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lndicationr - Contraindications - Undesirable effects - PrRautions -
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Storage: Protect from humidity and light, below 30'C.
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Keep out of rea(h of children
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Gemfibrozil 300

Composition: Each hard capsule contains:
Gemfibrozil ...................300 mg
Excipients q.s ...... .......1 capsul6

lndications - Contraindications - Undesirabte effects
Precautions - Dosage - Administration and other
information: Read the leaflet insert.

Storage: Protect from humidity and light, below 30.C.

Specification: ln house.

Keep out of reach of children
Read <arefully the instructions before use
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Thinh phdn: M6i vi6n nang crtng chua:
Gemfibrozil ...........................300 mg
Tii duoc vcl .......... ..................... 1 vi6n

Chi tlinh - Chdng chi dinh - Tiic dung kh6ng mong mudn -
Th6n trong - Li6u dtng - Crich dirng vir <6c th6ng tin khi<:
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HTIoNG oAN su'npNc rHuoc
Rx G)

LOPIGIM- 3OO

Thu6c niry chi dirng theo dcrn thudc
Dgc kf hufng din sfr dgng trufc khi dtng
DO xa tim tay tr6 em

Thirnh phAn c6ng thri,c cho 1 vi6n:
Thdnh phAn hopt ch6t:

trrt6i vi6n LOPIGIM 300 chria 300 mg Gemfibrozil
Thanh phAn t6 ducy. c:

Lactose monohydrat, Povidon K30, Croscarmellose natri, Natri starch glycolat, Docusat natri,
Colloidal silicon dioxid, Magnesi stearat.

D?rg biro ch5: Vi6n nang c(mg sO 0, nip miru n0u - thdn miu tring, b6n trong chr?a bQt thu6c mdu
trdng,tcri x6p.

Chi tlinh:
Gemfibrozil ld thu6c chon loc aC Aieu tri tdng lipid huytit d6ng hqp tt apo9}lapoE2 (tdng
lipoprotein - huytit typ III). Tdng triglycerid huy6t vira.vir.ning c6 nguy co vi6m tpy. Tdng lipid
huy€t k6t hqp c6 tinh gia dinh, c6 n6ng d0 VLDL cao; n€u n6ng dQ LDL cao, c6 chi dinh dung th€m
thu6c ric ch€ HMG CoA reductase li€u thdp.

Gemfibrozil chi duoc chi dlnh AC ai€u tri tdng lipid huy6t vd lim gi6m nguy ccr bQnh mach vhnh
trong tdng lipid huy6t.typ IIb kh6ng c6 tiAn sir ho6c tri6u chimg hiQn t4i cira bQnh m4ch vdnh, md
kh6ng d6p ung voi ch6 d0 6n ki6ng, luyQn tdp, gi6m cdn holc vi6c dirng thudc kh6c mQt minh vd c6

bQ ba triQu chimg: HDL cholesterol th6p, LDL - cholesterol tdng vir triglycerid t[ng.
Gemfibrozil dugc chi dlnh trong didu tri tAng lipid huy6t ti€n phdt n{.ng (tdng lipid huy6t typ IV vd
V) c6 nguy co bQnh dQng m4ch vinh, dau bung di€n hinh cira viOm tuy, kh6ng d6p tmg voi ch6 d0

[n ki€ng hodc nhirng biQn ph6p kh6c mQt minh. Gemfibrozil kh6ng c6 tric dgng v6i t6ng lipid huy6t
typ I.

Cich dtng,lidu dtng:
Cdch dtng:
Thu0c dung dulng u0ng.

Lidu dirng:
Tru6c khi bit dAu su dqng gemfibrozil, c6c v6n d€ vC sirc khod kh6c nhu nhurv. c gi6p vd ti6u duong
phii duo. c kirim so6t tOt nhdt c6 th6 vi bQnh nhAn theo cn6 ag 6n ti6u chuAn giim lipid vi cAn titip
tgc trong thoi gian di6u tri.
Ngrdi l6n:
Khoing li6u tt 900 mg diin 1200 mglngity.

LiAu 1200 mg du-o. c u6ng600 mg/lin, hai lAn m5i ngiy. Thu6c duoc udng nrlra gio tru6c bira dn s6ng

vd nria gicr tru6c bira 5n t6i.
Li€u 900 mg du-o. c dtng nhu dtvn li€u ntra gid trudc bfra an t6i.

