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CHONG CHIBINH:

» Qué milin véi thanh phén thuéc.

« Bénh gan tén trién vdl ting men gan dal déng
khéng im dugc nguyén nhan. Phy nl cd thal hodc
dang chocon bd.

L1EU LUONG - CACH DUNG:

Xem trong & hudng din st dyng.

BAOQUAN:

Noi khd mal, nhigtdd dudl 30°C, trdinh &nh séng.

Atorvastatin 20mgg

ORVASTIN

Trimd trong mau

Hop 10 vi x 10 vién bao phim

20

new Buou pw i1|

oecnESYAN]

CHIBINH:
+ Dléu trf h8 trg cho ch& db &n kiéng [Am gidm
cholesterol todn phén, LOL, apolipoprotein B,
triglycerid & lam tdng HOL & bénh nhan ting
cholesterol méu nguyén phét & réi loan lipid méu
h&n hgp (type lla & IIb); lam gldm triglycerid méu
type V).

« Diéu tr] réi loan betalipoprotein méu nguyén phét
(type IlI).

» Bléu tr] hd trg vdl céc bign phéap lam gldm lipld
khéc a6 lam giém cholesterol todn phéin & LOL &
bénh nhén tang cholesterol mdu cd tinh gla dinh
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VIEN NEN BAO PHIM FORVASTIN 20

Kich thudc thuc : 9,2 cm x 19,5 cm

T FORVASTIN 20

E VIEN NEN BAO PHIM
E CONG THUC: Congthuccho 1 vién nén bac phim:
| AlOVastalin. ...y rastapieieaae Pantasatyyames; 20mg

' gnesl stearat,
0, Tween B0, Tilan

' T4 dugc: Avicel 101, Calci carbonat, Ethanol 96%, C
i Flowlac, Hydroxypropyimethy 615 Cp, Polyethylen glycol 600
! dioxyd, Opadry white, Ponceau lake, Erythrosin red, Nudc tinh khiét,

| cACDACTINHDUGCLY:

| DUGC LYC HOC:
! Atorvastatin 13 ch.

4t de ché canh tranh véi hydroxymethylglutaryl coanzym (HMG - CoA) ||
! reductase, 14m ngan can chuyén HMG - CoA thanh mevalonal, lién chét cda cholesterol. |}
i Atorvastatin dc ché sinh 1ng hop I, 1am gidm cholesterol trong 18 bao gan, kich |!
! thich 16ng hgp thy thé LDL (lipoprotein ty trong thép), va qua dd lam tang van chuyén LDL tir ||
| mau. K&t qua cuéi ciing ciia nhiing qué trinh héa sinh nay 1 gidm néng d¢ cholesteral trong ||
! huyét tuong. & liéu binh thudng, HMG - CoA reductase khéng bj ic ché& hodn lo&n, do d6 vén |
i 6 di acid mevalonic cho nhiéu qud trinh chuyén héa. Atorvastatin lam gidm néng dé LDL rét 'I i
! higu qua. Lam ha cholesteral LDL 1if 25% dén 45% tay theo liu, Atorvastatin [am tang néng ||
44 chol IHDL (lipoprolein 1y trong cao) ti 5 dén 15% va do dé 1am ha cécty s6 LDL/HDL ‘.:
| va cholesterol toan phdn/HDL. Atorvastalin cing lam gidm triglycerid huy#t tuang & muc dg ||
] thdp hon (10% dén 30%) bling c4ch lam tang thanh thdi VLOL (lipoprotein ty trgng rdt thdp) ii
{ 16n du nhé thy thé LDL. DAp ting diéu lrj véi Atarvastatin ¢é thé thdy dugctrong véng 1 -2tudn |}
| sau khi bét ddu diing thudc va thudng dat 16i da trong véng 4 - & tudn. B4p Ung duy tritrong !
! sudtqua trinh diu trjlau dai. |
| DUGC BONG HQC:

| Hip thu: Atorvastatin h&p thu nhanh. Kha dyng sinh hoc cda Atorvastatin thdp vidugc chuyén
! héamanh 4n d4u & gan (> 60%). Néng a6 dinh trong huyé&tthanh dattrong véng 146n 2 gid.

| Phan b&: Atorvastatin li8n két vdi protein huyél tugng 98%. Atorvastatin ua md nén di qua
{ dugc hang rdo mdu - ndo.

| Chuyén héa: Thuéc chuyén héa chi y&u & gan (>70%) thanh céc chat chuyén hda cé hodc
E khéng cd hoat tinh. Sau khi udng Atorvastalin bj thuy ph&n & gan tao thanh dang beta-
| hydroxyacid, dc chd men khiftoan phdn HMG-CoA.

| Théitr: Thubc dugc ddothai chil yéu qua phan, ddothdiquathan <2 %.

