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Composition : Specification: In-house

Each capsule contains g

KEEP OUT OF REACH OF CRILDREN
Fenofibrate BR............ . 200mg READ THE LEAFLET CAREFULLY
Dosage & administration: As directed by the Physician. BEFORE USE

& side effacts:

Fiease see the leafle inside -
Starage condition: Stare in & cool and dry place below
30%C. Protedt from light and moisture.

Manufactured in Bangtadesh by
SQUARE PHARMACEUTICALS LTD.
Square Road. Salgana. Pabna. Bangiadesh
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Thénh phin : Tiéu chudn: Nhd san xudt T
M vign nang cirng cb chive: DE XA TAM VO CUA TRE EM
Fenofiorat BR. ... : 200mg DOC KV HUONG DAN SU DUNG TRUGC KHI DUNG.
Lidu lurgmg - chch ding: Theo chi diin cia thiy hube ’ |
Chi dinh, chéng chi dinh, than trong, the dyng ngoai |
¥ v céc thdng tin khic: = 5
Xin xem hwomg dn sir dyng bén trang hip Sdn xull tai Bangiadesh bdi |
Bao quan: Bdo quan nol kha mat, dwes 307C SQUARE PHARMACEUTICALS LTD.
Tranh 4nh sdng va dm. Square Road, Saigara, Fabna, Bangladesh
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Rx
Triglo 200 Capsule

Fencfibrate BP Capsules 200mg

Manufaclured by
SQUARE PHARMACEUTICALS LTD.
Soquate Road, Salgara, Pabna, Bangtadesh

Rx
Triglo 200 Capsule

Fenofibrate BP Capsules 200mg

Manufactured by
SQUARE PHARMACEUTICALS LTD.
‘Sguare Road, Saigaria Fsbna Banglagesh

Rx
Triglo 200 Capsule

Fenofibrate B8P Capsules 200mg

Manufaclured by
SQUARE PHARMACEUTICALS LTD.
Square Road Saigana. Patna, Bangiadesh.

Reg. No.  ; WIN-Se-
Balch No : #aes

Mig Date : dd/mmiyyyy
Exp.Date : dd/mmiyyyy
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Rx-Thuéc bin theo don

TRIGLO 200 CAPSULE
(Vién nang cirng fenofibrat 200 mg)

Chi st dung thuéc nay theo don.

Poc kj huéng dan sic dung triede khi ding.
Néu cn thém théng tin, xin hoi y kién bdc st
Khéng dung qua liéu da dwoc quy dinh
Théng bdo cho bdc st nhitng tdc dung khong mong mudn gap phai khi sir dung thudc.
Dé xa tam tay tré em.

Khong dimg thuéc qud han sic dung da in trén hp.

THANH PHAN:
MGoi vién nang cimg c6 chira:

Hoat chdt: Fenofibrat .. ..200 mg

Ta duoc: lactose, tinh bot tlen gelatm hoa, polysorbat 80, natri croscameflose, silic dioxid
keo, magnesi stearat, vo nang cirng gelatin c& so #2.

DUQC LUC HQC:

Fenofibrat, mot din chat cua acid fibric, 12 thubc ha lipid mau. Thude c6 thé lam giam ndng
d6 cholesterol trong méu tir 20 dén 25% va triglycerid tir 40 dén 50%. C6 su giam cholesterol
cua cac lipoprotein ty trong thip va rat thip (LDL, VLDL) la nhitng thanh phin giy xo vita
mach va tang cholesterol cua lipoprotein ty trong cao (HDL). Méi lién quan giira ting
cholesterol mau va vira xo dong mach da dugc xac 1ap va ca moi lién quan gitra vira xo dong
mach va nguy co mach vanh. Nong d HDL ha c6 lién quan dén nguy co mach vanh cao.
Nong do trlglycerld cao ciing ¢ lién quan dén tang nguy co tim mach. Mic du céc fibrat c6
thé 1am giam nguy co céc su ¢b bénh mach vanh & ngudi ¢6 HDL-cholesterol thap, hoac
triglycerid cao, nhung nén dung cac statin (cac chét rc ché HMG-CoA reductase) trudc tién.
Céc fibrat chi 1a thudc diéu trj hang diu véi nhitng ngudi bénh c6 ndng do triglycerid mau cao
hon 10 mmol/lit hodc ngudi khong dung nap duoc statin.

