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HAFENTHYL Supra 160 mg

H6p 03 vi x 10 vién nén bao phim

BO Y TE Kich
CUC QUAN LY DUGC
DA PHE DUYET

Lin dau:.9%)...5...). 2M4E..

60.00 mm

Co

Hop 03 vi x 10 vién nén bao phim

Fenofibrat (vi hat) 160 mg

thudc: 90 x 60 x 30 mm

90.00 mm »-<a 30.00 mm »

RX Thudc ban theo don

L e 160 mg

Thanh phén

Tiéu chuén co sé.
SBK - Reg. No.:

-2 30.00 mm » =

Fenofibrat (vihat) .........c.ccc...ce
7L [T AReR—

Chi dinh, Chéng chi dinh, Liéu lugng, Cach

............. 160mg dung, Tuong tdc, Tac dung khéng mong
........... vd1vién muén, Than trong va cac théng tin khac:

Xin doc huéng dan sif dyng.

B&o quan ndi khd, dudi 30°C. Tranh énh sang. PE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC
KHIDUNG!

CONG TY TNHH HASAN - DERMAPHARM
Pudng s6 2, KCN Déng An, Binh Duong, Viét Nam
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Fenofibrate (micronised) 160 mg

03 blisters x 10 film-coated tablets

Rx Prescription only

Composition

Protect from light.
Manufacturer's specification.

(HASAN)

Fenofibrate (micronised) .... 160 mg
Excipients .................... q.s.1tablet Precautions and other information: Read carefully the

Store in adry place, below 30°C.

Indications, Contraindications, Dosage and

enclosed leaflet.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS BEFORE USE!

HASAN - DERMAPHARM CO., LTD
Road No. 2, Dong An Industrial Park, Binh Duong, Vietham
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) 90.00 mm

RX Thuéc ban theo don

Fenofibrat (vi hat) 160 mg

-

Hop 05 vi x 10 vién nén bao phim

HAFENTHYL Supra  SEsRule

Thanh phén
Fenofibrat (vi hat)
TAAUGC vivimvvvosummumanni

B&o quén nai khé, dudi 30°C.
Tranh anh sang.

Tiéu chudn co sé.

SBK - Reg. No.:

CONG TY

Hop 05 vi x 10 vién nén bao phim

Chi djnh, Chéng chi dinh, Liéu lugng,
Céch dung, Tuong tac, Tac dung khong
mong mudn, Than trong va céc théng
tin khéac: Xin doc huéng dan st dung.

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC
KHIDUNG!

TNHH HASAN - DERMAPHARM

Budng s6 2, KCN Béng An, Binh Duong, Viét Nam

Rx Prescription only

HAFENTHYL Supra |

Fenofibrate (micronised) 160 mg

-

05 blisters x 10 film-coated tablets

HAFENTHYL Supra  ALORite

05 blisters x 10 film-coated tablets

Composition
Fenofibrate (micronised) ........ 160 mg
Exciplonts........cicwswssaseiss q.s. 1tablet

Store in a dry place, below 30°C.
Protect from light.
Manufacturer's specification.

—————>~ Road No. 2, Dong

Indications, Contraindications,
Dosage and Administration,
Interactions, Undesirable effects,
Precautions and other information:
Read carefully the enclosed leaflet.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS
BEFORE USE!

- DERMAPHARM CO,, LTD
An Industrial Park, Binh Duong, Vietnam

Fenofibrat (vi hat) 160 mg

L Supra 160 mg
Hop 05 vi x 10 vién nén bao phim
Kich thudc: 90 x 60 x 50 mm

> <

50.00 mm >

- Mfg. Date:
Exp. Date

S6 16 SX - Batch No.:
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HAFENTHYL Supra 160
Vi 10 vién nén bao phim
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H-.c:m tin thudc danh cho bénh nhén

HAFENTHYL Supra 160 mg

A.-E@n -w% chidung theo dom ctia bicsi.

