TO HUONG DAN SU DUNG THUOC

@ Thudc nay chi dimg theo don thuéc :
VIEN NEN

ATIPRAVAS
“Pé xa tam tay tré em”

“Doc kj huéng dan sir dung trude khi dimg”

THANH PHAN
ATIPRAVAS 10 mg i ATIPRAVAS 20 mg
Hoat chit Pravastatin natri ........... 10 mg | Pravastatin natri............ 20 mg
Ta dwoe: Lactose, croscarmellose natri, Microcrystallin cellulose,
Vira du 1 vién magnesi oxyd, PVP K30, magnesi | croscarmellose natri, magnesi
stearat, oxyd sat vang oxyd, PVP I§30, magnesi Stearat,
talc, oxyd sat vang
Dang bao ché Vién nén Vién nén
MG ta sin phAm | Vién nén tron mau vang nhat Vién nén tron mau vang nhat
CHI PINH

Tdng cholesterol mdu
Pravastatin diéu trj ting cholesterol mau nguyén phat hogc rdi loan lipid m4u hdn hop, dung
nhu mét thude hd tro cho ché do an kiéng, khi dap ung khong hiéu qua véi ché d6 an kiéng va
bién phap diéu trj khong ding thudc khac (nhu tap thé duc, giam can).
Du phong nguyén phdt
Giam ti 1€ tir vong vati 1€ mac bénh tim mach & bénh nhan tang cholesterol méu vira hogc ning
va c6 nguy co cao bi bién ¢b tim mach 14n ddu, nhu mot thude hd trg cho ché do &n kiéng.
Duw phong thir phdt
Giam ti I tir vong va ti 1& méc bénh tim mach & bénh nhan c6 tién sir nhdi mdu co tim hodc
dau thit nguc khong bn dinh va ¢6 mirc cholesterol binh thudng hodc cao, 1a mot thube hd tro
khéc phuc céc yéu té nguy co khac.
Sau khi cdy ghép
Gidm chiing ting lipid mau & bénh nhan dang diéu trj thudc wre ché mién dich sau khi cdy ghép
CO quan.

LIEU DUNG VA CACH DUNG

Trudce khi bat dau diéu tri voi pravastatin, nén loai trir cac nguyén nhan thir phat gay téing
cholesterol mau. Bénh nhan nén dugc 4p dung ché do n giam lipid méu tiéu chuin trong subt
qué trinh didu tri.

Liéu dung

Tang cholesterol mdu: Khoang lleu khuyén c4o0 12 10 - 40 mg x 1 lan/ngay Dap ung dleu tri
¢6 thé quan sat thay trong vong 1 tudn va dat hidu qua day di trong 4 tuan do d6 cén tién hanh
xac dinh chi s8 lipid mau dinh ky dé didu chinh lidu cho phu hop. Liéu tbi da I 40 mg/ngay.

Du phong bénh tim mach: Liéu khoi dau va lidu duy tri 1a 40 mg/ngay.
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Liéu dimng sau khi cay ghép co' quan: Liéu khdi dau 20 mg/ngay duoc khuyén cdo & bénh
nhén dang diéu tri thudc trc ché mién dich. Tuy thudc vao dép ung va cac thong s6 lipid, c6
thé diéu chinh liéu 1én dén 40 mg dudi su giam sat y té chit ché.

Tré em va tré vi thanh nién (8 - 18 tudi) bi ting cholesterol mdu gia dinh di hop ti

