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2- MAU NHAN CHAI VASTANIC 10 (Chai 100 vién nén)

i ) o vx CHi DINH, CHONG CHi DINH,
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MAU NHAN THUOC PANG KY

3- MAU HOP VASTANIC 10 (Hop 3 vi x 10 vién nén)

Rx Thuéc bin theo don
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VASTANIC 10 Q<
Lovastatin 10 mg < <
s
b 3
.‘ \ 7%
Hép 3 vix 10 vién nén N
=
CONG HUC: CHI DINH, CHONG CHI BINH, CACH DUNG,
Lovastatin y 10mg  THANTRONG VA CAC THONG TIN KHAC:
16 dUGC ... VIQ A0 .o 1vién  Xin doc frong 13 huding dén s dyng.

Manufactured by: USA - NIC PHARMA Co., Lid
Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC Ma VaCh

VASTANIC 10 @

Lovastatin 10 mg

Box of 3 blister x 10 tablets

TIEU CHUAN AP DUNG: TCCS BE XA TAM TAY CUA TRE EM
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MAUNHAN THUOC PANG KY

4- MAU HOP VASTANIC 10 (Hop 10 vi x 10 vién nén)

Ry Thudc bén theo don w
VASTANIC 10

Lovastatin 10 mg

=  Hop 10 vix 10 vién nén

£ AN A :
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Ma Vach

CHI DINH, CHONG CHi DNH, CACH DUNG,
THAN TRONG VA CAC THONG TIN KHAC:
Xin doc trong 13 hudng dén sl dung. 6161t No
Mansdactwedby: USA - NIC PHARMA Co., Lid Nody SX/Mfg. Date
Block 110, Road C, Tan Tao IP, Binh Tan Dist, HOMC Han dung/Exp. Date :

"VASTANIC 10

Lovastatin 10 mg
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Ry Prescription drug %
VASTANIC 10

Lovastatin 10 mg

. Box of 10 blister x 10 tablets
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BAO QUAN NOI KHO MAT, NHIET B DUGI 30°C,

TRANH ANH SANG.
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TO HUONG DAN SU DUNG THUOC
Vién nén VASTANIC 10
(Thudc ban theo don)

VASTANIC 10 - Vién nén

¢ Cong thire: (cho mot vién) :

= LOVASIAHN o covisnssinssisinesrerersasasvopssenssnssssns 10 mg /W{

- Taduogc......ccuuee..e.e. via di ... 1 vién
(Tinh bdt sin, lactose, avicel 102, DST (Natri starch glycolat), magnesi stearat, PVP K30
(Polyvinylpyrrolidon), b3t talc).

¢ Tac dung duge ly:

Cac dic tinh dwoe luwe hoc

- Lovastatin thudc nhém statin, 14 nhitng chét wrc ché canh tranh véi hydroxymethylglutaryl
coenzym (HMG-CoA) reductase, lam ngan can chuyén HMG-CoA thanh mevalonat, tién
chét cua cholesterol. Céc statin trc ché sinh téng hop cholesterol, lam giam cholesterol
trong té bao gan, kich thich téng hop thu the LDL (lipoprotein ty trong thip), va qua d6 lam
tang van chuyén LDL tir mau. Két qua cudi cung cua nhitng qua trinh héa sinh nay 1a giam

nong dg cholesterol trong huyet tuong. O lidu binh thuong, HMG-CoA reductase khong bi
tic ché hoan toan, do d6 vin c6 du acid mevalonic cho nhidu qua trinh chuyén hoa.

Cac dic tinh dwoec dong hoce

- Hép thu:

+ Lovastatin hap thu nhanh va chuyén héa manh buéc diu & gan. Sinh kha dung tuyét ddi
thap (5%).

+ Thuce an lam thay ddi sinh kha dung toan than cua lovastatin sau khi udng. Thirc n lam
giam toc do va/hodc muc do hép thu, nhung do giam it nén khong lam thay doi quan
trong v€ lam sang tac dung diéu hoa lipid huy€t. Thudc s& thuy phan thanh cac chat
chuyén héa cé hoat tinh.

+ Nong d6 thudc trong huyét twong sau khi uéng cé thé lién quan dén nhip ngay dém.

+ Sau khi udng, thoi gian dat né’ng d6 dinh 2-4 gio. Thubc thuong cho }(ét qua diéu tri 13
trong vong 1-2 tuan sau khi bat dau di€u tri, va l1am thay doi t6i da nong do lipoprotein
va apolipoprotein trong vong 4-6 tuan.

+ Dbi véi ngudi cao tudi, 70-78 tudi, lidu 80 mg/ngay, nong d6 trong huyét tuong c6 thé
cao hon khoang 45% so véi ngudi tré tudi 18-30 tudi nhung khong lam thay dbi tac
dung diéu hoa lipid huyét.

+ Pbi voi ngudi suy thén nhe (hé s6 thanh thai creatinin 61-90 ml/phut): Dugc dong hoc
khong thay d6i nhiéu. Tuy nhién, néu suy than ning (he s6 thanh thai creatinin 10-30
ml/phut) ndng dd trong huyét tuong tang 1én khoang 2 1an so v6i ngudi khde manh.

- Phan bd: Lovastatin duge phan bd chii yéu vao gan va cdc md ngoai gan (lach, than, tuyén
thuong thén).

+ Thubc lién két 88-99% véi protein huyét twong, cha yéu la albumin.

+ Lovastatin ¢6 thé qua nhau thai va phin bd vao sita me. Ngoai ra, thudc con qua hang
rao mau-nao.

