R, LIPANTHYL NT 145 mg

bé xaﬁtf‘am tay tré em.
Doc k§ hudng din sir dung truéde khi dung.
Thudc nay chi dung theo don thudc.

THANH PHAN CHO 1 VIEN

Thénh phdn hoat chdr: fenofibrat (dang hat nano) 145 mg,

Thanh phdn td digc: hypromellose, natri docusat, sucrose, natri
lauryl sulphat, lactose monohydrat, cellulose vi tinh thé va silica
colloidal khan, crospovidone, magnesi stearat.

Thanh phdn chdt bao: alcol polyvinylic, titan dioxyd, talc, lecithin
d4u nanh, gbm xanthan.

DANG BAO CHE

Vién nén bao phim.

M&4 ta: vién mau tréng, hinh bau duc, mét mit khic sé 145 va 16-g6
Fournier dugc khic ¢ mit bén kia.

CHI PINH DPIEU TRI:

Lipanthyl NT 145 mg du¢c chi dinh hd tro ché do an trong viéc didu
tri:

* Tang triglycerid mau n@ng c6 hodc khong kem theo giam HDL-C.
* R&1 loan lipid méu thé hdn hop khi ¢6 chéng chi dinh hoic khong
dung nap statin.

* Phéi hop voi statin trong diéu tri rdi loan lipid méau thé hdn hop &
bénh nhan nguy co cao v& tim mach khéng kiém soat duoc
triglycerid va HDL.

L1EU DUNG, CACH DUNG VA DUONG DUNG

Liéu ding

Ngudi 1on: 1idu khuyén cdo 1a 1 vién nén 145 mg fenofibrat, ubng 1
lan m&i ngay.

Bénh nhan dang dung vién nang 200 mg fenofibrat (hodc 1 vién nén
bao phim 160 mg fenofibrat) ¢6 thé chuyén sang didu tri bang vién
nén bao phim LIPANTHYL NT 145 mg, 1 vién mdi ngay ma khong
¢An diéu chinh liéu.

Bénh nhan cao tudi: Khéng cin diéu chinh liéu dbi v6i bénh nhén cao
tudi khong suy than.

Bénh nhén suy thin:

Cén diéu chinh liéu theo d¢ thanh thai creatinin (CrCl) :

CrCl > 60 ml/phut : dung 1 vién 145mg / ngay

Khong khuyén cao ding fenofibrat 145 mg khi do thanh thai creatinin
dudi 60 ml/phat.

Khuyén cdo giam lidu déi voi bénh nhan suy than. Déi véi nhing
bénh nhan suy than ¢ muc d§ vira (CrCl tir 30 dén 60 ml/phit) va néu
¢6 sin lidu thép hon, bét diu dung 1 vién nang 100mg hodc vién 67
mg fenofibrat dang vi hat mét 14n mot ngay. Néu khéng 6 sin lidu
thap khong khuyén cdo sir dung fenofibate.

O nhimg bénh nhan suy than nang (CrCl < 30 ml/phut), chéng chi
dinh dung fenofibrat.

Bénh nhan suy gan: LIPANTHYL NT 145 mg khong duoc khuyén
dung cho bénh nhén suy gan do chua c6 du dit lidu.

Tré em: chéng chi dinh dang phan lidu 145 mg nay cho tré em.

Cach dung va duong dung:

Duong uéng.

Nén nudt ca vién thube véi mot cbe nudc,

LIPANTHYL NT 145 mg. vién bao phim ¢ thé dugc ubng vao bét
ky thoi diém nao trong ngay, cing hoc khong ciing thire an.

LIEU TRINH PIEU TRI

Phéi hop v6i ché dd an kiéng, duge phidm nay ding dé diéu tr triéu
chiing, theo liéu trinh kéo dai va theo dai thuong xuyén.

Dé ¢6 hieu qua didu trj tdt, cin phai theo dai y khoa déu dan.

