Rx_Thudc ndy chi ding theo don thude

TRIFILIP
Vién nang ciing Fenofibrate 67 mg, 134 mg

Boc ky hudng dén si dung tride kii ding

DE xa tam tay ré em

Thong béo ngay cho bdc sy hodc duge sTnhing tdc dung
khong mong mudn gap phéi khi su dung thudc

St dung thudc cd dang bao ché'va ham luong thich hop
v liéu dupe chi dinh

THANH PHAN VA HAM LUONG

M®Gi vién nang cting ¢6 chiia:

Vién nang cing Fenofibrate 67 mg:

Hoat chat:

Fenofibrate (dang micronised)............c..c..... 67 mg

T4 duge via du: natri croscarmellose, natri lauryl sulfat,
hypromellose ES, tinh bot natri glycolat (loai A), magnesi
stearat, nang rong s 4 nap xanh duong nhat than trang
duc (thanh phan: gelatin, titan dioxid, FD&C Blue 1 va
FD&C Red 3).

Vién nang cing Fenofibrate 134 mg:

Hoat chat:

Fenofibrate (dang micronised).... .. 134 mg

T4 duge via du: natri croscarmellose, natri laury! sulfat,
hypromellose EB6, tinh b6t natri glycolat (loai A), magnesi
stearat, nang réng s6 2 ndp xanh dudng nhat than trdng
duc (thanh phan: gelatin, titan dioxid, FD&C Blue 1 va
FD&C Red 3).

DANG BAO CHE

Vién nang cing Fenofibrate 67 mg: Vién nang ciing, nip

xanh dudng nhat, than trang duc, nang s6 4, nang dugc

dong kin, khong m6p méo, bén trong chifa bot mau trang.

Vién nang ciing Fenofibrate 134 mg: Vién nang cung,

nép xanh dudng nhat, than trdng duc, nang s6 2, nang

dudc dong kin, khong mép méo, bén trong chia bot mau

trang.

CHi DINH

Fenofibrate Ia thuGic hd trg cho ché do an kiéng va ligu

phép diéu tri khong ding thuGc khac (nhu tap thé duc,

giam can) trong nhing trudng hgp sau:

- Diu tri tang triglyceride mau nghiém trong c6 hodc
khong c6 ha HDL cholesterol.

- Tang lipid mau thé hdn hop khi thudc statin bj
chéng chi dinh hodc khdng dung nap dudc.

- Tang lipid mau thé hén hgp & nhiing bénh nhan co
nguy cd tim mach cao, két hgp vdi mot thudc statin

khi cac triglyceride va HDL cholesterol khong dude

kiém soat day d.

LIEU DUNG VA CACH DUNG

Liéu ding

Nauoi Ion

Liéu khuyén c4o ban ddu l1a 200 mg fenofibrate hang
ngay, chia thanh nhiéu liéu va uéng cuing thifc &n vi thudc
giam hép thu khi da day réng. Cé4c bién phap an kiéng st
dung trudc khi diéu tri nén dugc tiép tuc.

Nén theo doi dp (ing diéu trj béng cach xac dinh céac gia
ri lipid huyét thanh va c6 thé thay ddi liéu trong pham vi
tit 2 - 4 vién fenofibrate 67 mg méi ngay (1 - 2 vién
fenofibrate 134 mg méi ngay).

Tré em

Liéu khuyén cao: fenofibrate micronised 67 mg/ngay/20
kg cén ndng.

Ngui cao toi(> 65 tuor)

Khong can thiét phai diéu chinh liéu. Khuyén céo st dung
liéu thong thudng, ngoai trif suy giam chiic nang than vdi
toc do loc cdu than udc tinh < 60 mL/phat/1,73 m?.
Suy than

Khong nén sti dung fenofibrate néu suy than nang, toc do
loc céu than eGFR < 30 mL/phat/1,73 m? Néu eGFR tir
30 dén 59 ml/phit/1,73 m?, liéu fenofibrate khong nén
qua 100 mg dang chudn hodc 67 mg dang micronised
mdi 1an mot ngay. Néu trong qué trinh theo doi, eGFR
giam lién tuc xuéng <'30 mL/phat/1,73m?, nén ngling
st dung fenofibrate.

