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Vién nang citng
“LIPIRATE
Thuée nay chi ding theo don thuéc;
Dé xa tam tay tré em,

DPoc kj hudng dan sir dung truéc khi ding. Néu can thém théng tin xin hoi y kién bdc sp
hodc duwoc sy.

THANH PHAN

Thanh phin hoat chit:

Fenofibrat 100 mg.

Thanh phan td duwoc:

Amidon, eragel, lactose monohydrat, PVP K30, magnesi stearat, talc vira di 1 vién.
DANG BAO CHE

Vién nang ctmg sé 2, mau tréng/tré‘ing, bén trong chira bot thude kho toi mau tring, dong
nhét.

CHI PINH

Lipirate dugc sir dung cing véi ché do an kiéng va tri liéu khong ding thude khac (nhu tap
thé duc, giam can) cho céc truong hop:

Diéu trj ting triglycerid mau nghiém trong c6 hoic khong ¢ cholesterol HDL thép.
Tang lipid mé4u hdn hop khi bi chdng chi dinh hodc khong dung nap vdi statin.

Tang lipid mau hdn hgp & nhimng bénh nhan cé nguy co bénh tim mach cao, két hop vai
statin khi triglycerid va cholesterol HDL khong dugc kiém soat day du.

LIEU DUNG, CACH DUNG
Duy tri ché do an han ché lipid khi diéu tri vdi fenofibrat.
Kiém tra ndng do lipid mau 3 thang/lan.

Néu sau vai thang sir dung fenofibrat (khoang 3 thang) nong do lipid trong méu khong giam
vé ngudng an toan thi can bd sung hodc xem xét tri liéu khac.

Liéu diing:

Nguoi lon:

Liéu khuyén céo 1a 3 vién/ngay.
Néu cin c6 thé ting Ién 4 vién/ngay.

Nguoi cao tuéi (> 65 tuoi): M
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Khéng can didu chinh liu ngoai trir truong hop suy than véi mirc loc ciu thdn < 60
ml/phat/1,73 m?.

Bénh nhan suy than:

Fenofibrat khong nén st dung & bénh nhéan suy than ndng (mirc loc cdu than < 30
ml/phat/1,73 m?.

Néu mire loc cu than tir 30 dén 59 ml/phat/1,73 m?, lidu lrong: toi da 100 mg/lin/ngay.

Néu trong qué trinh diéu tri, mirc loc ciu than lién tuc giam < 30 ml/phat/1,73 m% nén
ngung diéu tri fenofibrat.

Suy gan:

Do thiéu dir liéu an toan, nén fenofibrat khong duge khuyén cdo st dung cho bénh nhén suy
gan.

Tre em:

Su an toan va hi€u qua cia fenofibrat & tré em va thanh thiéu nién dudi 18 tudi chua duoc
xdc dinh. Vi vdy khong nén sir dung fenofibrat cho tré em du6i 18 tudi.

Cidch ding:

Udng nguyén vién thudc véi nude. Udng thude trong bira an.

CHONG CHI PINH

Mén cam véi fenofibrat hogc bat ki thanh phan nao cua thudc.

Suy than ning (mtrc loc cdu than < 30 ml/phut/1,73 m?).

Tién sir bénh tii mat.

Suy gan (bao gdbm c& xo gan mét nguyén phét va chirc ning gan bét thuong dai ding khong
rd nguyén nhan).

Viém tuy cdp hodc man tinh trir truong hop viém tuy cdp do ting triglycerid méu nghiém
trong.

Phan tmg di img vé6i anh sang khi diéu trj véi cac fibrat hodc ketoprofen.

Két hop voi rosuvastatin liéu 40 mg.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nguyén nhan thie phat gay ra tang lipid mdu

Nguyén nhén thir phat gdy ra ting lipid mau nhu tiéu dudng tuyp 2 khong duge kiém soat,
ching suy gidp, hoi chimg than hu, rdi loan protein mau, bénh gan tic nghén, diéu trj bing
thudc, nghién ruou, can duoc diéu tri déy du trude khi diéu tri b?mg fenofibrat. Nguyén nhéan
thir phat din tdi tang cholesterol méau c6 thé lién quan tdi diéu tri bing thudc lgi tiéu, thude
chen beta, estrogen, progestogen, thudc ngira thai két hop, thudce (rc ché mién dich va chét
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e ché protease. Trong nhirng trudng hop nay, cin xac dinh tang lipid méu do nguyén nhéan
so cp hoic thir phat.

