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Bezadrin

Bezafibrate 200 mg

Box of 3 blisters of 10 film coated tablets ‘r \'

54 16 SX I Batch No.:
NSX / Mfg. Date.

HD / Exp. Date:

COMPOSITION: Each film coated tablet contains
Bezafibrate.. ... 200 mg
Excipients q.5. 1 film c:oaled tablat.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Flease refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the
lemperalure not more
than 30°C, in a dry I

place, protect from light

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore

Industrial Park, An Phu, Thuan An, Binh Dueng.

Rx Thube ban theo don

Bezafibrat 200 mg

Bezadri,

in-

L

H¢p3vix10 vién nén bao phim " ».

THANH PHAN: M&i vién nén bao phim chira
Bezafibral...

Ta dugc vﬂ-a du 1 wﬂn nen I'.nao pmm

CHI D|NH, LIEU LUQNG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin dgc W hwéng ddn s¢ dung.

PE XA TAM TAY CUA TRE EM. BOC KY HUONG
DAN 517 DYNG TRUC KHI DUNG.

...200 mg.

BAO QUAN: B4 noi khd rdo, trdnh dnh sang, nhiét
33 khéng qua 30°C.

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. No:

San xudt béri

CONG TY TNHH DU'Q'C PHAM GLOMED

35 Dai L Tir Do, KCN Viét Nam-Singapora,

An Pha, Thuan An, Binh Duong.
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Rx Prescription onty

Bezadrin

Bezafibrate 200 mg

Box of § bisters of 10 fim coated tablets ‘ v‘

5416 BX | Balch No.:
NSX [ Mfg. Dato
HD { Exp. Date:

\anl

COMPOSITION: Each fim coaled tablel contains  STORAGE: Store at tha temperature not more
Bezafibrate.............cocooenreeenae 200 mg. than 30°C, in a dry place, protect from light.
Excipiants q.s. 1 film coatad tablat. Manufactured by:

INDICATIONS, DOSAGE, ADMINISTRATION, GLOMED PHARMACEUTICAL COMPANY, Lid
CONTRAINDICATIONS AND OTHER 35 Tu Do Boulevard, Vietnam-Singapore
INFORMATION: Pleasa rafar lo the package Indusirial Park, An Phu, Thuan An, Binh Duong.
Insert.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE Iimmm I‘ m
USE.
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Bezadrin

Bezafibrat 200 mg
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THANH PHAN: M3i vién nén bao phim chira  BAO QUAN: D4 nai khé rdo, tranh anh m.g.\

Bazafibral..........cco.ocieinanns 200 mg. nhigt d) khong qua 30°C.

Té duge vira di 1 vién nén bao phim. TIEU CHUAN/ SPECIFICATION:

CHI BINH, LIEU LUQNG, CACH DUNG, SOK/ REG. No:

CHONG CHI BJNH VA CAC THONG TIN

KHAC VE SAN PHAM: Xin dgc t& huidmg din

sir dyng. San xult bai:

DE XA TAM TAY CUA TRE EM. CONG TY TNHH DUQ'C PHAM GLOMED
POC KY HUONG DAN SO DYNG TRUOC 35 Bl LO Ty Do, KCN Vigt Nam-Singapore,
KHI DUNG. An Phu, Thudn An, Binh Duong.




Rx Prescription only

Bezadrin

Bezafibrate 200 mg

-

e g
Box of 10 biisters of 10 fim coated tablets ‘f "

COMPOSITION: Each film coaled tablet contains

54 18 SX / Baich No.:
NSX / Mig, Date:
HD ! Exp. Date:

Bezafibrate.................cinns 200 mg. Exciplents q.s. 1 film coated tablet.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Please rafer to the package insert.
KEEP QUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature nol more than 30°C, in a dry
place, protect from light

Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore Iﬂmm I] |”
Industrial Park, An Phu, Thuan An, Binh Duong.

Rx Thuéc ban theo don
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Bezadrin

Bezafibrat 200 mg
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THONG TIN KHAC VE SAN PHAM: Xin doc té hwdng ddn st dyng.
DE XA TAM TAY CUA TRE EM.

B0C K¥ HFONG DAN SUF DUNG TRUO'C KHI DUNG.

