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PRAVAFEN®

40mg/160mg

Hard capsules
PRAVASTATIN SODIUM /FENOFIBRATE

Oral use

30 Hard capsules

PRAVAFEN®

40mg/160mg

Hard capsules
PRAVASTATIN SODIUM /FENOFIBRATE

Each capsule contains 40 mg
of pravastatin sodium
and 160 mg of fenofibrate
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PRAVAFEN®
40mg/160mg

Hard capsules
PRAVASTATIN SODIUM /FENOFIBRATE

Oral use

30 Hard capsules

Manufactured by:

SMB Technology S.A.

Rue du Parc Industriel 39
6900 Marche en Famenne
Belgium

A3MY 4OLL

Keep out of reach of children

Read enclosed leaflet carefully
before use.

See leaflet for indications,
contraindications, usage and
other information.

Store below 30°C.

Marketing Authorisation Holder:

Hyphens Pharma Pte Ltd
138 Joo Seng Road, #03-00
Singapore 368361

G Hyphens
' ()

HYPHENS PHARMA PTE. LTD.
138 JOO SENG ROAD, 3RD FLOOR
SINGAPORE 368361
TEL: (65) 63388551 FAX: (65) 63388826

PRAVAFEN®

40mg/160mg

Hard capsules
PRAVASTATIN SODIUM /FENOFIBRATE

Mfg : DD/MM/YYYY
Exp : DD/MM/YYYY
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PRAVAFEN® L Keep out of reach of children. Jauhi daripada kanak-kanak. Contains lactose HYPHENS PHARMA p
PRAVASTATIN SODIUM 40mg / monohydrate and capsule shell of bovine source. 138 JOO SENG ROAD, 3REEFL%)1<;%
FENOFIBRATE 160 mg Marketing Authorisation Holder: TEL: (65, et gl
) 63388551 FAX: (65) 63388828
Hard capsules Manufactured by: Hyphens Pharma Pte Ltd Mfg: dd/mm/yyyy -
SMB Technology S.A. 138 Joo Seng Road, #03-00 Exp: dd/mm/yyyy

Oral use N Rue du Parc Industriel 39 Singapore, 368361 Lot: XXXXXX
(SZ?ntrogleld m;eéj]t(::me. 6900 Marche en Famenne Hyphens Pharma Sdn Bhd MAL: XXXXXX

ore below . Belgium Unit 1101A, Menara AMFirst, SIN: XXXXXX

Hvoh = No. 1 Jalan 19/3 Petaling Jaya,

30 Hard capsules G yphens - 46300 Selangor, Malaysia



Supplementary label (Vietnamese)

HYPHE

Rx 138 J00
PRAVAFEN S
Thuéc bdn theo don. TEL: (65) 6

Hop 1 lo x 30 vién nang cing. Mdi vién chira: pravastatin natri 40mg va fenofibrat 160mg.
Chi dinh, cach dung, chéng chi dinh va cac thong tin khac: xem trong 1o huéng dan s
dung. Bao quan dudi 30°C. Dé xa tdm tay tré em. Doc k¥ huéng dan si dung trude khi
dung.

SPK:

S6 16 SX, NSX, HD: Xin xem Lot. Mfg. Exp trén bao bi.

Nha sian xuét: SMB Technology S.A.. Rue du Parc Industriel 39, 6900 Marche en
Famenne. Bi

DNNK :

¥S PHARMA PTE. LT,
SENG ROAD, 3RD FLOOR
INGAPORE 368361

3388551 FAX: (65) 63388825
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Thube bén theo don

PRAVAFEN

TEN SAN PHAM
Pravafen

THANH PHAN
Hoat chit:
Moi vién nang chuira 40mg pravastatin natri va 160mg fenofibrat.

Td duoc:

Thanh phén trong nang
Lactose monohydrat, Cellulose vi tinh thé, Ascorbyl palmitat, Povidon K29-32. Natri starch glvcolat,
Magnesi stearat, Talc, Triacetin, Natri hydrocarbonat. Lauroyl macrogolglycerid Typ 1500.
Hydroxypropylcellulose, Macrogol 20 000.

Thanh phén vé nang @ :
7

Gelatin, Mau do Indigo carmin, Oxyd sit den. Titan dioxyd. Oxyd sat vang.

DANG BAO CHE
Vién nang cung, than nang mau xanh 14 cdy nhat va nap nang mau olive, chira m¢t khoi mau be trang
gidng sap va mot vién nén.

CAC DAC TINH DUQC LY
Dac tinh duge lue hoc

Nhém duoc ly diéu tri: thube diéu hoa lipid. Gc ché HMG CoA reductase dang két hop voi mot thude
diéu hoa lipid mau khac, ma ATC: C10BAO3

Tac dung duoc Iv

Pravafen bao gdm fenofibrat va pravastatin, cd co ché tac dung khac nhau va tang cuong tac dung ha
lipid trong huyét thanh. Noi dung sau day phan anh céc déc tinh duoc dong hoc/duoc luc hoc cua cac
hoat chat riéng cua Pravafen.

L

Fenofibrat ?gp
Fenofibrat la dan xuat cua acid fibric c6 tac dung giam lipid gian ti€p ¢ nguoi theo co ché hoat hoa ;
TEL: (6%

thu thé kich hoat tang sinh Peroxisom nhém a (PPARa). Cac nghién ctru véi fenofibrat trén céac phén
tir lipoprotein cho thay tac dung lam giam ndéng dé cholesterol LDL va VLDL. Nong d6 cholesterol
HDL thuong tang. Nong dé triglycerid LDL va VLDL giam. Tac dung tong quat 1a lam giam ty 1é
lipoprotein ti trong thap va rét thap so véi lipoprotein ti trong cao.

Pac tinh lam giam lipid cua fenofibrat quan sat trong thuc nghiém lam sang duoc giai thich boi su
hoat hoa thu thé kich hoat tang sinh Peroxisom nhom a (PPARa) trong céc thi nghiém in vivo & chudt
chuyén gen va moi truong té bao gan ngudi. Thong qua co ché nay, fenofibrat gia ting su phan giai
lipid va thai trir cac tiéu phan giau triglycerid ra khoi huyét tuong bang cach hoat hoa liprotein lipase
va giam san xudt Apoprotein C-III. Viéc hoat hoa PPARa ciing kich thich l1am tang tong hop cac
Apoprotein A-I, A-II va cholesterol HDL.