Chirc ndang gan

Ciing nhu céc thude ha lipid mau khéc, fenofibrat 1am ting transaminase huyét thanh [AST
(SGOT) hodc ALT (SGPT)] & mot s6 bénh nhan. Trong da s6 cac truong hop, su tang nay la
nhat thoi, nhé va khong c6 triéu chimg. Do dé, can kiém tra mot cach c6 hé théng céc men
transaminase mdi 3 thang, trong 12 thang dau diéu tri; ngung diéu tri néu mirc ASAT va
ALAT ting 1én hon 3 lan ctia mirc binh thuong hodc 100 IU.

Viém tuy cip

Viém tuy cdp da duge béo cdo & bénh nhén sir dung fenofibrat. Dy 1a anh huong truc tiép
ctia thudc va duge coi la thit bai khi diéu tri cho bénh nhan tang triglycerid mau nang, hodc
mot hién twgng thir cap trung gian qua sy hinh thanh séi hodc cin nhdy duong mét dén dén
tic nghén 6ng mét chu.

H¢ co

Tén thuong trén co bao gdm ca trudong hop tiéu co van rat hiém gip da dugc bao cdo &
nhitng bénh nhan duing cac thude fibrat va cac thude ha lipid khac. Ty 16 méc bénh nay ting
trong cac truong hop giam albumin huyét va suy than trude do.

O bénh nhan ¢6 yéu td nghi ngd bénh co va/hodc tidu co van, bao gdm bénh nhan trén 70
tudi, tién sir ban than hodc gia dinh 6 rdi loan co bap di truyén, suy thdn, suy gidp va uéng
rugu nhiéu, c¢é thé ¢é ting nguy co bi tiéu co van. Ddi voi nhirg bénh nhan nay, céc loi ich
va nguy co ctia liéu phap fenofibrat gia dinh cin dugc can nhic mot cach cin than.

Bénh vé co nén duge xem xét & nhitng bénh nhén c6 dau co lan téa, cing co hay yéu co
va/hodc tang creatinin phosphokinase (CPK) (muc dd vugt qua 5 ldn so v6i mirc binh
thuong). Trong nhitng trudng hop nay, nén dimg diéu tri bang fenofibrat..

Nguy co tén thwong co ting 18n néu ding thude voi mot fibrat khac hodc mot chit wre ché
men khir HMG-CoA (nhu statin), ddc bi¢t la trong truong hgp bénh nhan cé bénh co bép tur
trude. Do do, chi nén ké dong thoi fenofibrat véi statin cho nhitng bénh nhén réi loan lipid
mau ndng va nguy co tim mach cao ma trudc do chua tirng bi bénh vé co bip. Liéu phéap két
hop nay nén dugc st dung than trong va cén theo ddi chit ch& cac déu hiéu cua tén thuong
Co.

Chirc nang than

Lipirate chéng chi dinh & bénh nhan suy thian ning (muc loc cau than < 30 ml/phut/1,73
m>).

Str dung than trong Lipirate cho bénh nhan suy thén tir nhe dén trung binh. Nén diéu chinh
liéu & bénh nhan c6 mirc loc cAu than tir 30 dén 59 ml/phit/1,73 m* (xem phén Liéu lugng,
cach dung).
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Dung diéu trj vi fenofibrat khi do thanh thai creatinin ting > 50% ULN (trén gidi han binh
thuong). Nén kiém tra creatinin 3 thang sau khi bit dau diéu trj fenofibrat va dinh ky sau dé.

Luu y dic bi¢t vé td dwoc

Vién nang cirng Lipirate c6 chira thanh phan ta dugc 1a lactose monohydrat, vi vdy khong sir
dung Lipirate cho nhitng bénh nhan bi bénh di truyén hiém gap nhu khong dung nap
galcatose hay thiéu hut Lapp lactase hodc kém hip thu glucose - galactose.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu ni¥ cé thai

Khong c6 dit liéu vé sir dung thudc trén phu nir ¢6 thai, chi nén dung thudc néu loi ich vuot
trdi so voi nguy co.

