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Each film-coated tablet contains:
Simvastatin Ph. Eur. 40 mg

Prescrniption medicine only
Keep out of the reach of children.
Route of admimstration: Oral,

Do not stare above 30°C.

Indi ns, Dosage & Contraindications:
Refer the pack insert (please read the
accampanying instructions before use)
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KARDAK 40 80000

Simvaglatin Tablets 40 mg ML Na: t9/HD/AP/O5/F R

AUROEBINDO &KARDAK 40

PHARMA LTD., INDIA.
M.L Me.: T Ho/AP/gs/E/m  Simvasiatin Tabilets 40 myg

KARDAK 40 ,,, 55205,

Simvagtatin Tablets 40 mg ML Mo 18/HD/AR/95/F (R
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Simvastatin Tabiets 40 mg ’
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AUROBINDO

PHARMA LTD., INDIA
ML No: 19/HD/AR95/F/R

KARDAK 40
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Poc k§ huong dén stk dung trude khi ditng. Néu can thém théong tin, xin hoi ¥ kién bdc st
Thude nay chi diing theo don ciia bac si

KARDAK-40

(Vién nén simvastatin)
Simvastatin 12 mot chat tc ché€ men HMG CoA reductase duge ding d€ diéu tri bénh rdi loan lipid huyét. Pay 1a mot thude
lam gidm lipid huyét.

THANII PHAN

Hoat chat: Méi vién bao phim chua: simvastatin 40mg

Ta duge: acid ascorbic, lactose monohydrat, microcrystallin cellulose, tinh bét tién gelatin hod, butylated hydroxy anisol,
acid citric monohydrat, magnesi stearat, opadry vd.

DUCC LUC HOC:

Simvastatin la chét &c ché canh tranh ctia 3-hydroxy-3-methylglutaryl coenzym A (IIMG CoA) reductase, enzym quyét dinh
mic do tong hop cholesterol. N6 ciing ¢6 tdc dung gidm cholesterol huyét do kich thich su tang cdc receptor LDL trén ming
té bao gan, nho d6 1am tang su thanh thai LLDL khoi vong tudn hoan.

Ciéc bénh nhin ding simvastatin tir 10 dén 40mg/ngay da duge béo cdo cé cholesterol trong huyét thanh giam so véi mic
ban ddu khoing 20-40%, lipoprotein ty trong thdp (LDL)- cholesterol giam 35-45% va triglycerid gidm 10-20%. Miic
lipoprotein ty trong cao (I1D1.)- cholesterol cling dugc biét 1 tang nhe khodng 5-15%.

DUGC DONG HOC

Simvastatin duge hap thu qua duong da day-ruot va duge thuy phan thanh dang hoat dong beta-hydroxy acid. Céc chat
chuyén hod khdc c6 hoat tinh dd dugc phat hién va mot s& chat chuyén hod bat hoat ciing duge tao thanh. Simvastatin duge
chuyén hod ¢ gan boi CYP3A4. Duéi 5% liéu uéng duge béo cdo la di vio tudn hoin mau & dang chat chuyén hod ¢6 hoat
tinh. C4 simvastatin 1in chat chuyén hod beta-hydroxy acid g.'m v(i protein huyét tuong khoang 95%. Thudc gua duge hang
rao mdu ndo. Simvastatin bai ti€t chu yéu theo phan qua mit & dang cac chat chuyén hod. Khoing 10-15% liéu dung dugc
pht hién trong nudc tiéu, cht yéu & dang bat hoat. Théi gian ban huy cla chat chuyén hod ¢6 hoat tinh 12 1,9 gid.

CHi BINH

Bénh tang cholesterol huyéi:

Diéu tri bénh tang cholesterol huyét hay roi loan lipid huyét phiic Itop dé hé tro cho ché dé an kiéng khi viéc an kiéng va cic
tri liéu khong ding thude khdc (vi du tap thé duc, giam can) khong cé ddp tng (6t

Diéu tri bénh tang cholesterol huyét déng hop tir gia dinh dé hé trg cho ché do an kiéng khi viéc an kiéng vi cdc tri liéu ha
lipid huyét khac khong c6 ddp ang tot.