C6 bang chimg chi ra rang diéu i voi cac fibrat ¢é thé lam giam céc bién ¢ tim mach vanh tuv nhién
chung lai khéng cho thay su giam tat ca cc neuvén nhan t vong trong diéu tri du phong so cap hoac
thir cép cia cac bénh tim mach.
Thu nghiém Hanh dong dé kiém soat nguy co tim mach ¢ bénh dai thao duong (ACCORD) la mot
nghién ciru ngau nhién ¢ déi ching véi 5518 bénh nhan dai thao duong tuvp 2 duoc diéu tri voi
fenofibrat dung cung simvastatin. Liéu phép phoi hop fenofibrat va simvastatin khong cho thay su
khéac biét ddng ké khi so sanh vai liéu phap dung simvastatin don ddc trong tiéu chi chinh hén hop vé
nhdi mau co tim khong gay tir vong, d6t quy khong gay tir vong. va tir vong tim mach (ty sb nguy co
[HR] 0.92: CI 95% (0.79-1.08). p= 0.32: giam nguy co tuyét déi (ARR): 0,74%). Trén mot phan
nhém bénh nhéan rdi loan lipid mau duoc quy dinh trude. la nhom bénh nhan c¢é chi sé nén muc
cholesterol HDL thép nhat (<34mg/dl hoac 0.88mmol/l) va miac TG cao nhét (2204mg/dl hoéc
2.3mmol/l), liéu phap phdi hop simvastatin va fenofibrat cho tha\ mic giam tuong d6i 31% so voi
dung simvastatin don doc xét vé tiéu chi chinh hon 1 10p (v sb nguy co [HR] 0.69: CI 95% (0.49-
0.97). p= 0.03: giam nguy co tuyét doi: 4.95%). Mot phan tich khac trén phan nhém bénh nhan duoc
quy dinh trude cho thay c6 mdi tuong tac rd rét cé y nghia thong ké gitra liéu phap diéu tri va gidi tinh
bénh nhan (p= 0.01). chi ra rang co thé ¢6 loi ich diéu trj khi dung liéu phap phdi hop & nam gidi
(p=0.037) nhung nguy co tiém tang doi voi tiéu chi chinh lai cao hon ¢ phu nir dugc diéu tri pho1 hop
khi so sanh voi li¢u phap simvastatin don doc (p=0.069). Diéu nay khong duoc quan sat thav trong
phan nhom bénh nhan roi loai lipid mau ké trén nhung ciing khong c6 bang chimg rd rang vé loi ich
d6i voi phu nit bi rdi loan lipid dugc diéu tri bang fenofibrat phdi hop ciing simvastatin, va anh hudng
cé hai ¢é thé c6 trong phan nhém nay cling khong thé duoc loai trir.

Nong d6 acid uric huyét tuong tang xap xi 20% ¢ nhirng bénh nhan m& mau cao, dac biét ¢ typ IV.
Fenofibrat cé tac dung tang bai tiét acid uric do d¢ tang thém loi ich cho nhimg bénh nhan nay.

Pravastatin

Pravastatin 1a tac nhéan Gc ché canh tranh cia 3-hydroxy-3-methylglutaryl-coenzym A (HMG-CoA)
reductase. enzym xuc tac giai doan sém cua qua trinh han ché sinh tong hop cholesterol, cé tac dung
lam giam lipid méu theo 2 cach. Thir nhat. véi su tc ché thuan nghich va canh tranh dac hiéu voi
HMG-CoA reductase. nd ¢6 tac dung lam giam nhe qua trinh téng hop cholesterol ndi bao dan dén
lam tang so luong cac thu thé cia LDL trén be mat té bao va tang chuyén hoa gian tiép qua thu thé va
d6 thanh thai cholesterol ti trong thap trong tuan hoan.

Thu hai, pravastatin Uc ché san sinh LDL b?mg cach trc ché su téng hop VLDL-cholesterol, tién chat
LDL-cholesterol, tai gan.

O ca ngudi khoe manh va bénh nhan m& mau cao. pravastatin lam giam céc tri s6 lipid sau day: tong
luong cholesterol. LDL-cholesterol, apolipoprotein B, VLDL-cholesterol va triglycerid: trong khi do
lam tang HDL-cholesterol va apolipoprotein A

Pravafen

Tac dung riéng cua pravastatin va fenofibrat bo sung cho nhau. Pravastatin hiéu qua hon trong viéc
lam giam LDL-C va tong lugng cholesterol nhung chi tic dung nhe trén TG va HDL-C trong khi
fenofibrat rat hiéu qua trong lam giam TG va tang HDL-C. nhung lai it ¢ hiéu qua trén LDL-C. Hon
nira. cac fibrat c6 déc tinh lam bién déi kich ¢& va ti trong ciia cac tiéu phan LDL-C lam cho ching it
dong lai ¢ thanh mach.

Céc fibrat va statin khi phdi hop ciing cho thay tac dung hiép déng Iam tang hoat tinh sao chép cua
cac thu thé PPARc.

Hiéu qua va d6 an toan lam sang

4 nghién ctiu da trung tdm voi Pravafen 40 mg/160 mg hoac Pravastatin 40 mg hodc Simvastatin
20 mg da duoc thuc hién: 3 nghién ciru thuc hién trong 12 tuan theo phuong phap ngau nhién, mu doi.
giai doan déi chimg voi mot pha mo rong nhan mé va mot nghién ctru nhan mé 24 tuan.
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Tong cong. cac nghién clru nay thuc hién trén 1637 bénh nhan khéng dép tng day da véi phac do
diéu trj don thuan chi c6 pravastatin 40mg hoédc simvastatin 20mg ¢ Chéu Au va MY,

Trong thir nghiém lam sang then chét da trung tam tai Chéu Au kéo dai 64 tuan bao gbm giai doan
nghién ctru song song. 2 nhanh. mu déi. gia doi, ngau nhién, 12 tuan, 248 bénh nhan nguy co cao mac
bénh mach mau bi roi loan lipid mau thé hén hop duoc lya chon ngau nhién vao mét trong hai nhom
diéu tri: Pravafen 40 mg/160 mg hodc pravastatin 40 mg. Chi c6 cac bénh nhan khéng dat muc tiéu
LDL-C va Triglycerid ciia NCEP ATP III (LDL >100 mg/dl va TG >150 mg/dl) sau 8 tuan diéu tri
voi pravastatin 40mg (1 vién/lan/ngay) duoc sip xép ngdu nhién. Bénh nhan ding Pravafen
40mg/160mg duoc so sanh voi cac bénh nhan diéu trj voi pravastatin 40mg: Pravafen lam giam non-
HDL-C, LDL-C, TG va tang rd rét HDL-C & mirc cao hon nhiéu so voi pravastatin 40mg. (xem
bang).