Trang 119
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Nguoi gid ftren 65

Dung li6u nguoi l6n.
Tri em vd tr,i vi thdnh nien:
DiAu tri v6i gemfibrozil chua duo. c nghiEn cfu 6 trd em. Do thi6u dir li6u, kh6ng khuyiin c6o dung
gemfibrozil cho tr6 em.

Suy thQn:
pOi vOi bQnh nhin suy.thfn.tu nhe d6n trung binh (dQ loc cAu than lAn luqr li 50 - 80 vd 30 - 50
mllphutll,T3 -'), bit dAu di6u tri voi li6u 900 mg m6i ngdy vd d6nh gi6 chric n[ng th6n tru6c khi
t[ng li6u. Kh6ng n6n dtng gemfibrozil cho b€nh nnan ,uylnan n[ng.
Suy gan:

Ch6ng chi dinh sri dpng gemfibrozil cho ngudi suy gan.

MQt sii Iuu y tl[c bi6t vd xir lf thuiic tru6'c vi sau khi sfr dgng thuiic:
Khdng c6 y6u cAu d[c biet ve xft llf thu6c sau khi su dung.

Chiing chi ttinh:
Kh6ng su dr,rng thu6c niry n6u ban:

Qu6 m6n voi gemfibrozil hodc b6t ct thinh phAn ndo cria thu6c.

R6i lo4n chirc ndng gan bao gdm xo gan mflt ti6n ph6t.

Suy thfn n[ng.
Soi mQt tru6c d6 ho4c bQnh lj tic 6ng mQt bao gdim soi.

BQnh nh6n c6 ti6n st phdn rmg di img 6nh s6ng khi dirng c6c thu6c nh6m fibrat.
Kh6ng dtng cho php nir mang thai hodc dang cho con b[.
Tdng lipoprotein m6u typ I.
Kh6ng ptrOi trqp va cdc thu6c sau: Simvastatin, repaglinid, dasabuvir.

Cinh b6o vir thin trgng khi ding thuiic:
eAt dAu di6u tri: Lirm c6c x6t nghiQm AC Uitit chic n6ng <IQ lipid thuc sg kh6ng binh thudng. Tru6c
khi ti6n hinh di6u trf voi gemfibrozil, phii cO ging ki6m so6t lipid huy6t thanhbing ctrri d6 an thicn
hqp, luyQn tfp, gi6m c6n d nguoi.b6o phi, vi ki6m sorit ,hyrg bQnh kh6c nhu iilii th6o clucrng vd
gi6m ndng tuy6n gi6p dang g6p phdn g0y nhirng bdt thunng v€ lipid.
Trong khi di€u tri: Dinh k! xdt nghiQm lipid huytit thanh, vd ngimg thu6c n6u t6c dgng tr6n lipid
kh6ng th6a d6ng sau 3 th5ng di6u tri. Khi ngrmg gemfibrozil, cAn c6 ctrti A6 dn ki6ng gAy ginm lipid
huy6t thanh thich hqp vi theo ddi lipid huytit thanh cho toi khi.ngucri benh 6n dinh, vi ndng dQ

triglycerid vi cholesterol huy6t thanh c6 th€ tdng tro l4i mirc ban d6u.

Riji toqn co (bQnh cohiAu co vdn)

EE c6 b6o c6o vC Uqnn vi6m ccr, bQnh co vd t[ng d6ng k€ creatine phosphokinase li€n quan d6n
gemfibrozil. Ti6u co vAn hi€m g[p cfing duo. c b6o ciio.

T6n thucrng co phii dugc xem xdt o b6t k! bQnh nh6n ndo c6 chimg dau co lan t6a, dau nhric co
vlr/ho[c tdng d6ng k6 mirc CPK trong co (> 5x ULN); n6u tinh tr4ng ndy xdy ra,phii ngtrng di€u tri.
Su dyng d6ng thdi voi cdc thu6c ttc chA men khtc HMG-CoA

ChOng chi dinh dung d6ng thdi gemfi brozi I v01 EA co b6o cao ve cac trulng hqp vlem
co nflng v6i creatin kinase (CK) tdng
thdi gemfibrozil voi c6c chdtric ch6

vi diAu chinh li6u c6 th6 c6n thi6t.

cao dhng kc va obin nleu (ti€u c(} vdn) khi SU dung d6ng
C d0ng hQcmen kh'lr HMG

myogl
frng co thc co tucrng titc dugc

Trang2l9
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Lqi fch cua vlec thay hon nira do lipid
nhdc

c6ch SU dung ph6i hqp gemfibrozil
.). ?

c0 tlem an

va cac c
uc ch6 men khu' HMG-C oA nen duo. c can ky I u6ng tru6c nhirng nguy cua cac tet
hqp ndy va nen theo d6i am sdng.

