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HUONG DAN SU DUNG
Tén thube: ™ Hadupratim 40
Thube nay chi dimg theo don thudc
Doc kf huéng dan sie dung triede khi dimg. Pé xa tam tay tré em.

1. Thinh phén céng thirc thude:

Thanh phin hogt chit: Ham lupng

Pravastatin natri 40 mg

Thanh phin ti duwgc: Lactose monohydrate, Microcrystalline

Cellulose, Povidon K30, Sodium croscarmellose, Magnesium | Vira du 1 vién

oxide, Magnesium stearate, Mau quinolone yellow lake.

2. Dang bio ché: Vién nén, hinh tron, mau vang dén cam

3. Chi dinh

- Tang Cholesterol méu

Diéu trj tang cholesterol méu nguyén phat hodc rdi loan lipid mau hén hop khi #n kiéng
va st dung céc bién phap khong ding thude khic khéng dap trng.

- Phong ngira so cz"ip

Giam ti 1& méc bénh va ti vong & bénh nhdn mic bénh tim kém theo ting cholesterol
méu tr vira dén ning va ¢6 nguy co cao bj bién ¢b tim mach ddu tién.

- Phong ngira thir cép:

Giam ty 1& tir vong va ty 1¢ méc bénh tim mach & bénh nhin c6 tién sir nhdi méu co tim
hoiic dau thit ngyc khong én dinh va c6 mirc cholesterol binh thudmg hoic ting, nhu
mot bién phép hd trg didu chinh céc yéu té nguy co khic.

- Sau céy ghép

Giam chimg ting lipid m4u sau ghép & bénh nhan diéu trj rc ché mién djch sau ghép co
quan.

4. Cich ding, lidu ding:

4.1. Liéu ding — Cdch dimg:

Truéce khi bat ddu str dung vién nén Pravastatin, nén loai trir cac nguyén nhén thir phat
gdy tang cholesterol mau va bénh nhin nén duge ap dung ché do an udng ha lipid mau

tiéu chuén, ché d6 nay nén duoc tiép tyc trong sudt qua trinh didu tri.
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Cach dung:

Dung dudng ubng. Udng cing hodic khong ciing véi thire dn, ubng mot 1dn mbi ngay, bt
nhét 1a vao budi t6i.
Liéu dimg:

- Tang Cholesterol mau
Khoang lidu khuyén céo 1a 10-40mg x 1 lan/ngay. Piép tmg diéu tri dat duge trong vong
mdt tudn va hiéu qua dat duge diy du trong vong bbn tudn, do dé cin tién hanh xc dinh
lipid dinh ky va diéu chinh lidu lwgng cho phi hgp. Liéu tdi da hang ngay 13 40 mg

- Phong ngira tim mach

Liéu duy tri: 40mg/lin/ngay

- Lidu diing sau khi cdy ghép

Sau khi cdy ghép noi tang, lidu khoi ddu 20 mg mdi ngdy duoc khuyén cdo & nhimg
bénh nhén dang diéu tri &rc ché mién dich. Tity thude vao dép tmg ctia céc théng s6 lipid,
lidu c6 thé duge diéu chinh 18n dén 40 mg duéi sy gidm sat y t& chit ché.

- Tré em va thanh thiéu nién (8-18 tudi), ting cholesterol méu gia dinh kiéu dj hop tir.
Khodng liéu khuyén cdo 1a 10-20mg x 1 lan/ngay tir 8 dén 13 tudi, lidu 16n hon 20mg
chua duge nghién ctru & di twgng nay. Lidu 10-40mg mbi ngay tir 14 dén 18 tubi.

- Bénh nhén cao tudi

Khong can diéu chinh liéu ¢ nhitng bénh nhén nay trir khi ¢6 céc yéu t5 nguy co dé
miic.

- Suy thén hodc suy gan

Liéu khéi dau 10 mg mot ngay dugc khuyén cdo ¢ bénh nhan suy thén trung binh hoac
niing hodic suy gan. Liéu luong nén duge diéu chinh theo dap ttng cua céc thong sb lipid
va dudi sy giam sat y té.

