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M&i vién nén bao phim c6 chira:
DIOVENOR 20: Atorvastatin (Atorvastatin calcium trihydrat 21,70 mg) .............. 20,00 mg
DIOVENOR 40: Atorvastatin (Atorvastatin calcium trihydrat 43,40 mg) .............. 40,00 mg

Ta dwoc vira du cho 1 vién nén bao phim:

(Povidon K30, Cellulose vi tinh thé PH 102, Lactose monohydrat, Polysorbat 80, Natri

Croscarmellose, Calci carbonat, Magnesi stearat, HPMC 615, HPMC 606, PEG 6000, Titan

dioxyd).

DUQC LY VA CO CHE TAC DUNG:

— Atorvastatin thuéc nhém STATIN, thuéc (rc ché sinh tdng hop cholesterol & té bao gan
do trc ché enzym hydroxymethylglutaryl(HMG-CoA reductose), lam ngdn can chuyén
HMG-CoA thanh mevalonat la tién chét cla sterol bao gdm cholesterol. Atorvastatin rc
ché sinh tdng hop cholesterol, lam gidm cholesterol trong té bao gan bang cach kich
thich téng hop thu thé LDL (hay con goi la lipoprotein ty trong thap) & gan do d6 téng
van chuyén LDL tlr mau vao té bao, l1am tang qua trinh thoai héa cholesterol. O liéu
binh thwong qua trinh chuyén héa HMG-CoA reductose khdng bi trc ché hoan toan nén
van c6 di acid mevalonic cho nhiéu qua trinh chuyén hoéa.

— Atorvastatin lam gidm néng d6 LDL réat hiéu qua. Thubc nay lam ha cholesterol LDL tir
25% dén 45% tuy theo liéu. Atorvastatin lam gidm cholesterol LDL manh nhét (25 -
61%) so véi bét cr thubc nao dung riéng I&, va td ra co trién vong cho nhitng ngudi
bénh can phai gidm cholesterol nhiéu, ma hién nay chi dat dwoc khi phdi hop thubc.

— Atorvastatin lam tang ndng do cholesterol HDL (lipoprotein ty trong cao) tir 5 dén 15%
va do d6 lam ha céac ty sé LDL/HDL va cholesterol toan phadn/HDL. Atorvastatin ciing
lam gidm triglycerid huyét twong & mic do thdp hon (10% dén 30%) bang cach lam
ting thanh thai VLDL (lipoprotein ty trong rat thap) tén dw nhé thy thé LDL. Pap tng
diéu tri voi Atorvastatin cé thé thdy dwoc trong vong 1 - 2 tudn sau khi bt dau dung
thudc va thwdng dat téi da trong vong 4 - 6 tudn. Dap (rng duy tri trong subt qua trinh
diéu tri lau dai. Trong cac nghién ctru Iam sang, bang chirng cho thdy Atorvastatin lam
gidm rd rét bién cé mach vanh, moi bién cb tim - mach da c6 va giam téng sé t& vong &
ngwdi cé bénh mach vanh (cé tién s dau that ngwe hodc nhdi mau co tim cép) va
nguwdi cé cholesterol huyét twong 5,5 mmol/lit hodc cao hon.
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— Atorvastatin ciing cé vai trd trong dw phong tién phat (cap 1) bénh mach vatﬂ‘t@?ﬁ

o)
bénh tang cholesterol cé nguy co cao méc bién cé mach vanh, Trp@ m 'p\w o\

WESCOPS (West of Scotland Coronary Prevention Study) diéu tri bang.pravastatin 40 *

mg/ngay cho 6595 nguwdi bénh khéng bi nhdéi mau co tim trwédc dé\?@icgpﬁw
cholesterol LDL trong khoang 4 - 6,7 mmol/lit, da giam dwoc 31% bién\bi

e

dAu tién (tir vong do bénh mach vanh hodic nhdi m&u co tim khong gy chét), Lidu cao
cla Atorvastatin tdc dung manh cé thé lam gidam ndng dé triglycerid. Atorvastatin ciing
dwoc dung dé lam tang HDLC, nhuwng y nghia lam sang con phai dwoc chirng minh.
DU'Q'C BONG HOC:
Héap thu: Atorvastatin dwoc hap thu nhanh qua dwdng tiéu héa. Sw hp thu Atorvastatin

|

khéng bi anh hwéng bdi thirc an. Khad dung sinh hoc clia Atorvastatin thap vi dwoc
chuyén héa manh qua gan lan dau (> 60%). Néng dd dinh trong huyét thanh clia nhirng
chét c6 hoat tinh dat trong vong 1 - 4 gi& d6i véi moi Atorvastatin.

— Phan bé: Atorvastatin lién két manh véi protein huyét twong( >98%). Atorvastatin than
dau nén di qua dwoc hang rao mau néo.

