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% & aw GENFIBROZIL 4600

Dé xa tam tay tré em
Poc ky hudng dan su dung trude khi ding
Thudc nay chi ding theo don thuéc

THANH PHAN CONG THUC THUGC

(Cha 1 vien nén bao phim SaVi Gemfibrozil 600)
Thanh phin dugc chat:

Gl [P R B AP ST T
Thanh phdnta duge:

Tinh b6t bién tinh, natri starch glycolat, silic diexyd keo,
hydroxypropylcelulose, polysorbat 80, celulose vi tinh thé 101, magnesi
stearat, hypromelose 6 cps, polyethylen glycel 6000, titan dioxyd, talc.

sessares e BOO TG

DANG BAOCHE
Viénnén bao phim.

MO TA SAN PHAM
Vién nén hinh oval, bao phim mau trdng, hai mét tran.

CHIBINH

Gemfibrozil la thudc hé trg cho ngudi dang &n kiéng va tap luy&n gidm can
trong cac trudng hgp sau:

- Tangtriglycerid néng cé hodc khéyng giam HDL cholesterol.

- Téng lipid mau thé hén hgp méa chdng chi dinh hoac khong dung nap vdi
cac statin,

- Tang cholesterol mau nguyén phat ma chdng chi dinh hoéc khéng dung
nap vdi cac statin.

- Gidm ty 1& mac bénh tim mach & nam gidi bi tdng non-HDL chelesteral
(non-high density lipoprotein: lipoprotein ty trong khéng cao) va ngudi cd
nguy cd cao xay ra bién cf tim mach ma chéng chi dinh hodc khdng dung nap
vdicac statin.

LIEU DUNG, CACHDUNG

Liéudiing

Ngudildn:

Liéu tir 900-1200 ma/ngay.

Liéu duy nhat 1200 mg/ngay d& dugc ghinhan la cé hidu qua.

Liéu 1200 mg tudng dudng vdi liéu 800 mg = 2 ldn/ngay.

Liéu don 900 mg duge st dung trudc bla &n t&i 30 pht.

Ngudi cao tufli {trén 65 tudi):

Liéu ding nhu ngudildn.

Tréem:

Chua c6 dif lidu nghién cliu ddy dii nén khang ding gemfibrozil cho tré em.
Suythan:

Ngudi suy than tif nhe dén trung binh nén dung lidu khai ddu la 900 mg/ngay
va phai danh gid chlc nang than trudc khi tdng liéu dung. Khéng diing
gemfibrozil cho nguti suy than nang (mdcloe cdu than £30 miphat/1,73 m’).
Suygan:

Khong dung gemfibrozil cho ngudi suy gan.

Cachding

Dulng dudng uéng, udng thude 30 phiittrude blia &n sang hodc t5i. Nust vién
thudc vidinude, khdng nén nhai, ngam hay nghién.

Trudc khi diéu tr] bAng gemfibrozil, néu bénh nhan cé cac vén dé nhu suy
giap, bénh dai thao dudng thi cdn phai duge kiém soat 6t nhét cé theé. Ngoai
ra, cAn duy trich& dé &n it lipid trong suditthdi gian ding thudc.

Néu métldn quén khéng dung thudc

Bd qua liéu da quén va udng lidu tiép theo nhu binh thuing. Khéng udng gap
doiliéu dé ba cholidu da quén.

CHONG CHiBINH

- Qué man véi gemfibrozil hodc bat cit thanh phén nac ciia thude

- Suygan

- Suythan nang

- Ngudi oo tién sif hofic dang bi bénh tdi mat, b&nh dudng mét bao gém sbi
mat

- Dungcung repaglinid, dasabuvir hodc simvastatin

- Ngudi cé tién sl bj nhay cAm hoac phan Ung doc tinh vdi anh sang khi
dungcacfibrat.

CANHBAO VA THAN TRONG KHIDUNG THUSC

Réiloan ca (bénh ca, tiéu co van)

DA co dif liéu xay ra viem co, bénh cd va tang dang k& ndng dé CPK (creatin
phosphokinase) lién guan dén ding gemfibrozil. Hi&m gap xay ra tiéu cd van.

