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/ Each film-coated tablet contains: \\
Simvastatin Ph. Eur, 20 mg.

Prescription medicine only.

Keep out of the reach of children.
Route of administration: Oral.

Do not store above 30°C.

Indications, Dosage & Contraindications: Refer the pack
insert (please read the accompanying instructions before use).

DNNK:

Old

T -
&
———————— KARDAK 20

Simvastatin Tablets 20 mg

A o)

————— AUROBINDO 10x10's

///r 1A 01 X 1A 01 d6H
u0p 3 200y | s ©
0p Uy “pi] BULIRL] GPUIGOINY

WG YIOH LS ON TIW

(1 1§ ueg
eipu) "(4'y)
oo '§£0 005-PRALIIPAH
0g enb Ruoyy 6 1iyu o wenb oeg ‘tadiasury “eyiamiep
oay ‘T UON 1014 0 iy
w2y Runp ns ugp Buony o wax uix SR

avyy £ nnj aea ea Funp nay Bunp BiEiE Appay by

1y Sugya ‘yulp 1y ‘[epuepy andejngnying
A Ak d unEiseAung ‘a8eqiA Aednyoeg

3U U O ‘g1E oN Kaamg “I1L g

TOLTVWHEYHL OONIHOUNY
“Mas :Aq painioenuepy /,//

42 x 58 x 88 mm

M Pantone 722 C [ Panton Pantone 072 C [l Black
[_. - Product Name Component item Code Date & Time
Q Kardak 20 Carton (100's) P10---- 06.08.2012 & 4.15 pm
AUROBINDO Country Version No. Reason of Issue Reviewed / Approved by
Packaging Development Vietnam 00 Mock Up

Team Leader Hari Srinu Dimensions Colours :

Initiator Ashok 42 x58 x 88 mm B rontone 722 ¢ [ Pantone 3275C

Artist Vision Graphic B Fankons 072 € Ml Bk

Additienal Information :
As per New Layout : 0902AR05 Sign & Date




https://trungtamthuoc.com/

KARDAK 20 PHRI:::?.:E:E;:DIA. 5l T

Simvastatin Tablets 20 m0 M.L. No.: 19/HD/AP/S5/FIR = ir f

olmommoo K ARDAK 20 §15
R '

M.L No.: 19/HD/AP/85/F/R Simvastatin Tablets 20 mg

\

ON YNy




https://trungtamthuoc.com/

Poc ky hiwong dédn si dung trude khi ding. Néu cdn thém thong tin, xin héi y kién bdc st
Thuéc nay chi dung theo don ctia bdc st

KARDAK-20

(Vién nén simvastatin)
Simvastatin 12 mot chét tic ché men HMG CoA reductase duoc diing dé diéu tri bénh réi loan lipid huyét. Day 1a mot thuse
lam giam lipid huyét.

THANH PHAN

Hoat chit: Méi vién bao phim chia: simvastatin 20mg

Té duoc: acid ascorbic, lactose monohydrat, microcrystallin cellulose, tinh bot tién gelatin hod, butylated hydroxy anisol,
acid citric monohydrat, magnesi stearat, opadry vd.

DUOC LUC HOC:

Simvastatin 1a chat tc ché canh tranh cta 3-hydroxy-3-methylglutaryl coenzym A (FIMG CoA) reductase, enzym quyét dinh
miic do tong hop cholesterol. N6 ciing ¢6 tdc dung giam cholesterol huyét do kich thich su ting céc receptor LDL trén mang
t€ bao gan, nhé& dé 1am tang sy thanh thai LDL khoi vong tufin hoan.

Céc bénh nhan ding simvastatin tir 10 dén 40mg/ngay di duoc bdo cdo cd cholesterol trong huyét thanh giam so véi mic
ban ddu khoang 20-40%, lipoprotein ty trong thap (LDL)- cholesterol gidm 35-45% va triglycerid giam 10-20%. Mic
lipoprotein ty trong cao (HDL)- cholesterol ciing dugc biét 14 tang nhe khoang 5-15%.

