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FIBROFIN-145
(Vién nén bao phim Fenofibrat 145mg}
HUONG DAN SU DUNG
Doc ki hwomg din sir dung trude khi ding. Néu cin thém thdng tin, xin hoi ¥ kién béc s§.
Thudc bdn theo don.

Thanh phan: Mai vién nén bao phim chira fenofibrat Ph.Eur. 145mg.

Ta dwoe: Hypromellose, sucrose, lactose monohydrat, microcrystalline cellulose, sodium lauryl
sulphate, croscarmellose sodium, magnesium stearat, Opadry AMB white 30 W68912

Duwge lyc hoe:

Nhém diéu tri duoe Iy: Chdng tang lipid mau. Ma ATC: C10ABOS

Co ché hoat dong: Phan nira hoat tinh cda fenofibrat {a acid fenofibric. Tdc dung duge ly hoc cla
fenofibric acid trén ngwol va dong vat da duge n;:hien clru rong rai véi lidu udng fenofibrat. Tac dung
cua acid fenofibric di dugc quan sat trong thure tlen lam sang duge giai thich trén in-vivo trén chudt
cai chuyén gien va trén in-vitro trong nudi cdy té bao gan & ngum biang viée kich hoat thy the PPAR
kiéu a (PPARa). Bang co ché nay, fenofibrat [am ting tiéu giai lipid va dao thai céc cac tiéu phan
giau triglycerid trong huyﬁtt tuong bang cich hodt hoa lipoprotein lipase va giam san xudt apoprotein
C-IIT (mdt chat (e ché hoat dong lipoprotein lipase).

Viée giam triglycerid (TG) din téi viée thay d6i kich thrrde va thanh phén clia LDL tir cde tiéu phan
nho, ddm dic (cac tiéu phan nay duoc cho 1a nguyén nhdn gy vira ddng mach do tinh nhay cam vdi
qua trinh & xy hoa), thanh cac ticu phan ¢6 kich thuée I6n. Cée tiéu phan Ién hon cd ai luc cao dbi
véi cdc thu thé cholesterol va duoe di héa nhanh chéng. Su kich hoat PPARa lam ting tong hgp
aplipooproteins A-1, A-I1l va HDL-cholesterol. Fenofibrat cling lam giam muc acid uric trong huyét
thanh trén nhitng ngudi ting uric acid trong mau va céc ca thé binh thudng bing viée tang dao thai
acid uric trong nudc ticu.

Céc nghién clu 1am sang khac nhau da cho thay ndng d6 cholesterol toan phin, LDL-C, va apo B,
mot phire hgp mang LDL, lién quan dén bénh xo vira dong mach & ngudi. Tuong tu, giam HDL-C va
phirc hop van chuyén cla né, apohpoprotem A (apo Al va apo All) lién quan dén sy tién trién cha
bénh xo vita ddng mach. Céac diéu tra du:h té hoc cho thdy ty 1& bénh tim mach va ty L€ tir vong thay
ddi khéc nhau lién quan truc tiép dén ndng d6 cholesterol toan phan, LDL-C, va TG, v ty & nghich
voi mire HDL-C. Chua xac dinh duge tac dong ddc lap coa vige ting HDL- C hofic giam triglycerid
(T'G) dbi véi nguy co mic bénh tim mach va ty 1¢ tir vong. Acid fenofibric, chét chuyén héa chi yeu
cua fenofibrat, lam giam cholcsterol toan phdn, LDL chnlesteqol apolipoprotein B, triglycerid toan
phin va lipoprotein ty trong rit thap (VLDL) trén céc bgnl@&?ﬁn duge diéu tri. Ngoai ra, didu tri voi
fenofibrat lam tang lipoprotein ty trong cao {HDL) va apnhp&pmtem apoAl va apoAll,

Dwge dong hoc:

Nong d6 ciia acid fenofibric trong huyét twong sau khi uf‘mg 3 vién 48mg hodc mot vién 145mg
trong duong vor mot vién nang fenofibrat 200mg dudi dang micron hda & trang thai no. Fenofibrat 1a
mot dan chat cha phédn nda hoat tinh hda hoc acid fenofibric. Fenofibrat duoc thiy phan ester chuyén
hoa thanh acid fenofibric, mot thanh phan hoat tinh ¢6 thé do diroc trong hé tuin hoan.

