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SAn xdthr:
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Pravastatin natri ..............................,...,...
rxlrx rxfu: ndn bao phin ch0a:

SolV Rsg. ilo.:
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ilgy SX / ifig. oab

Han dng / fu. Pab

sAo ouAil: Nd k ro,

nhie,t d0 ldroao qua 30'c.

qm6]Ill* Euh filn-cated tabbt conbins:
Pravastatin s0dium .............................. 20 m0

Excipients q.s. for ..................,............ 1 tabld

SIIn GE: Kep in a dry dace,

do nd sbre abo/e 30'C. Pdec{ lrom light

ifircAilr6, qilrBilocAmts, uErGE, ffnilsnflrn, PnEilrills,
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ro ruUoNe oAN st otJNG THUoc
Vi6n n6n bao phim Fasthan 20

o 
Thu,i" bdn theo don

Dd xu im toy cria trd em
Dpc k! huhng ddn sft dung trufic khi ding

Th6ng bdo ngay cho btic si ho(c drqc sl nhirng tdc dqng khing mong mudn gfu phdi khi sr? dqng thuiic

e. ntldNe oAttt stf ouNe ruu6c cruo NeUdt
BENH

THANH PHAN, HAM LU$NG COA THUoC

- Pravastatin natri.

- T6 dugc vira tlt..
20 mg

I vi€n
(Lactose monohydrat, cellulose vi tinh *e tOt, magnesi

oxyd, natri croscarmellose, Povidon K30, magnesi stearqt,

silic dioxyd keo, hypromellose 6cps, polyethylen glycol

6000, titan dioxyd, talc, Ponceau 4R lake)

ruo rA sAN pHAna

Vi6n n6n trdn, bao phim mdu hdng, hai m{t khum, mQt m{t
c6 vqch ngang, m6t m{t tron, c4nh vir thinh vi€n ldnh l{n.

QUY CACH OOXC COr:

HQp 3 vi x 10 vi€n.

THU6C DUNG CHo BENH Gi:

Fasthan 20 dugc dtng tili:
- Di6u tri rlii loan lipid m6u: Di6u tri tdng cholesterol m6u

ti6n ph6t va rt5i lo4n lipid m6u h5n hqp, t<iit trqp vdi tli6u

chinh ch6 d0 6n, khi ngudi bQnh kh6ng d6p ung vdi chii ttQ

di€u tri khdng dtng thut5c (in ki€ng, tflp th€ duc).

- DU phdng bitin c6 tim mach ti6n ph6t: Gidm t! lQ tri vong

vd t! lQ mic b€nh tim mqch d nguli bQnh tdng cholesterol

m6u vira ho4c n{ng vi c6 nguy co cao xdy ra bitin cti tim

m4ch lin dAu, k6t hgp vdi di6u chinh ctriS ag an.

- Dg phdng bitin c6 tim m4ch thri ph6t: Gidm t! lQ tri vong

do tim mqch vn t! lQ t6i ph6t d ngudi bQnh c6 ti6n su nhdi

m6u co tim ho4c dau thit ngpc kh6ng 6n tlinh kdm theo

ting hay kh6ng t6ng cholesterol m6u.

- Gidm lipid m6u d nhtng ngudi dugc gh6p tqng tlang dtng
thu6c ch6ng thdi ghdp.

Ntx luNc rHuoc NAY NHI/ THE NAo vA t-Itu
LIJO.NG:

Ctich dilng:
Dtng dulng u6ng. C6 th€ u6ng ctng hay kh6ng ctng thuc 6n.

ThuSc phAi dugc dirng iltng theo huong dln cta b6c sT.

Liiu tugng:

Ngudi l6'n:

Oi6u tri rtii lo4n lipid m6u: Li6u khuy6n c6o li 10-40 mg, I

lAn I ngdy. t idu tOi da ld 40 mg, I lAn I ngiy.

Dg phdng bi6n cii tim mpch ti6n ph6t vi thri ph6t: Li€u bit
diu vd li€u duy tri ld 40 mg, I lin I ngdy.

Ginm lipid m6u o nhirng ngudi dugc gh6p t4ng dang ding

thutic cht5ng thAi ghdp: Lidu b6t d6u th6ng thuong li 20 mg,

1 lin I ngdy. Tty theo d6p ring cia m6i ngudi, b6c s! sE diAu

chinh li6u cho phtr hqp, lieu t6i da la 40 mg, 1 lAn 1 ngiy.

