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NHAN HOP GLOTYL 100

Kich thudc:
Dii : 90mm ( HOp 3vix 10vién)
Rong : 25 mm

Cao : 50 mm
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY
THE LEAFLET BEFORE USE.
SPECIFICATION: Manufacturer’s. Reg No.:

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.

Glotyl100

THANH PHAN: Ml vién nang ciing chifa Fenofibrat 100 mg.
. COMPQSITION: Each capsule contains Fenofibrate 100 mg.

CHIDINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc t& hudng din sir dung.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

BAO QUAN: D€ no khé rdo, tranh dnh séng, nhiét 34 khong qué 30°C.
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.

54 16 5X / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:

754955
(

NG TY
3 PHAN
0C PHAM

DEXATAMTAY CUA TRE EM. DOC KY HUGNG DAN SU DUNG
TRUG'C KHI DUNG.
TIEU CHUAN: TCCS. SBK:

San xuit béi: CONG TY 6 PHAN DUGC PHAM GLOMED
35 Dai Lo Ty Do, KCN Viét Nam-Singapore, Thuan An, Binh Duang.
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RX Thudc bdn theo don 7;rescripﬂon only

Siotyl 100

Fenofibrat 100 mg
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£ Hop 3 vix 10 vién nang ciing
I/ Box of 3 blisters of 10 capsules
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Fenofibrat 100 mg

Glotyl 100
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NHAN HOP GLOTYL 100

Kich thudc:
Dai : 112mm ( HOp 30 vix 10 vién)
Rong : 83 mm

RX Thudc ban theo don

Slotyl 100

. Fenofibrat 100 mg

THANH PHAN: M3i vién nang cng chia Fenofibrat 100 mg.
COMPOSITION: Each capsule contains Fenofibrate FOUrrIng,

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHIDINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t& huéng din sif dyng.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert. 5

DE XA TAM TAY CUA TRE EM. DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

KEEP QUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.

BAO QUAN: D€ nai khé rdo, trdnh dnh sdng, nhiét d khdng qua 30°C.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.

TIEU CHUAN: TCCS. $6 16 SX/ Barch No.:
SPECIFICATION: Manufacturer’s. NSX / Mfg. Date:
SDK/ Reg No.: Thuéc diing cho bénh vign HD / Exp. Date:
San xudt béif Manufactured by:
CONG TY CO PHAN DUGQC PHAM GLOMED
m.n:@zo GLOMED PHARMACEUTICAL COMPANY.,, inc.
——. 35 Pai L§ Ty Do, KCN Viét Nam-Singapore, Thudn An, Binh Dugng.
S 35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.
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HUONG DAN SU DUNG THUOC
GLOTYL®100

Fenofibrat
Yién nang cung

. 1. Thanh phin

M§i vién nang cting chira:

Hoat chét: Fenofibrat 100 mg.

Td diwge: Lactose monohydrat, pregelatinized starch, natri lauryl sulfat, crospovidon, magnesi stearat.

2. Duge lue hoe va dugce djng hoc

Durge luc hge

Fenofibrat, mot dén chit cua acid fibric, 12 mét thubc diéu hoa lipid véi céc tic dong trén lipid huyét trong turong ty tic dfng cia
bezafibrat.

Thubc duge dung 1am giam cholesterol ciia lipoprotein ti trong thap (LDL), cholesterol toan phan, cic (r:glycend va apolipoprotein B,
va lam tang cholesterol cua lipoprotein ti trong cao (HDL). Fenofibrat ¢6 thé 1am giam cholesterol mau tir 20% dén 25% va giam
triglycerid mau tir 40% dén 50%.

Téc dung lam glam cholesterol mau 1a do 1am giam céc lipoprotein gay xo vira dgng mach c6 ti trong thdp (VLDL va LDL). Fenofibr:
cai thign sy phdn bd cholesterol trong huyét twong bang cach 1am giam ti 1¢ cholesterol toan phAn/ HDL cholesterol (ti I§ ndy ting
trong bénh téng lipid méu gdy xo vira dong mach).

