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MAU HOP 3 Vi X 10 VIEN

Hop 3 vi x 10 vién nén bao phim

Bezafibrate 200mg
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MAU HOP 5 Vi X 10 VIEN

Hap 5 vi x 10 vién nén bao phim

Bezafibrate 200mg
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Indication, contradndications, dosage and other
Imarmations: Sae (08 enclossd eofst,
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MAU TG HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

DOWNLIPITZ 200

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

DEXATAM TAY CUA TREEM.

THONG BAO NGAY CHO BAC SY HOAC DUGC $Y NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SUDYNG THUGC,

THUGC CHIDUNG THEO BON CUABAC SY.

THANH PHAN CAU TAO CUA THUGC:

MBi vién DOWNLIPITZ 200 chira.

Hoat chét: Bezafibrate

Té dugce: (Tinh bdt my, natri laurylsulfat, Polyvinyl pyrrolidon K30, Aerosil,
Magnesi stearat, Tale, Hydroxypropylmethyl cellulose E15, Sodium starch
glycolate, Polysthylen glycol 6000, Titan dioxid)..... . ..........vira dii 1 vién
MO TA SAN PHAM: Vién nén bao phim, hinh tron, mau tring, thanh va canh
vién lanh l&n.

QUY CACHDONG GOI:

Hdp 05 vix 10 vién nén bao phim.

Hop 03 vix 10 vién nén bao phim.

THUOC DUNG CHO BENH Gi?

Bezafibrate dwoc chidinhtrong didu trj cAc bénh nhan cao lipid huyét loai lia, Iib,
11, 1V, va V theo phan loai cia Fredrickson ma cac bét thirérng vé chi s lipid &
céc bénh nhan ndy da duoc xéac dinh va chudn doan day du va khi ché &8 an
kiéng ho#c thay d6i cach séng nhwr tp thé duc va gidm can khdng du mang lai
két qua diéu trj, bezafibrate chi nén diing & cic bénh nhan ma nguy co lau dai
can cd liéu phép diéu trithich hop.

Vi vy bezafibrate droc diing de kiém soat cac bét thudng vé lipid va lipoprotein
huyétthanh dé phang ngira hodc it nht gitp gidm cac tac dung phy khi dung dai
ngay da duge nghién ciru dich t& hoc chirng minh 12 c6 lién quan dén bénh ting
lipid huyét. ; i

NEN DUNG THUGC NAY NHU THE NAO VE LIEU LUONG?

Céch ding: Thubc nén duge ubng nguyén vién vii nidc va ubng sau an.
Lidu dang:

Nguegi i6n: bezafibrate GO-Dn':g méingay chia lam3 1an.

Ngueci gia: khong can chinh ligu.

Tré em: chwa cb céc nghién ciru 1am sang day dii vé lidu lgng bezafibrate ding
chotré.

Sugngan: bezafibrate chéng chi dinh & bénh nhan suy gan ning (xem phan
chong chidinh), va cAn than trong chi dinh trén cac tneérng hiop suy gan nhe.

Suy thén: lidu duoc didu chinh dua trén 38 thanh thai creatinin hodc nbng &8
sreatinin huyétthanh theo bang sau:

B¢ thanh thai creatinin| Ndng dd creatinin Lidu lrgng
(mUphut) huyét thanh (umol/L)
>60 <135 600mg/ngay
60-40 136-225 400mg/ngay
40-15 226-530 200mg
mdi 1 ho#ic 2 ngay
<15 >530 Chéng chi dinh

Céin gidm lidu hon niva 881 v&i bénh nhan dang chiu thim phan, lidu & nghi 1
200mg mdi 3 ngay 48 phong ngira qud lidu. Cin theo d&i sat céc bénh nhan nay.
Bép (rng ban diu véi cac didu tri thisding nhanh, méc dii cé thé xay ra tnreng
hop dap éng cham ting din sau vai tudin, Néu khdng cb d4p (rng ldm sang thich
hop sau 3-4 théng diéu tri, khi @6 cn ngurng didu tri bezafibrate va thay thé bing
liéu phép didu trj thich hgp khac.

