https://trungtamthuoc.com/

FENOTOR 200

(Vién nang gelatin cirng Fenofibrate 200mg)
Cdc ddu higu lwu Y va khuyén cdo khi diing thuéc
Pé xa tdm tay ré em
Doc kj huedng dan sik dung trude khi dimg
Thuée ndy chi dimg theo don thuéc
THANH PHAN:
Mbi vién nang gelatin ctng chita:
+ Hoat chist: Fenofibrate (micronized) U.S.P.....200 mg

+ I'd dugc: Lactose Monohydrate, Crospovidone, Pregelatinized Starch, Sodium lauryl sulphate, Colloidal
silicon dioxide, Magnesium Stearate, Sodium stearyl fumarate, vo nang HGC ¢& 0, ndp v thdn nang mau
cam duc 1438/200.

DANG BAO CHE

Vién nang gelatin cimg

MO TA: Vién nang gelatin cimg, c& 0, nép va than nang mau cam, duc, in sé “1438” trén nip va s6 “200”
trén thdn nang bang muc mau den, bén trong cd chira céc hat bot mau trang dén trang nga.

CHI PINH PIEU TRI

Thude duge chi dinh diéu tri céc tru'(mg hop ting cholesterol va ting triglyceride mau don thuén hodc phéi
hop (rdi loan lipid mau bao gdm ca réi loan lipoprotein huyét cac dang Ila, IIb, 111, IV va V) & bénh nhan
khdng dap tmg vai ché do an kiéng va cac hién phap diéu tri khéng diing thudc khac (vi du: bién phap lam
giam thé trong hodc ting cudng hoat déng thé lic), déc bist khi co nhimg bang chiing c6 nguy co khac kém
theo nhu 1 cao huyét ap va hit thude l4.

Piéu tri téng lipoprotein mau thir phat cling 12 mdt chi dinh néu sy bat thudng lipoprotein mau dai ddng cho
dii da didu tri cin nguyén (vi dy: roi loan lipid mau trong dai thio dudng).

Ché d9 in kiéng trude khi ding thubc vin phai tiép tuc.
LIEU LUQNG VA CACH DUNG

Nén theo d&i dép timg cila didu tri bing cach xac dinh cac chi sb huyet thanh. Néu khéng dat digc dap tmg
théa dang sau vai thang diéu trj (vi du: 3 thang), nén cén nhic bd sung thém hoic diing bién phap didu tri
khac.

Liéu ding:
Ngugi lon:

Liéu khuyén c4o 12 200mg mai ngdy duéi dang mét vién nang Fenofibrate 200mg.

Nhom déi twong dic bist

Nguedi cao tudi:

Vi bénh nhén cao tudi, khéng suy thén, khuyén cédo ding lidu théng thudong cho nguedi 16m.
Suy than:
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Cén giam liéu véi céc b@nh nhan suy thén. Suy thén nhe dén trung binh, bét diu véi mét vién nang 100mg
hoic 67mg mét 1an mbi ngay. Khuyén co khdng ding Fenofibrate véi cac bénh nhan bi bénh than mén
tinh néng.

Suy gan:

Khéng khuyén cdo sir dung Fenofibrate 200mg véi bénh nhan suy gan do con thiéu dir lidu.

Tré em:

Chua xéc dinh dugc an toan va higu qua cla Fenofibrate v6i tré em va thanh thiéu nién dudi 18 tudi. Khéng
cé dif liéu hién hanh. Vi thé khéng khuyén cdo dung fenofibrate vai tré em dudi 18 tudi.

Cach dung:

Vién nang nén dugc udng trong biva an.

CHONG CHI PINH

Khéng dimg thudc trong nhiing truéng hop sau day:

- Suy gan (bao gbm xo gan  mét vi bét thudng vé chirc ning gan dai ding khéng ré nguyén nhén),

- Bénh tai mét,

- Bénh than mén tinh nghiém trong,

- Viém tyy cép tinh hogic man tinh ngoai trir truong hop viém tuy cip do ting triglycerid mau nang,

- Tién sir di tmg v&i 4nh sang hodc nhidm déc véi anh sang khi didu tri véi c4c fibrate hojic ketoprofen

- MAn cam v&i bt ki thanh phan néo ciia thubc.

