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LENOMID 100

Vién nén bao phim Leflunomid 100mg

T4 dudc: Lactose monohydrat, Avicel PH 101, Polyvinyl pyrrolidoh (PVP K30), Natri starch

glycolate, = Magnesi  stearat,

Hydroxypropylmethyl cellulose 615, Titan dioxyd, Talc, Polyethylen glycol (PEG) 6000.

Phén loai

Aerosil,

Hydroxypropylmethyl

Leflunomid thudc nhém thudc diéu tri viém khdp, viém khép dang thap.

Dugc luc, ¢d ché tdc dung

cellulose

606,

Leflunomid 12 thudc duge ding diéu tri & viém khdp, viém khdp dang thap. Mot s6 thudc
khdc dugc ding trong diéu tri thodi héa khdp, viém khdp dang thap nhu cdc thude chong viém
non seroid (ibuprofen, naproxen, ...) chi diéu tri triéu ching cta viém khdp, viém khép dang
thdp. Tuy nhién, leflunomid khong chi 1am gidm triéu cing viém la nguy€n nhdn gy ra cdc

triéu chitng va ph4 hily khép ma con lam gidm ti€n tri€n clia phd hiiy khdp.

Leflunomid chéng viém nhd e ché cdc € bao mién dich gdy viém, do ngin cdn viéc tao
thinh ADN thanh ARN trong t€ bao mién dich bing cdch c ch€ enzym dehydrogenase
dihydroorotate cin thi€t d€ tao thanh 1 acid nuleic chi y&u ciia ADN va ARN la pyrimidin .
Khong ¢6 ADN va ARN t€ bao mi&n dich khong dim nhi¢m chifc ning. Vi ¢6 cd ché€ hoat
dong khdc biét va duy nha't nén leflunomid c6 gid tri b8 sung cho nhitng thudc tic dong thong
qua nhitng cd ch€ khic ma bénh nhdn dang ding nhy cdc thudc khang viém non steroids,

corticosteroids,...
Du¢c dong hoc

Sau khi u6ng leflunomid dudc chuyén héa lan ddu & gan va rudt thanh dang 6 hoat tinh la A-
771.726 (teriflunomid). Sinh khd dung ctia leflunomid sau khi u6ng khodng 82-95%, ndng do
dinh trong huy&t twong dat dugc khoing 1-24 gids. 99% A-771.726 lién két vdi protein huyét
twong, chii y&u 1a albumin. Khodng 43% liéu ding dugdc thdi trir trong nudc ti€u qua than, chi
y&u dudi dang lién hgp vdi acid glucuronides va 48% dudc dao phdi qua mat.
Thdi gian ban thdi ciia A-771.726 khodng 2 tudn, dugc gidi thich 1a do sy tdi hap thu & rudt.
Cholestyramin va than hoat ¢6 thé ngin chin qud trinh tdi hdp thu nay va do d6 ting toc do

loai bd thudc ra khdi cd thé.
Chi dinh

LENOMID 100 dudgc chi dinh trong nhitng trudng hdp sau:

Viém khdp:

- Viém mang hoat dich, sung, dau, citng khdp.
- Ngin chin tinh trang bi€n dang khdp va duy tri chitc ning khép.
- C6 thé ph6i hdp véi cdc thude non steroids hodc corticosteroids d€ lam ting hi¢u qui

diéu tri.
Viém khép dang thdp & ngudi 16n.

Doc kj hiééng dén sit dung triée khi diong. Néu cdn biét them théng tin, xin héi y kién bdc si.
Thuée nay chi ditng theo su ké don ciia thdy thuéc.

Liéu lugng va cdch diing.
Liéu tdn cong: 100mg/ngay x 3 ngay.
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Li€u duy tri: 20mg/ngay. Khong nén ding liéu cao hon 20mg/ngay. N&u khong dung nap c6
thé gidm 10mg/ngay.

Khoéng can chinh lidu & ngudi trén 65 tudi.