DUGC DONG HOC

Simvastatin dugc hip thu qua dudng da day-rudt vit duge thuy phén thanh dang hoat dong beta-hydroxy acid. Céc chat
chuyén hod khéc c6 hoat tinh da duge phat hién vi mot s6 chat chuyén hod bat hoat ciing duge tao thanh. Simvastatin dugc
chuyén hod ¢ gan bai CYP3A4. Duéi 5% liéu udng duge bdo cdo 1A di vao tudn hoan méu & dang chdt chuyén hod ¢6 hoat
tinh. C& simvastatin 1dn chét chuyén hod beta-hydroxy acid gin véi protein huyét tuong khoang 95%. Thudc qua duge hiang
rio mau ndo. Simvastatin bai tiét chi yéu theo phian qua mét & dang cdc chat chuyén hod. Khoang 10-15% liéu dung dugc
phat hién trong nudc tiéu, chi yéu & dang bat hoat. Thai gian ban huy cua chét chuyén ho4 ¢6 hoat tinh 12 1,9 gid.

CHI DINH A

Bénh 1ing cholesterol huyéi:

Diéu tri bénh tang cholesterol huyét hay 161 loan lipid huyét phutc hop dé hé tro cho ché do an kiéng khi viéc an kiéng vi cic
tri liéu khéng ding thude khic (vi du tap thé duc, giam can) khong ¢6 ddp tng tot.

Diéu tri bénh tang cholesterol huyét dong hop tir gia dinh dé hd trg cho ché do an kiéng khi viéc an kiéng va cdc tri liéu ha
lipid huyét khdc khéng cé dap ung t6t.

D phong bénh tim mach:

Dung simvastatin dé hé trg cho céc liéu phdp bdo vé tim mach khdc dé giam ty 1€ tir vong do bénh tim mach cho cédc bénh
nhan bi bénh tim mach do xo vita dong mach hay déi thio dudng, véi nong doé cholesterol huyét ¢é thé binh thudmg hodc
ting

LIEU LUJONG VA CACH DUNG
Lieu cho ngudi Ion:
Khoang liéu cua simvastatin 1a 5-80mg/ngay, udng lam mot 1dn vao budi t6i. C6 thé diéu chinh liu néu cdn sau céc khoang
thai gian khong dudi 4 tudn cho dén khi dat duoc dép ng mong muén hoic dén liéu 161 da 80mg/ngay. Liéu 80 mg chi dung
cho cdc bénh nhan bi tang cholesterol huyét ning va cé nguy co cao bién ching tim mach.
Bénir tang cholesterol huyét:
Bénh nhin phii ding ché do an kiéng it cholesterol tiéu chuan va tiép tuc 4n kiéng trong khi diéu tri bing simvastatin. Liéu
bat ddu thong thuong 1a 10-20mg/ngay, uéng lam mot 1dn vio budi t6i. Bénh nhin cdn giam nhiéu LDL-C (hon 45%) c6 thé
bét ddu bang liéu 20-40mg/ngay uéng lam mot ldn vio budi toi. Diéu chinh liéu, néu can, phai cdch it nhat méi 4 tuin
Bénk ting cholesterol huyét déng hop i gia dinh:
Liéu khuyén dung la 40mg/ngay, uéng lam mot 1dn vio budi 16i hay 80mg/ngdy, chia 1am 3 l4n: 2 1dn méi 14n 20 mg vao
budi sdng va trua va mot 1n 40 mg vio budi t6i d€ ho tro cho ché do an kiéng khi viéc an kiéng vi cdc tri liéu ha lipid huyét
khdc khong cé dép ting tot.
Dy phong bénh tim mach:
Liéu thuong dung 1a 20 dén 40mg/ngay, udng 1dm mét 14n viio budi 16i cho céc bénh nhin cé nguy co cao bi bénh mach
vanh tim, ¢ hay khong c6 r6i loan lipid huyét. Nen ding thuée déng thoi vai viée tap thé duc va an kiéng.
Cdce tri liéu dong thoi:
Simivastatin cé hiéu qua khi ding don déc hoic dung cing v6i cdc din chét acid mat. Nén ding simvastatin cdch thai diém
dung din chét acid mat trude 2 gio hodc sau 4 gid. _
Khoéng dung quéa 10mg simvastatin/ngay khi su dung phéi hgp vai: verapamil, diltiazem, dronedaron, fibrat (ngoai trir
fcnﬂﬁbl:at) hoe;c_macm v6i lieu lam ha lipid huyét (>1g/ngay) (chong chi dinh phdi hop cic thuge-payxaj ché pham ¢6 ham
lurong simvastatin >=20mg). 700 FH4$\
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Khéng ding qua 20mg simvastatin/ngay khi su dung phdi hop véi amiodaron, amlodipin, ranolazin,

