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1huoe nay chi ding theo dom cua bac si.
Doc kj hudng dan su dung trudc khi ding.
Neéu edn thém thong tin xin hoi Y kién ctia bac si,

LIPIDSTOP 200
Vién nang Fenofibrate 200mg

THANH PHAN

Mai vién nang chira:

Hoat chat: Fenofibrate dang vi hat 200mg.

Td duoe: Tinh bot tién gelatin hoa, sodium lauryl sulphate, titanium dioxide, magnesium
stearate.

CAC DAC TINH DUQC LUYC HQC

Fenofibrate, din chét cia acid fibric, 1a thubc ha lipid mau. Thubc irc ché sinh tong hop
cholesterol & gan, lam giam cac thanh phin gay vira xo (lipoprotein ty trong rat Ihap VLDL
va lipoprotein ty trong thap LDL) lam tang san xudt lipoprotein ty trong cao (HDL}, va con
lam giam triglycerid mau. Do do, cai thién dang ké sur phéan bé cholesterol trong huyét tuong.
Fenofibrate dugc diing dé dzeu tri tang lipoprotein - huyét tip IIa, np [Ib, tip III, tip IV va tip
V cing v6i mot ché do an rdt han ché vé lipid. Fenofibtrate co thé lam giam 20 - 25%
cholesterol toan phan va 40 - 50% triglycerid trong méu. Diéu trj bang fenofibrate cn phai
lién tuc.

CAC PAC TINH DUGC PONG HQC %
Hip thu:

Fenofibrate dugc hip thu tdt tir duong da day-rudt. Néng db dinh trong huyét tuong cia acid
fenofibric dat duoc 6 dén 8 gior sau khi udng.

Sur hdp thu ciia fenofibrate tang In khi diing cing véi thic dn. Véi vién nang Fenofibrate,
mirc @6 hap thu thude khi dlng ciing v6i thirc n ting lén khoang 35% so vai ding thube khi
déi,

Phén bé: ' ,
Ndng dd dinh trong huyét twong ciia Fenofibrate d3 cho thiy dat duge S ngay sau khi uong va
khong biéu hign tich Iiiy theo thoi gian sau khi dung nhiéu lan. Ti 1¢ gin véi protein huyét
tuong khoang 99% & nguoi binh thudmg va ngudi c6 lipid mau cao,

Chuyén héa:

Sau khi udng, Fenofibrate dwoc thiy phan nhanh bing men esterase thanh chét chuyén hoa ¢6
hoat tinh, acid fenofibric; khéng tim thy Fenofibrate khong doi trong huyét twong. Dir liéu
chuyén héa in vivo cho thﬁy ca Fenofibrate va acid fenofibric déu khong bi 6xy hoa (vi du
cytochrome P450) dén mot murc do dang ke.

Thai trir: i ; :

Sau khi hdp thu, Fenofibrate duoe thai trir phén lém qua nuéc tiéu dudi dang chat chuyen hoa,
chu yéu la acid fenofibric va acid fenofibric glucoronide.

Khoang 60% li¢u ding xuit hién trong nudc ti€u va 25% thai qua phan. Acid fenofibric c6
thoi gian ban thai la 20 gid, cho phép dung liéu 1 lan/ngay trén 1am sang.

CHI DINH

Piéu tri chitng ting cholesterol mau

LIPIDSTOP 200 duoc chi dinh nhu li€u phap didu tri két hop v6i ché 4o an«ﬁ% lﬁm g:.’mi .

chimg tang lipoprotein phan tir luong thdp (LDL) ~ Cholesterol, Cholcsfemlf}!ﬁaﬁ pha g

Triglyceride va Apolipoprotein B, va dé 1am ting luong lipoprotein phan tu lu(mg ﬁaai{HDLJJ J
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Cholcaterol & bénh nhin trudng thanh bi ting cholesterol mau tién phit hodc rdi logn lipid
mau hdn hop (Fredrickson tip ITa va ITb).
Piéu trj chirng ting triglyceride mau
LIPIDSTOP 200 ciing dugc chi dinh nhu liéu phap két hop voi ché do an dé diéu tri bénh
nhan truong thanh bi tang triglyceride mau (tang lipid mau Fredrickson tip IV va V).

