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SU ¥ TE TP HO CHi MINH Céng Hoa Xa Héi Cha Nghia Viét Nam
CONG TY CO PHAN DUGC PHAM MEDBOLIDE Péc lép - Tu do - Hanh phuc

MAU Vi: 10 vién
Vién nén bao phim XOLISCO

Yo, Loy, Xop, Ao, Jo
& es'?o,;- "4’ y ‘9@2% "-c- <’o 5 '.' -:r,r I of ".I
5 3303?1 o0 S 0 o ‘ p 230 “on o
< o

CTY CP DP ME Dl SUN

Yo,, do,, dop, Jdop,, Jo
z 8@30,‘;- £ , 5’920&. '4 1‘ y Gazuﬁ) 4, Qf-)tl o, .'
e e R T

Do e 9 %
'n

nam 201G

GIAM POC

Bt Minky Chanks



TO HUONG DAN SU DUNG THUOC

XOLISCO
CONG THUC (1 vién nén bao phim):
Beza fIbrate v e v s i 200 mg
THANTC vowwsiimessmd viradu e 1 vién

(Lactose monohydrate, Cellulose vi tinh thé, Natri croscarmellose, Povidon (PVP) K30, Tween 80, Silic
dioxyd keo khan, Magnesi stearat, Hydroxypropy! methyl cellulose (HPMC). Polyethylen glycol (PEG) 6.000,
Titan dioxyd, Talc)

TINH CHAT:
+ Dac tinh dwoc lue hoc
Pdc tinh dwge Iy
— Bezafibrat 1am giam lipid trong méu (triglycerids va cholesterol). Nong do VLDL va LDL giam, ndng d¢ HDL ting.
Bezafibrat lam tang hoat tinh cua enzym ly giai lipid nhu enzym triglycerid lipase gdy phin huy lipoprotein giau
triglycerid (lipoprotein lipase va hepatic lipoprotein lipase). Trong qué trinh phéin hiy cac lipoprotein giau triglycerid
(chylomicrons, VLDL), tién chit ciia HDL dwoc hinh thanh, dicu nay gidi thich tai sao nfmg do HDL tang. Hon nita
Bezafibrat lam giam sinh tong hop cholesterol, déng thai kich thich sy phan hity LDL.
— Bezafibrat ciing tac dong Ién cac yéu 1o gay dong mdau; giam két tdp {iéu cau, glam nfmg d¢ fibrinogen va giam do
nhot cua mau,
¢ Co ché tic dung
~ Co ch tac dung cta Bezafibrat e ché sinh tong hop cholesterol & gan, tac dyng chinh 1a lam giam lipoprotein ty trong
rat thip va lipoprotein ty trong thip va lam ting lipoprotein ty rong cao. Do dé thudc cdi thién mot cach dang ké phan
b6 cholesterol trong huyét tuong.
~ Co ché tac dung cuia Bezafibrat c6 kha ning lim ha cholesterol m&u va triglycerid méu nén duge dung ¢é diéu i ting
lipid mau typ Ha, [b, [I1, TV va V kém theo ché do an rat han ché ma.
¢ Dic tinh duoc dong hoc
Hiip thu va phan bé
~ Thude duoc hap thu nhanh va hau nhu hoan toan qua dwong uong ddi véi dang phong thich thude binh thuéng. &
ngudi khoe manh, ndng 4 dinh trong huyét twong dat duge 1a 8 mg/l sau 1 - 2 gid sau khi uéng 200 mg bezafibrat.
—Trong huyét thanh, ty 1¢ lién két vai protein huyét thanh cia bezafibrat [a 94 — 96%. Thé tich phan bi biéu kién
khoang 17 lit.
Chuyén hoa va thii triv
~ Bezafibrat thai trir nhanh chéng va hiu nhu hodn toan qua than, dic bidt sau khi chuyén héa. Sau khi uéng thude, 95%
bezafibrat gin C14 thai trir qua nude tiéu trong vong 48 gily va 3% qua phan. 50% licu udng dugc thai ur o dang
khéng déi, 20% & dang lién hop v6&i glucuronid. Hé sb thanh thii vao khodng 3.4 — 6 lit. Thoi giap ban hiy ung binh

