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Npi dung to huéng din sic dung thuéc vién Vinsolon 4 cho nguwoi bénh

Tén thubc

/ i '1?\\\ VINSOLON 4

/a7 ¢ 2 '\'\"}f‘\“T hudc nay chi ding theo don ciia bdc si”

U=l e bt 1 “Dé xa tim tay tré em”
‘:‘\f \_ViNH PF “Poc kj hudng din sir dung trude khi ding”
\J‘htmg bao pg/ ay cho bdc si hodc dwgc si nhitng tic dung khong mong muén
g— gdp phdi khi sir dung thuéc”

Thanh phin, ham hrgng ciia thude
Cho 1 vién Vinsolon 4:
Dugc chdt: Methylprednisolon ..............ooveeevveereeveeeesreesesoeessseessesees oo, 4 mg
Ta duoc: Lactose, tinh byt mi, natri lauryl sulfat, talc, magnesi stearat vd 1 vién.
M3 ta sin phim
Dang bao ché: Vién nén.
Hinh thirc: Vién nén hinh try, mau tréng, thanh va canh vién lanh l3n.
Quy cach dong goi
Hop 2 vi x 10 vién.
Thudc ding cho bénh gi
Methylprednisolon chi yéu dwgc ding lam thudc chéng viém hodc trc ché min dich dé didu tri
mot s6 bénh bao gdm nguyén nhén do huyét hoc, di tmg, viém, ung thu va ty mién.
Du phong va diéu trj thai ghép.
Nén dung thudc nay nhw thé nao va lidu lwgng
Cich diing: Dung duong udng.
Liéu diing:
Liéu dung dbi véi tré em phai dya vao mirc d nang cua bénh va dap ng cta bénh nhén hon 1a
dua vao liéu chi dinh theo tudi, cAn ning hodc dién tich bé mit da. Sau khi dat dugc lidu théa
dang, phai giam dan liéu xudng téi mirc thép nhéit duy tri duge dép tmg 14m sang. Khi ding lidu
phép methylprednisolon uéng 1au dai, phai cin nhic ding phac d6 udng cach nhat. Sau liéu phap
diéu trj 1au dai, phai ngimg methylprednisolon dan dan.
Ngudi 16n: Lidu ban dau 2 - 60mg/ngay, phu thudc vao bénh, thudong chia lam 4 1an.
Bénh di timg (viém da tiép xtc): Liéu khuyén céo ban dau: 24 mg ngay déu, sau d6 giam dan mdi
ngay 4 mg cho tdi 84 mg (cho trong 6 ngay).
Hen: O tré nho hon 4 tudi (trén 3 dot hen ning/nim) va tré 5 - 11 tudi bi hen c6 it nhét 2 dot bénh
ning/nam dung lidu 1 - 2 mg/kg/ngay (t6i da 60 mg/ngay). C6 thé thém vao liéu phap dang dung
diéu tri hen.
Ngudi 16n va thiéu nién c6 it nhét 2 dot hen ning/nam ding liéu: 40 - 60 mg/ngay ubng mét 1an
hodc chia 1am 2 1dn. C6 thé thém vao liu duy tri corticosteroid khi dung hozic thudc gian phé
quan chu vén beta, tac dung kéo dai. Mot liéu trinh corticosteroid ubng ngén (3 - 10 ngay) c6 thé
tiép tuc cho t6i khi ngudi bénh dat lwu luong tdi da the ra (PEP) 80% thd ra 16n nhét cia nguoi
bénh va cho t6i khi hét cac triéu ching. Mot khi hen d3 dugc kiém soat tdt, cAn giam lidu ubng
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corticosteroid.
Khi nao khon nén-du

ADR thuong xay f;ci‘hhjéu nhét khi dung liéu cao va dai ngay.

Methylprednisolon trc ché téng hop prostaglandin va nhu vay 1am mat tac dung cua prostaglandin
trén dudng tiéu héa, gdm e ché tiét acid da day va bao vé niém mac da day. Nhiéu ADR ¢6 lién
quan dén tac dung nay cua glucocorticoid.