LIEU LUQNG VA CACH DUNG

Bénh nhan nén dung ché dd an c6 ham luong lipid thip thich hop trude khi dung LIPIDSTOP
200 va nén tiép tuc ché dd sn nay trong khi diéu trj véi LIPIDSTOP 200. Nén ding
LIPIDSTOP 200 véi biia 4n dé ting t5i da sinh kha dung cda thude,

Liéu ban dau thuéng 1a 200 mg mét ngay udng trong bita &n la tot nhét (ubng mét lin hoic
chia lam 2 14n), Cén duy tri liéu ban dau cho dén khi cholesterol méu tré lai binh thuong; sau
d6 c6 thé giam nhe liéu hang ngay xuéng. Néu cholesterol toan phan trong mau vin con cao
hon 4 g/l thi co lhe tang liéu 1én 300 mg/ngay. Phai klem tra cholesterol mau 3 thang mét lan.
Néu cac thong s6 lipid mdu lai tang l€n thi phai ting liéu 1én 300mg/ngay.

Tré > 10 tudi: Cén nghién cinu k¥ dé xac dinh cin nguyén chinh x4c cua tang lipid mau & tré,
C6 thé diéu tri thir két hop véi mot ché dé an duge kzem sodt chdt ché trong vong 3 thang,
Lleu toi da khuyén dung 1a 5 mg/kg/ngay. Trong mjt s6 trudmg hop dic bigt (tang lipid mau
rat cao kém theo dau hiéu lam sang cta vira xo ddng mach, cha me c6 biéu hién tim mach do
X0 vira truoc 40 tudi, c6 dam dong xanthom...) thi co thé ding liéu cao hon nhung phai do
thiy thudc chuyén khoa chi dinh.

HOAC THEO CHI DAN CUA BAC SY. r‘i?/

CHONG CHI PINH

LIPIDSTOP chéng chi dinh cho bénh nhin cho thdy qua mén cam véi Fenofibrate.
LIPIDSTOP ciing chéng chi dinh cho bénh nhén rdi loan chirc néng gan hodc thén néng, bao
gdm xo gan mat tién phat, va bénh nhén c6 chirc ning gan bt thudng kéo dai khéng rd
nguyén nhan. Thubc ciing chéng chi dinh cho bénh nhan c¢6 bénh tii mat tir truede va tré dudgi
10 tudbi.

CANH BAO PAC BIET VA THAN TRONG PAC BIET KHI SU DUNG
Chue nz‘mg gan: Fenofibrate & lieu tuong duong tir 107 dén 160mg fenofibrate/ngay da di
kém vé&i hién twong ting transaminase huyét thanh [AST (SGOT) hodc ALT (SGPT)]. Nén
kiém sodt dinh ki thuomg xuyén chirc ndng gan, bao gom ALT (SGPT) huyét thanh trong thoi
gian diéu tri bang fenofibrate, va ngung diéu tri néu mirc enzyme ludn cao hon 3 lan mirc
binh thudng, :

S6i mét: Fenofibrate, gidng nhu clofibrate va gemfibrozil, ¢6 thé 1am tang bai tiét cholesterol
vao mét, dan dén soi méat.

Dang ciing thube chéng dong mau dang uéng: Nén thédn trong khi ding céc thuc:fic chbng
dbng mau cling voi fenofibrate do cdc thude chong dong mau dang coumadin ¢é thé kéo dai
théi gian prothrombin/INR.

Diing clng cic thudc trc ché enzym HMG-CoA Reductase: nén tranh dung két hop
fenofibrate va cc thude e ché enzym HMG-CoA Reductase trir khi loi ich cia viée thay ddi
hon nira muc ]ipid c6 vé cao hon han nguy co tang 1én cta viée két hop thudc nay.

Pé phong: viém tuy da duoc bao cao ¢ bénh nhan ding fenofibrate, gemfibrozil, va
clofibrate. Phan {mg qua man cam cap bao gém ban da ning doi hoi bénh nhan phal nhap
vién va diéu tri véi steroid rat hiém xay ra trong khi d:eu tri v6i fenofibrate. i

su giam nhe dén trung binh hemoglobin, hematocrit, va té béo bach cau obe.@ nha \{‘u“
bt dau diéu tri bing fenofibrate. Ding mdt minh céc fibrate, bao gdm fe}.‘/& b{ﬁiﬁ(‘pﬁﬁ‘u‘.h& "‘
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khi di kém v&i bénh & co. Didu tri véi thube nhom fibrate d giy tidu co trong mét s6 mém
truong hop, thudmg 12 & bénh nhan suy chirc néng than.

Bénh nhén nén dugc khuyén la phai bao cdo ngay néu bi dau co khéng rd nguyén nhén, co
mém hodc yéu, dic biét néu c6 kém theo kho chiu hodc sbt.