Hdép thu: Chua xac dinh ndng dd kha dung sinh hge cua fenofibrat do hop chat gan nhi khéng tan
trong mai truong thuy dich phu hop dé tiém. Tuy nhién, fenofibrat hap thu tét theo dudng da day
rudt. Sau khi sir dung liéu uéng trén ngudl tinh nguyén khée manh, khoang 60% lidu don fenofibrat
duge danh dau phong xa co trong nude tiéu chi yéu dudi dang acid fenofibric va din xuét lién hop
glucuronate ctia chit nay, va 25% duge dao thai trong phan. Nnng do acid fenofibric trong huyct
tuong dat dinh trong khoang tir 6 dén 8 gi&r sau khi udng. Mirc biéu hién acid fenofibric trong huyét
tuong, dugc do bang Cmax va AUC, khéng khéc biét dang ké khi sir dung lidu don 145mg fenofibrat
trong trang thai doi hodc khéng daoi.

Phdn bo: Sau khi sir dung da liéu fenofibrat, acid fenofibric & trang thai 6n dinh dat duoc trong vong
9 ngdy. Nong do acid fenofibric trong huyét trong & trang théi én dinh gan gip hai 13n néu so voi sir
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dung liéu don. PO gin két véi protein trong huyét thanh vao khoang 99% trén bénh nhan binh thuong
va bénh nhan tang lipid mau.

Charyen héa: Sau khi udng, fenofibrat nhanh chéng dugc thay phén bai enzym esterase thanh chat
chuyén hoa hoat déng, acid fenofibric; kh{}ng phat hi¢n thay fenofibrat nguyén ven trong huyét
twong. Acid fenofibric cha yéu két hop vdi glucuronic acid va dao thai trong nuoe tidu. Mot lugng
nhé cua acid fenofibric bi gidm & mot nita chat carbenila thanh chat chuyén héa benzhydrol, chat nay
dén luot nd két hop véi acid glucuronic va dao thai trong nude tiéu. Cac dir liéu chuyén hoa trong co
thé cho thay ca fenofibrat va acid fenofibric déu khéng trai qua viéc chuyén héa oxy héa (vi du nhu
cytochrome P450) véi mire do déng ké.

Thai trie: Sau khi hap thu, fenofibrat chii yéu thai trong nuée tiéu dudi dang cde chét chuyén héa, cha
yéu la acid fenofibric va acid fenofibric glucuronid. Sau khi st dung lidu fenofibrat danh déu phong
xa, khoang 60% licu co trong nudce tiéu va 25% duge dao thai trong phan. Acid fenofibric duopc tha
trlr v&i thai gian ban hiy la 20 gid, do d6 chi cho phép sir dung ngay mét 1an trong chi dinh 1am sang,
Quain thé dac biét:

Str dung o tré err: Chua xac dinh duge do an toan va higu qua trén benn nhan tre em.

Ngueoi cao tuoi: Acid fenofibric duge thai trir dang ké qua thén va nguy co ¢6 cée phan ung ngoat y
d6i voi thude nay c6 thé con 16n hon trén benh nhén suy chire nang than. Muc biéu hién cua acid
fenofibric khong bi anh huong boi lia tudi. Do bénh nhdn cao tudi cé ty 1& suy thdn cao hon, viéc
chon liéu cho nguoi cao tudi phai dya trén chirc ning than cua ho. Khong can diéu chinh liéu trén
bénh nhan cao tuor co chie nang than binh thudng. Can giam sat chirc nang than trén bénh nhén
ngudi cao (o st dung fenofibrat.

