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Fenofibrate BF . 160 mg Contraindication : Refer Pack insert
Excipients o Q.5 Keep ot of reach of ehildren.
Coesour: Titanium Dioode Starage - Store below 3000
For atal administration anly. Protect from light and moisture.
Swallow whole, do nat chew or Prescription only medicine
crish the tahlet. Read the instructions carefully
As directed by the Physician. before use.
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REDLIP (Fenofibrate Tablets 160mg) 2?} /g ?'

HUONG DAN SU DUNG

Ry
Thudc nay chi ban theo don ciia bac s§.
Poc kj hwéng din trwée khi ding,
Mubn biét thém thong tin chi tiét xin héi bac s§ hodc duge s§

REDLIP
(Fenofibrat 160 mg)
Vién nén bao film

THANH PHAN: M&i vién nén bao fim chira:

Hoat chit: Fenofibrat BP ............. 160 mg

Ti dwpe: Lactose, Tinh bdt ngd, Croscarmellose natri, Crospovidone, Povidone (PVPK-30), Talc
tinh khiét, Natri lauryl sulphat, Magnesi stearate, Hypromellose, Polysorbate 80, Titan dioxid.

DANG DUNG: Vién nén bao fin
TRINH BAY: Hop 03 vix 10 vién va mdt to huéng dan sir dung.

DUQC LY VA CO CHE TAC DUNG:

Fenofibrat, dan chét cua acid fibric, 14 thudc ha lipid mau. Thudc tc ché sinh téng hop cholesterol &
gan, lam giam cac thanh phan gay vira xo (lipoprotein ty trong rat thap VLDL va lipoprotein ty trong
thdp LDL) lam tdng san xudt Ilpoprotem ty trong cao (HDL), va con lam giam triglycerid mau. Do
do, cai thién dang ké su phan bo cholesterol trong huyét tuong.

Fenofibrat dugc dung dé dleu tri tang lipoprotein - huyét typ Lla, typ IIb, typ III, typ [V va typ V
cung voi mot ché 36 an rat han ché vé lipid. Fenofibtrat co thé lam giam 20 - 25% cholesterol toan
phin va 40 - 50% triglycerid trong méau. Diéu tri bing I"enohbrat can phai lién tuc.

DUQC DONG HQC / s

Fenofibrat dugc hép thu ngay & dudng tiéu hoa cing vai thire an. Hép thu thudc bi giam nhidu néu
ubng sau khi nhin a@n qua dém. Thuébe nhanh chong thuy phan thanh acid fenofibric co hoat tinh; Chdl
nay gan nhiéu vao albumin huyet tuong va co thé déy cac thubc khang vitamin K ra khoi vi tri gan
két. Nong do dinh trong huyét fuong xuit hién khoang 5 gir sau khi ubng thude. O nguéi ¢o chire
nang than binh thudng, nwa doi trong huyet twong vao khoang 20 gi¢ nhung thoi gian nay tang 1én
rat nhiéu & ngudi mac bénh than va acid fenofibric tich Iy déng ke & ngudi bénh suy than udng
fenofibrat hiang ngay. Acid fenofibric dao thai chu yeu theo nrdc tidu (70% trong vong 24 gid, 88%
trong vong 6 ngay), chu yéu dudi dang lién hop glucuronic, ngoai ra con co6 acid fenofibric dudi
dang khir va chit lién hop glucuronic cia no. Khrmg lhay xay ra diéu gi nghiém trong khi ngimg
dung fibrat, tham chi sau khi da diéu tri 14u ngay va cit thude dot ngét.

CHI PINH:
Vién Fenofibrat duge chi dinh hé trg ché d6 4n trong diéu trj réi loan lipoprotein huyt:t cac typ Ila,
IIb, III, IVva Vv, phol hop véi ché d6 an.

CHONG CHi BINH:
Chéng chi dinh vién Fenofibrat cho nhitng bénh nhan:
- Suy chirc ning gan va suy chirc ning than ning (49 thanh thai creatinine < 20 ml/phut), gdm
ca xo gan do mét nguyén phat va bénh tii mat trudce do.
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REDLIP (Fenofibrate Tablets 160myg)

- MAn cam véi Fenofibrat, hodc cac thude cung loai fibrate khac.

- Phu nir co thai va cac ba me cho con ba.

- Tréem< 10 tudi

- Khéng chi dinh Fenofibrat trong diéu tri tang lipoprotein mau typ L.

