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Indications - Contraindications - Undesirable effects -
Precautions - Dosage - Administration and other
information: Read the leaflet insert.

Storage: Protect from humidity and light, below 30°C
Specification: In house.

Keep out of reach of children
Read carefully the instructions before use
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HUONG DAN SU DUNG THUOC

Rx ®
LOPIGIM 300

Thude nay chi ding theo don thube
Doc ki hwéng din sir dung trwée khi ding
Dé xa tam tay tré em
Thanh phin cong thirc cho 1 vién:
Thanh phan hoat chét:
M&i vién LOPIGIM 300 chira 300 mg Gemfibrozil
Thanh phin t4 dugc:
Lactose monohydrat, Povidon K30, Croscarmellose natri, Natri starch glycolat, Docusat natri,
Colloidal silicon dioxid, Magnesi stearat.

Dang bao ghé: Vién nang cimg sb 0, ndp mau nau - thdn mau tring, bén trong chira bot thude mau
trang, toi xop.
Chi dinh:
Gemfibrozil 1a thuoc chon lpc dé diéu tri tang lipid huyet GOng hop tur apoE2fapoEZ (tang
llpoprotem huyet typ III). Tang triglycerid huyét vira va nang c6 nguy co viém tuy. Tang lipid
huyet két hop ¢0 tinh gia dinh, c6 nong d VLDL cao; néu ndng do LDL cao, c6 chi dinh ding thém
thude (rc ché HMG CoA reductase liéu thap.
Gemfibrozil chi duoc chi dinh dé diéu tri tang lipid huyét va lam giam nguy co bénh mach vanh
trong tang lipid huyét typ IIb khéng co tién sir hodc triéu chimg hién tai cia bénh mach vanh, ma
khdong dap img voi ché d¢ an kiéng, luyén tdp, giam can hogc viéc dung thudc khac mot minh va c6
bd ba triéu chimg: HDL cholesterol thap, LDL - cholesterol tang va triglycerid ting.
Gemfibrozil dugc chi dinh trong diéu trj tang lipid huyet tién phdt nang (tang lipid huyet typ IV va
V) ¢6 nguy co bénh dong mach vanh, dau bung dién hinh cua viém tuy, khong dap {mg véi ché do
an kiéng hodc nhiing bién phap khac mot minh. Gemfibrozil khong co tac dung véi tang lipid huyét
typ L. :
Cich ding, lidu dung:
Cich dung:
Thudc dung dudng udng.
Liéu dung:
Trude khi bét du sir dung gemﬁbroztl cac vin dé vé stic khoé khac nhur nhuoe giap va tiéu dudng
phai dugc kiém soat tot nhat ¢6 thé va bénh nhan theo ché do an tiéu chudn giam lipid va cén tiép
tuc trong thoi gian diéu tri.
Ngueoi lon:
Khoang liéu tir 900 mg dén 1200 mg/ngay.
Liéu 1200 mg dugc udng 600 mg/lan, hai 1an mdi ngay. Thude duge udng nira gid trude bita in sang
va nira gio trude bira an toi.
Lidu 900 mg duge ding nhu don liéu nira gidr trude bita an t6i.
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Ngueoi gia (trén 65 tuoi):

Dung liéu ngudi 16n.

Tré em va tre vi thanh nién:

Diéu tri véi gemfibrozil chua duge nghién ciru & tré em. Do thiéu dit lidu, khong khuyén cao ding
gemfibrozil cho tré em.

Suy than:

Déi v6i bénh nhan suy thén tir nhe dén trung binh (d9 loc cau than lan luot 1a 50 - 80 va 30 - 50

ml/phut/1,73 m %), bt dau diéu trj véi lidu 900 mg moi ngay va danh gia chirc ning than trude khi
ting lidu. Khong nén dung gemfibrozil cho bénh nhén suy than ning.

