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Rx - Prescription only medicine
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Simvastatin 10 mg
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THUGC UONG

Chi dinh, chéng chi dinh, liéu lugng, cach dung
va cac théng tin khac: xin doc 1 nuang dan sl dyng
BE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
Bdo quin nol kh, dudi 30°C, tranh dnh sang

2. Nhan vi: 117 x 45 (mm), MSBB: 70698-B

ORAL ROUTE

Indications, dosage.

and other information: see saflet

KEEP OUT OF THE REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE
Stora in & dry place, below 30°C, away from light —
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Simvastatin
Vién nén bao phim
THANH PHAN
SHMVASEAUN 1ovroeieesistsinemininn st ssesses

T8 QUDC vvceesenmsssisnssssmsizssssersstassnss syt saparassssisssi s isaseses
(Lactose, L-HPC, microcrystalline cellulose, butylated hydroxyanisole, natri croscarmelose,
acid citric, bt tale, magnesi stearat, HPMC, titan dioxyd, lipoxol, tween B0).

DANG TRINH BAY: vién nén bao phim. Hip 2 vi x 10 vién,

DUGC LYC HOC

Simvastatin 2 mot tién chét, sau khi udng dugc thiy phan thanh dang f-hydroxy acid co
hoat tinh, (¢ ché hydroxy-methylglutary| coenzyme (HMG-CoA) reductase, lam ngdn can
chuyén HMG-CoA thanh mevalonat, nhd vay éc ché sinh t6ng hop cholesterol trong t& béo
gan. DAy clng 1 cd ché chinh fam gidm lipoprotein ty trong thép (LDL). Sau khi cd sy ¢
ché hoat dong cila HMG-CoA reductase, mat 68 thy thé LDL trong céc t€ bao gan tang,
d3n dén gia tang qué trink loai LOL khdi huyét tuong. Sy e ché HMG-CoA reductase
khdng lam tich ty cac chit chuyén hda trung gian vi enzym nay tac dong vao giai doan
s6m clia qué trinh sinh 18ng hap cholesterol.

Simvastatin lam ha cholesterol toan phén, ha lipoprotein ty trong thép (LDL), lipoprotein
tj trong rdt thép (VLOL), ha triglycerid va lam ting lipoprotein ty trong cao (HDL).
DUGQC BONG HOC

Thudc duge hap thu nhanh chong sau khi ubng, thiii gian dat ndng dg dinh trong huyét
tuong 1,3 dén 2,4 gid. Sinh khd dyng tuyét déi clia simvastatin thép <5%. Thit &n khong
anh hubing dén sy hap thu cla thudc. TI1¢ gén két voi protein huy€t tuang khodng 95%.
Simvastatin ¢a md nén di qua dugc hang rao mau-ndo. Thuiic chuyén héa manh ldn ddu 4
gan. Simvastatin dugc chuyén hoa chil yéu bdi CYP3A4 thanh cdc chat chuyén hoa co
hoat tinh, Thai trir khodng 13% qua nubc tiéu, 60% qua phan. Thoi gian ban thai khodng
3 gid.

CHI BINH

- Lipisel dugc chi dinh & bénh nhén co nguy cd cao bénh mach vanh dé lam giam nguy
¢d tif vong chung nhd lam gidm 1t vong do bénh mach vanh, gidm nguy co dbt quy, han
ché thyc hign céc thu thudt 1ai cdp mau mach vanh.

- Lipisel chi dinh nhu ligu phap phy trg doi voi ché df &n dé lam ha cholesterol todn
phdn, LDL-cholesterol, apolipoprotein B va triglycerid & ngudi bénh tang cholesterol mau
nguyén phat (Fredrickson type la) hodc rdi loan lipid mau hdn hgp (Fredrickson type 11b).
- H& trg cho ché d dinh duling dé 1am ha mic cholesterol toan phdn, LOL-cholesterol,
triglycerid, apolipoprotein B @ tré vi thanh nién nam, nif day thi it nhat 1 nam (10-17
16, bi tang cholesterol mau cd tinh gia dinh dj hgp it

- Lam gidm triglycerid & bgnh nhan tang triglycerid mau (Fredrickson type IV).

- Lam gidm triglycerid va VLDL @ bénh nhdn cé i loan f-lipoprotein mau nguyen phat
{Fredrickson type IIl).

- Digu tri ket hop vdi cdc ligu phap khac dé lam giam cholesterol toan phdn, LOL ¢ bénh
nhan tang cholesterol méau cd tinh gia dinh thé déng hop 1.

CHONG CHI PINH

- Qua mén cam véi bdt ky thanh phdn ndo cia thudc.

- Bénh gan tién trign, ting enzym gan dai déing khong rd nguyén nhan.

- Ding phdi hgp vi cac thude (e ché CYP 3Ad4 manh nhu: itraconazol, erythromycin,
ketoconazol, clarithromycin, telithromyein, thudc Gc ché protease cla HIV, boceprevir,
telaprevir, nefazodon, posaconazol, gemfibrozil, cyclosporin, danazol.