Ty 1€ phan tram thay doi trung binh so véi gia tri co ban ¢ tuan thir 12 ciia cac bénh nhan duwoc
diéu tri voi Pravafen 40mg/160mg hoic Pravastatin 40mg 1 lan/ngay

Pravafen 40 mg/160mg Pravastatin 40 mg Pravafen S0 VoI
N =120 N =119 pravastatin
Gia tri trung binh (%) Gia tri trung binh (%)x Gidtri p°
SE® SEP
Non-HDL~ .0 ) 4198 6.1%1.79 0.0018
C (mg/dl) %
1.DL-C . st o N
(rag/dl) -11.7+£1.75 -5.9+£1.76 0.019 T//
T =
Sl +6.5=1.12 +23+1.13 0.0089
(meg/dl)
TG (mg/dl) -22.6 +4.37 2.0+ 439 0.0010
TC (mg/dl) -9.9+137 4.4+138 0.006
AP0 A1 554099 +2.840.97 0.058
(e'L)
po - Poanesrs 38153 <0.0001
PO BARO 1632 166 6.0+ 1.61 <0.0001
,F(fbi‘&““ge“ -8.84 1.80 +1.4£ 175 <0.0001
W
He-CRI 1.1+ 0.61 ~0.6 +0.70 0.003
(mg/L)

¢S4 bénh nhan

® Thay doi tv 1¢ phéan tram trung binh (gia tri bm}
phuong nho nhét £ sai s6 chuén) gitra gia tri nén
duoc do sau cac tuan diéu tr voi Pravastatin 40mg
va 12 tuén khac diéu trj voi Pravafen 40mg/160mg
hodc pravastatin 40mg

¢ Gia uri p ¢6 v nghia khi p <0.05

Hiéu qua cua Pravafen 40mg/60mg duoc khang dinh trong mot thir nghiém 64 tuan da trung tam
tuong tu. bao gdm pha mu déi, ngau nhién kéo dai 12 tuan trong 1 nghién ctru & M¥ va so sanh liéu
phap dung Pravafen 40mg/160mg vdi liéu phéap diéu tri don doc fenofibrat 160mg va pravastatin
40mg trén bénh nhan bi roi loan lipid mau thé hdn hop. Lot ich vuot trdi cua liéu phap dung Pravafen
40mg/160mg so vai liéu phap diéu tri chi dung don doc fenofibrat 160mg va pravastatin 40mg trén
cac thong s6 lipid chu yéu da duoc thiét lap.

Su dung cho tré em

Co quan quan ly duoc pham Chéu Au khong bat budce phai nop cac ket qua nghién cuu Pravafen trén
tat ca cac phan nhom tré em roi loan chuyén hoa lipoprotein va cac rdi loan lipid mau khac (xem muc
Liéu ding va cach dung dé c6 thém thong tin vé s dung thudc cho tré em)

Pac tinh dwgc dong hoc

PHAR
IGRC
APOFR
35511



Khoéng quan sat thay co tuong téc duoc déng hoc dang ké nao khi dung phdi hop fenofibrat véi
pravastatin.

Hap thu

Pravafen tuong duong sinh hoc véi ding phdi hop fenofibrat va pravastatin trong nghién ciru liéu
don. Tuy nhién. két qua & mot nghién ciru liéu hon hop cho théy thude khéng tuong duong vi sinh
kha dung 6 liéu hdn hop ciia fenofibrat thap hon 20% so voi dung két hop do anh hudng ciia chat béo
trong bira an.

Mot nghién ciu duge ddng hoc cua liéu don Pravafen duoc thuc hién trong bita an va ltuc doi. Két qua
cho thay thuc an anh hudng dén toe d6 va muce do hap thu trong dang vién hén hop ¢b dinh liéu. Sau
khi uéng liéu don thudce phdi hop Fenofibrat — Pravastatin ty 1¢ 160/40mg. sinh kha dung cua acid
fenofibric thap hon trong lic déi. Cac thong so: sinh kha dung tai thoi diém t (AUCY) dién tich dudi
duong cong (AUC,.) va nong dé toi da (Cmax) ciia acid fenofibric ude tinh giam tuong tmg 30.94%
10,9% va 68.71%.

Khi uong liéu don hén hop Fenofibrat/Pravastatin 160/40 mg, sinh kha dung ctia pravastatin & lic doi
cao hon so voi luc vua an. Dién tich dudi duong cong (AUC,.), sinh kha dung tai thoi diém t (AUCY)
va nfmg do toi da (Cmax) tang tuong ung 111.88%. 114.06%. va 115.28%. Tuong tu nhu mot s6 dang
bao ché chira fenofibrat, dang phéi hop trén nén udng trong bira an vi sinh kha dung cta fenofibrat
tang khi uéng ciing thire an va hiéu qua ha lipid cia pravastatin khong bj thay doi.

(

Pravastatin i

Pravastatin duoc uéng ¢ dang hoat tinh. Né duoc hép thu nhanh, dat dinh trong huyét thanh khoang 1
— 1.5 ¢i¢ sau khi uong. Trung binh 34% thudc qua duong uong duoc hap thu vai sinh kha dung tuvét
déi 1a 17%.

Thtre an trong duodng tiéu hoa lam giam sinh kha dung cta thude nay, nhung tac dung ha cholesterol
cua pravastatin khong thay doi cho du ¢6 udng cung thuc an hay khong.

Sau khi hap thu, 66% pravastatin bj chuyén hoa lan dau qua gan noi dau tién thube cé tac dung va la
noi dau tién t6ng hop cholesterol va thai tra cholesterol LDL. Céc nghién ctu in vitro cho théy, thuc
chat. pravastatin dugc chuyén vao céc té bao gan it hon cac té bao khac. Déi voi su chuyén hoa lan
dau chi véu qua gan, nong do pravastatin trong huyét tuong chi co gia tri han ché trong viéc du doan
tac dung ha lipid mau cua thudc.

Noéng d6 thudce trong huyét tuong tv 1€ voi lieu dua vao.

Fenofbrar

Nong do toi da trong huy ét trong (Cma\) xuat hién trong khoang 4 — 5h sau khi uon0 Nono do thude
trong huyét tuong 6n dinh trong sudt heu trinh diéu tri lién tuc 6 moi ca thé bénh nhan.

Su hap thu fenofibrat ting 1én khi udng cung thic an. Anh hudng cua thirc an gia tang cung luong
chat béo: cang nhiéu chét béo, sinh kha dung ciia fenofibrat cang cao.

Phan b
Pravastatin
Khoang 50% pravastatin trong hé tuan hoan duoc gan voi protein huyét tuong. Thé tich phan b6 vao

khoang 0.51/kg. Mot lugng nho pravastatin xam nhap vao sira me.

Fenofibrat
Acid fenofibric gan manh vao albumin huyét tuong (hon 99%).

Chuvén hoa va thai trir
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Pravastatin

Pravastatin khong bi cw\'én héa dang ké boi cytochrom P450 cling khéng 1a mét co chat hozc tac
nhan uc ché P-glycoprotein nhung lai la co chat clia céc pr otein van chuyén Khac.

D6i vai duong udng. 20% lleu ban dau bi thai trir qua nudc txeu va 70% qua phan.

Thoi gian ban thai trong huyét tuong cia pravastatin duong udng tir 1,5 dén 2 gio.

