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COLESTRIM SUPRA

Each tablet contains :

Fenofibrate (Nanonized)

145mg

Product Specitications : Manufacturer

Indications, Dosage. Contraindications,
Side Effects (see enclosed leaflet)

® Keep out of reach of children
® Protect from light and moisture
® Store below 30°C in a dry place

Read the instructions carefully

befare use.
Do not exceed prescribed dose.

SIBIqEL QL X €

254/ 07 b5

(29/4/201%)

Vién nén Calastrim Supra
Mdiviénchira Fenofibrat |45
Chidinh. cach dung. chéng chi dinh va
1& hudng din sir dung thudc.

Bao quan & nhiél 45 ducn 30 C. no khd mal
Sé 16 SX, NSX. HD xem “Bateh No ", "Mfg Date”“Exp Date” trén bac bi
Cac théng tin khac d& nghi xem to nang ddn sir dung kém theo

Cor sé san xubt ETHYPHARM - Phdp

Tiéu chudin Nha sn xudl

04 xa tam tay tré em Doc ky hidng din sir dung tsde ki ding

SBK VN-XXXX-XX

Nha nhap khdu

B o

in khac xin xem

Manufactured for :
MEGA LIFESCIENCES (AUSTRALIA) PTY LTD

(ACN 076 713 392), Victoria 3810, Australia.
Manufactured by :
%\

ETHYPHARM
Z.1. de Saint-Arnoult
28170 Chateauneuf-en-Thymerais, France

Balch

We care
{ coLesTrRIM FITI:T)
S Fenofibrate Tablets 145mg Q
ECA)
We care
COLESTRIM
Fenofibrate Tablets 145mg
3 x 10 Tablets
|
-

!____ e M @h

oN ‘Bad W

ON BSIA NA

Bl Cyan B Magenta

[ ] Yellow | Black

™

&

= =
= =
= =
& E
E E
b=} 6=}
o i)
A
g &
g £
= /
w /
i _‘
©
N
N
—

’ geEse———



Sub-label (200% actual size)

Rx - Thuéc ban theo don

Vién nén Colestrim Supra Hop 3 vix 10 vién.
Mbi vién chira: Fenofibrat 145mg

Chi dinh, cach dung, chc‘)ng’ chi dinh va nhirng thong tin khac: xin xem
t& hwéng dan sl dung thudc.

Bao quan & nhiét do dwdi 30°C, noi khé mat.

S6 16 SX, NSX, HD xem “Batch No.”, “Mfg. Date”, “Exp. Date” trén bao bi.
Céc thong tin khac dé nghi xem t& hwéng dan siv dung kém theo.

Co s& san xudt: ETHYPHARM - Phap.

Tiéu chuan: Nha san xuét

Dé xa tam tay tré em. Doc kj hwong dan st dung trwéc khi dung.
SPK: VN-XXXX-XX

Nha nhap khau:

Dia chi:
E{\‘\f\\_ﬂl'ﬂ;‘laua‘; ;
)

Blister label
Manufactured for - Manufactured by :
MEGA LIFESCIENCES (AUSTRALIA) PTY LTD ETHYPHARM
(ACN 076 713 392), Z1. de Saint-Arnoult
Victaria 3175, Australia. 28170 Chateauneuf-en-Thymerais, France
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Rx Thudc ké don

COLESTRIM SUPRA
(Fenofibrat 145mg)

[THANH PHAN] M&i vién c6 chira:
Fenofibrat (nanonized) ...............ocoiiiii, 145mg

Ta dugc: Lactose khan, Hypromellose, Natri Lauryl sulphat, nhii dich Simethico}éﬁo/%,/
Croscarmellose natri, Magnesi stearat.