- Phy nit ¢6 thai va cho con bo.

LIEU LUGNG VA CACH DUNG

Thuc udng, ding cho ngudi 16n.

Liéu ding tir 5 dén BO mo/ngay, uing mat 14n vao budi t6i. Diéu chinh lidu legng theo nhu
ciu va dap Ung cia bénh nhdn, mai dgt tang lidu cach nhau it nhat 4 tudn, cho 1ai khi
dat lidu t6i da 80 mg/ngay.

- Bénh nhdn ¢d nguy cd cao bénh mach vanh hodc dang cd bénh mach vanf:

Lifu khdi ddu théng thudng fa mAi ngay 40 mg, udng mot 14n vao bui t6i 0 ngudi co
nguy co cao bénh mach vanh (c6 hoic khong cd tang lipid mau). Gdn theo ché dg dn
kiéng va tp luyén thé lyc ki dung thudc.

- Bénh nhén ting lipid mdu (nhung khdng thugc loai ¢d nguy cd néu trén):

Nén cho bénh nhan theo ché dd an kiéng gidm cholesterol chudn truc khi ding thudc va
cén tudn thi ché a6 &n kiéng nay trang syt qua trinh dung Lipisel,

Liéu khdi ddu thang thubing 13 méi ngay 20 mg, udng mat 14n vao budi t6i. Noudi cdn
gidm manh LDL-cholesterol (>45%) ca thé khdi ddu médi ngay 40 mg, ubng mot ldn vao
budi 16i. Ngudi chf co tang cholesterol mau 1 mic nhe tdi trung binh co thé khdi déu vii
liéu hang ngay 10 mg Lipisel. N&u can chinh liu thi thyc hign nhy trén da néu.

- Bgnh nhdn (ang cholesterol mau cd tinh gia dinf thé d6ng hop
Liéu lugng khuy€n cdo cho nguli tang cholesteral mau c6 ti
mdi ngay 40 mg, udng mdt 1dn vao budi t6i hodc mﬁifn y 8

d4u 20 mg, 14n sau 20 mg va bufi tdi ving 40 mg. F" %
- Bgnh nhén suy thin: 3

Suy than vira: khong cén chinh liéu. i 4 .

Suy than nang: bt ddu diéu tri voi liéu 5 mg/ngay aL{heo@ﬁ\l_t_’!{al chit phﬁ}'-‘; i
_ Tré em (10-17 tu6l) ting cholesterol mdu cd tinh iz din df-haptu: 2y i

N,

Liéu khai d4u khuyén cdo thong thudng 13 10mg/nga Lﬁpq-}%ﬁ'n-vamﬁi’mi;g
khuyén cao toi da 1a 40 mo/ngay. N G %)

THAN TRONG Sl
- Simvastatin ¢6 thé 1am ting enzym gan, cdn xét nghig¢m enzym g3 rudc khi diéu tri
va trong trudng hop chi dinh 1am sang yéu cdu x6t nghiém sau do.

+ Trubc khi didu tri, xét nghigm CK nén dugc ti€n hanh trong
giam chic nang thdn, nhugc giap, tign sit ban than hodc tién si giPd
truyén, tién s bi bénh co do st dung statin hodc fibrat n@agué

_ Can nhéc theo ddi creatin kinase (CK) trong trudng hop: rIqH-. ; TEU&)NG
. PHONG

ek Hang

va/hodc ubng nhiéu rugu, bénh nhan cao tui (> 70 twdi) co nhing yéu o nguy cd bj tiéu
co vin, khd ning xay ra tudng tac thudc va mot s§ ddi tugng bénh nhén dic hiét. Trong
nhiing truting hgp nay nén can nhic lgi ich/nguy cd va theo doi bénh nhén trén !dm sang
khi didu tri biing statin. NEu k&t qud xét nghiém CK > 5 ldn gigi han trén ciia mifc binh
thuing, khong nén bat ddu diéu tri bing statin.

+ Trong qué trinh diéu tri béng statin, bénh nhan cdn thong bdo khi cd cac biu hign vé
¢ nhy dau cd, ciing cg, yéu cg . Khi 6 c4c bidu hién ndy, bénh nhan cdn lam xét
nghiém CK dé co cdc bign phap can thiép phil hgp.

- Nfu bj dau co, nhay dau hodc yéu co khong rd nguyén nhdn trong qué trinh diing thudc,
phai bao ngay cho bac si.

- Than trong khi diing thudc & bgnh nhdn uing nhidu bia, rugu hodc cd tién st bénh gan.
- Tranh ding lugng lan budi ép (Grapefruit juice) >1 1it/ngay.

- Khéng ding qua 10 mg simvastatin/ngay khi sif dyng phéi hop véi verapamil, diltiazem,
dronedaron

- Khong ding qua 20 mg simvastatin/ngay khi sif dyng vdi amiodaron, amlodipin,
ranolazin,

- \iég sif dyng ddng thoi cac thudc ha lipid mau nhém statin vi cac thude diéu tri HIV va
viém gan siéu vi C (HCV) cf thé 1am ting nguy co gy tdn thudng cd, nghiém trong nhat
Ia tiu co van, than hu dn dén suy thin va 6 thé gdy tlr vong.