N6ng dQ creatin phosphokinase (CPK) n6n du-o. c do tru6c khi bit dAu ph6i hqp o nhfrng bQnh nhdn
c6 cdc y€u tO c6 khuynh hu6ng ti€u co v6n nhu sau:

. Suy thfn

. Nhuoc gi6p

. LAm dpng ru<ru

. > 70 tu6i

. Tidn s[r cri nhdn hoflc gia dinh vC r6i loan co di truydn

. Ti€n srt vC dQc tinh cov6i mdt fibrat ho[c ch6t ric ch6 men chuy6n HMG-CoA kh6c
O phAn lon c6c.d6i tugng klrdng cQ d6p rng tOt tr6n lipid AOi vryi cA hai nh6m thu6c khi dirng ri0ng
16, loi ich c6 th€ cria viQc di€u tri ktit h-o. p gemfibrozil vd c6c ch6t ric chi5 men khri HMG-CoA kh6ng
lon hon so v6i nguy co m6c phii bQnh co n[ng, ti6u co vAn, vd suy th4n c6p.

Gdy sdi mQt

Gemfibrozil c6 th€ ldm tdng bni ti6t cholesterol vdo mit lim tdng kh6 n[ng hinh thdnh soi mdt. C6c
try*g hqp bQnh soi mft dd du-o. c b6o c6o khi di€u tr! v6i gemfibrozil. Ntlu nghi ngo bQnh s6i m4t,
cin chi dinh c6c xdt nghiQm vC trii mdt. Ngrmg di€u tri voi gemfibrozil n6u ph6t hiQn c6 soi mdt.

Theo ddi lipid huy€t thanh

Cdn thi6t phii x6t nghiQm dinh kj, lipid huytit thanh trong qu6 trinh di€u trf bing gemfibrozil. D6i
khi sg gia tdng nghlch ly cua cholesterol (toin phAn vd LDL) c6 thO xhy rao nhirng bQnh nhdn.tdng
triglycerid m6u. N€u d6p tmg kh6ng d0 sau 3 th5ng di6u trl v6i li6u khuy6n c6o, n€n ngung di6u tri
vir c6n nh[c phuong ph6p di6u trithay th6.

Theo ddi chuc ndng gan

T[ng n6ng dO ALAT, ASAT, phosphatase kiAm, LDH, CK vd bilirubin dd dugc brio c6o. C6c chi s0

ndy thudng trd l4i binh thudng khi ngrmg sfr dr,rng gemfibrozil. Do d6 cdc xet nghiQm chfc n[ng gan

nOn du-o. c thgc hiQn dinh ky. LiQu ph6p gemfibrozil n€n dugc ch6m drrt n6u nhirng b6t thuong v6n
t6n t4i k6o ddi.

Theo ddi cong th*c mdu

CAn xdt nghiQm c6ng thftc m6u dlnh kj,trong vdng 12 th6ng dAu sil dqng gemfibrozil. C6c trudng
hqp hi6m thi6u m6u, giim bach c6u, gi6m ti€u c6u, t[ng b4ch cdu 6i toan vd chimg gi6m sdn ttiy
xuong dd cluo. c b6o c6o.

Tuong tdc vdi cdc thu6c khdc

Su drJng d6ng thoi voi c6c ch6t ncn cYP2c8, cYP2c9, cYPzCl9, CYPIA2, UGTAl, UGTA3 vd

OATPIBl.
H0 so tuong tric ctra gemfibrozil phric t4p din d6n viQc tang titip xtic cira nhiAu thu6c ni5u titip tqc

dtrng d6ng thcri vcvi gemfibrozil.

Gemfibrozil irc ch6 manh chc ervym CYP2C8, CYP}C?, CYP2C19, CYPIA2, vir UDP

glucuronyltransferase (UGTAI vd UGTA3) vd cflng ric ch6 polypeptid vfln chuy6n anion !* ",o
181 (OATPIBI). Ngoii ra, gemfibrozil dugc chuy6n h6a thdnh gemfibrozil 1-O-B-glucuronid, chdt

niy cfrng irc ch€ CYP2C8 vd OATP1 B 1.