Tén thudng co phii dugc xem xét & bénh nhan c6 déu hiéu dau cd lan 10a
va/hoac CPK > 5 I4n gidi han cho phép, trong truéng hdp nay nén ngung
dung gemfibrozil.

Thude e ché HMG-CoA reductase (3-hydroxy-3-methyl-glutaryl-
coenzyme A reductase)

D& xay ra viém ca nghiém trong kem theo ting déng ké néng dé CK (creatin
kinase) va myoglobin niéu khi dang ddng thai gemfibrozil vdi thudc tc ché
HMG-CoA reductase. Chi sl dung phdi hgp nay dé kiém soét lipid maukhi igi
ich mang lai vugt xa nguy cd bénh ¢, tiéu oo van va suy than cap.

Phaltheo dai ndng dé CPK khi bt ddu ding phéi hgp nay cho cac di tugng
c6 nguy co xay ra tidu cd van nhu: Suy than, suy gidp, nghién rugu, trén 70
tudi, réi loan co bap cé tinh di truyén, ting bi déc tinh trén ca khi dang cac
fibrat hoac thudc (e ché HMG-CoA reductase,

Nguéi bi s6i mat

Gemfibrozil lam téng bai tiét cholasterol vao mit, do dé tang nguy cd hinh
thanh s&i mat. Néu nghi ngé sbi matphaitién hanh lam xét nghiém tui mat va
trong trudng hop phathign thdy sdi thi ngung ding gemfibrozil.

Theo déi lipid huyét thanh

Binh ky kiém tra lipid huyét thanh trong qua trinh dung gemfibrozil. Sau 3
thang di&u trj ma khéng ddp Ung tat vdi thudc thi nén xem xét vidc thay dbi
liguphap didutri.

Theo doi chifc nang gan

Biéu trj bang gemfibrozil c6 thé lam tang ALT (alanine aminotransierase),
AST (aspartate aminotransterase), alkalin phosphatase, LDH (lactate
dehydrogenase), CK va bilirubin. Tuy nhién, khi ngung diing thuéic cdc chisd
nay sé trd vé binh thudng. Do vay, cén theo ddi chic néng gan thudng xuyén
vé ngung diing thuéic néu xay ra b4t thudng chifc ning gan.

Theo déi s6 lugng té bao méu

Binh ky kim tra s4 lugng t8 bao méu trong sudt 12 thang déu tién khi dung
gemfibrozil. D& xdy ra thiu mau, gidm bach cdu, giam tiéu ciu, ting bach
cau eosin, suy tdy xudng khi dong gemfibrozil.

Tuong tée vdi cae thude khac (xem thém Muyc Tudng fde, tudng ky cia thudc)

SUDUNG THUGC CHO PHY NI CO THAI VA CHO GON BU

Phuy nd co thai

Khéng co nghién ciiu ddy di vé s dung gemfibrazil cho phuy nii mang thai.
Nghién clfu trén ddng vAt chua rd rang dé k&t luin v& anh hudng cla
gemfibrozil d&n thai nhi. Do nguy cd gay ddc & ngudi chua ré nén khang ding
gemfibrozil trong thoi ky mang thai. .

Phundchocon bl

Khéng biét gemfibrozil c6 phan bé vao trong sifa ngudi hay khang. Vi
gemfibrozil cé kha néng gay nhiing tdc dung khéng mong mudn nghiém
trong trén tré nhd bu sifa me, nén tranh khéing chocon b,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 nghién clu dnh huding clia thudc Ién kha ndng lai xe va van hanh
méy méc. Tuy nhién, thudc cé tac dyng khéng mong mudn gay chang mat,
hoa mét, gidm tdm nhin va co thé &nh hudng lén khd néng lai xe va van hanh
may mac.

TUONG TAC, TUONG KY CUA THUGC

Tuong tac clia thudc

Thudc te ché HMG-CoA reductase

Duing dbng thdi véi gemfibrozil cé thé lam tang nguy cd tidu cd van, Bénh ca
va tiéu co van cd hodc khdng kém theo suy than cip xay ra trong 3 tudn dau
hodc vai théang sau khi bét ddu sif dung phdi hop nay. Theo dai dinh ky ndng
dé CK khéng dif phong dudge bénh cd nang hodc thuang tén than.

