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MAU PANG KY TO HUONG DAN SU DUNG THUOC
Vién nén MYAVASTIN 10

Rx- Thube nay chi diung theo don thude

MYAVASTIN 10

Dé xa thm tay tré em

Doc ky hwéng din siv dung truée khi ding
Thanh phan cong thic thule: AMdi vién
chira:

- Thémh phén duoc chdt:

Pravastatin natri 10mg
- Thénh phén td dieoe:

Lactose  monohydrat,  Microcrystallin
cellulose 101, PVP K30, Magnesi oxyd,

Croscarmellose sodium, Tartrazin yellow,
Colloidal anhydrous silica, Magnesi stearat.

Dang bio ché:

Vién nén.

Vién nén mau vang, hinh tron, hai mit tron
16i.

Chi dinh:

Tang cholesterol mau: Diéu tri ting
cholesterol mau nguyén phat hodc i loan
lipid méu hdn hop, nhu 14 li¢u phap hd trg ché
do dn uong, khi ché d6 an uong va cac phuong
phap diéu tri khong dung thudc khac (vi du:
tap thé duc, giam cin) dap (mg khong du.

- Dy phong tién phat: Giam ty 1é tir vong do
bénh tim mach & nhitng bénh nhin ting
cholesterol mau vira hodc ning va cé nguy co
cao méc bénh tim mach.

- Du phong thir phat: Giam ty I¢ tir vong do
bt:nh tim mach & nhitng bénh nhéan cé tién qu
nhdi mau co tim hodc dau thit nguc I\hong, on
dinh v&i mirc cholesterol binh thudmg hoic
tang,

- Pidu tri tang lipid mau ¢ bénh nhan ding
liéu phap trc ché mién dich sau ghép tang.

Céch ding, lidu dung:

* Cach ding:

Ubng thudc mdi ngay mot lan 1ot nhat la
vio budi t6i ¢6 hodc khong c6 thire an.
* Liéu ding:

Trude khi bit ddu diéu tri véi Pravastatin,
nguyén nhdn thir phat gay ting cholesterol
mau nén duoc loai trir va bénh nhan nén tiép

tuc ché do an kiéng giam lipid trong qua trinh
didu tri.

Udng thuéc mdi ngay mot lan tot nhat la
vao buoi t6i c6 hoidc khong co thirc 4n.

- Tang chole';terol mau: Lidu khuyen céo la
10 - 40 mg m01 ngay mot lan. Dicu tri dap ung
trong mot tuan va dat hi¢u qua mong muon
trong bon tuan, do d6 nén kiém tra nong do
lipid dinh ky dé diéu chinh liéu ding cho phu
hop. Liéu toi da hang ngay l1a 40 mg.

- Du phong bénh tim mach: Liéu khoi dau
va duy tri 1a 40 mg mdi ngay.

- Liéu dung sau ghép tang: Liéu khai dau &
nhitng bénh nhan dang dung liéu phap (ic ché
mién dich la 20 mg mdi ngay. Tuy thujc vao
dap (mg cua cac thong so lipid, lidu cé thé
duoc diéu chinh 1én dén 40 mg dudi sy giam
saty té chit ché.

- Tré em va thanh thiéu nién (8-18 tudi) bi
tang cholesterol gia dinh di hop ti:

+Tréem 8 - 13 tudi: Lidu khuyén cdo 1a
10 - 20 mg mdi ngay

+ Tré em 14 - 18 tudi: Liéu khuyen cao
1a 10- 40 mg mdi ngay

- Bénh nhén cao tudi: Khong can diéu chinh
licu.

- Suy gan hodc thin: Lidu khoi dau
10 mg/ngdy duoc khuyén cao cho bénh nhan
suy than vira hodc nang hodc suy gan nang
Liéu luong nen duoc diéu chinh theo dép Lm;,
clia cac lhong, 56 lipid va dudi sy giam sat y té.

- Diéu tri ddng thoi: Tac dung ha lipid cua
pravastatin trén cholesterol toan phan va LDL-
cholesterol duge ting cuong khi két hop véi
acid mat (vi du: colestyramin, colestipol). Nén
uéng pravastatin cach ra trudc mot gio hodc it
nhat sau bon gio.

