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HAFENTHYL 200

Fenofibrat (vi hat) 200 mg
Tri tang lipid méau

HAFENTHYL 200

Hop 3 vi x vi 10 vién nang ciing

HAFENTHYL 200
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HASAN-DERMAPHARM i CH Ding An, Binh Dusng. Viet Ham e

Rx Prescription only

HAFENTHYL 200 _ p.

Fenofibrate (micronised) 200 mg
Lipid-lowering drug

3 blisters x 10 capsules

HAFENTHYL 200
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MEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS
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Hudng dan sif dyng thubc Poc ki hwéng din sir dung trude khi ding
HAFENTHYL 200 - Hifm gap: s&i dudng mat mal dye tinh v lidt dusng, gidm tinh
tring; gidm bach cfu
Thintrong
R, Thudcbéntheo don Viennangotng | e it phii thim b ehdc niing gan vik thin oda ngudi bdah
trude khi didu trj vdi Fenofibrat .
Thianhphin - N#uy sau 3-8 thdng diu tri ma néng &4 lipid mau khéng gidm

- Hoatchét: Fenofibrat micronised 200 mg.

+ Td duge: Tinh bt ngd, Natri lauryl sulfat, Crospovidon, Magnesi
stearal,

Tinh chit dugc Ije

- Fenofibrat 14 thuSz ha lipid mdu. Thude de ché ng hop
cholesterol & gan, lam gidm cdc thanh phdn gy xo vila va cén
tam gifim triglycerid mdu. Fenolibral duge chl dinh diflu trj tdng
poprotain huy#t type lia, fib, I, IV va V ¢ing vai m&tché ad &n
han ché lipid. Fenofibrat cé thé 1am gidm 20-25% cholestarol
todn phiin vA 40-50% triglycerid trong mdu. Bidu tri blng
Fenofibrat cén phdilidn tyc.

Tinh chit dugc déng
Fanofiorat hip thu ngay & duding tidu héa cing vdi thdc an, Hip
thu thulfic bj gidm nhifu néu ulng sau khi nhin &n qua dém.
Thudc bj thily phan thanh acid fenolibric ¢4 hoat tinh, chilt nay
ghn nhidu vao albumin huydi twong. Néng 40 dinh trong huysi
tuong xust hién khodng 5 gid sau khi ufing thudic. & ngudi chic
nling thin binh thudng, nia d&i thdi trlr vao khodng 20 gib,
nhung thng lén nhidu & ngudi mic bénh than. Acid fanofibric dho
thdi chil y&u theo nudc tifu, chll y&u 8 dang lién hgp glucuronic.

- Hafenthyl 200 vi hat (Fenofibral micronised) 14 mét dang bao
ché méi (Ung dung cong nghd vi hat hod), gidp cho sy hip thu
Fenofibral tAng 30% vA sinh khd dung tuong duong so vai lifuy
dong 300 mg. Do vay. Halenthyl 200 vdi liéu ddng thip viin
mang lai hi§u qui cao va an todn hon so véi cde dang idu chuln
300 mg.

chlﬂ]nh
= Tang cholesterol mdu (type lla), tAng trighycend mdu ndi sinh
dan 14 (type IV}, tAng lipid mdu két hop (type lIb & 111} sau khi d&
dp dyng chi 44 An kidng ddng va thich hop ma khdng hidu qud.

- Tang lipoprotein mdu thi phat, dai ddng di d& didu tri nguyén
nhdn (nhu r&i loan lipid mau trong dai thdo duding).
Ché 44 &n kidng 48 ding trude khi didu tr vn phaitidp ye,

l:hd'rlﬂ:hl djnh

- Qué min vdi Fenofibral holic vdi bdl cd thanh phén ndo cla
thude .

=  Suythénnling.

- Rdiloan chic niing gan hay bi bénh 1 mat .

- Tréd em dudi 10 wdi,

= Phu nded thal v cho con bd.

- Cé philn Ung of Ung véi dnh sdng khi didu tr| vdi cdc fibral holic
vii ketoprofen (céc khdng vidm khéng steroid).

