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DOPASO TAB

TrungTamThuoc.com

(Simvastatin)
Doc kit hiedmg dén sie dung trude kki diing
Néu cin thém thong tin xin hoi § kién bdc sp, duye si.

Tén thube: DOPASO TARB
Thanh phin: MJi vién nén bao phim chim:

Hoat chdr:

Simvastatin... A w20 mg

Ji dhegre: Lanlos-: monuh\dmh lmh bOl nu,l} Wllulos: vi tm.h thc PH-IGZ. hydroxypropyleellulose,
butylated hydroxyanisol, magnesi stearnt, opadry 03F42101 viing. C
Dyng bio ché: Vién nén bao phim. l{

Quy cich déng gdiz HOp 3 vi x 10 vién,

Dic tinh duyge lye hge

Simvastutin 14 mdt gamma-lacton thy duge tir sy bidn dbi hoa hoe el lovastatin, Lacton duge csterase
thity phin thinh dibydroxy acid goi 1 simvastatin acid (SVA) ~ dgng c6 hogt tinh cia hgp chit. Dang
chuyén hoa ndy (e ché canh tranh véi 3-hydroxy-3 methylglutaryl-coenzym A (HMG-CoA) reductase,
enzym niy xuc tée & giai dogn sém cla qud trinh sinh tdng hop protein, chuyén héa HMG-CoA thinh
mevalonat. Sau khi sy ire ché hogt ddng ciia HMG-CoA reductase xdy ra, mdt 4 thy thé lipoprotein 1
trong thip (LDL) trong cdc 1é bao gan ting cac hom binh thudmg va din dén gia ting qua trinh logi
LDL ra khoi huyét twong, ting di héa LDL-cholesterol, do db gidp gidm hegng LDL-cholesterol trong
mal.

Simvastatin lim gidm cholesterol toin phiin, LDL-cholesterol, cde triglycerid vi apolipoprotein B,
trong khi lim tidng cée lipoprotein ti trong cao (HDL),

Durge ding hoe

Simvastatin 14 mot tién chét, hip thu qua dudmg tidu hoa va duge thiy phin thinh dang f-hydroxyacid
<6 hoat tinh, Simvastatin hip thu khodng 85%. sy hip thu it bj anh hiémg néu udng thude trude bira in
it chit béo, Ca simvastatin va dang chuyén hoa P-hydroxyacid déu lién két manh vai protein huyét
twong (95%). Tuy nhién, sinh khi dyng cia simvastatin chi dgt khodng 5% do bj chuyén héa manh
treée khi viio hé whn hoan. Ca dang chuyén hoa c6 hoat tinh va khong ¢ hoat tinh ciia simvastatin déu
d3 duoe xic dinh, Simvastatin 14 mt co chit cia cytocrom P450 isoenzym CYP3A4, chuyén hoa chi
véu & gan, ddy cing 1 vi tri tic dyng chinh cia nd. Simvastatin vi céie cht chuyén héa chd yéu dio
thai qua phin, khodng 10-15% ddo thii qua nudre 1iéu (phiin 1ém 18 dang chuyén hoa co hogt tinh), Thoi
ginn bin thai cda dong chuyén héa c6 hogt tinh f-hydroxyacid khoing 1.9 gitr.

Chi djnh

- R3i logn lipid mdu: Didu tr ting cholesterol mdu tién phat hojic rdi logn lipid mdu hin hop, duge sir
dung nhir lidu phap bd sung cho ché d) an, khi dip (mg khong diy da voi ché 4 an vit cic didu 1
khong diing thudc khic (nhu thp luyén, gidm ciin). Didu trj ting cholesterol méu gia dinh dng hop ur,
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2 nhu li mt liéu phip bd sung cho ché 4§ &n va difu trf gidm lipid méu khac (gen tich LDL) hode khi
“" didu tri ndy khdng dip img dly dis.
centr ién cd tim mgch: Gidm nguy co tir vong do bénh tim mach holic gitm céc bién cb tim mach & bénh
Pharmacy  nhin cé bénh Iy xo vita moch miu, d&i thio duimg bao gbm ci tnimg hgp cholesterol miu bink
TrungTamThuoc.com QU@ inIEHTTS

