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THANH PHAN: Mdi vién nang cimg chira:
Thanh phan dwoc chat:
Fenofibrat.. ...50,0 mg.

Thanh phan ta duo'c Lactose monohydrat sucrose, natn lauryl sulfat crospovndon magnes1 stearat nang cung s6 3 (tring-
tréng).

DANG BAO CHE:
Vién nang ctmg. Vién nang ctmg s6 3, ndp mau tring, than mau tring, bén trong chira cém thudc mau tring dén tring nga.

CHIi PINH PIEU TRI:
- Tang cholesterol mau nguyén phat hodc rdi loan lipid mau hdn hop: Flezinox 50 duge chi dinh nhu mét bién phap bb trg
cho ché do #n kiéng ¢ nhimg bénh nhan c6 cac chi s6 cholesterol lipoprotein ty trong thdp (LDL-C), cholesterol toan

phén, triglycerid va apolopoprotein B (ApoB) ting cao; bénh nhan ting cholesterol mau nguyén phat hodc rbi loan lipid
mau hdn hop bi ting cholesterol lipoprotein ty trong cao (HDL-C).

' - Tang triglycerid méu n3ng: Flezinox 50 ciing dugc chi dinh nhu mét bién phép b trg cho ché d6 an kiéng & ngudi 16n bi

tang triglycerid mau nang. Cai thién kiém soéat duong huyét & nhing bénh nhan déi thio dudng c6 biéu hién vi thé nhii
trap huyét khi d6i thuong khong can dung thudc can thiép.
Ché do an kiéng thich hop van phai duy tri.

LIEU LUQONG VA CACH DUNG:

Cach dung

Dung thudc trong bira an dé t&i wu héa sy hap thu cua thude.

Bénh nhéan nén duy tri mot che d6 an kiéng phu hop trudce va trong khi dung fenofibrat.

biéu tri ban dau cho chung rdi loan lipid mau 1a ligu phap an kiéng ddc hi¢u. Thira can va uong qua nhiéu ruQu c6 thé 1a
nhing yeu t6 quan trong gay tang triglycerid mau va can dugc giai quyet trudce khi bat dau diéu tri bing thudc. Téap thé duc
c6 thé 1a mot bién phéap hd trg quan trong. Nén xac dinh va diéu tri cac bénh gop phén gdy tang lipid méau nhu suy giap hoac
dai thao duong. Liéu phap estrogen, thudc lgi tiéu thiazid va thudc chen beta c6 thé lién quan chgt ché dén viéc tang
triglycerid mau, déc bi¢t & nhimg bénh nhan téng triglycerid c6 tinh gia dinh. Trong nhimg trudng hop nay, ngimg sir dung
nhig tac nhén gy bénh cu thé c6 thé lam giam nhu céu diéu tri bang thudc dbi véi chimg ting triglycerid mau.

Dinh ky xac dinh ndng do lipid mau dé thiét 1ap lidu dung thap nhét c6 hiéu qua. Nén ngimg diéu tri néu bénh ‘nhén khong

dap img day du sau hai thang diéu tri véi liéu khuyén céo ti da 150 mg/ngdy. Can nhic giam lidu fenofibrat néu mirc lipid
glam xudng dang ké dugi mic myc tiéu.

Liéu ding:

- Tang cholesterol mau nguyén phat hodc rbi loan lipid méu hdn hgp: 150 mg fenofibrat x 1 lan/ngay.

- Tang triglycerid méu n@ng: Dung liéu khoi déu tir 50 dén 150 mg fenofibrat/ngay. Liéu dung thay déi tuy theo dap mg
cua timg bénh nhan va nén didu chinh liéu sau khi xac dinh ndng d9 lipid trong khoang thdi gian tir 4 dén 8 tuén.

- Liéu tdi da 12 150 mg fenofibrat/ngay.

- Bénh nhdn suy thdn: Bénh nhan suy than tir nhe dén trung binh, ding lidu khoi dau 50 mg/ngay, chi tang liéu sau khi da

danh gia tac dong 1én than va tac dung cua lidu ding véi ndng do lipid. Khong nén dung thudc cho bénh nhén suy thén
nang.

- Nguoi gia: Dung lidu giéng nhu lidu chi dinh cho bénh nhan suy than.