Suy gan

Khong khuyén céo st dung d bénh nhan suy gan do thiéu
dd liéu.

Cach ding

Thudc ding dudng udng, nén udng toan bg vién vdi nudc
va vao bia an.

CHONG CHi DINH

« Qua mén v6i hoat chat hodc bét ky thanh phén
nao cla thudc.

B Fenofibrate chéng chi dinh 6 nhiing bénh nhén
r6i loan chiic nang gan hodc than nang, bénh tai
mat, xd gan va 6 nhitng bénh nhan qua man vGi
fenofibrate hoac bat ky thanh phdn nao cla
thudc, phan (ing di Gng anh sang hodc ngd doc
do 4nh sang da biét trong qua trinh diéu tri vdi
cdc fibrate hodc ketoprofen.

- Viém tuy man hoac cdp tinh ngoai trif viém tuy
cdp do tang triglyceride mau nang.

- St dung trong khi mang thai va cho con ba.

- Suy than nang (t6c do loc cdu than udc tinh <
30 mL/phit/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG THUGC

Nguyén nhan thit cap gdy tang lipid mau

Nguyén nhan thi cdp gay ting lipid mau, nhu dai thio
dudng typ 2 khong kiém soét, suy gidp, hoi chiing than
hu, r6i loan protein méau, bénh gan tic nghén, tac dung
dugc ly, nghién rugu, nén dugc diéu tri ddy di trudc khi
bat d4u liéu phap fenofibrate.

Theo d6i dap ng diéu trj bAng cach xac dinh cac gid tri
lipid huyét thanh (cholesterol toan phdn, LDL-C,
triglyceride). Néu khong dat dugc dap tng diéu tri sau vai
thang (vi du: 3 thang), nén can nhic cac liéu phap diéu
tri b6 sung hodc thay thé khéc.

Chife nang than:

Fenofibrate chdng chi dinh vGi bénh nhan suy than nang.
Nén stf dung than trong fenofibrate & bénh nhan suy than
nhe dén vira. Diéu chinh liu cho bénh nhan ¢ toc do loc
cau than udc tinh 30 — 59 mL/phit/1,73 m2

Da c6 bao cao tang creatinin huyét thanh thuan nghich ¢
nhiing bénh nhan dung dan tri lidu fenofibrate hodc phdi
hop véi céc statin. Nong do creatinin huyét tudng thudng
tang 6n dinh theo thai gian ma khong c6 bang chiing tang
creatinin huy@t thanh khi diéu tri 1au dai va ¢ xu hudng
trd lai ban dau sau khi nguing diéu tri.

Trong céc thit nghiém Iam sang, 10% bénh nhén ting
creatinin so vi ban ddu > 30 umol/L khi dung ddng thi
fenofibrate va simvastatin so v6i 4,4% khi dung statin don
tri liéu. 0,3% bénh nhan ding phdi hdp co su gia tang
creatinin t6i gia tri > 200 pmol/L.

Gian doan diéu tri khi ndng do creatinin > 50% gidi han
trén binh thudng. Khuyén cao do ndng do creatinin trong
3 thang ddu sau khi bat ddu diéu tri va dinh ky sau do.
Cdc transaminase:

D4 ¢ bao c4o vé sy gia tang ndng do transaminase viia
phai 6 mat sG bénh nhan nhung hiém khi anh hudng dén
diéu tri. Tuy nhién, nén theo déi ndng d6 transaminase
huyét thanh 3 thang m6t Ian trong 12 thang dau diéu tri.
Gian doan diéu trj trong trudng hdp ndng do AST (SGOT)
hoac ALT (SGPT) tang lén gdp 3 lan gidi han trén binh
thudng hodc I6n hon 100 don vi qudc té.