Suy gan:
Chdng chi dinh sir dung gemfibrozil cho nguoi suy gan.
Mt s6 lwu y diic biét vé xir Iy thude trude va sau khi sir dung thubc:
Khéng ¢6 yéu cau dic biét vé xir 1y thude sau khi str dung.
Chéng chi dinh:
Khong sir dung thude nay néu ban:
Qué mén véi gemfibrozil hogc bat ctr thanh phan nao cua thuée.
R&i loan chire ning gan bao gdm xo gan mit tién phat.
Suy than nang.
S6i mat trude d6 hodic bénh Iy tic dng mét bao gdm soi.
Bénh nhin c6 tién sir phan tmg di {mg énh sang khi dung céc thudc nhém fibrat.
Khéong dung cho phu nit mang thai hodc dang cho con bu.
Tang lipoprotein mau typ I.
Khang phéi hop véi cac thude sau: Simvastatin, repaglinid, dasabuvir.

Canh bdo va thin trong khi ding thude:
Bit dau diéu tri: Lam cac xét nghiém dé blet chac nong d¢ lipid thue sy khong binh thuong. Trude
khi tién hanh diéu tri v&i gemfibrozil, phai ¢6 gang kiém soat lipid huyét thanh bing ché d6 an thich
hop, luyén tap, glam can ¢ ngudi béo phi, va kiém so4t nhimg bénh khac nhu dai thio dudng va
giam ning tuyén giap dang gép phan gdy nhimg bt thuong vé lipid.
Trong khi diéu tri: Dinh ky xét nghiém lipid huyét thanh, va ngimg thu6e néu tac dung trén lipid
khong thoa dang sau 3 thang diéu tri. Khi ngumng gemfibrozil, can c6 ché d6 an kiéng gdy giam lipid
huyét thanh thich hop va theo ddi lipid huyet thanh cho t&1 khi ngudi bénh 6n dinh, vi nong do
triglycerid va cholesterol huyét thanh 6 thé tang trd lai mirc ban dau.
Réi loan co (bénh co/tiéu co van)
P4 ¢6 bdo cdo vé bénh viém co, bénh co va ting dang ké creatine phosphokinase lién quan dén
gemfibrozil. Tiéu co van hiém gip cling duge bio céo.
Tén thuong co phai dugc xem xét & bit ky bénh nhan nao c¢6 ching dau co lan toa, dau nhic co
va/hodc ting dang ké mirc CPK trong co (> 5x ULN); néu tinh trang ndy xay ra, phai nglmg diéu tri.
Str dung dong thoi véi cdc thudc iec ché men khie HMG-CoA
Chéng chi dinh ding dong thoi gemfibrozil voi simvastatin. D c6 bao cao vé céc truong hop viém
co nidng vai creatin kinase (CK) tang cao dang ké va myoglobin niéu (tiéu co van) khi sir dung dong
thoi gemfibrozil véi cac chat tic ché men khir HMG-CoA. Ciing ¢6 thé ¢6 tuong tic duge dong hoc
va diéu chinh liéu c6 thé can thiét. /0A
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Loi ich cua viéc thay doi hon nita nong do lipid bang cach sir dung phoi hop gemfibrozil va céac chat |
tic ché men khir HMG-CoA nén duoc can nhéc ky ludng trude nhiing nguy co tiém 4n cua céc két
ho*p nay va nén theo ddi 1dm sang.

Nong d¢ creatin phosphokinase (CPK) nén dugc do trude khi bat dau phdi hop & nhitng bénh nhan
¢6 cac yéu t6 c¢6 khuynh hudng tiéu co van nhu sau:

« Suy than

« Nhuoc gidp

« Lam dung rugu

. >70 tudi

. Tiénsir ca nhén hogc gia dinh vé rdi loan co di truyen

« Tién sir vé doc tinh co véi mét fibrat hodc chit trc ché men chuyén HMG-CoA khac

O phén l6n cac dbi tugng khong c6 dap g tot trén lipid d6i v6i ca hai nhom thube khi dung riéng
ré, loi ich ¢6 thé cua viée d:eu tri két hop gemfibrozil va céc chét tc ché men khir HMG-CoA khéng
Ién hon so v6i nguy co mic phai bénh co niing. tiéu co van, va suy than cap.