Thuéc chéng déng

Phéithén trong khi diing dng thdi vdi gemfibrozil. Liéu warfarin nén gidm dé
duy tri thai gian prothrombin & mic gui dinh va phong nglia xudt huyét. Can
theo déi dinh ky va dam bao thdi gian prothrombin & mife Gn dinh.

Cochét cua CYP2CB(CYP: cytochrom2CB)

Gemfibrozil e ché CYP2C8 va co thd tang ndng do clia cac thubc chuyén
hoa qua CYP2CB (vi du: Dabrafenib, loperamid, montelukasi, paclitaxel,
pioglitazen, rosiglitazon). Do vay, khi phi hgp gemfibrozil véi cdc thubc
chuyén héachl y&ugua CYP2C8 thiphai gidm lidu céc thude nay.
Repagilinid: Dung ddéng thdi véi gemfibrozil lam tang AUC (Area under the
eurve)va C ., clia repaglinid. Ngudi dang diing gemfibrozil khang dugc dang
repaglinid va ngudc lai, visu phéi hgp nay o thé lam tang va kéo daitac dung
ha glucose huyé&t clia repaglinid. Chdng chidinh phéi haop 2 thuc nay.
Dasabuvir Diing déng théi véi gemfibrozil 1am tang AUC va G,,, clha
dasabuvir. Tang néng d& dasabuvir co thd lam téng nguy cd kéo dai khoang
QT. Chéng chidinh phdi hgp 2 thuc nay.

Ca chatciia OAPTP-1B1 (Organic anion transporting polypeptide-181)
Gemfibrozil ic ché OAPTP-181 va co thé tang néng do cla céc thudc la co
ch&t cia ODAPTP-1B1 (vi dy: Afrasenian, atorvasiatin, bosentan, ezetimib,
fluvastatin, glyburid, chét chuyén héa co hoat tinh cda irinotecan, rosuvastatin,
Ppitavastatin, pravastatin, rifampin, valsartan, clmesartan). Do vay, can giam
lidu céc thudc nay khi phdi hgp vdi gemfibrozil.
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Nghién ciu in vitro cia enzym CYP, enzym UGT (Uridine 5-diphospho-
Glucuronosyitransterase) vé OAPTP-181

Gemfibrozil e ché CYP2C9, CYP2C18, CYP1A2, OATP-1B1, UGT-1A1,
UGT-1A3, chét chuyén héa clia gemfibrozil la gemfibrozil 1-O-f-glucuronid
clingc ché QATP1-B1.

Nhisa gén acid mat

Gia trj AUC clia gemfibrozil gidm 30% khi ph&i hgp vai nhya gén acid mat (vi
du: Colestipol liéu S5g). Do vay, nén ding hai thufc ndy cach nhau 2 gié hodic
han.

Colchicin

Tang nguy co tidu cd khi ding phdi hap gemfibrozil véi colehicin. Than trong
khi ding phéi hgp nay & ngudi cac tudi va ngudi suy gidm chilc nang than.
Tuong ky cla thudc

Do khang cé cac nghién cdu vé tinh tugng ky clia thuéc, khéng trén 1n thudc
nay vdi cac thudc khac.

TAC DUNG KHONG MONG MUGN CUA THUGC (ADR)

Céc trudng hop phai théng bdo ngay cho béc si

Hiém gap (c6 thé anh hudng dén 1/1.000 ngudi)

- Phan ting di ing, c6 thé bt diu LI sung hong, IUSi, mat gay khé thd (phi
mach)

- Trécvay va phéngrop d da, miéng, matva sinh dyc

- Phatban khdp cathé

- Y&u cd hodc tinh trang yéu cd kém theo nudc tidu sAm mau, sét, nhip tim
nhanh, buén nén hoécnén

Tom tétcdc ADR

Nhing ADR thudng gép cla gemfibrozil xay ra trén dudng tiéu héa nhung
thudng khéng dan dén phiingiing dung thude.

