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VIEN NEN BAO PHIM

BECALIM

POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

(Ciprofibrat 100mg)

DE XA TAM TAY TRE EM.

1. THANH PHAN CONG THUC THUOC
M3i vién nén bao phim chira:
Thanh p&&n hoat chit:

Ciprofibrat................. 100 mg

Thanh phin ta duge:

Lactose hydrat, cellulose vi tinh thé, povidon K30, natri starch glycolat, ale,
colloidal anhydrous silica, natri lauryl sulfat, HPMC 606, HPMC 61 5, titan
dioxid, PEG 6000,

2. DANG BAO CHE

Vién nén bao phim.

M0 ta: Vién nén bao phim, mau tring, hinh tron, canh va thinh vién lanh l4n.

3. CHI DINH
Ciprofibrat dugc sir dung két hop vai ché d§ an kiéng va cdc bién phap didu
tri khang dung thuoe khic (nhur tdp thé due, giam cén) trong cic truémg hop
Sau:
- Diéu trj ting triglycerid mau niing ké hop hodc khong két hgp néng 4o
HDL - cholesterol thip.
- Diéu tri ting lipid mdu hdn hop khi statin khong dung nap hoiic chéng chi
dinh ding statin,
4. CACH DUNG, LIEU DUNG
Cich ding:
Thudic ding theo duémg udng,
Liéu ding:
Nguoi lim: udng 1 vién/ lan/ ngiy (100 mg ciprofibrat). Tng lidu hing ngay
khong vugt qué 100 mg (xem phiin Canh bio va thin trong khi diing thudc),
Tré em: An todn vi hi¢u qua cia thude chira duge xéc dinh. Khong nén diing
ciprofibrat cho lira wéi nay.
Ngwoi cao muoi: Ché dd liéu gidng nhy & ngudi Iom (xem thém phin Canh
bilo va thin trong khi ding thube).
Bénh nhan suy than: Nén giam licu xubng 1 vién/ mt vai ngiy & nhimg
bénh nhan suy thin mirc 4§ trung binh va nén duge gidm sit cin thin. Khéng
nén ding thube & nhimg bénh nhan cé suy thin ning.
5. CHONG CHI DINH
Min cam véi ciprofibrat hay bit kv thanh phin nio cia thube.
Suy gan ning.
Suy thin niing.
Phy nir c6 thai vi cho con bu hodc nghi ngo c6 tha
Diing dong thés vai cic fibrat khdc.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Dau co/ bénh vé co:
- Cén canh bdo bénh nhan thong tin ngay dén can b y té néu bj dau ca, yéu
co khong giai thich duge nguyén nhan,

Nén dénh gia CPK (creatin phosphokinase) ngay trén cic bénh nhin xu"."n
hign nhimg triéu chimg trén, Nén dimg diéu tri néu bénh vé co duge chuin
dofin hojic néw CPK ting rd rét (ting gip 5 lin so véi mirc binh thudng).

- Liéu 200 mg ciprofibrat mdi ngdy hofic cao hon dn dén ting nguy co ticu
o vin, Do d6 litu hing ngiy khong nén vugt qua 100 mg ciprofibrat.
- Nggay co xdy ra bénh vé co ting 1én néu bénh nhén c6 nguy co gip cie bénh
(1

+ Suy gidm chire ning thin hodc giam albumin mau trong hi chimg thin h;

* Suy gidp;

= Nghién rnugu;

« Bénh nhin trén 70 tud;

G Ti';‘“ sir b::ill thin hodc gia dinh ¢ céc bénh vé co di truyén;

* Ticn sir vé gy dc co do cic fibrat khic

- Giong nhu céc fibrat khac, nguy co liéu co vin va myoglobin - mgu cé thé
ting khi ciprofibrat duge ding két hop v cic fibrat khic hoje thude e ché
enzym HMG CoA reductasc (xem phin Chéng chi dinh va trong tic thude)
Sir dung thin rong trén cic bénh nhin suy giam chire nang gan.