Gay soi mat

Gemfibrozil ¢6 thé 1am ting bai tiét cholesterol vao mét lam ting kha nang hinh thanh soi mat. Céc
truong hop bénh soi mat da duge béo cdo khi diéu tri véi gemfibrozil. Neu nghi ngd bénh soi mat,
can chi dinh cdc xét nghiém vé tii mat. Ngimg diéu tri v6i gemfibrozil néu phat hién ¢6 soi mat.
Theo doi lipid huyer thanh

Can thiét phai xét nghiém dinh ky lipid huyét thanh trong qué trinh diéu tri bang gemfibrozil. Doi
khi sy gia tang nghlch Iy cua cholesterol (toan phan va LDL) ¢6 thé xay ra & nhitng bénh nhan tang
triglycerid mau. Néu dép (mg khong du sau 3 thang diéu tri véi lidu khuyén céo, nén ngimg diéu tri
va can nhic phuong phap diéu tri thay thé.

Theo doi chirc nang gan

Tang ndng dd ALAT, ASAT, phosphatase kiém, LDH, CK va bilirubin da dugc bao céo. Cac chi sb
nay thuong trd lai binh thuong khi ngimg str dung gemfibrozil. Do d6 cdc xét nghiém chire nang gan
nén duoc thuc hi¢n dinh ky. Li¢u phap gemfibrozil nén dugc cham dat néu nhitng bat thuong vén
t6n tai kéo dai.

Theo doi cong thiec mau

Can xét nghi¢m cong thic mau dinh ky trong vong 12 thang dau str dung gemfibrozil. Cac truong
hop hiém thiéu mau, giam bach cdu, giam tiéu cau, ting bach cdu 4i toan va chimg giam san tiy
xuong da dugce bao céo.

Tiong tdc véi cdc thuoc khdc

Sir dung ddng thoi véi cac chét nén CYP2CS, CYP2CY, CYP2C19, CYP1A2, UGTAL, UGTA3 va
OATPIBI.

Ho so tuong tac ciia gemfibrozil phirc tap din dén viée tang tiép xtc cua nhiéu thude néu tiép tuc
ding dong thoi voéi gemfibrozil.

Gemfibrozil tc ché manh cdc enzym CYP2C8, CYP2C9, CYP2C19, CYPIA2, va UDP
glucuronyltransferase (UGTA1 va UGTA3) va ciing uc ché polypeptid vén chuyén anion hiru co
IB1 (OATPIBI1). Ngoai ra, gemfibrozil dugce chuyén héa thanh gemfibrozil 1-O-B-glucuronid, chét
ndy ciing trc ché CYP2C8 va OATPIBI.

Sie dung dong thm' véi cdc thude ha dwong huyét

ba ¢6 bao cao ve phan {mg ha duong huyét sau khi dang gemfibrozil cing Woc ha dudng
huyét (thudc udng va insulin). Can theo d&i nong do glucose trong mau.
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St dung dong thoi véi thuée chong dong mau
Gemﬁblrozil c6 thé lam tdng tac dung cua thudc chéng dong mau doi khang vitamin K kiéu
coumarin nhu warfarin, acenocoumarol, hodc phenprocoumon. Viée sir dung ddng thoi gemfibrozil
véi cac thube chong dong mdu nay doi hoi phai theo doi can than thoi gian prothrombin (INR - Ty
1¢ Chuén hoa Qudc té). Can thin trong khi str dung thuoc chéng dong méu doi khang vitamin K loai
coumarin cung v6i gemfibrozil. Liéu lugng thude chong dong mau c6 thé cdn phai giam dé duy tri
thoi gian prothrombin & mirc mong muon.
Khac
Thude nay ¢6 chira lactose. Bénh nhan méc céc r6i loan chuyén héa di truyén hiém gap vé dung nap
galactose, chimng thicu hut lactase Lapp hodc roi loan hp thu glucose-galactose khéng nén sir dung
thudce nay.