CHONG CHi PINH

Khong ding thude trong nhimg truomg hop sau day:

- Suy gan (ké c4 xo gan thc mét)

- Suy thén.

- Tréem.

- Qua min v6i fenofibrat hodic céc ta duge cia thude nay.

- Tién st ¢6 phan {mg quéd man véi dnh sang hodc nhiém ddc anh
sang trong thoi gian didu tri bing cac fibrat hodc ketoprofen.

- Bénh 6 thi mét.

- Viém tuy cAp tinh hoic man tinh, trir trrdong hop viém tuy cép tinh
do tang triglycerid mau nghiém trong.

- Sir dung cho phuy nir dang cho con bu.

Khong ké don LIPANTHYL NT 145 mg, vién nén bao phim cho
bénh nhén bi dj tng véi lac hode dau lac, lecithin cia ddu twong hodc
voi céc ché phém lién quan, do c6 thé gap nguy co cac phan ting quéa
man.

THAN TRONG VA CANH BAO KHI SU DUNG

Vi cdc truong hop tang cholesterol thir phat nhur 1a déi théo duomg
type 2 khéng kiém soat, suy tuyén giap, hoi chung than hu, rdi loan
protein huyet bénh gan tac nghén dang tri liéu, nghién rugu, nén
duoc didu tri thoa dang trude khi dung lidu phdp fenofibrat.

Theo dai dap g didu irj bang cach xac dinh gia tri lipid huyét thanh
(téng cholesterol, LDL-Cholesterol, triglycerid), néu dép tmg day du
khéng dat duge sau mot vai thdng (vi du: 3 thang) nén can nhéc bd
sung hodc sir dung liéu phap thay thé khac.

Véi céc bénh nhin md méu cao dang sir dung estrogen hodc cic thude
trdnh thai ¢6 chia oestrogen nén xac dinh rd md mau tang 1a nguyén
phét hay thtr phat (c6 thé m& mau tang 1a do ung oestrogen).

Chure nang gan: ciing nhu céc thude ha lipid khac, da ¢6 bdo cao v&
tang ndng do transaminase & mot s& bénh nhan. Phan 16n céc truong
hop nay chi tang thoang qua, it va hiu nhu khéng ¢6 triéu ching.
Khuyén céo nén theo dsi ndng do transamilase dinh ky mdi 3 théng
trong 12 thang dau didu tri va sau do klem tra dinh ky. Chu y voi céc
bénh nhén tang ndng do transaminase tién tridn va cin phai ding didu
tri néu nong do ASAT va ALAT tang hon 3 lan gidi han trén cia mirc
binh thudng.

Viém tuy: da c¢6 cac trudng hop viém tuy dugce ghi nhén trong céc
bénh nhan dung fenofibrat. Didu nay c6 thé cho thiy thit bai didu tri
cta nhiing thudc nay & nhiing bénh nhén tang trlglycend madu nghiém
trong, hodc hién tuong diéu tri thir cdp do soi dudng méat hodc ling
cin & ong mat.

Co: da c6 bao cdo v& doc tinh co, ké ca hiém gap myoglobulin khi
dung fibrat va cac thudc ha lipid khac. Ty 1¢ 16i loan nay téng lén
trong trudng hop ha albumin huyel va suy than truée d6. C6 thé tang
nguy co globulin co niéu tién trién & cac bénh nhan c6 cac yéu té
thudn lgi cho céc bénh vé co va/hodc myoglobulm bao gdm: trén 70
tudi, tién sir ca nhan hoge gla dinh ¢6 céc roi loan co di tr uyen suy
thén, giam hoat dong 1uyen gidp, ubng nhidu rrou, Phai can nhéc gifra
loi ich va nguy co khi diéu trj bing fenofibrat cho cac déi twong bénh
nhén nay.