Lidulugng - cdch ding

- Didutri Fenofibrat nhil thiél phili ph&i hop vai ch€ @9 &n han ché
lipid, dding theo lidu trinh kéo dai v phii theo déi thudng xuyén,

- USngthudec chng bifa &in.

«  Lidu lugng va thai gian ding thulc do bac sTdidu tri quy&! dinh.
Lidu thang thuding : 1 vién/ ngdy vao baan.
Trd em > 10 wéi : Lidu 18i data 5 mo/kg/ nghy.

Tdedyngphy
Tde dung phu thuding nhe va it gap.

- Thudng gp: r8i logn tidu hda, trudng ving thugng vi, budn ndn,
chudng bung, tidu chiy nhe; ndi ban, may day, ban khdng dac
higu;: ting transaminase huy#l thanh; dauco.

phéi xem xét phuang phap difu trj b8 sung hay thay thé phuang
phdp didu trj khic.

- Tang lugng transaminase mau thubng 1A tam thai, Cn kifm tra
mit céch ¢d hé thiing cdc men transaminase mdi 3 thang, trong
12 thdng dfu didu 1ri. Ngung didu tri ndiu ASAT va ALAT tang
trén 3 1n gidi han thdng thuding.

- N&u cd phéi hop Fenofibrat véi thuSc chéng ddng dang ufing,
ting cuding theo ddi néng a4 prothrombin méu va phdi didu
chinh lifu thudc chiing ddng cho phi hop trong théi gian didu i
bling Fenofibrat va B ngay sau khi ngung diéu trj bAng thusc nay.

- Bifnchang mat o xly ra & ngudi cd banh xo gan J mat hay s8i
mal.

= Phaithuéng xuyén kifm tra cdng thidc mdu.

Tuong tdc thude
Chding chidjnh phéi hgp:

- Vdi perhexilin: Co thé gy viém gan cdp tinh, cd khi ning 10
vong.

Thin tigng khi phdi hap:

- Vi cée thufc dc ché HMG CoA reductase (nhém statin) va cde
fibrat cd thé s& lam 1ing ddng kd nguy co 18n thuong co vh viém
tuy cép.

- Vdicyclosporin lam ting nguy coién thuong ca.

- Fenofibral [Am tAng tds dung clda cde thudc chdng ddng dang
ufing nén lam 1&ng nguy co gay xu St huy#l.

- Khing k&l hgp Fenolibrat vdi cde thulic gy ddc cho gan nhu :
thudc de chd MAQ, parhaxilin malaat

Cud lifu v cdeh xd tri
Khéng cé bidn phap difu tr| dic hidu qud lidu. Néu nghi ngd qud
lidu cdn didu tr tridu ching va ding bién phép hd trg ban ddu.
Thifm tdch mdu khing cd tde dyng logi b thulic khdi cothd.

S dyng cho phy nd mang thal va cho con bl

- Khéngnén ding thude ndy trong thili kj mang thai,

« Khdngcd dd lidu s dyng chophy nit cho con bi.

Tdcddng clathudc khi ldl xe, vin hinh miy méc
Khongcd.

Trinh bay: Vi 10 vidn nangcdng. Hip 03 vl

Bdo qudn: Nai khd, dudi 30°C. Tranh dnh sdng!

Tiduchufn: Tiduchufncosd,

Handiing: 36thdng ké 10 nghy sdn xufL

Luuy

Ding thuc theo chi djnh cla bdec sT.

Khéng diing thudic qud Héuchidinh.

Khéng duge ding thufc qud han ding ghltrén bao bl

Théng bdo cho bdc s nhing tdc dyng khéng mong mudn gip

phdl khi si dyng thudc.

Néucdn thém théng tin xin hal y kifn béc sT.

(HASAN

CONG TY TNHH HASAN - DERMAPHARM
Budng s& 2, KCN Béng An, Binh Duong, Viat Nam
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“_HAFENTHYL 200

- Vién nang cimg
Thube nay chi diing theo don thude.

Khéng diing thube qui liéu chidjnh.

Khédng diing thude gud han diing ghi trén bao bi.

Pé xa tim tay tré em.

Poc k¥ hurémg diin sir dyng trirde khi diing.

