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FENOTOR 67

(Vién nang gelatin cirng Fenofibrate 67mg)
Cic diu higu leu § vi khuyén cdo khi ding thude
Dé xa tam tay ré em
Doc kj hudng dan sie dung trieée khi dimg
Thude nay chi dimg theo don thuéc
THANH PHAN CONG THUC THUOC:
M3i vién nang gelatin cirng chita:
+ Hoat chét; Fenofibrate (micronized) U.S.P.....67 mg

+ T'd dwoc: Lactose Monohydrate, Crospovidone, Pregelatinized Starch, Sodium lauryl sulphate, Colloidal
silicon dioxide, Magnesium Stearate, Sodium stearyl fumarate, vé nang HGC ¢ 4, nip va than nang mau
héng duc 1440/67.

DANG BAO CHE

Vién nang gelatin cing

MBb ta: Vién nang gelatin cimg, ¢& 4, nip va than nang mau héng duc, in s6 “1440” trén nip va s& “67” trén
thén nang bang muc mau den, bén trong c¢6 chira cac hat bdt mau trang den tring nga.

CHI PINH

Thudc duge chi dinh uéng nhr mét phuong phép hd tro cho ché do n kiéng va cac phuong phap diéu tri
khéng dung thube khac (vi du: tip thé duc, gidm cén) trong nhiing trudng hop sau;

- Diéu tri ting triglycerid méau nghiém trong c6 hoic khong kém theo cholesterol HDL thap.

- Tang lipid mau hén hop khi chong chi dinh hodc khéng dung nap statin.

- Phéi hop véi statin trong truomg hop ting lipid mau hén hop & bénh nhan ¢6 nguy co tim mach cao khi
triglycerid va HDL cholesterol khéng duoc kiém soat & mire phit hop.

CACH DUNG, LIEU DUNG

Céc bién phép 3n kiéng duge thuc hién trude khi diéu tri nén tiép tuc duy tri. Dép tng v6i didu tri nén duoe
theo ddi bang cach xdc dinh ndng d6 lipid trong huyét thanh.

Néu khong dat duge dép tmg dy do sau vai thang (vi du 3 thang), nén xem xét cac bién phap diéu tri bd
sung hoic thay thé phurong phap diéu trj khac.

Liéu diung:

Ngréi lom:

Liéu khuyén céo 13 200mg mbi ngay dudi dang 3 vién nang Fenofibrate 67mg/ngay.

Liéu c6 thé duge didu chinh 1&n dén 267mg m&i ngay, bing cach udng 4 vién nang Fenofibrate 67mg, néu
cin. Khéng khuyén cdo ubng lidu tdi da nay khi phéi hop didu trj cing véi statin.

Nhém doi twong dic biét

Nguoi cao tuéi (> 65 méi): Khong chn didu chinh Lidu. Udng theo liéu théng thuong duge khuyén céo,
ngoai tnir truong hop chire ndng thdn bi giam voi mirc loc cau than wée tinh < 60 mL/phut/1,73

Suy thén:

Fenofibrate khéng duge st dung néu bénh nhén bi suy than nang khi eGFR <30 mL/phit trén 1,73 m2.

Néu eGFR tir 30 dén 59 mL/phitt trén 1,73 m2, thi liéu fenofibrate khéng duge vuot qua 100 mg dang tiéu
chuén hodc 67 mg dang micronised ubng mét 1in mdi ngay.
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Néu trong qud trinh theo d&i, eGFR gidm lién tuc xudng <30 mL/phitt trén 1,73 m2, nén ngimg dung
fenofibrate.

Suy gan:

Khéng khuyén céo sir dung fenofibrate 67mg cho bénh nhin suy gan do con thiéu dif lidu.

Tré em:

Liéu khuyén co 1a mét vién nang (67mg) fenofibrate dang micronised/ngay/20kg thé trong,

Céch dung:

Vién nang nén dugc udng trong bita an.

