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oh ) Doc ki huéng dan sir dung trude khi ding

o Pé xa tm tay tré em

° Théng bao ngay cho bac si hodc dugc si nhiing tac dung khong mong mudn gip phai khi
str dung thuoc

o Thudc nay chi ding theo don ctia bac si

THANH PHAN
MBOi vién nang cimg chira:
VDol vovvvvinivnonivimmeriosivinsimasiee 267 mg

Ta dugce: Lactose monohydrat, croscarmellose sodium, hydroxypropyl methyl cellulose 615 (HPMC
615), macrogol 6000 (PEG 6000), silicon dioxid colloidal, magnesi stearat, nang cimng rong s6 0.

DANG BAO CHE
Vién nang cimg sb 0, than va nip mau tring, bdt thudc trong nang mau tring, kho toi.

CHI PINH
Vién nang cimg MITIFERAT 267 dugc chi dinh hd trg ché d6 an kiéng va ché do diéu tri khong ding
thude khéc (nhu tap thé duc, giam can):
- Bléu tri tdng trlglycend méu ning ¢ hoic khéng c6 HDL cholesterol thép.
- Réi loan lipid mau hdn hop khi chong chi dinh hogc khéng dung nap statin.
- Phéi hop véi statin trong diéu tri rdi loan lipid mau thé hdn hop & bénh nhan nguy co cao vé
tim mach khong kiém soét duoc triglycerid va HDL.

LIEU DUNG, CACH DUNG

Cach dung:

Ding dudng udng. MITIFERAT 267 nén dugc ubng nguyén vién véi mét cde nude, ciing hoic
khong cting thirc &n.

Ding MITIFERAT 267 két hop v6i ché d¢ in han ché lipid.

Lidu ding: Liéu ding theo chi dinh ctia béc si.

Ché d6 an kiéng thich hop van phai duy tri.

Nén theo doi d4p img cua didu tri bing céch xac dinh céc chi sé huyét thanh. Néu khéng dat dugce
dap ung thoa dang sau vai thang diéu tri (vi du: 3 thang), nén cin nhic bd sung thém hodc diing bién
phép diéu tri khac

Nguoi lon

Lidu khoi dau 1a 200 - 300mg mdi ngay. Liéu tdi da: 400mg/ngay.

Liéu ding: Udng 1 vién/lan/ngay.

Liéu t8i da khuyén céo khéng dung két hop v6i nhom statin.

Bénh nhdn cao tudi (> 65 tudi) khéng suy than:

Khéng cén didu chinh liéu. Lidu ding twong ty nhw liéu ngudi 16n.

Bénh nhén suy thdn: Diéu chinh lidu theo dd loc cau than (eGFR)
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e Suy than ning (eGFR <30 mL/ phit/ 1,73 m?): Chdng chi dinh
e Suy than vira (eGFR tir 30 dén 59 mL/phut/1,73 m?): liéu khong vuot qua 100mg hozic
67mg/lan/ngay.
° Nél} trong thoi gian theo déi, eGFR giam lién tuc xubng <30 mL/ phit/ 1,73 m?, nén ngimng
thude.
Suy gan: Khuyén cdo khong sir dung cho bénh nhan suy gan do thiéu dit ligu.
Tré em
e Kinh nghiém dung cho tré em con han ché va chi ding theo huéng qgn cua thiy thubc chuyén
khoa. Chi nén dung fenofibrat cho tré em khi céc statin hodc thuoc gén ket acid mét khong phu
hop
o Tré em tir dudi 18 tudi: Chéng chi dinh.
Ghi chii: Céc lidu khac v6i vién 267 mg thi dt‘mg dang bao ché khéc c6 ham llmfng thich hop.
Néu quen udng mét litu thuoc, ngudi bénh uong ngay khi nhé. Tuy nhién, néu gan thoi gian uong
lidu tlep theo thi bo qua lidu da quén. Khong ubng gip déi lidu dé bu lidu di quén.
Khong co6 yéu cdu déic biét vé xir Iy thudc sau khi sik dung

CHONG CHI PINH

Khong ding MITIFERAT 267 cho cac b¢nh nhén:

- Tién str di tng / min cam v&i fenofibrat va/ hodic véi bit ky thanh phin ta duoc cuia thude

- Suy gan (bao gdm xo gan mét va bit thudng chirc ning gan dai dang khong 16 nguyén nhan),

- Bénh tui mat

- Suy thén ndng

- Viém tuy man tinh hogic cép tinh, ngoai trir viém tuy cp do ting triglycerid mau nghiém trong
-Di tmg 4nh sang hoic tidn sir phan mg véi 4nh sdng trong qué trinh diéu tri bang fibrat hodc
ketoprofen.

