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Thinh phdn: Mol vidn nang o chifa:
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PA PHE DUYET e S

Bdo qudn: Trong bas bi kin, s khé, teinh Sm
Bahidet i kehdng qud 30°C,
Titu chudn dp dyng: o didin Mg - LIS 35
Lﬁn dﬁu- f / DE XA TAM TAY TRE EM

| BOC KY HUONG DAN SU DUNG TRUGC
KHI DUNG

SDK - Reg. No.:
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Gemiibrozil 300 mg
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Gemfibstad 300

Compasition: | ach hard gelatin capsule contains

Covmifilaasil 00 mg
FE seupuienis o5 |« aprule
Indications, Administration, Contraindications
and other precautions:

Read the parkage insert inside

T |

Store in a well-chosed container, in a dey place
protect from masture. (3o not store above 3000
LISP 35

KEEP OUT OF REACH OF CHILDREN

Ba r(ode READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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Gemfibstad 300

THANH PHAN
M&i vién nang clng chira:
Gemfibrozil R R AR AR A 300,0 mg
TA duwrgre vira Gl ..o 1 vién

(Microcrystallin cellulose, tinh bdt natri glycolat, hydroxypropyl cellulose,
goh&somat 80, colloidal silica khan, talc, magnesi stearat)
MO T,

Vién nang cing sb 0, ndp méau xanh dwong, than mau tréng, nap va
thén nang c¢ in chir “STADA" mau den, bén trong chira bét thube mau
trdng hay trdng nga.

DUQC LYC HOC

- Gemfibrozil 1a mét chét tuong ty acid fibric khéng cé halogen, va 1&
thubc chéng tang lipid huyét. Gemfibrozil lam giam néng dd lipoprotein
gidu triglycerid, nhw VLDL (lipoprotein ty trong rét thdp), tang nhe ndng
a3 HDL (lipoprotein ty trong cao) va cd tac dyng khac nhau frén LDL
(lipoprotein ty trong thép). Tac dung trén ndng d6 VLDL c6 thé chi yéu
do tang hoat tinh cia lipoprotein lipase, d4c biét trong ce, ddn dén tang
thiy phan lwong triglycerid trong VLDL va tang dj héa VLDL.
Gemfibrozil con lam thay ddi thanh phén cia VLDL do lam giam san
sinh & gan apoC-lil Ia chét trc ché hoat tinh cua lipoprotein lipase, va
cing lam gidm téng hop triglycerid trong VLDL & gan.

~ Cung vei tac dung trén lipid mé&u, gemfibrozil con cb tac dung gidm két
tép tiéu cAu, nén lam gidm nguy co v& bénh tim mach.
Tac dyng 1dm sang cla gemfibrozil hodc cla bét ¢l thude acid fibric nac
khéc trén ndng d6 lipoprotein phy thugc vao tinh trang ban ddu cua
lipoprotein tuy theo téng hoac khéng téng lipoprotein huyét. Nguai tang
lipid mau aéng hop W apoEy/apoE, dap tmg 18t nhdt véi lidu phap
gemfibrozil. Néng d¢ cao triglycerid va cholesterol c6 thé gidm manh, va
bgnh u vang phat ban nhidu cyc va u vang gan ban tay c6 thé giam
hgan toan. Ciing 6 tac dyng tét trén dau that ngyc va tap ténh cach
hoi.

- Ligu phép gemfibrozil & nguoi tang triglycerid huyét nhe (vi dy,
triglycerid < 400 mg/dl) tic 4,5 mmollit thwong gay gidm néng do
triglycerid 50% ho#ic hon, va tang ndng d6 HDL cholesterol 15% dén
25%, dac biét & nguoi tang lipid huyét két hop co tinh gia dinh.
Gemlfibrozil 6 tac dung tt & ngudi tang triglycerid huyét nang va co hoi
chirng vi chylomicron huyét. Trong khi liu phap dAu tién la phai loai trir
chét béo khoi ché a9 &n véi mure téi da c6 thé duoc, thi gemfibrozil gitp
vira lam tang hogt tinh clia lipoprotein lipase vira lam gidm tdng hop
1riglyosrid & gan. O nguéi bénh nay, liéu phap duy tri véi gemfibrozil c6
thé gilr nbng 4o triglycerid dwéi 00 dén BOO mgid! tirc 6,8 - 8 mmoliit
@& dy phong bién chirng viém tyy va u vang phat ban,