| CHIDINH:

E Forvastin 20 dugc chl djnh cal thién mic dd cholesterol loan phdn, LDL, triglycerid, lam tang
' HOL cholesterol, h& trg cho ché do dinh dudng & bénh nhan tang cholesterol mau nguyén
i phdt gay ra do sy 1ang cdc lipoprotein cholesterol trong lugng phén tif thédp (LDL) & nhing
! b&nh nhan cé nguy cd bdnh dong mach vanh ma khéng dép dng dugc vdi chéd d &n kiéng.
i Lam gidm néng dd lipoprotein cholesterol trong lugng phan 1 thdp (LDL) & nhiing b&nh nhan
| viia tang cholesterol, viratang lriglycerid médu.

i LIEULUGNG VA CACHDUNG:

i -Ngudibgnh céntheo ché d6 an chuén, It cholesterol, Irudc khi udng thudc uc ché HMG - CoA
| reductase va phai tiép tyc duy tr ché dé &n nay trong suét thai gian diéu tri. Bigu chinh lidu 1
! lugng Atorvastalin theo nhu c4u v& dap Ung clating ngudi bAng c4ch tang liéu tung dgt cch i
 nhau khang dudi 4 tudn, cho tdi khi dat néng dd cholesterol LDL mong mudn, hodc khidatliéu i
| t6ida. 1
- V118ng hop cholesterol d gan xAy ra chil yéu ban dém, ding thudc vao budi6is& lam tang i
i higu lyc thudc. b
i - G4 thé ugng liéu duy nhélt vao bét cd lic nao trang ngdy, vao bija &n hodc luc doi. Liéu khéi |
E d4u 10 mg, mt 14n m&i ngay. Didu chinh liéu 4 tudn mot1dn, néu cén va n&udung nap dugc. -
i Liéu duytrl 10- 40 mg/ngay. Néu c4n c6 thé tang liéu, nhung khong qué B0 mg/ngay.

| CHONG CHID|NH:

' - Qua min véi cdc chdl dc chd HMG - CoA reductase hodc voi bat ky thanh phédn ndo cla
i thudic.

!-Bénh gan hoatdgng hodc ransaminase huyét thanh tang kéo dal khéng ré nguyénnhén.

1 - Thal ky mang thal hodc cho con bu.

! TUONG TAC THUGC:

i - Atorvastatin cé thé lam ting tdc dyng clia warfarin. Phai xédc djnh théli glan prothrom bintrudc
! khi bAt ddu ding statin va theo dbi thudng xuyén trong gial doan ddu diéu trj dé bdo ddm
i khdng cd thay di nhiéu vé thai gian prothrombin

i- Téng nguy co 16n thuong co khi sU dyng atorvastatin déng thoi vai cdc thufc sau:
| Gemfibrozil, Céc thudc ha cholesterol mau nhém fibrat khdc, Niacin lidu cao (> 1 g/ngay),
| Colchicin, thudc diéu tr HIV va viém gan siéu vi C (HCV).Va nghiém trong nhat |4 tidu cg van,
i than hudn dén suy hgn va c6 thé gay tirvong.

:' -Trénh sif dyng atorvastatin vdi Tipranavir + Ritonavir; Telaprevir.

i
[l

- Sif dyng than trong va n&u cén thiét nén ding liéu atorvastatin thdp nhél: khi si dyng
Lopinavir + Ritonavir; Khéng qua 20 mg atorvastatin/ ngay: khi s dyng: Darunavir +
Ritonavir; F ir + Ritonavir; Saquinavir + Ritonavir.
THANTRQNG:

- Atorvastatin c6 thé 1am gla ting ndng d¢ transaminase va creatinine phospholinase huyét

thanh. C&n phlluu y khichdn dodn phan biét bdnh nhan dau ngyctrong khidigutri. Gdn tién

hanh xét nghiém enzym gan trudc khi bit d4u diéu trj bAng atorvastatin va trong truéng hgp
chidinh |dm sang yéu c4u xét nghlgm sau d6.

- Can nhictheo d&l creatin kinase (CK) trong trudng hgp:

«Trudc khi didu tri, xét nghidm CK nén dugc tign hanh trong nhing trudng hgp: Suy gidm
chdc nang than, nhugc gidp, tién s bin than hodc tién st gia dinh méc bgnh ca di truyén,
1ién s bj b&nh cg do sii dyng atorvastatin ho#c fibrat trudc dé, tién si bénh gan va/hodc
u6ng nhiéu rugu, banh nhan cao twéi (> 70 tudi) cé nhing yéu 16 nguy cd bjtiéu cd van, kha
néng xay ra tugng tdc thudc va mdt sd ddi tugng bénh nhdn déc biét. Trong nhing trvdng
hop ndy nén can nhic Igi lch/nguy cd va theo d3 bénh nhan trén l4m sang khi digu tr| bing
alarvastatin, Néu két qua xét nghigém CK > 5 14n gidi han trén clia muc binh thudng, khdng
nén bdt ddu diéutr biing atorvastatin.

