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HUGNG DAN SU DUNG THUGC

Rx
Thudc ban theo dan. Néu c&n thém thdng tin xin hoi § kién bdc sT
Boc k¥ hudng din sit dung trude khi ding, D& xa tdm tay cia tré em.

PYGEMXIL
(Gemfibrozil 600 mg)

THANH PHAN M&i vién nén bao phim chifa

Gemfibrozil 600mg

Td duge: Tinh bdt ngd, Microcrystalline cellulose, Croscarmellose sodium, Magnesi stearat, Talc, Hypromellose, Polyethylene
glycol, Titanium dioxide.

DUgC LUC HOC

Gemfibrozil 1a mdt chét tuang ty acid fibric khéng co halogen va |2 thudc chdng tang lipid huyt. Gemfibrozil lam gidm ndng do
lipoprotein giau triglycerid, nhu VLDL (lipoprotein ty trong L@Ihé’p), tang nhe ndng do HDL (lipoprotein ty trong cao) va ¢ tac /
dung khdc nhau trén LDL (lipoprotein 1 trong thap). Tac dung trén ndng d6 VLDL c6 thé chii y&u do ting hoat tinh clia
lipoprotein lipase, dac biét trong co, din dén ting thily phan lugng triglycerid trong VLDL va ting di hda VLDL. Gemfibrozil con
1am thay ddi thanh phdn clia VLDL do lam gidm sén sinh & gan apoC - 111 1 chét (ic ché hoat tinh clia lipoprotein lipase, va cling
1am gidm t8ng hgp triglycerid trong VLDL & gan.

Cing véi tac dung trén lipid mau, gemfibrozil con c6 téc dyng gidm ket tap tidu cdu, nén lam gidm nguy co vé bénh tim mach.
Téc dyng lam sang clia gemfibrozil hodc bat ¢l thudc acid fibric ndo khéc trén ndng d lipoprotein phy thudc vao tinh trang ban
d4u clia lipoprotien tily theo tang hodc khong tang lipoprotein huy&t. Ngubi tang lipid méu déng hgp tir apoE,/apoE, d4p (g tot
nht véi liéu phdp gemfibrozil. Néng dé cao triglycerid va cholesterol c6 th gidm manh, va bénh u vang phat ban nhiéu cuc va u
vang gan ban tay c6 thé gidm hoan toan. Ciing c6 tac dung tot trén dau thit ngyc va tap ténh céch hdi.

Ligu phép gemfibrozil & ngudi ting triglycerid huyét nhe (vi dy, triglycerid < 400 mg/dl tiic 4,5 mmol/lit) thubing gay giam ndng
di triglycerid 50% hoéc hon, va ting ndng do HDL cholesterol 15% d&n 25%, dic biét & ngudi tang lipid huyét ket hgp co tinh
gia dinh. Gemfibrozil ¢6 tic dung 5t & ngudi téng triglycerid nang va cé hdi ching vi chylomicron huyét. Trong khi ligu phap ddu
tién 12 phai loai trit chdt béo khdi ché do an vai mic 15 da cé thé duge, thi gemfibrozil gidp vira lam ting hoat tinh clia
lipoprotein lipase vifa lam giam t6ng hp triglycerid & gan. g ngudi bénh nay, lidu phap duy tri vi gemfibrozil cé thé giif néng do
triglycerid dui 600 d&én 800 mg/dl tiic 6,8 - 9 mmol/lit d& dy phong bién chiing viém tuy va uvang phét ban.

DUGC BONG HOC

Gemfibrozil duge hap thu nhanh va nhiéu (kha dung sinh hoc: 98 + 1%) khi udng trong bira n, nhung kém han néu udng lac doi.
Pat néng do dinh huy&t tuong trong vong 2 dén 4 gid. Hon 97% gemfibrozil gén vai protein huygt tuang.Thai gian ban hily 1a
1,1£ 0,2 gi. ThuSc phan bé rong va ndng 4 trong gan, than, rubt cao hon ndng dd trong huyét tuang. Thé tich phan bd: 0,14 +
0,03 lit/kg. Gemfibrozil bai tiét chil y&u dudi dang chat lién hgp glucuronic; 60 d&n 90%Iidu udng bai tiét trong nudc tiéu, va
lugng nhd hon trong phan. Sy bai tiét gemfibrozil & ngudi suy than tuy cé gidm, nhung gidm it han so vi nhiing fibrat khac. B9
thanh thai: 1,7 £ 0,4 ml/phlt/kg.