Sh dttng ding thdi voi cdc thuiic hq dudng huy\t
DA co b6o cao ve khi dtng gemfibrozil ctng h4 duong

huy6t (thu6c uong

phdrn img ha duong huy6t sau
l9

vdr insulin). CAn theo d6i nOng do glucose trong mau.
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Srl- dung rhdi vot dong mdu
Gemfibrozil c6 th6 ldm tdng t6c dung c0a thu0c ch6ng ddng m6u aOi tfrang vitamin K ki€u
coumarin nhu warfarin, acenocoumarol, hodc phenprocoumon. ViQc sri dgng d6n! thoi gemfibrozil
vcri c6c thu6c ch6ng f6lq milu nhy ddi h6i pnai tneo doi cAn th4n thoi gian-prothrombin (tNR - Tj,
lQ ChuAn ho6 Qu6c tc;. cAn th4n tigng kAi sir dyrrg thudc .rrong'aonf ,7, adi khring vitamin K loai
coumarin cung vdi gemfibrozil. Li6u lyonS thu6c-ch6ng dOng m6r IO tn6 can phaiiia- aC Ory t.l
thdi gian prothrombin d mirc mong mu6n.
Khdc

Thu6c niy c6 chfta lactose. BQnh nhdn mic crlc r6i loan chuy6n h6a di truydn hi6m g?p vd dung nap
galactose, chrlmg thitiu hpt lactase Lapp hodc rOi lo4n'h6p thu glucose-galactose khOng n€n s[r dung
thu6c ndy.

Sir dgng thuiic cho phg nir c6 thai vir cho con bri:
Thdi ki cd rhai:

Gemfibrozil qua nhau thai. Khdng c6 c6ng trinh nghiCn ctiu dAy drh vi c6 ki€m chrmg ding
gemfibrozil cho phu nir mang thai; kh6ng du-o. c dung gemfibrozil trong thoi kj, mang thai.
Phq nir c6 khi n[ng mang thai hodc dang s[r dung c6c biQn ph6p trrinh thai n€n tham kt6o y kidn b6c
s! cAn thdn trudc khi di6u tri voi thudc ndy.

Kh6ng c6 th6ng tin v6 dQc tinh tr6n thai nhi.
Thdi W cho con bil:
Khdng bii5t gemfibrozil c6 phdn bO vdo trong sira ngucri hay kh6ng. Vi gemfibrozil co kh6 ndng gdy
nhirng ADR nghiCm trong tr6n tr6 nho b[ sffa mg, n6n triinh kh6ng cho con bri.

Anh hu&ng cfra thu6c I6n khi nlng l6i xe, vin hinh mr{y m6c:
Chua c6 bing chrmg vC enh hu<rng cira thu6c l€n khi
;i t6c dqng phU g6y ch6ng m[t, bu6n ngtr cira thu6c.

ndng I6i xe, vQn hdnh miy m6c nhung cAn luu

Tucrng tfc, trong ky cfia thu6c:
Tucrng t6c cria thu6c vt6,i cfc thu6c kh6c vir cdc lo4i tu'crng t6c khic:
Thuiic chiing d6ng, ddn xuAt cormorin hodc indandion

Dirng ddng thoi v<ri gemfibrozil c6 th0 lem tdng drlng tC tac dpng ch6ng d6ng cira nhirng thu6c niy;
cAn phii hiQu chinh li€u thu6c chOng d6ng dga tr6n xdt nghiQm thoi gian prothrombin thucrng xuy6n.
Acid chenodeoxycholic hofrc acid ursodeoxycholic

T6c dqng c6 th6 gi6m khi dtng d6ng thoi nhirng thui5c ndy vcri gemfibrozil, ld chAt c6 xu hu6ng ldm
tdng b6o hda cholesterol d m4t.

Lovastatin

DDng d6ng thoi voi gemfibrozil c6 th.i lem tdng nguy co ti6u co v6n: Tlng d6ng kC n6ng d6 creatine
kinase, vd myoglobin niQu ddn dtin.suy thdn c6p; c6 th6 phrit hiQn s6m li 3 tuAn vd muQn ld viro
th6ng sau khi bdt ddu liQu ph6p ph6i hqp; theo ddi creatin kinase kh6ng dg phdng duo.c bQnh co
nflng ho{c thucrng t6n thfn.
H6 so tuong t6c ctra gemfibrozil rAt phric t4p. C6c nghiCn cftu in.vivo cho th6y gemfibrozil vd. ch6t
chuy6n h6a n6 gemfibrozil.l-O-B-glucuronid li cric chAt ric chi5 m4nh cira CYP2C8 (mQt enzym
quan trgng d6i voi su chuy6n h6a cira dabrafenib, loperamid, montelukast, repaglinid, rosiglitazon,
pioglitazon, dasabuvir vlr paclitaxel). Ch0ng chi dlnh dung d6ng thoi gemfibrozil vd repaglinid hodc
dasabuvir. Ngodi ra, khi dirng cung hic voi gemfibrozil, cAn phii giAm liAu crlc thuSc chu y6u duoc