Dé xa tim tay tré em.

Poc ky hwéng din sir dung trwdre khi dung.

Théng _.me ngay cho béc si hodc n.._da si nhimg tic dung khéng
mong mubn gap phai khi sir dung thude.

THANH -v=>2. HAM LUQNG CUATHUOC

Durgc chit: Fenofibrat (vi hat) 160 mg.

T4 dwge: Lactose monohydrat, cellulose vi tinh thé 101, n_,o%cSnoF
natri lauryl sulfat, povidon K30, silic dioxyd keo khan, magnesi stearat,
HPMC 615, HPMC 606, PEG 6000, tween 80, titan dioxyd, talc.

MO TA SAN PHAM

Vién nén hinh oval, bao phim mau tréing, hai mit 16i, canh va thanh vién
lanh lan.

QUYCACHDONG GOI

Hop 03 vi x 10 vién nén bao phim. Vi gBZ PVC trong.
Hop 05 vi x 10 vién nén bao phim. Vi §>_ PVC trong.
Hop 10 vi x 10 vién nén bao phim. Vi bdm Al -PVC trong.

THUOC DUNG CHO BENH Gi

I»mn::.w_ Supra 160 mg thugc nhém thudc fibrat dugc ding dé giam
ndng d chat béo (lipid) trong méu, vi dynhu Hm_won:a

Hafenthyl Supra 160 mg dugc ding vro_ hop véi ché do anit chitbéova
céc bign phap diéu tri E.c:m ding thudc khac nhu tép thé duc va giam
céin, dé giam lugng n_-w:woon.o:m:&:

Hafenthyl w:ﬁ..m 160 mg c6 thé phéi hop véi céc thube khac (céc statin)
trong mét vai trudng rov khi don tri lidu véi statin khong thé kiém soat
nong d6 chit béo trong mau.

Hafenthyl Supra 160 mg ciing c6 thé lam ting HDL (cholesterol
lipoprotein ti trong cao), mét loai cholesterol “tot” trong co thé.

Cin duy tri ché d an it chat béo trong qua trinh diéu tri vi Hafenthyl
Supra 160 mg.

NENDUNG a:con NAYNHU THENAO

Dung thudc theo ding _E.Q:m din cia béc s hogc dugc si. _A_n:_ tra lai
v6i béc si hodc duot sineu ban khong chic chéin vé cach ._E._m thudc. Bac
si s& xéc dinh liéu lugng thich hop cho ban, E% thuge vao tinh trang
co__F li¢u phap dagg diéutri va nguy co canhan ciaban.

Liéuding

2%:.& I6m: Liéu EE««: céolalvién Inm@:&ﬁ Supra 160 mg mdi ngay,
uong trong lic an. Néu ban da ubng vién nang fenofibrat 200 mg, ban cé
En o____v&: sang vién nén bao phim Hafenthyl Supra 160 mg ma khong
cén diéu chinh liéu.

Tré em va thanh thiéu nién: _C.Q_w E:Qo__ cdo sir dung Hafenthyl Supra
160 mg cho tré em va thanh .r_o: nién dudi 18 tudi.

m«i. i.n: c6bénhlyve %5: Néuban Bwo bénhly vé thén, bac sicd Eo
_6 liéu thip hon liéu khuyén cdo. Hoi y kién béc s hoac dugc si vé vén dé

Omar ._ ung

Co-.m nEoo cling véi thirc &n — thudc s& khong c6 hiéu qua t6t néu da day
cuaban ~o=m

Nudtnguyén vién 5:8 cung véi mét ly nudc.

Khéng dwgc =m_=n= nat hodc nhai vién thudc.

E.onm dugc tr < ngung thube E: E.o:m coy r.n_.. cua béc si hogc khi
thuéc lam ban cam thay chwa t6t vi ndng d6 bét thuong cia chit béo
Ro:w:.w:oga:dnen:n.. lau dai.