- Doi véi bénh nhin dung ciclosporin CO
hodc khong c6 kém cac thudc irc ché mién
dich khac, diéu tri nén bit dau bang 20 mg
pravastatin m&i ngdy mot 1an va thin trong
diéu chinh liéu dén 40 mg,

(,hong chi d;nh
Qua man véi pravastatm hodic voi bat ky
thanh phan nao ca thude.
- Bénh nhén c6 bénh gan tién trién bao gdm
ting transaminase huyét thanh kéo dai ma
khong rd nguyén nhan va ting transaminase




https://trungtamthuoc.com/

huyét thanh hon 3 14n £101 han trén ctia muc
binh thuong (ULN).
- Phy nir ¢6 thai hoic cho con bu.

Canh bdo va thin trong khi dimg thude:

- Pravastatin chwa dugc danh gia & bénh
nhan ting cholesterol mau gia dinh dong hop
tir. Didu tri khong phu hop khi tang cholesterol
mau do ting HDL-cholesterol.

- Ciing nhu céc thudc (rc ché men chuyén
HMG-CoA khac, khéng nén két hop
pravastatin vai fibrat.

- Khong ding déng thoi pravastatin voi
acid fusidic toan than hodc trong vong 7 ngay
sau khi ngimg diéu tl'l bz”mg, acid fusidic. O
nhitng bénh nhdn cdn thiét st dung acid
fusidic toan than nén ngung diéu tri bing
statin trong sudt thoi gian didu trj bing amd
1u31d1c’ Da ¢6 bao céo tiéu co van (bao gdm
mot sO truong hqp tr vong) ¢ nhitng bénh
nhan sir dung két hop acid fusidic va statm
Khuyen c4o bénh nhan nén dén ngay co sdy té
néu ho gip bat ky triéu chimg yéu co hodc dau
co.

Diéu trj bang3 statin o thé tlep tuc lai sau 7
ngay ding liéu acid fusidic cudi cung

Trong truomg hop dic biét, khi can st dung
acid fusidic toan than kéo dai, vi du, dé diéu tri
nhiém tring niing, cin phai cAn nhic sir dung
dong thoi pravastatin natri va acid fusidic
trong tlrng truong hop cu thé va dudi sy giam
sat y té chit ché,

- O tré em chua dén tudi day thi, lgi ich /
nguy co diéu tri nén dugc cic bac sT danh gia
can than trude khi bt ddu didu tri.

- Bénh gan: Cling nhu céc thude ha lipid
mau khac, su gia ting vira phai ndng do
transaminase ¢ gan dd dugc quan sit thiy.
Trong phan Ién cac truong hop, ndng do
transaminase & gan da tré lai gia tri ban dau
ma khong can phai ngimg diéu tri. Can dic
biét chit ¥ dbi v&i nhitng bénh nhan bi ting
ndng do transaminase va ngimg didu tri néu
alanin aminotransferase (ALT) va aspartat
aminotransferase (AST) vuot qué ba lan gidi
han binh thuong va kéo dai. Cin thén trong
khi chi dinh pravastatin cho bénh nhan c6 tién
sir bénh gan hodc uémg nhiéu ruou.

- Nén thyc hién cac xét nghiém enzym gan
trude khi bt ddu diéu tri bang statin va trong
truong hop chi dinh 1dm sang yéu cdu xét
nghié¢m sau do.

- Can nhéac theo ddi creatin kinase (CK)
trong truong hop:

+ Trude khi didu tri, xét nghiém CK nén
duoc tién hanh trong nhimng trudng hop: Suy
giam chirc ning thin, nhuge giap, tién sir ban
than hodic tién sir gia dinh méc bénh co di
truyén, tién str bi bénh co do sir dung statin
hodc fibrat truoc do, tién st bénh gan va/hodc
udng nhidu ruou, bénh nhin cao tudi (> 70
tudi) ¢6 nhitng yéu td nguy co bi tiéu co vén,
kha ning xay ra tuong tac thudc va mot sé doi
tugng bénh nhan dic biét. Trong nhing truong
hop nay nén can nhéc loi ich/nguy co va theo
ddi bénh nhan trén 1am sang khi diéu tri bang
statin. Néu két qua xét nghiém CK > 5 lan gidi
han trén ctia mic binh thudong, khong nén bét
dau diéu tri bang statin.