Viém tuy:

Viém tuy dugc bdo cdo & bénh nhan dung fenofibrate.
Bién cd nay cho thdy hiéu qua that bai clia thubc & nhiing
bénh nhén tang triglyceride mau nang, tac dung truc tiép
hoac gian tiép cta thudc thong qua hinh thanh soi mat va
can bun dudng mat, dan t6i tic nghén Gng mét chu.

co:

Doc tinh trén cd, bao gém céc truding hgp hiém gap nhu
tiéu cd van, c6 hodc khong cé suy than da dugc béo céo
khi st dung cac fibrate va céc thudc ha lipid khac. Ty Ié
méc chiing rdi loan nay tang Ién & nhiing bénh nhan co
tién s gidm albumin mau va suy than. Bénh nhan c6 céc

yéu t6 nguy co din dén cac bénh vé cd va/hodc tiéu co
van, nht trén 70 tudi, tién st ban than hoic gia dinh bi
r6i loan cd di truyén, suy than, suy gidp, dung nhiéu rugu,
¢6 thé lam téng nguy cd tigu cd van. DGi vdi nhing bénh
nhan nay, nén can nhic can than gida Igi ich va nguy co
khi digu trj bang fenofibrate.

Nén nghi ngd ddc tinh trén cd 6 nhiing bénh nhan co triéu
chiing dau cd, viém ¢d, chugt rat va yéu cd, va/hoic tang
CPK r6 rét (vugt qua 5 1dn mic binh thudng). Trong
trudng hop nay nén nguing diéu tri bang fenofibrate.
Nguy co nhiém doc cd c6 thé ting Ién néu ding ddng
thoi véi mot fibrate khac hodc chat tc ché HMG-CoA
reductase, ddc biét trong trudng hgp da co tién sl bénh
vé cd. Do d6, phdi hgp fenofibrate vdi mot statin nén ap
dung cho bénh nhén bj rdi loan lipid mau hén hgp nang
va nguy cd tim mach cao ma khéng co bét ky tién st nao
vé bénh cd va cdn giam sét chdt ché cac ddu hiéu doc
tinh trén ca.

Dai vdi bénh nhan tang lipid mau ding oestrogen hodc
thudc ngira thai co chifa estrogen, can xac dinh xem ligu
tang lipid mau c6 ban chat nguyén phat hay thit phat
(oestrogen dudng udng c6 thé lam ting cac gia tri lipid
mau).

7ré em

Chi ¢6 bénh di truyén (tang lipid méau gia dinh) phéi diéu
tri s6m, do d6 phai xac dinh dugdc ban chét chinh xéc cla
tang lipid mau bang cac nghién clu di truyén va xét
nghiém. Khéi ddu diéu tri bang cach kiém soét ché do an
udng trong thdi gian it nhat 3 thang. Chi nén dung thudc
khi ¢ chi dinh clia bac sy va chi khi tinh trang bénh
nghiém trong véi cac ddu hiéu 1am sang cta xd viia dong
mach va/hodc bénh u vang va/hodc trong trudng hgp
bénh nhén bj céc bénh tim mach do xd vita dong mach
tridc tudi 40.

sU DUNG THUOC CHO PHU NOJ CO THAI VA CHO CON
BU

Thoi ky mang thai:

Khong c6 dd dif lidu vé viéc sit dung fenofibrate cho phu
ni mang thai.

Céc nghién clu trén dong vat khong chdng minh dudc
bét ky tac dung gy quai thai nao. Da thdy doc tinh trén
phoi thai trong khoang liéu gay doc tinh cho me. Nhiing
nguy cd tiém &n déi véi con ngudi chua dude biét.
Thoi ky cho con bu:

Khong c6 dii liéu vé sy bai tiét fenofibrate va/hoac cac
chét chuyén hoa clia n6 vao siia me. Do d6, khang nén
sl dung fenofibrate cho phu nii dang mang thai hodc
dang cho con bu.