[MO TA]
Vién nén thudn dai mau tréng dén tréng nhat, hai mat 18i, mot mat c6 khac chir “F”, mit con lai khic
sb “145”

[CHI PINH] -
Tang cholesterol mau nguyén phat hoic roi loan lipid mau hdn hop <
bidu tri hd trg ché do an kiéng giam Cholesterol ty trong thdp (LDL-C), cholesterol toan phan,
Triglycerid, apolipoprotein B (Apo B), va lam tang Cholesterol ty trong cao (HDL-C) ¢ & ngudi 16n

bi tang cholesterol mau nguyén phat hodc rdi loan lipid mau hdn hop.

Tang Triglycerid mau trAm trong

Pidu tri hd tro ché d6 an kiéng trong diéu tri bénh tang triglyceride mau trdm trong & ngudi 16n (typ .
[V theo phén loai Fredrickson va tang lipid mau typ V). e
Kiém soat tbt dudong huyét & bénh nhan dai thao duong kém ting chylomicron mau dé tranh phai diéu
tri tang triglycerid.

Mtrc tang triglycerid huyét thanh (nhu > 2.000mg/dl) c6 thé [am ting nguy co viém tuy. Hiéu qua cua
diéu tri fenofibrat giup giam nguy co nay van chua dugc nghién ciru.

[LIEU DUNG VA CACH DUNG]

C6 thé udng Colestrim Supra lic no hozc doi

Chu y:

- Trudc khi bat dau diéu tri Colestrim Supra, bénh nhan phai tuan thi ché dé an kiéng giam lipid va
tiép tuc duy tri ché do nay trong sudt thoi gian diéu tri.

- An kiéng 14 liéu phap dau tién cho diéu tri rdi loan lipid huyét, loai bat thudng lipoprotein. Thira
cén, nghién ruou c6 thé la nguy co chi yéu lam tang lipid mau, can x4c dinh truée khi diéu tri
bang thudc. Véan dong co thé (tap thé duc) cling 4 phuong phap can thiét. Cac bénh lam tang lipid
mau nhu suy tuyén giap, tiéu duong can dugc diéu trj thich dang. Bénh nhan dung estrogen, thube
loi tiéu thiazide va thudc chen beta ciing c6 thé lam ting dang ké triglycerid huyét, dic biét &
bénh nhén trong gia dinh ¢6 ngudi bj tang triglycerid mau. Do dé, ngung dung céc thudc nay dé
tranh phai ding thudc diéu tri tang triglycerid mau.

- Theo dbi dinh ky ndng do lipid va xem xét giam liéu dung Colestrim Spra néu chi s6 lipid giam
dang ké so v&i binh thuong.




- Néu khong hiéu qua sau vai thang (3 thang) ding thudc, cAn xem xét phuong phap diéu tri bd
sung hodc thay thé phuong phéap diéu tri khac.

Tang cholesterol mau nguyén phat hoac rdi loan lipid mau hén hop

Liéu dé nghi : 1 vién (145mg)/ngay.

Bénh nhan dang dung vién Fenofibrat 160mg cé thé chuyén sang ding vién 145mg ma khong cén

diéu chinh liéu.

Tang Triglycerid mau trim trong

Liéu khoi ddu 145mg/ngay. Nén chuin héa lidu ding tuy theo dap (g cta bénh nhén, vé}dﬁéu chinh

lieu dung néu cin sau khi xac dinh dugc chi s lipid ¢ tudn thir 4 dén tuin tha 8. B\P/&(dung tbi da

145mg/ngay.

Bénh nhén 16m tudi

Diéu chinh lidu dung cho bénh nhan 16n tudi dua vao chirc nang than.

[CHONG CHI PINH]

- Bénh nhén suy than nang, bao gdm bénh nhan dang thdm phan mau.

- Bénh nhan bénh gan tién trién, bao gdm bénh nhan xo gan mat nguyén phat va bat thudng chirc
ning gan dai dang khéng giai thich duoc.

- Bénh nhéan bénh thi mat trudce do.

- Phu nif cho con bu.

- Bénh nhan di duogc biét man cam vai fenofibrat hodc acid fenofibric.