KHUYEN CAO VA THAN TRONG

Thudc khéng thay thé dugc ché do an kiéng, cin ding thuc déu dan. phai thiwong xuyén kidm tra cong
thirc mau.

Téing lipid mau thér phat:

Nguyén nhin ctia ting lipid mau thir phat nhu 1a bj bénh tidu dudmg type 2 khong kiém soat duoc, suy giap,
héi chimg than hu, ro: loan protein mau, bénh Iy gan tic nghén, dang ding dugc 1y tr liéu, nghién ruou,
cée tinh trang nay nén céan nhéc didu tri triét dé trude khi diéu tri voi fenofibrate. Vi céc bénh nhan ting
lipid mau dang st dung cac oestrogen hojc cac liéu phip tranh thai ¢6 chira oestrogen thi nén dugc xac
dinh r8 rang ring liéu tang lipid mau 1 nguyén phat hay thir phat (c6 thé chi so lipid ting 13 do uéng
oestrogen).

Chifc niing gan:

Ciing nhu cac thudc giam lipid khac, ndng 8 transaminase ting da ghi nhan duoc trén mét sé bénh nhan.
Trong da sb trudmg hop, sy tang ndy la thoang qua, nhé va khdng cd tri¢u chimg. Khuyén céo theo d6i ndng
d9 transaminase dinh ky m6i 3 thang trong 12 thang dleu trj d4u tién va dinh ky sau do. Cén thén trong voi
cac bénh nhan c6 ting nong do transaminase tién trién va nén ngimg diéu tri néu ndng d6 AST (8GOT) va
ALT (SGPT) tang 1én hon 3 1in giGi han trén ciia mirc binh thuong, Khi céc triéu chimg cho thay ¢ xay ra
viém gan (vi du nhu vang da, ngita), va chin do4n nay duoc x4c nhén bai xét nghiém, thi nén ngimg ding
fenofibrate.

Tuy:

Viém tuy da duoc ghi nhén ¢ ede bénh nhén ding fenofibrate (xem myc Chdng chi dinh va T4c dung khéng
mong mudn). Piéu nay cho thay thit bai trong diéu tri & nhilmg bénh nhén tang triglyceride mau nghlem
trong, day 1a anh Iuro-ng trurc tiép ctia thude hoic Ia hién tugng thir cAp do soi dudng mat hoic bin giy thc
nghén 6ng mat chi gy ra.
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Dée tinh co, bao gdm cac trudng hop tidu co van hiém gip, cb hodc khong kém véi suy than, da dge béo
cdo khi ding céc fenofibrate va cac thudc 1am gidm lipid khac. Ty 18 méc cac rdi loan ndy ting 1én vai cac
trudmg hop albumin méu thap va d3 cé tién sir sy thin,

Bénh nhén ¢b cac yeu tb tiém an cuia bénh co vashodc tiéu covéin bao gbm: trén 70 tudi, tién sir ca nhén
hofc gia dinh c6 1di loan di truyen vé co, suy than, suy gidp v nghlen rugu, nhitng diéu nay co thé ting
nguy co tién trién tiéu co van. Doi voi nhimg bénh nhan niy, nén c4n nhéc can trong giita lgi ich va nguy
co khi dung fenofibrate.

Nén nghi ngd ¢6 doc tinh co & cdc bénh nhan ¢6 dau co lan t6a, viém co, co cimg co va yéu co va/hoac
tang CPK dang ké (ndng d6 vt qua 5 1dn muc binh thudng). Trong trudng hop nay nén ngung didu tri
vai fenofibrate.

