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R Thube nay chi dang thee don thudc
TENTHUOC

Déxathm itay tré em.

Poc ki hudmg din sirdyng irwde khi dimg.

Khdng ding qui lidu chi dinh,

Thing bao chio bie s¥ nhimg tic dung khong mong mutn
gip phai khi str dyng thude.

Khéng sit dung thude d3 qui han dimg.

THANH PHAN CONG THTC THUGC

Thanh phin dwee chit; M3 vign nén bao phim chia
bezafibrate 200 mg.

Thanh phin 4 dwge: Microcrystaliine cellulose 101, maize
starch, povidone, natri starch glycclate, colloidal anhydrous
silicon dioxide, magnesium sierate, mu.o_uﬁmbo glycol va opadry
v&:c% OY-6137 (13 hén hop bao ghm cdc thank phén yellow
iron oxide, quinoline yellow alurninium lake, titanium dioxide,
sunset yellow FCF aluminium lake, hypromeliose, polyethylene
glycol}.

DANG BAQ Chi

Dang bae ché: Vidn nén bao phim

M ti sdn m_._m.::” Viénnén tron bao phim, mau vang, 2 mat 16i,
duedmg kinh vién nhan 9,5 mm

CHI BINE

Bezafibrate duge chi dinh u_._Q hop voi ché 46 an va céc bign

phap didu tri khong diing thudc nhar tip luyén, gidm can trong

cdc trurdng hop saw:

«  Biduriting triglyceride mdu mire 49 ning cd hodc khing
¢6 HDL cholesterol 5&6 )

»  Tang lipid méu hdn hop khi ¢6 chéng chi dinh hoje khong
dung nap voi statin.

LIEU DUNG VA CACHDUNG

Litu dimg

Nguoilon

Lieu khuyén cdo 14 1 vién ZAFULAR ﬁmmNmm_unEm 200mg)
ngay 3 lan. Thinh EONEW nhitng trigu chimg r6i loan trén
dudmg tidu hoa co thé xww ra. O bénh nhin :bm% cam, lidu ding
nén Esm chém trong <o:m 5 dén 7 ngdy c6 thé gitip bénh nhén
tranh nhitng triéu chiing nay.

Newbicaotudi

U bénh nhén cae tuti, vige suy gidm chive ning thin tf 18 thuin
Vi tudi tac.

Liu ding cia bezafibrate ¢ Qum:S cao tudi nén dugc didu chinh
dwa trén gid tri 49 thanh thai creatinin tuyét thanh.

Bénh nhén suy thin

Bénh nhin dang tham phin méu, chéng chi dinh dimg
bezafibrate.

Cmc ding ¢ bénh nhin suy thin nén dwoc didu chinh dya theo
ndng dé creatinin huyét thanh hodc 46 thaah thii creatinia thee
hang sau:

Creatinin huyét | 9§ thanh thai .y, M
thaph creatinin Lieu déng w

Dén 135 pmol/ Iit | Trén 60 ml/ phit | 200 mg ngay 3 Hn
136 - 225 umol/ lit {40 - 60 ml/ phi¢ | 200 mg ngay 2 tin

226 - 530 wwol/ it | 15 - 40 my/ phe | 399 mengdy | dén

Trén 530 pmol/ 1 | Dwéi 15 ml/ phit | Chéng chi dink

Tréem .

Liéu ding cua bezafibrate cho tré em va thanh thiéu nién chira
duoc thidt lp.

Dip ing didu trj ban déu véi bezafibrate thrdng nhanh; mée do,
covai EB.EW hep dip img didu tri chim nhung g dAn sau vai
tudin; néu két qua didu tri khong dip 1 fmg sau 3 dén 4 thang thi
_ummr nhén aén ngimg vige didu tri véi bezafibrate,

Cach %%w

Vién nén bao wwm: ZAFULAR duoc chi dinh dimg dudng
uéng va nén udng nguyén vién v6i nude wong hodic ngay sau
bita #in; phai phdi hop voi ché d6 inhan ché .

CHONG CHI DINH

Chéng chi dinh ding ZAFULAR tong cac truong hep saw:

= Bénh nhin dugc biét qui min véi bezafibrate, véi céo
thubc nhém fibrate klde, véi bat ki thanh plidn ndo cia
thude,

+  Bénh phin suy gan awn trién (ngoei triv trudmg hop gan
nhidm m& cé lién quan mns vige wmsm quon:m&

«  Bénhnhén bi bénh Iy v i mit o6 hodc khong o6 kém theo
bénh s61 mit.