Théng bdo ngay cho bdc sT hodic dirge sT nhimg téc dyng khéng
mong mudn gip phi khi sir dyng thu

Néu ciin thém thong tin xin héi § kién béc si.

THANH PHAN

- Duge chéit: Fenofibrat (vi hat) 200 mg.

- T dwge: Lactose monohydrat, tinh bt tién gelatin héa, povidon K30,
natri lauryl sulfat, natri docusat, crospovidon, magnesi stearat, v
nangso 1.

MO TA SAN PHAM ;

Vién nang cim canaqgsél.napnﬁﬁ_ﬂ:inmngméumniu.bén
trong ¢6 chira com thudc mau tring dén tring nga. Vién béng dep, lanh
I@n, vo nang khéng mép méo,

CHIDINH ,
Hafenthyl 200 duge chi dinh nhir mjt bién phip hd trg cho ché 4§ an
udng vi cic bi¢n phap khdng ding thude khic (nhu tip thé dyc, giam
c¢din), trong nhimg tnrdmg hop sau:

- Diéu trj ting triglycerid méu nghiém trong kém hodic khong kém vi
ndng d6 HDL cholesterol thip. ,

- Diéuri ting lipid mau hdn hop khi thude nhém statin bj chéng chi dinh

EE o . il

tri ting lipsd médu hén hep o'nhimg bénh nhén ¢6 nguy co bénh
tim mach cao két hop véi mdt statin, khi triglycerid vd HDL
cholesterol chira duge kiém sodt ddy du.

LIEU LUONG VA CACH DUNG
Céc ché 4 &n udng bt diu khi diing thudc nén dugc tiép tyc.
Dép img véi diéu trj nén durge thep ddi thong qua dinh hromg céc tri sb
lipid trong huyét thanh. Néu sau vai thing (khodng 3 thing) vin chua
dat dugc dap tmg diy di nén cinnhiic cic bién phip didu trj bd sung
hodic bién phap diéutrikhdc.

Liéu lugng e
Nguwdi lém: Lidu khuyén céo 1 vién (200 mg fenofibrat)/ngiy.

Liéu liegng & cdc ddi tiegng lim sang dac bige: , ,

- Bénh nhdn cao tuéi (> 65 tuéi): Khong cin diéu chinh liéu. Khuyén
cdo ding liéu thong thudmg, tni khi chirc ning ﬂIFI bj suy gidm véi dd
loc ciu thin wére tinh (eGFR) < 60 mU/phiv/1,73m".

T
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LIEU LUQNG VA CACH DUNG _
Céc ché 6 &n ubng bit ddu tnrée khi diing thude nén duge tiép tuc.
Diép img véi diéu trj nén durge theo ddi théng qua dinh lugng céc trj sb
lipid trong huyét thanh. Néu sau vai thing (khodng 3 thing) vin chua
dat dugc ddp {mg diy i nén cin'nhic cic bién phip didu trj bd sung
ho#c bién phép diéu trj khéc. L

Liéulugng
Newoi lém: Liéu khuyén céo 1 vién(200 mg fenofibrat)/ngay.

Liéu lwgng & cdc dbi tugng lam sang dic bi¢t:

- Bénh nhén cao tubi (> 65 tuéi): Khdng cin didu chinh lidu. Khuyén
cdo diing liéu thong thudmg, trir khi chirc ning théin bj suy gidm véi 40
loc ciu thin ude tinh (eGFR) < 60 mU/phiv/1,73m".

- Bénh nhan suy thén: :

+ Bénh nhin suy thin ning (¢GFR < 30 mVphit/1,73m’): Khong nén
ding fenofibrat. '

+ Néu eGFR tir 30 dén 59 mUphat/1,73m”: Liéu fenofibrat khong nén
qué 100 mg dang chudn hodc 67 mg dang vi hat m&i ngay.

+ Néu trong qui trinh theo doi, chi sb eGFR giam lién tyc dudi 30
mU/phtit/1,73 m’, nén ngung sir dung fenofibrat.

- Bénh nhan suy gan: Khéng khuyén céo sir dung Hafenthyl 200 do
thiéu dir lidu. 3

- Tréem: Tinh an toan va hiu qua clia fenofibrat & tré em va tré vj thanh
nién dudi 18 tudi chira dugc thiétlip. Hién chua co dir lidu. Vi viy,
khéng khuyén cdo sir dung fenofibrat & d6i tugng niy.