Liéu khuyen cdo ¢ tré tir 8 - 13 tuoi: 10 - 20 mg/ngay (lidu > 20 mg chua duoc nghién ctu &
nhém déi tuong nay).
Liéu khuyén cdo ¢ tré vi thanh nién tiv 14 - 18 tuéi: 10 - 40 mg/ngay.
Khéng c6 dit liéu 1am sang & tré em dudi 8 tudi.
Ngwoi cao tudi: Khong cin didu chinh liéu & ngudi cao tudi trir khi ¢6 céc yéu td nguy co.
Nguwoi suy thin hodc suy gan: Liéu khoi dau khuyen cdo ¢ ngudi suy thén vira hodc ning
hodc suy gan déng ké 1a 10 mg/ngay, theo ddi va diéu chinh lidu dya trén chi sb lipid mau néu
can.
Diéu tri phéi hop
Tang tac dung giam lipid trén cholesterol toan phan va LDL- cholesterol khi két hop pravastatin
natri v6i nhya gan acid mét (vi du colestyramm colestipol). Nén ubng pravastatin natri trudc
1 gior hoic it nhat 4 gid sau khi sir dung nhya gan acid mat.
Péi véi bénh nhan dung ciclosporin ¢6 hodc khong c6 cdc san pham thudc uc ché miép dich
khac, nén bat dau diéu tri véi pravastatin 20 mg/ngdy va nén than trong khi di€u chinh dén liéu
40 mg.
Cach dung
Thubc dung du’Ung ubng, uong 1 1an m&i ngay. C6 thé ubng cing hoic khong cung vdi thirc
an. T6t nhét 14 udng vao budi tdi.

CHONG CHi PINH
Qué man véi hoat chat hodc vai bt ky thanh phan nao cua thude.
Bénh gan hoat dong bao gdm ting transaminase huyét thanh dai déng khong giai thich duoc
vuot qué 3 I4n giGi han trén ctia muc binh thudng (ULN).
Phu nit c6 thai va phu nit cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Pravastatin chua dugc danh gia & bénh nhén tang cholesterol méu gia dinh dong hop tur. Liéu
phép nay khong thich hop khi tdng cholesterol mau do tang HDL-cholesterol.
Gibng nhu véi céc chat rc ché HMG-CoA reductase khéc, khong khuyén céo sir dung phéi
hop pravastatin v&i fibrat.
O tré em trude tudi ddy thi, bac si nén danh gia cin than loi ich/nguy co trude khi bt dau diéu
tri.
Roi logn chikc ning gan
Ciing nhu céc thudc giam lipid khac, da quan sat thdy sy gia ting vira phai nong do
transaminase & gan. Trong phan 16n cac trudng hop, ndng do transaminase & gan c6 thé tro vé
gid tri ban diu ma khong can phai ngimg diéu tri. Can luu y ddc biét déi v6i nhitng bénh nhan
tdng nong d¢ transaminase va nén ngung didu tri néu thay nong do alanin aminotransferase

(ALT) va aspartat aminotransferase (AST) ting dai ding va vuot qua 3 14n gidi han trén cta
muc binh thuong.

C6 rét it bao cdo & giai doan hu mai vé suy gan gy tir vong va khong tir vong & nhitng bénh
nhan dung statin, ké ca pravastatin. Néu tén thuong gan nghiém trong v0i céc triéu chung 1am
sang va/hodc tang bilirubin méu hodc vang da xdy ra trong khi diéu tri bing pravastatin, ngung
diéu tri ngay lap trc. Néu khong tim rd nguyén nhan gdy ra, khong sir dung lai pravastatin.

Cén thén trong khi ding pravastatin cho bénh nhén c6 tién sir bénh gan hoic udng nhidu ruou.
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Réi logn co

Ciing nhu v6i cac chét e ché HMG-CoA reductase khéc, pravastatin 6 lién quan dén khoi
phat dau co, bénh co va rat hiém khi gay tiéu co van. Bénh co phéi dugc xem xét & bét ky bénh
nhén nao dang didu tri bang statin c6 céc triéu ching trén co khong giai thich duoc nhu dau
hodc céng, yéu co hodc chudt rit. Trong nhitng truong hgp nhu vay, nén do ndng do creatin
kinase (CK) (xem bén dwdi). Nén tam thoi ngung diéu tri statin khi ndng d6 CK > 5 x ULN
hoic khi ¢6 c4c triéu ching 1am sang nghiém trong. R4t hiém truong hop tiéu co van xay ra
(khoang 1/100. OOO bénh nhan/ndm), c6 hodc khong kém theo suy than thir phét. Tiéu co van
1a mot tinh trang cAp tinh c6 kha nang gy tir vong, c6 thé xay ra & bt cur thoi dlem nao trong
qué trinh diéu tri, dic trung boi su phd hiy co van kém theo sy tang cao cua ndng d6 CK
(thudng > 30 hozc 40 x ULN), din d¢én myoglobin niéu.

