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STAVID

Film-coated Tablet
Simvastatin 20 mg

Fllm-coated Tablet
Simvastatin 20 mg
Box of 10 blisters x 10 hb‘a‘ll|
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Box of 10 blisters x 10 tablets
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COMPOSITION: STORAGE: store below 30 °C. |

ganh film coated lablat contains: Protect from heat and moisture I” ||' || ” I‘" iI"III” |||
imvastatin.......... 20 mg . di !

INDICATIONS, CONTRAINDICATIONS, DOSAGE,  ~ -CT ICATION: USP 38 e

ADMINISTRATION & FURTHER INFORMATIONS: ~ Carefully read the package insert before use.

Please see package insert Keep away from reach of children. VUSsIMo2-1

%('mu()c BAN THEO DON
Vién nén bao phim
Simvastatin 20 mg
Manufactured in Ma_laysigl by/

Hop 3 vi x 10 vién -”a’ﬂ?s'a
THANH PHAN: ' ) |
M&i vitn nén bao phim chira: BAO QUAN: Dudi 30°C, trénh nhigt va dm.
Simvastatin 20mg TIEU GHUAN CHAT LUONG: USP 38

Chl BINH, CHONG CHI BINH, LIEU DUNG,

San xuét 1ai Malaysia béi:
HOVID BERHAD.

Lot 56442, 7 % Miles, Jalan Ipoh/
Chemor, 31200 Chemor, Perak,

kT huémg ddn sir dung trudee khi ding.

CACH DUNG & CAC THONG TIN KHAC: 8
Xin doc trong t& hudng dan sb dung Bg‘;a tim tay tré em.

&PRESCRIPTION DRUG
Film-coated Tablet
Simvastatin 20 mg
SOK (Reg. No.):
5616 SX (Batch. No) .
NSX (Mfg, date) | dd/mmiyyyy
HD (Exp. date) : dd/mmiyyyy

Box of 3 blister x 10 tablets
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Rx Thudc ban theo don
STAVID
. . (vién nén bao phim Simvastatin 20 mg)
THANH PHAN
M3i vién nén bao phim chira:
Dugc chit: Simvastatin.............. 20 mg

Té duoc: Vi tinh thé cellulose, lactose monohydrat, tinh bdt hd hoa mot phé’n, acid ascorbic, acid
citric khan, butylat hydroxyanisol, colloidal silicon dioxid, magnesi stearat.

Té duoc bao phim: Hydroxypropyl methylcellulose E-5, hydroxypropyl methylcellulose E-15,
talc, oxid st do, oxid sit vang, titan dioxid, propylen glycol.

DUQC LUC HOC e
Simvastatin 14 thudc ha lipid dugc tong hop tir san phdm 1én enzym cia Aspergillus terreus. N6
1a chét tc ché enzym khir 3-hydroxy-3-methylglutaryl-coEnzym A (HMG CoA). Enzym khir g

nay xuc tac phan {mg chuyén HMG-CoA thanh mevalonate, budc gi6i han téc do va la budce du
tién trong sinh tong hop cholesterol.

Enzym xuc tac phan img chuyén HMG-CoA thanh mevalonate, sy chuyen HMG-CoA la budc
diu tién trong sinh téng hop cholesterol. Simvastatin sau khi duoc hép thu tir da day-ruét, duoc
thuy phén thanh dang acid B-hydroxy cé hi¢u luc lam (e ché enzym khir HMG-CoA. Tir két qua -
trén s& lam (e ché sy tong hop cholesterol. Tac dong lam irc ché enzym khirt HMG-CoA Xay ra
déu tién & gan. )

Simvastatin lam giam tdng ham lugng cholesterol, cholesterol ti trong thap va triglycerid lan lugt
14 25%, 35% va 10%. Tang luong HDL 1én dén 12%.