«  Bénhnhénbi héi chiing than b va suy thin ndng (néng db
creatinin huyét thanh trén 530 pmol/l va d6 thanh thai
creatinin diroi 15 ml/phut), bénh nhén thAm phin méiu.

» K&t hop v6i chét ére ché canh tranb véi ~men khir HMG-
CoA {cde statin) & nhimg bénh nhén c6 yéu 1d nguy co din
dénbénhca.

»  Bénh nhan duoc biét c6 tign sir di Gng ath sang hofic b
nhim d6c 4nh sang rong thid glan didu trf véi E:on nhém
fibrate.

CANHBACVATHAN TRONG K3l DN G THUQC
Bezatibrate nén duge st mEum Eu_o_ hop véi ché 46 an va cdc
bign Eﬁm didu tri khéng ding thube nhu tip luyén, giam can va
didu tr ri toan &Eﬁm héa khée (nhu bénh tiéu tidu duomg,
bénh mccc

Vi cde rudng hop ting chelesterol thit phat nbuw dai thio
anoﬁm tuyp 2 khong ?mE soat, suy Eu&n giap, hoi chimg thin
hur, roi loan protein w—:%o.ﬁ bénh gan tie nghér dang o lidu,
nghién rugu nén duge dieu trj thoa dang trude khi dung licu
phip bezafibrate.

Bezafibrate va cic thufic nhom fibrate khéc 6 thé giy ra bénh
o0, En: hién 14 yéa co hofic day, thizdng kém theo s¢ gia ting
%Em keé creatine kinase (CPK). Trong trudng hop bi Ss thuong
conghiém qoﬂm {nhu tiéu co van) d8 duge quan sat .&mw Nguy
o tién oo van oo thé tang 1&n khi ding lidu cao hon lidu khuyén
c4o bezafibrate, thuong gip & bénh nhin suy thin va & nhimg
bénh nhin ¢b wn: 6 nguy co dan dén banh co nhwr bénh nhin
suy thén, ngwd cao tudi, ﬂg gir cd nhén hodic m._m dinh ¢6 cac
101 loan co di .Edﬁu vi tién st nhiém doc anh séng trong thoi
gian didu tri vl ithuéc nhém fibrate, gidm hoat Qo:w fuyén gidp,
m?ﬂs EEmc nzng, chin thuong, @mmz thudt, r6i loan hormone,
mét cn bing dién gisi va udng nhidu v,

Bezafibrate nén duge sir dung thén trong khi két hop véi chét
{rc ché canh tranh v6t men khir HMG-CoA (céc statin} visw két
hop nay dd duge chimg minh 13 Fm ting ty 1€ mac bénh va mic
do nmEnmm trong clia bénh co. Bésh nhén can duge théng bio
vé céc wiéu chimg va ftheo doi céc dhu hidu cta wnnr €0, gia
ting mmwm ké CPK v cén ngung liu phap mrow hop néu cac din
hiéu ciia bénh co phat trién. Ligu phip ket hop bezafibrate va
chét trc ché canh tranh men kit HMG-CoA khéng nén ding
chobénh nhén ¢6 yéu t6 Y nguy co dan dén bénh co.

Bezafibrate lam thay déi thanh phén ciia mét; d4 cé nhiing bao
caové sy E._mﬁ trién s6i mit & bénh nhan ding bezafibrate.
Bezafibrate co thé lam Snm bai _u.mﬁ cholesterol vao mét, %5 tiri
bénh s6i mét. Trong qud &rinh didu trf véi bezafibrate, néu b
cac du hidu hoc triéu chimg bi s6i mét, bénh nhén QE duge
kiém tra ti mét va nén ngung didu trj véi bezafibrate néu fim
théy soi mét.

Vi cée oestrogen ¢6 thé diin t6i vide ting M%E mau nén khi ké
t0a bezafibrate cho bénh nhén bi lipid méu cao dang st dung
thube chira oesirogen hodc thube trinh thai chiva oestrogen thi
can dwoc xéc dinh rd tang lipid méu la nguyén phat hay thir
phat,

Khi dimg bezafibrate _SH hop vai cac resin ghn acid mat {(nhu
naamﬁamﬁb& thi nén cobw hai lidu thude cach nhau it nhét 2
gidn.