Nguy co méc bénh co véi statin c6 thé lién quan den su phoi nhiém; do dé, <0 thé thay ddi
theo timg loai thubc (do tinh ua dau va sy khac biét vé duoc dong hoc), bao gdm lidu dung va
kha ning tuong tac thudc.

Méc du khong co chbng chi dinh vé co 601 v6i viéc ké don statin, tuy nhién & cdc d6i tuong
c6 yéu tb nguy co bao gdm nguoi cao tudi (> 65 tu01) suy glap khong dugc diéu tri va suy
than c6 thé lam ting nguy co méc cac bénh vé co, can danh gia cin than loi ich/nguy co va
theo d&i lam sang dic biét, do ndng d6 CK duoc chi dinh trude khi bét ddu diéu tri bang statin
¢ nhitng bénh nhan nay.

R4t hiém c6 béo cdo vé bénh co hoai tir qua trung gian mién dich (IMNM) trong hogc sau khi
diéu tri vai mot s6 statin. IMNM c6 dac diém 1am sang 1a nhuoc co gan va creatin kinase huyét
thanh ting kéo dai, van tiép dién mic di da ngimg statin.

Dinh luwgng creatin kinase (CK)

Theo d&i thuong xuyén ndng do creatin kinase (CK) hosic ndng do cac enzym khac ¢ co khong
duogc khuyén cdo ¢ nhiing bénh nhén khong cé triéu chung khi dang diéu tri bing statin. Tuy
nhién, nén do ndng d6 CK trude khi bit diu dleu tri bang statin & nhiing bénh nhéan c6 cac yéu
t6 nguy co dic biét va & nhiing bénh nhén xudt hién céc triéu ching vé co trong khi didu tri
bang statin. Néu nong do CK téang cao déng ké (> 5 x ULN), nén do lai ndng d6 CK khoang 5
- 7 ngay sau d6 dé xac nhén két qua. Viéc xét nghiém CK nén dugc xem xét cing voi céc yeu
t6 khéc lién quan dén ton thuong co thoang qua nhu tap thé duc géng strc hoic chin thuong
co.

Trudc khi bit diu diéu tri

Nén dung thén trong cho nhitng bénh nhan c6 cac yéu td nguy co nhu suy thén, suy giap, tlen
str mac bénh vé co v&i statin hoc fibrat, tién sir c4 nhan hogc gia dinh bi rbi loan co di truyen
hodc lam dung rugu. Trong nhiing trudng hgp nay, nén do nong d6 CK trude khi bit ddu didu
tri. bo ndng d6 CK ciing nén dugc xem x&t trude khi bét dau didu tri & nhitng bénh nhan trén
70 tudi, dic biét khi c6 kém theo céc yeu t6 gdy nguy co khac. Néu nong do CK téng cao dang
ké >5x ULN), khéng nén bat dau diéu tri bang statin va nén do lai két qua sau 5 - 7 ngay.
Mitc CK ban dau ciing c6 thé hitu ich dé tham khao trong trudng hop c6 su ting 1én trong khi
diéu trj bing statin sau do.

Trong qud trinh diéu tri

Bénh nhan nén bédo céo kip thoi cac con dau co _khong 6 nguyén nhén, nhirc, yéu co hoic
chudt rat. Trong nhitng trudng hop nay, nén dondng d6 CK. Néu phat hién mirc CK téng cao
rd rét (> 5 x ULN), tam ngung viéc diéu tri statin. Nén xem xét ngung diéu tri néu c4c triéu
chimg co nghiém trong va gay kho chiu hang ngay, ngay ca khi mtc tang CK <5 x ULN. Néu
cac triéu chung thuyén giam va nong do CK tré lai binh thudng, thi c6 thé xem x¢t s dung lai
liéu phdp statin v6i liéu thép nhét va c6 su theo dbi chit ché. Néu nghi ngd méic bénh co di
truyén & nhiing bénh nhan nay, khong nén bit diu lai liéu phép statin.
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Bénh phoi mé ké

Céc truong hop déc biét cua bénh ph01 md ke dé dugc bdo céo vGi mot sb statin, dic biét 1a
khi diéu tri 1au dai. Cac déc diém bidu hién c6 thé bao gdm kho thd, ho khong c6 dom va suy
giam sic khoe n6i chung (mét moi, sut cén va st). Néu nghi ngd bénh nhén da phat trién bénh
ph6i mé k&, nén ngimg diéu tri bing statin.