- Str dung cho phu nitr dang cho con bu.

- Két hop véi rosuvastatin 40 mg.

- Tré em dudi 18 tudi

CANH BAO, THAN TRONG KHI DUNG THUOC
Thudc khong thay thé dwgc ché db an kiéng, cin ding thubc déu din. Phai thudng xuyén kiém tra
cong thirc mau

- Tang lipid mau thir phat:

Nguyen nhén cua téng lipid mau thtr phat nhur 14 bi bénh tiéu dudng type 2 khong kiém sodt duoc,
suy giap, hoi chimg than hu, rdi loan protein méu, bénh ly gan tic nghén, dang ding duogc 1y tri lidu,
nghién rugu, cac tinh trang nay nén cén nhic diéu tri triét dé trude khi diéu tri v6i fenofibrat.

Véi cac bénh nhén ting lipid mau dang sir dung cac oestrogen hodc céc li€u phap tranh thai cé chira
oestrogen thi nén dwoc x4c dinh rd rang ring liéu tang lipid méu 1a nguyén phat hay thir phat (c6 thé
chi s6 lipid tang 14 do ubng oestrogen).

- Chirc ndng gan
Ciling nhu cac thuoc giam lipid khéc, ndng do transaminase ting da ghi nhan dugc trén mot s& bénh
nhén. Trong da s6 truong hop, su ting nay la thoang qua, nho va khong c6 triéu chimg. Khuyén céo
theo ddi nong d6 transaminase dinh ky moi 3 thang trong 12 thang di€u tri déu tién va dinh k¥ sau
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do. Can thén trong voi céc bénh nhan c6 ting ndng do transaminase tién trién va nén ngimg diéu tri
néu néng do AST (SGOT) va ALT (SGPT) téng lén hon 3 14n gi6i han trén cia mirc binh thudng.
Khi cac triéu chimg cho thiy c6 xay ra viém gan (vi du nhu vang da, ngita), va chén doén nay duoc
x4c nhén boi xét nghiém, thi nén ngimg dung fenofibrat.

- Viém tuy
Viém tuy dé duge ghi nhin & cac bénh nhéan dung fenofibrat. Diéu nay cho thiy that bai trong diéu
tri & nhitng bénh nhén téng triglycerid mau nghiém trong, ddy la anh hudng truc tiép cna thude hosic
14 hién twong thir cAp do s6i duong mat hoic ldng cin gdy tic nghén 6ng mat chi gy ra.

-Co

Poc tinh co, bao gdm céc trudng hop tiéu co vén hiém gap, ¢6 hodc khéng kem véﬂ suy thén, dd dugc
bao cdo khi dung cac fenofibrat va cac thudc 1am glam lipid khac. Ty 16 méc céc rdi loan nay ting lén
v6i cée trudmg hop albumin mau thap va da co tién str suy thén.

Bénh nhén cé cac yeu to tiém 4n ca bénh co va/hodc tiéu co van bao gdm: Trén 70 tudi, tién sir ca
nhéan hogc gia dinh c6 101 loan di truyén vc co, suy than, suy gidp va nghién ruou, nhu'ng didu nay c6
thé ting nguy co tién trién tidu co van. DSi voi nhimg bénh nhin ndy, nén cén nhéc cén trong gitta
loi ich va nguy co khi dung fenofibrat.

Nén nghi ngd ¢6 doc tinh co ¢ cac bénh nhan c¢é dau co lan toa, viém co, co cing co va yéu co va
/hoiic ting CPK dang ké (ndng db vuot qua 5 1an mirc binh thudng). Trong trudng hop ndy nén ngung
diéu tri véi fenofibrat.