vao khoang | — 2 gid.
— Bezafibrat thai trir chdm & bénh nhan suy thin. Do d6, can diéu chinh liéu cho bénh 11&’1‘53 than d¢ tranh tich lay
thude va tranh gdy dgc tinh. Thai gian ban hity s& kéo dai khi hé s3 thanh thai creatinin giam.
— Thai trir cha bezalibrat giam & ngudi cao tudi. \\
Kha ning tham tich mdu
~ Bezafibrat khong tham tach duge (trong loc than nhan tao).
CHI DINH PIEU TRI:
XOLISCO duoc dung nhur 13 lidu phap diéu trj hé tro cho cac truémg hop n kiéng va cac bién phip khéng dung thudc
khac (nhu luyén tap. giam cén) trong cac triudng hop sau: didu tri tang triglycerid mau nang co hodc khong kém giam
HDL cholesterol; ting lipid mau hdn hgp khi cac dan xudt statin bj chéng chi dinh hodic khéng dung nap dugc.
—Can ti¢p tuc duy tri ¢hé do dn thich hyp trong qué trinh diéu trj.
LIEU DUNG:
Theo su chi dan ciia ¥, béc si.
— Dimg XOLISCO theo duong udng va nhit thiét phai phoi hop véi ché d6 an han ché md vi phai uéng thudc rong bira
an hodc ngay sau bira dan vai nhicu nude.

Trang |




- Liéu thong thuomg nguoi 1én: Negdy ubng 3 1an, méi lan 1 vién,

— Nguti bi dau da day, co thé bat dau dicu tri bang 1 vién mdt ngay (twong dwong 200 mg bezafibrat).

—Sau 3 — 4 ngay uéng 1 vién x 2 lan/ngdy, sau 3 — 4 ngay tip theo, udng 1 vién x 3 la/ngdy (twong duong 600 mg

bezafibrar).

- Trong truong hop diéu tri thanh cong, ddc biét & bénh nhén ting triglicerid méu, ¢6 thé giam liéu hang ngay xubng 1

vién x 2 lan (1 vién vao budi sang va 1 vién vao budi o).

- Bénh nhén suy gidm chire nang thin, XOLISCO phai duge ding dudi sy gidm sét dic bigt cua bac si, voi lidu dung
droc giam va diéu chinh theo creatinin huyét thanh. Chirc ning than phai duoc kiém tra thuomg xuyén va didm bio

udng di nude.

Creatinin huyét thanh

Do thanh thii creatinin

Liéu ding

Pén 1,5 mg/dl

Trén 60 ml/phit

200 mg/lan, ngay 3 lan,

226 — 530 umol/lit

Pén 135
1,6 — 2,5 mg/d] 60 — 40 ml/phat 200 mg/lan, ngay 2 lan.
136 —225
2,6 — 6 mg/dl 40— 15 ml/phat 200 mg/lan, ngdy | 1an udng cach

ngdy hodc mdi 2 ngay

Trén 6 myg/dl
Trén 530 pmol/lit

Dugi 15 ml/phat

200 mg, 3 ngay 1 lan.

— Ngudi cao iz Cén xéc dinh lidu ding Bezafibrat dua theo két qua creatinin huyét thanh.

— Déi véi tré em: lidu dung 10 - 20 mg/kg/ngdy, sir dung mét céch than trong.

— Bénh nhén giam albumin mau (hi ching than hu) can giam liéu bezafibrat, ¢ thé giam lidu dimg con | vién cho moi
3 ngdy; dé tranh qua lidu va tén hai co van (tiéu co van), nén kiém tra ham luong bezafibrat trong méu d¢ xic dijnh

chinh x4c ligu ding.