Fenofibrat ciing lam giam acid uric mau ¢ ngudi binh thuong va ngudi ting uric mau do lam
tang dao thai acid uric ra nudc tiéu.

DUQC DONG HQC:

Fenofibrat duoc hép thu ngay ¢ duong ti€u hoa khi ubng cung véi thirc an. Hap thu thude ¢6
thé bi giam khi chua an udng gi. Thudc nhanh chéng thuy phan thanh acid fenofibric la chat
c6 hoat tinh; chat nay dugc gan t6i 99% vao albumin huyet tuong va nong d6 dinh trong
huyét tuong xuit hién khoang 5 gio sau khi ubng thudc. O ngudi c6 chirc nang than binh
thuong, nira doi trong huyet tuong cua acid fenofibric vao khoang 20 gi® nhung thoi gian nay
tang lén rat nhiéu o nguorl méc bénh than va acid fenofibric tich luiy déng ké o ngudi bénh suy
than udng fenofibrat hang ngay. Acid fenofibric dao thai chu yéu theo nudc tiéu (70% trong
vong 24 gio), dudi dang lién hop glucuronic, _ngoai ra con ¢4 ¢ dudi dang khir cua acid
fenofibric va chat lién hop glucuronic ciia nd. Hau hét cac san phim duoc dao thai trong vong
6 ngay.

CHI PINH:

Fenofibrat dugc sir dung trong diéu tri ting lipid mau cua cac typ Il,, Iy, III, IV va V & bénh
nhan khong d4p tmg thoa dang véi ché do an.

LIEU LUQONG VA CACH DUNG:

Duy tri ché dg an kiéng trudc d6 khi phdi hop diéu tri bing fenofibrat. Pép tmg diéu tri nén
dugce theo ddi bang cach xac dinh gi tri lipid huyét thanh. Néng d lipid huyét thanh thuong
giam nhanh chéng sau khi dung vién nang fenofibrat 200 mg. nhung nén ngung thudc néu
khong dat dugc dap (ng day da trong vong 3 thang.

https://trungtamthuoc.com/



Liéu dung:

Neuoi lon:

Liéu khuyén cdo 1 1 vién nang fenofibrat 200 mg/ngay.

Nguoi gia:

O nhitmg bénh nhén Ién tudi khong suy than, ding liéu khuyén céo nhu lién cho nguoi I6n.
Suy thén:

Khong dung vién nang fenofibrat 200 mg cho bénh phén suy thidn. Tham khao ché phim
tenofibrat 67 mg.

Suy gan:

Khdng dung vién nang fenofibrat 200 mg cho bénh nhan suy gan do thiéy dir liéu vé an toan
va hiéu qué cua thube. // v //
iré em:

Su an toan va hiéu qua cia fenofibrat & tré em va thanh thiéu nién du6i 18 tudi chua duoc xéc
dinh. Khéng ¢6 dit lidu ¢6 sin. Do d6, khong duge khuyén khich s dung fenofibrat & cac dbi
tuong tré em dudi 18 tudi.

Cach ding: ]

Vién nang fenofibrat 200 mg nén duge nudt ca vién ciing véi nude udng va cling vai bita an
chinh.

CHONG CHIi PINH:

Qua mén véi fenofibrat hay bt cir thanh phédn nao cua ché pham; rdi loan chirc nang gan, bao
gbm xo gan (r mét tién phat va dai dang khéng rd nguyén nhan; réi loan chirc nang than ning;
tién s bénh ti mét.