Nguy co doc tinh co ¢6 thé ting 1én néu phdi hop véi fibrat khac hodc mot thube e ché HMG-CoA
reductase, dic biét 1a céc trudng hop di timg bi bénh vé co. Do d6, ké don phdi hogp fenofibrat véi
thuoc trc ché HMG-CoA reductase hodic mot fibrate khac chi nén duge ap dyng v6i cac bénh nhéan b;
rbi loan lipid mau hon hop ndng va c6 nguy co tim mach cao ma chua c6 tién sir bénh vé co va cin
theo ddi chat ché tiém néng ddc tinh co.

- Chitc ndng thdn

Chong chi dinh dung & ngudi suy than ning. Cén thén trong khi ding cho bénh nhan suy thén tir nhe
dén trung binh. Lleu nén duoc didu chinh & nhitng bénh nhan c6 do loc cau than tir 30 dén 59
mL/phit/1,73 m?.

Tang creatinin huyét thanh da duoc béo cdo & nhitng bénh nhén didu tri bing fenofibrat hoic ding
ddng thm v6i statin. Viéce tang creatinin huyet thanh tuong d6i 6n dinh va khong ¢ bang chimg vé
vige tiép tuc ting creatinin huyét thanh khi diéu tri 1du dai. Creatinin huyét thanh s& tr& lai mirc ban
déu sau khi ngimg diéu tri.

Nén ngimg diéu trj khi chi sb creatinin trén 50% ULN (giéi han trén ciia murc binh thuong). Khuyén
c4o nén do creatinin trong 3 thang dau tién ké tir khi bat dau dicu tri va dinh ky sau d6.

- Creatin huyét thanh:

Su ting ndng dd creatinin huyét thanh da dwoc bio cdo & nhitng bénh nhan str dung fenofibrat. NE’Sng
dd creatinin s& tr& vé& mirc binh thudng khi ngimg str dung fenofibrat. Y nghia ldm sang ciia nhitng
b4o c4o nay chua rd. Trong nghién ctru FIELD, creatinin huyét thanh & nhém diing fenofibrat duy tri
& miic trung binh cao hon 10- 12 micromol/ 1 so véi nhém gié duoc sau khi dung 4 thang cho dén khi
két thuc nghién ctru. Nén do ndng do creatinin trong subt 3 thang dau khi bat dau diéu trj va dinh ky
sau d6. Can theo d&i ndng d creatinin ¢ nhiing bénh nhén dung fenofibrat c6 nguy co bi suy than
nhu ngudi gia, ngudi bj bénh tiéu duong. Can dung diéu tri khi nong do creatinin & nhitng bénh nhéan
dung fenofibrat ¢6 nguy co bi suy than nhu ngudi gia, ngudi bi bénh tiéu dudng. Cén dimg diéu tri
khi ndng d creatinin > 50% gidi han trén ctia mitc binh thudng.

- Gan it mdt:
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Fenofibrat gluong nhu clobibrat va gemfibrozil, c6 thé 1am ting sy bai tiét cholesterol vao mét, clan
t6i s6i mét. Néu c6 nghi ngdr bi s6i mat, cin kiém tra tii mat. Nén ngimg diéu trj bang fenofibrat néu

tim thiy s6i mét

- Bénh Iy huyét khoi tinh mach:

Trong nghién ciru FIELD, téc mach phéi (PE) va huyét khdi tinh mach sdu (DVT) c6 ty 1& méc cao
hon & nhom dung fenofibrat so v6i nhom gia dugce. Trong 9.795 bénh nhéan tham gia vao nghién ctru
FIELD, c6 4.900 ngudi trong nhém gia duge va 4.895 bénh nhan dung fenofibrat. Cé 48 truong hop
(1%) & nhom gia dugce va 67 truong hop (1,4%) & nhom dung fenofibrat (p=0,074) c6 triéu chimg
huyét khéi tinh mach sdu; 32 trudng hop (0, ,7%) & nhém gia duge va 53 truong hop (1,1%) & nhom
dung fenofibrat (p=0,0222) c6 triéu chimg tidc mach phdi