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

Cho bénh nhédn suy thdan:

Liéu khoi ddu Smg/ngay. C6 thé diéu chinh liéu néu cén sau cdc khoédng thdi gian khéng dudi 4 tudn cho dén khi dat duge
dap tng mong muén. Tuy nhién, & bénh nhén bj suy thin nang (creatinin <30 ml/phiit). nén rat than trong véi cdc liéu trén
10mg/ngay.

Diing cho nguoi cao tuoi:

Khéng cdn diéu chinh liéu cho ngudi cao tudi.

Dung cho tré em va tré vi thanh nién:

Khoéng ding simvastatin cho tré em.

CHONG CHI PINH
- Qud mén cam doi vai thube.

Bénh nhan bi bénh gan cép tinh hoic c6 su gia tang transaminase trong huyét thanh dai déng khong rd 1y do. Bénh nhan bi
bénh porphyria, bénh vé co.

Phu nit ¢é thai va cho con bii: thuée c6 the c6 hai cho thai nhi va tre nho.
- Chéng chi dinh ding simvastatin phdi hop Vi cdc thuoc uc ché CYP3A4 manh nhu: itraconazol, kctoconazol,
erythromycin, clarithromycin, telithromycin, thube Gc ché protease cua HIV, boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, ciclosporin, danazol (xem thém Tuong tac thude). o~

o 8¢
TUONG TAC THUOC . _ EZ\, _
Tang nguy co ton thuong co khi su dung statin dong thoi véi cac thude saw? gemfibrozil, cac thude ha cholesterol mau
nhom fibrat khac, niacin liéu cao (>1g/ngay), colchicin.

Viéc su dung déng thai cac thude ha lipid mau nhém statin véi céc thude didu tri HIV va viém gan siéu vi C (HCV) ¢6 thé
lam tang nguy co gay lon thuong co, nghiém trong nhit 14 tiéu co van, than hu din dén suy than va co thé gay tir vong,
Amiodaron: lam ting nong dd dinh simvastatin trong huyel twong va AUC, tang nguy co bénh co va/hoic tiéu co van. Néu
dung ddng thoi voi simvastatin, khong dung qua 20mg simvastatin mdi ngay.

Thude chong nim nhém azol: itraconazol, ketoconazol, hodc posaconazol: Uc ché qua trinh chuyén hoa simvastatin boi
CYP3A4, A% dén tang dang ké ndng d6 dinh simvastatin trong huyét tuong va / hoac AUC va tang nguy co bénh co va /
hodc tiéu co van, do dé chéng chi dinh diing phéi hop.

Antileukotrien (vi du zileuton): co thé (rc ché CYP3A4, do do nén than rong hodc tranh dung déng thoi.