Sau khi tiém tinh mach. 47% liéu bi thai trir qua than va 53% chuyén hoa va thai trir qua duong mat.
San pham chuyén hoa chinh cua pravastatin la 3 -a-hydroxy isomeric. Chat chuyén hoa nay c6 hoat
tinh 0c ché HMG-CoA reductase bang 1/40 dén 1/10 so vdi hop chat ban dau.

D6 thanh thai toan bd cua pravastatin la 0.81 Vh/kg va do thanh thai than ia 0.38 1/h/kg cho thé_v chu
veu thai trir qua ong than.

Fenofibrat

_ Khong tim thay bat cir dang fenofibrat chua chuyén héa nao trong huyét tuong, chét chuyén hoa cha
véu tim duoc la acid fenofibric. Thude nay duogc thai trir chu yéu qua nudc tiéu. Thuc té toan bod
thude bi dao thai hét trong vong 6 ngay. Fenofibrat duoc thai tru chu yéu dudi dang acid fenofibric va
dang két hop glucuronid cia né. O bénh nhan cao tudi. dé thanh thai huyét tuong téng cong biéu 1\1611
ctia acid fenofibric khong bi thay doi. Thoi gian ban thai cua acid fenofibric trong huvét tuong Xap xi
20 gio.

Cac nghién ctru dong hoc sau khi uong liéu don va diéu trj duy tri da chung minh thudéc khong tich
10y, acid fenofibric khong bi dao thai boi tham phan mau.

QUY CACH PONG GOI
Lo nhua HDPE mau tréng duc chua 30 vién nang cung. |

CHI PINH

Pravafen dugc chi dinh dung bd sung cung voi ché do dinh dudng va cac bién phap diéu tri khong
ding thude khac (vd. Tép thé duc. giam can) dé diéu tri m& mau cao hdn hop & cac bénh nhan trudng
thanh ¢6 nguy co tim mach cao nham lam giam triglycerid va tang HDL-C khi ndng d6 LDL-C duoc
kiém soat thoa déng trong khi diéu tri bang liéu phap diéu tri don doc pravastatin 40mg.

LIEU DUNG VA CACH DUNG

Liéu ding

Liéu khuyén cdo la 1 vién/ngay. Nguoi bénh nén tiép tuc duy tri cac ché do an han ché da thiét 1ap
trudc khi bat dau diéu tri.

Can theo doi dap tng diéu tri bang cach do chi sb lipid trong huyét thanh. Nong d6 lipid trong huyét
thanh thuong giam nhanh khi diéu tri voi Pravafen. neu khong dat dugc dap ung tuong xung trong

thoi gian ba thang diéu tri thi nén dung thudc.

Dung thudc trén nhém bénh nhan dic biét:

Ngueoi cao tuéi (> 63 tuoi)

Nén bat dau diéu tri voi Pravafen sau khi danh gia chirc nang than (xem muc Cac roi loan than va
nude tiéu). Cac dir liéu an toan cua Pravafen ¢ bénh nhén trén 75 tudi con han ché, do dé nén than
trong khi dung thudc cho cac bénh nhan nay.

Bénh nhan suy than
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Chéng chi dinh Pravafen d6i voi bénh nhan suy than nang va vua (khi do thanh thai creatinin < 60
ml’phut. Xem muc Chéng chi dinh)
Khong can thiét thay déi liéu dung déi voi bénh nhéan suy than nhe.

Bénh nhan suyv gan

Khong khuyén céo st dung Pravafen cho bénh nhan suy gan trung binh va chéng chi dinh déi voi
bénh nhan suy gan ndng (xem muc Chéng chi dinh). Khong can thiét diéu chinh liéu ¢ nhiing bénh
nhan suy gan nhe.

Tre em (< 18 tuéi)
Pravafen khong phu hop dung cho tré em voi chi dinh diéu tri roi loan md mau hon hop (xem muc
Chong chi dinh)

Céch dung

St dung dudng ubng

Liéu khuyén cao 1 udng 1 vién mdi ngay cung véi bira téi. Do thubc hap thu kém hon khi déi.
Pravafen nén duoc udng trong bira an (xem muc Tuong tac thudc va cac dang tuong tac khac va muc
Dac tinh dugce dong hoc).

CHONG CHI PINH

- Quéa man véi hoat chat hoac bat ki thanh phén nao cta thudc.

- Bénh nhén suy gan nang bao g6m x0 gan mat hodc viém gan dang hoat dong bao oom tang cac
chi sb xét nghiém chiic nang gan trong thm gian dai khong xac dinh (bao wom tang nono do
transaminase trong huvet thanh) vuot qua 3 3 lan gid1 han trén cia mutrc binh thuong (ULN) (xem
muc Than trong khi dung thuoc)

- Tré em va tré vi thanh nién dudi 18 tudi.

- Suy thén trung binh va nang (duoc xac dinh khi d¢ thanh thai creatinin <60 ml/phut)

- Bénh nhéan da dugc xac dinh la c¢6 phan tng doc tinh voi anh sdng hoac di ung anh séng trong qua
trinh diéu tri voi cac fibrat hoac ketoprofen

- Bénhvé tui mat (xem muc Than trong khi dung thude)

- Viém tuyén tuy cap tinh hoic man tinh ngoai trir viém tuyén tuy cap tinh do ting qua mic
triglveerid mau (xem muc Than trong khi dung thuée)

- Phu nir ¢6 thai va cho con bl (xem muc Anh huong 1én kha nang sinh san. phu nir ¢6 thai va cho
con bu)

- Nguoi ¢ tién st mac bénh vé co va/hodc chimg tiéu co gay ra do statin va/hodc fibrat hodc trude
do da duoc xac dinh la tang creatine phosphokinase (CK) trén 5 lan ULN khi dung thudc statin
(xem muc Thén trong khi dung thuéc)

THAN TRONG KHI DUNG THUOC

Céc dac tinh duoc dong hoc cua Pravafen khong hoan toan giémg vo1 duge dong hoc khi st dung phéi
hop cac liéu phap don hién co khi uéng cung bira an cé chira chét béo hodc khi doi. Bénh nhén khong
nén tu dong chuyén tir ché do phdi hop fenofibrat va pravastatin sang diang Pravafen (xem muc Dac
tinh duoc dong hoc).

R&i loan hé co xuong va cde md lién két

Gidng nhu cac thude ha lipid mau khac, pravastatin hay fenofibrat c6 lién quan téi viée khoi phét
chung dau co. bénh vé co va rat hiém gap la tiéu co van ¢ hoac khong kém theo suy than tht phat.
Tiéu co van la tinh trang cap tinh nguy hiém cta hé co xuong, ¢ thé xay ra ¢ bat ki thoi diém nao
trong qua trinh diéu tri va duoc dac trung boi khdi co bi tiéu di ciing voi su tang 1én cua CK (thong
thuong > 30 hoac 40 lan ULN) dan dén su ¢6 mat cua myoglobin trong nudc tiéu.
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Nguy co nhiém déc co ting lén khi ding déng thoi fibrat va mét chat uc ché 3-hydroxy-3-methyl-

glutaryl-Coenzyme A (HMG-CoA) reductase. Can xem xét cc bénh Iy vé co khi bénh nhan ¢6 cac
triéu ching tai co khong rd nguvén nhan nhu dau co. co trd nén nhay cam. véu co. chuét rit. Cac
truong hop trén can dugc danh gia 115n0 dé CK (xin xem thém dudi day).