Cach ding .

- Ubng thube trong bira an.

- Cénudng thudc két hop véi ché d6 Ein it chit béo va luyén tip thé duc.

- Néu bénh nhin quén mét lin ding thudc, udng liéu ké tidp ciing véi
bira iin tiéf. Sau d6 udng lidu tiép theo nhur thuémg 1é. Khong udng lidu
gdp d6i dé bi cho liéu da quén.

- Khong duge ty ¥ ngung thutde kﬁikhbngcéfkiéncﬁabdcstho;ckhi
thubc lam ban cam thiy chia t6t vi ndng 4 bét thudmg cia chét béo
trong méu ciin duge diéu trj lu dai.

- Khéng cé yéu ciu dic bigt vé xirly thuﬁcsnukhisirdung. :

- Khdng nén wirt b thude vao nude thai hay réc sinh hoat. Héi y kién
duge si cdch bo thude khong sir dng nira. Nhimmg bi¢n phdp ndy s&
giip bdo v¢ mdi trudmg. w

CHONG CHI PINH i

- Djimg véi fenofibrat hodic bat ky thanh phén nao cia thude. )

- Suy gan (bao gdm xo gan mit va béit thuémg chirc niing gan dai diing
khéng xéc dinh). -

- Bénh tii mét. 4




https://trungtamthuoc.com/

khéng

n K30,
rat, vo

fu, bén
P, lanh

£d6 an
:, gidm

tm vin
hidinh

o bénh
. HDL

ép tuc.
ctrjso
n chura
O sung

Suy thin niing (¢GFR <30 ml/phat/1,73m’).

Viém tuy cdp tinh hofic man tinh, ngogi trir viém tuy cdp do triglycerid
huyét ting cao trim trong.

Nhay cdm véi anh sdng hay phan (g quang d§ tinh trong qua trinh
diéutri voi céc fibrat holic ketoprofen.

THAN TRONG VA CANHBAO
- Cdc nguyén nhan thic phat géy téng lipid huyétr: Nguyén nhin thir phat

gdy tang lipid huyét nhu d4i thdo dwimg typ 2 khong kiém soat, suy
gidp, hoi chimg thin hu, réi logn protein huyét, bénh dgan tic nghén,
diéu trj bing thudc hodic nghién nrgunén duge diéu trj ddy du trude khi
diing fenofibrat. Nguyén nhan thir phit gdy ting cholesterol huyét lién
quan dén diéu trj biing thudc da biét nhu thude lgi tiéu, thube chen beta,
estrogen, progestogen, thubc trénh thai duémg udng két hgp, thubc trc
ché mién dich va thudc \rc ché protease. Trong nhimg truomg hor nay,
cdn xdc dinh ting lipid huyét 12 tién phat hay thir phit (cé thé dijnh
lugng céc trj 6 lipid gdy ra béi cdc tdc nhin didu trj ndy). -
Chize ndng gan: Gibng nhir céc thudc ha lipid khic, ting ndng d§
transaminase da dugc bdo cdo & mt s& bénh nhén. Pa 6 cc truomg
hop, sy ting cao nhimg chi sd nay 14 tam théi, mire 46 nho va khéng co
tri¢u chimg. Khuyén céo theo ddi nﬁug d transaminase mdi 3 théng
trong sudt 12 thang déu diéu trj va dinh ky sau d6. Cén chii ¥ nhimg
bénh nhén ting ndng A transaminase va ngung diéu trj néu ndng dd
AST(SGOT) va ALT (SGPT) ting cao hon 3 1an mirc binh thuémg cia
gidi han trén. Khi ¢6 céc ddu higu cia bénh viém gan xdy ra (vang da,
‘ngira), vi chin doin dugc xdc nhin thong qua cic xét nghiém, nén
‘ngung didutrj vi fenofibrat.
tuy: Viém tyy 3 duge béo cio & bénh nhin ding fenofibrat.
Bién c6 ndy c6 thé 1a két qua diéu trj thit bai & nhimg bénh nhin ting
 triglycerid huyét niing, 1 mt the dyng trye tiép cia thudc, hodic 12 mot
hi¢n twgng thir phdt qua vi¢c hinh thanh s6i hojc ciin lang trong duémg

¥ mitkém tic nghén éng mit.