- Diéu tri dong thoi

Téc dung ha lipid cua Pravastatin natri trén cholesterol toan phin va LDL-cholesterol
dugc ting cudng khi két hop voi nhya lién két acid mat (nhu colestyramin, colestipol).
Pravastatin natri nén uéng mdi mot gid trude hodic it nht 4 gid sau khi ding nhua lién
ket.
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Pdi véi bénh nhén diing ciclosporin ciing hodc khéng cing céc san phim thudc e ché
mién djch khac, nén bit ddu didu trj véi 20 mg Pravastatin natri mét 14n mdi ngay va nén
than trong khi diéu chinh dén 40 mg.

5. Chong chi dinh:

- Qué man v6i hoat chét hay bét cir thanh phén nao ca thude.

- Bénh gan hoat dong hoiic transaminase huyét thanh ting dai ding ma khéng giai thich
duge, vugt qua 3 14n gidi han trén ciia mic binh thuong (ULN).

- Phu ni¥ ¢6 thai va cho con bu

6. Canh b#o va thin trong khi diing thudc:

Pravastatin chua duge dénh gi4 & bénh nhan ting cholesterol mau gia dinh kiéu dong
hop tir. Khong phit hop diéu tri ting cholesterol m4u do ting HDL-cholesterol.

P&i v6i cde chit Gc ché HMG-CoA reductase khac, khéng khuyén cio két hop
pravastatin vai fibrat.

Pravastatin khong dugc ding ddng thdi véi cac acid fusidic toan thin hodc frong vong 7
ngdy sau khi ngimg diéu tri bang acid fusidic. O nhitng bénh nhan ma viée sir dung acid
fusidic toan thin dugc coi 1 cin thiét, nén ngimg diéu trj bing statin trong sudt thoi gian
diéu trj bing acid fusidic. P4 ¢6 bao cdo v& tiéu co vin (bao gdm mot sb trudng hop tr
vong) & nhitng bénh nhén dung acid fusidic va statin két hgp. Bénh nhan nén dén gip
béc si ngay lap tirc néu ho gip bét ky triéu chimg nao nhu yéu hoic dau co.

C6 thé sir dung lai statin sau 7 ngay ké tir liéu acid fusidic cudi cing.

Trong nhitng trudng hop ngoai 1€, khi cin ding acid fusidic toan thin kéo dai, nhu dé
diéu trj cdc bénh nhiém tring ning, cin nhic stir dung ddng thdri Pravastatin natri va acid
fusidic theo timg truong hop va dudi sy gidm sat y té chit ché.

O tré em trude tudi ddy thi, loi ich/nguy co ciia viée didu tri nén dwoc béc si danh gia
cén thén trude khi bét dau didu tri.

Rdi loan gan

Ciing nhu c4c thude ha lipid khéac, quan sat thiy mirc do transaminase & gan tdng via
phai. Trong phén 16n cac trudmg hop, ndng dd transaminase & gan da tré vé gia trj ban
ddu ma khong cin phai ngimg diéu tri. Can luu ¥ dic biét dbi véi nhimg bénh nhéan ting

nong do transaminase va nén nging diéu tri néu ting alanin aminotransferase (ALT) va
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aspartat aminotransferase (AST) vuot qua ba 14n gidi han trén cia mirc binh thuong va
kéo dai.

Cén thén trong khi ding Pravastatin cho bénh nhén c6 tién sit bénh gan hodc udng nhiéu
ruQu.