Phai nghf 161 doc tinh voi co khi bénh nhan xuét hi¢n dau co lan t0a,
viém co kém co gidt ving co bi dau, hién tuong chuét rat va yéu co,

va/hogc tang dAu hiéu trén CPK (ndng dd qua 5 14n muc binh thuong).

Ngung didu tri v6i fenofibrat trong cac trudng hop nay.
Gia ting nguy co déc tinh co khi thudc dugce ding ddng thoi voi fibrat
khéc hodc thube Gc ché HMG-CoA reductase, dic biét trong trudng
hop dé c6 céc bénh vé co trude do.

Do vdy, phai cén trong khi ké toa plot hop fenofibrat voi thube e
ché HMG- CoA reductase hogc thude fes hbrdl khdr./ ¢ho bénh nhan
khong ¢6 tién st bénh co nhung c6 ré log img lipig huyét niang keém
theo nguy co bénh tim mach cao. Can Ki chdl ché kha nang gdy
ddc tinh co. V

Khuyén cdo liéu dimg cho bénh nhan cho’ tudf khéng suy than nhu
lidu cho ngudi trudng thanh.

Chirc_ning thin: Nging diéu tri trong trudng hop ting ndng do
creatinin trén 50% ULN (gi6i han trén cda binh thuong). Cén nhic
do creatinin trong 3 thang diéu tri dAu tién.

Téa dugc

- Thuéc ndy cd chira lactose, vi vy bénh nhén co nhiing van @& di
truyén hiém gip vé khong dung nap galactose, thiéu hut enzyme Lapp
lactase hozic kém hdp thu glucose-galactose thi khong nén ding thude
nay.

- Thudc nay c6 chua sucrose, vi vdy, bénh nhén c6 nhimg vén dé di
truyén hiém gip v& khéng dung nap fructose, kém hip thu glucose-
galactose hozc thidu hut men sucrase- isomaltase thi khéng nén ding
thudc nay.

Néu bénh nhan khong dung nap véi mot s6 loai dudong, hay hoi bac si
tru6e khi ding thube nay

( nh: Su ting ndng do creatinin huyet thanh da dugc
b g bénh nhén sir dung fenofibrat. Néng dé creatinin s&
tré v& mire binh thudong khi nglmg st dung fenofibrat. v nghia 1am
sang cta nhimng bédo cdo ndy chua rd. Trong nghién ciru FIELD,
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creatinin huyét thanh ¢ nhom dung fenofibrat duy tri & mic trung
binh cao hon 10-12 micromol/! so véi nhém gia dugc sau khi dung 4
thang cho dén khi két thae nghién ciu. Nén do ndng do creatinin
trong sudt 3 thang dau khi bét dau didu tri va dinh ky sau d6. Cén theo
doi ndng do creatinin & nhimg bénh nhan dung fenofibrat co nguy co
bi suy than nhu ngudi gia, nguoi bi bénh tiéu dudng. Can dimg diéu
tr1 khl nf)ng do creatmm > 50% gidi han trén cua mirc bmh thuong
tdng su ba1 tlet Cholesterol vao mat, dan téi soi mat Neu ¢6 nghi ngo
bi s6i mét, cén kiém tra tui mat. Nén ngimg diéu tri bing fenofibrat
néu tim thiy SGi mit.

Bénh 1y huyét khdi inh mach; Trong nghién ciru FIELD, tic mach
phéi (PE) va huyét khéi tinh mach séu (DVT) cé ty 1é méc cao hon &
nhém dung fenofibrat so voi nhom gid duge. Trong 9.795 bénh nhén
tham gia vao nghién ctiu FIELD, ¢6 4.900 ngudi trong nhom gia dugc
va 4.895 bénh nhan dung fenofibrat. Co 48 truong hop (1%) ¢ nhom
gid dugc va 67 trudng hop (1,4%) ¢ nhom dung fenofibrat (p=0,074)
¢6 triéu chitmg huyét khéi tinh mach sau; 32 truong  hop (0,7%) &
nhém gia duge va 53 trudng hop (1,1%) ¢ nhém ding fenofibrat
(p=0.022) ¢6 triéu chimg tic mach phbi.

