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Compesitien: Each film coated tablet contains:
Leflunomid i 20mg
Keep out of reach of chig

Indi ontra-i dosage, ad Read the package msert carehuly betore ©
Please refer to enclosed package insert
Srorage:
In & cool and dry place, below 30°C, Manufacturer: US PHARMA USA CO., LTD
protect from direct sunlight Lot B1-10, D2 Street, Tay Bac Cu Chi industrial Zone, HCMC
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Leflunomid 20 mg
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Chi dinh, chéng chi dinh, lidu ding, cdch ding: Boc k

1 SU aung UGS kKM dung
Xem 1 hudng din wi dung bén trong hop.

Nha sin xudl CONG TY TNHH US PHARMA USA
Bdo qudn: L& B1-10, Budng D2, KCN Tay Bic Cl Chi, TP.HCM |
Mol khd thodng, nhidt 8§ dugi 30°C, tranh &nh sang
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Leflunomid 20 mg

US PHARMA USA
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10 blisters x 10 film coated tablets

104 x 62mm
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60 x 67mm

Composition: Each film coated tablet contains:
Leflunomid .. 20mg

dosage,
Please refer to enclosed package insert

Storage:
In & cool and dry place, below 30°C.
protect from direct sunlight

Specification:
In house

Manutacturer: US PHARMA USA CO., LTD
Lot B1-10, D2 Street, Tay Bac Cu Chi industnal Zone, HCMC

Distributed by @ WHANSINH NHAN SN cO, LTD
58 Bau Cat 7 Street, W14, Tan Binh Dist, HOMC
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US PHARMA USA

Leflunomid 20 mg

3 vix 10 vién nen bao phim

Va

Leflunomid 20 mg

Lenomid 2

Thanh phén;

Mi vidn nén bao phim chia:

Lotunomid e 20mg

Xem i huding dan s dung bén trong hép.
Bdo quén:

Tiéw chudn:
Tidu chudn cosa

Chi dinh, chéng chi dinh, liéu ding, cdch ding:

sl dung trude khi ding

Nha s4n xult: CONG TY TNHH US PHARMA USA
L& B1-10. Buang D2, KCN Tay Bac Ci Chi, TP HCM

Nei khd thodng, nhigt d6 dugi 30°C, trénh énh sdng.

Nha n : CTHAN SIH  CONG TY TRMM NHAN Sihe
pivk phil ‘ 58 Bau Cat T, P14,Q Tin Binh, TpHCM
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1T10x70x 67mm

Keep out of rea
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dosage, ad)

Please reter to enclosed package insert

Storage:
ina cool and dry place, below 30°C,
protect from direct sunlight,

Specification:

In house.
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Lenomid 2

Leflunomid 20 mg

Manufacturer: US PHARMA USA CO., LTD
Lot B1-10, D2 Street, Tay Bac Cu Chi industrial Zone, HCMC, ‘

Distributed by (@ MHAN Siud  NMANSINNKCO. LTD
A Bawi Cat 7 Strest W14, Tan Binh Dist, HOMC
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5 vix 10 vién nén bao phim

Leflunomid 20 mg

US PHARMA USA
o
Thanh phdn:
Mdi vidn nén bao phim chida:
L 20mg g
DE xz tim fay tre em
Chi dinh, chdng chi dinh, liéu ding, cich ding: Boc kj huong din si dung tnc khi ding
Xem 1 hudng dan sd dung bén trong hip.
Nha san xulit: CONG TY TNHH US PHARMA USA
Bdo qudn; L6 B1-10, Budng D2, KCN Tay Bac Gl Chi, TP.HCM
Noi khi thoang, nhigt 4o dudi 30°C, tranh anh sang.
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120 x 36mm

Thanh phén: R, Thuse bén theo don Composition: Each film coated tablet contains:
K81 il o i plie chitie LEAUNOMIG oo, 20MG
Leflunomid ... 20mMg Indications, contra-indicati dosage, administration:
Chi dinh, chéng chi dinh, liéu ding, cdch ding: /— Please refer to enclosed package insert.
Xem t& hudng dan sl dung bén trong hop. /- Storage:
In a cool and dry place, below 30°C,

Bdo qudn: . : ;
tect f d y
Noi kho thoang, nhiét do dudi 30°C, tranh anh sang. I e n o m l profecy from disect sunfight.
Specification:

Tiéu chudn: . b ST (Pl N
Tiéu chudn co so. Leflunomid 20 mg . 11 EX et ey
Keep out of reach of children Myl 5 iy

Bé xa tm tay tré em
Boc ki huting din si dyng trudic khi ding

Read the package insert carefully hefore use, WO (Bl

cturer: US PHARMA USA CO., LTD
0, D2 Street, Tay Bac Cu Chi industrial Zane, HCMC,

Nha san xuat: CONG TY TNHH US PHARMA USA
L6 B1-10, Buding D2, KCN Tay Béc Cl Chi, TP.HCM.