CHONG CHI PINH

Khong dimg thudc trong nhitng mirong hop sau day:

- Suy gan (bao gém xo gan r mat va bt thuwong vé chirc néng gan dai ding khéng ré nguyén nhan),

- Bénh thi mat,

- Suy thén nang (mic loc céu thén ude tinh <30 mL/phtt/1,73 m2),

- Viém tuy cdp tinh hoic man tinh ngoai trir trudng hop viém tuy cép do ting triglycerid méu nang,

- Tién str di g voi anh sang hodc nhiém ddc voi 4nh sang khi diéu tri v&i céc fibrate hodc ketoprofen

- Mén cam véi bét ki thanh phan nao cta thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tang lipid mau thir phat:

Nguyén nhén cta tang lipid mau thir phat nhu 13 bi bénh tiéu dwdng type 2 khong kiém soét duge, suy giap,
hdi chirng than hw, rdi loan protein mau, bénh ly gan tic nghén, dang dimg durge 1y tri lidu, nghién ruou,
céc tinh trang ndy nén can nhic didu tri triét dé trudc khi didu tri véi fenofibrate.

Tang cholesterol mau thir phat cé thé lién quan dén didu tri dwoc Iy bang thude loi tidu, thue chen B,
oestrogen, progestogen, thudc tranh thai dang phéi hop, thube trc ché mién dich va thube irc ché protease.
V6i nhitng trudmg hop ndy thi nén xac dinh 15 rang ring nguyén nhan lam ting lipid mau 13 nguyén phat
hay thir phat (cac thubc dang didu tri nay o6 thé gdy ra ting lipid mau).

Chitc nang gan:

Ciing nhu céc thuée giam lipid khac, ting ndng dd transaminase da ghi nhan duoc trén mot sé bénh nhan.
Trong da sb trudmg hop, sy ting ndy Ia thodng qua, nho va khéng cd triéu chimg. Khuyén céo theo di ndng
dg transaminase dinh ky mdi 3 thdng trong 12 thang diéu tri d4u tién va dinh k¥ san d6. Cén thén trong véi
cac bénh nhén c6 ting nong d6 transaminase tién trién va nén ngirng didu tri néu ndng d6 AST {(SGOT)va
ALT (SGPT) tiing Ién hon 3 lan gi¢i han trén cita mizc binh thuong. Khi céc triéu chimg cho thdy 06 xay ra
viém gan (vi du nhu vang da, ngra), va chin doan ndy duge x4c nhin boi xét nghiém, thi nén ngirg diing
fenofibrate.

Tuy:

Viém tuy da dugc ghi nhan & cac bénh nhin ding fenofibrate (xem myc Chéng chi dinh va Tac dung khong
mong mudn). Piéu nay cho thdy thét bai trong diéu trj & nhitng bénh nhan tang triglyceride mau nghiém
trong, ddy 1a anh hudng truc tiép cia thuée hoic 1a hién tugng thir cAp do s6i dudng mit hoiic bin gay tic
nghén ong mat chi gy ra.

Co:
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Déc tinh co, bao gdm céc tridmg hop tiéu co van hiém gap, c6 hodic khong kém voi suy than, da dugc bio
céo khi ding céc fenofibrate va cac thudc lam giam lipid khac. TY 1é mic cac r6i loan nay ting lén trong
cac trudng hgp albumin mau thip va d3 co6 tién sir suy than.

Bénh nhén c6 cac yéu t§ tiém &n ciia bénh co vahoic tiéu co van bao gbm: trén 70 tubi, tién sir c4 nhan
hoiic gia dinh c6 rdi loan di truyén v& co, suy thén, suy giap va nghién rugu, nhimg didu nay c6 thé ting
nguy co tién trién tiéu co van. PSi véi nhimg bénh nhén nay, nén can nhic cin trong giiia loi ich va nguy
co khi ding fenofibrate.

Nén nghi ngd ¢6 ddc tinh co & cac bénh nhin c6 dau ¢o lan toa, viém co, co citng co va yéu co va/hoic
ting CPK dang ké (ndng d6 vuot qua 5 lan mic binh thuémg). Trong trudng hop nay nén ngung diéu tri
véi fenofibrate.

Nguy co ddc tinh co c6 thé ting 1én ndu phdi hop véi fibrate khac hodic mot thude e ché HMG-CoA
reductase, diic biét 1a cac treéng hop da timg bi bénh vé co. Do do, ké don phéi hop fenofibrate voi thude
tic ché HMG-CoA reductase hojc mét fibrate khac chi nén dugc ap dung vdi céc bénh nhén bj rdi loan lipid
méu hén hop ning va cé nguy co tim mach cao ma chua ¢4 tién sit bénh vé co va cin theo di chit ché tidm
néng ddc tinh co.