Ddi thdo dwong

Mot so bang chimg cho thdy ring statin lam ting dudng huyét & mot s6 bénh nhan nguy co
cao méc bénh dai thao duong trong twong lai, c6 thé gy ra mic ting dudong huyét va can ché
do chim séc nhu dbi véi bénh nhan déi thdo dudong thong thucmg Tuy nhién, khong nén vi
nguy co ndy ma ngirng statin vi céc statin lai c6 tdc dung lam gidm nguy co tim mach. Bénh
nhén ¢6 nguy co (dudng huyét lic d6i 5,6 - 6,9 mmol/L, BMI > 30 kg/m tdng triglycerid,
tang huyét 4p) can duogc theo ddi 14m sang va sinh héa theo hudng dan didu tri.

Cénh bdo td dwoc

Vién Atipravas 10 mg c6 chira lactose, bénh nhan bi rdi loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hut lactase hoan toan hozc kém hép thu glucose-galactose khong nén
ding thuée nay.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu ni¥ c6 thai
Pravastatin chdng chi dinh trong thoi ky mang thai va chi nén dung cho phu nir khong c6 y
dinh mang thai va phai thong bao vé nguy co c6 the xay ra. Néu bénh nhéan c6 du dinh cé thai
hodc dang mang thai, phai thdng bdo cho béac sTngay 18p tc va nén nglmg sir dung pravastatin
vi nguy co c6 the xay ra cho thai nhi.
Phu nir cho con bi

Mdt luong nho pravastatin dugc bai tiét vao sita me, do d6 pravastatin chdng chi dinh trong
thoi ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Pravastatin khong c6 hodc anh huong khong dang ké den kha nang lai xe va sir dung méy
moc. Tuy nhién, khong 14i xe hoic van hanh may méc néu thdy chéng mit va rdi loan thi giac
trong qua trinh diéu tri.

TUONG TAC, TUONG KY CUA THUOC
Twong tac thude
Fibrat: Da c6 bdo cao vé viéc ting nguy co xay ra cac tac dung khong mong muén lién quan
dén co, bao gom ti€u co van khi sir dung dong thoi fibrat v&i céc statin khéac. Nhitng tdc dung
khong mong mudn v&i pravastatin khong thé dugc loai trlr; do do, nén tranh sir dung két hop
pravastatin vdi fibrat (vi du gemfibrozil, fenofibrat). Néu can thi€t phai két hop, can theo doi
can than 1am sang va nong d6 CK cua bénh nhén.
Colestyramin/Colestipol: Dung ddng thoi dan dén lam giam khoang 40 - 50% sinh kha dung
clia pravastatin. V& mit [am sang, khong thdy giam dang ké sinh kha dung hodc hiéu qua didu
tri khlr pravastatin dugc dung 1 gio truéc hodc 4 gid sau khi ubng colestyramin hoiic 1 gid trude
khi udng colestipol.
Ciclosporin: Ding dng thoi pravastatin va ciclosporin lam tédng khoang 4 1an phoi nhiém toan
than cla prayastatin, c6 the 16n hon & mot sO bénh nhan. Nén theo ddi 1dm sang va sinh hda
khi dung phoi hop.
Thubc doi khdng vitamin K: Ciing nhu cac chét wrc ché HMG-CoA reductase khéc, viéc bét

dAu diéu tri hodc didu chinh tang lidu pravastatin & nhiing bénh nhan duoc didu tri ddng thoi
v6i thube d6i khang vitamin K (vi du nhu warfarin hodc mot chit chéng déng coumarin khéc)
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c6 thé 1am tang ti 16 chuén hoa quéc té (INR). Ngung hodc diéu chinh giam liéu pravastatin c6
thé 1am giam INR. Trong trudng hop ndy can theo doi INR thich hop.