Thay dbi vé mau: Co su giam nhe hemoglobin, hematoerit va bach
clu da duge quan sat thiy & nhimg bénh nhiin sau khi bit dau didu trj
bing fenofibrat, Tuy nhién, néng do niy duge duy tri on dinh khi
ding thude trong thei gian dai. Giam liéu cdu va giam bach ciu da
duge bio cio @ nhimg bénh nhin duge didu tr biing fenofibrat. Cin
kiém tra dinh ky s6 luong hdng ciu va bach ciu trong 12 thang dau
didu trj.

Céc phan tmg qui mn: cde phan {mg qua man cip tinh nhu hi
c,hung Stevens-Johnson v hoai tir thueng bi nhiém doc cén phai nhap
vién vi ditu tr bing steroid da duge bio cao & mot sb truong hop
d]cu tri bing fenofibrat. Trong mét thir nghiém ¢6 kiém soat, mé day
xudt hién 1an luot & nhém dung fenofibrat va nhom gid duoc 13 1,3%
so voi 0% va phat ban ¢ mtc 1,5 so voi 0,8%.

Tac dung gidm HDL-C trai ngugc: D4 c¢6 bdo cdo sau luu hanh va bao
cdo thir nghiém 1am sang cta sy giam nghiém trong & ndng do HDL-
C (nho nhét 12 2 mg/dL) xdy ra ¢ nhimg bénh nhan dai thdo dudng va
khong dai thao duong bit ddu didu trj bang fibrat. Sy giam HDL- C
dugc phén dnh béi su gidm apolipoprotein Al. Sy syt gidm nay xufit
hién trong vong 2 tudn dén nhiing nam sau khi bét diu diéu tri bang
{ibrat. Nong d6 HDL-C duy tri & mirc thdp cho dén khi ngimg diéu trj
bing fibrat; phan dng lai viéc ngung su dung fibrat xdy ra nhanh
chéng va (m dinh. Y nghta lim sing cia vige lam gidm HDL-C 1a
khéng rd. Chn kiém tra néng do 1IDL-C trong vii thing diu sau khi
béit dau diéu tri h’im: fibrat. Néu thiy giam nnn;: dd HDL-C dang ké,
clin ngung diu trj bing fibrat, va theo doi ndng d9 HDL-C cho dén
khi trové mire binh thudng, va khéng nén s dung tiép fibrat.
Dung_cung thubc chéng dong coumarin: Can than trong khi dung
thuoc chbng déng coumarin cling véi fenofibrat vi kha niing cic thubc
-.hong dong coumar in ¢ tdc dyng keéo dai thii gian prothrombin /i 1€
chudn hoa quéc & (PT/INR). D& ngin ngira cic bién chimg chdy méu,
thuomg xuyén Kiém tra PTANR va cin didu chinh liéu cia thudc
chéng dong cho dén khi PT/INR 6n dinh [xem Tuong téc thude).

sﬁ' DUNG THUOC CHO PHUNU C(’) THAI VA CHO CON BU
nang mang thai & dong vét. Chua c6 dir h(;u lém sang 1én kha nang,
mang thai khi sir dung Lipanthyl NT 145mg.

Phu ni¥ ¢6 thai: Khong ¢6 du dif liéu sir dung fenofibrat cho phu nir cé
thai.

Nghién citu trén dong vat khong thy tic dung gay qudi_thai. Tuy
nhién, da quan st dugc ddu hidu doc cho bao thai & muc lidu doc cho
con vt me. Mic di vay, nguy co tiém tang & ngudi con chua 18, Vi
véy, chi nén ding LIPANTHYL NT 145 mg trong thai ky khi da danh
gia ky ludng vé loi ich/ nguy co.