_ Simvastatin chua duge nghién ¢itu & bénh nhi dugi 10 tudi. chua dii di ligu 1am sang vé
higu qui diéu tri & tré em ti 10-17 tudi.

- Do thanh phén cé lactose, khong ding thudic khi c6 tang galactose mau bdm sinh,
khéng dung nap fructose, hgi ching kém hap thu glucose va galactose, thigu men lactase,
sucrase-isomaltase (cac bgnh chuyén hoa nigm gap).

PHU NU CO THAI VA CHO CON BU

Chéng chl dinh ding thudc nay cho phu nif co thai va phy nif ¢ho con b,

NEN HOI Y KIEN BAC ST HOAC DUGC STTRUJC KHI DUNG BAT CU' LOAI THUGC NAO
LAI XE VA VAN HANH MAY mOC

Khong &nh hubng dén khd nang {4 xe v vin hanh may moc, trif khi ¢6 tac dyng khing
mong mudn xdy ra.

TUONG TAC THUGC

- C4n tranh phéi hgp simvastatin vii gemfibrozil, cdc thudc ha cholesteral mau nhom
fibrat, niacin liéu cao (> 1 g/ngay), colchicin, amiodaron, verapamil trit khi lgi ich cla viéc
gidm ham lugng lipid trgi hon han rhi ro do phéi hgp thude (1 16 tal pign va mic dd
nghiém trong cla bénh cd ting 1&n).

- Khéing nén phdi hgp simvastatin véi jtraconazol, ketoconazol, Cc thugc khang ndm azol
khac, khang sinh nhom macrolid, erythromycin, clarithromycin, thuic Uc ché pretease
HIV, hay mefazodon, nudc budi.

- Simvastatin lam tang nhe néng d§ ciia digoxin, 1am ting tc dung cla cde thudc chdng
déing nhom coumarin, nguy cd bénh co, tiu co vin tang lén khi diing ddng thi
simvastatin vi lomitapid. )

DE TRANH TUONG TAC CO THE XAY RA, PHAI LUON LUON BAO CHO BAC ST HOAC
DUGC ST CAC THUGC KHAC DANG DUNG

TAC DYNG KHONG MONG MUGN

Simyastatin duge dung nap tot. Phan 1dn tdc dung ngoai y nhe va thodng qua.

C4c tac dung phu dugc phan loai theo cac tin sd nhu sau
Thuting gdp (= 1/100 dén <1/10), it gdp (= 1/1000 dén <1/100), hi
<1/1000), rét hiém (<1/10.000), chua rd (chua dugc xc 13p ty nhing d
- Thyong gap: ddy hoi, tiéu chdy, tdo bdn, dau bung, buén nén, nhic d
nhin ma, mét ngd, suy nhuge, dau co, dau khp, céc thit nghi¢m H}J'u‘c_ néi
3 14n giéi han trén cba binh thudng. . 3

- ft gap: Bénh co (yEu cg, tang ham lugng creatin phosphokinase huygt,t
viém mi, viém xoang, viém hong, ho. o
- Higm gap. Bénh thigu mau, di cam, dau thdn kinh ngeai@ﬁh.@i uy, viém gan, vang
da, phat ban, ngia, ryng toc, tigu co van, suy than cdp, J Wt rot, suy nhuge, hoi
chifng qud man (phii mach, dau da cd dang thip, viém da, gidm tidu cdu, nhay cam anh
sdng..), tang transaminase huyét thanh, ting phosphatase kigm va creatin kinase huyét
tugng, suy giam nhan the (mat tri nha, hay quén, i 13n), tang ndng db HbAlC va dutng
huy8t lic doi.

- RAY higm: mAt ngh, suy gidm tri nhd, suy gan nang.

- Chua ro; Trdm cam, bgnh phdi k&, bgnh gén cd déi khi bign ching dit gan, bénh tiéu
cd van do mién dich trung gian, r6i logn cudng duong.

THONG BAO CHO BAC ST HOAC DUCC ST CAC TAC DUNG KHONG MONG MUGN GAP
PHAI KHI SU DUNG THUOG NAY

QUA LIEU VA CACH XU TRi

Da gip mdt s0 trugng hop qua lidu, khdng co trigu chimg déc bigt va khang df lai di
chifng sau khi héi phuc. XU 1y bing cach diéu tr trigu ching va cic bign phap hd trg.
BAO QUAN: ndi k6, nhigt dg dudi 30°C, trénh anh sang.

HAN DUNG: 36 thang ké ti ngay san xudt.

Sin xuit theo TCCS.

DE XA TAM TAY TRE EM

pOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM
THONG TIN XIN HOI Y KIEN BAC sl

THUGC BAN THEO BON

Sé&n xuat tai Céng ty ROUSSEL VIET NAM

S6 1, dudng s6 3, KCN Viét Nam Singapore, Thuan An, Binh Duodng, Viét
Nam

gan tang han

g), ban da,

76598-D




