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Rx Thuée nay chi diing thea don thude

(Gimp-WHO

Vitn nén bao phim
Febuxostat 40 mg
Déxa tdm tay trdem
Doc ki hudng ddn sir dung truée khi ding

THANH PHAN CONG THUC THUOC:
Mb: vién rer bag phim chira
Thanh phan hoat cf Febuxoslal . e dDmg
Thanh phin 13 duge: Colladose ¥i tinh thé. natn croscarmeliase, paviden K30 coloddal sficon dicxyd magnes: siearat, hydraxyzrapyimelhylceduiose. PEC 5030
titan dioxye, indigo carmire fake
DANG BAO CHE:
Vién aén bzo phim
& t3: Vién nén bao phim mau xanh, hinh rén, canh va thanh wién lanh Kén.
DAC TiNH DUQC LUC HOC:

Nhém dirge 5 Thude G chié hinh thanh acit wric
MEATC cla thube: MO4AALS

Acd uie 14 sdn pham cudi cling cia qud tinh chuydn héa putin & ngurdi va duge 130 13 trong chudi hyeoxanthia- «xarthin-+ acd unc. C4 hai budc trang qua trinh

chuyhn héa déu duge xic Lic béi enzym xantin oxidase (XO] Febuxostat i din xudt 2-arylihiazo! ¢b t4¢ dung 1am gidm acis uric huyt thanh bing cach ixc cné

; ¢ dasoieanth (NPSIXC; ca 2 dang oxy héa va dang khe? cla enzym XO.

b guainin, hypos,

o in deh

chen ioc enzym XO. Febuxostat 13 mit chl i ché co chon foc
& ndng 39 3ibu 1. fotuxostat khing edy 'c ché cic enzym khac lién quan dén qus vinh chuyé
quainia phospl S
DAC TINH DUOC DONG HOC:
& nguz khie manh, réng & th 33 trorg ang {Cman) va AUC cla febuxcs:at tang len 1es i
- 300 mg, AUC tang ty ' wi liu st curg. Khing & s tich ty khi ding éu 1 10 mg den 243 mg duge ding m41 24 g0 Febuxastat
khodng 58 gi. Cc thing 36 duge G3ng hoe cla ‘aburostal cho bénh akdn tang acid unc mau va béah gout ucc linh theo cac phar
Iu;\@w nhur nhiing nghidn ciru wis tinh & nhiing agué: khde manh.

Hap thu:

Str hip thu febuxostat sau khi ding fidu ubng dwgt uc tinh itnndt 49% ida bénthng luong tha duge tir nude W) Néng 83 febuxcstal huyét trong lém ahit
& giira 1 dén 15 gid sau Shi ubng. Sau Khi udng da ikt 40mg v fiéu 80 mg mdt dn mé: ngly. Cmax twamg Ung xdp xi 18 1 Q& megiml (N =303 26217
mogimi iN = 227). Sinh kha Syng tuyét dé cia twde vién febuxostat chua duge ngha ciru,

Sau khi udng 80 mg x 1 1ant ngdy clng 502 4n 66 chdl beo cao, Cmax gidm 49% vd AUC gidm 13%. Tuy nhiéa, khéng cd thay i 4ing ké rong gim néng 3
chin trim acid uric lrong huyBl thanh trén 1am sang (56% so vai 51%], Nhur vy, leduxostat ca 1hé duge dung cng 23 n hofe khéng.

Diing d4ng théi i thube khdng acid ¢ chia magnesi hydroxyd v nindm hydroxyd w41 libu 80 mg duy ahdt cla ‘ebuxostat 43 cho thiy 13m gidm sy hdp thu cia
febuxostal (khodng 1 gir), lam gidm 31% Cmax va giam 15% AUC=, AUC thay i Cmax 5 lién quan dén dnh huong cia thulc, thay ddi theo d3i rong AUC khéng
dugc co 13 cb nghia lam sang. Do 40, febuxostat co thé e ding ma khong quan tam dén viés st dung thudc khang asd

Phdn bé:

Thé tich ohan b6 iVss | F) cla febuaostat la khaang 5T L (CV ~ 20%). Sy két hop orcled
khing 46t frong £ham v néng 63 datduoe +o1 #6040 T va BC mg

Chuyén néa.