Diwge ding hoc

Hap thu
. Nong dj tbi da trong huyét twong (Cmax) dat dugc trong vong 4-5 gidy sau khi ubng. Nong do huyét twong 6n dinh trong sudt qué trinh
diéu trj. Hap thu thudc tang lén khi dung chung véi thirc 4n.

Phén bé

Acid fenofibric gan két manh vdi albumin huyet tuong (hon 99%) va c6 thé déy hop chét khéng vitamin K khoi vj tri gﬁn két véi
protein huyét tuong va [am ting tac dung chdng ddng mau cua ching.

Chuyén héa va thai tric
Sau khi udng, fenofibrat bj thity phan nhanh chéng bdi enzym esterase thanh chét chuyén héa cé hoat tinh 12 acid fenofibric.

Hoat chat nguyén ven khong dugc tim thy trong huyét tuong,. Fenofibrat khong phai 12 co chét ciia CYP 3A4. Thudc duge thai trir chi
yéu qua nudc tiéu: 70% trong 24 gitr va 88% trong 6 ngdy, va mirc d§ dao thai tdi da 12 93% (qua nudc tidu va qua phén). Fenofibrat
dugc thai trir chu yéu & dang acid fenofibric va dén chat lién hgp glucoronic.

Thyec té tét ca lugng thudc da dung dugc thai trir trong vong 6 ngay. Fenofibrat dugc bai tiét chi yéu & dang acid fenofibric va hop chit
lién hop glucoronic

O ngudi cao tudi, d9 thanh thai acid fenofibric trong huyét tuong khong thay ddi déng ké. Céc nghién ctru déng hoc cho thdy thudc
khéng tich liy khi diéu trj don lidu va lién tuc.

Acid fenofibric khdng dugc thai trir bing thim phin mau. ;

Nira doi thai trir trong huyét trong cua acid fenofibric xédp xi 20 gid.

3. Chi dinh

Fenofibrat dugc chi dinh nhw 1a mt liéu phép hd trg cho ché d§ an kiéng hoic céc diéu trj khong ding thubc khéc (nhur tép thé duc,

giam cén) trong céc trudng hop sau:

. - Pilu trj ting triglycerid mau niing c6 kém hogic khéng kém HDL cholesterol thip.

- Ting lipid méu hdn hop khi statin bj chéng chi dinh hogic khong dung nap. :

- T;ng lipid mau hdn hgp & bénh nhan c6 nguy co tim mach cao véi statin khi triglycerid va HDL cholesterol khong duoc kiém sodt o
day du.

4. Litu ding va cich ding

Vi thubc gidm hép thu khi dung ltc bung déi, do d6 ludn ludn ding thube cling véi bira &n. Cén 4p dung ché d§ an kiéng nghiém ngat

truée khi tiép tuc didu trj véi fenofibrat.

Cén kiém tra céc gid trj lipid huyét thanh dé déinh gi4 mirc dép (g cita viéc didu trj. Lipid huyét thanh thudng giam nhanh chéng khi
didu trj voi fenofibrat, nhung néu mirc dap tmg ddy du khong dat dugc trong vong 3 thang thi nén ngung viéc diu trj.

Ngudi I6n: Ung méi 1dn 1 vién, ngdy 3 lin cling v6i c4c bira an chinh.

Ngudi gia khong suy thin: Dung liéu binh thudng,

Bénh nhiin suy thin: Giam lidu dira va do thanh thai creatinin (CC). /ﬁ’/
CC < 60 (ml/phit): 67 mg/ 4n, ngay 2 I4n.

CC < 20 (ml/phit): 67 mg/ 14n, ngay 1 I4n.

Tré em: Tinh an toan v hiéu qua ca fenofibrat & tré em du6i 18 tudi vén chua dugc thiét lap. Khong ding thubc & nhém bénh nhan
nay.