Roi loan co

Ciing nhu cac chét e ché HMG-CoA reductase khéc (statin), pravastatin c6 lién quan
dén viéc gy dau co, bénh co va riit hiém khi gy tiéu co vAn. Bénh co phai duge xem
xét & bit ky bénh nhén ndo dang didu tri bing statin ¢6 céc tridu chimg co khong giai
thich duge nhu dau hodc cing, yéu co hodic chudt rit. Trong nhitng truong hop nhu vy,
nén do ndng d6 creatin kinase (CK). Pidu trj statin nén tam thoi gian doan khi néng do
CK > 5 x ULN hoic khi c¢é céc triéu chimg l14m sang nghiém trong. Rét hiém (trong
khoing 1 trudng hop trén 100,000 bénh nhin/nim) xay ra tiéu co van, ¢ hodc khong co
suy thin thir phat. Tiéu co van 1a mdt tinh trang cip tinh ¢6 khi ning gay tir vong, c6 thé
xdy ra bit cir lic ndo trong qué trinh didu tri va duge dic trung boi sy pha hiy co 1én
lién quan dén sur gia ting lén CK (thudmg > 30 hofic 40 x ULN) din d&n myoglobin
niéu.

Nguy co mic bénh co véi statin phu thudce vao su phoi nhidm va do d6 c6 thé thay dbi
theo timg loai thudc (do tinh chit wva dau va sw khac biét vé duge dong hoc), bao gbm ca
liéu lugng va kha ning tuong tac thudc cta ching,

Mic dit khong c6 chéng chi dinh vé co dbi vai viéc ké don statin, mot sb yéu tb c6 thé
lam tang nguy co nhiém doc co va do d6 cin phai danh gid loi ich / nguy co va theo doi
lam sang. Do CK trudc khi bat dau didu tri bing statin & nhiing bénh nhin nay.

Nguy co va mirc dd nghiém trong ciia rdi loan co trong khi diéu tri bing statin s& ting
1én khi sir dung dong thdi céc loai thube twong tac. Viée sir dung fibrat mot minh dai khi
c6 lién quan dén bénh co. Nén tranh sir dung két hop statin va fibrat. Nén than trong khi
st dung dong thoi statin va acid nicotinic. Sir gia ting ty 18 bénh co ciing da duoc md ta
& nhitng bénh nhan ding statin khac két hgp véi thubc (e ché chuyén hoa cytochrom
P450. Diéu nay c6 thé 1a do cdc twong tic duge déng hoc chwa duge ghi nhan dbi voi
pravastatin. Khi két hop vdi liéu phép statin, cdc triéu chimg co thudng giai quyét sau
khi ngimg diéu tri bing statin.
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Rét hiém c6 bao cdo vé bénh co hoai tir qua trung gian mién dich (IMNM) trong hogc
sau khi diéu trj bing mot s6 statin. IMNM c6 dic diém 1am sang 12 yéu co gan dai ding
va ting creatin kinase huyét thanh, viin ton tai mic du da ngimg diéu tri bing statin.

Do ludng va gidi thich Creatin kinase:

Theo dbi thuong xuyén néng do creatin kinase (CK) hoic cac mitc men co khic khong
duge khuyén cdo & nhitng bénh nhén khong c6 triéu chimg dang didu tri bing statin. Tuy
nhién, nén do CK truwdce khi bt diu diéu tri bang statin & nhitng bénh nhan co cic yéu t6
khuynh huéng diic biét va & nhitng bénh nhin phat trién cic triéu chirng vé co trong khi
didu tri bing statin. Néu nbng d6 CK ting cao dang ké & mirc ban dau (> 5x ULN), nén
do lai nong do CK khodng 5 dén 7 ngay sau d6 dé xac nhan két qua. Khi do, mic CK
nén duoc gidi thich trong trudng hop cic yéu 16 tidém 4n khic cé thé giy tdn thwong co
thoang qua, chiing han nhu tip thé duc ging sirc hoic chin thuong co.

Trwée khi bit diu diéu tri

Lam xét nghiém enzym gan trudc khi bt diu diéu tri bﬁng statin va trong trudmg hop
chi dinh ldm sang yéu cau xét nghi¢m sau do.