C6 phan tmg di tmg anh sang khi diéu tri v&i cac fibrat hoic ketoprofen.

KHUYEN CAO VA THAN TRONG:

Ting aminotransferase huyét thanh (AST, ALT) vuot qué 3 14n mitc binh thudmg duoc théng
bao ¢ khodng 3% ngudi bénh dung fenofibrat. Viém gan hoat ddng man tinh va viém gan it
mat xdy ra sdm sau vai tudn hodc xay ra mudn sau vai nam ké tir khi bat diu ding fenofibrat;
xo gan két hop voi viém gan hoat déng man tinh ciing dugce thong bao & mét sb hiém trudng
hop. Phai theo ddi chire nang gan dinh ky (3 thang mét lén) trong 12 thang diu diéu tri.

Néu néng d6 aminotransferase huyét thanh vuot qua 3 lin muc binh thudong thi phai ngimg
diéu tri fenofibrat.

Fenofibrat, cling gibng nhu cac din chit acid fibric khac (nhu gemfibrozil) c6 thé lam tang
bai xuat cholesterol vao mat, din dén bénh so6i mat. Néu kiém tra tdi mét thiy c6 soi thi phai
ngumg fenofibrat.

Viém co, bénh co va/hodce tiéu co vin di duge thong bao & ngudi bénh dung fenofibrat hoidc
cac dan chét acid fibric khac. Tiéu co van va cdc bién chimg khéc ciing da duoc thong béo ¢
ngudi bénh dung fenofibrat cuing voi mét s6 thudc ha lipid méu khéc, thi du cdc statin (céc
chét trc ché HMG-CoA Reductase). Cac bénh nhan ding fenofibrat phai dugc hudng dan béao
cdo ngay khi thay dau co khong rd nguyén nhan, hodc nhay cam dau, yéu, dic biét néu kem
kho thd hodc sot. Phai theo déi dinh ky enzym creatin kinase (CK hodc CPK) & nhimg nguoi
bénh c6 nhing tic dung phu dé. Phai nglmg didu tri fenofibrat, néu CPK huyét thanh tang cao
10 1ét hodic nghi ngd hodc chuén doan I3 viém co hodc bénh co.

Mbt sb hiém trudng hop ban néng phai nhip vién va dung liéu phap corticosteroid, bao gbm
hoi chimg Stevens-Johnson va hoai tir biéu bi nhiém ddc di duogc thong bao khi dung
fenofibrat. May day va ban da cling da duoc thdng bao & khoang 1% nguoi bénh ding liéu
phap fenofibrat.

Da timg gap viém tuy & ngudi bénh didu tri bang fenofibrat hodc cac din chét acid fibric
khéc.

Giam nhe va vira hemoglobin, hematocrit va bach céu da gip & ngudi bénh dung fenofibrat,
Nhitng thong s6 nay thuong tré vé binh thuodng trong qua trinh diéu tri dai han. D3 gip mét sb
hiém trudmg hop giam tiéu ciu va mét bach cau hat trong cac dot kiém tra sau khi thudc d3

https://trungtamthuoc.com/



duoc ban ra thi truomg. Can phai dinh ky dém huyét cdu trong vong 12 thang dau dieu tri
fenofibrat.