— Chuyén héa: Atorvastatin dwgc chuyén héa chd yéu thanh dan xuét hydroxy héa tai vi
tri ortho va para va cac san pham oxide héa tai vj tri beta. Thuéc chuyén héa chi yéu &
gan( >70%) thanh cac chét cé hodc khéng cé hoat tinh.

— Thai trir: Atorvastatin va cac chuyén héa ctia né dwoc thai trir chi yéu qua mat sau qua
trinh chuyén héa tai gan va/hodc ngoai gan. Tuy nhién, thuéc khéng di qua chu trinh
gan rudt. Thoi gian ban hly trong huyét twong trung binh clia Atorvastatin & nguoi
khodng 14 gi®, dao thai qua than it ( <2% ).

CHi PINH:

— Nguwdi bénh tang cholesterol mau:

- Gidm nguy co nhéi mau co tim, t&r vong do bénh tim mach.

— Giam nguy co phai lam céac tha thuat tai tao mach vanh tim.

— Lam cham tién trién xo vira mach vanh , ddng mach & nguwdi bénh tang cholesterol mau
c6 biéu hién Iam sang vé bénh mach vanh, ké ca nhéi mau co tim trwéc dé.

— Giam nguy co bién c6 mach vanh cép.

- Atorvastatin ciing dwoc chi dinh dé gidm cholesterol toan phan va cholesterol LDL

— Hb tro diéu tri cho bénh nhan an kiéng lam gidm cholesterol toan phan

CHONG CHi BINH:
Khéng duing thuéc nay trong céac trwdng hop sau:
— Khi st dung cac chét (rc ché protease: Tipranavir + Ritonavir, Telaprevir

— Quéa man voi bat ky thanh phan nao cta thubc.
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Bénh gan tién trién hodc tang enzym gan dai dang khéng tim dwoc nguye%/ m
— Thai ky mang thai hodc cho con bu. o/ CONG TY \o\
LIEU LUQNG - CACH DUNG: *{ cO PHAN *
— Céach dung: S P. Nlr

o Atorvastatin dwoc dung dwong ubng, ngay mét lan, khéng phu thuoc%ﬁ@h{én

Vi tbng hop cholesterol xay ra vao ban dém, nén dung thudc vao budi téi sé& lam
tang hiéu lwc thuéc. Bénh nhan nén theo mét ché dd an kiéng gidm cholesterol
trwdc khi bat ddu diéu tri bang atorvastatin va nén duy tri ché do nay trong suét qua
trinh diéu tri.

Liéu dung clia atorvastatin nén dwoc hiéu chinh véi khodng cach gitra cac lan hiéu
chinh khéng dwéi 4 tudn, cho dén khi dat dwoc ndéng dd cholesterol LDL mong
muén, hodc khi dat liéu téi da.

Liéu lwong:

o

Liéu khdi dau théng thuwdng & nguwdi I6n dé kiém soat ting cholesterol huyét
nguyén phat (c6 tinh gia dinh dj hop t& hodc khéng c6 tinh gia dinh) va réi loan lipid
huyét hén hop: 10 - 20 mg/ngay. Nhirng bénh nhan déi héi giam LDL - cholesterol
nhiéu hon 45% nén kh&i dau véi liéu 40 mg/ngay. Liéu duy tri: 10 — 80 mg/ngay.
Liéu diéu tri ting cholesterol huyét c6 tinh gia dinh dj hop tlr & bé gai sau day thi va
bé trai tir 10 tudi tré 1&n: 10 mg/ngay. Liéu téi da khuyén ding 1a 20 mg/ngay.

Lidu thwong dung dé kiém soat ting cholesterol huyét cé tinh gia dinh déng hop ti:
10 — 80 mg/ngay. Thubc ciing dwoc dung hé tro cho céc liéu phap ha lipid khac (loc
LDL huyét twong) hodc khi khéng ap dung dwoc nhivng liéu phap nay.

Suy than: Atorvastatin bai tiét qua than khéng dang k&, nén khéng cén hiéu chinh
liéu & bénh nhan suy than.

TAC DUNG KHONG MONG MUON:

Suy gidm nhan thirc (nhw mét tri nhé, 1a Ian...)

Tang dudng huyét
Tang HbA1c
N6i chung Atorvastatin dung nap tét, ty I&é phai ngirng thuéc thdp hon so véi cac thude

ha lipid khac. Tan s6 ADR & moi Atorvastatin twong tw nhw nhau.

Thwong gap, ADR > 1/100

0

Tiéu hoa: Tiéu chay, tao bon, day hoi, dau bung va budn nén, gip & khoang 5%
bénh nhan.

Thén kinh trung wong: Dau dau (4 - 9%), chéng mat (3 - 5%), nhin m& (1 - 2%), mat
ngu, suy nhuoc.