Bénh nhdn suy gan: khong dudc ding leflunomid cho bénh nhin suy gan ning. Liéu ding
leflunomid nén gidm xuéng con 10 mg/ngay méi ngay & nhitng bénh nhin c6 ndng do
transaminase gdp 2-3 1an 5o v6i gidi han binh thudng. Cin theo ddi cdc gid tri men gan hang
tuan & nhitng bénh nhan nay, néu gi tri men gan vin cao va ¢6 diu hiéu nghiém trong thi cin
ngitng ngay lap titc viéc diéu tri véi leflunomid.

Chéng chi dinh

- Khéng ding cho bénh nhin quid min v6i leflunomid va bat cit thanh phin nao ciia
thude. '

- Khdng dung cho phu ni dang ¢6 thai. N€u bénh nhan c6 thai trong thdi gian dang diing
thuge thi bénh nhan cin théng bdo mdi nguy cd gy hai tiém tang clia thudc d6i véi
thai nhi.

Thén trong: . . ) .

- Trude khi khoi dau diéu tri véi LENOMID 100, cin cin nhic giira lgi ich va nguy co vé kha
nang tang tic dung phu trén bénh nhan gin diy da duoc didu tri voi thudc DMARD c6 ddc tinh
gan hodc doc tinh mau.

- C6 thé xay ra céc tac dung phu nghiém trong (vi du, doc tinh gan, dc tinh méu hosc phan (g
di mg) do thoi gian ban huy dai cua chat chuyén héa c6 hoat tinh thdm chi sau khi ngung diéu tri.
Do d6, khi nhitng téc dung phy nay xay ra, khi phai loai trir cdc nguy co bd sung (vi du tuong tac
dong hoc, doc tinh co quan), hoic khi dinh thay thé bing mét thudc DMARD khéc (vi du
methotrexat), cn tién hanh qui trinh dao thai nhu sau : Uéng colestyramin (8 g ngay 3 lan) hodc
thay bing than hoat (b4t pha thanh hdn dich, 50 g ngay 4 lan). Hoan tat qui trinh thudong mét 11
ngdy, nhung c6 thé thay déi tiy theo céc bién sb lam sang hodc can lam sang.

- Phai kiém tra ndng do men gan ALT (SGPT) trong m4u trudc khi bit ddu didu tri va it nhét mai
thang trong 6 théng sau d6; s6 1an kiém tra tiép theo tily thuc vao tinh trang 1dm sang cia timg
bénh nhan.

- Cong thirc va s6 lugng bach cAu, s lugng tiéu ciu, cling nhu huyét ap phai duge kidm tra trude
khi bét ddu diéu trj va dinh ky sau d6. Nguy co r6i loan huyét hoc (biéu hién dién hinh 12 xanh tai,
mét moi, dé bi nhidm khudn hogic vét bim) gia ting & bénh nhan da c6 sin thiéu mau, giam bach
céu, va/hodc giam tiéu cAu, cling nhu nhimg bénh nhan suy tuy hodc c6 nguy co tic ché tuy
xuong. Xét nghiém méau (dém mau, bao gdm ca cong thitc bach ciu va s6 lugng tiéu cdu) phai
dugc theo doi thudng xuyén & nhitng bénh nhan nay.

- D2 ¢6 bdo cdo vé cac phan ing da va niém mac dang bong nudc (héi ching Stevens-Johnson,
hogi tir dc biéu bi) nghiém trong. Khi thiy nhing thay déi & da, niém mac c6 thé biéu thi su phat
trién nhiing phan img nay, phai ngung diing LENOMID 100 va céc thuée di kém va ap dung qui
trinh ddo thai thude. Viéc dao thai hoan toan 1a rit cn thiét, va khong nén didu tri lai bing
LENOMID 100. Thube c6 tinh chat trc ché mién dich ¢6 thé lam tang nguy co nhidm khuén. Hon
nita, nhiém khuén thudng niing hon va cn dugc diéu trj sém va tich cuc. Néu xay ra nhiém khuin
ning, khong kiém sodt duge, c6 thé phai ngung ding LENOMID 100 va ap dung qui trinh dao
thai thude. Vi nguy co bénh lao c6 thé hoat dong tro lai, cAn theo doi k§y bénh nhan cé phan tmg
tuberculin duong tinh. '

Khong nén ding khi duéi 18 tudi.