- DPao thai:
+ Thubc chuyén héa manh & gan do hé enzym microsom cytochrom P450 (CYP), chu yéu

do isoenzym 3A4 (CYP 3A4). Lovastatin ¢4 chét chuyén hoéa co hoat tinh. Thoi glan
ban thai trong huyét tuong ngan (0,5-3 gid). Mic du vy, khong cé mdi tuong quan giita
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thong s6 dugc ddng hoc véi thoi gian tac dung diéu tri (it nhat 24 gio).
+ Chua c6 ddu hiéu nao chimg t6 thudc tich liy trong co thé khi dung lidu 13p lai nhiu 1an.
+ Thubc duge dao thai qua nudc tiéu (2-20% lidu) va phan (60-90% lidu)
¢ Chi dinh diéu tri:
- Tang cholesterol mau: Cac chét ttc ché HMG-CoA reductase dugc chi dinh b trg cho lidu

phép 4n udng dé giam ndng do cholesterol toan phén va cholesterol LDL & nguoi bénh ting
cholesterol mau tién phat (typ Ila va IIb).

- Du phong tién phat (cép 1) blen ¢b mach vanh: O ngudi tang cholesterol mdu ma khong c6
biéu hién 1am sang rd rét vé mach vanh, chi dinh cac chit ttc ché HMG-CoA reductase
nham:
+ Giam nguy co nhdi méau co tim.
+ Giam nguy co phai lam cac thu thuét tai tao mach vanh tim.
+ Giam nguy co dau thit nguc khong 6n dinh.

- Du phong thir phét bién ¢b mach vanh. L

- Xo vita dong mach: & ngudi bénh ting cholesterol mau c6 biéu hién 14m sang vé bénh
mach vanh, ké ca nhdi méau co tim trude do, chi dinh cac chit trc ch8 HMG-CoA reductase
nhim:

+ Lam cham tién trién vira xo mach vanh. 129
+ Giam nguy co bién ¢ mach vanh cip. G
¢ Liéu dung, cich dung: IEM|
- Nguoi bénh c,?m theo ché d6 an chuén, it cholesterol truge khi ubng thudc nay va phai tiép ‘:
tuc duy tri ch€ d an nay trong suot thoi gian diéu tri.
- Diéu chinh lidu lugng lovastatin theo nhu cdu va dap tmg cua timg ngudi bing cach ting | 5+

liéu, ting dot cach nh?u lgh(‘)ng duéi 4 tuan, cho toi khi dat néng do cholesterol LDL mong
muon, hoac khi dat liéu toi da.

- Vi téng hop cholesterol & gan xay ra chu yéu ban dém, dung thubc vao bita an tdi s& lam
tang hiéu lyc thuoc.

- Liéu khoi ddu 20 mg va lidu duy tri hang ngay 20-80 mg.

& ‘.v;':;’; ‘V-
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- Khong dung quéa 20 mg lovastatin/ngay khi sir dung ddng thoi véi danazol, diltiazem hozc
verapamil.
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- Khong dung qua 40 mg lovastatin/ngay khi sir dung véi amiodaron.

- Bénh nhén ting cholesterol méu gia dinh dj hop tir 10-17 tudi duge khuyén céo pham vi
liéu dung lovastatin 1a 10-40 mg/ngay; licu toi da la 40 mg/ngay.

- Thudc c6 hiéu qua khi ding két hop voi sequestrants acid mat.

- Bénh nhén suy than niing (hé sb thanh thai creatinin <30 ml/phiit) tranh tang liéu 1én qué 20
mg/ngay.

* Chong chi dinh:

- Qua mAn v6i cac chit e che HMG-CoA reductase hodc véi bat ky thanh phin nao ctia ché
pham.

- Bénh gan hoat dong hodc transaminase huyét thanh ting dai ding ma khong giai thich
duoc.

- Thoi ky mang thai hoéc cho con bu.

- Chéng chi dinh dung lovastatin phdi hop véi cac thudc ttc ché CYP 3A4 manh (nhu:
itraconazol, ketoconazol, posaconazol, erythromycin, clarithromycin, telithromycin); Cac
thudc e ché protease ctia HIV (nhu: boceprevir, telaprevir, nefazodon).

- Tranh str dung ddng thoi lovastatin véi: Cyclosporin, gemfibrozil.
- Tranh dung lugng 16n nude ép budi (Grapefruit juice) (>1 lit/ ngay)







- Khong dung qui 20 mg lovastatin/ ngay khi ding ddng thdi véi: Danazol, diltiazem,
verapamil.

- Khoéng dung quéa 40 mg lovastatin/ ngay khi sir dung v4i amiodaron.

- Khong dung lovastatin phdi hop véi cac thudc c6 chira cobicistat.

¢ Tic dung khong mong mudn:

- Lovastatin dung nap t4t, ty 1& phai ngimg thudc thdp hon so véi céc thude ha lipid khéc:

- Thuong géap, ADR>1/100:

+ Tiéu héa: Ia chay, tio bon, ddy hoi, dau bung va budn ndn, gip & khoang 5% bénh nhan.

+ Than kinh trung wvong: Pau dau (4-9%), chong mit (3-5%), nhm m& (1-2%), mét ngu,
suy nhugc.

+ Than kinh co va xwong: Pau co, dau khép.

+ Gan: Céc két qua thir nghiém chirc nang gan tang hon 3(14n gi6i han trén cua binh
thuong, & 2% nguoi bénh, nhung phan 16n la khong c6 tri¢u ching va hoi phuc khi
ngung thudc.

