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DAI DIEN

Rx - Thuéc nay chi ding theo don thudc TAI THANH PHO
HO CHIMINK /-

STANLIP TABLETS 160 MG

Poc kj hwéng dan siv dung trieée khi diing.

Dé xa tam tay tré em.

THANH PHAN CONG THUC THUOC

Thanh phin duoc chét: Fenofibrate .......... 160 mg

Thanh phin ta duoc: pregelatinized starch, povidone PVP K-30, sodium lauryl sulfate,

microcrystalline cellulose, crospovidone, colloidal anhydrous silica, sodium stearyl

fumarate, Opadry AMB OY-B-28920 white (polyvinyl alcohol — thity phén mgt phén,

titanium dioxide, talc, lecithin ddu nanh, xanthan gum).

DANG BAO CHE: Vién nén bao phim.

M@ ta: Vién nén bao phim mau tring dén tring nga, hinh biu duc, hai mit 16i, ¢ khic

“RX901” trén mt mat, mat con lai tron.

CHI PINH

Stanlip Tablets 160 mg dugc chi dinh bd sung cho ché d an kiéng va diéu trj khong

dung thudc (nhu tap thé duc, giam can) cho cic bénh sau:

— Diéu tri tang triglyceride mau don thudn kém hoic khong kém cholesterol HIDL thép.

— Téng lipid méu hén hop khi chéng chi dinh ding statin hodc khéng dung nap.

— Tiang lipid méu hdn hgp ¢ nhitng bénh nhén ¢6 nguy co tim mach cao ngoai statin khi
triglyceride va cholesterol-HDL khéng duge kiém soét day du.

CACH DUNG, LIEU DUNG

Danh gia dép tmg diéu tri dwoc xdc dinh theo gid tri lipid huyét thanh. Néu thudc khong

dép (ing sau vai thang diéu tri (3 thang), nén cin nhéc bd sung hoiic thay thé bang mot

phwong phép diéu trj khéc.

Neguwoi truong thanh

Liéu khuyén céo véi vién nén Stanlip Tablets 160 mg & mdt vién mdi ngay.

Bénh nhan dang ding vién nang 200 mg ¢6 thé chuyén sang vién nén 160 mg ma khong

cin diéu chinh liéu.

Nhém déi twong diic biét

Neudi cao tudi (> 65 tudi):

Vi bénh nhin cao tudi, khéng suy thén, lchuyén céo ding liéu théng thuén g cho nguoi
I6n trir truomg hop suy gidm chite ning thin véi ty 1¢ loc cdu thin (eGFR) < 60
mL/phat/1,73 m?.

Suy théan:
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Khéng dung fenofibrate cho bénh nhén suy than ning, eGFR < 30 mL/phit /1,73 m?.

Néu eGFR trong khoang 30 dén 59 mL/phut/1,73 m?, liéu khong duoc vugt qua 100 mg

hodc 67 mg dang vi hat. Néu khong c6 sin ham luong thip, khéng khuyén céo dung

fenofibrate.

Néu trong qué trinh theo doi, eGFR giam dai ding xudng < 30 mL/phut /1,73 m?, nén

ngung fenofibrate.

Suy gan:

Khéng nén dung thude cho bénh nhén suy gan do khéng du dit liéu nghién ctru.

Tré em:

Tinh an toan va hidu qua sir dung thudc cho tré em va thidu nién dudi 18 tudi chua duge

thiét 1ap. Dir liéu lam sang khong sén co. Vi vay, khong khuyén céo str dung fenofibrate

cho bénh nhan duéi 18 tudi.

Cach dang: Uéng nguyén vién trong bira an.

