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THANH PHAN: Cong thnfeeh
Vién nén POSISVA 10
Pravastatin natri.. 10 mg
Té dugc..... v d I vién

(Lactose, Tmh I:th mi, Natri starch glycu!al indun (PVP] KJI] Oxid 9&! vang, Magnesi stearat)

Vién nén POSISVA 20
Pravastatin natri ... . 20 mg
Té duge... vad | vién
{Lactose, Tmh bol mi, Natri atarch glycma: Powdon (P\-’l*) K‘it} Oxid sit vang, Oxid st do,
Magnesi stearat)

Vién nén POSISVA 40
Pravastatin natri .. st 40 Mg
Ti duge... \'_d 1 vién
(Lactose, Tinh bq)'t mi, Natri starch glycolat, Povidon (PVP) K30, Miu xanh Brilliant FCF.
Magnesi stearat)

Vién nén POSISVA 80
Pravastatin natr........ooinnn
Ta duge.....
{Lactose, Tinh bt mi,
Magnesi stearat)

DANG BAO CHE: Vién nén

DUQC LU'C HQC
Pravastatin {rc ché canh tranh véi 3-hydroxy-3-methylglutaryl-coenzyme A (HMG - CoA)
reductase, lam ngan can chuyén HMG — CoA thinh mevalonat, tién chit cua cholesterol,
Pravastatin ¢ tic dung ha lipid do hai co ché:

- Thir nhéit: Uc ché canh ranh thuin nghich véi HMG - CoA reductase, lam me qud trinh
1ong hep cholesterol ndi bio, kich thich ting thy thé LDL (lipoprotein v trong thip), ting 1y
1¢ dj hod va 4§ thanh Ih..tl cua LDL - cholesterol.

- Thir hai: U ché san xudt LDL bing cich irc ché gan tong hop VLDL — cholesteral, tién chit
ctia LDL - cholesterol.

Két qua, pravastatin lam giam lipid wén cholesterol todn phin, LDL — cholesteral, apolipoprotein

B, VLDL - cholesterol va triglveerid trong khi HDL — cholesterol vi apolipoprotein A viin ting,

DUQC DONG HOC
Pravastatin duge hip thu nhanh qua dudng udng. Hap thu cla thude khong bi dnh hudmg bai thire
in. Sinh khi dyng cia pravastatin thip (17%) vi duge s.l:u)'cn hod manh lin diu o gan (khoang
66%). N{mg d¢ dinh trong Iluycl thanh dat duge sau 1-1, 5 gidr.

Khodng 50% pravastatin lién k&t véi protein huyét wromg, thé tich phin bé khoing 0.5

livkg. Pravastatin va nudc nén khing di qua hing rdo mau ndo. Mt legng nhd pravastatin qua

duge sira me. x

Pravastatin chuyén hod chit yéu & gan thinh cic chiit chuyén hod ¢ hoat tinh hay khéng hoat tinh

{khing chuyén hoi qua cytocrom P-450).

Thuoc dugre dao thai chi veu qua pl't:ln. bai tiét qua thin khoang 20%.

QUY CACH DONG GOI: Hép 3 vi x 10 vién nén.

CHI DINH
Dic¢u trj bfmg thudc 14 bign phip hé trg khi ché d an uong han ché chit béo bio hoa, cholesterol
vi ¢ic bién ph.’ip khong diing thude khic khing dui hidu qud.

Dy phing bién chirng hm mach:

O nhimg bénh nhan roi loan md miu khong co biéu hién bénh tim mach rd rang trén lam sing
{CHD), pravastatain natri dugre chi dinh di:
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mach. :
O nhimg b¢nh nhén ¢ bicu hi¢n bqnh u
chi dinh d¢:

- Gidgm nguy co tir vong biing cich giam s6 tir vong do bénh mach vinh,

- Gidm nguy co nhdi miu co tim (M.

- Gidm nguy co i thing mach méu. )

- Giam nguy co djt quy v dit quy/con thicu mdu (TIA).

Lam chim sy tién trién cia xo vira dong mach vinh.