- It gap, 1/1000<ADR<1/100:

+ Than kinh-co va xuong: Bénh co (két hop yéu co va ting ham lugng creatin
phosphokinase huyét twong (CPK).

+ Da: Ban da.
+ Ho hap: Viém miii, viém xoang, viém hong, ho.
- Hiém gap, ADR<1/1000:
+ Théan kinh-co va xuong: Viém co, tiéu co van, din dén suy than cip thu phat do
myoglobin niu.
- Suy giam nhan thirc (nhu mét tri nhé, 16 14n....)
- Tang dudng huyét.
- Tang HbAlc.
Thong bo cho bac si nhitng tac dung khéng mong mudn giip phai khi sir dung thude
¢ Thin trong khi dung thudc:

- Cén phai loai trir cdc nguyén nhan giy ting cholesterol mau (thi du dai thao dudng kér
kiém soat, thleu nang giap, hoi chimg thén hu, rdi loan protein mau, bénh gan tic mat, do
ding mot sb thude khéc, nghién ruou) va can dinh lugng cholesterol toan phin, cholesterol
LDL, cholesterol HDL va triglycerid. Muc tiéu diéu tri 1a giam cholesterol LDL vi vay p
stir dung ndng o cholesterol LDL dé bt dau diéu tri va danh gia dap ung diéu tri. Chi khi
khong xét nghiém dugc cholestrol LDL, méi st dung cholesterol toan phan d theo doi
diéu tri.

- Trong cac thir nghiém lam sang, mét sd it ngu'orl bénh truéng thanh udng lovastatin thay
tang rd rét transaminase huyet thanh (>3 lan gi6i han binh thuong). Khi nging thubc &
nhitng ngudi bénh nay, ndng d¢ transaminase thuong ha tir tr tr& vé mirc trude didu tri.
Mdt vai nguoi trong sO ngudi bénh nay trude khi diéu tri voi statin da 6 nhimg két qua xét
nghiém chirc ning gan bat thuong va/hodc udng nhiéu rugu. Vi vdy can tién hanh céc Xxét
nghiém enzym gan trudc khi bat dau diéu tri va trong trudng hop chi dinh 14m sang yéu ciu
xét nghiém sau do. Can sir dung thudc than trong & ngudi bénh udng nhidu rugu va/hoic ¢6
tién str bénh gan.

- Liéu phdp lovastatin phai tam ngimg hodc thoi hin & bét cir ngudi bénh nao co biéu hién bi
bénh co cap va nang hodc c6 yéu t6 nguy co dé bi suy thén cap do ti€u co vén, thi du nhu
nhiém khuén c4p ning, ha huyét ap, phiu thuét va chin thuong 16n, bt thuong vé chuyén
héa, noi tiét, dién giai hodc co giat khong kiém soat duoc.

- Chi dung lovastatin cho phu nit & d6 tudi sinh d¢ khi ho chic chén khong mang thai va chi
trong trudng hop ting cholesterol mau rat cao ma khong déap tmg véi cac thude khéc.







- Céan nhéc theo ddi creatin linase (CK) trong truong hop

+ Truée khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhung truong hop: Suy
giam chire néng thén, nhugc gidp, tién sir ban than hoic tién sir gia dinh mac bénh co di
truyen tién sir bi bénh co do sir dung statin hogc fibrat trudc do, tlen sir bénh gan va/
hozc udng nhidu rugu, bénh nhan cao tudi (>70 tu01) c6 nhitng yéu t6 nguy co bi tiéu co
vén, kha ning xay ra twong tac thubc va mot sb dbi tuong bénh nhan dic biét. Trong
nhiing trudong hop ‘nay nén can nhéc loi ich/ nguy co va theo ddi bénh nhan trén 1am
sang khi diéu tri bang lovastatin. Néu két qua xét nghiém CK >5 lan gi6i han trén cua
mirc binh thudng, khong nén bét dau diéu tri bang lovastatin.

+ Trong qua trinh diéu trj bing lovastatin, bénh nhén can thong bao khi c6 cac biéu hién
vé co nhu dau co, cimg co, yéu co... Khi ¢6 cac bidu hién nay, bénh nhan can lam xét
nghiém CK dé c6 cac bién phap can thlep phu hop.

- Viéc sir dung céc thudc statin c6 thé dan dén nguy co tang duornthuyet va kha nang bénh
tiéu duong & nhitng bénh nhén c6 sin cic yéu t6 nguy co nhu: nong do glucose hoic
tryglycerid cao, béo phi hoic cao huyét ap.

- Lovastatin c6 thé lam ting nopg d¢ phosphokinase creatine va transaminase. Diéu
niy nén dwgc xem xét trong chan dodn phén biét dau ngue & bénh nhin dang diéu tri
véi lovastatin.

14
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- Thudc ¢ it hiéu qua ¢ bénh nhén tang cholesterol mau gia dinh dong hgpvac \
/u

kha niing 1am tiing transaminase huyét thanh.

¢
- Chn kiém tra cac enzym gan truée khi bat diu diéu trl, néu c6 diu hi¢u hoé‘ *
ching cia ton thu’o’ng gan xiy ra bao gdm mét mon, biéng in, khé chiu ving ﬁ
trén, nuwée tiéu sim mau hoiic vang da, bénh nhin cin lién hé ngay véi bacsi. /3
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- Chirc nang ndi tiét: Ting ndng d9 HbAlc va du'o’ng huyét lic d6i da dwge bao c4o véi
cic thudce tre ché men khir HMG-CoA, bao gom ca lovastatin.