Cdc d6i trqng ilgc biPt:

Trd em:

- Tt 8-13 tu6i: Lieu khuytin c6o li 10-20 mg, 1 l6n I ngdy.

- Tu l4-l8tuOi:LiCukhuytinc6o ld 10-40 mg,l lin I ngdy.

Ngrdi l6'n tudt: tJlngtheo hu6ng dln cia bic s!.

Ngudi suy gan hofic suy thqn: Li6u khdi dAu khuyiin c6o d
ngudi suy thdn hodc suy gan vira vd ning ld l0 mg, I lin I
ngey.

KHI NAo KHONG xf,N ouNc THU6C NAY:
- Ngudi bQnh qu6 m6n vdi pravastatin natri hay b6t cri thanh

phAn ndo ctathu5c.
- Nguoi bQnh mic bQnh v6 gan.

- Ngudi bQnh c6 chi s(5 x€t nghiQm enzym gan cao b6t

thuong.

- Php n[ c6 thai vd phq nt tlang cho con bri.

TAc DVNG KHONG MoNG MUoN (ADR)

Pravastatin c6 th€ gdy ra mQt s6 t6c dpng kh6ng mong mu6n

d mQt s5 ngudi.

Nriu xu6t hiQn c6c triQu chfng nhu: alau co khdng 16 nguy€n

nh6n, dai ding; dau y6u co hay bi chuQt rrit thi ndn ngung

dtng thu6c vi b6o ngay v6i b6c si, tl4c bi$t ld khi ngudi bQnh

bi s<5t vi cdm th6y mQt.

MQt s6 trulng hqp hi6m gap c6 th€ x6y ra ti€u co v6n, d5n

diin suy thgn c6p nghi6m trong, de dqa d6n tinh mqng.

Phdn ring d! ring nghi€m trgng bao g6m sung mit, mOi, luOi

hay c6 hgng c6 th€ g6y kh6 thd. CAn b6o ngay voi b6c s! ntiu

xiry racdc triQu chfng ndy.

h eqp, 1/1.000 < ADR < 1/100

- ThAn kinh trung uong: Ch6ng m4t, mQt mdi, dau dau, riii
loan gi6c ngt, m6t ngt.

- Mit: Nhin doi, nhin md.

- Ti€u h6a: Kh6 ti6u, budn n6n, n6n, tlau bgng, kh6 ch!u,

ti€u chdy hodc t6o b6n.

- Da vir t6c: Mdn ngta, mgn nhgt, ntii mC day, rqng t6c.

-,! -.1 . t. _,'- TiCt nieu: Ti€u bu6t, ti€u nhi€u viro ban d€m.

- Co xuong khdp: Dau co, dau kh6p.

Riit hidm g\p, ADR < t/10.000
- Th6n kinh trung uong: Cdm gi6c ngria, n6ng, t€ do t6n

thuong thAn kinh.

- Da: BQnh nghi€m trgng tr€n da (Lupus ban dd hQ thdng).

- Gan: Vi6m gan hay vi€m tqy, virng da, ho4i tu tii bdo gan.

- Co xuong kh6p: Vi€m co d5n d6n yiiu vd dau co, vi€m gdn

c6 thti d6n d6n dut gdn.

- X6t nghiQm: Ting transaminase (ddu hiQu cta bQnh v0

gan).

Ngoii ra thu6c c6 th6 gdy m6t tri nhd, l[ l6n ...

NtN rnANH DUNG NHITNG THUOc HoAc rHU'c
PHAM Gi KHI DANG SI/ DUNG THU6C NAY

Cin th6ng b6o vdi b6c si n6u dang su dpng ho{c dd sri dung

gin d6y c6c thu5c sau:

- C6c thu6c kh6c cfrng c6 t6c dqng ha cholesterol m6u (nhu

gemfi brozil, fenofibrat).

- Thu6c fc ch6 mi6n dich (nhu ciclosporin).

- Thutic kh6ng sinh (erythromycin, clarithromycin...)

- Thui5c di6u tri HIV vd vi6m gan si€u vi C nhu darunavir +

ritonavir, lopinavir * ritonavir.
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Niiu nguoi b€nh tlang st dung thuric h4 lipid m6u nhu resin
(colestyramin hay colestipol), thi n6n uSng pravastatin it nh6t
I gid trudc vi 4 gio sau khi u5ng resin. Bqi vi resin ldm dnh
huong tt6n sy h6p thu cta pravastatin n6u ut5ng 2 thuiic niy
qu6 gdn nhau.