Nguy co ddc tinh co c6 thé ting 1én néu phdi hop vdi fibrate khac hodc mét thude rc ché HMG-CoA
reductase, dic biét 14 c4c trudmg hop d3 timg bj bénh vé co. Do d6, ké don phdi hop fenofibrate voi thube
tic ché HMG-CoA reductase hoiic mét fibrate khac chi nén duge & ap dung v6i céc bénh nhan bi 16 loan lipid
mau hén hop niing va cé nguy co tim mach cao ma chwa cé tién sir bénh vé co va cin theo di chit ché tiém
nang djc tinh co.

Chirc nfing thin:

Nén ngung diéu tri vai cie trutmg hop ¢d chi 5O creatinine tang > 50% ULN (gi6i han trén cua mic binh
thudng). Khuyen céo do ndng do creatinine trong 3 thang dAu ké tir khi bt dau didu trj va dinh k¥ sau dé
(cac liéu khuyén cdo, xem muc Lidu luong va cach ding).

T4 dwoe:

Do thude c6 chira lactose, cac bénh nhan 6 vAn d& v& di truyén hiém gap khéng dung nap galactose, thiéu
hut Lapp lactase hodic kém hip thu glucose-galactose khong nén dung thude nay.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC
Thudc udng chdng dong;

Fenofibrate lam ting tac dung cia thude ubng chbng dén g vaco thé 1am tang nguy co chay mau. Khuyen
cdo giam liéu cua thudc udng chong dong khoang mot phan ba khi bit ddu diéu tri va sau d6 néu can thi
diéu chinh liéu theo INR (ti 1& chuan quéc té).

Cyclosporin:

Da ghi nhén dugc mot vai trirong hop suy giam chire ning thin thudn nghlch nghiém trong khi dung ddng
thoi fenofibrate va cyclosporine. Chite ning thin ¢ nhitng bénh nhin nay cén duoc giam sat chat ché va
ngimg diéu trj véi fenofibrate trong cac trudng hop cé thay déi nghiém trong chi sb xét nghiém,

Cic thube trc ché HMG-CoA reductase va céc fenofibrate khac:

Nguy co dde tinh co ting 1én néu phéi hop fibrate vé6i cac thube irc ché HMG-CoA reductase hodic véi cac
fibrate khac. Khi sir dung sw phdi hgp nay nén than trong va theo ddi chét ché cac dan hidu vé doc tinh vai
co trén beénh nhén (xem muc Canh bao va thén trong dic biét khi sir dung).

Cac Glitazone:

Pa ghi nhin duge mét sé truo’ng HDL-cholesterol thuéin nghjch khi dung ddng thoi fenofibratte va cac
glitazone. Vi vay khuyen céo theo doi HDL-cholesterol néu ding sy két hop trén va ngimg diing néu HDL-
cholesterol qua thép.

Cic enzyme Cytochrome P450:

Cac nghlen citu in vitro sir dung cdc tiéu thé gan ngudi cho thiy ring fenofibrate va acid fenofibric khong
ttc che cic d‘ong phéan cytnchrome (CYP) P450 nhu CYP3A4, CYP2D6, CYP2E], hodc CYP1A2. O nong
do diéu trj thude e ché yéu CYP2C19 va CYP2AG6, va uc ché mirc do nhe dén trung binh lén CYP2C9.
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Bénh nhén dung héi hop fenofibrate va cac thuéq chuyén héa qua CYP2C19, CYP2A6 va dac biét la
CYP2C9 c6 chi 56 diéu tri hep nén duoc thee ddi can trong va néu can thiét thi khuyén cao giam liéu cac
thu6c nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Mang thai:

Chura co dir ligu d:'iy dii vé viée sir dung fenofibrate & phy nit mang thai. Cac nghién ciru trén dong vat da
khéng cho thay bt ky tac dung gdy qudi thai ndo. Voi liéu dde cho ba me thi cho thay anh hudng 1én phoi
thai. Chura biét dén nguy co tiém an déi v6i con ngudi. Vi véy, chi ding Fenofibrate 200M trong thoi ky
mang thai su khi d4nh gia cn trong giita loi ich va nguy co.