CHONG CHI PINH

e Tré em, phu nit mang thai hodc cho con bt

e Bénh nhan suy giam chirc ning gan (bao gSm ca X0 gan tdc mat va chirc nang gan
bit thuong lién tuc khong xac dinh)

 Bénh nhén suy than ning (t6¢ dd loc cau thin wée tinh < 30 mL/phat/1,73 m?)

e Bénh nhén qui mén v&i fenofibrate va/hoic cac ta duge

e Tién st phan tmg di img vé&i anh sang hodc nhiém déc anh sang trong thoi gian didu
tri bng céc fenofibrate hodc vdi ketoprofen

e Bénh nhén bi viém tuy cép hodc man tinh, trir trrdbng hop viém tuy cép do ting
triglyceride mau trim trong

e Bénh tai mat

e Khong nén st dung cho bénh nhéan di trng véi dau phong hodc dau dau phong hoac
lecithin ddu nanh hodc cac san pham dugc ché bién tir nguyén liéu trén vi ¢6 nguy co
gy ra c4c phan ting qua man.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tang cholesterol thir phat

Véi cac truong hop ting cholesterol mau thir phat nhu dai thao dudng typ 2 khong duge

kiém soat, nhuge giap, h¢i ching thian hu, réi loan protein mau, bénh gan tic nghén

dang tri li€u, nghién ruou, nén dugc diéu tri thoa dang trude khi dung liéu phéap

fenofibrate.

Tang cholesterol thir phat lién quan dén thude cé thé thiy & cdc thude loi tidu, thude

chen B, estrogen, progesteron, thude ngira thai phdi hop va cée thude \ic ché protease.

Vs,
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Trong nhitng trudng hop nay, cin x4c dinh tang lipid méu 1a nguyén phét hay thir phat
(c6 thé lipid mau ting do céc thude nay).

Chire nang gan

Ciing nhu céc thude lam ha lipid khéc, dé c6 céc bao cdo vé ting ndng do transaminase
& mot s& bénh nhan. Phan 16n céc truong hop nay chi ting thodng qua, nhe va khong cé
triéu ching. Khuyén cdo giam sat néng do transaminase moi 3 thang trong 12 thang dau
tién didu tri va dinh ky sau d6. Nén chi ¥ dén cac bénh nhan ting nong d¢ transaminase
va nén dimg didu tri néu ndng d6 AST (SGOT) va ALT (SGPT) ting hon 3 1in gidi han
trén ctia khoang binh thwong hodc 100 IU.

Viém tuy

Viém tuy d& dugce bao cao ¢ nhitng bénh nhan dung fenofibrate. Sy xuét hién viém tuy
nay ¢6 thé dai dién cho that bai v& hiéu qua diéu tri ¢ nhitng bénh nhén ting triglyceride
mAu trim trong, tac dung truc tiép ctia thuée, hoiic hién tugng thir phat qua trung gian
hinh thanh séi hodic bun dudng mat, din dén thc nghén é‘mg mat chu.

Co xwrong

Di ¢6 bao cdo vé doc tinh co, ké ca cée trwdng hop rat hiém gip cta tiéu co van khi
dung fibrate va cac thude ha lipid khac, Ti 1¢ 1i loan nay ting 1&n trong céc trudmg hop
ha albumin huyét va suy thin trude dé. C6 thé ting nguy co tiéu co van tién trién ¢
nhitng bénh nhan c¢6 cac yéu t thuan lgi cho cac bénh vé co va/hodc tiéu co vén, bao
géll}: trén 70 tudi, tién st ca nhan hodc gia dinh co6 cac roi loan co di truyén, suy than,
giam hoat dong tuyén gidp, uéng nhiéu rugu. Phai cén nhic giita lgi ich va nguy co khi
didu tri bing fenofibrate cho cac ddi twong bénh nhéan nay.

Phai nghi t¢i doc tinh v6i co khi bénh nhin xuét hién dau co lan téa, viém co kém co
gidt vung co bi dau, hién tugng chudt rut va yéu co, va/hodc ting déu hiéu trén CPK
(ndng do qué 5 1an mire binh thudng).