Kh6ng n€n ui5ng rugu khi rlang dtng Fasthan 20.

cAN lAnr ci xnr Mer LAN euEN KH6NG or)Nc
THU6C

Niiu qu€n kh6ng dirng thu6c, b6 qua tidu tl6 qu6n vd tirip tqc
dtng thu6c nhu lich binh thu&ng. Tuy€t d6i kh6ng tlugc
uring g6p d6i li€u.

cAx nAo euAN rHUOc NAy NHUTHt NAo
Nryi kh6, nhigt dQ khdng qu6 30 oC, tr6nh 6nh s6ng.

DAU HIEU vA TRIEU CHu.NG KHI DUNG THU6C
QUA LIEU

Qu6 li€u pravastatin kh6ng c6 triQu chfng d6c biQt, c6 th€ h6i
phuc nhanh ch6ng.

cAx puAr r,Avr ci KHr Dt NG rHU6c euA LrEU
KHUYEN CAO

Trong trulng hgp qu6 li6u, ngudi bQnh cin dtin gip ngay bdc
, ,,. l ,

si ho6c cric cq sd y te gan nhet.

NHING DIIU CAN THAN TRONG KHI DUNG
THUOC NAY

Cin th6ng btio ngay vfui bdc si hay cltrqc si ndu ngudi bQnh

miic phiti cric linh trepg sau:
- BQnh th4n

- Suy hO h6p ndng

- Suy gi6p

- BQnh gan

- BQnh vd co do di truy€n

- C6 cric t6c dpng kh6ng mong mu5n kdn co do c6c thudc kh6c

thuQc nh6m statin vir c6c thu6c thuQc nh6m fibrat g6y ra.

OOi vOi nguoi bQnh dang g{p phdi c6c tinh tr4ng tr6n ho{c
ngudi b€nh tr€n 70 tu6i, bec sT sE cho thgc hiQn mQt si5 x6t

nghi€m trudc khi chi dinh dtng Fasthan 20 de d6nh gi6 nguy

co t6c dgng php tr€n co d ngudi bQnh.

Trong qu6 trinh ttidu trl, cin th6ng biio vdi b6c s! khi c6 c6c

bi6u hiqn vd cs nhu clau cq cring co, y6u co.

Ngudi bQnh b! d6i th6o dulng hoqc c6 nguy co mic tl6i th6o

duong (n6ng tlQ duong vd ch6t bdo trong m6u cao, b6o phl,

cao huy6t 6p) cAn dugc theo d6i ch{t ch€ trong su6t thdi gian

dtng thu5c.

Ngudi bQnh kh6ng dung n4p lactose kh6ng n€n st dqng

Fasthan 20, vi c6 thC gip c6c triQu chring kh6ng dung n4p

nhu: chudng bung, diy hsi, bu6n n6n vd dOi khi n6n, ti€u

chdy.

Thdnh phin Ponceau 4R lake trong ch6 phAm c6 th€ gdy

phdn rmg di tmg d mQt s6 ngudi.

B6c sI sE chi dinh dirng thu6c trong mQt khodng thli gian

nh6t dinh. Ngudi bQnh cin tudn thrl vd sri dpng thu6c thudng

xuyOn vd theo dring chi ttinh cta b6c si ngay cd khi phdi ui5ng

trong khoirng thdi gian dii. Kh6ng dugc tp y ngung dirng

thu6c.

Ttic itQng cia thudc khi ltii xe vd vQn htinh mdy mdc

Pravastatin kh6ng dnh huong d6n khd ning l6i xe vir vfn
hinh m6y m6c. Tuy nhi€n, n6u xu6t hien c6c triQu chting

ch6ng m4t, nhin md hay nhin tl6i thi kh6ng n€n l6i xe vd v6n
hinh m6y m6c.

Phqt nii ctj thai vd cho con bil
- Php nft c6 thai kh6ng tlugc dtng Fasthan 20. N6u ph6t

hi€n c6 thai khi dang dtng Fasthan 20, cdnthdng b6o ngay
vdi bdc s!.

- Phu nii dang cho con bri kh6ng duoc dirng Fasthan 20.

KHr NAo cAN THAM vAN nAc si, DrIgc si
Ngudi b€nh st dpng thu6c kh6c khi dang tlidu tri v6i Fasthan
20.

Phu nil mang thai holc c6 kii hoach mang thai.
Phu nfr cho con bti.

Ndu cdn thlm thAng fin
xin hdi j kidn bdc si ho(c duqc si.