Febuxostst cugc chuyén hod théng qua undin diphosphat glucuronceyitransfarase (UGT) baa gdm UST1AT UGT A3 USTIAS, UGTZBT v4 oxy hoa thing qua
cac enzym cylocrom P450 {CYP) baa gom CYPIAZ. 2C8 va 2C€ va khong enzym cytocrom P45, Vai o cda m ym Tong qud rinh cakyén héa febusostal
Khéng dutre 1 rang, Sy oy hoa sia chudibén iscbuly: 337 6én s Fahthanh ¢ bén hoat chl hycroxy chuybn héa, 1l ca déu wudt
ngudi & nBng 49 thip hon nhidu so i fetusostat

Trong nutre tibu va phin, cac chit chiryén hda acyl glusurond cia ‘eburcstat ikhodng 35% fiéu). va cAc chat chuyda hia oxy noa, B7H [~ 10% libus), BFM-2 {~
119% lidu) v3 87M-4 chaybn hoa 1z B7M-1 (= 14% liéu). duong v 2 nhimg chit chiydn héa il yéu cla febuxastat & nghién ciruin vivo

Thai i Zebusastat dvere thi: trr qua =5 gan va than, Sau khi udng by B0 mg lobuxostat, khoang 49% fibu duoc b xudt vao nvac tibu, iong d6 febuxostat &
dang ngayén ven (3%), deng acy! glucurond cia thubc (0%}, cac chit chuyén hda oxy hoe G biat va dang Iién hop clla ching (13%;,va cde chit chuyén héa
Khac khéng xac dinh (3%). Ngodi bai b8l irong nudc by, khodng 45% 1éu 43 éuge tm thay trong phin dudi dang febuxostal khing chuyén héa {12%). dang acyl
giucuronic = (1%}, cac el chuyin hoa vy hod 34 biel ua cac hop chat cia ching (23%), va c4c chal chuyen héa khiing xae dinn (7%).

Thari gian ban thai tung binh cia febuxosiat [a khodny § dén 8 gié.

Trdem

Duoe déng hoc cia febuxostat & bérh nhn dusi 18 tud chua dwge nghién ciry,

Ngudi cas ui (265 iy

Cmanva AUC cis febuxostal v3 cac cht chuydn hda cl3 no sau khi ubing o liu febuxostal & ngutr! €30 Wi (255 1udi) uang ty véi nhiing ngud tré hom (1 16
dér. 40 tudi. Ngeai ta nng 05 acid uric huydt thanh gam oxs nguor Sac ' 43 ¢at 38:tuong é hon, Khing cin digu chink figu & bdnh nhan cao tuéi

Suy than;