BAO QUAN: Bé noi kh& rao, tranh nh sang, nhidt dd khang qua 30°C.
TIEU CHUAN/ SPECIFICATION:

SDK/ REG. No:

San xult bdi:

THANH PHAN: M3i vién nén bao phim chira
Bezafibral.................. 200 mg. Ta dugrc vira 40 1 vién nén bao phim.
CHI BINH, LIEU LIPONG, CACH DUNG, CHONG CHI BINH VA CAC

CONG TY TNHH DUPQ'C PHAM GLOMED
35 BDai L) Ty Do, KCN Viét Nam-Singapore, An Phi,
Thuén An, Binh Dwong. /
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Rx rescription only

Bezadrin

Bezafibrate 200 mg

e

Box of 3 blisters of 10 film coated tablets ‘, \.

56 16 SX | Batch No.:

NSX | Mfg. Date

HD I Exp. Date:

COMPQOSITION: Each film coated tablel contains
BaZAMBIBIR........ocosieiimiinnnssnmnsisntressessssssrsrissses - 00 M.
Excipients g s. 1 film coated tablet

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Pleasa refer to the package insert

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the
temperature not more
than 30°C, in a dry I

place, protect from light.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore

Industrial Park, An Phu, Thuan An, Binh Duong.

Rx Thuéc ban theo don

Bezafibrat 200 mg

Bezadrin

Hop3vix 10 vién nén bao phim ‘ ~.

THANH PHAN: M8i vign nén bao phim chira

Ta duge vira da 1 vién nén bao phim.
CHI B|NH, LIEU LLFNG, CACH DUNG, CHONG CHI
BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t& hwéng din sir dung.

DE XA TAM TAY CUA TRE EM. DQC KY HUONG
DAN SI? DUNG TRUC KHI DUNG.

BAO QUAN: D4 noi kh rdo, trdnh anh sang, nhiét
d¢ khdng qua 30°C

TIEU CHUAN! SPECIFICATION:

SDK/ REG. Na:

San xudl bor

CONG TY TNHH DUPQ'C PHAM GLOMED

35 Pai L8 Ty Do, KCN Viét Nam-Singapore, An Phu
Thudn An, Binh Duvong.
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Rx Prescription only

Bezadrin

Bezafibrate 200 mg

Box of § bisters of 10 fim coated tablets ‘ '

COMPOSITION: Each film coated tablet contains
Bazafibrat 200 mg.
Excipients q.8. 1 film coated tablst.
INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package
insen.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE
USE.

b

STORAGE: Store at the temperatura not morne
than 30°C, in & dry place, protect from light.
Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapora
Industrial Park, An Phu, Thuan An, Binh Duong.
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Bezafibrat 200 mg

Bezadrin

Hop § vix 10 vién nen bao phim ‘« '. Q

THANH PHAN: M&i vidn nén bao phim chira
Bezafibrat 200 mg.
T4 dugc vira 4l 1 vign nén bao phim.

CHI BINH, LIEU LUQNG, CACH DUNG,
CHONG CHI BINH VA CAC THONG TIN
KHAC VE SAN PHAM: Xin doc th hirémg dBn
sir dyung.

DE XA TAM TAY CUA TRE EM.

B0C K¥ HUONG DAN SUF DYUNG TRUOC
KHI DUNG.

BAO QUAN: B4 noi khd rdo, tranh dnh sdng,
nhiét 40 khding qua 30°C.

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. No:

Sdn xudt beri;

CONG TY TNHH DUAQ'C PHAM GLOMED
35 Bai L& Ty Do, KCN Vit Mam-Singapore,
An Phii, Thugn An, Binh Duong.

$4 18 BX | Baich Mo ;
NSX / Mg, Date
MD | Exp. Date:
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ezadrin
Bezafibrate 200 mg

Box of 10 biisters of 10 film coated tablets ‘ .

54 18 SX / Balch No.:

NSX ! Mfg. Date:
HD { Exp. Date:

COMPOSITION: Each film coated tablet contains

Bazalibrate... i o ..200 mg. Excipients q.s. 1 film coated tablel.
INI‘.‘ICA‘I‘IMS. DOSAGE ADHIHISTRAHON, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temparature not more than 30°C, in a dry place, protact

LRI

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapare Industrial Park,
An Phu, Thuan An, Binh Duong.