h6a boi CYP2C8. Cric n ctru in vitro c minh brozil ld ch6t ric
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CYP2C9 (m0t loai enzym ten quan h6a warfarin a ob ,l rmepln d), nrhtmg cflng
uc CYP2C I 9 CYP I A2 , OATP I B I va UGTA 1 a [,[GTA3 Gemfi brozil I -o-9-el ucuronid cilng
uc ch6 oATP I B I

Repaglinid
O nhirng nguoi tinh nguyQn khoe manh,. phOi hqp v6i gemfibrozil ldm tdng AUC vh Cmax cira
repaglinid theo thir tU g6p 8,1 lAn vd2,4lAn. Trongnghi€n criu tuong tu, dirnfctng lfrc gemfibrozil
vd itraconazol ldm tdng AUC vi Cmax ctia repaglinid theo thfi tg g6p 19,4l6n vd 2,8 lAn. Ngoiri ra,
phOi trqp voi gemfibrozil ho[c v6i gemfib.oril ,e itraconazol teo aai tric dr;ng ira duong f,,-,]Ct .tu
n6. Vi vdy, str dung d6ng thoi gemfibrozil vh repaglinid tdng nguy co ha du*g fruy6t-ngng va Ui
ch6ng chi dinh.

Dasabt:ir
Sir dpng cing ltc gemfibrozil vi dasabuvir lhm tdng AUC vd Cmax c[ra dasabuvir (tj' lq: lAn luqt li
11,3 vi 2,01) do r?c ch6 CYP2CS. Tdng ti6p xric daiabuvir c6 th0 lem tdng nguy.o [6o ddi khoang
QT, do d6, ch6ng chi dlnh su dung d6ng thEi gemfibrozil vd dasabuvir.
Rosiglitazon

NCn thQn trgng khi pfrOi hqp gemfibrozil v6i rosiglitazon. Sir dqng d6ng thoi voi rosiglitazon ldm
tdng gAp 2S ldnndng dQ rosiglitazon, c6 th6 do irc ch6 isozym CYP2C8.
Chiit ric cnA ftUC CoA recluctase

Ch6ng chi dlnh phOi hqp gemfibrozil v6i simvastatin. N€n tr6nh sti dpng ktlt hgp gemfibrozil vd
statin. Vi6c sri dung ri6ng cdc fibrat thinh thoing c6 li6n quan d6n bQnh co. Sp gia tdng nguy co c6rc

t6c dgng phq li6n quan d6n co, bao g6m ti6u co vAn, dd duo. c b6o c6o khi fibrat duo. c dtng t€t nqp
voi statin.

Gemfibrozil cfrng dd dugc b6o crio c6 inh huong d6n duoc dQng hgc c0a simvastatin, lovastatin,
pravastatin vi rosuvastatin. Gemfibrozil lirm t[ng AUC cira acid,simvastatin gAn g6'p 3 lAn c6 th€ do
[c ch6 glucoronid h6a th6ng qua UGTAI vi UGTA3, v]r tdng gdp 3 l6n AUC cira pravastatin c6 th€
li do su can thi6p vio c6c protein vin chuy6n. MQt nghiOn ciru chi ra ring dung d6ng thdi li6u duy
nh6t rosuvastatin 80 mg cho nhfing nguoi tinh nguy€n khoe manh su dung gemfibrozil (600 mg
ngdy 2lAn) ldm tdng}.2lAn Cmax trung binh vir tdng 1,9 lAn AUC trung binh cira rosuvastatin.

Thuiic chiing d6ng mdu

Gemfibrozil c6 th€ ldm t[ng t6c dgng cua thu5c ch6ng d6ng m6u eOi krang vitamin K lopi coumarin
nhu warfarin, acenocoumarol, ho{c phenprocoumon. Sri dpng dOng thoi gemfibrozil v6i c6c thudc
ch6ng d6ng m5u ndy y€u cAu phii theo d6i cAn thQn thoi gian prothrombin (lNR).