Sau khi sir gung fiéy 80 mg febuxcstal 5 nguot kiide manh, gy suy thin nhe (Cler 58 8én 8¢ miiphat). v [Cler 30 ¢8n 48 mLiphat) hodc suy than nang (Cler
10 ddn 29 mLiphut). Cmax ciia feduxestal khang thay 46 so v ahlirg agud: & eairc néng thin 2inh thueng (C e fan hon hon 8 mi 1 phuth. AUC va ihoigan
ban thai cla febuxosta: ting & nhiimg bén’ ahn b suy thin so v nguei od chire ndng thin binh thudng, nhung cic g b trong ty nhau gia 3 npo i
Gia 1 AUG cia febuxestat rung binh 620 hon 1.8 Hin 46 41 ngurdi bénh suy gide ehive ndng thiin so o1 nhiing nguéi ¢4 chire naing thin Jisfhd
Crvax va AUC trurg binh cho Ga chit chuyén héa co hog: tirh tang n ugt g3p 217 va d An. Tey nhiga, ahdn iam néng 46 acid urc huypelia
Bénh than suy thin sa vei néng 88 & ngusi chuc nang thén binh thring (38% & nhom chirc nang thin binh thuang va 55% & nham suf giér
Khng iéu chinh k4 & nhisng bénh Anan suy thin ahe dén rung binn. Libu kndi ddu khiyén cao febuxostat fa 40 mg x 1 1aningay. 901 it Gl
dat duot néng 3 2cid uric trong huydt thanh (sUA] dug & mgiét sau hai tuén voi liéu febuxostat 0 mg. 18y 83 mg duge khuyén cac Mhang ¢
nhin suy thin ndng, cin thin trgag Fhi s dung & nhling B8nh nhdn ndy. Feburostar chua duge nghidn clau 6 bénh nhin suy thin g d
Suy gan:

Saukhi s dung liéu B0 mg febuxestat & bénn nhan suy gan nhe {Chid-Pugh nhém Aj hodc suy gan trung binh {Chila-Pugh shor 3
dén 30% 83 duec quan sal 24 ver c2 Smax v3 AUC2 0 nhdm suy gan 63 vai nhimg nguen ¢ it nang gar: binh !

ure huydt thans gidm c& thé so sank gia c3c nhém suy gan khat nhau 2% o nhotr khde manh, 43% & nhom suy gan nhe va 48%
Khéng diéu eniah hiéu I cdn thidt 5 nhing bénh shin suy gan ahe hodc trung bink. Khang ca nghidn cuni nao duae tén hanh vo
(Child-Pugh nhdm C): ¢dn thin trgng khi s dyng & nhiing bénh nhin nay.

Giti tinh: Sau kni udng a libu fobuxostal, Cmian vd ALS24 cua feduostat 13 30% v cao hor 14% 6 ni gici 50 v& riam gié1. Tuy NN
chinh trong fugng 1a luong ty giZia hai 3«i tish. Ngsaira, adng 36 aid urc trong huyél thanh gidm wong tw nhau gilia hai giot inh. Kndn! 3
theo gidri tinh.

Ching tée: Khang ¢é ngnién ¢ duge ding hoe cu thé ndc Zuzc Hén hanh 4 kiém chimg dnh hudng ciia chirg 13c
CHIBINH:

B2nh nhan bi Gout do 13ng ack uric huyAt man tinh

CACH DUNG, LIEU DUNG:

Trong diéu brj bénh ting acic uric huyét & bénh nhin Gout:

Libu khéi €u 13 40mg!1 ngdy. B6ivor birh nhan khéng dat duze a61g 65 acid uic trong huyét thanh (sUA) cud: EmgidL sau 2 ludn didu 1 v4i idu 40myingay
thi chuyén sang ciing lidu B0mgingay.

D4 voi rgue cao b

Khang cin thiét phéi didu chinh e & nguoi cao taéi

B v1 bénh nhan suy than:

Hiéu qua diéu tri va 95 an toan chua duoe 4anh gia G2y 3 0 benn nhan suy than rdrg i€ thanh thai creatinin < 30 mLiphay.

Khing can thidt phai didu chinh liéu 361 vo: bénh nndn suy thér. nhg hade trung binh

£ vai bénh nharn suy gan:

Hidu qud diéu i va an toan 35 vo1 bénh nhin suy gan ning chura dugs nghién cird day da.

Liu khuyén céo vbibérh nhan suy gan nhe B 80 mgingdy

i véi tré em:

Higy qu3 diBy t va an toan & iré em du2i 18 ludi chira durge nghién ciu 3y &u. Nén s
Cach durg

Thude ding theo dudng udng.

Febunostat 66 thé duac uing ciing hode <hing cung e dn hay cac thude khang acid.
CHONG CHI DINH:

Kiéng nén ding thude vér béah nhdn g img hodc qua man vai bat ¢t tharh phin nas ia thuds.

