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THANHPHAN: Méivién chia: TIEU CHUAN:TCCS
- Febuxostat 80mg SPK:

" Tddugc:Viuada 1vién. } DE XA TAM TAY TRE EM
CHIiDINH, LIEU DUNG & CACH DUNG, CHONG CHi DINH, POC KY HUGNG DAN SU DUNG
TAC DUNG KHONG MOMG MUON VA CAC THONG TIN TRUGC KHI DUNG

KHAC: Xin doc ky trong t&hudng dan sirdung thuéc.
BAO QUAN: Noi kho thoang, nhiét @6 dudi 30°C, tranh énh
séng.
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CONG TY CP DUGC PHAM ME DI SUN
$6521,Kp.AnLgi,PHoa Lgi, Tx.Bén Cat, T.Binh Duong
DT: 0274 3589036 Fax: 0274 3589297
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COMPOSITION: Each tablet contains: OUT OF THE REACH OF CHILDREN |
-Febuxostat 80mg READ CAREFULLY THE LEAFLET
Excipients:q.s. 1 tablet. BEFORE USE
INDICATIONS, DOSAGE AND USAGE,
CONTRAINDICATIONS, SIDE-EFFECTS, AND OTHER mEDlgun
INFORMATIONS: e
Please read the instruction enclosed. Pharmaceutical Joint Stock Company
STORAGE: Dry place, below 30°C, avoid the sunlight. 521, An Loi town, Hoa Loi ward, Ben Cat
\S,TSESFICATIONS: Manufacturer Commune, Binh Duong province
Tel: 02743589036 Fax:02743589297

(e = = = 2 \

B! of oF pf of 3

wv
< 8 < 8 < 3 < S < 3 3
@: ©: @: =: @ ¢

3 @ - 173

g £ E: =& g 2
8 3 23 Q3 [— ] 23 a
i & e & s L e L e L a
— P =] 2 =] 2 -

[}
oF oF oF o 28 2
< s < g < s <3 <s ©
[-- ] - 1] [-- I [-- I [-- I =
- - — - — =
3 3 e ¢ i e ¢ =
= B 3 e 3 = B 3 =
M O e & e O s & e O =

s

L8

Vitriin SO 16 SX.: xxxxx  HD.: dd/mm/yyyy : Dap truc Uép trén nhin vi.



https://nhathuocngocanh.com/

‘ ~ Nhan chai 100 vién FORIBAT 80

THANH PHAN: M&ivién chua: T, swewo | BAo QUARE \NBIHHB [t8d50g,
~Febuxostatusmassmms 80mg Chai 100 vién nén bao phim | nhiétdo d @ tranh anh sang/yS /
Tddugc:Vifada 1 vién. ) TIEU CHUAN:YGE S 7 - ‘\Q,\'
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DUNG, CHONG CHiDINH, TACDUNG | DE XA TAM TAY TRE EM

KHONG MOMG MUON VA CAC F“RIBAI Bu | POCKY HUGONG DAN SU

THONG TIN KHAC: Xin doc ky trong Febuxostat 80 mg 1 ' DUNG

tohudng dén stdung thudc.
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R,-Thudc bin theo don

FORIBAT 80

A (F ebuxgstat 80 mg) .
PHAN THONG TIN DANH CHO NGUOI BENH

Tén thuéc: FORIBAT 80

“Doc ky hudng déin sir dung trudc khi ding”

“Dé xa tém tay tré em”

“Thong bdo ngay cho bdc st hodic duoc st nhitng tdc dung khéng mong mudn gdp phdi khi sir
dung thuéc”

Thanh phin, ham lweng ciia thude:

Hoat chit:

Febuxostat...................... 80 mg

Ta dugc: Avicel (PH — 101), avicel (PH - 102), lactose monohydrat, natri croscarmellose,

povidon K — 30, aerosil — 200, magie stearat, opadry white (OY — C — 7000A).

M3 ta san phim: Vién nén bao phim hinh tron, mau tring

Quy cdch dong g6i:Hop 3 x 10 vién nén bao phim, 1o 100 vién nén bao phim -
Thuéc dung cho bénh gi?

FORIBAT 80 duoc chi dinh cho bénh nhan bi Gout do tang acid uric huyét man tinh.

Nén dung thuéc nay nhw thé nio va lidu lwgng? &

,.
I} &
B C (A

Thubc ding dudng udng.