Sir dung thudc cho phu ni¥ ¢6 thai va cho con bii:
Thoi ky co thai:
Gemfibrozil qua nhau thai. Khéng c6 céng trinh nghién ciru ddy du va c6 kiém ching dung
gemfibrozil cho phu nir mang thai; khong dugc dung gemfibrozil trong thoi ky mang thai.
Phy nir c6 kha nang mang thai hodc dang str dung cac bién phép tranh thai nén tham khao y kién béc
s§ can than trudce khi diéu tri v4i thudc nay.
Khong c6 thong tin vé& ddc tinh trén thai nhi.
Thoi ky cho con bu:
Khong biét gemfibrozil ¢6 phan bé vao trong sita nguoi hay khong. Vi gemfibrozil c6 kha niang gay
nhitng ADR nghiém trong trén tré nho bu stra me, nén tranh khong cho con bu.

Anh huong ciia thube 1én khi niing ldi xe, vin hanh miy méc:
Chua c6 bing chimg vé anh hudng cia thuée Ien kha nang lai xe, van hanh mdy méc nhung can luu
y tac dung phu gay chong mat, budn ngu cua thude.

Twong tic, twong ky cia thude:
Twong tic ciia thude véi cice thube khic va cic loai twong tic khic:
Thuée chong dong, dan xudt coumarin hodic indandion
Dung dong thoi véi gemfibrozil ¢6 thé lam ting déng ké tac dung chéng dong cuia nhimg thude nay;
can phai hiéu chinh liéu thuoe chong déng dua trén xét nghiém thoi gian prothrombin thuong xuyén.
Acid chenodeoxycholic hodc acid ursodeoxycholic
Téc dung c6 thé giam khi dung dong thoi nhitng thude nay véi gemfibrozil, 14 chit c6 xu huéng 1am
tang bao hoa cholesterol & mat.
Lovastatin
Dung dong thoi véi gemfibrozil c6 thé 1am tdng nguy co tiéu co van: Tang ding ];:é nong do creatine
kinase, va myoglobin ni¢u dan dén suy than cap; c¢6 thé phat hién sém la 3 tuan va muén 1a vao
thang sau khi bat dau li¢u phap phoi hop: theo ddi creatin kinase khong du phong dugc bénh co
nang hoac thuong ton than.
Hb so tuong tac clia gemfibrozil rat phirc tap. Céc nghién ciu in vivo cho thiy gemfibrozil va chét
chuyén héa né gemfibrozil 1-O-B-glucuronid la cac chat re ché manh cua CYP2C8 (mét enzym
quan trong doi voi su chuyén hoa cua dabrafenib, loperamid, montelukast, repaglinid, rosiglitazon,
pioglitazon, dasabuvir va paclitaxel). Chong chi dinh dung dong thoi gemfibrozil va repaglinid hoac
dasabuvir. Ngoai ra, khi dung cung lic véi gemfibrozil, can phai giam liéu cac thuoe chu yéu dugce
chuyén héa boi enzym CYP2C8. Céc nghién ctru in vitro chirmg minh gemfibrozil 1a mét chat Gc
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ché manh CYP2C9 (mot loai enzym lién quan dén chuyén hoa warfarin va glimepirid), nhung cling
e ché CYP2C19, CYP1A2, OATPIB1 va UGTAI va UGTA3. Gemfibrozil 1-O-B-glucuronid cling
e ché OATPIBI.