Suy thdn: Can tranh st dung fenofibrat trén bénh nhén suy than nang. Can giam liéu trén bénh nhan
suy than nhe dén vira phai. Cin theo ddi chire niing than trén bénh nhén suy than,

Suy gan: Chua danh gia viéc sir dung fenofibrat trén céc doi tugng suy gan,

Chi djnh dicu trj:

Tang cholesterol mdu nguvén phdt hode roi loan lipid mdu hon hop: Fenofibrat duge chi dink nhu
liéu phap diéu tri bd sung cho ché dd an kiéng dé giam viéc tang lipoprotein cholesterol (LDL-C) ty
trong thap, cholesterol todn phan (Total-C), triglycerid va apolipoprotein B (Apo B), va lam ting
lipoprotein cholesterol (HDL-C) ty trong cao trén cac bénh nhan nguoi lon ¢d hién tugng tang
cholesterol méu nguyén phat hoic rdi loan lipid mau hén hop.

Tang triglycerid mau nghiém trong: Fe:nc-f'lI:-r.f;'it1 dwoe chi dinh nhu 13 lidu phap diéu tri bd sung cho
ché do an kiéng dé diéu trj trén bénh nhan ngudi Idn co hién tugng ting triglycerid méau nghiem
trong. Cat thign kha nang kiém soat duong mafi trén bénh nhan dai thao duong cho thay vi thé nhii
trip huyet & trang thai dai thudng ngan ngira nhu cau can thiép duoec. Viéc tang dang ké triglycerid
trong huyet thanh (vi dy nhu > 2,000 mg thé lam tang nguy co tién trién viém tyy. Chua cd
nghién ciru day da vé tac dung cha ligu phé 0 tri bang fenofibrat nham giam nguy co nay.

Cac gioi han quan trong (rong su dung: Fenofibrat véi liéu tuong duong véi 145mg fenofibrat chua
cho thay giam ty I¢ méc bénh dong mach vanh va ty [€ tir vong trong mot thir nghié¢m ngau nhién cé
kiém sodt trén cic bénh nhan mac bénh dai thao dudng tuyp 2.

Liéu khuyen cao & Duwong dang:

Khuyén cdo :;hur:-:g

Bénh nhan can theo ché d6 an kiéng nham glam lipid thich hop trude khi sir dung fenofibrat, va can
tiép tuc ché db an kiéng trong khi diéu tri v4i fenofibrat. Sir dung tenofibrat khéng lién quan dén bita
in. Khai dau digu tej bénh réi loan lipid mau la liu phap diéu tri an kiéng cy the d6i v6i cac bat
thudng lipupmtem Hién turgng thua can va udng qua nhiéu rugu ¢é thé 1a mot yéu td quan trong [am
tang triglycerid mdu va cén luu v trrde khi sir dung bét ky lidu phdp diéu tri bang loai thube nao. Tép
luyén the luc cling 6 thé 1& mdt bién phap hd trg quan trong. Cac bénh lam tang nguy co lipid mau vi
du nhu bénh giam chirc ning tuyen giap hogc dal thao duong can dugce didu tri day da. Liéu phap
diéu tr] bing estrogen, cac thudc loi tiéu thiazid va cac chat chen beta, d6i khi lién quan dén su ting
manh triglycerid trong huyét nrong dic biét trén cac dbi tuong tang triglycerid mau cé tinh chit gia
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dinh. Trong truomg hgp nhu vy, vi€e ngung cac tac nhan nguyén nhan bénh cu thé ¢ thé ngin ngua
nhu cdu liéu phap diéu trj tang triglycerid mau. Cén giam sat dinh ky lipid mau va xem xét giam liéu
[enofibrat néu lipid mau giam dang ké xudng dudi mirc glol han dé ra. Can ngung diéu trj trén bénh
nhén khéng cé dap g day da sau hai thang dleu tri véi liéu khuyen céo toi da 145mg ngay maot lan.
Tang cholesterol mau nguyén phdt hodc réi logn lipid mau hén hop: Lidu ban dau cla thude
fenofibrat 1a 145mg ngay mét lan.
Tang triglycerid mau ndng: LIEU khoi dau 13 tir 48mg den 145mg/ngay. Liéu tity theo tirng ¢& nhén
va ddp ung cla bénh nhéan va can diéu chinh néu thdy can thiét sau khi x4c dinh lipid mét cach dinh
ky khoang 4 dén 8 tudn mot 1an. Liéu t&i da 1a 145mg ngay mot lan.
Suy giam chire ndng thdn: Can bit dau diéu trj vai thube vién fenofibrat véi liéu 48 mg/ngay trén
bénh nhin suy thian nhe dén vira phai, va tang lidu sau khi danh gia tic dung trén chirc ning thin va
mire lipid tai liu nay. Cén tranh sir dung fenofibrat trén bénh nhén suy than ning.
Bénk nhdn cao rudi: Lua chon lidu véi ngudoi cao tudi can dya trén chire nang than co ban.
Chong chi dinh:
Fenofibrat chong chi dinh trén bénh nhan