Ching chi djnh i bénh nhin dang diéu r; bing ci thube morcaplopurin hay azathioerin.

CANH BAO VA THAN TRONG KH: DUNG THUGC:

B0t Gout ke

Sau khi bat $au gurg ‘sbuxoslat, thuéng thiy gia 1ing tin sudtcua cac dotgout cie Su gia 1ang ray da giam reng 48 avid ure hy
wrat b cac mb.

4 ngén ngira dot pout ep dh bt dhu ¢iing fabuxosiat. thusn cda dibu In du phéng dong thei o) NSAID hoas caichicin

Cag bién ¢4 tim mach .

Trong cac nghidn ciru 601 chirng nglu nhién, cd t 1é cao v& huy@! khdi gdy tac nghén mach vanh ¢a¢ bibn £ (1 ¥eng do tm mach. rhéi mbu o tim khéng 63y
K vong va 26t quy khéng gly t yong) & binh nhan duge dé b bing febuxosta! g0 v61 alopurinel M quan M8 shan gua vai febuxostat chua dugr thil lip.
Theo d8i déu hiéu va triéu chimg nhol mau e lim (M),

Anh huéng dés gan .

D4 o bio c30 48 cic Tudng hop suy gar gdy I vong ¥3 ¥hing gay Wi vong & bénk: nhén dang dung febuxosta: Trong cie nghién ciry 4i chung ngau nhign,
transaminase Ién hon ba 3n gidi han vén cia binh thuirng (ULK; 43 duoc quan sat thiy (AST frong img: 2% 2%, va ALT tuong dng: 3%, 2% khi s dyng
febuxcstat 40 mg vA alopurnal). Kndng o lién ha gira ibu va néng d9 stia cdc transaminase

Cn xét nghiém chire ndng gan (ALT. AST alkalin phospnalase. bilirubin toan phén; iruore khi bat Shu s dung fezuxostal,

&t nghiBm gan ngay 14p 1rc & nhimg 28ah nhin c& cdc riéu chimg. 4 thé che thay thn thieng gan, bac gim mét mdi, chan dn. dau bung trén, khd chiu. nuoc
ibu s3m mau hode vang da, Trong Im sang. néu bénh ahdn duot ¢6 cat xét nghiém gan bt Ihuang (LT lon Fo ba an 5o v3i ik thudng;. nén nging didu b
bang fabuxostal va eac dira nguysn nhan. Khdag nén bat ¢hu ging 'ai febusostat & rhizng bénh ahan nay néu <nbng co mét gdi thich 18 ang nguydn nhda 3dy
adnbdi twurg & gan.

Bérh nhn ¢3 ALT huydt thanh 16n hon ba Hn so vo: tinh th n 1630 zhdn fan hen hai én so vé bink thudng m3 khdng ds nguyén
nhin khac thi ¢6 nguy ¢ bi tn thucng gan Irdm treng do this Kndag rén £at dau didu I «2i zbusostat £6/ V6| béah nhan co ALT huyét thanh hodc bitrubin
hdp hom va o thé do m3t nguyéa nhan khac, r.én than trang khi didu lil bing fabuxostal

Tréem

Dugc déng hee eua feburostal & bénh nran dugi 18 lud chura dwgce nghign ciu.

