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Sy
RX FURIC 80

Dé xa tam tay tre em
Boc ki hudng dén sir dung trude khi ding
Thude nay chi ding theo don thuée
1. Thanh phin thube
M&i vién nén bao phim ¢6 chira:
Thanh phin hoat chét: Febuxostat 80mg
Thanh phén ta duge: Microcrystallin cellulose 30mg, lactose 78mg, hydro propyl cellulose 3mg, croscamellose sodium 6,0mg, colloidan silicon
dioxid 1mg, magnesium stearat 2,0mg, opadry yellow 7,8mg.
2. Dang bao ch
Vién nén bao phim
3. Chi djnh s
Febuxostat 1a mot chdt (e ché xanthin oxydase (OX) duge chi dinh cho kiém soét ting acid uric huyét eap & bénh nhan git.
Febuxostat khong khuyén cdo cho sir dung diéu trj ting acid huyét khong 6 triéu chimg.
4. Liéu dung, ciich diung
Liéu dung:
Liéu uéng duge khuyén cio cua Furic 80 12 80 mg. 1 lin/ngay, khong phu thude vio thirc an.
Néng d¢ acid uric )
Néu ndng do acid uric huyét thanh > 6mg/dL (357umol/L) sau 2-4 tudn. c6 thé xem xét dung lidu 120 mg. 1 ldn/ngay. _
Furic 80 téc dung dit nhanh d& ¢6 thé xét nghiém lai ndng do acid uric huyét thanh sau 2 tan. Muyc tiéu didu tri 14 lim giam va duy tri nong do
acid uric huyét thanh dudi 6mg/dL (357umol/L),
Git bée phat [
Sau liéu khai ddu cua Febuxostat, sy gia tang ctia con bc phét git co thé xay ra. Sy gia tang ndy do giam mtre 4§ acid uric trong huyét thanh la
két qua cua sy dich chuyén cua urat ling dong trong té bao. Pé trinh gat bdc phat, khi sir dung liéu khoi ddu Febuxostat nén dyr phong didu 7] e
dong thoi cc thude NSAID hogc conchicin. Khuyén cdo nén didu tri dy phong dot biing phat bénh gt trong it nhét 6 thang. ;
Néu mot dot biing phat bénh gut xdy ra trong khi diéu trj bang febuxostat, khong nén ngunlinthuﬁc. Nén xur tri dot bung phat bénh gat ddng thai p
mdt céch thich hgp doi vai timg bénh nhén. Viée didu tr lién tuc bang febuxostat lam giam tan sudt va cudng dd cua cée dot biing phat bénh gat, ™
Ngui cao tubis
Khong cin thiét diéu chinh lidu & ngudi cao twdi (xem phén Dirge dgng hoc).
Bénh nhiin suy thin 25
Higu qud va d§ an toan chua duge dénh gid ddy di & bénh nhén suy thin ning (do thanh thai creatinin < 30mL/phit, xem phin Duge déng hoc). -its
Vi vay, cin thin trong khi diing thude & nhing bénh nhin nay. Khong cin thiét diéu chinh liéu & bénh nhén suy than nhe hodic trung binh,
Bénh nhin suy gan
Hi¢u qua va do an toan cua Furic 80 chua duge nghién ciru & bgnh nhén suy gan ning (Child Pugh logi C).
Liéu khuyén cdo & bénh nhan suy gan nhe la 80 mg. Thong tin hién ¢6 con han ché & bénh nhan suy gan trung binh.
Tré em
B9 an toan va hi¢u qua cua Furic 80 & tré em dudi 18 tudi chua dugc xdc dinh. Hién chua 6 dir ligu,
Cich diing: Dung thude duimg udng voi 1 cbe nude diy. Co thé ding ciing hodic khong cling véi thire an.
Khi mt lin quén ding thude, sir dung lidu tiép theo nhur lich dung thube, khong ubng bu lidu da quén.