CHONG CHI DINH:

~ Khéng dung cho nguoi bénh tiéu duémg do trong thanh phan thudc c6 lactose.

- Khéng dung XOLISCO trong cac trudng hop:

-+

-+

+

THAN TRONG DAC BIET VOT XOLISCO:

¢ Tong qudt:

Quéa man voi bezatibrat hodc bit cir thinh phz'”m ta dwoc nao cua thude

Suy than nang (creatinin huyét thanh trén 6 mg/dl hodc hé s6 thanh thai creatinin duéi 15 ml/phit)

Suy gan niang

Céc bénh i mat trim trong, ¢ hodc khdng kém theo s61 mit (vi co thé lién quan dén bénh gan ma khong

thé loai trir duoce)

Tién sir da nhay cam voi anh sang sau khi ding mét loai thude tir nhom hoat chit twong ty (fibrates)

Bénh nhin dang loc than nhén tao

Chéng chi dinh ding bezafibrat véi thude tre ché HFMG-CoA reductase & bénh nhén ¢6 yéu to

vin

: . \"
Chong chi dinh dung bezafibrat cho bénh nhin cé bénh ve gan (trrong hop g>h
|

triglyceride mau)

P
¢m mo do tang

|

- Ban dang sir dung XOLISCO trong mét s6 truong hop md ti sau ddy nhung phai thén trong, Hay hoi y kién bac st
ngay ca khi nhitng viéc nay di xdy ra trong qua kh.

— Bén canh hat thude 14 va bénh ting huyét ép, tang luong mé trong méu cing duge xem nhy [a mdt trong nhing yéu 16
nguy co quan trgng cho sy phat trién va tién trién cla chimg xo cimg dong mach véi cac hdu quéd cia nd. Su bién doi

tai mach mau ¢6 thé din dén cic con dau tim, 101 loan tuan hodn tai chi v nilo.

- Khi bt ddu didu tri rdi loan chuyén hoa lipid, ban nén tham khao ¥ kién bdc si. Trong nhicu truémg hop céc roi loan

chuyén hoéa lipid c6 thé chiu tac dong ¢d loi boi ché 4o dn udng phi hep, giam can, luyén tap thé lyc bang vidc diéu tri
cic bénh ly chuyén hoa khac song hanh (bénh tiéu dudng, bénh gi). Cac bién phap nay nén duge duy tri trong thoi
gian diéu tri bing bezafibrat.
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' —Diéu trj bing XOLISCO nhur 1a liéu phap diéu tri hé tro chi co ich khi cac rdi loan chuyén hoa trén khong thé didu
chinh bang cac bién phép don thudn ké trén.

~ Hiéu qua cua XOLISCO trén cic ca thé khac nhau thi khéng giéng nhau. Dé dat higu qua dicu trj mong mudn, cin
phéi ding thude déu din va lau dai,

— Hiy théng béo cho bac si néu ban dimg estrogen hodc céc thude tranh thai c6 chira estrogen vi su chuyén héa lipid ¢o
thé bi rbi loan boi céc thube nay,

~Khi diéu tri ddng thoi véi céc thude e ché sy dong mau (thude chéng déng coumarin) va thudc ha dudng huyét
(sulphonylurea, insulin), bdc si sé kiém tra xét nghiém dong mau hodc duimg huyét dic biét khi bat diu didu tri. Bac si
cb thé dé nghi thay ddi liéu ding céc thude nay. Do do, bénh nhan phai di kham déu dan.

Thin

— Bénh nhan bj suy giam chirc ndng thdn nhe dén trung binh, chi duge sir dung XOLISCO duéi su theo ddi chét che cua
béc s1voi liéu lugng duge didu chinh thich hop.