Cién ubng thubc kéthgp vai ché d an it chatbéo va luyén tap thé duc.

KHINAO KHONG NEN DUNG THUOCNAY

Banbidiu mg véi fenofibrat, hoac cw:Q thanh _u__n: nao cua thube.

Ban dang uong cic thudc khac (nhur céc fibrat khac hoic thude chéng
viémgoi la _ﬁov_,o»,a:v

Ban bj phan img dj img hodc ton thuong da duéi anh sang mit trdi hodc
anh sang cyctim (UV).

Ban c6 cac bénh ly nghiém trong vé gan, than hogc tii mét.

Ban bj viém tuy (mét tinh trang viém tuyén tuy gy dau bung) nguyén
nhan khéng phai do lugng chét béo trong mau cao.

TACDUNG KHONG MONG MUON

O.o:m:::ﬂﬁ?:oor_&n Hafenthyl Supra _gamgﬁngaiﬁwoﬁn

acbm khong mong muon, méic du khong phai bénh nhan :uo ciing gp phai.
Néu ban gdp phai biit kp tdc dung khong mong mubn nghiém trong
ndo sau ddy, ngung dung Hafenthyl Supra 160 mg va lién hé véi bdc st

ngay lip tiec, ban c6 thé cin diéu triy @ ;E. cép:

- Phan img di img —céc dau hiéu c6 thé bao gdm sung mit, méi, ludi hodc
cbhong, c6 thé gay kho tho.

- Chudt riat hodc dau co, mém co hodc v&: co —day co thé 1a cac dau hiéu
ciia viém co hogc hity hogi ca, c6 thé gdy ton thwong thin hogc tham chi
tirvong,

- Paubung-— Qu% 6 thé 12 ddu higu cia viém tuy.

- Dau ngyc va cam giac kho tho — ddy co thé 1a cac déu hiéu c6 cuc méau
déng trong phdi (nghén mach phéi).

- Dau, d6 hodc sung hai chan - ddy c6 thé 1a cac dAu hiéu c6 cuc méau dong
trong chan 956. E_o_ tinh mach séu).

- <w=m dava <w=m mit (bénh vang da), hodc ting enzym gan — diy c6 thé
lacac ddu hiéu ciia viém gan.

Cictdcdung khong mong muén khdc bao gom:

- Thuong gap (c6 thé anh hwong 16i it hon 1 — 10 ngudi trong 100 nguweoi):
Tiéu n__mvn dau bung; dy hoi; budn nén; nén; ting ndng do enzym gan
trong méu — thé hién trong cac xét nghi¢m; ting homocystein (c6 qua
nhiéu acid amin trong méu lién quan dén nguy co cao méc bénh mach
vanh, dt quy va bénh mach mau ngoai bién).

- It 8dp (6 thé anh huong t6i : hon 1— 10 nguoi trong 1000 :w:S\ Pau
dau; s6i mét; giam ham mudn tinh dyc; phét ban, :m:w hogc mang do
trén da; &:m creatinin (san sinh bdi nzjv — thé hién trong cic xét
nghiém; viém tyy (mét tinh trang viém 2«6: tuy gay dau bung); _..m:m:
mach _Evﬁ khoi: :mrm: mach phdi (cuc mau dong trong phéi gy dau
nguc va kho thé), huyét khéi tinh mach sau (cuc mau dong trong chin
géy dau, d6 hodic sung); dau co, viém co, chudt rit va yéuco.

- Hiémgap (c6 thé anh huwomg t6i it hon 1 — \ 0 ngudi trong 10.000 ngudi):
Rung toc; &_..w ure AwME sinh bai than) — thé hién trong cac xét =m_=o=..
tang nhay cam vé&i anh sang mat troi va anh m»bm nhén tao; giam
__aBom_ocE Ao__n_ mang oxy I trong mau) va bach cau - thé hién trong
cac xét =m~=o=~ viém gan v6i céc trigu chimg c6 thé 1a bénh vang danhe
(vang davavang B»c daubung vangira; phan (mg di img.

