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HUONG DAN SU DUNG
Tén thube: “*GEROZIL

Boc ki hiromg ddn sit dung trde khi ding. DEé xa tam tay tré em.

Thude ndy chi dimg theo don thube.

1. Thanh phdn céng thirc thube:

Thanh phin hogt chit:

Ham lwong

Gemfibrozil

300 mg

Thanh phin td duoc:
Microcrystalline  Cellulose, Sodium  starch  Glycolate,
Hydroxypropyl Cellulose, Tween 80, Silica colloidal hydrated,

Microtale, Magnesium stearate, vo nang cing.

Vira di 1 vién

2. Dang bao ché: Vién nang cing, mau xanh tring,
3. Chi dinh:

- Gerozil duge chi dinh nhu mot chdt hd trg cho ché do dn kiéng va diéu trj khong

dung thude khéc (v du: tip thé duc, giam cén) cho nhiing trudng hop sau:

+ Diéu tri tang triglyceride mau nghiém trong c¢d hodc khong kém theo HDL

cholesterol théip.

+ Tiang lipid mau hén hop khi chdng chi dinh hoiic khong dung nap statin.

+ Tang cholesterol mau nguyén phét khi chéng chi dinh hoiic khéng dung nap statin.

- Gerozil dugc st dung dé phong ngira va giam ti 16 mic bénh tim mach & nam gidi bi

tang cholesterol khong HDL va c6 nguy co cao bi bién ¢b tim mach 1in déu khi chéng

chi dinh hodc khong dung nap statin.
4. Cich ding, lidu ding:

Trudc khi bit déu sir dung gemfibrozil, cdc vin dé suy gidp va dai thao dudng phai duge

kiém sodt t6t nhat ¢ thé va bénh nhéan nén duoc ap dung ché d6 an udng ha lipid tiéu chuin

va nén tiép tuc trong qua trinh didu tri. Gerozil duge ding dudng udng,

Liéu dimg:

Nguoi lén: 900 mg dén 1200 mg mdi ngay (twong duong 3 vién dén 4 vién mdi ngay).

Tré em va vi thanh nién: Chua duge nghién clru vi viy viéc st dung khong dugce khuyén

khich.
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Suy thgn: O bénh nhan suy thédn nhe dén trung binh (mic loc cAu than 1in lugt 12 50 - 80 va
30 - <50 ml/ phit/ 1,73 m?), bit dAu didu trj v6i liéu 900 mg mdi ngay va dinh gid chirc
ning thén truée khi ting liéu. Khong nén sir dung Gerozil cho nhitng bénh nhén bi suy gidm
chirc niing thin nghiém trong.
Suy gan: Chéng chi dinh.
Cdach ding:
Vi lidu 1200mg: Udng 600 mg (2 vién) x hai lan mdi ngdy, 30 phat trude &n sing va 30
phit trudc &n toi.
Lidu 900mg;: Ubng mét lidu duy nhét (3 vién) vao thoi diém 30 phit truéc bita dn tbi.
5. Chéng chi dinh:
- Qué mén v6i bét k¥ thanh phén nao clia thude.
- Suy gan
- Suy thén ndng
- Tién st/ hodc bénh dudng mat bao gdm cé sdi mat
- Sir dung ddng thdi repaglinide, dasabuvir, selexipag hofic simvastatin.
- Bénh nhén c6 tién sit dj éimg quang hogic phén tmg dgc voi dnh séng trong khi dicu tri
béng fibrat.
6. Canh béo va thén trong khi dung thude:
R&i loan co (bénh co/ tiéu co van)

D3 c6 bao cao vé& viém co, bénh co va ting creatine phosphokinase r rét lién quan
dén gemfibrozil. Tiéu co van ciing hiém khi duoc bo cdo.

Tén thuong co phai duge xem xét & bt ky bénh nhdn ndo c6 biéu hi¢n dau co lan
tda, dau co va / hosic mic CPK co ting 1o rét (> 5x ULN); trong nhitng digu kién
ndy phai ngimg diéu tri.

