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CTCP DUGC PHAM TRUNG UONG | - PHARBACO
160 Tén Bic Théng - Béng Da - Ha Noi
San xudt tai: Thanh Xuan - Séc Son - Ha Néi

Supevastin 10mg

KEEP OUT OF THE REACH OF CHILDREN - READ CAREFULLY THE INSTRUCTION BEFORE USE

— —

MOI VIEN CHUA: Simvastatin 10mg. T dugc . viradli 1 vién \
CACH DUNG - LIEU DUNG / CHONG CHI BINH /
CHI BINH: Xin doc trong té hudng dén sir dung
BAO QUAN: Noi khd, duti 30° C, trénh anh sang.

TIEU CHUAN: USP 32

[?X Thusc bén theo don

Supevastin 10mg

Simvastatin 10mg

PHARBACO CENTRAL PHARMACEUTICAL JSC N°|
160 TonDucThang - Dongda - Hanoi - Vietnam
Manufacturing al: ThanhXuan - Socson - Hanoi - Vietram

COMPOSITION: Simvastatine 10mg. Excipients Qs for 1 tablet.
INDICATIONS / DOSAGE AND ADMINISTRATION /
CONTRA - INDICATIONS: Read the leaflet insert.
STORAGE : Dryplace, below 30°C, protect from light.
SPECIFICATION: USP 32
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HUGNG DAN SUDUNG THUOC
VIEN NEN DAI BAO PHIM SUPEVASTIN 10MG

Trinh bay:
Hop 3 vi x 10 vién nén dai bao phim kém t& huéng din sir dung.
Thanh phén:
SIIVASIAIIN. .. ..o rnnnrnonessesssenssonensusnssosansssensssasonesssssssossasisasiseismonsis s anenstossossvssedoss s eenas bt tososin, 10,0 mg
Ta dugc: tinh bot mi, lactose, povidon K30, croscarmelose natri, talc, magnesi stearat, HPMC
I5cps, PEG 6000, titan dioxyd, oxyd st dG E172............cccocoveoroeeeosoeooeoeooo vira du 1 vién
1. Chi dinh:
- B6 tro cho liéu phdp an udng dé giam nong do cholesterol toan phén va cholesterol LDL & nguoi
bénh tang cholesterol mau tién phat (typ Ila va IIb)
- Chi dinh cho bénh nhan ting cholesterol mau ma khong c6 biéu hién lam sang ro rét vé mach vanh
nham giam nguy co nhéi mdu co tim, nguy co phai lam céc tha thuat tdi tao mach vanh tim va nguy
co tir vong do bénh tim mach.
- Chi dinh cho bénh nhan tang cholesterol mau c6 bi€u hién l1am sing vé bénh mach vanh, ké ci nhéi
méu co tim trudc d6 nham lam cham tién trién vita xo mach vanh va giam nguy co bién c6 mach
vanh cap.
2. Cach dung, liéu dung: Dung theo chi dan ciia bdc si
Liéu dung:
Liéu thong thudng nguoi 16n: Khoi dau 5 mg dén 10 mg, mot 1an méi ngay, vao budi t6i. Diéu
chinh li€u, ¢t 4 tuan 1 lan. Liéu duy tri: 5 mg dén 40 mg, mot lin méi ngay, vao budi t6i.
Khi ph61 hop simvastatin v&i mot s6 thuéc, cdn diéu chinh liéu cho ph hop (Xin xem thém phén
Tuong tdc thuéc)
Cach dung:
C6 thé uéng vao bira in hoac khi doi.
3. Chéng chi dinh:
Qué man v6i céc chat tic ch€ men khir HMG-CoA hodc vé6i bat ky thanh phan nao cia thudc.
Beénh gan ti€n trién hodc tang men gan lién tuc khong 16 nguyén nhan.
Phu nit ¢6 thai hoac cho con bu.
Chéng chi dinh dung simvastatin ph&i hop véi moét s6 thude (Xin xem thém phan Twong tdc
thuoc).
4. Thédn trong:
- Bénh nhén c6 nhing nguy co dén dén tén thuong co, teo co, viém co: bénh nhan trén 65 twdi,
bénh nhan bi bénh thi€u nang tuyén giap khong duoc kiém soat, bénh nhan bi bénh than.
- Bénh nhéan suy chifc nang gan va/hoac uéng nhiéu ruou.
- 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 dé.
- Ngimg ding thuéc néu creatin kinase ting, bi viém co hoac men gan ting gip 3 lan. Can nhic
theo dai creatin kinase (CK) trong trudng hop :
+ Trudce khi diéu tri, xét nghiém CK nén duoc ti€n hanh trong céc trudng hop: Suy giam chic nang
than, nhugc gidp, tién sif ban than hoac tién sir gia dinh méc bénh co di truyén, tién st bi bénh co do
sir dung statin hodc fibrat trudc d6, tién sir bénh gan va/hoic uéng nhiéu rugu, bénh nhan cao tudi (>
70 tubi) c6 nhing yéu t6 nguy co bi tiéu van, kha ndng xdy ra tuong tic thuéc va mot s doi tuong
bénh nhén dac biét. Trong nhitng trudng hop nay nén can nhéc lgi ich/nguy co va theo doi bénh nhan
trén lam sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 lan gi6i han trén clia mic binh
thuong, khong nén bat ddu diéu tri bang statin.
+ Trong qua trinh di€u tri bang statin, bénh nhan can thong bao khi ¢6 cic biéu hién vé co nhu dau
ca, cling co, yéu co... Khi ¢6 cdc biéu hién nay, bénh nhan can lam xét nghiém CK dé cé cac bién
phép can thiép phu hop.
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- Chi dung simvastatin cho phu nir & do tuéi sinh dé khi ho chic chin khéng mang thai va chi trong
truong hop tang cholesterol mau rat cao ma khéng dap iing véi cac thude khac.

