HUGNG DAN SU DUNG THUGC

. DIXASYRO

2. Céc ddu hiéu luu y va khuyén cdo khi ding thudc
“Dé xa tdm tay tré em”
“Boc ky hudng dan sir dung trudc khi ding”
“Khéng dugc tiém”
3.Thanh phén cdng thirc thudc: Mai 5ml dung dich uéng chia:
Thanh phén duac chdt:

Dexamethason natri phosphat

Tuang ung vai Dexamethason.... "
Thanh phdn td duoc: Acid citric, nipagin, mpasol duﬂrng tréng dung dich sorbitol 709,
propylen glycol, natri hydroxyd, dung dich hueng dau, ponceau 4R, nudc tinh khiét.
4, Dang bao ché: Dung dich uéng.
Mé ta: Dung dich trong, déng nhét, mau héng, mii thom, vi ngot.
5. Chi dinh
Dexamethason |3 mét corticosteroid duac st dung trong mét s truéing hop réi loan néi tiét,
r&i loan khéng do nédi tiét, mét sé truang hop phi ndo va dé chdn doan thi nghiém hoi
chimg Cushing.
- Rai loan noi tiét: Léi mat noi tiét.
- Réi loan khéng do néi tiét: Dexamethason 6 thé dugc st dung trong diéu tri can dén
corticosteroid ma khéng lién quan dén ndi tiét bao gém:
+ Di Ung va séc phan vé.
+ Bau khdp dang thap, viém da déng mach nut.
+ Bénh vé mau: Thiéu mau tan huyét, ung thu bach cdu, u tuy, ban xuit huyét gidm tiéu cdu
ngau phat & ngudi trudng thanh.
+ Bénh da day-rudt: Dé diéu tri trong giai doan quan trong viém rudt két man loét (chi o truc
trang); viém doan rudt hdi (bénh Crohn), mét sé dang viém gan.
+ Bénh vé ca: Viem da co.
+ Bénh vé nao: Tang ap luc néi so dan dén cac khéi u nao, sy gia tang cap tinh cba bénh xa
cuUng rai rac.
+ Bénh vé mét: Viém mang bé dao trudc va sau, viém diy than kinh thi gidc, viém mang mach
vong mac, viém méng mat - thé mi, viém ddng mach thai duong, viém gid u héc mét.
+ Bénh than: Héi chimng than hu.
+ Bénh phoi: Hen phé guan man tinh, viém phdi do sic, bénh phdi tic nghén man tinh
(COPD), bénh sacoid, viém phéi di ung, héi ching Loeffler, bénh xo phéi v can.
+ Bénh khdp: Mét s6 truong hop cla viém khdp dang thdp (héi ching Felty, hdi chiing
Sjogren), bao gém viém khap dang thap thiéu nién, thap khdp cap, lupus ban dé rai rac, viém
doéng mach thai duong (dau co dang thap).
+ Bénh vé da: Bénh Pemphigus thong thuang, bénh Pemphigoid bong nudc, ching dé da,
truéng hop nghiém trong clia bénh hdng ban da dang (hdi ching Stevens-Johnson), u sui
dang nam, viém da dang herpes.
4 Bénh ung thu: Ung thu bach cau thé lympho, dac biét la cdc dang cdp tinh, u lympho ac tinh
(bénh Hodgkin, u lympho khéng Hodgkin), ung thu va di can, tang calci mau do ung thu di
can xuong hodc bénh Kahler.
+ Bénh viém thanh khi phé quan cip (bénh Croup) & tré em:
Viém thanh khi quan, viém thanh khi phé quan, viém thanh khi phé quan phdi, viem tic
thanh quan rit.
6. Cach dung, liéu ding
6.1. Cdch ding: Thudc dung duong uéng. Khong dudc tiém.
6.2. Liéu dung:
* Ngudi lon
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* Ngudi cao tudi:

Diéu tri & bénh nhén cao tudi, dac biét néu cdn ding lau dai, can luu y dén cdc tdc dung phu
cla corticosteroid.

* Bénh nhdn suy than: Khdng can chinh liéu & bénh nhan suy than, S dung thudc than trong
& nhiing bénh nhan nay.

* Bénh nhdn suy gan: Khéng cdn chinh liéu & bénh nhan suy gan.

7.Chéng chi dinh

- Man cdm vdi dexamethason hodc bat ky thanh phan nao cla thuéc.

- Nhiém tring toan than tri khi da s dung liéu phap chéng nhiém trung dac hiéu.

- Nhiém ndm toan than,

- Loét da day hodc loét ta trang.

- Nhiém giun nhiét ddi.