Sir dung dbng thdi véi thude tic ché HMG CoA reductase

Chéng chi dinh ding ddng thdi gemfibrozil v6i simvastatin. Da ¢é béo céo vé viem
co niing voi ting ro rét creatine kinase va myoglobin nigu (tiéu co vén) khi dung
dong thoi gemfibrozil va HMG CoA reductase. Twong téc duge dong hoc ciing co
thé ¢6 (xem thém phin 9) va c6 thé cin didu chinh liéu luong.
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Loi ich ciia viéc thay doi thém ndng d6 lipid bing cich st dung két hop gemfibrozil
v chét trc ché HMG-CoA reductase nén duge cdn nhic cén thin so véi nhitmg nguy
co tiém &n ctia viéc két hop nhu vy va nén theo doi lam sang,

Nén do ndng dé creatine phosphokinase (CPK) trude khi biit ddu két hop nhw vy &
nhitng bénh nhin c6 céc yéu t6 didu tri tiéu co vin nhur sau:

* suy thén

* suy giap

e lam dyung rugu

> 70 tudi

« tin sit ¢4 nhén hodic gia dinh bj rbi loan co di truyén

« tidn sir nhifm d6c co trude diy voi mdt chéit e ché fibrate hojc HMG-CoA
reductase khac

& hiu hét cac dbi trong cb dap tmg lipid khéng théa man véi mét trong hai logi
thube, 1oi ich co thé c6 cia didu trj két hop vai chit re ché HMG-CoA reductase va
gemfibrozil khong lén hon nguy co méc bénh co ning, tiéu co vén va suy thin chp.
Str dung cho bénh nhén s6i mét

Gemfibrozil ¢6 thé 1am ting bai tiét cholesterol vao mat, 1am ting kha néng hinh
thanh s6i mét. Céc truong hop séi mat d& dugc béo cdo khi didu trj bang
gemfibrozil. Néu nghi ngd s6i mét, céc nghién cfru vé tiii mét dwge chi dinh. Nén
ngimg didu trj bing Gemfibrozil néu phét hién c6 s6i mét.

Theo dai lipid huyét thanh

Chn xéc dinh dinh k¥ lipid huyét thanh trong khi diéu trj bing gemfibrozil. D6i khi
syt gia ting nghich Iy cta cholesterol (toan by va LDL) ¢6 thé xay ra & nhitg bénh
nhan bi ting triglyceride mau. Néu dép tmg khong di sau 3 thang diéu trj & liéu
khuyén céo nén ngime didu tri v xem xét céc phuong phép diéu tri thay thé.

Theo ddi chirc niing gan

Mitc ting ALAT, ASAT, phosphatase kiém, LDH, CK va bilirubin d& dugc bdo
c40. Nhitg didu nay thudong c6 thé hdi phye khi ngung sir dung gemfibrozil. Do d6
céc xét nghiém chirc ning gan can dugc thye hién dinh ky. Nén chim dirt liéu phap
Gemfibrozil néu cac bt thudmg vin tiép dién.

Theo doi ¢cong thirc mau
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Nén xac dinh cdng thirc mau dinh ky trong 12 thing dfiu tién diing gemfibrozil.
Tuong téc voi cée thube khac

St dung déng thoi v6i cde chit nén CYP2C8, CYP2C9, CYP2CI9, CYPIA2,
UGTAI, UGTA3 va OATPI1BI

Dit liéu twong the cita gemfibrozil rét phirc tap diin dén viéc ting kha ning tiép xiic
v6i nhiéu san phéim thude néu diing ddng thoi véi gemfibrozil,

Gemfibrozil trc ché manh cac enzym CYP2C8, CYP2C9, CYP2C19, CYP1A2 va
UDP glucuronyltransferase (UGTA1 va UGTA3) va ciing tre ché polypeptide vén
chuyén anion hiru co 1B1 (OATP1B1) (xem phin 4.5). Ngoai ra, gemfibrozil duge

chuyén héa thanh gemfibrozil 1-O-B-glucuronid ciing irc ché CYP2C8 va
OATPIBI.