Chirc niing thin:

Chéng chi dinh ding vién nang Fenofibrate 67 mg cho ngudi suy than nang. Can than trong khi ding vién
nang Fenofibrate 67 mg cho bénh nhan suy thin nhe dén trung binh. Nén didu chinh lidu & nhilng bénh
nhan c6 toe dd loc chu than wde tinh tir 30 dén 59 mL/phat/1,73 m2.

Ting creatinin huyét thanh c6 hdi phuc da duge bao cdo & nhitng bénh nhan don tri liéu véi fenofibrate
hoic diéu trj ddng théi véi statin. Sy tiing creatinin huyét thanh thuong én dinh theo thdi gian ma khéng ¢6
bing chitng v& viéc tiép tuc ting creatinin huyét thanh khi didu tri 1du dai va c6 xu huéng trd lai mire ban
dau sau khi ngimg didu tri.

Trong cac thir nghiém 1am sang, 10% bénh nhan c6 mic ting creatinin so v&i ban diu 16n hon 30 umol/L
khi diing ddng thdi fenofibrate va simvastatin so voi 4,4% khi don tri liéu bang statin. Trong d6 0,3% bénh
nhén khi diéu tri phéi hop thudc c6 ting creatinine lién quan vé mit 1dm sang khi gia trj > 200 pmol/L.
Nén ngimg diéu trj khi mire creatinin ting trén 50% so v&i gidi han trén cia mitc binh thudmg. Khuyén co
nén do creatinine trong 3 thang dau tién sau khi bt d4u didu tri va sau d6 nén kiém tra dinh ky.

Tré em:

Chi c6 bénh di truyén (ting lipid méau c6 tinh chét gia dinh) méi c6 thé didu tri sém va ban chit chinh x4c
ciia chimng ting lipid mau phai dwoe x4c dinh bang cde cude didu tra di truyén va kiém tra trong phong thi
nghiém. Nén bit dau didu trj bang ché d &n kiéng c6 kidm soat trong théri gian it nhét 3 thang. Viée tién
hanh diéu tri bing thuéc chi nén duoc xem xét sau khi ¢6 15 khuyén ciia bac sT chuyén khoa va chi diéu trj
trong c4c truémg hop ning véi cdc dau hidu lam sang cla xo vita déng mach va/hodc U vang (xanthoma)
va‘hogc trong truong hop bénh nhin bi bénh tim mach do xo vita ddng mach trwdc 40 tudi.

Ta duge:

Do thudc ¢6 chita lactose, cac bénh nhan cé vén d& vé di truyén hiém gap khéng dung nap galactose, thiéu
hut Lapp lactase hogc kém hip thu glucose-galactose khong nén ding thudc nay.

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

Mang thai:

Chua ¢6 dit liéu dAy a0 vé viée sir dung fenofibrate & phu nit mang thai. Cédc nghién ctru trén &6ng vt da
khéng cho thdy bit ky téc dung gy quéi thai ndo. Véi lidu doc cho ba me thi cho thdy anh hudng 1én phoi
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thai. Chua biét dén nguy co tiém 4n déi véi con ngudi. Vi vy, chi ding Fenofibrate 67mg trong théi ky
mang thai sau khi danh gii can trong gifta loi ich va nguy co.

Cho con bi:

Chua c6 dit 1iéu cho thiy lidu fenofibrate va/hodic cac chét chuyén hda cia né cb bai tiét qua sita me hay
khéng. Rui ro d6i voi tré bl me chua dugc loai trir.

Vivdy, khong nén dung fenofibrate khi dang cho con bi.

Kha ning sinh sin:

Céc 4nh huwdng thuin nghich dén kha nang sinh san dd dwge quan sat thiy & dong vat. Khéng co dit ligu
14m sang vé anh huéng dén kha néng sinh san khi sir dung vién nang Fenofibrate 67mg.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Fenofibrate khong anh hudng hoac cé anh huéng khong dang ké 1én kha ning l4i xe va didu khién may
moc.