- Thay déi vé mdu:
Co sy glém nhe hemoglobin, hematocrit va bach cau da dugc quan sat thdy 0r nhitng bénh nhan sau
khi bét dau diéu tri bang fenofibrat. Tuy nhién, nong d6 nay duoc duy tri 6n dinh khi ding thuoc
trong thoi gian dai. Giam tiéu cau va g:am bach cau da du’orc béo cdo ¢ nhing bénh nhéan duoc diéu
tri bang fenolibrat. Can kiém tra dinh ky s6 luong hdng cdu va bach ciu trong 12 thang dau diéu tri

- Cdc phan itng qud tngn
Céc phan tmg qua man cap tinh nhu héi chimg Stevens-Johnson va hoai tir thugng bi nhlem doc can

phai nhép vién va diéu tri bang steroid dé dugc béo cao & mot s6 trudng hop diéu tri bing fenofibrat.
Trong mdt thir nghiém c6 kiém soat, mé day xudt hién lan lugt & nhém ding fenofibrat va nhém gia
duoce 1a 1,3% so véi 0% va phat ban & mire 1,5 so vdi 0,8%.

- Tdc dung giam HDL-C trdi ngueoc:

Pi ¢6 bdo cdo sau luu hanh va bdo cdo thir nghiém ldm sang cua sy gidm nghiém trong & ndng do
HDL- C (nhé nhét 12 2 mg/ DI) xay ra & nhitng bénh nhén d4i thao dudng va khong dai thdo dudng
bit ddu didu tri bing fibrat. Sy giam HDL- C duogc phan 4nh bdi su gidm apolipoprotein AL Su sut
giam nay xuét hién trong vong 2 tudn dén nhirng nam sau khi bit dau diéu tri béng fibrat. Nong do
HDL-C duy tri & muc thap cho dén khi ngimg diéu tri bang fibrat; phén ung lai viéc ngung str dl,:mg
fibrat x4y Ia nhanh chéng va 6n dinh. Y nghia ldm sang cta viéc lam glam HDL-C la khong 1. Can
kiém tra ndng do HDL-C trong vai théang dau sau khi bit dau diéu tr1 bing fibrat. Néu thay giam nong
d6 HDL-C dang ké, cAn ngung didu tri bing fibrat, va theo di nong d6 HDL-C cho dén khi tré vé
mire binh thudng, va khong nén sir dung tiép fibrat

- Ding ciing thubc chéng dong coumarin:

Cén than trong khi diing thude chdng dong coumarin cung v6i fenofibrat vi kha nang céc thudc chong
dong coumarin c6 tac dung kéo dai thoi gian prothrombin/ ti 1¢ chuin hoa quoc té (PT/ INR). pé ngan
nglra cac bién chimg chdy mau, thuong xuyén kiém tra PT/INR va c4n diéu chinh liéu cua thude
chéng dong cho dén khi PT/INR 6n dinh (xem Twong tic thubc)

-Tréem
Téng lipid mau (mang tinh di truyen) s& didu tri som va dugc xac dinh bang céc nghién ciru v& gen
va tlong phong thi nghiém. Nén bét dau didu tri bing ché d6 an kiéng c6 kiém soét trong thoi gian it
nhét 3 thang. Viéc diéu tri bang thudc can theo huéng dén clia béc si chuyén khoa va trong céc truong
hop néng ¢6 déu hidu 1am sang ciia xo vita ddng mach va / hoic benh u vang va / hodc trong trudong
hop bénh nhén bi bénh tim mach do xo vira dong mach trude 40 tudi.

- Sém phdm nay cé chira:
Lactose. Bénh nhan c6 céc van d di truyén hiém gip vé khong dung nap galactose, thiéu men Lapp
lactase hodic kém hip thu glucose-galactose khong nén diing thubc nay.

PHU NU MANG THAI VA CHO CON BU
Thai ky
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Khéng c6 dir liéu day du vé viéc sir dung fenofibrat & phu nit ¢6 thai. Cdc nghién ctu trén dong vét
da khong chimg minh duge bat ky tdc dung gy quai thai nao. Tuy nhién, tic dung giy doc cho phoi
da dugc chimg minh & cdc li€u trong pham vi dc tinh doi véi ngudi me. Nhirng nguy co tiém an cho
con ngudi 12 khong xac dinh. Vi vdy, chi nén sir dung thudc trong thoi ky mang thai sau khi da cén
nhac loi ich / nguy co.

