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THANH PHAN: Dé xa tim tay tré em 
Méi vién nang chit Doc ky hudng din sv 
Fenofibrat. 200 mg dung truéc khi ding 
(dudi dang vi hat chita 66% (kl/kl) | . 
fenofibrat) Bao quan & nhiét d6 
TA duge vita dt. mot vién dudi 30°C, noi khé rao, 
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OCEFIB® 200 
Fenofibrat 

con qa ey 

Thuéc ban theo NG pus 

Dé xa tam tay tral em 

Doc ky huéng dan 8 dung iru ding y 

Thong bao ngay cho: ‘Hae. Sy bode duoc sj nhifng tac dung kh6ng mong muén gap phai khi si {:) 

dung thuéc ict 

PHAN |. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH 
1. THANH PHAN, HAM LUGNG CUA THUOC: Méi vién nang cing chia: 

Hoat chat: Fenofibrat (dudi dang vi hat chtia 66% (kI/Kl) fenofibrat) 200 mg 

(Thanh phan vi hat: Fenofibrat, cellulose vi tinh thé PH 101, natri starch glycolat, PVPK K-30) 

2. MO TA SAN PHAM: 
Vién nang citing, cd nang sé 1, nap va than mau vang nghé, bén trong chia vi hat mau trang hay 

trang nga. 

3. QUY CACH BONG GOI: ’ 

Hop 7 vi x 4 vién nang cling; Hép 4 vi x 7 vién nang cung. 

4, THUOC DUNG CHO BENH Gi: 

Fenofibrat dude diing dé lam giam chat béo (lipid) trong mau. 

OCEFIB 200 dude sti dung cing vi mot ché dé an ft chat béo va diéu tri knéng sui dung thuéc, nhu 

tap thé duc va giam can, dé lam gidm chat béo trong mau. 

OCEFIB 200 cé thé duoc sit dung b6 sung véi cdc thuéc khdc (nhu statin) trong mot sé trudng hop khi 

khong kiém soat duoc mtic chat béo trong mau khi chi ding statin. 

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG: ay/ 
Cach dung: 

Dung fenofibrat két hop voi ché d6 an han ché lipid, qua dudng udng. Udng thudc véi bia an chinh. 

Liéu ding: 

Ngudi lén: Ubng 1 vién/ ngay. Nén chon liéu tuy theo dap tng cla méi nguii. 

Tré em trén 10 tudi: Liéu téi da: 5 mg/kg/ngay, tuong ting vdi 100 mg/ 20 kg can nang. 

Ngudi cao tudi: 6 bénh nhan cao tudi khéng co suy than, liéu tuong tu nhu liéu ngudi Ién. 

Bénh nhan suy than nhe va vifa: Co thé can digu chinh liéu theo toc dé thanh thai creatinin: 

— Thanh thai creatinin tii 20 — 60 mL/ phit: 200 mg/ nay. 

— Thanh thai creatinin dudi 20 mL/ phit: 100 mg/ ngay. 

6. KHI NAO KHONG NEN DUNG THUOC NAY: 

Khong dung OCEFIB 200 va bdo cho bac s¥ biét néu ban: 

— Qua man véi fenofibrat ho&c véi bat cu thanh phan nao cla thudc
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— Suy gan nang (ké ca xo gan mat) 

— Suy than nang 

— ude biét cd phan ting di ting véi anh sang khi diéu tri v6i cdc fibrate hodc vdi ketoprofen 

— Bénh ly tdi mat 

— Viém tuy cdp va man tinh ngoai trv viém tuy cap do tang triglycerid manh trong mau 

— Phu ni mang thai va cho con bi 

— Tré em duéi 10 tudi. 

7. TAC DUNG KHONG MONG MUON: 

Ngung sti dung thuéc nay va béo ngay cho bac sf néu ban cé: 

Nhiém déc co: Dau co, nhude co, viém co, chudt rat hay yéu co, tang néng d6 cla mét loai enzym nao 

d6 trong co thé (xem trong xét nghiém mau). 