Ngirng diéu trj voi fenofibrate trong céc truong hop nay.

Gia tang nguy co dc tinh co khi thude duge ding déng thoi véi cac fibrate khéc hodic
thuée tre ché HMG-CoA reductase, diic biét trong truong hgp di c¢6 cac bénh vé co
trude do.

Do vdy, phéi cin trong khi ké toa phdi hgp fenofibrate véi thude e ché HMG-CoA
reductase hoiic thube fenofibrate khac cho bénh nhan khéng c6 tidn sir bénh co nhung
¢6 16i loan ting lipid huyét ning kém theo nguy co bénh tim mach cao. Can kiém tra
chit ch€ kha ning gay ddc tinh co.

Khuyén c4o liéu diing cho bénh nhan cao tudi nhur lidu cho ngudi trwdng thanh,

Chire nang than

Fenofibrate bi chdng chi dinh & nhiing bénh nhén suy than ning.
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Cén than trong khi sir dung fenofibrate & nhitng bénh nhan suy thin nhe dén trung binh.
Nén diéu chinh liéu & nhitng bénh nhén ¢6 téc do loc cau thin wdc tinh trong khoéng 30
dén 59 mL/phit/1,73 m?,

Di ¢6 bao cdo ting creatinine huyét thanh ¢é thé hoi phuc & nhitng bénh nhén ding
fenofibrate don doc hodc phdi hgp vdi céc statin. Ting creatinine huyét thanh thudng 6n
dinh theo thori gian ma khong co bang chimg cia tiép tuc ting creatinine huyét thanh khi
didu tri dai han va cé xu hudéng tro yé murc ban déu sau khi ngitng diéu tri.

Trong céc thir nghiém 1am sang, 10% bénh nhan c6 mirc ting creatinine so v§i mirc ban
dau 16n hon 30 pmol/L khi sir dung dong thdi fenofibrate va simvastatin so véi 4,4%
khi st dung statin don tri liéu. 0,3% bénh nhan ding dong thoi ¢ sy gia ting cia
creatinine toi gia tri > 200 umol/L.

Nén tam ngimg diéu trj trong trudmg hop ndng @ creatinine > 50% ULN (gi6i han trén
ctia murc binh thuong).

Khuyén cdo nén do creatinine trong 3 thang ddu sau khi bit dau diéu tri va dinh ky sau
do.

Ta duge

Vién fenofibrate c6 chira lecithin ddu nanh, ¢6 thé 1a ngudn gbc cla protein ddu nanh,
va do dd, khong nén str dung cho bénh nhén dj ing véi ddu phdng hoic dau dau phong
hoiic lecithin ddu nanh hodc cdc san pham lién quan do nguy co gip phai cac phan img
di tmg.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Kha ning mang thai

Pa quan st dwoc tac dung ¢6 hoi phuc 1én kha ning mang thai & dong vat. Chua c6 dit
liéu 1am sang lIén kha nang mang thai v4i fenofibrate.

Phu nir ¢6 thai

Khéng di dit liéu trong viée sir dung fenofibrate cho phu nit mang thai.

Nghién ctru trén dong vat khong thiy tac dung gy quai thai. Tuy nhién, dd quan sat
dugc déu hidu ddc cho bao thai & mic liéu dde cho con vt me. Vi viy, chi nén ding
fenofibrate trong thai ky khi di danh gia ky vé loi ich/nguy co.

Phu nir cho con bt

Chua c6 dit ligu cho thiy liéu fenofibrate va/hodc cée chat chuyén héa ctia n6 ¢6 bai tidt
qua sita me hay khong. Khéng thé loai trir nguy co ddi véi tré nhii nhi. Vi vay, khong
nén dung fenofibrate cho ngudi me trong thoi ky cho con bu.