Nguai caa hubi z i

héng cin chinh by & 5énh nvdn cs0 wh Trang cac nghidn ciy 1m sang v& febuxostat 16% i twong rghidn ciru & &4 tudi ir 3 rd lén, 4% 86 ugng rghién
ciru & 85 i i 75 r 180, 50 sanh & G nhom hubi Kndc nhau. khéng cé su Fhde bidt ¢4 § nghia lam sdng cia tinh an fodn va hidu qud daéivoi ngurdi caa tui
Cmax vh AUC24 cia febusostat sau kK udng & nhig nguoi caa ludi @85 i) luong tv nhu ahing ngui ré twéi hen is 18 dén 40 i)

Suy thin

Knéing d:éu: chinh liéu & ahing bénh nhsn suy than she hodc trung bind (Cler 20 dér 89 mUphit). Liku kngi 34y dwoc khuyen cao cie febusostal 2 40 mgx 1 14n
Inghy. Dbi véi béah nhan khing dat duqe ndng €3 acid wric treng huyét thanf {sUA! it hon & mgrdL sau hai tudn vn 18y 40 mg. fibu 80 mg duoc shuyén cas
Khéng ¢ i 84 5éu 6 b4nn nhdn suy thin ning (Clor sud 30 mLprilh. do do. cin thn trong & nhizng bénk shin a3y,

cla purin hode idi

, oroiat phoss ¥

ich dwge ddng hae cing

uyél tweng cua febarostat 1 khodng §9.2% Ichd yéu ia albumin wé

60 trang huyél keong sia

hidu qud cia thude

én Bac 57 hofic dugc 55 neae khi diing che 45: twong ndy.

+ thanh, ddn dén van é3ng

S
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nhng bénkAhan suy gan ~3ng {ChidPugh raém C), do 85, ¢dn thin rong & nhiimg bérh nhan rdy
Targ acid uric mau ther phit
Khéng c5 nghién ciru nao durge thic hidn & nhirrg bénh nhdn b Ling acid wic mau thir phat (bao gbr cd ngun nndn co quan ey ghép), febuxcstat
khéng Euoc khuyén cao ding che ténh nhén ting acid uric qué ahigu (vi du nhu ung thu dc tinh, hgi caimg Lesch-Nyhan).
Trong mdt 65 it inrsmg hap. néng 6 xantnin rong mrdc béu ting. gay ling dong rang durdmg tdt nigu
${ DUNG THUOC CHO PHY NI CO THAI VA CHO CON BU
Prund ¢d tha
Pranicai G chua ob nghién cira ddy dd ndo cho phy nk cf thai. Febuxos:al nén duac s dung rong thai ky nxang thai chi khi ¢ nhic lgi kch - nguy
o v thai nlw.
Feburosiat khong gy qudi ha 0 chudt va the 6 lidu ubng dén 43 m Dva 51t n5n; 36 huyét lvang & nguo: vai liéu 60 maingay). Tuy nheén, tf
1 sinh non va gid™ Yong wong £o thé larg duoc quan sat thiy ki chud: mang thai duse diéu 1 voi lidu dudng udrg 1én dér 48 mgkg (40 lan ndng
48 huydt teeng & nguran voi li6: 80 mgingay! Yong qua tina hink thanh dac thai va trang gia: doan fié! s