Thuong gdp, ADR > 1/100

TKTW: Mat ngt, than kinh dé b kich dong.

Tiéu hoa: Tang ngon miéng, kho tiéu.

Da: Rdm 16ng.

Noi tiét va chuyén héa: Pai thao duong.

Than kinh - co va xuong: Pau khép.

Mit: Puyc thuy tinh thé, glocom.

Hb hép: Chay mau cam.

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

TKTW: Chéng miit, con co giat, loan tdm than, u gia & ndo, nhirc dau, thay ddi tdm trang, mé
sang, 4o giac, sang khodi.

Tim mach: Phu, ting huyét ap.

Da: Tring c4, teo da, tham tim, ting sic t& mo.

Noi tiét va chuyén héa: Hoi chimg Cushing, wc ché truc tuyén yén - thuong thén, cham 1ém,
khong dung nap glucose, giam kali huyét, nhiém kiém, vo kinh, giit natri va nuéc, tang glucose
huyét.

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

Thén kinh - co va xwong: Yéu co, lodng xuong, giy xuong.

Khac: Phan tmg qua min.

Hudng din cich xir tri ADR:

Trong nhimg chi dinh cp, nén sir dung methylprednisolon véi liéu thip nhit va trong thoi gian
ngén nhét c¢6 hiéu luc 1am sang.

Sau didu tri dai ngay véi methylprednisolon, néu trc ché truc ddi - tuyén yén - thuong than c6 kha
ning xay ra, diéu cip bach 12 phai giam liéu methylprednisolon timg buéc mét, thay vi ngimg dot
ngdt. Ding mdt liéu duy nhét trong ngay gy it ADR hon nhiing lidu chia nho, va liéu phap cich
ngay 12 bién phép t6t & giam thiéu su (rc ché tuyén thuong than va nhimg ADR khéc. Trong liu
phap cach ngay, ding mot lidu duy nhét ctr hai ngay mét 14n, vao budi sang. Theo ddi va danh gia
dinh ky nhing thong s vé lodng xuong, tao huyét, dung nap glucose, nhitng tac dung trén mét va

huyét ap.
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Tét ca ngucn benh dleu tri da1 han véi methylprednisolon can dung bd sung calci dé dy phong
wea Exe 1}

lodng xudng : "'";‘ M %
Nhung ng&m co kha né.ng bl ttc ché mién dich do methylprednisolon c4n dugc canh béo vé kha

Nhitng ngudi bc;nh sip duqc phau thuat c6 thé phai ding b sung methylprednisolon vi d4p tmg
binh thuong véi stress da bi giam sut do e ché truc ddi - tuyén yén - thuong than.

Nén trinh ding nhitng thudc hoic thwe phim gi khi dang sir dung thudc nay
Methylprednisolon 1a chét giy cam g enzym cytochrom Pjyso, va 13 co chét ctia enzym Pyso 3A,
do d6 thudc nay tac dong dén chuyén héa cua ciclosporin, erythromycin, phenobarbital,
phenytoin, carbamazepin, ketoconazol, rifampicin.

Phenytoin, phenobarbital, rifampin va céc thudc lgi tiéu giam kali huyét c6 thé lam giam hidu luc
cua methylprednisolon.

Methylprednisolon c6 thé gdy ting glucose huyét, do d6 can ding lidu insulin cao hon.

Cin lam gi khi mt lan quén khéong ding thube

Khi quén dung thube, liéu tiép theo duoc dung nhu trong chi dinh. Khéng dung ting lidu khi quén
dung thube.

Cin bio quén thudc nay nhwr thé nao

Noi kho rao, nhiét &9 dudi 30°C, tranh 4nh séng

Nhitng d4u hi¢u va tri¢u chirng khi ding thubc qu4 liéu

Triéu chimg: Biéu hién hdi chimg cushing (toan than), yéu co (toan than), va lodng xuong (toan
than), tAt ca chi xay ra khi sir dung glucocorticoid dai han.