Macrolid: Macrolid ¢6 kha ning 1am ting phoi nhiém cia statin khi st dung phdi hop. Nén
thén trong khi sir dung pravastatin véi cac khang sinh nhém macrolid (vi du nhu erythromycin,
clarithromycin, roxithromycin), do c¢6 thé lam tdng nguy co méc bénh co.

Warfarin va cdc thubc chong dong mdu dwong uong khdc

Sinh kha dung cua pravastatin khong bi thay ddi khi dung chung véi warfarin. Véi lidu thong
thuong, pravastatin ciing khong lam thay do6i tic dung chong dong méu cuia warfarin.

Acid fusidic

Nguy co méc bénh co bao gdm tiéu co van c6 thé tang 1én khi diing dong thoi acid fusidic toan
than vai statin. Co ché cia tuong tic ndy van chua dugc biét. Pa cd béo céo veé tiéu co van (da
c6 sO it truong hop tir vong) & nhitng bénh nhéan dung phdi hop 2 thudc nay véi nhau.

Néu cén didu tri bing acid fusidic toan than, nén ngimg diéu tri pravastatin trong sudt thoi gian
diéu tri bang acid fusidic.

Colchicin

Than trong khi sir dung: Do ting nguy co mic bénh co/tidu co van, nén theo ddi 1am sang va
sinh hda, ddc bi€t khi bat dau ket hop pravastatin va colchicin.

Acid nicotinic

Nguy co méc bénh vé co ting 1én khi ding dong thoi statin v6i acid nicotinic. Trong mot
nghién ctru, bénh nhén Trung Quoc dung acid nicotinic cdng vai chat laropiprant dong thoi
v6i simvastatin dugc bdo cdo c6 ti 1€ mac bénh co va tiéu co van cao hon so véi nguoi datrang.

Rifampicin: Trong mot nghién ctru, d4 quan sét thay su gia tang gip 3 1in AUC va Gig\cia
pravastatin khi st dung phoi hop vai rifampicin. Do d6, nén than trong khi dung don
pravastatin v6i rifampicin. Nén udng céch xa nhau it nhat 2 gio.

Lenalidomid: Tang nguy co tiéu co vén khi két hop statin v&i lenalidomid. Theo dai 1‘
va sinh hoa trong nhiing tudn dau diéu tri.

Cdc sdn phim dwoc chuyén héa béi cytochrom P450: Pravastatin chuyén héa khong dang ké
qua cytochrom P450. Do do, cac thudc duoc chuyen héa boi cytochrom P450 hodc thudc trc
che cytochrom P450 c6 th€ thém vao li€u trinh diéu tri 6n dinh v6i pravastatin ma khong gy
ra thay doi dang k& nong do pravastatin trong huyet twong nhu dé thay vdi céc statin khac.
Khong c6 twong tac thude ¢ y nghia gitta pravastatin v6i mot so thude 1a chat nén/chat e che
CYP3A4 (nh,u diltiaz,em, verapamil, itraconazol, ketoconazol, chat trc ché protease, nudc budi
chuim) va chat trc ché CYP2C9 (nhu fluconazol).
Cdc sdn plg(”;m khdc: Trong mot s& nghién ciru vé tuong tac, khong c6 su khéc biét ¢6 y nghta
thong ké vé sinh kha dung khi diing pravastatin vai acid acetylsalicylic, thudc khéng acid (udng
trudc pravastatin 1 gio), acid nicotinic hoéc probucol.
Twong Kky: Khong 4p dung.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Céc tac dung khong mong mubn sau ddy duogc bdo céo vdi céc tin sult tuong Gng: Rdt thirong
gap (ADR > 1/10), thwong gap (I/IQO <ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiem
gap (1/10.000 < ADR < 1/1.000), rat hiém gdp (ADR < 1/10.000), khong biét (khong thé wéc
tinh tir dit liéu co san).