Thude chi diing khi cd sy ké don ciia Bdc s/,
Litu lwgmg vii cich diing
Cach dimg:
Simvastatin duge udng vio budi 1éi, it bj dnh huimg khi duge udng ngay trude bita fin it chit béo, Bénh
nhin nén didu chinh ché 4 an gidm cholesterol trure khi bit ddu diéu trj véi simvastatin vA nén duy tri
ché b &n nay trong qué trinh didu trj bing thubc. Véi cic bénh nhin ¢6 binh 1§ mach vinh hodc ¢6
nguy co, simvastatin cd thé duoc sir dung ddng thiri két hap véi didu chinh ché 49 i ubng.
Str dyng simvastatin véi nude budi 03 diln dén sy gia tang ding ké ndng 4§ dinh trong huyét thanh vii
AUC cla simvastatin. Nén trinh sir dyng nuée ép qui budi cho cdc bénh nhin dang sit dung
simvastatin & trinh nguy <o tich Hy thubc vé doc tinh., LU
Lidu ding: e
Li¢u ding simvastatin phai duge diéu chinh mt cich cin thin theo nhu clu va dip img cia timg ci
nhiln. Nong dd lipoprotein huyét thanh nén duge xde dinh sau mdi 4 win khi bit ddu didu trj voi
simvastatin don trj ligu. Lidu khéi diu thdng thudng cla simvastatin & ngudi 16m 14 20-40 mg m3i nghy
md1 tin vio budi 1i.
- Bénh 1§ mach vanh hofie ¢6 nguy co (vi du: d4i thio dudmg, bénh ddng mach ngogi bién, tién sir dit
quy hoge bénh mach mdu niio khac):
+ Liéu khéi dbu: 40 mg/ngay
+ Liéu ding nén duge ting 1én sau it nhit 4 twdn cho dén khi dat dige ndng ) lipoprotein mong mubn
hodie dén lidu 80 mg.
+ Lidu duy tri: 5-80 mg/ngay (1 lin vio budi tbi).
+ Bénh nhin cao twdi cd thé dip img véi lidu duy tri 20 mg hoge it hon m3i ngay.
- Didu tr ting cholesterol méu gia dinh dj hop 1ir & thidu nién 10-17 twdi 14 10 mg mdi ngay mdt lin
vio budi t8i. Licu ding nén dirge ting Ién trong sau it nhit 4 tuln cho dén khi dyt duge néng do
lipoprotein mong mudn hofe dén licu 40 mg. An toan va hi¢u qud cita lidu simvastatin virgt qui 40 mg
mdi ngdy chirn duge dinh gid trong nhom bénh nhin niy.
- Didu tr ting cholesterol méu gia dinh ddng hop ur, libu lugng khuyén cdo ciia simvastatin 14 40 mg
mdi ngly vio budi 1bi hodc 80 mg mdi ngdy duge chia lim 3 1n 20 mg, 20 mg, va lidu 16i 40 mg.
Simvastatin nén duge sir dung nhir mot thube bb sung cho li¢u phip ha lipid méu khae (vi dy. gan tach
LDL trong médu) & nhimg bénh nhin nay hoge 1 thude thay thé khdng dp dung duge ligu phip niy.
- Lidu diing cho bénh nhin suy thin va suy gan:
Simvastatin bai 1ét qua thin & ti 1§ thdp, do d6 hitu chinh lidu i khéng ciin thiét & nhimg bénh nhin
suy thin nhe dén trung binh. Tuy nhién, simvastatin nén duge ding thin trong & bénh nhin suy thin
ning, bit diu véi liéu $ mg mdi ngay vi cdn theo ddi chjt chd trong qué trink didu tri,
Higu chinh lidu ciing khong cdn thiét & nhimg bénh nhin suy gan nhe. Tuy nhién, simvastatin chuyén
héa chit véu trong gan vi o6 khi nang tich 10y & bénh nhin suy gan, do 36 thudc phii duge dimg thin
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A trong & nhimg bénh nhin sir dyng rugu, bia vivhode ¢6 tidn sit binh gan. Céc bénh nhin niy cin duge
O cen {zﬂdﬁmk}ﬁduwdiéutﬁ simvastatin. Simvastatin khong nén duge sit dung & béuh nlin
st gan cip tinh hode thng lién e ndng d0 aminotransferase trong huyét thanh ma khong rd
guven nhin.
MCLEREL AL TSR ¢ 1rong trubmg hop phdi hop v6i cbe thube Kiie: Xem thém myc Tieung rde thude.