- Bénh nhan méc cic r01 loan di truyén hiém gap vé dung nap Galatose, chung thiéu hut
Lactase Lapp hoc 16i loan hip thu Glucose-Galatose khong nén sir dung thubc nay.

¢ Twong tic véi thude khac:

- Lovastatin c6 thé lam ting tic dung cta warfarin. Phai xac dinh thoi gian prothrombin/
trude khi bt ddu ding lovastatin va theo doi thudng xuyén trong giai doan dau diéu trj dé
bao dam khong c6 thay dbi nhiéu vé thoi gian prothrombin.

- Cac nhua gén acid mat c6 thé lam giam rd rét kha dung sinh hoc cua lovastatin khi uéng
cung. Vi vdy thoi gian ding 2 thudc nay phai cach xa nhau.

- Méc du khong tién hanh cac nghién ctru vé tuong tac thudc trong 1am sang, nhung khong
thay c6 biéu hién tuong téc c6 hai co y nghia lam sang khi dung lovastatin cung vdi cac
thudc chen beta, chen kénh calci, thude 1oi tiéu va thude chdng viém phi steroid.

- Céc nghién ciu gan dédy cho thay diéu tri két hop ACEI va nhom statin ¢6 thé giup ngin
ngura cac bién chimg lién quan dén tim ¢ nhiing bénh nhan c6 tién str bénh tim hodc bi bénh
tiéu dudng tir 55 tudi trdr 1én. Ngoai ra viéc két hop nay con c6 thé 12 1 lya chon didu tri
khac cho bénh nhén bi bénh than tién trién ma chi ACEI khong lam giam dang ké protein
niéu va cac thuong ton.

- Lovastatin, nhu mdt sb chit e ché khac cia HMG-CoA reductase, 1a m{)tqchét,nén cua
cytochrom P450 3A4 (CYP3A4). Mot s6 loai thudc trc ché con duong trao ddi chét nay co
thé 1am ting nong do trong huyét tuong cua lovastatin va lam ting nguy co bénh co. Ching
bao gdm itraconazol, ketoconazol, posaconazol, voriconazol, cic khing sinh macrolid 1a
erythromycin va clarithromycin, khéang sinh ketolid la telithromycin, thudc trc ché protease
HIV, boceprevir, telaprevir, chdng trdm cam 1a nefazodon, hodc cac thudc chira cobicistat.
Su két hop cuia cac loai thubc nay véi lovastatin duge chdng chi dinh. Néu diéu tri ngin
han v6i cac chit e ché CYP3A4 manh la khong thé tranh khoi, nén ngung sir dung
lovastatin trong qué trinh diéu tri.




Tang nguy co gy ton thuong co khi sir dung ddng thoi véi cac thube sau:
+ Gemfibrozil.

+ Céc thudc ha cholesterol mau nhém fibrat khéc.

+ Niacin liéu cao (>1g/ ngay).

+ Colchicin.

Viée su dung ddng thoi céc thude ha lipid mau lovastatin v6i véi céc thude didu trj HIV va
viém gan siéu C (HCV) ¢6 thé 1am tiang nguy co géy tén thuong co, ngh1em trong nhét 1a
tiéu co van, than hu din dén suy than c6 thé gay tur vong.

Cyclosporin, amiodaron, colchicin, ranolazin: Nguy co bi bénh cor/tleu co van khi sir dung
ddng thoi voi lovastatin.

Danazol, diltiazem, verapamil: Nguy co bi bénh co/tiéu co van khi sir dung déng thoi véi
lovastatin.

Propranolol: O ngudi binh thuong, khong c6 y nghia 1dm sang dugc hodc
tuong tac dugc dong hoc khi ding ddng thoi liéu duy nhét cua lovastatin va véi lidu cao
propranolol.

Digoxin: O nhing bénh nhan tng cholesterol mau, dung ddng thoi lovastatin va digoxin
khong anh huéng dén nong d6 digoxin trong huyét tuong.

Acid fusidic: Bénh nhan cin dugc theo dai chat ché do nguy co bénh co ¢6 thé tang 1én khi
stt dung dong thoi acid fusidic va lovastatin, c6 thé xem xét ngung dung tam thoi
lovastatin.

Ha duong huyét: Trong céc nghién ctru dugce dong hoc cia lovastatin & bénh nhin dai thao
duong khong phu thudc insulin cé tang cholesterol trong méu, khong c6 tuong tac giita
lovastatin véi glipizid hodc chlorpropamid

Céac nghién ciru 1am sang da chi ra rang lovastatin khong 1am glam ndng do cortisol nen
trong huyet tuong hodic du trit thuong than va khong lam giam ndng do testosteron nén
trong huyét twong. Ngoai ra bénh nhan nam muc testosteron trung binh do HCG giam nhe
nhung khong dang ké sau khi diéu tri v6i lovastatin 40 mg mdi ngay trong 16 tudn. Nhing
anh hudng cua cac thude e ché men khir HMG-CoA dén kha ning sinh san & nam giéi da
khong dugc nghién ciru trén sb lwong thich hop. Nhitng anh huéng, néu c6, trén truc tuyén
yén-tuyén sinh duc & phu nit tién mén kinh 14 chua dugc nghién ciru. Bénh nhan dugc diéu
tri véi lovastatin khi ¢6 cc bing ching 14m sang cta rdi loan chirc ning ndi tiét can dugc
danh gia mot cach thich hop. Thén trong khi ding céc thudc e ché men khir HMG-CoA dé
lam giam ndng d cholesterol cho bénh nhan dang sir dung cdc loai thubc khac (vi du,
spironolacton, cimetidin) ma cé thé lam giam ndng d6 hodc hoat dong cta cac hormon
steroid ndi sinh.