W/



Céng ty cé phin SPM HDSD DIOVENOR 20 va DIOVENOR 40 Trang 417

. Iy " ~ '330227?'20
o Thén kinh - co va xwong: Dau co, dau khép. 7 \\

e
o Gan: Céc két qua thir nghiém chirc ndng gan tang hon 3 1an giGi é’ t?'% cla. bln
thwéng, & 2% ngwdi bénh, nhwng phan Ién 1a khéng c6 triéu chu’r\g)

a%cn f’ £N :
ngtrng thubc. \\‘i&}

(';
— it gap, 1/1000 < ADR < 1/100 ANV

o Théan kinh - co va xwong: Bénh co (két hop yéu co va ting ham lwong creatin
phosphokinase huyét twong (CPK).

o Da:Banda.

o H6 hap: Viém mii, viém xoang, viém hong, ho.

— Hiém gap, ADR < 1/1000:

o Than kinh - co' va xwong: Viém co, tiéu co van, dan dén suy than cép th(r phat do

myoglobin niéu.
~ Huwéng dén cach xt tri ADR:

o Néu néng d6 aminotransferase (transaminase) huyét thanh AST hodc ALT (GOT
hodc GPT) ting lén quéa 3 lan giéi han trén cla gia tri binh thwong thi phai ngirng
diéu tri bang Atorvastatin.

o Phaingirng liéu phap Atorvastatin khi ndng dé CK tang hon 10 lan giéi han trén cia
gia tri binh thudng va khi chdn doan hoac nghi ngé bénh co.

Théng bao cho thay thubc biét nhitng tac dung khéng mong muén gép phai khi dung

thuéc

THAN TRONG

- Trwéce khi bat dau diéu tri voi Atorvastatin, can phai loai trlr cac nguyén nhan gay tang
cholesterol mau (thi du dai thao dwdng kém kiém soat, thiéu ndng giap, hdi chirng than
hw, réi loan protein mau, bénh gan tdc mat, nghién rwou) va can dinh lwong cholesterol
toan phan, cholesterol LDL, cholesterol HDL va triglycerid. Phai tién hanh dinh lwong
lipid dinh ky, v&i khodng cach khéng duéi 4 tudn, va diéu chinh liéu lwgng theo dap (rng
clia ngwoi bénh véi thude. Muc tiéu diéu tri 1a gidm cholesterol LDL vi vay phai s dung
ndng do cholesterol LDL dé bat dau diéu trj va danh gia dap wng diéu tri. Chi khi khdng
xét nghiém dwoc cholestrol LDL, méi st dung cholesterol toan phan dé theo déi diéu tri.

— Can st dung thudc than trong & ngwdi bénh udng nhiéu rwgu va/hodc cé tién st bénh
gan. Can tién hanh cac xét nghiém chirc nang gan trwéc khi bat dau diéu tri va trong
qua trinh s dung thuéc.

— Can nhéc theo dbi creatin kinase (CK) trong trwdng hop:

o Trwéc khi didu tri, xét nghiém CK nén dwoc tién hanh trong nhirng triedrng hop: Suy
giam chirc ning than, tién st ban than hoic tién st gia dinh mac bénh co di
truyén, tién st bi bénh co do sl dung statin ho#c fibrat trwdc dé, tién st bénh gan

W
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va/hodc udng nhiéu rwou, bénh nhan cao tudi (>70 tudi) c6 nhirng ye-g téjﬂ&ﬁi\wl
e;@nm'a*nfd@\
biét. Trong nhirng trwdng hop nay nén can nhéc loi ich/nguy cd' : mm%&#
nhan trén 1am sang khi diéu tri bang Atorvastatin. Néu két qua x\k% fen, (0.4 §
lan gi&i han trén cla cac mirc binh thwéng, khéng nén bat d}ih\ﬁatﬁm?‘lfang

Atorvastatin.

tiéu co van, khd néng xay ra twong tac thubc va mét sé doi two
QJ

o Trong qua trinh diéu tri bing Atorvastatin, bénh nhan cin théng bao khi c6 cac biéu
hién vé co nhw dau co, cing co, yéu co... Khi cé cac biéu hién nay, bénh nhan can
lam xét nghiém CK dé c6 cac bién phap can thiép phu hop.

Liéu phap Atorvastatin phai tam ngirng hodc thdi hdn & bat cr nguwdi bénh nao cé biéu

hién bj bénh co cép va ning hodc cé yéu td nguy co dé bj suy than cép do tiéu co van,

thi du nhw nhiém khuan cap ndng, ha huyét ap, phau thuat va chan thwong Ién, bét
thwong vé chuyén hoa, ndi tiét, dién gidi hodc co giat khéng kiém soat duoc.