Trong diéu tri bénh tang acid uric huyét & bénh nhan Gout:
1 vién 80 mg febuxostat/ ngay. Néu acid uric huyét > 6 mg/dL (357 pmol/L) sau 2 < 4 tus: xem
xét tang lidu dén 120 mg, 1 lan/ngay.

Nén diéu tri du phong dot gout cip trong it nhét 6 thang.

Khong nén uéng FORIBAT 80 kém véi thude khang acid hay trong Itic 4n.

Déi véi nguoi cao tudi:

Khéng can thiét phai diéu chinh lidu & ngudi cao tudi.

Doi véi bénh nhan suy than:

Hiéu qua diéu trj va d9 an toan chua duoc danh gi ddy da & bénh nhan suy thin ning (4 thanh
thai creatinin < 30 mL/pht).

Khong can thiét phai didu chinh lidu déi véi bénh nhan suy than nhe hoic trung binh.
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Doi véi bénh nhén suy gan:

Hiéu qua diéu tr va an toan dbi v6i bénh nhan suy gan nang chua duoc nghién ciru day du.

Liéu khuyén céo v6i bénh nhan suy gan nhe la 80 mg/ngay.

Doi vai bénh nhan tré em:

Hi€u qua diéu trj va an toan & tré em dudi 18 tudi chua duoc nghién ciru day du. Nén héi y kién

béc s§ hodc duoc s¥ trude khi dung cho dbi tugng nay.

Khi nao khong nén diung thudc nay?

Khéng nén dung thude véi bénh nhén dj mg hodc qua man véi bét cit thanh phan nao cua thudc.

Tac dung khéng mong muon (néu cé):

Céc phan tng bét loi trong cdc thir nghiém 14m sang (4.072 dbi tugng duge diéu tri it nhit véi
lidu tir 10 mg dén 300 mg) va sau khi dua ra thj trudng dugc béo cdo nhiéu nhat 14 cc dot gout
bung phét, chirc nang gan bét thuong, tidu chay, budn non, nhtrc dau, phét ban va phu. Nhiing tac
dung phu ndy phén 16n & muc d6 nhe hodc trung binh. Trong c4c phan mg qua man nghiém

trong lién quan dén febuxostat, mdt s trong d6 1a céc triéu chimg toan than sau khi thube duoc

dua ra thi truong.

Céc tac dung khong mong mudn theo tin suét:
- Thuong gdp: 1/100 < ADR <1/10

- Tt gap: 1/1,000 < ADR <1/100

- Hiém gdp: 1/10,000 < ADR <1/1,000

Roi loan mau va bach
huyét

Hiém
Giam toan thé té bao mau (hong cau, bach cau, tiéu cau), giam tiéu
cau

Roi loan hé midn dich | Hidm W
Phan g phan vé *, qua man cam véi thube * R\
R&i loan néi tiét It gip ) \
Tang hormon kich thich tuyén gidp trong mau
Réi loan mt Hiém
Gidm tam nhin
R&i loan chuyén hoéa va Thuong gip
dinh dudng Céc dot gout bung phat
It gap

Bénh tiéu duong, ting lipid mau, giam sy théem an, tang can
Hiém
Gidm can, ting sy thém in, chan in

Réi loan tAm than

-

It gdp
Gidm ham mudn tinh duc, mét ngu
Hiém

e\

1
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Lo ling

R&i loan hé thin kinh

Thudng gap
Dau dau

It gap

Chéng mat, di cam, dau nira dau, budn ngu, thay dbi khéu vi, giam

cam gidc, ha huyét 4p

RO6i loan tai

Hiém
U tai

Réi loan nhip tim

It gap ) )
Rung nhi, danh trong nguc, ECG bt thuong

RO6i loan mach mau

ltgagp ’
Tang huy¢t 4p, do bimg, su trao huyét

Réi loan hd hap

It gap ,
Kho thd, viém phé quan, nhiém tring duong hé hép trén, ho

Roi loan tiéu hoa

2 -

Thuong gip

Tiéu chay **, budn nén

ft gap

Dau bung, cang bung, trao ngugc da day thuc quan, ndn mura, khd

mig¢ng, kho tiéu, tdo bén, phan thuong xuyén, day hoi, khé chiu da

duéi da

day ruot

Viém tuy, loét miéng
R6i loan mat gan vamat | Thuong gap

Céac chure niang gan bét thuong **

it gap

S6i mat

Viém gan, vang da *, tn thuong gan *
Roi loan mé da va mo Thuong gip

Phat ban (bao gdm cac loai phét ban c6 biéu hién tn suit thap hon,
xem bén dudi)