Vi vay. can danh gi4 can than tv 1¢ loi ich/nguy co ciia Prav afen trude khi tién 1 hanh diéu tri va bénh
nhan can dugc theo doi dé phat hién bat ki dau hiéu nao cua nl 1iém doc co. Cac véu t6 anh huong nhu
bénh nhan >70 tudi. suy than, suy chirc nang tuyén giap. nguoi ¢6 tién su nhlem doc co khi su dung
statin hoac fibrat, nguoi co tién sir hodc gia dinh c¢6 réi loan co do di truyen hoac ngudi lam dung
ruou c6 thé lam tang nguy co nhiém doc co va vi vay can danh gia n6n<7 d6 CK trude khi tién hanh
liéu phap diéu tri két hop O cac bénh nhan nay (xin xem thém dudi day).

Khéng sir dung dong thoi pravastatin véi acid fusidic duong toan than. D3 ¢ cac bdo cao vé viée
bénh nhén bi tiéu co van (bao gdbm moét sd truong hop tir \'ong) khi dung két hop hai thude nay (xem
phan Tuong tac véi thube khac va cac dang twong tac khac). O nhirng bénh nhan nhat thiét phai dung
acid fusidic toan than. can ngimg su dung statin trong thoi gian diéu tri véi acid fusidic. Bénh nhan
nén xin tu van y té ngay lap tire néu cé bat cir mot trong cac triéu chung yéu co, dau co hay co trd nén
nhay cam.

Statin ¢6 thé duoc s dung trd lai sau 7 ngay nging dung acid fusidic. Trong nhirng truong hop dac
biét. khi can thiét phai ding acid fusidic toan than kéo dai. chang han khi diéu trj nhiém khuan nang,
thi viéc sir dung dong thoi pravastatin va acid fusidic chi nén dugc can nhac tiy theo timg truong hop
cu thé va dudi su theo dai v té chat che.

Trudce khi diéu tri

C?m danh gia ndng d6 CK trude khi bat dau diéu tri. Nong do CK ban dau co th; dung dé déi chiéu
néu néng d¢ nay tang lén sau do trong qua trinh h diéu trj két hop. Khi danh gia néng d6 CK. can phén
biét trong trudng hop cac yéu td tiém an khéac ciing cd thé gay ton hai thoang qua ¢ co, vi du nhu tap
luyén qua muc hodc chén thuong & co va nén danh gi4 lai néu can.

Néu ndng do CK tang lén dang ké >5 lan ULN trén duong nén két qua danh gia can duoc kiém soét
sau 5-7 ngay. Néu két qua da duoc khang dinh, khong nén tién hanh diéu tri (xem muc Chdng chi
dinh).

Trong quda trinh diéu tri

Nén kiém tra dinh ki nong d6 CK ba thang mot lan trong thoi gian 12 thang dau diéu trj két hop va
duoc danh gia boi béac si sau giai doan bét dau diéu tri.

Bénh nhan nén béo cdo ngay néu gip tinh trang dau co khong rd nguyén nhan, co tré nén nhay cam.
véu co hodgc chudt rut. Trong céc truong hop nay can danh gia nong d6 CK.

Néu nong d6 CK duogc phat hién va xac nhén la tang dang ké (=5 lan ULN). phai ding diéu trj v6i
Pravafen. Can xem xét ngimg diéu tri néu cac triéu chimg vé co tram trong va gay khé chiu hang
ngay (khéng ké dén ndng d6 CK). Néu nghi ngd bénh vé co do di truyén & cac bénh nhén nay.,
khuyén cdo khong nén bat dau diéu tri lai v6i Pravafen.

Rét hiém c6 cac béo cao vé bénh co hoai tir lién quan dén mién dich (immune-mediated necrotizing
myopathy/IMNM) trong hodc sau khi diéu tri voi mot sd statin. IMNM déc trung lam sang boi tinh
trang nhugc co gan va creatine kinase huyét thanh tang kéo dai, van tiép dién cho du da nging sir
dung statin.

Céc rbi loan gan mat

Gidng nhu cac thude ha lipid khac, ndng do transaminase tang trung binh & mot sé bénh nhan diéu tri
VvGi pravastatin hoac fenofibrat da dugc bao cdo. Trong phan I6n cac truong hop, nono do
transaminase gan trd lai mirc ndng d6 nén ma khong can ngimg diéu tri. Khuyén céo kiém tra ndng do
transaminase ba thang mot lan trong 12 thang dau diéu tri va duoc danh gia boi bac si sau giai doan
bat dau diéu tri.

Bénh nhan tang néng d¢ transaminase can duoc cht y dac biét va nging diéu tri néu tang aspartat
aminotransferase (AST) va alanin aminotransferase (ALT) qua 3 lan ULN lién tuc. Can than trong khi
dung Pravafen cho bénh nhéan c6 tién su mac bénh gan hoac uong nhiéu rugu.
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Viém tuvén tuv

Viém tuvén tuy da duoc bao cdo ¢ nhirng bénh nhan dung fenofibrat va pravastatin (xem muc Chéng
chi dinh). Diéu nay xay ra c6 thé cho thay diéu tri khong hié¢u qua & nhimg bénh nhan triglycerid mau

tdng qua cao, do tac dung truc tlep ctia thude, hodc 1a hau qua gian tiép cia hinh thanh soi hodc cin

duong dan mat, dan dén tac nghén ong mat.

Céc r6i loan thén va nude tiéu

Chéng chi dinh Pravafen trong céc truong hop suy than vura va néng (xem muc Cl 16ng chi dinh)

Nén danh gi4 tong thé do thanh thai creatinin uéc doan tai thoi diém bét dau diéu tri va ba thang mot
lan trong thoi gian 12 thang dau diéu tri két hop va duoc danh gia boi bac si sau giai doan nay.

Ngimg diéu trj trong truong hop do thanh thai creatinin udc tinh < 60 ml/phit.

Bénh phdi mé ké

Céc truong hop bénh phoi mo ké hiém gap da duoe béo cio khi diéu tri véi mot sb statin. dac biét khi
diéu tri trong thoi gian dai (xem muc Tac dung khong mong muon) Cac dac diém biéu hién bao Oum
kho tho, ho khan va suy giam stre khoe (mét moi, giam can, sot) Néu nghi ngo bénh nhan mac bénh
phdi mo k&, nén ngimg diéu trj véi Pravafen.