Repaglinid

O nhimng ngudi tinh nguyén khoe manh, phdi hop voi gemfibrozil lam ting AUC va Cmax cua
repaglinid theo thir tw gép 8,1 lan va 2.4 lan. Trong nghién ctru tuong tu, dung cung lic gemfibrozil
va itraconazol lam ting AUC va Cmax cuia repaglinid theo thir tu gap 19,4 1dn va 2.8 lan. Ngoai ra,
phdi hop véi gemfibrozil hodc véi gemfibrozil va itraconazol kéo dai tac dung ha dudng huyét cua
nd. Vi vay, str dung dong thoi gemfibrozil va repaglinid ting nguy co ha dudng huyét ning va bi
chéng chi dinh.

Dasabuvir

Str dl,mg cung lic gemfibrozil va dasabuvir lam tang AUC va Cmax cua dasabuvir (ty 1¢: lan luot 1a
11,3 va 2,01) do trc ché CYP2C8. T3 ang tiép xtc dasabuvir c6 thé lam ting nguy co kéo dai khoang
QT, do d6, chéng chi dinh sir dung dong thoi gemfibrozil va dasabuvir.

Rosiglitazon

Nén than trong khi phdi hop gemfibrozil véi rosiglitazon. Sur dung dong thoi véi rosiglitazon lam
tang, gip 2.3 lan nong do rosiglitazon, ¢6 thé do trc ché isozym CYP2CS.

Chat tre ché HMG CoA reductase

Chéng chi dinh phdi hcrp gemfibrozil v&i simvastatin. Nén tranh sir dung két hop gemfibrozil va
statin. Viéc sur dung riéng cdc fibrat thinh thoang c6 lién quan dén bénh co. S gia ting nguy co cic
tac dung phu lién quan dén co, bao gdm tiéu co van, da duge bao cdo khi fibrat duge dung két hop
VOi statin.

Gemfibrozil ci‘mg da dugc bao cao ¢o anh hudng dén duoc dong hoc cua simvastatin, lovastatin,
pravastatin va rosuvastatin. Gemfibrozil lam ting AUC cua acid simvastatin gan gép 3 lan ¢ thé do
(rc ché glucoronid hoa théng qua UGTA1 va UGTA3, va ting gp 3 lan AUC cuia pravastatin ¢6 thé
la do su can thiép vao cic protein van chuyén. Mot nghién ctru chi ra ring dung dong thoi lidu duy
nhit rosuvastatin 80 mg cho nhiing nguoi tinh nguyén khoe manh stir dung gemfibrozil (600 mg
ngay 2 1an) lam tang 2.2 lan Cmax trung binh va tang 1,9 l1an AUC trung binh ctia rosuvastatin.
Thuéc chong dong mdu

Gemfibrozil ¢6 thé 1am ting tic dung ctia thude chéng dong mau doi khang vitamin K loai coumarin
nhu warfarin, acenocoumarol, hogc phenprocoumon. Str dung dong thoi gemfibrozil véi cac thude
chéng déng mau nay yéu ciu phai theo doi can than thoi gian prothrombin (INR).

Bexaroten

Khong nén dung dong thoi g gemfibrozil v6i bexaroten. Phan tich dan s6 vé nong do bexaroten hu
tuong ¢ bénh nhéan u bach huyét té bao T da (CTCL) cho thay dung phdi hop véi gemfi
tang dang ké ndng do bexaroten trong huyét tuong.
Nhuea gan acid mdt

Sinh kha dung cua gemfibrozil ¢6 thé giam khi ding dong thoi véi cic thudc gdy ngung két acid mét
nhu colestipol. Nén str dung cac thudc nay cach xa nhau it nhat 2 gio.