— Bénh nhéan bi suy than hoic thiéu albumin mau thi nén kham cin thin va kiém tra chiic nang than déu din.

- Pbi vai bénh nhén suy than, nguy co suy than cép ¢o thé xay ra néu khong tuin thii liéu lrong chit chd. Dong thoi
phai dam bao udng du nude.

—Co: Viéce sir dung Fibrat (vi du: XOLISCO) va céc thube ha lipid mau khic ¢6 thé gay thuong ton co (hiém khi gdy
tiéu co van); doc tinh trén md co &€ manh hon & bénh nhan co tién s giam albumin mau va suy giam chirc ning than.
Déu hiéu ton thuong co cé thé 1a dau co lan téa, yéu co, viém co, chudt rat vé/hodc ting ding ké néng do creatinin
phosphokinase (CPK) (c6 thé ting cao gép 10 lin gi4 tri CPK binh thuong). Trong nhimg truong hop nay cén di kham
ngay, béac s s& xac dinh duoc nong do creatinin phosphokinas (CPK) trong méu va trong nhiing trudng hop chic chin
bi 16n thirong co thi phai ngimg thudc. Nguy co ton thuong co s& ting lén néu dung phéi hop chung XOLISCO vdi cac
thude fibrat khéc hodc cac thude tre ché enzym HMG-CoA reductase (nhom statin). Tac dung phu ndy dic biét dé xay
ra néu bénh nhan da bi bénh co trude 6. Do do, chi phn‘}i hop thén trong bezafibrat vii cac thudc nhém statin cho cac
hénh nhan bi ting lipid mau thé hdn hop vi ¢6 nguy co bi cac bién ¢6 tim mach va khdng cé tién sit bénh Iy co. Céc
bénh nhan dung thude phéi hop phai dugc theo doi chit ché vi bt ky on thurong co nio cling co thé xay ra.

Gan

— Gidng nhu cic thude ha lipid khac, bezafibrat lam ting nhe va tam thoi mot s6 enzym gan (transamin SGOT, SGPT) ¢
mét s6 bénh nhan digu tri vei XOLISCO ma khong triéu chang, Cén kiém tra déu diin ndng dé cac enzym nay trong
ndm dau dung thuée. Bénh nhan co mic do transamin ting cao chn dugc theo ddi cin thin, néu nong d transamin
ting cao hon 3 14n gid trf binh thuong cin ngimg ding thude.

Tuy i
- Di ¢6 bao cdo \«"é viée diu tri bing bezafibrat co lh'é gdy viém tuy cip. 6 bénh nhén ting triglyc‘er&d\f i g, bién
chimg nay co6 thé do hi¢u qua khong triét dé cua thuoe hoac do tac dung tryc tiép hofc gian tiép bang viés gy soi mat
lam téc dudng mat. T
¢ Ding trong Nhi khoa:
— Chi dinh bezafibrat cho tré em phai thén trong dic biét.
TAC DUNG KHONG MONG MUON:
“ Thuong giap, ADR > 1/100
* Roi loan than vi tiét nigu
— Tang nhe creatinin huyét thanh thuong xay ra khi diéu tri kéo dai
~ Suy than cap tinh
¢ Roi loan dg day — rugt
— Céc r6i loan da day — rudt nhu cam gidc déy bung va budn non, cling nhu mat cam gidc ngon miéng déi khi ¢6 thé xdy
ra
¢ Réi logn hé than kinh
—(C6 thé xay ra dau diu, chong mir
— Tuy nhién cac téc dung phy khéng mong mudn nay chi xut hién tire tho va khong can thiét phai ngimg thude
~ Ton thuong ddy than kinh géy té bi, cam gidc kién bo, viém tuyén tuy (vidm tuy), tram cam, kho ngd
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~ Chéng mit, nhire dau, cam giac ddy bung, kho tiéu