5. Chéng chi dinh
Febuxostat chong chi dinh & bénh nhén dang diéu tri voi azathioprin, mecaptopurin hofic theophyllin,
6. Cinh bio vi thin trong khi ding thude
Giir bge phet
Sau liéu khéi déu cia Febuxostat, sir gia lang cua con boc phat gat c6 thé xay ra. Sy gia ting ndy do giam mirc do acid uric trong huyét thanh 1a
két qua cia su dich chuyén cua urat lang dong trong té bao. Pé trinh gt boc phat, khi sir dung lidu khoi ddu Febuxostat nén dy phong didu tri
dong thsi cac thube NSAID hodic conchicin,
Cdc van dé vé tim mach .
Trong cdc nghién ciru ngau nhién ¢6 kiém sodt, co ty 1¢ cao hon huyét khéi tic mach tim (tir vong do tim mach, nhéi méu co tim khong tir vong)
& bénh nhan diéu tri véi febuxostat (0,74% P-Y (95%CI 0,36-1,37) nhiéu hon allopurinol (0,6% PY (95% Cl 0,16-1.53)) Mdi lién quan vdi
febuxostat vin chua duoc thiét Iap. Kiém sodt céc déu hiéu va tricu chimg nhdi méu co tim (MI) va dot quy.
Tdang men gan
Trong cic nghién ctru ngdu nhién c6 kiém soét, sy ting transaminase 16n hon 3 lin mire gi6i han trén cua gidi han binh thuimg (ULN) dd duoc
quan sdt thiy (AST: 2%, 2% va ALT 3%, 2%) & bénh nhén diéu trj febuxostat va allopurinol twong {mg. Khong ¢6 anh hudang lién quan dén ling
transaminase dugc quan sét thiy. Danh gid cén ldm sang chire niing gan duge khuyén cdo 2 va 4 théng sau khi ding liéu khoi déu febuxostat va
dinh ky sau do.
Tang uric mdu thit phdt
Khong ¢6 nghién ctru duge tién hanh & bénh nhén ting acid uric mau thir phat (bao gbm bénh nhan gheép tang). Feboxostat khong khuyén cao su
dyng ¢ bénh nhén ¢6 ty 1€ hinh thanh urat tang ding ké (vi du dang diéu trj bénh éc tinh, hdi chimg lesch-Nyhan). Trong nhing truimg hop hiém
gip. ndng do tuyét ddi ciia xanthin trong nude tidu c6 thé tang di dé cho phép sir ling dong trong dudmg tiét niéu.
Tre em
Tinh an todn va hi¢u qua o tré em dudi 18 wdi chua duge thiét lap.
Ngudi cao tudi
Khong cin thiét diéu chinh lidu & ngudi cao tudi. Trong tdng s6 céc ca nghién ciru 1am sang ¢ cac dbi turong sir dung febuxostat 16% ngudi hon
65 tudi va 4% ngudi trén 75 tudi, so sanh voi cac doi tugng & cdc Iira twbi khac, khong ¢6 su khac bigt vé tinh an toan va higu qua durge quan sat
thdy nhung sy nhay cam 1on hon & mdt s6 ca nhdn 16n wéi nhung khong theo quy lufit, Cmax va AUC 24 ciia febuxostat sau khi sir dung da licu
febuxostat ¢ ngudi cao twoi (=65 tudi) trong ty nhur nhom tré hon (18-40 tudi).
7. Sir dung thudce cho phy niF ¢6 thai va cho con bi
Sir dung thude cho phy nir ¢6 thai
Dur ligu trén mot s0 lugng rat han ché céic phy nit mang thai sir dung febuxostat da khong cho thdy bét ky tac dung bit lgi ndo cua febuxostat dbi
véi sy mang thai hofic ddi véi sirc khoe cua thai/tré so sinh. Céc nghién ciru trén dong vit khong cho thdy tac dung c6 hai truc tiép hofic gian tiép