DUQC PONG HQC

Sau khi duoc hép thu tir éng tiéu héa, simvastatin chuyén héa lan dau manh & gan. Do d6, sinh
kha dung cua thudc thap va thay d6i nhi€u. Dudi 5% liéu uong duge ghi nhén la dén tuan hoan
dudi dang chit chuyén héa c¢6 hoat tinh. Thube gin két manh véi protein huyét twong (95%).
Thoi gian dat duge nong dd dinh 1a 1,3 — 2,4 gid.

Simvastatin dugc thuy phan ¢ gan thanh dang acid p-hydroxy c6 hoat tinh. 3 chét chuyén hoa
khéc cling duoc phan ldp la cac din chit: 6- hydroxy, 6-hydroxy methyl va 6-exomethylene.
Simvastatin thai trir phén Iém qua phan, chii yéu Ia phan thuce khéng dugce hip thu vichiém 60%
liéu udng. Khoang 13% thude thai trir qua duong than. Thoi gian ban hiy cla chMca
¢ hoat tinh 1a 1,9 gio.

CHI PINH

Puoc chi dinh hd tro véi ché do an kiéng & bénh nhan ting cholesterol huyet tién phat (loai tang
lipoprotem maéu Ila va IIb) gay ra do sy tang cac lipoprotein cholesterol trong lugng phan tur thip
(LDL) & bénh nhén c6 nguy co bénh mach vanh ma khéng dap (mg véi ché do an kiéng vvhodc
str dung don ddc céac bién phap khac. Giam LDL & bénh nhén vira ting cholesterol vira ting

triglyceride mau.

LIEU DUNG VA CACH DUNG

K.huyen céo bat dau diéu tri vGi lidu thip nhat ma thudc 6 tic dung, sau d6 néu can thiét, c6 thé
diéu chinh liu theo nhu cdu va dap img cta tu‘ng ngudi bing cach tang licu tl.mg dogt cach nhau
khéng duéi 04 tudn va phai theo ddi céc phan img cé hai cta thude, dac biét 1a cic phan (mg cé
hai d6i vaéi hé co.

Trude khi diéu trj voi simvastatin, b¢nh nhén cén thyc hién ché dd #n kiéng dé giam luong
cholesterol phén tir thap va tiép tuc an kiéng trong ltc diéu tri v&i simvastatin.
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Lleu khéi diu de nghi 1a 10mg/ngay, mét lan vao budi tdi.
Liéu dé nghj tdi da 1a 40mg/ngay.
Nén diéu chinh lleu dung tuy theo dap ung cua timg bénh nhan. Theo doi dinh ki mic cholesterol
va nén giam liéu néu mirc cholesterol giam dang ké so véi muyc tiéu diéu tri.
- Khéng dung qué 10 mg simvastatin/ngay khi sir dung phdi hop véi:

e Verapamil

¢ Diltiazem

¢ Dronedaron

(Chéng chi dinh phdi hop cac thube nay véi ché pham c6 ham luong simvastatin > 20 mg)

- Khéng ding qui 20mg simvastatin/ngay khi sir dung phdi véi:

e Amiodaron

* Amlodipin

e Ranolazin

R .
CH(‘)NG CHI PINH .
Qué mn véi céc chit (rc ché HMG-CoA reductase hodic véi bit ky thanh phan nao ctia ché phdm &
¥ Bénh gan hoat dong hoic transaminase huyét thanh ting dai dang ma khéng giai thich duoec. '
Thoi ky mang thai hoac cho bu. i
CANH BAO VA THAN TRONG '-?’
Dé nghi nén xét nghlem transaminase huyét thanh truéce khi bit déu didu tri, mdi 6 tudn trong 3 P
thang dau diéu tri, mdi 8 tudn trong vong mot nim va dinh ky trong khoang thi gian sau nay. —
Nén than trong khi dung simvastatin & bénh nhin uong nhiéu ruou vavhodc ¢ tién sir bénh gan. 28847
Simvastatin nén dung tam thoi hodc ngung han & bét cir bénh nhén nao bi nhlem khuén cap tinh, ONG T
giam huyét ap, phdu thuat 16, chan thuong, chuyén hoa yéu, rdi loan ndi tiét va dién giai, dong & pHA
kinh khéng kiém soat duge. _ 1§ P
Simvastatin c¢6 thé lam ting nong dd creatin phosphokinase va transaminase huyét thanh. Nén iN
ooy gy - X oo aae A HANH