Di kham bae sy ngay khi ban co: 

Phan Ung dj ng: Phi mat, méi, ludi va hong, néi mn ngtia trén da, hep dudng thd gay khé thd hoac 

kho nuét. 

Viém gan: Vang da hodc trang mat (bénh vang da), nglia. 

Bao cho bac sj biét néu ban thay co bat ky tac dung khéng mong muén nao dudi day hay bat ky 

tée dung nao khae: 

Thuéng gap (cd thé anh huéng dén 1 trong 10 ngudi): Dau ddu, chéng mat, r6i loan tiéu hda, réi 

loan da day-rudt (dau bung, buén nén, nén mija, tiéu chay, va day hoi). Phat ban, ngtia, néi may day 

hoc phan dng da nhay cam anh sang kém ban dd, not phOng da, bong nudc. Mét mdi. 

it gap (cd thé anh huéng dén 7 trong 100 nguéi): Huyét khéi tac mach (tac mach phdi, huyét khdi 

tinh mach sau). Viém tuy. Tang transaminase trong huyét thanh. Déc tinh co (dau co lan toa, viém co, 

chudt rit va yéu co). 

Hiém gap (co thé anh huéng dén 1 trong 1000 nguéi): Giam hemoglobin va bach cau. Bénh ly than 

kinh ngoai bién. Rung téc. Tang creatinin va uré trong huyét thanh. Suy giam tinh duc. 

Rat hiém gap (cd thé anh huéng dén 1 trong 10000 ngudi): Vim phdi mo ké. Vim gan, sdi mat. 

Tiéu co van. 

8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI BANG SU DUNG THUGC NAVY: 

Tham van y kién bac s¥ trudc khi dung OCEFIB 200 néu ban dang sti dung, mdi sti dung hoac cé thé 

sli dung thudc khac. Dac biét: 

— (Cac thudc fibrat khac (dude ding lam gidm cholesterol va cdc chat béo khac trong mau). 

— CAc thudc chéng dong dudng uéng (duoc ding dé ngan nglia su dong mau). 

— Cac thuéc statin nhu pravastatin, simvastatin, fluvastatin (dude diing lam giam cholesterol). 

— Cyclosporin (dudc dling dé tic ché hé mién dich). 

— Thudc dic ché monoamin oxidase, perhexilin maleat. ayf 

— Oestrogen hoac thudc cd chifa oestrogen (thudc ngiia thai).
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9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC: 

Néu ban quén ding thudc, dling no ngay khi ban nhé. Néu thdi gian gan tdi liéu ké tiép, thi hay bd 

qua liéu bj quén va ding liéu ké tiép theo ké hoach binh thudng. Khéng nén gap doi liéu dung. 

10. CAN BAO QUAN THUOC NAY NHU THE NAO: 
O nhiét d6 dudi 30°C, noi khé rao, trénh anh sang. 

11. NHONG DAU HIEU VA TRIEU CHUNG KH! DUNG THUOC QUA LIEU: 
Chua cé trudng hop qua liéu nao duoc bao cao. 

12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO: 
Th6ng bao ngay cho bac s¥ hodc dén bénh vién gan nhat. 

Nhé mang theo nhan thudc hodc ludng thudc con lai dé bac s¥ biét thuéc ma ban da dung. 

13. NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY: 
Can than trong va tham van y kién bac s¥ truéc khi ding OCEFIB 200 néu ban: 

Bi suy chiic nang than. 

— C6 mot loai chat béo (triglycerid) trong mau tang nghiém trong (tang triglycerid mau nang) (xem 

trong xét nghiém mau). 

— C6 bat ky dau hiéu nado dudi day lam tang nguy co tién trién suy nhudc co bat thudng: 

e Suy chic nang than 

e Nhuoc nang tuyén gidp 

e St dung rudu 

e Trén 70 tubi 

e C6 thanh vién trong gia dinh cé tién sti réi loan co di truyén. 

