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Huwéng din sir dung
1i diing theo dom thube
GIMTAFORT®
Dé xa tim fay tré em
Doc kj hudng din siv dung thubde trede khi ding
1. THANH PHAN CONG THU'C THUOC.
Théanh phan hoat chdt: Hydrocortison... ... .. ... ..o e v ee s v e eee e e e 10 Mg

Thanh phdn ta dirge: Pregelatinized corn starch, Mannitol, Microcrystallin cellulose,
Crospovidon, Magnesium stearal, Talc... ... ...... ..o oo coevscoevee o VIvG dit 1 vién

2. DANG BAO CHE.

Vién nén,

Mo ta: Vién nén mau lre”'mg, hinh tron, canh va thanh vién lanh lan.
3. CHI PINH.

- Réi loan noi 1iét

Suy vo thugng thin (suy vo thuong thin tién phat va thi phat, ting san thugng than
bém sinh, h¢i chimg thugng thén sinh duc): hydrocortison hodc cortison la lya chon
dau tién; céc glucocortioid téng hogp cé thé duge st dung két hop véi
mineralocorticoid, trong dé viéc bé sung mineralocorticoid cho tré so sinh c¢é vai tro
déc bigt quan trong,

Ligdu phap thay thé trong diéu tri suy thuong thin & tré em, ngudi 16n va thanh thiéu
nién (dudi < 18 tudi).

Vigm tuyén giap khong nhiém tring

Téang calci mau lién quan dén ung thu

- Réi loan thdp khdp

Diéu tri hd tro ngéin han (dua bénh nhin qua dot cip tinh hodc trdm trong) trong;
Vigm khép vay nén

V‘iém khO’p dang thé‘p, ba? gél}l viém khop dang thdp thiéu nién (mdt sb trudng hop
can dieu tri duy tri bang liéu thap)

Vigm cot sdng dinh khép

Vigm miii cAp tinh va ban cip

Viém bao hoat dich khong déc higu

Vigdm khép gut cip tinh

Viém xuong khép sau chén thuong
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Viém khép do viém xuwong khép

Viém mang ndo

- Réi logn collagen

Diéu tri duy tri hodic trong céc dot trdim trong trong cdc trudmg hop:
Lupus ban do hé thong

Viém da co hoc toan than (viém da co)

Viém khop dang thap cép tinh

- Bénh da liéu

Pemphigus

Viém da dang Herpes

Bénh da héng cau ning (hdi chimg Stevens-Johnson)
Viém da trée vay

U lympho té bao T & da

Bénh viy nén ning

Viém da tiét ba nghiém trong

- Dj irng

Kiém soét cac tinh trang di mg nghiém trong hodic mét kha ning diéu tri bing cic
thudc di€u tri thong thudng:

Viém miii di ing theo mua hodc lau nam
Bénh huyét thanh

Hen phé quan

Viém da tiép xiic

Viém da di (mg

Phan g qué min do thudc

- Bénh nhin khoa

Viém két mac dj (mg

Loét gidc mac di img

Gioi leo

Vigm mdng mat va vidm thé mi
Viém mang d¢m

Viém phén trudc clia mét

Viém mang bé dao lan téa va viém mang dém
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Viém ddy than kinh thi giac

Nhén viém dong cam

- Bénh hé hdp

Bénh u hat ¢o triéu ching

Hoi ching Loeftler khong thé diéu tri bang liéu phép khac
Ngd doc Beryllium

Lao phdi cép hoic lan téa khi duge st dung déng thoi véi héa tri liéu
Tdn thuong phdi do hit phai

- Réi loan huyé’f hoc

Xuit huyét giam tidu cAu vo cian & ngudi lon

Giam tiéu cdu thir phat & ngudi lon

Bénh thiéu méu tan huyét (tw mién)

Giam hong cau (thiéu hdng céu)

Thiéu méau bit san bim sinh

- Bénh khéi u

Diéu tri giam nhe —

5
Bénh bach ciu va u lympho & ngudi lén éh
Bénh bach cdu cép tinh & tré em S
- Phu Dl
Gay loi tidu hodc giam protein niéu trong hdi chimg than hur (khéng cé uré huyét) do ﬁl
vo cin hodc do lupus ban do. HO

- Bénh dirong tiéu hoa

Giup bénh nhédn vugt qua giai doan trAm trong ctia bénh:
Viém loét dai trang

Viém rugt

- Chung

Viém mang ndo do lao & khéi dudi mang nhén khi duge sir dung déng thoi véi héa tr
lidu chong nhiém tring thich hgp

Bénh giun xoén ¢6 bién chimg tim mach va than kinh.
4. CACHDUNG, LIEU DUNG.
Cich diung
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Udng véi | ly nude. Néu sir dung trong thoi gian dai, khong ngung thude dot ngot ma
phai giam liéu (r (i,
Li¢u diing

Lidu ban dau ¢ thé thay déi tir 20 - 240 mg hydrocortison/ngay tiy thude vao bénh cu
thé duge diéu tri.