Rx Thubc ban theo don

Bezafibrat 200 mg

Hop 10 vi x 10 vign nén bao phim ‘ .

Bezader

THANH PHAN: M8! vién nén bao phim chira

Bezafibrat................. e 200 mg. Ta dwgc vira A0 1 vién nén bao phim.
CHI BINH, LIEU LU'ONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN
KHAC VE SAN PHAM: Xin doc t& huéng din sir dyng.

DE XA TAM TAY CUA TRE EM.

DOC K¥ HUONG DAN S DYNG TRUOC KHI DUNG.

BAO QUAN: B4 noi khd réo, trénh anh sang, nhidt d0 khong qué 30°C.

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. No:

Séan xut bdi:
CONG TY TNHH DUQ'C PHAM GLOMED
35 Dai L§ Ty Do, KCN Vigt Nam-Singapare, An Phii, Thuan An, Binh Duong.




HUGNG DAN SU DUNG THUOC DANH CHO CANBQ Y TE

Bezafibrat
Yién nén baoe phim

1. Thanh phén
Hoat char: Bezafibrat 200 mg. )
Ta dwpc: Tinh bt ngd, lactose monohydrat, natri starch glycolat, povidon K30, cellulose vi tinh thé 102, silic dioxyd thé keo, magnesi
stearat, Opadry white.
. Dang bao ché: Vién nén bao phim
3. Dwrgre Iure hoc va dirge dng hge
Duwgce luce hpe
Nhém durgre Iy: Thudce ha lipid méu (nhom fibrat)
Mi ATC: C10AB02 o
Bezafibrat, din chét cia acid fibric, 1 thuc chéng rdi loan lipid méu. Bezafibrat irc ché sinh tdng hop cholesterol & gan, irc che tong hop
acid & mat, ting cudmg dao thai cholesterol ra dich mét, tac dung chinh la lam giam lipoprotein ty tong rit thdp va lipoprotein ty trong thap
(VLDL v LDL) va lam ting lipoprotein ty trong cao (HDL), do d6 thudc cai thién mot cach ding ké phén b cholesterol trong huyét trong.
Bezafibrat lam ha cholesterol huyét va triglycerid huyét, nén dugc dung dé diéu trj tang lipid huyét typ Ila, IIb, III, IV va V kém theo ché &)
4n han ché ma. .
Téc dung ¢6 duge do bezafibrat 12 chdt ddng van ciia PPAR alpha, 14 receptor dong vai trd quan trong trong chuyén héa lipid.
Duege dpng hoc
Bezafibrat durgc hdp thu & dudmg tiéu héa khi ubng trong bira &n, nhung s& kém hép thu khi d6i va bi giam di rét nhiéu néu ubng sau khi
nhin déi qua dém.
Bezafibrat dé bj thiiy phan thanh chét chuyén héa c6 hoat tinh. Thudc lién két nhidu v6i albumin huyét twong, do d6 ddy cic thude khéng
vitamin K ra khoi vj tri gin véi protein huyét twong cia ching.
Néng do dinh trong huyét tuong dat duge trong vong 2 — 4 gids sau khi ubng thuc. Trén 95% thude gin véi protein huyét twong, gin nhr
duy nhat v&i albumin.
Thé tich phan bo: 0,2 livkg. G
Nira déi thai trir: 2,1 gio. Q
Thuée dugc phn bé rong va tap trung & gan, thin va rudt. 60 — 90% lidu ubng thai trir vao nurée tidu, 50% thi tnir nguyén dang, 20% lién %2
hgp véi acid glucuronic, phan con lai 14 dudi dang cac chét chuyén hoa khac. Khoang 3% thai trir qua phan. Thudc khéng bj tang thai trir [[=
khi ding thuoc lgi niéu va khong bj logi ra khi tham phan méu.
4. Quy céch déng gbi: Hop 3/ 5/ 10 vi x 10 vién nén bao phim.
5. Chi djnh
BEZADRIN dugc ding nhu 12 lidu phép didu tri hd trg cho céc truémg hop n kiéng hodc cdc diéu trj khong din
tap, giam cin) dbi véi cac rbi loan sau:
- Tang triglyceride mau tram trong
- Réi loan lipid mé4u hén hop khi c4c statin bj chéng chi dinh hofic khdng dung nap dugc.
6. Liéu diing va cch ding
Liéu ding
Nguoi lom: 200 mg/ lan, ngay 3 lan.
Bénh nhdn suy than: Diéu chinh liéu theo dé thanh thii creatinine (CC) nhu sau:

a

*
A
3
,.&'.