Phu nix cho con bu

Chua ¢6 dit liu vé& sur bai tiét cta fenofibrat va/hodic chét chuyén héa cia n6 vao sita me.
Do d6 khong nén str dung Lipirate cho phy nit dang cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Fenofibrat khong anh huong hodc anh huéng khong dang ké t6i kha ning 1ai xe va van hanh
may mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thuéc

Rosuvastatin

Fenofibrat két hop véi rosuvastatin liéu 40 mg lam ting nguy co bj tiéu co vén.

Thube chong dong coumarin

Fenofibrat 1am ting tac dung ciia cac thude chdng déng nhoém duong udng, do d6 lam ting
nguy co chay mau. Can than trong khi sir dung dong thoi thube chéng dong dudng udng vai
fenofibrat. Liéu cua thudc chéng dong nén dugc giam khoang 1/3 so véi liéu ban dau va
diéu chinh dan dan dua trén chi s INR. Theo di chi s6 INR thuong xuyén trong qua trinh
diéu tri két hop va sau khi ngimg thudc fenofibrat it nhat 8 ngay.

Thudbc tkc ché mién dich

Céc thube e ché mién dich nhu cyclosporin va tacrolimus ¢6 thé gdy doc véi than, lam
giam thanh thai creatinin va ting creatinin huyét tuong. Vi cdc fibrat bao gdbm Lipirate
duoc thai trir chi yéu qua than do dé ¢6 nguy co din dén suy giam chirc ning than. Nhitng
loi ich va nguy co cua viéc sir dung Lipirate cung thude tre ché mién dich va céc thude co
kha nang gay doc cho thén can dugc can nhic can than, st dung lidu thép nhat co hiéu qua
va theo ddi chire ndng than.

Thudc gdn acid mat .1“/

LA - | |

AT

=



Céc thude gin acid mat c6 thé gin va lam gidm hép thu cua cac loai thude dung cung. Dé
tranh nguy co nay, bénh nhan nén udng Lipirate it nhit 1h truéc hodc 4-6h sau khi dung
thudc gan acid mat.

Chat irc ché men khir HMG-CoA va fibrat khdc

Nguy co ton thuong co nghiém trong ting 1én néu fenofibrat dugc sir dung dong thoi voi
chét tre ché men khir HMG-CoA hoic céc fibrat khac. Liéu phdp két hop nay nén sir dung
than trong va theo ddi chit ché cac ddu hiéu tdn thuong co & bénh nhan.

Cdc thuée chuyén héa qua CYP2C19, CYP246, CYP2C9

Enzym cytochrom P450: Nghién ctru in vitro trén microsom gan ngudi cho thy fenofibrat
va acid fenofibric khong trc ché CYP450, CYP3A4, CYP2D6, CYP2E! hodc CYP1A2. Cac
thude ndy trc ché CYP2C19 va CYP2A6 nhe va irc ché CYP2C9 nhe dén trung binh & ndng
do diéu tri. Bénh nhén st dung dong thoi fenofibrat va thube chuyén héa qua CYP2C19,
CYP2A6, dic biét la CYP2C9 c6 chi so diéu tri hep nén dugc theo ddi cdn than va didu
chinh liéu khi cén thiét.

Cdc glitazon

D c6 bdo cdo vé viéc giam HDL cholesterol khi sir dung dong thoi fenofibrat va céc
glitazon. Nhirng bénh nhan st dung dong thoi 2 liéu phap nay can theo ddi HDL cholesterol
va dimg mdt trong hai liéu phap néu lwvong HDL cholesterol giam xudng qué thip.

Twong ky ciia thuéc

Do khong cé dir ligu vé tinh tuong ky cua thude, khong nén tron 14n thude nay voi thude
khac.

