hoi chimg cai steroid:
giam liéu corticosteroid qua nhanh sau khi dicéu tri kéo
dai co thé dan dén suy thugng thin cap, ha huyet ap va
tir vong. Hoi chimg cai thudc c6 thé biéu hién bing sﬁt,
dau co, dau khép, viém miii, viém két mac, dau, ndt
ngita trén da va syt can. -
Chan thuwong, ngd Giam dap (ng vai vdc-xin va xét nvhu:m trén da, bam
ddc va bién chimg tim
Théng bio ngay dm bac sy ha(.-c ehrp‘c st khi g{:p cdc tac da_'mg khéng mong muon nlhwr trén
khi sir dung th uac hodic bio cao cac phml ng 6 hai ciia thuéc vé Tr ung tim Thang tin
thuéce va Theo déi phdn ting w hai ciia thuée (ADR) Quéce Gia.
Dja chi: 13 - 15 Lé Thanh Téng — Hoan Kiém - Ha Nji. Dién thogi: 024.3.9335.618; Fax:
024.3.9335642; Email: di.pycenter@gmail.com

Chua rd

(1. QUA LIEU VA CACH XU TRi

Cic bdo cdo vé doc tinh cdp va/hodic tir vong do ding qué lidu glucocorticoid 14 rit hiém.
Khéng co6 thude giai dgc dic higu.

Céc phan mg do ngd doc man tinh ¢6 thé khong dwoc chi dinh diéu trj trir khi tinh lrang cua
bcnh nhén dé bi anh hwéng X4u tir corticosteroid hon binh thuomng. Phan 1mg phan v¢ va qua
man c¢6 thé duoc diéu tri bing epinephrin ('1d1enalm), ho hap nhdn tao ap suat duong va
aminophyllin. Bénh nhin nén dugc gitt am va nghi ngoi yén tinh. Thoi gian ban thai sinh hoc
cua dexamethason trong huyét tirong 1a khoang 190 phut.

12. PAC TINH DUQC LUC HQC

Nhém dwgre 1y: corticosteroid ding toan than, glucocorticoids.

Ma ATC: HO2A BO02.

Co ché hoat dfng:

Dexamethasone la mot glucocorticoid manh va tac dyng kéo dai véi tac dung gitr natri khéng
déng kc vi do do dic biét thich hop dé sir dung ¢ bénh nhédn suy_ tim va hng huyét ap. Hiéu
Irc chéng viém ctia né cao gap 7 lan so véi prednisolone v glong nlur céc glucocorticoid
khac, dexamethasone cling ¢6 ddc tinh choug dj g, ha sot va rc ché mién dich.

Thlr nghiém RECOVERY (Panh gid ngau nhién vé liéu phap COVID-19) la mét thur nghiém
nén tang thich img, ngéu nhién, ¢o kiém sodt, nhin md, do ngudi nghién ciru trién khai dé
danh gia tac dgng cta cde phurong phap didu tri tiém ning & bénh nhin nhip vién vi COVID-
19.

Thur nghiém duge tién hanh tai 1?6 té chire bénh vi¢n & Virong quéc Anh.

Co 6425 Bénh nhén dwge chon ngdu nhién dé ding dexamethasone (2 104 bénh nhdn) hodc
chi cham séc thong thudmng (4321 bénh nhén). 89% bénh nhan duge xdc nhin nhiém SARS-
CoV-2 trong phong thi nghi¢m.

Khi ngiu nhién héa, 16% bénh nhin duge thé may xam lan hoge thy 0Xy qua mang ngoai co
thé, 60% chi nhin dugc oxy (cé hodc khéng cé tho may khdng xam lan) va 24% khéng nhan
duge ca hai.

Tubi trung binh ctia bénh nhén la 66,14/- 15,7 tudi. 36% bénh nhén 14 nit. 24% bénh nhin c6
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va & 1110 trong s6 4321 bénh nhan (25,7%) (ty 1€ ty 1&, 0,83; 95% khodng tin C’iy [CI], 0 75
dén 0,93; P<0,001).