it gap

Viém da, may day, ngira, bién mau da, tén thuong da, sung tiy, phat
ban macular (ban c6 thé phing), phat ban maculopapular (cac ndt si
trén da), phat ban papular (ban hoi com 1én).
Doc hoai tir biéu bi *, hoi chimg Stevens-Johnson*, phu mach *,
phén tmg thudc véi bach ciu ua eosin va triéu ching toan than *,
phat ban (nghiém trong) *, ban d6, phat ban da tréc vay, nang phat
ban, myn nuéc ndi mn, mun mu phét ban, ndi man ngura *, phat ban
l}éng ban , bénh nhdi mdi phét ban, rung tdc, ting truong bi

Roi loan co xuong va
mo lién két

-

It gép
Viém khép, dau co, dau co xuong, co yéu, co thét o, viém bao quy
dau

Ran da *, khép cimg, cing co xwong khop




R6i loan than va tiét It gap
niéu Suy than, séi than, tiéu ra mau, dai rat, protein niéu
Viém than két mac *, tidu gép

14

Hé thong sinh san va rdi | It gap

loan va R6i loan chirc nang da con

Réi loan tong quat va Thuong gdp

tinh trang céc vi tr{ sir Phu

dung thubc It gap
Mét moéi, dau ngue, khé chiu ngue
Khat

Xét nghiém It gap

Tédng amylase mau, giam tiéu cau, giam bach cdu, gidm lympho, tang
creatin mau, , giam hemoglobin, ting lugng uré mau, ting triglycerid
trong mau, tang cholesterol trong mau, giam hematocrit, giam lugng
lactat dehydrogenase trong m4u, tang kali m4u.

Tang glucose mau, kich hoat mét phin thromboplastin thdi gian kéo
dai dong mau, sb lugng héng ciu giam, tang kali phosphatase trong
mau, tang creatin phosphokinase trong mau *

* Phan ting bét loi khi dua ra thi trudng

** Tiéu chdy khong nhiém tring va céc xét nghiém chirc ndng gan bt thuong trong céc nghién
ctru pha 3 thuong xéay ra & bénh nhan diéu trj dong thoi v6i colchicin.

Mb ta cdc phan ving phu:

Cac phan Umg qud min nghiém trong d6i v6i febuxostat da xdy ra gém hoi chimg Stevens-
Johnson, hoai tir thuong bi nhiém doc (ho1 chimg Lyell) phan tmg/séc phan vé. Hoi ching
Stevens-Johnson va hoai tir thuong bi nhiém doc dic trung béi su phét ban da lién quan dén cac
vét loét hodc ton thuong niém mac va kich g mét. Phan mg qué man véi febuxostat ¢6 thé lién
quan dén céc tricu chiing sau déy: phan tng da c6 dic diém 13 phét ban maculopapular, phét ban
hay tréc da, nhung cling c6 tdn thuong da, phu mit, sét, bat thuong vé huyét hoc nhu giam tiéu
clu va tdng bach cau 4i toan, gan va than bao gdém viém than két mac va niém mac. )

Céac dot gout bing phat thuong gip ngay sau khi bt diu didu tri va trong nhiing tha
tién. Sau d6, tan suat xuat hién bénh gout giam theo thoi gian. Khuyén cdo nén du phong céc con
gout bung phat.

Thong bdo ngay cho bdc st hodc duoc st nhitng tac dung khong mong muén gap phdi khi sir
dung thuéc
Huéng dan cdch xir tri ADR
Sau khi bit dAu st dung thudc, thuong thiy con Gout bung phat. Nguyén nhan 13 do dé giam

acid uric trong méu, co thé cin huy dong urat dy trit & mo. Dé ngan ngura con Gout bung phat,




lic bat dau sir dung thudc nén dung ddng thoi v6i mot NSAID (thubc khang viém gidm dau
khong steroid) hodc colchicin.

Nén tranh dung nhirng thudc hoic thue phim gi khi dang sit dung thudc nay?

Khong nén ding FORIBAT 80 dbi v6i bénh nhan dang str dung mercaptopurine/azathioprine.
Cin lam gi khi mét lin quén khong dung thuéc?