8.Canh bio va than trong khi ding thudc

- Trudic khi bit ddu diéu tri vdi thudc trong théi gian dai, phai kiém tra dién tam dé, huyét ap,
chup X quang phdi, cét séng va danh gia chic ndng truc duéi déi-tuyén yén-thuong than
cho tat ca cac bénh nhan.

-Tac dung khéng mong mudn ¢é thé dugc giam thiéu bang cach st dung liéu thdp nhdt c6
hiéu qua trong thai gian ngdn nhat c6 thé. Can phai thuéng xuyén danh gid lai dap ung cla
bénh nhén khi ding thudc dé diéu chinh liéu cho phi hop vdi tinh trang cla bénh. Khi can
gidm lidu, nén gidm liéu din dan.

- Khi ding véi tdc dung chéng viém, chéng tre ché mién dich, chéng nhiém tring:

Dung corticosteroid kéo dai ¢6 thé lam gidm suic dé khang, lam tang nhiém trung thu phat,
kéo dai hoac nang thém tinh trang nhiém virus.

- Tdc déng lén mét:

Sif dung corticosteroid kéo dai c6 thé gay duc thay tinh thé, tang nhan ap, gy tén thuong
thén kinh thi gi4c va cé thé lam tang nhiém trung mat thi phat do ndm hoac virus. Can dac
biét cin than khi @iéu tri cho bénh nhan tang nhan ap (hoac co tién st gia dinh bi tang nhan
ap), bénh nhan bi nhiém virus herpes & mdt, vi c6 kha nang gay thing giac mac.

- Ré6i loan dién gidi:

Liéu trung binh va liéu cao cla hydrocortison hoac cortison c6 thé gay tang huyét ap, gitt mudi
va nudc, tang bai tiét kali, nhung nhiing anh huéng nay it ¢6 kha nang xdy ra vai cac dan xudt
téng hop, tris khi dugc sir dung vai liéu luong Idn. Ché dé dn uéng han ché muéi va bé sung
kali c& thé 13 cin thiét vai cac bénh nhan ding corticosteroid. Tat ca cdc corticosteroid lam
tang bai tiét calci, cdn dic biét than trong khi dung thudc cho bénh nhan suy than, tang huyét
ap va suy tim sung huyét.

- Uc ché tuyén thuong than:

Suy tuyén thuong thin co thé xdy ra khi ngung thudc sau mot thai gian diéu tri kéo dai.
Ngimg sif dung corticosteroid sau khi diéu tri kéo dai phai gidm liéu din dan dé tranh suy
tuyén thuong than cap.

- Cdc bénh hay tdi phdt, bénh céng thdng:

Trong qué trink diéu tri kéo dai cac bénh hay tai phat, chan thuong, cang thang, can phai
tdng liéu tam thai. Bénh nhan bi cang thdng cé thé can dung corticosteroid liéu cao trudc,



+ Liéu luong phdi duoc diéu chinh theo timg c nhén va tinh chat ctia bénh. DE gidm thiéu
cac tac dung phu, nén ding liéu nhéd nhat, ¢6 hidu qua diéu tri,
+ Liéu ban ddu: Udng 0,5 - 9 mg/ ngdy, tuy theo bénh dang diéu trj. Trong cdc bénh nang hon,
6 thé cin lidu cao hon 9mg.

+ Liéu ban ddu nén duoc duy tri hodc diéu chinh cho dén khi bénh nhan cé dép (g tét vdi
thuéc. Néu bénh nhan khéng c6 ddp img véi thudce sau mét khodng théi gian didu tri hap Iy,
ngung diéu tri bang dexamethason va diing bién phép diéu trj khac.

Néu dap Ung ban dau tét, liéu lugng duy tri nén dugc xic dinh bing cach gidm liéu din din
dén liéu thap nhat cdn thiét dé duy tri dap (ng lam sang phu hop.

Bénh nhan cin duoc theo doi cac diu hidu A& diéu chinh liéu khi cé nhiing thay ddi vé tinh
trang lam sang do viéc thuyén gidm hodc ti phat ctia bénh, do thudc khéng ¢ dép ung, va
do &nh hudng cta tinh trang stress (do phau thuat, nhiém tring, chin thuong), Trong thai
gian stress, ¢6 thé can phdi tang liéu lugng tam thdi,

Néu ngiing thudc sau vai ngay diéu tri, can gidm liéu ddn ddn trude khi ngung hin.