Vién nén bao phim ZAFULAR c6 chira t4 duge man sunset
yeliow nén ¢6 thé gay ra céc phin fmg di (mg.

sU BUNG THUGC CHO PHU NIT CG THAI VA CHO
COGNBY

Phu nir mang thai

Dt Hgu st dyng bezafibrate cho phy n{ ¢6 thai con han ché.
Nghién ciu trén ddag vét khong thay tic dung gy n:m_ thai;
Ew nhién 4 quan sét duge dAu hitu dée cho bae thai & mike lidu
giy doc. Neuy co tiém ting & ngudi chira duge bidt; vi viy,
khong nén dimg bezafibrate cho phy nit mang thai va phu nit co
kha niing sinh san ma EEnm sir dung bién phdp trdnh thai; chi
nén ding thudc khi thit cin thiét vi 43 danh gid odn thin vé loi
fch didu triva nguy coxay ra.

Phu nir cho con bt

Chua dgc biét bezafibrate v& cic chét orﬁau hda cha né cd
bai tiét qua sitz me hay khong. Rix ro d8i véi tré b me chira
durge loai trir, vi vay, khéng nén dimg bezafibrate cho phy ot
cho cor bit; néu céin thiét phii déng thi cAn ngung cho con bit.

ANH EQOZQ CUA THUGC LEN KHA NANG LAI XE
VA VAN HANH MAY MOC

Thude ¢ thé gay ra tac dung phy nbir chéng mit, dau dau tuy it
gip alumg nabm ©6 khd nang anh hudng dénkha :mmm ldi xe va
vén hanh méy méc. Bénh nhin khong nén 14i xe va van hanh
méy mée néu gip nhitng tac dung phy ndy khi ding thudc,

TUGNG TAC THUOC
Thuéc chédng déng dutmg ubn
Bezafibrate 1Am ting tac amum oa thude chéng ddng méu nén
lam &:w nguy cc chidy mdu, nguyén nhin co Em la do canh
tranh voi Roﬁ: r:wﬂ fwong; vi vy, khi ding két hop 2 thuée
thi cin mmEd mira lidu mc:m thuéc chéng ao:w mén, kiém tra chi
56 INR va cin theo déi qud trinh déng mau can thin.

&




Thude trj d4i théo Fudn .
Bezafibrete 6 the 1dm ting lugng dwdng trong mdn adn o6 the
lam gidm téc dyng cla thude tr dsi thio anodm bao gdm ca
insulin. Ha dudng huyét khong drge quan 54t thay mic dit ham
Iwemg dudmg huyét 43 duge ting cudng Lkidm soét trrde khi chi
dinh wmnm&_uaﬁn cho bénh nhan tiéu dudng.

Céc resin &n acid mat .

Sy wmw thu ciia bezafibrate cé thé giam khi dimg déng thoi véi
chc resin ghn acid mat (nhu colestyramine, nownm:woc do do
nén cobm Tai lidu thudc cach nhau it nhat 2 gi¢y dé trinh viée cin
trés suhap thu.

Cyclosporin

Trong cac trudng hop riéng 1€, su suy m:.:d chirc nang thin
thuén nghich 3 dugce ghinhin (kém theo sy gia ting frong img
ndng 46 creatinine trong wEwmn thanh} ¢4 duge bio cio ¢ nhiing
bénh nhin ghép tang dugce didu trj bing thudc (c ché midn dich
{nhw cycclosporin) ddng thevi véi bezafibrate. Do d6, chirc ning
thin & nhifng bénh nhin ndy cin duoc gidm sat chic chi va
ngung diéu tri véi bezafibrate trong trudng hop thay d6i
nghiémn trong cic chi s6 xétnghiém.
Thube e ché MAQ (Monoamine oxidase .
Chbng chi dinh ding ddng théri bezaftbrate véi cée thubeiic ché
MAO de nguy co giy dic tinh trén gan,

Chétire ché canh tranh voi men khiy HMG-CoA

Nhiz cée thudic nhém fibrate, sy két hep bezafibrate va thudc tc
ché canh tranh v men ki HIMG-CoA cd Em dén & nguy co
ngd ddc co; vi viy, it cdn | trong v6i cde didu tri phéi hop hai
thude nay va bénh nhin cén duge theo dbi chit che dau hidu
ngd dbcco.

TACDUNGKHONG MONG ?mdoz

Téac dung khéng mong Bzoz clia Scoo (ADR) trén cdc hé co
quan dugc hién thi theo cac thn xudt nhsr rat thudng gip (ADR
= 1/10), thuong gap (1/100 < ADR < 1/10), it gip (1/1.000 <
ADR < 1/100), hiém gap (/10.000 < ADR < 1/1.000), rét hiém
mw@ (ADR<1/10.000)

WQ loan méw va hé théng bach huvét

Rat _.zﬂ.b gip: wmdoﬁomnﬁm (tinh trang E...mn mau trhm rong
do t& bao 1y xwong gidm kha ning 3o _...onm 8:. chimg thibu
méu khong tai tao 9.53 ban xudt huyét giam tidu cu.