- Bénh nhin méc céc ching do di truyén vé khong dung nap galactose, thiéu men Lapp lactase hoic
bét thuong hap thu glucose-galactase.

[THAN TRONG]

- C4c nguyén nhan lam ting cholesterol mau nhu tiéu dudng typ 2 khong kiém soat, suy tuyén giap,
hoi chang thén hu, rdi loan protein mdu, bénh gan, do dung thudc, nghién rugu, can duoc didu tri
khoi han trude khi bit diu ding Fenofibrat.

- Can xéc dinh rd nguyén nhan gy tang lipid mau trén bénh nhan dang dung estrogens hodc cac
thudc ngira thai chira estrogen (do estrogen duong udng ¢6 thé lam tang lipid)

- Chic nang gan: nhu nhitng thude 1am ha lipid khéc, fenofibrat 1am ting transaminase & mot vai
bénh nhan. Phan 16n céc truong hop ting thodng qua, nho va khong c6 triéu ching. Do dd, can
kiém tra ndng do transaminase mdi 3 thang trong 12 thang dau didu tri va dinh ky sau d6. Than
trong & bénh nhan tiép tuc tang transaminase va ngung diéu tri néu cac chi s ASAT (SGOT) va
ALAT (SGPT) tang gép 3 l4n gi6i han trén ciia muc binh thuong. Khi xay ra cac triéu ching cta
viém gan (nhu vang da, ng(ra), cin lam cac xét nghiém xac minh va xem xét viéc ngung diéu tri
fenofibrat.

- Viém tuy: Viém tuy d8 dugc ghi nhan & bénh nhan dung fenofibrat. Tinh trang nay c6 thé do
thudc b giam tac dung trén bénh nhan bj tang triglycerid trim trong, do anh huong truc tiép hodc
gian tiép thong qua soi dudng mat hodc can lang lam tic nghén 6ng din mat.

- Co: ddc tinh trén co, bao gdm rat hiém trudng hop tiéu co van da duoc ghi nhan & thudc fibrat va
cac thudc ha lipid khac. Ty I¢ doc tinh trén co cao hon & bénh nhan c6 tién s giam albumin mau
va thiéu nang than. Doc tinh trén co nén duge tién doan & bénh nhéan dau co lan rong, viém co,
vop bé va/hodc ting CPK (gip 5 14n gi6i han trén cliia muc binh thudng). Trong trudong hop nay,
ngung diéu trj fenofibrat.



Bénh nhan ¢6 cic yéu tb dé giy dau co va/hodc tiéu co van bao gdm trén 70 tudi, tién sir ca nhan
hodc gia dinh rdi loan co do di truyén, suy than, giam albumin huyét, nhugc giap, nghién ruou cé
thé 13 nguy co 1am ting tidu co van. Vi nhitng bénh nhan nay, cin cin nhic giira loi ich va nguy
co khi diéu tri fenofibrat.

Nguy co ddc tinh trén co ting néu fenofibrat dugc chi dinh cung vdi cac thudc fibrat khac hoic
thudc (rc ché men HMG-CoA reductase (statins), dac biét trong truong hop bénh vé& co di ¢
trude dé. Két hop fenofibrat vdi mot thudc nhém statin chi duge chi dinh mét cach than trong cho
bénh nhan réi loan lipid mau hdn hop va ¢ nguy co cao bénh tim mach ma khong cé tién sir bénh
co, va bénh nhan can dugc theo ddi chat ché cac ddu hiéu doc tinh trén co.

Chire nang than: Ngung dung fenofibrat néu mirc-creatinin tang trén 50% gi6i haf\t®n cua mirc
gidi han binh thudng. Kiém tra mirc creatinin trong 3 thang dau sau khi diéu trj fenofibref va dinh
ky sau do.