Chéng chi dinh
- Miin cim véi bdt ki thinh phin nio ciia thube,

- Bénh gan tién 1rién hode ting transaminase huyét thanh kéo dai khong rd nguyén nhin.

- Réi logn chuyén héa porphyrin

- Phy 0 ¢ thai vii cho con bl f('t}

- Bénh nhdn 6 CK > § liin giéi han trén cila mir binh thiong. -
-Phdi hgp v6i cdc thube e ché manh enzym CYP3A4: itraconazol, ketoconazol, erythromyein,
clarithromycin, telithromycin, thude fre ché protease ciia HIV, boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, eyclosporin, danazol, verapumil, diltiazem, dronedarol,

Thin trong

« Nén didu chinh ché d§ an ubng va tip thé dyc gidp hy cholesterol trude khi 4p dung didu 1rj véi
simvastatin.

- Theo d0i enzym gan truée khi bat diu didu tri, trong trutmg hop chi dinh lim sing yéu chu xé
nghid¢m sau do,

- Ciin nhilc theo ¢0i creatin kinase (CK) trong trudmg hop:

* Trude khi didu 1rj, xét nghiém CK nén dupe tién hanh trong cdc truémg hop: suy gidm chite ning
thin, nhuge gidp, tién s¢ bin thin hode tidn sir gin dinh méc bénh co di truydn, tién sit bénh co do sir
dyng statin hoge fibm, tién sir binh gan vivhode udng nhidu rugu, bénh nhin cao tudi (rén 70 i) cd
nhimg yéu 18 nguy co bj tiéu cor vin, khit ning xay ra twong tic thube vi mit sb dbi twromg bénh nhin
ddc biét, Trong nhimg truimg hop ndy nén cdn nhac lgi ich/nguy co vi theo doi bénh nhin wén tim
sing khi diéu trj bing statin. Néu k& qua xét nghi¢m CK > 5 lin gi6i han trén cia mire binh thudmg,
khong nén bat diu diéu tri bing statin.

+ Trong qud trinh didu tri bing statin, binh nhin cdn thong bdio khi ¢6 cie bidu hign vé co nhu dau co,
ctmg co, yéu co,...Khi ¢é che bidu hi¢n ndy, bénh nhin cin duge xét nghiém CK dé cd cic bién phip
can thi¢p pha hop.

- Ting glucose mau & binh nhin dii thio dtmg Bénh nhin €6 nguy co (duimg huyét loc doi 5.6-6,9
mmol / L. chi s BMI > 30kgm’, ting triglycerid, ting huyét 4p) nén duge theo ddf ¢h vé mit lam sing

vil sinh hoa theo hudmg diin qude gia.

- Ting ndng dd thude trong miu & binh nhin bj gidm chirxc ning protein vin chuyén (do viy 42 din 1
nguy co tdn thuong co),

- Bénh phoi k& da duge bao cdo khi sir dung statin, djc bidt 1a simvastatin trong thoi gian dai. Trigu
chimg ¢6 thé bao gdm kho thd, ho vl suy gism sirc khoe toan thiin (mét moi, sbt vi gidm cin), Ngimg
thude néu nghi ngds bénh nhiin mic bénh phéi ke,

- Vi vién nén Dopaso Tab 6 chir lactose monohydrat, khéng nén chi djnh thudc ndy cho cic binh
nhiin khéng dung nap galuctose do di truyén hiém gdp. binh nhin thiét byt enzym lactase hodc bénh
nhin khong dung nap glucose- galactose,




https://trungtamthuoc.com/

2 Tic dyng khing mong mudn
“" simvastatin vii céc statin khic dung nap 16t, tf 18 phai ngimg thude thip hon so voi céc
ce n lipid khac. Tin sé ADR & moi statin twong ty nhu nhau.