Bénh so1 mat

Fenofibrat c6 thé lam tang bai tiét cholesterql vao mat, c¢6 nguy co dan dén soi mat. Néu nghi ngd méc
bénh soi mat, bénh nhéan duoc chi dinh kiém tra ki tai mat. Néu phat hién ¢4 soi mat, nén nging diéu
tri voi Pravafen.

Cac truong hop nghén tinh mach

Trong nghién ctru FIELD (nghién ctiu can thiép fibrat va giam su c¢b trong bénh tiéu duong). da co
bao c4o vé su tang 1én ¢d v nghia thong ké cta cac truong hop thc mach phoi (0.7% & nhém gia dugc
s0 voi 1.1% 6 nhém diéu tri fenofibrat; p=0.022) va su tang 1én khong cd v nghia thono ké céc truong
hop huy ét khodi tinh mach sdu (nhém gia duoc 1.0% (48/4900 bénh nhén) s0 v6éi nhém diéu tri
fenofibrat la 1.4% (46/4895 bénh nhan), p=0.047). Neuy co tang Ién cua cac van dé lién quan dén
huy ét }\}101 tinh mach cé thé do non(7 d6é homocystein tang 1én, mot yéu t6 nguy co cta huyét khoi va
cac \eu t6 khong xac dmh khac. Nhung v nghia lam sang cua diéu nay khong ré rét. Vi vay. nén than
trong voi bénh nhén ¢ tién sur tc mach phoi.

Daéi thao duong

Mot vai bano chimg goi v rang cac statin, dugc xem la thu pham lam tang ndng do glucose trong mau
O mot sé bénh nhan nguy co cao bi tiéu dudng trong tuong lai. co thé gay ra tang mirc duong huyét va
can ché do cham séc nhu doi voi bénh nhan dai thao dudng thong thuong. Tuy nhién, khong nén vi
nguy co nay ma ding thudc statin vi cac statin lai ¢ tac dung lam giam nguy co tun mach. Bénh nhén
¢ nguy co cao (duong huyét luc doi tir 5.6 dén 6,9 mmol/L, chi s6 BM1>_)O}\0/IT] . tang triglycerid,
tang huyét ap) nén dugc kiém soat 1am sang va héa sinh theo cac huéng dan quéc gia.

Lactose
Thubc nay c6 chira lactose. Bénh nhén c6 tién st khong dung nap galactose hiém gap. suy giam Lapp
lactase, khong hép thu glucose — galactose khong nén dung thude nay.

ANH HUONG LEN KHA NANG SINH SAN, PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Pravafen

Hién chua c6 dit liéu vé viée su dung két hop pravastatin va fenofibrat trén phu nir ¢6 thai. Chua cé
nghién ctru vé doc tinh cia thude trén kha nang sinh san. Nguy co tiém tang van chua dugc biét. Vi
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pravastatin chong chi dinh cho phu nr ¢6 thai. chong chi dinh Pravafen cho phu nir ¢6 thai (xem muc

hong chi dinh)

Pravastatin nairi

Pravastatin chong chi dinh cho phu n&r c6 thai va chi dung cho phu nr trong do tudi sinh san khi chac
chan chua mang thai va dugc khuyé én cao vé cac nguy co tiém an. Can than trong dac biét d6i véi phu

nir trong d6 tuéi sinh san dé dam bao ho nhan thie dung cac nguy co khi sir dung pravastatin khi cé

thai. Néu bénh nhan du dinh ¢ thai hoac dang mang thai. phai thong bao véi bac s¢ ngay lap tuc va

phai ngimng diéu tri v&i pravastatin do cac nguy co tiém tang cho thai nhi.

Fenofibrat

Khéng cé dir liéu vé viée sir dung fenofibrat cho phu nit cé thai. Cac nghién ctu trén dong vat khong
chi ra bat ky doc tinh gdy quai thai nao. Tac dung gay ngé doc bao thai duoe chira 6 cac muc liéu Ga\
doc cho me. Nguy co tiém tang trén ngudi chua dugce biét.

Phu nir cho con bu

Pravafen

Van chua cé nighién ctu nao trén dong vat cho con bu duoc tién hanh déi véi Pravafen. Boi vayv. vi
pravastatin chéng chi dinh déi voi phu n@ cho con bu, chéng chi dinh Pravafen cho phu nir cho con bt
(xem muc Chémg chi dinh).

Pravastatin nairi .
Mot luong nho pravastatin dugc bai tiét vao sa me, vi vay chéng chi dinh pravastatin cho phu nl
dang cho con ba (xem muc Chong chi dinh).

Fenofibrat
Fenofibrat duoc bai tiét vao sra chudt me. Khong co dir liéu nao vé viée thai tru fenofibrat va cac chat
chuyén hoa ctia né vao sira me 0 nguoi.

Kha nang sinh san
Khong quan sat thay doc tinh trén kha nang sinh san cua fenofibrat va pravastatin
Khéng c¢é dir liéu vé anh huong trén kha nang sinh san khi ket hop fenofibrat va pravastatin

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pravafen khong cé anh huong hoac anh huong khéng dang ké dén kha nang lai xe va vén hanh ma\
moéce. Tuy nhién, khi 141 xe hodc van hanh may moéc. nén théan trong vi co thé xay ra hoa méit va tam
nhin bi anh hudng trong khi diéu tri.

TUONG TAC VOI THUOC KHAC VA CAC DANG TUONG TAC KHAC

Chua c6 cac nghién ctu chinh thire vé tuong tac v6i Pravafen; tuy nhién viée sir dung dong thoi nhiéu
hoat chét trén bénh nhan trong cac nghién ctru lam sang khong dan dén cac tuong tac khong mong
muoén. Sau day la cac thong tin hién co dugc phan anh cua cac hoat chat riéng lé (fenofibrat va

pravastatin).

Tuong tic cua pravastatin

Colestyramin/Colestipol

Dung dong thoi véi colestyramin/colestipol lam giam khoang 40 — 50% sinh kha dung cua
pravastatin. Dung pravastatin 1 gio trudc hodc 4 gio sau colestyramin hodc 1 gio trude colstipol
khong lam giam déng ké sinh kha dung hoac hiéu qua diéu tri trén lam sang
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Ciclosporin

Ding dong tl thoi ciclosporin v&i pravastatin lam tang 4 | lan hép thu toan than cua pravastatin. Tuy
nhién 0 moét @o bénh nhan. ting hap thu toan thén cia pravastatin ¢é thé 1én hon. Khi diéu tri két hop.
bénh nhan can duoc kiém tra hoa sinh va lam sang.

Cdc thuéc chuvén héa boi evtochrom P450

Pravastatin duoc chuvén hoa khong dang ké bai hé cytochrom P450. Diéu nay giai thich tai sao cac
thube duoc chuyén hoéa boi hoac uc ché hé nay c6 thé plnéi hop diéu tri v6i pravastatin ma khong lam
thay doi dang ké nona dd cua pravastatin trong huyét twrong nhu quan sat doi VOl cac statin khac.
Khoéng ¢o tuong tac vé mat duoc dong hoc dang ké nao cia pravastatin véi mot s6 thude, dac biét la

voi cac co chat/cac chat ue ché caa CYP3A4, vi du diltiazem. verapamil, itraconazol. ketoconazol.
cac chét te ché protease, nudc budi ép va cac chat tre ché CYP2C9 (nhu fluconazol).