Colchicin

Vige str dung dong thoi colchicin va gemfibrozil c6 thé tang nguy co bénh co va tiéu co van. Nguy
co ndy c6 thé gia ting & ngudi gia va & bénh nhan suy chirc nang gan hodc than. Giam sat lam sang
va sinh hoc dLrorc khuyén céo, dic biét 1a khi bit dau diéu tri két hop. ‘
Gemfibrozil gin két cao véi protein huyét tuong va c6 tiém nang cho cac tuong tdc dich chuyén vi
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tri v&i cac thude khéc.
Twong ky ciia thude:
Do khéng ¢6 cic nghién ciru vé tinh tuong ky ctia thude, khong tron 1an thube ndy véi cac thude khéc.
Tic dung khéng mong mubn:
Céc tac dung khong mong mudn thuomg duge bao cdo nhidu nhat 1a triéu chng 0 da day - ruft va
khoang 7% bénh nhan méc phai. Nhimg tac dung nay thudng khong dan dén viéc ngung diéu tri.

Céc phan (mg ¢6 hai dugc phan nhom theo tan sudt: Rat thuong gap (ADR > 1/10), thuong gap (1/100
<ADR < 1/10), it gép (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rat hiém gip
(ADR < 1/10.000); khong thé ude lwong tan suat duoe liét ké "Chua rd tan suét".

Co quan Té4c dung khéng mong muén

Réi loan méu va hé bach huyét

Hiém gap Suy tiy xuong, thieu mau niing, giam tiéu cau, giam bach
cdu, tdng bach cau ai toan

Réi loan tAm théin

Hiém gap Tram cam, giam tinh duc

Réi loan hé thin kinh

Thudng gap Chéng mat, nhirc diu

Hiém gap Pau than kinh ngoai bién, di cam, choang vang, budn nga

A <
Roi loan mat

Hiém gap th mo

R6i loan tim

it gdp Rung tdm nhi

Rdi loan hé hd hip, ngwe va trung that

Hiém gap Phu thanh quan

Réi loan tiéu héa

Rat thuong gap Kho tiéu
Thuong gap Tiéu chay, nén mira, budn ndn, téo bon dau bung, diy hoi
Hiém gap Viém tuy, viém rudt thira

R&i loan gan mit

Hiém gap Vang da &t mat, viém g?,aéfmét, viém tui mat, chirc nang

gan bat thudng e
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Roi loan d.l va mo dwdi da

Thucmg gap Eczema, phat ban

Hiém giip Phu mach, viém dd troc viy, may day, viém da rung toc

phan tmg nhay cam véi anh sang, ngira

' > 1 A g A
Roi lean co xwong va mé lién ket

Hiém gap Tiéu co van, bénh co, viém co, yéu co, viém mang hoat dich,

dau co, dau khép, dau dau chi

As A s A s >
Roi loan tuyeén vi va hé sinh sian

Hiém gap R6i loan cuong

- A
Cic roi loan chung

Thudng gap Mét moi
Xét nghiém
Hiém gip Giam hemoglobm hematocrlt giam, giam bach cau, ting

creatinine phosphokinase

Huwéng din cich x&' tri ADR:

Nhitng ADR ning vé tieu hoa co thé can phai ngimg dung gemfibrozil. Khi nguoi bénh dang c[ung
gemfibrozil than phlen vé dau co, so 4n dau, hodc yeu co, can phai danh gia nhanh chéng vé viém
co; qua xac dinh ndng do creatine kinase. Néu nghi ngd hodc chin doan ¢6 viém co, phai ngimg
dung gemfibrozil.

Phai 1am nhing xét nghiém chén doén thich hop néu xuét hién nhimg diu hi¢u nghi la ¢6 lién quan
v6i h¢ gan mét. Tham do chire nang gan va lam cong thire mau 3 - 6 thang sau khi bt dau liéu phap
gemfibrozil roi sau d6 lam xét nghiém hang niam. Phai ngling dung gemfibrozil va khong tiép tuc
ding lai néu két qua xét nghlem chire néng gan ting déu dan hoic tang qud mirc, hodc c6 nhitng bt
thuong dang ké; nhitng két qua xét nghiém bét thuong néi chung hdi phuc duge. Néu thiy c6 soi
mat, phai ngimg dung gemfibrozil.