- Khong ro tan suat (tan suat khong wdc tinh dwgc tie dir liéu sdn cé): Mot
dang phat ban da nghiém trong keém img do, tréc vay, sung, nhin nhu bi
bong =u=m. cac bénh ly vé phéi kéo dai; tiéu co 95 hoai co); cac bien
o.::.w cuasoi -E: bénh <s=m da; chong mit; kiét sirc.

- Zo: ban cam thiy kho thd bat thudmg, thong bao cho béc si ngay lap tirc.

- Néuban gap phai bét _Q tac dung khong mong mudn nao ké ca nhimg tac
dung khong mong mudn khéng dugce liét ké & myc nay, hay thong bao
chobécsi, dugc sihodcy ta.

NEN TRANH DUNG NHUNG ,—.ﬂcoﬁ HOAC THYC PHAM Gi

KHIDANG SU DUNG’ THUOCNAY
Théng béo cho béc si hoac dugc si nhimg thudc ban dang hoéc vira sir
dung gan diy, bao gom thudc  khong ké don va thudc tir dugc ligu, vi
I&.o::.w. mcma_ 160 mg c6 thé anh huéng dén tac dung cia thudc khac
vanguoc lai néu sir dung dong thoi, déc biét 1a cac thude sau:

- Thudc orc:m ddng 1am lodng mau clia ban ?_E warfarin).

- Cac thudc khac ding dé kiém so4t ndng d6 chét béo trong méu (nhu cac
statin hogc céc fibrat), vi ding mét statin hodc mét fibrat khac n_Em véi
Hafenthyl Supra 160 mg c6 thé lam tang nguy coméc céc bénh Iy vé co.

- M¢ét nhém thube dic biét dung dé diédu tr dai thao duong (nhuw
rosiglitazon va pioglitazon).

- Cyclosporin E.:oo irc ché mién dich).

- Ubng nEon nE._m v6i thirc an 1a mét diéu quan trong vi thudc s khéng co
hiéu qué totnéu da day ciiaban rong.

CAN ;g GIKHI ZO,—, LAN OCHZ UCZO .—.—.—COO
- Néuban m:o: mét _wn diing thudc, udng liéu ké tiép cling véi bixa in tiép.

- Saudé uong __n__ :3 theonhu thudmg 1€. /l

- Khéng ubng liéu gép ddi dé bu cho liéu da quén.
=

0>2w>0 Oc>2 .—.:COOZ><Z——::—.EH2>O

- Bao n:E. thudc & noikhé, dudi 30°C, tranh dnh sang.

- E.o:m Sir n::m thudc sau khi hét han sir dung dwgc ghi trén hop thube
hay vi thuéc.

- Khong nén virt bo thudc vao nudc thai hay rac sinh hoat. Hoi y kién duge
sicach b thube khong sir dung nira. Nhimg bién phap nay sé& gitp bio vé
moi trudomg.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA
LIEU
Chi c6 nhimg Baam hop qua liéu fenofibrat riéng 1¢ dugc ghi nhén.
Trong v_::. 16n cac truomg hop, khdng cé cac tri¢u chimg qua liéu duge
bao céo.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN
CAO

_ﬁ.o:m ding thudc qua liéu khuyén céo. Trong nﬁqsm hop sir dung qua
liéu, can thong bao ngay cho béc siva dén bénh vién gan nhét. Nén mang
theo bao bi _..mom_ clia thudc dé bac si xéc dinh dugc ban da sir dung qua
liéu thudc nao.

NHUNG PIEU CAN THAN TRQNG KHI DUNG THUOCNAY

4

4
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Théong bio cho cnn si, duge si hodc y ta trwrde khi dung Hafenthyl
Supra 160 mg néu:

Banméc batky bénh 1y gi végan hogcthén.

Ban bi viém gan — cdc dau hi¢u bao gom vang da va vang mit (bénh vang
da), ting cac enzym gan (théhién trong cac xét nghiém mau).