TAC DUNG KHONG MONG MUON

N6i chung céc tic dung khong mong mudn ctia fenofibrat thuong nhe va it gip. Téc dt_mg
khong mong mudn dugc xép theo cac nhom cta tan s xudt hién theo quy uéc tin sé
MedDRA:

Rét phd bién (ADR > 1/10); phd bién (1/10 >ADR> 1/100); khong phd bién (1/100> ADR >
1/1.000); hiém gap (1/1.000 > ADR > 1/10.000); rat hiém giap (ADR< 1/10.000)

Hé co' | Phé bién Khong phé | Hiém gip |Rit  hiém | Chward
quan bién gap

R6i loan da day
hodc rudt (dau bung,

A
Roi  loan A A A , . )
n +. | budn nén, ndn mura, | Viém tuy - -
tiéu hoa s ; 5k
ticu chay va day
hoi)
Roi  loan - Transaminase - Viém gan, soi P
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gan - mat huyét thanh mat
tang
Huyét  khéi
Réi loan (thPyén tf{c
mach mau ) P h(?i’ huyet ) i i
khoi tinh
mach sédu)
Phan ng min cam
trén da nhu phat
ban, ngira, may day,
phan ng nhay cam
Réi loan | voi anh sang: ban
da va mo | do, mun nudc hodc - - Rung téc
mém méan nhé trén phén
da tiép xuc voi énh
sang mdt troi hodc
tia UV nhan tao
(dén tr ngoai)
A
RO logn Dau co lan
€O’ xwong : .
) - toa, viém co, " "
kpr va ) co bip co thit ) ficucovan )
cic  md g
L va yéu
lién két
Réi  loan Giam
mau va hé hemoglobi
bach i ) n va bach ) )
huyét ciu
Réi  loan ; iy .Vé
+ .. . | Paudau - than Kkinh - #
than kinh Cpea
ngoai bién
Rbi  loan
tai va tai | Chong mit ¢ - - :
trong
Réi  loan
h¢ ho hap, Viem
long nguc - = * 2 As &
va : tngu.lg s
thit
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Tang
Roi  loan creatinin
thian va hé - - va ure - -
tiét ni¢u huyét
thanh
Cic  roi o g
. u iam
loan - Mét moi . y B - -
tinh duc
chung

Thong béo ngay cho béac s§ hodc dugc sy nhitng phan tmg ¢6 hai gip phai khi sir dung
thudc.

QUA LIEU VA XU TRi

Chua c6 truong hop qua lidu duoc béo cdo. Chua c6 thude giai doc dic hiéu duoc biét dén.
Neéu nghi ngo ding qué liéu, diéu trj tri¢u chimg va thiét 1ap cac bién phap hd tro thich hop,
giam sat cac dau hi¢u quan trong va tinh trang 1am sang. Fenofibrat va acid fenofibric khong
thé loai bé bang phwong phép thim tach.

DUQC LUC HQC

Nhém dwoe ly: Thude ha lipid mau (giam cholesterol va triglycerid) thudc nhém fibrat.

Mad ATC: C10ABOS.

Co ché tic dung:

Fenofibrat 1a din chat cua acid fibric c6 tac dung giam lipid ¢ nguoi be;mg cach hoat hoa cac
thu thé sao chép peroxisom alpha (PPARa).

Thong qua su hoat héa PPARGa, fenofibrat lam tang phan giai lipid va lgc bd cac phan tir
giau triglycerid gay xo vira tur huyét tuong b.'.fmg cach hoat hoa lipoprotein lipase va giam
san xudt apoprotein CIII. Hoat héa PPAR« cling lam tang su téng hop apoprotein Al va All.
Céc tac dung néu trén cua fenofibrat trén lipoprotein dan dén lam giam ti Ié lipoprotein ti
trong rét thdp va thap (VLDL va LDL) ¢6 chira apoprotein B va lam ting ti I¢ lipoprotein ti
trong cao (HDL) c6 chira apoprotein Al va All.

Ngoai ra, thong qua su diéu tiét viéc tong hop va di héa ciia VLDL, fenofibrat lam ting do
thanh thai LDL va lam giam ti ¢ LDL nho, dam déc, ting cao & lipoprotein xo vira — mot
roi loan thudomg gap & nhitng bénh nhéan ¢6 nguy co bi bénh tim mach vanh.

Trong céc thir nghiém lam sang véi fenofibrat, cholesterol toan phan da giam 20 — 25%,
trigylcerid giam 40 — 50% va HDL téng tir 10 — 30%.