KHINAO KHONG NEN DUNG THUGSC NAY?

Qua mén véibezafibrate, hodc véi cac thube nham fibrate khac.

Qua mén vibatky ta duoc no cé trong vién.

Suy gan néng, cac trirérng ho'p gan nhidém mi do triglyceride tang cao.

Suy than néng (G0 thanh thai creatinin <15mlfphit, creatinin huyét thanh >530
pmalfL).

Hoi chirng thén hu.

Tiensirphan (eng dj g dnh sang véifibrats.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céac tac dung khdng mong mudn cla bezafibrate trong i nhir cia céc fibrate,
thurng nhe hodc khéng xuét hién trong qué trinh didu tri ngdn. Cac tac dung
khdng mong mubn trén hé tiéu hda 1a chi yéu.

Thudmg gép, ADR>1/100

Tiguhoa: réiloan tiéu hoa, khé tigu, bubn ndn vatiéu chay nhe.

itgép, 1/1000<ADR< 1/100

Hé than kinh trung rong: dau dAu,

Gan: tdng transaminase.

Da: may day.

H¢ co, xuwong: dau nhirc co.

Hidm gap: ADR<1/1000

Mau: gidm hemoglobin, gidm tidu chu, gidm bach ciu.

Chire ndng sinh dyc: mat ham mudn tinh duc va bt liyc.

Hwdmng din céch xirtrfADR

Trong trrng ho'p dau nhire co khdng 18 nguyén nhér thi phéi ngirng didu tri
i bezafibrate, va tién hanh dinh legng creatin kinase (CK) 6& didutra.

NEN TRANH DUNG NHUNG THUGC HOAC THYC PHAM Gi KHI DANG SU
DYNG THUGC NAY?

Cacthudc fibrate dung két hop véi cac thude (e ché HMG CoA reductase (vi du:
pravastatin, fluvastatin) s& lam ting nhiéu nguy cor tdn thuong co va viém tuy

p.
Bezafibrate két hop véi cysiosprin lam ting nguy ¢o @n thuong co.
Thudcam tang tic dung cla thude chéng déng méu dang uéng, do a6 ting nguy
co xuéit huyét. i
Bezafibrate turong thc véi cac thubc gén vao acid méat nhu cholestyramin,
colestipol, va [am gidm hép thy bezafibrate.
Bezafibrate 1am tang t4c dung cia tolbutamid, phenytoin va cac thuéc ioi tidu
sulfonylure. )
CAN LAM GIKHIMOT LAN QUEN KHONG DUNG THUOC?
Néu quén uéng mét fidu thubc thl hay ding ngay mét lidu khi nhé ra. Tuy nhién,
néu nd gan nhur 1 théi gian cho lidu tiép theo, ba qua lidu 4 quén va dung lidu
tiép theo. Khéng nén ding lidu gép doi. 7k
CANBAO QUAN THUBC NAY NHU THENAO? 7

=1 CONS
Nori kh8, nhigt a8 dwéi 30°C, tranh nh sang. (Y4 “"(_‘?J o
NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUGC QUALIEU?  |[w» || CC ’_
Quaé lidu Bezafibrate cé thé gay suy than nang hoi phycduge. { l x| | DU cc
CANLAMGIKHI QUNGTHUGC QUA LIEU KHUYEN CAO? \ o \|TRUNG
- Ngung diing thubc. \
- 8t dung céc bién phap théng thudmg nhur gy nén dé loai ba phin thube con N, . :
chua dugc hépthu. . ‘{:j —
-Théng bao cho bac s d& didu tritridu chimg va didu tri hb trg. e

NHONG DIEU CAN THAN TRONG KHIDUNG THUGG NAY?

a, Cac tinh trang cén thin trong khi ding thubc

Phai thén trong khi ding bezafibrate & ngtrévi bénh suy than. Khi cé nbng dd

creatinin huyét thanh tang dn hodc khi khdng diing theo dung lidu héng dén,

6 thé dBn @&n phan giai co van.