<+ Hiém gip. ADR < 1/1000
¢ Roi loan co, xuong va mo lién két
— MGat phén (mg rat quan trong nhung hiém gap 1a sy (6n hai dén hé théng co gy dau co, yéu co va chudt rat. Trong
trudng hop ndy, can tién hanh dinh lugng creatinin phosphokinase (CPK). Rét hiém khi xay ra sur tiéu co van trim
trong, chii yéu 1a do qué licu XOLISCO ¢ nhimg bénh nhan suy than
o Hiém khi xdy ra réi loan chire ndng gan: ting enzym gan, I mét
¢ Cic bién doi khic
~ Céc bién ddi khéc ting enzym transamin: Khéng phé bién
< Rt hiém gap, ADR < 1/10.000:
® Mt 56 tic dung khong mong muon khic
— Rét hiém gilp: Rung toc. Hau hét céc triéu ching trén déu phuc hi nhanh chéng sau khi ngling thudc.
* Mt s6 phén teng qud méan
~ Céc phan img qué min nang c6 thé de doa tinh mang bao gom: dau thit ngue, khé thd, nhip tim nhanh, phan dng da,
ha huyét ap, phu, suy tudn hodn, run, roi loan tri gidc... rit hiém xdy ra; can ngling thube ngay lap tc va co cac bién
phap xir 1y ¢ap ciru thich hgp.
* Rii loan méu va hé bach huyét
- Cb thé thay ddi cong thirc méau (gidm nhe hemoglobin va bach cau) nhung rit hiém. Trong mét sé truomng hop cé biét,
¢o thé giam s6 lugng tiéu ciu, kém theo xudt huyéi (vi du xuét huyéi da). Trong mot 50 rat hiém truomg hop duoc bao
cdo ¢ su giam ddng thoi ca 3 dong té bio méu (gidm toan b 3 dong).
¢ Roi logn hé gan, mat
- XOLISCO lam thay ddi cong thire mat. Tuy nhién, vin d¢ bezafibrat hay cdc thude ¢b clng co ché tac dung lam tang
501 mét hay ting kich thude vién soi mat khi diéu trj 1au déi con tiép tuc duge ban cdi; rat hiém truong hop tao soi mat.
& Roi logn da va mi dwdi da
— Céc phan (mg di img da nhu ngita, may day hodc cdc triéu chimg da khac d6i khi cé thé xay ra. Trong mét sd trirong
hop ca biét — cac bién chimg do ding thude qua tiy tién thim chi co thé xudt hién vai théng sau khi sir dung, ¢é thé
xay ra sir nhay cim 4nh sang ctia da voi trigu chimg phat ban, ngira, rdp da hodc xudt hién cac lichen (t6n thuong da
kiGu ndt san, clmg, tron ¢ gan nhau). Rat hiém truémg hop xuét hién hdng ban da dang. hoi chimg Stevens — Johnson,
hoai tir da. Ngay lap e ngimg ding XOLISCO néu xudt hién cac tridu chimg & da va tién hanh ngay cic bi¢n phap
chira tri thich hop. i
s Cdc bién phdp xir Iy \
—Néu cdc phan Gng di tmg da xdy ra (dic biét 1 phin img nhay cam &nh sang) hoéc néu dau co, yéu CGM At rar xdy
ra; ngay lap tirc ngimg thude va dén kham bic si. ,ﬁ
— Néu xdy ra phén (mg qué min trim trong de doa tinh mang (s6¢ phan v&) thi phai dén bac si gdn nhit ngay 1ap tre dé
duge cép ciu kip thod. Trong truong hop nay, khong duge ding XOLISCO.
Néu gdp cde tde dung phu khéng mong muén chua duge ligt ké trén ddy, hiy théng bdo cho béc si hodc duge si ciia
ban.
TUONG TAC THUOC:
— Hay thong bio cho bic si hodc duge s7néu ban dang hodc gin ddy da ding bit cir thude ndo khic, ké cac cac thube
khéng ké don.
- Do nguy co ton thuong co van, khong nén ding Bezafibrat phdi hop véi cac thude ha lipid mau khic (thude trc ché
enzym HMG-CoA redustas).
~ Bezafibrat khong dugc ding dong thii voi perhexilin hydrogen maleat.
~Khi ding dong thai véi cholestyramin phai uéng cich xa nhau it nhat 2 gio, do cholestyramin lam giam hép thu
bezafibrat.
- Trong mot vai truémg hop, st dung ddng théi bezafibrat véi cic thude e ché mién dich & bénh nhan ciy ghép co quan
¢6 thé gay suy giam chie nang than, do dé trong truémg hop nay cin theo doi st chire nang than va khi ¢6 su thay déi