Do ¢6 tac dong trén LDL va trigycerid nén khi diéu tri bang fenofibrat la ¢6 lgi & nhiing
bénh nhan méau nhifm md ¢6 hodc khong c6 tang triglycerid mau, bao gdm bénh nhin méau

nhiém md thir cp nhur bénh dai théao dudng type 2. ‘1/
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Hién nay, chua c6 két qua cta cic thir nghiém 1am sang dai han, c6 kiém soat dé chimg
minh hiéu qua cta fenofibrat trong phong ngira bién ching xo vita dong mach tién phat
hodc thir phat.

Su tich tu cholesterol ngoai mach (gan hoic u vang thé cii) c6 thé giam déng ké hoic loai bo
hoan toan khi diéu tri v&i fenofibrat.

Bénh nhin c6 nong do fibrinogen cao thuong c6 nong dé Lp(a) cao, didu tri voi fenofibrat
nhén thiy giam dang ké cac thong s6 nay. Céc déu hiéu viém nhu protein phan ing C (CRP)
ciing giam déng ké khi diéu tri véi fenofibrat.

Do tic dung ting acid uric niéu, fenofibrat lam giam ndng dd cua acid uric trong méau
khoang 25% do véy thudc ¢6 tac dung bd sung & nhitng bénh nhan rdi loan lipid mau két
hgp v6i ting acid uric mau.

Nghién ciru trén dong vét va trong mdt nghién ciru 1dm sang, cho thiy fenofibrat cé tic
dung chéng két tap tiéu cau do cam tmg ADP, acid arachidonic va epinerphrin.

DUQC PONG HQC

Lipirate la dang vién nang clrng c6 chira 100 mg fenofibrat dang bdt.

Fenofibrat 1a mot tién chit cua acid fenofibric, trong co thé fenofibrat bi thity phan lién két
ester tao thanh acid fenofibric c6 hoat tinh sinh hoc.

Hip thu:

Fenofibrat hip thu tét qua duong tiéu hoa. Nong do dinh trong huyét twong dat dugce trong
vong 4 - 5 gi sau khi udng. Néng do cua thude trong huyét twong luén én dinh khi ding
lidu lién tuc.

Thirc 4n lam tang hip thu fenofibrat. Mirc do hip thu cta fenofibrat ting khoang 35% khi
udng thudc sau bira in so véi udng lic doi.

Phan bé:

Acid fenofibric lién két manh véi albumin huyét tvong (hon 99%) trén cé ngudi binh
thuong va ngudi mau nhiém md.

Chuyén héa:

Sau khi udng, fenofibrat nhanh chéng bi thiy phan bdi enzym esterase tao thanh chit
chuyén héa c6 hoat tinh — acid fenofibric. Khoéng c6 fenofibrat dang khong bién ddi duoc
phat hién trong huyét tuong.

Acid fenofibric chii yéu két hop véi acid glucuronic va sau d6 bai tiét qua nudc tiéu.

Mot lugng nhd acid fenofibric duge khir hoa nhom carbonyl tao thanh chét chuyén héa
benzylhydrol sau d6 ciing két hop véi acid glucuronic va bai tiét qua nudc tiéu.

Thai trir:
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Sau khi hap thu, fenofibrat dugc théi trir chu yéu qua dudng nudc tiéu dudi dang cac chat
chuyén héa, chii yéu 14 acid fenofibric va dang lién hop v6i acid glucuronic ciia né. Hau nhu
tat ca cac dang duoc thai trir trong vong 6 ngay.

Thoi gian ban thai cua acid fenofibric la 20 gio.

QUY CACH PONG GOI
Hop 3, 5 vi x 10 vién nang cimg hodc 4 vi x 12 vién nang ctng, kém theo t& huéng dan str
dung.
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BAO QUAN 7 N
Noi khd mat, tranh anh sang, nhiét d6 dudi 30°C. : . _{.g‘_“}’—/"/
HAN DUNG \oEnie .;._;-:ff
36 thang ké tir ngay san xuat. . o S
Khong ding thudc qué han str dung ghi trén bao bi.
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