Sit dyng dong thoi voi thude ha dwong huyé

Pi c6 bio clo vé phan tmg ha dudong huyét sau khi sit dyng dong thoi véi
gemfibrozil v cdc thubc ha dudng huyét (thubc ubng va insulin). Theo ddi ndng d0
glucose duge khuyén khich.

Sir dung dbng thoi véi thude chong dong mdu

Gemfibrozil ¢6 thé 1am ting téc dung cua thubc chéng déng méu ddi khang vitamin
K loai coumarin nhu warfarin, acenocoumarol, hogc phenprocoumon. Vi¢c ding
ddng thdi gemfibrozil véi céc thubc chéng dong mau nay doi héi phai theo ddi cin
than thoi gian prothrombin (INR - Ty 1& chudn héa quéc té). Can than trong khi
diing ddng thoi thudc chéng déng méu d6i khang vitamin K loai coumarin v&i
gemfibrozil. C6 thé cin phai giam lidu hrgng thube chéng dong méu dé duy tri mirc
thdri gian prothrombin mong mudn.

7. Sir dung thudc cho phu nit ¢6 thai va cho con bi:
Phu nit c6 thai

Khong c6 dit liéu dy du vé viée sir dyng gemfibrozil & phy nif ¢6 thai. Céc nghién
ciru trén dong vat khéng dii o ring dé cho phép rut ra két luin v& qué trinh mang
thai va sy phét tridn cia bao thai. Nhitng nguy co tiém 4n cho con ngudi 12 khong
xé4c dinh. Khong nén ding gemfibrozil trong thdvi ky mang thai trir khi that cn thiét.
Phu nit cho con b
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Khoéng c6 dir ligu vé sir bai tiét ciia gemfibrozil trong sita. Khong nén dimg
gemfibrozil khi cho con bu.

8. Anh hwéng ciia thude 18n khi ning ldi xe, vin hanh méy méc:
Chua c6 théng tin v& anh huong ciia thube trén khé ning 14i xe va st dyng méy
méc. Tuy nhién cAn luu ¥ tac dung khong mong mubn ctia thube nhir buén ngg,
chéng mit, nhirc ddu, nhin m& ¢é thé gAy &dnh hudng bt lgi dén viée 14i xe hodic
str dung may moc.

9. Tuwong tic thubc, twong ky ciia thube:
Thudc chong déng, dan xudt coumarin hodc indandion:
Dimg ddng thovi véi Gemfibrozil co thé 1am ting déng ké tac dung chong dong cia
nhitng thubc nay; cAn phai hidu chinh lidu thudc chéng déng dya trén xét nghiém
thdi gian prothrombin thuong xuyén.
Acid chenodesoxycholic hodc acid ursodesoxycholic:
Téc dung c6 thé gidm khi ding ddng thdi nhimg thudc ndy véi Gemfibrozil, 12
chét co xu hudng lam ting bo hda cholesterol & mit.
Thudc ke ché HMG-CoA reductase (lovastatin):
Ding déng thoi véi Gemfibrozil c6 thé 1am ting nguy co tiéu co van: Ting ding
ké ndng do creatin kinase va myoglobin niéu din dén suy thin cdp; c6 thé pht
hién sém 12 3 tudn va muodn 1a vao thang sau khi bt dAu liéu phap phdi hop; theo
di creatin kinase khéng dy phong dugc bénh co ning hoic thuong ton thén.
Repaglinid:
Nguoi dang dung Gemfibrogil khong dugc bét ddu ding repaglinid va ngugc lai,
vi sy phbi hop cé thé 1am ting va kéo dai tic dyng ha glucose huyét cia
repaglinid. Chéng chi dinh phéi hgp 2 thude nay.
Dasabuvir
Sir dung ddng thoi gemfibrozil voi dasabuvir 1am tang phoi nhiém véi dasabuvir co
thé 1am tiing nguy co kéo dai QT, do d6, chéng chi dinh diing ddng thoi gemfibrozil
voi dasabuvir.
Selexipag
Str dung ddng thdi gemfibrozil véi selexipag, chit nén cho CYP2CS, ting gip doi
phoi nhifm véi selexipag va ting phoi nhidm véi chét chuyén héa c6 hoat tinh
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ACT-333679, khoang 11 lin. Chéng chi dinh ding dong thoi gemfibrozil véi
selexipag.

