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MAU TG HUONG DAN SU DUNG THUOC

(MAT TRUGC)
'_'_‘—‘—-—-__
1. TENTHUGC: -Mguy co bénh oo ¢4 thé ting &n khi cb cac yéu th anh hurémg sau:
Rx » Chire néng thén suy gidm va bit ky tinh trang ndo ¢4 ha albumin mau nhu hdi

CINROPEX 100

2.CAC DAU HIEU LUU ¥ VA KHUYEN CAOKHIDUNG THUGC:
XATAMTAY TREEM

DOC KV HUGNG DAN SUDUNG TRUGC KHIDUNG
THUSC NAY CHIDUNG THEO DON THUSC

THANH PHAN CONG THIC THUGC:

hphdn hoat chét:

iprofibrat 100 mg
Thanh phdn 14 duge: Lactose, Cellulose vi tinh thé, Hydroxypropyl methyl
cellulose, Natr glycolat strarch, Nalri lauryl sulfat, magnesi stearat, Polyethylen
glycol 6000, Titan dioxyd, talc.......uwesvcernserne ¥ 1 Vi8N NN BAG Bhim
4. DANG BAO CHE' Vién nén bao phim, hinh trén, mau tréing hodc tréng nga,
canh vathanh vién anh 1an,
5.CHIBINH;
Vién nén bao phim Ciprafibrat duorc chi gjnh i4 mét chdt b sung cho ché a3 an
kiéng va didu tr khang ding thubc khac (vi dy: 1p thé dyc, gidm can) cho cic
truémg hop sau:
-Didu rjting triglycerid méu niing & hoje khng b cholesterol HDL thap.
- Tang lipid méu hdn hop khi chéng chidinh diing hodic khong dung nap statin.
6. CACH DUNG VA LIEU DUNG:

ach ding:
Ding fuémg ubng,

uding

N Iom:
Lisulugng khuyén céo 12 mt vién (100mg ciprofibrat) méi ngay. Khéng nén vurgt
qualidunay (xem phin Thin trong).
Bénh nhan caoludi
Lidu luong sir dyng nhurngudi I6n, xem thém phén cinh bao va thin trong.
Strdyng trong tnrémg hep chire néing thén Sﬂ(ﬂfdm
Of bénh nhan suy than vira phéi, nén giam lidu xubng mt vién, hai ngay mot ian.
Bénh nhan cAn duge theo dai cin than. Clprafibrat khang nén sir dyng & bénh
nhén suy thdn nang.

SUrdyung &irdem
@ms Sugre dé xudt vl an todn va higu qua & tré em chura durge chizng minh.
.CHONG CHIBINH:
Suyganndng,
Suythanngng.
Phy nG mang thal va cho con bis, ho&c nghingé cé thal,
Sirdyng ddng thivi véi mét fibratkhac,
Qua mén cam vot hoat chéthodcvai bt ky thanh phin ndo clia thude.
8.CANHBAO VA THAN TRONG KHI DUNG THUBC:
Béoh nhan o6 di tuyda hiém g3p vé khbng dung nap galactose, thidu Lapp
lactase hodic kém hap thu glucose-galactose khang nén diing thubc nay.
Bauco/bénh cor:
- Khuyén bénh nhan bao céo cac tréng hop dau cor khing 18 nguyén nhin, yéu
ho#c daungay khiding thube,
Nang 8 CPK nén durgre danh gid ngay I3p tire & nhimng bénh nhén b cia cic
ri¢u chimg nay. N&n ngirng diduirj néu bénh cor duge chin dodn hogie néu nbng
a8 CPK 18ng rorét xdyra (mircvirgl qua 5 1in sovisi mirchinh thudng).
- Lidu 200 mg ciprofibrat méi ngay hodc 1 hom ¢5 fién quan dén ting nguy cor
liéu cor van. Do 6, [ibu hang ngay khéng dugre virgt qua 100 mg.

chimg thanhu

=suygidp

s lam dyng rrgru

*1rén 70 twdi

s ikn 51 ¢4 nhan hodc gia dinh bj iéi loan co bip di truydn
=i sir nhidm ddc ca khi sirdyng mét fibrat khic

- Caing nhu cAc fibrat khie, nguy co lidu co vin va myoglabin nigu cAthd tinglan
néu si dung ciprofibrat k&t horp véi céc fibrat khac hodc thudc tre ché men HMG
CoA

Sirdyng than &rnhimg bé&nhnhan b suy gidm chirc nang gan.
Cacd:é!nnghieil'lr'?:lr;acnang gan dinh ky duge khuydn nghj (cir sau 3 thang
thang dAu didu trf). Nén ngmg didu tri bng ciprofibrat trang tnrémg hop/(Am
60 AST v ALT I&n hen 3 12n gidi han trén cia mirc binh thudng ho ]
thiremg gan (r mat durgre chirng minh. H A
Nguyén nhan thir pht cia rdi loan lipid mau, nhu suy giap, can dugc ({25
khde phye tredre khi bt dhy didu tr] bang thule ha lipid mau, \
K&t hop voi didu t ching ddng mau dudng ubng: idu didu t chdng\Jan
dutmg ubng chn dirge gldmva didu chinh theo chi S8 INR. Y
Néu sau 4t ther gian diing thubc kéo di vai théng, chua gidm duegc ndnddEapiy
maumplcach ding k&, chn xem xét cc bign phap Gidu tri khac hodc bién phikl
sung.