[TUONG TAC THUOC]

Thubc chéng dong dudong udng: Fenofibrat lam ting hidu qua chdng déng va c6 thé lam ting
nguy co chay mau. Do d6, can giam lidu thudc chéng dong xudng khoang 1/3 tai luc bit ddu didu
tri va sau d6 diéu chinh liu tir tir néu cin theo chi s6 chuin héa quéc té (INR). Do d6, khong nén
dung két hop 2 thude nay.

Cyclosporin: mét vai truong hop suy chirc nang thén thuén nghich da dugc ghi nhan khi sir dung
két hop fenofibrat va cyclosporin. Do do, can theo ddi chat ché chirc nang than va ngung didu tri
fenofibrat néu c6 sur bién doi Ién cac chi sé xét nghiém.

Thubc rc ché men HMG-CoA reductase va céc fibrat khac: Nguy co doc tinh co tram trong ting
néu dung két hop fenofibrat véi thude rc ché men HMG-CoA reductase hodic cac thudc fibrat
khac. Can than trong khi diéu trj két hgp va bénh nhén can duge theo ddi chit ch& cac tridu chimg
ddc tinh co.

Men Cytochrome P450: Thu nghiém In vitro sir dung microsom gan ngudi cho thay fenofibrat va
acid fnofibric khong phai 12 nhitng chat tc ché cytochrom (CYP) P450 isoforms CYP3A4,
CYP2D6, CYP2E1, hoic CYP1A2. Chung la nhitng chét trc ché yéu CYP2C19 va CYP2A6, va la
chét trc ché nhe dén vira CYP2C9 & nf)ng do didu tri.

Bénh nhan diéu trj két hop fenofibrat va CYP2C19, CYP2AS6, dac biét véi cac thube duge chuyén
héa qua CYP2C9 c6 khoang diéu tri hep nén dugc theo ddi than trong va néu can, didu chinh lidu
diing céc thude nay.

[PHU NU CO THAI, PHU NU CHO CON BU)]

Phu nir ¢6 thai: Tinh an toan cta thudc khi dung cho phu nir ¢6 thai chua duoc thiét lap. Khong cé
nghién ciru ddy dii va kiém soat tot khi ding fenofibrat cho phu nit ¢6 thai. Chi dung fenofibrat cho
phu nir ¢6 thai khi loi ich diéu tri vuot trdi nguy co tiém &n cho bao thai.

Phu nit cho con bu: khéng dung fenofibrat cho phu nit dang thai ky cho con bu.

[TAC DUNG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC]
Thudc khéng anh huéng dén kha nang lai xe va van hanh may mdc

[TAC DUNG NGOAI Y]:
Téc dung ngoai y thudng nhe va it gap



Thuong gap: 1/100<ADR<1/10

- Da day-ruét: rdi loan da day rudt (dau bung, budn ndn, 6i mra, tiéu chay, déy hoi)

- Gan mat: ting mic trung binh transaminase huyét thanh

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

- Gan: so0i mat

- Da: ndi mén, nglra, nhay cam véi anh sang

- Xét nghiém: tang creatinin va uré huyét thanh

Hiém gap: 1/10000<ADR<1/1000
- Toéc: rung toc
- Co: dau co lan rong, viém co, vop bé, yéu co
- Mau: giam hemoglobin va sé lugng bach ciu
- Than kinh: giam kha nang tinh duc

Rdt hiém ggp: ADR<1/10000 :

- Daday-rudt: cac trudmg hop viém tuy da duoc ghi nhan trong thoi gian diéu tri fenoiu‘b /

- Gan: Cac giai doan cua viém gan. Khi x4y ra cac triéu ching (nhu vang da, ngira) cuaviem gan,
can tién hanh cac xét ghiém xéc dinh va ngung dung fnofibrat, néu c6 thé.

- Da: nhay cam véi anh sang kém ban do, phdng rdp da hodc xuat hién cac ndt nho trén phan da
tiép xGc vSi anh nang mit trdi hodc tia tir ngoai nhéan tao (nhu dén cuc tim) tiy timg trudng hop
(thdm chi sau nhiéu thang dung thudc khong cé bién chimg).

- Co:tiéucovan

- Hb hip: Bénh phdi mo k&

* Théng bdo cho bdc s7 bat ky tdc dung ngoai y nao xady ra do dimg thudc nay

[QUA LIEU]

Khong c6 phuong phap diéu tri dac hidu khi qua lidu fenofibrat. Khi xay ra qua liéu, cin cham soc hd
tr¢ cho bénh nhan, bao gdm theo d5i cac du hiéu séng va quan sat tinh trang lam sang. Néu duoc chi
dinh, dao thai phan thudc chua duge hip thu bing phuong phap gay nén hoac rira da day va duy tri
dudng thé.

Do fenofibrat gin manh vio protein huyét twong, khong ding phuong phap thim phan mau.

[PAC TINH DUQC LUC HQC]

Co ché tac dong: Fenofibrat la din chét cua acid fibric, ¢6 tac dung lam giam lipid bing cach hoat héa
thu thé PPAR (Peroxisome Proliferated Activated Receptor type alpha). Do hoat héa thu thé PPAR,
fenofibrat lam ting phan giai lipid va dao thai cac tiéu phan giau triglycerid gay tinh trang xo vira
khoi huyét tuong nhd hoat héa men lipoprotein lipase va lam giam tdng hop apoprotein (chét irc ché
hoat tinh men lipoprotein lipase). Két qua lam giam triglycerid va lam thay ddi kich ¢, thanh phéan
cta lipoprotein ty trong thdp (LDL) tir nhilng phén tir ¢6 ty trong thap (yéu t6 gdy xo vira do nhay
cam véi qua trinh oxy hoéa) thanh nhitng phén tir c6 ty trong cao. Cac phén tir ndy ¢6 ai luc manh hon
vGi céc thu thé cholesterol va duge phan giai nhanh. Hoat hoa thu thé PPAR ciing lam tang tong hop
apoprotein Al, AIl va Cholesterol ty trong cao (HDL-C).

Nh& nhimg téc dong néu trén, fenofibrat ¢6 tac dung lam giam cac phan doan ty trong thdp (LDL) va
rat thAp (VLDL) chira Apoprotein Al va All (Apo I va Apoll).
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Ngoai ra, do lam thay déi qua trinh tdng hop va phan giai VLDL, fenofibrat lam ting dao thai LDL
va lam giam LDL, 14 nhitng yéu t6 lam ting lipoprotein giy xo vira, mot rdi loan thudng gip & bénh
nhdn cd nguy co bénh mach vanh.

Fenofibrat ¢6 tac dung lam giam acid uric huyét nhd lam tang dao thai acid uric qua nudc tiéu.

[PAC TINH DUQC PONG HQC]

Nong db acid fenofibric trong huyét tuong sau khi dung vién nén Fenofibrat 145mg tuong duong véi
liéu ding vién nang 200mg .

Fenofibrat 12 tién chit cua acid fenofibric ¢6 hoat tinh. Fenofibrat dugc chuyén héa bang phan (ng
thily phan este trong co thé thanh acid fenofibric 1a chat c6 hoat tinh.

Hip thu:

Fenofibrat duoc hép thu tt tir dudng da day rudt sau khi uéng. O ngudi tinh nguyén khoe manh sau
khi udng, khoang 60% liéu duy nhét fenofibric dénh ddu bang ddng vi phong xa xudat hién trong nudc
tidu, chu yéu dudi dang acid fenofibric va cac phirc hop glucuronid ctia né va 25% bai tiMng phan.
Néng dd dinh trong huyét twong ciia acid acid fenofibric xay ra trong vong 6-8 gi&s sau khi WgRg’

Po Cmax va AUC cho thdy ndng do acid fenofibric trong huyét twong khong khac nhau dang ké khi
dung liéu 145mg fenofibrat ltic no hoic lic déi.