dén vige mang thai, sy phét trién cta phoi/thai holic sy sinh dé. Chira 1o chc nguy co ¢6 thé xay ra dbi vai ngudi. Khong nén sir dung febuxostat
trong thoi ky mang thai.

Sir dung thude cho phu nir cho con bi ) ! )

Febuxostat bai tiét qua sita ciia chudt va chua duge biét c6 bai tiét qua sira & ngudi hay khdng. Do nhiéu thude bai tiét qua sita & ngudri, nén sir
dung thén trong febuxostat & phy nit cho con b,

8. Anh huomg cia thube 1én kha néing 14i xe va van hanh mdy méc .

Buén ngu, chong mat, dj cam va nhin md da duge bdo cdo & bénh nhén khi sir dung febuxostat. B¢nh nhén cin thin trong khi l4i xe va vin hanh
may moc.

9. Tuong tic, tuong ky ciia thube

Twong tic cia thuoe

Céc thude dén xudt Xanthin Oxidase

Febuxostat 12 mt chdt e ché XO, nghién ciru tvong tac thube cia febuxostat véi céc thude chuyén héa bai XO (vi du theophyllin, mercatopurin,
azathioprin) chura dugc tién hanh. Sy (e ché cia XO béi febuxostat ¢6 thé din 61 tang ndng do trong huyét trong cua thude do din dén ngo doc.
Febuxostat chéng chi dinh & bénh nhén dang didu trj véi azathioprin, mecaptopurin hogic theophyllin,

Cde héa tri ligu gay dic té bao. ;

Nghién ciru twrong tée thude cia febuxostat vai céc hoa tri ligu géy doc té bao chura duge tién hanh, khéng ¢6 dir ligu vé tinh an toan khi sur dung
dong thi febuxostat voi céc hoa trj lidu gay doc té bao

Nghién cieu twong tde thuée in vivo ,
Dya trén céc nghién ciru twong téc thude trén cde dbi tuong khoe manh, febuxostat khong ¢6 ddu higu lam sing trong tac thube déng ké vai
colchicin, naproxen, indomethacin, hydrochlorothiazid, warfarin hofic despiramin. Do vily febuxostat khong ding dbng thoi voi cac thubc nay.
Twong ky, ciia thube

Do khong ¢6 céc nghién ciru v& tinh twong ky cia thube, khong tron 14n thube nay véi cae thube khic.

10. Téic dyng khong mong mudn ciia thude

Céc téc dung khong mong mudn xay ra & bénh nhan diéu tri biing febuxostat duge ligt ké duri day.

Cde phan tmg phy thuong gdp (21/100 dén <1/10), it gap (21/1.000 dén <1/100) va hiém gdp (>1/10.000 dén < 1/1.000)

HE co quan Tan sudt ]

Roi logn méu va hé bach huyét | Hiém gap: Giam toin thé huyét cau, giam tiéu cau

Réi loan hé mién dich Hiém gdip: Phan ung phan vé, qua man véi thude

Réi loan ndi tiét It géip: Tang hormon kich thich tuyén gidp trong mau \

R6i logn méit Hiém gap: Nhin mo. <

R6i logn chuyén héa va dinh | Thuong gap: Dot bing phdt benh giit \

duing It gdp: Bénh ddi tho duing, tding lipid huyét, giam sw ngon mi¢ng, tang edn. \
Hiém gdp: Giam cdn, tng sw ngon migng, chdn dn.

Roi logn tam than It gap: Giam ham mudn tinh dyc, mat ngu. &
Hiém gdp: Bon chon R 3 _'."05' ¢

Roi loan hé than kinh Thuwomg gap: Nhike dau. ~%

It gdp: Chdng mt, dj cam, ligt niza ngudi, buon ngu, thay déi vi gidc, giam cam gidc, giam khiru gidc.
Roi logn tai va tai trong Hiém gdp: i tai

Réi loan tim It gap: Rung nhi, danh tréng ngwe, bat thuomg trén dién tam do (ECG) —f=

Roi logn mach It gap: Tang huyét dp, do bing mdt, nong bimg. "

Réi logn hé hé hap It gdp: Kh tho, viem phé quan, nhiém trimg dudmg hé hdp trén, ho.