xem xét dieu nay trong chan doan phan bi¢t dau nguc & bénh nhan dugc diéu tri véi simvastatin.
Simvastatin nén duoc than trong ghi nhan dung lic véi bt ctr trudmg hop dau co khéng xac dinh E

dugc, nhay cam dau hodc suy nhugce, néu kém theo sy kho chiu va sot.

- Lam xét nghiém enzym gan trudc khi bat ddu diéu tri bing simvastatin va trong trudng hop
chi dinh 1am sang yéu cau xét nghiém sau do.

- Can nhic theo doi creatin kinase (CK) trong truong hop:

+ Trude khi didu tri, xét nghiém CK nén dugc tlen hanh trong nhimg trudng hop: gia
chirc ning than, nhuge giap, tién sir ban than hodc tién sir gla dinh mac bénh co di tr‘uy

bi bénh co do sir dung simvastatin hodc fibrat trude do, tién sir bénh gan v&/hodc uén u
rugu, bénh nhan cao tudi =70 tudi) cé nhirng yéu td nguy co bi tiéu co van, kha ning Xay ra
tuong tac thudc va mot s6 d6i twong bénh nhan dic biét. Trong ‘nhimg trudong hop nay nén cin
nhéc lgi ich/nguy co va theo dbi bénh nhén trén ldm sang khi diéu tri bang simvastatin. Néu két
qua xét nghiém CK > 5 lan gi6i han trén cla muc binh thuong, khéng nén bat déu diéu tri bing
simvastatin.

+ Trong qué trinh diéu trl bing simvastatin, bénh nhén cdn théng bao khi c6 cac biéu hién vé co
nhur dau co, cimg co, yéu co ... Khi ¢ céc biéu hién nay, bénh nhan cin lam xét nghiém CK ¢é
c6 cac bién phap can thi¢p phu hqp

SU DUNG O PHU NU'MANG THAI VA CHO CON BU
Thude trc ché enzym khir HMG-CoA khéng khuyén céo cho nhimg phu nif trong lic mang thai
hoic nhitng bénh nhan ¢6 du dinh mang thai trong thoi gian ngan.
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Khong str dung thudc (rc ché enzym khir HMG-CoA trong lic nudi con by, bgi vi thude c6 thé
gdy tac dung phu nguy hiém tiém tang cho tré b sira me.

TAC DUNG KHONG MONG MUON

- Simvastatin thudng dung nap t6t. Tuy nhién, c6 mét vai triéu chimg & da day rudt nhu day hoi,
tiéu chay, tao bon, buon ndn, dau bung, chudt rit, ¢ néng va loan vi giic. Hiém khi gap bénh co,
dac trung béi dau co hodc yéu co. Myoglobin — ni¢u va suy thén cap da dugc ghi nhin ¢ mét vai
truong hop. Tang triéu chimg ndng d¢ isozym co cua creatin phosphokinase trong huyét tuong
da dugc ghi nhalg o 11% bénh nhén dung simvastatin.

- Triéu chimg vé& mit nhur nhin md va duc thay tinh thé rit hiém khi c6 thé xay ra. Nhimg tac
dung phu khéc nhu dau dau, chong mat, phat ban, ngira, bt luc va chimg mét ngu.

- Suy giam nhdn thire (nhu mat tri nhé, 1a lan...)

- Téang dudng huyel

- Tang HbAlc

Théng bdo cho bic si nhirng tic dung khéong mong mudn gip phdi khi sic dung thubc.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC ’
Chua ¢6 nghién ciru vé anh hudng cua thuoce dén kha néng lai xe va van hanh may méc. Néu sau
khi udng thudc bénh nhan c6 biéu hién dau diu, chéng mat hay budn ngu thi khéng nén thuc
hién cac hoat dong nay.