TUONG TAC, TUONG KY CUA THUOC

Thudc udng chéng dong:

Fenofibrate 1am ting tic dung cha thudc ubng chéng déng va c6 thé lam ting nguy co chay mau. Khuyén
cao giam liéu cila thudc udng chéng déng khoang mdt phan ba khi bat ddu didu trj va sau do néu cdn thi
diéu chinh lidu theo INR (ti & chudn quéc té).

Cyclosporin:

Di ghi nhn drge mét vai trudng hop suy giam chire ndng than thuéin nghich nghiém trong khi ding déng
thdi fenofibrate va cyclosporine. Chirc ning thdn & nhitng bénh nhan niy cin dwgc gidm sat chit ché va
ngirng diéu tri v3i fenofibrate trong cc trwdng hop ¢6 thay ddi nghiém trong chi s xét nghiém.

Cic thube tre ché HMG-CoA reductase v cic fenofibrate khdc:

Nguy co dde tinh co ting lén néu phéi hop fibrate v&i cdc thudc e chéd HMG-CoA reductase hodc véi céc
fibrate khac. Khi sir dung su phéi hgp nay nén thén trong va theo dai chit ché cac ddu hidu v& ddc tinh trén
¢o (xem muc Canh bdo va than trong dic biét khi sit dung).

Cic Glitazone:

P4 ghi nhan duge mdt sb truomg HDL-cholesterol thudn nghich khi ding dbng thdi fenofibratte va cac
glitazone. Vi viy khuyén céo theo ddi HDL-cholesterol néu ding sir két hop trén va ngimng ding néu HDL-
cholesterol qua thap.

Cac enzyme Cytochrome P450:

Céc nghién ciru in vitro sir dung c4c tiéu thé gan ngudi cho thiy ring fenofibrate va acid fenofibric khong
trc ché cac ddng phan cytochrome (CYP) P450 nhu CYP3A4, CYP2D6, CYP2E], hoic CYP1A2. O ndng
d6 diéu trj thube e ché yéu CYP2C19 va CYP2AG6, va e ché mic 86 nhe dén trung binh 1én CYP2CY.
Bénh nhan ding phdi hop fenofibrate va cic thuéc chuyén héa qua CYP2C19, CYP2A6 va dic biét la
CYP2C9 cb chi s6 didu tr hep nén duge theo ddi cén trong va néu cin thiét thi khuyén cdo giam lidu cac
thube nay.

Cic thude khdc:

Twong tw nhu céc fibrate khéc, fenofibrate 1am giam chirc nang oxy héa hén hgp & tiéu thé gan lién quan
den chuyen héa axit béo & ddng vit gam nhim va c6 thé wong tic voi cac loai thube duge chuyén héa bai
C4c enzym nay.

Twong ky ciia thude:
Do khéng cé cac nghién ciiu vé tinh trong ky cnia thude, khéng trén 1n thude nay véi cac thude khac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Céc bao cdo ADR thudng gip nhit trong qua trinh diéu trj v6i fenofibrate 1a rdi loan tiéu héa, da day hoic

rudt.

Céc tac dung khdng mong mudn sau day d4 quan sét duoc trong céc thir nghiém 1am sang cé dbi chimg

placebo (gia duge) (n=2344) cé tan sb duoc chi ra dwdi day:

Nhém co quan
h¢ thong theo
MedDRA

Khéng phé bién >
1/1.000, < 1/100

Phd bién > 1/100, <
1/10

Hiém > 1/10.000, <
1/1.000

1/10.000 bao gom

Rit hiém <

¢a cac bao cao
riéng hiét

Roi loan hé mau
va bach huyét

Gidm hemoglobin
Giam sb lugng bach
céu

A ~ X
Roi loan h¢ mién

Roi loan da va md
duéi da

cam trén da (vi
du: phat ban,
ngira, may day)