Nhiing glucocorticoid khac c6 thé ding thay cho dexamethason sau khi quy déi liéu tuang
duong: hoat luc clia dexamethason xap xi bdng betamethason, manh hon 4 dén 6 13n so véi
methylprednisolon va triamcinolon, manh hon 6-8 lin so véi prednison va prednisolon,
manh hon 25 dén 30 13n so vdi hydrocortison va manh hon 35 13n so véi cortison,

- Trudng hop di Ung cap tinh, dot cap tinh clia di Ung man tinh, ding dexamethason két hop
duding udng va dudng ding khac theo lich trinh duéi day:

Ngay dau tién: Dexamethason natri phosphat tiém 4mg hoac 8mg tiém bip.

Ngay thu hai: 1mg (2,5ml) Dexamethason. Udng hai [dn mét ngay.

Ngay thirba: 1mg (2,5ml) Dexamethason. Udng hai lan mot ngay.

Ngay thutu:  0,5mg (1,25ml) Dexamethason. Udng hai ldn mét ngay.

Ngay thid nam: 0,5mg (1,25ml) Dexamethason. UGng hai ldn mét ngay.

Ngay thi sau: 0,5mg (1,25ml) Dexamethason.

Ngay tha bay: 0,5mg (1,25ml) Dexamethason,

Ngay thu tam: Banh gia lai.

Néu liéu can dung it hon 5mil, nén dung dung cu dong thich hop nhu c¢dc dong, xi lanh,

Lich trinh nay dugc dua ra dé dadm bdo diéu tri ddy du trong giai doan cdp tinh, déng thai
giam thiéu nguy co st dung qua liéu trong cac truéng hap man tinh.

- Truong hop tang ap luc néi so: Viéc diéu tri ban ddu thudng dung dudng tiém. Khi yéu cdu
diéu tri duy tri thi chuyén sang dung dexamethason dudng udng cang sém cang tét. Dé diéu
tri gidam dau & bénh nhan u nao tai phat hoac u nao khong thé phau thudt, nén dung liéu duy
tri. Liéu 2mg, dung 2 - 3 1dn/ ngay ¢6 thé c6 hidu qud. Nén sif dung liéu dung nhé nhit cin
thiét dé kiém sodat triéu ching.

- Nghiém phap dc ché dexamethason:

+ Xét nghiém chan doan héi chiing Cushing:

Udng 2mg (5ml) dung dich uéng dexamethason lic 23 gid. 8 git séng hdm sau do cortisol
mau. Néu can d6 chinh xac cao han, nén dung 0,5 mg (1,25ml) dung dich udng dexamethason
mai 6 gids trong 48 gid. 8 gid sang ngay thu ba do cortisol mau.

Nén lay nudc tiéu sau 24 gid dé xac dinh lugng 17-hydroxycorticosteroid duge bai tiét ra,

+ Kiém tra dé phan biét héi ching Cushing do tuyén yén tang tiét ACTH vdi triéu ching gay
ra bdi cadc nguyén nhan khac:

Uéng 2mg (Sml) dung dich uéng dexamethason mdi 6 gié trong 48 gid. 8 gids sang ngay thu
ba do cortisol mau. Nén |3y nudc tiéu sau 24 gitr dé xdc dinh lugng 17-hydroxycorticosteroid
duac bai tiét ra,

*Tré em:

Liéu diung nén duoc gidi han trong mét liéu duy nhat dé Iam gidm tac dung phu gy cham
phat trién & tré va giam thiéu su uc ché bo truc ha dai - tuyén yén - thuong than,

Bénh Croup & tré em: Ding mét liéu duy nhat 0,15 mg dexamethason/ kg thé trong. Mét liéu
thu hai cé thé dugc diung sau 12 gid, néu ¢6 chi dinh cda bac si.

Liéu dung 0,6mg dexamethason/ kg da duge si dung an tean trong cac nghién cuu ldm sang.
Tuy nhién, liéu ti da c6 thé sir dung 1a 10mg. Bang dudi day thé hién liéu dung cho cac dé
tudi khac nhau & liéu 0,15 mg/ kg trong diéu tri bénh Croup & tré:
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trong va sau thgj gian cang thdang.
Nging ding corticosteroid sau khi diéu tri kéo dai c6 thé gay triéu ching cai thudc bao gém
<ét, dau ca, dau khdp, viém mi, viém két mac, néi cac n6t dau va ngua trén da, giam can. Vi
vay trudce khi ngiing dung thudc phai giam lidu tu tir. Phai diéu tri vdi liéu nhd nhat va thai
gian ngén nhat c6 thé dé giam thiéu tac dung phu. ‘
C4n dac biét cha y khi xem xét viéc sirdung corticosteroid cho cac bénh nhan sau ddy va cdn
theo déi bénh nhan thudng xuyén:

+  Tiéu dudng (hoac c6 tién su gia dinh bi tiéu dudng).