O mot trong hai nghién clru tuong tac cia pravastatin va erythromycin. dién tich dudi dudng cong

(AUC) (70%) va nong do tdi da Cpay (121%) clia pravastatin dugc quan sat thay tang cé y nghia thong

ké. Trong mét nghién ctru tuong tu v6i clarithromyein. dién tich dudi dudng cong (AUC) (110%) va

non0 do t6i da Cma\ (177%) cua pravastatm cling dugc quan sat tha\/ tang c6 v nghia thong ké. Tuy

nhiing thay doi nay rat nho, can than trong khi két hop pravastatin véi erythromycin hoac
clarithromycin.

Acid fusidic

Tuong téc gitra pravastatin va acid fusidic c6 thé dan téi viée tang nguy co méc bénh tiéu co van.
Nguy co méac bénh vé co bao gom bénh tiéu co van cd thé tang l1én khi dung dong thoi acid fusidic
dudng toan than véi cac statin. Két hop nay co thé dan t6i tang nong do trong huyét tuong cia ca hai
chat. Co ché cua tuong tac nay (cho du la tuong tac dugc luc hoc, hay duge dong hoc. hoac ca hai)
van chua duoc biét. Co cac bao céo vé tinh trang tiéu co van (bao gém mot vai ca tu vong) o cac
bénh nhan ding dong thoi két hop thude nay.

Néu can thiét phai st dung acid fusidic, nén ngung dung pravastatin trong thoi gian st dung acid
fusidic. Xem thém phan Théan trong khi dung thuoc.

Twong tdc véi cdc thuée khac

Trong cac nghién ctu tuong tac. khéng quan sat thay c6 su khac biét ¢ v nghia thong ké vé sinh kha
dung khi dung dong thoi pravastatin véi acid acetylsalicylic. cac antacid (dung 1 gio trude
pravastatin), acid nicotinic hodc probucol.

Tuong tac cua fenofibrat

Resin gan acid mat

Resin gan acid mat thuong lam giam héap thu cua cac thude va khi dung dong thoi voi cac resin, nén
udng fenofibrat trude d6 1 gio hodc sau d6 4 — 6 gio. nho d6 cac resin khong gdy can tré hap thu
fenofibrat.

Cdc thuée chong dong dwong uong.

Fenofibrat lam tang tic dung cta cac thube chong dong duong ubng vi vay lam tiang nguy co chay
mau. Khuyén cao giam liéu thude chong déng xudng con 1/3 khi bat dau diéu tri va sau d6 diéu chinh
dan dan néu can thiét theo thong s6 INR (International Normalised Ratio). Vi vay khéng khuyén cao
két hop fenofibrat voi cac thude chong dong dudong udng.

Ciclosporin

Mot s6 truong hop suy thén nang co héi phuc da duoc bao cao khi diéu tri dong thoi fenofibrat voi
ciclosporin. Vi vay can kiém tra chat ché chuc nang than cua cac bénh nhan nay va nging diéu trj voi
fenofibrat trong truong hop cac chi s6 xét nghiém thay doi nghiém trong.

Tuong tac voi thic an
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Pravafen can duoc udng trong bita an do thiic an lam tang sinh kha dung caa fenofibrat (xem muc
ieu u dung v a cach dung va Dac tinh duoc dorg hoc).

rong tat ca cac thir nghiém lam sang, bénh nhan dugc hudng dan uona Pravafen hang ngay trong bia
an 1(-1 va tlep tuc &p dung ché d6 an kiéng trude khi diéu tri. Cac dir liéu an toan va hiéu qua hién co
duoc dua trén viée dung thude trong bita an va ché do an kiéng. vi vdy nén dung Pravafen trong bira
an (xem muc Liéu dung va cach dung va Dac tinh duoc dong hoc).

TAC DUNG KHONG MONG MUON

Tém tat hd so an toan

Tac dung khong mong mudn (ADR) trong qué trinh diéu tri Pravafen thudng duoc béo céo nhat la
tang transaminase va cac roi loan tiéu hoa.

Bang danh sach céc tac dung khéng mong mudn
Trong cac thu nghiém lam sang, trén 1566 bénh nhan da s dung Pravafen. Céc tac dung phu thuong
nhe va thoang qua.

Tan suét gap phai cta cac tac dung khong mong mudn duoc phan loai nhu sau: Rat ph bién (> 1/10).
Phé bién (= 1/100 dén < 1/10). Khéong pho bién (> 1/10 00 dén < 1/100). Hiém gap (> 1/10 000 dén <
1/1000). Rat hiem (< 1/10 000).

Hé co quan | Tac dung khong mong muon

R&i loan hé mién dich Phan (g qua man

R6i loan dinh dudng va chuyvén
hoa

Lam nang hon bénh Khong pho bién
tiéu duong. béo phi i

Rai loan tdm than Réi loan giac ngu bao @6m mat ngud va ac mong Khong phé bién

Roi loan than kinh trung wong Hoa mat. dau dau. roi loan cam giac Khong phé bién

R6i Joan tim Dénh trong nguc Khong phd bién

R0i loan tiéu hoa Chuong va dau ving bung. dau phéan bung trén. tdo bon. tiéu | ppg bién
chay. kho miéng. ¢ hoi. day hoi. budn nén. kho chiju vung
bung. non.
| Roiloan an mat Tang Transaminase Pho bién

Dau vung gan. tang gammaglutamy| transferase

Khong pho bién

Réi loan da va mo dudi da

Ngtra. may day

Khong pho bién

Roi loan co xuong, mé lién két
va Xxuong

Dau khop. dau lung. tang creatine phosphokinase mau. co that
co. dau co xuong. dau co. dau tr chi

Khong phd bién

R&i loan than va nudc tiéu

Tang creatinin mau. giam dé thanh thai creatinin than. tang d¢
thanh thai creatinin thén. suy than