Néu ding clng v&i cholestyramin thi phai diing cach 3 gior gitra lidu

cholestyramin va lidu bezafibrate,

Ngureri bénh dang dung thuée déng mau, néu cin dung bezafibrate, phai giam

bétkhodng 1/3 liéu thudc chiing déng mau.

Khang ding phéi hop bezafibrate v&i céc thube cé tac dung déc cho gan nhu

thubc trc ché MAO, perhexilin,

b, Trirdmg herp o thaiva cho con ba

Kinh nghiém lam sang vé didu tri cho ngurdi mang thai con rat han ché. Cho téi

nay chura cé 86 liéu nao chirng td nguy co gay quéi thai. Tuy vy, thubc khéng

durgckhuyén cao diing cho ngLrei mang thai, vi thiéu chirng cir an toan.

Khong co s6 liu v& viéc bezafibrate bai tiét qua sira. Khang khuyén céo diing
nay cho trong thai ky cho con bi.

¢, Tac dyng v&i khd ndng 14i xe va van hanh may méc

Bezafibrate da duoc chirng minh 1& géy chéng mét va cé thé anh hirdrng nho dén

trung binh t&i kha nang lai xe hodc str dung may moc. Bénh nhén K| gng nén l&i

xe hay st dung may néu ho bj dnh hurdng.

KHINAO CAN THAM VAN BAC SY, DUQC SY7 \

Trong trrérng hop ban ding thube qua ligu khuyén céo hodc cb qua idu xay ra,

hay héi y kién bac s§ hodc dugcsy.

HANDUNG CUATHUOC:

36 théng ké tir ngay san xuét.

Khéng ding qua théi han in trén bao bi.
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MAU TO HUGNG DAN SU DUNG THUBC
(MAT SAU)

HUGNG DAN SU DUNG THUGC CHO CANBO Y TE

1. CAC BAC TiNH DUJC LUC HOC, DUGC PONG HOC:

1.1 Bac tinh duge e hoo

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

MaEATC: C10AB02

Bezafibrate, d&n chét cla acid fibric, 14 thube ha lipid m4u, bezafibrate (rc ché
sinh tdng hop cholesterol & gan, tac dyng chinh 12 lam giam lipoprotein ty trong
rét thép va lipoprotein ty trong thap (VLDL va LDL) va tang lipoprotain ty trong
cao (HDL). Do d6 thube cai thién mdt céch déng k& phan bé cholesterol trong
huyétteong.

Bezafibrate ¢d kha néng 1am ha cholestarol méau v triglycerid mau nén duwgc
diing g didu tri tang lipid mau typ Iia, lib, lIl, IV, va V va kém theo ché dd &n rét
hanché mé.

1.2 Déc tinh duge dong hot

Bezafibrate dugc hap thy & dudng tiéu hda khi udng trong bira 4n, nhung sy
hép thu s& kém khi @61 va bj giam di rét nhidu néu udng saukhi nhin d6i qua d&m.
Bezafibrate d& dang bj thily phan thanh chét chuyén héa cb hoat tinh, lién két
nhiéu véi albumin huyét tirong, do 46 ddy cacthube khang vitamin K ra khoi vi tri
gén vé&i protein huyéttrong cdaching.
Nbng do dinh huyét tireng dat disge rong v
Trén 95% thuéc gén véri protein huyéttrong,
Thétich phanbd: 0.2 litkg

Nira ddi thai trir: 2,1 gid.

2 d@én 4 gi¢» sau khi uéng thudc.
nhur duy nhat véi albumin.

Thube duoe phan ré_in%vé tAp Fung & gan, than va rudt. 60% dén 90% lidu
ubng thai trir vao nwde tiéu vé mot it vao phén, chd yéu duéi dang lién hop
glucuronic.