— Bi gidm néng dé mdt loai protein xdc dinh trong mau (giaém albumin mau) (xem trong xét nghiém 

mau). 

— Pang str dung fibrat (vi du bezafibrat) hodc statin (vi du atorvastatin), dac biét khi ban cd bénh vé 

CO. 

— Kiém soat kém trong bénh dai thdo dutng (typ i). 

— Bj hdi chting than hu dac trung béi s6 lung IGn protein trong nude tiéu, bi gi nudc va tang mtic 

cac chat béo trong mau. 

— C6 tinh trang gay anh hudng dén lung protein trong mau (rdi loan protein mau). 

— Bj b€nh gan tac nghén. 

— Dang udng thudc c6 thé anh hudng dén qua trinh chuyén hod chat béo (nhu thiazid, chen beta, 

corticosteroid hodc thudc khang virus). 

Thdi ky mang thai: Khong nén dung Ocefib 200 néu ban dang co thai. Néu ban dang co thai, c6 thé 

co thai hodc dang cd ké hoach co con, hay hdi y kién bac s¥ hodc dude s¥ truéc khi diing thudc nay. 

Thoi ky cho con bu: Khéng nén ding Ocefib 200 néu ban dang cho con bi. Néu ban dang cho con 

bu, hay hdi y kién bac s¥ hode dude s¥ trude khi dung thudc nay. ap



https: //trungtamthuoc.com/ 

Anh huéng cia thudc déi véi céng viéc: Thuéc co thé gay dau dau, chong mat, mét mdi. Ban can 

than trong khi lai xe, van hanh may moc, lam viéc trén cao va cac trudng hdp khac. 

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY: 

Trong truéng hop qua liéu hodc tac dung khéng mong muén. 

Khi dang ding thudc khdc hoac mét loai thc pham. 

Néu can thém théng tin xin héi y kién bac sj hode duge sy. 

15. HAN DUNG CUA THUOC: 36 thang ké ti’ ngay san xudt. Khong ding thudc khi qué han ding. 

Vv 
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PHAN Il. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE 
1. DUOC LUC HOC: 

Nhém duge ly: Thuéc ha lipid mau (nhém fibrat) 

Ma ATC: C10AB05 

Fenofibrat, mOt dan xuat cla acid fibric, la mot thudc diéu hda lipid cd tac déng lén lipid huyét tuong. 

Fenofibrat cé thé lam giam cholesterol mau ti’ 20 dén 25% va gidm triglycerid mau ti’ 40 dén 50%. 

Tac dung giam cholesterol mau la do lam gidm cac lipoprotein gay xo viia dong mach cé ti trong thap 

(VLDL va LDL). Fenofibrat cai thién su phan b6 cholesterol trong huyét tuong bang cach lam giam ti 

[é cholesterol toan phan / HDL (ti lé nay tang cao trong bénh réi loan lipid mau gay xo vita dong 

mach). 

Néng dé HDL cholesterol thdp (HDL-C) gan lién v6i nguy co cao bi cdc bénh mach vanh. Fenofibrat 

lam tang dang ké néng dé HDL-C cia bénh nhan va dat dén muc tiéu diéu tri la 40 mg/dL, bat chap 

ndng dO ban dau ctla HDL. Dac biét, fenofibrat cd thé lam ting HDL cholesterol va lam giam LDL 

cholesterol nho, dam dac do lam gia tang kich thudc cla cdc phan tu LDL. 

Triglycerid khéng nhiing cé lién quan dén tién trinh gay xo via ma con lién quan dén viéc hinh thanh ¢| 

huyét khdi. Thong qua viéc kich hoat thu thé PPAR-a, fenofibrat lam t&ng ly gidi m@ va tang su thanh y 

loc cua nhiing phan tu giau triglycerid nh kich hoat enzym lipoprotein lipase va giam san xuat apo 

Cll. 

Fenofibrat lam tang cdc apoprotein A1, va gidm cdc apoprotein B, cai thién ti 1é 

Apoprotein A1/Apoprotein B (ti I nay dude xem nhu la m6t dau hiéu cla chiing xo via déng mach). 