Nha phan phoi € NHAN SINH CONGTY TNHH NHAN SINH u:P

by (/NHANSINH  NHANSINH CO, LTD
58 Biu Cat 7, P14, Q. Tan Binh, TRHCM
US PHARMA USA

58 Baw Cat 7 Street, W14, Tan Binh Dist, HCMC
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) v n =4 | V'@ 5 b B )
%\ US PHARMA USA :* ién nén bao phim Leflunomid 20mg

én bao phim chia:
Leflunomid 20 mg

T4 duge: Lactose monohydrat, Avicel PH 101, P(')lyvinyl pyrrolidon (PVP K30), Natri starch
glycolate, Magnesi stearat, Aerosil, Hydroxypropylmethyl cellulose 606, Hydroxypropylmethyl
cellulose 615, Titan dioxyd, Talc, Polyethylen glycol (PEG) 6000.

Phén loai
Leflunomid thugc nhém thudc diéu tri viém khdp, viém khép dang thap.
Dugc luc, co ché tdc dung
Leflunomid 12 thu6c duge dung diéu tri & viém khdp, viém khdp dang thap. Mot s& loai thude
khdc dugc dung di€u tri thodi héa khdp, viém khdp dang thip nhu cdc thudc chdéng viém non
seroid (ibuprofen, naproxen, ...) chi diéu tri triéu ching ctia viém khép, viém khép dang thdp.
Tuy nhién, leflunomid khéng chi lam gidm tri¢u chitng viém 12 nguyén nhin giy ra cdc triéu
chitng va phd hiy khép ma con lam gidm ti€n tri€n ctia phd hiy khdp.
Leflunomid chéng viém nhd e ché cic t&€ bao mién dich giy viém, do ngin cdn viéc tao
thanh ADN thanh ARN trong t&€ bao mién dich bing cich &c ch€ enzym dehydrogenase
dihydroorotate cin thi€t d€ tao thanh 1 acid nuleic chd y&u ctia ADN va ARN la pyrimidin .
Khong ¢6 ADN va ARN t€ bao mién dich khéng dim nhiém chitc ning. Vi ¢6 cd ché hoat
dong khdc biét va duy nhdt nén leflunomid ¢6 gid tri b sung cho nhitng thudc tdc dong thong
qua nhitng ¢ ch& khdc ma bénh nhin dang ding nhu cdc thudc khdng viém non steroids,
corticosteroids,,...
Du¢gc dong hoc
Sau khi udng leflunomid dudc chuyén héa lan ddu & gan va rudt thinh dang c6 hoat tinh 1a A-
771.726 (teriflunomid). Sinh khd dung clia leflunomid sau khi uéng khodng 82-95%, ndng do
dinh trong huy€t tuong dat dugc khodng 1-24 gid. 99% A-771.726 lién két v6i protein huyét
twong, chi yé&u la albumin. Khodng 43% liéu ding dugc thdi trif trong nude ti€u qua thin, chi
yé&u dudi dang lién hgp vdi acid glucuronides va 48% dugc dao phdi qua mat.
Thdi gian bdn thdi cia A-771.726 khodng 2 tuan, dugc gidi thich 1a do sy tdi hap thu & rudt.
Cholestyramin va than hoat ¢6 thé ngin chin qud trinh tdi hap thu nay va do d6 ting t&c do
loai bé thudc ra khoi co thé.
Chi dinh
LENOMID 20 dugc chi dinh trong nhitng trudng hgp sau:
Viém khdp:

- Viém mang hoat dich, sung, dau, cifng khép.

- Ngin chin tinh trang bi€n dang khép va duy tri chifc nang khép.

- C6 thé phéi hgp vdi cdc thude non steroids hodc corticosteroids dé lam ting hiéu qué

diéu tri.