Cho c¢on bu:

Chura c6 dit liéu cho thay ligu fenofibrate vi/holic cic chit chuyén hoa ciia né cé bai tiét qua sira me hay
khong. Rii ro dbi vai tré bi me chura dwoc loai trir.

Vi viy, khéng nén ding fenofibrate khi dang che con bi

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

Fenofibrate khong anh huéng hodc ¢6 anh hwéng khong dang ké 1én kha nang lai xe va diéu khién may
moe.

NHUNG TAC DUNG KHONG MONG MUON

Céc bao cdo ADR thudng gip nhét trong qué trinh didu tri v6i fenofibrate 12 r6i loan tidu hoa, da day hoidc
rudt.

Cée tac dung khing mong muf)n‘ sau ddy d& quan sat duoc trong céc thir nghiém lam sang c6 dbi chimg
placebo (gia dugc) (n=2344) cd tén s6 dwoce chi ra dudi diy:

DRA  tréncacPhd bién> 1/100, <|Khdng phd bién >Hiém > 1/10.000, </Rit hiém <
nhém hé thong co|1/10 1/1.000, < 1/100  (1/1.000 1/10.000 bao gém
thé ¢d cdcbdo cdo

riéng bigt

Réi loan he mAu Giam
va bach huyet Haemoglobin Gidam
s0 Irgng bach cau

Réi loan hé mién Di imng
dich

Réi loan hé thin Pau déu

kinh

Réi loan mach Nghén mach (tic

mach phoi, huyét
khéi  tinh mach
sau)*

Réi loan daday-|Cac triéu chimg co|Viém tuy*
rugt ning va thuc thé da
day-rudt (dau bung,
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nén, budn non,

tiéu chay, day hoi)
Cic rbi loan gan|Tang Bénh sdi mat (xem|Viém gan
miét transaminase (xem |mue¢ ¢anh bio va

muyc cidnh bao va thin trong)
thin trong)

Réi loan da va md Ting nhay|Rung téc Phin ing
dwéi da cam trén da (vijnhay cam anh sing
du: phat ban,
ngira, may day)

- Ko A A ‘
Cac roi loan vé co, R&i loan co (vi du:
mé lién két va dau co, viém co,
xwong cic incon dau co va

y€u co)

- Ka A , =
Cic roi loan vé R41 loan chire ning

X n A .
ngue vi hé thong tinh duc
sinh san
Xét nghi¢m Homocysteine  mau|Tang Creatinin méu| Tang ure mau -
tang**

* Trong nghién ciu FIELD, thir nghigm ngau nhién ¢6 dbi chimg gia dugc trén 9.795 bénh nhan bi déi
thaoduong type 2, thiy ting c6 ynghia théng ké céctruemg hop viém ty v&i cac bénh nhan diing fenofibrate
so v&i che bénh nhin ding gia dugce (0.8% so v6i 0.5%, p= 0.0031). Ciing trong nghlen ctu nay, da ghi
nhén duge s gia tang ¢6 ¥ nghia thong ké vé ty 1é méc bénh nghén mach phm {0,7% & nhom gia duge so
v6i 1.1% & nhém dung fenofibrate; p= 0.022) va ting khong dang ké huyét khdi tinh mach séu (gia dugc:
1.0% [48/4.900 bénh nhén] so vdi fenofibrate 1.4% [67/4.895 bénh nhén];p= 0.074).

** Trong nghién ciru FIELD, mirc d hornncyqteme trong mau tang trung binh ¢ nhitng bénh nhén duoc
diéu trj b-a.ncF fenofibrate 14 6,5 pmol/L vé c6 thé héi phuc khi ngirng diéu trj bang fenofibrate. Nguy co ting
cac bién co huyét khéi tinh mach c6 thé lién quan dén mitc homocysteine ting. Y nghia lam sang ciia diéu
nay la khéng rd rang.