Rm logn lipid mdu:

Pravastatain natri duge chi dinh:

- Nhu 1 thude hd g ché do an kiéng rong didu tri cic bénh nhin b ting cholesierol win p]mn
LDL = cholesterol, apolipoprotein B vi tr:g.ly.-.nd v dé lam ting HDL — cholesterol o cic
bénh nhim ¢ ting cholesterol miu nguyén phit (ting cholesterol miu ¢o tinh gia dinh di hop
tr vi khéng cé tinh gia dinh), ting lipid méu phoi hop (hén hop) (nhom a va b theo phin
loai cua Fredrickson) )

- Nhur | thube hé trg ché di an kiéng trong dicu trj cic bénh nhin bj ting triglyeerid mau (nhom
IV, theo phin logi cia Fredrickson)

- Biéu tri & cic bénh nhin o roi logn bs:l.ahpnprolun médu (nhém 1 theo phan loai cua
Fredrickson) ma khéng c6 ddp img diy di vivi che do an.

- Nhur | thude hd trg ché dé an lucng vi didu chinh 15 mng cho viée ditu i tdng cholesterol
miu cd Imh gia dinh dj hgp tir & tré em vi bénh nlwn vi thanh nién tir § i g 16n va sau khj
didu 4] bang ché d::- in kiéng thich hgp bénh nhin vin con nhimg dic diém dudi diy:
«  Mibe LDL-C wm == 190 mg/dL hojfc

. Muc LDL-C viin >= |60 mg/dL vi co tién sir gia dinh ¢6 bénh tim mach \th chit
nhit 2 yeu 1o nguy co tim mach khic. \
Han ché sir dyng:

Tac dung cua pravastatain chua duge nghién elu trong dicu tri rdi logn lipid mau khi thinh
phin lipoprotein bt thuémg 13 chylomicrons (Fredrickson logi | vi V).

LIEU DUNG VA CACH DUNG ]
Trude khi bit dau dicu trj véi pravastatin, cin ngin chin cic nguyén nhin thir phit giy ting lipid
miéu, ngudni bénh can theo che d¢ dn chuin, it cholesterol va can duy tri trong suot qui trinh dicu
tri.

Cach ditng: ;
Pravastatin nén duge udng liéu duy nhit vio bit cir thé diém ndo mdi ngdy, khang phy thude vio
bira an.

Liéu khuyén ding:
8] nguai lom: Liéu khai diu khuyén ding 1d 40mg/lin/ngiy. Néu khang dip (mg nén ting liéu 1én
Eﬂmgflaru’nga}f
(8] hgnh nhin suythan ning, lidu khoi diu khuyén dimg la lﬂmghmmy)
Sau mdi 4 tuin nén tién hanh dinh gid dip (g didu tri v diGu chinh li¢u lugmg phit hgp cho bénh
nhén,
O e em va thanh thiéu nién: Licu khai diu khuyén liung5 la '-‘Ilm‘:,ﬂ'mfna..w @ e 813 wbi v
mmgldn.-'nkay & 1ré 14-18 twdi. Chua cb nghién etru vE sir dung liéu cao hon trén ciac doi g
i
a thnl]. nhén dang ding cic lhunc ire ché mién dich nhir evelosporine két hop vii Pravastatin, Ilu.l
khai diu khuycn diing li ll]mg.flnn.fngay vao tnrde khi di ngu, vige ting licu nén duge cin nhic
thiin trong vi 16i da la '?mnglan.:’nl__.:y
8] 'bcnh nhiin dang ding clarithromycin, litu diéu tri et Pravastatin nén duge gidi han dudi
40|}|gtanfngay
Bicu ri plai hep:
Pravastatin ¢6 thé ding phéi hgp vii cic thude gin két acid min (colestyramin, colestypol).

Pravastatin nén udng trée 1 gidr hofic sau it nhiit 4 gier khi uéng vii cie thude niy.
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CHONG CHI DINH _ 2o
- Qua min véi pravastatin hodc bit kifthinhph cuptlfude.
- Bénh gan hogt dfng hodic transaminiie ol

khéng rd nguyén nhin.

- Phu nir ¢6 thai hodc cho con bi.