Dt phong bénh tim mach:

Dung simvastatin d€ hé trg cho céc liéu phdp bdo vé tim mach khic d€ giam ty 1¢ tir vong do bénh tim mach cho cdc bénh
nhén bi bénh tim mach do xo vita dong mach hay dai thdo dudmg, v6i ndng do cholesterol huyét ¢é thé binh thudng hoac
tang

LIEU LUUNG VA CACH DUNG
Liéu cho ngudi lén:

Khoéng liéu cla simvastatin 1a 5-80mg/ngay, uéng 1am mot lan vio buéi t8i. C6 thé diéu chinh liéu néu cdn sau c4c khoang
thoi gian khong dudi 4 tudn cho dén khi dat duge dép ting mong mudn hoac dén liéu t6i da 80mg/ngay. Liéu 80 mg chi ding
cho céc bénh nhan bi tang cholesterol huyét nang va ¢é nguy co cao bién ching tim mach.

Bénh 1dng cholesterol huyét:

Bénh nhéan phai ding ché do an kiéng it cholesterol tiéu chudn va tiép tuc an kiéng trong khi diéu tri bing simvastatin. Liéu
bat ddu thong thudmg 14 10- 20mg/ngdy, udng lam mot 1an vao budi téi. Bénh nhén cdn giam nhiéu LDL-C (Iwn 45%) c6 thé
bat ddu bang liéu 20-40mg/ngay udng 1am mot ldn vao budi t6i. Diéu chinh liéu, néu cin, phai cich it nhat méi 4 tudn

Bénh ring cholesterol huyét déng hap tir gia dinh:

Liéu khuyen ding la 40mg/ngay, udng lam mot 1dn vio bubi 6i hay 80mg/ngay, chia lam 3 1dn: 2 1dn méi 1dn 20 mg vio
budi sang va trua vd mét 1an 40 mg vao budi 131 dé€ hé trg cho ch€ do an kiéng khi viéc an kiéng vi céc tri liéu ha lipid huyét
khic khong cé ddp ting tot.

D phong bénh tim mach:

Liéu thuong ding 1a 20 dén 40mg/ngay, udng lam mét lan vao budi t6i cho cdc bénh nhan ¢6 nguy co cao bi bénh mach
vanh tim, ¢6 hay khong cé 161 loan lipid huyét. Nén dung thudc déng thdi véi viée tap thé duc va an kiéng.

Cdc tri lidu déng thoi:

Simvastatin c6 hi¢u qua khi clung don doc hodc diing cung véi cdc din chat acid mat. Nén dung simvastatin cdch th&i diém
dung din chét acid mét truée 2 gis hodc sau 4 gid.

Khéng dung qua 10mg simvastatin/ngay khi sir dung phdi hop voi: verapamil, diltiazem, dronedaron, fibrat (ngoai trir
fenofibrat) hoac niacin véi liéu lam ha lipid huyét (>1g/ngdy) (chdng chi dinh phdi hop cac thude nay vm ch 6 ham
[urong simvastatin >=20mg). N
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Khéng diing qua 20mg simvastatin/ngay khi st dung phdi hop véi amiodaron, amlodipin, ranolazin.

Tranh ding lugng 16n nude budi ép (>1 lit/ngay).

Cho hénh nhdn suy thédn:

Liéu khéi dau Smg/ngay. C6 thé diéu chinh liéu néu cin sau céc khodng théi gian khong duéi 4 tudn cho dén khi dat duge
dadp ing mong mudn. Tuy nhién, & bénh nhan bi suy than nang (creatinin <30 ml/phut), nén rét than trong véi cac liéu trén
10mg/ngay.

Dang cho ngudi cao tudi:

Khong cdn diéu chinh liéu cho ngudi cao tudi.

Ding cho tré em va tré vi thanh nién:

Khéng dung simvastatin cho tré em.

CHONG CHI PINH
- Quéa min cam déi véi thude.

Bénh nhan bi bénh gan cp tinh hoac c6 su gia tang transaminase trong huyét thanh dai dang khéng 15 1§ do. Bénh nhan bi
bénh p0|phy|ia bénh vé co.

Phu nif c6 thai va cho con bi: thudc cé thé ¢6 hai cho thai nhi va tré nho.
- Chéng chi dinh ding simvastatin phbi hop véi céc thubc tic ché CYP3A4 manh nhu: itraconazol, ketoconazol,
erythromycin, clarithromycin, telithromycin, thubc wc ché protease cua HIV, boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, ciclosporin, danazol (xem thém Tuong tac thudc).

TUONG TAC THUGC J;/

Tang nguy co ton thuong co khi sir dung statin déng thoi véi cac thube mfibrozil, cac thuéc ha cholesterol mau
nhém fibrat khac, niacin liéu cao (>1g/ngay), colchicin.