Phu nit cho con bu: Chua cé div lidu v& sy baj tiét ciia fenofibrat va/
hodic cua cac chat chuyén hoa cua thudc nay qua sira me. Rii ro ddi
voi 1ré ba me chua dugc loai trir, Vi vdy, khéng dung LIPANTHYL
NT 145 mg, vién bao phim cho ngudi me trong thdi ki cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC

Fenofibrat khéng c6 hodc ¢6 anh hudng khong dang k& dén kha nang
lai xe va van hanh may moc.

T UONG TAC THUOC VA NHUNG TUONG TAC KHAC

Thube uong chon,q déng: khéng khuyén cao két hop fenofibrat va
thudc ubng chbng dong. Fenofibral lam tdng tac dung cta thuoc uong
chéng déng va ¢d thé tang nguy co chay mau. Tuy nhién néu su ph01
hop nay la bt buge, thi lai khuyén la nén giam 1/3 lidu vé6i thube
chon;, dong tai thoi diém bit diu diéu trj va sau do dan dan diéu chinh
néu ean thiét so vai INR (ti 1& chudn quéc té)

Cyclosporin: mdt vai truong hop suy gidm chirc nang than thugn
nghich da duge ghi nhin khi ding ddng  thoi fenofibrat  va
cyclosporine. Chirc ndng thén ¢ nhing bénh nhén nay cin duge giam
s&t chat ché va ngimg diéu tri véi fenofibrat trong cac trudng hop thay
dbi nghiém trong chi s§ xét nghiém.

Cac thubc e chd HMG-CoA reductase v céc fenofibrat khac: ¢6 thé
tang nguy co ngd doc co néu thude duge phdi hop véi cdc fibrat khac
hodic cac thude frc ché HMG-CoA reductase. R4t cén trong voi cac
didu tri phdi hop nay va bénh nhan cin dugc theo doi chat ché cac du
hiéu ng doc co.

Céc enzym cytochrom P450: nghién clru trong phong thi nghiém su
dung cac tiéu thé gan ctia nguoi cho thiy fenofibrat va acid fenofibric
khéng tic ché cac ddng phén cytochrom (CYP) P450 nhu CYP3A4,
CYP2A6, CYP2EIL hoac CYP1A2. G nbng 46 diéu tri, thudc ac che
yéu CYP2C19 va CYP2AG, Gc ché mic do nhe dén trung binh voi
CYP2C9.

Phai gidm sat chat ch& bénh nhan st dyng ddng thoi fenofibrat va cac
thuoc chuyén héa qua CYP2C19, CYP2AG6, dic bist CYP2CY, véi chi
s6 didu tri chinh xéc, khuyén céo diéu chinh liu dung céc thude nay
néu can thiét.

Cic Glitazone:

Mot sb trudong hop giam thudn nghich ¢6 hdi phuc HDL-cholesterol
da duge ghi nhan khi dimg ddng thoi fenofibrat va cde glitazon. Tuy
nhién, k]luyén cdo theo ddi HDL-cholesterol néu dimg sur két hop nay
vi ngung diéu tri néu HDL-cholesterol qud thép.

Cic resin gan acid mdl: do cde resin gan acid mat co thé pin vio cée
thude khic khi ding, dbng thai, bénh nhan nén uong fenofibrat trudc it
nhit | gior hoje 4 dén 6 gitr sau khi dimg resin gan acid mat dé (ranh
viéc can tré su hap thu.

Colchicin: Cac truong hop bénh co, bao gbm ca tiéu co van, da duoc
béao cdo khi ding fenofibrat dbng thoi véi colchicin, va nén thén trong
khi ké toa fenofibrat v6i colchicin.