CHONG CHI PINH:
- Qua man véi fenofibrat, acid fenofibric hodc bt ky thanh phan nao cia ché pham.
- Bénh nhan suy than ning bao gdm bénh nhén dang dugc thdm tach mau.

- Bénh nhan bi bénh gan hoat dong bao gdm X0 gan mdt nguyén phat va cac bat thudng chirc ning gan dai ding khong
giai thich dugc.

- Bénh nhén c6 bénh tdi mat trudc do.

- Phu nir cho con bu.
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CANH BAO VA THAN TRONG KHI SU DUNG:

Ty l¢ mdc bénh va ty Ié tir vong do bénh tim mach vanh: Anh huong cua fenofi brat dén ty 1& méc bénh va ty 1é tir vong do
tim mach hodc khong do tim mach chua duqc xac dinh. Tuy nhién vi fenofibrat vé mit hoa hoc, duoc ly va 1am sang déu
gibng cac din xudt acid fibric khac, mét sb tac dung khong mong mudn cua clofibrat (hi¢n khong con ban trén thi
trudng) va cua gemfibrozil, thi du tang ty 1€ soi mat, viém tai mét can phai md, bién chimg sau cét bo tii mat, ung thu,
viém tuy, cét bo rudt thira, bénh tii mét va tang tir vong toan bj c6 thé ciing xay ra véi fenofibrat. Nhu véy, cac diéu than
trong lién quan dén liéu phap fibrat can dugc theo ddi.

Bénh co xwong: Viém co, bénh co va/hodc tiéu co van da duge thong bao ¢ ngudi bénh dung fenofibrat hodc cac dan
chét acid fibric khac. Nguy co tang nhiém doc co nghiém trong & ngudi gia va bénh nhan tiéu dudng, suy than hoic suy
giap. Bénh co nén dugc xem xét & bénh nhan c6 bénh co lan toa, dau hodc yéu co va/hojc ting creatin kinase. Tiéu co
van va cac bién chimg khac cling da dugc thong bao ¢ ngudi bénh dung fenofibrat ciing v6i mét sb thudc ha lipid mau
khéac, nhu céc statin (cac chét (rc ché HMG-CoA Reductase). Cac bcnh nhan ding fenoﬁbrat phai dugc huomg dan bao
c4o ngay khi thdy dau co khong rd nguyén nhan, hogc nhay cam dau, yéu, dic biét néu kém khé & hoic sbt. Phai theo di
dinh ky enzym creatin kinase (CK hodc CPK) ¢ nhiing ngudi bénh c6 nhiing tac dung phu dé. Phai ngung diéu tri
fenofibrat, néu CPK huyét thanh tang cao rd rét hoic ngh1 ngd hodic chin doén 1a viém co hodc bénh co.

Chirc nang gan: Liéu fenofibrat 100 mg dén 150 mg mdi ngay ¢ lién quan dén sy ting transaminase huyét thanh [AST
(SGOT) hodc ALT (SGPT)]. Tang aminotransferase huyét thanh (AST, ALT) vuot qua 3 ldn mirc binh thudng duge
thong bao ¢ khoang 5,3% ngudi bénh dung fenofibrat. Ty I¢ tang transaminase khi diéu tri bing fenofibrat c6 thé lién
quan dén liéu lugng. Viém gan hoat dong man tinh va viém gan & mat Xay ra som sau vai tudn hogic xay ra mudn sau vai
nam ké tir khi bat ddu dung fenofibrat; xo gan két hop véi viém gan hoat dong man tinh cling dugc théng bao & mot so
hlem truong hop. Phai theo doi chirc nédng gan dinh ky (3 thang mot 1an) trong 12 thang dau diéu tri. Ngung diéu tri néu
nong d6 aminotransferase huyet thanh (AST, ALT) vuot qué 3 1an mirc binh thudng.

Néng d¢ cretinin mdu: Nong do creatinin mau dd dugc béo cdo tang & bénh nhén dung fenofibrat, va trg vé muc binh
thuong sau khi ngung thudc. Y nghia 14m sang cia nhitng quan st nay chua dugc biét. Theo ddi chic nang thén & bénh
nhén dung fenofibrat, bénh nhéan dang dung fenofibrat c6 nguy co suy than nhu ngudi cao tudi va dai thao dudng.

