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TS HUONG DAN SU DUNG THUOC CHO NGUOI BENH
MEDGOLDS
Thude nay chi ding theo don bac sy
Poc kf lueong dan sir dung trude khi dimg.
Dé xa tam tay clia tré em.
Théng bdo ngay cho bdc st hodc dugc st
nhiing tdc dung khéng mong mudn gdp phdi khi sir dung thudc.

Thanh phin, ham lwgng thude:

MethyIpredniSOLon. .. ....euienii et 16 mg
Ta duge (Avicel 101, tinh bot ngd, lactose, pregelatinized, magnesi stearat, talc, sodium starch
glycolat) vira di 1 vién.

Mo ta thanh ph?lm:

Dang bao ché: Vién nén.

Mo ta dang bao ché: Vién nén mau tréng, hinh oval, mit vién nhin, canh va thanh vién lanh

lan.
Quy cach dong goi: Hop 3 vi x 10 vién nén.
Thubc dig cho bénh gi?
Methylprednisolon chu yéu duge diung 1am thude chéng viém hodc uc ché mién dich dé didu
tri mot s6 bénh bao gém :
- Bénh hé théng tao keo: Diing trong giai doan trim trong hodc dé diéu trj duy tri trong nhing
trurdng hop chon lgc cua:
+ Lupus ban d6 toan than.
+ Viém da co toan than (viém da co).

- Pau da co do thip khép .
- Viém khép dang thép. !
- Bénh di ing: Kiém soat cac tinh trang di tmg ning hodc kho trj da thit bai véi cach diéu tri '
thong thudng: .

+ Viém miii di img theo mua va quanh nam.

+ Hen phé quan.

+ Viém da do tiép xic.

+ Viém da di img do di truyén.
- Thiéu mau tin huyét mic phai (ty mién).
- Cac bénh ung thu: Piéu tri tam thoi trong bénh bach cdu va u lympho & nguoi 1on
- Bénh v& duong tiéu hoa: Viém loét dai trang, bénh Crohn.
- Bénh & dudng hd hip: Bénh sarcoid phdi.
- Bénh thudc vé da: Pemphigus vulgaris
Nén dung thude ndy nhu thé nao va liéu lwgng?
* Cdch dimg: Ding dudng ubng, Udng thuée t6t nhit vio khoang 8 gid sang.



Liéu dung d6i véi tré em phai dua vao mire d§ ndng cia bénh va dép img cua bénh nhin hon
14 dyua vao lidu chi dinh theo tudi, can niing hodc dién tich b& mat da. Sau khi dat lidu thoa
déng, phai giam liéu xudng téi mirc thap nhit duy tri duoc dap tmg lam sang. Khi ding liéu
phap methylprednisolon udng lau dai, phai can nhic dung phac dd udng cach nhat. Sau lidu
phap diéu tri 1iu dai, phai ngimg methylpredisolon dan dén.

Néu sau mot thoi gian thich dang ma chua c6 dap g lam sang diy du, thi phai ngimg thude
va chuyén sang liéu phap diéu trj thich hgp hon cho bénh nhén.

* Liéu dimg: Liéu khéi dau hang ngay:

- Viém khop dang thap ning: 12-16 mg

- Viém da co: 48 mg

- Lupus ban do hé théng: 20-100 mg

- Bénh di img: 12-40 mg

- Hen phé quan: Lidu t3i da 64 mg, ding 1 1in duy nhat.

- Thiéu méu tan huyét méc phai (tr mién): 16-100 mg

- Bénh bach céu va u lympho & nguoi lon: 16-100 mg

- Viém loét dat trang: 16-60 mg

- Bénh Crohn: Liéu tbi da 48 mg mdi ngdy

- Sarcoid phdi 32 - 48 mg cach ngay.

- Pau da co do thip khép: 64 mg

- Bénh thudc vé da: Pemphigus vulgaris: 80-360 mg

Khi nio khéng nén ding thudc nay?

- Qua mén v&i methylprednisolon hodc vai bét ky thanh phén nao cia thude.

- Nhi®m khudn niing, trir séc nhim khuén va lao mang néo.

- Thuong tdn da do virus, nam hoic lao.

- Pang dung vaccin virus song.

Tac dung khong mong muén: .

Nhimg tac dung khéng mong mudn thuong xay ra nhiéu nhat khi ding meﬂi&(\l«érednisolon
lidu cao va dai ngay.