2. CHIDINH:

Bezafibrate durgre chi djnh trong didu tri céc bénh nhan cao lipid huyétloai lla, iib,
1, 1V, va V theo phén loai ctia Fredrickson mé céc bt thuréng vé chi sé lipid &
c&c bénh nhan ndy da dugre xéc dinh va chin doan diy di va khi ché dd an kiéng
ho#c thay d8i cach séng nhur tap thé duc va gidm cén khong a0 mang lai kétqua
diéu tr|, bezafibrate chi nén diing & cdc bénh nhan ma nguy co lau dai can c6 lidu
phép didu tr thich hop.

V1 vay bezafibrate dugc diing dé kiém soat cc bat thirérng v lipid va lipoprotein
huyétthanh & phéng ngira hosic it nhét gidp gidm cac tac dung phy khi diing dai
ngay da dirgc nghién ciru dich té hoc ching minh 13 cd lién quan dén bénh téng
lipid huyét.

3, LIEU LUQNG VA CACH DUNG:

Céach dang: Thudc nén duoc ubng nguyén vién véi nurére va ubng sau an.

Liéu diing:

Bénh bang quang - tdi mat. co kém hodc khong kém s6i mét.

Tién st phan tmg dj (rng anh sang véifibrate. )

5.CAC TRUGNG HOP THAN TRONG KHI DUNG THUOC:

a, Céc tinh trang can than trong khi ding thuéc

Phai than trong khi ding bezafibrate & nguéi bénh suy than. Khi co nbng dé !
creatinin huyét tharh ting dAn hodc khi khéng diing theo dung li&u huéng din, |
6 thé dén dén phén gidi co van.

Néu ding clng véi cholestyramin thi phai ding cach 3 gi& gilra lidu
cholestyramin va lidu bezafibrate.

Ngur&i bénh dang ding thube déng mau, néu cln dung bezafibrate, phai gidm
bét khoding 1/3 ligu thude chéng dong mau.

Khéng d&n%ph& nop bezafibrate véi cac thuéc cb tac dung déc cho gan nhw
thudc trc ché MAO, perhexilin.,

b, Trurémg hop cé thaiva cho con b

Kinh nghiém lam sang vé& diéu tri cho ngwdi mang thai cén rét han ché. Cho téi
nay chura cé 6 lidu ndo chirng 16 nguy cor gy quai thai. Tuy vay, thuéc khong
dugckhuyén cdodiing cho ngudi mang thai, vi thidu chirng clrantoan,
Khong c6 sb liéu vé viéc bezafibrate bai tiét qua siva, Khdng khuyépcéo ding
thuéic nay cho trong thevi ky cho con b,

¢, Téc dyng v&i kha néng I&i xe va vin hanh may
Bezafibrate da durgc chirmg minh i3 gay chéng mat va cé thé dnh huerdng nhd dén
trung binh &1 khé néng l4i xe hodic sir dyng may még. Bénh nhan khéng nén l4i
xe hay st dung may néu hg bi dnh htsdng.

6. TUONG TAC VOI CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:
Céc thube fibrate ding két herp véi cac thude trc chéd HMG CoA reductase (vi du:
pravastatin, fluvastatin) s& 1am tang nhidu nguy co tdn thurong cor vé viém tuy

cap.
Bezafibrate két hop véi cyslosprin lém téing nguy co tbn thuong co.
Thube 1am tang tac dung clia thude ching déng mau dang udng, dodé tang nguy
co xudt huyét. .

Bezafibrate tirong tac véi cac thudc gan vae acid mat nhir cholestyramin,
colestipol, va lam giam hép thu bezafibrate.