Thuéc da duoc chiding minh c6 tac déng bai acid uric niéu G nhifng bénh nhan réi loan lipid mau va ~ 

lam giam acid uric mau trung binh khoang 30%. 

2. DUGC DONG HOC: 

Fenofibrat dudc hap thu dé dang qua dudng tiéu héa khi uéng cling véi thiic an; vé thuc té su hap thu 

giam néu fenofibrat duoc udng sau khi nhin doi mét dém truéc. Thuéc nhanh chéng bi thy phan 

thanh chat chuyén hda c6 hoat tinh acid fenofibric, khoang 99% chat nay lién két vdi albumin huyét 

tuong. Thdi gian ban huy thai tri trong huyét tuong khoang 20 gid. Acid fenofibric dugc thai trv phan “ 

lén qua nuéc tiéu, chi yéu dudi dang glucuronid lién hop, nhung cling 6 dang khif cila acid fenofibric 

va dang glucuronid cia nd. Loc mau khéng thé loai thudc ra khéi co thé. 

3. CHI DINH: 
OCEFIB 200 dudc chi dinh nhu thuéc h6 tro cho ché do 4n va diéu tri khac khong dung thudc (nhu tap 

thé duc, giam can) trong: 

~— Diéu tri tang triglycerid mau nghiém trong co hay khdng cd HDL cholesterol thap. 

— TAng lipid mau dang hén hop bi chéng chi dinh hodc khéng dung nap statin. 

— Dtng két hop vdi mét statin 6 bénh nhan ting lipid mau hdn hop cé nguy co tim mach cao khi 

triglycerid va HDL cholesterol khong dudc kiém sodt day du. 

4. CACH DUNG, LIEU DUNG: aul 

Cach dung: 

Diing fenofibrat két hop vdi ché dé an han ché lipid, qua dudng udng. Udng thudc véi bila an chinh. 
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Liéu dung: 

Nguoi Idn: 1 vién/ ngay. Nén chon liéu tiy theo dap ting cla mdi ngudi. 

Tr em trén 10 tudi: Liéu toi da: 5 mg/kg/ngay, tuong tng vdi 100 mg/ 20 kg can nang. 

Ngudi cao tui: 6 bénh nhan cao tudi khéng cé suy than, liéu tuong tu nhu liéu ngudi Ién. 

Bénh nhan suy than nhe va vila: CO thé cdn diéu chinh liéu theo toc do thanh thai creatinin: 

— Thanh thai creatinin tt? 20 - 60 mL/ phut: 200 mg/ ngay. 

— Thanh thai creatinin dudi 20 mL/ phit: 100 mg/ ngay. 

5. CHONG CHi BINH: 
— Qua man vdi fenofibrat hoac vdi bat ctf thanh phan nao cila thuéc 

— Suy gan nang (ké ca xo gan mat) 

— Suy than nang 

— ude biét cé phan ting di ting voi anh sang khi diéu tri véi cdc fibrat hoc véi ketoprofen 

— Bénh ly tui mat 

— Viém tuy cap va man tinh ngoai trit viém tuy cdp do tang triglycerid manh trong mau 

— Phu nu mang thai va cho con bu 

— Tré em dudi 10 tudi. 

6. LUU Y VA THAN TRONG: 
Truéc khi bat dau dung liéu phdp fenofibrat can diéu tri céc nguyén nhan gay rdi loan lipid mau tht 

phat, chang han nhu dai thao dudng typ 2 khdng kiém sodat ducc, suy gidp, hdi ching than hu, réi 

loan protein huyét, bénh gan tac nghén, diéu tri bang thudc, nghién ruou. 

Nén theo ddi dap ting diéu tri bang cach xdc dinh cdc gia tri lipid huyét thanh (cholesterol toan phan, 

LDL-C, triglycerid). Néu khong dat dugc dap ding day di sau nhiéu thang diéu tri (vi du 3 thang) nén 

xem xét diéu tri b6 sung hodc bién phap diéu tri khac. 