+ Trong qué trinh diéu tri bing statin,
bénh nhan can thong bao khi ¢ cac biéu hién
vé co nhu dau co, ciing co, yéu co. Khi ¢6 cac
biéu hién nay, bénh nhan can lam xét nghiém
CK dé ¢6 cac bién phap can thi¢p phu hop.

- Bénh phdi md k& Di co6 bao cdo cdc
truong hop bénh phm mo k&, dic biét la diéu
tri 1au dal bing thudc nhom statin. Triéu chimg
bao gdbm khé thd, ho khan va sirc khoe suy
gidm (nhu mét mai, sut cdn va sét). N&u nghi
ngd bénh nhan bénh phdi md k&, nén ngling
diéu trj bang statin.

- Pai thdo duong: Mot s6 bang chimg cho
théy statin lam tang duong huyét va & mot )
bénh nhan c¢6 nguy co cao mic bénh tié}l
duong. Tuy nhién, nguy co nay khong nhat
thiét phai ngimg diéu tri voi statin. Bénh nhan
cO nguy co (dung glucose tr 5.6 dén 6.9
mmol/L, BMI> 30kg!m triglycerid tdng,
huyét &p cao) can dugc theo doi ca vé lam
sang va sinh hoa.

- Thude ¢é chira lactose monohydrat, do d6
khong nén st dung cho nhitng bénh nhan cé
van dé di truyén vé khong dung nap ga]actoee
thidu hut Lapp lactase, roi loan hip thu
g,lucose-;:,dlactose

- Ta dugec mau Tartrazin yellow: Co thé gay
phan ng di (mg.

Str dyng thude cho phy nir ¢6 thai va cho
con b

- Phu nir ¢6 thai: Pravastatin chong chi dinh
cho phu nit mang thai. Néu bénh nhan c6 ké
hoach mang thai hodc c6 thai, phai thong bao
ngay cho bac si va nén ngiing dung pravastatin
vi nguy co tiém dn cho thai nhi.
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- Phu niv cho con biu: Mot luong nho
pravastatin dugc bai tiét vao stta me, do do
chong chi dinh pravastatin cho phu nir cho con
bu.

Anh hwéng ciia thude 1én kha niing 14i xe,
van hanh may moc:

Pravastatin khong anh huong dang k& dén kha
ndng lai xe va sir dung may méc Tuy nhién,
khi lai xe hoac van hanh may, can luu y ring
chong mit va roi loan thi gidc céd thé xay ra
trong qua trinh diéu tri.

Tuwong tic, twong ky, ciia thube:

- Nguy co bénh co bao gdm tiéu co van co
thé tang 1én khi sir dung dong thoi acid fusidic
toan than vai statin. Co ché ciia sy tuong tac
nay (do dugce luc hoc hay duoc dong hoc, hodc
¢4 hai) vin chua duge biét. Pa c6 bdo cdo vé
tidu co van (bao gdm mot s6 trudong hop tir
vong) & nhitng bénh nhan diéu tri két hop.

Néu can thiét diéu tri bing acid fusidic toan
than, nén ngirng diéu tri bang pravastatin trong
sudt thoi gian didu tri bang acid fusidic.

- Céc thudc nhém fibrat: Te'mg nguy co ton
thuong co bao gom tiéu co van, da di.roc bao
cao khi sir dung dong thoi cac thuéc nhém
fibrat voi cac thudc nhom statin. Khong thé
loai trir nhitng tac dung bat loi ndy voi
pravastatin, do d6 viéc st dung két hop
pravastatin va fibrat (vi dy: gemfibrozil,
fenofibrat) ndi chung nén tranh. Néu can thiét
phai két hop, can giam sat 1am sang va CK cua
bénh nhan.