5. Chéng chi dijnh

Qué mén véi cac thanh phdn cua thubc.

Bénh nhén c6 réi loan chirc ning gan nang, suy thin niing hay soi mit.

Tré em dudi 18 tudi.

Viém tuy cép va man tinh, ngoai trir viém tuy cép do tang triglycerid huyét.

Phu nif c§ thai va cho con b,

https://trungtamthuoc.com/



6. Lwru § va thiin trong
Khdng nén ding chung véi bit ky thubc khac c6 chira fenofibrat.

Truéce khi diéu trj véi fenofibrat, nén kiém so4t tinh trang ting cholesterol méu bing ché d9 an thich hop, tap thé dyc, gidm céin & bénh
nhén béo phi va diéu trj nhimg bénh Iy cin ban khac.

Phai kiém sodt ky chirc nang gan va thin truée khi bit du ding fenofibrat.

Thén trong khi ding thude trén ngudi bj xo gan & mét nguyén phat, soi mét, hay céc tinh trang ha albumin huyét nhu hoi ching thin
hur.

Néu sau vai thing ding thubc (3-6 thang) ma thy luong lipid trong huyét thanh giam khong d4ng ké thi phai xét dén cac phép trj lidu

khéc (didu trj bd sung hoic thay bing phuong phép diéu trj khac).

Cin do transaminase 3 thing mt I4n, trong 12 thdng ddu dung thudc.

Khong két hop fenofibrat véi céc chét gay dc cho gan.

Khi bt diu didu trj v6i fenofibrat, cin giam liéu thudc udng chéng dong xuéng con khoang 1/3 liéu cii va sau dé diéu chinh lidu tir tir

néu cén. Cén kiém tra thudmg xuyén hon lugng prothrombin va di%u chinh lidu thudc uéng chdng dong trong qua trinh ding fenofibrat
va sau khi ngimg dung fenofibrat 8 ngay.

Sir dung trén phy nir ¢ thai: C4c két qua nghién ciru trén dong vat khong cho thiy thude c6 tic dong gay quéi thai. Tuy nhién, trongt:,_—qm

trudmg hop khong c6 céc dir li¢u chinh x4c trén ngudi, céc két qua thir nghi¢m nay khéng cho phép két luén ring khdng c6 nhimg dj 3T
bam sinh & nhimg c4 thé ngudi khic nhau. Khong nén chi dinh thudc nay trong thi gian dang cho con by. G
Sir dung trén phu nir cho con bu: Do thiéu thong tin vé sir bai tiét cua fenofibrat qua sira mg, khong nén chi dinh thudc nay trong lhqhH
gian dang cho con ba.

Anh hudmg ciia thudc dén kha niing diéu khién tiu xe vi vin hanh may méc: Fenofibrat c6 thé gay chong mit, nhirc du. Cén th%
trong khi dang thuoc khi dang l4i xe hofic van hanh miy méc.

Thubc khéng anh hudng dén kha nang l4i xe va van hanh may moc. __y
7. Téc dung khdng mong mudn i_N_I/

Thuong gap, 1/100 < ADR < 1/10

Thén kinh: Nhirc diu.

Tai va mé dao: Chéng mat.

Tiéu héa: R loan tiéu héa (dau bung, budn ndn, ndn, tidu chay, diy hai).

Da: Phan img da nhu ban, ngira, may day hodc nhay cam véi 4nh séng, Nhay cam 4nh sing ¢ da c6 thé xay ra nhu ban do, gidp da hodc

cham & nhitng phén da tiép xtc véi anh niing hoc tia UV nhén tao.
Chung: Mét moi.
ft gap, 1/1000 < ADR < 1/100

Mach méu: Bénh huyét khéi tic mach (thuyén téc phdi, huyét khéi tinh mach séu).
Tiéu héa: Viém tyy.

Gan-mét: Tang ndng dd transaminase huyét thanh.

