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DE xa thm tay tré em.
, Doc ki hudng din siv dyng trude khi dung.
Néu cin thém théng tin xin héi ¢ kién ciia béc s§.
Thude nay chi diing theo sy ké don ciia béc sy.
SOLU-LIFE
(B&t dong kho pha tiém)
Ma ATC: HO2A B04.
Loai tlméc Thude chong viém corticosteroid.
Thanh phan
M&i lo thude co chira: )
Methylprednisolon 40 mg (dang muéi Methylprednisolon Natri
Succinat); Ta duge : Viva du.
Méi dng dung méi o chira:
Benzyl alcohol 9mg, nudce cit pha tigm vd Iml.
Duge lyc hoe )
Methylprednisolon la mét glucocorticoid. din xudt 6 - alpha -
methyll cuia prednisolon. ¢6 tac dung chdng viém. chbng dj img va
de ¢hé midn dich rd rét.
Do methyl héa prednisolon. tac dung corticoid chuyen héa mudi da
duge logi trir, vi vy c6 rét it nguy co gilr Na', va gdy phu. Téc
dung chéng viém cia methylprednisolon tang 20% so voi tac dung
cua prednisolon: 4 mg methylprednisolon c6 hi¢u luc bang 20 mg
hydrocortison.
Chimg viém, bat ky thude bénh can nao déu duge dic trung bi sir
thoat mach va thim cua cac bach ciu vao md (vi tri) bi viém.
Methylprednisolon (rc ché cde hién tugng nay. Methylprednisolon
dang dudng toan thau lam tang s6 lugng cac bach cau trung tinh va
giam s luong céc t& bao lympho, bach ciu ra eosin, bach cdu don
nhdn trong médu ngoai bién, Bach céu trung tinh ting la do sy ting
huy déng cac bach cdu trung tinh tir dyr trir & tdy xwong ra, do nira
dai ena chiing trong mau luu thong duge kéo dai va do sy thodt
mach vi tham nhiém vao vi trf viém bj giam di. Co I2 nguyén nhan
cubi ciing nay 1a mdt trong nhiing co ché chil]h Ve tac dung ?Ixéng
viém cua methylprednisolon. Vige giam so lugng cdc t& bao
fympho. cic bach ciu wa eosin va cde bach cfu don nhin trong
mau luu thong 1a két qua cia sy chuyén van cta chang tir mach
mau vao mo dang lympho. )
Methylprednisolon con e ¢hé chirc niing cia cac 1é bao lymphd va
cua cic dai thye bao cua md. Kha niing ddp img cua ching voi cac
khang nguyén va cdc chat giy gian phin bi giam. Tdc dung cia
methylprednisolon 1&n cic dai thye bao dac biét rd rét. lam han ché
kha ning thue biio cua ching, han ché kha ning diét vi sinh vat va
han ché vige san sinh interferon - gama, interleukin - 1, chdt gy
sat, cac men collagenase va elastase, yéu (6 giy hoai ur chd sung
va chiit hoat hoa plasmmoﬂen Methylprednisolon tac dung Ién &
bio lympho lam gidm sédn sinh interleukin - 2.
Ngodi tac dung trén chirc nang cia bach ciu, methylprednisolon
con tic dong dén phan tng viém bing cach lam giam tong hop
proswglandm do hoat hoa phospholipase A,. Melhylpredmsolon
lim ting ndng do mot s6 phospholipid mang e tac dung tre ché
s tong hop prostaglandin. Methylprednisolon ciing lam ting
néng dé lipocortin, la protein gdy gidm tinh kha dung cia
phospholipid, co chdt cla phospholipase A, Cudi ciing,
methylprednisolon lam giam sy xuat hign cyclooxygenase &
nhimg € bao viém, do do lam giam lugng enzym dé san sinh
prostaglandin. )
Methylprednisolon lam giam tinh thiim mao mach do (rc ché hoat
tinh cua kinin va cac ndi doc to vi khuan va do lam giam luong
histamin gidi phong bai bach cdu wa base. )
Tac dung e ché mién dich cia methylprednisolon phén 16n do
nhimg tdc dung néu trén, Nhimg lieu Iém thude c6 the lam gidm san
sinh kh:’mg thé. con lieu trung binh khdng cd tac dung nay (vi du,
16 mg/ngay methylprednisolon).
Trong m{l s6 trudmg hop, methylprednisolon lam chét cac té bao
lympho - T. Nhirng té bao - T binh thuéng trong mau ngoai bién co
tinh dé khing cao ddi voi tic dung gdy chét & bao cua
glucocorticoid. Tuy nhién, nhimg & bao lympho khéng binh
thudmg. gém ca mét s6 1€ bao ung thu. c6 thé nhay cam hon nhiéu.
Methylprednisolon c¢6 thé giy chét té bao theo chwong trinh
(apoptosis) o nhiing lympho bao, cling véi mt sb chudi hién tugng
hoat hoa te bao lympho. Nhimg tdc dung khang lympho bao nay
duoc khai thac trong hoa tr liéu bénh leukemia cp thé lympho va
bénh u hach bach huyét.