W@m loanhé thén :EE dich

Jt mmﬁ Phan 1 ling qué mén bao gbm phan émg phan ve.

Thirdmg gip: Gidm cam giac thém &n

R&i loan tAm thin .

Hiém giip: Trim cam, mitngd

Réi loan hé thin kinh

It giip: Chong mit, dan du.

Hiérn giip: Bénh 1y thin kinh ngoai vi, dj cam.

R&i loan hé hép, ngue v trun. thit

Réthiém gip: Béoh phdi md ke.

Réiloan hé tiéu ha

Thurdng gip: Réi loan tiéu hoa

It gap: Pau bung, tidu chay, tmdn ndn, dau bung, tao bon, khé
Heu.

Hiém gip: Viém tuy

R loan gan mét

It giip: Thonghen dwdng méit

Raét hiem gap: 561 mit

E%Esngg

ft gap: Ngfra, ndi mé day, phan tig nhay cAm 4nh séng, rng
to, phatban,

Rét hidm gip: Héng ban da dang, hdi chiing Stevens-Johnson,
bénh nhiém d6c hoai tir thugng bl nghiém trong (hdi chimg
Lyell)

Rési loan mé co Xurang vAmé lisn két

it gip: %mﬁ co, dau co, chudtritco.

Rathiém gap: Tiéu co van.

wﬂou loan thén va .Ew_” niéu

Tt gap: Suy than cip.

WQ loan hé sinh sin va vi

It gap: Réi loan chire nang cwong m:odm NOS (not otherwise
specified), liét duong, gidm ham muén tinh duc (c6 thé lién
quan dén ting prolactin nhe nhumg chwa duge xac nhin).

Réi loan khéc

It giip: Téng creatinin phosphokinase trong mau, ting creatinin
méu, gidm gamma-glutamy] transferase va trong phosphatase
E@E mocm théi.

WE hiém gap: Hemoglobin giam, tidu ciu ting, 56 luong bach
cdu giam, gamma-glutamyl transferase ting, transaminase ting
H.S:m béa ¢ho bac 5§ hoge duge 5§ cac tae dung khong meng
mubn gip phii kii s@ dung thude.

QUALIEUVA CACE XU TRE

Qua lién

Khong 6 tign 95._@ cn thé cita qua lidu bezafibarate duoc
bi€t. Suy than ndng cé héi phuc, tidu o vin di duge ghi nhén
Idhi qua ligu.

Céach xir trf

Khéng co thudc giai dde dic khi qué litw bezafibrate; vi Vay,
dtifu trf trign chitng triéu chimg va diéu trj hd try duge kbuyén
cao trong trrdmg hop qua lidu. Trong truémg hop tiéu co vin,
phai ngimg sir dung bezafibrate ngay Hp tie va theo d&i chire
ning thén can thin.

THONG TIN VE DUGCLY

Dwgelige hoe

Nhom duoc 1y: Thube chéng réi loan lipid mau (nhém fibrate);
mi ATC: C10AB02

Coché tie dung

Bezafibrate 1am giam lipid miu (cde triglyceride va
cholesterol), tac dung chinh 13 lam giam _Go?oﬁEQ trong rit
thép (VLDL) va lipoprotein 3 trong thip (IDL) vA lam ting
lipoprotein ty trong cac (HDL). Cic hoat d6ng cla lipid
triglyceride {lipoprotein lipase va lipoprotein lipoprotein gan)
tham gia vao qud trinh di hda cdc lipoprotein gidu trighyceride
diroe tang 1n boi bezafibrate. Trong qua trinh suy thodi ting
cudng lipoprotein gidu triglyceride (chylomicrons, VLDL),
tidn chét cho sw hinh thanh HDL dugc hinh thanh gii thich sy
mum ting HDL. Hon nita, qua trinh mE_u tdng hop cholesterol bi
gidm béi bezafibrate, dwoc di kém véi su kich thich sy trao d6i
chét lipoprotein qua trong gian thu thé LDL.

Céc nghién cfra da cho thiy bezafibrate ¢d hiéu qua nomm didn
tri thng lipid méu & bénh nhin dai thio dudng. Mot sO trrdng
hop cho Ewm mEB ¢6 loi trong dudng huyét bic doL
Giim ding ké noum d6 fibrinogen Eai thanh 43 duge quan sat
thiy ¢ bénh nhin néng 4 fibrinogen méu cao
(hyperfibrinogenaemic) duge 9@9 tri biin, 1g bezafibrate.