Tranh str dung ddng thoi lovastatin v6i: Cyclosporin, gemfibrozil.

Tranh dung luong 16n nudce ép budi (Grapefruit juice) (>1 lit/ ngay)

Khéng dung qua 20 mg lovastatin/ ngay khi dung ddng thoi véi: Danazol, diltiazem,
verapamil.

Khong dung qua 40 mg lovastatin/ ngay khi sir dung v&i amiodaron.

St dung cho nguwoi lai xe va van hanh may méc:

Thudc c6 thé gdy chong mit, nhin m& nén théan trong cho nguoi 14i xe va van hanh may moéc
Sit dung cho phu nir mang thai va cho con bu:

Thubc lam giam tdng hop cholesterol va cé thé ca nhiéu chét khac c6 hoat tinh sinh hoc
dAn xuit tir cholesterol, nén thudc c6 thé gay hai cho thai nhi néu dung cho ngudi mang
thai. Vi vy chéng chi dinh dung lovastatin trong thdi ky mang thai

Thudc phan bd vao sita. Do tiém ning c6 tic dung khong mong mudn nghiém trong cho tré
nho dang bu sira me, nén chdng chi dinh dung lovastatin & ngudi cho con bu.
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¢ Qua liéu va cdch xir tri:
- C6 thong bao vé mot vai ca qua liéu lovastatin. Khong ngudi bénh nao ¢6 triéu chung dac
biét va moi ngudi bénh déu hdi phuc khong dé lai di chimg.

- Néu xay ra qué liéu, can diéu tri triéu chimg va hd trg khi cén thiét. Do thubc gan két manh

v6i protein huyét twong, thdm tach mau khéng hy vong lam ting dang ké thanh thai
lovastatin.

¢ Trinh bay:

- Hop 3 vix 10 vién.

- Hop 10 vi x 10 vién.

- Chai 100 vién.

¢ Han dung:

- 36 thang ké tir ngay san xuét.

¢ Bido quéan: ,

- Noi kho mat, nhiét 6 dué6i 30°C, tranh 4nh séng

¢ Tiéu chuin: TCCS /Yé
PE XA TAM TAY CUA TRE EM \
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 - Fax : (08) 37.543.999

i HCM ngay 29 thang 11 ndm 2017




TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thude: VASTANIC 10

Khuyén cdo:

Doc k§ huéng din str dung trude khi dung

Pé xa tAm tay tré em

Thudc ban theo don

Thong bdo cho bac sy hodc duge sy nhimg tac dung khong mong mubn gip phai khi sir
dung thudc.

Thanh phin, him lwgng cia thude:

Hoat chdt: Lovastatin ..........cco..ooveveereereereeeesriens 10 mg

Ta dugc: Tinh bdt sin, lactose, avicel 102, DST (Natri starch glyfolat), magnesi stearat, PVP
K30 (Polyvinylpyrrolidon), bt talc.

Mo ta san pham. Vién nén tron mau tring, mdt mit vién nhin, mot mat cé khic chir N, canh

va thanh vién lanh lan.

Quy cich déng goéi: Hop 3 vi, 10 vi x 10 vién; Chai 100 vién.

Thuéc ding cho bénh gi:

Tang cholgsterql mau: Qéc chét rc ché HMG-CoA reductase dugc chi dinh bd trg cho liéu
phép dn uong dé giam nong d¢ cholesterol toan phan va cholesterol LDL & ngudi bénh ting
cholesterol mau tién phat (typ Ila va IIb).

Du phong tién phat (cip 1) blen c¢b mach vanh: O nguoi tang cholesterol mau ma khéng c6
biéu hién 14m sang rd rét vé mach vanh, chi dinh cac chét rc ché HMG-CoA reductase
nhim:

+ Giam nguy co nhdi mau co tim.

+ Giam nguy co phai lam cac tha thuat tai tao mach vanh tim.
+ Giam nguy co dau thét ngue khong 6n dinh.

Du phong thir phét bién ¢ mach vanh.

Xo vita dong mach: & ngudi bénh tang cholesterol mau c¢6 biéu hién 14m sang vé benh
vanh, ké ca nhdi mau co tim trude do, chi dinh céc chét tc ché HMG-CoA reductase _

+ Lam chim tién trién vita xo mach vanh.

+ Giam nguy co bién c6 mach vanh cép.

Nén dung thudc nay nhuw thé nao va lidu lrgng:
Ngudi bénh qé‘m theo ché do6 an c,huén, it cholesterol trudc khi ubng thudc nay va phai tiép
tuc duy tri ché d9 an nay trong suot thoi gian dicu tri.

Piéu chinh liéu lugng lovastatin theo nhu cau va dap tmg cua timg nguoi bing cach ting

liéu timg dot cach nhau khong dudi 4 tudn, cho téi khi dat ndng d6 cholesterol LDL mong
mudn, hoic khi dat liéu tdi da.

Vi tdng hop cholesterol & gan xay ra chu yéu ban dém, dung thudc vao bita in tdi s& lam
tang hiéu luc thuoc.

Lidu khoi ddu 20 mg va lidu duy tri hang ngay 20-80 mg.

Khong dung qua 20 mg lovastatin/ngay khi sir dung dong thoi véi danazol, diltiazem hozc
verapamil.