Phan bb:

Khi diing nhiéu liéu fenofibrat, trang thai on dinh cuta acid fenofibric dat dugc trong vong 9 ngay.
Nong dd huyét twong cia acid fenofibric & trang thai 6n dinh dat dugc gép ddi so vdi sau khi ding
lifu duy nhét. Khoang 99% fenofibrat gin vdi protein huyét tuong.

Chuyén hoa

Sau khi udng, fenofibrat duoc thiy phan nhanh chéng bai men esterase thanh chit chuyén héa acid
fenofibric c6 hoat tinh, khong tim thdy fenofibrat nguyén dang trong huyét tuong. Acid fenofibric két
hop vai acid glucuronic va sau d6 duoc bai tiét ra nude tidu. Mot lrgng nho acid fenofibric giam do
chuyén hoa carbonyl thanh chét chuyén héa benzylhydrol, sau d6 két hop véi acid glucuronic va bai
tiét ra nudc tiéu.

Thai tru: \
Sau khi hap thu, fenofibrat dugc bai tieu chi yéu ra nudc ti€u & dang cac chat chuyén hoa acid \
fenofibric va acid fenofibric glucuronic. Khoang 60% lidu dung xut hién trong nudc tiéu va 25%« }
trong phén. 5
Cic dbi twomg dic biét: ;
Ngueoi I6m tudi: O ngudi tinh nguyén 77-87 tudi, do thanh thai acid fenofibric sau liéu udng duy gbé"f
fenofibrat 1a 1,2L/gi&, so vai 1,2L/gior & ngudi tré. Didu nay cho thay khong can diéu chinh liéu cho
ngudi 16n tudi cé chirc nang than binh thuong.

Tré em: dugc dong hoc cua fenofibrat trén tré¢ em chua duge nghién ctru.

Gioi tinh: khong théy khac nhau vé duoc dong hoc cua fenofibrat gilra nam va nir.

Chung téc: Anh hudng cia ching tdc trén duge dong hoc cua fenofibrat chua duge nghién ciu, tuy
nhién, fenofibrat khong dugc chuyén héa bai cac men biéu hién su khac nhau vé chung toc.

Suy thdn: Dugc ddng hoc cua acid fenofibric da duge nghién ciru & bénh nhén suy than nhe, vira va
nang. Bénh nhan suy than nang (tc d6 loc ciu thin udc tinh [eGFR] <30ml/phit/1,73m?) cho thiy
tang gip 2,7 lan vé tiép xuc acid fenofibric va tang tich lity acid fenofibric so v&i ngudi khée manh.
Bénh nhan suy than nhe dén vira (eGFR 30-59ml/phiit/1,73m?) cho thiy tiép xac tuong tu nhung tang



thoi gian ban thai acid fenofibric so véi ngudi khde manh. Do dd, khong ding @wm Supra cho
bénh nhéan suy thén nang va giam lidu dung & bénh nhén suy than nhe dén vira.
Suy gan: Khong ¢ nghién ctru vé duoc dong hoc trén bénh nhén suy gan.

[PON GOI] 10 vién x 3 vi/ hop
[BAO QUAN] Bao quéan noi kho mat & nhiét d6 duéi 30°C.
[HAN DUNG] 36 thang ké tir ngay san xuét

[TIEU CHUAN] Tiéu chudn nha san xuét

‘Tranh xa tam tay tré em
Doc ky hudng dan sir dung trudce khi dung
Néu can thém thdng tin xin hoi y kién bac si
Thudc nay chi ding theo sur k& don ctia bac si”

San xuét cho:
MEGA LIFESCIENCES (AUSTRALIA) PTY LTD
(ACN 076 713 392), Victoria 3810, Australia.

Séan xuét boi:

ETHYPHARM

Z.1. de Saint-Arnoult,

28 170 Chateauneuf-en Thymerais, Phap

PHO CUC TRUBNG
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