Cin phii lam gi khi ding thudc qui liéu khuyén cio

Khi sir dung liéu qua cao trong thoi gian dai, ting ning vo tuyén thuong than va tc ché tuyén
thuong than c6 thé xay ra. Trong nhimg trudng hop nay cin can nhéc dé c6 quyét dinh dung din
tam ngimg hodc ngimg hin viéc ding glucocorticoid.

Nhirng diéu cin thin trong khi diang thudc nay

Sir dung than trong & nhitng ngudi bénh lodng xwong, ngudi méi nbi théng mach méu, réi loan
tam than, loét da day, loét ta trang, d4i thao dudng, ting huyét ap, suy tim va tré dang 16n. Suy
gan, suy than, glocdm, bénh tuyén giap, duc thiy tinh thé.

Do nguy co ¢c6 ADR, phai sir dung thén trong methylprednisolon toan than cho nguoi cao tudi,
v6i lidu thip nhét va trong thdi gian ngén nhét c6 thé duoc.

Suy tuyén thuong than cép c6 thé xay ra khi ngimg thubc dot ngdt sau thoi gian dai diéu tri hodc
khi c6 stress.

Khi ding liéu cao, c6 thé anh hudng dén tac dung ctia tiém chiing vic xin.

Phu ni¥ co thai:

Dung kéo dai methylprednisolon toan than cho ngudi me c6 thé din dén giam nhe thé trong cia
tré so sinh. N6i chung, st dung methylprednisolon & ngudi mang thai doi hoi phai can nhic loi
ich c6 thé dat duoc so v6i nhing rii ro ¢6 thé xay ra véi me va con. . /

Phu nix cho con bu:




Thude vao duor/s&a— 1¢ nén ding thudc rat can than.

Nguoi van lfanh m‘(iymég\ lang ldi tau xe, nguoi lam viéc trén cao va cdc truwong hop khdc:
Thudc c6 [the gay ch'ng xﬁ?( 3
1am viéc rén ¢a05C PHAM |4 |
Khi nao cin: tham van béc g‘i, dwgc si

Khi gédp céc thc ta\dung khﬁng mong mudn cua thude, cAn tham van béc si, duoc si.

{rc dAu, con co gidt. Than trong khi lai xe, van hanh méy moc hay

““Néu chn thém théng tin xin héi y kién béc si hodc dwgc sP
Han ding cia thude
36 thang ké tir ngay san xuét
Tén, dia chi ciia co s¢ san xuit
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774

Dia chi nha may: Thon M4u Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira d6i, cip nhit lai ndi dung hwéng din sir dung thudc: Ngay/thdng/nim




Npi dung to huéng din si dung thuéc vién Vinsolon 4 cho cin boy e
Tén thude: - ==\

‘// S h \ VINSOLON 4

Thanh phin cau tao ¢ ﬁ\ dc:

Cho 1 vga; VlnsoIon 4 /%

Duegc ch Methylpredms DML, cxsics i ssnrsnbinmmspwssemssus soxsesrpB GRS S 4 mg

Ta dugc: Lak:t‘ $6, tirth | 56t mi, natri lauryl sulfat, talc, magnesi stearat vd 1 vién.
Dang bao ché: Vién nén

Quy cach dong goi:

Hop 2 vi x 10 vién.

Dugec luwe hoc:

Ma ATC: DO7AA01

Methylprednisolon 1a mét glucocorticoid téng hop, din xuit 6 - alpha - methyl cua prednisolon.
Thude chi yéu duoc dung dé chéng viém, hodc e ché midn dich. Thudc thuong duge dung dudi
dang este hoa hodc khong este héa dé diéu tri nhitng bénh ma corticosteroid ¢é chi dinh.