Khéng dung qué 40 mg lovastatin/ngay khi sir dung véi amiodaron.

Bénh nhén tang cholesterol méu gia dinh di hop tir 10-17 tudi dwoc khuyén cdo pham vi liéu
dung lovastatin la 10-40 mg/ngay; licu toi da la 40 mg/ngay.

Thudc c6 hiéu qua khi dung két hop véi sequestrants acid mét.
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Bénh nhén suy than ning (hé s thanh thai creatinin <30 ml/phut) trénh ting liéu 1én qué 20
mg/ngay.

Khi niao khong nén dung thudc nay:

Qua méan véi céc chat e ché HMG-CoA reductase hodc véi bét ky thanh phan nao ciia ché
phim.

Bénh gan hoat dong hoc transaminase huyét thanh tang dai ddng ma khong giai thich duoc.
Thoi ky mang thai hoZc cho con bu.

Chéng chi dinh dung lovastatin phdi hop véi cac thubc e ché CYP 3A4 manh (nhu:
itraconazol, ketoconazol, posaconazol, erythromycin, clarithromycin, telithromycin); Cac
thubc trc ché protease cua HIV (nhu: boceprevir, telaprevir, nefazodon)./

Tranh sir dung ddng thoi lovastatin véi: Cyclosporin, gemfibrozil.
Tranh dung luong 16n nudce ép budi (Grapefruit juice) (>1 lit/ ngay)

Khong ding quéd 20 mg lovastatin/ ngay khi dung ddng thdi véi: Danazol, diltiazem,
verapamil.

Khoéng dung qua 40 mg lovastatin/ ngay khi sir dung v&i amiodaron.

Khong dung lovastatin phdi hop véi cac thude c6 chira cobicistat.

T4c dung khong mong mudn:

Lovastatin dung nap tdt, ty 1& phai ngimg thubc thip hon so véi cac thube ha lipid khéc:

Thuong gap, ADR>1/100:

+ Tiéu héa: Ia chay, tio bon, ddy hoi, dau bung va budn nén, gip & khoang 5% bénh nhan.

+ Thén kinh trung wong: Pau diu (4-9%), chéng mit (3-5%), nhin m& (1-2%), mét ngd,
suy nhugc.

+ Than kinh co va xuong: Pau co, dau khop.

+ Gan: Céc két qua thir nghiém chuc nang gan tang hon 3 lan gi6i han trén cua binh
thuong, o 2% ngudi bénh, nhung phan 16n la khong c6 triéu chimg va hoi phuc khi
ngung thudc.

It gap, 1/1000<ADR<1/100:

+ Than kinh-co va xuong: Bénh co (két hop yéu co va tang ham lugng creatin
phosphokinase huyét twong (CPK).

+ Da: Ban da.

+ HO hép: Viém miii, viém xoang, viém hong, ho.

Hiém gip, ADR<1/1000:

+ Than kinh-co va xuong: Viém co, tiéu co van, ddn dén suy than cp thir phat do
myoglobin ni¢u.

Suy giam nhén thirc (nhu mét tri nhé, 1a 14n....)

Tang dudng huyét.

Tang HbAlc.

Thong bao cho béc si nhitng tic dung khong mong mudn gap phai khi str dung thudc

. Nén tranh ding nhirng thudc hoiic thye phfim gi khi dang sir dung thudc nay.

Lovastatin c¢6 thé 1am ting tac dung ctia warfarin. Phai x4c dinh thoi gian prothrombin truéc
khi bt ddu dung lovastatin va theo d&i thudng xuyén trong giai doan dau diéu tri d& bao
dam khong c6 thay ddi nhidu vé thoi gian prothrombin.

Cac nhua gfm acid mat c6 thé lam giam rd rét kha dung sinh hoc cia lovastatin khi uéng
cung. Vi vy thoi gian ding 2 thudc nay phai cach xa nhau.

Méc du khong tién hanh cac nghién ctru vé tuong tac thudc trong 1am sang, nhung khong
thay c¢6 biéu hién twong tac c6 hai c6 y nghla lam sang khi dung lovastatin cung vai cac
thubc chen beta, chen kénh calci, thudc loi tiéu va thubc chdng viém phi steroid.
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Cac nghién ctru gn day cho thay diéu tri két hop ACEI va nhém statin c6 thé giup ngan
nglra cac bién ching lién quan dén tim & nhimg bénh nhén c6 tién sir bénh tim hozc bi bénh
tiéu duong tir 55 tudi try 1én. Ngoai ra viéc két hop nay con c6 thé 1a 1 lwa chon didu tri
khéc cho bénh nhén bi bénh than tién trién ma chi ACEI khong lam giam dang ké protein
niéu va cac thuong ton.

Lovastatin, nhu mdt s6 chat tc ché khac cia HMG-CoA reductase, la mot chit nén cua
cytochrom P450 3A4 (CYP3A4). Mot s loai thudc trc ché con dudmg trao ddi chat nay co
thé lam téng ndng do trong huyét twong ctia lovastatin va lam ting nguy co bénh co. Ching
bao gdm itraconazol, ketoconazol, posaconazol, voriconazol, cac khang sinh macrolid la
erythromycin va clarithromycin, khang sinh ketolid la telithromycin, thudc e ché protease
HIV, boceprevir, telaprevir, chdng trdm cam 14 nefazodon, hodc céc thudc chira cobicistat.
Su két hop cua cac loai thubc nay véi lovastatin duge chéng chi dinh. Néu didu tri ngén han
v6i céc chit e ché CYP3A4 manh 1a khong thé tranh khoi, nén ngung su dung lovastatin
trong qué trinh diéu tri.