- Cén nhéc theo ddi creatin kinase (CK) trong trudng hop:

+ Trudce khi didu tri, xét nghiém CK nén duoc tién hanh trong nhiing trudng hop: Suy
giam chirc niing than, nhuge giap, tién sir ban than hoic tién sir gia dinh méc bénh co di
truyén, tién st bj bénh co do sur dung statin hoic fibrat trude dé, tién sir bénh gan
va/hoiic uéng nhiéu rugu, bénh nhan cao tudi (> 70 tudi) c6 nhitng yéu td nguy co bi tiéu
co vin, kha ning xay ra twong tic thude va mot s dbi twgng bénh nhan dic biét. Trong
nhiing trudng hop nay nén cn nhéc loi ich/nguy co va theo dai bénh nhén trén 1Am sing
khi diéu trj bing statin. Néu két qua xét nghiém CK > 5 1dn gi6i han trén ciia mirc binh
thuémg, khong nén bat diu diéu trj bing statin.

+ Trong qué trinh diéu tri bing statin, bénh nhin cin théng bdo khi cé cic biéu hién vé
co nhu dau co, ciing co, yéu co ... Khi ¢6 cac biéu hién nay, bénh nhan cin lam xét
nghi¢m CK dé c6 cac bién phép can thiép phu hop.

Bénh phdi ké

Cac truong hop ngoai 1€ cta bénh phf'ii k& da dugc bdo cdo voi mot sb statin, dic biét 1a
khi diéu tri 1au dai. Céc dic diém biéu hién co6 thé bao gbm kho thd, ho khéng c6 dom va
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suy gidm sirc khée néi chung (mét moi, sut can va s6t). Néu nghi ngd bénh nhin da méc
bénh phdi k&, nén ngirng diéu trj bing statin.

Pii thao dwong

Mot sb biing chitng cho thdy ring statin nhu mot loai thude 1am ting dudng huyét. Bénh
nhdn c6 nguy co (dudng huyét lac d6i 5,6 - 6,9 mmol/l, BMI> 30kg/m?, ting
triglycerid, ting huyét 4p) cn duge theo ddi ca lam sang va sinh hoéa theo huéng din
qudc gia.

Puwdng lactose

San phim nay c6 chira duong lactose. Bénh nhén ¢ céc vin dé di truyén hiém gip vé
khéng dung nap galactose, thiéu men Lapp lactase hoic kém hip thu glucose-galactose
khéng nén dung thude nay.

7. St dung thudc cho phy nir ¢é thai va cho con bii;

Thoi ky mang thai

Pravastatin chéng chi djnh trong thoi ky mang thai va chi ding cho phu nir ¢6 kha ning
sinh san khi nhiing bénh nhén ndy khong c¢6 kha ning thy thai va di dugc théng béo vé
nguy co c6 thé xay ra. Néu bénh nhan c6 ké hoach mang thai hodc c6 thai, phai thong
bdo cho bic si ngay 14p tirc va nén ngimg st dung pravastatin vi nguy co c6 thé xay ra
cho thai nhi.

Phuy nir cho con bii

Mot lwong nhd pravastatin duoc bai tiét vao sita me. Do d6 chéng chi dinh st dung
pravastatin trong thdi ky cho con b.

8. Anh huéng cila thude 18n kha ning lai xe, vin hanh may méc:

Pravastatin khong ¢6 hodc &nh huéng khong dang ké dén kha ning 14i xe va sir dung
mdy moéc. Tuy nhién, khi diéu khién phuong tién giao thong hodc vdn hanh may moéc,
cén hru ¥ ring c6 thé xay ra chong mit va r6i logn thi gidc trong qua trinh didu tri.

9. Twong tic thude, twong ky ciia thube:

9.1. Tuong tde thudc:

- Céc chit trc ché protease ¢6 tiwong tac:

Viée str dung dong thoi cac thude ha lipid mau nhém statin véi cac thude didu tri HIV
va viém gan siéu vi C (HCV) c6 thé lam ting nguy co giy ton thuong co, nghiém trong

nhét 14 tiéu co vén, than hu dén dén suy thin va c6 thé gay tir vong.