Tac dung khdng mong mudn clia gemfibrozil phan loal theo 1dn sult xay ra
nhu sau: Rat thuding gap, ADR = 1/10; Thuting gap, 1/100 < ADR < 1/10; It
gdp, 1/1000 < ADR < 1/100; Hi8m gép, 1/10.000 < ADR < 1/1000; R4t hiém
gip, ADR<1/10.000

Réi loan mau va hé bach huyét

Hiém gép: Suy thy xudng, thiéu méu n@ng, gidm tiu cdu, gidm bach cdu,
tang bach cAu eosin

Réiloan hé than kinh va tam thén

Thudng gap: Chéng mat, dau dau

Hiém gap: Trdm cdm, gidm ham mudn tinh dyc, bénh than kinh ngoai vi, di
cam, hoa mét, cé trang thai md mang

Rdéiloan mat

Hiém gap: Gidm tdm nhin

Réiloan tim mach

t gap: Flung tam nhi

Rdiloan hé hdp, I6ng nguc vé trung that

Hi&m gap: Phi né thanh quén

Rdiloan tiéu hda

R&tthudng gap: Khé tiéu

Thudng gap: Tiéu chay, budnnén, ndn, dau bung, day hai, tAo bdn

Hidm gdp: Viém tyy, viém rudt thifa

Réi loan gan méat

Hi&m gap: Vang da r mat, viém gan, sdi mat, viém tdi mat, bat thudng chiic
nang gan

R&i loan da va cdc md dudi da

Thudng gdp: Phdtban, eczema

Hiém gap: Phi mach, viém da, viém da troc vay, ndi mé day, rung toe, phan
ungnhay cam vdianh sang, ngua

Rdiloan co va cdc mob lién két

Hi&m gép: Tiéu co van, banh co, viém cd, y8u cd, viém mang hoat dich, dau
cd, dau khdp, dau cac chi

Rdi loan vu va hé sinh san

Hiém gép: Rdiloan cuong duong

Adi loan chung

Thuting gap: M&tmai

K&t qua xét nghiém

Hig&m gap: Giam hemoglobin, giAm hematocrit, gidm bach cau, tang CPK.

QUA LIEUVA CACH XU TRI

Cac triéu chifng qua liéu gdm dau bung, két qua xét nghiém chuc nang gan
batthudng, tiéu chay, ting CPK, dau cd va khdp, budn ndn, ndn.

Bigu tri qua liéu gemfibrozil gém didu tr triéu chiing va hé trg. Trudng hap
qua liéu gemfibrozil c&p tinh, phdi lam sach da day ngay béng gay nén hoac
riiada day.

DUGQC LYC HOC

Ma ATC:C10A BD4

Loaithudc: Thude ha lipid nhém fibrat

Gemfibrozil Id thu@ic chdng tang lipid huyét. Gemfibrozil lam giam ndng dd
lipoprotein giau triglycerid nhu VLDL (Very Low ODensity Lipoprotein:
lipoprotein ty trong rat thap), ting nhe néng do HDL (High Density Lipoprotein:

M

!!Foprarafrli I frong cao) va co tac dung khac nhau trén LDL (Low Density
Lipoprotein: lipoprotein ty trang thép). Téc dung trén ndng dé VLDL o6 thé chi
yéu do téng hoat tinh ciia lipoprotein lipase, dac bigt trong cod, dan dén ting
thity phan triglycerid trang VLDL va ting dj hoa VLDL. Gemfibrozil lam giam
thu nhén acid béo va dc ché tao VLDL & gan. Gemfibrozil con lam thay déi
thanh phén cla VLDL do lam giam san sinh apeC - 1| & gan, 14 chat dc ché
hoat tinh cha lipoprotein lipase va ciing lam gidm t6ng hop triglycerid trong
VLDL & gan.

Cung vdi tac dung trén lipid mau, gemfibrozil can ¢ tac dung gidm kit tap
ti€u cdu, nén lam gidm nguy cd vé bénh tim mach.

Tac dung clia gemfibrozil trén néng d8 lipoprotein phy thudc vao tinh trang

téng hoac khdng tang lipoprotein huydt ban ddu. Ngudi tang lipid mau déng

hgp tlf apoE2/apoE2 dap (ng t&t nhét vai liéu phap gemiibrozil. Néng 66 cao

triglycerid va cholesterol c6 thé gidm manh, bénh u vang phat ban nhiéu cuc

V& u vang gan ban tay cé thé giam hoan toan. Thudc co tac dung t&t trén dau

that nguc va dicach hdl.