;g A b - ,
Qua liéu va cach xir tri:
Qua liéu:
Céc triéu chimg qua liéu gom dau bung, ti€u chay, budn nén, nén.
Xue tri:

Dieu tri qué liéu gemfibrozil gom diéu tri tri¢u chimg va hd trg. Truong hop qua liéu gemfibrozil
cip tinh, phai lam sach da day ngay biang gdy ndn hodc rira da day.

Tich cuc theo doi dé c6 bién phap xir tri kip thoi.
Pac tinh dwgce lwe hoc:

Nhém duge 1y: Thude chéng ting lipid huyét.
Ma ATC: C10AB04.
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Gemfibrozil 14 mot chat tuong ty acid fibric khong c6 halogen, va la thuoc chong tang lipid huyet
Gemfibrozil lam giam nong d lipoprotein giau triglycerid, nhu VLDL (lipoprotein ty trong rat
thdp), ting nhe nong d6 HDL (lipoprotein ty trong cao) va cd tac dung khac nhau trén LDL
(lipoprotein ty trong thap). Tac dung trén noéng do VLDL c6 thé chi yéu do ting hoat tinh cua
lipoprotein lipase, dic biét trong co, din dén tang thiay phan lugng triglycerid trong VLDL va tang
di héa VLDL. Gemfibrozil con lam thay ddi thanh phan cia VLDL do lam giam san sinh ¢ gan
apoC - III 1a chat Grc ché hoat tinh cua lipoprotein lipase, va cling lam giam tdng hop triglycerid
trong VLDL ¢ gan.
Cung véi tc dung trén lipid mdu, gemfibrozil con ¢6 tac dung giam két tap tiéu cau, nén lam giam
nguy co vé bénh tim mach.
Tac dung lam sang cua gemfibrozil hodc cla bét cir thudc acid fibric nao khac trén ndng do
lipoprotein phu thu¢c vao tinh trang ban dau cua lipoprotein tiy theo tang hodc khong ting
lipoprotein huyet Ngudi tang lipid mau dong hop tir apoE2/apoE2 dép (ing t6t nhat v6i lidu phap
gemfibrozil. Nong do cao triglycerid va cholesterol c6 thé giam manh, va bénh u vang phét ban
nhiéu cuc va u vang gan ban tay c¢é thé giam hoan toan. Ciing c6 tac dung tét trén dau thét nguc va
dau cach hi.
Liéu phap gemfibrozil & ngudi tang triglycerid huyét nhe (vi du, triglycerid < 400 mg/dl) tirc 4,5
mmol/lit thudng gy gidm ndng do triglycerid 50% hoic hon, va ting ndng d6 HDL cholesterol 15%
dén 25%, dac biét & nguoi tang lipid huyét két hop c6 tinh gia dinh. Gemfibrozil ¢6 tac dung tot &
ngudi tang triglycerid huyét nang va c6 hoi chimg vi chylomicron huyét. Trong khi liéu phap dau
tién 1a phai loai trir chét béo khoi ché do an vai mirc t01 da c6 thé duge, thi gemfibrozil glup vira lam
tang hoat tinh cua lipoprotein lipase vira lam giam tong hop triglycerid & gan. O nguoi bénh nay,
ligu phdp duy tri véi gemfibrozil ¢6 thé giir ndng do triglycerid dudi 600 dén 800 mg/dl tic 6,8 - 9
mmol/lit dé du phong bién chimg viém tuy va u vang phat ban.