lén céc thong 56 kiém tra cin ngtmg dung bezafibrat.
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~ Bezafibrat ¢6 thé lam ting tic dung clia mot vi thude chéng déng mau va thube ha dudmg huyét (Coumarin,
Sulphonylurea, Insulin...).
— Hiy nh¢ rang cac thong tin ndy cling 4p dung @61 voi cac thube d ding gi‘m day.
SU DUNG CHO PHU NU'MANG THAI VA CHO CON BU:
¢ O phu niv mang thai
—Kinh nghiém lam sang v¢é diéu tri cho ngudi mang thai con rit han ché. Cho tdi nay chua c6 s6 liéu nao chiing to
nguy co gay qual thai. Tuy vay, thude khong duge khuyén céo dung cho ngudi mang thai, vi thiéu chimg cir an
toan, Néu ban c6 thai khi dang diéu tri véi bezafibrat thi phai thong bdo cho Bac si ngay lap tirc.
& Me cho con bii
~Khong c6 s6 lidu vé viéc bezafibrat bai tiét qua sira. Khéng khuyén cdo dung thube nay trong thoi k¥ cho con
b,
NGUO1LAI XE VA VAN HANH MAY MOC:
—Thube co thé xdy ra dau dau, chong mit khéng nén sir dung cho nguot 141 xe va vin hanh may moc.
QUA LIEU:
— Qua lidu dén bezafibrat c6 thé din dén sy tidu co van chi yéu gip phai ¢ nhitng bénh nhén suy thin
—Qua lidu bezafibrat ¢6 thé gay suy than nang héi phuc duge
— Néu ghi ngor qua licu, hay thdng béo cho bac si dé tién hinh cic bién phiap nhanh chong thai trir thude ra khoi co
the
—Diéu tri qua liéu céc thude ha lipid méu thudng 1a diéu tri triéu chimg va diéu tri hd tro
BAO QUAN: Bio quan noi kho réo, trdnh 4nh séang, nhiét d6 khong qua 30°C
HAN DUNG: 36 thang ké tir ngay san xudt
TRINH BAY: Hép 03 vi, vi 10 vién nén bao phim.
TIEU CHUAN: BP 2016
DE XA TAM TAY TRE EM. ) ] .
BQC K'}__' HUO]:VG DA{\’SU'DUNG THJTT_J'()'C T‘?UU(; KHI I_?UNG .
NEU CAN THEM THONG TIN XIN HQ{' Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN HOP
San xuat tai nha méy:

CONG TY CO PHAN DUOC PHAM ME DI SUN
521 An Loi, Hoa Loi, Bén Cat, Binh Duong, Viét Nam

Phén phéi béi: \
CONG TY CO PHAN DUOC PHAM MEDBOLIDE \1\
Phong 09, Liu 10, Toa nha The EverRich 1, S& 968 DPudng 3/2, Phudng 15, Quin 11, Than
Minh -
Email; info[@medbolide.com “N
\
f;'
o’

2 8({( 'y ZZU?/ %{ﬁé
TUQ.CUC TRUONG
PTRUGNG PHONG
Voun Neoe Ank
S uyom /¥ goc ST
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