Prun cho zon bl
Trang thi nghiém trén chudt. fezuxosiat dirge bdi tiéltrong sGa. Chusa cé bling ching 38 ching minh fetuxostat o5 béi
than trong khi st cung febuxostat & phu ni €ang cha con bt
ANH HUONG BEN KHA NANG LAI XE, VAN HANH MAY MOC:
Budn rgu, ching m vA mé mt &3 duoc bio cdo khi sl dung febuxostal C&n thin trong ki st dung feburostat cho nguéi dang 13i xe va van hanh
may moc.
TUONG TAC, TUONG KY CUA THUOC:
A huéng cda febuxostal a4 61 cac loal thuds khdc
Céc chil chuyén haa nho' enzym xanthin oxdase {XO] - azathiopnn. mevcaptopurin vi
Febuxosiat 1 mét chit trc ché XO. Mét aghién i tuorg tae thubc-thube. danh gia hiéu qua ciia lebuxostat fén dugc ding hoc cla theophyin (mdt
o <h3l cia enzym XO] & nhiing rguei khée manh che Ih3y dimg chung shuoslal &+ theophylin ddn dén ¢ ga ting khodng 400 lén & luomg
f-mathybxanthen, Tt trong nhGng chit chuyén hoa chint cila theaphyllin, bai K&! rong nuiac bbu. i sy an toan & ngudi dburi ndng 83 cao 1-melhyix-
arthin chira duge 'hiél 13z, e3n thin trang khe déng st dung febuxcstal véi theaphylin,
highién ¢iu tiong tac thube cda fesurostal vari cd e knse duoc chiydn héa bSING (i dy plopurin v azathioprin} chua duoc tign hinh. Tac
Gung 1t ché 10 b feburestal e thé lam Ling nng d6 trong huyét iuong cis che fute nay dén dén tang déc tinh. Feturosial Suoe chéng chi dinh
& rnirng bénh nhin dang didu i sang azathicprn helie P . Azatiiapdn vi purn chuyen hoa théng uz ba cen dusng chinh. mét
wong d3 i trung gian b XC. Mdc di cde nghida cuu luang 13¢ thide w&i azaltieprin v hura dugc thuc higa. nhung rghiba
ciru si1 dung aicpurinol {mét hudc e ché xanthin axidase] véi kode 5 che thay l3m ting dang ké ndng 36 trong huyét taong
cia nhing thude ndy. V1 febuxostat 14 chdt G ché »arthn cxidase, nén o8 thé ¢ ché qua vinh chuyén f6a qua trung gan XO cia azathiopen v
mefcaplopurie, 63 dén tang ndng 34 azathicprin hodc mercapiopurin rong huydt twang, & td glyra ddc tinh.
Thuéc chuyén hoa béi PA50:
Cac nghida cinu in vilro cho thiy febusostat kndng tre ché enzym P4S0 CYP1A2. 2C8, 2C15. 205 hadc 344 va nd ciing khing cam img CYP1A2, 265,
2C5. 2C19, hodc 344 & ndng d5 ¢4 tc dung treng 1im sang. Nhu vy, krong tic duse &g b va caz thudc chuydn hda béi cde enzym
CYF nay 14 khoag cb.
hrh huting cia tude kha fén febuxostat
Feburosta! dvoc chvén hoa ning iisn hop v oxy héa IMdng Gua C4C enzy chuyén hba Sy tham gia caa mbiioal dbag vi enzym khng rbrang. Twong
\ic thude fenuxestat va mBl bt U ché hods cim ung mat ddag v enzym 10l chung 12 chuz duot bio cao
MNghién cuu twerg 1ac th o
Thecphylin Khing cin digu chin L4y cho thecphylin khi ding déng mon voi febiuxostal, Vide si dung fetuxastat (30 mgx | 13ningay)
5% ALC cua thecphylin, Nhimg thay d8i nay khong duce col 302 § y dng ké. Tey rhidn, nghién ciu cho hiy sy
gia tang khodng 44 vrong &4 luong 1-melhylxanthin imdt ong nnirmg chit chuyén hoa thecphilin chind) duge tai bt qua nuoc ey do tae dung
= ché XC bat febusostal Vi st an tedn & ngudi & v6i ndag 48 cas T-methylxanthin chua dugc thibt 1p. cin thin rong hi déng s dung febuxcstat
w&i theophyliin
Coighicn: Khang cha didu eninh liéu cho teduxcstat hodc colchicn xhi ha: loai thudc dwge dung cling rhau. 50ng sir dyng ‘ebuzostat (40 mg x |
thningay) v&: colchicin (0.6 mg 2 tiningdy) 14m tng 12% Cmax va T% AUC24 cia faburostal Ngodi ra. ding corchicin {0.6 mg 2 ianingay) vai
febuxastat {120 mg méi ngdy) 1am gidm Cmax hodc AUC cda colchicin 11% Nhirng thay 261 ndy kndng co § nghia bong I3m sang.
Nagroxen: Kndng cn dibu chinh Bu cho febuxostat hodc naproven khi ddng sv dung. Sir dung febuxostal (80 mg mét iningay) véh naproxen (500 mg
¥ 2 inngay) d3n &én ting Crrax 26% vA ting AUT cia febuxostat 40%. Sy gia ting ndy khing c4 § ngala trong iam sing. Ngodi ra, khéng cé thay a8l
d4ng ké ndo treng Cmax hede AUC naproxen (duti 2%).
indomethacin, Khing ein diéa chinh liéu cho 3 febuxostat hode indomethacin khi hai thaée duge déng sir dung. SU dung febureslat (80 mg mét
lhringay) vér indomethacin (50 mg x2 laningay) khéng gay ra bt ky thay d: dang ké rdo trong Cmax hodc AUC cUa feburostat hode indomethacn (it
hon 7%
Hydrociolhiazid: Khdag cbn didu chinh fiéu chc febuxostal kb dimg déng ther vei hydroclothiazid. “iée £ dung febuxsiat (80 mg) vdi hydreclothiazid
50 mg) khéng ol dén batky su thay 361 ém sing dang kb v Cmax hedc AU cua feburostat {dui 4%). va néng 36 acid uric khdng B dnh hudng
dang ke
warfariv Khéng in dibu chinh lidu ki diing warfarin khi sir dung déng thon vo) febuxostal. Udng fobura
irh hudng één guoe ddng hoc cla warfarin & mhitng nguar <hoe manh. kgt ding cual ng khéng 5i dnf 5