Co xuong: Poc tinh trén co (dau co lan tda, viém co, vop bé va yéu ca).

Hiém gép, 1/10000 < ADR < 1/1000

Méu: Tang hemoglobin va bach cu.

Thén kinh: Bénh thin kinh ngoai bién.

Da: Ryng téc.

Than va tiét nigu: Tang creatinine va uré huyét thanh.

Chung: Giam ham mudn tinh dyc.

Rdt hiém, ADR < 1/10000

Hb hép: Bénh phi ke.

Gan-mit: Viém gan, soi mét.

Co xuong: Tiéu co van.

Ngung sic dung va hoi kién bdc st: Néu dau co khong rd nguyén nhan dic biét trong trumg hgp c6 kém theo sdt, hay trong trudmg hop
SGPT (ALT) téng trén 100 don vj qudc té.

Théng bdo cho bic sT nhiing tdc dung khng mong mudn giip phai khi diing thudc.
8. Tuong téc cia thude véi cic thudc khac va céc loai twong thc khic

Fenofibrat [am téng t4c dyng cia céc thudc ubng chéng dong v Iam ting nguy co xullt huyét do dy céc thudc ndy ra khoi vi trf gin
véi protein huyét twong. O nhimg bénh nhan diing thudc chong dong dudmg udng, liéu khoi ddu nén giam xuéng con 1/3 va sau d6 didu
chinh liéu tir tr néu cén thy thuc va chi sb binh thudmg héa qudc té INR.

Mot vai trudmg hop nghiém trong vé suy yéu chirc ning thin c6 hdi phyc da dugce béo céo trong subt qué trinh ding chung fenofibrat
véi ciclosporin. Can theo ddi chit ché chirc ning thin & nhimg bénh nhan nay va ngung diéu trj véi fenofibrat trong trudmg hop céc
thdng s xét nghiém thay déi nghiém trong.

Nguy co dfc tinh trén gan ting néu ding két hop fenofibrat véi céc chit khéc gdy doc cho gan.

Dung két hgp fenofibrat véi cac thubc trc ché HMG-CoA reductase (vi dy: pravastatin, simvastatin, fluvastatin) ho#ic c4c fibrat khic
1am téng nguy co cia bénh Iy vé co. Cén than trong khi ding c4c phéi hgp ndy va nén theo dai chiit ché céc d4u higu dgc tinh trén co &
nhimg bénh nhén diing phéi hop nay.

Khong c6 béing ching cho thiy fenofibrat tuong tic duge ddng véi simvastatin.

9. Qué lidu va xir trf

Tri¢u chimg: Dt liéu vé qud lidu fenofibrat & ngudi con han ché.,

Xik tri: Khong c6 bign phép dic hiéu diéu trj qud lidu do fenofibrat. Trong trurdmg hop qua liéu, chi yéu didu trj triéu chimg va hd trg.

https://trungtamthuoc.com/



Do thudc géin két cao véi protein huyét trong, thdm phin méu khong thé loai acid fenofibric ra khoi vdng tuin hoan.

10. Dang bao ché va déng gbi //?/
Hop 3 vi, vi 10 vién nang cirng.

Hop 10 vi, vi 10 vién nang cimg.

Hop 30 vi, vi 10 vién nang cimg.

11. Didu ki¢n bio quan: D& noi khd réo, trénh 4nh sing, nhiét d§ khong qué 30°C.

12. Tiéu chuin chit lvgng: TCCS.

14. Han diing: 36 thang ké tir ngdy sin xuit.

THUOC BAN THEO PON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xuét bgi: CONG TY CO PHAN DUQC PHAM GLOMED
Pia chi: S8 35 Pai 10 Ty Do, KCN Viét Nam - Singapore, thj xd Thuén An, tinh Binh Duong.
DT: 0650. 3768823 Fax: 0650. 3769095

TUQ.CYC TRUONG
P.TRUONG PHONG

GE Mink gﬁ%ny
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