Rai logn dwong tiéu héa Thuong gap: Tiéu chay, budn non. WG TY
It gép: Pau bung, chuwdmg bung, bénh trao nguoe dg déy-thuc quan, non, khé migng, khé tiéu, tdo bt 1 H
dai tién nhiéu lan, ddy hoi, khé chiu duong tiéu héa. YTE
Hiém giip: Viém tuy, loét migng. o VIET

Roi logn gan mdt Thuomg gap: Bat thuomg vé chire nang gan. o
It gdp: Bénh soi mdt R
Hiém gap: Viém gan, vang da, ton thuong gan. PO

Réi loan da va mé meénm. Thudng gdp: Ban (bao gom cdc logi ban dirge bdo cdo voi 1dn s6 thap hom, xem durdi day).

It gap: Viém da, ndi mg day, ngica, da doi méw, t6n thiwong da, dém xudt huyét, ban dt, ban dét sdn,

ban sdan.

Hiém g@p: Hoai tir bi nhiém dge, héi chimg Stevens-Johnson, phit mach, phan iing thude ¢6 kém ting
bach cau wa acid va cde trigu chiing toan than (hoi chieng DRESS), phdt ban toan than (nghiém trong),
ban do, ban tréc vay, ban dang mun mmg cd, ban myn nude, ban mun mu, ban ngia, phdt ban do da,
phdt ban gr‘éng bénh sai, rung téc, tang tict mé hoi.

1?55':' logn co xwong va mé lién | It gap: Pau khép, viém khop, dau co, dau co xwong, yéu co, co thit co, cang co, viém bao hoat dich.

a'cer Hiém 2dp: Tiéu co van, eimg khdp, cirmg co xuong khap.
Réi loan than va tiét niéu It gdp: Suy than, bénh soi than, huyét ni¢u, tiéu dat, protein ni¢u

) Y Hiém gap: Viém ng thin mé ke, tiéu gdp.
Réi logn hé sinh san va tuyén vii | It gdp: R6i logn cwong dicong.

Roi logn toan than va vi tri | Thuong gdp: Phit

diing thuoe it £ap: Mét moi, dau ngyec, khd chiu ¢ ngue.
Hiém gap: Khdt nueoc. -
Xét nghiém It gap: Tang amylase huyét, giam s6 heong tiéu cau, giam s6 legng bach cau, giam s heong (€ bao

lympho, tdng creatinin huyét, tang creatin huyet, giam haemoglobin, tang ure huyét, ting triglveerid
huyé, ting cholesterol huyér, giam haematocrit, tang lactat dehydrogenase trong mdu, iang kali hnyét.
Hiém gap: Tang glucose huyét, kéo dai thoi gian thromboplastin timg phéan hoat héa, giam sé lugng
hong cau, tang phosphatase trong mdu, ting creatin phosphatase trong mdu.

Thong bdo cho bdc sy khi gap cdc tdc dung khdng mong muon cua thudc.




11. Qaa liéu va cdch xir tri
Nhom duge 1y: Thude ire ché sin xudt acid uric.
Acid uric 1 san phm cudi ciing ciia sy chuyén héa purin & ngudi va duge tao thanh trong qua trinh chuyén hoa hypoxanthin — xanthin — acid
xanthin oxidase khong purin (NP-SIXO) véi gia tri Ki tre ché in vitro dudi 1 nanomol. Febuxostat dd duge chimg minh 14 rc ché manh ca dang
decarboxylase hofic purin nucleosid phosphorylase.