Nén xét nghigm chirc niing gan thudmg xuyén (3 thing/ lin trong 12 thang
dau diéu trj). Diéu 1 bang ciprofibrat nén dimg trong truémg hep AST va
ALT ting cao hon 3 lin so vé1 mirc gidi han trén cia ngudi binh thudmg
hodc khi ¢6 bing chimg ton thuong gan &t mat.

Nguyén nhén thir cip ciia r6i loan chuyén héa ma, vi dy nhu thiéu nang
luyén giap, nén duge logi trr hofic hi¢u chinh tede khi bt dau ding thude |
ha lipid. '
Khi sir dung cung cic thube chong dong, licu cua loai thude nay nén duge
hi¢u chinh theo INR (xem phén Tuong tic thuoc)

Néu sau vai thing ding thube, ndng d¢ lipid huyét thanh khong giim dugc
nhur mong mudn, nén ¢in nhic cic bién phip dicu trj bo sung hodic cic bign
phap diéu trj khic.

Bénh nhén cé cic di truyén hiém giip vé vin dé khong galactose, thicu hut
Lapp lactase hojic kém hap thu glucose - galactose khing nén ding thudc nay.
7.5U DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Thdi ky mang thai:

Khong c6 di bing chimg vé tac dung cia ciprofibrat trén phy nir mang thai
nén chura xdc dinh duge cdic nguy co. Tuy nhién & licu cao, thube giy qudi
thai trén dgng vit, do d6 chong chi dinh sir dung cho phy nir mang thai

Thii ky cho con bu:

Khong ¢6 thong tin vé sy phiin bd ciia ciprofibrat vao sita me tuy nhién thube
qua sira chudt cho con bi, nén chong chi dijnh ciprofibrat cho phy nit dang
trong thin ki cho con bi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN
HANH MAY MOC

Hiém khi xuat hién chong mat, budn ngd holic mét moi Khi sit dyne
ciprofibrat, Bénh nhin nén duge canh bio néu by anh hudmg v khong nén
ldi xe hodc vn hanh may trong trudomg hop nay.

9. TUONG TAC, TUONG KY CUA THUOC

Két hop ching chi djnh:

Két hop véi cic fibrat khée: Khi sir dyng ciing cde fibrat Khic, thude cb thé
ting nguy co tiéu co viin vii myoglobin - nigu.
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Thude irc ché TIMG CoA reductase: Gidng nhu céc fibrat khic, nguy ¢o xiy
ra cic bénh vé co, tidu co viin vi myoglobin - ni¢u c6 thé ting khi ciprofibrat
duge dung két hop vin cie thude e ché enzym HMG CoA reductase (xem
philn Cinh bio va thin trong khi ding thube). Chi nén ké&t hop néu Ign ich
vurgt trdi 0 vin nguy co. Béc si dy dinh ding két hop ciprofibrat véi thude
{rc ché enzym HMG CoA reductase nén tham khao tom tht sin phim (SPC)
ciia cic thude e ché enzym HMG CoA reductase tuomg img do libu cao cic
thudc ndty bj chéng chi dinh/khong khuyén khich ding vén fibrat
Thin trong ki két hop:
Liéu phip chbng ddng miu duimg udng: Ciprofibrat 14 thubc 6 i luc km
v protein vi vi vhy co thé thay thé chc thudc khic i vi tri gin protein
huydt twong. Didu ndy o6 thé lim ting tic dung cua che thubc nhu
phenytoin, tolbutamid, céc diin xult sulphonylures khic vi thude ching
dong gibog coumarin Khi sir dung cang fibrat, héu ciia céc thudc chdng
ddng nén dugre gram hode hidu chinh theo INR (xem phin Cénh bio va thiin
trong khi diing thudc)
Ciin nhdc ki két hgp:
Cholestyramin vi colestipol c6 thé giy gidm hip thu ciprofibrat. Cic thude
niy khong nén ding cung nhau hode gin nhau
Oestrogens: Oestrogens c6 thé lim ting ndng d6 lipid
10. TAC DUNG KHONG MONG MUON CUA THUOC
Tihn sult xudt hién cac tic dung khong mong mudn nhy sau:
Rit thuimg gip (> 1/10); Thuimg gip (= 1/100 dén < 1/10); ftgap (= 1/1.000
dén < 1/100), Hiém glp (= 1/10.000 dén < 1/1 000), Rit hiém gip (<
1/10 000); Khdng rd tin sudt (khong tinh duge tin sudt dya rén da ligu sin
o)