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

’ & P A » » ] A - 3 ~ £+ " 5 ¥ ’
Chua c6 bang chitng vé dnh hudng ctia thuoc 1€n kha nang lai xe, vén hanh may méc.
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TUONG TAC, TUGNG KY CUA THUOC

Twong tac
Thube udng chdng dong

Khéng khuyén céo két hop fenofibrate va thude udng chéng dong. Fenofibrate lam ting
tac dung clia thude udng chéng dong va cé thé ting nguy co chay mau. Tuy nhién, néu
su phdi hop nay 1a bit budc, thi 15i khuyén 1a nén giam 1/3 lidu v6i thude chdéng dong
tai thoi diém bét diu didu tri va sau d6 dan din diu chinh néu cin thiét so véi INR (ti 18
chuén quéc té).

Cyclosporin

M@t vai truong hgp suy giam chirc néang thén thuan nghich da duge ghi nhén khi ding
d6ng thoi fenofibrate va cyclosporine. Chire ning than & nhitng bénh nhin nay can duge
giam sat chiit ché va nging diéu tri v4i fenofibrate trong cac truong hop thay ddi
nghiém trong chi s6 xét nghiém.

Céc thude e ché HMG-CoA reductase va cic fibrate khéc

C6 thé ting nguy co ngd doc co néu thude duge phéi hop véi cac fibrate khéc hodic cac

thude e ché HMG-CoA reductase. Rét cén trong véi cde didu tri ph(’()i hgp nay va bénh
nhén can duge theo ddi chat ché céc déu hiéu ngo doc co.

Cac glitazone

Da ghi nhin duge mot s6 trudmg hop giam HDL-cholesterol nghich ly ¢6 thé dao nguoc
khi ding ddng thoi fenofibrate va céc glitazone. Vi viy, khuyén cdo theo doi HDL-
cholesterol néu dung sw két hop trén va ngung ding néu HDL-cholesterol qua thap.

Cac enzyme cytochrome P450

Céc nghién ciu in vifro stt dung vi thé & gan ngudi cho thdy fenofibrate va acid
fenofibric khong tre ché cac déng phén cytochrome (CYP) P450 CYP3A4, CYP2DG6,
CYP2E1, hodc CYP1A2. O ndng dd diéu tri, thube trc ché yéu CYP2C19 va CYP2AG,
{rc ché mirc d nhe dén trung binh vai CYP2CY.

Phai giam sat chiat ch& bénh nhédn st dung déng thi fenofibrate va cac thube dugc
chuyén héa qua CYP2C19, CYP2C6, dic biét CYP2C9, vdi chi sb didu tri hep, l(huyén
céo diéu chinh lidu ding cua cdc thude nay néu can thiét.

Tuong ky

Do khéng ¢6 céc nghién ctru vé tinh tuong ky ctia thude, khong tron 1an thudc nay véi
cée thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Téan suét cia cac phan {ng ngoai y duoc sip xép theo thir tu sau: Rit thuong gip
(>1/10), thuong gap (> 1/100, <1/10), it gap (> 1/1.000, < 1/100), hiém gip (>1/10.000,
< 1/1.000), rat hiém gip (< 1/10.000 bao gdm céc bio cdo riéng 1€)
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Tiéu hoa:

Thiromg gdp: céc roi loan vé tidu hoa, da day hodc rudt (dau bung, budn nén, non, tidu
chay, day hoi) mic d¢ trung binh

It gp: viém tuy*

Réi loan gan mit:

Thudng gdp: ting ndng do transaminase trong huyét thanh & murc dé trung binh

it géip: phat trién s6i mét

Rét hiém gdp: cac dot viém gan. Khi cde triéu chiing (nhu vang da, ngira) biéu thi viém
gan xuat hién, can thue hién céc cac xét nghiém ddnh gia va ngimng fenofibrate, néu c6
thé.