Do methyl héa prednisolon, thudc methylprednisolon chi c¢é tac dung mineralocorticoid ti thiéu
(chuyén héa mubi rét it), khong phi hop dé didu trj don doc suy tuyén thuong than. Néu ding
methylprednisolon trong truong hgp nay, phéi dung thém médt mineralocorticoid.
Methylprednisolon c6 tdc dung chdng viém, trc ché mién dich va chéng té bao ting sinh. Tac dung
chéng viém 14 do methylprednisolon 1am giam san xuét, giai phong va hoat tinh ctia céc chét trung
gian chéng viém (nhu histamin, prostagladin, leucotrien...), do d6 1am giam cac biéu hién ban dau
cta qud trinh viém.

Methylprednisolon trc ché cac bach ciu dén bam dinh vao cac thanh mach bi tdn thuong va di tr
& cac ving bi tn thuong, 1am giam tinh thdm & viing d6, nhu vay 1am cac t& bao bach ciu dén it
ving bi ton thwong. T4c dung ndy lam giam thoét mach, sung, phu, dau.

Dic tinh (rc ché mi&n dich lam giam dép tmg d6i v6i cac phan tmg cham va tirc thi (typ III va typ
IV). Diéu nay 1a do trc ché tac dung doc cia phirc hop khéng nguyén - khang thé gay viém mach di
ting & da. Bing trc ché tac dung cua lymphokin, té bao dich va dai thuc bao, corticosteroid da lam
giam cac phan Umg viém da tiép xitic do di tmg. Ngoai ra, corticosteroid con ngin can cac lympho
bao T va céc dai thuc bao nhay cam t6i cac té bao dich. Tac dung chéng té bao ting sinh lam giam
md ting san dic trung cia bénh vay nén.

Duwgc dong hoc:

Sinh kha dung x4p xi 80%. Téac dung t6i da 1 - 2 gid sau khi udng thudc. Thoi gian tac dung 30 -
36 gid sau khi ubng. Thé tich phan bd: 0,7 - 1,5 lit/ kg. Methyprednisolon duoc chuyén héa trong
gan, gidng nhu chuyén hoéa ciia hydrocortison, va cac chit chuyén héa dugce bai tiét qua nudc tiéu.
Thoi gian ban thai xAp xi 3 gid, giam dbi véi ngudi béo phi.

Chi dinh:

Methylprednisolon chii yéu duoc ding lam thubc chéng viém hogc tc ché mién dich & diéu tri
mot s& bénh bao gf)m nguyén nhén do huyét hoc, di tmg, viém, ung thu va tu mién.

Du phong va diéu tri thai ghép. ‘f‘/




Liéu dung - cich dung:

Cdch dung D /g duorng udng.
Liéu dung ~—l8, }i_§
Liéu dung dOJ \(E tﬁé em p ai dya vao mirc d§ néing cua bénh va dép tng ctia bénh nhan hon la dua
vao lle’u ohl duﬂi theo tu61 can ndng hodc dién tich bé mat da. Sau khi dat duogc lidu thoa dang,
phai glam dan lidus Xuohg" i mirc thdp nhét duy tri dugc dap ung lam sang. Khi dung liéu phap
methylpré@so}erruon /1au dai, phai can nhic ding phéc db udng cach nhat. Sau lidu phap diéu tri

lau dai, phai nglmg methylprednisolon dan dan.

Ngudi 16n: Lidu ban dau 2 - 60mg/ngay, phu thuc vao bénh, thuong chia 1am 4 1n.

Bénh di ing (viém da tiép xuc): Liéu khuyén cdo ban du: 24 mg ngay diu, sau d6 giam din mdi
ngay 4 mg cho téi 84 mg (cho trong 6 ngay).

Hen: O tré nho hon 4 tudi (trén 3 dot hen ning/ndm) va tré 5 - 11 tudi bi hen ¢6 it nhat 2 dot bénh
ning/nim dung liéu 1 - 2 mg/kg/ngay (t6i da 60 mg/ngay). C6 thé thém vao liéu phap dang ding
diéu tri hen.