9.SU'DYNG THUBC CHO PHY NUC THAIVA CHO CON BU:
Phy nircd thai

Khang cé bing chimg cho thy ciprafibrat gdy qusi thai, tuy nhign déu hidu déc
tinh & lidu cao d2 dugrc quan s4t trong céc thi nghiam gdy quai thai & ddng vaL. VI
khéing c6 dir figu vé vide stz dyng ciprofibrat trong thal ky nén eiprofibrat bi chéng
chidinhtrong thaiky.

Phynirchoconbi

Ciprofibrat dirge bai tidt qua stra & chudt. V1 khdng o6 dor lieu vé vide & dung
ciprofibrat & phy niy dang cho conbil, ciprofibrat bj chng chi djnh & céc ddi trang
nay

10. ANH HUGNG CUA THUSE LEN KHA NANG LAI XE, VAN HANH MAY
Moc:

Chéng mat, budn ngti va métmé! hidm khi dwgcbia cao ién quan dén ciprofibrat.
Tuy nhién, bénh nhan vAn nén durge canh o khdng nan I14i xe hodc van hanh
méy mécndu g3p cic tidu chirmg frén sau khi udng thubc,

1. TUONG TAC, TUONG KY CUATHUGC:

« Kéthop chbng chldinh

Cac fibral khac: Cong nhur c4c fibrat khic, nguy co lidu co van va myoglobin nidu
cothdtang 18n néu st dyng ciprofibrat két hop v cdefibratkhéc,

» Khéng nén két hop

Céc chat (rc ché men HMG CoA reductase: Cling nhu cAc fibrat khae, nguy co
bénh car, globin cor niéu kich phat va myoglobin nidy cé thé tang l&n ndu st dyng
ciprofibrat két hop véri céc thubc irc ché men HMG CoAreductase, Loiichvaniio
ciavibie sir dyng két hep nén dugc can nhiccdn than, Cae bae si dir tinh didu I
dbng thirl véil thudc G ché men reductase HMG CoA nén tham khdo SPC chlign
quan thubc tre end men reductase HMG CoA vi [iBu cao hon bj chéng chi dinh/
khbng dwgc khuyén caa viifibral.

» Kéthop cinthin trong

Biéutrj chéng déng méu dirémg uling: Ciprofibrat o6 fién kit v protein cao va do
d6 cd khd néng thay thé cac loai thuéc khdc tir cc vi trf gin véi orotein huyét
trong. Ciprofibrat 8 durgre chimg minh 12 c6 téc dyng l&ng cudng tac dyng cla
warfarin, diéu tri ddng thtr chéng dang dudng uéng duge chl dinh véri [18u diing
gldm va digu chinhtheo INR.

= Kéthep cdnduge chiy

Thudc ha dutmg huyét durong ubng: M3c di ciprofibral ca thé [Am t&ng tac dung
ciia thube hg dudmg huyétubng, dir lieu eé sin khdng cho thdy sy rong tic nhu
vy cd thé cb ynghia lam sang.
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Oesirogen: Oestrogen o thd lim ting mirc ipld. Mz dd tuong tde duge lvehoc 43, quA LIEU VA CACH XUTRI:

o8 thé Suge 8 xult, hidn tai kirdng e i iduldmsang. Cé rt It bo co vé qué lidu vér ciprofibrat nhung trong nhtmg tnsémg hop ndy
12.TAC DUNG KHONG MONG MUGN CUATHUGC (ADR) khdng cé tac dyng phuy nao Ia d3c hidu cho qué [bu. Khéng e thube 5131 dde d5c
3:;:: ; ;nﬁ!bét Iziﬁqu:g f:'l dmlr: m cél:: Rgmén ;Il.;: Iaglé sﬁn&:a Ww& b  higu céno clprofibral, Didu giqua iy nén d"{iu hrf.% iriéu chimg. Rira da dayva chdm

al doanhiu urretrinh bay ¢ uréri dAy. Cho (rng bt sbchd Irgr thich hep cb thd durge enl dinh it. Ciprofibr

humai duere danh diu vi I.insﬂ'khbngmvc biér, P i bdkhilo?mu. - SRRk CoSat R
: Tk T 4 PAcTINHDUGC LYCHOC:

| FE& N“ | Hiém | RAL | Khongouge| MAATC:C10AB08

bién

| RAt phb bign |. 9% | hiém | bidt(knang |  Nhomdupcly:Chatlam gism iipid maunhém fibrat.
bi (1/100 | 41y 0o (1110.000] gap | thBuctinh|  Clprofibratiamgtddn xudt méi ciia axit phenoxyisobutyric cb téc dung ha lipid rd
{ADR2 |sADR| . ADR |SADR <| (ADR « tir diF li8u rét. N6 lam gidm c4 LDL v4 VLOL vA do 86 gidm chdl béo lrung linh va choleslerol
110) | <tj10 <i/10p | 11-000) 1/10.000)|  cbsdn) lién quan dén cacli 1@ lipcprotein ndy, N6 clng lam tang mic cholesterol HDL.