B6 sung liéu ngay khi nhé ra. Tuy nhién, néu thoi gian gidn céch véi lidu tiép theo qua ngin thi
bo qua liéu da quén va tiép dung tién trinh ding thuéc. Khong ding lidu gap d6i dé bu cho lidu
da bo 16.

Can béo quan thude nay nhw thé nao?

Béo quén & noi kho réo, tranh anh sang, nhiét d6 dudi 30°C.

Nhitng dAu hi¢u v trigu chimg khi ding thuéc qua lidu:

Bénh nhan xuét hién tri¢u chimg hon mé hogc khong thé duoc.

Cin lam gi khi ding thudc qua lidu khuyén cdo?

Ngtmg thubc va dua bénh nhan dén cac co s¢ y té gan nhit dé dugc didu tri triéu ching va theo
doi.

Nhiing diéu cin thin trong khi dung thudc nay?

Thén trong v6i bénh nhan dang diéu trj bang céc thudc mercaptopurine/azathioprine.

Khoéng nén dung Foribat 80 ddi v&i bénh nhan suy than ning, c6 tién st xo vita dong mach
va/hoic nhdi mau co tim hogc suy tim sung huyét, c6 thay déi chirc ning tuyén giap; bénh nhan

c¢6 dot Gout cép, ling dong xanthin; bénh nhan rdi loan chirc nang gan; bénh nhén rdi loan tuyén

giap.
Bénh nhén dugc ghép tang: chua cé kinh nghiém diéu tri. ( / "\
FORIBAT 80 c6 chwra lactose, do d6 khong nén dung cho bénh nhan khoéng dung na&'g ctose, “

thiéu hut Lapp lactase, kém hép thu glucose — galactose.

Stz dung & phu nit ¢6 thai:

Chua c6 nghién ciru ddy du va kiém soat & phu nit ¢6 thai. Thudc chi duoge st dung trong thoi ki
mang thai khi loi ich 16n hon nguy co dbi véi bao thai.

St dung 6 phu nit cho con bu:

Chua c6 nghién ctru 18 rang vé viée febuxostat c6 bai tit vao sita me hay khong. Khong nén
dung febuxostat cho phu nit cho con bu.

Anh hudng ciia thuoc 1én kha ndng 1di xe va vén hanh may moc:




https://nhathuocngocanh.com/

Budn ngu, chéng mit va mo méat da duge bao céo khi sir dung febuxostat. Khong nén dung
febuxostat khi 14i xe va vAn hanh may méc.
Khi nao cin tham van béc si, dwoec si?
Néu c6 bat ky phan tng khong mong mudn nao xay ra.
“Néu cdn thém théng tin xin héi y kién bdc s7 hodc duoc si”
Han ding ciia thudc: 36 thang ké tir ngay san xuat.
Tén, dia chi, biéu twgng (néu c6) clia co sé san xuit:
Cong ty c6 phan dwgc phim Me Di Sun
S6 521, khu phd An Lo, phuong Hoa Loi, thi xa Bén Cat, tinh Bi uong,

Ngiy xem xét sira ddi cap nhit lai ngi dung huwéng din s dung thude:

1) -



R,-Thuéc ban theo don

FORIBAT 80

(Febuxostat 80 mg)

PHAN THONG TIN DANH CHO CAN BO Y TE
CAC PAC TINH DUQC LUC HOC:

Nhoém duoc ly: Thude chéng dong, trc ché san xudt acid uric.

Ma ATC: M04AA03

Axit uric 14 san phim cubi cung ctia qua trinh chuyén héa purin & ngudi va duoc tao thanh trong
chudi cdc hypoxanthin — xanthin — acid uric. Ca hai budc trong qué trinh bién ddi trén duogc

Xuc tac boi xanthin oxidase (XO). Febuxostat 1a din xuét 2-arylthiazol ¢6 tac dung giam acid

uric huyét thanh béng cach trc ché chon loc XO. Febuxostat 14 chét ¢ ché lya chon ¢6 tiém
nang, khong purin cia XO (NP-SIXO) trong in vitrodé e ché gid tri Ki thdp hon mic
nanomol. Febuxostat da cho thiy kha ning trc ché ca hai dang oxy hoa va giam XO. § néng do
diéu tri, febuxostat khong tc ché cac enzym khéc lién quan dén sy chuyén hoa purin hodc
pyrimidin, cu thé 1a deaminase guanin, phosphoribosylotransferase guanin hypoxanthin, orotate
phosphoribosylotransferase, orotidin monophosphat  decarboxylase hoc purin nucleosid
phosphorylase.