- Cac bénh nh&n suy than nang bao gﬁm cac bénh nhan dang tham tdch mau;

- Céc bénh nhén miac bénh gan bao gdm bénh nhin mic xo gan r mit nguyén phat va cé chirc

nang gan bat thuomg kéo dai khdng r3 nguyén nhan;

- (CAc bénh nhin mic bénh tGi mat d3 cé tir trudc;

- Céc bénh nhén ¢6 hién tugng qua man vai thude fenofibrat hodic acid fenofibric;

- Phu nir dang cho con b(;

- Tré em dudi 10 tudi.
Cianh bao dic biét va thin trong:
1y I¢é tur vorng va bénh dong mach vanh:
Chua xdc dinh dugce tac dung cua fenofibrat trén ty 16 mic bénh va ty 1é tir vong clia bénh dong mach
vanh va ty I¢ tir vong cta cac bénh khong li€n quan dén tim mach. Nghién ctru can thiép vé kha nang
cua fenofibrat va gidm nhe cdc bién cd do d4i thao dudng (FIELD) la mot cudc nghién ciru ngau
nhién, cé kiém chirng 1a gia dugce tién hanh trong 5 nim trén 9795 bénh nhan mic dai thao dudmg
thyp 2 dugc diéu tri bing fenofibrat, Fenofibrat chirng to giam khéng dang ké 11% so v6i két qua ban
dau vé cdc bién ¢ ciia bénh déng mach vanh (ty & nguy co [HR] 0,89, 95% C10,75-1,05, p=0,16) va
giam dang ké 11% trén ké qua thr hai cua tong sb cdc bién cb tim mach (HR 0,89 [0,80-0,99],

p=0,04). Tang khéng dang ké 11% (HR 1,11 [0,95, 1,29], p=0,18) and 19% (HR 1,19 [0,90, 1,57],