Chi dung Atorvastatin cho phu nir & dd tudi sinh dé khi ho chac chan khéng mang thai va

chi trong trwong hop tang cholesterol mau rat cao ma khéng dap (ng véi cac thube khéc.

Viéc str dung ddng théi cac thube ha lipid mau Atorvastatin véi cac thube diéu tri HIV va
viém gan siéu vi C (HCV) c6 thé lam tang nguy co gay tén thwong co, nghiém trong
nhét la tiéu co van, than hw dan dén suy than va cé thé gay t&r vong.

Khéng diing qua 20 mg Atorvastatin khi st dung cac chét (rc ché protease: Darunavir +
Ritonavir, Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir.

Khéng diing qua 40 mg Atorvastatin khi s&* dung chét trc ché protease: Nelfinavir.

Phéi hop thubc: Atorvastatin va nhira gén acid mat (cholestyramin, colestipol) c6 co' ché
tac dung bd sung cho nhau; phdi hop cac nhém thuéc nay cé tac dung cdng lyc trén
cholesterol LDL. Khi ding Atorvastatin cing véi nhwa gén acid mat, thi du
cholestyramin, phai ubng Atorvastatin vao lic di ngt, 2 gi¢ sau khi uéng nhya d@é tranh
twong tac 1 rét do thudc gan vao nhya. Han ché phédi hgp Atorvastatin véi cac thude
ha lipid khac vi kha nang tang nguy co bénh co.

TUONG TAC THUOC

Tang nguy co tdn thuwong co khi st dung Atorvastatin déng thoi véi cac thube sau:
o Gemfibrozil

o Cac thudc ha cholesterol mau nhém fibrat khac

o Niacin liéu cao ( >1 g/ ngay)

o Colchicin
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fotee T 7302271255
— Hay gap viém co va tiéu co van hon & ngwoi bénh diéu tri phdi hop A( 35121%'}&&)\
I o o
cyclosporin, erythromycin, gemfibrozil, itraconazol, ketoconazol (do (X gg&[g’cﬂ%rﬁ%‘\

CYP 3 Ad), hosic véi niacin & lidu ha lipid (> 1 g/ngay). (%| COPHAN )

*
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— Atorvastatin cé thé lam ting tac dung clia warfarin. Phai xac dinh thoi W
NS 74

. . 1 5O
trwdc khi bat dau dung Atorvastatin va theo déi thwdng xuyén trong giai 'd4u didu

tri d& bao dam khéng cé thay dbi nhiéu vé thoi gian prothrombin.

— Céac nhya gén acid mét c6 thé lam gidm ré rét kha dung sinh hoc clia Atorvastatin khi
uéng cung. Vi vay thoi gian ding 2 thubc nay phai cach xa nhau.

— Méc du khong tién hanh cac nghién clru vé twong tac thudc trong Iam sang, nhwng
chwa thay c6 biéu hién twong tac cé hai cé y nghia lam sang khi diing Atorvastatin ciing
v&i cac chat (rc ché men chuyén angiotensin, cac thudc chen beta, chen kénh calci,
thubc loi tiéu va thudc chéng viém khong steroid.

QUA LIEU-XU TRI:

— Néu xay ra qua liéu, can diéu trj triéu chirng va hd tro khi can thiét. Do thubc gén két
manh v&i protein huyét twong, viéc thAm tach mau khéng gitp nhiéu trong viéc tang thai
trir Atorvastatin.

THO'I KY MANG THAI VA CHO CON BU:

— Thoi ky mang thai: Atorvastatin lam gidm tdng hop cholesterol va mét sé chét khac co6
hoat tinh sinh hoc dan xuét tir cholesterol, nén thudc cé thé gay hai cho thai nhi néu
dung cho phu nir mang thai. Vi vay chéng chi dinh dling Atorvastatin trong thoi ky mang
thai.

— Thoi ky cho con bu: Atorvastatin c6 tiét vao stta me, nén thubc cé kha ning gay tac
dung khdng mong muén nghiém trong cho tré nhé bu si¥a me. Chéng chi dinh diing
Atorvastatin & ngwoi cho con bu.

TAC DONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC:

Chuwa ghi nhan dwoc mét trwdng hop nao anh hwdng dén hoat dong van hanh may méc

tau xe khi ding thuéc nay, néu can thém théng tin xin héi y kién thay thudc.

TINH TUONG KY: Khéng

BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dd khéng qua 30°C.

DONG GOI: Vi 10 vién, hop 3 vi.

HAN DUNG: 36 thang ké& tir ngay san xuét.

TIEU CHUAN CHAT LUQNG: Tiéu chuan co s&

DE XA TAM TAY TRE EM
THUOC NAY CHIi DUNG THEO S KE DPON CUA BAC SY
DOC KY HUONG DAN SU* DUNG TRUIOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN THAY THUOC

W/