Liéu lugng ban dau nén duge duy (ri hodc diéu chinh cho dén khi dat dap mg mong
mudn. Néu sau mét khoang thai gian hop Iy ma khéng cé dap (mg 1am sang nhu ky
vong, nén ngimg str dung Gimtafort va bénh nhén can dugce chuyén sang lidu phap
thich hop khéc.

Liéu nén dugce ca nhan hoa va dya trén dap ing dicu tri cuia bénh nhén.

Sau khi dat duge dép g nhu mong doi, liéu duy tri thich hop nén duogc xac dinh bang
cach giam tir tir lidu ban dau trong khoang thoi gian thich hop cho dén khi dat duge
liéu thap nhat ¢6 hi¢u qua. Can luu y theo déi tinh trang bénh nhan lién tuc.

Néu tinh trang bénh nhéan trAm trong hon, co thé can phai ting lidu Gimtafort trong
mdt khoang thoi gian phtt hop vdi tinh trang cia bénh nhan. Néu ngung thuoc sau mot
thoi gian dai dieu tri, can giam liéu t tir hon 1a ngung djt ngot.

5. CHONG CHI PINH.

Nhi€m nim toan thén.

Bénh nhan dang dung vaccine sdng.

Qué min cam voi cdc thanh phén cta thude.

6. CANHBAO VA THAN TRONG KHI DUNG THUOC.
Canh bido

O nhitng bénh nhan dang diéu tri bing corticosteroid bi cing thang bat thuéng, ting
liéu corticosteroid téc dung nhanh trude, trong va sau khi xay tinh trang cing thing,
Corticosteroid ¢6 thé che ddu mét s6 ddu hidu nhidm tring va nhidm tring méi cé thé
xuit hién trong qua trinh str dung. Nhiém tring véi bt ky mim bénh nao bao gbm
nhiém virus, vi khuén, nim, dong vat nguyén sinh hodc giun san, & bét k¥ vi tri ndo
ctia co thé, ¢6 thé lién quan dén viée sir dung corticosteroid don thuan hogc két hop
vGi cac thude e ché mién dich khac anh hwong dén kha niing mién dich té bao, mién
dich co thé.

Nhitng nhiém triing nay c6 thé nhe, nhung c6 thé nghiém trong va doi khi gay tir vong.
Khi ting liéu corticosteroid, ty 1& xudt hién bién chimg nhidm tring ting 1én. C6 thé
giam sirc d& khang va khéng c6 kha ning khu trG ving nhiém tring khi st dyng
corticosteroid.

Viée sir dung corticosteroid kéo dai c6 thé giy duc thiy tinh thé dudi bao sau, bénh
ting nhan ap co thé gy ton thuong cho céc day than kinh thi giac va c6 the tang ty 1€
nhiém trimg mat thit phat do nam hoic virus.

4/8



Thén trong chung

Suy vo thugng thédn thir phat do thudc c6 thé duge giam thiéu bing cach dan dan giam
liéu hrong. Toai suy vo thugng thin twong dbi nay c6 thé ton tai trong nhiéu thang sau
khi ngimg diéu tri; do do, trong bat ky tinh hudng cing thing ndo xdy ra trong thoi
gian do, liéu phap hormone nén duge phuc hi.

C6 tac dung ting cudng cla corticosteroid ddi véi bénh nhan suy gidp va ¢ nhiing
nguoi bi xo gan.

Corticosteroid nén dugce st dung than trong & nhitng bénh nhan bi herpes simplex &
mat vi kha ning thung gidc mac.

Nén sir dung liéu corticosteroid thap nhat co thé dé kiém soat tinh trang trong khi di€u
tri, va khi co theé giam liéu thi nén gidm tir tir.

R&i loan tam thin c6 thé xudt hién khi st dung corticosteroid, tir hung phin, mit ngu,
thay déi tam trang, thay ddi tinh cach va trdm cam nang, dén biéu hién loan than.
Ngoai ra, su bat dn vé cam xuc hodic Khuynh hudng loan than hién cé co thé tram trong
hon do corticosteroid.