Phu nit ¢6 thai va cho con bii:

Khong diing cho phu nit dang mang thai hoic dang ¢6 ¥ dinh mang thai vi leflunomid cé thé
gdy di tit bAm sinh cho tré, do d6 cin tham khio ¥ ki€n Béc si trude khi bit diu didu tri vdi
leflunomid. Nén st dung cdc bién phdp trdnh thai trong su6t qud trinh diu tri va 2 nim sau
khi ngirng thudc vi leflunomid c6 thé tdn tai trong co thé trong mot thdi gian dai ngay cd sau
khi ngitng thudc va c6 thé gdy ra di tdt bim sinh trong thdi gian nay.

Khong dung leflunomid cho phu nit dang cho con bu.

Tuong tde thude
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3 Cholestyramin va than hoat: 1am gidm ndng do chit chuyén héa c6 hoat tinh cia Leflunomid
trong huyé&t tuong.
Cédc thude doc cho gan: ding dong thdi leflunomid va cdc thudc c6 hai cho gan sé lam gia
ting tdc dung phu cia thudc.
Rifampin: 1am ting néng do chdt chuyén héa c¢6 hoat tinh cia leflunomid, do d6 cdn thin
trong khi ding déng thdi hai thudc nay.
Warfarin: C6 sut ghi nhin ting chi s& INR khi ding ddng thdi warfarin va leflunomid, tuy
nhién trudng hgp nay hi€m khi xdy ra.
Methotrexat: khi ding déng thdi methotrexat va leflunomid sé lam ting nguy co nhiém doc
cho gan.
Khong nén dung leflunomid chung v6i rugu vi ¢6 thé lam ting nguy cd tén thwong gan.

Anh hudng khi 1di xe va vin hanh miy méc:

Chua ¢6 bdo cdo cho thdy thudc ¢6 dnh hudng dén khd ning 14i tau xe hay van hanh mdy

moc,
Téac dung phu

Cdc tdc dung phu hay gip nhat 1a da day-rudt (tiéu chdy), di ttng (mén ngita), rung téc ¢6 hdi
phuc, ting AST/ALT hodc ting transaminase, va gidm cdn. Vin chua rd nhitng tdc dung phu
ti€ém 4n ldu dai vi day Ia thudc mdi.
o Thong bdo cho Bdc sy nhiing tdc dung khong mong muén gap phdi khi si dung thuéc.
Qui liéu va cich xi tri:
Di c6 bdo cdo vé qud liéu man tinh & bénh nhan ding leflunomid & liéu hang ngay gip nim
lan so véi liéu khuyén cdo, cdc phan tng xdy ra thudng gip nhw: tiéu chdy, dau bung, gidm
bach cdu, thi€u mdu, xét nghiém chifc ning gan ting.
Trong trudng hdp qud licu hodc ¢6 ddc tinh ddng ké, cholestyramin va than hoat dugc dé nghi
st dung d€ ting dao thai.
Dang trinh bay
Hop 3 vi x 10 vién. .
Hop 5 vi x 10 vién.
Hop 10 vi x 10 vién.
Chai 30 vién.
Tiéu chudn
Tiéu chudn cd sd.
Han diung

O 36 thdng k& tir ngay san xu4t. J\ ;
_ I

Bido quan /[,-

Noi kho thodng, trinh dnh sdng, nhiét do dudi 30°C.

DE thube xa tdm tay tré em.

Nha sdn xuit:

Cong Ty TNHH US PHARMA USA

L6 B1 - 10, BPudng D2, Khu c6ng nghiép Tdy Bidc Cl Chi — TP. H6 Chi Minh — Viét Nam.
Moi thdc mdc va thong tin chi tiét, xin lién hé vé s6 di¢n thoai 08 37908860, Fax: 08 “
37908856 __ :
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