« Trong qué trinh diéu tri bing atorvastatin, bénh nhan c4n thang béo khicd céc bidu hign vé
cd nhudau ¢, cing cd, y8u ca. Khicé cdcbidu hidn ndy, bénh nhan cdn lam xétnghigm CK
dé cé cdc blén phap can thiép phl hgp.
« Céin st dyng thudc than trong & ngudi bénh ubng nhidu nugu vashodic o tién s bénh gan.
Li&u phap alorvastatin phéitam ngdng hodc thai hén & bét o ngudi bénh ndo cé bidu hién bj
bénh cd cdp va nang hodc co y&u t& nguy cd dd bj suy than cfp do tiéu cd van, thidy nhy
nhiém khugn c&p néng, ha huyét 4p, phlu thuat va ch&n thuang 19, bt thudng vé chuyd
héa, ndi tidt, didn gidi hodc co gidt khdng kidm sodt dudc.
« Chiding atervastatin cho phy ni 8 d4 tudi sinh dé khi hg chidc chdn khong mang thal va chi
trong trudng hgp1ang cholesterol méu rét cao ma khdng ddp dng vdicdc thufckhéc.
TAC DYNG KHONG MONG MUGN (ADR)
- C6 thé xay ra tidu chdy, dau byng, tdo bén, ddy hai, dau lung, dau khdp va viém xoang.
Phan dng qua min, bao gém ph mach va phét ban da, hiém khi xay ra, Ngodi ra c6 thd cd
buéin ndn, vidm tyy, b§nh co hodc tiéu cd van va viém gan.
- Suy gldm nhan thuc (nhu méttrfnhd, 13 1n_), tang dudng huy#t, tAng HbA1c,
HUGNG DAN CACH XU TRIADR
- Céc thay d8i néng d8 enzym gan trong huyét thanh thudng xy ra d nhing thdng ddu diéu
tri bAng atorvastatin. Ngudi bénh nao ¢ néng d6 aminotransterase huyét thanh cao phéi
theo di xét nghiém chde nang gan I4n thi hai dé x4c nhan két qué va theo ddi diéu trj cho téi
khi cdc b&1 thudng 1rd vé binh thudng. Néu néng d¢ ami { i ) huyét
thanh AST ho&c ALT (GOT ho#ic GPT) dal ddng lén qud 3 1dn gidi han trén cOa binh thuding,
thiphi ngifng diéu trj bAing atorvastatin,

- Phai b4o c4o ngay khi c6 bat ky bidu hién ndo nhu dau cd khéng 13 Iy do, nhay cidmdauva

y&u co, dAc bigt ndu kém theo khd chju hoéic s6t. Phai ngung atorvastalin néu néng dé CPK

téng rd rét, cao han 10 14n gidi han trén cla binh thudng va néu chédn dodn hodc nghingd 1&

bénhcd.

LAIXE VA VAN HANH MAY MOC

Khéng &nh hudng.

quA LIEu VAXUTRINGO DOC:

N&u xay ra qud li6u, cdn diéu trj triéu ching va hd trg khi cn thiét. Do thudc

véi protein huyét tuang, thdm tdch mdu khong hy vong Iam ting dang ké thanh

alorvastatin.

QUY CACHDONG GOI:

Htip 3 vix 10 vién nén bao phim;

H4p 10vix 10 vién nén bao phim

BAOQUAN:

B4€ nol khé mat, nhi¢tdé dudi 30°C, trnh 4nh sang.

HANDUNG:

241hang k& tU ngay sén xudt.

- Vidn nén bao phim FORVASTIN 20 dattheo TCCS.

- Dé xa tdm lay tré em. Doc ky hudng ddn si dyng trude khiding.
- Néu c4n thém théng tin xin hol y kién béc s

— Thu6c ndy chiding theo sy k& dan cda thdy thubc.

- Sanxufttainha mdy GMP-WHO, s6930C2, dudng C, KCNC4tL4l, Q.2, TP.HCM

@E.j CONG TY c6 PHAN DUGC PHAM 3/2
S& 10 Céng Trudng Quéc T8, Q.3, TP. HCM
F.T.PHARMA pjan thogl: 38230512 - 39770965 - 37422612 Fax: 39770968
Email: duocpham32 @ft-pharma.com Wabsite: www.{t-pharma.com

gdn ket thgnh
|

Ngay 2} thang 08 nam 2013
TONG GIAM BOC

WW Yin Chank