Pt Lyam

Melhylplcdnisolon ¢ hi¢u luc trong hen phé quan, chimg o vai
tr ctia viém trong sinh bénh hoc mién dich chia bénh ndy. Bao gi¢r
ciing phai bit du didu tri voi thube kich thich beta, Trong nhimg
con hen ning phai nim vién, cin didu tf tin cong tiém
glucocorticoid la chu yéu. Tuy nhién nhimg ngm‘Jl bénh hen nay
viin cin tiép tuc ding corticosteroid hit hoﬁc uong. Thuong diéu tri
nhimg con hen cp tinh it niing hon b'mg nhimg dot ngan udng
glucocorticoid. Sy tc, ché chirc nang tuyén thugng than thuong hél
trong vong | dén 2 wan.

Trong diu tri bénh hen phé quan man tinh nigng ma nhimg bién
phap khac khéng cé hiéu qua, co thé phai sir dung dai han
glucocorticoid voi ]J.éu thip nhét cd tac dung dé co thé ciru sng
duge ngudi bénh va cin than trong khi dy dinh ngimg thuéc.
Glucocorticoid duge dung rdng rai trong diéu tri nhiéu chimg bénh
thip khdc nhau va la mot liéu phap chinh trong diéu tri nhimg bénh
nang hon nhur lupus ban do hé thong va nhiéu réi logn viém mach
nhu viém quanh déng mach nét. bénh u hat Wegener. vi viém
dong mach 1€ bao khnng 16. DI vai nhtrng rbi loan nang nayv. lidu
glucocorticoid bat dau phai du dé lam giam bénh nhanh chong va
dé giam thiéu céc lhuorng t6n mo, sau do la giai doan cung 6 voi
mot liéu duy nhal mdi ngay, va giam din 16 héu t6i thidu co tac
dung. Trong bénh viém khop dang thiip, ding lidu bat dau tuong
doi thip. Trong dqd c.lp tinh, co the ding liéu cao hon, sau do giam
déin nhanh. C6 lhc didu tr ngudi ¢é trigu chimg chinh cia bénh ¢
mét hoic mot sé it khop bling cach tiém methylprednisolon trong
khop.

O ré em bj viém khép man tinh véi nhimg bién chimg de doa doi
sépg, doi khi dung methylprednisolon trong liéu phap tin cong. Co
the tiém methylprednisolon trong khop, nhu trong bénh cia ngudi
161, nhung & tré em nhirg déu higu diic trumg hoi chitng Cushing
va chimg loang xwong vai xgp dbL séng va chim lon sé phat trién
nhanh.

Glucocorllc0|d 14 ligu phap hang dau trj hai chimg than hu. Trong
bénh viem cdu thin mang, ap dung liéu phip glucocorticoid cich
ngdy trong § dén 10 tudn, sau dé giam dan liéu trong | dén 2 thing,
Co theé dieu trj nhilng bidu hién cua dj (mg thoi gian ngan, nhwr sot
co khd, bénh Imyel thanh, may day, viém da ticp xde, phin (mg
thube, ong dét va pha than kinh - mach bang glucocorticoid
(methylprednisolon) bé sung cho li¢u phdp chinh.