Khoéng pho bién

RO loan chung va tai chd

Hen. mét moi. gia cum

Khéng pho bién

Cén lam sang

Tang cholesterol. triglverid mau. tang lipoprotein trong luong

phén tir thap. tang can

Khéng phé bién

M$ ta cac tac dung khéng mong mudn chon loc

Tdc dung phu trén co xwong: Hiém cé bao cao ting nong do creatine phosphokinase (CK) rd rét va
lién tuc. Trong cac nghién ctru 1am sang. ty 1é trudong hop ting creatine phosphokinase (CK > 3 lan
ULN va < 5 lan ULN) 1a 1,92% déi véi bénh nhan dugc diéu tri voi Pravafen. S trudong hop tang
creatine phosphokinase quan trong trén lam sang (CK = 5 lan ULN. < 10 lan ULN va khéng c6 cac
triéu chimg vé co) dugc quan sat 1a 0.38% & céc bénh nhan diéu tri véi Pravafen. Truong hop tang
creatine phosphokinase quan trong trén lam sang (CK > 10 lan ULN va khong c6 cac triéu ching vé
co) duoc quan sat 1a 0,06% & cac bénh nhan diéu trj voi Pravafen. (Xem muc Than trong khi dung
thube)
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Phan img gan: Hiém gap phai cac truong hop tang nong d6 transaminase trong huyét thanh rd rét va
lién tuc. Trong cac nghién ctu lam sang. v 1¢ cac trudng hop tdng transaminase trong huyét thanh
(ALT va/hodc AST > 3 lan ULN hodc < 3 1an ULN) la 0.83% & cdc bénh nhén diéu trj v6i Pravafen.
Ty 1é cac trudng hop tang transaminase trong huvét tuong quan trong trén lam sang (ALT va/hoac
AST > 5 lan ULN) duoc quan sat la 0.38% o cac bénh nhan diéu tr voi Pravafen (xem muc Thén
trong khi dung thudc)

Céc thong tin khac vé céc hoat chét riéng 1é cé trong thube phdi hop ¢ dinh lidu

Pravafen chia pravastatin va fenofibrat. Cac phan tmg phu khac lién quan dén viéc ding cac thude
chira pravastatin hoic fenofibrat duoc quan sat thay trong cac thir nghiém lam sang va trong qua trinh
Juu hanh cia thude ¢ kha nang xay ra khi ding Pravafen duoc liét ké dudi day. Phén loai theo tan

suat gap phai dua trén céc thong tin hién c6 cua tom tat dac tinh san pham o Chéau Au.

Hé co quan Téc dung khong mong mudn khi dung | Tac dung khong mong mudn Tén suat
fenofibrat pravastatin
Cac roi loan méau va hé¢ | Giam hemoglobin. giam té bao bach Hiém gap

bach huyét

cau

Cac rdi loan hé than
kinh trung vong

Mét moi. chéng mat

Hiém gap

Bénh I\ da day théan kinh ngoai bién

Rat hiém

Cac roi loan vé mat

Ro1 Joan t@m nhin (bao gdm nhin mo va
nhin do6i)

Khong pho bién

Céc roi loan mach mau

Tac mach do hu_\’él khfwi (tac nghén
mach phdi. huvét khéi tinh mach
sau)*

Khéng phé bién

Ho hap. cac rdi loan
nguc va trung that

Bénh viém phoi ké

Chua duoc biét

Cac r6i loan gan mat

Bénh soi mat

Khong pho bién

Bénh vang da. xo gan cép tinh

Rat hiém eap

Bénh vang da. bién ching cua soi mat
(nhu viém tGi mat. viém duong dan
mat. con dau quan gan. ...).

Chua duoc biét

Réi loan da va mod dudi
da

Da phat ban. bat thuong o da dau va toc
(bao 26m rung toc)

Khong pho bién

Rung téc. phan Ung qua man véi anh
sang

Hiém gap

Cac r6i loan xuong. hé
co xuong va mo lién
két

Roi loan co (nhu viém co. _véu co)

Khong phé bién

Tiéu co van. ¢ thé dan dén suy than
cép tinh thir phat do myoglobin xuat
hién trong nudc tiéu. bénh vé co (xin
xem muc Théan trong khi dung thude):
viém co. viém da co. Cac truong hop
riéng biét roi loan day chang, doi khi
bién ching do thoat vi

Rét hiém eap

Tiéu co van

Bénh co hoai tr lién quan dén mién
dich (xem phan Thén trong khi dung
thudc)

Chua duoc biét

Céac roi loan than va
nuac tiéu

Céc bat thuong gap phai nhu bi tiéu.
tiéu nhiéu vé dém

Khong pho bién

Céc roi loan hé sinh san

Suy giam tinh duc

Suy giam tinh duc

Khong pho bién

Cac roi loan chung

Mét moi

Khéng pho bién

Xét nghiém

Uré mau tang

Hiém gap

* Trong nghién ctru FIELD (nghién ctru fenofibrat -nghién ciru can thiép fibrat va giam su c¢6 trong bénh tiéu
duong). mot thir nghiém ngau nhién cé dbi ching duoc tién hanh trén 9795 bénh nhan dai thao duong tuyp 2, s6
truong hop viém tuy duoc quan sat thiy ¢ bénh nhan ding fenofibrat tang déng ké c6 y nghia théng ké so véi
nhém gia duge (0,8% so voi 0.5%; p = 0.031). Ciing trong nghién cuu nay. ty 1€ cac truong hop bi nghén mach
phdi cling tang lén déng ké c6 y nghia thong ké (0.7% trong nhom gia duoc so voi 1.1% trong nhom diéu tri
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fenofibrat: p= 0.022) va s6 truong hop bi huyét khg‘»i tinh mach sau tang 1én khéng co v nghia théng ké (nhom

gia duge 1.0% [48/4900 bénh nhéan] so véi nhom diéu i fenofibrat 1a 1.4% [67/4895 bénh nhan]: p = 0.074)

Céac tac dung khong mong mudn sau day da duoc bao cao khi sir dung mot so statin:

- Gap ac mong

- Mat tri nhé

- Tram cam

- Céc truong hop méc viém phoi mé ké hiém gap dac biét khi diéu trj trong thoi gian dai (xem muc
Thén trong khi dung thube).

- Tiéu dudng: tan suat phu thudce vao su cd mat hay vang mit cla cac yéu t6 nguy co (duong huyét
lte déi > 5.6 mmol/L. BMI>30kg/m’. triglvcerid cao. tién su tang huvét ap).

QUA LIEU VA CACH XU TRI ,
/

Trong truong hop dung qua liéu. can thuc hién cac bién phap diéu tri triéu chimg va ho trg can thiét.

Pravastatin

Céc truong hop qua liéu dugc bao cdo khong co triéu chimg va khéng lam tang cac thong s6 xét
nghiém. Khéng co thude giai doc dac hiéu. Néu nghi ngd qua lidu can diéu tri wi¢u ching va thuc
hién cac bién phap hé tro phu hop.

Fenofibrat
Khong cé thude giai doc dac hiéu. Néu nghi ngo qua liéu can diéu tri triéu ching va thuc hién cac
bién phap ho tro phu hop. Khong thé thai tru fenofibrat bang tham tach mau.

PIEU KIEN BAO QUAN
Bao quan & nhi¢t d6 dudi 30°C.
Dé xa tédm tay tré em

HAN DUNG
2 nam ké tir ngay san xuét

NHA SAN XUAT
SMB TECHNOLOGY S.A.
Rue du Parc Industriel 39. 6900 Marche-en-Famenne, Bi.

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUOC:
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