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MAU HOP 3 Vi X 10 VIEN

R Thuéc ban theo don Hop 3 vi x 10 vién nén bao phim
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MAU HOP 5 Vi X 10 VIEN

R Thuée ban theo don Hop 5 vi x 10 vien nén bao phim
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Chi dinh, coch diing, chéng chi dinh va cac théng tin khac:
Hin s ta hudng dan sl dyng.

Béio quén: Nct lhé mat, nhist g dudi 30°C, franh énb sang
Doc ki huding dén sir dung uée khi ding.
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MAU TO HUGNG DAN SU DUNG THUGC
(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

DOWNLIPITZ 400

LB B BN BN BN IR BR B BN B AN

Bgc KY HUGNG DAN SUf DUNG TRUAC KHIDUNG.
DE XA TAMTAY CUA TRE EM.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAIKHI SU'DUNG THUGC.

THUGC CHIDUNG THEO BON A BAC SY.

THANH PHAN CAU TAO CUA THUOC:
M&i vién DOWNLIPITZ 400 chira;
Hoat chét: Bezafibrate 400mg
Ta dwere: (Tinh bt my, natri laurylsulfat, Polyvinyl pyrrolidon K20, Aerosil,
Magnesi stearat, Talc, Hydroxypropylmethyl cellulose E15, Sodium starch
glycolate, Polyethylen glycol 8000, Titan dioxid)..................vira dd 1 vién
MO TA SAN PHAM: Vién nén bao phim, hinh tron, mau tring, thanh va canh
vién lanh ldn.
QUY CACHPONG GOI:
Hdp 05 vi x 10 vién nén bao phim.
Hop 03 vix 10 vién nén bao phim.
THUOC DUNG CHO BENH Gi?
Bezafibrate dworc chi dinh trong didu trj cdc bénh nhan cao lipid huyét loai lla,
lib, 1il, IV, va V theo phéan loai cla Fredrickson ma cac bat thuémg vé chi sé lipid
& cAc bénh nhan nay d3 dugc xac dinh va chan do4n dAy dd va khi ché 46 an
ki&ng hodc thay ddi cach sbng nhur tap thd dyc va giam can khong di mang lai
két qué didu tri, bezafibrate chi nén diing & c&c bénh nhan ma nguy co lau dai
cAnco lidu phap diéu trithich hop.
Vi vay bezafibrale duoc dung dé kiém soét cac bét theeng vé lipid va
lipoprotein huyét thanh d& phong ngira hodc it nhAt gitip gidm céc tac dung phu
khi ding dai ngdy 32 duoc nghién clru dich 1 hoe chimg minh 13 ¢6 lign quan
dén bénh tang lipid huyét.
NEN DUNG THUOC NAY NHU THE NAO VE LIEU LUONG?
ché‘ch diing: Thubc nén dugc udng nguyén vién v nirdc va udng sau an.

uding:
J'ggu-df iom: ubng 1 vién/lAn/ngay trong duong bezafibrate 400 mg méi
lan/ngay.
Nguroi gia: khong cn chinh lidu.
Tré em: chura c6 cac nghién clru lam sang dy dd vé lidu luong bezafibrate
dung chotré.
Sngngen: bezafibrate chéng chi dinh & bénh nhan suy gan néng (xem phan
chang chidinh), va can than trong chi dinh trén cie tridng herp suy gan nhe.
Suy thén:
Downlipitz 400 chéng chi dinh & b&nh nhan loc mau.
B6 thanh théi creatinin > 60 mUphit hodc ndng dé creatinin huyét thanh <135
pmolfl: 1 vién/ lan/ngay.
Downlipitz 400 chéng chi dinh & b&nh nhan suy than véi creatinin huyét thanh >
135 pmol/ hodc 4§ thanh thai creatinin < 60 ml/phit. Nhieng bé&nh nhan nay cé
thé ducrc didu tri bing thube vién Downlipitz 200 (200 mg bezafibrate) str dung
liu gidm hang ngay mét cach thich hep.
Dap trng ban dau véi cac diu tri thuwémg nhanh, méc di c6 thé xay ra trrdng
hop dap (’ng cham téing dAn sau vai tudn. N&u khong co dap (png 1am sang
thich hop sau 3-4 thang didu trj, khi d6 cin ngung diéu trj bezafibrate va thay
thé bang liéu phép didu tri thich hop khac.
KHINAO KHONG NEN DUNG THUGC NAY?
Qué min véi bezafibrate, hodic véi cac thude nhém fibrate khac.
Qué man v batky ta durore ndo cb trong vién,
Suy gan niing, cac trieérng hop gan nhiém mé& do triglyceride téng cao.
Suy than (39 thanh thai creatinin <60mliphit, creatinin huy&t thanh =135
umoliL). -
Hdichimng than hu.