Tang nguy co gy ton thuong co khi sir dung ddng thoi véi cac thude sau:
+ Gemlfibrozil. ;

+ Céc thudc ha cholesterol mau nhom fibrat khéc. /\{{

+ Niacin liéu cao (>1g/ ngay). |
+ Colchicin.

Viéc str dung ddng thoi cac thude ha lipid mau lovastatin véi véi cac thubc diéu tri HIV va
viém gan si€éu C (HCV) ¢6 thé lam ting nguy co gy tén thuong co, nghiém trong nhét 1a
tiéu co van, than hu din dén suy than c6 thé gay tu vong.

Cyclosporin, amiodaron, colchicin, ranolazin: Nguy co bi bénh co/tiéu co van khi sir dung
ddng thoi vai lovastatin.

L

Danazol, diltiazem, verapamil: Nguy co bi bénh co/tiéu co véan khi sir dung dong thoi voi
lovastatin.

Propranolol: O ngudi binh thuong, khong c¢6 y nghia 14m sang dugc hodc
tuong tac duge dong hoc khi ding ddng thoi liéu duy nhat cua lovastatin va véi lidu cao
propranolol.

Digoxin: O nhimng bénh nhan ting cholesterol mau, ding ddng thoi lovastatin va digoxin
khong anh hudng dén ndng do digoxin trong huyét tuong.

Acid fusidic: Bénh nhan cin dugc theo ddi chit ché do nguy co bénh co c¢é thé ting 1én khi
stir dung ddng thoi acid fusidic va lovastatin, c¢6 thé xem xét ngung dung tam thoi lovastatin.
Ha dudng huyét: Trong cc nghién ciru duge dong hoc ciia lovastatin & bénh nhan di théo
duong khong phu thudc insulin cd ting cholesterol trong mau, khong c6 tuong tac giita
lovastatin véi glipizid hoéc chlorpropamid.

Céc nghién ciru 14m sang da chi ra rang lovastatin khong 1am giam ndng do cortisol nén
trong huyet tuong hoac dy trit thuong than va khong lam gidm ndng dd testosteron nén
trong huyét tuong. Ngoai ra bénh nhan nam muc testosteron trung binh do HCG giam nhe
nhung khong déng ké sau khi diéu tri véi lovastatin 40 mg moi ngay trong 16 tudn. Nhitng
anh hudng cua cac thude vc che men khir HMG-CoA dén kha ning sinh san ¢ nam gioi da
khong dugc nghién ciru trén 56  luong thich hop. Nhimng anh hudng, néu ¢, trén truc tuyen
yen-tuyen sinh dyuc & phu nif tién mén kinh 13 chua dugc nghién ctru. Bénh nhan dugc didu
tri v6i lovastatin khi c6 cac bing chimg 14m sang cta rdi loan chirc nang ndi tiét can dugc
danh g1a mdt cach thich hop. Thén trong khi dung cac thubc e ché men khir HMG-CoA dé
lam giam ndng d6 cholesterol cho bénh nhan dang su dung cac loai thuc khac (vi du,
spironolacton, cimetidin) ma c6 thé lam giam ndng d6 hodc hoat ddng cla cic hormon
steroid ndi sinh.

Tréanh sir dung dong thoi lovastatin véi: Cyclosporin, gemfibrozil.
Tranh dung lugng 16n nudce ép budi (Grapefruit juice) (>1 lit/ ngay)
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11.

12.

13

14.

15.

Khéng ding quéa 20 mg lovastatin/ ngay khi dung ddng thdi véi: Danazol, diltiazem,
verapamil.

Khong dung qua 40 mg lovastatin/ ngay khi sir dung véi amiodaron.

Cin lam gi khi mdt 1an quén khong dung thudc:

Tiép tuc dung thudc theo hudng dan.

Cin bio quén thudc nay nhw thé nao:

Noi khé mét, nhiét do dudi 30°C, trénh 4nh séng. /M

Nhirng d4u hi¢u va triéu chirng khi ding thudc qua liéu: (
C6 thong bao vé mot vai ca qui lidu lovastatin. Khong nguoi bénh nao ¢6 triéu chimg déc
biét va moi ngudi bénh déu hoi phuc khong dé lai di ching.

Cin phii lam gi khi ding thudc qua liéu khuyén cio:

Néu xay ra qua liéu, cin didu tri triéu ching va hd tro khi can thiét. Do thudc gan két manh
voi protein huyét tuong, thim tich mau khong hy vong lam ting dang ké thanh thai
lovastatin.

Nhirng Piéu can thin trong khi dung thudc nay:

Cén phai loai trir cac nguyen nhan gay tang cholesterol mau (thi du dai théo dudng kém
kiém soat, thleu nang giap, hoi chimg thén hu, rbi loan protein méau, bénh gan tic mat, do
ding mdt sb thudc khéc, nghién ruou) va can dinh luong cholesterol toan phan, cholesterol
LDL, cholesterol HDL va triglycerid. Muc tiéu diéu tri 1a giam cholesterol LDL vi vy phai
str dung ndng do6 cholesterol LDL dé bat dau diéu tri va danh gia déap ing diéu tri. Chi khi
khong xét nghiém dugc cholestrol LDL, méi sir dung cholesterol toan phan dé theo dai diéu
tri.