Ciic tic dung khdng mong mudn c6 thé gip phai duge trinh bay & bang sau
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Xir tri ADR:
Khi ¢6 nghi ngd vé khi ning xiy ra cic bénh vé co nhu viém co, tidu co vin,
hogc khi ndng 4§ creatinphosphokinase ting ding ké, nén ngimg ding
ciprofibrat. Khi xdy ra cdc ADR cua ciprofibrat nhu rbi logn thin kinh ngogi
bién, nhirc diu ning, bit lyc hily tam thén ngimg ding ciprofibrat, cic tigu
trén s hét
11. QUA LIEU VA CACH XU TRI
Trifu chimg:
Rit hiém cic bio cdo vé tnrimg hop qua liéu ciprofibrat. Tuy nhién, trong
cic tnrimg hop ndy, khdng cd cic biéu hign diic tnmg cla qué lidu.
Céch xur tri:
Khdng cb thube didu trj dic higu. Bién phdp thuémg diing nhit 1 tranh hiép
thu thém thude tir duemg tiéu hoa Nén nira da diy va dp dyng cdc bign phip
chim séc b3 tro thich bop khi cin thiét. Ciprofibrat khong thé logi tri biing
phuong phip thim phin miu
12. DAC TINH DUQC LUC HOC
Mi ATC. CI10A BOS
Nhim duge Iy Thubc ha lipid mdu (cée fibrat)
Ciprofibrat 14 mdt din chit phenoxyisobutynic ¢b the dyng ha lipud huyét
Thube b tic dung giam cd LDL va VLDL, vi do d6 ha cholesterol huyét va
ha tnglycend huyét cing 1y 1§ lipoprotein. Ciprofibrat cling lam ting HDL
cholesterol
Ciprofibrat hi¢u qua trong ditu tr che chimg ting lipid méu va ting ndng 45
LDL va VLDL huyet tuong (phén logi lla, 1lb, 111 va IV theo Fredrickson)
Ciing c6 bing chimg cho thily ciprofibrat lim giam thn suft mic bénh mach
vanh nhung khong gidm cic nguyén nhin giy tiz vong trong phong ngira so
chip va thir chp bénh tim mach
13. DAC TINH DUGC DONG HQC
Ciprofibrat dugc hip thu trong co thé ngudi vin nbng 44 huyét wong cao
nhit dat duge tr mdt dén bdn gidr sau ubng. Nghién cira sir dung thubc 1rén
nguin tinh nguyén cho thiy, sau khi dung 1 hiéu 100 mg thi nong 4d dinh
trong mdu tr 21-36 pg/ ml D1 vin truimg hop st dyng thudc thaimg xuyén
thi gid tri ndy 14 tir $3-165 g/ ml
Thén gian bin thii cudi cia thube trén bénh nhin diku tr) Yiu dii bitn &b
trong khodng tir 38 dén 86 gio. Cic bénh nhin b chic ning thin suy yeu
mirc 49 trung binh c6 thoi glan bin thai ting nhg so vin A0 wgmg binh
thudmg (116,7 gidr so vén 81,1 gidr). Nhung trén che binh nhin suy thin ning,
thén gian ban thai ting dang ké (khoang 171,9 gid).
14. QUY CACH DONG GO1
Hop 03 vi = 10 vién/ vi.
15. DIEU KIEN BAO QUAN
Bao quin & nhiét 6 dudn 30°C. Tranh dnh sing tryc tiép va nai dm ot
16. HAN DUNG
36 thing ké tir ngdy sin xudt.
17. TIEU CHUAN CHAT LUQNG
Tiéu chulin co sd.

EERaTL BrPERRREAN

% ENLIE

Co sév sin xufit:

CONG TY CO PHAN DUQC ENLIE

Dja chi: Duimg NA6, KON M§ Phude 2, phudng My Phudc, th) xi Bén
Cét, tinh Binh Duong.