Methylprednisolon trc ché tong hop prostaglandin va nhw vy lam mat tic dung cta
prostaglandin trén dudng ti€u hoa, gom trc ché tiét acid da day va bao vé niém mac da day.
Nhiéu ADR c¢6 lién quan dén tac dung nay cia glucocorticoid.

Thuong gap, ADR > 1/100

- Théin kinh trung wong: Mat ngt, thin kinh dé bj kich dong.

- Tiéu hoa: Tang ngon mi¢ng, kho tiéu.

- Da: Ram long.

- Noi tiét va chuyén héa: Dai thao dudng.

- Than kinh co va xuong: Dau khép.

- Mét: Puc thay tinh thé, glocom.

- H6 hép: Chay méu cam.

It géip, 1/1000 < ADR < 1/100



- Thin kinh trung wong: Chong mat, con co gidt, loan tim thin, u gia & ndo, nhirc dau, thay
d6i tam trang, mé sang, o giac, sang khoai.

- Tim mach: Phu, tdng huyét ap.

- Da: Tring ca, teo da, thAm tim, ting sdc té mo.

- Néi tiét va chuyén héa: Hoi chimg Cushing, e che truc tuyén yén - thugng than, chim 16n,
khong dung nap glucose, giam kali huyét, nhiém kiém, v6 kinh, gilt natri va nudc, tang
glucose huyét.

- Tiéu hoa: Loét da day, budn ndn, ndn, chudng bung, viém loét thyc quan, viém tuy.

- Thin kinh - co va xuong: Yéu co, lodng xuong, gy xuong.

- Khac: Phan trng qua man,

Théng bdo cho bdc st nhitng tdc dung khong mong muon gdp phai khi sit dung thuée.
Néu cdc tde dung phu tré nén nghiém trong, hodc ¢6 bt ky tdc dung phu nao khing dugc liét
ké trong to hurong dén sit dung nay, théng bdo cho bdc st hodc duge st.

Nén tranh diung nhirng thuée hoic thuc phf:‘lm gi khi dang sir dung thude nay ?

- Khong &n budi hodic udng nude budi khi ding.

- Methylprednisolon la chét gdy cam Ung enzym cytochrom Paso, va 14 co chét ctia enzym Paso
3A, do do thudc nay tac dong dén chuyén héa cua ciclosporin, erythromycin, phenobarbital,
phenytoin, carbamazepin, ketoconazol, rifampicin.

- Phenytoin, phenobarbital, rifampin va cac thubc loi ticu giam kali huyét co thé lam giam
hiéu luc cta methylprednisolon.

- Methylprednisolon ¢o thé giy tang glucose huyét, do dé cAn dung lidu insulin cao hon.
Ngodi ra, phdi théng bdo cho bdc sT hodc duwge s néu dang ding cde thude khdc, ké cd thudc
khéng ké don hodc cdc ché pham tie dwge liéu dang ty sit dung.

Cin 1am gi khi mdt lin quén khéng ding thube:

Dung thudc ngay sau khi nhé ra, sau 4o tiép tuc udng liéu nhu binh thudng. Néu lidu da quén
gin véi thoi gian udng liéu tiép theo thi bo qua lidu dd quén. Khong ding lidu gdp/déi dé bu

cho mot lidu bi quén. Néu c6 bit ky thic méc nao, hoi y kién bac si hodc duoc ¥ cua ban.
Chn bio quan thubc nay nhw thé nao: Nhiét do dudi 30°C, trénh am, tranh dnh séng truc
tiép.

Nhitng dfiu hiéu va triéu chirng khi ding thudc qua lidu:

Nhimg triéu chimg qua liéu gbm biéu hién hoi ching Cushing (toan than), yéu co (toan thén),
va lodng xuong (toan than), tht ca chi xay ra khi sir dung glucocorticoid dai han.

Khi stt dung liéu qua cao trong thoi gian dai, tang nang v6 tuyén thugng thén va e ché tuyén
thuong thén co6 thé xay ra. Trong nhiing truong hop nay cin cin nhéc dé co quyét dinh ding
din tam ngimg hodc ngling hin viéc dung glucocorticoid

Cin phai lam gi khi ding thudc qua liéu:

Néu co6 truong hop ngd ddc cap xay ra, nén dua bénh nhén dén bénh vién dé gidm sat va diéu
tri dac biét.