Suy than: 

Khi bi ri loan chtic nang than nén gidm liéu fenofibrat theo dé thanh thai creatinin. 

Khuyén cdo do creatinin trong sudt 3 thang dau sau khi bat dau diéu tri va sau dé 1a kiém tra dinh ky. 

Nén tam ngung diéu tri trong trudng hop néng dé creatinin tang > 50% (trén gidi han binh thudng). 

G nhiing bénh nhan Idn tudi cd suy than, cling cé thé can giam liéu fenofibrat. 

Transaminase huyét thanh: 

G mét sé bénh nhan cO thé thay tang vila phai néng dd transaminase huyét thanh nhung ft khi can 

diéu tri can thiép. Tuy nhién, co khuyén cdo transaminase huyét thanh nén duoc kiém sodt mdi 3 

thang trong suét 12 thang dau cua qué trinh diéu tri. Nén tam ngung diéu tri khi tang ALAT (SGPT) 

hay ASAT (SGOT) lén hon 3 lan gidi han trén clia khoang binh thudng hoa hon 100 IU. 

Viém tuy: 

Da cé bao cdo viém tuy 6 nhiing bénh nhan sti dung fenofibrat. Xay ra diéu nay cd thé la biéu hién 

cho that bai vé hiéu qua 6 nhiing bénh nhan bi ting triglycerid huyét nghiém trong, mét tac dung truc 

tiép cla thudc, hoc mét biéu hién thi’ c&p dude gidn tiép qua su hinh thanh sdi hay cin 6ng mat, 

gay ra tac nghén 6ng mat cht. apf
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Bénh co: 

Déc tinh trén co, bao gdm ca nhiing trudng hop rat hiém cla tiéu co van, da dudc bdo cdo khi si 

dung cdc fibrat va cdc thuéc ha lipid khdéc. Ty lé bi déc tinh nay tang trong cdc trudng hop ha 

albumin huyét va bi suy than truéc dé. Nhiing bénh nhan cé caéc yéu t6 nguy co cila bénh vé co 

va/hoac tiéu co, bao gém ca trén 70 tudi, cé nhan hoac gia dinh c6 tién si rdi loan co do di truyén, 

suy than, nhudc nang tuyén gidp va u6ng nhiéu ruou, cling cé thé lam téng nguy co tang tiéu co. Voi 

nhiing bénh nhan nay, can can nhac can than gitla loi ich va nguy co du dodn dude khi diéu tri voi 

fenofibrat. Déc tinh trén co nén dude nghi ngd 6 nhiing bénh nhan dang bi dau co lan toa, vidm co, 

chuét rit va yéu co va/hodc tang 1d rét CPK (mtic dé vuct qué 5 lan khoang binh thudng). Trong 

nhiing trudng hop nay c4n ngung diéu tri bang fenofibrat. 

Nguy co bj déc tinh trén co cé thé tang néu si? dung thuéc nay clung véi fibrat khdc hay mét chat Lic 

ché HMG-CoA reductase, dac biét trong nhiing trudng hop da bi bénh vé co truéc. Vi vay, viéc ké don 

két hop fenofibrat véi mét statin nén danh cho nhiing bénh nhan bi 16i loan lipid mau dang hon hop 

nghiém trong va nguy co cao vé bénh tim mach ma khéng cé bat cdi tién stv bénh vé co nao. Viéc 

diéu tri ket hdp nay nén dudc sti dung than trong va bénh nhdn can duoc theo déi chat ché cdc dau 

hiéu nhiém doc co. 

Véi nhiing bénh nhan tang lipid mau dang st? dung oestrogen hodc thudc ngtia thai cé chifa oestrogen 

nén dudc xdc dinh chac chan xem tang lipid huyét la tinh chat so cp hay thi cdp (oestrogen ding 

dudng udng cé thé lam tang gid tri lipid). 