CAC PAC TINH DUGC PONG HOC:

O nhiing ngudi khée manh, ndng do dinh trong huyét tuong (C max ) va dién tic
cong thdi gian - néng do trong huyét tuong (AUC) ctia febuxostat ting theo lidu: theo lidu don
va da liéu, tir 10 mg dén 120 mg. Pbi voi lidu tir 120mg dén 300mg, tdng febuxostat s& ting
AUC theo ti 1&. Khong c6 su tich tu dang ké khi dung liéu tir 10 mg dén 240 mg mdi 24
gi0. Febuxostat ¢6 thoi gian ban thai cubi cung c6 nghia 13 giai doan thai trir trung binh (t 1)
khoang 5-8 gio.

\c/iu’ 1duong ;2

; B

Cac phén tich duge luc hoc/dugc dong hoc ¢ 211 bénh nhan bi tang acid uric mau va gout, diéu
tri v6i thudc ¢6 chira febuxostat 80 mg/vién & liéu 40-240 mg. Nhin chung, céc théng s§ duoc
dong hoc cua febuxostat duoc wéc tinh bang cac phén tich nay phu hop véi cac két qua thu duoc
tir cac ddi tuong khoe manh, cho thiy céc déi tuong khdée manh 1a dai dién cho danh gia duoc
luc hoc/dugc dong hoc trong bénh nhan gout.

Hdp thu

Febuxostat hip thu nhanh (t max 1,0-1,5 gi®) va hap thu 5t (it nhét 1a 84%). Sau khi udng lidu 80
mg mot 1an moi ngay, C pmax xap xi tir 2,8-3,2 ug/mL va 5,0-5,3 pg/mL.



Sau khi udng 1iéu80 mg x 1 lan/ngay véi mdt bita dn chét béo cao, lam giam C may 49% xudng
38 % va AUC gidm 18% xubng 16%. Tuy nhién, khong thdy c6 su thay d6i dang ké v& 1am sang
trong viéc giam ndng do acid uric trong huyét thanh khi xét nghiém. Do d6, c6 thé sir dung thubc
ma khong bi anh hudng béi thuc phim.

Phdn b6

Thé tich phan bb én dinh (V/F) cua febuxostat trong khoang tir 29 dé,n 75 L sau khi ubng }iéu tr
10-300 mg. Su lién két v6i protein huy€t tuong cua febuxostat’ xap xi 99,2% (chu yeu véi
albumin) va khong doi trong pham vi nong do dat duoc. Su lién két véi protein huyét tuong cua

r

céc chat chuyén hoa hoat tinh dao dong trong khoang tir 82% dén 91%.
Chuyén héa

Febuxostat duge chuyén héa manh mé bang c4ch lién hop qua hé théng enzym uridin diphosphat
glucuronosyltransferase (UDPGT)va oxy héa qua h¢ thong cytochrom P450 (CYP). C6 bdn chit
chuyén héa hydroxyl c6 hoat tinh dugc da duge xé4c dinh, trong d6 ba chit c6 trong huyét tuong
cua nguoi. Cdc nghién cttu in vitro véi microsom gan ngudi cho thiy nhitng chit chuyén ho4
oxy hoa nay dugc hinh thanh chu yéu béi CYPIAL, CYP1A2, CYP2C8 hoic CYP2C9 va
febuxostat glucuronid duoc hinh thanh chu yéu boi UGT 1A1, 1A8, va 1A9.

Thai trie

Febuxostat duogc loai trir bdi ca gan va than. Sau mot lidu 80 mg uéng, febuxostat cé gén 14C,
dugc thu hoi xap xi 49% lidu trong nudc tiéu, cu thé: dusi dang khong dbi febuxostat (3%), dang
acyl glucuronid (30%), cdc chét chuyén héa oxy héa va lién hop ctia febuxostatds biét( 13%), va
céc chit chuyén héa khac khong xac dinh (3%). Ngoai bai tiét qua nudc tiéu, khoang 45% liéu
duoc tim thdy trong phan, cu thé: febuxostat dang khong bién ddi (12%), dang acyl glucuronid
(1%), céc chat chuyén héa oxy hod va lién hop cta febuxostatds biét (25%), va céc chit chuyén
hoa khdc khong xéc dinh (7%).

