Rx VINPHASON

“Thubc ndy chi ding theo don thubc”
"Dl xa thm tay tré em”
“Doc kf huréng diin sir dung truréic khi diing”

Thanh phén cong thire clia thube

* Cho 01 lo thude tiém déng khé:

Thanh phdn duot chét: Hydrocortison (dud dang hydrocortison natri succinat)...... 100 g
* Cho 01 bng dung méi pha tiém:

Thanh phdn ta dutrt:

.180mg
Nudc dé pha thubc tiém vira di. s T
Dang bao ché:
Dang bao ché: Thubc tiém dong kho
Hinh thirc:
- Lo thubc tiém déng kho: Bot déng khé mau tréng, déng trong lo thily tinh déy kin béng
nut cao su va cd nut nhém bén ngoai.
- Ong dung méi pha tiém: Dung dich trong, khéng mau, déng trong 6ng thiy tinh han kin,
khéng ran nirt khong den dau,
pH lo thudc tiém déng kh sau khi pha trong dung méi: 6,5+ 8,0
Chi dinh:
Thubc chéng viém.
Vinphason duoc chi dinh cho bét ky tinh trang ndo can téc dung corticosteroid nhanh va
manh nhu:
-Cac bénh collagen: lupus ban dé hé théng
-Cac bénh da liéu: héng ban da dang ning (héi chirng Stevens-Johnson)
-Cactrang thai di Umg: hen phé quan, phan (g dang phan vé
- Céc bénh da day - rudt: viém loét dai trang, bénh Crohn
-Bénh duéng ho hap: hit phai dich da day
Lidu dung - céch ding:
Lduding:
Liéu diing khuyén céo tir 100mg — 500mg tlly thudc véo murc dd nghiém trong cla tinh
trang cap ctiu, tiém tinh mach trong khoang thai gian tir 1 dén 10 phut. Liéu ¢6 thé dugc
ldp lai trong khoang 2 gid, 4 gid hodc 6 giof tly theo dap trng cla bénh nhan va tinh trang
lam sang.
Liéu phép corticosteroid liéu cao chi nén duroe st dung cho dén khi tinh trang clia bénh
nhan on dinh, thudng khéng qua 48 dén 72 gio. Néu tiép tuc diéu trj vdi hydrocortison sau
48 dén 72 gity c6 thé xdy ra tang natri huyét. Do d6 6 thé st dung methylprednisolon natri
succinat dé thay thé hydrocortison néu khong xay ra hodc xy ra it tinh trang gilt natri.
Méc du céc tac dung khéng mudn lién quan dén viéc st dung corticoid ngan han, lidu cao
la khéng phd bién, tuy nhién van cé thé xdy ra loét da day ta trang, Do dd cd thé du phong
bang lieu phap khang acid.
Bénh nhan bi cing thing nghiém trong sau khi diéu tri bing corticoid can dugc theo dbi
chét ché cac dau hiéu va triéu chimg clia suy vo thugng than.
Liéu phép corticosteroid I phurong phap hd trg, khéng thay thé cho liéu phap diéu trithéng
thudng.
Bénh nhén suy gan:
Téc dung clia thube cd thé ting én, do dé cin can nhéc gidm liéu.
Bénh nhén cao tudi:
Hydrocortison chi yéu dugc st dung trong cic tinh trang cap tinh trong thai gian ngén.
Khéng c6 théng tin cho théy viéc thay déi liéu & bénh nhan cao tudi. Tuy nhién, nén I5p ké
hoach diéu trj cho bénh nhan cao tudi, luu y hdu qua nghiém trong hon cla cac tac dung
khéng mong mudn thudng gip cla corticosteroid & tudi gia va can cd sy gidm sat lam sang
chat ché.
Bénh nhi:
C6 thé giam liéu ddi voi tré so sinh va tré nhé. Tuy nhién, liéu diing dugc can nhac diu