Bexaroten

Kh6ng n6n dung dOng thoi gemfibrozil v6i bexaroten. Phdn tfch ddn s6 vC nOng dQ

tu'cmg o benh nh6n u bach huy6t tC bdo T.da (CTCL) cho th6y diing ph6i hqp voi
t[ng dring kC ndng d6 bexaroten trong huytit tucrng.

bexaroten
ldm

Nhtra gdn acid mQt

Sinh kh6 dgng cria gemfibrozil c6 th6 gi6m khi cling d6ng thoi voi c6c thu6c

nhu colestipol. NCnsir dqng c6c thu(5c niry c6ch xa nhau it nh6t 2 gio'
g6y ngmg k6t acid m4t

Colchicin
ViQc sri dpng ddng thoi colchicin vd gemfibrozil c6 th€ tdng nguy co bQnh co vit ti6u ccv vAn. Nguy
co ndy c6 th€ gia tdng o nguoi gid vd o bQnh nhOn suy.chric n6ng gan ho[c thdn. Gi6m srlt lAm s]rng

vd sinh hqc duqc khuytln c6o, d4c biet le khi bat d6u di6u tri k6t hqp.

Gemfibrozil k6t cao vdi vd c6 tiAm cho c6c tdc d
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Co quan Tfc dgng kh6ng mong muSn

Riii to4n m6u vir hG bgch huyiit

Hitim gflp Suy tiry xuong, thi6u mdu n[ng, gi6m ti6u cAu, gi6m bach
cAu, tdng bach cAu 6i toan

Rdi loan tim thfln

Hitlm gap TrAm cAm, giAm tinh duc

loan hO thin kinh

sap Ch6ng mit, nhfrc dAu

Hi0m gap Eau thAn kinh ngoai bi6n, di cAm, cho6n gvdng,bu6n ngu

Rdi lo4n mlt

Hi0m gflp Nhin md

Rdi lo4n tim

it gap Rung tdm nhi

Riii to4n he hO h6p, nggc vh trung th6t

Pht thanh quinHitim gap

R6i loan ti6u h6a

Kh6 ti€uR6t thuong gflp

Ti€u ch6y, n6n m[ra, bu6n n6n, t6o b6n, dau bung, dAy hoiThuong g[p

Vi6m tuy, vi€m ruQt thiraHi€m g[p

niii to4n gan mit

Vhng da f mQt, vi6m

gan bAt thuong 
,0

vi6m trii mQt, chric ndngHitim g[p

trf v6i cric kh6c

Tucrng lcy cfra thuSc:
Do kh6ng c6 cdc nghi€n cfu v,i tfnh tuong ky cira thu6c, kh6ng trQn l5n thu6c ndy voi c6c thu6c khric.

Tic dgng kh6ng mong mu6n:
Cdc t6c dpng kh6ng mong mu6n thucrng duoc brio c6o nhi€u ntrAt ta tri€u chimg o da ddy - ru6t vi
khoAng 1%bQnhnh0n mic phii. Nhirng t6c dung niy thuong khdng d5n d6n vi€c-ngrmg aie, t.i.
C6c phin tmg c6 h4i du-o. c ph0n nh6m theo tAn su6t: RAt thulng g{p (ADR > l/10), thuong gflp (l/100
< ADR < l/10), it g4lp (U1.000 S ADR < 1/100), hitim gap (l/10.000 S ADR < l/1.000), i6t friem gap
(ADR < l/10.000); kh6ng thti u6c lugng tAn su6t aucr. c ii91kC "Chua rO tAn su6t".
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Riii toSn da vi m0 duoi da

Pht mach, vi6m da tr6c v6y, miry day, vi€m da, ryng t6c,

phin rmg nhay cim v6i 6nh s6ng, ngtia

Thuong g4p

Hi0m g[p

ph6t ban

Hitim g?p Ti6u co v0n, bQnh ccr, vi6m cq y6u co, vi6m mdrng hoat dich,

dau co, dau kh6p, dau dAu chi

lo4n co xuong vir m6 li6n k6t

Riii to4n tuy6n vri vir hQ sinh sin

Hi0m gflp ROi lo4n cuong

C:ic riii loSn chung

Thucmg g{p MQt moi

X6t nghiQm

Hitlm gpp Giim hemoglobin, hematocrit giim, gi6m b4ch cAu, tdng

creatinine phosphokinase

Hrting ddn cdch xfttriADR:
Nhirng ADR nflng vC ti6u h6a c6 th€ cAn phii ngrmg dirng gemfibrozil. Khi ngucri bQnh dang ding
gemfibrozil than phi6n vd dau co, sd 6n dau, ho[c yi5u co, cAn phii drinh gi6 nhanh ch6ng vij vi6m
co; qua x6c tlinh n6ng dQ creatine kinase. N€u nghi ngd ho[c chin do6n c6 vi€m co, phii ngimg
dtng gemfibrozil.