Cho con bii

Chura biét fenofibrat va / hoiic cac chit chuyén héa c6 duoc bai tiét vao sita me hay khong. Khong thé
loai trir rti ro do6i vai tré dang b.

Vi vay khoéng nén dung fenofibrat trong thoi ky cho con b

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khong c6 hoiic anh huéng khéng dang ké dén kha ning l4i xe va sir dyng may méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Rosuvastatin 40 mg:
Tang nguy co gy ra cac tac dung phu (xem phdn canh bdo va thén trong)

- Thudc udng chéng déng mdu
Khong khuyen céo két hop fenofibrat va thu6c udng chéng dong. Fenofibrat lam téng tac dung cua
thuoc ubng chbng dong va co thé lam tang nguy co chay mau. Khuyen cao glam lidu cuia thudc udng
chong dong khoang mdt phin ba khi bit ddu diéu trj va sau d6 néu can thi didu chinh lidu theo INR
(ti 1& chudn qubc té).

- Ciclosporin

Mbt s6 trudng hop suy giam chirc ning than nghiém trong c6 hdi phuc da duge bdo céo khi ding
dong thoi fenofibrat va ciclosporin. Do d6, chirc néng thén cta nhitng bénh nhén nay phai dugce theo
ddi chit ché va ngimg diéu tri bing fenofibrat trong trudmg hop céc thong sb xét nghiém thay dbi

nghiém trong.

- Chit tkc ché HMG-CoA reductase hodc cdc fibrat khdc

Nguy co ddc tinh co ting 1&én néu phdi hop fibrat vai cac thude tre ché HMG-CoA reductase hodc véi
c4c fibrat khéc. Khi str dung sir phdi hop nay nén than trong va theo ddi chit ché cac diu hiéu vé doc
tinh véi co trén bénh nhan (xem muc Canh bdo va thdn trong).

Hién tai chua c6 bﬁng chimg cho thdy fenofibrat anh hudng dén duoc dong hoc ciia simvastatin.

- Nhom glitazon

Mot s trudmg hop giam HDL-cholesterol mét céch bét thuong khi ding ddng thoi fenofibrat va
glitazon. Do d6, nén theo ddi HDL-cholesterol khi diing dong thoi hogic ngimg ding mét trong hai
thude néu HDL-cholesterol qué thip.

- Cac enzym cytochrom P450

Céc nghién ciru in vitro sir dung céc tiéu thé gan ciia ngudi cho thiy ring fenofibrat va acid fenofibric
khong trc ghé‘ cac d(")ng phén cytochroql ({CYP) P450 nhu CYP3A4, CYP2De6, CYP2E’1 , hodc
CYP1A2. O nong dd diéu tri, thude trc ché yeu CYP2C19 va CYP2AG6, trc ché mirc d6 nhe dén trung
binh v6i CYP2CY.

Phai giam sat chit ch& bénh nhan st dung ddng thoi fenofibrat va céc th}léc chu)‘zén héa qua
CYP2C19, C:{P2A6 va d?c biég la CYP2C9, véi chi s6 diéu tri chinh xac, khuyén céo diéu chinh liéu
ding céc thube nay néu can thiét.

- Cdc resin gan acid mdt:
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Do céc resin gan acid mét c6 thé gén vao cdc thude khac khi dung ddng thoi, bénh nhan nén ubng
fenofibrat trudc it nhit 1 gidr hodic 4 dén 6 gi®r sau khi ding resin gin acid mat dé tranh viée cén tr
su hdp thu

- Colchicin:

Céc trudmg hgp bénh co, bao gdm c4 tiéu co van, da duge bio co khi dung fenofibrat dng thoi véi
colchicin, va nén than trong khi ké toa fenofibrat véi colchicin

- Khac
Gibng voi céc fibrat khac, fenofibrat tao ra cdc men oxy hoa chirc nang hén horp ¢ microsom c6 lién
quan dén chuyén héa acid béo & dong vét gim nhédm va c6 thé tuong tac véi céc loai thude duge
chuyén héa bai cac enzym nay.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khéng mong muén dugc bio cdo phd bién nhét khi didu tri bing fenofibrat 1a rdi loan
tiéu hoa, da day hodc rudt.