TAC DUNG KHONG MONG MUON

- Réi loan mdu va hé bach huyér:

Hiém gap: gidam hemoglobin va bach ciu.
RSi loan hé mién dich

Hiém gap: di ung
RGi loan hé than kinh:
It gép: dau déu
Roi loan mach

it gap: nghén mach do huyél khéi (nghén mach phéi, huyét khdi

tinh mach siu)*

Réi loan tiéu hod: N

Thwong gip: Ciic triéu chimg o s thyt thé da day-rudt (dau

bung. nén. budn non, tiéu chiy. day Befj)

it gap: viém tuy

R6i loan gan-mt:

Thuong gdp: ting vira phai nbng do transaminase- huyét thanh.

it gap: s6i mat

RAt hiém gap: viém gan.

Réi loan da va mé duéi da:

it giip: Tang nhay cam trén da (vi du: phat ban, ngira, may day)

Hiém glp: rung toc, phan tmg nhay cam vdi énh sang

Rr}f loan co xiong, mé lién két va xuong:

it gap: _dau co lan toa, viém co, co rut co, yéu co.

Cdc réi loan vé ngirc va hé thong sinh san

It gap: Réi loan chirc nang tinh dyc

Cdc xét nghiém:

Thuong gap: Tang ndng dd homocystein mau, ***

it gap: ting creatinin mau.

Hiém gidp: tang uré mau
* Trong nghién ctu FIELD, mét thir nghiém ngau nhién, ¢ sir dung
gia dwoc va c6 kiém soat dugc tién hanh trén 9795 bénh nhan bi dai
thdo duong type 2, su gia tang cé ¥ nghia théng k& cac truong hop
viém tuy dugc quan sat ¢ bénh nhan dung fenofibrat so voi bénh nhén
ding gia duge (0,8% so voi 0,5%; p = 0.031).
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** Trong m6t nghién clu trong tu, su gia tang c6 y nghia théng ke
ghi nhan ti 18 nghén mach phdi (0,7% & nhém gia dugc so véi 1,1% &
nhom sir dung fenofibrat; p = 0,022) va sur gia ting khong c6 y nghla
théng ké vé& huyét khdi tinh mach sau (gia duge: 1,0% [48/4900 bénh
nhan] so voi fenofibrat 1,4% [67/4895 bénh nhén]; p = 0,074).

#%% Mc tang trung binh ndng d6 homocystein tr ong mdu ¢ cac bénh
nhan diéu tri véi fenofibrat 14 6,5 pmol/L, va ¢o hdi phuc khi ngung
didu tri voi fenofibrat. Nguy co ting huyet khéi tinh mach co thé lién
quan tdi su tdng ndng dé homocystein. Y nghia 1am sang ctia diéu nay
con chua rd rang.

Ngoai cdc truong hop da duge bao cdo trong cac thir nghiém 14m
sang, céc tac dung khdng mong mubn sau ddy da duoc bao céo tir
phét khi str ding fenofibrat trong qud trinh hdu mai. Chua wéc tinh
duoc tAn sé chinh xéc dya trén céc dir liéu hién c6 va do do duoc xép
la “Khong ro” )

- Céc rbi loan hd hidp, nguc va trung thit: Bénh phi ké.

- Cac rbi loan co, mé lién két va cic rbi loan xwong: Tiéu co van.

- Cac rbi loan gan mat: vang da, bién chiing ctia s6i mét (vi du: viém
tai mat, viém duong mét, con dau 6ng maét).

- Réi loan da va md dudi da: phan tng nghiém trong & da (vd: hdng
ban da dang, héi chimg Stevens Johnson, hoai tir thugng bi nhiém
doc)

- R#i loan h¢ thin kinh: mét moi

Thong béo ngay cho bdc sy hodc dwge s§ nhirng tic dung khong
mong mudn gip phai khi sir dung thube,

QUA LIEU VA CACH X1I TRIi

Chua cd bdo cdo ndo lién quan dén hign luong qua lidu. Khoéng c6
thube giai die dae hicu. Néu nghi ngd qua lleu thi nén diéu tr trigu
chitng vé tién hanh cdc bién phap hd trg khi cdn. Fenofibrat khong bj
foai trir khi thdm tach loc mau.