PhAi ldm nhirng x6t nghiQm chAn do6n thich hgp n6u xu6t hiQn nhirng dAu hieu nghi.ld c6 li6n quan

voi hQ gan mQt. ThIm dd chric n[ng gan v]r ldm cdng thri'c m6u 3 - 6 th6ng sau khi bdt ddu liQu ph5p
gemfibrozil r6i sau d6 lim x6t nghiCm hdng ndm. Phii ngung dirng gemfibrozil vd kh6ng ti6p tpc

duns lai ntiu ktit qui xdt nghiQm chric ndng gan t[ng d0u dan ho[c t[ng qu6 mfc, ho[c c6 nhirng b6t

thuong d6ng k6; nhirng k6t qui xdt nghi€m bAt thuong n6i chung h6i phpc dugc. NCu th0y c6 s6i

mat, phai ngirng dtng gemfibrozil.

Qui li6iu vir cich xfr trf:

Qud liiu:
C6c triQu chimg quri li6u g6m dau bqng, ti6u chiy, bu6n n6n, n6n.

X* tr[:
Di6u tr! qu6 liAu gemfibrozil g6m di€u tri triQu chtmg vd h6 trg. Trucrng hqp qu6 liAu gemfibrozil
c6p tinh, ph6i ldm s4ch d4 diy ngay beng gdy n6n hoflc rua d4 ddy.

T(ch cqc theo d6i d6 c6 biQn ph6p xir tr( kip thoi.

Dic tinh du-trc hgc hgc:

Nh6m duoc tf : Thu0c ch6ng tdng lipid huy6t

Md ATC: Cl0AB04.
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Gemfi brozl le m0t tucrng tu ac d frbric khdng co haloge n, va le c tdng lip id
Gemfi brozil lim giAm n6ng dQ

nhe n6ng d.0 HDL
tj' trgng th6p). T6c

I poprotein giau triglyc erid ) nhr-r VLDL (r pop rotein ty trong ret
th6p), tEng (lipoprotein tj'

dung tr6n n6ng
trgn ob cao ) va co tdc dung kh6c nhau tr€n LDtl

(l poprotein do VLDL co thc chu yeu do tdng ho4t tinh cua
I I poprotein Ipase, oac b 9t trong co , dAn d6n tdng thriy phin lugng tri

i thdnh phAn cua VLDL
glycend trong VLDL va tdng

di h6a VLDL. Gemfi brozil con ldm thay d6 do am 81am
t6ng

san sinh o gan
apoC III le ch6t uc chti ho4t tinh cua lipoprote ln lipase, VA cfing Iam giam hqp triglycerid
trong VLDL o gan.

Cirng v6i t6c dqng tr€n lipid m6u, gemfibrozil cdn c6 t6c dung ginm k6t tQp ti6u cAu, n6n ldm gi6m
nguy co vC bQnh tim m4ch.

T6c dpng l6m sdng cta gemfibrozil hodc cta b6t cir thu5c acid fibric niro kh6c tr€n n6ng tIQ
lipoprotein phy. thuQc vdo tinh trang ban dAu cira lipoprotein tty theo tdng ho{c kh6ng tdng
lipoprotein huy6t. Nguoi tdng lipid m6u d6ng hqp tir apoE}lapo92 ddp ung t6t nhAt vdi liQu ph6p
gemfibrozil. NOng d6 cao triglycerid vd cholesterol c6 th6 giim mpnh, vi. bQnh u vhng ph6t ban
nhiAu cgc vir u virng gan bdn tay c6 th6 gi6m hodn todn. C[ng c6 tric dung tr5t tr6n dau th6t ngpc vd
dau c6ch h6i.

LiQu ph6p gemfibrozil o nguoi t[ng triglycerid huy€t nhg (vf dg, triglycerid < 400 mg/dl) tuc 4,5
mmol/lit thucmg g6y gi6m n6ng dQ triglycerid 50Yo hoQc hon, vir t[ng n6ng d0 HDL cholesterol 15%
d6n25Yo, dac biQt o nguoi.ting lipid huytit k€t hqp c6 tinh gia dinh. Gemfibrozil c6 t6c dgng t6t o
ngudi t[ng triglycerid huy6t ndng vd c6 hQi chimg vi chylomicron huy6t. Trong khi li€u ph6p dAu

ti6n li phii lo4i trir ch6t b6o khoi cn6 ag dn v6i mric t6i da c6 th€ dugc, thi gemfibrozil girip vira ldm
tdng hopt t(nh cria lipoprotein lipase vira ldm.giim t6ng hqp triglycerid o gan. O ngudi b6nh ndy,

liQu ph6p duy tri v6i gemfibrozil c6 th6 giir ndng dQ triglycerid duoi 600 d5n 800 mg/dl ttic 6,8 - 9
mmol/lit de au phong bitin chtmg vi6m tuy vir u vdng ph6t ban.