Ngoai cac sy kién da duge bao cdo trong cic thir nghiém 1am sang, céc tic dung khéng mong mudn sau
dély dé dugc bio cdo tw phat khi sir dung Fenofibrate 200M trong qua trinh hdu mai. Chua ugc tinh duge
tén s6 chinh x4c dua trén céc dit liéu hién c6 va do d6 dwoc xép 1a “Khong rd”.

- Cic rbi loan hé hip, ngwe va trung théit: Bénh phdi ké.
- As A gEn £ 3 . ta o
- Céc réi loan co, mé lign két va cic roi loan xwong: Tiéu co véan,

- Céc rbi loan gan mat: vang da, bién chimg ctia soi mat (vi dy: viém toi mét, viém dudng mét, con dau
ong mét).

- Réi loan da va mb duéi da: phan {ng nghiém trong & da (vd: héng ban da dang, hdi chimg Stevens
Johnson, hoai tir thuong bi nhiém déc)

- Roi loan toan thin va tai vi tri diing thude: Mét moi
“Thing bdo ngay cho bdc sp hodc dupc s§ nhilng phdn g co hgi gdp phai khi si dung thudc”
QUA LIEU VA CACH XU TRi
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Chi ghi nhin dwge rit it céc truong hop qué lidu. Trong da sb trudmg hop khong ghi nhén duge cac trigu
chimg qua liéu

Khéng e6 thude gidi doc dic higu. Néu nghi ngd qua lidu thi nén didu trj tridu ching va tién hanh cac bién
phép hd tro khi can. Fenofibrate khdng bi loai trir khi thdm tich méu.

DUQC LU'C HOC

Nhém dwege ly: Cac chat lam giam lipid huyét thanh/Cholesterol va didu chinh Triglyceride/cac
Fibrate ATC Code: C10 AB 05

Fenofibrate 1a dan chit ciia acid fibric, cht dugc béo céo 14 cé tac dung 1am thay déi mirc lipid & nguéi
théng qua viéc hoat hoa peroxisome Proliferator Activated Receptor type o (PPAR).

Thong qua viée hoat héa PPARa, fenofibrate 1am ting thiyy phan lipid va ddo thai cac tiéu phén gidu
triglyceride khéi huyét mcmg nho hoat héa lipoprotein lipase va giam san xuit apoprotein C-1IL Viéc hoat
héa PPARa ciing lam ting tong hop apoprotein Al va All

Hiéu qué khai ddu néu trén ddi vai hpoprotem din dén 1am giam LDL va VLDL ¢6 chita apoprotein B va
lam ting HDL c6 chia apoprotein AT va AL

Thém vao d6, thong qua viée lam thay déi tong hep va dj héa cée hop phén ctia VL.DL, fenofibrate, lim
ting d¢ thanh thai LDL va giam LDL ty trong thap, c4c chit nay thuomg c6 ham lwong cao trong cac dang
téng sinh lipoprotein vita xo tai mach, mot dang roi loan thudng gip & cac bénh nhén 6 nguy co vé bénh
mach vanh tim.

Trong cic thir nghiém 14m sang vdi fenofibrate, cholesterol toan phan giam tir 20 dén 25%, cdc triglyceride
tir 40 dén 55% va HDL cholesterol ting tir 10 dén 30%.

Véi cac bénh nhén ting cholesterol mau, khi mirc cholesterol giam tir 20 dén 35%, hidu qua tdng thé vé& cac
gia tri cholesterol tao nén mét sw giim ty 1é cholesterol toan phin so véi HDL cholesterol, T.DL cholesterol
so v&i HDL cholesterol, hodc Apo B so v&i Apo Al tat ca nhimg didu nay 13 d4u hiéu cia nguy co xo ctn g
dong mach.