Enzalutamide

@ nhitng ngudi tinh nguyén khoe manh duge ding mét liéu enzalutamide 160 mg
sau khi gemfibrozil 600 mg hai lin mi ngdy, AUC clia enzalutamide cong véi chit
chuyén héa co hoat tinh (N-desmethyl enzalutamide) dd ting l1én 2,2 lin va
C max trong g dé giam 16%. Ting phoi nhidm véi enzalutamide c6 thé 1am ting
nguy co co gifit. Nén tranh didu trj ddng thoi gemfibrozil va enzalutamide; néu thiy
cin thiét phai ding ddng thoi, nén giam lidu enzalutamide.

Rosiglitazone

Nén thén trong khi két hop gemfibrozil véi rosiglitazone. Sir dyung ddng thoi voi
rosiglitazone d4 1am tang tiép xic toAn thin voi rosiglitazone ghp 2,3 lan, c6 thé 1a
do trc ché isozyme CYP2CS8.

Chét irc ché HMG CoA reductase

Chéng chi dinh ding ddng thdi gemfibrozil voi simvastatin. N6i chung nén trénh st
dung két hop gemfibrozil va statin. Viéc sir dung fibrat mdt minh d6i khi c6 lién
quan dén bénh co. D4 c6 béo cdo v& viéc ting nguy co x4y ra cdc tic dung phu lién
quan dén ca, bao gdm tiéu co vén, khi ding chung fibrat véi statin.

Gemfibrozil ciing @& dugc bédo cdo 13 4nh hudng dén duge dong hoc cia
simvastatin, lovastatin, pravastatin va rosuvastatin. Gemfibrozil 1am ting AUC cua
axit simvastatin gin 3 14n c6 thé do (rc ché qua trinh glucoronid héa qua UGTA1 va
UGTA3, va ting 3 1dn AUC cta pravastatin ¢6 thé do can thiép vao cac protein vén
chuyén. M¢t nghién ciru chi ra ring viée sir dung dong thoi mot lidu rosuvastatin
duy nhét 13 80 mg cho nhiing ngudi tinh nguyén khoe manh ding gemfibrozil (600
mg hai lin m&i ngay) d& 1am ting C max trung binh 1én 2,2 1an va AUC trung binh
cila rosuvastatin ting 1,9 1in,

Thude chéng déng mau

Gemfibrozil c6 thé lam ting tac dung ciia thube chéng dong mau ddi khéng vitamin
K loai coumarin nhur warfarin, acenocoumarol hodc phenprocoumon. Viéc ding
ddng thoi gemfibrozil véi cée thube chéng dong méu ndy doi hoi phai theo doi cén
than thoi gian prothrombin (INR).
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10.

11.

Bexarotene

Khéng khuyén cdo ding ddng thoi gemfibrozil v6i bexarotene. Mt phén tich dén
s6 vé nong do bexarotene trong huyét twong & nhimg bgnh nhan bi u lympho 1€ bao
T & da (CTCL) chi ra réing viéc sir dyng ddng thdi gemfibrozil lam ting dang ké
ndng do bexarotene trong huyét twong.

Axit mét - nhwa lién két

Kha dung sinh hoc ciia gemfibrozil gidm co thé x4y ra khi ding dbng thdi véi cac
thube dang hat nhyra nhur colestipol. Nén sir dyng céc san phﬁm céich nhau hai gity
hoéc hon.