Tén suét cia céc tic dung phu néu ra duéi diy duge xé4c dinh theo quy wéc sau; Rat thuong gép
(>1/10); thuomg gap (>1/100 dén <1f10), it gap (>1/1.000 dén <1/100), hiém gip (>1/10 000 dén
<1/1.000), rat hiém (<1/10.000), tan sut khong 15 (khong thé ude tinh tir dit liéu ¢6 sin).

Thn suit
Phén loai hé Thwong gap it gap Hiém gap Rét hiém gip
co’ quan
R6i loan méu Gism o
v hé hiach hfamoglolbm va
A giam so lugng
tuyet bach ciu
R&i loan hé Di fn.
mién dich ung
Réi loan hé x
than kinh s
Ngh&n mach do
huyet khoi (nghén
R6i loan mach mach phoi, huyet
khoi tinh mach
sdu)*
Céc triéu chimg
) co nang va thyc
R6i loan tiéu thé da day-rudt Viém tuy*
hoa (dau bung, non, 24
buon n@n, tiéu
chay, day hoi)
Rotlogngan- | Tang Bénh s6i mit Viém gan
mat transaminase
Tang nhay cam Rifiia 16
Réi loan da va trén da (vi du: phat | " i
md dudi da ban, ngira, may P, d4n Bng I,]hay
day) cam anh sang
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A A
Tan suat

Phén loai hé Thudng gip it gip Hiém gip Rét hiém giip

co’ quan

Réi loan co (vi duy:
dau co lan toa,
viém co, co it co
va yéu co)

R6i loan veé co
xuong, mo lién
két va xuong

- A A
Cac roi loan vé

S $.i R6i loan chirc nang
nguc va hé

A . 4 3 I
thong sinh sian tinh dyc
- dng do
Ciics %t Tang nong dg N H o
‘A homocystein trong | Téng creatinin Téang uré mau
nghi¢m By

(*) Trong nghién ciru FIELD, thir nghiém ngau nhién c6 dbi chimg gia duge trén 9.795 bénh nhén bi
déi thao dudng type 2, su gia ting cé y nghia thong ké cac trudng hgp viém tuy duge quan sat & céc
bénh nhin dung fenofibrat so véi cac bénh nhén ding gia duge (0,8% so véi 0,5%, p= 0.0031).

(**) Trong nghién ctru tuong tu, sy gia ting c6 ¥ nghia thong ké ghi nhan ty 1é ngh&n mach phdi
(0,7% & nhom gia duge so v6i 1.1% & nhém dung fenofibrat; p= 0.022) va sy gia ting khong coy
nghia théng ké v& huyét khéi tinh mach séu (gia dugce: 1,0% [48/4.900 bénh nhén] so véi fenofibrat
1,4% [67/4895 bénh nhéan]; ;p= 0.074).

(***) Mirc ting trung binh nong do homocystem trong mu & cc bénh nhén diéu tri véi fenofibrat 6,5
pmol / L va cé thé phuc h01 khi ngung diéu tri voi fenofibrat. Nguy co ting huyét khdi tinh mach c6
thé lién quan dén su ting ndng do homocystein. Y nghia 14m sang cta diéu nay con chua ré rang,.
Ngoat cac truong hop dd duge bdo cdo trong cac thir nghiém lam sang, cac téc dung khong mong
mudn sau day da dugc bao céo ty phat khi sir ding fenofibrat trong qué trinh hdu méi. Chua w6c tinh
duoc tin s6 chinh xac dya trén céc dit liéu hién c6 va do d6 dugc xep 1a “Khoéng 13”

- Céc 16i loan hd hip, ngyc va trung thit: Bénh phdi ke.

- Céc r6i loan co, md lién két va cac réi loan xwong: Tiéu co van.

- Cac r6i loan mét: Vang da, bién chimg ctia s6i mét (vi du: Viém tii mat, viém dudng mét, con dau
bng mat).

- Réi loan da va mé duéi da: Phan img nghiém trong ¢ da (vd: Hong ban da dang, hoi ching Stevens
Johnson, hoai tir thugng bi nhiém déc)

- Réi loan hé than kinh: Mét moi.

Hwéng din cich xir tri ADR: Tam ngimg sir dung thube. Thim tich méu khong c6 tac dung loai bo

thude khoi co thé, gdy ndn hoic rira da day.