Anh huéng cua fenofibrat 1én ty 1é mac bénh va ty 1é tir vong do tim mach hodc khong do tim
mach chua dugc xac dinh. Tuy nhién vi fenofibrat vé mat héa hoc, dugc ly va lam sang déu
gibng cac dan xuit acid fibric khac, mot s6 tac dung khong mong muén cua clofibrat (hién
khong con ban trén thi truong) va cua gemfibrozil, thi du tang ty 1¢ soi mét, viém tui mat can
phai md, bién chimg sau cét bo tii mat, ung thu, viém tuy, cat bo rudt thira, bénh ti mat va
tang tir vong toan b co the ciing xay ra nhu voi fenofibrat. Nhu vay, céc diéu théan trong lién
quan dén liéu phép fibrat can dugc theo dai. _‘

Tinh an toan va hiéu qua cua fenofibrat chua dugc xac dinh' o tré em dudi 18 tudi.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU: y
Thoi ky mang thai: /@ '
Khong nén dung trong thoi ky mang thai. Vi /
Thai ky cho con bu:

Khoéng co6 dir liéu. Tuy nhién, vi an toan khong nén dung fenofibrat cho nguoi cho con bu.
ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Thube c6 thé gy tac dung phu nhirc dau, vi vay can than trong khi 14i xe hodc vin hanh may
moc.

TUONG TAC THUOC:

Céc thudc rc ché HMG CoA reductase (vi du: pravastatin, simvastatin, fluvastatin) s& lam
tidng nguy co ton thuong co (nhur ting creatin kinase, myoglobin niéu, tiéu co van).
Cyclosporin: lam tang nguy co dc tinh than do cyclosporin.

Céc thube chéng dong udng: lam ting tac dung chéng dong va nguy co chdy méu (do tuong
tac ddy nhau ra khoi protein huyét tuong). Pidu chinh liéu thudc ubng chéng dong trong sudt
thoi gian dleu tri fenofibrat va 8 ngay sau khi ngirng fenofibrat.

Cac nhya gan acid mat (colestipol, cholestyramin, colesevelam): do tinh hap thu manh, nén
1am giam hap thu mét s thuée khi dung cung dudng udng. Do d6 nén dung fenofibrat it nhét
trudc 1 gior hodc sau 4-6 gior sau khi dung céc thude nay.

TAC DUNG KHONG MONG MUON:

Thuong gdap, ADR >1/100

Tiéu héa: dau bung (5%), tdo bon (2%), budn nén (2%).

Gan: Tang transaminase (lién quan dén liéu) (>10%).

Co: Dau lung (3%), tang CPK (3%)

Thén kinh trung wong: nhirc dau (3%)

H6 hép: bénh hé hap (6%), viem mii (2%)

Hiém gap, ADR < 1/1000

Gan: So6i duomg mat.

Sinh duc: Mét duc tinh va liét duong, giam tinh trung.

Mau: Giam bach ciu.

Kinh nghiém sau luu hanh:

Di umg nang: hdi chimg Stevens-Johnson va Lyell (hoai tir biéu bi nhiém doc)

Gan: viém tuy

Mau: giam bach cdu, tiéu cdu, hemoglobin, hematocrit.

Huwéng dan cach xir tri ADR

Tam ngimg dung thudc

QUA LIEU VA BIEN PHAP XU LY:

Khéng c6 trudong hop qua lidu da duoc béo cdo. Khong c6 thube giai doc dac dugc biét dén.
Neu nghi ng&r qua liéu, diéu tri triéu chimg va 1ap nén céc bién phap hd trg thich hop theo yéu
cau.

Tham tach mau khong ¢ tac dung loai bo thude khoi co thé, gy ndn hodc ria da day.

DANG BAO CHE VA QUI CACH PONG GOI:

Hop chira 3 vi x 10 vién nang cing.

https://trungtamthuoc.com/
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TIEU CHUAN CHAT LUQNG:

Tiéu chudn nha san xuét.

BAO QUAN:

Béo quan noi khd maét, duéi 30°C. Tranh anh sang va am.

HAN DUNG:

24 thang ké tir ngay san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han dimg (Exp. date): xin xem frén
nhan hép va vi.

Séan xuét tai Bangladesh boi:
SQUARE PHARMACEUTICALS LTD.

Square Road, Salgaria, Pabna, Bangladesh. /
Ngay xem xét lai ndi dung huong dan sur dung: 17/06/2016
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