CAC PAC TINHDUQC LY

Cic dic tinh duoc luc hoc:

Nhom thude diéu chinh lipid / cic thubc gidam cholesterol va
triglycerid/fibrat

Mi ATC: C10 AB 05.

Fenofibrat 13 din chét cua acid fibric, co tac dong lam thay ddi muc
lipid méu trén nguoi trung gian qua sy hoat hod receptor tang sinh
peroxisom type alpha (PPAR«).

Théng qua viéc hoat hoa PPARa, fenofibrat lam tang phén huy lipid
va bai xudt céc tiéu phan giau triglycerid khoi huyét tuong nho hoat
hod liporotein lipase va giam san xuét apoprotein CIII. Sy hoat hod
PPARa ciing lam tang tdng hop apoprotem Al va All.

Hiéu quéa khoi ddu néu trén déi voi lipoprotein din dén lam giam
LDL va VLDL ¢6 chira lipoprotein B va lam tang HDL cé chta
apoprotein Al va AL

Thém vao d6, théng qua viée 1am thay déi tdng hop va di hoa céc hop
phin VLDL, fenofibrat 1am tang do thanh thai LDL va giam LDL ty
trong thAp. Néng d6 cua LDL thudng tang cao ¢ bénh nhan c6 nguy
co (xo ciing déng mach do lipid huyét).

Trong cac thir nghiém lam sang véi fenofibrat, cholesterol toan phin
giam khoang 20 dén 25%, triglycerid giam khoang 40 dén 55% va
HDL tang khoéng 10 dén 30%.

Trén bénh nhan méc ching tang cholesterol huyét, khi mée LDL -
cholesterol tang khoang 20 dén 35%, tac dung téng thé cla
cholesterol tao nén mét sw giam ty 1& cholesterol toan phén so véi
HDL-cholesterol, LDL-~cholesterol so vai HDL- cholesterol, hodc Apo
B so voi Apo Al tht ca nhimg didu nay tao nén nguy co xo cing déng
mach.

Cho dén nay trong cdc tho nghiém lam sang co kiém sodt kéo dai
chua thdy két qué cia fenofibrat trong viée ngan ngira bién chimg xo
vira dong mach tién phat hay thir phét.

Su ngung dong cholesterol ngoal mach: gén hodc u trong bénh u vang
(tuberous xanthoma) c6 thé giam dang ké, tham chi mét hoan toan khi
diéu tri bing fenofibrat.

Nhiing bénh nhén c6 mire fibrinogen cao duoc didu tri bang fenofibrat
théy thong sb nay giam dang k& ciing nhur voi nhitng ngudi Lp(a) cao.
Céac chat thé hién cho qud trinh viém nhu C Reactive Protein ciing
giam khi diéu trj bang fenofibrat.

Téc dung ting bai xudt acid uric qua dudng nidu cta fenofibrat dén
dén giam mire acid uric khoang 25% - cling la tac dung hd tro rét co
loi & nhimg bénh nhén c6 hénh 16i loan lipid huyt kém theo tang uric
huyét.

Fenofibrat ¢o téc dung chéng két tap tiéu clu trén dong vat va trén thir
nghiém l4m sang, lam giam sy két tap tiéu cAu tao ra do ADP, acid
arachidonic va epinephrin.

Nghién ciu ACCORD cing cho thdy viéc phdi hop fenofibrat vai
simvastatin gidm ty 1& tién trién bénh vong mac dai thio duong 36,3%
(6,5% so vai 10,2%, p=0,006); giam dam niéu dai thé 14,6% (10,5% so
voi 12,3%, p=0,03); giam dam ni¢u vi thé 8,1% (38,2% so voi 41,6%,
p=0,01) so vdi liéu phap chi dung simvastatin

Trong nghién ctu FIELD, fenofibrat 1am giam doan chi khong do chén
thuong 35,7% (0,9% so voi 1,4%, p=0,02) so v&i nhom dbi chimg.