Soi mdt: Fenofibrat, cling nhu cac dan chét acid fibric khac (nhu gemfibrozil) c6 thé lam tang bai xuét cholesterol vao
mat, dan den bénh s6i mat. Néu kiém tra tai mét thiy c6 soi thi phai ngimg fenofibrat.

Thude chong déng mdu coumarin: Than trong khi dung fenofibrat cung véi thudc chéng déng méau coumarin. Fenofibrat
o thé 1am ting tac dung chong dong méau cla céc thubc nay din dén kéo dai thoi gian prothrombin/ty 1& chuan héa quoc
té (PT/INR). Theo d&i thudong xuyén PT/INR va diéu chinh liéu thudc chéng dong mau cho dén khi PT/INR 6n dinh dé
ngin ngira bién chimg chay mau.

Viém tyy: Viém tuy da dugc béo céo & ngudi bénh diéu tri bing fenofibrat hodc cac dan chét acid fibric khac.

Thay doz huyét hoc: Giam nhe va vira hemoglobin, hematocrit va bach cau da gip & ngudi bénh dung fenofibrat. Nhimg
thong 50 nay thuong tro vé binh thuong trong qua trinh diéu tri dai han. Da gip mot s hiém truong hop giam tleu cau va
mét bach cau hat trong cac dot kiém tra sau khi thuéc d duoc bén ra thi truong. Can phai dinh ky dém huyét cau trong
12 thang dau dleu tri fenofibrat.

Phan teng qud mén: Mot s6 hiém truong hop ban da nang phai nhap vién va dung li¢u phap corticosteroid, bao gdm hoi
chimg Stevens - Johnson va hoai tir biéu bi nhiém ddc da dugc théng bao khi ding fenofibrat. May day va ban da ciing
dugc thong bao & khoang 1% ngudi bénh dung li¢u phap fenofibrat.

Bénh huyét khéi tdc mach: Trong thir nghiém FIELD, thuyén tic phdi PE va huyét khéi tinh mach su (DVT) & nhém
diéu trj fenofibrat xay ra & ty 1 cao hon so véi nhém diéu trj bing gia dugc.

Tré em: Tinh an toan va hiéu qua cua fenofibrat chua duge xac dinh ¢ tré em dudi 18 tudi.

Canh bdo vé thanh phan cé trong thude: Thanh phén thudc c6 chira lactose. Bénh nhan bi bénh di truyén hiém gip vé bat
dung nap galactose, thiéu hut Lapp lactase, kém hép thu glucose-galactose khong nén sir dung thubc nay.

TRUONG HQP CO THAI VA CHO CON BU:

Phu nit c6 thai

Khéng nén dung trong thoi ky mang thai. Khi bénh nhan ngAu nhién phat hién c6 thai trong khi dang ding thuéc, nén ngung
thudc va bao cho bac si diéu tri.

Nghién ctru trén dong vat khong thdy tac dung gdy quai thai. Tuy nhién, da quan sat dugc déu hiéu doc cho bao thai & muc

liéu doc cho con vét me. Mic du vay, nguy co tiém tang & ngudi con chua r3. Vi vay, chi nén dung fenofibrat trong thai ky
khi da danh gia k¥ ludng vé loi ich/nguy co.

Phu nir cho con bt

Khong cé dir ligu. Tuy nhién, vi an toan khong nén dung fenofibrat cho ngudi cho con ba.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Fenofibrat khong c6 hodc cé anh hudng khong dang ké dén kha nang lai xe va van hanh may méc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
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- Céac thudc trc ché HMG-CoA reductase (statin) (vi du pravastatin, simvastatin, fluvastatin..): S& lam tang nguy co tén
thuong co (nhu tang creatin kinase, myoglobin nigu, tiéu co van).

Thubc e ché mién dich: Cac tac nhan (e ché mién dich nhu cyclosporin va tacrolimus c6 thé lam suy giam chirc nang

than. Con dudng dao thai chinh cta cac thuéc nhém fibrat ké ca fenofibrat 12 than. Do dé khi ding dong thoi cac thube

tc ché mién dich cung fenofibat lam tang nguy co ddc tinh than. Dung lidu fenofibrat thap nhét c6 hiéu qua va theo dai
chire ning than khi dung phoi hgp véi cac thude ue ché mién dich.

- Cac ’thuéc chéng dong ubng: Lam ting tic dung chéng dong va nguy co chay méau (do tuong tic déy nhau ra khoi protein
huyét tuong). Piéu chinh lidu cia thube chdng dong ubng trong thoi gian diéu tri fenofibrat va 8 ngay sau khi ngimg
fenofibrat.