Viée str dung déng thoi cac thude ha lipid mau nhom statin véi cac thude diéu tri HIV va viém gan siéu vi C (HCV) ¢6 thé
lam tang nguy co gy 10n thuong co, nghiém trong nhat la tiéu co van, than hu dan dén suy than va c6 thé gay tir vong.
Amiodaron: lam tang néng d6 dinh simvastatin trong huyét tuong va AUC, tang nguy co bénh co va/hodc tiéu co van. Néu
dung dong thoi voi simvastatin, khong dung qua 20mg simvastatin mdi ngay.

Thube chong nim nhém azol: itraconazol, ketoconazol, hodc posaconazol: Uc ché qua trinh chuyén hoa simvastatin borl
CYP3A4, din dén ting dang ké ndng dé dinh simvastatin trong huyét tuong va / hoic AUC va ting nguy co bénh co va /
hoic tidu co van, do d6 chéng chi dinh diing phm hop.

Antileukotrien (vi du zileuton): cé thé rc ché CYP3A4, do d6 nén than trong hodc tranh ding ddng thoi.

Thubdc chen kénh calci (amlodipin, diltiazem, verapamil): lam tang nong dd dinh simvastatin trong huyét tuong va AUC,
tang nguy co bénh co va‘hodc tiéu co van. Néu dung dong thoi véi simvastatin, khong diing qua 20mg simvastatin mdi
ngay v6i amlodipin, va qua 10mg simvastatin méi ngay véi diltiazem hoic verapamil.

Colchicin: ting nguy co bénh co, bao gdm ca tiéu co vén, nén cin thin trong khi ding ddng thoi

Ciclosporin: tang AUC, tdng nguy co bénh co va/hodc tiéu co van. Chéng chi dinh dung dong thoi.

Danazol: 1dng nguy co bénh co va/hodc tiéu co van. Chéng chi dinh dung déng thoi.

Digoxin: ¢6 thé ¢ tang ndng do digoxin huyét tuong khi diing dong thai. Cin theo ddi chiit ch@ bénh nhan khi bét diu dung
simvastatin

Dan xudt fibrat: tang nguy co bénh co va/hodc tiéu co van. Chéng chi dinh diing déng thai gemfibrozil vai simvastatin,
Duing than trong véi cac fibrat khac.

Fluvoxamin: ¢6 thé tc ché CYP3A4, do d6 nén than trong khi ding hodc tranh ding dong thai.

Glyburid: simvastatin c6 thé ting sinh kha dung cua glyburid.

Nuot budi ép: Uc ché chuyén héa CYP3A4, két qua |a ting AUC va ndng d6 trong huyét twong cua simvastatin va gia téng
nguy co bénh co va/hodc tiéu co van, do dé nén tranh sir dung dong thai, va khéng duoc ding s6 lugng l6n (>1 lit/ngay).
Céc chét tric ché HCV protease (boceprevir, telaprevir) va i ché HIV protease (nclfinavir,...) : Uc ché CYP3A4, din dén
lang dang ké ndng d6 dinh simvastatin trong huyét twong va/hoic AUC va tdng nguy co bénh co va/hodc tiéu co vén, do do
chéng chi dinh dung phéi hop.

Macrolid (clarithromycin, erythromycin, telithromycin): Uc ché CYP3A4, din dén ting ndng do simvastatin trong huyét
twong va tang nguy co b¢nh co va/hoic tiéu co van, do do chong chi dinh ding phdi hop.
Mectronidazol: c6 thé tic ché CYP3A4, do d6 nén than trong khi dung hoéc tranh ding ddng thoi.

Nefazodon: Uc ché CYP3A4, din dén tang ndng do simvastatin trong huyét tuong va tang nguy co bénh co va‘hoic tiéu co
van, do d6 chéng chi dinh dung phdi hop.

Ranolazin: 1am tang néng dd dinh simvastatin trong huyét trong va AUC, tang nguy co bénh co vi/hodc tidu co van. Néu
ding déng thoi véi simvastatin, khong dung qua 20mg simvastatin mdi ngay

Trolcandomycin: 6 thé¢ e ché CYP3A4, do d6 nén thin trong khi ding hoic tranh ding ddng thoi.
Warfarin: c6 thé 1am tang thoi gian prothrombin. Cin giam sat chit chd thoi gian prothrombin néu bit diu diing simvastatin
hodc diéu chinh liéu lugng.
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TAC DUNG KHONG MONG MUON

Tdc dung khong mong muén phé bién nhat khi diéu tri bang simvastatin va cic chat tc ché¢ HMG CoA reductase 14 réi loan
tiéu hod (tdo bén, tiéu chay, khé tiéu, diy hoi va buén nén). Cic tic dung khong mong muén khic da duge bdo cdo 1a dau
ddu, néi ban da, chéng mat, nhin m&, réi loan gidc ngt va loan vi gidc. C6 thé ¢6 tang néng do cia aminotransferase trong
huyét thanh cé héi phuc. Bénh 1y co, dac trung bdi dau co, yéu co va di kém vdi tang néng do creatin phosphokinase dd
duge bdo cdo. ITi€m khi xuat hién co niéu kich phét véi suy than cap. Trong nhiing nghién citu thuc nghiém, ché ding liéu
cao cdc chat tc ché HMG- CoA reductase dd xudt hién ching duc nhan mat.