6
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Darunavir + Ritonavir . T —
b . _ Khéng han ché vé liéu ding
Lopinavir + Ritonavir

- Ting nguy co ton thuong co khi sir dung statin dong thoi véi cac thube sau:
Gemfibrozil

Céc thudc ha cholesterol mau nhém fibrat khac

Niacin liéu cao (> 1 g/ngay)

Colchicin

- Nguy co méc bénh co bao gbm tidu co van co thé ting 1én khi ding ddng thoi acid
fusidic toan than véi statin. Co ché ciia trong téc ndy vin chua dugc biét. DA c6 béo cdo
vé tidu co vin (bao gdm mét sb trudng hgp tir vong) ¢ nhitng bénh nhan dung phdi hop
thudc nay.

- Néu cn diéu tri b'ﬁng acid fusidic toan than, nén ngimg diéu tri Pravastatin trong sudt
thoi gian diéu tri bing acid fusidic

- Fibrat

Viée sir dung fibrat mot minh d6i khi ¢6 lién quan dén bénh co. Pa ¢ béo céo vé viée
ting nguy co xdy ra cdc tac dung phu lién quan dén co, bao gdm tiéu co van khi ding
chung fibrat véi cic statin khic. Khong thé loai trir nhitng tdc dung ngoai y nay vai
pravastatin, do d6 nén tranh sir dung két hop pravastatin va fibrat (vi du gemfibrozil,
fenofibrat). Néu su két hop ndy duge coi 13 cdn thiét, cAn theo doi 14m sang va CK cén
than ddi voi bénh nhén theo phac db do

- Colestyramin/Colestipol

Dung dong thoi lam giam sinh kha dung ctia pravastatin khoang 40 dén 50%. Khong cé
su giam déng k& sinh kha dung hogc hi¢u qua diéu tri vé mit 1dm sang khi pravastatin
duge ding mét gior trude hodc bon giyr sau Colestyramin va mot gid trude colestipol.

- Ciclosporin

Diing déng thoi pravastatin va ciclosporin 1am ting khoang 4 lan phoi nhiém toan thin
v6i pravastatin, Tuy nhién, & mot s6 bénh nhan, sy gia ting phoi nhiém pravastatin ¢o
thé 16n hon. Khuyén céo theo ddi 14m sang va sinh hoa ciia bénh nhan dimg phéi hop
nay.

- Céc sin phim dwgc chuyén héa bi cytochrome P450
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Khéng c6 twong tic duge dong hoc quan trong gilta pravastatin véi mot vai san phim,
dic biét v6i nhitng chdt nén/nhimg chit tc ché CYP3A4 nhu ditiazem, verapamil,
itraconazol, ketoconazol, chat trc ché protease, nudc budi va chét e ché CYP2C9 (vi du
nhu fluconazol).

Mét trong 2 nghién ciru twong tac giita pravastatin va erythromycin cho thdy c6 su gia
ting dang ké vé AUC (70%) va Cmax(121%) ctia pravastatin. Tuong tuw nghién ciru voi
clarithromycin cho thdy c¢6 sy gia ting AUC (110%) va Cuax (127%). Do d6, nén thén
trong khi ding pravastatin voi erythromycin hoéc clarithromyecin.

Céc thube khac: trong cac nghién ciru twong tic, khong cé sy khéc biét co ¥ nghia théng
ké vé sinh kha dyng khi ding pravastatin véi acid acetylsalicylic, thuéng khéng acid (khi
dung mot gior trude pravastatin), acid nicotinic hodic probucol.

- Thude d6i khang vitamin K

Ciing nhu cdc chét trc ché HMG-CoA reductase khac, viée bit dau diéu tri hodic didu
chinh lidu lugng Pravastatin & nhitng bénh nhan dugc diéu tri ddng thoi v6i thube dbi
khang vitamin K (vi dy nhu warfarin hosic mét chit chéng dong coumarin khac) co thé
lam ting ty 1& chudn héa quéc té (INR). Ngirng hodc gidm Pravastatin c¢6 thé 1am giam
INR. Trong nhitng tinh huéng nhu véy, cin theo doi INR thich hop.

- Warfarin va thubdc chong dong mau dwdng udng khic

Cac thong sd sinh kha dung dbi v6i pravastatin khong bi thay ddi sau khi ding warfarin.
Lidu ding cua hai san pham khong tao ra bit ky thay ddi ndo trong hoat dong chéng
dong mau cha warfarin.

