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i Y VA T HUGNG DAN DENG THUAC

Tén, dia chi co sd dang kj va san Xuét:

CONG TY LIEN DOANH MEYER-BPC
6A 3 qudc 16 60 p.Ph tan, thanh pho Bén Tre, tinh Bén Tre.

Tén thuoc: STAWIN
Dang thudc: Vién nén bao phim.
Nong do, ham lugng:

-Bezafibrat _ 200 mg -

Loai thuic dang ky: Thudc hod dugc.
Loai hinh dang ky: E)ang ky 1an dau.
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MAU DANG KY HOP THUOC STAWIN
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Bezafibrat 200 mg

/O\ HOP'S VI X 10 VIEN NEN BAO PHIM
SPK: TIEU CHUAN: TCCS

THANH PHAN: =
Berafiorat 200 mg Tanve'inn
T4 dugic vila di 1 wbn

CHI BINH, CHONG CHI BINH, LIEU LUONG VA CACH DUNG:
Xem 18 huang dhn i dyng ban trong

BAO OUAN: Hal knd, nnidt a3 khang qud 30°C, trénh dnh sdng.

8518 8X:
Ngéy 8X:
DE XA TAM TAY CUA TRE EM. Han ding:
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

CONG TY LIEN DOANH MEYER-BPC
S8 643 quic 19 60 p.Phi TAn, thanh ph B&n Tra, tinh B&n Tra-Vigt Nam

CONG t"'
L‘tN DA

DS. Nguyén Vin Nén



MAU DANG KY TOA THUOC STAWIN

B( THUGC BAN THEC DON STAWI N Tidu chufn:TCCS
THANH PHAN;
Bezafibrat 200 mg

T4 duge: Lactose, tinh bl mi, polyvinyl pyrolidon, nalri starch glycolat, lalc, magnesi
slearal, HPMC 606, HPMC 615, PEG 6000, titan dioxyd vila did 1 vién.
DANG BAO CHE: Viénnén bao phim.
pugcLyc:

Bezafibral, din chi clia acid fibric, Uc ché sinh t3ng hyp cholesterol d gan, téc dyng chinh
12 1am gidm lipoprotein t trong rdi thip va lipoprotein t trgng thp (VLDL va LDL) va lim ting
lipoprotein t] trgng cao (HOL). Do 6 thudc c4i thién mdt cach déng k¥ phin b cholesterol
trong huyé! fuang. Bezafibratcd kha ndng m ha cholesterol méu va triglycerid mau nén duge
ding 62 diéutrtanglipid méutyp la, ib, I, 1V va V kmtheo ché d) &n r4lhan ché ma.

DUQC BONG:

Bezafitral dugc hdp thu & dudng tigu hoa khi udng rong bila an, nhung sy hép thy s& kém
Kkhidgi va bi gidm di it nhiéu néu uing sau khinhjn ddi qua dém. Nong d3 dinh huyét tuang dat
dug Irong ving 2 dén 4 i sau khi uding thudic. Tran 85% thudic gAn vdi protein huyi udng,
dn nhu duy nhat vai aloumin. Thé tich phdn bé: 0,2 fkg, NUa ddithé nd: 2,1 id. Thudc duge
phdn b rdng vatép trung & gan, thén v rujt. 60% d&n 90% li€u wdng thi tnd vao nudc tiéy va
métitvao phan, chi yéu dudidang lin hop glucuronic.

CHIDJHH:

Téng lipoprotein - mau typ lla, lib, I, IV va V & nguadi khang ddp Ung 16t vdi ché dd n va
cacbién phép thich hop khéc.
LIEULUGNG VA CACHDUNG:

Diing bezafibrat theo dugng uding v nhit thiél phAi phéi hgp vdi ché 4 &n han chE m@ vé
phaiufngthudctrang bila &n hodc ngay sau biladn.

-Lidy thng thuing ngudildn: Ngiy udng 3 4n, mdi14n 200 mg.

-Diéu chinh liéu chobénh nhan suythén theo d thanh thai creatinin (mUiph):

4Tl 40 - 60 mliphut: 400 mglngdy

4T 15 - 40 miiphut: 200 mg/ngay

+Nhg hon 15 mliphit, trif khi dang thdm tach méy: Chdng chl dinh,
+Bénhnhinthdm tdch mdu: 200 mg mbi 3ngay va dugc theo ddi cén than,

Diéu trj bing bezafibrat phai k&t hp vdi kiém tra cholesterol va Inglycerid. Néu két qua
diéu tri khdng dat dugc trong 3 - 4 thang thi phai lya chon cdch diéu trikhic.

CHONG CHIBINH:

-Suy gidm chic néng ganning.

-Suythannéng,
THANTRONG:

-Biéu Irj bing bezalibral 13m ting ndng 89 creatinin phosphokinase, ¢6 thé di kem hi
chiing viém cg, bénh co, va hiém khi tiéu cd vin; nguy cd néy o6 thé gia Ling khi bénh nhan bi
gidm albumin huyétdo hji ching thdn hu hay suy than.