CC (ml/phit) Li¢u ding (mg/ngiy)
> 60 600
60— 40 400
40-15 200 mg, mdi 1 hoéc 2 ngdy
<15 Chéng chi dinh
Céch dung

Nén udng thude trong hofic ngay sau bira an.,
7. Chéng chi djnh

Qué mén cam vdi bezafibrat, cic fibrat khac hoZc véi bat ky thanh phan nao cia ché pham.

Suy gan ning.

Bénh thi mét c6 kém hodc khong kém theo sdi mét.

Hji chimg thén hu va suy thin ning.

Tién st nhay cim véi 4nh sing sau khi ding céc fibrat.

Chéng chi dinh ding phdi hgp bezafibrat véi thube irc ché HMG CoA reductase & bénh nhén c¢6 yéu t6 nguy co ctia bénh vé ca.
8. Luru ¥ va théin trong

Phéi than trong khi diing bezafibrat & ngudi bénh suy thin. Khi c6 néng dj creatinin huyét thanh ting din hofic khi khdng theo diing liéu

huémg dén, c6 thé dén dén phin gidi co van,

Néu ding cing véi cholestyramin thi phéi diing cach 3 gios giira liéu cholestyramin va lidu bezafibrat.

Ngudi bénh dang ding thuéc chéng dong mau, néu cdn ding bezafibrat, phai gidm bét khoang 1/3 lidu thudc chdng déng mau.

Khéng ding phéi hop bezafibrat véi céc thudc co tac dung doe cho gan nhu thude e ché MAO, perhexilin.




Bezafibrat ¢4 thé gy c4c bénh vé co nhr yéu co hofic dau co, kém theo ting creatine kinase (CPK). Trong trudmg hop cd biét tdn thuong co
ning (tidu co vin) da dugc quan st. Nguy co tiéu co van ting Ién khi ding thudc cao hon lidu thuong ding, thudng thy nhét & bénh nhan
suy than ho3ic c6 yéu té nguy co cla bénh vé co.

Than trong khi diing két hop bezafibrat véi thudc irc ché HMG CoA reductase vi lam tang nguy co va mirc 44 trdm trong ciia bénh vé ca.
Céﬁ.n ngung ding phdi hop nay khi xudt hién d4u hiéu ciia bénh v& co. Phéi hop nay chong chi dinh & bénh nhan c6 yéu t nguy co cia bénh
vé co.

Vi bezafibrat ¢6 thé gdy bénh soi mét, nén thyrc hién chin doan thich hgp khi xudt hi¢n tri¢u chimg cta soi mét.

Sir dung trén phu nif c6 thai: Thdng tin ding bezafibrat trén phy nir mang thai con han ché. Khéng khuyén céo ding bezafibrat trong thai