Trong thifu mau tan mau mién dich. néu khéng chira dugc nguyén
nhén chinh hogc néu cin can thiép khan cap, glucocorticoid 1a lle‘y/o.r.\a;
phap co ban. It khi chi dinh truyén méau vi ¢ thé giy blén chyf™

tang lan méu. Néu tinh trang bénh nguy hiém dén doi sbng,
tinh mgch lidu cao methylprednisolon truge khi truyén méau g
theo doi chidt ché nguoi bénh.

Didu tr bénh sarcoid bing corticosteroid. Do nguy co mé :ﬁ‘,
lao thir phdt, ngudi bénh co biéu hign méc lao phai duge dié)\re
phong chéng lao.

Duwge djng hoe ; )

Kha dung sinh hoc xép xi 80%. Néng d6 huyét wrong dat mic 1
da 1 - 2 gio sau khi ding thude. Thei gian tic dung sinh hoc ((ic
ché tuyén yén) khoang 1% ngy, co the coi la tée dung ngan.
Methylprednisolon duge chuyén Haa trong gan, gibng nhu chuyén
hoa cta hydrocortison, va ca’%\ch&\kh €n hoa duge bai tiét qua
nurée tidu. Nira dai xdp xi 3 gi. \ A Lf’

Chi dinh v

Solu-life dugc chi dinh trong ligu phip khéng dac higu cén dén tac
dung chdng viém va giam mién dich cua glucacorticoid dbi véi:
Viém khdrp dang thip, lupus ban do hé théng., mot s6 thé viém
mach; viém dgng mach thai duong va viém quanh déng mach ndt.
bénh sarcoid, hen phe quan, viém loét dai trang man, lh:eu mdu tan
miu, giam bach ciu hat, vd nhimg bénh dj (mg ning gbm ca phan
vé; trong diéu trj ung thu, nhu bénh leukemia cép tinh, u lympho.
ung thur vii va ung thu tuyén tién ligt.

Solu-life con co chi dinh trong diéu trj hdi chimg than huo nguyén
phat.

Chéng chi dinh

Nhiém khudn ngng. trir séc nhidm khuan va lao mang ndo.

Quéa mén vei methylprednisolon hogic bt ky thanh phdn nao cua
thuoe,

Thiuong ton da do virus, n_flm hoic lao.

bBang ding vaccin virus song.

Thin trong
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Str dung thin trong o nhung nguol bénh lodng xuong, ngudi mai
néi théng mach méu, roi loan tam than, loét da day, logt ta trang,
dai thao dudng, tang huyét ap, suy tim va tré dang lém,

Do nguy co o nhing tic dung khéng mong mudn, phéi st dung
thin trong Solu-life cho ngudi cao twédi. voi lidu lhap nhét va trong
thoi gian ngan nhét cé thé duge.

Suy tuyén thugng thin cdp co thé xay ra khi ngirng thude dot ngdt
sau thoi gian dai diéu tri hodc khi co stress.

Khi dung lidu cao, 6 thé anh huéng dén tic dung cla tiém ching
vacein.

Theoi ky mang thai

Ding kéo dai corticosteroid toan than cho ngudi me co thé din dén
giam nhe thé trong cia tré so sinh. N6i chung, sir dung Solu-life &
nguoi mang thai doi hoi phai can nhic loi ich co thé dat duge so
vér nhiing riii ro ¢6 thé xay ra voi me va con.

Thai k¥ cho con hi

Khong chong chi dinh Solu-life doi véi nguoi cho con bu.

Tiac dgng 1én khi niing lai xe va viin hanh midy moc

Thin trong vi thude cb thé gay mit ngu, kich dgng than kinh.

Tic dyng khing mong mudn (ADR)

Nhing téc dyng khong mong mudn thudmg xay ra nhiéu nhit khi
ding thude lidu cao va dai ngay.

Methylprednisolon (re ché téng hop prostaglandin va nhu vay lam
mit tic dung cua prostaglandin trén dudmg tiéu hoa, gom tic ché
tiét acid da day va bao vé niém mac da day. Nhidu ADR c6 lién
quan dén tic dung nay cia olucucorncmd . o

Thicng edp. ADR > 17100 "

Thén kinh trung rong: MAt ngu, thﬂn.%(mh dé b; I\ich dong.

Tiéu hoa: Tang ngon miéng, khé t1§u

Da: Rdm 16ng.