-‘ Co: Ngo doc co, bao gdm céc truomg hgp hiém gip nhu tiéu co vin
X kémmkbéngkémsu}rth#ndldwcbéocdokhidﬁngcéc fibrat va
" cc

ha lipid khdc. Ti 1¢ méic phai rdi loan ndy ting lén trong

f‘ mrbnghqphaalbmninhuz@ty&suygiﬁmchﬁcn&ngdﬂnmtméc.

Bénh nhén c6 yéu t6 tién dé mic bénh vé co vi/ hofic tiéu ca vin, bao
@mﬁ?ﬂm i, tién sir ban thin hodic gia dinh mic chimg rdi loan co

5 ﬁmwmﬂgﬁﬁpﬁuﬁmﬁumcﬂwéﬁmnﬂyca

tiéu co vén tién trién. O nhimg d6i tugng ndy, nén céin nhiic k¥ gitra céc
lgi ich va nguy co cla viée diéu trj v fenofibrat.
Ngd djc co nén duge nghi ngb‘drn]:l_ﬂ'ug bénh nhin c6 biéu hién dau co

Trs - e ‘ﬂn"l i
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" tiéu co vén tiéntrién. O ﬂhtfngldéi tugng nay, nén cin nhic k¥ gitra cc

-

¥

\ caoma khong c6 tién sirbénh v
-ngdddcco.

lgi ich va nguy co cia viée diéu trj véi fenofibrat.

Ngd ddc conén duge nghi ngdr & nhimg bénh nhén c6 biéu hién dau co
lan toa, viém co, chudt rit va yéu co va/ hodc 6 ting chi s6 CPK (ndng
d6 cao qud 5 14n so vdi mirc binh thudng cua giéi han trén). Trong
nhimg trudmg hop ndy nén ngung sirdung fenofibrat.

Nguy congd doc co co thé ting khi diing ddng thoi véi céc thude nhém
fibrat khac hodic thubc irc chi HMG-CoA reductase, dic biét trong
trudmg hop c6 tién sir bénh vé co. Do do, phéi hop thube nén danh riéng

* cho céc bénh nhén bj rdi loan ligid huyét niing kém nguy co tim mach

co, va cin theo ddi chiit ché kha ning

- Chiec nang than: Hafenthyl 200 chéng chi dinh trong truémg hop suy
 thin néng. Hafenthyl 200 nén duge diing thin trong & nhimg bénh nhin
. suy thin nhe tdi trung binh. Nén diéu chinh liéu & nhimg bénh nhén c6

4§ loc cau thin wée tinh (eGFR) 30 =59 ml/phit/1,73m’,
Tang creatinin huyét thanh c6 hoi phuc di duge béo cdo & bénh nhin
don trj li¢u véi fenofibrat hofic pho1 hop vai cic statin. Téng creatinin

" huyét thanh thudmg 6n dinh theo théi gian va c6 xu huéng tré vé mirc

binh thuomg khi ngung diéu tri, khong c6 bing chimg cho thiy
creatinin huyét thanh tiép tuc ting khi diéu trj dai han.

Trong céc thir nghiém lim sang, 10% bénh nhin diéu trj phéi hop
fenofibrat v simvastatin va 4,4% bénh nhén don trj lidu véi statin c6

' mifc ting creatinin nhiéu hon 30 pmol/L so véi mirc binh thuémg. 0,3%
. bénh nhin dang diéu trj ph6i hop téng creatinin lién quan dén lim sang

vl giatry dinh lugng > 200 pmol/L.

" Nén ngung diéu trj khi ndng dd creatinin cao hon 50% mirc binh

thudmg ciia giéi han trén. Nén dinh lwong ndng ¢ creatinin trong 3

~ théng ddu sau khi bit ddu diéu trj vaddinh ky sau dé.

Té diegre: Thude c6 chira té duge lactose. Nhimg bénh nhén ¢6 vén dé
di truyén hiém gip vé khong dung nap galactose, thiéu hyt Lapp
lactase hodic kém hdp thu glucose - galactose khong nén ding thude
nay.