Co bang chimg cho réng didu trj v6i fenofibrate ¢6 thé lam gidm nguy co tim mach nhung chwa cho thiy
ring giam duge moi nguyén nhan tir vong nguyén phat hodc thir phat ciia bénh tim mach.

Su ling ciin cholesterol ngoai thanh mach (g4n va sinh u ving) 6 thé duge giam dang ké hojdc tham tri loai
bo hoan toan trong qua trinh didu trj v&i fenofibrate.

Cac bénh nhén bj ting fibrinogen dugc diéu tri v&i fenofibrate cho thdy giam déng ké chi sb nay, va tang
chi 6 Lp(a). Cac chat thé hién cho qué tinh viém nhu C Reactive Protein ciing giam khi didu tri véi
fenofibrate.

Anh hmmg cua uricosuric 1én fenofibrate din dén giam nong dd acid uric khoang 25% ddy la loi ich thém
viio cho cic b@nh nhan bj rdi loan lipid méu ¢6 ting uric mau. Fenofibrate da duge clurng minh la ¢o tc
dung chong két tap tiéu cau & dong vat va trong mét nghten ctru 1dm sang da cho ﬂmv vige giam két tap tidu
céu gdy ra bdi ADP, acid arachidonic va epinephrine.

Nhiing tic dung khéng mong mudn trén ngum I6n ciing duge bdo cdo trén tré em: giam bach cAu, xét
nghiém chirc ning gan bat thuong, suy than, viém gan, vang da, viém co va tiéu co van. Nhin chung, an
toan va higu qué clia fenofibrate trén tré em va tré vi thanh nién 1a chua duge thiét 1ap.

DUQC PONG HOC
Hflp thu:

Nong do tbi da trong huyét twong (Cmax) dat duoc trong vong 4 dén 5 givr sau khi udng. Nong dd trong
huyét tuong n dinh trong subt qué trinh didu trj lién tuc & moi c4 thé. Fenofibrate tang hip thu khi uéng
trong bira &n.

Phan bé:
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Acid Fenofibric gin manh v&i albumin huyét twrong (trén 99%).

Chuyén héa va thai trir:

Sau khi uéng, fenofibrate nhanh chéng b thiiy phan bdi cc esterase thanh chat chuyén hoa hoat dong 1a
acid fenofibric,

Khong phat hién duge fenofibrate nguyen dang trong huyét tuong. Fenofibrate khéng phai 1a chit nén cua
CYP3A4. Khéng bi chuyén héa & microsome gan.

Thude duoc thai trir chu yéu qua nuée tiéu. Thude duge thai trir hoan toan trong vong 6 ngay. Fenofibrate
duge thai trir chi yéu & dang acid fenofibric va glucurono-conjugate. Véi cc bénh nhan cao tudi, d6 thanh
thai huyét tuong véi acid fenofibric khéng dbi. Céc nghién citu duwoe déng hoc sau khi uéng liéu don hodc
dieu trj dai ngay da cho thdy thude khong tich Idy.

Acid fenofibric khdng bi loai trir khi thiAm tich mau.
Thoi gian ban thai trong huyét trong cia acid fenofibric la khoang 20 gid.
BAO QUAN: Bao quan duéi 30°C, tranh &m.
DANG BAO CHE VA QUY CACH PONG GOI:
Hép 1vi x 10 vién nang
Hép 3 vix 10 vién nang
Hgp 10 vi x 10 vién nang
TIEU CHUAN CHAT LUQNG: USP
HAN DUNG: 2 nim ké tir ngiy san xuét.
S 16 san xuét {Batch No.), ngay san xuét (Mfg.date), han dung (Exp.date): Xin xem trén nhan vi va hop.
San xuat bi:

orrent

PHARMA

TORRENT PHARMACEUTICALS LIMITED.
Plot No. Z/104 to 106, Dahej Sez Part-II, Tal. - Vagra, Dist.- Bharuch — 392 130, An DG.
Ngay xem lai t& huéng dan sir dung thude: 18/11/2024