+ Loang xudng (dac biét la phu nif sau man kinh).

« Bénh ting nhan dp hodc & nhing ngudi ¢é tién sl gia dinh cia bénh tang nhan 4p.

« Bénh nhan c6 tién st réi loan dnh huéng nghiém trong va déc biét la nhing ngudi cé tién
su dung corticoid gdy r6i loan tam than.

* Tang huyét 4p hoac suy tim sung huyét, nhdi mau ca tim.

* Ching dau co do corticoste roid gay ra trudc do.

« Viém loét dai trang, loét da day. Liéu 1on cla corticosteroid co thé che gidu céc triéu ching
thing da day-rudt.

» Suygan, xd gan, suy than.

« Péng kinh, dau nira dau.

« (6 tién sut di Ung vai corticosteroid.

*  Suygiap.

« Bénh lao, hen, sdi, thuy dau.

- Phdn (ng qud mdn:
Phéan Ung qua man nhu phu né, ndi may day va co thit phé quan da duogc bao cio khi ding

corticosteroids dudng uéng va & bénh nhan cé tién sir di ing. Nén dung cac bién phap du
phong, dac biét néu bénh nhan c6 tién st di Ung vdi thudc.
N&u phdn (ing phan vé xay ra, cac bién phép sau ddy duoc khuyén cao: tiém tinh mach cham
0,1-0,5ml adrenalin (dung dich 1: 1000: 0,1-0,5mg adrenalin tuy theo trong luong co thé),
tiém tinh mach aminophylin va hé hip nhan tao néu can.
- Tdc dong lén hé thdn kinh:
Cac triéu chung vé tam than thuang xuat hién trong vong vai ngay hoac vai tudn sau khi bt
dau diéu tri. Nguy co ¢6 thé cao hon khi dung liéu cao. Bénh nhan/ ngudi cham séc nén dugc
khuyén khich di kham bénh néu lo 1dng cac triéu ching tam ly phat trién, dic biét 1a tinh
trang chén ndn hodc y tudng tu tlr. Bénh nhan / ngudi cham séc nén canh giac vdi cac rdi loan
tam thin cé thé xay ra trong hoac ngay sau khi gidm liéu. Cin dac biét can than khi xem xét
viéc sir dung corticosteroid & nhifng bénh nhan ¢ tién sif bi bénh trdm cdm nang.
- Str dung thudc & tré em va thanh thiéu nién:
Corticosteroid lam cham phat trién & tré em va thanh thiéu nién, do dé viéc diéu tri nén duoc
gigi han & liéu téi thiéu trong thai gian ngdn nhat. Phai thudng xuyén theo déi su'tang trudng
va phat trién & tré em.
- Tré sa sinh non thdng:
Cac bang ching cho thdy ¢é cac phan ung bat lai [én hé than kinh sau khi diéu tri sam (<96
gid¢) dGi vdi tré so sinh non thang c6 bénh phéi man tinh & liéu khéi ddu 0,25 mg / kg x 2 1an
/ ngay.
- Strdung thude & nguei cao tudi:
Cac tdc dung phu thudng gap cua corticosteroid |&n toan than c6 thé lam nang hon cac bénh
thuing gap & tudi gia, dic biét la chung loang xuong, cao huyét ap, ha kali mau, tiéu dudng,
nhiém trung. Can phai ¢6 suf theo doi chat ché dé tranh cdc nguy co xdy ra khi dung thudc.
- Cdnh bdo vé cdc thanh phdn khde cua san phdm:

San phdm nay cd chua:
+ Propylen glycol: Co thé gdy ra cac trieu ching gidng khi udng rugu,
+ Sorbitol: Bénh nhan cé cdc van dé di truyén hiém gap khéng dung nap fructose khéng nén
dung thudc nay.
+ Nipagin, nipazol: Cé thé gay ra phan (ng di ung (c6 thé phan tng mudn).
+ Buong trdng: Than trong khi dung thudc cho bénh nhan tiéu duong.




9, S dung thude cho phy ni ¢d thal va cho con bu.
- Phy ni 6 thai:

Khdng nén st dung dexamethason trong that ky mang thai, ti khi cdn thidt, Phdl diing lidu
thap nhat cd hidu qui dé kidm sodt bénh.