Cé gbm nwﬁum cho thiy viée didu trf bing fibrate c6 thé 1am
gidm bién c6 bénh mach vanh tim nhung khong dwoc chimg
minh 13 [Am gidm tht c& cac nguyén nhin gy tr vong trong
phéng ngira nguyén phat hoge tin phat cha bénh tim mach.
Duge dong hoc

Hépthu

Bezafibrate dugc hép thu nhanh chong vi ghn nhu hodn todn
sau khi uéng. Zo:m d¢ dinh trong huyét tuong kheang 8 mg/
dat duoe sau 1-2 gid sau khd ding lidu duy nhit lidu 200 mg &
nhiing me.i tinh nguyén khde manh.

Phin phéi

Trén 95% mEon lién Wﬂ v6i huyét tuong, chin yéu 13 albumin;
thé tich phan bé bidu kiér 14 17 lit.

Chuyén hoa

Bezafibrate trai qua mdt st chuyén héa & gan, chva bit chinh
xéc oo ché chuyén héa cila bezafibrate, si trao d6i chét xay ra
théng qua hydroxyl héa va mEoEoEmmaoF sut philn tich thiy
phén bdi men oxi hod da chiic ning clia ti the (microsomal
mixed-fimction oxidase) ¢o thé cling c6 lién quan, tuy nhién;
chra duoc bift hoat mc:m cha glucuronides va din xudt
hydroxy (chit chuyén héa ciiza bezafibrate).

Thai tri

Théi gian bin thii ciia thude khoang 1 - 2 gior va thoi gian ndy
€0 the kéo dai néu chirc néng thin bi suy gidm. Phén 16m thude
duge bai tiét trong muéc fidu, ESE._W 95% mmﬂm hoat déng cla
thudc mmu "¢ dure thu hdi trong nude tidu va khoang 3% trong
phén frong vong 48 gié. Khodng 50% fidu dimg duge thu _uE
trong nude tidu dang khéng ddi va 20% con lai 1a chit chuyén
hoéa, chi yéu 1 lién hop glucouronide. D¢ thanh hai ctia thin
khoing 3,4-6,0 lit/ gids.

Chura dugc hiét bezafibrate vi chit chuyén hoa caa bezafibrate
¢ bai tiét vio sita me hay E_ocm

Dwoe dong hoc trong quiéin thé dje bidt

Bénh nhin suy gan

Do bezafibrate cha yéu chuyén héa qua gan, chéng chi dinh
dimg bezafibrate cho bénh nhén suy chitc ning gan (ngoai trir
trudng hop gan nhidm md cé fién quan dién vige ting i s&
triglyceride)

Neudi cao tubi

G bénh nhén cao tudi, viéc suy giam chirc nang thin ty 1 thudn
v tudi tac; thai trir thudc cla thudc ra khoi co thé ¢6 thé bi tri
ho#n trong trxdng hop chirc cmum thin L sy mEB Do dé nén six
dung thudc thin trong & :mﬁo._ cao tubi va cn didu chinh lidu
dimg bezafibrate dya trén gid tr 4§ thanh thii creatinin va
creatinin huyét thanh & bénh nhén cao tubi néu cé suy thin,
Bénh nhan suy thén

Vigc thi trir bezafibrate ra khdi oo thé gidm ¢ nhiing bénh nhin
¢d chire Eﬁm thiin suy gidm va didu chinh lidu lugngta omE thiét
dé ngan ngira tich thudc va tic dung d6e hai. Lién nm:nm
bezafibrate & bénk nhin suy théin nén m_mz chinh dua trén gia tri
{6 thanh thai creatinin va creatinin huyét thanh. .

Do c6 sy ghn két protein cao nén khng thé thim téch duoc
bezafibrate; do d6 chéng chi dinh dimg bezafibrate & bénh nhin
dang thdm phin méu.

QUICACH DONG GOI
Hop chira 5 vi (Alw/PVC) x 10 vién aén bao phim.

w;ud KIEN BAO QUAN, HAN DUNG, TifU CHUAN
CHAT FQOZQ

Didu kién bio quan: Gilt thubc & noi khd, nhist ¢ dudi 30°C
treng bao bi kin.

Han dang: 36 thang k& trngay san xudt

Tidu chudn chit lwgng: Tidu chudn cosd

TEN, BlA CHI CO SO SAN XUATTHUOC
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