HAN DUNG C0a THU6C:

36 thring k€ tir ngdy sin xu6t

sAN xuAr r4r:

lt^( lr NlntM tx{N vtN

CONG TY CO PHAN DI.IoC PHAM sAVI
(Savrpharm f.S.C)

LO Z.0l-02-03a khu C6ng nghi€p trong khu Ch6 xuAt tan
Thufln, phuong TAn Thudn Ddng, qu6n 7, thdnh ptr6 UO Cni
Minh.
DiQn tho4i: (84.8) 377001 42-143-144

Fax: (84.8) 37700145

NGAY xEM xIT SI.IA DoI, CAP NHAT LAI NQI
DUNG HI/ONG OAN STIOUNG THUOC: -R
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Dr.Io. c L-rIc Hec
Md ATC: Cl0AA03
Nh6m duo. c l!: Ch6t ric ch6 gVtC-CoA reductase
Pravastatin ld mQt ch6t r?c ch6 canh tranh v6i enzym 3_
hydroxy-3-methylglutaryl-coenzym A (HMG-CoA) reductase,
Iii enzym xtc t6c chuytln HMG-CoA thdnh acid mevalonic,
mQt tidn ctr6t Ae tring hqp cholesterol. Thu6c 0c cn6 fntC-
CoA reductase ldm gi6m n6ng dQ cholesterol trong t6 bAo.
Didu ndy kich thich lim t6ng cilc thu th6 LDl-cholesterol
(Low Density Lipoprotein - cholesterol) tr6n mdng ti5 bdo
gan, do d6 ldm ting thanh thdi LDl-cholesterol ra khdi tuAn
hodn. Ngodi ra, pravastatin cdn ngdn t6ng hqp LDL-
cholesterol bing c6ch ric ch6 t6ng hqp VlDl-cholesterol
(Very Low Density Lipoprotein - Cholesterol) trong gan.

DTIQC DONG HQC

H6p thu
Pravastatin hdp thu nhanh qua <tudng ui5ng, n6ng tt6 dinh
trong huyiit tuong dat duoc sau khoing l-1,5 gid. Khodng
34%lii:u dugc h6p thu sau khi uiing, sinh khi dung tuy6t d6i
lir l7%. Thric 6n ldm gidm sinh khi dung cta pravastatin, tuy
nhi6n kh6ng inh huong tliin hiQu qud ldm giAm cholesterol.
Sau khi hdp thu, 660/o pravastatin bi chuyrSn h6a l6n rtAu o
gan.

Phf,n b6

Khoing 50% pravastatin trong tuAn hodn g6n vdi protein
huy6t tuong. th6 tich phdn bti khoing 0,5 l/kg. MQt lugng
nhd pravastatin ti6t vdo sta me.

Chuy6n h6a

Pravastatin kh6ng dugc chuy€n h6a tt6ng k€ qua cytochrom
P450, cflng kh6ng Id ch6t nen hay ch6t ric chti cta P-
glycoprotein; md li ch6t ndn cria m6t protein v6n chuy6n

khdc. Ch6t chuytin h6a chinh cria pravastatin ld tl6ng ph6n

isomer cta 3-o,-hydroxy. Ch6t chuy€n h6a ndy c6 khodng

ll10-1140 ho4t tinh so vdi pravastatin.

Thfli trir
Sau khi u6ng, khodng 20% liiu ban dAu dugc tim th6y trong

nudc ti6u vit 53o/o dugc tim th6y trong phdn. Ntlra doi thdi trir
cta pravastatin ld 1,5-2 gid. EQ thanh thii todn phin crla

pravastatin le 0,81 liVgio/kg vi dQ thanh thii th$n ld 0,38

liUgid/kg.

Dwqc ttQng hgc cia nhtng trrdng hqp tlqtc biQt

Tri em (8-18 tu1i)
Gi6 tri C.",vir AUC (Area Under Curve: DiQn tich du6i

<ludng cong) d tre em tuong tq nhu o ngudi l6n sau khi uting

li6u 20 mg.

Sny thqn

Kh6ng c6 sp kh6c biQt l6n vC dugc dQng hgc crira pravastatin

o ngudi suy thfln nhg vA ngudi binh thuong. Tuy nhi€n, d
ngudi suy th{n vtra vi n{ng, sinh khi dr,rng cta pravastatin

c0ng nhu ch6t chuydn h6a c6 thri tdng l€n g6p d0i.

Stty gan

Sinh khd dr,rng cta pravastatin vi ch6t chuy6n h6a d ngudi

bQnh xo gan do rugu t6ng l€n khodng 50% so v6i ngudi c6

chric ning gan binh thusng.

