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Composition: Each tablet contains:

- Atorvastatin.,............coooiiiirn 10 mg
- Excipients................q.s 1 film-coated tablet
Indications, Contraindications, Precautions, glig 3

Side-Effects, Dosage: See the enclose leaflet
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Atorvastatin

Box of 3 blisters of 10 film-coated tablets
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II. MAU TOA HUGNG DAN SU DUNG:
Mit 1

&Atorvastatin 10 mg

CONG THUC:
o RUOTVRBHAEIN ..o omvs siianemisimrrsressresiasas i s anas snensi body 130 AP PR A SR 28 10 A0mg
- T4 duge (Calci carbonal, Lamse PVP Magnes| stearal, Natri lauryisulfal, Disolcel, Amel HPMC,
PEG G000, TIan 0xyd, TAIEE ....omoreero e i P Wi dd 1 vien
TRINH BAY:
-Vi 10 vin nén bao phim - Hop 34i
Dugc Lc:
- Atorvastatin 13 chdt i ché chon loc v canh tranh men khi HMG-Cod, dc ché qud trinh chuyén hoa
3-trydromy-3-methyl-ghtaryl-coenzym A thanh mevalonat, mdt tién chdt cla cac sterol, bao gdm ci
Chol | va triglycerid hiu théng trong dong mau duts dang cdc phan 1 lipoprotein.
Nhilng phén tif ndy chia ra thinh lipoprotein trong lugng phdn tlr cao (HOL), lipoprotein trong lugng
phdn tirtrung binh (IDL), lipoprotein trong lugng phin b thip (LOL) v lipoprotein trong lugng phin i
ot thp (VLDL). Triglycerides va cholesterol két hop I3l thanh VLDL & gan. Tir gan ching duge gidi
phéng vao huy#t tuong A€ di ol cdc mb ngoai vi. LDL dupe hinh thanh tir VLDL vi duge thodi hda chi
yu qua cdc recaptor LDL Cdc nghidn clu 14m sang va bénh hoc di chi ra ring tang ndng d§
chalesterol todn phén, LDL cholesterol vi apolipoprotein B (apo B) trong miu [am ting qua trinh xo vila
ding mach & nouid va ting cic véu 18 nguy co gdy bnh tim mach, trong khi ting HOL cholesterol im
gidm nguy comic bénh tim mach,
- Atorvastatin 1im gim cholesterol toan phdn, LDL cholesterol va apoprotein B & nhilmg bénh nhin
ting cholesterol mau gia dinh déng hep 1 va di hop 1, ting cholestarol mau nguydn phat va tang lipid
mdu hldn hop. N6 cling 1am gidm VLOL cholesterol va Triglycerides va lam ting HDL cholesterol v4
apolipopratein A-1. Atorvastatin 13m gidm cholesteral todn phdn, LDL cholesterol, YLDL cholesteroi,
apo B, Triglycerides, va nhiing cholesterol khéng phdl HOL vi tang HOL cholestersl d nhiing bénh
nhdn tEng triglycerid mau don thudn. N6 lBm gidm lung cholesteral f trong trung binh {IDL
cholesteral) & nhilng b&nh nhan rfi loan chuydn hoa lipoprotein mau, Hidu qué clia atorvastatin trén tl
18 tirvong vi bidn off tim mach vn chua duge thigt p.
DUgc DONG HOC:
- Hép thue Atorvastatin hdp thu nhanh sau khi wing. ndng 48 16§ da trong huyét tuong dal dupc sau 1
dén 2 gits. Mikc di hdp thu atorvastatin 1ng tudng ing vdi lifu ding, Sinh khd dyng cla atorvastatin
(chdt me) khodng 14% v sinh khi dung todn thdn cla hoat tinh dc ché men khi HMG-CoA khodng
30%.
- Phdn b& Thé tich phdn bd clia atorvastatin khodng 281 Iit. Hon 98% atorvastatin g
huyét tugng, T1 1§ trong mawhuyét tuong khodng 0.25 cho thdy thullc thim vao hing cif
nhiing quan sat trén chudt, atorvastatin ¢6 thé thai trir vao sii,
- Chuyéin hoa: Atorvastatin chuyén héa chis y8u thanh din xudt hydroxyl hoa tai vi
cac sn phm oxid hod tai vi tri beta.
- Thil trir: Atorvastatin vi chdt chuyin hoa clia no duge thal trif chi yéu vao mit spb
hoa qua gan vi/odic ngodi gan. Tuy nhidn, thudc khong di qua chu trinh gan rud Tk
cila atorvastatin & nguti khodng 14 gid, nhumg thal glan ban thai clia hoat ddng e RS
CoA khodng 20 d8n 30 gid do c4c chat chuyén hod chinh clia alorvastatin, Duti 293
a0 duige fim thiy rong nude tidy.
CHIDINH:

A
- Gidm sy tdng cholesteral todn phdn, cholesterol LOL va apolipoprotein B & nhiing benh rﬁalnlﬁwH 1 1™ P‘

cholesterol nguyln phat va réi loan chuyén hoa lipid hdn hop.