Sir dung trén phy nit cho con bii: Chua cé thang tin diy di vé vi¢e bezafibrat hofic chét chuyén héa ciia n6 qua sita mg. Khong khuyén
cdo ding bezafibrat trong thoi ky cho con bi.
Sir dung thubc trén tré em: Tinh an toan hiéu qua cua thudc & tré em chua dugc thiét 13p. Khéng ding thude cho nhém bénh nhan nay.
Anh hwéng ciia thubc dén khi niing diéu khién tau xe va vin hanh mdy méc: Bezafibrat c6 thé gdy chong mat, nhic ddu, do dé nén
thén trong khi diing thudc cho ngudi l4i xe va véin hanh méay mdc.
9. Twrong téc cia thude véi cic thubc khic va cdic dang twong tic khéc
Diing két hop bezafibrat véi cic thue ire ché HMG CoA reductase (vi dy: pravastatin, fluvastatin) s& 1am ting nguy co ton thuong co va
viém tyy cap.
Két hop bezafibrat vai cyclosporin 1am ting nguy co ton thuong co.
Bezafibrat lam tang tic dung cia thubc chéng dong mau dang udng, do d6 ting nguy co xuat huyét.
Cholestyramin, colestipol 1am giam hép thu bezafibrat. Néu dung chung bezafibrat v6i cholestyramin thi nén diing 2 thudc nay cach nhau 3
gior
10.T4c dyng khéng mong mudn
Thuomg gdp, ADR > 1/100
Chuyén héa va dinh duémg: Giam ngon miéng.
Tiéu héa: Réi loan tigu héa.
It gdp, 1/1000 < ADR < 1/100
Mién djch: Phén (g qué mén, ké ca phan img phan vé.
Thén kinh: Chéng mit, nhirc du.
Tiéu hoa: Dau bung, tao bén, kho tiéu, chuéng bung, ti€u chay, bubn nén.
Gan mat: U mit.
Da: Ngira, may day, nhay cam voi 4nh sdng, rung toc, ban.
Co xuong khép: Yéu ca, dau co, vop bé.
Than va tiét niéu: Suy than cip.
Sinh san: R&i loan cuong duong,
Hiém, 1/10000 < ADR < 1/1000
Thén kinh: Bénh thin kinh ngoai bién, cim gic khac thudng.
Tam than: Trim cam, mét ngu.
Tiéu héa: Viém tyy.
Rdt hiém, ADR < 1/10000
Méu: Thiéu méu bét san, gidm tiéu cdu kém xudt huyét da.
Gan mat: Soi mat.
Da: Hf)rlg ban da dang, hgi chimg Stevens-Johnson, hi chimg hoai tir da nhiém doc. A
Co xuong khop: Tiéu co vin,
Hoé hép: Bénh phdi mé ke.
Ngung sic dung va héi y kién bdc st néu: Xut hign cac ddu higu cia bénh vé co.
Théng béo cho bic si nhimg tdc dyng khing mong mudn giip phai khi sit dung th
11. Qud lidu va xir tri
Triéu chimg: Qua liéu bezafibrat c6 thé gay suy thin nang hdi phyc duge.
Xir tri: Khong c6 thube giai doe dgic higu. Chi yéu la diéu tri triéu chimg va diing céc bién phap hé trg.
12. Didu kién bao quin: Dé noi khé réo, tranh 4nh sang, nhiét d¢ khong qua 30°C.

13. Tiéu chudn: BP 2017
14. Han ding: 36 thang ké tir ngdy san xuét.
15. Tén, dja chi cia co s& sdn Xudt:
CONG TY TNHH DUQGC PHAM GLOMED
Dia chi: 86 35 Pai L6 Tir Do, KCN Viét Nam — Singapore, phudng An Phu, thj x4 Thudn An, tinh Binh Duong.
DT: 0274.3768823 Fax: 0274.3769095
16. Ngay xem xét sira ddi cip nhit lai ngi dung huéng diin sir dyng thude: 14/11/17
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1- Tén sin phim
Tén generic hoic tén chung qudc té: Bezafibrat
Tén biét dugc: BEZADRIN

Thudc ban theo dom
Dé xa tAm tay ciia tré em
Poc ki hwong din sir dung trirée khi ding
Néu cin thém thong tin xin héi ¥ kién bac si.
Thong bdo ngay cho bic sy nhirng tiac dung khong mong muon gip phai khi sir dung
thude.
2- Thanh phén ciia thuoe
MB@i vién nén bao phim chura:
Hoat chat: Bezafibrat 200 mg.
Té duwgc: Tinh bdt ngd, lactose monohydrat, natri starch glycolat, povidon K30, cellulose vi
tinh thé 102, silic dioxyd thé keo, magnesi stearat, Opadry white.
3- M6 ti san pham
BEZADRIN cé dang vién nén bao phim diing dé udng.
Vién nén bao phim tron, mau tring, mdt mat ¢ khéc chir G, mdt mét tron.
4- Quy cich déng goi
Hoép 3/ 5/ 10 vi x 10 vién nén bao phim.
5- Thudc ding cho bénh gi?
BEZADRIN dugc ding nhu 1a liéu phap diéu tri hd trg cho cac trudng hop &n kiéng hodc ca
didu tri khong ding thude khéc (vi du: luyén tap, gidm can) déi voi cc rdi loan sau: -
_ Tang triglyceride mau trdm trong
Roi loan lipid mau hdn hop khi céc statin bi chéng chi dinh hoic kh g nap dugc
6- Nén ding thudc nay nhw thé nao va liéu lrong?
Liéu dang
Ngudi lém: 200 mg/ 1an, ngay 3 lan.
Bénh nhan suy than: Diéu chinh lidu theo d6 thanh thai creatinine (CC) nhu sau:

CC (mU/phut) Lidu ding (mg/ngay)

> 60 600

60 — 40 400

40 - 15 200 mg, méi 1 hodc 2 ngay
<15 Chéng chi dinh

Cich dung
Nén udng thude trong hodic ngay sau bira in.
7- Khi nao khdng nén diing thudc nay?
Qué mén cam véi bezafibrat, cac fibrat khic hodc véi bat ky thanh phan nao cia ché phim.
Suy gan néng.
Bénh tii mat c6 kém hodc khong kém theo soi mat.
Hoi ching thdn hu va suy than néng.
Tién st nhay cam véi anh sang sau khi diing céc fibrat.
Chdng chi dinh dung phéi hop bezafibrat véi thudc irc ché HMG CoA reductase & bénh nhén
c6 yéu t6 nguy co ctia bénh vé co.




' 8- Tic dung khéng mong muén

Thuong gdp, ADR = 1/100

Chuyén héa va dinh dudmg: Giim ngon miéng.

Tiéu héa: Réi loan tiéu héa.

It gap, 1/1000 < ADR < 1/100

Mién dich: Phan tmg qué mén, ké ca phan (mg phan vé.

Thén kinh: Chéng mit, nhirc dau.

Tiéu héa: Pau bung, tdo bén, kho tiéu, chuéng bung, tiéu chay, budn nén.

Gan mat: U mat.

Da: Ngira, may day, nhay cdm vé&i 4nh sang, rung toc, ban.

Co xuong khép: Yéu co, dau co, vop bé.

Than va tiét niéu: Suy than cip.

Sinh san: R6i loan cuong duong.

Hiém, 1/10000 < ADR < 1/1000

Thén kinh: Bénh than kinh ngoai bién, cam gidc khéc thudng.

Tam than: Tram cam, mat ngu.

Tiéu héa: Viém tuy.

Rdt hiém, ADR < 1/10000

Mau: Thiéu mau bt san, gidm tiéu cdu kém xuit huyét da.

Gan mét: Séi maét.

Da: Hong ban da dang, hdi chimg Stevens-Johnson, hoi chimg hoai tir da nhiém dc.

Co xuong khép: Tiéu co van.

Hb hap: Bénh phdi mé ké.

Ngung str dung va hoi y kién bdc s néu: Xuht hién cac ddu hiéu cta bénh vé ¢

Théng béo cho bac s nhimg tic dung khéng mong muén giip phai khi sir dungthudc.
9- Nén trdnh ding nhirng thudc hojic thye phim gi khi dang ding thudc nay’

Dung két hop bezafibrat vdi cac thude trc ché HMG CoA reductase (vi du: pravastatin,

fluvastatin) s& lam tang nguy co tdn thuong co va viém tuy cép.

Két hop bezafibrat véi cyclosporin 1am tang nguy co ton thuong co.

Bezafibrat lam tang téc dung cta thuéc chéng déng méu dang uéng, do d6 ting nguy co xuat

huyét.

Cholestyramin, colestipol lam giam hép thu bezafibrat. Néu dung chung bezafibrat véi

cholestyramin thi nén dung 2 thudc nay cach nhau 3 gi¢
10- Cin lam gi khi mét lin quén ding thudc?