iin. Khéng 54t budc chi: didu chinn ligu. Febuxostat dé ugc chung mith i ehdt ve che .a CYP2DE. Ding lsbuxcstat {12Gmgx 1
2B desipramin {25 mg) 1am tang Crax (16%) v4 AUC {22%) desieramin, co lién quan gidz sy suy gidm 17% 2-hydrexycesipamin déntyla

én haadesipramin {dua wén AUC).
KD
ha

sira rguéi hay khdng. Can

180 mg x 1 thn /ngay) v6: warfarin khing

MONG HUOK CUA THUSC
L xay 1a ADR.

3én 12 thang lud:. ¢t i3 dung khdrg mong mubh sau ddy

fam sing nghu rhién, duoc kiém 03! feac nghién cou 1, 2va 3). 18
% Long by i 360 &1 nhom didu Irl voi feburxosiat va il nhat

wan dan s dung thuéc. Cac pnan Ung batigi bio cac o nh;
i ehirmg: chisc nang gan bt thuorg. buda nda, dau iy

Tia: doan nghién ciru H4m sdng 2 va 3, cac phan Ung bt o sau Ay xay raBusi 1% 48 tuong va & nhibu hor ML ddi trgrg didu Irj var lidu tir
46 mg dén 240 mg febuxostat

+Réiloan hé thérg mau va bach huyét thidu mac, thiéu mau tiéu ciu khéng fy phat ting cach cAu/gidm bach cdu. gidm bach cdu trng tinh, suy shuoe
todn Ihan, gidm béu cau.

+ R loan tm mach: dau thit nguc, rung 14T nhi, bl thurtng ECG, danh rdng rguc. hip tim nhanh. Ny
+ Réiloan thinh gidc: dide, § tar, chéng mal. prs -y
+ Réiloan thi gide thi lyc gidm. . X
+ fdiloan lidu hoe: dau bung. tao bon, khd migng. chimg khd tidu, ddy hav. di ngodi thuomg xuyén, viT, ¢a dby. bas ngugc da day thy uan, Guong
téw héz kho chiv, Jau nudu. tng huyél dp. phan o6 mau twoi, loét miéng. viém tuy. loél €3 ddy, non = :

+ i rbiloan thdng pi3p: suy ahuoc, dau nguc | kho m phiiné mét mei. rd foan wan Eong. fnéu cng Fia cum. U * t
+ Réiloan gan T3l benh 6 mal £ viém 1Gi al. gan nhidm ma, viém gan. gan o bt | ‘
+ Ai lsan he thing meén dich: qud min, A .