DUQC BONG HQOC
Gemfibrozil dwgc hép thu nhanh véa nhidu (Sinh kha dyng: 98 £ 1%) khi
ubng trong bira &n, nhung kém hon néu uéng lic d6i. Dat néng dd dinh
huyét trong trong vong 2 dén 4 gi. Hon 97% gemfibrozil gan vi
protein huyét twong. Thi gian ban thai 14 1,1 + 0,2 gie. Thubc phan bé
19ng va ndng dd trong gan, than va rudt cao hon néng a6 trong huyét
twong. Thé tich phéan bd: 0,14 + 0,03 livkg. Gemfibrozil bai tiét chd yéu
duéi dang chét lién hop glucuronid; 60 dén 90% lidu ubng bai tit trong
nuéce tiéu, va ligng nhé hon trong phan, Sy bai tiét gemfibrozil & ngudi
suy thén tuy c6 giam, nhung gidm it hon so véi nhivng fibrat khac. B
thanh thai: 1,7 + 0,4 mi/phitkg.

CHi BINH

~ Gemfibrozil Ia thudc chon loc dé didu trj tang lipid huyét déng hgp tir

apoE; /apoE; (tang lipoprotein - huyét tuyp Ill). Tang triglycerid huyét

vira va nang c6 nguy co viém tuy. Tang lipid huyét két hop cé tinh gia
dinh, cé ndng 49 VLDL cao; néu ndng d§ LDL cao, cé chi dinh ding
thém thubc trc ché HMG CoA reductase lidu thép.

Gemfibrozil chi dugc chi dinh dé didu tri tang lipid huyét va lam gidm

nguy ce bgnh mach vanh trong tang lipid huyét tuyp Ib khéng co tién st

hodc trigu chirng hién tai clia bénh mach vanh, ma khéng dap (rng véi
ché 4 an kiéng, luyén tap, gidm can hodc ding thudc khac mot minh va

0 b§ ba triéu chirng: HDL cholesterol thdp, LDL - cholesterol tang va

triglycerid tang.

Gemfibrozil dugc chi dinh trong didu trf tang lipid huyét tién phat nang

(tang lipid huyét tuyp IV va V) c6 nguy co' bénh ddng mach vanh, dau

bung dién hinh cda viém tyy, khdng dap (g véi ché 46 an kiéng hodc

nhitng bién phap khac mét minh, Gemfibrozil khéng co tac dyng véi

tang lipid huyét tuyp .

LIEU LUQNG VA CACH DUNG
Gemfibstad 300 duoc ding béng duéng uéng. Lidu thuong dung cho
nguoilén |a 600 mg ngay 2 Ian, udng 30 phut tredc cac bira an sang va
chidu. Phai ngirng thuéc sau 3 thang néu ndng dd lipoprotein huyét
thanh khéng tét lén dang ké.

CHONG CHIi BINH

~ Qua mén voi gemfibrozil hodc bat ¢t thanh phén nao cda thube.

— Réi loan chirc nang than hodic gan, bgnh tdi mat, xo gan mat tién phat.

- Khéng ding gemfibrozil cho phu nik mang thai va tré em.

THAN TRONG

~ Bt ddu diéu tri: Lam céc xét nghiém dé biét chéc ndng dd lipid thyc sy
khéng binh thuong. Tredc khi tién hanh didu tri voi gemfibrozil, phai
kiém soat lipid huyét thanh béng ché dé an thich hep, luygn tép, gidm
cén & ngudi béo phi, va kidm soat nhirmg bénh khac nhu dai thao
dz't‘rng va gidm néng tuyén gidp dang gép phan gay nhirng bt thuéng
ve lipid,

- Trong khi diéu tr: Binh ky xét nghiém lipid huyét thanh, va ngirng thudc
néu tac dung kém trén lipid sau 3 thang didu trj,

~ Khi ngirng gemfibrozil, cAn c6 ché a8 an kiéng giam lipid huyét thanh
thich hep va theo di lipid huyét thanh dén khi ngwai bénh én dinh, vi
néng go triglycerid va cholesterol huyét thanh c6 thé tang trér lai mirc
ban déu.

~ Nhi*ng tac dung phy n@ng vé& tiéu héa co thé cin phéi ngirng ding
gemfibrozil. Khi nguéi bénh dang dung gemfibrozil ¢6 bidu hién vé dau
0, s& &n dau, hodc yéu co, cén phai danh gia vé viém co; qua xéc djnh
nbng dé creatin kinase. Néu nghi ng& hodc chin dodn c6 viém co, phai
ngirng ding gemfibrozil.

— Néu thdy c6 séi mét, phdi ngirng ding gemfibrozil.