9.2. Twong ky cia thuéc:

Do khéng cé cdc nghién ctru vé tinh twong ky cia Pravastatin, khong tron 14n thudc nay
v6i cac thude khac.

10. T4c dung khéng mong mudn ciia thude:

Tan sudt cta cac tic dung ngoai ¥ dugc xép hang theo sau: Rét phd bién (> 1/10),
Thudng gip (> 1/100, <1/10), Khong phd bién (> 1/1000, <1/100), Hiém (> 1 / 10.000,
<1/1000), Rét hiém (<1 / 10.000)

Roi loan hé thén kinh

it gip: chong mit, nhirc diu, réi loan gifc ngt, mét ngn. Suy giam nhén thirc (nhur mét
tri nha, 16 14n...)
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Roi loan mit

Khéng phé bién: rbi loan thi lyc (bao gdm nhin md va nhin d6i)

Rdi logn tiéu hoa

it gap: kho ti€u/¢ chua, dau bung, budn nén/ndn, tio bon, tiéu chay, déy hoi.

Roi loan da va md dwéi da

it gip: ngira, phat ban, ndi may day, bit thuomg vé da diu/toc (ké ca rung toc), viém da
co

Roi loan thin va tiét niéu

It gip: di tiéu bit thuong (bao gdm tiéu kho, tiéu nhiéu lan, tiéu dém)

H¢ thong sinh sin va roi loan vi

Khong phd bién: rdi loan chirc ning tinh duc

Réi loan chung

Khong phé bién: mét moi

Cdc ddc diém ldm sémg ddc biét quan tdm.

Co xwong: Céc tic dong 1én co xuong, vi du nhu dau co xwong bao gdm dau khép,
chudt rit co, dau co, yéu co va ting néng dé CK da dugc bio cédo trong cac thir nghiém
lam sang. Ty 1& dau co (1,4% pravastatin so vdi 1,4% gia duge) va yéu co (0,1%
pravastatin so ¢di < 0,1% gid dugce) va ti 1€ mic CK > 3xULN va > 10xULN (1,6%
pravastatin so véi 1,6% gia dugce va 1,0% pravastatin so v6i 1,0% gia duge twong tung)
Téc dung trén gan: Da c6 bo cdo vé viée ting transaminase huyét thanh. Trong ba thir
nghiém 14m sang dai han c6 ddi chimg véi gia duoec CARE, WOSCOPS va LIPID, céc
bt thudmg rd rét v&8 ALT va AST (> 3xULN) xay ra vdi tin suét twong tu (< 1,2%) & ca
2 nhém diéu trj.

Ngoai nhiing trircong hop trén, cdc tdac dung phu sau ddy ciing da dwoc bdo cdo frong qud
irinh sir dung pravastatin:

Réi loan hé thin kinh

Rét hiém: bénh da day thin kinh ngoai bién, dic biét néu sir dung trong thdi gian dai, di
cam

Réi loan hé théng mién dich

RAt hiém: Phan trng qui min nhw phan vé&, phit mach, hoi chiing gidng lupus ban dod

R6i loan tién héa
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Rit hiém: viém tuy

Rbi loan gan mét

Rét hiém: vang da, viém gan, hoai tir gan.

Rdi loan co xwong v mb lién két

Rt hiém: tiéu co van, c6 thé két hop voi suy thin cép thir phat sau myoglobin niéu,
bénh co, viém co, viém da co

Tén suit khong xac dinh: bénh co hoai ti qua trung gian mién dich

Réi loan ndi tiét

Pii thdo dwdmg: Tén sudt s& phu thude vao su co hay khéng ctia céc yéu td nguy co
(dudmg huyét lac déi > 5,6 mmol/L, BMI > 30 kg/m?, ting triglycerid, tién st ting huyét
ap).

11. Qua liéu va cich xir tri:

11.1. Qu4 liéu:

Cho dén nay, c6 rat it kinh nghiém v& qua lidu Pravastatin.