Viém khép dang thip & ngudi 16n.
DPoc ki hiiéng dén sit dung tride khi ditng. Néu cdn biét thém thong tin, xin hoi y kién bdc si.
Thube nay chi ding theo su ké don ciia thdy thuéc.
Liéu lugng va cdch dung.
Liéu tdn cong: 100mg/ngay x 3 ngay.
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Liéu duy tri: 20mg/ngay. Khong nén dung liéu cao hon 20mg/ngay. Néu khéng dung nap cé
thé glam 10mg/ngay.

Khéng can chinh liéu & ngudi trén 65 tudi.

Bénh nhdn suy gan: khong duge ding leflunomid cho bénh nhin suy gan ndng. Licu ding
leflunomid nén gidm xudng con 10 mg/ngdy mdi ngay & nhing bénh nhin ¢6 ndng do
transaminase gdp 2-3 1in so vdi gidi han binh thudng. Can theo dbi cdc gid tri men gan hang
tuan & nhitng bénh nhan nay, néu gid tri men gan vin cao va c6 dau hiéu nghiém trong thi cin
ngirng ngay lap tic viéc diéu tri véi leflunomid.

Chéng chi dinh

- Khong dung cho bénh nhin qud min vdi leflunomid va bilt cit thanh phin nao cia
thudc.

- Khong dung cho phu nit dang ¢6 thai. Néu bénh nhin ¢6 thai trong thdi gian dang dlung
thudc thi bénh nhin cidn théng bdo m&i nguy cd gdy hai tiém ting cia thudc ddi véi
thai nhi.

Thén trong:
- Trude khi khoi dau diéu tri voi LENOMID 20, cin can nhic giira loi ich va nguy co vé kha niang

ting tic dung phu trén bénh nhan gin diy di dugc diéu tri véi thubc DMARD c6 doc tinh gan
hodc dc tinh méu.

- C6 thé xay ra céc tac dung phu nghiém trong (vi du, doc tinh gan, ddc tinh mau hodc phan tmg
di tng) do thoi gian ban hiy dai cua chét chuyén héa c6 hoat tinh tham chi sau khi ngung diéu tri.
Do dé, khi nhitng tac dung phu nay xay ra, khi phai loai trir cic nguy co bd sung (vi du tuong tac
dong hoc, doc tinh co quan), hoic khi dinh thay thé bang mdt thubc DMARD khéc (vi du

mcthotrexat) can tién hanh qui trinh dao thai nhu sau : Uonfb colestyramin (8 g ngay 3 lan) hodc Yoo
thay bang than hoat (bt pha thanh hdn dich, 50 g ngay 4 lan). Hoan tét qui trinh thuong mét 11 -—9--“1:{‘

ngay, nhung c6 the thay doi tiy theo cac bién s l1am sang hodc can [am sang.

-Phai kiém tra ndng d6 men gan ALT (SGPT) trong mau truge khi bat dau diéu tri va it nhat mdi J\,IGM JT
thang trong 6 thang sau dé; s6 1an kiém tra tiép theo tiy thudc vao tinh trang 1am sang cia ting g
bénh nhén. ARHAU
- Cong thirc va sé lugng bach cau, sé lugng tiéu cau, ciing nhu huyét 4p phai duoc kiém tra trude P
khi bt dau diéu tri va dinh ky sau d6. Nguy co rdi loan huyét hoc (biéu hién dién hinh la xanh téi, P 0.G

mét moi, d& bi nhiém khuén hoac vét bam) gia tang & bénh nhan dé c6 sin thiéu mau, giam bach

cau, va/hoic giam tiéu cdu, ciing nhu nhitng bénh nhan suy tiy hodc ¢é nguy co e ché tay

xwong. Xét nghiém mau (dém mau, bao gdm ca cong thirc bach ciu va sé luong tiéu cau) phai

dugc theo doi thuong xuyén ¢ nhitng bénh nhan nay.