Pharmacyy, ime eap, ADR > 1/100
UTTCIELRGTTEERTIM io chiy, tio bon, diy hoi, dau bung, va bubn ndn, glp 0 khodng 5% bénh nhin.
Thin kinh trung wong: Dau dlu (4 - 9%), chong mat (3 - 5%), nhin mér (1 - 2%), mét ngd, suy nhuge.
Thin kinh - co va xuong: Dau co, dau khap.
Gan: Cic két qua thit nghi¢m chite niing gan tAng hon 3 Iin gi6i han trén cila binh thuimg, & 2% ngwn
bénh, nhimg phin lém 14 khdng c6 tri¢u chimg va hbi phye khi ngimg thude,
lr gap, 171000 < ADR < 17100
Thiln kinh - co vt xuomg: Bénh co (két hop yéu co va ting him lwgng creatin phosphokinase huyét
wamg (CPK)).
Da: Ban dn.
H6 hip: Viém mii, viém xoang, viém hong, ho.
Hiém gdp, ADR < 171000
Thiln kinh - co va xuong: Viém co, tidu ¢or viin, diin dén suy thin cdp the phit do myoglobin nigu.
Ngoii ra, cde stutin con cé thé giy rm mdt 80 tic dyng khdng mong mudn khie: suy giam nhin thie
(miit tri nh, 16 1dn,...), ting duémg huyét, ting HbAle.
Huwedmg diin edeh xie tri ADR
Cic thay ddi ndng dd enzym gan trong huyét thanh thutmg xdy ra & nhimg thing diu didu tri bing
statin. Ngwoi bénh ndo 6 ndng 85 aminotransferuse huyét thanh cao phai theo ddi xét nghigm chire
ning gon lin thir hai dé xdc nhin ké qui va theo dai didu 1rj cho 16 khi cdc bit thuémg 1 vé binh
thuémg. Néu ndng dd aminotransferase (transaminase) huyét thanh AST hofic ALT (GOT hode GPT)
dui déing |én qua 3 Hin gidi han trén ciia binh thutmg, thi phii ngimg diéu trj bing statin.
Phai khuyén nguoi bénh ding statin bdo cdo ngay bit k¥ biéu hién nio nhy dau co khdng 1o 1y do,
nhay cdm dau v yéu co, diic biét néu kém theo khé chju hofic sbt. Phii ngimg liéu phap statin nén
nong dd CPK tang rd rét, cao hom 10 lin gici han trén ciia binh thinmg vi néu chin dodn hodc nghi ngd
14 bénh co.
Céc tridu chimg tio bon, kho tidy, diy hoi, budn ndn, nhirc diu thiimg chi nhe va thoang qua.

Thing bdo ngay cho béc sp khi gdip phai cdc tdc dung khing mong mubn ciia thube.
Tirong tic thube
Tiromg tdc tgi CYP3AL:
- Simvastatin khong 4nh hémg dén 16i ndng d§ trong huyét tuong cia cdc thude chuyén héa qua
CYP3IA4,
- Tang nguy co 1n thuong co khi sit dyng statin véi cée thube sau: gemfibrozil, cde thube hy
cholesterol mau nhom fibrat khic, niacin li¢u cao (> | g/nghy), colchicin.
- Vide ding cing vdi cic thube e ché manh enzym CYP3IA4 ¢6 thé 1am ting ndng df cia simvastatin
trong huyét tuong diin dén ting nguy co bénh co va tidu co, do d6, chéng chi dinh phdi hop simvastatin
voi cde thube We ché mgnh enzym CYP3A4 buo gdm: itraconazol, ketoconazol, ervihromycin,
clarithromyein, telithromycin, thube (e ché protease cia HIV, boceprevir, telaprevir. nefazodon,
posaconazol, gemfibrozil, cyclosporin, dunazol.