Hé tim mach:

It gdp: thuyén tic huyét khoi (thuyén tac phoi, huyét khéi tinh mach sau*).!

e

Roi loan da va mé duwéi da: =

It gdp: phat ban, ngita, may day ho#ic phin (g quang nhay cam

Hiém géip: rung toc

Rat hiém gdp: da nhay cam vdi anh sang kém ndi ban do, bong nude hodc ndt trén céc
phin da tiép xtc véi anh sang mit trdi hodic 4nh sang nhan tao (nhu dén mé phong anh
sang mit troi) trong cdc trudng hop riéng 1¢ (ngay ca sau nhiéu thang str dyng don gian)
Réi loan co xwong, md lién két va xwong:

Hiém gdp: dau co lan toa, viém co, chudt rit co va yéu co

Chua 18 tan sudt: tiéu co van

R&i loan méu va hé bach huyét:

Hiém gdip: giam haemoglobin va s6 lwgng bach céu

Rii loan hé thin Kinh:

Hiém gdp: suy nhugc chire ning tinh duc

Réi loan hd hip, ngwe va trung thit

Chua 18 tan sudt: bénh phbi ké

Xét nghiém:

Chua ré tdn sudt: ting creatinine va uré huyét thanh

* Trong nghién ciu FIELD, m6t thir nghiém ngiu nhién, cé st dung gia duge va cé
kiém soat dugc tién hanh trén 9795 bénh nhén bi dai thao dudng typ 2, sy gia ting c6 ¥
nghia théng ké céc trrong hop viém tuy duge quan sat & bénh nhén ding fenofibrate so
vGi bénh nhén ding gia duge (0,8% so véi 0,5%; p=0,031). Trong cing nghién ciru,
tang ¢ y nghia thong ké da duogc bdo cdo véi thuyén tic phdi (0,7% trong nhom gia
duoc so v6i 1,1% trong nhom fenofibrate, p=0,022) va ting khéng cé ¥ nghia théng ké
vGi huyét khéi tinh mach sau (gia dugc 1,0% so véi fenofibrate 1,4%, p=0,074).
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Thong bido ngay cho bdc sy hogc dwoce sy nhitng phan ieng 6 hai gap phai khi siy
dung thudc.

QUA LIEU VA CACH XU TRi

Mét vai trudmg hop qué lidu ctia fenofibrate dd duge ghi nhan. Phin 16n céc truong hop
khéng cé tridu chimg qué lidu da duoc bao céo.

Khéng c¢6 thube giai doc dic higu. Néu nghi ngd qua 1idu thi nén diéu tri triéu chimg va

tién hanh céc bién phap hd trg khi cin. Khéng thé loai bo fenofibrate bﬁng thim tach

mau.

PAC TINH DUQC LUC HQC

Nhém dwge ly: chit lam giam lipid trong huyét thanh / lam giam cholesterol va —
triglycerid / cac fibrate ;‘»—N—[ﬂ
Mi ATC: C10 AB 05 '-;’;lpgi
Pic tinh duge Iwe hoe "HANE
Fenofibrate 1a mot din chét cia acid fibric, ¢6 tdc dung lam thay déi mirc lipid & nguoi Cili[j
thong qua viéc hoat hoa Peroxisome Proliferator Activated Receptor type alpha L_f___j

(PPARw).

Théng qua viée hoat hoa PPARa, fenofibrate 1am ting thiy phan lipid va bai xuét cac
tiéu phén gidu triglyceride khoi huyét twong nho hoat hoa lipoprotein lipase va giam san
xuét apoprotein C-III. Sur hoat héa PPARa ciing 1am tang tong hgp apoprotein Al va
AIL

Hiéu qua khoi dau néu trén ddi véi lipoprotein din dén lam giim LDL va VLDL cé
chtra apoprotein B va lam tang HDL c6 chira apoprotein Al va All.

Thém vao do, thong qua viée lam thay ddi téng hop va di héa cac hgp phan ciia VLDL,
fenofibrate 1am ting do thanh thai LDL va giam LDL ty trong thap, cac chét thudmg c6
ham lrgng cao trong cic dang tang sinh lipoprotein tai mach, mot dang roi loan rat phé
bién & bénh nhan c6 nguy co cao véi bénh mach vanh & tim.