Ngudi 16n va thiéu nién c6 it nhit 2 dot hen ning/nim ding lidu: 40 - 60 mg/ngay ubng mot lan
hoic chia 1am 2 14n. C6 thé thém vao lidu duy tri corticosteroid khi dung hodc thudc gisn phé quan
chi1 vén beta, tac dung kéo dai. Mdt liéu trinh corticosteroid udng ngén (3 - 10 ngay) c6 thé tiép tuc
cho téi khi ngudi bénh dat lwu luong t6i da thd ra (PEP) 80% thd ra 16n nhit cta ngudi bénh va
cho t6i khi hét cac tridu chimg. Mot khi hen dd duogc kiém soat tét, cin giam liéu udng
corticosteroid.

Chong chi dinh:

Qua min cam vé6i methylprednisolon hodc véi bat ky thanh phan nao ctia thudc.

Nhiém khudn ning, trir séc nhiém khuén va lao mang n3o.

Thuong tén da do virus, nAm hoc lao.

Pang diing vic xin virus song.

Cic trudmg hop thin trong khi ding thudc:

Str dung than trong & nhitng ngudi bénh lodng xuwong, ngudi moi nbi théng mach mau, rdi loan tAm
than, loét da day, loét ta trang, d4i thio dudng, ting huyét 4p, suy tim va tré dang 16n. Suy gan, suy
than, glocdm, bénh tuyén giap, duc thuy tinh thé.

Do nguy co ¢6 ADR, phai st dung than trong methylprednisolon toan than cho ngudi cao tudi, voi
liéu thip nhét va trong thoi gian ngén nhét c6 thé dugc.

Suy tuyén thuong than clp c6 thé xay ra khi ngimg thudc dot ngdt sau thoi gian dai diéu tri hozc
khi co stress.

Khi ding liéu cao, c6 thé anh huéng dén tac dung cta tiém chiing vic xin.

Phu ni¥ co thai:

Duing kéo dai methylprednisolon toan than cho ngudi me c6 thé dan dén giam nhe thé trong cia tré
so sinh. N6i chung, sir dung methylprednisolon & ngudi mang thai doi hoi phai can nhic loi ich c6
thé dat duoc so véi nhing rii ro c6 thé xay ra véi me va con. ’
Phu nit cho con bu: P\/
Thubc vao duoc sira me nén ding thubc rat cin than. u
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Nguoi vin hanh mdy méc, dang ldi tau xe, nguoi lam vigc trén cao va cdc truong hop khdc:

Thubc ¢6 tge/gaY’chong mat, nhirc dau, con co gidt. Than trong khi l4i xe, van hanh may méc hay
1am vigc, fren cao N \\\

NG T‘,’ '\\'-"’A
Tu’o'ng'tac thuoc

o \ '™
HAN Y \

Methylpredmsolon la c'hbt dy cam ung enzym cytochrom Pyso, va 12 co chét cua enzym P450 3A,

,/

Phenytom, phenobarbltal, rlfampm va cac thubc loi tiéu giam kali huyét 6 thé 1am giam hiéu luc
cta methylprednisolon.

Methylprednisolon c6 thé gay tang glucose huyét, do d6 can dung liéu insulin cao hon.

Téc dung khéng mong muén (ADR):

ADR thudng xay ra nhiéu nhét khi dung liéu cao va dai ngay.

Methylprednisolon trc ché téng hop prostaglandin va nhu vy lam mét tac dung cua prostaglandin
trén dudng tiéu hoa, gdm trc ché tiét acid da day va bao vé niém mac da day. Nhidu ADR c6 lién
quan dén tac dung nay cua glucocorticoid.

Thuong gap, ADR > 1/100

TKTW: Mat ngi, than kinh d& bj kich dong.

Tiéu héa: Tang ngon miéng, kho tiéu.

Da: Rém 16ng.

Noi tiét va chuyén hoa: Dai théo duong.

Than kinh - co va xuong: Pau khép.