Thudc chen kénh calci (amlodipin, diltiazem, verapamil): 1am tang nong dd dinh simvastatin trong huyét tuong va AUC,
tang nguy co bénh co va/hoic tidu co van. Néu dung dong thoi vai simvastatin, khong ding qua 20mg simvastatin m51
ngay véi amlodipin, va qua 10mg simvastatin mdi ngay véi diltiazem hoic verapamil.

Colchicin: tang nguy co bénh co, bao gém ca tiéu co van, nén cin than trong khi diing ddng thoi

Ciclosporin: tang AUC, 1ang nguy co bénh co va‘hodc tiéu co van. Chéng chi dinh ding ddng thoi.

Danazol: ting nguy co bénh co va/hogc tidu co van. Chéng chi dinh diing ddng thoi.

Digoxin: c6 thé c6 tang ndng dd digoxin huyét tuomg khi ding dong thoi. Cén theo doi chit ch& bénh nhan khi bit dau ding
simvastatin

Dén xuat fibrat: ting nguy co bénh co va/hodc tiéu co van. Chéng chi dinh ding ddng thoi gemfibrozil véi simvastatin.
Dung than trong véi cac fibrat khéc.

Fluvoxamin: cd thé (rc ché CYP3 A4, do d6 nén than trong khi dung hodc tranh dung déng thoi.

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

Nuot budi ép: Uc ché chuyén hoa CYP3A4, két qua la ting AUC va ndng do trong huyét tuorng cua simvastatin va gia tang
nguy co bénh co va/hodc tiéu co vén, do d6 nén tranh su dung dong thoi, va khong duge ding so lugng Ion (>1 Iltfngay)
Céc chit tic ché HCV protease (boceprevir, telaprevir) va trc ché HIV protecase (nclfinavir,...) : Uc ché CYP3A4, dén dén
ting dang ké ndng d6 dinh simvastatin trong huyét twong va/hoac AUC va tang nguy co bénh co va/hodc tiéu co vén, do dé
chéng chi dinh diing phéi hop.

Macrolid (clarithromycin, erythromycin, telithromycin): Uc ché CYP3A4, din dén téng néng dd simvastatin trong huyét
tuong va tiang nguy co bénh co vahodc tiéu co van, do do chong chi dinh ding phéi hop.
Metronidazol: ¢6 thé \ic ché CYP3A4, do d6 nén than trong khi ding hodc tranh ding dbng thoi.

Nefazodon: Uc ché CYP3A4, din dén tang ndng dd simvastatin trong huyét tuong va ting nguy co bénh co va/hoic tiéu co
van, do dé chdng chi dinh ding phéi hop.

Ranolazin: lam ting nong dd dinh simvastatin trong huyct tuong va AUC, ting nguy co bénh co va/hoic tiéu co van, Néu
dung déng thoi véi simvastatin, khéng dung qua 20mg simvastatin mdi ngay

Troleandomycin: ¢6 thé ic ché CYP3A4, do d6 nén thadn trong khi ding hodc tranh dung ddng  thoi.
Warfarin: ¢é thé lam ting thoi gian prothrombin. Can giam sét chit ch& thoi gian prothrombin néu bét diu dung simvastatin
hodc diéu chinh liéu luong.
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TAC DUNG KHONG MONG MUON

‘I4c dung khong mong muén phé bién nhat khi diéu tri bang simvastatin va cdc chdt dc ché€ HIMG CoA reductase 12 r6i loan
tiéu hod (tdo bén, tiéu chdy, khé tiéu, ddy hoi va buén nén). Cic tdc dung khéng mong mudn khdc da duge bdo cédo la dau
déu, néi ban da, chéng mat, nhin mé, réi loan gidc ngu va loan vi gidc. Cé thé ¢6 tang nong do clia aminotransferase trong
huyét thanh ¢é héi phuc. Bénh 1y co, déac trung boi dau co, yéu co va di kém vdi tang nong dé creatin phosphokinase da
dugc bdo cdo. Iiém khi xuét hién co niéu kich phat véi suy than cép. Trong nhilmg nghién ctu thuc nghiém, ché ding liéu
cao céc chat (e ché HMG- CoA reductase di xuat hién chiing duc nhan mat.