Nhiing diéu c¢in thin trong khi diing thude nay:
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- Sir dung thén trong ¢ nhimg nguoi bénh lodng xuong, ngudi mai ndi thong mach méu, roi
loan tAm thin, loét da day, loét ta trang, dai thao duong, ting huyét 4p, suy tim va tré dang
16n.

- Do nguy co ¢6 nhitng tac dung khéng mong mudn, phai str dung thén trong corticosteroid
toan than cho nguoi cao tudi, voi lidu thip nhat va trong thoi gian ngin nhat c6 thé dugc.

- Suy tuyén thugng than cip co thé xay ra khi ngimg thudc dot ngdt sau thoi gian dai diéu tri
hodc khi co stress.

- Khi ding liéu cao, co thé anh hudng dén tac dung cta tiém ching vaccin.

- Thoi kp mang thai: Dung kéo dai corticosteroid toan than cho nguoi me ¢ thé din dén giam
nhe thé trong cua tré so sinh. N6i chung, sir dung corticosteroid & ngudi mang thai doi hoi
phai can nhéc 1gi ich co thé dat dugc so voi nhiing rii ro co thé xay ra véi me va con.
- Thoi ky cho con biu: Khdng chéng chi dinh corticosteroid d6i vai ngudi cho con b
- Tde dung doi véi kha ndng 1di xe va vdn hanh may mée: Chua c6 thong tin.

Khi nio cin tham vin béc si, dwgec si:

Cin tham véan bac si hodc duoc si trong céc trudng hop sau:

- Néu ¢0 thai.

- Néu dang bi di ing thubc, thire dn hodic cac chit khac.

- Xuét hién cac biéu hién bét thuong khong dugce liét ké trong t& hudng dan sir dung.

- Sir dung thém céic thudc khac khi dang dung thude nay.

Néu cén thém thong tin xin hoi y kién ctia bdc st hodc duge st
Han dung cia thube: 36 thang ké tir ngay san Xuét.

Tén, dia chi, biéu twgng ciia co s sdn xuat:
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Ngay xem xét sira dbi, cap nhit lai ndi dung huwéng din sit dung thude:
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TG HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

MEDGOLDS
Thuée bdn theo don

Thanh phin, ham lwgng thude:

MethylpredniSOION. ......oveisieeonemnrsersssss s s 16 mg
T4 duge (Avicel 101, tinh bot ngo, lactose, pregelatinized, magnesi stearat, talc, sodium starch
glycolat) vira du 1 vién.

Dang bao ché: Vién nén

Duoc luc hoc:

Nhém duec Iy Thude glucocorticoid tong hop.

Méa ATC: DOTAAOI]

Methylprednisolon 12 mdt glucocorticoid tong hop, dan xuit 6 - alpha - methyl cta
prednisolon. Thude chi yéu duge ding dé chong viém, hodc tre ché midn dich. Thubc thuong
dugc ding dudi dang este héa hodc khong este hoa dé diéu tri nhimg bénh ma corticoidsteroid
co chi dinh.

Do methyl hoa prednisolon, thude methylprednisolon chi co tac dung mineralocorticoid toi
thidu (chuyén hoa mudi rat it), khong phit hop dé didu tri don ddc suy tuyén thugng thin.
Methylprednisolon c6 tac dung chbng viém, irc ché mién dich va chong té bao ting sinh. Téc
dung chéng viém la do methylprednisolon lam giam san xudt, giai phong va hoat hoa cua cac
chét trung gian chdéng viém (nhu histamin, prostaglandin, leucotrien.. .), do d6 lam gidm cac
biéu hién ban diu cta qua trinh viém.

Methylprednisolon tre ché cac bach céu dén bam dinh véo cdc thanh mach bi ton thuong va
di tril & cac viing bi tdn thuong, lam giam tinh thim & viing do, nhur viy lam cég 1€ bao bach
cAu dén it ving bi tén thuong. Tac dung nay lam giam thoat mach, sung, pMu.

Dic tinh Uc ché mién dich 1am giam dap ng dbi véi cac phan Gmg cham va tirc thi (typ Il va
typ I'V). Diéu nay la dorc ché tic dung doc cta phirc hop khang nguyén - khang thé gdy viém
mach di tmg & da. Bing tc ché tac dung céia lymphokin, t& bao dich va dai thuc bao,
corticosteroid da 1am giam céac phan Gng viém da tiép xtc do dj ing. Ngoai ra, corticosteroid
con ngan can cac lympho bao T va cac dai thuc bao nhay cam toi cac 1€ bao dich.