- Chl dinh difu trj ting ndng d trighycarid huydt tuong. C4n tudn thi ché dd dn kitng dd dat hidu qud tn
i cag,

- Tang cholesterol mdu dang gia dinh ddng hop t, béing cic bifn phap ha lipid khdc khi cic lidu phap
ndy khing ddp éng.

CHENG CHI B|NH:

- Min cim voi bst ki thinh phin ndo ca thudc.

- Suy t8 bao gan, bénh gan ti€n tridn co sy tang ndng d4 transaminase huydt thanh keéo dai

- Phy nil c6 thai, phy nid cho con b,

- Céc thude ching ndm Itraconazol, Ketoconazol, nhom thudc fibrat,

TAC DUNG KHONG MONG MUGN:

Tiic dyng khdng mong mudin thodng gua (khodng 1% bénh nhin). Ding Atorvastatin ¢ the cb cdc
bigu hign saw

- Tidu hoa: tao bon, ddy hoi, khd tidu, dau byng, ndn, tieu chiy,

- Suy nhuge, nhic d4u, m4t ngd.

- Rt him bj dau co, nhuge co, ydu silc,

- Tang men gan, tng ham lugng creatinin phosphokinase huy#t tuong

- Suy gidm nhdn thie (nhu mat tei nha, 10 En...)

- Tang duting huy&l.

- Tang HbAtc.

Thing bae cho bdc s7nhlng tde dyng khdng mang mudn gdp phai khi st dung thudc.

THAN TRONG KHI DUNG:

- C4n c4n nhdc khi ding Atorvastatin ddi vai bénh nhan cd nhing yéu 18 ngwy co din ddn 1 thuong
co. Atorvastatin cd nguy ¢0 gdy ra cdc phin ng ot hai i wai he co nh teo co, vidm co, dic bidt ddi voi
c4c bénh nhdn co y&u tf nguy co nhu b&nh nhdn tedn 65 tull, benh nhan bj banh thifu ndng tuyen gidp
Khiing dudc kiém sodt, bénh nhdn bj bénh thin. C4n theo déi chdt chi cac phin dng co kal trong qui
trinh diing thudc.

« Trudie khi didu tri voi Atorvastatin phdi loai trit céc nguy8n nhdn gdy tang cholesterol mau do: d&i thao
dubng kém kifm sodt, r8i loan protein mau, bénh gan tdc mit, do ding mdt sd thulc khic, nghidn
o

- Phdi ti¥n hinh dinh lugng cholesterol todn phdn, cholesterod LDL, cholesterol HOL va triglycarid.

- Phéi ti€n hinh dinh igng fipid dinh ky, vi khodng cach khting dusi 4 tudn, va didu chinh 1i&u lugng
theo ddp iing clia noubii bénh vai thulc.

- Cén tifin hanh cdc xét nghiém enzym gan trude khi bdt dfu didutri bing Atorvastatin v trong

PHO CUC TRUANG
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truing hop chi dinh 1m sang yéu cfu xét nghiém sau do
- C4n cdn nhdc theo ddi creatin kinase (CK) trong trking hop:

+ Trutic khi didu tri, xét nghim CK nén dugc ti€n hanh trong nhing trung hop: Suy gidm
chic nng thdn, nhugc gidp, tifn i bin thin hodc tidn st gia dinh mdc béah co di truydn, tifn
sil bj bénh co do s dung Atorvastatin hogic fibral trude do, tién si bénh gan va/ode wing nhiéu
rupu, bénh nhdn cao tudi (> 70 twdi) cb nhiing y8u 16 nguy co bj tidu co van, khd ning nay xdy ra
twong tac thubic va mét s d&i tugng bénh nhédn dic bi#t, Trong nhilng trudng hop ndy nén cin
nhde Igi ich/nguy co vA theo ddl bénh nhn trdn 1Am sang khi didu trj bing Atorvastatin, N&u két
qud xet nghidm CK > 5 14n gidi han trén cia mic binh thuling, khdng nén bdt ddu didu tr bdng
Atorvastatin

+ Trong qué trinh diu trj bing Atorvastatin, bénh nhdn cdn thang bao khi co cde bidu hign
& ca nhy dau co, cimg co. y8u co,.. Khi co cdc bifu hign nay, baah ahdn cn lam xét nghiém
CK o8 ct cdc bign phap can thigo phis hop,

- Cdc b#nh nhdn tang transaminase ALAT hay ASAT ¢dn dugc theo diil cho din khi gidi quydt
duge cac bdt thuing, néu néng 49 ting 1én 3 14n giti han trén mic binh thuting cdn phdi ngung
difu trj.