SUDUNG CHO PHU NU'MANG THAI VA CHO CON BU
Phy nir mang thai

Khong cé dix ligu diy di vé viéc sirdung fenofibrat & phy nir mang thai.
Céc nghién ciru trén dong vit khong cho thiy bét ky tic hai gdy qudi
thai nao. Téc dung giy nhiém dc phoi thai dd dwge quan sit thiy & cic
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liéu trong pham vi gdy doc cho me. Khi ning gdy doc trén ngudi chua
r0. Do d6, chi ding fenofibrat trong théi ky mang thai sau khi dénh gia
cn thin lgi ich va nguy co.

Phy nircho con bi y
Khéng rd fenofibrat v céc chéit chuyén héa c6 bai tiét vao sira nguoi
hay khong. Nguy co déi véi tré bt me khong thé logi trir. Vi vily, khong
nén diing fenofibrat trong théiky cho con bi.

ANHHUONG CUATHUOC BOIVOT CONG VIEC
Hafenthyl 200 khéng anh hudng hodc anh huémg khéng ding ké dén
kha niing l4i xe va viin hinh mdy méc.

TUONGTAC, TUONG KY CUATHUOC

Tuwong téc ciia thube

- Thuc chéng dong méu dong ubng: Fenofibrat lam ting thc dung ciia
thube chénfndbng méu n:luc‘.ﬂtl va ¢ thé 1am ting nguy co chiy
méu. Khuyén cdo nén giam lieu thudc chéng ddng duémg udng khoang
1/3 khi bit ddu diéu trj va chinh lidu tr tir néu cin thiét, dya theo vide
theo ddi chi s INR. ,

- Cyclosporin: Suy giam chirc nfing thin nghiém trong c6 hdi phuc da
duge béo cdo khi ding ddng thé fenofibrat va cyclosporin. Cin theo
ddi chirc niing thin chit ché va diéu trj v6i fenofibrat trong
truémg hop céc chi s6 xét nghigm thay a8i nghiém trong.

- Thuéc tic ché HMG-CoA reductase va cdc fibrat khdc: Nguy co ngd
ddc co nghiém trong tling khi ding déng théri fenofibrat vdi thude tre
ché HMG-CoA reductase hofic céc fibrat khéc. Cén thn trong khi phéi
hop thude va bénh nhan cin durgc theo ddi chiit ché cdc ddu hidu ngd
djc co. Hign nay chua c6 bing chimg cho thiy fenofibrat ¢6 anh huémg
té1 duge dong hoccﬁasimvnsfgﬁu.

- Glitazon: Mt vii trudmg hop gidm nghich Iy HDL-cholesterol ¢é héi
phyc da dugce bio cdo khi sir dyng dong théi fenofibrat véi glitazon.
d, cin theo ddi HDL-cholesterol khi phdi hop thubc va ngung
trong hai thudc néu nong 4o HDL-cholesterol qué thip.

= Enzym cytochrom P450: Céac nghién ciru in vitro sir dung microsom
gan ngudi chi ra ring fenofibrat va acid fenofibric khdng rc ché
cytochrom (CYP) P450 nhe CYP3A4, CYP2D6, CYP2E! holc
CYPIA2; irc ché yéu CYP2C19 vi CYP2AG; irc ché ti nhe dén trung
binh CYP2C9 & ndng 45 diéu tri.

B¢nh nhin ding ddng thoi fenofibrat véi céc thube chuyén héa qua
CYP2C19, CYP2A6 va diic bigt 1a CYP2C9 c6 chi sb diéu trj hep, nén
duge theo ddi cn thin va chinh liu néu cin thiét.

- Tuong tr céc fibrat khéc, fe ibrat kich thich cic enzym oxy héa da
chirc niing cia ty thé lién quan dén chuyén héa acid béo & lodi gam
nhém va c6 thé twong tic véi céc thubc chuyén hoa qua cic enzym nay.

Tuong ky cia thubc '

Fhinsda diu=
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dwgc theo ddi cin thin va chirgliéu néu cin thiét.