chinh tly thudc vao mitc 46 nghiém trong cdia tinh trang va phan tmg clabénh nhén nhiéu
hon [3 theo tudi hodc trong luong co'thé. Ligu khéng dudi 25mg/ngay.
Géoch ding: Tiém bép, tiém tinh mach, tiém truyén tinh mach
Dueng dung dudc wu tién st dung cip clru ban dau I3 tiém tinh mach. Sau giai doan cip
ctru ban dAu, nén can nhic sir dung thubc tidm cé tac dung 14u hon hodc thubc ubng.
Chudn bj dung dich tiém: Ding bom tiém v triing hit hét lugng dung méi trong dng cho
vao lo thube tiém dong khé hydrocortison 100mg, Ic déu cho thudc tan hoan toan.
D& truyén tinh mach, pha loang dung dich sau khi hoa tan trong dung méi vao 100 - 1000
ml dung dich dextrase 5% hoic natri clorid 0,9% hoic dung dich dextrose 5% trong muéi
dang trurong trong trudng hop bénh nhan khdng phdi han ché vé natri.
Khéng co yéu ciu dic biét vé xir Iy thubc sau khi st dung.
Chbng chi dinh:
M&n cam véi bt ky thanh phén nao clia thube.
Nguoi bénh nhiém khuan ndng (ngoai trir séc nhiBm khudn hodc lao mang ndo), nhiém
virus, nhiém ném, lao da.
Ngudi bénh dang diing vac xin séng.
Canh bdo va thén trong khi dung thubic:
St dung than trong doi véi ngudh loét duding tiéu hda, méi ni rudt, tang huyét ép, suy tim,
nhéi méu co tim, ngudt méc bénh tuyén gidp, suy gan, suy than, dai thdo dutng, lao, duc
thiy tinh thé, nhuoc cg, ngudi cd nguy ca lodng xuong, ddng kinh.
Khi diing liéu cao, kéo dai hodc ding cho tré nho, phai quan tam dén nguy co trc ché truc
durdi doi - tuyén yén - tuyén thugng thin.
Khéng bao gitr dudc diing glucocorticoid trong nhiém khudn dang tién trién, trir trreng
hop da dung thudc chng nhiBm khudn trudc dé. Tuy nhién, vn cé nguy co 1am ting
nhiém khuan do bj rc ché mién dich khi diing glucocorticoid.
Sir dung & nguti cao tudi: Nhitng tac dung khéng mong mubdn thuang gap clia corticoid
toan than cd thé nghiém trong hon trén déi turong nay, dic biét [a bénh lodng xuong, ting
huyét 4p, ha kali mau, tiéu dueng, nhay cdm vai nhiém triung. Gidm sat lam sang la cin
thiét dé tranh phan (g de doa tinh mang. Corticosteroid dutmg toan than khong nén
duorc st dung trong cac truemg hop chén thurong so ndo hodc dot quy.
Sir dyng thube cho phy nir c6 thai va cho con bu:
Straung thude cho phy nit b thai':
Hydrocortison qua duge nhau thai. Thir trén déng vat, glucocorticoid cé tac dung cd hai
trén thal. Tuy nhién, cac két qua nay khdng tuong Umg & ngudi. DU vay, dung thudc kéo
dai, libu cao sé gay nguy ca e ché vo thuong than cda thai. Dung trude khi chuyén da,
glucocorticold co tac dyung bio vé chéng lai héi chimg suy hd hép rit nguy hiém chotré dé
non. Didutri hen cho ngued mang thal nén phél hop glucocorticoid, vi ban thén hen la mét
nguy co lém déi v thai.
Strdlung thube cho phy niF cho con b
Hydrocortison bai tiét qua sita, gy nguy hai cho tré nho, thdm chi ngay ca véi liéu binh
thutmg. Do d6, khéng nén dung thubc trong théi ky cho con bi.