THAN TRONG

Nhat thiét phai tham do chirc nang gan va than cua bénh nhéan trude khi dung fibrat.

O nhitng bénh nhan dang uong thude chong dong mau: Khi bét dau dung fibrat cin giam lidu thude
déng mau xudng con 1/3 liéu cii va diéu chinh néu can, Cin theo ddi thudng xuyén hon lugng
prothrombin mau. Piéu chinh lidu thudc chéng déng mau trong qua trinh ding va sau khi ngimg
dung fibrat 8 ngay.

Nhuoc nang giap co thé 1a mot yéu t6 1am ting kha nang bi tac dung khéng mong mudn ¢ co.

Phai giam sat néng d¢ transaminase 3 thang mot lin trong 12 thang dau diéu tri. Phai chti y nhiing
bénh nhan ting ndng dd transaminase va phai tam ngimg diéu tri néu ndng d6 AST va ALT ting hon
100U, ) % L/
Khéng két hop fenofibrat vai cac thude co tac dung ddc cho gan ®

Bién chimg mat d& xay ra & nguoi bénh xo gan mat hodc c6 501 mat

Tam ngung diéu tri trong truong hop tang nong do creatinine > 50% ULN (gici han trén cua gid tri
binh thudng). Khuyén céo phai do creatinine trong 3 thang dau didu tri.

Viém tuy da dugc bao cdo ¢ nhimg bénh nhan ding Fenofibrat.

Néu ndng db lipid trong mau khéng giam nhiéu trong 3 -6 thang diéu tri bing fenofibrat thi cin thay
débi try liéu (tr1 ligu bd sung hodc tri liéu khac)

Ché pham nay cé chira lactose, vi thé nhitng bénh nhén ¢ van dé di truyén hiém gap vé su khéng
dung nap galactose, thiéu Lapp lactase hodc kém hép thu glucose-galactose khéng nén ding thude
nay.

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

Phu niv ¢d thai: Khong co dit liéu thich hop vé viéc ding Fenofibrat cho phu nir ¢6 thai. Khong nén
dung trong théi ki cd thai

Ba me cho con bu: Khong co tai liéu vé viéc Fenofibrat va/ hodc cac chat chuyén hoa cita né ¢ bai
Xuit qua sira me hay khong. Khéng nén ding vién REDLIP cho cac ba me dang cho con bi.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY:
Chura thuc hién céc nghién clru vé anh hudng cia viéc dung Fenofibrat 1én kha nang lai xe va van
hanh may moc.

TAC DUNG KHONG MONG MUON:

Téc dung khong mong mudn(ADR) thuéng nhe va it gip

Thuong gap: (ADR = 1/100):

Tiéu hoéa: Réi loan tiéu hoa, trudng ving thuong vi, budn nén, chudng bung, ia chay nhe.
Da: Néi ban, ni may day, ban khéng dic hiéu.

Co: Pau nhire co

Hiém gap: (ADR <1/1.000)

Gan: Soi dudng miét

Sinh duc: Mat duc tinh va liét duong, giam tinh triung,

Mau: Gidam bach cau

Thing bdo cho bdc sy néu xdy ra bét ci téc dung khéng mong muén nao cé lién quan dén siv dung
thuoc
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REDLIP (Fenofibrate Tablets 160mg)

Hu ‘ong dan cach xir tri tic dung khéng mong muon: Tam ngimg ding thudc

TUGNG TAC THUOC: /jmﬁ/

Céc chét tte ché HMG-CoA rea’uctase (vi du pravastatin, simvastatin, Sfluvastatin) va cacfbmr khac:
s€ lam tang dang ké nguy co ton thuong co va viém tuy cap néu Fenofibrat dugc ding déng thoi véi
cac chit ndy. Phai thin trong khi dung liéu phap két hop nay va bénh nhan phai dugc gidm sat chat
ché céc dau hiéu gay ddc cho co.

Cac thudc chorfg dong dudng uong: Fenofibrat lam tang tac dung chong dong dudng ubng va c6 thé
tang nguy co xuat huyet do déy cac thubc nay ra khéi vi tri gin vdi protein huyet tuong. Khuycn cao
glam Ileu céc thube chng déng con 1/3 Mic khoi dau diéu tri va sau do diéu chinh dan dan néu cin
thiét. Can theo di thudng xuyén hon lugng prothrombin méu. Biéu chinh liéu thudc chdng déng
méu trong qué trinh dung va sau khi ngimg dung fibrat 8 ngay.