Dic tinh dwge dong hoc:
Hap thu:
Sau khi ubng, gemfibrozil dugc hap thu tot tir duong tiéu hod vGi sinh kha dung gin 100%. Vi su
hi¢n di¢n cua thie an lam thay dbi nhe kha dung sinh hoc nén uéng gemfibrozil 30 phit trude b
an. Nong do dinh trong huyét twong dat dugc trong khoang tir 1-2 gio. Sau khi ubng 600 mg x 2
lan/ngay, Cmax dat duge trong khoang tir 15 dén 25 mg/ml.
Phdn phoi:
Thude phan bb rong va nong do trong gan, than va rudt cao hon nong do trong huyet tuong. Thé tich
phan bb 0,14 + 0,03 I/kg. it nhdt 97% gemfibrozil va chat chuyén héa chinh gin véi protein huyét
tuong.
Chuyén hoa:
Gemfibrozil bi oxy héa mdt nhém methyl & vong dé tao thanh lan lugt mot chit chuyén héa
hydroxymethyl va mot chét chuyen héa carboxyl (chit chuyén héa chinh). Chét chuyén héa nay c6
hoat tinh thip so véi hop chit me gemfibrozil va thdi gian béan thai khoang 20 gio. Lién hop véi
glucuronid tao thanh gemfibrozil 1-O-B-glucuronid ciing la con dudng thai trir quan trong khac cua
gemfibrozil & nguoi.
Cac enzym tham gia vao qua trinh chuyén hoa cia gemfibrozil khong duoc biét. Su tuong tic cia
gemfibrozil va cac chat chuyén héa ciia né rat phirc tap. Céc nghién ctru in vitro va in vivo cho thay
gemfibrozil e ché CYP2C8, CYP2C9, CYP2C19, CYP1A2, UGTAL, UGTA3 va OATPIBI.
Gemfibrozil 1-O-B-glucuronid ciing trc ché CYP2C8 va OATPIBI.

Thai trir: .
A"
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Gemfibrozil dugc loai trir chu yéu béng su chuyén hoa. Khoang 70% liéu dung cta ngudi duge bai
tiét qua nude tiéu, chu yéu Ia cac chét lién hop cua gemfibrozil va cac chat chuyen héa ctia né. It
hon 6% liéu duoc thai trir dang khong thay do6i trong nude tiéu. Sau phan tram liéu duge tim thdy
trong phan. Thanh thai toan phan ctia gemfibrozil trong khoang tir 100 dén 160 ml/phut, thoi gian
ban thai trong khoang tir 1,3 dén 1,5 gio. Duge dong hoc tuyén tinh trong pham vi lidu diéu tri.
Su bai tiét gemfibrozil & ngudi suy than tuy c6 giam, nhung giam it hon so véi nhing fibrat khéc.
D9 thanh thai: 1,7 + 0,4 mg/phat/kg. Chua cé nghién ctru duge dong hoc duge thuc hi¢n trén bénh
nhan suy giam chuc nang gan.
Qui cich déng gobi: Hop 3 vi x 10 vién nang cimg.
Hop 6 vi x 10 vién nang cung.
Hop 10 vi x 10 vién nang cimg.
Diéu kién bao quan, han dung, tiéu chuin chit lwgng ciia thube:
Diéu kién bio quan: Dé & nhiét do dudi 30°C, tranh 4m va énh sang.
Han dung ciia thude: 36 thang ké tir ngay san XUAL.
Tiéu chuén chit lwgng: TCCS.
Tén, dia chi cia co s san xuét thuoc

Cong ty CP Dl.rurc pham Aglmc\pharm
A 27 ‘\h,u)m Thai Hoe, P. M§ Binh, TP. Long Xuyén, An Giang
- San xuit tgi: Chi nhﬂnh Céng ty CP Dugc ph&m Agimexpharm
AGMEXPHARM Nhi miy sin xuit Duge phim Agimexpharm
Y Puomg Vi Trong Phyng, Khom Thanh An,
e P. My Thoi, TP. "i.ung Xuyén, An Giang
Tel: 0296 3857300  Fax: 0296 3857301

An Giang, ngay 04 thang 07 nam 2018
~Long gidm doc L
P%8iBaNy Chit lwgng

'
) DS. Pham Thi Bich Thiy 4
TUQ.CUC TRUONG

PTRUGNG PHONG
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