Anh hurtmg cuia thubic n kh néing Il xe, van hanh méy méc:

Thube cé thé gdy tac dung khéng mong muén nhur nhirc ddu, chéng mét, trdm cam (téc
dung khdng mong mubn lién quan dén thanh phan alcol benzylic) hodc hung phin qué do,
16 18n, trdm cdm khi ngimg thube (lién quan dén hydrocortison). Do d6, khdng 14i xe hay
vin hanh mdy mac khi gap téc dung khdng mong mubn clia thubc.

Tuong tac thubc:

©3 c6 bdo cdo co gidt xdy ra khi st dung dBng thar corticosteroid véi ciclosporin. Viéc s
dung dbng thoil cdc thube nay din dén su e ché 1An nhau qua trinh trao ddi chét, cd thé
xdy ra co gidt va cac tac dung phu khac lién quan dén timg thubc riéng é.,

Cac thudc cdm (mg enzym gan nhu rifampicin, rifabutin, carbamazepin, phenobarbiton,
phenytoin, primidon va aminoglutethimid lam téng chuyén hoéa ctia corticosteroid va cd
thé lam giam cac tac dung didu trj cla thubc.

- Cac thube (e ché enzym CYP3A4 nhur cimetidin, erythromycin, ketoconazol, itraconazol,
diltiazem v mibefradil c6 thé lam giam tbc dé chuyén héa clia corticosteroid va do dé fam
tng ndng do thubc trong huyét thanh.

- Steroid c6 thé lam gidm tac dung cla cac thube khdng cholinesterase trong bénh nhugtc
c0. Steroid c thé [am téing tac dung mong mubn ciia thubc didu tri di thao dudng (ké c
insulin), thudc chong tang huyét &p va thudc lgi tidu bi déi khang béi corticosteroid, va tac
dung ha kali huyét cla acetazolamid, thubc lof tidu quai, thudc Ioi tiéu thiazid va
carbenoxolon khi st dung ddng tho.

- Corticosteroid c6 thé lam tang hiéu qua clia thudc chéng dng coumarin khi dibu tr déng
thei, do do can theo ddi chit che INR hosc thoi gian prothrombin dé trénh chay méu tu
phat.

- Khi str dung déng thei corticosteroid véi salisylat oo thé lam tang su thanh thai salicylat &
than, va khi ngimeg str dung steroid co thé dén dén nhiém doc salicylat. Salicylat va cac
NSAIDs nén duoc sit dung than trong khi két hop véi corticosteroid trong bénh gidm
prothrombin mau.

- Steroid da durgc bdo cao 13 twong téc véi cac thube chen thin kinh co nhu pancuronium
|am ddo nguroc mét phan chen than kinh co,

Tuong ky thudc:

Khong duat tron lan thube véi cac thube khic, tri céc dung dich pha loang duoc dé cap
trong muc Cach dung.

Téc dung khéng mong mubn clia thubc (ADR):

Lién quan dén hydrocortison:

Trong diéu tri glucocorticoid dai ngay, ADR phd bién nht 1a trang thi gia Cushing va chimg
loang xuong & céc mirc d8 ning nhe khac nhau. Nguoc lai, ADR rét hiém xdy ra véi liéu
phép tiém lidu cao ngin ngay.

Thuting giip, ADR > 1/100

Tim mach: Phu, ting huyét ap

Mét: Duyc thly tinh thé, tang nhan ap.

Co xuong: Loang xuong, teo ca.

N&i tiét: Hoi chimg gid Cushing & cac mirc dé khéc nhau, chim Ién & tré em; khéng dap
(ng thir phat clia vo thugng than va tuyén yén, d3c biét trong thai gian stress, nhu khi bi
chén thuong, phdu thuat hodc bi bénh, ting can.

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

R loan tiéu hoa: Loét da day ta trang, chay mau vét loét, loét rudt non.