)
tang tiét tong xanthin ni¢u hang ngay. Lugng giam ndng d¢ acid uric trong huyét thanh trong 24 gir vao khodng 40%-55% mire d0 & lidu han g
Anh huong febuxostat trén t4i cyuc tim duoc lugmg gia béi khodng QTe duge danh gia trén cac dbi tuong khoe manh va bénh nhan bénh giit.
O ngudi khoe manh, ndng dd t6i da trong huyét twong (Cmax) va AUC cia febuxostat ting ty 1§ véi liéu dung sau khi ding don liéu hodc da lidu
phd bién tuong tur v6i ude tinh & nhimg ngudi khoe manh.
tiéu) ndng do t6i da cia febuxostat trong huyét twong xuft hign gitra 1-1.5 gi¢ liu sau ciing. Sau khi uéng nhiéu 14n don lidu 40mg va 80mg hang
Phiin bé:
Chuyén héa:
duge xéc dinh, trong d6 3 chit ¢6 trong huyét twong ngudi. '
dang febuxostat khong bién ddi (3%), dang acyl glucoronid cua thube (30%), dang chuyén héa oxy hoa khong xac dinh va lién két cua no (13%),
chuyén héa khong duge biét khéc (7%). A\l
Sau khi diing da liéu febuxostat 80mg ¢ nhimg bénh nhén suy thin nhe, trung binh hogic ning, Cmax ca febuxostat khong thay doi so véi cacddi
hoéa ting 4 1dn. Tuy nhién, khong cin didu chinh liéu & bénh nhan suy thiin nhe hoiic trung binh.
cua febuxostat va céc chit chuyén héa cia n6 khong thay di dang ké so véi cic déi tugng ¢6 chirc nang gan binh thuomg. Chua ¢6 nghién ciru
Khong quan sit thiy sy thay ddi dang ké vé AUC ciia febuxostat hodc cdc chit chuyén hoa cuia n6 sau khi dung febuxostat da lidu dudmg ubng &
Sau khi ding nhiéu liu febuxostat dudng udng, Cmax & nir cao hon 24% so véi & nam va AUC & nfrcf;&fumj %sito\m & nam. Tuy nhién,

Chura ¢6 nghién ctu. Néu ¢6 qué liéu xay ra ngung xir dung thube, thong béo cho béc s hodc duoe ST sir dung céic bién phép cip ctu thich hgp.

12. Dic tinh dwge lue hge

Ma ATC: MO4AA03 -l

Co ché tde dung

uric. Ca hai budce trong qué trinh trén dugce Xiic tac bdi xanthin oxidase (XO). Febuxostat la din xudt 2-arylthiazol, mang lai higu qua diéu tri

trong viée lam giam ndng d¢ acid uric huyét thanh bing cich e ché chon loc xanthin oxidase. Febuxostat 1 mot chét (e ché manh va chon loc

oxy hoa va dang khir cia xanthin oxidase. O nong d¢ diéu tri, febuxostat khong irc ché céic enzym khéc tham gia vao sir chuyén héa purin hoic

pyrimidin, nhu guanin deaminase, hypoxanthin guanin phosphori bosyltransferase, orotat phosphoribosyltransferase, orotidin monophosphat

Anh hwéng trén néng dg Acid Urie va Xanthin : ;

Trén cac doi tgng khoe manh, hiéu qua sau khi str dung mot lidu doe ldp lam giam néng do trung binh acid uric trong huyet thanh trong 24 gid,

Vil tang nong d¢ xanthin trung binh trong huyét thanh trong 24 git. Hon nira ¢6 sy giam tiét tdng acid uric ni¢u hang ngay. Ciing nhu vy co sy

ngdy 40mg va 80mg.

Anh hwong trén idi cuc tim

Febuxostat ¢ liéu t6i 300mg hang ngiy & tinh trang én dinh khéng cho thdy anh huéng dén khoang QTe.