nh bang quang —tdi mat, cd kém hodckhdng kém sdimat.

TAC DUNG KHONG MONG MUON CUATHUOC (ADR)

Céc tac dyng khdng mong mubn ciia bezafibrate tirong ty nhy cia cAc fibrate,
thirding nhe hodc khang xuit hign trong qua trinh diéu tri ngén. Céc tac dung
kh&ng mong mudn trén hé tiéu héa la chu yéu.

Thudmg gﬂ:_. ADR>1/100

Tiéu hoa: rdi loan tiéu hda, khd tiéu, budn nbn va tiéu chy nhe.

ftgép, 1/1000<ADR< 1/100

Hé than kinh trung wong: dau dau.

Gan; ldng transaminase.

Da: may day.

Hé oo, xwrong: dau nhire co.

Hiém gép: ADR<1/1000

Mau: gidm hemoglobin, giam tiéu chu, gidm bach cAu.

Chirc néing sinh duc: matham mudn finh duc va batlurc.

Huwdmg dan cdchxirtriADR

Trong triréyng hop dau nhi¥c co khong rd nguyén nhan thi phai ngirng diéu tr
veri bezafibrate, va tién hanh dinh lrgng creatinkinase (CK) dé didu tra.

NEN TRANH DUNG NHUNG THUGC HOAC THYC PHAM Gi KHI DANG SUS
DUNG THUOC NAY?

Cac thuéc fibrate ding két hop véi céc thude irc ché HMG CoA reductase (vi
dy: géravas!atin, fluvastatin) & lam tang nhidu nguy co ton thuong oo va viem
tuy cap.

Bezafibrate két hgp vén cyslosprin lar tang nguy cer ton thirong co.

Thuéc |1am t4ng tac dung ca thudc chéng déng méau dang udng, do dé ting
nguy co xut huyét.

Bezafibrate twong tic vii cac thube gn vao acid mat nhy cholestyramin,
colestipol, va [am gidm hap thu bezafibrate,

Bezafibrate 1am ting tic dung clia tolbutamid, phenyloin va cac thubc loi tidu
sulfonylure. )

CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUBC?

Néu quén udng métlidu thubc thi hdy dung ngay mét lidu khinhd ra. Tuy nhién,
néu né gin nhu 14 théi gian cho lidu tiép theo, b6 qua lidu @8 guén va diing lidu
tiéptheo. Khéng néndiing liéuglpdei.

CANBAO QUAN THUOC NAY NHU THE NAO?

Noikhé méat, nhiétd6 duwéi 30°C, tranh &nh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA Ligu?

Qué liéu Bezafibrate co thé géy suy thannéing hdi phuc dugrc.

CAN LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO?

- Ngung diing thudc.

- Sir dung céc bién phép théng thuéng nhu gy ndn 32 loai bd phén thube con
chiradugchipthu,

~Thdng béo cho béc sy a& didu tritrigu chieng va didu tri hb tro.