Cic diic tinh duwoe déng hoc
LIPANTHYL NT 145 mg la dang vién nén bao phim chua 145 mg
fenofibrat hat nano (nanoparticles)

Hip thu: nong do t6i da trong huyét tuong (Cmax) dat duoc 2- 4 gio
sau khi udng. Nong do thude trong huyét twrong én dinh khi didu tri
lién tuc & moi ca thé.

Tréai v6i cac cong thire trude day cua fenofibrat, & day ndng do dinh
trong huyét trong va do phoi nhiém toan b cla cong thirc hat nano
khong phu thudc vao bira dn. Vi vy, co thé udng vién nén bao phim
LIPANTHYL NT 145 mg khdng phu thudc véo bira an.

Nghién ctru so sanh st dung cong thic vién nén méi LIPANTHYL
NT 145 mg cho nam nir tinh nguyén khoé manh khi déi va sau bira an
nhiéu lipid da cho thdy dé phoi nhiém véi acid fenofibric (AUC va
Cmax) khong bi anh hudng bdi thire an.

Phan bé: acid fenofibric lién két manh voi albumine huyét tuomg (>
99%).
Chuyén hod va ddo théi: Sau khi uéng, fenofibrat bi thuy phan nh
qua xic tac cia esterase dé cho chét chuyen hoé cé hoat tinh |E\ e
fenofibric.

Khong tim thdy trong huyét trong dang fenofibrat chua chu vc:n h@
Fenofibrat khong phai 13 co chit cia CYP3A4. Khong c6 chuyé em
qua micrdsdm gan, <
Thude nay dao thai chii yéu qua nude tiéu, Thie & thi (it cadligng
thude da ding déu diroe dao thai trong vong 6 ngiy. Fenofibrat thii
chi yéu dudi dang acid fenofibric va chit lién hop glucuronid. Vi
nhimg bénh nhén cao tubi, do thanh lge toan thé cia acid fenofibrat
trong huyét twong khong ¢ thay doi.

Nghién ctru vé ding hoe sau khi cho udng lidu don va diéu trj lién e
da cho thiy thude nay khéng tich luy.

Acid fenofbric khong bi dao thai qua thiam tach loc méu.

Thoi gian ban thai cua acid fenofibric ra khoi huyét twong khoang 20 >
gio.

Trén bénh nhén suy than: 6 nhimg bénh nhén suy thén nang (d6 thanh
thai creatinin < 30 ml/phut) cho thdy tang 2,7 1in mirc phoi nhiém voi
acid fenofibric va tang tich Hiy acid fenofibric khi dung lau dai so véi
nhitng ngudi khoe manh. Bénh nhén suy than ¢ mic d vira (dd thanh
thai creatinin: 30-59 ml/phut) c6 mtic phoi nhiém trong tr nhung ¢6
su gia tang thdj gian ban thai cta acid fenofibric so vdi ngudi khoe
manh. Dya trén nhimg phét hign nay\uén tranh st dl{ng fenofibrat &
nhitng bénh nhén bi suy thin ngahg
nhén bi suy than vira. (Xem lidu Jrdyp
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QUY CACH PONG GOI: Hop 3 vi

HAN DUNG, BAO QUAN TIEU CHUAN CHAT LUQNG
Han ding: 36 thang ké tir ngdy san xudt.

Khong nén dung thubc qué han str dung ghi trén bao bi

Diéu ki¢n bdo qudn:

Gitr thude trong bao bi gbe. Khéng bao
Tiéu chudn chit hrgng: Tidu chudn

NHA SAN XUAT
Co so san xudt ban thanh pham

Co s¢ dong g6i va xudt \'zrong A
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