Tuong tyr cdc fibrat khéc, fenofibrat kich thich cic enzym oxy héa da
chirc ning cuia ty thé lién quan dén chuyén hoa acid béo & lodi gam
nhimv&oéﬂiémtmgtﬁcvéic&lhu&cchuyénhéaqmdccnzymn&y.

Tuwong ky ciia thude

Khong dp dung.

TAC DUNG KHONG MONG MUON

i [ S | ]

Téc dyng khéng mong mudn thwémg giip nhét duge béo céo trong qué
trinh diéu trj véi fenofibrat la céc réi loan tiéu héa, da day, rudt. Céc thc
dyng khong mong muén dugcphin nhém theo tin sudt: rit thuomg gip
(ADR = 1/10), thuémg giip (1/100 < ADR < 1/10), it giip (1/1.000 <
ADR < 1/100), hiém gp (1/10.000 < ADR < 1/1.000), rit hiém gip
(ADR < 1/10.000) va khong rd tin sudt (tin suit khong wéce tinh duge
tir dir liu sin c6). ‘
Mauva hé bach huyé:: Giam hemoglobin, giam bach cau (hiém giip).
H¢ mién dich: Qué min (hiém giip).

Than kinh: Daudiu (itgip).

Machmau: Ngh&n mach huyétkhéi (nghén mach phéi, huyét khéi tinh
mach sdu) (it gdp).

Ho6 hép: Bénh phdimo ké (khéﬁrﬁtﬁn suit).

Tiéu héa: Céc triéu chimg va ddu hiéu tiéu héa (dau bung, budn nén,
non, tiéu chay, diy hoi) (thuong glip). Viém tuy (it gip).

Gan mdt: Téng transaminase (thuémg géip). Soi mét (it giip). Viém gan
(hiém ﬁiﬁ" Ving da, bién chimg cia soi mit (viém tii mét, viém
dwdmg din mét, con dau quin gan) (khong rd tin sudt),

Da vamé dieGi da: Qué min & da (phat ban, ngira, may day) (it gip).
Rung téc, phan {mg nhay cim véi 4nh sing (hiém gip). Phan img da
nghiém trong (hdng ban da dang, hoi chimg Stevens-Johnson, hdi
chimg hogi tir da nhiém djc) (khdng rd tin suit). ,

Ca, xuomg va mé lién két: R6iloan co (dau co, viém co, co thit co va
yeéu co) (it giip). Tiéu co vin (khong rd tin sudt).

Vi va hé sinh san: R6i loan chite niing tinh dyc (it gip).

Réilogn tong qudi: Mét moi (khéng rd tin sut).

Xétnghi¢m: Ting ndng A9 homocystein trong mau (thudng giip). Ting
nong 4§ creatinin huyet (it gip). Tang ndng 45 ure huyét (hiém gip).

QUALIEUVA CACHXUTRI
- Trigu chimg: Chi ¢6 nhimg tnrdmg hop qué liéu fenofibrat riéng lé



https://trungtamthuoc.com/

—

dugc ghi nhin. Trong phin 1ém céc truémg hop, khéong ¢6 céc triéu

diéu trj tri¢u chimg va céc bién phép h

chimg qué liéu duge bio cdo. _
Cich xir tri: Khong c6 thude gidi doc dgc hi¢u. Néunghi ngor qua liéu,

‘trg thich hop néu cin. Thim
phin méu khong loai bé dugce fenofibrat ra khoi co thé.

DUQCLYCHQC ,
Phin logi duge 1y: Thudc ha lipid huyét (nhém fibrat).
Mi ATC: C10ABO0S.