+ Nhiém tring va ky sinh rung’ Herpes zoster.
+ Chuyan Ko va rhi loan dinh duing: char 4n, mal nuoe. 34i thao drong 1ing cheleslerol, 1ang dubng huydt, tag ficid mau. ja
afi huyél. gidm2ang can ,\5

+ Réi loan oo xrong va mé lién kL viém khap. khdp cing. sung khim, co co, au o xugag aing khop, dau co,
+ Rbi loan hé thén kinh: thay €81 khdu vi. rbi loan ¢n bang, tai bién mach mau nde, ndi ching Guilain-Bame. nhizc 3au,
huyét 4p, ha huydt ap, nhbi mau. bubn ngu. tm than, suy huoc, can thifu mau cue b thadng gua, fun. .
+ R4 loan 13m trhn: kich déng, Io thng, rAm cam_mét ngd. ¢4 cau gidn, gidm ham mudn tinh duc. o 1ing. hodng loan. thay d& nhdn cach.
+ Réilaan vé than v& nigu: téu mau, protein nigu, suy thin.
+ Réiloan sinh syc: dau ngure, rbi toan curong duong. chimg gynecomasta
+Rdiloan b hdp' viém phé quan, ho, kh thé, mE khd, xoang. phu hong, the nghén duang bé hip, hat hoi. b tong kich thich, ahiém tning duréng ho
hip én
i loan mb ¢a v dusdi da’ rang 19¢, phi AL viém da, shdm, thay 34i mdu 1o, ting 1rang ioc ba! thdng, chimg buln nén. ngua, 44 mau dathay
g4 s3c 18, 1én thuramg da. ndi may day.
+ RéiIsan mach mAu; ¢a0 huyet a0, ha buyétap
Cas phan ung 930 shii khi fuu harh tude gée
Phan ung bat lol 83 diroc xac dish tong cua kinh s dung fetuxostal Tan sudl chura 13, tao gam
Ré:zan gan mal suy Gan imbt 8 10 vong). vang da. Bt thviing ehisc Alisg gan
Réiican hé théng midr dich: qua min, phan Gag phan v
i 1oan md oo xong va md lidn kit HI enirag Rhabdomyalysis.
Réi loan tam than: hung ¢4

Réi lean da va m dudi da: phat tan, hdi chiing Stevens Johnsen, phan vng da nhay cam
Théng baa cho béc si nhitng tac dung khéng mong mubn gép phil khi ding thube.
QUA LIEU VA CACH XU TRI
FEBUXOSTAT éuge nghién ciru 5 nhing nguei khde marh
Kréing e bao cdo diing qua idu trong idm sing, ®
It Khi s g qud I md ¢4 ede igu chirng rto 1aff sdng. cAnddU 1
QUY CACH DONG GOI:
Hoe 3 x 10 vié» v dung trong Wi nhom. kew thae
DIEU KIEN BAC QUAN:
Ne Khe, nhiél 85 dusi 30°C
HAN DUNG CUA THUGC:
36 thing ké 1 agay sér xudt
TIEY CHUAN CHAT LUONG CUA THUOC: TCCS!

TEN VA DIA CHi CUA CO'SO'SAN XUAT:

CONG TY CO PHAN DUQ'C PHAM GIA NGUYEN
Bia ch: Duomg YPS. KCN Yén Fhong, xa ©3ng Phong, h
Bién thogi: 0222369928 1"Web: hitp:/Avwsr g anguyengharma.
PHAN PHOI BOL: CONG TY TNHH DUOTC PHAM MINH TIEN
Bia chi: 6 nta 21, ngd 27, phé Vi Ngoc Phan, piuréng Lang Ha, qudn Déng Ba, thenh chb Ha §

Eién hoai 0243 5142683 * Fax: (2435142683 * Web: minklien nel _PTRU(,jNG PHO NG
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