Colchicine

Nguy co mic bénh co va tiéu co vén cd thé téing 1én khi diing dbng thoi colchicine
va gemfibrozil. Nguy co ndy ¢6 thé ting 1én & ngudi cao tudi va bénh nhén bj i
loan chirc ning gan holc thin. Theo ddi ldm sang va sinh hoc duge khuyén khich,
dc biét 12 khi bit diu diéu trj két hop.

Gemfibrozil lién két cao véi protein huyét twong va c6 kha niing twong tic chuyén
vi véi cac thuéc khéc.

Thc dung khéng mong mubn ciia thude:

ADR cuia Gemfibrozil néi chung it gip va nhe.

Thwong gip, ADR > 1/100

Tiéu hoa: Kho tiéu, dau bung, ia chay, budn ndn, ndn, tao bén, viém rudt thira cp
tinh.

Gan: S61 mat.

TKTW: Mét méi, chong mit, nhirc dau.

Da: Eczema, ban.

it giip, 1/1 000 < ADR < 1/100

Tim mach: Rung nhi.

TKTW: Ting cam, chéng miit, ngii lo mo, budn ngd, trim cam, xuht huyét nio.
Tiéu hoa: DAy hoi, viém toi mt.

Thén kinh, co va xuong: Di cam, chdm phat trién xwong.

Mit: Nhin md, duc thity tinh thé.

Qui liéu va cdch xir tri:
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12.

Triéu chimg qud liéu: Céc triéu chimg dugc bio cdo khi st dung qua liéu 12 dau
bung co thit, xét nghiém chitc niing gan b4t thudmg, tiéu chdy, ting creatin
phosphokinase (CPK), dau khép v co, budn non va ndn.

Xir tri: Didu tri qué lidu Gemfibrozil gbm didu tri triéu chimg va h6 trg, Trudng
hop qua liéu Gemfibrozil cép tinh, phai 1am sach da day ngay bing giy non holic
rira da day.

Piic tinh dwgc hye hoce:

Nhém dwge Ij: Thube didu trj rbi loan lipid méu nhém fibrate.

Mi ATC: C10AB04

Duwge lye hoc:

Gemfibrozil lam giam ndng d lipoprotein gidu triglycerid, nhu VLDL
(lipoprotein tj trong rét théip), ting nhe nong do HDL (lipoprotein ty trong cao) va
¢6 tAc dung khic nhau trén LDL (lipoprotein ty trong thdp). Tac dung trén nbng
d6 VLDL c6 thé chi yéu do ting hoat tinh ctia lipoprotein lipase, dic biét trong co
din dén ting thiy phan lugng triglycerid trong VLDL va ting di héa VLDL.
Gemfibrozil 1am giam thu nhén acid béo va e ché tao VLDL & gan. Gemfibrozil
con 1am thay d6i thanh phin cia VLDL do lam gidm san sinh & gan apoC-III 13
chét irc ché hoat tinh cta lipoprotein lipase va ciing lam giam tong hop triglycerid
trong VLDL & gan,

>

Ciing v6i thc dung trén lipid méau, Gemfibrozil cdn ¢6 tic dung gidm két tap tiéu
cAu, nén 1am giam nguy co vé bénh tim mach,

Tac dyung 14m sang cia Gemfibrozil hodc cia bit ctr thube thude dan xuét acid
fibric ndo khéc trén ndng do lipoprotein phy thudc vao tinh trang ban déu cia
lipoprotein tuy theo ting hojc khong ting lipoprotein huy ét. Ngudi tiing lipid méu
ddng hop tir apoE2/ apoE2 dép tmg tot nhét voi lidu phap Gemfibrozil. Nong 49
cao triglycerid va cholesterol ¢6 thé gitm manh, bénh u vang phét ban nhiéu cyc
va u vang gan ban tay c6 thé giam hoan toan. Thubc c6 tac dung t6t irén dau thit
ngue va di cach hoi.

Liéu phap Gemfibrozil & ngudi ting triglycerid huyét nhe (vi dy, triglycerid < 400
mg/dl) tirc 4,5 mmol/lit thuong giy giam ndng d¢ triglycerid 50% hozc hon va
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13.

ting ndng @6 HDL cholesterol 15% dén 25%, d#c biét & nguoi ting lipid huyét két
hgp o tinh gia dinh.