- Trénh dung luong 16n nuée budi ép (Grapefruit juice) (>1 lit/ngay).

- Theo ddi chat ché céc phan tmg c6 hai trong qua trinh diing thudc.

5. Tdc dong cia thudc doi voi nguoi ldi xe va van hanh mdy moc :

Thudc c6 thé gay tac dung khong mong muén suy giam nhén thic nhu mat tri nhé, 14 lin vi
vay nén dung thudc than trong khi ldi xe hoac van hanh may méc. T6t nhat khong nén lai xe hay van
hanh may moc khi dung thuéc.

6. St dung thuéc cho phu nit ¢6 thai va cho con bi:

* Thoi ky mang thai: Thudc c6 thé gay hai cho thai nhi vi vay, khong sir dung cho phu nir mang thai.

* Thoi ky cho con bii: Do ti€m nang c6 tac dung khong mong muén nghiém trong cho tré nho dang

bu stta me, nén khong sir dung cho phu nir dang cho con bui.

7. Tuong tac thuéc:

- Chéng chi dinh dung simvastatin phéi hop v6i cac thude dc ché CYP 3A4 manh nhu:

+ Itraconazol

+ Ketoconazol

+ Erythromycin

+ Clarithromycin

+ Telithromycin

+ Thudc e ché protease cua HIV

+ Boceprevir

+ Telaprevir

+ Nefazodon

+ Posaconazol

+ Gemfibrozil

+ Cyclosporin

+ Danazol

- Tranh dung luong 16n nuéc buoi ép (Grapefruit juice) (>1 lit/ngay).

- Khong dung qua 10mg simvastatin/ngay khi st dung phéi hop véi:

+ Verapamil

+ Diltiazem

+ Dronedaron

- Tang nguy co t6n thuong co khi st dung simvastatin déng thdi véi céc thubc sau:

+ Gemfibrozil

+ Céc thudc ha cholesterol mau nhém fibrat khac.