p=0,22) 0 tat ca cic bién cb va Ié tir vong do bénh ddng mach vanh trén cdc bénh nhin sir dung
fenofibrat so vdi diing gid dugc. Do tinh trong duong vé héa hoc, duge 1y va 1am sang gitra
fenofibrat, clofibrat, va gemf{ibrozil, cac tac dung ngoal y trong 4 nghién ciru thir nghig¢m lam sang
l6n, ngdu nhién, c6 kiém chimg 13 gia dugc véi cac loai thude fibrat khac co thé ap dung vdgi
fenofibrat.
Trong du an vé bénh df:“:-ng mach vanh, mot nghién ciru 16n trén bénh nhén sau nhoi mafu ¢ tim dugc
diéu tri trong 5 nadm vdi clofibrat, khnng ¢6 su khdc nhau vé ty 1& tir vong giita nhém diéu tri bang
clofibrat va nhém diéu trj bang gla dugc. Tuy nhién, cd sur khic nhau giira ty h:\n%&h bénh sd1 mit va
bénh viém tai mét doi hoi céan phiu thuit gitra hai nhém nay (3,0% va 1,8%). Trﬁn}g mdt nghién ciu
do t& chirc y té thé gidi (WHO) thuc hién, 5000 dbi trgng mac bénh dong mach vanh didu tri bang
gia duge hoac clofibrat trong 5 ndm va tiép theo duge didu tri bd sung thém mdt nam. Cée con sb
thdng ké cho thdy ty 1& tir vong do moi nguyén nhan da thay d6i theo do tudi cao hon, trong nhém
clofibrat néu so véi nhém diéu tri bang gia duge (5,70% néu so vai 3,96%, p = <0,01). Ty 18 tor vong
cao la do viée tang 33% cac nguyen nhan khong do tim mach, ké ca céc bién chirng 4c tinh, sau phau
thudt cit bo thi mat va viém tuy. Didu nay khing dinh nguy co bénh ta1 mat cao hon trong nhém diéu
tri bing clofibrat trong cudc nghién ciru & dy an vé bénh doéng mach vanh.
Nghién ¢ciru tim Helsinki la mot cude nghién ciru 1on (n=4081) trén cac nam gi¢i trung nién khong ¢
tién str bénh déng mach vanh. Cac d6i tugng sir dung hodc gia duoc hofic gemfibrozil trong 5 nam, va