- D4 c6 bdo cdo veé cic phan mg da va niém mac dang bong nudce (hdi chimg Stevens-Johnson,

hoai tir doc biéu bi) nghiém trong. Khi thiy nhimg thay déi & da, niém mac c6 thé biéu thi su phat N
«trién nhig phan (g nay, phai ngung ding LENOMID 20 va cac thude di kém va dp dung qui

trinh dao thai thube. Viéc dao thai hoan toan la rat can thiét, va khong nén diéu tri lai bing

LENOMID 20. Thube ¢6 tinh chét tc che mién dich c6 thé lam ting nguy co nhiém khuan. Hon

nita, nhim khudn thuong ning hon va can dugc diéu tri sém va tich cuc. Néu xay ra nhiém khuén

nang, khong kiém sodt dugc, 6 thé phai ngung ding LENOMID 20 va ép dung qui trinh dao thai

thudc. Vi nguy co bénh lao ¢c6 thé hoat dong tr&s Ia1 can theo ddi k¥ bénh nhan c6 phan (ng

tuberculin duong tinh.

-Khong nén diing khi dudi 18 tudi.

Phu nit ¢cé thai va cho con bii:

Khéng diing cho phy nit dang mang thai hodc dang ¢6 y dinh mang thai vi leflunomid ¢6 thé

gdy di tat bdm sinh cho tré, do d6 cin tham khdo ¥ ki€n Bdc si trude khi bt ddu dicu tri véi

leflunomid. Nén sit dung cdc bién phédp trnh thai trong sudt qud trinh diéu tri va 2 nim sau

khi ngirng thudc vi leflunomid ¢6 thé tdn tai trong co thé trong mGt thdi gian dai ngay cd sau

khi ngitng thudc va ¢6 thé gy ra di tdt bim sinh trong thdi gian nay.

Khéng dung leflunomid cho phu nif dang cho con bu.

Tuong tdc thude
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Cholestyramin va than hoat: lam gidm ndng d6 chit chuyén héa ¢6 hoat tinh ciia leflunomid
trong huyét tuong.
Ciéc thudc doc cho gan: dung ddong thdi leflunomid va cdc thudc ¢6 hai cho gan sé lam gia
ting tdc dung phu cia thudc.
Rifampin: 1am ting néng do chit chuyén héa c6 hoat tinh ctia leflunomid, do d6 cin thin
trong khi ding dong thdi hai thudc nay.
Warfarin: C6 sy ghi nhdn ting chi s6 INR khi ding dong thdi warfarin va leflunomid, tuy
nhién trudng hop ndy hi€m khi xdy ra.
Methotrexat: khi ding ddng thdi methotrexat va leflunomid s& lam ting nguy ¢ nhiém doc
cho gan.
Khong nén dung leflunomid chung véi rudu vi cé the lam ting nguy cd tén thuong gan.
Anh hudng khi ldi xe va vin hanh mdy méc:
Chua ¢6 bdo cdo cho thdy thudc ¢6 dnh hudng dé€n khd ning 14i thu xe hay vdn hinh mdy
moc.
Téac dung phu
Cic tdc dung phu hay gip nhat 1a da day-rudt (tiéu chdy), di ¢ng (min ngita), rung téc cé hdi
phuc, ting AST/ALT hodc ting transaminase, va gidm cin. Vin chua rd nhitng tdc dung phu
tiém 4n lau dai vi diy 1a thudc mdi.
—~  Thong bdo cho Bdc sy nhiing tdc dung khong mong mudn gap phdi khi sit dung thudc.
Qui liéu va cdch xif tri:
Pi ¢6 bdo cdo vé qud liéu man tinh & bénh nhén ding leflunomid & liéu hang ngay gdp nim
lan so véi liéu khuyén cdo, cdc phdn @ng xdy ra thudng gip nhu: tiéu chdy, dau bung, gidm
bach cdu, thi€u mdu, xét nghiém chifc ning gan ting.
Trong trudng hdp qud liéu hoic c6 dc tinh ddng k€, cholestyramin va than hoat dugc dé nghi
sit dung d€ ting dao thai.
Dang trinh bay
Hop 3 vix 10 vién.
Hop 5 vi x 10 vién.
Hop 10 vi x 10 vién.
Chai 30 vién.
Tiéu chuin
Tiéu chuin cd s3.
Han dung
36 thing ké tir ngay sdn xualt.
Bio quan
Noi kho thodng, trdnh 4nh sdng, nhiét do dudi 30°C.
D thubc xa tam tay tré em.
Nha sén xufit:
Cong Ty TNHH US PHARMA USA
Lo Bl = 10 Bu’ﬂng D2 Khu cong ngh.xép‘f'a:y.B«ic Ci Ch.l TP Hb Ch1 Minh — Viét Nam.
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