H¢ thdng co quan Tén suét Tac dung khéng mong mudn
It gap Chéng mit, nhic dau, réi loan gidc ngu, mét ngu.
Roiloan h¢ thankinh | | vijsm da day than kinh ngoai bién, dic biét I sir
Rat hiem gdp Gois A
dung trong thoi gian dai, di cam.
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R&i loan mét It gap R&i loan thi lyc (bao gdm nhin m& va nhin d6i).
i o Kho tiéu/g chua, dau bung, budn ndn/ndn, tdo bon,
R&i loan tidu hoa ; tiéu chay, day hoi.
Rat hiém gap | Viém tuy
R9; lqan hé thong Rés hidm o Ph'fm ung qua man: Socophan v¢, phu mach, hoi
mien dich ching giong lupus ban dé.
. Rat hiém gdp | Vang da, viém gan, hoai tir gan t6i cép.
ROi loan gan mat 2
Khong biet | Suy gan tir vong va khong tir vong.
Tiéu co van, ¢6 thé lién quan dén suy than c4p thi
Rat hiém gdp | phat sau myoglobin niéu, bénh co, viém co, viém
ks : da co.
Roi loan co xuong va _
mo lién két foan R&i loan gan, cu thé 1a viém gan, doi khi phuc tap
g do dut gan.
Khong biét | Bénh co hoai tir qua trung gian mién dich
B Ngira, phat ban, ndi may day, bat thuong v& da
&P dau/téc (k€ ca rung téce).
Réi_ loan da va mé | pigy gdp | Phan ing nhay cam v§i 4nh sang
dudi da P 2
Rat hiem gap | Viém da co
Khong biét | Phat ban, bao gdm phét ban dang lichen
R&i loan than va tiét - Tiéu tién bit thuong (bao gém bi tiéu, tiéu nhidu
4 It gap SR
niéu lan, ti€u dém)
R&i loan hé sinh séan It gap R&i loan chirc nang tinh duc
R&i loan chung Ir gap M¢ét moi

Céc tdc dung khong
mong muon khéc lién
quan dén pravastatin

- Gidp 4&c mdng

- Mét tri nhé

- Tr4m cam

- Céc trudng hqp dic biét ciia bénh phdi mo ks,
déc biét 1a khi di€u tri 1au dai.

- P4i thao duong: Tan §u5‘5 s€ phu thudc vao viéc
c6 hay khong ctia c4c yeu to nguy co (dudng huyét
lic doi > 5,6 mmol/L, BMI > 30 kg/m?, ting
triglycerid, tién st tang huyét ap).

Théng bdo ngay cho bdc st hodic dwoc si nhitng phén veng c6 hai gdp phdi khi sit dung thuéc
QUA LIEU VA CACH XU TRi
Qua lidu: Cho dén nay, c6 rét it dir liéu vé viée sir dung qué lidu pravastatin.

Ciach xir tri: Khong c6 cach diéu tri cu thé. Trong trudng hop qua lidu, bénh nhan nén duoc
diéu tri triéu chirng va tién hanh cac bién phép ho tro thich hop.

CAC PAC TINH DUQC LY

Duoe luc hoc

Nhém duwoc ly: Thude diéu chinh lipid, nhém thudc e ché HMG-CoA reductase.

Ma ATC: C10AA03
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Co ché hoat dong

Pravastatin 13 chét trc ché canh tranh véi 3-hydroxy-3 -methylglqutaryl-coenzym A (HMG-CoA)
reductase, la enzym xuc t4c giai doan sém cua qud trinh sinh tong hop cholesterol, cé tac dung
lam gidm lipid mau theo 2 céach:

Thtr nhét, voi su trc ché thuén nghgch va canh tranh dac hiéu véi HMG-COA redugtase, no cé
tac dupg lam gidm nhe qua trir'lh tong hop cholesterol ndi ba‘lq dan dén lam téng sO lugng céc
thu the cia LDL trén bé mat t€ bao va qua do tang van chuyén LDL-cholesterol ra khdi tuan
hoan.