o -..“"l
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kéo dai thém 3,5 nim sau dé. Tong sd ta vong ¢ao hon vé mit s6 lugng & nhém gemfibrozil ngau
nhién nhung chua dat td1 mirc ¢ y nghia thong ké (p=0,19, 95% khoang tin cdy dbi véi cac nguy co
lién quan G:P = 0,91-1,64). Mic du s6 lugng tir vong clc- ung thur & nhdém gemfibrozil ¢é xu hudng
cao hon (p = 0,11), bénh ung thu (ngoai trir ung thu té bao day) da duoc chin dodn vdi tan sudt nhu
nhau & ¢a 2 nhom nghién ctru. Do ¢& mau han ché cta cude nghién clu, nguy co tir vong lién quan
do bat ky nguyén nhan nao déu khong khac nhau nhu da quan sat thay trén cac dit liéu theo ddi trong
9 ndm tir nghién clru cia To chire y té Thé gidi (RR=1,29).
M5t nghién ciru phong ngira thir hai ctia nghién ctru tim mach Helsinki di tuyén chon cdc nam gidi
trung nién da bi loai khéi nghién c(u phong ngira ban ddu do mic bénh hodc nghi ngd bénh ddng
mach vanh. Cac doi tugng sir dung gemfibrozil hodc gia duge trong vong 5 nam. Mic du tir vong do
bénh tim mach ¢ xu hudng cao hon trong nhém gemfibrozil nhung ty 18 nay khéng ¢é ¥ nghia théng
ké (ty 1& nguy co 2,2, 95% khoang tin cay: 0,94-5,05). Ty 1& phau thuit 10ii mat khong ¢6 v nghia
thong ké gilra cac nhém nghién clru nhung da c6 xu huéng cao hon & nhém gemfibrozit (1,9% so voi
0,3%, p = 0,07).
Co xwong: Fibrat lam tdng nguy co bénh co tim va di co li€n quan téi benh globin co nig¢u kich phat.
Nguy co xuét hién nhiém ddc co nghiém trong tdng cao ¢ beénh nhan cao tudi va bénh nhan mic bénh
dai thao duong, suy than hodc giam chuc nang tuyen gidp. Can xem x€t bénh co tim trén bét kv bénh
nhan nao mac bénh dau co lan tda, mém co hodic yéu co hode ¢é chi so creatine phnsphokmase (LPK)
tang manh. Nen khuyeén cac benh nhdn bao cao ngay cac con dau co khong giai thich duge, mém co
hoiic yéu co dic biét co kém theo mét mo1 hodc sot. Can danh gia chi s6 CPX trén cac bénh nhan co
bao cdo cac tricu ching trén va can ngung liéu phap diéu trj bang thude fenofibrat néu xudt hién ting
chi sé& CPK hoic nghi ngd hoac da chan doan bénh co tim/viém co. Céde dir lidu tir cac nghién cliu
danh gia cho thay nguy co bénh globin ¢o ni€u kich phat ting khi fibrat, déc bict la gemfibrozil, su
dung déng thoi véi chét e Che HMG-CoA reductase (statin). Can tranh viéc sur dung két hop cho tdi
khi lgi fch khi thay déi chi 86 lipid méau cé kha ning nhiéu hon nguy co ting clia viée két hop thude
nay.
Chire nang gan: Fenofibrat voi cac liéu tuong duong 96mg dén 145mg fenofibrat/ngay li€n quan dén
viéc ting transaminases trong huyét thanh [AST (5GOT) hode ALT (SGPT)]. Tr::rng quén thé duoc
phén tich tir 10 cude thar nghiém trén gia duoc ¢o kiém chirng, ting >3 [an mic giG1 han trén binh
thuomg xay ra trén 5,3% bénh nhan sir dung thudc fenofibrat so véi 1,1% bénh nhan diéu trj bang gia
dugc. Khi tlep tuc danh gia transammase sau khi ngung diéu tri hnac trong khi tlep tuc diéu tri, da
quan sat thiy chi s6 di tré vé gioi han binh thudng. Ty I ting transaminases cd lién quan rflt:n LI€u
phap tenofibrat dudng nhu Lién quan toi lidu. Tm"lg mdt nghién ciru khoang licu trong vong § tuan, ty
1& tang ALT hodc AST it nhat gap 4 lan mic gidi han trén binh thuong 1a 13% cac benh nhan sur dung
lidu tuong duong voi 96mg dén 145mg fenofibrat hang ngay va 0% trong sb cac bénh nhan sir dung
lidu tuong duong nogc thip hon 48mg fenofibrat hang ngly “oic sir dung gia duge. Pa ¢ bdo céo vé
hign tugng viem té& bao gan man tinh va viem gan  mat di kém véi vige st dung liéu phap dieu tri
bing thude fenotibrat sau kht co biéu hién tir *:‘*31 tudn d¢én vai nim. Trong cac trm:rng hop hiém gip,
di co bao cdo vé bénh xo gan di kém vai B%‘XU gan man tinh, Can thuc hién viéc glam sat thudng
xuyén va theo ddi dinh ky chirc ning’gan ké ca ALT (SGPT) trong huyét thanh trong khi sir dung liéu
phz’ip diéu trj bang fenofibrat, va ngung st dung liéu phdp diéu tri néu mitc enzym van & trén mirc
gi6t han binh thuong ba lan.
Creatinin trong huye! tharh: DA c6 béo cdo vé viéc tang creatinin trong huyet thanh trén bénh nhén
sir dung fenofibrat. Sau khi ngung fenofibrat, cac chi sd nay c6 diu hidu trd lai chi s6 O giai doan co
ban. Chua rd ¥ nghia 1am sang vé cac phat hién ndy. Can theo dbi chire ning thén trén cac bénh nhan
suy than sur dung fenofibrat. Cling cén theo d&i chitc ndng than trén bénh nhan str dung fenofibrat ¢6
nguy co suy than vi du nhir bénh nhan cao tudi va bénh nhan mic bénh dai thao dudng.
S6i mdt: Fenofibrat, ciing giong nhu clofibrat va gemfibrozil, cé thé [am tang viéc thai trir cholesterol
trong tii mét dan t&i bénh soi mat. Néu nghi ngd soi mat, ¢an chi dinh cdc nghién ciru tii mat. Can
ngung liéu phdp diéu tri str dung thude fenofibrat néu tim thdy soi mét.
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Thuée chéng déng Coumarin: Cén sir dung than trong khi sit dung thuéc chdng doéng coumarin két
hop voi fenofibrat do tidm ning tic dung chdng déng dang coumarin trong viée kéo dai thoi gian
prothrombin/ t¥ 1& binh thuomg héa quée té (PT/INR). Nham han ché bién chimg chay mau, cin theo
déi thudng xuyén chi s6 PT/INR va khuyén céo diéu chinh liéu thude chdng déng cho tdi khi chi b
PT/INR 6n dinh.