NGi tiét va chuyén hoa: Dai thao
Thén kinh co va xuong: Dau khd
Mét: Buc thay tinh thé, glocom,

Ha hap: Chay médu cam,

It gap, 11000 < ADR < 1/100 '
Than kinh trung wong: CI]ol\g mat, con co g

* 7 fop
ong.l |

didu trji mong mudn lhap hon heu can thiét dé dal ac dyung ban dau.
vi phdi xdc dmh liéu thip nhét co thé dat tac dung cin co bing
cach giam lidu ddn timg bude cho t6i khi thdy cac déu hiéu hoje
tri¢u chimg bénh tang 1én.

Khi cén ding nhimg lidu lon trong thoi gian dai, ap dyng liéu phap
dimg thude cach ngay sau khi da kiém soat duge tién trinh cua
bénh, s& it ADR hon vi ¢6 thai gian phyc hdi giira mpt liéu.

Trong ligu phap cich ngdy, ding mot liéu duy nhit
m\,thylprednisolon cir 2 ngay mét lan, vao budi sing theo nhip thoi
gian tiét ty nhién glucocorticoid.

Diéu tvj con hen ning déi véi ngidi bénh ngi trii: Déu tién, tigm
tinh mgch methylprednisolon 60 - 120 mgflan, clr 6 gid tiem mot
14n: sau khi di khoi con hen céip tinh. ding ligu udng hang ngay 32
- 48 mg. Sau do giam dén liéu va co thé ngimg ding thuoe Lrong
vong 10 npay dén 2 twin, ké wr khi bt dau didu tr bing
corticosteroid,

Con hen cap tinl; Methylprednisolon 32 dén 48 mg moi ngay.
trong 5 ngdy, sau do co lhé diéu tri bd sung véi liéu thdp hon trong
mot tudn. Khi khoi con ¢dp tinh, thude duge giam din nhanh,
Nhiing bénh thdp néng (xem mue Diwege lye hoc); Lic (Iﬂu, thutmg
ding methylprednisolon 0,8 mg/kg/ngay chia thanh Iieu nho, sau
do diéu trj clng co dung mot lieu duy nhit hang ngay, tiép theo la
giam déin 16i lidu tdi thidu ¢b tac dung )

Viém khop dang map Lidu bt dﬁu la 4 dén 6 mg
methylprednisolon méi ngay. Trong dot cdp tinh, ding liéu cao
hon: 16 dén 32 mg/ngay, sau do giam dan nhanh.

Viem khop mon tinh ¢ tre em voi nhimg bién chimg de doa tinh
mang: Doi khi ding methylprednisolon trong ligu phap tan cong.
vai lidu 10 dén 30 mg/kg/dot (thuang ding 3 lan).

6i chimg thin hie nguyén phr: Bit diu, ding nhimg liéu
methylpredmsolon hing ngdy 0, 8 dén 1,6 mg/ke trong 6 tudn, sau
d6 giam dén licu trong 6 dén 8 tudn.

Dj img néng, dién bién trong thei gian ngan Tiém tinh mach
methylprednisolon 125 mg, clr 6 gio tiém mot ldn.

Thiéu méu tan méu do mién dich: Tiém tinh mach 1000 mg/ngay,

U ETSE EIRDUNGmng 3 ngay, Phai digu trj bang methylprednisolon it nhét trong 6 -

& ndlo, nhire déu, thay doi tdm trang, mé sang, g 1?*?&!1{)'3& ﬂu} HONG? tudin,

Tim mach: Pha, ting huvét ap.

Trirse khi truvén méu cho ngiedi bénh c6 thicu mdu tan mau, Tiém

Da: Trimg cd. teo da. tham tim. tang séc th pﬁ (ﬂf Z[t’:’}@ /f(,(u f( i }iﬂg mach methylprednisolon 1000 mg dé dy phong bién chimg

NI HSL vl \.hllj(t.l'l hoa: Hot chung Cushing, tceng gruc tuyen ven{r‘
thugng thin, chim fon. khéng dung nap glucose, giam kali huyét,
nhiem kiem, vo Kinh, gitr natri v nude, tang glucose huyet.

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

Thén kinh - co va xurong: Yéu co, loiing xuong, gly xuong,

Khic; Phan {img qud mén.