- Nhuya lién két acid mat: Do nhya lién két acid mat c6 thé lién két vai cac loai thudc khac khi dung déng thoi. Bénh nhén
nén dung fenofibrat it nhét 1 gid truéc hodc 4 — 6 gid sau khi dung nhya lién két acid mat.

TAC DUNG KHONG MONG MUON:

- Tiéu hoa: Pau bung (4,6%), tdo bén (2,1%), budn nén (2,3%).

- Gan: Bét thudng xét nghiém chic ning gan (7,5%), ting ALT (3,0%), tang AST (3,4%).
- Hé than kinh trung vong: Dau dau (3,2%).

- Co xuong: Pau lung (3,4%), tang CPK (3%).

- Hé hip: Bénh hd hap (6,2%), viém mili (2,3%).

Huwéng din cdc xie tri ADR

Tam nging dung thudc.

THONG BAO NGAY CHO BAC SI HO4AC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG
THUOC

QUA LIEU VA CACH XU TRi:

- Chua cé bao c4o nao lién quan dén hién tugng qua liéu. Khdng cé thudc giai doc dic higu.

- Néu nghi ngd qua lidu thi nén didu tri triéu chig va tién hanh cac bién phap hd tro khi can. Fenofibrat khong bi loai trir
khi tham tach loc mau.

PAC TINH DUQC LUC HQC:

Nhém duge 1y: Thube ha lipid mau (nhom fibrat).

Mi ATC: C10AB0S

Fenofibrat, mot dan chét cua acid fibric, 12 thudc ha lipid mau. Thudc c6 thé 1am giam ndng do cholesterol trong mau tir 20
dén 25%, va triglycerid tir 40 dén 50%. C6 su giam cholesterol cua cac lipoprotein ty trong thap va rat thip (LDL, VLDL) la
nhitng thanh phan gdy xo vira mach va ting cholesterol cua lipoprotein ty trong cao (HDL). Méi lién quan giita ting
cholesterol méau va vira xo dong mach da dugc xac 1ap, va ca méi lién quan giira vira xo dong mach va nguy co mach vanh.
Néng do HDL ha c6 lién quan dén nguy co mach vanh cao. Nong d triglycerid cao ciing c¢6 lién quan dén tang nguy co tim
mach. Mic du cac fibrat cé thé 1am giam nguy co cic su ¢b bénh mach vanh & ngudi c6 HDL-cholesterol thép, hoac

’

triglycerid cao, nhung nén dung cac statin (cac chat uc ché HMG-CoA reductase) trudc tién. Cac fibrat chi la thudc diéu tri
hang dau ddi véi nhimg ngudi bénh c6 nong d9 triglycerid mau cao hon 10 mmol/lit hodc ngudi khong dung nap dugc statin.
Fenofibrat ciing 1am giam acid uric méu & ngudi binh thuong va ngudi tang acid uric mau do lam tang dao thai acid uric ra
nude tiéu.

PAC TINH DUQC PONG HOQC:
Hép thu: ) ) )
Fenofibrat duoc hip thu tét qua dudng tiéu hoa. Sau khi dung dudng udng ¢ nhimg nguodi tinh nguyén khoe manh, khoang

60% lidu don fenofibrat c6 nhan phong xa xuét hién trong nudc tiéu, chi yeu dudi dang acid fenofibric va chét lién hop
glucuronat cua nd, khoang 25% duoc thai trir qua phan. Nong do dinh cua acid fenofibric trong huyét tuong dat dugc khoang
5 gid sau khi udng.

, ’

Su hép thu thudc tang lén khi dung cung thirc dn. Sy hap thu fenofibrat ting 1én khoang 58% va 25% khi ché d¢ an nhiéu chét
béo va it chét béo so véi dung thude khi déi.

Trong nghién ctru sinh kha dung don liéu va da liéu véi vién nang fenofibrat 200 mg, muc do hép thu (AUC) cua acid
fenofibric, chét chuyén héa chinh cia fenofibrat, 16n hon 42% ¢ trang thai 4n dinh so véi khi dung don lidu. Ty 18 hap thu
(Cmax) cua acid fenofibric sau khi dung da lidu cao hon 73% so véi khi ding don lidu.