- Colestyramin/ Colestipol: Dung dong thoi
dan dén giam khoang 40 - 50% sinh kha dung
clia pravastatin. Khong c6 giam dang ké vé
kha dung sinh hoc hodic hiéu qua didu tri khi
ding pravastatin trude mot gio hodic sau bon
g1t str dung colestyramin hodc mét gio trude
colestipol.

- Ciclosporin: Ding dong thoi pravastatin
va ciclosporin lam ting gfip 4 lan luong
pravastatin trong co thé. Can kiém soat 1am
sang va céc chi s sinh héa & bénh nhan khi sir
dung phdi hop 2 thude nay.

- Thudc chuyén hoéa qua cytocrom P450:
Pravastatin khcmg chuyén héa qua cytocrom
P450, nén nong do pravaslatm trong huyet
trong khong thay doi dang ké nhu mot s6
statin khac khi sir dung cung céc thudc nay.
Khéng ¢6 tuong tic duoc dong hoc dang ké
gilta pravastatin véi mot sd thude duoc hoat

hoa hodc irc ché bai CYP 3A4 nhu diltiazem,
verapamil, itraconazol, ketoconazol, thude (e
ché protease, nuée ép budi va cac thudc irc ché
CYP 2C9 (fluconazol).

- Thude khang vitamin K: Ciing nhu cac
thudc e ché enzym chuyén HMG-CoA khéc,
viéc bat dau diéu tri hodc ting liéu Pravastatin
& nhitng bénh nhan dugce diéu trj d611g thoi vai
thudc khang vitamin K (vi du warfarin hodc
thudc chéng dong coumarin khic) co thé dan
dén ting INR. Ngimg hodc giam licu
Pravastatin ¢6 thé dan dén giam INR. Trong
nhitng truong hop ndy, can giam sat INR thich
hop.

- Warfarin va céc thuoe chéng dong khac:
Sinh kha dung ctia pravastatin khong thay doi
khi sir dung cung warfarin. Phéi hop hai thuée
nay cung khong lam thay déi tac dung chdng
dong mau clia warfarin.

- Thube (rc ché protease ctia HIV va viém
gan siéu vi C (HCV): C6 thé lam ting nguy co
gy ton thuong co, nghiém trong nhat 1a tiéu
co vén, than hu din dén suy than va c6 thé gay
tir vong khi st dung dong thoi véi céc thude
irc ché protease diéu trj HIV va viém gan siéu
vi C (HCV) nhu: Darunavir + ritonavir;
lopinavir + ritonavir.

* Tuong ky ctia thuoc: Do khong c6 céc
nghién ctru vé tinh twong ky cua thudc, khong
tron 1an thudc nay véi cac thude khac.

Téc dyng khong mong mudn cia thude:
# fr gap, (171000 < ADR < 1/100):

. Than kinh trung wong: Chong mat, nhirce
déu, roi loan gnac ng, mat ngu.

- Thi giac: R6i loan thi luc (song thi, nhin
mo).

- Tiéu hoéa: Kho tiéu, ¢ nong, dau bung,
budn ndn, ndn, tdo bon, tiéu chay, day hoi.

- Da va mo dudi da; Ngira, ban da, may
day, mong/toc bat thudng (run;: toc).

- Than va llet nigu: Tiéu tién bat thuong
(kho tidu tién, tiéu nhiéu Ian, tiéu dém).

- Sinh san: R&i loan chirc nidng sinh duc.

- Toan than: mét moi

- Co - xwong: Pau khép, co cimg co, dau
co, yéu co, ting ham lugng creatinin kinase
huyét tuong.

- Gan: Tang transaminase huyét thanh.
* Rt hiem gdp, (ADR < 1/10.000):

- Thén kinh: Bénh than kinh ngoai bién, dic
biét néu dung trong thoi gian dai, di cam.
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- Hé mién dich: Phan tmg qua mén: séc
phan vé, phu mach, hdi chirng lupus ban do.

- Tiéu hoa: Viém tuy.

- Gan: Vang da, viém gan, hoai tir t& bao
gan,

- Co - xuong: Tiéu co van, dan dén suy than
cip thir phiat do myoglobin niéu, bénh co,
viém co, viém da co.