CHi DINH DItU TRI

- Di0u tri rtii lo4n lipid m6u: Di€u tr! tdng cholesterol m6u

ti€n ph6t ve r6i lo4n lipid m6u h6n hqp, tt5t trqp vdi di€u

chinh chti tI6 nn, khi nguoi b6nh kh6ng rl6p ung vdi ch6 d6
didu tri kh6ng ding thuiSc (6n ki6ng, tap th6 dqc).

- Du phdng biiin cii tim mach ti€n ph6t: Gidm t! l€ tu vong
vd t! lQ mic bpnh tim m4ch o nguoi bQnh t6ng cholesterol
m6u vtra hodc ndng vd c6 nguy co cao xdy ra biiin cri tim
mqch lAn diu, ktit hqp v6i diAu chinh ch6 dO an.

- Du phdng bi6n ci5 tim m4ch th& ph6t: Gi6m t! l€ tu vong
do tim m4ch vd tf 16 t6i ph6t o ngudi b€nh c6 ti6n sri nh6i
m6u co tim ho{c dau thit nggc kh6ng 6n ttinh kdm theo
tlng hay kh6ng ting cholesterol m6u.

- Gidm lipid m6u & nhftng ngudi rlugc gh6p t4ng dang dtng
thu6c chiing thdi gh6p.

LIEU LI.IONG VA CACH DUNG

Cdch dilng:

Dirng tlucrng uting. C6 thi5 uiSng ctng hay kh6ng ctng thric 6n.
Liiu ltong:
Ngu'd'i ldn:
Diiu tri r1i loqn lipid mdu: Khodng li€u khuy6n c6o ld l0-40
mg, I lin 1 ngiy. D6p ring tti€u tri c6 thiS dat dugc sau I tuAn
vd c6 t6c dgng tiii da sau 4 tuAn. Do d6, n€n ki6m tra chi s6

lipid m6u vd di6u chinh liOu ttlnh k!. LiCu t6i rla ld 40 mg, I
lAn I ngdy.

ht phdng bi,in cii tim mach nguy€n phdt vd th* phdt: Lidu
Uit aAu vd li€u duy trl li 40 mg, t l6n 1 ngiy.
Sau ghdp tang: Lidu fit aAu ld 20 mg, I lin I ngdy o ngudi
bQnh dang dtrng thu6c ric ch6 mi6n dich. DUa vdo c6c chi s6

lipid m6u, c6 th6 tang li€u d6n 40 mg, tuy nhi6n phdi gi6m
s6t y tti chAt chE.

T16 em (tri em tdng cholesterol mtiu cd tinh chdt gia dinh
di hop t*):
- Tt 8-13 tu6i: Lieu khuy6n c6o ld 10-20 mg, I lAn I ngdy.

Li6u cao hon 20 mg, I lAn I ngdy chua tluoc nghi€n criu cr

dt5i tugng niy.
- Tt l4-18 tuOi: Li€u khuy6n c6o ld 10-40 mg, I lAn 1 ngdy.

Cdc il6i trong il(c biAt
Ngudi l6n lu,ii: Kh6ng cin hiQu chinh li6u a6i vOi nguoi cao

tu6i trir khi c6 c6c yiiu t6 nguy co.

Ngudi suy gan ho(c suy thqn: Li6u khqi dAu khuy6n c6o d
ngudi suy th6n hoac suy gan vira vi n6ng ld 10 mg, 1 lAn I
ngdy. Li€u n€n duoc tli6u chinh dga tr€n chi si5 lipid mdu vir

du6i sp gi6m s6t y ti5.

CH6NG CHi EINH

- Ngudi bQnh qu6 m6n v6i pravastatin natri hay b6t cri thanh
phin ndo cta thu6c.

- Ngudi mic b€nh gan c6 kdm tdng dai ding transaminase

huy6t thanh khdng rO nguy6n nhdn g6p 3 lAn gi6i hqn binh

thuong.