O nhém dexamethasone, ty 1¢ tir - vong thap hon so v&i nhém chdm séc thong thudng & nhﬂ'ng
bénh nhan duge thé may xam ldn (29, 3% so vai 41,4%; ty 1€ ty 1€, 0,64; C1 95%, 0,51 dén
0,81) va & nhimg ngudi duge the may bo sung. oxy ma khong can the mdy xim lin (23,3%
50 Vi 26,2%; ty 18 ty 18, 0,82; CI1 95%, 0,72 dén 0,94).

Khéng ¢b tac dung rd rang ciia dexamethasone & nhirng bénh nhin khéng duge hd tro hd hip
khi ngau nhién hoa (17,8% so véi 14,0%; ty 1& ty 1€, 1,19; C1 95%, 0,91 dén 1,55).

Tiéu chi phu

Bénh nhéan trong nhom dexamethasone ¢ théi gian ndm vién ngén hon so véi nhirmg ngudi
trong nhom cham soc thong thucrng (trung binh, 12 ngay so v&i 13 ngay) va kha nang xuat
vién con sdng trong vong 28 ngdy cao hon (ty 1€ ty 1¢, 1,10; 95% CI, 1,03 dén 1.17).

Theo tiéu chi chinh, hi¢u qua Ién nhit v{: xuét vién trong vong 28 ngay dugc thiy & nhimg
bénh nhan duoc thé may xam lan theo ngdu nhién (ty 18 ty 1€ 1,48; KTC 95% 1,16, 1,90), tiép
theo 1a chi ding oxy (ty 18 ty 18, 1,15;95) % CI 1,06-1,24) khong c6 tac dung c6 lgi & nhitng
bénh nhan khdng nhin duge oxy (tf;r 1¢ ty 1§, 0,96; 95% CI 0,85-1,08).

An todn

C6 bon bién ¢ bat loi nghiém trong (SAE) lién quan dén didu tri trong nghién ciu: hai SAE
do ting dudng huyét, mdt SAE do r6i logn tim thin do steroid va mét SAE do xudt huyét
dwdng tiéu hoa trén, Tat ca céc bién ¢d di duge giai qnyct

13. DPAC TINH DUQC PONG HQC

Dexamethasone dugce hap thu tét khl dung qua dudng uong, néng d6 dinh trong huyet trong
dat duoc sau | dén 2 gid sau khi udng va ¢ su thay ddi 1én giira céc ca thé. O nhimg ngudi
khoe manh, thoi gian ban thai trong huyét trong la 3-6 gio da duge quan sat thiy, tuy nhién
trong cac nghlen ciru trén bénh nhan, thoi gian nay cé thé giam xuong dudi 2 gio.
Dcxamcthasonc lién két (khoang 77%) vdi protein huyét twong , chi yeu la albumin. Ty I¢ lién
két protein ctia dexamethasone, khéng gidng nhu cortisol, hiu nhur  khong thay déi khi nong do
steroid tdng. Corticosteroid duge phan phol nhanh chong dén tit ca cic md co thé,
Dexamethasone duge chuyén héa chi yéu ¢ gan nhung ciing ¢ thin. Dexamethasone va cac
chat chuyén hoa ctia n6 duge bat tiét qua nude tiéu.

14. QUY CACH PONG GOI:

Hop 20 goi x Sml/gdi, ming nhém phic hgp PET/AlIW/PE.

Hop 30 gbi x Sml/gdi, mang nhom phiie hgp PET/AlW/PE.

Hédp 40 gbi x Sml/géi, mang nhom phiic hop PET/Al/PE.

15. PIEU KIEN BAO QUAN:
Trong bao bi kin, noi khé rdo, tranh dnh séng, & nhiét dé dudi 30°C..

16. HAN DUNG: '
36 thang ké ur ngay sén xudt.

17. TIEU CHUAN CHAT LUONG:
TCCS

18. TEN, DIA CHI CUA CO 8O SAN XUAT THUOC
CONG TY CO PHAN DUQIC PONG NAI
Dia chi: 221B Pham Viin Thudn, Phudng Tan Tién, Thanh phd Bién Hoa, Tinh Déng Nai,
Viét Nam.