Tré sa sinh cé me @A ding Iugng corticosterold ddng ké trong sudt that ky mang thai nén
duoc theo doi cdn thin A& kip thai phat hign diu hidu suy gidm chiic ndng néu co,

Yéu cdu gidm sat chit ché voi benh nhin cé tidn sdn gldt hodc gl nuidc,

Dexamethason qua duge nhau thal, ndng dd trong huyét thanh thal bing ndng d§ cia me,
nén co thé gdy nguy hidm cho thai nhi & phu nd mang thal. Céc nghién ciu trén dong vit va
nguidi cho thiy dung corticosteroid trong 3 thang ddu 1am tang nguy cd sit mdl, hértham éch,
gidm ting tnadng thai trong tf cung va gidm trong lugng khi sinh, Khi diing corticosterold
¢cho ngudi me trong thai ky mang thai ¢6 thé gdy thiéu nang thugng than & tré sd sinh, Cdn
than trong cdn nhic gita It ich diéu tri va nguy co il ro ¢6 thé xdy ra vai me va con.

- Phu nir cho con bu:

Corticosteroid dugc bai tiét mét lugng nhd trong sifa me va co thé e ché sy phat trién, can
thiép vao dn xudt corticosteroid ndi sinh hodc gdy ra nhiing dnh hudng khdng mong mudn
khac. Cén thin trong can nhic gitia lgi ich diéu tri va nguy co rii ro €6 thé xdy ra vai me va
con.
10. Anh hudmng ctia thudc 1én kha ndng lai xe va van hainh may méc

C6 mdt s6 tac dung phu lién quan dén san phdm ndy c6 thé dnh hudng dén kha nang l4i xe
hoac van hanh may moc trén mdt sd bénh nhan (Xem phan Tac dung khéng mong muén cla
thudc).

11. Tuong tac, tuong ky ciia thudce

11.1.Tuong tac cua thuda

* Anh hudng cua cdc thuc khdc trén dexamethason:

- Dexamethason duoc chuyén hda qua cytochrome P450 3A4 (CYP3A4), nén ding ddng théi
dexamethason vai thudc cam ung enzym CYP3A4, nhu phenytoin, barbiturat (vi du primidon
va phenobarbital), ephedrin, rifabutin, carbamazepin va rifampicin ¢6 thé lam gidm néng dé
dexamethason trong huyét tuong.

- Bénh nhan ding déng thai methotrexat va dexamethason co nguy co gia tang doc tinh trén
mau.

- Viéc dung déng thai cac thude e ché CYP3A4 nhu ketoconazol, ritonavir va erythromycin
¢6 thé lam ting néng do dexamethason trong huyét tuang.

Ketoconazol c6 thé lam tang néng d6 dexamethason trong huyét tuong do Uc ché CYP3A4,
nhung cing cé thé e ché su téng hop corticosteroid & thuong than va do d6 gay suy vé
thuong than khi giam liéu corticosteroid.
- Ephedrin ¢6 thé 13m tang su chuyén hoa cla corticosteroid, din dén gidm néng dd
dexamethason trong huyét tuong.
- Indomethacin da duoc bido cdo giy két qua am tinh gid trong nghiém phap c ché
dexamethason.
- Khang sinh: Khang sinh nhom macrolid da dugc béo cdo lam gidm déng ké dé thanh thai
corticosteroid.
- Cac thuée khang cholinesterase: St dung déng thoi cac thudc nay va corticosteroid cd thé gay
ra suy nhugc nghiém trong ¢ nhung bénh nhan bi nhugc ca. Cac thudc khang cholinesterase
nén dudc ngimg s dung it nhat 24 gid trudc khi bat dau diéu tri bing corticosteroid.
- Colestyramin: Colestyramin co thé lam gidm su hip thu clia dexamethason.

- Nhém estrogen, bao gém ca cac thude ngiia thai dudng uéng: c6 thé lam gidm chuyén hoa
& gan cla mot s6 corticosteroid, do dé 1am ting tac dung clia mot s6 cc ==teiid. :

- Aminoalutethimid: Gidm tac dung cla dexamethason, do do cdn phai dieu chinh liéu
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Td¢ dung khdng mong mudn

Tang nhidm tring co hél, 1 phat bénh Lao. Gidm sy dé khing

Whidm tring vo
| | cia ca thé vl nhidm tring

nhidm kbudn

Rl loan mdu va ,
Bockhisdl Chufa biét | Ching tang bach cdu

! f
Rt logn h tha :
et 'ﬁmf 10Ny ‘ Chufa biét | Phin ung qua min bao gém phin tng phdn vé, phi mach

C huda bift

|
BAt thuting kinh nguy®t va vo kinh, dc ché truc tuyén yén

| Rl loan nl tiér Chua biét | thugng thin, rdm 16ng, Ue ché sy Ldng trudng trong gial doan
[ phéi thai, tré em vi thanh thiéu nién, hoi ching Cushing.