- Php nii c6 thai vi php ntr dang cho con bt.

cANu nAo vA THAN TRQNG KHI SUDUNG

Ctic tinh trgng cin thQn trgng khi dilng thu1c
Suy gan: Nhu c6c t6c nhdn hq lipid m6u khdc, pravastatin

c0ng c6 khd ndng lim tdng transaminase. Trong m6t s6

trudng hop, transaminase c6 th€ tro vd mric binh thuong md

khdng cin ngung di6u tri. CAn gi6m s6t chdt ch€ AOi vOi

ngudi bQnh tdng transaminase vd ngung dtng thu5c ngay n6u

ngudi bQnh t6ng dai ding ALT (alanin aminotransferase) vd

AST (aspartam aminotransferase) l€n g5p 3 lAn gi6i h4n binh

thulng.
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Cdn gi6m.s6t ch6t chE khi dtng pravastatin o ngudi b€nh c6
ti6n su b€nh gan hay u6ng nhi6u rugu.
N€n x6t nghi€m enzym gan trudc khi Uit AAu di6u tri bing
statin vd trong trudng hqp chi dinh I6m sdng y€u cAu x6t
nghi€m sau d6.

B€nh vi ca: Pravastatin cho th6y c6 sy li€n quan d6n khdi
phSt bdnh vd cs, dau co vd c6 khi ld ti€u cs v6n (hiiim khi).
Ngudi bdnh dang dtng c6c statin xu6t hien c6c triQu chfng
dau co kh6ng rO nguydn nhdn, y6u co ho6c co thit co, r6t c6
th6 la do t6c dpng kh6ng mong mu5n cta thu6c tr6n co. Dinh
luong n6ng d6 creatin kinase (CK) huytit thanh dugc khuy6n
c6o trong c6c trudng hgp ndy. N€n ki€m tra n6ng dO CK
tru6c khi di€u tri, d6c biQr h d6i v6i nguli b€nh c6 nguy co
cao mic bQnh co (ngu&i cao tuiii tr€n 70 tu6i, nguli da den,
nguli dirng ptriii hqp c6c thu5c d6c co, suy giiim ch&c nf,ng
th{n, nhuo. c gi6p, ti€n sri bdn th6n ho6c ti6n sri gia dinh m6c
bdnh co di truy6n, ti6n su bi b€nh cs do sri dpng statin ho6c
fibrat tru6c d6, ti€n su b€nh gan vdy'ho{c u6ng nhi6u rugu).
Ni5u CK tdng hcm g6p 5 l6n so v6i binh thudng ho{c khi c6c
tri€u chring tr€n co trq n6n ndng hon thl n€n ngirng thu6c, vi
ki€m tra ndng tIQ CK sau 5-7 ngity tlti x6c nhfln krit qud. Niiu
tri6u chring giim tti vi n6ng dO CK trs vC binh thucrng, c6

thd su dr,rng lai pravastatin vdi li6u th6p nh6t vd phdi theo d6i
chdt chE. N6u nghi ngd ngudi b€nh m6c b6nh co di truydn thi
kh6ng khuy6n c6o dtng lai pravastatin. Vi6c xdt nghiQm CK
n€n duoc xem x6t cirng vdi c6c y6u tO kh6c li€n quan d6n t6n
thuong co nhu t{p th6 duc qu6 mfc; vi xdt nghi€m CK
kh6ng duoc khuyi5n c6o n6u ngucri bdnh kh6ng c6 bi€u hidn
t6m sing. Trong qu6 trinh di€u tri, cAn nhic nho ngudi b€nh
thdng b6o khi c6 cric bi6u hi6n vd co nhu dau co, cring co,
y6u co. Khi c6 c6c bitiu hi€n ndy, nguoi b6nh cin duoc ldm

x6t nghi€m CK d6 c6 c6c biQn ph6p can thigp phn hqp.

n6t ni6m khi (khodng l/100.000 trudng hop) xdy ra ti€u co
vdn kdm hay kh6ng kdm suy thdn. Ti€u cq v6n ld mQt hQi

chring c6p tinh c6 khA ning gdy tri vong, c6 thO xdy ra o b6t

cri thsi di6m nio trong qu6 trinh dtng thu6c, dfc trung bdi
sy ph6 hriy co vdn kdm theo su tdng CK (huong g6p 30-a0
lAn binh thuong), din diin myoglobin ni€u.

B€nh ph6i m6 kd: Dd, tlugc b6o c6o d mQt s5 statin, ddc bi€t
ld khi sir dung k6o ddi. C6c triQu chring bao g6m: kh6 thd, ho

khan vi suy gidm sric khde (mQt mdi, sqt cdn va siit). Niiu
nghi ngd ngudi bQnh ph6t tri6n bQnh ph6i m6 k6, n6n ngirng

thutic ngay.

