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MAU HOP 3 Vi x 10 VIEN NANG CUNG
USARBRAT 200

Fenofibrate 200mg

30 capsules
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Box of 3 blisters x 10 capsules
Oral route
30 Ce® PP.Pharco
capsules L
. COMPOSITION: Each capsule contains: STORAGE: Store in a cool and dry place,
FEnofibrate ..............oooccoorcereenen 200mg protect from light, below 30°C
Excipients ...... g5 ...................... One capsule o e

CHILDREN
READ PACKAGE WSEAT CAREFULLY BEFORE USE
INDICATIONS, ADMINISTRATION, ORAL ROUTE

CONTRAINDICATIONS AND OTHER
PHONG PHU PHARMACEUTICAL JSC
INFORMATION: READ THE PACKAGE INSERT. SRR e FleI R L
Bleck 12, Road 8, Tan Tao IP, Binh Tan District, HOMC
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USaRBRAT 200

Fenofibrate 200mg
Hop 3 vi x 10 vién nang cing
Diing dudng ubng

yoea BN

‘X8 AedN
XS 01 98

fiﬁ PP.Pharco

cONG THUC: MBi vién nang cing chia: BAO QUAN: Noi kho thodng, trdnh 4nh sang,
FenOAbIatS .............................. 200mg  nhidt 63 dudi 30°C.
T O V0 . 1 B - ———

cHi BINH, CACH DUNG, CHONG CHi BINH T S T SR TN o S

:}:‘ ;j DUNG m"&"',&%”ﬁ“ﬁ;“ i CONG Tv ¢ PHAN DUGC PHAM PHONG PRU

u;# CHI HHANH NHA MAY USARICHPHARM
TIEU cHUKN: TCCS  SBK: 18 12. Dutog 55 8, KCN T2 Tao, Q. B Taa, TP, HCM
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MAUHOP 5 VI x 10 VIEN NANG CUNG

USARBRAT 200
] i FHAR
medicine ‘ == o
2 * 0
4 WHO
o O
USARBRAT 200 2t
S &
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. COMPOSITION: Each capsule contains: STORAGE: Store in a cool and dry place,
FENOMDIME ... 200G protect from light, below 30°C
Excipients ...... .8 .o one capsule =
INDICATIONS, ADMINISTRATION, S e S R———
,mmﬁ‘m%imﬁ INSErT.  PHONG PHU PHARMAGEUTICAL JSC
A m USARICHPHARM FACTORY BRANCH
MM: Manufacturer’s ok 12, Road 8, Tan Tao IP, Rind Tan District, HCMC
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Fenofibrate 200mg
HOp 5 vi x 10 vién nang cifng
Diing duiing udng

‘0H
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X8 0108

% PP.Pharco

CONG THOC: M3i vign nang cing chia: BAO QUAN: Nai kho thodng, trinh 4nh sing,
Fenofibrate ..............c.coooneeererenean. 200mQ nhiét dd dudi 30°C.

TAOWEVE oo 1 VIR T T

cHl BINH, CACH DUNE, CHONG CcHI BINH B0C K Hudng AN wm KHI DUNG.
VA CAC THONG TIN KHAC: DOC TU HUONG

cONG TY c6 PHAN DUGC PHAM PHONG PHU
Ol &0 DUNG THUK: $EM THED. CHI NHANH NHA MAY USARICHPHARM
TIEU cHUKN: TCCS  SBK: L8 12, Duting 58, KON Tin Tga, Q. Beh Tha, TP. HOM

Thai Nha Ngbn


admin
Rectangle

admin
Rectangle


https: 06 BMAK 15 PEAM PHONG PHU CONG HOA XA HOI CHU NGHIA VIET NAM
Boc lap - Ty do - Hanh phic