Bezafibrate I&m ting tac dung cda tolbutamid, phenytoin va cac thudc lgi tidu
sulfonylure. ) )

7. TAC DUNG KHONG MONG MUGN CUA THUOC (ADR)

Cac tac dung khéng mong muén clia bezafibrate twong tw nhw cla céc fibrate,
thuéing nhe hodc khéng xust hign trong qua trinh diéu trj ngan. Cdac téc dung
khéng mong mudn trén hé tiéu héa 1a chu yiu

Thurdng gap, ADR=1/100

Tiéu héa: roi loan tiéu hoa, kho tiéu, budn ndn va tiéu chay nhe.
It g&p, 1/1000<ADR< 1/100

Hé thén kinh trung wrong: dau ddu,

Gan: ting transaminase

Ngudi lém: bezafibrate 800mg mdi ngay chialam 3 fan. : A
Ngu1gia:knang can chinh 10y g o O O
;r:z ?rrg: chura ¢ céc nghién ciru 1am sang Gy di vé liéu lrong bezafibrate diing Hidm éap,. whq,,,qm . ' _ _ i TY \(‘ \
Suy gan: bezafibrate chéng chi dinh & bénh nhan suy gan nang (xem phén s glémhgmogiub;n,é%lémhéuubcéu. gidm bachgé - I't'.'N el
_ n Chirc nding sinh duc: mét ham mudn tinh duc va bét . 3L [T% 11
chdngchidinh), v cén thén trong chidinh irén céc tnrong hop suy gannhe. Huwéng diin céch xirtriADR HAM | /]
Suy ""é"é,"ézt?h"’i digu g’;‘"" dira trén a4 thanh théi creatinin hodc néng do Trong tréng hop dau nhiec cor khéng ré nguyén nhén thi phai ngirng ARk i 2 S
creatinin huyétthanh theo bang sau: vGi bezafibrate, va tién hanh dinh lrong creatin kinase (CK) dé didu tra. 045 74
) thar{lh ﬁi ut;,reatinin Néng dé creatinin Lidu lrgng gau’g LIEU VA CACH XU TRI: gt R
mliphd huyét thanh (umoliL) ué fiu: G
~60 = 2135 600mgingay Qua lidu Bezafibrate ct thé gay suy than nang hbi phuc dugc. = =
50-40 136-225 400mgingdy i
- Ngurng diing thi
40-15 226-530 " 200mg - 8tr dung cac bién phép thdng thuémg nhu géy ndn dé loai bé phén thude cén e.%
i 1 hoac 2 ngay chuaduoc hap thu -'
=g ~530 Ciéng ol dinh :E;i:r;j g;; tbc t:';?;cdc ha lipid méu I3 diéu tri triéu chirng va digu tri ha tro. 3
Chn gi&m lidu hon niza d&i véi bénh nhan dang chiu thim phan, idu d& nghi [ 9. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: d
200mg mbi 3 ngay &4 phong ngira qua lidu. CAn theo d&i satcac bénh nhan nay. Khéng dung thubc ddi mau, héthan dung, rach vi,
Dép (rng ban dau véi cAc didu ti thirémg nhanh, mac di c6 thé xdy ra ruong F 4
hop dap (g cham tang dan sau vai tulin. Néu khong ca dap (rng 1m sang thich . 7
Egp sa: 34 Eéﬂméng diu iri, khi 46 c&n ngung didu tri bezafibrate va thaytﬁbéng TEN, BJA CHI CUA CO SO SAN XUAT
u phap didu trj thich hop khéc.
4 CHONG CHIDINH: CONG TY 0 PHAN DUYC PHAM TRUNG UONG 2
Qua mgn véi xzaﬁbrate, hoac véi cac thubc nhém fibrate khac. 9 Trdn Thanh Téng - Q. Hai Ba Trung - Ha Ngi - Viét Nam
Qué mAn voi bt ky ta duge ndo cé trong vien, BT: 024.39715439 FAX: 024.38211815
Suy gan néng, céctrirdng herp gan nhiém mé do triglyceride tang cao. - -
Suy than nang (36 thanh thai creatinin <15mi/phdt, creatinin huyét thanh >530 Sén xust tai: CONG TY CP DUGC PHAM TRUNG UONG 2
umoliL). 2 A0010g \\ L& 27, KCN Quang Minh - M& Linh - Ha N&i - Viét Nam
H@i ching than he. *9 e ‘xf‘j‘o T: 024.39716291 FAX: 02435251484
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