D3 c6 bédo cdo vé suy giam nhan thide (nhu mat i nhd, 1d 14n...), ting dudng huyét, tang HbAlc.

THAN TRONG

1. Dé giam thi€u dén muc thap nhat nguy co t6n hai gan cdn phai tranh diing thuéc cho bénh nhan bi hodc nghi ng& ¢6 tén
thuong gan (tién sir nghién rugu, cé bénh gan trude diy, néng do transaminase cao trong mdu.

2. Cdn lam xét nghiém enzym gan trudc khi bat ddu diéu tri, méi 6 tudn trong 3 thdng ddu, méi 8 tusn trong thoi gian con
lai clla nam ddu va sau d6 nira nam phai kiém tra mét lan.

3. Bénh nhén cén tuin thd cdc bién phdp diéu tri khong dung thude nhu an kiéng, tap thé duc trong thdi gian diéu tri véi
simvastatin. Can ngung thudc néu AST, ALT tang 3 1dn so vdi gidi han trén cla mic binh thudng.

4. Khéng nén diing hoac cdn ngung tam théi simvastatin khi ¢6 nguy co suy than thi phét sau ching co-niéu va bénh 1y co
(nhiém tring c4p ning, huy€l 4p thap, sau dai phiu thuat, chin thuong, r6i loan chuyén ho4 nang).

5. Simvastatin c6 thé gay tang creatin phosphokinase va transaminase trong huyét thanh, diéu nay phai duoc xét dén trong
chdn dodn phan biét con dau nguc & bénh nhan dang dugc diéu tri bang simvastatin.

6. Can nhac theo dai creatin phosphokinase trong trudng hop:
-Trude khi diéu tri: xét nghiém creatin phosphokinase cho céc trutmg hop: suy giam chic ning than, nhuoc gidp, tién sir
ban than hoac tién sir gia dinh mic bénh co di truyén, tién sir bi bénh co do sir dung statin hoac fibrat truée dé, tién sir
bénh gan va/hoac uéng nhiéu rugu, bénh nhan cao tuoi (>70 tubi) cé nhimg yé&u t6 nguy co bi tiéu co van, kha nang xay
ra tuong tac thuéc va mot s6 déi tugng bénh nhan dac biét. Trong nhitng trudng hop niy nén cin nhéc lgi ich/nguy co
va theo déi bénh nhan trén 1am sang khi diéu tri bang statin. Néu két qua xét nghiém creatin phosphokinase >5 lan gidi
han trén ctia mic binh thuong, khéng nén bét ddu diéu tri bang statin.
-Trong qud trinh diéu tri bang statin, bénh nhan cdn phai thong béo khi ¢6 céc biéu hién vé co nhu dau co, clng co, yéu
co....Khi c6 cic bi€u hién nay, bénh nhan cdn lam xét nghiém creatin phosphokinase dé c6 céc bién phap can thiép phi
hop.

QUA LIEU
Mot vai truong hop dung qué liéu simvastatin dd dugc bdo cdo. Khofig ¢6 triéu ching dac hiéu nao cia viéc ding qua liéu
va lat ca cdc bénh nhan déu héi phuc ma khong c6 di ching. Liéu t6i da da dung 12 450mg. Khi diing qué liéu, c4n 4p dung
céc trj liéu ho trg thong thudng. Do simvastatin gan protein huyét twong cao nén thdm tdch mdu khong hy vong lam ting
déng ké thanh thai statin.

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI TRONG SU DUNG THUOC
Bao quan: o nhiet do dudi 30°C.

Dong goi: Vi 10 vién, hop 10 vi

Han diing: 36 thdng ké tir ngiy sén xudt.

Tiéu chuan: Nha san xuat

Khong ding thude qua han str dung. PE ngoai tam tay tré em.

San xuat boi

AUROBINDO PHARMA LIMITED

Unit-Ill Survey No. 313(P), Bachupally Village;
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