Ddi thdo dudng:MQt sti bing chring cho th6y statin lirm t6ng

duong huytlt o mQt si5 ngudi bQnh, g6y t6ng nguy co mic
bQnh ddi th6o dulng trong tuorg lai. Tuy nhi6n, kh6ng n€n

ngung statin vl lgi ich ldm gidm nguy co tim m4ch do statin

mang l4i ld lon hon nguy cs gdy t6ng tludng huy6t. Ngudi
b€nh c6 nguy cq cao (du&ng truyiit OOi 5,6-6,9 mmol/L, BMI
> 30 kg/m2, cao huy6t 6p, ting triglycerid) n€n tluoc gi6m s6t

ldm sdng vd c{n ldm seng chet che.

Fasthan 20 c6 chria lactose, do d6, ngudi bQnh mic bQnh di

truy€n hi6m g{p nhu kh6ng dung nqp galactose, thi6u hpt

enzym Lapp lactase ho{c kdm h6p thu glucose-galactose

khdng n6n sri dqng s6n phAm ndy.

Thinh phin Ponceau 4R lake trong ch6 phAm c6 thC g6y

phdn ung di ring o mQt sii ngudi.

Ctic khuyin cdo cting thudc cho phtl nir cd thai vd cho con bi
Trtdng hqp c6 thai

Pravastatin chting chi dlnh d phu nir c6 thai vd chi n6n duo-c
chi dinh o php nti trong dQ tu6i sinh de khi ho ch6c chin
kh6ng mang thai vd 116 duoc th6ng b6o vC nguy co c6 thii xdy
ra tltii vdi bdo thai n6u ngudi mg su dung piavastatin. Ntiu
ngudi bgnh c6 k6 ho4ch c6 thai hoqc ph6t hi€n mang thai khi
dang dtng thu6c thi phdi ngung thu5c ngay.

Trrdng hop cho con bil
Pravastatin dugc tii5t viro sta m9, vi th6, chting chi dinh
pravastatin o phg nii dang cho con bri.

Ttic ttQng crta thudc khi ttii xe vd vQn hdnh mdy mdc
Pravastatin kh6ng dnh huong d6n khi ning l6i xe vd v6n
hdnh m6y m6c. Tuy nhi€n, n6u xu6t hign c6c tri€u chfng
ch6ng mqt, nhin md hay nhln d6i thi kh6ng n6n l6i xe vd v6n
hdnh m6y m6c.

TT/ONG rAc cu,I THU6C VoI CAC THU6C xuAc
vA cAc LoAI TTIoNG TAC KHAC
Fibrat: Dtng ph5i hqp statin vh fibrat ldm tdng nguy co xdy
ra cic t6c dung kh6ng mong mu5n l€n cq bao gdm ti€u co
v6n. Do d6 khdng n€n dtng k6t hqp ndy, trir khi thAt cin thi6t
vd phdi gi6m s5t l6m sdng, ki6m tra CK d nhfrng trulng hop
nay.

Colestyramin/Colestipol: Dirng kiit hqp v6i pravastatin ldm
giim khodng 40-50yo sinh khA dung cta pravastatin. Sinh
khd dyng cta pravastatin khdng bi dnh huorg nhidu niiu ut5ng

pravastatin trudc I gid ho{c sau 4 gid u6ng colestipol/
colestyramin.

Ciclosporin: Dtng k6t hqp vdi pravastatin ldm t6ng sinh khd
dung cta pravastatin khodng 4 lAn. Cin gi6m s6t ch6t che
nhtng nguoi bQnh su dung k6t hqp ndy.

C6c ch6t dugc chuy6n h6a bdi cytochrom P450: pravastatin

kh6ng dugc chuyiSn h6a cht ytiu qua hQ th6ng cytochrom
P450, do d6, nhfng ch6t chuy6n h6a qua P450 c6 th6 dtng
ttit trqp vdi pravastatin d mQt mric iIQ nh6t dinh md kh6ng
lim dnh huong ldn dtin ndng dQ trong huy6t tuong cta
pravastatin. Kh6ng th6y tuong t6c thu6c vqi c6c ch6t cAm

ring hay ric ch6 CYP3A,4 (nhu diltiazem, verapamil,
itraconazol, ketoconazol, ch6t tc ch6 protease, nudc 6p budi
chtm) vd ch6t ric ctrii CypZCg (nhu fluconazol). Hai nghien

cfu tuong t6c gita pravastatin vd erythromycin cho th6y
AUC vi C.u, cta pravastatin t6ng c6 f nghia th6ng k€. Mdc
dir nh0ng thay ddi ndy r6t nh6, nhung cAn th4n trong khi
dirng t<tit hqp pravastatin vdi erythromycin hay

clarithromycin.