|}
Réi loan dinh dudng
| vé trao ddi chéit [ Chua biét

Gl natel, gl nude, gldm kall huyét, nhidm kiém, ting bal tiét
calcl. Tang khdu vi. R6i loan dung nap carbohydrat.
| Mot loat cdc phdn ung tam thdn nhu kich thich, hung phdn,
chdn ndn va tdm trang khéng én dinh, ¢6 y nghi tu 10, hoang
twdng, do gidc va tam than phan liét.
Tang triéu chimg cda bénh déing kinh, rdi loan hanh vi, khé chiu,
cing thing, lo u, réi loan gidc ngd, 18l loan chic nang nhan
thic bao gém sy nhdm 13n va mdt trl nhé da dugc bdo cdo. Cac
| phan imq cb thé xAy ra & cd ngudi Idn va tré em. U ngudi Ian, tin
56 cia cac phan img nang da dugc udc tinh la 5 - 6%.

' Duc thiy tinh thé, ting 4p Ic trong mAt, gldcom, phs gai thi,
Mdt Chua biét | bénh méng gidc mac, lam trdm trong hon bénh viém nhiém
mdt do virus hay ndm, 16i mat.

| Chua biét | Suy tim sung huyét & bénh Eh_ir! rr_1.‘m cam.
| Chua biét | Bénh huyét khéi tdc mach, cao huyét dp.

Chiing khé tiéu, loét da day ta trang, thung va xudt huyét da

| day ta trang, viém tuy cdp tinh, bénh ndm Candida. Dau bung

|Chuabiét |\ an mua, viem loét thuc quin, thing rudt non, dic biét &
| bénh nhan vdi bénh viém rudt. Buén nén, nic cuc

1 Cham lién vét thuong, da médng, dém xut huyét va bdm mau,
ban d&, dau thit nguec, van trén da, ching gidn mao mach, mun
Chua biét | tring cd, ting mé hai, che 1dp phin Ung clba cac xét nghiém
trén da, cdc phdn (ng trén da khac nhu viém da di ung, may
! day, phi than kinh mach, téc thua.
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| trung wiog | Chua biét
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Da va md dudi da
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Chiing loang xudng, gay xuang séng va gay xuong dai, hoai tu
xuang, dut gan. Bénh cd gan, nhuge co, hoai tf vé khuin diu
xuang dui, gidm khdi luong ca. Uc ché su tang trudng & tré em
va thanh thiéu nién.

! Chua biét " Phién ﬁudﬁ,_lél_ﬁ_g_: Héng ma bdt !huémgT

Mé xuang khdp va

mé lién két Chua biét

; R&i loan chun Qr__

Hé sinh sdn _ ':,r_c;ua biéi T ?hay d!Si suii c_hu:_.r_é_n \f.'a 58 lugng tinh tmngl.._ B
Diéu tra Chua bié:_:'_ﬁng ngon miéng, tdng can.

-Triéu chiing khi giam liéu: Viéc gidm liéu corticosteroid qua nhanh sau khi diéu tri kéo dai co
thé din dén suy thugng than cdp tinh, ha huyét dp va t vong. Tridu chiing cai thudc co thé
xdy ra bao gém sét, dau co, dau khdp, viém mai, viém két mac, néi cac nét dau va ngua trén
da, gidm can.

* Huéng din cach xir tri ADR: Cac ADR nhe thi nén gidm liéu, ADR ndng nén ngung thudc va
didu tri triéu chung.

13. Qua liéu va cach xuf tri

- Triéu chirng qud liéu: Cac bio cao vé déc tinh cdp tinh hoac tu vong sau khi dung qua liéu
vdi glucocorticoid 13 rat hiém.

- Cdch xtr tri: Trong truéing hop qua liéu, bénh nhan nén dugc gy ndn va ndn. Néu khéng gy
ndn duge, nén tién hanh cac bién phap thuédng quy, bao gém ria da day.