RGi loan tam than: Hung phan qua d8, 10 1an, trdm cam khi ngimg thuéc.

Hiém gdip, ADR < 1/1000

Phan dmg & da: Viém da tiép xtc, teo da, cham 13nh seo.

Mién dich: Phan img mién dich, phan (g dang phan vé kém co thét phé quan.

Nhigm khudn do vi khudn “co hdi” gy bénh véi doc luc thip.

Lién quan dén alcol benzylic:

Than kinh: Nhirc d3u, chong mét, tram cam.

Tiéu héa: C6 thé gip budn ndn, ndn, tidu chay.

D3 cd mét s6 truéng hop cd cac hiéu (g déc than kinh

Huting déin cich xirtri ADR

C6 thé gidm thiéu hoi chimg gid Cushing va ching loang xurang bing cach chon can than
ché phdm thubc steroid, churong trinh dung thubc céch mét ngay hoiic ngét quang; liéu
phép phu trg c6 thé cé hiéu qua trong didu tri loing xuong do steroid (calci, vitamin D...).
Phai thurdng xuyén quan tdm dén nhigm khudn do vi khudn “co héi”. Néu can, phai ding

khangsinh.
“Théng bdo ngay cho bdc sy hodc du sp
nhing phn ung cd haigap phai khi st dung thubc”
Qud lidu va cich xir tri:
R4t hiém g3p qua lidu gdy nén ngd déc cip hodc gy chét.
Trong cac truding hop qua ligu khong co thude ddi khang dién hinh, chi didu tri hé trova
diéu tri trigu chimg. Tich cuc theo dai dé c6 bién phap xr tri kip tho.
Péc tinh duge lue hoc:
Ma ATC: HO2AB09
Hydrocortison a corticoid duoc tiét ra tr tuyén v thuong than, thudc nhém
glucocorticoid ¢6 tac dung chéng viém, chéng di (ng, chéng ngira va trc ché mién dich.
Hydrocortison succinat tan trong nudc, dugc thuy phén nhanh thanh hydrocortison hoat
tinh nh& esterase trong mau.
Pic tinh duge dong hoc:
Hdp thu: Khi diing duding tiém tinh mach dang ester tan trong nudic, thuéc nhanh chong
dat ndng dé cao trong cac dich cothé.
Phdn bé: Sau khi hap thu, khodng 90% lugng thube gin vdi protein huyét tuong, chi yéu
vei corticosteroid - binding globulin (CBG, mét loai a2 - globulin dugc tang hop tai gan) va
albumin, Chi phan thudc & dang ty do c6 khd néing xam nhap vio té bao dich va gay ra tac
dung dugc ly.
Chuyén héa v thai trir: Thi gian ban thai ctia hydrocortison khoang 100 pht.
Hydrocortison dugrc chuy@n héa ta gan va hiu hét cac md trong ca thé thanh dang hydro
hda va glang hoa tetrahydrocortison va tetrahydrocortisol. Cac cht nay dugc bai tiét qua
nudc tiéu, chi yéu dudi dang lién hop glucuronid va mdt hrgng nho dudi dang khéing bién
ddi. Hydrocortison cling qua dugc nhau thai.
Quy cich déng goi:
Hop 1 I thudc tiém déng khé va 1 ng dung mdi 2ml
Hép 5 lo thude tiém déng khd va 5 bng dung mdi 2ml
Hop 10 lo thubie tiém déng khé va 10 6ng dung méi 2ml
Didu kién bdo qun: Noi khd réo, nhiét dd dudi 30°C, tranh anh séng.
Han dung: 24 thang ké tir ngay san xult.
Tiéu chudn chét lugng: TCCS
Tén, dja chi co s san xulit:
CONG TY CO PHAN DUQC PHAM VINH PHUC
56 777 Dutg Mé Linh - P. Khai Quang - TP, Vinh Yén - Tinh Vinh Phuc
DT7:02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc



