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g o 445 o 100 Tablets Rx - Thutz::én theo don e
Excipients. . q.8. Théanh phin:
For oral acirniruslrabun unly Méul:déﬁ nén bao phim chira fenofibrat 145 mg.
Az directed by physician, Hip 10 v x 10 vién. SDK:
Dao not exceed prescribed dose.
For Ind 1, Dosage, Admini ion, contraindication;

Refer pack insert.

Keep out of reach of children.

Storage: Stare below 30 °C.

Protect from light & moisture.

Read the instructions carefully before use.
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Packaging Material : Carton (Side Flap)

Location : Ambamath Version Ne.: 01

Size : 78 x 24 x 52 mm (Lx B x H)

No. of Colour: 04 Il PANTONE 2617 C
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REDLIP 145 (Fenofibrate Tablets 145 mg)

HUONG DAN SU DUNG
R
Thubc nay chi ban theo don ciia bac sy.
Poc ki hwong din trede khi ding.

Muén biét thém théng tin chi tiét xin h6i bic sy hoic dwoe sy

REDLIP 145 A Pa
.r"

(Vién nén bao phim fenofibrat 145 mg) |

THANH PHAN: M3i vién nén bao phim chira:
Hoat chiit: Fenofibrat BP ............. 145 mg
Td dwgc: Lactose, natri lauryl sulphat, sucrose, Povidon K-30, tinh bdt tién gelatin hoa,

crospovidon, silica keo khan, magnesi stearat, hypromellose ES, polysorbat 80, titan dioxid.
DANG DUNG: Vién nén bao phim

DUQC LUC HOC:
Fenofibrat, gidéng nhu cac fibrat khac, lam han ché su tong hop triglycerid tir cac acid béo tai gan,

lam tang hoat tinh cta lipoprotein lipase, kich thich van chuyén nguoc cholesterol. va kim him

tac dong ciia HMG-CoA reductase ¢ gan. Cac tac dung bién doi lipid gdm lam giam dang ké
triglycerid huyét tuong, giam LDL, giam cholesterol toan phan. va tang HDL-cholesterol.

Fenofibrat lam tang di hoa VLDL bang cach kich thich lipoprotein lipase, giam tong hop va bai

tiét VLDL trong gan. _
O miic dd phan tir, fenofibrat hoat héa cac thu thé PPAR la nhiing thu thé tai nhan cua kich thich fa

A f A - - - - A - s A r . o A f
t0 kiém soat cac gen tham gia vao chuyén hoa lipid, gdm c6 gen quy dinh cho san xuat _.:/
apolipoprotein C-II1. Su tong hop apolipoprotein C-111 tai gan giam di do dé ndng do trong huyét  \ =
A - . - I3 .. . N
tuong giam. Do apolipoprotein C-1II tic ché hoat tinh cua lipoprotein lipase, tac dung thai trtr N

chylomicron va VLDL tang 1&n. Nong d6 HDL ting do giam VLDL dan dén giam chuyén cho
cholesteryl ester tir HDL sang VLDL. Apolipoprotein A-I (Apo I) va apolipoprotein A-II (Apo
[1) la nhiing protein cau tric cht yéu ctia HDL. Nong do Apo I va Apo 11 tang [én nho fenofibrat
va day manh su van chuyén ngugc cholesterol. Su sao chép ma cta gen Apo | va Apo Il qua tac
déng ciia PPAR c6 thé dong vai tro quan trong trong tang HDL-cholesterol. Su giam nong do
triglycerid ciing lam cho LDL tr& nén [6n hon, nhe hon, phén tir néi hon it tao xo vita va dé dang
duoc gfm két tét hon baoi thu thé LDL.

DUQC DONG HOC
Hép thu: Sinh kha dung tuyét doi cta fenofibrat chua duge xac dinh ré vi dang hop chit gin

nhu khong hoa tan trong moi truong dung dich ding dé tiém. Tuy nhién. sau khi da hoa tan.



REDILIP 145 (Fenofibrate Tablets 145 mg)
fenofibrat duoc hap thu tét & dudng tiéu hda. Nong d6 dinh cta acid fenofibric tir fenofibrat dat
trong vong 2 dén 3 gio sau khi dung.
Phan bo: O nhitng nguoi tinh nguyén khoe manh, ndng do acid fenofibric dat dwoc trang thai 6n
dinh trong huyét tvong trong vong mét tudn va khong cé ghi nhan vé sy tich lity theo thoi gian
sau nhimg liéu lap lai. Gan két véi protein huyét thanh khoang 99% & nguoi binh thudong va
nguoi co tang lipid mau.
Chuyén héa: Sau khi ubng, fenofibrat duoc thity phian nhanh chong boi esterase dé trd thanh
dang chuyén hoa c6 hoat tinh 14 acid fenofibric, khong c6 fenofibrat nguyén dang duoc tim thiy
trong huyét twong ctia ngudi khoe manh sau khi ung fenofibrat. Acid fenofibric chu yéu két hop
voi acid glucuronic va sau dé duoce bai tiét trong nude tiéu. Mot lurgng nho acid fenofibric bi khur
mbt nira gde carbonyl dé tré thanh dang chuyén héa benzhydrol dé rdi dén luot né két hop véi
acid glucuronic va dugce bai tiét ra nude tidu.
Dit liéu chuyén hoa in vivo cho thy ca fenofibrat va acid fenofibric khi chuyén héa déu khong b
oxy hoa dang ké.
Bai tiét: Sau khi hép thu, fenofibrat duoc bai tiét chu yéu qua nuoc tiéu ¢ dang chuyén hoa, chu
yéu la acid fenofibric va acid fenofibric glucuronic. Sau khi udéng fenofibrat c6 gan dong vi
phong xa, khoang 60% liéu dung xuét hién trong nuéc tiéu va 25% duoc bai tiét qua phan. Acid
fenofibric duoc thai trir voi thoi gian ban thai khoang 20 gio, sau khi udng 1 1an mdi ngay o liéu
diéu tri.

D

Z

CHI PINH:
Redlip 145 duoc chi dinh didu tri két hop voi ché do an dé lam giam LDL-cholesterol,
cholesterol toan phan, triglycerid va Apo B va dé lam tang HDL cholesterol & bénh nhén ¢ tang
cholesterol mau tién phat hoic roi loan chuyén hoa lipid dang hdn hop (phédn loai Fredrickson
tang lipid mau d¢ lla va Iib).

Redlip 145 ciing duge chi dinh diéu tri két hop vai ché do an & cac bénh nhan co tang triglycerid

mau (phén loai Fredrickson tang lipid mau do IV va V).

LIEU LUQNG VA CACH DUNG:

Trudce khi ding fenofibrat, bénh nhan phai tudn thu ché do an giam lipid phi hop va nén duy tri
ché do an nay trong sudt qua trinh diéu tri véi fenofibrat. Fenofibrat nén udng trong biva an dé dat
duge sinh kha dung téi wu.

Nguai lon: Trong diéu tri tang cholesterol mau nguyén phat hodc rdi loan chuyén hoa lipid dang
hén hop o liéu khoi déu 14 1 vién Redlip 145 mdi ngay.

I'rong diéu tri tang triglycerid mau liéu khoi dau 1a 48 — 145 mg mdi ngay.

Liéu dung dugce xac dinh iy theo timg cd nhan dua trén su dap (mg cua bénh nhan va phai duoc
diéu chinh néu can thiét sau khi xac dinh lai lipid trong quang cach tir 4-8 tuan. Liéu (5i da 1a 145
mg modi ngay. Doi voi bénh nhén suy than nén khoi dau vai lidu 48 mg/ngay va chi tang sau khi

danh gia anh huong cua mue liéu nay trén chire nang than va nong dg lipid. O ngudi lom woi.
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REDLIP 145 Fenoftbrate Tablels 145 my)

liéu khoi d4u nén gidi han & mirc 48 mg/neay. Néng do lipid nén duge theo doi dinh k¥ va cén
nhéic giam lidu fenofibrat néu ndng d6 lipid giam déng k& duéi khoang dich.

CHONG CHI PINH
Redlip 145 (fenofibrat) chéng chi dinh & nhiing bénh nhan sau:
- Bénh nhén qui man véi fenofibrat hay bat k¥ thanh phén nio trong cdng thire
- Bénh nhan rbi loan chire ning thin ning
- Bénh nhin rdi loan chic ning gan, bao gom xo gan do (t mat tién phat va cic bit thudng
chire nang gan keo dai khong ré nguyén nhén.
- Bénh nhén c6 tién str s6i t4i mat.
- Tréem dudi 10 tudi,

- (6 phan tng di Gng anh sang khi dicu tri véi cac fibrat hodc ketoprofen. i

THAN TRONG

(Cdc xet nghi¢m can lam sang nén duwge thye hi¢n dé xac dinh chéc chan néng do lipid thudng
xuyén bt thuong trude khi bit dau diéu tri bang fenofibrat. Nén thue hién moi bién phép gidp
kiém soat lipid mau khde nhu ché d6 #n thich hop, luyén tdp thé luc, giam cdn & ngudi béo phi,
va kiém sodt bat ky tinh trang bénh 1y nao gop phdn vao tinh trang r6i loan chuyén hoa lipid
(chéng han d4i thao duong va cudng gidp).

Néu duge nén ngung st dung hoac ddi cac duge phém lam ting triglycerid trong mau (thube te
ché beta, thudc loi tiéu nhém thiazid, hormon sinth duc nit estrogen) trude kKhi xem xét thuc hién
ligu phép diéu tri ha triglycerid.

Nén danh gi lipid trong méu dinh k¥ tix khi tién hanh didu tri dé xdc dinh liéu thap nhat ¢6 higu
qud cta fenofibrat, Nén ngimg diéu tri & nhiing bénh nhan khong dap tng day di sau 2 thang
diéu tri v6i lidu toi da 160 mg mdi ngay.

Chiie nang gan: ding fenofibrat & liéu tuong duong 107 mg dén 160 mg mdi ngay s& lam ting
transaminase huyét thanh (AST hay ALT).

Nén kiém tra dinh k¢ chire ning gan bao gébm ALT, trong sudt thoi gian diéu tri voi fenofibrat,
Nglrag diéu tri néu nong dé men ALT cao gap 3 giéi han binh thudng kéo dai.

S6i mat: fenofibrat, gidng nhu clofibrat va gemfibrozil, o thé lam tang bai tiét cholesterol vio
trong mdt, dan dén soi mat. Ngung diéu tri bang fenofibrat néu phat hién ¢d s6i mat.

Viém tuy: di duogc bao cao & nhitng bénh nhan dung fenofibrat, gemfibrozil va clofibrat. Viém
tuy ¢6 thé 1a hdu qua cna diéu tri khéng hidu qua & nhimg bénh nhin co tang triglyeerid trong
mau ndng. hay 1a hién twong thi phat do soi trong 6ng mat hodc su tao thanh bun mat kém theo
tic ngh@n dng mat chung,

Co xuwong: Su dung cac thude nhom fibrat don thuan d6i khi ¢o kém theo bénh ly co. Didu i
véri cac thude nhom fibrat hiém khi kém theo ly gial co van, thudmg xay ra wén bénh nhin ¢ sw
chite nang than. Bénh y co nén duge nghi dén trén bat k¥ bénh nhdan nao khi ¢6 dau co lan tou

nhay dau hay yvéu co. va tang dang ké nong d¢ ereatinin phosphokinase (CPR) trong huyét thunh.

| 1]
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REDILIP 145 (Fenofibrate Tablets 145 mg)

Hay théng bao ngay cho bac s§ bat k¥ tinh trang dau co, nhay dau hay yéu co khéng rd nguyén
nhén, dic biét c6 kém theo mét moi hodc sbt. Némg dé CPK nén dugc danh gia ¢ nhiing bénh
nhén ¢6 céc triéu chimg nay va nén ngung diéu tri voi fenofibrat néu co ting dang ké ndng do
CPK hay bénh 1y co da duoc chin doan.

Té bao mau: Giam nhe va vira hemoglobin, hematocrit va bach ciu da gap & ngudi bénh ding
fenofibrat. Nhitng théng s nay thuong tré vé binh thuong trong qua trinh diéu tri dai han. Da
gap mot sd hiém truong hop giam tiéu cdu va mat bach cdu hat trong cic dot kiém tra sau khi
thubc da duoc bén ra thi truomg. Cén phai dinh ky dém huyét cdu trong 12 thang dau didu ti
fenofibrat.

Lactose: vi san phim nay c6 chira lactose nén nhiing bénh nhén cé cac bénh 1y di truyén hiém
gap khong dung nap galactose, su thidu hut Lapp lactase hodc r6i loan hip thu glucose-galactose
khong nén dung thudc nay.

Sucrose: vi san phém ndy c6 chita sucrose, nén nhitng bénh nhan c6 cac bénh Iy di truyén hiém
gap khong dung nap fructose, roi loan hdp thu glucose-galactose hodc thiéu hut sucrase-
isomaltase khong nén ding thude nay.

Neguwoi gia: Acid fenofibric dugc biét o 1a bai tiét qua than, va nguy co gy cac phan (mg phu
ctia thude nay c6 thé nhiéu hon teén bénh nhén suy chie nang thin. Do cac bénh nhan I6n tudi co
khuynh huéng giam chite nang thin, can quan tim dén viée lua chon liéu thich hop.

Tré em: thudc chua duge chimg minh 14 an toan cho tré em. N

DUNG CHO PHU NU CO THAI VA BA ME CHO CON BU:

Fenofibrat khong nén ding trong liic mang thai va cho con bu. Thude chua duge chimg minh la

an toan cho phu nit mang thai va cac ba me dang cho con bu.

TUONG TAC THUOC

Thuée khing déng dang udng: luu ¥ khi ding cac thude khang dong nhom coumarin dong thoi
voi fenofibrat bdi vi kha nang lam kéo dai thoi gian prothrombin (PT)/ty s6 binh thudng hoa
qude té (INR).

Cic thube e ché enzym HMG-CoA reductase (statins): trong nhiéu truong hop duge bao cdo,
mic ding khong ¢6 tuong tac 16 rang vé duoc dong hoc, nhung khi ding két hop cic dan xudt
cua acid fibric va cac thude trc ché enzym HMG-CoA reductase s& gdy ly giai co van, tang dang
ké nong do creatinin kinase (CK), myoglobin niéu va din dén ty & cao cdc truong hop bi suy
than cap.

Resins: Do céac chat gin véi acid mat ¢6 thé gin két voi cac thude khac khi ding ciing lae. bénh
nhdn nén udng fenofibrat it nhét trude 1 gio hodc sau khi udng resin gan két vai acid mat 4 — 6
gity dé tranh lam can tro sy hip thu cua fenofibrat.

Cyclospoprin: C6 vai truong hop suy than nang ¢6 hoi phue duge bao cao khi dung dong thoi

fenofibrat va eyclosporin,

.I'
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REDLIP 145 (Fengfibrate Tubletr 145 my)
TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY:
Viée dimg fenofibrat cé thé gay chong mit nén cin cén than khi 141 xe va vAn hanh mdy mée.

TAC DUNG KHONG MONG MUON:

T4c dung khéng mong muén duoc bdo cédo phd bién nhit bao gdm:

Tiéu héa: rdi loan tiéu hoa (dau bung, budn non, ndn, tiéu chay, déiy hot) & mre d& trung binh.
Da: Cic phan mg nhu phat ban, ngira, may day hoic phan tmg nhay cam anh sang xudt hién
trong c4c trudmg hop rigng Ié (ngay ca sau nhidu thang sir dung khdng ¢é bién chimg), da nhay
cam 4nh sdng — xuft hién hdng ban, béng nude hodc budu teén cac phin da phoi nhiém véi dnh
sang mat trol hode dén UV,

Réi loan thin kinh: dau dau

Réi [oan chung: mét moi

R#i loan tai: chong mit

Cace tc dung khong mong mudn it gap hon 13

o~

Gan; tang trung binh transaminase huyét thanh dugc tim thdy & mot vai bénh nhén. Cac giai doan
yiem gan duoc bo cdo rat hiém. Khi ¢é cdc triéu chimg nghi ngé viém gan (nhu vang da, ngta).
thare hién cdc xét nghidém dé kiém tra va ngimg fenofibrat.

Co: Clng nhu cac thudc ha liptd khéc, cac truong hop nhiém dde co (dau co lan téa, viem co,
chudt ril va yéu co) va hiém truong hop Iy giii ¢o van di duge bdo cdo. Nhiing tac dung nay cd
the hoi phuc khi ngung thude.

Trong cac truong hop hiém, céc tac dung sau dd dugc bdo cao: sé mat, suy giam tinh due, rung
toc.

Tiang creatinin va ure huyét thanh thudng nhe va giam nhe hacmoglobin va bach ciu ciing da

duge ghi nhan.

Thong bdo cho bdc s§ néi xay ra bt ci tic dung khong mong muon ndo co lién quan dén thuoc

Hudng din cdch xi tri tic dung khdng mong muon: Tam ngting ding thude

QUA LIEU

Khéng cé thudc gial doc dic hiéu. Néu nghi ngo qua liéu, ap dung cde bién phap diéu tri hd tro
thich hop néu cin. bao gdm theo ddi dau higu sdng va ghi nhan tinh trang 1am sang, Néu duoc
chi dinh, loai bo thude chira duge hap thu bing cie gdv ndn hodc rira da day, teu ¥ duy tri duong
tho. Do fenofibrat gin két manh véi protein huyét tuwong. ham tdch mdu khéng loai duoc

fenofibrat khiol mau.

TRINH BAY: Hop 03 vi x 10 vién, hép 10 vix 10 vicn

HAN DUNG: 24 thang ké i ngdy san xuit. Khéng dimg thuée qud han cho phép
BAO QUAN: Bao quait & nhiét dd dudi 30°C. Tranh anh sdang va dd am.

DE THUOC XA TAM TAY TRE EM

4
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REDLIP 145 (Fenofibrate Tablets 145 mg)

Tén va dia chi nha san xuit

INVENTIA HEALTHCARE PVT. LTD.
F1-F1/1, Additional Ambernath M.1.D.C., Ambernath (East), Thane 421506, Maharashtra State,
An b6

TUQ.CYC TRUUNG
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