Viém tuy. D& ¢d bao cao hién tugng viem tuy trén cac benh nhan sir dung fenofibrat, gemfibrozil, va
clofibrat. Néu hién tuong nay xay ra, ¢6 nghta I3 thude khoéng c6 hiéu qua trén bénh nhén cé chi s6
ting triglycerid mau néng do tac dung trye tlep ctia thube hodc hién tugng thit hai cha thube qua hién
trong soi mat hoéc hinh thanh buan lam tic tii mAit.

Cée thay doi huyét hoe: i ¢6 ghi nhén théy chi s6 hemoglobin, hematocrit, va té bao bach cau giam
0 mirc nhe deén vira phai trén bénh nhén bat dau st dung liéu phap dleu tri bang fenofibrat. Tuy nhién,
cdc chi so nay on dinh khi sir dung thude [du dai. D4 ¢6 bdo cdo vé hién tuong giam tiéu cau va mét
bach cau hat trén cdc bénh nhén diéu tri bang fenofibrat. Khuyén céo thco dsi dinh ky té bao héng
cau va bach ciu trong 12 thang dau tién su dung fenofibrat.

Phan ung qua man: DA ¢6 bao cdo vé hién tuong qua man cap tinh vi du nhu héi ching Stevens-
Johnson va nhiém doc hoai tir biéu bi ddi hoi bénh nhan can phai nhip vién va didu tri bing steroids
trén cac bénh nhéan dicu tri bang fenofibrat. Ghi nhédn bénh may day trén 1,1 so véi 0%, va ndi ban &
da trén 1,4% so vo1 (,8% bénh nhan sir dung fenofibrat va gta dugc trong céc cudc thir nghiém co
ki¢m chimg,.

Bénh tic mach do huyef khoi: Trong thir nghiém FIELD, dd ghi nhan thdy ty 1é méc bénh nghén
mach phdi (PE) va huyet khm tinh mach séu (DVT) cao hon ¢ bénh nhén sir dung thude fenofibrat
ncu so voi nhém dieu tri bang gia duoc. Trong s& 9.795 bénh nhén thu nhin trong cude nghién cu
FIELD, ¢6 4.900 bénh nhin & nhém gia duge va 4.895 bénh nhan & nhom fenofibrat. Bai vdi bénh
i bénh huyét khéi tinh mach sau DVT, 48 bénh nhén cé hién twong (1%) trong nhém gia
dugc va 67 (1,3%) trong nhom fenofibrat (p =0,074); va ddi voi bénh nhdn mic bénh nghé&n mach
huyét khéi PE, 32 bénh nhan (0,7%) mic trong nhom gia duge va 53 (1,1%) trong nhém fenofibrat
(p = 0,022). Trong du 4n thude diéu tri bénh dong mach vanh, bénh nhin trong nhém clofibrat 6 ty
& 1lr vong chic chan hodic nghi ngd hodc mac bénh phdi hodc viém tinh mach huyét khéi khéng gay
t vong cao hon so véi1 nhom gia duge (5,2% so vai 3,3% sau 5 ndm; p < 0,01),

['wong tac thuoe:

Cac nghién clru trong ong nghiém si dung cac tiéu thé gan & ngudi cho thdy fenofibrat va acid
fenofibric khéng phai 1a cdc chat (e ché cua 'cytﬂchrbm (CYP) P450 ddng phan CYP3A4, CYP2D6,
CYP2EI, hodc CYP1A2. Chang la cac chat irc ché yeu ciia CYP2C8, CYP2C19 va CYP2AG6, va chit
(¢ ché nhe dén vira phai coa CYP2C9 & nong do diéu tri.