11.2. X tri:

Khong ¢6 diéu trj cy thé trong trudng hop qué lidu. Trong truong hop qua liéu, bénh
nhén nén duge diéu trj triéu ching va tién hanh cdc bién phép hd trg theo yéu cau.

12. Dic tinh dwge lye hoc

- Nhém duge ly: Thude ha lipid huyét thanh/ thudc gidm cholesterol va chét béo trung
tinh/ thude trc ché men khir HMG-CoA

-Ma ATC: C10AA03

- Co ché hoat dong:

Pravastatin natri thufc nhém statin, ha lipid méu, lam giam sinh tdng hop cholesterol.
Pravastatin 13 chét &rc ché thuan nghich enzyme 3-hydroxy-3-methylglutaryl-coenzym A
(HMG-CoA), 1 enzyme xtic tic chuyén déi HMG-CoA thanh mevalonat, tham gia vao
cac bude diu tién cia qua trinh téng hgp cholesterol va cho hi€u qua ha lipid mau theo 2
cach:

+ Thit nhét: do &e ché canh tranh dic hiéu va thuin nghich enzym HMG-CoA nén giy
ra sy sut giam cholesterol vira phai trong qua trinh tong hop ciia té bao.

+ Thir hai: Pravastatin tc ché gan téng hop nén lam giam Cholesterol toan phén,

LDL-cholesterol ~ (low-density  lipoprotein  cholesterol),  apolipoprotein B,
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VLDL-cholesterol (very low-density lipoprotein cholesterol) va triglycerid va lam ting
HDL-cholesterol (high-density lipoprotein cholesterol), apolipoprotein A.

13. Dic tinh dwge ding hoe:

Hip thu:

Pravastatin dugc dung bang duong udng & dang co hoat tinh. N6 dugc hép thy nhanh
chéng; nbng dd dinh trong huyét thanh dat duoc tir 1 d&n 1,5 gid sau khi ubng. Trung
binh 34% liéu ding dudng udng dwoc hip thu, véi sinh kha dung tuyét dbi 1a 17%.

Su hién dién ctia thirc 4n trong dwdng tiéu héa din dén gidm sinh kha dung, nhung tic
dung ha cholesterol ctia pravastatin 13 trong tuw nhau di diing trude ho#ic sau khi an 1
gio.

N%)ng do pravastatin, bao gém ci dién tich dudi dudng cong (AUC), nbng do t6i da
trong huyét twong (Cmax) va ndng do i thiu (Cuin) ti 16 thudn véi lidu dung, Sinh kha
dung cia pravastatin uéng trude khi ngii giam 60% so véi ubng vao budi sang. Mic du
lam giam sinh kha dung toan thén, nhung hi¢u qua cua pravastatin khi diung moi ngay
mdt 1dn vao bubi t6i lai phin nao c6 hidu qua hon (dit khéng ¢6 ¥ nghia théng k&) so véi
diing thudc vao bubi sang.

Hg¢ s6 bién thién, dya trén thay di giita cac ddi twong, khoang 50% dén 60% dbi voi
AUC. Trang thai én dinh ctia AUC, Cimax va Cuin trong huyét twong cho thdy khong cé
bang chitng vé tich lily pravastatin sau mdt hoiic 2 14n ubng mdi ngay.

Phan bo

Khoang 50% pravastatin dwoc gin véi protein huyét twong. Thé tich phan bd cua thude
khoéang 0,5 I/kg. Mot lugng nho pravastatin tiét vao sira me.

Chuyén héa va thai triv

Pravastatin khong duge chuyén hoa qua hé enzyme microsom cytochrom Pasg (CYP)
ciing nhu khong phai 1a chit nén hay chit irc ché p-glycoprotein ma 13 chét nén cia cac
protein vin chuyén khac.

Pravastatin tri qua chuyén hoa lin diu & gan (ti 1& dat 0,66)

Sau khi udng, 20% liéu ban d4u duoc thai trir qua nude tiéu va 70% qua phan. Nira doi
théi trir trong huyét twong cuia pravastatin duong udng 1a 1,5 dén 2 gio.