Co

ché tdc dung

Fenofibrat 1a mjt din chit cia acid fibric ¢4 téc dyng ha lipid méu ¢
ngudi. Fenofibrat téc dfng gidn tiép thong qua viée kich hoat thy thé
PPARa (Peroxisome Proliferator Activated Receptor alpha), 1am ting
qué trinh phén gidi lipid va ddo thai cdc tidu phan gidu triglycerid c6
kha niing gdy xo vira trong huyét trong biing cich hoat héa lipoprotein
lipase va gidm qud trinh tong hgp apoprotein C-II1. Kich hoat PPAR«
cllngccd thé lam tiing tdng hgp céc apoprotein A-1 va A-II. _
Thuoc ¢6 thé 1am giam ndng d4 cholesterol trong méu 20 — 25% v
triglycerid 40 — 50%. C6 sy gidm cholesterol ciia céc lipoprotein ty
trong thip va rdt thip (LDL, VLDL) 2 nhimg thanh phén giy xo vira
mach va ting cholesterol cua lipoprotein ty trong cao (HDL). Méi lién
quan giira ting cholesterol miu va xo vira dong mach da dugc xéc lip,
va cd mdi lién quan giira xo vifa ddng mach va nguy co mach vanh.
Nong d6 HDL hg c6 lién quan dén nguy co mach vanh cao. Nong do
triglycerid cao ciing ¢6 lién quan dén ting nguy co tim mach

C6 bing chimg cho thy viéc diéu trj véi céc fibrat 6 thé giam nguy co
mic céc bién cb bénh mach vanh, tuy nhién chua nhin thiy giam tir
vong trong phong ngira tién phét hodic thir phét cua tim mach.
Miic di céc fibrat c6 thé 1am gidm nguy co céc bién ¢ mach vanh &
ngudi c6 HDL-cholesterol thap hodic triglycerid cao, nhung nén ding
céc statin (chit rc ché HMG-CoA reductase) truéc tién. Céc fibrat chi
la thubc diéu trj hing diu d6i véi nhimg bénh nhin cé ndng do
triglycerid méu cao hon 10 mmollit hofic ngudi khéng dung nap dugc
statin.

Fenofibrat cling lam gidm acid uric miu & ngudi binh thudng va nguoi
ting acid uric méu do lam ting dio thai acid uric ra nuéc tiéu,

DUQCPONG HOC

Hip thu: Néng 4 t6i da trong “ttuong (C,.,) dat duge trong véng

A _ & aideean bh: u.‘.nn ‘."1_‘. AR S AR R
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ting acid uric méu do lam ting do thi acid uric ra nuée tiéu,

UQCPONG HQC

Hiip thu: Néng d§ t6i da trong l:[ll)'é_t twong (C,,) dat duge trong vong
4 -5 gitrsau khi udng. Nong 4§ thudc trong huyét trong én dinh trong
subt qué trinh diéu trj. Sy hép thu fenofibrat ting 1én khi diing chung
vi thire #n. Y

Phin bb: Acid fenofibric lién két manh véi albumin huyét tzong (hon
99%).

Chuyén héa: Sau khi udng, fenofibrat nhanh chéng b thity phin bai
céc esterase thanh acid fenofibric, 14 chét chuyén héa cé hoat tinh.
Khéng tim thiy dang fenofibrat chira bién :&m trong huyét tuong.
Fenofibrat khong phai 14 co chéit cia CYP 3A4 va khong lién quan d
céc chuyén héa qua microsom &gan.

Thai trir: Thube duge thai tnr chi yéu qua nude tiéu. Thye té thude
duge ddo thai trong vong 6 ngdy. Fenofibrat duge dio thai chi yéu
dudi dang acid fenofibric va dang lién hgp glucuronid. & bénh nhén
cao tudi, dj thanh thai huyét twong toan phin biéu kién cua acid
fenofibric khong thay déi. Céc nghién ciru dgng hoc khi diéu trj liéu
don va diéu trj lién tyc chimg minh thudc khéng tich Ity trong co thé.
Acid fenofibric khéng bj logi bo qua qué trinh thim phin méu. Thoi
gian bén thii ciia acid fenofibric trong huyét twong khong 20 gid.

QUY CACHPONG GOI
- Hop 03 vix 10 vién nang cimg. Vi bim Al- PVC trong.

Hop 05 vi x 10 vién nang cimg. Vi bdm A1~ PVC trong.
Hop 10 vix 10 vién nang cimg. Vi bim Al - PVC trong.

BAO QUAN

Noi kho, dudi 30°C. Trinh &nh séng.

HANDUNG

36 thang (ké tir ngay san xudt).

TIEU CHUAN CHATLUQNG

USP40.

Co s@ san xut

CONG TY TNHH HASAN - DERMAPHARM
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