Diing két hop cae thude ire ché HMG CoA reductase (vi du pravastatin, simbastatif, fluvastatin} va
fibrat s& [&m tang dang ké nguy co ton thuong co.va viém co. Két hop fibrat véi cufinspnrm [am ting
nguy co ton thuong co. Fenofibrat lam tang tac dung cua cac thubce uong cﬂo Jaong va do do lam |
ting nguy co xudt huyét do day cac thubce nay ra khoi vi tri gdn VOl protein huytet tl.mfng Can theo dbi
lugng prothrombin thuong xuyén hon va diéu chinh liéu thudc udng chén gdong trong sudt thoi gian
diéu trj bang fenofibrat va sau khi ngirng thube 8 ngay.

Tac dung khéng mong munn

Cac tac dung khong mong muén phd bién nhit 1 tidy chay, chudt rit (vop beé) & co, mét moi, ndn va
budn nén. Mt ngu, dau bung, dau lung, nhic dau, cac xét nghiém chic ndng gan bt thurdong, ting
ALT, ting CPK, ting AST, r6i loan hd hap. viém miii ciing d dugce bio céo.

C4c tac dung khong mong mubn sau da phat hién sau khi vige sir dyung thuée fenofibrat duge phé
chuan: dau co, globin co nidu leh phat viém tuy, suy thén cap tinh, co thét CO, X0 gan, viem gan,
thiéu mau, dau kh{rp gidm héng cdu, giam tich huyét cau, giam té bao bach cdu va suy nhuoc thin
kinh. Do cac phan irng trén duge ban::n cao mot cach tu nguyen, tur cdc quan thé véi kich co khung Xac
dinh, khong thé du doan chinh xdc tin sb xay ra hodc x4c dinh méi lién hé twrang quan v&i mirc biéu
hién cia thude.
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Mang thai:

Chua xéac dinh dugc d6 an toan trén phy nit mang thai. Chua c6 nghién clu day di vé fenofibrat trén
phu nlt mang thai. Néu can su dung thude fenofibrat trong thoi ky mang thai chi khi lgi fch tiém nang
nhiéu hon vdi cac nguy co tiém nang vadi bao thai.

Cho con bi: Phu nir cho con bl khéng dugce sir dung fenofibrat. Can quyét dinh xem ¢6 nén ngung
cho con ba bang sita me hodc ngung sir dung thudc khi tinh téi tdm quan trong cta thube dbi voi
nguoi me.

Anh hwong cua thudc dén kha ning ldi xe va van hanh may moc:

Dua trén dac tinh cta thudc, finofibrat khong anh hudng dén kha ning lai xe hay van hanh may mac.
Qua liéu:

Hién chua c6 wec diéu tri dac tha ddi voi qua lleu fenofibrat. Chi dinh cac bién phap hd tro cham séc
toan than bao gdm theo ddi cac d4u hiéu sinh ton va quan sat tinh trang trén ldm sang néu hién tuong
qué liéu xay ra. Neu duoc chl dinh, viéc thai trir cac thude chua hap thu c6 thé thuc hién bang viéc
gdy nbn hodc rira da day; glam sat cac bién phap phong ngtra thudng xuyén dé duy tri dudng tho. Do
acid fenofibric gin két manh véi pmtem trong huyét tuong, nén tham tach mau khéng dugc tinh dén.
Han dung: 24 thﬁ {;g’ ngay san xuat. Khong ding thuoc sau ngay hét ‘han dugc ghi trén bao bi.
Bdo quan: Bao g & nhiét do dudi 30°C, tranh am. Dé thudc xa tam tay tré em.

Pong goi: l?lﬁﬁ‘h:ra.j vi x 10 vién.

Tiéu chuan-thanh pham: Tiéu chuan nha san xuét.

Tén va dia chi nha sin xuét: Hetero Labs Limited, Unit-1I, 22-110, IDA, Jeedimetla, Hyderabad —
500 055, Andhra Pradesh, An-dd.
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