NHUNG BIEU CAN THAN TRONG KHI DUNG THUGC NAY?

a, Cic tinh trang cén thén trong khi diing thube

Phai than trong khi ding bezafibrate & ngudi bénh suy than. Khi od nbng &6
creatinin huyét thanh ting dan hoic khi khang diing theo ding lidu huréng dan,
6 thé din dén phan gidi cor van. /
Néu ding clng v&i cholestyramin thi phdi diung cich 3 gio gifra lié
cholestyramin va lidu bezafibrate. /
Ngurdi bénh dang diing thuéc aéng méu, néu cln ding bezafiorate, phéi gidf-
bét khoang 1/3 ligu thube chéng déng mau. i
Khong diing phéi hop bezafibrate véi cac thubc c6 tac dung doc cho gan nher |
thudic rc ché MAO, perhexilin.

b, Trwdrng horp cé thaivachocon bi II
Kinh nghiém {am sang v& didu trj cho nguréri mang thai cdn rat han
nay chira co sb liéu nao chimg t6 nguy co gay quéi thai. Tuy
durgre khuyén céo diing cho nguedi mang thai, vi thigu chirng cir n todk-
Khéng co s6 lidu vé viéc bezafibrate bai tiét qua sta. Khong khuyén cao ding
thude nay cho trong thévi ky cho con ba.

¢, Tac dyng v&i khad ndng 1ai xe va vdn hanh may méc

Bezafibrate 43 dwerc chirng minh 1a gay chéng mét va cé thé anh hudng nhé
@én trung binh t&i kha nang i4i xe hodc st dyng may mac. Bénh nhan khéng
nén |4i xe hay sr dung may néu ho b anh hwdng.

KHINAO CAN THAM VAN BAC SY, DUQC SY7

Trong tneémg hop ban diing thudc qué lidu khuyén cao hodc oo qua liéu xay ra,
hay hdi y kién bac s hodcduocsy.

HAN DUNG CUA THUGC: 36 thang ké tir ngay san xut

Khéng diing qua théi han in trén bao bi.

GAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN sU
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MAU TO HUONG DAN SU DUNG THUGC
(MAT SAU)

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1. CACBAC TiNH DUGC LYC HOC, DUQC BONG HOC:
1.1 Béc tinh duge lue hoc

Nhém durgely: Thube ha lipid méu (nhém fibrate).

MaATC: C10AB02

Bezafibrate, din chét cla acid fibric, 14 thudc ha lipid mau, bezafibrate (rc ché
sinh téng hop cholesterol & gan, tic dung chinh Ia 1am giam lipoprotein ty trong
rét thép va lipoprotein ty trong thap (VLDL va LDL) va tang lipoprotain ty trong
cao (HDL). Do d6 thubc cdi thign mét cach dang ké phan bé cholesterol trong
huyét tirong.

Bezafibrate co kha nang 1am ha cholesteral mau va triglycerid mau nén dwoc
diing & didu tri tang lipid mau typ lla, Iib, 1Il, IV, va V v kém theo ché 3 3n it
han ché m&.

1.2 Déc tinh duoe déng hoc

Bezafibrate dwoc hép thy & duwéng fiéu héa khi ubng trong bira an, nhung sy
hép thu s& kém khi déi va bj giam di r&t nhidu ndu udng sau khi nhin déi qua
dem.

Bezafibrate d& dang bj thiy phan thanh chét chuyén héa cb hoat tinh, lién két
nhiéu véi albumin huyét twong, do a6 @4y cac thubc khang vitamin K ra khéi vi
tri gén véi protein huyét tirong cia chiing.

Néng a6 dinh huyét turong dat diege trong vang 2 6én 4 gitr sau khi uéng thube.
Trén 95% thubc gén véi protein huyét tirong, géin nher duy nhatvéi albumin.
Thé tich phanbé: 0,2 litkkg.