Suy thédn

Sau khi ding nhiéu liéu 80 mg & nhitng bénh nhan suy thin nhe, trung binh hodc nin cua
febuxostat khong thay dbi so véi nhiing ngudi ¢6 chic ning than binh thuong. \AUC cua
febuxostat tang khoang 1,8 lan tr 7,5 ng.h/mL & nhém chirc ning than binh thuong 1én 13,2
pg.h/ml & nhém réi loan chirc nang thén nghiém trong. C ;. va AUC cia céc chit chuyén hoa ¢
hoat tinh ting lan luot gdp 2-4 1an. Tuy nhién, khong cin didu chinh lidu & nhiing bénh nhén suy
than nhe hoZc trung binh.

Suy gan

Sau khi ding liéu 80 mg ¢ nhiing bénh nhén suy gan nhe (Child-Pugh Class A) hodc suy gan
trung binh (thld-Pugh Class B), C max va AUC cua febuxostat va cac chét chuyén hoa cua né
khong thay doi dang ké so véi nhiing nguoi chiic nang ganbinh thudng. Chua cé nghién ciru nao
duoc tién hanh & nhitng bénh nhan bj suy gan nang (Child-Pugh Class C).

Tuoi tdc

Khoéng c6 sy thay d6i dang ké trong AUC ctia febuxostat hodc céc chit chuyén héa cua né sau
khi udng da li€u & ngudi cao tudi so véi nguoi tré khoe manh.

Gidi tinh



Sau khi udng da lidu, C max V& AUC 1a 24% va cao hon 12% & nit gidi so VOl nam giéi. Tuy
nhién, C n.x va AUC theocan nang la twong tu nhau giita nam va ni. Khong can diéu chinh liéu
theo gidi tinh.

CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi PINH:

Chi dinh:

Bénh nhan bi Gout do ting acid uric huyét man tinh

Liéu dimng va cich dimg:

Thubc ding dudng udng.

Trong diéu tri bénh tang acid uric huyét 6 bénh nhan Gout:

1 vién 80 mg febuxostat/ ngay. Néu acid uric huyét > 6 mg/dL (357 umol/L) sau 2 — 4 tudn: xem
xét tang lidu dén 120 mg, 1 lan/ngay.

Nén diéu trj du phong dot gout cap trong it nhét 6 thang.

Khong nén uéng FORIBAT 80 kém v&i thude khéng acid hay trong ltc #n.

Déi véi nguoi cao tudi:

Khong cén thiét phai diéu chinh liéu & ngudi cao tudi.

Déi véi bénh nhdn suy than:

Hiéu qua diéu tri va do an toan chua duogc danh gia ddy du & bénh nhan suy than ning (d6 thanh
thai creatinin < 30 mL/phut).

Khong cén thiét phai diéu chinh lidu déi vé6i bénh nhan suy than nhe hoic trung binh.

Doi v6i bénh nhén suy gan:

Hiéu qua diéu tri va an toan ddi véi bénh nhan suy gan ning chwa duoc nghién ctru d & dtx

Liéu khuyén c4o véi bénh nhén suy gan nhe 1a 80 mg/ngay.

Doi véi bénh nhan tré em:

Hiéu qua diéu trj va an toan ¢ tré em dudi 18 tudi chua duge nghién ctru ddy da. Nén hoi ¥ kién
bac s§ hodc dugc s§ trudce khi dung cho dbi tuong nay.

Chéng chi dinh:

Khong nén ding thudc véi bénh nhén dj tmg hodc qué min véi bét ci thanh phén ndo ciia thudc.
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Thén trong véi bénh nhan dang didu tri bang c4c thubc mercaptopurine/azathioprine.

Khéng nén dung Foribat 80 ddi véi bénh nhdn suy than ning, c6 tién str xo vita dong mach

va/hodc nhdi méu co tim hodc suy tim sung huyét, c6 thay d6i chirc nang tuyén gidp; bénh nhan

|
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c¢6 dot Gout cép, ling dong xanthin; bénh nhan réi loan chirc ning gan; bénh nhan rdi loan tuyén
giap.

Bénh nhén duge ghép tang: chua c6 kinh nghiém diéu tri.