Bio cdo cic phin ing c6 hai: Hay béo cho béc sf, dugc si néu ngudi ding thudc nhén thdy bt ky
tac dyng phy ndo, ké ca cac tac dung chua dugc liét ké, hodc bao cdo cac phan tmg c6 hai cua thude
vé Trung tdm Théng tin thudc va Theo doi phan ting ¢6 hai cta thuée (bdo cdo ADR online tai dia
chi http://baocaoadr.vn).

QUA LIEU, CACH XU TRIi:
Triéu chitng: ) i
Chi ghi nhén dugc rat it cac trudng hop qua liéu.
Trong da sb trudng hop khéng ghi nhan duge céc triéu chimg qué liéu.

- Xk tri:
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Khéng c6 thube giai doc dic hiéu.
Néu nghi ngd qua liéu thi nén didu tri triéu chimg va tién hanh cdc bién phép h tro khi cén.
Fenofibrat khong bi loai trir khi thAm téch loc m4u.

PAC TINH DUQC LUC HOC:
Nhém dwoe ly: Thude diéu chinh lipid/ cdc thude giam cholesterol va triglycerid/ fibrat
Mia ATC: C10AB05

Fenofibrat 13 mét ddn xuét ctia acid fibric c6 tic dung didu chinh lipid & ngudi qua trung gian hoat
héa cia thy thé Peroxisome Proliferator Activated loai o (PPAR®).

Théng qua hoat h6a PPARG, fenofibrat lam ting phan giai lipid va loai bo céc phén tir giau triglycerid
gly xo vita ra khoi huyét twong bang cach kich hoat lipoprotein lipase va gidm san xuét Apoprotein
C-III. Su hoat héa PPARa. ciing 1am ting tdng hop Apoprotein A-I va A-11.

Do tac dung 1én LDL cholesterol va triglycerid, nén diéu tri bing fenofibrat c6 loi & nhitng bénh nhan
tang cholesterol mau bi ting triglycerid, bao gdm ca tiang lipid méu tht phat nhuw déi théo dudng typ
2.

Céc nghién ciru dich t& hoe da chimg minh mdi  tuong quan thuan gitta ting ndng dd lipid huyét thanh
va ting nguy co bénh tim mach vanh. Viéc kiém soat rdi loan lipid mau nhu véy tao thanh co s& ly
luan cho viée diéu tri bing fenofibrat. Tuy nhién, nhﬁng héu qué c6 thé c6 va bat loi vé 1au dai cua
thube duge sir dung trong didu tri rdi loan lipid méu vAn con théo luan khoa hoc. Do do, tac dung c6
loi duge cho 14 cia fenofibrat ddi véi bénh tt va tir vong do tim mach van chua dugce chimg minh.
Céc nghién ciru v6i fenofibrat lién tuc cho thiy mirc LDL-cholesterol glam Mirc HDL-cholesterol
thudng xuyén téng 1én. Nong do chit béo trung tinh ciing giam, dan dén giam ty 1é giita lipoprotein
ty trong thap va rat thap so véi lipoprotein ty trong cao, diCu nay c6 tuwong quan v6i viéc giam nguy
co mic bénh xo vita trong céc nghién ctru dich té hoc. Miic apolipoprotein-A va apolipoprotein-B
dugc thay dbi song song v&i mirc HDL va LDL va VLDL tuong tng.

Su ling dong cholesterol ngoai mach (ndt san dang gn va dang ct) gidm rd rét hodc thdm chi loai bo
hoan toan trong khi diéu trj bang fenofibrat. Nong d6 acid uric trong huyét twong ting & khoang 20%
bénh nhan ting 11p1d mau, dac biét 1a & nhitng ngudi c6 kiéu hinh loai IV. Téc dung tang acid uric
cua fenofibrat din dén giam ndng do acid uric khoang 25% nén c6 thém loi ich & nhlrng bénh nhan
101 loan lipid mau c6 tang acid uric mau. Fenofibrat duge chu’ng minh la ¢6 tac dung chong két tu tiéu
cAu & dong vat va trong mot nghién ciru 14m sang cho thdy Iam giam két tap tiéu cu do ADP, acid
arachidonic va epinephrin gdy ra. Nhfmg bénh nh4n c6 mirc fibrinogen ting 1én dugc didu tri bang
fenofibrat da cho thay thong sd nay giam déng k&, cling nhu nhiing bénh nhén c6 mirc Lp (a) tang
1én. Céc déu hiéu viém khéc nhu Protein phan tmg C bi giam kh1 diéu tri bang fenofibrat. C6 bing
chimg cho thiy diéu tri bing fibrat c6 the lam giam cac bién c¢b bénh tim mach vanh nhung chung
khong dugce chimg minh 1 lam giam tt ca cdc nguyén nhéan gdy tir vong trong phong ngira nguyén
phét hodc thir phat ciia bénh tim mach.