13. Dic tinh dwge djng hoc

10mg dén 120mg. Khong c6 tich Iy khi dung lidu diéu tri dwoc ubng mdi 24 gid. Febuxostat ¢6 thoi gian ban thai (t1/2) pha cudi trung binh biéu

kién khoang 5-8 gitr. Céc thong sb duge dong hoc febuxostat cho cic bénh nhén tang acid uric huyét va gat bing cic phén tich duge dong hoc

Hip thu )

Sy hép thu ciia febuxostat dénh déu sau khi sit dyng mot lidu udng duge uée tinh 14 it nhit 49% (dya trén tong sb danh ddu hdi phyc trong nude

ngdy, Cmax twong rng khodng 1,6 + 0,6meg/mL (N=30) va 2,6 + 1,7meg /mL (N-227). Sinh kha dyng tuyét déi cua vién nén febuxostat van chura

dugc nghién ciru. Febuxostat ¢6 thé sir dung khdng bj anh hudng béi bira an va khong bj anh hudng bai céc thude khang acid dang sir dyng.

Thé tich phan b biéu kién & trang théi én dinh (Vss/F) clia febuxostat la SOL (CV~40%). Lién két protein trong huyét trong ciia febuxostat

khoang 92.,2% (chi yéu véi albumin) va giir 6n dinh & mue trén clia khoang dat duge & liéu 40mg va 80mg.

Febuxostat duge chuyén héa nhiéu bing céch lién hop théng qua enzym uridin diphosphat glucuronosyltransferase (UGT) vi sy oxy Kdh thong

qua enzym cytochrom P450 (CYP). Bao gom CYP 1A2, 2C8 va 2C9 v enzym non-P450. Bén chét chuyén hoa hydroxyl ¢6 hoat tinh dugyc Iy da

Thai tra:

Febuxostat thai trir qua hai dudng gan va than, Sau khi udng 1 liéu 80mg febuxostat danh ddu "C. khoang 49% liéu xuft hi¢n trong nudc tiéu o

va cac dang chuyén hoa khong duge biét khac (3%). Ngodi sy bai tidt qua nude tiéu, khoang 45% liéu xudt hién trong phén & dang febuxostat

khong thay d6i (12%), dang acyl glucoronid cta thude (1%), dang chuyén hoa oxy héa khong xéc dinh va lién két cia no (25%), va cac ding
Z\

Bénh nhin suy thfn |

twong ¢6 chirc niing thin binh thudng. Téng AUC trung binh ciia febuxostat tang khoang 1,8 lan, tir 7,5 pg-gidVmL & nhom ¢6 chire nang thén

binh thutmg dén 13,2 pg-gid/mL & nhom rdi logn chire nang than ngng. Cmax ciia cée chét chuyén héa tang 2 1dn v AUC ciia cdc chét ch Yén

Bénh nhiin suy gan

Sau khi dung da licu febuxostat 80mg & nhimg bénh nhén suy gan nhe (Child-Pugh logi A) hodic trung binh (Child-Pugh logi B). Cmax va AUC

nao duge thgrc‘hiEn @ bénh nhén suy gan nang (Child-Pugh logi C).

Ngui cao tudi

dbi tugng ngudi cao tudi so vi chc dbi tuong tré twdi khoe manh.

Anh hwdng boi gidi tinh

Cmax va AUC higu chinh gidng nhau & cdc giéi tinh, khong cdn thiét didu chinh lidu dya theo gidi ti?b:;‘_-‘*'. -

14, Quy cich déng goi / O;«— CONG T
Hop 10 vi 10 vién va t&r hudng dén sir dung bing titng vigt. ([={ TRACH
I5. Diéu kién biio quin, han ding, tiéu chudn chit lugng thube [* YTE /

Diéu kién bio quiin: Trong bao bi kin, dé noi kho mat, trénh dnh sing nhiét d§ < 30°C
Han ding: 2 nam ké tir ngay san xudt.

Tiéu chudn chit lwgng thude: Ticu chun nha san xudt, \ e 2
16. Tén, dia chi ciia co sé sin xufit thube, TP HC
Lupin Limited - EPIP, SIDCO, Industrial complex, Kartholi, Bari 81133, An b
TUQ.CUC TRUONG
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