Théi ky mang thai: Khong co day du cdc sé liéu vé viéc sti dung fenofibrat cho phu nif cé thai. Cac 

nghién ctu trén déng vat da chting minh thuéc kh6ng gay quai thai. Nguy co tiém &n cho ngubi thi 

chua duge biét dén. Vi vay, khéng khuyén cdo ding fenofibrat cho phu ni mang thai. 

Thoi ky cho con bu: Khong c6 céc di liéu vé viéc bai tiét cla fenofibrat va/hoac cdc chat chuyén hda ud 

clia no vao trong sila me. Vi vay, khéng khuyén cdo ding fenofibrat cho phu nii dang cho con bd. 4 

Anh huéng cia thuéc déi voi céng viéc: Thuéc co thé gay dau dau, chong mat, mét mdi. Bénh nhan >, 

c&n than trong khi lai xe, van hanh may moc, lam viée trén cao va cc trudng hop khac. 

7. TUONG TAC THUGC: 
— Fenofibrat va cdc fibrat khdc cd thé lam tang tac dung cla thuéc chéng dong dudng udng: vi thé 

nén giam liéu cla thu6c chéng déng xu6éng khoang 1/3 khi bat dau diéu tri voi fibrat, va sau dd 

diéu chinh ti tt’ néu can thiét. 

— Nguy co t6n thuong co va viém tuy cap tang lén néu ding déng thdi fenofibrat hodc cdc thuéc 

nhém fibrat voi cdc thudc tic ché HMG-CoA reductase (vi du: pravastatin, simvastatin, fluvastatin). 

— Mot vai trudng hop nghiém trong vé suy chtic nang than cd thé hdi phuc da dude bdo cdo trong 

khi ding déng théi fenofibrat va cyclosporin. Vi thé phai theo ddi chat ché chic nang than cua 

nhiing bénh nhan nay va nén ngung diéu tri bing fenofibrat trong trudng hop cé su thay déi trdm 

trong cdc thdng sé xét nghiém. 
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— Khéng két hop cdc thudc déc vdi gan (IMAO, perhexilin maleat) vdi fenofibrat. al
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8. TAC DUNG KHONG MONG MUON: 
Thuong gap, 1/100<ADR<1/10 

Than kinh: Dau dau 

Tai: Chong mat 

Tiéu hoa: RGi loan tiéu hda, rdi loan da day-ruét (dau bung, budn nén, nén mia, tiéu chay va 

day hoi). 

Da: Phat ban, ngiia, néi may day ho&c phan tng da nhay cam anh sang kém ban dé, nét 

phéng da, bong nudc. 

Toan than: Mét mdi. 

it gap, 1/1000<ADR<1/100 
Tim mach: Huyét khdi tac mach (tac mach phdi, huyét khdi tinh mach sau). 

Tiéu héa: Viém tuy 

Gan-mat: Tang transaminase trong huyét thanh. 

Co-xuong: Doc tinh co (dau co lan toa, viém co, chudt rit va yéu co). 

Hiém gap, 1/10000<ADR< 1/1000 

Mau: Gidm hemoglobin va bach cau. 

Than kinh: Bénh ly than kinh ngoai bién. 

Da: Rung toc 

Than: Tang creatinin va uré trong huyét thanh. 

Sinh duc: Suy giam tinh duc 

Rat hiém gap, ADR<1/10000 ) 

H6 hap: Viem phéi m6 ké i 
Gan-mat: Viém gan, soi mat. 

Co-xuong: Tiéu co van 

9. QUA LIEU VA XU TRI: ‘ 
Khéng cé truting hop qua liéu nao dugc bao cao. Khdng cd thudc giai dc dic hiéu. Néu nghi ng qua. 

liéu, diéu tri triéu chting va ding cac bién phdp h6 tro phu hop khi can. Loc mau au kndng th thé loai dud 

fenofibrat ra khdi co thé. s 

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAo: 

Khang ding qua liéu chi dinh. 

11. TEN, DIA CHi, BIEU TUGNG CUA CO SO SAN XUAT: 
GHE p, 
te 
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12. NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUGc: 
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