FORIBAT 80 c6 chira lactose, do d6 khong nén dung cho bénh nhan khong dung nap galactose,
thiéu hut Lapp lactase, kém hip thu glucose — galactose.

St dung ¢ phu nit c6 thai:

Chua c6 nghién ctru day da va kidm soat & phu nit ¢4 thai. Thubc chi duoc str dung trong thoi ki
mang thai khi loi ich Ién hon nguy co ddi véi bao thai.

S dung ¢ phu nit cho con bii:

Chua c6 nghién ciru 18 rang v& viée febuxostat ¢6 bai tiét vao stta me¢ hay khong. Khong nén
dung febuxostat cho phu nit cho con bu.

Anh hudng ciia thuée 1én kha ndng ldi xe va vdn hanh mdy méc:

Budn ngu, chong mit va mo mit da duoc bdo cdo khi stt dung febuxostat. Khéng nén dung
febuxostat khi 14i xe va van hanh may moéc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Khoéng sir dung FORIBAT 80 cing véi: mercaptopurin, azathioprin

TAC DUNG KHONG MONG MUON:

Céc phan tmg bét loi trong cac thir nghiém 1am sang (4.072 d6i tugng duoc diéu tri it nhét véi
liéu tir 10 mg dén 300 mg) va sau khi dua ra thi truong duge bdo cdo nhidu nhat 14 cac dot gout
bung phat, chirc ning gan bét thuong, tiéu chay, budn nén, nhirc dau, phét ban va phu. Nhitng tac
dung phu nay phin I6n & mtc do nhe hodc trung binh. Trong céc phan tmg qua man nghiém
trong lién quan dén febuxostat, mét s trong d6 la cac triéu chimg toan than sau khi thudc duoc
dua ra thi truong.

Céc tac dung khong mong muén theo tin sut:

- Thuong gép: 1/100 < ADR <1/10

- Ttgap: 1/1,000 < ADR <1/100

- Hiém g@p: 1/10,000 < ADR <1/1,000 ‘\

R6i }oan mau va bach Hiém o 4

huyét Giam toan thé t€ bao mau (hdng cu, bach céu, tieu cau), giam tiéu
cau

Roi loan hé mién dich | Hiém

leon
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Phén tng phan vé *, qui man cam véi thude *

R6i loan ndi tiét It gdp
Tang hormon kich thich tuyén gidp trong mau
R6i loan mét Hiém
Giam tim nhin
Réi loan chuyén hoa va | Thudng gap
dinh dudng Céc dot gout bung phat
It gaip

Bénh ti€u duong, ting lipid mdu, giam sy thém &n, ting cin
Hiém
Giam cén, ting sy thém an, chan an

R6i loan tAm than

7

It gap
Giam ham muén tinh duc, mét ngu
Lo ling

RAi loan hé than kinh

Thubrqg gap
Pau dau

’

It gép ‘
Chong miit, di cam, dau nira dau, budn ngt, thay doi khéu vi, giam
cam gidc, ha huyét ap

R&i loan tai va mé cung | Hiém
U tai
R&i loan nhip tim It gip
Rung nhi, d4nh tréng ngue, ECG bt thuong
Réi loan mach méu It gip
Cao huyét ap, 4o bing, sur trao huyét
Réi loan ho hép It gap
Kho the, viém phé quan, nhidm trang duong ho hp trén, ho
R6i loan tiéu hoa Thuong gip

Ti€u chay **, buoén non

ft gdp

Dau bung, cing bung, trao nguoc da day thuc quan, nén md W
mi€ng, kho tiéu, tdo bén, phan thudng xuyén, déy hot, khé chiu da

day rudt

Viém tuy, loét miéng

R6i loan mét gan va mét

Thuong gap )
Cac chirc nang gan bat thuong **

-

It gap
Soi mét
Viém gan, vang da *, ton thuong gan *

R4i loan m6 da va mo
dudi da

Thuong gip
Phat ban (bao gom cac loai phat ban ¢6 bicu hién tan suét thap hon,
xem bén dudi)

It gép
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Viém da, may day, ngta, bién mau da, tdn thuong da, sung tay, phat
ban macular (ban c6 thé phing), phét ban maculopapular (cac nbt san
trén da), phat ban papular (ban hoi cdm 1€n).