MAU HOP 10 Vi x 10 VIEN NANG CUNG
USARBRAT 200

=
US3RBRAT 200

Fenofibrate 200mg
Box of 10 blisters x 10 capsules
Oral route

100 capsules
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100 C&® PPPharco

capsules

coumsmemmsuam STORAGE: Store in a cool and dry place,
Fenofibrate .. eevrrreeeeeneeneee 200MQ protect from light, below 30°C

Excipients ..... q.s.f % - ONE capsule KEEP OUT OF REAGH OF CHILDREN
READ PACKAGE INSERT CAREFULLY BEFORE USE
DRAL ROUTE

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER

% PHONG PHU PHARMAGEUTICAL JSC
INFORMATION: READ THE PACKAGE INSERT. USARICHPHARM FACTORY BRANCH

{Biock 12, Road &, Tan Taa IP, Binh Tan District, HCMC
SPECIFICATIONS: Manutacturer’s e
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| USBRBRAT 200

Fenofibrate 200mg
Hop 10 vi x 10 vién nang cifng
Diing dudng ufng

|

‘QH
X8 AebN
XS 01 98

r:j# PP.Pharco
CONG THUC: M3i vién nang cing chia: BAD QUAN: Noi kho thodng, tranh 4nh sdng,
Fenofibrate ..... nhiét 69 dudi 30°C.
Té duge vd of X Tt TAY TRE EM.

80c k¥ Hudwa pAN SU DUNG TRUDC KHI DONG.
DUNG DUNG UONG

VA CAC THONG TIN NE‘ BOC TU HUONG

cONG T cf PHAN PHAM 0
e W A L
TIEU cHukN: TCCS  SBK: 18 12, Dt 35 8, KCM T Tao, Q. Bk Thn, TP, HEM
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MAU Vi x 10 VIEN NANG CUNG
USARBRAT 200
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HUONG DAN SU DUNG THUOC

THUOC NAY CHI DUNG THEO PON THUOC

USARBRAT 200
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC SI HOAC DUQOC SI
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC

1. Thanh phin cong thire thude:
Thanh phén dwoc chit: Fenofibrate 200 mg
Thanh phin td dwgc: Lactose (Flowlac 100), Sepitrap 80, Magnesium stearate, Colloidal silicon
dioxide (Aerosil), Nang rdng s 1 (Cam-cam).
2. Dang bao ché: Vién nang cimg mau cam — cam, bén trong chira bdt thudc mau tring.

. 3. Chidinh:
Diéu tri tang lipid méu cua cac typ Il,, IIy, III, IV va V & bénh nhén khong dap ting thoa dang vai
ché do an.
4. Cich dung, lidu dung:
Cich diing: Piéu tri fenofibrate, phai phdi hop véi ché do an han ché lipid. Thuong phai ung
cling v6i thitc an dé cai thién sinh kha dung, mac du diéu nay khong nhit thiét vai moi dang bao
ché. Thude dugc cung cip dudi mot loat dang bao ché khac nhau véi sinh kha dung khéc nhau.
Vi vdy liéu lugng 12 riéng biét cho timg ché phdm.

Liéu diing:

Nguoi [om: Lidu mbi ngay 200 mg, mot 1an mdi ngay.

Tré em: Kinh nghiém ding fenofibrate & tré em con han ché va chi duoc ding theo huéng din

cta thiy thudc chuyén khoa. Chi nén ding fenofibrate cho tré em khi cac statin hodc thudc gén

két acid mat khong phi hop. Liéu dung 1a 100 mg cho 20 kg can ning mdi ngay cho tré em tir 4-
. 15 tudi. Tré em 15-18 tudi c6 thé ding theo lidu ngudi 16m.

O mot sb nude cho phép ding cho tré tir 10 tudi tré 1én véi lidu udng 1a 5 mg cho 1 kg can nang.

Nguoi suy than: Fenofibrate khong dugc khuyén cdo ding cho ngudi suy than ning.