Phin bé

Sau khi dung nhiéu lidu fenofibrat, ndng do acid fenofibric dat dugc trang thai 4n dinh sau 5 ngay. Nong d9 acid fenofibric

dat trang thai 6n dinh cao hon mdt chut so véi khi dung thuéc mot lidu duy nhét. Ty 1¢ lién két voi protein huyét tuong 1a
99%.

Chuyén héa: ) _

Sau khi udng, fenofibrat bi esterase thuy phan nhanh tao thanh chat chuyén héa cé hoat tinh 1a acid fenofibric, néng do

fenofibrat trong méu & dang khong bi bién dbi thip hon so voi acid fenofibric & tht ca cac don liéu va da liéu.
3
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Acid fen’oﬁbric chu yéu lién hop véi acid glucuronic va sau d6 dugc bai tiét qua nudc tiéu. M6t lugng nho acid fenofibric b
khir & goc carbonyl thanh chét chuyén héa benzhydrol, chit nay s& lién hop véi acid glucoronic va sau d6 dugc bai tiét ra
ngoai qua nudc tiéu.

Dit liéu vé chuyén héa invivo va in vitro déu cho thiy fenofibrat va acid fenofibric déu khong trai qua qué trinh chuyén héa
oxy hoa dang ké.

Thai triv

Sau khi hap thu, fenofibrat chu yéu duoc bai tiét qua nudc tiéu dudi dang cac chat chuyén hoa, chu yéu 1a acid fenofibric va
acid fenofibric glucuronid. Sau khi dung fenofibrat dugc dénh dAu phong xa, khoang 60% lidu ding xuét hién trong nuéc tiéu
va 25% duge dao thai qua phan. Thoi gian béan thai cla acid fenofibrat khoang 20 gio, diéu nay cho phép dung thudc ngay
mdt lan.

Duwgc dpng hoc trén nhom bénh nhéan dic biét

Nguoi gia: Trén nguoi tinh nguyén tir 77 dén 87 tudi, do thanh thai qua duong udng cia acid fenofibric sau khi uéng lidu don
fenofibrat 1a 1,2 L/h, trong khi & ngudi trudng thanh tré tudi la 1,1 L/h. Diéu nay cho théy c6 thé dung liéu nhu liéu dung &
ngudi truong thanh cho ngudi gia ¢ chiic ndng than binh thuong ma khong lam tang tich lly thudc hodc cac chét chuyén
hoa.

Tré em: Dugc dong hoc cua fenofibrat chua dugc nghién ctu trén nhom bénh nhan nay.

Gidi tinh: Duge dong hoc khong c6 su khac biét gitra hai gi¢i nam va nir.

Chung tdc: Anh hudng cua ching toc 1én duge dong hoc cia fenofibrat chua dugc nghién clru, tuy nhién fenofibrat khong
duge chuyén héa bdi cac enzym da biét la biéu hign sy khac biét gitta cac ching toc.

Suy thdn: Duge dong hoc cua acid fenofibric da dugc kiém tra & bénh nhan suy than nhe, trung binh va nang. Bénh nhén suy
than ning (40 thanh thai creatinin CICr < 30 ml/phat) ¢6 mirc d6 phoi nhiém acid fenofibric ting gip 2,7 1an va tang tich liiy
acid fenofibric khi dung thudc kéo dai so v6i ngudi khoe manh. Bénh nhan suy than nhe (CICr 50-80 ml/phut) dén trung binh
(CICr 30-50 ml/phut) c6 mirc phoi nhidm tuong tu nhung thoi gian ban thai cua acid fenofibric tang 1én so v&i nguoi khoe
manh. Vi vdy, tranh dung fenofibrat cho bg¢nh nhéan suy than nang va cén giam liéu & bénh nhén suy than nhe dén trung binh.
Suy gan: Chua c6 nghién ciru duge dong hoc nao dugc thyuc hién trén bénh nhan suy gan.

QUI CACH PONG GOI: Hop 10 vi x 10 vién.
BAO QUAN: Nhiét d6 khong quéa 30°C.

HAN DUNG: 36 thang ké tir ngay san Xuét.
TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA

Dia chi: S6 18 duong Lé Thi Soc, Ap 2A, Xa Tén Thanh Tay, Huyén Cu Chi, TP.HCM, Viét Nam.