TUONG TAC THUOC

~ Thubc chéng déng, din xudt in hodic indandion: Dung déng thai

vol gemfibrozil co thé 1am tang dang ké tac dung chéng déng cia nhirng

thube nay; phai higu chinh liéu thube chéng déng dya trén xét nghidm
théri gian prothrombin thuéng xuyén,

Chenodi yeholigue hodc ycholique: Tae dyng cé thé gidm

khi ding déng th&i nhirng thudc nay véi gemfibrozil, 1& chét cé xu

hwdng lam tang bao hoa cholesterol & mat.

Lovastatin: Dung ddng thei véi gemfibrozil c6 thé 1am tang nguy cor tigu

co van; tdng dang Icg néng dé creatin kinase, va myoglobin nidu din

@én suy than cép; co thé phat hign sau 3 tudin va muén Ia 1 thang sau

khi bét ddu liéu phép phdi hop; theo déi creatin kinase khang di phong

dugc bénh co nang hodc thuong tén than.

PHY NIF CO THAI VA CHO CON BU
Phu nir c6 thai
Gemfibrozil qua nhau thai. Khéng cé cong trinh nghién ciu dy di va cé
kiém ching ding gemfibrozil cho phy n@ mang thai; khdng dugc ding
gemfibrozil trong théri ky mang thai.

Phy ndr cho con bi

Khéng biét gemfibrozil c6 phan bé véo trong stra me hay khéng. Vi
gemfibrozil c6 kha nang gay nhirng tac dung phy nghiém trong trén tré
nhé bu sira me, nén tranh khdng cho con b,

ANH HU'ONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura c6 nghién ciu vé dnh huéng clia thubc 18n kha nang I8i xe va van
hanh may méc. Mt vai treong hop hiém gép nhw chéng mat, hoa mét
g8y anh huéng 1&n kha nang l&i xe.

TAC DUNG PHUY
Tac dung phy clia gemfibrozil néi chung it g&p va nhe, tuy nhién, vi cé
nhi¥ng diém gibng nhau v& héa hoc, duge Iy va Iam sang véi clofibrat,
nén gemfibrozil ¢ thé cé cing tac dung phu nhu clofibrat. Nhirng tac
dung phy thudng gap cla gemfibrozil & dwéng tiéu héa ddi khi kha
néng dén mirc phai ngirng thube.

Thwong gép

- Tiéu héa: Kho tiéu, dau byng, tiéu chay, bubn nén, ndn, tao bén, vidm
rudt thira cép tinh.

- Gan: Soi méat.

~ Thén kinh trung wong: Mét mi, chéng mat, nhirc du,

~ Da: Eczema, ban.

Itgap

- Tim mach: Rung nhi.

~ Thén kinh trung wong: Tang cam, chéng mét, ngd lo mo, budn ngu,
trdm cam.

- Tiéu héa: Day hoi.

~ Thén kinh, co vé xwong: Dj cam.

— M&t Nhin mé,

QUA LIEU
Cac trigu chirng qua liéu gbm dau bung, tigu chay, budn nén, nén. Didu
tri qua lidu gemfibrozil gdm didu trj trigu ching vé hé tre. Trwémng hep
qua liéu gemfibrozil cAp tinh, phai lam sach da day ngay bing gay non
hodc nra da day.

BAO QUAN: Trong bao bi kin, noi kho, tranh Am, Nhigt d& khéng qua 30°C.

HAN DUNG : 24 thang ké tir ngay san xuét.

DONG GOI : Vi 10 vién. Hop 6 vi.

. Vi 10 vién, Hop 10 vi.
TIEU CHUAN AP DUNG: Duroc Dién My - USP 35,

THUOC NAY CHI DUNG THEO BON CUA BAC ST
Dé xa tém tay tré em
Khéng ding thube qué thed han sir dung
¢ k§ hwéng dén st dung truéee khi ding ?
Néu can thém théng tin, xin héi y kién béc st
Théng bao cho béc si nhing tac dung khéng mong muén gap phai ™|
khi str dung thude

Ngay duyét ndi dung toa: 30/06/14

Nhé sén xuét:

e _CTY TNHH LD STADA-VIET NAM

" 40 Dai 1§ Ty Do, KCN Vigt Nam-Singapore,
STADA Thuén An, Tinh Binh Dwong, Viét Nam
BT: (+84) 650 3767470-3767471 » Fax: (+B4) 650 3767469

TUQ.CucC TRUC’;NG
P.TRUONG PHONG

YU Minty Jﬁw@

e-:'\
=\

o1

5/ cONGGD

TRACH NHIEN HEU HAX
LIEN DOAKHY,
ET™