+ Niacin li€u cao (> 1 g/ngay)

+ Colchicin

- Khong ding qua 20mg simvastatin/ngay khi sit dung phéi hop véi:

+ Amiodaron

+ Amlodipin

+ Ranolazin

- Céc nhya gan acid mat c6 thé 1am giam 1o rét kha dung sinh hoc ctia simvastatin khi uéng cung,
vi vay thoi gian ding 2 thudc nay phai cach xa nhau.

- Simvastatin c¢6 thé lam tang tdc dung ctia warfarin.

- Viéc sit dung dong thoi simvastatin v6i cdc thudc tic ché protease clia HIV va viém gan siéu vi C
(HCV) ¢6 thé lam tang nguy co gay ton thuong co, nghiém trong nhét 1a tiéu co van, than hu dan
dén suy than va c6 thé gay tir vong.

8. Tac dung khong mong muén:

Thuong gap, ADR >1/100:

- Tiéu hod: ia chay, tdo bén, ddy hoi, dau bung va budn non.
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- Than kinh trung wong: dau diu, chéng mat, nhin m&, mat nga, suy nhuoc
- Than kinh — co va xuong: dau co, dau khép.
Gan: men gan tang hon 3 lan gidi han trén & 2% ngudi bénh, nhung phan 16n la khong cé triéu
chiing va héi phuc khi ngirng ding thuéc.
It gap, 1/1000 < ADR <1/100:
- Than kinh — co va xuong: bénh co.
- Da: ban da.
- Ho hép: viém mii, viém xoang, viém hong, ho.
- Suy giam nhén thitc (nhu mat tri nhd, I lan...)
- Tang duong huyét.
Tang HbAlc
Hzem gdp, ADR < 1/1000:

Thén kinh — co va xuong: viém co, tiéu cd van, dén dén suy than cép thit phat do myoglobin niéu.
Thong bao cho bac si tac dung khong mong muén gap phai khi sir dung thuoc.

9. Cac dac tinh duoc luc hoc:

Simvastatin 1a chat &c ché canh tranh v6i men khu hydroxy—methylglutaryl coenzym (HMG-
CoA), lam ngén can chuyén HMG-CoA thinh mevalonat, tién chét cla cholesterol. Bén canh tac
dung u'c ché sinh tﬁng hop cholesterol, lam giam cholesterol trong t€ bao gan, simvastatin con kich
thich tong hop thu thé LDL (lipoprotein ty trong thap), va qua d6 lam tang van chuyén LDL tir méu.
Keét qua la lam giam n6ng do cholesterol trong huyét tuong.

10. Cac ddc tinh duoc dong hoc:

Puoc hap thu nhanh, simvastatin 1a tién dugc chét c¢6 chuyén hod budc ddu manh dé thanh chat
chuyén hod c6 hoat tinh. Hap thu cta thuéc khoéng bi anh hudng bai thic an. Néng do dinh trong
huyet thanh ctia chét cé hoat tinh dat trong vong 1,3-2,4 gid. Lién két protein 95% va qua dugc hang
rao méu ndo. Chuyén hoa chi yéu & gan (>70%), sau dé dao thai nhiéu ra phan.

11. Qua liéu va cach xu tri:

* Triéu chung: Da c6 thong bdo vé mot vai ca qua liéu simvastatin, khong ngudi bénh nao ¢
triéu chitng dac biét va moi truong hop déu hoi phuc khong dé lai di chimg..

* Xi tri: Néu xay ra qua liéu can diéu tri triéu ching va hé trg khi cin thié
manh v6i protein huyét twong, thdm tich mau khéng hy vong lam ?f A

*®

simvastatin.

12. Bdo qudn, han ding, tiéu chudn:

Bdo qudn: Noi kho, dudi 30°C, tranh 4nh séng.
Han dung: 24 thang ké tir ngay san xuat.

Thudc nay chi ding theo su ké don ciia bdc st

Xin vui long doc ky huéng dan s dung trudc khi ding
Néu can thém thong tin, xin tham khdo y kién bdc si

Khéng dung khi thuéc da bién mau, hét han su dung...
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