Khéng duoc ket hop Fenofibrat véi cac thude chéng dong duong ubng.

Cyclosporin: Két hop fibrat vai cyclosporine lam tang nguy co ton thuong co.

Khéng dugc ding két hop céac thude doc voi gan (thude we ché MAO, perhexilin maleat ...) véi
fenofibrat.

LIEU LUQNG VA CACH DUNG:

Bénh nhan phai co che d0 an kiéng lam ha lipid thich hop trude khi dung REDLIP, va phai tiép tuc

ché d6 an nay trong subt qua trinh diéu tri. Vién REDLIP phai dugc udng cung voi blra an.

Nguoi lon: Trong didu tri ting cholesterol mau nguyén phat hoic réi loan lipid mau hén hop & liéu

khoi ddu 1a 1 vién REDLIP/ngay.

Trong diéu tri ting triglyceride méau liéu khéi dau 14 1 vién REDLIP/ngay.

Liéu ding duoe x4c dinh tly theo timg c4 thé dua trén su dép mg cua bénh nhan va phai dugc diéu

chinh néu cén thiét sau khi xac dinh lai lipid trong qurmg céch tir 4-8 tuan, néu cholesterol trong méu

vAn con ting cao hon 4 g/L ¢6 thé ting liéu 1én 300 mg/ngay

Cén phai duy tri liéu ban diu cho dén khi cholesterol trong méu tré lai binh thudng; sau do cé thé

giam nhe liéu hang ngay xuéng phai kiém tra cholesterol mau 3 thang mot l4n. Néu cac théng sé

lipid médu lai tang 1&n thi phal tang lidu 1én 300 mg/ngay.

Nguot cao tudi: Khong cin diéu chinh liéu

Tré em > 10 tudi: Cin nghién ciru ky dé xac dinh can nguyén chinh xac cia tang lipid mau o treé. Co

thé diéu tri thir két hop voi ché d8 an dugc kiém soat trong vong 3 thang. Liéu tdi da khuyén cao 1a 5

mg/kg/ngdy. Trong mdt sb truomg hop dic biét (ting lipid mau rat cao kém theo dAu hiéu lam sang

clua vira xo dong mach, cha me c6 biéu hién tim mach do Xo vira trudce tudi 40, c6 dam dong
xanthom...) thi ¢6 thé dung li¢u cao hon nhung phai do thay thudc chuyén khoa chi dinh.

Néu néng dd lipid trong méu khéng giam nhiéu trong 3 -6 thang diéu tri béng fenofibrat thi cén thay

ddi tri liéu (trj lidu bd sung hodc tri liéu khac)

Tré em < 10 tudi. Khéng sir dung do dd an toan va hi¢u lyc ¢ nhém bénh nhin nay chwa duge xac

dinh.

Ngudi suy gan va suy thin: O nhitng bénh nhan ha albumin mdu, nhu hdi chimg hu than, va ¢ nhimg

bénh nhan suy thin, phai giam liéu cta cac fibrat va phai gidm sat déu dan chirc nang than. Tham

tach mau khong 1031 dugc Fenofibrat va khéng dung Fenofibrat cho nhirng bénh nhin dang thim

tach. Khdng ¢6 nghién ciru duoc déng hoc nao duoc thuc hién trén nhitng bénh nhan suy gan.

Puong ding: Ubng

QUALIEU , S
Khéng c6 thude giai doc dac,hiép. Néu‘ nghi ngé qua lidu, can diéu tri triéu chitng va ap dung cac
bién phép trg sic thich hgp néu can. Tham tdch mau khéng loai trir duge Fenofibrat,
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REDLIP (Fenoftbrate Tablets 160mg)

TIEU CHUAN: Nha sén xuft B i
; . Amfb/
HAN DUNG: 24 thang. Khéng diing thuoc qud han cho phép

BAO QUAN: Bio quan & nhiét d6 dudi 30°C. Tranh 4nh séng va d6 am,
PE THUOC XA TAM TAY TRE EM

Tén va dia chi nha sin xuit

Inventia HealthCare Pvt. Ltd.

F1-F1/1, Additional Ambernath M.L.D.C.
Ambernath (East) 421 506, Dist Thane, India

Pai dién co’ s& san xuit
(Sign & stamp here)
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Chire danh: Pho chu tich — Ticp thi quoc té.

INVENTIA HEALTHCARE PVT. LTD. e
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