Chi DINH -
Gemfibrozil a thusc chon lpc dé didu tri ting lipid huy&t dong hgp tl apoE,/apoE, (tang lipoprotein huy€t typ I11). Tang \5
triglycerid huy&t vira va niing c6 nguy co viém tuy. Tang lipid huyét k&t hop c6 tinh gia dinh, ¢d ndng dg VLDL cao; néu ndng dd Vil
LDL cao, c6 chi dinh ding thém thudc rc ché HMG CoA reductase liéu thap. s
Gemfibrozil chi dugc chf dinh dé diéu tri tang lipid huy&t va lam gidm nguy cd bénh mach vanh trong tang lipid huyét typ I1b N
khong c6 tién s hodc trigu chiing hién tai clia bénh mach vanh, ma khong dap (ng vdi ché dg an kiéng, luyén tap, gidm can )

hoic viéc dung thudc khac mdt minh va cé bd ba triéu chiing: HDL cholesterol thdp, LDL-cholesterol tang va triglycerid tang.
Gemfibrozil duge chi dinh trong diéu tri tang lipid huy&t tién phat ning (tang lipid huy8t typ IV va V) cé nguy co bénh déng mach
vanh, dau bung di€n hinh clia viém tyy, khong dap (ing v6i ché do 4n kiéng hoéc nhiing bién phap khdc mgt minh. Gemfibrozil
khdng c6 tac dung véi tang lipid huyéttypl.

LIEU DUNG VA CACH SU DYNG

Gemfibrozil dugc ding ung. Ligu ding cho ngudi 16n 12 1200 mg chia lam 2 1dn trong ngay, udng 30 phit trutc cac biia &n sdng
VA toi.

THAN TRONG

Bit ddu diéu tri: Lam cac xét nghiém dé bigt chic ndng df lipid thyc sy khong binh thudng. TruGc khi tign hanh diéu trj voi
gemfibrozil, phii ¢§ ging kiém soat lipid huyét thanh bang ché do &n thich hgp, luyén tép, gidm cén & ngudi béo phi, va kiém
so4t nhiing bénh khac nhu dai thao duting va gidm nang tuyén gidp dang g6p phdn gy nhiing bat thutng vé lipid.

Trong khi diéu trj: Binh Ki xét nghigm lipid huy&t thanh, va ngitng thufic néu tac dyng trén lipid khéng thda ddng sau 3 thang
diutri.

Khi ngiing gemfibrozil, cdn ¢6 ch& do &n kiéng gdy gidm lipid huy8t thanh thich hgp va theo ddi lipid huy8t thanh cho téi khi
ngudi bénh 6n dinh, vi ndng dé triglycerid va cholesterol huy&t thanh cd thé tang tré lai mic ban ddu.

CHONG CHI BINH '

R&i i@?ﬂ.’rc nang than hoic gan, bénh tdi mat, xd gan mat tién phat. Qué man véi gemfibrozil hoic bét ¢ thanh phén nao clia
thudic. Khdng diing gemfibrozil cho phy nit mang thai va tré em.
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TUONG TAC THUGC

-Thudc chéing dong, dén xudt coumarin hodc indandion; Diing d8ng thaii véi gemfibrozil ¢o thé 1am ting dang k€ tac dung
chdng dong clia nhiing thuc nay; cdn phai hiéu chinh ligu thugc chdng dong dya trén xét nghiém thdi gian prothrombin thuding
Xuyén.