Trong céc thr nghiém lam sang, mot s it nguoi bénh trudng thanh ubng lovastatin théy
tang rd rét transaminase huyet thanh (>3 1an giéi han binh thuong). Khi ngimg thubc &
nhiing ngudi bénh nay, ndng do transaminase thuong ha tir tir tré vé mire trude diéu tri. Mot
vai nguoi trong s6 ngudi bénh nay trude khi diéu tri voi statin da 6 nhiing két qua xét
nghiém chirc ning gan bét thuong va/hodc ubng nhiéu rwou. Vi véy can tién hanh cac Xét
nghiém enzym gan tru6c khi bat dau diéu tri va trong truong hop chi dinh 14m sang yéu cAu
x¢ét nghiém sau do. Can st dung thudc than trong & ngudi bénh ubng nhidu ruou va/hodc co
tién str bénh gan.

Liéu phép lovastatin phai tam ngu’ng hoic thdi hin & bat ctr ngudi bénh nao c6 biéu hién bi
bénh co cap va nang hodc ¢ yéu t6 nguy co dé bi suy thén cép do ti€u co vén, thi du nhu
nhiém khuan cép ning, ha huyét ap, phiu thuat va chan thuong 16n, bét thuong vé chuyén
hoa, ni tiét, dién giai hodc co giat khong kiém soét dugc.

Chi dung lovastatin cho phu nit ¢ d9 tu01 sinh dé khi ho chéc chin khong mang thai va chi
trong truong hop tang cholesterol mau rit cao ma khong dap umg véi cac thude khéc.

Can nhic theo dai creatin linase (CK) trong trudng hop:

+ Trudce khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhiing truong hop: Suy giam
chirc nang thén, nhuoc giap, tién sir ban than hoic tién sir gia dinh méc bénh co di
truyen tién sir bi bénh co do sir dung statin hodc fibrat truge do, tlen st bénh gan va/
ho#c ubng nhiéu ruou, bénh nhan cao tudi (>70 tu01) c¢6 nhimg yéu t6 nguy co bi tiéu co
van, kha niang xay ra twong tic thudc va mot so dbi tugng bénh nhan dic biét. Trong
nhitng trudong hop nay nén cén nhéc loi ich/ nguy co va theo di bénh nhan trén 1am sang
khi didu tri bang lovastatin. Néu két qua xét nghiém CK >5 l4n gi6i han trén cia mic
binh thuong, khong nén bt dau diéu tri bang lovastatin.

+ Trong qua trinh diéu tri bang lovastatin, bénh nhan can théng bio khi ¢ cac bleu hién vé

co nhu dau co, cimg co, yéu co... Khi c6 cic biéu hién nay, bénh nhan can lam xét
nghiém CK d€ c6 cac bién phap can thi¢p phu hop.
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16.

17.

18.

19.

Vi€c sir dung cac thubc statin c6 thé dan dén nguy co tang duong huyet va kha néng bénh
tiéu dudng & nhitng bénh nhan c6 sin cac yéu t6 nguy co nhu: ndng d6 glucose hoic
tryglycerid cao, béo phi hodc cao huyét ap.

Lovastatin c6 thé 1am ting 96ng dd phosphokinase creatine va transaminase. Diéu nay
nén dwoc xem xét trong chin dodn phin biét dau ngwc & bénh nhin dang didu trj voi
lovastatin.

Thudc c6 it hiéu qua & bénh nhén ting cholesterol mau gia dinh dong hop va ¢6 nhiéu
kha niing lam ting transaminase huyét thanh.

Cian kiém tra cac enzym gan trugc khi bét dau diéu tn, néu c¢6 ddu hiéu hoic triéu
chirng cua ton thu’O'ng gan xiy ra bao gdm mét m01, bleng an, khé chiu viung bung
trén, nwéc tiéu sim mau hoic vang da, bénh nhan cin lién hé ngay véi béc si.

Chirc niing ndi tiét: Ting nong do HbAlc va dudong huyét lic déi da dwge bio cdo voi
cic thudc tre ché men khir HMG-CoA, bao gom ca lovastatin.

Bénh nhan mic cac rdi loan di truyén hiém gip vé dung nap Galatose, chimg thiéu hut
Lactase Lapp hoic rdi loan hip thu Glucose-Galatose khong nén st dung thudc nay.

Str dung cho ngudi l4i xe va van hanh may moéc: Thube ¢ thé gdy chong mit, nhin md nén
than trong cho nguoi lai xe va van hanh may moc.

St dung cho phu nit mang thai va cho con bu: Thuoc lam giam téng hop cholestero ’§£ co
thé ca nhiéu chat khac c6 hoat tinh sinh hoc dan xuét tir cholesterol, nén thudc c6 thé §
cho thai nhi néu ding cho ngudi mang thai. Vi vy chéng chi dinh dung lovastati
thot ky mang thai

Thubc phan bd vao sita. Do ’tiém ning c6 tac dung khong mong mubn nghiém trQng\ ho tré
nho dang bu sita me, nén chong chi dinh dung lovastatin & ngudi cho con bu.

Khi nao cin tham vin bic sy, dwgc sy:

Néu cén thém thong tin xin hoi y kién béac s§ hodc duoc s.

Han dung cua thudc:

36 thang ké tir ngay san xuét.

Tén, dia chi, biéu twong (néu c6) ciia co' s& sin xuit.

Tén nha san xuit: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
bia chi: L6 11D, duong C, KCN Tan Tao, Q. Binh Tan, Tp.HCM.

Dién thoai: (08) 37.541.999 — Fax: (08) 37.543.999

Ngay xem xét sira doi, cAp nhit lai ndi dung hwéng din sir dung thude: 29/11/2017
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