D[c tinh dugc tlQng hgc:

Hiip thu:

Sau khi u5ng, gemfibrozil tlugc h6p thu tOt ttr ducrng ti6u ho6 v6i sinh khA dung gAn 100%. Vi su
hien d.iQn cira thirc dn lhm thay d6i nhg khA dung sinh hoc n6n u6ng gemfibrozil30 phrit tru6c bta
[n. Ndng dQ dinh trong huy6t tucrng d4t dugc.trong khoing tt 1-2 gio. Sau khi u6ng 600 mg x 2
lAn/ngdy, Cmax d4t dugc trong khoing tir l5 d€n 25 mg/ml.

Phdn phtii:
Thu6c ph6n b6 rQng vd ndng d-6.trong gan, thfln vd_ruOt cao hcvn n6ng dQ trong huy6t tuong. th€ tictr
phan b6 0,14 + O,O1 l/kg. iintrAt 97;/o gemfrbrozil vd ch6t chuyi5n h6a chinh gin v6i protein huytit

tuong.

Chuydn h6a:

Gemfibrozil b! oxy h6a mQt nh9, methyl o vong.d6 t4o.thdnh t_a1 tuqryOt ch6t chuy6n h6a

hydroxymethyl vd mgt ch6t chuy6n h6a caiboxyl (ch6t chuy6n h6a chinh). Ch6t chuy€n h6a nhy c6
JJ

hopt tfnh th6p so v6i hqp chAt me gemfibrozil vd thoi gian b6n thii khoing 20 gio. Li6n hqp voi
glucuronid t4o thdnh gemfibrozil I -O-B-glucuronid cfrng li con dudng thai trir quan trgng kh6c cria

gemfibrozil o ngucri.

Cbc enzym
gemfibrozil
gemfibrozil
Gemfibrozil
Thdi tri:

tham sia viro ou6 trinh
vd c6c chdt chuy6n h6a

chuy6n h6a cua gemfibrozil kh6ng dugc bitit Su tucrng tilc cua

cua no rdt phfrc tap Circ nghien ctru n vitro VA ln vo cho th6y

uc chti CYP2C 8 CYP2C9 , CYP2C I 9 , CYP I A2, UG I OATP I B I

1 I I I-o-P-e ucuronid
)

cffng uc ch€ CYP2C8 a oATP B
TA ) U TA3 a
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SU bdi ti6t gemfibrozil 6 ngucri suy thin tuy c6 gi6m, nhmg giim it hon so v6i nhfrng fibrat kh6c.
D0 thanh thtti: 1,7 + 0,4 m{phritlkg. Chua c6 nghiCn criu duoc dQng hgc du'gc thtrc hiQn tr€n bQnh

nhdn suy giim chfrc n[ng gan.

Qui cfch tl6ng g6i: HQp 3 vi x l0 vi€n nang c[mg.

HQp 6 vi x l0 vi6n nang cimg.

HQp l0 vi x 10 vi6n nang cimg.

Didu kiQn bio quin, hpn dirng, ti6u chu6n chit luqng cria thu5c:

Di6u kiQn bio quin: Oe O nnigt d0 du6i 300C, tr6nh Am vd 6nh s6ng.

H4n dtng cira thu5c: 36 th6ng k6 tu ngdy sin xu6t.

Ti6u chuin ch6t lugng: TCCS.

T0n, dla chi cfia co s0 sin xu6t thuiic:

C0ag ty CP Dqfc plfm Aginrerphrrm, ;

2? Ngpy{n Thii Hgc, B M} Binh, TP. Lang Xuyin'.A-n Gian-g

Stn xuir 4i: Cht phlnh C6og ty CP Dugc phlm Aglmerphero
Nhi mty rin ruit DuEc phltm Agimerphrm
$rcmg Vfi Trgng Phplg, Kh$m ?h4nh An,
P. M9 Thii" TP. Long Xuyin. An Giang
Tcl:0296 3S5?300 Fax: 0296 3857301 l

Affg<pHAmt
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An Giang, ngdy 04 thdng 07 ndm 2018
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