Dugc djng hoc:

Sinh kh dung x4p xi 80%. Nong do huyét tuong dat mirc toi da 1 - 2 gi sau khi ding thude.
Théi gian tac dung tir 30 - 36 gio. Thé tich phan bd: 0,7-1,5 lit/kg. Methylprednisolon duoc
chuyén hoa trong gan va dugc bai tiét qua nude tiéu. Nira doi xap xi 3 gio, giam d6i voi ngudi
béo phi.

Quy cich dong gbi: Hop 3 vi x 10 vién nén.

Chi dinh diéu tri:

Methylprednisolon chil yéu duge ding 1am thudc chng viém hodc trc ché mién dich dé diéu
tri mot sd bénh bao gf")m :




- Bénh hé¢ théng tao keo: Dung trong giai doan trAm trong hodc dé didu tri duy tri trong nhiing
trueong hop chon loc cua:
+ Lupus ban do6 toan than.
+ Viém da co toan than (viém da co).

- Pau da co do thip khop .
- Viém khép dang thip.
_Bénh di ng: Kiém soat cac tinh trang di img nding hodc kho tri d thét bai v6i cach diéu tri
théng thuong:

+ Viém miii dj Gmg theo mua va quanh nam.

+ Hen phé quén.

+ Viém da do tiép xuc.

+ Viém da di tng do di truyén.
- Thiéu mau tan huyét méc phai (tw mién)
- Céac bénh ung thu: Diéu tri tam thdi trong bénh bach cAu va u lympho ¢ nguoi lon.
_ Bénh vé dudng tiéu hoa: Viém loét dai trang, bénh Crohn
- Bénh & dudng ho hép: Bénh sarcoid phoi.
- Bénh thudc vé da: Pemphigus vulgaris
Cich diing - Li¢u ding:
* Cdch diimg: Dung dudng ubng. Ubng thudc tdt nhét vao khodng 8 gior sang.
Liéu ding dbi voi tré em phai dya vao mirc df nang ctia bénh va ddp ing cua bénh nhan hon
la dya vao liéu chi dinh theo tudi, cAn nang hodc dién tich bé mit da. Sau khi dat lidu thoa
dang, phai giam liéu xudng toi mirc thép nhét duy tri duge dap ng 1am sang, Khi dung liéu
phap methylprednisolon udng lau dai, phai cén nhéc ding phéc do udng cach nhit. Sau ligu
phap diéu tri 1au dai, phai nging methylpredisolon dan dan. \
Néu sau mét thoi gian thich dang ma chua co dap ang lam sang day da, thi phéii&fmg thude
va chuyén sang li¢u phdp didu tri thich hgp hon cho bénh nhan.
* [idu dimg: Lidu khdi dau hang ngay:
- Viém khdp dang thap nang: 12-16 mg
- Viém da co: 48 mg
- Lupus ban do hé thong: 20-100 mg
- Bénh di img: 12-40 mg
- Hen phé quan: Liéu toi da 64 mg, dung 1 lin duy nhit.
- Thiéu méau tan huyét mic phai (tu mién): 16-100 mg
- Bénh bach ciu va u lympho & ngudi 16n: 16-100 mg
- Viém loét dai trang: 16-60 mg
_Bénh Crohn: Liéu ti da 48 mg mdi ngay
- Sarcoid phdi 32 - 48 mg céch ngay.
- Dau da co do thip khép: 64 mg
- Bénh thudc v& da: Pemphigus vulgaris: 80-360 mg
Chéng chi dinh:
- Qud mén v&i methylprednisolon hodc vi bit ky thanh phén nao clia thude.
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_ Nhidm khuéin nang, trir sc nhiém khuén va lao mang néo.

- Thuong ton da do virus, nim hoic lao.

- Pang diing vaccin virus song.

Canh béo va thin trong khi sir dung:

- Str dung thén trong & nhitng ngudi bénh loang xuong, ngudi moi ndi thong mach mau, rdi
loan tAm than, loét da day, loét t4 trang, dai thao dudng, tang huyét ap, suy tim va tr¢ dang
lom.

- Do nguy co co nhimg tac dung khong mong mudn, phai st dung than trong corticosteroid
toan than cho ngudi cao tudi, voi liéu thap nhét va trong thoi gian ngin nhAt co thé dugc.