Cac phdn ung phin vé va phdn Ung qua min ¢é thé duge diéu tri bing epinephrin
(adrenalin), hé hap nhan tao dp sudt duong tinh va aminophyllin. Bénh nhan nén duoc gil
am va yén tinh. Thai gian ban thai cla dexamethason trong huyét tuong 1 khodng 190 phut.
14. Dac tinh duoe lue hoe
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- Cac thude nhém da day - rudt, thude khang acid, than hoat tinh: Gidm su hip Hﬁ@?
tiéu hoa cla glucocorticoid da dugc bdo cdo vai prednisolon va dexamethason: Do dé, nén
dung glucecorticoid riéng biét vdi cac thudc ndy, phai udng cich nhau it nhat 12 hai gio.
* Anh hudng ciia dexamethason Ién cdc thudc khdc:
- Dexamethason la thubc (c ché CYP3A4 vira phai. Viéc ding dexamethason déng thoi véi
cac chat duac chuyén héa qua CYP3A4 c6 thé 1am ting do thanh thai va gidm néng db cic
chat nay trong huyét tuong.
- Dexamethason |am gidm néng dé trong huyét tuong clia thudc khang virut indinavir va
saquinavir,
- Salicylat: Corticosteroid lam tang do thanh thai ciia salicylat.
- Thudc ha duang huyét (ké ca insulin), thudc ha huyét 4p va thudc loi tiéu: Dexamethason
lam gidm tac dung cua cac thude nay.
- Acetazolamid, thudc loi tiéu quai, thudc loi tiéu thiazid, thudc tiém amphotericin B, thuée
giam kali, corticosteroid (gluco-mineralo), tetracosactid va carbenoxolon: Dexamethason
lam tang tac dung ciia cac thudc ndy, giy ha kali mau, din dén loan nhip tim, c6 thé gay xodn
dinh. Nén diéu chinh viéc ha kali mau trudc khi bit ddu didu tri bang corticosteroid. Ngoai ra,
da cé bio cao vé viec sir dung ddng thai amphotericin B va hydrocortison dan dén suy tim
sung huyét.
- Sultoprid: Su két hap nay khéng duoc khuyén cdo, vi gdy loan nhip that, cé thé gdy ra xodn
dinh.
- NSAID nhu indometacin cé thé lam tang nguy cd loét dudng tiéu hod.
- Aspirin: Nén dugc st dung than trong két hop véi corticosteroid trong ha huyét ap.
- Ciclosporin: Tang hoat tinh clia ca ciclosporin va corticosteroid cé thé xdy ra khi ca hai dung
déng thai. Co giat da duoc bao cdo vdi viéc st dung ddng thai nay.
- Thalidomid: Can dung dexamethason véi thalidomid mét cach than trong, vi su hoai tr
thuong bi nhiém déc da duoc bao cao khi st dung déng thai.
- Céc corticosteroid 6 thé dnh hudng dén xét nghiém nitrobuletetrazolium ddi véi nhiém
khudn va tao ra két qua am tinh gid.
-Vac-xin séng: Cé nguy co gay t vong khi dung phdi hgp véi dexamethason.
- Praziquantel: Dexamethason lam gidm ndng dd cla Praziquantel trong huyét tuong.
- Thudce chéng déng coumarin: Dexamethason lam tang tac dung chéng déng mau.
d liéu cao hoac khi diéu tri hon 10 ngay, ¢ nguy co chay mau. Bénh nhin ding corticosteroid
vdi thuéc chdng déng mau nén dugc theo dai chat ché (kiém tra vao ngay thu 8 sau khi ding
thudc, sau dé mdi 2 tudn kiém tra lai trong khi diéu tri va sau khi ngirng diéu tri).
- Insulin, sulfonylureas, metformin: Dexamethason lam giam tac dung cda cdc thude nay, co
thé gy tang glucose mau. Do do, bénh nhan can duoc thudng xuyén xét nghiém mau va
nudc tiéu, dac biét 1a khi bat dau diéu tri.
- Isoniazid: Dexamethason lam giam tac dung cda thudc nay. Bénh nhan ding isoniazid nén
dugc theo doi chat ché khi dung dong thai vai dexamethason.
11.2. TuWong ky cla thudc: Do khéng cé cac nghién ciu vé tinh tuong ky cla thude, khéng
tron lan thude nay vai cac thudc khac.
12.Tac dung khéng mong muén ciia thudc (ADR):
Mic d6 tac dung phu khéng mong muén phu thudc vao hiéu luc clia thudc, liéu lugng, thai
gian dung thudc va thai gian diéu trj bénh.
Céc tac dung phu khéng mong muén duge phan loai theo hé théng cd quan va tan suat: rat
thuéing gp (ADR = 1/10), thuéing gap (1/100 < ADR <1/10), it gap (1/1.000 < ADR <1/100), hiém
gap (1/10.000 < ADR <1/1.000), tdn sudt chua biét (khéng thé udc tinh ti cac dif liéu ca sam).
Cac tac dung khdng mong mudn dudi day da dugc bio céo, cd tan sudt chua biét:

Thubc nay thudc nhém corticosteroid, c6 ma ATC la HO2A BO2.