Steroid nén dugce sur dung thin trong trong viém loét dai trang khong dac hiéu, néu co6
kha ning xay ra thing, 4p xe hogic nhiém tring sinh mu khdc; viém tai thira; ndi rudt
tuoi; loét da day hoat dong hodc tiém 4n; suy thén; tang huyét ap, loang xuong; va
bénh nhuoc co.

Sur ting trudng va phat trién cia tré so sinh va tré em khi diéu tri bang corticosteroid
kéo dai nén duge quan sat can than.

Kaposi's sarcoma dd dugc bdo cdo xdy ra & nhimng bénh nhan duoc dicu tri bing
corticosteroid. Nglmg corticosteroid cé thé dan dén thuyén gidm lam sang.

Vi cdc bién chimg cia diéu tri bang glucocorticoid phy thuge vao liéu luong va thoi
gian diéu tri, phai dua ra quyét dinh vé& rti ro/loi ich trong méi truomg hop cé nhan vé
lidu lugng va thoi gian diéu tri va ding hang ngay hay nén ding li€u phap ngat quéng.

Con u tay thugng théan, co thé gy tr vong, di duoc bdo cdo sau khi ding
corticosteroid toan than. O nhitng bénh nhan nghi ngd u iy thugng thin, hiy xem xét
nguy co ¢6 con u tiy thugng than trude khi ding corticosteroid.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.

Do céc nghién ctru chi tiét v& sinh san ¢ ngudi chwa duoc thue hién véi corticosteroid,
nén viée sit dung céc loai thudc nay trong thai ky, cho con bt hodc phy nir ¢6 kha ning
sinh con doi hoi phai cin nhéc lgi ich ca thude ddi vai cac mdi nguy tiém 4n dbi véi
me va phoi thai. Tré so sinh duge sinh ra tir nhitng ba me diing liéu corticosteroid dang
k& trong thoi k¥ mang thai, cdn duge theo ddi can than khi ¢6 déu hi¢u giam ning
tuyén thugng than.

Nhitng ngudi dang ding thude tre ché mién dich dé bj nhiém tring hon nhitng ngudi
khoe manh. Bénh thiy ddu va soi ¢o the co gdy nghiém trong hon hodc thdm chi gy
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tr vong & tré em khdéng co6 mién dich hodic nguoi 16n dung corticosteroid. O nhiing tré
em hodic ngudi 1én chua mac céc bénh nay, can dic biét can thin dé tranh phoi nhiém.

8. ANH HUONG CUA THUOC LN KHA NANG LAI XE, VAN HANH MAY
MOC.
Chua ¢6 bang chimg vé anh hudng ctia thude 1én kha niing lai xe, van hanh mdy moéc.

9. TUONG TAC, TUONG KY CUA THUOC.

Céc thude chuyén hoa qua cdc men gan nhu phenobarbital, phenytoin va rifampin cé
the lam ting do thanh thai cua corticosteroid va cé thé can tang liu corticosteroid dé
dat duge ddp (rng mong muon.

Céc loai thuéc nhu troleandomycin va ketoconazole cé thé tre ché chuyén héa
corticosteroid va do d6 lam giam dd thanh thai. Nén di¢u chinh liéu corticosteroid de
tranh nhiém ddc steroid.

Corticosteroid ¢6 thé 1am ting do thanh thai ctia aspirin liéu cao mén tinh. Piéu nay cé
thé dan dén giam ndng do salicylat huyét thanh hodc ting nguy co nhiém doc salicylat
khi ngung corticosteroid. Aspirin nén dugc sir dung than trong khi ket hop voi
corticosteroid ¢ nhitng b¢nh nhan bi ha duong huyét.

Téc dung cta corticosteroid d6i vai thude chdng dong dudng ubng la khac nhau. Cé
nhitng bdo cao vé tac dung ting cwodng cling nhur giam tac dyng cua thude chong dong
mau khi diing dong thoi vai corticosteroid. Do do, can theo déi céc chi sé dong mau dé
duy tri hiéu qua chong dong mau mong mudn.

10. TAC DUNG KHONG MONG MUON CUA THUOC.

-Réi logn chdt long va dién gidi

Gii¥ natri, gitr nuée, suy tim sung huyét & bénh nhin mén cam, mit kali, ha kali mau
kidm, tiang huyét ap

-Co xwrang khop

Yéu co, bénh co do Steroid, mat khdi lugng co, lodng xuong, dut gan, dic bigt 1a cac
gén Achilles, gdy dot song, hoai tir dau xuong dui va canh tay vo khuan, gdy xuong
dai

-Tiéu hoa

Loét da day co thé thiing va XUt huyét, viém tuy, bung chudng, viém loét thure quan
Ting alanine transaminase (ALT, SGPT), aspartate transaminase (AST, SGOT) va
phosphatase kiem dugc quan sat thay sau khi diéu trj bang corticosteroid. Nhimg thay
doi nay thuong nho, khong lién quan dén bat ky hdi chimg lam sang nao va c6 thé hdi
phuc khi ngling thudc.

