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Rx Prescription medicine

GMP-WHO

10 BLISTERS X 10 FILM COATED TABLETS

LIPI-SAFE

Atorvastatin

KEEP OUT OF REACH OF CHILDREN

READ INSTRUCTION CAREFULLY BEFORE USING.

Chi dinh, chong chi dinh, lieu dung va cach dung,

thong tin khac
Xem to hudng dan sir dung

Bao quan: Noi kho mat, nhiét d¢ dudi 30°C, tranh

anh sang
Tiéu chuan: TCCS

Rx Thuéc ban theo don

10 Vi X 10 VIEN NEN BAO PHIM

20mg

T

CMP-WHO

LIPI-SAFE

Atorvastatin

PE XA TAM TAY TRE EM

20mg

PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Cong thirc: cho 1 vién

Atorvastatin Calcium trihydrat
Tuong rng Atorvastatin 20mg
1 vién

Ta dugce vira du

Nha san xudt: -
CONG TY CPDUQC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh

DT: 039 3855906* Fax:039 3856821

Email: hip@hadiphar.vn * www.hadiphar.vn

SBbK:

SLSX(Lot. No):
Ngay SX(Mfg. Date):
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Rx Prescription medicine

GMP-WHO

5 BLISTERS X 10 FILM COATED TABLETS

LIPI-SAFE

Atorvastatin

KEEP OUT OF REACH OF CHILDREN
READ INSTRUCTION CAREFULLY BEFORE USING.

Chi dinh, chong chi dinh, liéu dung va cach ding,

thong tin khac
Xem to hudng dan sir dung

Bao quan: Noi khé mat, nhiét do dudi 30°C, tranh

anh sang
Tiéu chuan: TCCS

Rx Thubc bén theo don

5 VI X 10 VIEN NEN BAO PHIM

20mg

[0

GMP-WHO

LIPI-SAFE

Atorvastatin

DE XA TAM TAY TRE EM

20mg

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Cong thire: cho 1 vién
Atorvastatin Calcium trihydrat
Tuwong tng Atorvastatin 20mg
Ta dugce vira du | vién

Nha san xuat; e

CONG TY CP DUOC HA TINH

167 Ha Huy Tép, Tp. Ha Tinh

DT: 039 3855906* Fax:039 3856821

Email: htp@hadiphar.vn * www.hadiphar.vn
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SBK:

SLSX(Lot. No):
Ngay SX(Mfg. Date):
HD(Exp. Date):
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Rx Prescription medicine

GMP-WHO

2 BLISTERS X 10 FILM COATED TABLETS

LIPI-SAFE

Atorvastatin

KEEP OUT OF REACH OF CHILDREN

READ INSTRUCTION CAREFULLY BEFORE USING.

Chi dinh, chong chi dinh, liéu ding va cach dung,

thong tin khac
Xem t& hudng dan sir dung

Bao quan: Noi khé mat, nhiét d¢ dudi 30°C, tranh

anh sang
Tiéu chuan: TCCS

Rx Thude ban theo don

2 Vi X 10 VIEN NEN BAO PHIM

20mg

000

GMP-WHO

LIPI-SAFE

Atorvastatin

PE XA TAM TAY TRE EM

20mg

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Cong thire: cho 1 vién
Atorvastatin Calcium trihydrat
Tuong tng Atorvastatin 20mg

Ta dugce vira du 1 vién

Nha san xuat: Wl =
CONG TY CP DUQC HA TINH
167 Ha Huy Tép, Tp. Ha Tinh

BT: 039 3855906* Fax:039 3856821

Email: htp@hadiphar.vn * www.hadiphar.vn
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Rx Prescription medicine

GCMP-WHO

10 BLISTERS X 8 FILM COATED TABLETS

LIPI-SAFE

Atorvastatin

KEEP QUT OF REACH OF CHILDREN

READ INSTRUCTION CAREFULLY BEFORE USING.