:Vﬁ?ﬂas.c@g;y,qﬁrtug,{n I3 fluomethylprednisolon, glucocorticoid téng hap, hdu nhu khéng tan

trong nuéc. Cac glucocorticoid tac dung bang cach gén kétvdothuthé §1€ bio, chuyénvivao
nh3n 1€ bao va & d6 d3 tic ddng dén 1 56 gen dugc dich ma. Céc glucocorticoid cling ¢on €0
mot s6 tac dung tryc tiép, c6 thé khdng qua trung gian g4n két vio thu thé. Dexamethason ¢é
cac tac dung chinh cla glucacorticoid 1a chéng viém, chéng dj ing va uc ché mién dich, con
tdc dung @én can bing dién giai thi rdt it. V& hoat lyc chéng viém, dexamethason manh han
hydrocortison 30 14n, manh hon prednisolon 7 1én.

+V6i lidu tac dung dugc ly, dexamethason ding toan than gy uc ché tuyén yén gidi phong
corticotropin (ACTH), 1am cho vé tuyén thugng than nging tiét hormon corticosteroid ndi
sinh (gay suy vé tuyén thugng than thu phat). Néu can thiét phéi diéu tri bing glucocorticoid
ldu dai, chl dung thuée véi liéu thip nhit c6 thé va thuéng chi diing nhu mét thuéc hé tro
cho diéu tr khac. Khi nging lidu phap toan than véi liéu duoc Iy, phai gidm liéu dén, cho dén
khi chic nang cha truc dudi déi - yén - thugng than duge héi phuc.

15.Déc tinh dugc déng hoc

Hdp thu: Dexamethason dugc hip thu tét qua dudng tidu héa sau khi udng. Néng dé dinh
trong huyét tuong dat 1 - 2 giér sau khi uéng va khic nhau & cic ca thé. Thudc duoc hap thu
cao d gan, thin va cic tuyén thugng than.

Phdn bd: Dexamethason dugc phin b nhanh vio tit ca cdc md trong co thé. Thudc qua
nhau thai va mét lugng nhé qua sifa. Thudc ciing lién két vdi protein huyét tuong (tdi 77%)
va chi yéu la albumin,

Chuyén héa: Chuyén héa & gan cham.

Thdi tri: Thai tri chi yéu qua nudc tidu, hdu hét & dang steroid khong lién hop. Théai gian ban
thai trong huyét tuong 1a 3,5 - 4,5 git, nhung khi néi dén tac dung, thuang dung thdi gian
ban thai. Thai gian ban thai cia dexamethason la 36 - 54 gid, do vay thudc dac bigt thich hap
v@i cdc bénh can cd glucocorticoid tac dung lién tuc.

Dugc déng hoc & mét s6 dbi tuong ddc biét:

Tré em: Hiéu qua va tinh an toan c(a corticosteroid & tré em cho thay tuong tu nhu & ngudi
I6n. Théi gian thai trif dexamethason & tré em tis 3 thang tudi dén 16 tudi 1a 4,3 gio, tuang tu
nhu & ngudi 16n (4 gid).

Ngudi cao tudi: Cac nghién citu 1dm sang khéng bao gém di 56 ddi tugng tir 65 tudi trd lén
nhdm xac dinh xem ho ¢ dap Ung khac vi cdc bénh nhan tré khéng. Cé bao cdo lam sang
khac cho thiy khéng cé su khac biét gilra ngudi cao tudi va bénh nhan tré.

Bénh nhdn suy gan: Thai gian thdi tri dexamethason kéo dai & bénh nhan suy gan nang.
Bénh nhdn suy thdn: Suy chic nang than khéng dnh hudng dén dé thanh thadi cia
dexamethason.

16. Quy cach déng goi

- HOp 10 &ng x 5ml, kém theo t& hudng dan s dung thudc bén trong hop.

- Hop 20 6ng x 5ml, kém theo td hudng dan sif dung thudc bén trong hép.

17.Piéu kién bdo quan, han diing, tiéu chuan chat lugng thude

- Diéu kién bdo qudn: Noi kho, nhiét do dudi 30°C.

- Han dang: 24 thang ké tir ngay san xudt.

- Tiéu chudn chdt lugng thude: TCCS.

18.Tén, dia chi clia co s& san xuat:

Tén co's& sdn xudt: CONG TY CO PHAN DUQC PHAM HA TAY

Dia chi: T6 dan phd s6 4, P. La Khé, Q. Ha Bong, TP. Ha Néi

BT: 024.33522203 - 024.33824685 " FAX: 024.33522203 - 024.33329054

Hotline: 024.33522525