Nén ding liéu da bo sot ngay khi nhé ra. Tuy nhién, néu gin dén thoi gian uong lidu ké nep, .

bo qua lidu da quén va udng lidu ké tiép vao gidr thudmg 18. Khong udng liéu gip doi dé ba cho
liéu bd sét.
11- Cin bao quan thudc nay nhwr thé nao?
Pé noi kh6 réo, tranh 4nh sang, nhiét d6 khong qua 30°C.
12- Nhirng dau hiéu va triéu chirng khi ding thudc qua liéu
Qua liéu bezafibrat c6 thé gdy suy thin ning héi phuc duge.
13- Can phai lam gi khi ding thudc qua liéu Khuyén cio?
Khéng c6 thude giai doc dic hiéu. Chu yéu la diéu trj triéu chimg va ding cac bién phép hd
tro.
14- Nhirng diéu cin thin trong khi dung thudc nay?
Phai than trong khi dung bezafibrat & ngudi bénh suy than. Khi ¢6 ndng dj creatinin huyét




thanh tang dan hodc khi khong theo ding lidu huéng din, c6 thé din dén phan gidi co vén.
Néu ding cling v6i cholestyramin thi phai ding cach 3 gio gitra liéu cholestyramin va licu
bezafibrat.

Ngudi bénh dang ding thude chéng dong mau, néu cén ding bezafibrat, phai gidm bt khoang
1/3 liéu thudc chdng dong mau.

Khéng ding phdi hop bezafibrat véi céc thube ¢6 tic dung dge cho gan nhu thude tre ché
MAO, perhexilin.

Bezafibrat c6 thé gy cac bénh vé co nhu yéu co hodc dau co, kém theo ting creatine kinase
(CPK). Trong trudng hgp cé biét ton thuong co ning (tiéu co véan) da duge quan sit. Nguy co
tiéu co van ting 1én khi ding thuéc cao hon lidu thuomg ding, thuong thiy nhét & bénh nhan
suy thin hodc c¢6 yéu té nguy co ctia bénh vé co.

Thén trong khi ding két hop bezafibrat v&i thude trc ché HMG CoA reductase vi lam ting
nguy co va mirc do trim trong cia bénh vé co. Cén ngung ding phdi hgp nay khi xudt hién diu
hiéu cita bénh vé co. Phdi hop nay chéng chi dinh & bénh nhan c6 yéu t6 nguy co ciia bénh vé
co.

Vi bezafibrat c6 thé gay bénh séi mat, nén thuc hién chn doan thich hop khi xuat hién triéu
chimg cia sdi mat.

Sir dung trén phu nir ¢6 thai: Thong tin dung bezafibrat trén phu nit mang thai con han ché.
Khéng khuyén cdo ding bezafibrat trong thai ky.

Sir dung trén phu nir cho con bii: Chura c6 thong tin diy du vé viéc bezafibrat hogc chat
chuyén héa ciia né qua sira me. Khong khuyén cdo dung bezafibrat trong thoi ky cho con bu.
Sir dung thudc trén tré em: Tinh an toan hiéu qua cia thudc & tré em chua duge thiét 13p.
Khéng diing thudc cho nhém bénh nhin nay.

Anh huring ciia thudc dén kha ning diéu khién tiu xe va vin hanh miy m
c6 thé gdy chong mit, nhirc diu, do d6 nén thén trong khi ding thude cho ngudj laf xe va
Nén tham vin bac s trong nhimg trudng hop sau:

/8
Khi thudc khéng dat duge hiéu qua trj liéu nhu mong mudn trong qua trinh diéu trj.
Khi xudt hién cac phan tmg di img hoic tridu chimg méi bit thuong ngay ca khi thude duge SLr
dung vai lidu khuycn cdo.
Néu cdn thém thong tin xin héi y kién bdc sy hodc dugc si.
16- Tiéu chuin: BP 2017
17- Han ding cia thudc
36 thang ké tir ngay san xuat.
18- Tén, dia chi, bi¢u twgng (néu co) ciia co ¢ san xuit
CONG TY TNHH DUGC PHAM GLOMED ,
@ Dia chi: S$6 35 Pai Lé Ty Do, KCN Viét Nam — Smgapore phuong
An Phu, thi x8 Thudn An, tinh Binh Duong.

19- Ngay xem xét sira ddi, cip nhét lai ni dung hwéng din sir dung t%;\?ﬁ’fg&ggg
14/11/17 Moy,

hanh may méc.
15- Khi nio cin tham vin bac s§?