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

«




Fenofibrate khong anh hudng hodc anh hudng khéng
dang ké dén kha nang lai xe va van hanh may moc.
TUGNG TAC THUGC

Thude chdng dong duong udng

Fenofibrate lam ting hiéu qua cda thudc chong dong
duting ubng va lam tang nguy cd chay méu.

§ nhing bénh nhan dung ligu phép chdng dong duding
udng, nén giam liéu thudc chdng dong khodng mot phan
ba liéu khdi du roi sau do diéu chinh ddn néu can thiét
difa theo gid tri INR (chi s binh thudng hoa quac té).
Chat te ché HMG-CoA reductase hodc cac fibrate khdc
Nguy cd nhiém doc trén cd nghiém trong tang 1én néu st
dung ddng thdi fenofibrate véi thudc tc ché HMG-CoA
reductase hoac céc fibrate khac. Nén sif dung than trong
liéu phap phéi hgp nay va theo dai chat ché cac dau higu
nhiém doc cd d bénh nhan.

Hién tai khong c6 béng ching cho thdy fenofibrate anh
huéng dén dudc dong hoc clia simvastatin.

Ciclosporin

Da c6 bao c4o vé mt s6 trudng hop suy giam chiic nang
than thuan nghich nghiém trong khi ding dong thoi
fenofibrate va ciclosporin. Do d6, phai theo ddi chat ché
chiic ndng than @ nhing bénh nhén nay va nglng
fenofibrate trong truting hdp céc thong s6 xét nghiém
thay d6i nghiém trong.

Khdc

Khong c6 tudng tac lam sang cla fenofibrate véi céc
thudc khac dudc béo céo, méc di cac nghién cliu tuong
téc /n vitro cho thdy su thay thé clia phenylbutazone &
cac vi tri gén protein huyét tuong.

Giong v6i cac fibrate khac, fenofibrate cdm (ng céc
oxidase chic nang hén hgp cta microsome tham gia vao
qué trinh chuyén héa acid béo & dong vat gam nham va
c6 thé tudng tic véi cac thudc dugc chuyén hoa bdi
nhiing enzym nay.

TAC DUNG KHONG MONG MUGN

- Thuong gap, 1/10< ADR <1/100

Hé than kinh: Nhic dau.

Tai va mé dao: Chong mdt.

Tiéu hoa: Rai loan tiéu hoa, da day hodc rudt (dau bung,
buén ndn, non, tiéu chay, ddy hoi).

Da va to chifc dudi da; Cac phan ting nhu phat ban, ngua,
may day hodc phan ling nhay cam 4nh séng; da nhay
cam 4nh séng c6 thé xay ra v6i ban d6, mun nudc hodc
nét san trén cac bo phan cla da tiép xtc véi anh sang
mat trdi hodc tia UV nhén tao (dén mat trdi).

Toan than va tai chd: Mét méi.

- Jt gdp, 1/1000< ADR < 1/100

Mach mau: Thuyén tac huyét khéi (thuyén tac phdi, huyét
khdi tinh mach sau).

Tiéu hoa: Viém tuy.

Gan mat: Tang ndng do transaminase huyét thanh.

Cd xudng khdp va mo lién két: Doc tinh trén ¢d (dau co
lan t6a, viém cd, chudt rdt va yéu cd).

- Hiém gap, 1/10000< ADR < 1/1000

Mau va hé théng lympho: Hemoglobin giam, sd lugng
bach cdu giam.

Hé than kinh: Bénh ly thdn kinh ngoai bién.

Da va t§ chiic dudi da: Rung toc.

Than va tiét nigu: Tang creatinin va uré huyét thanh.
Toan than va tai chd: Suy giam tinh duc.

- Rét higm gép, ADR < 1/10000

Ho hap, 18ng nguc va trung thét: Viem phdi ke.

Gan mat: Viém gan, soi mat.

Co xudng khdp va mo lién két: Tiéu ca van.

Hudng dan cach xd tri ADR:

Tam ngiing dung thudc.