TUONG TAC THUOC

Thudc chéng dong mdu dang rmug Fenofibrat 1am ting tac dung cua cac lhuoc udng chbng
dbng va do d6 1am tang nguy co xuat huyét do ddy cac thudc nay ra khoi vi tri gin voi protein
huyet tuong. Cén theo doi luong prothrombin thudng xuyén hon va diéu chinh lleu thude
udng chéng dong trong subt thai gian diéu tri bing fenofibrat va sau khi ngimg thudc 8 ngay.
Nén than trong khi ding thubc chéng ddng mau nhom coumadin cung vOl vién nang
fenofibrate. Nén giam liéu dung cua thude choug dong mau dé duy tri thoi gian
Prothrombin/INR & mirc mong muén dé phong ngua bién chimg chdy mau. Nén theo dbi thoi
gian prothrombin/INR thudéng xuyén cho dén khi két luin chic chin Ja thoi gian
prothrombmHNR da 6n dinh.

Dang cing cdc thudc tec ché enzym HMG-CoA Reductase: Ding két hop céc thude rc ché
HMG CoA reductase (vi du: pravastatin, simvastatin, fluvastatin) s&€ lam téng dang ké nguy
co tén thuong co va viém tuy cdp. Do vdy nén trdnh dung két hop fenofibrate va cac thude 1rc
ché enzym HMG-CoA Reductase trir khi loi ich cua viée thay d6i hon nira mic lipid c6 vé
cao hon hin nguy co téng l€n cia viée két hop thuoc nay.

Resin: Do céc chit gn acid mat cung c6 thé gin véi cac thude khac dung ddng théi, bénh
nhan nén uong fenofibrate it nhat 1 gi¢r trude hodc 4 dén 6 gidr sau khi diing mét resin gan
acid mat dé tranh can trér su hap thu cua thudc.

Cyclosporine: Do cyclosporine c6 thé gay doc than voi viec giam d6 thanh thai creatinine va
tang lugng creatinine trong huyet thanh, va do sur bai tiét qua thdn la dudmg thai trir chinh
¢ia cac thube fibrate bao gom ca Fenofibrate, c¢o nguy co s& dan dén mét tu‘ung tac thuoc
nguy hlem Nén can nhic cén than loi ich va nguy co ctia viée diing fenofibrate véi cac thude
irc ché mi&n dich va cac thudc khac c6 kha nang giy déc cho than, va nén dung lidu thip nhét

¢ lac dung., rg

{
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Neén tranh dung thuéc trong thoi ky mang thai. Chi nén dung Fenofibrate trong thoi ky mang
thai néu loi ich tiém tang cao hon hin nguy co ¢6 thé xay ra cho thai nhi.
Khang nén ding Fenofibrate cho ba me cho con bit. Do kha ning gdy u ung thu 43 thay trén
cac nghién ciru & ddng vat, nén quyét dinh ngimg cho con b hosc ngimg ding thudc.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chira ¢h dir lién

TAC DUNG KHONG MONG MUON

Téc dung khéng mong mudn thudmg nhe va it gap.
Thudng gap ADR > 1/100

Tiéu hoa: Réi loan tiéu hoa, trudng ving thuong vi, budn ndn, chudng bung, ia chay nhe.
Da: Néi ban, ndi may day, ban khong déc hiéu.
Gan; Tang transaminase huyét thanh.

Co: Pau nhite co. AZ0V902050, %,
HIém gip ADR < 1/1000
Gan: Soi duong mat. Us Lion whi
Sinh duc: Mét duc tinh va liét duong, giam tinh triing. e
Mau: Giam bach cau.
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Ghi chi: XIN THONG BAO CHO BAC Sl CAC TAC DUNG KHONG MUNG MUON
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Khong ¢ bign phap diéu tri dic hiéu khi bi qua liéu Fenofibrate. Bién phap cham soc hé trg
toan than cho bénh nhan dugc chi dinh, bao gom kiém soat cac diu hiéu séng va theo doi tinh
trang lam sang, néu xay ra viéc dung qua liéu. Néu duoe chi dinh, nén thai phan thudc chua
duge hép thu bing céch gdy nbn hoac rira da day; nén tuan theo cac dé phong théng thuong
dé giir thong dudmg ho hap Do Fenofibrate gan manh vao protein huyét tuong, khéng nén
xem x¢ét diing bién phap thim phan mau.

TIEU CHUAN CHAT LUQONG

Nha san xuét

HAN DUNG ) %

24 thang k€ tr ngay san xudt. : 5 .
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN :
Giir thude ¢ nhiét d dudi 30°C, bao vé tranh dnh séng va d6 am.
GIU THUOC XA TAM TAY CUA TRE EM

TRINH BAY
Hdp 2 vi x 10 vién nang

NHA SAN XUAT
The Acme Laboratories Ltd.
Dhulivita, Dhamrai, Dhaka, Bangladesh.
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