Phan tmg nhay cam
anh séng

- Il Di G =
dich 1ung
Réi loan h¢ thin ;
o - Dan da - -
kinh an dau
Nghén mach (tic
. mach phdi, huyét
Réi loan mach - i = =
y . khéi tinh mach
sdu)*
Céc tri¢u chimg co
w + th A
Réi loan da diy- |Pongvathwctheds |
N : day-rudt (dau bung, [Viém tuy* 2 =
ruot o A ol
nén, buén ndn,
tiéu chay, diy hoi)
Tén
e & Bénh s6i mét (xem
Céc roi loan gan  |transaminase (xem X P -
o ’ X . ... |muccanhbaova |Viém gan -
méit muc canh bdo va than| . _
thén trong)
trong)
Tang nhay Rung téo

r K A
Cac roi loan ve
co, md lién két va
xwrong

Réi loan co (viduw:
dau co, viém co,
cic con dau co va
yéu co)
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- Ko A
Cic roi loan vé
P A 4
ngirc va hé thong
sinh sin

R&i loan chirc ning
tinh duc

Tang mirc Téng Creatinin

. e . Téng ure mau -
homocystein mau mau

Xét nghiém

* Trong nghién ctru FIELD, mét thir nghiém ngu nhién c6 déi chimg véi gia duge trén 9.795 bénh nhén
bi dai théo dudmg type 2, cho thdy sy gia ting cé ¥ nghia théng k& céc truémg hop viém tuy & céc bénh nhén
dung fenofibrate so voi cac bénh nhan diing gia duoc (0,8% so véi 0,5%, p= 0,0031). Ciing trong nghién
ctru ndy, d4 ghi nhén sy gia ting 6 ¥ nghia théng ké vé ty 18 mic bénh nghén mach phéi (0,7% & nhém gia
duoc so voi 1,1% ¢ nhém ding fenofibrate; p= 0,022) va su gia ting khéng ¢o ¥ nghia théng ké tridu chirg
huyét khéi tinh mach séu (gia dwoc: 1,0% [48/4.900 bénh nhén) so véi fenofibrate 1,4% [67/4.895 bénh
nhéan];p=0,074).

** Trong nghién citu FIELD, mirc homocysteine trong m4u ting trung binh & nhitng bénh nhan duge didu
trj bang fenofibrate 13 6,5 pmol/L va c6 thé hdi phyc khi ngirng diéu trj bang fenofibrate. Nguy co ting céc
bién ¢b huyét khdi tinh mach c6 thé lién quan dén mitc ting homocysteine . Y nghia 1dm sang cha viéc nay
chua duge lam rd.

Ngoai céc tac dung khéng mong muén dd duge bio cao trong c4c thir nghiém 1am sang, cdc tic dung khong
mong mudn sau day da dwgc bao cdo tu phat khi sir dung Fenofibrate trong qua trinh hdu méi. Dira trén céc
dit liéu hién co, tan sb xuit hién cac tac dung khéng mong mudn nay chua xéac dinh dugc chinh xac va duoc
xép 1a “Khéng r5”.

- Cdc roi loan hé hép, ngwe va trung thit: Bénh phdi k.

- Céc roi loan co, mé lién két va cac rbi loan xwong: Tiéu co van.

- Cic rbi loan gan mat: vang da, bién chimng cia sdi mat (vi dy: viém thi mat, viém duong mét, con dau
6ng mét).

- Réi loan da va mb dwéi da: phan tmg nghiém trong & da (vi du: hdng ban da dang, héi chimg Stevens
Johnson, hoai tir thuong bi nhiém d6c)

- Réi logn chung va tinh trang co dja: Mét moi

“Thong bdo ngay cho bdc sp hode dwpce sy nhitng phan ving c6 hai gap phdi khi st dung thudc”

QUA LIEU VA CACH XU TRi

Chi ghi nhdn duoc rét it cac treomg hop qua lidu. Trong da sb treong hop khéng ghi nhan duoge cac tridu
chimg qué lidu.
Khéng c6 thube giai de diic higu. Néu nghi ngo qud liu thi nén diéu tri tri¢u chimg va tién hanh céc bién 1
phap ho tro khi céan. Fenofibrate khéng bj loai trir khi thdm tich méu.

PAC TINH DUGC LUC HQC

Nhém dwge 1j: Cdc chét lim giam lipid huyét thanh/Cholesterol va didu chinh Triglyceride/cac
Fibrate. ATC Code: C10 AB 05

Fenofibrate 1a din xuét ciia acid fibric, c6 tic dung lam thay dbi mitc lipid & ngwdi théng qua viée hoat hoa
peroxisome Proliferator Activated Receptor type a (PPARw).