Nira déi thai trir: 2,1 gidr.
Thubc durrge phan bé ring va tap trung & gan, than va rudt. 60% dén 90% lidu
ubng théi trir vao nurdre tiéu va mét it vao phén, chi yéu duwdi dang lién hop
glucuronic,

2. CHIDINH:

Bezafibrate duge chi dinh trong digu tri cc bénh nhén cao lipid huyét loai lla,
Iib, Il IV, va V theo phén loai ciia Fredrickson ma céc bt thirong vé chi sb lipid
& cac bénh nhan nay & durgc xac dinh va chin doan diy A va khi ché 46 4n
kigng hodc thay d8i cach séng nhie tap thé dyc va gidm cén khéng di mang lai
két qu didu tri, bezafibrate chi nén diing & cac b&nh nhan ma nguy co lau dai
cAncéliéu phap didutrithich hop.

Vi vay bezafibrate dwgc ding d& kiém sodt cic bét thutmg vé lipid va
lipoprotein huyét thanh & phéng ngira hodc it nhét gitip gidm céc tac dung phu
khi diing dai ngay da drgc nghién ciru dich t& hoc chizng minh 12 c6 lién quan
dén bénh tang lipid huyét.

3. LIEU LUONG VA CACH DUNG:

Céch dung: Thudc nén durgc ubng nguyén vién véi néc va ubng sau &n.

Lidu dang:

.';'guv.‘rf Ién: ubng 1 vién/lin/ingdy teong duong bezafibrate 400 mg mdi
lan/ngay.

Nguoi gid: khong cin chinh lidu.

Tré em: chura ¢ cic nghién ciru 18m sang d&y da vé lidu lrong bezafibrate
dung chotré.

Sug gan: bezafibrate chéng chi dinh & bénh nhan suy gan néng (xem phin
chong chidinh), va cAnthan trong chidinh trén cac tririrng hop suy gan nhe.
Suy thén:

Downlipitz 400 chéng chi dinh & b&nh nhan loc mau.

B9 thanh thai creatinin > 60 mliphtit hodic nfing dd creatinin huyét thanh <135
pmol/k: 1 vién/1&n/ngay.

Downlipitz 400 chéng chidinh & b&nh nhan suy than véi creatinin huyét thanh >
135 pmolfl hodc d§ thanh thai creatinin < 60 miphut. Nhirng bénh nhan nay cé
thé duoc didu trj bing thubc vién Downlipitz 200 (200 mg bezafibrate) sir dung
liéu gidm hang ngay mét cach thich hgp.

Dép (rng ban du véi cac didu tr thudmg nhanh, mac di ¢b thé x3y ra trrémg
hop dap (rng cham tang dan sau vai tu%n. Néu khdng cé @dp (rng 1am sang
thich hop sau 34 thang didu trj, khi dé cin ngieng digu tri bezafibrate va thay
thé béng lieu phép didu tri thich hop khac.
4. CHONG CHIBINH:

Qua mhn v&ri bezafibrate, hosic véi cac thude nhém fibrate khac.

Qué man véi batky tA dwrg'e ndo oo trong vign.

Suy gan nang, cac treémg hep gan nhiem mé do triglyceride tang cao.

Suy than (6 thanh thai creatinin <60mi/phdt, creatinin huyét thanh >135
pmol/L).

Hai chirng than hw.

Bénh bang quang —tdi mat, c6 kém hoac khdng kém soimat.
Tién strphan mg dj ng 4nh sdng véi fibrate.

5.CAC TRUONG HQP THAN TRONG KHI DUNG THUGC:
a, Céc tinh trang cn thén trong khi diing thuéc

Phai than trong khi diing bezafibrate & ngudi bénh suy than. Khi cé ndng do
ereatinin huyét thanh ting din ho3ic khi khang diing theo dung liéu huréng dén,
c6 thé ddn dén phan gidico van,

Néu ding cing vdi cholestyramin thl phdi dung cach 3 gio gida lidu
cholestyramin va lidu bezafibrate.

Noueri bénh dang diing thudce déng méu, néu cn dung bezafibrate, phéi gidm
bét khoang 1/3 liéu thube chéng ddng méu.