QUA LIEU VA CACH XU TR

Khéng co trudng hop nao qua liéu da dudc bdo cdo.
Khéng co thudc giai doc dac hiéu. Trong trudng hdp qua
liu, can diéu tri triéu ching va thuc hién céc bién phap
h trg néu yéu cau. Fenofibrate khong thé dugc loai b6
bang chay than nhén tao.

DUGC LUC HOC

Nhom duge Iy Thude lam giam lipid huyét thanh/giam
triglyceride va cholesterol/nhom fibrate.

M4 ATC: C10ABOS

Cd ché hoat dong .

Fenofibrate 14 mot dén xudt cta acid fibric co tac dung
lam ha lipid trung gian thong qua hoat héa Peroxisome
Proliferator Activated Receptor alpha (PPAR«). Qua do,
fenofibrate 1am tang thiy phan lipid va loai bo céc hat
giau triglyceride gay vifa dong mach tir huyét tuong bang
cach hoat hoa lipoprotein lipase va giam san xuét
Apoprotein C-lll. Sy hoat héa PPAR« cling gdy cam Ung
|am téng tong hop Apoprotein A- va A-ll va cholesterol
HDL.

Cac nghién ctu dich t€ hoc da ching minh mai lién quan
giita tang ndng do lipid huyét thanh va tang nguy ¢ bénh
tim mach vanh. Kiém so4t cac dang réi loan lipid mau la
¢d 6 dé diéu tri bang fenofibrate. Tuy nhién nhing hiéu
quéa va bét Igi 1au dai cla thudc dudc st dung trong tang
lipid mau van con dang dudc thao luan. Do d6, hiéu qua
clia fenofibrate ddi véi ty 18 méc phai va ty Ié tli vong do
tim mach van chua dugc chiing minh.

€6 baing chiing cho thdy diéu tri véi cac fibrate co thé lam
gidm cac trudng hop bénh tim mach vanh nhung chua
cho thdy lam giam tat ca nguyén nhan gay ti vong trong
viéc ngan ngifa bénh tim mach tién phat hay thi phat.

ACCORD la mot nghién ctiu ddi chiing gia dudc, ngéu
nhién trén 5518 bénh nhan dai thao duong typ 2 diéu tri
vdi fenofibrate két hgp simvastatin. Liéu phap phdi hdp
gitia fenofibrate va simvastatin khong cho thdy su khac
biét déng ké nao so véi simvastatin don tri liéu vé két qua
chinh ctia nhdi mau cd tim khong tlt vong, dot quy khdng
tif vong va tlf vong do tim mach (HR 0,92, 95% CI 0,79
—1,08, p = 0,32; giam nguy cd tuyét doi: 0,74%). Trong
phan nhém da dugc chi dinh cla bénh nhan r6i loan lipid
méu, fenofibrate két hgp simvastatin dugc chiing minh
|am giam tuong d6i 31% so vdi don tri liéu simvastatin vé
két qua chinh phdi hdp (HR 0,69, 95% CI 0,49 - 0,97, p
= 0,03; gidm nguy cd tuyét doi: 4,95%). M6t phén tich
khac xac dinh tuong tac diéu tri theo gidi tinh cd y nghia
théng ké dang ké (p = 0,01) chi ra lgi ich diéu tri cla ligu
phap két hop & nam gidi (p = 0,037) nhung nguy cd cao
hon d6i v6i két qua chinh 6 phy nd diing thudc phdi hop
50 vdi chi st dung simvastatin (p = 0,069). Diéu nay
khong dugc ghi nhan & phan nhém bénh nhan rdi loan
lipid mé&u & trén nhung cing khdng ¢ bang ching rd rang
vé hiéu qua & nhiing phu nd r6i loan lipid mau dugdc diéu
tri bang fenofibrate phdi hgp simvastatin va khong thé loai
trli c4c tac dung c6 hai.