-Khéing ding phii hop bezafibrat vdi c&c thude nhém statin cho bénh nhin cb nquy ca
mécbénh cd.

-Bezafibrat cd th 14m ing nguy cd tao sdi, vé dd co bdo co inh trang bi sdi mat, mac di
nguy cdtll cdc thudc nhgm fibrat chua ré rang.

-Khdng nén ding bezafibrat cho bénh nhan suy gan néng, s4i mat hay bénh i mat,
ngudi bl gidm albumin huy8tnhhi ching thin hy.

-Ding than trong cho ngudi bj suy thin, chiing chl dinh néu d3 thanh thai creatinin nhd
han 15mi/phittritkhi dang thém tach méu

-Dd cd béo c4o bezafibrat gy bénh thén kinh ngoal bién, viém tuy cip. Do do, nén thin

Irong khisi dyng thudc.

-Néu ding ciing vdi cholestyramin th phai ding cach 3 id gida iéu cholestyramin va iéu
bezafibral.

-Nguai bnh dang diing thusc chéng dbng mdu, néu c4n ding bezafibrat, phéi gidm bt
khodng 173 iuthudc chéng ddng méu.

-Khéng diing phii hgp bezalibrat vai cic thudc ¢4 tc dyng dic cho gan nhu thudc dc ché
MAQ, parhexilin.

TRUGNG HOP COTHAIVACHOCON BU:

+Kinh nghiém ldm sang vé diéu trj cho ngudi mang thai cdn rit han ché. Chotdi nay chva cb
54 1igu no chiing 16 nquy ca gdy qual thal, Tuy vy, thudc khang duge khuyén cdo ding cho
nguédimang thal, vi thiéu chung cantodn,

-Khdng ¢4 58 13u vé vidc bezafioral bai tiét qua sda. Khéng khuyén cdo ding thudc nay
trong thdi k cho conbu.

TRUGNG HOP LAI XE VA VAN HANH MAY MOC:

Dalhugc o6 the gay chong ma1, hoa mAt, dau d4u; ngudi li xe hay vén hinh may cinthin
trgng khi sif dyng thudc.

TAC DYNG KHONG MONG HUON:

Cdc ldc dyng khdng mong mudn cla bezafibral twong y nhu cla cac fibral, thudng nhg
hoic khdng xudt hign trong qué trinh diéu 1 ngdn. Cdc 1éc dyng khdng mong mudin trén hé tidy
hda [ chil yéu,

~Thudng g4p: Roiloan tiéu hoa, chdn &n, khé tigu, budnndn valachdy nhe.

-l gép: Bau d4u, chongmat, hoa mat, mét mdi, may day, nhay cm vdi nh séng, ting
transaminase, viém cd, dau nhdc cd, gidm hemoglobin, thiéu mav, gidm tiéu cdu, giém bach
¢du, ryng tdc, &t ham mudn tinh dyc va bt lye.

Théng bdo cho Bac si cac tc dyng khding mong mudn gdp phdi khi st dyng thude
TUONG TAC THUGC:

-Bezafibrat lién kétmanh vdi prolein va c6 thé 4y thudc khc ra khdilién két protein (ahy
tolputamid, sullonylure ha duigng huyét, phemyloin, furasamid, bénh nhan gidm albumin huy8).
Lidudiing cha sulfonylure ha dudng huyétcdn didu chinh khi dang diéu tribAng bezaftrat.

~Bezafibrat d thé lim ting hiéu qud clathuc ubng chéng ddng mdu, do dd nén gidm iy
thudc chang dang khibidt déu diéu rjva sau da didu chinh liéu dén dén khi cn.

C&cthuocltratdungtsthupvdldcmuocr&ﬁm statin sé t3m ting nuy camicbinh od. .| <

-Céc fibral ¢4 thé hvdng 14c vdi cyclosparin, nén theo dai chifc nang thin khi sl dyng ké'l» i
hyp bezafibrat vdi cyclosporin. by}

-Bezafibrat luang tic vdi cic thusc gin vao acid mat nhit cholestyramin, colestipal, va fam | i
gidm hdpthy bezafibrat NG
QUALIEUVA CACHXUTRI:

-Qud l1éu bezafibrat ¢ thé gay suy than néng héi phuc duge.

-iéu trj qud idu c4c thude ha Bpid mau thudng 14 diéu rj triéu chiing va didu tj ho Irg.
Khéng cthudc gidi déc. =y
HAN DUNG: 36 thdng ké 1 ngdy san xust.

BAO QUAN: Nai khd, nhié! d3 khéng qué 30C, Irénh 4nh sdng.
QUI CACH BONG GO Hop 05 vix 10 vidn nén bao phim,
BOC KY HUGNG DAN SUDYNG TRUGC KHI DUNG.

THUOC NAY CHI DUNG THEO BON CUA BAC ST.

NEU CAN THEM THONG TIN XIN HO! Y KIEN THAY THUGC.

DS. Nguyén Van

Nén