Thong qua viéc hoat héa PPARa, fenofibrate 1am ting thuy phan lipid vA dao thai cdc tiéu phan giau
triglyceride khéi huyét twong nhd hoat héa lipoprotein lipase va giam san xuét apoprotein C-III. Viéc hoat
héa PPARa ciing 1am ting tdng hop apoprotein A-I va A-IL.
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C$ bing chig cho thiy diéu tri bing fibrate c6 thé lam giam céc bién cé clia bénh tim mach vanh nhung
khéng chimg minh 14 1am gidm ty 1é tir vong do moi nguyén nhan trong phong ngira bénh tim mach nguyén
phét hodc thir phat.

Kha ning kiém soat nguy co tim mach & bénh nhan d4i thao dudmg (ACCORD) dwge nghién ciru ngiu
nhién c6 d6i chimg gia dwge trén 5518 bénh nhan dai thio dudmg typ 2 dwge didu trj bing fenofibrate cing
v6i simvastatin. Liéu phap tr liéu phéi hgp fenofibrate véi simvastatin khéng cho thdy bat ky sw khéc biét
dang ké nao so véi don tri liéu simvastatin trong diéu tri nhdi mau co tim khong gy tir vong, dot quy khong
gdy tir vong va tir vong do tim mach (ty 1& nguy co [HR] 0,92; 95% C10,79-1,08; p = 0,32; giam nguy co
tuyét ddi: 0,74%). Trong phan nhém bénh nhan réi loan lipid méu dwge chi dinh trude, xac dinh nhing
bénh nhén & nhém HDL-C thép nhét (<34 mg/dl hosic 0,88 mmol/L) va nhém TG cao nhét (>204 mg/dl
hodc 2,3mmol/L) so v&i mic trung binh, liéu phap phdi hop fenofibrate va simvastatin cho thiy két qua
gidm twong dbi 31% so véi didu trj don trj lidu simvastatin (ty 1é nguy co [HR] 0,69; 95% C1 0,49-0,97; p
= 0,03; giam nguy co tuyét d6i: 4,95%). Mot phan tich phén nhém theo chi dinh khac d3 xc dinh tuong
thc 6 ¥ nghia théng ké giita didu trj theo gidi tinh (p = 0,01) cho thiy liéu phap didu tri phéi hop c6 hiéu
qua & nam gidi (p = 0,037) nhung tiém &n nguy co cao hon & phu nit so voi khi diéu trj don tri liéu bang
simvastatin (p = 0,069). Diéu nay khong quan sat thdy & phan nhém bénh nhan rdi loan lipid mau ndi trén
nhung cling khéng c6 bang chimg 15 rang v& loi ich khi diéu tri réi loan lipid m4u bang phdi hop fenofibrate
va simvastatin & phy nit va khéng thé loai trir tac dung khéng mong mudn cé thé x4y ra & phin nhoém nay.
Cac nghién ol voi fenofibrate lién tuc chi ra mizc LDI-cholesterol giam. Mirc HDL-cholesterol thiémg
xuyen tang 1én. Nong do triglycerid cling giam. Diéu nay din dén giam ty 16 giita hpoprotem ty trong thip
va rét thip so voi llpoprotem ty trong cao, didu nay cé tuong quan véi viée giam nguy co méc bénh xo vita
trong cic nghién ciru dich & hoc. Mitc apolipoprotein-A va apolipoprotein-B dugc thay d6i song song vai
mirc HDL va LDL va VLDL tuwong (mg.

Su Iing dong cholesterol ngoai mach (U vang (xanthoma) dang gin va dang cuc) cé thé giam ro rét hoic
loai bo hoan toan trong khi didu trj béng fenofibrate. Néng db axit uric trong huyét tirong ting khoang 20%
¢ bénh nhén ting lipid mau, dic biét & nhimg ngudi cd kiéu hinh foai TV.

Nhitng bénh nhén ¢6 miic fibrinogen ting dwgc didu tri bing fenofibrate ciing ¢6 tin hidu giam théng s
nay, cfing nhur nhitng bénh nhéin bj ting mirc Lp (a). Cac ddu hiéu viém khéc nhu Protein phéan tng C bi
giam khi diéu tri bing fenofibrate.