Gemfibrozil ¢6 tac dung tét & ngudi ting triglycerid huyét ning va c6 hdi chimg
vi thé dudng chép (chylomicron) huyét. Trong khi liéu phap dau tién 1a phai logi
trir chiit béo khéi ché do n voi mire t6i da c6 thé duge, thi Gemfibrozil gitip vira
lam tiing hoat tinh chia lipoprotein lipase vira 1am giam téng hop triglycerid & gan.
() ngudi bénh nay, liéu phap duy tr véi Gemfibrozil co thé gitt nbng do
triglycerid duéi 600 dén 800 mg/dl tirc 6,8 - 9 mmol/lit dé dy phdng bién chimg
viém tuy va u vang phat ban.

Co ché tac dung:

Co ché tic dung ciia Gemfibrozil chura duge thiét 1dp mét céch rd rang.

(3 nguoi, Gemfibrozil trc ché qué trinh phéin hity m& & ngoai vi va giam sy thu
gom céc acid béo tyr do vé gan,

Gemfibrozil ciing ttc ché sy tdng hgp va 1am ting d0 thanh thai cta apolipoprotein
B, mdt chAt mang cua lipoprotein ty trong rit thip (VLDL) din dén giam san xuét
VLDL. Gemfibrozil 1am téng céc tiéu phén lipoprotein ty trong cao (HDL), HDL2
va HDL3, ciing nhwr apolipoprotein A - [ va A - 11

Cac nghién citu trén dong vét cho thdy ring sy quay vong va dao thai cholesterol
tlr gan dugc ting 1én bdi Gemfibrozil.

Gemfibrozil 12 mot thudc didu hoa lipid, 1am giam cholesterol toan phén,
cholesterol lipoprotein ty trong thip (LDL), VLDL, triglycerid va lam ting HDL
cholesterol.

Dic tinh dwge dong hoc:

Hip thu:

Gemfibrozil dugc hip thu nhanh va nhidu (sinh kha dung: 98 + 1%), dat cao nhit
khi udng trude bira an 30 phut.

Thudc dat ndng dd Cumax trong huyét twong tix 1 dén 2 gio.

Phén bé:

Hon 97% Gemfibrozil gin vai protein huyét trong.

Thoi gian bin thai trong huyét trong 13 1.5 gid.
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14.

15.

Thubc phan bb réng va ndng do trong gan, thin va rudt cao hon ndng do trong
huyét trong. Thé tich phén bd: 0.14 + 0.03 lit/kg.

Thubc qua duge hang rdo nhau thai & khi.

Chuyén héa va thdi trie:

Gemfibrozil chuyén héa chii yéu qua gan dudi dang chét lién hop glucuronid; 60
dén 90% lidu ubng bai tiét qua nude tiéu va 6% qua phén.

Sur bai tiét Gemfibrozil & ngudi suy thén tuy c6 gidm, nhung gidm it hon so voi
nhiing fibrat khac.

Do thanh thai: 1.7 = 0.4 ml/phiit/kg.

Quy cach dong goi:

Hop 3 vi, 6 vi x 10 vién nang ctmg, kém theo t& hudng dfin sir dung thude. s
L0793

Ditu kién bdo quin, han dung, tidu chuén chit lirgmg ciia thude: f',i‘.‘.;,x'.?.‘i.‘,'"-
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Didu kign bao quan: Noi kho réio, nhiét do khong qué 30°C, tranh 4nh séng trwe /)

tiép.

:_ J X
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Han dimg: 36 thang ké tir ngdy sin xufit. w7
Tiéu chudn chdt lwgng: TCCS.

CONG TY CO PHAN DUQC VAT TU Y TE HAI DUONG

B/e: Tang 2, Toa nha 4A, Thira dét sb 307, cum Céng nghiégp Cam Thuong, phudng
CAm Thuong, TP Hai Dwong, tinh Hai Duong

DT: 0220.3853848