Khéng diing phéi hep bezafibrate véi cac thube cb tac dung ddc cho gan nhw
thudc trc ché MAOQ, perhexilin.

b, Triréeng hoyp c6 thaiva cho con bii

Kinh nghiém lam sang vé digu tri cho ngudi mang thai con rét han ché. Cho téi
nay chira ¢ s8 ligu no chibng t6 nguy co gay quai thai. Tuy vay, thuéc khéng
dugckhuyén céo ding cho ngudi mang thai, vi thidu chirng cir an toan.

Khéng c6 sb ligu v& viéc bezafibrate bai tiét qua sra. Khéng khuyén céo ding
thudc nay cho trong théi ky cho conba,

¢, Tac dyng vé&i kha ndng 1ai xe va van hanh may moéc

Bezafibrate @& dugc chirng minh 1a gay chéng mat va cé thé dnh hirdng nhé
dén trung binh t&1 kha naing lai xe hodc st dung may moc. Bénh nhan khéng
nén l4i xe hay s dung may néu ho bi dnh hwéng.

6. TUONG TAC VOI GAC THUSC KHAC VA CAC DANG TUONG TAC
KHAC:

Cac thuéc fibrate diing két hop véi cac thude (¢ ché HMG CoA reductase (vi
duy: pravastatin, fluvastatin) sé Iam téng nhigqu nguy co tdn thong co va viém
tuy cap.

Bezafibrate két hop véi cyslosprin lam tang nguy co tdn thurong cor.

Thube lam téng tac dung cia thube chdng d6ng mau dang uéng, do @6 ting
nguy co xudt huyét.

Bezafibrate tirong tac voi cac thude gén vao acid mat nhu cholestyramin,
colestipol, va 1am giam hép thu bezafibrate.

Bezafibrate [am tang tac dung cda tolbutamid, phenytoin va céc thube loi tidu
sulfonylure.

7. TAC DUNG KHONG MONG MUON CUATHUGC (ADR)

Céctac dung khong mong mudn cia bezafibrate twong tw nhw cla céc fibrate,
thurerng nhe hodc khéng xuat hién trong qué trinh diku tri ngén. Céc tac dung
khéng mong muén trén hé tiéu héa la chi yéu.

Thudmg gdp, ADR>1/100

Tiéu hoa: rdiloan tiéu hoa, kho tiéu, budn ndn va tiéu chay nhe.
itgép, 1/1000<ADR< 1/100

Hé than kinh trung rong: dau dau.

Gan: 1ang transaminase.

Da: may day.

Hé cor, xtrong: dau nhircco.

Hiém gép: ADR<1/1000

Mau: gidm hemoglohin, gidm tiéu cu, gidm bach ciu.

Churc ndng sinh duc: m&t ham mudn tinh dyc va bat Iy,
Huwémg din céch xirtriADR

Trong trirérng hop dau nhirc co khing ré nguyén nhan thi phai ng).
v&i bezafibrate, va tién hanh dinh lgng creatin kinase (CK) dé didu
8. QUA LIEU VA CACH XUf TRi:

Qué lidu. .

Qué lidu Bezafibrate c6 thé gay suy than naing hdi phuc duge.

Cach xirlri: / .f?‘:\
- Ngurng diing thubc W \
- St dyng cAc bién phip thong thudng nhur gay nn 8 loai bé phén thube AN
chuwaduoc hép thu L \ a
-Biéu tri qua lieu cac thudc ha lipid mau la didu tr tiéu chirng va didu tr h@W. Ly

-Khéng co thubc gidi doc

——

. ] An |
9. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khang diing thq%ﬂéi i
mau, héthan ding, rach v R Z/9,)
_— . A
TEN, BIACHi CUA CO SO SAN XUAT AR ‘\/
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cONg TY ¢ PHAN DUTC PHAM TRUNG UONG 2
9 Trdn Thanh Téng - Q. Hai Ba Trirng - Ha Noi - Viét Nam
DT. 024.30715439 FAX: 02438211815

Sdn xut 1ai: CONG TY CP DUGC PHAM TRUNG UONG 2
Lo 27, KCN Quang Minh - M& Linh - Ha N&i - Viét Nam
DT: 024.39716291 FAX: 024.35251484
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