* Cac tac dung phu sau daiy da dwoce bdo cdo
i mot sO statin:

- Ac mong, mat tri nhd, phién muén.

- Bénh phoi mé k&, dac biét khi diéu trj lau
dai.

- R6i loan noi tiét: Bénh dai thao duong:
Tan suat s& phu thudc vao cac yéu td nguy co
(duong huyét lac déi > 5.6 mmol/ L,
BMI> 30kg/m’ ting triglycerid, tién sir cao
huyét ap).

Thong bdo ngay cho bdc si hodc dieoc sTnhimg
phan tmg co hai gép phdi khi sir dung thude

Qua liéu va cach xir tri:

- Triéu chitng: Khong cé dir liéu vé sir dung
thudc qua licu, khong ding qua liéu chi dinh
cua thude.

- Xur tri: Khong ¢6 phuong phép diéu tri dic
hi¢u khi dung thudc qua liéu. Khi qua liéu,
bénh nhén nén duoc diéu tri triéu chimg va ap
dung cac bién phap hd tro khi can thiét.

Dic tinh dwge lyc hoc:

Nhom duoe ly: Thude chdng ting lipid
huyét (nhom chdt e ché HMG-CoA
reductase, nhom statin).

Ma ATC: C1I0AA03.

Pravastatin 12 mot chat Gc ché canh tranh
cua 3-hydroxy-3-methylglutaryl-coenzyme A
(HMG-CoA) reductase, 1a enzym xtic tac giai
doan ddu cta qua trinh sinh tong hop
cholesterol, cho tac dung ha lipid theo hai
cach. Thir nhat, voi su Ge ché canh tranh cé
thé dao ngugc HMG-CoA reductase, no co tac
dung giam thiéu su tdng hop cholesterol noi
bao. Diéu ndy din dén su gia ting luong thy
thé LDL trén bé mat & bao va qua do lam ting
van chuyén LDL tir mau. Thit hai, pravastatin
e ché san xuat LDL bing cach tc ché tong

hgp VLDL-cholesterol & gan, mot tién chat
LDL-cholesterol.

Trong ¢ hai doi tugng khoe manh va bénh
nhan ting cholesterol mau, pravastatin lam
giam cac lipid sau: cholesterol toan phan,
LDL-cholesterol, apolipoprotein B, VLDL-
cholesterol va triglycerid; trong khi HDL-
cholesterol va apolipoprotein A ting cao.

Dic tinh duge djng hoc:

- Hép thu: Pravastatin hép thu nhanh, dat
nong do dinh trong huyét thanh tir 1 dén 1,5
git sau khi udng. Trung binh, 34% lidu udng
duoc hé‘ip thu, vai sinh kha dung tuyét ddi 1a
17%. Su hdp thu cia thudc khdong bi anh
huéng boi thic dn, sinh kha dung cla
pravastatin thip vi dugc chuyén héa manh lan
ddu & gan (66%).

- Phin bd: Pravastatin lién két véi protein
huyét tuong khoang 50%. Thé tich phan bé
khoang 0.5 I/kg. Mot lugng nho pravastatin di
vao sira me.

- Chuyén héa: Pravastatin chuyén hoa chu
yéu ¢ gan thanh cic chat chuyén hoa c6 hoat
tinh hodc khong con hoat tinh.

- Thai trir: Sau khi uéng, 20% liéu ban dau
dugc thai trir qua nude tiéu va 70% qua phan,
Nira doi thai trir ciia pravastatin 1a 1,5 dén 2
gi0.

Qui edch déng goi:

- Hop 03 vi x 10 vién nén,

- Hop 10 vi x 10 vién nén.

Pidu kién bdo quan ciia thude: Bao quan
thude noi kho, nhiét do khong quéa 30°C, tranh
anh sang.

Han ding cia thube: 36 thang ké tir ngay san
Xuat,

Tiéu chuén chit lwgng cia thude: TCCS

Tén, dia chi ciia co sé san xudt thude:

CONG TY LIEN DOANH MEYER-BPC
S 6A3 quéc 16 60, P. Phu Tén, TP. Bén Tre, tinh Bén Tre
Viét Nam

=56, fluynh Thién Nehia