Lactose (Flowlac 100): D6i v6i nhimg bénh nhan khong dung nap véi mot sb loai duong, nén

théng bdo cho bac sy trudc khi sir dung. Bénh nhén c6 céc van dé di truyén hiém gip khong

dung nap galactose, thiéu lactase lapp hozic kém hép thu glucose galactose khong nén dung thudce

nay. Thube chira 95,5 mg lactose (47,75 mg glucose va 47,75 mg galatose) mdi lidu. Piéu nay

nén dugce luu y cho bénh nhan dai thao dudng.

Khuyén cdo néu quén uéng mot liéu thuée: Ubng ngay 1 liéu khi ban nhé ra minh da quén ubng

thudc. Nhung néu thdi gian nhé ra gén lidu ké tiép thi bo liéu da quén va udng nhu theo thoi gian

quy dinh. Khéng dugc ubng gp ddi liéu trong trudng hop quén ding thude.

5. Chéng chi dinh:

Qué mAn véi fenofibrate hay voi bat ky thanh phan khac cta thudc, rbi loan chirc ning gan, bao

gdm xo gan r mét tién phét va dai dang khong rd nguyén nhan, rbi loan chirc ning than ning;

tién str bénh tui mat.

Co6 phan tng di ing énh sang khi diéu trj vdi cac fibrat hodc ketoprofen.
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6. Canh bdo va thin trong khi ding thudc:

Tang aminotransferase huyét thanh (AST, ALT) vuot qué 3 lan mire binh thuong duge thong bao
& khoang 3% nguorl bénh dung fenofibrate. Viém gan hoat dong man tinh va viém gan @ mat xay
ra sém sau vai tudn hodc xdy ra mudn sau vai nim k& tr khi bét ddu dung fenofibrate; xo gan két
hop véi viém gan hoat dong man tinh ciing duoc théng béo & mot sé hiém trudng hop. Phai theo
d6i chic nang gan dinh ky (3 thdng mdt 1an) trong 12 thang dau diéu tri. Néu ndng do
aminotransferase huyét thanh vuot qua 3 1an mirc binh thudng thi ngimg diéu tri fenofibrate.
Fenofibrate, ciing nhu céc dan chét acid fibric khac (nhu gemfibrozil) c6 thé lam tang bai xudt
cholesterol vao mat, din dén bénh s6i mat.

Néu kiém tra tai mét thdy c6 soi thi phai ngimg fenofibrate.

Viém co, bénh co va/hodc tiéu co van dd dugce thong bdo & ngudi bénh dung fenofibrate hodc
céc dan chat acid fibric khac. Tiéu co van va cac bién chimg khac ciing d4 duoc thong bao &
ngudi bénh ding fenofibrate cling véi mét sé thude ha lipid mau khac, thi du céc statin (cac chit
trc ché HMG-CoA Reductase). Céc bénh nhén dung fenofibrate phai dugc huéng dan bao cao
ngay khi thiy dau co khong rd nguyén nhan, hoic nhay cam dau, yéu, dic biét néu kém kho &
hodc sot. Phai theo ddi dinh ky enzym creatin kinase (CK ho#dc CPK) & nhiing ngudi bénh ¢
nhing tdc dung d6. Phai ngimg diéu tri fenofibrate, néu CPK huyét thanh ting cao rd rét hodc
nghi ngd hodc chuin doan 1a viém co hoic bénh co.

Mbt sb hiém truong hop ban da ning phai nhép vién va ding lidu phap corticosteroid, bao gdm
hoi chimg Stevens — Jonhson va hoai tir biéu bi nhiém doc da dwoc thong bao khi ding
fenofibrate. May day va ban da ciling dugc thong bdo & khoang 1% nguoi bénh dung liéu phap
fenofibrate.

D3 timg giip viém tuy & ngudi bénh diéu tri bang fenofibrate hodc cac dan chit acid fibric khac.
Giam nhe va vira hemoglobin, hematocrit va bach cédu d gip & ngudi bénh ding fenofibrate.
Nhimng thong s6 nay thuong trd vé binh thudng trong qué trinh diéu tri dai han. D4 gdp mdt so
hiém trudng hop giam tiéu ciu va mit bach cdu hat trong céc dot kiém tra sau khi thudc da dugc
bén ra thi trudng. Céan phai dinh ky dém huyét cau trong 12 thang dau diéu tri fenofibrate.