Pi c6 bdo cdo vé suy gidm nhan thic (nhu mat tri nhd, 1a 14n...), tang dudng huyét, tang HbAlc.

THAN TRONG

I. DE giam thiéu dén mifc thap nhat nguy co tén hai gan can phéi tranh diing thude cho bénh nhan bi hoac nghi ngd ¢é 16n
thuong gan (tién sir nghién ruou, ¢é bénh gan trude day, nong do transaminase cao trong mau.

2. Can lam xét nghiém enzym gan trudc khi bat dau diéu tri, méi 6 tudn trong 3 thiang ddu, médi 8 tudn trong thoi gian con
lai ctia nam d4u v sau d6 nira nam phai kiém tra mot 1an.

3. Bénh nhan cén tuan thi cdc bién phdp diéu tri khéng ding thuéc nhu an kiéng, tap thé duc trong thoi gian diéu tri véi
simvastatin. CAn ngung thudc néu AST, ALT tang 3 14n so véi gidi han trén clia mitc binh thudng.

4. Khoéng nén diing hoac cin ngung tam thai simvastatin khi ¢6 nguy co suy than thit phat sau ching co-niéu va bénh 1§ co
(nhiém tring c4p nang, huyét ap thip, sau dai phdu thuat, chan thuong, réi loan chuyén hod nang).

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

6. Can nhic theo ddi creatin phosphokinase trong trudng hop:
-Trudc khi diéu tri: xét nghiém creatin phosphokinase cho cdc trudng hop: suy giam chiic nang than, nhugc gidp, tién sl
ban than hoac tién sir gia dinh mac bénh co di truyén, tién st bi bénh co do sir dung statin hodc fibrat truée dé, tién su
bénh gan vi/hoac udng nhiéu rucu, bénh nhan cao tudi (>70 tudi) cé nhitng yéu 16 nguy co bi tiéu co van, kha nang xay
ra tuong tdc thude va mot s& doi tuong bénh nhan dac biét. Trong nhitg trudng hop niy nén caAn nhéc loi ich/nguy co
va theo déi bénh nhan trén 1am sang khi diéu tri bang statin. Néu két qua xét nghiém creatin phosphokinase >5 1dn gidi
han trén ctia mic binh thudng, khong nén bat ddu diéu tri bang statin.
-Trong gud trinh diéu tri bing statin, bénh nhan cin phai thong bdo khi ¢é céc biéu hién vé co nhu dau co, cing ca, yéu
ca....Khi ¢6 cdc biéu hién nay, bénh nhin cdn 1am xét nghiém creatin phosphokinase dé cé cdc bién phdp can thiép phit
hop. N

QUA LIEU
Mot vai trudng hop diing qua liéu simvastatin da dugc bdo cdo. Khéng cé triéu ching dac hiéu ndo clia viéc diing qué liéu
va tat ca cdc bénh nhan déu hoi phuc ma khong ¢6 di chimg, Liéu t6i da da dung la 450mg. Khi ding qua licu, cdn dp dung
céc tri liéu hd tro théng thudng. Do simvastatin gan protein huyét tuong cao nén thdm tich méu khong hy vong lam ting
dédng k€ thanh thai statin.

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI TRONG SU DUNG THUOC
Bao quan: 6 nhiét do dudi 30°C.,

Péng goi: Vi 10 vién, hop 10 vi

Han diing: 36 thang k€ tir ngay san xuét.

Tiéu chuan: Nha san xual

Khong dung thudc qua han sir dung. P¢E ngoai tam tay tré em.

Sén xuit boi

AUROBINDO PHARMA LIMITED
Unit-IT Survey No. 313(P). Bachupally Village, Quthubullapur, Mandal, R. R. District, Andhra Pradesh, India.
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