- Da liéu
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Lau lanh vét thuong, da mong manh, dom xuat huyét, bam tim, do mat, ting tiet mo
héi, cé thé (e che cdc phan g xét nghi¢m da.

- Than kinh

Tang dp lue ndi so vGi phit gai thi (pseudotumor cerebri) thuong xuat hign sau khi dicu
tri, co gidt, chong mat, nhirc dau, u ngoai mang cing.

- Noi tiet

Cushing, suy giam ting trudng o tré em, khong dap (mg trén vo thuong thin va tuyén
yén thir phat, ddc biét trong thoi gian cing thang, chan thuong, phau thut, bénh tét;
bat thuong kinh nguyét, giam dung nap carbohydrate, biéu hi¢n cta bénh dai thao
dudmng, tang nhu cdu vé insulin hodc thuoc ha dudng huyét uong doi voi bénh nhén dai
théo duong.

- Nhén khoa

Hic vong mac trung tdm thanh dich, dyuc thay tinh thé dudi bao sau, ting ap luc ndi
nhén, glaucoma, mat 10i.

- Chuyén héa

Mt cén bing nito do di héa protein.

- Réi loan hé fhé’ng mau va bach fwyéf
Ting bach cau

11.QUA LIEU VA CACH XU TRI

RAt hiém gip qua lidu giy nén ngd doc cap hodc gy chét. Trong céc trudng hgp qua
liéu, khong ¢6 thude doi khang dién hinh, chi diéu tri ho trg va dicu tri tri¢u ching

12, PAC TINH DUQC LU'C HQC
Ma ATC: HO2AB09
Nhém duac ly: Glucocorticoid

Hydrocortison 14 corticoid dugc tiét ra tir tuyén vé thugng thén, thudc nhém
glucocorticoid ¢6 tac dung chéng viém, chéng di Gmg, chdng ngita va {rc ché mién
dich.

13.PAC TINH DUQC PONG HQC

Hip thu

Hydrocortison hip thu tét qua dudmg udng. Khi diing dudng tiém tinh mach dang ester
tan trong nudc, thudc nhanh chéng dat nong dd cao trong cac dich co theé. Dang hén
dich tiém bép c6 tac dung kéo dai hon. Khi ding tai chd nhur tai khoang hoat dich, két
mac, da, dudng hd hdp, thude ciing ¢6 thé hip thu toan than. Khi dung tai chd kéo dai
hodc bing kin hodc ding trén dién réng hodc vét thuong hd, luong thude hap thu co
thé du gy tic dung toan than, ké ci trc ché truc dudi doi - tuyén yén - thugng than.

Phdn bé

718
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Sau khi hdp thu, khoang 90% luong thude gin véi protein huyét tuong, chi yéu voi
corticosteroid-binding globulin (CBG, mét loai a2 globulin dugce tong hop tai gan) va
albumin. Chi phan thudc & dang tur do ¢6 kha niing xAm nhap vao té bao dich va gay ra
tac dung duge ly.

Chuyén héa va thai trir

Nira doi cua hydrocortison khoang 100 phut. Hydrocortison durgc chuyén héa tai gan
va hidu hét cdc mo trong co thé thanh dang hydro hda va giang héa tetrahydrocortison
va tetrahydrocortisol. Céc chét nay duge bai tiét qua nudc tiéu, chu yéu dudi dang lién
hop glucuronid va mdt lwong nho dudi dang khong bién dbi. Hydrocortison cling qua
duge nhau thai.

14.QUY CACH DPONG GOI.

Hép 01vi/ 02 vi/ 03 vi/ 05 vi/10 vi x 10 vién kém t& hudng dan sir dung.

Hop 1 1o x 30/ 50/ 100 vién kém to hudng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Bio quin: bé & nhiét do dudi 30°C, tranh 4m va anh sang,

Han dimng: 36 thang ké tir ngay san xuat.

Tiéu chuén chat lwong: Tiéu chudn co sd.

16. TEN, PIA CHI CUA CO SO SAN XUAT.

CONG TY CO PHAN DUJC ENLIE.

Pudng NA6, khu cong nghiép My Phuée 2, phuong My Phuéc, thi xd Bén Cét, tinh
Binh Duong.
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