Trong cac thir nghiém lam sang véi fenofibrate, cholesterol toan phén giam khoang 20
dén 25%, triglyceride giam khoang 40 dén 55% va HDL ting khoang 10 dén 30%.

Trén bénh nhan méc chimg ting cholesterol huyét, khi mirc LDL-cholesterol gidam tir 20
dén 35%, tac dung téng thé cia cholesterol tao nén mot sy giam ty 1& cholesterol toan
phén so v6i HDL-cholesterol, LDL-cholesterol so véi HDL-cholesterol, hodc Apo B so
véi Apo Al tit ca nhitng didu ndy tao nén nguy co xo cling dong mach.

Cho dén nay trong cac thir nghiém 1am sang c6 kidm soét kéo dai chua thay két qua ctia
fenofibrate trong viéc ngin ngira bién chimg xo vita ddng mach tién phét hay thir phat.
Su ngung dong cholesterol ngoai mach (gan hodc u trong bénh u vang thé ci) c6 thé

gidm dang ké, tham chi mét hoan toan khi diéu tri bing fenofibrate.
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Nhiimng bénh nhan c¢6 muce fibrinogen cao dwgc didu tri bing fenofibrate thiy thong sO
nay giam dang ké cling nhu véi nhitng ngudi c6 Lp(a) cao. Céc chét thé hién cho qua
trinh viém nhu C Reactive Protein ciing giam khi diu tri bang fenofibrate.

Téc dung ting bai xuat acid uric qua dudng ni¢u ciia fenofibrate din dén giam murc acid
uric khoang 25% ciing 12 tac dung hd trg rit ¢6 loi & nhitng bénh nhén cé bénh rbi loan
lipid huyét kém theo tang uric huyét.

Fenofibrate c6 tac dung chéng két tap tiéu ciu trén dong vat va trén thir nghiém 1dm
sang, lam giam sy két tip tiéu cau tao ra do ADP, acid arachidonic va epinephrine.
PAC TINH DUQC PONG HQC

Hép thu:

Nong d6 t6i da trong huyét twong (Cmax) dat duge trong vong 4 dén 5 gidrsau khi ubng.

Nong d t6i da trong huyét twong 6n dinh khi diéu tri lién tuc & moi c4 tk

tang hip thu khi udng trong bita in.
Phan bé:
Acid fenofibric gfin két manh véi albumin huyét twong (hon 99%).

Thoi gian ban thai:

Thoi gian ban thai cia acid fenofibric ra khoi huyét tuong 13 khodng 20 gio.
Chuyén hoa va dao thai:
Khéng thiy fenofibrate & dang bién ddi trong huyét twong ma chi thdy acid fenofibric 14

chét chuyén héa chinh. Thuée bai xudt chi yéu qua nudc tiéu. Thue t& cho thiy tét ca
luong thude dua vao dwge bai xufit trong vong 6 ngiy. Fenofibrate dugc bai xuat chu
yéu dudi dang acid fenofibric va dang lién hgp glucuronid. O ngudi gia, do thanh thai
toan phan cta acid fenofibric ra khoi huyét tuong khéng bi thay déi.

Nghién ciru duge dong hoc sau khi sir dung lidu don va sau khi didu tri lién tuc chimg to
thude khong tich lity. Acid fenofibric khong bi loai trir khi tham tach mau.

QUY CACHPONG GOI: Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Béo quan dudi 30°C, tranh am.

HAN DUNG: 24 théng ké tir ngdy san xuét.

TIEU CHUAN CHAT LUQNG: NSX

Séan xudt boi:

SUN PHARMACEUTICAL INDUSTRIES LIMITED

Industrial Area No. 3, A.B. Road, Dewas — 455 001 (M.P.), An Db