Warfarin vd c6c ch6t ch5ng d6ng tludng u6ng kh6c: Sinh khd

dgng cta pravastatin khdng bi thay d6i khi dtng chung vdi
warfarin. Vdi lidu th6ng thucrng, pravastatin c0ng khOng ldm

thay rt6i t6c dgng ch6ng tl6ng c0a warfarin.

Darunavir * ritonavir, lopinavir + ritonavir: Vi€c su dung
d6ng thli c6c thu5c ha lipid m6u nh6m statin v6i c6c thu6c

di6u tr[ HIV vi vi€m gan si€u vi C (HCV) c6 th€ ldm tang

nguy co gdy t5n thuong co, nghi€m trong nh6t lir ti€u co v6n,

thgn hu d6n d6n suy thQn vi c6 thti gdy tri vong.

C6c thu6c kh6c: Kh6ng c6 sp thay dOi nao quan trong trong
sinh khd dyng khi dtng k6t hop pravastatin v6i acid
acetylsalicylic, antacid (n6u u6ng trudc pravastatin I gid)
hay probucol.

TIng nguy co t6n thuong co khi sri dung statin d6ng thoi vdi
c6c thu5c sau:

- Gemfibrozil
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- Cdcthu6c h4 cholesterol m6u nh6m fibrat kh6c

- Niacin li€u cao (> I g/ngdy)

- Colchicin

TAC DUNG KH6NG MoNG MU6N

it g6p, ttt.ooo < ADR < t/too
- ThAn kinh trung uong: Ch6ng m4t, mQt m6i, dau diu, rtii

, ,! . t.
loan glac ngu, mat ngu.

- Mit:Nhin ddi, nhin md.

- Tieu h6a: Kh6 tiOu, bu6n n6n, n6n, dau bung, kh6 chiu,

ti€u chiy ho{c tdo b6n.

- Da vd t6c: MAn ngria, mun nhot, ni5i m6 day, rgng t6c.
^.r. -.1 , L. .,'- TiCt nieu: Ti€u bu6t, ti€u nhi€u vdo ban d€m.

- Co xuong khop: Eau co, tlau khdp.

Riit hidm g\p, ADR < l/10.000

- ThAn kinh trung uong: Cdm gi6c ngta, n6ng, tC do t6n

thuong th6n kinh.

- Da: BQnh nghi€m trgng tr6n da (Lupus ban d6 hQ th6ng).

- Gan: Vi6m gan hay vi€m tr,ry, vdng da, ho4i tu ti5 bio gan.

- Co xuong khop: Vi€m cs d5n d6n yi5u vi dau co, vi€m g6n

c6 th6 d6n dtin dut g6n, ti6u cq v6n.

- Xdt nghiQm: T[ng transaminase.

Mot s5 ADR khdc dudi day ct6 dugc b6o c6o khi dtng c6c

statin:

- G4p 6c m6ng

- Suy gidm nh6n thr?c (m6t tri nhd, hi l5n ...)
-:- lram cam

- BQnh phOi mO kE, d{c biet la khi tti€u tri ldu ddi.

- D6i th6o duong: tAn s6 php thuQc viro sg c6 m6t cta c5c

yr5u tr5 nguy co (dudng huy6t lric d6i 5,6-6,9 mmol/L, BMI
> 30 kglm2, cao huytit 6p, ting triglycerid)

Hu'6'ng din cdch xfr tri ADR
Phdi ngung dirng thu6c khi xu6t hiQn c6c tri€u chring nhu:

dau cs kh6ng rO nguy6n nhdn, dai dang, yiiu co ho{c chu6t

rrlt; dec biet le khi kdm theo s5t ve mgt mdi.

ThAng bdo cho Btic si ndu cd bdt kj, tric dung khing mong/ , ., ,mudn ndo xdy ra trong khi s* dung thuic.

QUA LIEU vA cAcu xt,TRi
TriQu ch*ng:

D[ li€u li€n quan diln qu6 li€u cdn han ch6.

O mdt si5 truong hqp qu5 li€u dugc brio c6o, kh6ng c6 ngudi

bQnh ndo c6 triQu chfng d{c bi€t vd mgi ngudi bQnh d6u h6i

phr,rc khdng Oe t4i ai cnung.

Xu tri:
N6u xdy ra qu6 li€u, cin tli€u tri triQu chfmg vd hd trg khi cAn

thi6t.
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