Doc hoai tir biéu bi *, hoi ching Stevens-Johnson*, phit mach *,
phéan tng thubc véi bach cau ua eosin va triéu chimg toan than *,
phét ban (nghiém trong) *, ban do, phat ban da troc vay, nang phat
ban, mun nuéc ndi man, mun mu phat ban, ndi man ngtra *, phat ban
hdng ban , bénh nhdi moi phat ban, rung téc, ting truong bi

Roi loan co xuong va
md lién két

It gap

Viém khorp, viém khop, dau co, dau co xuong, co yéu, co thit co, co
that co, viém bao quy dau

Hiém

Ran da *, khop clng, cliing co xuong khép

R6i loan than va tiét
niéu

it gap
Suy than, séi thén, tiéu ra méu, dai rat, protein niéu
Viém than két mac *, tiéu gép

Hé thong sinh san va roi
loan vu

it gap
R6i loan chirc ndng da con

Rdi loan tong quat va
tinh trang cac vi tri sur
dung thuoc

Thuong gép
Phu

it gap

Mét moi, dau nguc, kho chiu nguc
Khat

Xét nghiém

It gap

Tang amylase mau, giam tiéu cAu, giam bach cau, giam lympho, tang
creatin mau, ting creatinin mau, gidm hemoglobin, ting luong uré
mau, tang triglycerid trong méu, tdng cholesterol trong mau, giam
hematocrit, giam luong lactat dehydrogenase trong mau, téng kali
mau.

Hiém

Téng glucose mau, kich hoat mot phan thromboplastin thoi gi ﬁan/

dong mau, so lugng hdng ciu giam, ting kali phosphatase trong

tang creatin phosphokinase trong méau *

* Phan ung bét loi khi dua ra thi trudng {

** Tigu chay khong nhiém trang va cac xét nghiém chuce nang gan bit thuong trong céc nghién
ctru pha 3 thuong xay ra & bénh nhén diéu tri ddng thoi véi colchicin.

M6 ta cdc phan tng phu:

Céc phéan img qua man nghiém trong d6i voi febuxostat da xay ra gom héi ching Stevens-
Johnson, hoai tir thuong bi nhiém doc (hdi chimg Lyell) phan tng/sbc phan vé. Hoi chimg
Stevens-J ohnson va hoai tur thuong bi nhiém doc dac trung boi sy phat ban da lién quan dén cac
vét 1oét hodc ton thuong niém mac va kich tng mit. Phan tmg qua mén véi febuxostat c6 thé lién
quan dén céc triéu ching sau ddy: phan tmg da c6 dic diém 1a phat ban maculopapular, phat ban

>
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hay tréc da, nhung cung c6 ton thuong da, phu mt, sot, bét thuong vé huyét hoc nhu giam tiéu
cau va tang bach cau ai toan, gan va thin bao gdm viém thén két mac va niém mac.

Céc dot gout bing phat thudng gép ngay sau khi bat dau didu trj va trong nhing théng dau
tién. Sau d6, tan sudt xuit hién bénh gout giam theo thoi gian. Khuyén céo nén du phong cac con
gout bung phat.

Hudng din cdch xii tri ADR
-Sau khi bit diu sir dung thudc, thuong thdy con Gout bung phéat. Nguyén nhan la do dé

gidm acid uric trong mau, co thé can huy dong urat dy trit & mo. Dé ngan ngua con Gout
bung phét, luc bat diu st dung thudc nén dung dong thoi véi mét NSAID (thude khang
viém giam dau non-steroid) hoc colchicin.

QUA LIEU VA CACH XU TRi:

Bénh nhén xut hién triéu ching hon mé hoic khong thd duoc.

Cich xir tri:Ngimg thudc va dua bénh nhan dén cic co s y té gin nhét d&& duoc didu tri triéu

chimg va theo dai.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHAC CUA T

Bdo quan: ¢ noi kho rdo, tranh anh séng, nhiét d6 dudi 30°C.

Han ding ciia thudce: 36 thang k& tur ngly san Xuat.

A . ° <R A , b o - K
Tén, dia chi, biéu twong (neu c6) cia co sé san xuat:

Cong ty ¢6 phan dwgc phim Me Di Sun /
S6 521, khu phé An Loi, phudng Hoa Loi, thi x4 Bén Cat, tinh Binh

Ngiy xem xét sira ddi cip nhit lai ndi dung hwéng din sir dung thuédc: dd/m
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