Sau khi tiém tinh mach, 47% lidu dung duge thai trir qua thin va 53% qua bai tiét qua

mét va chuyén hoa sinh hoc. San phim thodi héa chinh ciia pravastatin 13 chit chuyén
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héa déng phén 3-o- hydroxy. Chét chuyén hoa niy cé hoat tinh (rc ché men khir HMG-
CoA ctia hgp chét gbe tir 1710 dén 1/4.

D¢ thanh thai todn thén ctia pravastatin 1a 0,8 I/h/kg va do thanh thai qua thin 12 0,38
I/h/kg cho thiy sur bai tiét qua Ong thin

Duwge dgng hoc ciia cic dbi twong dic biét

Dugc diong hoc & ngudi suy thin

Ubng lidu duy nhét 20mg pravastatin & 24 bénh nhén cé mirc dd suy thin khiac nhau
(duge xé4c dinh theo d§ thanh thai creatinin), khéng thdy anh hudng trén duoc dong hoc
clia pravastatin hofic chit chuyén hoéa dbng phén 3a-hydroxy pravastatin. So vdi ngudi
khdée manh c6 chirc nang than binh thuérng, bénh nhin suy thdn niing c¢6 AUC va Cuex
cao hon tuong img 1a 69% va 37%, ti» khoang 0,61 gir ngfin hon tic dong chuyén hoa
enzym ciia vong hydroxyl

Dugc dong hoc & ngudi suy gan

Trong mét nghién clru so sanh dong hoc ctia pravastatin & nhftng bénh nhén xo gan
(N=7) va céc déi tugng binh thudng (N=7), AUC trung binh thay ddi gip 18 1An & bénh
nhén xo gan va gép 5 lan & nhitng ngudi khde manh. Tuong ty nhu vy, cac gia tri dinh
pravastatin khic nhau gép 47 1in cho bénh nhén xo gan so vdi 6 14n cho cdc dbi tugng
khoée manh.

Duoc dong hoc & bénh nhan 16n tudi

Trong mét nghién ciru & nam gidi 1én tudi (65-75 tudi) st dung liéu duy nhit 20mg
pravastatin, AUC trung binh cia pravastatin 1én hon khoang 27% va bai tiét qua nuéc
tiéu tich liiy trung binh thip hon khoang 19% so véi nhitng ngudi nam tré tudi (19-31
tudi). Tuong tw, AUC trung binh cta pravastatin cao hon khoang 46% va CUE trung
binh thap hon khodng 18% & nhitg phy nit 16n tudi (65-78%) so v6i nhitng phy nit tré
(18-38 tudi). Trong ca hai nghién ciru, cdc gid tri Cmax, Tmax V& Ti2 tuwong tu nhau &
nhitng nguoi cao tudi va tré tudi.

Dugc dong hoc tré em

Sau 2 1in udng 20 mg pravastatin mot 14n mdi ngay, cac gié tri trung binh ciia AUC 1a
80,7 ng gid/ml (CV 44%) & tré em (8-11 tudi, N=14) va 44,8 ng gid/ml (CV 89%) &
thanh thiéu nién (12-16 tudi, N=10), img v6i Crax 1 42,4 ng/ml (CV 54%) va 18,6 ng/ml

12



https://trungtamthuoc.com/

(CV 100%) cho tré em va thanh thiéu nién. Chua thé két lufin dua trén nhitg phét hién
ndy do s& lugng miu nhé va bién dbi lon.

14. Quy cich dong goi:

Hop 03 vi, 06 vi x 10 vién, k&m huéng dan sir dung.

15. Pidu ki¢n bio quan, han ding, tiéu chudn chit hrong ciia thube:

- Diéu ki¢n bdo qudn: Noi kh rdo, nhiét dp khong qua 30°C, tranh anh sang truc tiép.

- Han ding: 36 thang ké tir ngdy san xudt

- Tiéu chudn chét lvong: TCCS

16. Tén, dia chi ciia co' sé san xuiit t»lfqé&??’ 1076
F\‘L[ CNWad 'F;\E"\‘:\\.
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