o™
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2 - Viéc sit dyng dbng thoi véi cic thude ha lipid méu nhom statin v&i cée thube didu trj HIV vh viém
- #u vi C (HCV) co thé [am ting nguy co tdn thuomg ca, nghiém trong nhit 14 tiéu co vin, thin he
C/ Cent suy thin vii ¢6 thé gy tir vong.
pharmacy _ gyang ding DOPASO TAB khi phéi hop véi verspamil, diltiazem, dronedaron.

L TRl dung phéi hop véi amiodaron, amlodipin, ranolazin, khong nén ding qua 20 mg/nghy. Doi vai
nhimg bénh nhn phai diing lidu trén 20 mg/ngly méi c6 higu qui didu 1, bic 5T co thé lya chon thude
statin khéc (nhu pravastatin).

Diin xudit coumarin: simvastatin ¢6 thé 1am 1ing nhe tic ddng khing ddng cia cla wafarin. Do d6, &
nhimg béah nhin sim dyng thube khéng ddng, thoi gian prothrombin nén duge xde dinh trude khi bat
dlu didu tri voi simvastatin va sau 46 nén tién hinh kiém tra dinh ki cho nhimg bénh nhin sit dung
thube khing déng coumarin khi thosi gian prothrombin di én dinh.
Digoxin: sir dyng ddng this simvastatin va digoxin lin ting nhe ndng 4 digoxin trong huyét tuemg (it
nhdt 0,3 microgramlit) P4 Q,
Nicde ép qud burdi: chira chit rc ché CYP3AS, do 46 khi ding dbng thai voi simvastatin lim-ting
ndng di dinh trong huyét thanh vit AUC ctia simvastatin, Nén tranh sit dyng lugng 16 nwde bui ép
(gropefruit juice) (> 1 livngdy) cho cdc binh nhin dang sit dyng simvastatin dé 1rfinh nguy co tich 1oy
thube va dde tinh.
Sir dyng thudc cho phy nir ¢6 thai v cho con bi
Théi ky mang thai:
Tinh an todn trén phy nit mang thai chua duge thiét [§p. Vi céc statin nhw simvastatin c6 kha ning lam
gim sy tdng hop ciia cholesterol vi ¢6 thé ¢4 nhimg sin phim khic cia con dwimg sinh téng hop
cholesterol, simvastatin chéng chi djnh trong sudt thai ki mang thai.
Thiri kv cho con bu:
Chua biét & simvastatin hay chit chuyén héa c6 dupe bii tiét vao sita me khong Do tiém iin nhieu phan
img 0 hgi nghiém trong tir simvastatin d5i voi tré so sinh, khong dimg thude cho phy nir dang cho con
b,
Anh hirimg dén khi ning l4i xe va vin hinh miy méc
Thude cé thé giy nhite diu nén cin chi ¢ khi sir dung trong céc trudmg hep 14i xe vA vin hinh miy
moc.
Qui lidu vi cdch xir tri
D3 glp phai mdt s truomg hop qué lidu, khong o6 tridu chimg gi dde bift vi tit ca déu hdi phuc khong
46 1gi di chimg. Lidu t8i da d2 ubng phii 14 360 mg. Néu x4y ra qu lidu, cin didu uj trigu chimg v hd
trer khi clin thiét. Do thude gin két manh v6i protein huyét nrong, thim tich méu khong hyvonéle
ting ding ké thanh thai simvastatin. '
Bio quin: Bio quin trong bao bi kin, tréanh im, tranh anh séng, nhi¢t 45 dudi 30°C,
Han ding: 36 thang ké tir ngay sin xude.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha sin xult
DONG SUNG PHARM CO,, LTD,
45, Gwandaean-gil, Dunpo-mycon, Asan-si, Chungcheangnam-do, Han Qude