TH&‘\I TRONG
Bénh nhiin cd tién sir bi bénh gan hojc mm;,E nhic¢u nuegu.

- Theo dbi chire niing gan trong théi gian didu trf. Dimg didu trj néu legng transaminase tng cao
hom 3 lin mire binh thuémg vi kéo dii,

- Cim dinh lugmg creatinin kinase (CK) trude khi bt déu dicu tri véi cic bénh nhin: suy giam chire
ning Ihan thicu ning luycrl gidp, ¢b ticn sir doc tinh co van fibrat hodic statin, ban thian hojc gm
dinh bi roi loan co di truyen, nghign nrgu vii nhimg na_u'un Iém hom 70 twdi. Néu CK cao hon $ lin
mitc binh thudmg, khong nén bit diu dicu i viké =1ln nén duge dinh Im{m;, lai sau 5-T ngiy.

- Nén dimg diéu tri néu cic trigu chimg vé co ning, giy khé chju hing ngdy hoje CK ting cao.
Khang nén didu i 13i vai pravnslalm néu ¢o ticn sir bi bénh co.

- Chi ding pravasiatin cho phu nir & d§ wéi sinh dé khi ho chitc chin khong mang thai vi ting
cholesterol méu rit cao ma khong dip (mg vai cic thude kha ic.

- Trong thanh phin thude co chira lactose, nhitmg ngudi ¢d tien sir khing dung nap ¢ galactose, thicu
hut men lactase hofic kém hip thu glucose - galactose khdng nén dimg thude niy.

PHU NU'MANG THAI )

Pravastatin dwge chong chi dinh trong suot thoi k¥ mang thai. Chi dugre ding cho phy nir ¢o kha
niing sinh san khi ho chic chin khéng mang thai v duoe canh bio vé cie nguy co nguy hidm
Néu bénh nhin co ké hogeh mang thai hodic mang thai. cin théng bio ngay cho bie si vi dime sir
dyng pravastatin vi nguy co nguy hiém déi vii bao thai,

PHU NU CHO CON BU
Do pravnslann o bai tidt qua sira me, cin cin nhiic gitra loi ich cua viée cho con b v
vige didu trj cho ngudi mg. dé qu)'cl dinh cho tr¢ ngimg bit hofic tkinh sir dung pravastatip,

TAC DUNG PO1 VO1 KHA NANG LAI XE VA VAN HANH MAY MOC
Pravastatin it hodc khong anh hll’t‘l‘l"lb dén kha ning ki xe va vin hinh |1m:.' mdée. Tuy nfitén thuie
¢b thé giy chong mﬁt nén ciin can nhic vige lai xe vi vin hanh may moc néu gip pll.n tic dung
phy nay khi diing thude,

TUONG TAC THUOC

- Fibrat: Ncn triinh phm hop pravastatin vi fibrat [y.m‘rbmfll fenofibrat) do lam ting dic tinh
trén co. Néu vige |J|I01 hep K can thiét, can thin trong trén lam sdng vi theo ddi creatinin kinase o
bénh nhiin,

= Colestyramin/ Colestypol: Lam giam khodng 40 — 50% sinh kha dung cia pravastatin khi tmnl.
ciing. Nén ubng pravastatin trude 1 gidr hodic sau 4 giér uong colestyramin hodic trude | giir uong
colestypol.

- Ciclosporin: Sir dyng cing pravastatin cd thé 1am tang gip 4 lin lugng pravastatin trong co the.
Cin kiém sodt lim sing vil cac chi 50 hod sih & bénh nhin khi sir dung phm hop 2 thudc nay.

- Warfarin va cic thudc chong déng khic: Sinh kbi dung cuad pravastatin khong thay doi khi su
dung cung warfarin. Phéi hop hai thude nay ciing khdng lim thay doi tic dyng ching dong mdu
cua warfarin,

- Thube chuvén hod gqua cytocrom P450: Pravasiatin khong r:lmyv.n hoa qua cytocrom P450 nén it
bj ting ndng o trong huyét trong nhur mit so statin khic khi sir dung cing cic thube niy. Dic
bi¢t khing twong tie vai mit so Ihlll’bf.‘ dugic hogt hoi hojie fic ché boi CYP 3A4 (diltiazem,
verapamil, itraconazol, ketoconazol, chit irc ché protease, nurde qua budi), cie thude irc ché CYP
209 (Muconazol)

- Khing sinh nhém macrolid: Erythromycin vi clarythromyein Fim ting AUC i Cmax cua
pravastatin. Ciin thiin trong khi phoi hop pravastatin vai cic thude niy.

