https://trungtamthuoc.com/

Each capsule contains: Fenofibrate 200mg
Read the package leaflet before use.
In ariginal box, protected from light.

Mai vién nang chiia: Fenofibrate 200mg
Poc ky hudng dan st dung trudc khi dung
Bao quéan trong hdp, trdnh anh sang.

Do not store above 30°C. Nlé\iet do khong qua 30°C

Keep out of the reach and sight of children. DE THUGC XA TAM TAY TRE EM

Specification: In house Tiéu chudn; NSX

Indication - Dosage —Contra-indication — Chi dinh - Liéu lugng - Cach duing -

Side effect - Others: See the leaflet enclosed. Chéng chi dinh - Tac dung phu -

: Théng tin khac: Xem t& hudng

Reg. no.- SBK: déan dinh kém bén trong hdp.
DNNK:

San xudat bdi PT ACTAVIS INDONESIA Jalan Raya Bogor Km 28, Jakarta, 13710, Indonesia.

% NOLES 200 mg Capsule
Fenofibrate 200 mg
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Chi str dung thudc theo don ctia béc si.
Dé xa tAm tay tré em. Doc k§ hudng din truée khi st dung.
Théng tin chi tiét xin hoi y kién béac si.
THONG TIN KE TOA

NOLES

Vién nang

1. Tén thudce
NOLES

2. Ham luong
M®di vién nang chira: 200mg Fenofibrate

3. Dang bao ché
Vién nang, ¢& s6 “0”, mau xanh, bén trong ¢é chira cac hat mau trang hodc gan tring.

4. Dic tinh 1am sang

4.1 Chidinh

Vién nang fenofibrate 200 mg ha cholesterol va triglycerid ¢ bénh nhan rdi loan lipoprotein mau va
hiéu qua trong diéu tri ting m& mau nang ¢ bénh nhan ma diéu chinh ché d6 an van khong dap tng.

ar

Vién nang fenofibrate 200 mg duoc chi dinh trong cac truong hop tang lipid mau thich hop. V& ::N
(Tang lipid mau d9 Ila, I1b, 111, IV va V theo phan loai Fredickson) oA
| Mire d§ tang lipid mau | Loai lipid mau tang Loai lipoprotein tang \}_} W ¢
i Cholesterol LDL &;:
b Cholesterol, triglycerides | LDL, VLDL
| 111 (hiém) Cholesterol, triglycerides LDL  and  chylomicron remnants | -

(chylomicron sau khi mat triglyceride) -
v o Triglycerides ' ivLbL _
|V (hiém) Triglycerides - Chylomicrons, VLDL :
Vién nang fenofibrate 200 mg chi nén ding ¢ nhirng bénh nhan khong déap tmg véi ché do an udng va o H
nhirng ngudi da duge kiém tra xac dinh yéu to bat thuong. va nguy co khi dung dai ngay lién quan téi -y

diéu tri hd trg. Cac yéu té nguy co khac. nhu cao huyét ap va hut thude, ciing co thé can phai kiém soat.

42  Liéu diung va ciach ding

Nguoi lon

Liéu khoi dau khuyén cao la 1 vién nang/ngay trong udng bira an chinh. Do thube kém hip thu hon khi
da day rdng, nén udng vién nang fenofibrate 200 mg cung thirc an. Nén tiép tuc ché do an kiéng bat dau
trude khi diéu tri.
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Cén theo doi dap tmg véi diéu tri bang xac dinh gia tri lipid huyét thanh. Su giam nhanh ndng dé lipid
huyét thanh thuong sau khi diéu tri bang fenofibrate. nhung cin ngung diéu tri néu khong co dap img
day du trong vong 3 thang.

Luu y: dung thude phai phdi hop ché do an han ché lipid.

Ngueoi cao tuoi

O nguoi cao tudi khong bi suy than. liéu khuyén céo gibng nhu o ngudi lon.

Suy than

O nguoi suy than, ¢o thé cin giam liéu phy thude vao do thanh thai creatinin.

43 Chong chidinh
Vién nang fenofibrate 200 mg chéng chi dinh & tr¢ em. o cac bénh nhan suy gan hay than nang, bénh
tii mat co san va o bénh nhan man cam voéi fenofibrate.

4.4  Khuyén cdo va thin trong

Suy thdan

C6 thé can giam liéu o nguoi suy than, phu thude vao do thanh thai creatinin. Can can nhéc giam liéu ¢
ngudi cao tudi bi suy than.

Transaminase

O 1 s bénh nhan da thiy transaminase huyét thanh tang trung binh nhung hiém khi cén can thiép diéu
tri. Tuy nhién. khuyén céo rang transaminase huyét thanh cdn dugc theo ddi mdi 3 thang trong sudt 12
thang diéu tri. Can ngung diéu tri khi co bién c¢b tang ALT (SGPT) hodc ASAT (SGOT) lén hon 100
don vi quéc té.

Bénh vé co

Da c6 cac bao cao vé tang creatinin phosphokinase (CPK) (déi khi dang luu y), viém co va bénh vé co
do fibrate ciing nhu cac thube diéu chinh lipid mau hap thu toan than khac.

Globin co ni¢u kich phat cling hiém duoc bao céo. Bénh nhéan co nguy co khoi phat, hodc co tridu
chimg ddc tinh véi co nén duoc theo ddi nghiém ngat va kiém tra nong do CPK.

Cén ngimg diéu tri voi fenofibrate néu phat hién bénh vé co hoac néu CPK tang 1én > 10 lan gidi han
trén cia mirc binh thuong. Nguy co ddc tinh trén co nghiém trong hon néu fenofibrate dugc str dung
ddng thoi véi mét thude e ché HMG CoA reductase hodc céc fibrate khac. Dang phéi hop diéu tri nay
nén than trong khi dung va can theo ddi chat ché bénh nhan dbi voi cac triéu ching ddc tinh trén co.
Noi chung dbi véi cac thude diéu tri tang lipid mau khac, dung dai nay fenofibrate & cac loai gam nham
¢6 lién quan dén su thanh thanh céc khéi u ¢ gan. Tuy nhién, mo gan ¢ bénh nhan diéu tri béng
fenofibrate khong cho thay bang chiing vé cac tac dong lién quan.

Pa6i khi ciing c6 bdo cdo vé soi mat do diéu tri vai fenofibrate nhung mdi quan hé nhan qua ciing chua
thuyét phuc

45  Tuwong tic thude

Thuéc chong dong duong uong

O cac bénh nhan dung thudc chéng dong, nén giam liéu thude chéang dong khoang 1/3 khi bat dau diéu
tri va sau do dan dan diéu chinh lai néu cén thiét.
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Cde thude ha dudmg b6t ducng uong

Cin xem xét trong tac voi cac tac nhan ha duong huyét duong udng, nhung chua c6 du dir lidu.

Cde chit tre ché HMG CoA reductase

Nguy co ddc tinh trén co nghiém trong ting 1én néu dung fenofibrate ddng thoi véi cac chat HMG CoA
reductase ho#c cac fibrate khac. Can than trong khi ding dang phi hop nay va can theo ddi bénh nhén
chat ch¢ cac tri¢u ching dée tinh wén co.

Khac

Khéng c6 tuong tac lam sang nao da dugc chung minh ctia fenofibrate voi cac thuée khac da dugce bao
cao, mic du cac nghién clru vé tuong tac in vitro cho thay sur thay thé phenylbutazone tir vi tri gan véi
protein huyét tuong. Noi chung véi cac fibrate khac, fenofibrate géy oxy hoa da chimg nang cua ti thé
trong chuyén hoa acid béo & dong vat gam nhdm va c¢é thé tuong tac voi cac thude chuyén hoa boi cac
enzyme nay.

4.6 PPhu nir ¢6 thai va nudi con bu
Chura thay fenofibrate gdy quai thai & déng vat. Tuy nhién, triéu chimg ddc tinh véi thai da thiy & dong
vt do do khuyén cao khong nén dung fenofibrate & phu nit ¢6 thai hode dang nudi con bi.

4.7  Tac dong trén kha ning i xe va vin hanh may moéc
Do cd tac dung phu la dau dau, chéng mit. nén than trong khi la1 xe va van hanh may méc.

4.8  Tac dung khéng mong mudn

Fenotibrate noi chung dung nap tét. Cac phan ung ngoai v quan sat thay trong qua trinh didu trj la
khong thueng xuyén; va thudng nhe, thodng qua va khéng can can thiép didu tri. Thudng xuyén duoce
bdo cdo nhét 14 rdi loan tiéu hoa nhe, phan tng da, dau dau, mét moi va chéng mat. Suy giam tinh duc
it duge bdo cao hon. S6i mét cfing duge bao céo trong qua trinh didu tri nhung méi quan hé nhan qua
chua chic chin.

Phan (g nhay cam v&i anh sang hiém khi duoe bao cao.

Tac dong trén gan

Transaminase huyét thanh tang trung binh & mét sé bénh nhan nhung hiém khi cén can thiép didu tri.
Céc giai doan viém gan ciing hiém duoc béo cdo.

Tdc dong trén co

Cling nhu cac thude diéu chinh lipid mau hép thu toan than khac. da c6 bdo cdo vé tang ndng dé CPK
(ddi khi r rét), dau co va bénh vé co. bao gom cac truong hop hiém bi tiéu co van. Bénh nhin nguy co
gap doc tinh vé co cn duoce theo doi.

Thing bio vei bic sTnhivng tic dung bét foi gip phdi khi siv dung thude.

49  Qua lien
Khong c¢d bao cdo ve tac dong xau do qua lieu. Khang ¢é thude gial ddc dac higu va diéu tri qua licu la
diéu tri triéu chitng. Tién hanh ria da day hodc cac bién phap cham soc hd trg phu hop néu can.

Lad
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5. Duge ly hoc

5.1 Duge lue hoe

Vién nang fenofibrate 200 mg ¢6 chira 200 mg fenofibrate duge nghién min.

Dac tinh ha lipid cua fenofibrate da théy trén thuc hanh 1am sang da dugc giai thich in vivo & chudt
bién dbi gen va nudi cdy té bao gan ngudi bang cach kich hoat Peroxisome Prolifeator Activator o
(PPARa). Qua co ché nay, fenofibrate lam tang su phan giai lipid va thai cac phén tir giau triglyceride
tir huyét tuong bang cach kich hoat lipoprotein lipase va giam san xuét Apoprotein C-III. Su kich hoat
PPARa ciing gdy tang tong hop Apoprotein A-I. A-1l va HDL cua cholesterol. Cac nghién ctru dich té
hoc da chitng minh méi twong quan giita nong do lipid trong huyét thanh tang va nguy co bénh tim va
mach vanh. Su kiém soat rdi loan chuyén héa nay hinh thanh nén ti 1& diéu tri v6i fenofibrate. Tuy
nhién, hiéu qua va hau qua lau dai cua thude van duoc thao luan.

Do dé hiéu qua gia dinh cta thudc trén bénh tim mach va ti 1& tir vong chura duge chimg minh. Nghién
cru voi fenofibrate déu cho thiay giam ndng dd LDL-cholesterol. HDL-cholesterol tang lén.
Triglyceride cling giam. Két qua nay dan tdi giam ti Ié gitia lipoprotein ti trong thap va rat thap, ma co
lién quan voi gidm nguy co xo vira trong cac nghién ctru dich t& hoc. Nong d6 Apolipoprotein-A va
Apolipoprotein-B bi thay déi cung vdi néng do HDL va LDL va VLDL tuong tmg.

Su thodi bién cua u vang da quan sat thay khi diéu tri voi fenofibrate. Nong do acid uric huyét tuong
tang l1én khoang 20% o bénh nhan tang lipid mau. ddc biét & nhitng nguoi kiéu hinh type IV.
Fenofibrate ¢6 tac dung tang acid uric niéu va do do c6 hiéu qua o cac bénh nhéan nay.

Céc bénh nhan c6 nong do fibrinogen va Lp tang da thay giam déng ké trong cac nghién clru lam sang
voi fenofibrate.

5.2 Duge dong hoc ?)/

Hég thu

Thubc dang khéng chuyén hoa khong tim thay trong huyét tuong. Acid fenofibric la chat chuyén hoa
chinh trong huyét tuong.

Néng do dinh trong huyét tuong dat dugc sau trung binh khoang 5 gi¢ sau khi ubng thube.

Néng do thude trong huyét twong trung binh 1a 15 pg/ml sau khi uéng 1 vién nang fenofibrate 200
mg/ngay. twong duong véi 3 vién nang fenofibrate 67 mg.

Nong dé o trang thai 6n dinh quan sat thay khi diéu tri lién tuc.

Acid fenofibric gan manh v&i albumin huyét tuong: c6 thé ddy phan tir vitamin K ra khoi vi tri gin voi
protein va lam ting tac dung chong dong.

Thot gian ban thai
Thoi gian ban thai cua acid fenofibric 1a khoang 20 gio.

Chuyén hoa va thai trir

Thubc chu yéu thai trir qua nude tiéu: 70% trong 24 gitr va 88% sau 6 ngay, va tong 1a 93% dao thai
qua ca nudc tiéu va phan.
Fenofibrate chi yéu thai trir dudi dang acid fenofibric va dan chat lién hop glucoronic.

)v(
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Nghién ctru duge dong hoc sau khi ding lidu lap lai khong thdy co6 tich liiy thude. Acid fenofibric
khong bi dao thai boi thim tach mau.

6.

Cic chi tiét dwge pham

6.1 Danh muc ta dwgc

6.2

6.3

6.4
6.5

Lactose 80 mesh, Pregelatinized starch, Sodium Lauryl Sulfate, Polyvidone K30, Lactose DC,
Magnesium Stearate, Purified Water

Twong ky

Khéng thé ap dung duoc.

Han diang

24 thang ké tir ngay san xudt.

Diéu kién bio quan: Bao quan trong hop, tranh anh sang. Nhiét do khong qua 30°C.
Doéng goi

Hép 3 vi x 10 vién nang.

Tiéu chuin;: Nha san xuét.

Séan xuit béi:
PT ACTAVIS INDONESIA

Raya Bogor Km 28

Jakarta 13710 — Indonesia

Chunh swra bsl ngay 05/12/2014

TUQ. CUC TRUONG
P.TRUONG PHONG

Y/ 7:{ 5;5}2 H « Y # t}fﬂgz



https://trungtamthuoc.com/



	27