Anh huéng tang acid uric ctia fenofibrate dan dén giam néng d6 acid uric khoang 25% s& giup ich & nhiing
bénh nhén rbi loan lipid méu cé ting acid uric mau.

Fenofibrate da dugc chimg minh 12 ¢6 tic dung chéng két tap tiéu cdu & dong vat va trong mot nghién ciru
1am sang da chi ra co ché giam két tap tiéu chu do ADP, axit arachidonic va epinephrine.

Dit ligu ding Fenofibrate trén tré em cdn han ché. Tac dung ctia fenofibrate trén tré em bj rdi loan lipid
méu d duge nghién ciu trong hai thir nghiém 14m sang nhé va trong mdt nghién citu mé gidm sét dai han .
Vi 76 tré ting cholesterol méu tir 3 dén 18 twdi duoc ding fenofibrate tir 1 dén 11 nam. Tuy nhién, do han ;n Lc
ché vé dit lidu va thibu sot vé phuong phap, khong thé duwa ra két luan chinh xé4c vé viée sit dung fenofibrate F/”/N
& tré em bj 16i loan lipid mau.

Cac tac dung khéng mong mudn xay ra & tré em tu’(mg ty nhu & ngudi 16m da dugc béo cdo, bao gdm: giam \L\
bach cau, cac thong sé kiém tra chitc ning gan bt thudong, tiéu co van, suy thin, viém gan, vang da, viém Nt
co va tiéu co vén.

PAC TINH DUGC BONG HQOC
Hiip thu:



https://trungtamthuoc.com/

Nong do téi da trong huyét trong (Cmax) dat duoc trong vong 4 dén 5 gi&r sau khi udng, Nong do trong
huyét tuong 6n dinh trong suét qua trinh diéu tri lién tuc & moi ca thé. Fenofibrate tang hép thu khi uéng
trong bira in.
Phén bé:
Acid Fenofibric gdn manh véi albumin huyét twong (trén 99%).
Chuyén héa va thai trir:
Sau khi udng, fenofibrate nhanh chéng b thity phan boi cac esterase thanh cht chuyén hoa hoat déng 14
acid fenofibric.
Khéng phat hién duoc fenofibrate nguyén dang trong huyét tuong. Fenofibrate khong phai la chit nén ciia
CYP3A4. Khéng bj chuyén héa & microsome gan.
Thudc duge thai trir chi yéu qua nudc tiéu. Thyc &, tét ca cic thubc s& durge thai trir hoan toan trong vong
6 ngay. Fenofibrate duoc thai trir chi yéu & dang acid fenofibric va glucurono-conjugate. V&i cdc bénh
nhén cao tudi, 9 thanh thai huyét twong véi acid fenofibric khong ddi. Cac nghién ciru dugce déng hoc sau
khi uéng liéu don hodc diéu tri dai ngay da cho thdy thudc khéng tich liy.
Acid fenofibric khéng bi loai trir khi thim tich méu.
Thei gian ban thai trong huyét twong ciia acid fenofibric 1a khodng 20 gid.
QUY CACH PONG GOI
Hép 1 vi x 10 vién nang
Hép 3 vix 10 vién nang
Hép 10 vix 10 vién nang
PIEU KIEN BAO QUAN: Bio quan dusi 30°C, tranh am.
HAN DUNG: 2 nam ké tir ngay sin xuét.
S6 16 san xuat (Batch No.), ngay san xuét (Mfg.date), han ding (Exp.date): Xin xem trén nhén vi va hjp.
TIEU CHUAN CHAT LUQNG: USP
Tén, dia chi ciia co s&r san xudt thube:
torrent
PHARMA
TORRENT PHARMACEUTICALS LIMITED,
Plot No. Z/104 to 106, Dahej Sez Part-II, Tal. - Vagra, Dist.- Bharuch — 392 130, An P3.
Ngay xem lai t& hudng dan sit dung: 18/11/2024

e

PoA T N
P AAC B
e CEL’A
7 AN
i, N
.':h L?;. ?.i‘l\‘
e )
) '; P ‘\‘; o,
e o é,::;\“:-..
Pl r‘é-‘:'\
e 2\
" 1 Rt
23