TUONG TAC THUOC
Chét chéng déng, din xuit coumarin hodc indandion: ding cing lic véi nhimg chit nay vdi
simvastatin c¢6 thé 1am tiang thoi gian chdy mau hodc thoi gian prothrombin. Do d6 nén thudomg
xuyén theo doi théi gian prothrombin & bénh nhin ding nhimg thubc ndy cing lic véi
simvastatin.
Cholestyramin ho#c Colestipol: ding cling lic simvastatin v&i nhimg chét nay c6 thé 1am giam
sinh kha dung cua simvastatin. Do dé nén dung simvastatin sau cholesteramin hodc colestipol 4
gio.
Cyclosponn erythromycm gemfibrozil, chit trc ché midn dich hodc niacin: ding cung luc
nhimg thudc nay v6i simvastatin c6 thé lam ting nguy co myoglobin-niéu va suy thén cap. Nén
theo déi trigu chtmg myoglobin-ni¢u hodc bénh co khi diéu tri két hop sirpyastatin/va
gemfibrozil hodc niacin hodc thude (e ché mién dich.
Digoxin: dung cung luc simvastatin va digoxin co thé lam tang nhe nong do digoxin hiyeythanh.
Tang nguy co ton thuong co khi sir dung statin dong thoi véi cac thude sau:
- Gemfibrozil
- Cac thuég: ha cholesterol mau nhém fibrat khac
- Niacin liéu cao (> 1 g/ngay)
- Colchicin )
Chéng chi dinh ding simvastatin phéi hop véi cac thudc trc ché CYP 3A4 manh nhu:

e Itraconazol
Ketoconazol
Erythromycin
Clarithromycin
Telithromycin
Thudc (e ché protease ciia HIV
Boceprevir
Telaprevir
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Nefazodon
Posaconazol
Gemfibrozil
Cyclosporin
e Danazol
Tranh dung lugng 16m nude budi ép (Grapefruit juice) (>1 lit ngay)
Khéng dung quéa 10 mg simvastatin/ngay khi sir dung phéi hop vai:
e Verapamil
e Diltiazem
e Dronedaron
(Chéng chi dinh phdi hgp cac thude nay véi ché pham cé ham lugng simvastatin > 20 mg)
Khéng ding quéa 20mg simvastatin/ngdy khi sir dung phéi véi:
e Amiodaron
¢ Amlodipin
e Ranolazin
Viéce sur dung déng thoi céc thude ha lipid mau nhom statin v6i cac thude didu tri HIV va viém -
A gan siéu vi C (HCV) ¢c6 thé lam tﬁng nguy co gay ton thuong co, nghiém trong nhét 13 tidu co
van, than hu din dén suy thin va co thé gay tir vong.
QUA LIEU
Mot vai truomg hop qua lidu duge ghi nhan: khong c6 dau hiéu dic trung ndo cho qua lidu va .,
bénh nhén tyu hoi phuc ma khéng c6 di chimg nao. Liéu t6i da la 450 mg. Piéu tri tro gitp va xét
nghiém chirc ndng gan nén dugce thyuc hién trong truong hop qua lidu.

BAO QUAN: bao quan duéi 30°C, tranh nhiét va am.
HAN DUNG: 36 thang ké tir ngay san xuét.
PONG GOI: Hop 3 vi x 10 vién

Hop 10 vi x 10 vién.

TIEU CHUAN CHAT LUQNG: USP 38
Dé xa tim tay tré em.

Khéng ding qud liéu chi di
Dpc kl hwdng din siv dung truéc
Néu cin thém théong tin xin héi y m;/
San xudt tai Malaysia béi:

HOVID BERHAD.
Lot 56442, 7' Miles, Jalan Ipoh/ Chemor, 31200 Chemor, Perak, Malaysia.

TUQ.CUC TRUONG
P.TRUGNG PHONG

7Y . Affa AP
Pham Ghi Vin Hank
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