Cac nghién cttu véi fenofibrate lién tuc cho thdy thudc
[am gidm nong do LDL-cholesterol. Nong do HDL-
cholesterol tang. Nong do cac triglycerid giam. Dan dén
lam gidm ty 1€ ciia lipoprotein ty trong thap va rat thdp so
vdi lipoprotein ty trong cao cd lién quan dén gidm nguy
¢0 X0 viia dong mach trong cac nghién cliu dich té hoc.
Néng do apolipoprotein-A va apolipoprotein-B thay dGi
song song tudng ting vdi nong do cua HDL, LDL va VLDL.
Bénh u vang gidm di dugc ghi nhan trong qua trinh diéu
tri béng fenofibrate.

Nong do acid uric huyét tudng tang khoang 20% @ nhiing
bénh nhan bi tang lipid méau, déc biét 6 nhiing bénh nhan
typ IV. Fenofibrate lam tang acid uric niéu, do dé co Ioi
cho nhiing bénh nhén nay.

Bénh nhén c6 nong do fibrinogen va Lp(a) cao da giam
dang ké trong cac thit nghiém 1am sang vdi fenofibrate.
D liéu trén tré em dang con han ché. Hiéu qua cta thuac
V(i tré em r6i loan lipid méau dugc nghién cdu trong hai
thit nghiém 1am sang nho va mot khao sét kéo dai vdi 76
tré em ting cholesterol méu tif 3 dén 18 tudi dung
fenofibrate tit 1 dén 11 nam. Tuy nhién, do dif liéu dang
con gidi han va thiéu phuong phap, khong co két luan
chéc chan nao khi sif dung fenofibrate @ tré em rdi loan
lipid méu.

C4c tac dung phy tuong tu nhu ¢ ngudi I6n da duge bao
c4o G tré em: giam bach cdu, xét nghiém chic nang gan

bat thudng, tiéu co véan, suy than, viém gan, vang da,
viém cd va tiéu co van.
DUGC DONG HOC
- Hap thy
Dang khong ddi khong c6 mat trong huyét tudng. Acid
fenofibric a chdt chuyén hoa chinh trong huyét tudng.
Nong @6 dinh trong huyét tudng dat dugdc trong khodng
théi gian trung binh 5 gid sau khi dung thudc. Nong do
trung binh trong huyét tuong 1a 15 pg/ml cho liéu hang
ngay 200 mg fenofibrate micronised. Néng do 6n dinh
trong suét qua trinh diéu tri lién tuc.
Acid fenofibric lién k&t manh v6i albumin huyét tuang, c6
thé thay thé cac chat khéng vitamin K tlf vi tri gén protein
va tang cudng tac dung chdng dong mau cta thudc
khéng vitamin K.
- Thov gian ban théi trong huyét tiong
Thai gian ban thai trong huyét tuong dé thai tru acid
fenofibric khoang 20 gid.
- Chuyén hda va thai tr
Thudc dudc bai tiét chi yéu trong nudc tiéu: 70% trong
24 gid va 88% trong 6 ngay, tai thdi diém nay tong lugng
bai tiét trong nudc tigu va phan dat 93%. Fenofibrate ch
yéu dugc bai tigt dudi dang acid fenofibric va dan xuat
phtic hgp glucuronide.
Céc nghién cliu dong hoc sau khi dung liéu 1p lai da
chiing minh rang thudc khang tich Iay.
Acid fenofibric khéng dugc loai bo trong qud trinh chay
than nhan tao.
QUY CACH BONG GOI
Hop 3 vi x 10 vién.
BAO QUAN
Bao quén trong bao bi kin, noi kho rdo, nhiét do dudi
30°C.
TIEU CHUAN CHAT LUONG
USP
HAN DUNG
36 théng ké tif ngay san xudt.
S0 16 san xuat (Batch No.), ngdy san xuat (Mfg. datg),
han dung (Exp. date): xin xem trép nhan bao bi.
San xudt tai:

Cong ty TNHH Sinh dugc phdm HERA

< L6 A17 Khu cong nghiép Tu Ha, thi x4
harm 4
Feahiopha Huong Tra, tinh Thia Thign Hué Viét

Nam.