-Chenodesoxycholique hodc ursodesoxycholique: Téac dung cd thé gidm khi ding déng thai nhiing thudc nay véi gemfibrozil, 1
chdt cd xu hudng 1am ting bdo hoa cholesterol & mat.

- Lovastatin: Dung déng thdi véi gemfibrozil cé thé lam tang nguy cd tidu cd van: ting dang ké ndng do creatine kinase, va
myoglobin nigu ddn d&n suy than cép: cd thé phat hign s6m 12 3 tuiin va mudn 12 vao thang sau khi bat du lidu phap phdi hop;
theo doi creatine kinase dy khdng dy phong dugc bénh ca ndng hodc thuong t6n than.

- Cdc statin: Bénh ca va/hodc tidu ca van c6 hoic khong co giy ti vong da xdy ra khi st dung két hgp gemfibrozil voi statin (vi
di: cerivastatin, lovastatin).

- Repaglinid: Diéu trj véi gemfibrozil khéng nén dugc bt ddu & bénh nhin dang diing repaglinid, va nhiing ngudi dang ding
gemfibrozil khéng n&n bt ddu diéu tri vai repaglinid, bai vi sif dung chung hai thudc c6 thé lam ting va kéo dai tic dung ha
duding huyét clia repaglinid. Thém vao d6, do tac dung (c ché higp déng clia gemfibrozil va itraconazol trén sif chuyén hoa
repaglinid, bnh nhan dang st dung ddng thai gemfibrozil va repaglinid khéng nén sir dyng itraconazol.

- Chét chen B-adrenergic: Mot vai chat chen p-adrenergic cd thé gay tang triglycerid huy8t tuong va gidm HDL-cholesterol lam
gidm higu qua clia gemfibrozil,

PHY NU CO THAI VA CHO CON BU

- Thiii ky mang thai: Gemfibrozil qua nhau thai. Khéng c6 cong trinh nghién ciu day di va c6 kiém chiing duing gemfibrozil cho
phy nit mang thai; khéng dugc dung gemfibrozil cho phy nii mang thai.

- Thaii ki cho con bii: Khdng bigt gemfibrozil cd phan bd vao trong slfa ngudi hay khéng. Vi gemfibrozil cé khd ndng géy nhiing
ADR nghiém trong trén tré nhd ba sia me, nén tranh khdng cho con bi.

TAC DONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Gemfibrozil c6 thé gay chéng mat, lo md, budn ngl, ngudi bénh dung thudc nén than trong khi l4i xe va van hanh may mac.
TAC DUNG KHONG MONG MUGN

ADR clia gemfibrozil néi chung it gap v nhe, tuy nhién, vi cé nhiing di€m giGng nhau vé hoa hoc, dugc Iy va lam sang vdi
clofibrat, nén gemfibrozil ¢6 thé cé cling ADR nhu clofibrat. Nhitng ADR thuting gép clia gemfibrozil & duing tigu hoa déi khi kha
nang d&n mitc phai nging thudc.

- Thudng gap, ADR > 1/100

Tigu hoa: Kho tigu, dau bung, Ta chdy, bun non, non, tho bon, viém rudt thita cép tinh.

Gan: Soi mat.

Than kinh trung uong: Mét mdi, chéng mat, nhic déu.

Da: Eczema, ban.

- ltgdp, 1/1000 < ADR < 1/100

Tim mach: Rung nhi.

Thén kinh trung uong: T&ng cAm, chéng mat, ngl ld md, budn ngd, trdm cam.

Tiéu hoa: Day hdi.

Thén kinh, cova xuong: Dj cam.

Mat: Nhin mo.

QUA LIEU VA CACH XU TRi

C4c tridu chiing qua liéu gdm dau bung, tigu chay, budn non, non. Didu trj qua lidu gemfibrozil gdm diéu tri triéu chimg va hd trg.
Truting hop qué liu cdp tinh, phéi lam sach da day ngay bing gy ndn hogc rlia da day.

HAN DUNG 36 thang k& tif ngay san xuat,

BAO QUAN Nai khd, mat (duai 30°C). Tranh 4nh sang.
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