Ligu phdp gemfibrozil & nguéi tang triglycerid huyét nhe (vi dy: Triglycerid <

400 mg/dl, tdc 4,5 mmol/it) thudng gay gidm néng df triglycerid 50% hodc

hon va ting ndng dé HDL-cholestarol 15% d&n 25%, dac biét & ngudi tdng

lipid huy€t két hgip ¢6 tinh gia dinh. Gemfibrozil c6 téc dyng 161 & ngudi ting

triglycerid huy&t ndng va cd hdi chiing vi thé dudng chdp (chylomicron)

huyét. Trong khiliéu phap ddu tién la phéi loai tri chit béo khdiché do an 161

mifc t8i da co thé dude, thi gemfibrozil giup viia lam tang hoat tinh clia

lipoprotein lipase vira lam gidm t8ng hop triglycerid & gan. & ngudi bénh nay,

li@u phap duy trl véi gemiibrozil cé thé gil ndng dd triglycerid dudi 600 dén

800 mg/dl tifc 6,8 - 9 mmalflit d& dy phéng bién chung viém tuy va u vang

phat ban.

DUQGC BONGHOC

Hap thu

Gemfibrozil dude hap thu nhanh va nhiéu (sinh kha dung: 88 + 1%) khi udng
trudc bira 4n. Thirc &n it Anh hudng dén sinh kha dyng cla thubc. Thudc dat
néng dé dinh trong huy&t tuong trong vang 1 -2 gid.

Phén bé

Hon 97% gemfibrozil gén voi protein huyét tudng. Thude phén b rong va
ndng do thudc trong gan, than va rudt cao han ndng d trong huyét tudng.
Thé tich phan b8 & trang thai biio héa & 9-13 lit.

Chuyén hoa

Gemfibrozil chi yéu bi oxy hdéathanh chdtchuyén héa & dang hydroxymethyl
va carboxyl, nhiing chét nay co hoat tinh thdp hon so vdi gemfibrozil va thoi
gian ban thaila 20 gid. Su lién hdp tao thanh gemfibrozil -1-0-f-glucuronid la
con duéing thitrlf quan trong khac clia gemfibrozil & ngusi.

Cacenzym tham gia chuy&n héa gemfibrozil chua dudc biét. DU lidu vé tidng
tac thude clia gemfibrozil va cdc chét chuyén héa clia né phirc tap. Céc
nghién ciu in vivova in vitro cho thay gemfibrozil ic ch& CYP2C8, CYP2C9,
CYP2C19, CYP1A2, UGTA1, UGTA3 va OATP1B1. Gemfibrozil 1-O-p-
glucuronid clng Uc ché CYP2C8 va OATP1B1.

Thai trir

70% liéu ubng bai tiét qua nudc tiéu, chi yéu dudi dang lién hgp va cac chat
chuyén hda cla gemfibrozil, chua dén 6% li8u udng bai tiét qua nudc tidu
dudi dang khong thay déi, 6% liéu udng dude tim thdy trong phéan. B thanh
thai toan phan clia gemfibrozil tif 100-160 ml/phit, thdi gian ban thaitl 1,3-
1,5 gig. Duge dong hoc cha thude tuyén tinh vdili8u dung.

Céc ddi lugng déc biét

Suy gan: Chua cé nghién clu duge ddng hoc cha thude & ngudisuy gan.

Suy than: Chua co di ligu nghién clu ddy di & ngudi suy than ti nhe dén
trung binh va ngudi suy than nang khong cin loc mau.

QUY CACH BONG GOI
Hép&vix 10 vién

DIEUKIEN BAOQUAN

Ngikhd, nhiét dd knéng qua 30°C. Tranh anh sang.
HANDUNG

36 théng ké tU ngay san xudt.

TIEU CHUAN CHAT LUGNG
UsSP

Sdn xudlt tal

TiACH wpaf i THON VEN

CONG TY CO PHAN DUQC PHAM SAVI (SaWipharm J.5.C)

L6 Z2.01-02-03a, Khu Céng nghiép trong Khu Ché xudt Tan Thuan,
Phudng Tan Thuén Béng, Quan 7, Thanh phé H& Chi Minh.

Dién thoai: (84.28) 37700142-143-144

Fax: (84.28) 37700145
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