- Suy tuyén thrgng than cap co thé xay ra khi nglrng thudc dot ngdt sau thoi gian dai diédu tri
hodc khi co stress.

- Khi ding lidu cao, c6 thé anh huémg dén tac dung ciia tiém ching vaccin.

- Thoi ky mang thai: Dung kéo dai corticosteroid toan than cho ngudi me ¢ thé din dén giam
nhe thé trong cua tré so sinh. N6i chung, sir dung corticosteroid & ngudi mang thai doi hdi
phai cin nhic lgi ich co thé dat dugc so voi nhitng rii ro ¢o thé xay ra voi me va con.

- Théi ky cho con bit: Khong chéng chi dinh corticosteroid dbi vai ngudi cho con b,

- Tée dung doi véi kha ndng ldi xe vé vén hanh mdy méc: Chua co thong tin.

Twong tac véi cac thuéc khac va cac dang twong tic khac:

- Khong dn budi hodc ubng nude budi khi dung.

- Methylprednisolon la chét gdy cam mg enzym cytochrom Paso, v la co chéit ciia enzym Paso
3A, do do thubc nay tac dong dén chuyén héa cia ciclosporin, erythromyecin, phenobarbital,
phenytoin, carbamazepin, ketoconazol, rifampicin.

- Phenytoin, phenobarbital, rifampin v cac thude loi tidu giam kali huyét co thé lam giam
hiéu lyc ciia methylprednisolon.

- Methylprednisolon ¢o thé gy tang glucose huyét, do do can dung liéu insulin cao hon.
Tac dung khong mong muon: :

Nhing tac dung khong mong mudn thuomg xay ra nhidu nhét khi ding 1ﬁéﬁwy{%rednisolon
liéu cao va dai ngay.

Methylprednisolon rc ché tdng hop prostaglandin va nhu vdy lam mét tic dung cua
prostaglandin trén dudng ti€u hoa, gom ¢ ché tiét acid da day va bao v& niém mac da day.
Nhiéu ADR ¢0 lién quan dén tac dung nay cua glucocorticoid.

Thwong gdp, ADR > 1/100

- Thén kinh trung uong: Mt ngt, than kinh dé bi kich dong.

- Tiéu hoéa: Tang ngon mi¢ng, kho tiéu.

- Da: Ram long.

- Ni tiét va chuyén hoa: Dai thao duong.

_ Thén kinh co va xuong: Pau khap.

- Mit: Puc thuy tinh thé, glocom.

- Hé hip: Chay mau cam.

ft gaip, 1/1000 < ADR < 17100



- Than kinh trung wvong: Chong mat, con €o gidt, loan tdm thin, u gia & ndo, nhuc déu, thay

46i tam trang, mé sang, 4o giac, sang khodi.
- Tim mach: Phu, tang huyét ap.
- Da: Trimg ¢4, teo da, thim tim, tang sic tb mo.

- Nai tiét va chuyén hoéa: Hoi chimg Cushing, trc ché truc tuyén yén - thuong thén, cham lom,

khoéng dung nap glucose, giam kali huyét, nhidm kiém, vO kinh, gilt natri va nudce, tang

glucose huyét.

- Tiéu hoa: Loét da day, budn non, ndn, chudéng bung, viém loét thuc quan, viém tuy.

- Thin kinh - co va xuong: Yéu co, lodng xuong, gy xuong.
- Khac: Phan tmg qué man.
Qua lidu va xir tri:

Nhitng triéu chirng qua lidu gdbm biéu hién hdi chimg Cushing (toan than), yéu co (toan thén),

va loding xwong (toan than), tAt ca chi xay ra khi sir dung glucocorticoid dai han.

Khi sir dung liéu qué cao trong thoi gian dai, ting nang v tuyén thuong than va e ché tuyén

thugng than c6 thé xay ra. Trong nhing truong hop nay cin cin nhéc dé cé quyét dinh ding

d&n tam ngung hodc ngung héin viéc ding glucocorticoid
Bio quén: Nhiét do dudi 30°C, tranh Am, tranh 4nh sang truc tiép

Han dung cua thubc: 36 thing ké tir ngdy san xuét.
Tén, dia chi, bifu tweng ciia co s& san xuit:

74 .
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Ngay xem xét sira dbi, cip nhat 1ai ndi dung hwéng din sir dung thuéc‘:\*/
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