- Than trong khi ding thude cho ngudl bénh wing nhidu ruga hojc co tién sd bénh gan,

- C4n ngimg hodc chdm dit dify tri Atorvastatin khi bénh nhin b cde tridu ching cip tinh ndng
ciia bnh co hay yéu t8 nguy co din 16 phat trifn suy thdn thit cfp thanh globulin nidu kich phat
(cée bénh nhifm tring cdp ndng, ha huydt dp, dai phiy, tdn thuong, rdi loan didn gidi, ndi et va
chuyén hod ndng. dong kinh khdng kiém sodt duge),

* St dyng thugt cho phy nif ¢d thai va cha con bu: Khng duge ding.

* Sit dyng thude cho ngudi 147 xe vd vin hinh mdy mde: Ding duge cho nguii 141 xe va vin
hanh may moc

TUONG TAC THUGE:

- Ding Morvastatin cing voi cic thulic Gc ché enzym CYP3A4 ¢6 thé lam tang ndng df cia
atarvastatin trong huy®t tuong ddn d€n ting nguy co bénh co va liéu co.

- Morvastatin khi ding ph hap vii Amiodaron, khng nén dimg qud 20mo/ngdy vi lm ting
nguy oo gdy ra chimg tidu co vin, D& véi nhimg bnh nhan phil dimg lidu trén 20mg/ngay mal
£o hidu qud didu tri, bic s7co thé va chon thude stalin khac (nhu Pravastatin),

- Ting nguy cd tén thuang ca khi s dyng Atorvastatin ddng théi vai cdc thulle sau: Gemfibrozil,
cdc thude ha cholesterol mau nhom fibrat khac; Niacin ¥u cao {> 1 g/ngdy): colchicin.

- Tranh ding dbng ot Atorvastatin vai cac huyén dich antacid ding dudng wdng co chia
magnesi, alumi hydroxyd v cholestyramin do lam gidm ning d9 Atorvastatin trong huyét tuong
- Nfing df Atorvastatin irong huy8l tuong s& tng 14n khi dimg dBng thii vai digoxin,

Y lnmmycin huar. c1nrllhmmicm

_ |Cac chdl o ch¥ protase
tatin ob g He Khuyén cdo k& dm
~ Tipranavir + Ritonavir  [Tranh sl dung atorvastatin
« Telapravir

- Lopinavir + Ritonavir { dung than trong vé néu
n o thigt nén ding Midy
orvastatin thip nhdt

Khdng qud 20mg

ator

» Darunavir + Ritonavir
+ Fosamprenavir+Ritonavir
+ Saguinavir + Rifonavir

+ Nelfinavir
+ Nelfinavir

Kndng qud 40 mg
latorvastatin/ngay.

LIEU LUONG VA CACH DUNG:

- Ding duting wing.

- Khuyén cdo bt ddu diéu 1rj vt lifu thap nhdt ma thude co tac dyng, sau d6 néu cdn thigt, co
thé didu chinh fidu theo nhu cfu v dip Gng clia timg ngubl bing cdch tang liku timg dat cich
nhau khdng duti 04 twdn vi phai theo dél cdc phdn img co hai clia thufe, dic bigt i cic phin
ing b hat di vol hé co,

- Atorvastatin khi dimg phii hop vai Amiodaron: khong nén ding qud 20mg/ingdy

- Cdn tudn theo chéf dd dn kigng gidm cholesterol.

- Lifu theo chi dinh cla thiy thufic hode theo lifu sauw

- Lifu khdi ddu; 10mgingdy, Co thé didu chinh 8 (nfu cdn) sau 4 tudn didu trj

- Lify duy tri; 10 - 40mo/mgay. Co thé tdng fidu nhung khdng qua S0mgingay,

QuA LIEU VA XU TRI QUA LIEU:

- Khéng co thudc didu trj ddc hidu cho bénh nhdn ding qud 1€ atorvastatin, Trong tnsing hop
qud liéu, bénh nhdn cin duge difu trj tridu ching. va ding cdc bign phap bl trg cdn thih khic
d# duy i cde chic ndng séng. Do phdn ion thudic gdn vai protein hyél tuong nén thdm tach
méu hdu nhu khdng 1am tang thai rir atorvastatin ra khdi ca thé.

HAN DUNG: 36 thang k& tir ngay sdn xudt,

TIEU CHUAN AP DUNG: TCCS.

DE XATAMTAY CUA TRE EM.

BAO QUAN NOk KHO, KHONG QUA 30°C, TRANH ANH SANG.

THUGC NAY CHI DUNG THEO SU KE BON CUA THAY THUGC.

DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM THONG TIN XIN HOI § KIEN CUA BAC ST

‘\ CONG TY CO PHAN pugc PHAM TV.PHARM

. 27 - Bign Bign Phu - TP Tra Vinh - Tinh Tra Vinh - Viét Nam
TV.PHARM BT (074) 3753121, Fax: (074) 3740239
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