Ban bj suy tuyén giap (nhugc g iap).

Ban bj dai théo dudng typ 2 va chua duge kiém soat tét.

Banmic cacbénhly véi mot 56 protein trong mau.

Ban ¢ vén an Ve rugu.

Ban dang uéng cac n:.oo khac.

Banhoéc giadinh ban méic cacbénh Iy vé co.

Ban qg 70 tudi.

(Mot sé co:r 1y ké trén c6 thé din dén =o=m d5 lipid trong mau cia ban
ting cao va S: a:oo chiratri trwde khi bt dau diéu tri <9 fenofibrat).
Bac si 6 thé yéu cau xét =m_=o=_ .EE hodc nudc tiéu nhim kiém tra
Hafenthyl Supra 160 mg c6 hiéu qua tét hay khéng va than, co, gan ciia
ban c6 hoat dong binh thuong hay khéng.

Cac anh hudng 1én co:

ZmE.m dung Hafenthyl Supra 160 mg va lién h¢ véi bac si ngay 1ap tirc
néu ban bi: chudt rit khong rd nguyén nhin hogc dau co, mém co hodc
yéuco E: aE_m :R.Q_n.%_ m:v_.n 160 mg.

Vi :Eon nay co thé m»% racécbénhly vé co, co thé nghiém trong.

,_.5\ En.: gép nhung cé thé bao gdm ca viém co va hiy hoai co. Diu nay
cothé gay ton thwong thin hoc tham chi tirvong.

Ww,o sico thé lam xét nghiém méu dékiém traco cia ban trudc va sau khi
dicutri.

Nguy co bi hity hoai co (tiéu co) cao hon & mét s6 bénh nhan. Thong bao
véibacsinéu:

Ban n.n-. 70 tudi.

Ban B&o cacbénhly <o n_.&:

Ban méc cac bénh _< vé Ewn: giap.

Banhogcho hang gan c6 cac bénhly vécodi truyén trong gia dinh.
Banuong :.—:o: ruQu.

Ban dang udng cic n:.oo goi 1a statin dé giam cholesterol (nhur
simvastatin, ator in, rosuvastatin hogc fluvastatin).

Ban da timg gap cac co:: _< vé co trong khi diéu trj véi cic statin hodic
céc fibrat (nhu fenofibrat, bezafibrat hogc gemfibrozil).

Hafenthyl Supra 160 mg c6 chira duong lactose. Néu ban timg dwgc
chén doan khéng dung nap hogc tiéu héa mot 56 loai dudmg, théng bao
véi béc si trude khi diing thude.

Phy nir mang thai: _h_.o_..m dugc ubng Hafenthyl Supra 160 mg va
thong béo cho béc si néu ban dang mang thai, nghi ring minh dang mang
thai hogc c6y dinh mang thai.

Phuy nir cho con ba: _c_o:m dugcubng Hafenthyl Supra 160 mg néu ban
dang cho con bit hoéic 8 y @:r choconbu.

Anh hwéng cia .—.:en doi véi cong vige: Iw».ﬁ_:a\_ m:va 160 mg
khéng anh hudng dén kha nang 14i xe hodic van hanh may méc.

KHINAO CAN THAM VAN BAC mm DUQGC si

Trude khi ding bét ky mt loai thube nao, ban nén hoi y kién béac st hay
dugcsi.

Ban gdp phai nhimg vén dé vé sirc khoe can thin trong dugce néu & muc
:ZICZO DPIEU CANTHAN ._.WOZO KHI DUNG THUOC NAY”
Néu cin thém théng tin xin héi § kién béc st T hodc dwge si.

HANDUNG
36 théng (ké tir ngay san xuét).
NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGNG
DANSUDUNG THUOC
~ =
~—
CONG TY TNHH HASAN - DERMAPHARM

Puong s6 2, KCN Ddng An, Binh Duong, <_Q Nam