Anh hudng cia fenofibrate dén ty 16 méc bénh va ty 1 tir vong do tim mach ho#c khéng do tim
mach chua duoc xac dinh. Tuy nhién vi fenofibrate vé mét hoa hoc, dugc ly va lam sang déu
gidng céc dan xuét acid fibric khdc, mét sé tdc dung khong mong muén cua clofibrat (hién
khong con ban trén thi truong) va cua gemfibrozil, thi dy tang ty 1€ séi mat, viém tii mét can
phai mé, bién chimg sau cat bo tii mat, ung thu, viém tuy, cit bo rudt thira, bénh tii méat, va ting
tr vong toan bd cb thé xay ra véi fenofibrate. Nhu vdy, cac diéu than trong lién quan dén liéu
phép fibrat cin duoc theo dai.

Tinh an toan va hiéu qua cua fenofibrate chua dugce xéc dinh & tré em dudi 18 tudi.

Lactose (Flowlac 100): Pbi voi nhimng bénh nhan khéng dung nap véi mét sb loai dudng, nén
thong béo cho béc si trude khi st dung san pham nay. Can thdn trong véi nhitng bénh nhén co
vén d& di truyén din dén khong dung nap hoic kém hép thu duong. Can than trong véi nhitng
bénh nhéan dai thao dudng.

7. Sir dung thudc cho phu nit ¢6 thai va cho con bi:

Sir dung thuéc cho phu nit ¢6 thai: Khong nén ding trong thoi ky mang thai.

Sir dung thudc cho phu nit cho con bii: Khong c6 dit liéu. Tuy nhién, vi an toan khong nén ding
fenofibrate cho ngudi cho con bu.

8. Anh hwong ciia thudc 1én kha niing 14i xe, vin hanh may méc:

Chua c6 bing chtng vé anh hudng cia thude 1én kha nang 14i xe, van hanh méy méc.
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9. Tuwong tac, twong ky ciia thube:
Céac thudc tc ché HMG-COA reductase (statin) (vi du pravastatin, simvastatin, fluvastatin,...): S&
lam ting nguy co ton thuong co (nhu tang creatin kinase, myoglobin niéu, tiéu co vén).
Cyclosporin: Lam ting nguy co ddc tinh than do cyclosporin.
C:':’tc thubc chéng d6ng udng: Lam ting tac dung chong déng va nguy co chay mau (do twong tac
day I‘]h?,u ra khoi protein huyét twong). Piéu chinh lidu cta thuc chéng dong udng trong thoi
gian diéu tri fenofibrate va 8 ngay sau khi ngtig fenofibrate.
10. T#c dung khéng mong mudn ciia thudc:
Thuong gap, ADR > 1/100
Tiéu hoa: Pau bung (5%), tdo bon (2%), budn nén (2%).
Gan: Tang aminotransferase (lién quan dén liéu) (> 10%).
Co xuong: Pau lung (3%), ting CPK (3%).
TKTW: Nhirc ddu (3%).
H6 hép: Bénh hd hip (6%), viém miii (2%).
O Hiém gdp, ADR < 1/ 1000
Gan: So6i dudng mat.
Sinh duc: Mét duc tinh va liét duong, giam tinh tring.
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Mau: Giam bach cau.
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Céch xir tri ADR g
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Tam ngimg dung thudc. ‘G PHY

Théng bdo ngay cho bdc st hodc duwoe st nhitng phdn teng c6 hai gdp phdi khi sic dung thudc.
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11. Qui liéu va cach xif tri:
Qud liéu: Khong c6 dit liéu vé sir dung thude qua liéu, khong ding qué liéu chi dinh cua thubc.
Cdch xir tri: ThAm tach méu khong c6 tac dung loai bo thube khéi co thé. Gay nén hoic rira da
day.
12. Pic tinh duge luwe hoe:

. Nhom duge Iy: Thude ha lipid méu (nhém fibrat).
MaATC: C10AB0S
Co ché tic dung:
Fenofibrate, mdt din chét cta acid fibric, 1a thudc ha lipid mau. Thubc c6 thé lam giam ndng do
cholesterol trong méau tir 20 dén 25%, va triglycerid tir 40 dén 50%. C6 sy giam cholesterol cia
céc lipoprotein ty trong thip va rét thdp (LDL, VLDL) la nhitng thanh phan gy xo vita mach va
tang cholesterol cua lipoprotein ty trong cao (HDL). M&i lién quan giita ting cholesterol méu va
vita xo ddng mach da dugc xac lap, va ca mdi lién quan gitta vita xo dong mach va nguy co
mach vanh. Ndng d6 HDL ha c6 lién quan dén nguy co mach vanh cao. Ndng do triglycerid cao
ciing c6 lién quan dén tang nguy co tim mach. Mic du céc fibrat c6 thé 1am giam nguy co céc sur
¢ bénh mach vanh & ngudi c6 HDL-cholesterol thip, hoic triglycerid cao, nhung nén dung céc
statin (cac chét trc ché HMG-CoA reductase) trudce tién. Cac fibrat chi 1a thude diéu tri hang déu
d6i v6i nhitng ngudi bénh ¢ ndng dd triglycerid méu cao hon 10 mmol/lit hodic ngudi khéng
dung nap dugce statin.
Fenofibrate ciing 1am giam acid uric méu ¢ ngudi binh thudng va nguoi tang acid uric mau do
lam ting dao thai acid uric ra nude tiéu.
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13. Dic tinh dwge dong hoc:
Fenofibrate dugc hap thu ngay & duong tiéu hoa khi udng cing véi thire an. Hap thu thude c6 thé
bi giam khi chwa #n udng gi. Thudc nhanh chong thity phan thanh acid fenofibric 1a chat ¢6 hoat
tinh, chat nay dugc gin téi 99% vao albumin huyét twong va nong df dinh trong huyét tuwong
xuét hién khoang 5 gi® sau khi uéng thude. O nguodi c¢6 chirc nang than binh thudng nira doi
trong huyét twong ciia acid fenofibric vao khoang 20 gi nhung thoi gian nay ting 1én rét nhidu &
ngudi mac bénh than va acid fenoﬁb’ric tich lay c?éng ké & nguoi suy than udng fenofibrate hang
ngay. Acid fenofibric dao thai cht yéu ra nude ti€u (70% trong vbng 24 gid), dudi dang lién hop
glucuronic, ngoai ra con ¢ dudi dang khir ctia acid fenofibric va chat lién hgp glucuronic ciia no.
Hau hét cac san pham dugc dao thai trong vong 6 ngay.
14. Quy cach dong goi: Vi AlI-PVC
- Hop 03 vi x 10 vién nang cimg kém t& hudng dén sir dung thube.
- Hop 05 vi x 10 vién nang cimg kém t& huéng dén str dung thudc.
- Hop 10 vi x 10 vién nang ctmg kém t& hudng dén sir dung thudc.
. 15. Diéu kién bao quin, han ding, tiéu chuin chit lrgng cia thudc:
Dicu kién bao quan: Noi kho thoang, tranh anh sang, nhiét d6 dudi 30°C.
Han ding: 36 thang ké tir ngay san xuét.
Tiéu chuén chét luong: Theo TCCS sb: KL-TN056
16. Tén, dia chi cia co sé san xuét thube:
Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM PHONG PHU — CHI NHANIi HA
MAY USARICHPHARM | %
Dia chi: L6 12, Dudng s6 8, Khu cong nghiép Tan Tao, Phudng Tan Tao A, Quén Bi
Thanh phd H6 Chi Minh. '
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