— — | Ciprofitratcs hidu qua trong didu i ting lipid mAu lidn quan dén néng & LDL v
VILDL trong husyét trong cao {loai Ila, Iib, 11l va IV thea Phan laal Fredrickson).
Glam tidu Trong céc nghién ciru I3m séing ciprofibrat d4 duge chimg minh 1 ¢4 hidu qua
cdu trang vigc b sung cho ché d§ an udng trong céc didu kign nay.

Cébdng chimg cha thdy didu trj bing fibrat cb thé 13m gidm cac bién cd bénh tim

Dau diu o mach nhung chiing chira durge chirng minh 14 lam gidm tat ca nguyén nhan gy
Hoa mét 18 vong trong phéng ngiratién phat hodcthir phatbénh im mach, \\\
Chéng miit 15.DAC TINH DUJC BANG HOC: o
Bubdn ngdi Ciprofibral d& dang dugc hdp thu & ngudl, vél ndng a4 18 da trong huyt tl.ra;z <] \
. I Viem el x3y ra chil ybu tir mot dén bdn gitr sau méat lidu udng. Sau mét lidu duy n ¢
. x"“-"‘hil 100mg, & ngudi tinh nguyn, ndng 4 t4i da ciprofibrat trong huyét uong tir 21 i
' | AeE ¢@én 369 / ml. O nhing bénh nhan dang didu tf man tinh, mictéi datir 53dé8 [ e
Budn nén 165ug /mi. T
) Nén Théri gian ban thal & glai dogn cudi & bénh nhan didu tri dai han thay a8 tir 36 dé
Roilogn  |Tieu chdy 86 gidy, Tho gian bén thai & abi tugng suy than vira phal tang nhe so v ng
tituhda  |Chimg khd binh thuémg (116,7 gitr so véi 81,1 gitr). &Y nhitng @81 twgng bi suy than nén
’ tigu thoi gianbén thal glating dang ké da duge ghinhn (171,9gid).
Bau byng Khodng 30-75% lidu du m’ﬁ diing cho ngui tinh nguyén duge bai tidt qua

| Bét thudng nud tiéu sau 72 gicr, ké cd ciprofibrat kndng thay 88 (20-25% téng s bai tiét)
xét nghiém hofic durdi dang lién hop. ©6i tugmg suy than vira thil trir trung binh 7,0% cia
. chre nding mét liéu duy nhat 12 ciprofibrat khéng thay d3i trang 96 giey, 5o véri 6,9% & bénh

| Réiloan [ gan nhan binh thiréng. Trong cdc bénh nhan b suy than nghidm trong, t 1é nay da
gan mat mét gidmxubng eand,7%,
Tiéu 16 bao 16.QUY CACHBONG GOI:
Hép 02 v x 10 vién,
! mat 17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA
e |
m nora Ditukign bdo quan: Noikhd, nhiét 49 dudi 30°C, trénh &nh séing,
a& r;%ag d; Phét ban Phan (g Han diing: 36 thang k& tir ngdy san xual.
s U0l Ryng tée nhay c&m Khéng diing qué théri han ghitrén bao bi,
a dnh séng Tiéu chuan chit lweng:TCCS.
@ Bénh cham 18.TEN, B|A CHICUA CO SO SAN XUAT:
Tén s =

| creauljne TEN, BJACHI CUACT SODANG KY

Réilozn co phosphokinass|  CONG TY CO PHAN DUGC PHAM THIEN DAT
\xvongva | Bauco huyét trong 18- L5 C.TT12, khu nha & lidn k& Kidn Hung Luxury, Khu €, Khu 83 thi méi
ma lian két - Ef;::g Kién Hung, phirong kidn Hung, quan Ha Bang, thanh phé Ha Noi

_ - . __[Bhucavia TEN, DIACHI CUACO SG SAN XUAT

,R&*ﬂaf}’;f Réi logn CONGTY CO PHAN DUGC PHAM TRUNG UONG 2

' gsﬂﬂ sin cvongduong | L6 27, khu cdng nghigp Quang Minh, th] tr4n Quang Minh, huyén M& Lin,
| 6" . thanh phd Ha Ngi

Réi loan ' DT 024,357 16291 * FAX: 024.35251484

chung Mt méi
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