Mit: Pyc thiy tinh thé, glocom.

Ho6 hip: Chay mau cam.

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

TKTW: Chéng miit, con co giat, loan tim thin, u gia & ndo, nhirc dau, thay dbi tim trang, mé sang,
ao giac, sang khoai.

Tim mach: Phu, ting huyét ap.

Da: Trimg c4, teo da, thim tim, ting séc t6 md.

Nbi tiét va chuyén héa: Hoi ching Cushing, trc ché truc tuyén yén - thuong than, chdm 16n, khong
dung nap glucose, giam kali huyét, nhiém kiém, v6 kinh, giit natri va nuéc, ting glucose huyét. \
Tiéu hoa: Loét da day, budn ndn, ndn, chuéng bung, viém loét thuc quan, viém tuy.

Thén kinh - co va xwong: Yéu co, loding xwong, giy xuong.

Khéc: Phan tmg qua man.

Huéng dén cdch xir tri ADR:

Trong nhimg chi dinh c4p, nén st dung methylprednisolon véi liéu thap nhit va trong thoi gian
ngén nhét c6 hiéu luc 14m sang.

Sau diéu tri dai ngay v6i methylprednisolon, néu tc ché truc ddi - tuyén yén - thugng than c6 kha
ning xay ra, diéu cip bach 1a phai giam liéu methylprednisolon tirng budc mét, thay vi ngimg dot
ngdt. Dung mdt lidu duy nhét trong ngay gy it ADR hon nhitng lidu chia nho, va liéu phap cach
ngdy 1a bién phép t5t dé giam thiéu su &rc ché tuyén thuong than va nhitng ADR khéc. Trong liéu




phép cach ngay, dung mot liéu duy nhit ct hai ngay mot lan, vao budi sang. Theo ddi va danh gia
dinh ky nh~
huyet ap -
Dy phéng loet dh \‘yn\\‘ t4 trang bang céc thudc khéng thu thé H, - histamin khi dung liéu cao
metl&xylprpdnisolontoin than.

nguén‘ ‘benlr che tri dai han véi methylprednisolon cin ding bb sung calci dé du phong

S,

Nhimng ngudi c6 kha ning bi trc ché mién dich do methylprednisolon cin dugc canh bao vé kha
ning d& bi nhiém khuén.

s6 vé lodng xuong, tao huyét, dung nap glucose, nhitng tac dung trén méit va

Nhitng nguoi bénh séip dwoc phiu thuét c6 thé phai ding bd sung methylprednisolon vi dap tmng
binh thudng véi stress di bi giam sut do trc ché truc ddi - tuyén yén - thuong thén.

“Thong bdo ngay cho bdc si hodc dwoc si nhitng tic dung

khong mong muén gip phai khi si dung thuéc”

Qua liéu va cach xir tri:
Triéu ching: Biéu hién hoi chimg cushing (toan than), yéu co (toan than), va lodng xuong (toan
than), tAt ca chi xay ra khi sir dung glucocorticoid dai han.
Khi sir dung lidu qué cao trong thoi gian dai, ting ning vo tuyén thuong than va“tie ché tuyén

thuong than c6 thé xay ra. Trong nhimg trudng hop nay cAn can nhic dé c6 quyét dn:fh dung (
tam ngirg hodc ngung hén viéc ding glucocorticoid. :
Céc déu hiéu cin lwu ¥ va khuyén cio:
“Thudc nay chi ding theo don ciia bic si”
“Pé xa tAm tay tré em”
“Poc kj hwéng din sir dung truée khi ding”
Pidu kién bio quan: Noi khé réo, nhiét do dudi 30°C, tranh énh sang.
Han dung: 36 thang ké tir ngay san xuat
Tiéu chuén 4p dung: DDVN IV
Tén, dia chi co s& sin xuit:
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sé 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
Ngay xem xét sira dbi, cAp nhit lai ndi dung hwéng din sir dung thudc: Ngay/thang/nam
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