PAC TINH DUQC PONG HQC

Hp thu

Nong do tbi da trong huyét tuong (Cmax) xay ra trong vong 4 dén 5 gidr sau khi uéng. Nong dé tron g
huyét twong 6n dinh trong qua trinh diéu tri lién tyc.

Su hép thu cua fenofibrat ting 1én khi ding chung vai thire én.
Phdn b6

Acid fenofibric lién két manh véi albumin huyét tuong (hon 99%).
Chuyén héa va théi trix
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Sau khi udng, fenofibrat duogc cac esterase hydrat héa nhanh chong thanh chét chuyén héa c6 hoat
tinh la acid fenofibric.

Fenofibrat thay dbi trong huyét twong. Fenofibrat khong phai 1a chét nén cho CYP3A4 va khong lién
quan dén chuyén hoa & microsom & gan.

Thube duge théi trir chi yéu qua nude tiéu trong vong 6 ngay. Fenofibrat dugc bai tiét chu yéu dudi
dang acid fenofictures va glucuronide lién hop.

& bénh nhan cao tudi, dd thanh thai toan phan trong huyét twong cuia acid fenofictures khong bj thay
ddi.

Sau khi diing mot lidu duy nhit va didu tri lién tuc, thudc khong tich lity.

Acid fenofibric khong bi dao thai trong qua trinh thim tach méu.

Thoi gian ban thai trong huyét twrong ctia acid fenofibric 1 khoang 20 gidy

Trén bénh nhén suy thdn: O nhitng bénh nhan suy thin ning (do thanh thai creatinin < 30 ml/phit)
cho thdy ting 2,7 1an mirc phoi nhiém véi acid fenofibric va téng tich liiy acid fenofibric khi dung lau
dai so v6i nhilng ngudi khoe manh. Bénh nhén suy thin & mirc d§ vira (d¢ thanh thai creatinin: 30-
59 ml/ phiit) c6 mitc phoi nhiém twong ty nhung c6 sy gia ting thoi gian béan thai cua acid fenofibric
so v6i ngudi khée manh. Dya trén nhitng phat hién nay nén tranh str dung fenofibrat ¢ nhitng bénh
nhén bi suy than vira. (Xem Liéu lirong va cdch diing)

QUY CACH PONG GOI:

Hop 3 vi Alu—PVC/ Alu - Alu, vi 10 vién nang cting, kém t& huéng dan sir dung.
Hop 6 vi Alu—PVC/ Alu- Alu, vi 10 vién nang cting, kém t& huéng dan sir dung.
Hop 10 vi Alu—PVC/ Alu - Aluy, vi 10 vién nang ciing, kém t& huéng dan sir dung.

PIEU KIEN BAO QUAN, HAN DUNG & TIEU CHUAN THANH PHAM
Han diing: 36 thang ké tir ngay san xuét

Diéu kién bao quan: Noi khd rao, tranh anh sang, nhiét do khong qué 30°C
Tiéu chuén thanh phiam: TCCS

TEN, PIA CHi CUA CO SO SAN XUAT VA CO SO PANG KY
Co s¢ sin xuit: CONG TY CO PHAN DUQC VA VAT TU' Y TE BINH THUAN
192 Nguy&n Hoi, Phuong Phu Trinh, TP. Phan Thiét, Tinh Binh Thun

Co sé diing kj: CONG TY TNHH THUONG MAI DUQC PHAM MINH TiN
925 Lily Bén Bich, Phuong Tan Thanh, Quén Tan Phu, TP. H Chi Minh
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