Tht hai, pravastatin trc ché san sinh LDL-cholesterol bang cach tic ché gan tdng hop VLDL-
cholesterol, tién chat cua LDL-cholesterol.

O ca ngudi khoe manh va bénh nhan tang cholesterol mau, pravastatin lam giam céc gié tri
lipid sau: cholesterol toan phan, LDL-cholestetol, apolipoprotein B, VLDL-cholesterol va
triglycerid; va lam tang HDL-cholesterol va apolipoprotein A.

Duwgc dong hoc

Hd'p thu

Pravastatin hdp thu nhanh qua duong udng & dang c6 hoat tl’nh,‘néng d¢ dinh trong huyét thanh
dat dugc sau khi uong 1 - 1,5 gio. Trung binh khoang 34% li€u uong dugc hap thu, véi sinh
kha dung tuyét doi 1a 17%.

Thirc 4n lam giam sinh kha dung cua pravastatin, tuy nhién khong anh hudng dén hidu qua lam
giam cholesterol.

Sau khi hip thu, 66% pravastatin bi chuyén héa 1an dau & gan, ddy 1a noi dau tién thube c6 tac
dung va la noi dau tién tong hop cholesterol va t}}anh thai LQL-cholesterol. Céac nghién ciru in
vitro cho thay, thuc chat pravastatin dugc chuyén vao cdc té bao gan it hon cdc té bao khéc.

Déi véi su chuyen hoéa 1an dau chu yéu & gan, ndng do pravastatin trong huyét tuong chi c6
gi4 tri han ché trong viéc du doan tac dung ha lipid mau cia thude.

Nong d6 thude trong huyét tuong ti 16 véi liéu ding.

Phin b6

Khoang 50% pravastatin trong tudn hoan gén véi protein huyét twong.

Thé tich phan b khoang 0,5 L/kg.

Mot lugng nho pravastatin bai tiét vao sira me.

Chuyén héa va thi triv

Pravastatin chuyén héa khong déng ké qua cytochrom P450, ciling khong phai 1a chét nén/chét
tic ché cua P-glycoprotein ma 1a chét nén ciia céc protein van chuyén khéc.

Sau khi udng, 20% liéu ban dau duoc thai trir qua nude tiéu va 70% qua phan. Thoi gian ban
thai trong huyét tuong 1a 1,5 - 2 gio.

Sau khi tiém tinh mach, 47% liéu dung dugc thai trir qua thén va 53% thai trir qua mat va
chuyén hoa sinh hoc. San pham chuyen héa chinh cua pravastatin la chat chuyén héa dong

phan 3-a-hydroxy, chat chuyén hoéa nay c6 kha niang rc ché HMG-CoA reductase bing 1/10
dén 1/4 so véi thude gbe.

D9 thanh thai toan phan clia pravastatin 1a 0,81 L/h/kg va do thanh thai qua thén 1a 0,38 L/h/kg
cho thay su bai tiet qua ong thén.

Quiin thé diic biét

Tré em: Gi tri Cmax va AUC trung binh cho céc ddi tugng tré em tuong tu nhu & ngudi 16n
sau khi udng 20 mg.

Suy gan: Phoi nhidm toan than véi pravastatin va chuyén héa & ngudi xo gan do ruou dugc
tang 1é€n khoang 50% so véi ngudi cé chirc ndng gan binh thudng.

7/8



Suy than: Khong ghi nhan nhiing thay déj dang ké & bénh nhan suy than nhe. Tuy nhién, suy
than vira va nang c6 th€ dan dén phoi nhiém toan than véi pravastatin va chuyén héa tang gap
2 lan.
QUY CACH PONG GOI
Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién
Hop 1 chai x 30 vién, 60 vién, 100 vién
BAO QUAN: Noi kho réo, nhiét do khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN: TCCS.
San xuét tai nha may:
‘ CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Pudng S6 9, KCN Hiép Phudc, Huyén Nha Be, TP H3 Chi Minh

TP. H) Chi¥tinhsngay 15 thang 04 nam 2022

/" CONG TY
CO PUAN
DUQC PHAM
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