TAC DUNG KHONG MONG MUON (ADR)

Pravastatin dung nap tét, 1y 1 phii ngimg thude thip hon so vai cic thudc ha lipid K,

It giip (1/1008 < ADR < 1/100):

Then kink trung wemg: Chéng miit, nhire diu, rdi loan gide ngi, mit ngi,
Thi gide: Roi loan thi lyc (song thi, nhin mé).
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Tiéu hoa: Kho tiéu, ¢ ndng, dau byng, budn ndn, nén, tdo bon, ticu chay, dfu} hani.
Da va mo deii d'a Ngira ban da, miy day, mong/toc bit thudmg (rung 16c).
Thin va h¢ ba.‘ tiér: Tidu tién bin thurdmg (khaé ticu tién, ticu tign dém).
Sinh sén: Réi logn chirc nﬁng sinh dyc. ; .
Cor - xiromg: Pau khp, co cimg co, dau co, yéu co, ting him lugng creatinin Kinase huyét irong,
Gan: Ting transaminase huyét thanh.
Riit hiém (ADR < 1/10.000):
Thin kml'r Viém da diy :Im‘n kinh ngogi bién, di cam,
H¢ mién dich: Phan img min cim (phin v§, hi chimg lupus ban do, phan tmg dj img),
Tién hod: Viem ty.
Gan: Vang da, viém gan, hogi 1 té bio gan.
Cor - xuomg: Globin co ni¢u kich phat din i suy thin cap thir phit, viém o, viém da co,
Xir tri khi gip cdc the dyng khiing mong muin:
Njgﬁ'ng ding prawstalm vit thing bdo vii bic si ngay néu xudt hién bit ol tlll.l!'lb dau co, dau,
yeu, chudt it khdng giai thich duge hojic tinh ang do6 kéo dii, die big 1 néu cam |h1\ khong
khoe hodic ¢ tinh trang ting thin nhn}r
Cic phin @ img dj img dit ngdt bao gdm sumg mdn, moi. ledi hode khi quan ¢o thé gay kho the. Diy
la mét phan img riit hicm nhung ¢6 thé tri nén nghiém trong. Nén bao ngay cho bae si néu gip
phal nhimg tri¢u chlmg trén.
hdo cho Mc 57 ede tde dung khdng mong it gadp phai ki diing Hhiee
QUA LIEU VA XU TRI
C6 thong bio vé mét vii trl.rﬁn;, I'n;!'p qud liéu pravastatin. Khong ngm!n bénh nio ¢ chimg
dic bi¢t vis moi bénh nhin déu hol phyc khing d¢ Ipi di chimg. Néu Xay ra qua liéud cin didu 1y
tri¢u chimg vi hd trgr khi ciin thif.
BAO QUAN: Noi khé rio, irinh dnh sing, nhiét 46 khong qua 30°C.
HAN DUNG: 36 thing ké ulr ngdy san xudt.
NGAY XEM XET SUA DOL, CAP NHAT NOI DUNG:

Thuie niy chi dﬁng theo sie ké din ctia bie 57
Dé xa tim tay tré em
DPac ki hiedng din i (.fﬂng trareie khi diing
Néu cin thém thing rin xin hai y kién ciia hic si i hie Juw i
Khiing diing thuic qui lign hodc kém pham chat

Cor s sin xuiit: ;
CONG TY CO PHAN DUGC PHAM ME DI SUN
521, An Lgi, Hoa Loi, Bén Cit, Binh Duwong

Cor sir diing ky:
CONG TY CO PHAN um}c PHAM MEDBOLIDE
W,J:'%u 10, toa nhd The EverRich 1, s6 968, dudmg 3/2, phuimg 15, quin 11, TP. HCM
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