Huong din cich xir tri ADR

Théng bio che bic sy cdc tic dung khéng mong mudn gip phii
khi ditng thude.

Trong nhimg chi dinh cp. nén sir dung thude véi lidu thip nhit va
trong thor gian ngdn nhit ¢6 higu lue [am sang.

Sau diéu tri dai ngay véi Solu-life. néu tre che trye doi - tuyén yén -
thugng thin ¢é kha nang xdy ra, diéu cdp bach 12 phai giam lidu
timg buoc m_@l. thay Ivi ngimg dot ngot.

Ap 'dung ché d§ diéu tri tranh tac ddng lién tuc cia nhimg ligu
thuoe co tae dung duge ly. Dang mét litu duy nhét trong ngay gy
it ADR hon nhlmg liéu chia nho, va liéu phép cach ngay 13 bién
phap téL dé giam thicu sur irc ché tuyén thuong thin va nhimg ADR
khac, Trong liéu phdp cach ngdy, ding mdt lidu duy nhét cir hai
ngay mot lin. vio budi sang.

Theo dai va danh gia dinh ky nhimg thong sd w lodng xuong, tao
huyét. dung ngp glucose, nhimg tac dung trén mm v huyét ap.

Dy phong loét da diy v (4 trang bang cac thude khang thy thé H, -
histamin khi dung licu cao Solu-life,

Tét ca nguoi bénh didu trj dai han véi Solu-life cin ding b sung
calei dé dy phong loding xuong.

Nhitng ngudi co kha ning bi e ché mién dich do glucocorticoid
cdn duge canh bdo vé kha nang dé& bi nhigm khudn.

Nhiing ngudi bénh sip duoe phiu thudt co thé phai ding bd sung
glucocorticoid vi dap (g binh thuong vdi stress da b giam sit do
e LhL truc doi - tuyen yén - thugng than.

Liéu qung vii edich ditng

Xac dinh liéu lugng theo timg cd nhén. Lleu bat diu 13: 6 - 40 mg
methylprednisolon mdi ngay. Liéu cin thiét dé duy tri tac dung

ldofg tan mau.
Bénhr sarcoid: Methylprednisolon 0.8 mg/kg/ngay, dé lam thuyén
giam bénh, Dang licu duy tri thiip,
8 mg/ngay.

Tuong tic thude

Methylprednisolon la chiit gy cam {mg enzym cytochrom ij ’
la co chat coa enzym Py, 3A, do do thuoe nay tic dong d 1%
chuyén hoa cua ciclosporin, erythromycin, pnenobar&hﬂ.}l
phenytoin, carbamazepin, ketoconazol, rifampicin.

Phenytoin, phenobarbltal rifampin va cac thudc loi tiéu gleﬁwn i/
huyét ¢ thé 1am giam hidu lyc cia methylprednisolon, a®
Methylprednisolon ¢ thé gay tang glucose huyét, do da cantling
Ileu_msulm cao hon.

D§ 6n dinh

Dung dich da pha bot thude Selu-life dwoc bao quan ¢ nhiét do
<30"C va dang trong vong 48 gio.

Qua lidu va xir tri " 1

Nhimg tri¢u chimg qud i dm Midu hien hdi ching Cushing
(toan thdn), véu co (1oa|\f‘tha W\vit loung xwomg (toan than), tat ca
chi xdy ra khi sir dung Solu-‘i&t&]‘& 1an.

Khi st dung liéu qué cao uon'g' t1oi gian dai. ting néng vo tuyén
thugng than va (e ché tuyén thugng thdn cd the xay ra. Trong
nhimg trudmg hop nay cén can nhic dé ¢ quyét dinh dung dén tam
ngimg hodc ngirng han viée ding Solu-life.

Bio quan

Noi kho mat, trinh anh sang, nhiét do khong qua 30'C.

S6 DK: VN-

Han ding: 36 thing ké tir ngay san xudL,

Titu chudn: USP38, X

Qui céich dong goi:

Hép 1 1o+ 1 6ng dung mai, kém t& hudn
Hop 10 lp, kém (& hudng ddn sir dung.
Nhi siin xuit:

Furen Pharmaceutical Group Co.,
Xuan Wu Economic Developing-ar
Trung Qudc.