Chi dinh, chdng chi dinh, lidu ding va cach ding,

thong tin khac
Xem t& huéng dan sir dung

Bao quan: Noi kho mat, nhi¢t d¢ dudi 30°C, tranh

anh sang
Tiéu chuan: TCCS

Rx Thubc béan theo don

10 VI X 8 VIEN NEN BAO PHIM

20mg

(T T T

GMP-WHO

LIPI-SAFE

Atorvastatin

DE XA TAM TAY TRE EM

20mg

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Cong thue: cho 1 vién
Atorvastatin Calcium trihydrat
Tuong (ng Atorvastatin 20mg
Ta duogc vira du I vién

Nhasan xuat:. Y

CONG TY CP DUQC HA TINH

167 Ha Huy Tép. Tp. Ha Tinh

DT: 039 3855906* Fax:039 3856821

Email: hip@hadiphar.vn * www.hadiphar.vn
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Rx Prescription medicine

GCMP-WHO

2 BLISTERS X 8 FILM COATED TABLETS

LIPI-SAFE

Atorvastatin

KEEP OUT OF REACH OF CHILDREN
READ INSTRUCTION CAREFULLY BEFORE USING.

Chi dinh, chdng chi dinh, liéu dung va cach diing,

thong tin khac
Xem t& huéng dan sir dung

Bao quan: Noi khé mat, nhiét do dudi 30°C, tranh

anh sang
Tiéu chuan: TCCS

Rx Thubde ban theo don

2 VI X 8 VIEN NEN BAO PHIM

20mg

(T

GMP-WHO

LIPI-SAFE

Atorvastatin

DE XA TAM TAY TRE EM

20mg

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Cong thirc: cho 1 vién
Atorvastatin Calcium trihydrat
Tuong rng Atorvastatin 20mg
Ta dugc vira da 1 vién

Nha san xuat: !

CONG TY CP DUGC HA TINH

167 Ha Huy Tap, Tp. Ha Tinh

DT: 039 3855906* Fax:039 3856821

Email: htp@hadiphar.vn * www.hadiphar.vn
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UBND TIiNH HA TINH
CONG TY CP DU’O'C HA TINH
. 167 Ha Huy Tap, Tp. Ha Tinh
Tel: 0393.855906*Fax: 0393.856821

MAU NHAN LO, HOP XIN DANG KY

34VS-IdIT

OHM-dIND

GMP-WHO

Thubc ban theo don

Hép 1 o 200 vién nén bao phim

LIPI-SAFE

Atorvastatin  20mg

—

HADIPHAR

San xuét tai:
Cong ty Cp Dworc Ha Tinh
167 Ha Huy Tap, Tp. Ha Tinh

Thuéc ban theo don

Thanh phén:

Céng thirc: cho 1 vién
Atorvastatin Calcium trihydrat
Twomg (mg Atorvastatin ....20mg
Ta duge vira di I vién

Bao quan: Noi khé mat, nhiét do

duéi 30°C, tranh anh sang.

Tiéu chuén dp dung: TCCS
SBK.
Ngay SX:
Sb 16 SX
HD

Thanh phén:

Cong thire: cho 1 vién
Atorvastatin Calcium trihydrat
Tuong (g Atorvastatin......20mg
T4 dugc vira du 1 vién
Bao quan: Noi khé mat, nhiét
d6 dwéi 30°C, tranh anh sang.

Tiéu chuén &p dung: TCCS

' Chi dinh, chéng chi dinh, Libu ding-cich

dung, cac thong tin khéc:
Xin doc & hudng dén stz dung.

Dé xa tam tay tré em.
Doc kj hudng dén st dung troe khi ding

Ha Tinh;ngay-20 thang 02 nam 2017
/o TONG GIAM BOC

e AT
Vo Duc INhan

GMP-WHO

200 Vién nén bao phim  cni ajnh, chéng chi dink, Lidu ding-cich

LIPI-SAFE "

Xin doc & huémg dén sl dung

Atorvastatin - 20mg
—— R, T Bf‘n tam tay tré em, doc ky huémg
AT CONG TY CP DU'Q'C HA TINH dan si dung trude khi ding.

167 Ha Huy Tdp, Tp. Ha Tinh
Tel: 0393 855906°Fax: 0383 856821

Thubc ban theo don
Hop 1 lo 200 vién nén bao phim Compensions:

Atorvastatin Calcium trihydrat

Excipients 98
Indications, Contraincations, Dosage - Administration:
Refer to enclosed package insert
Storage: Store in dry place, below 30C, Protect from light
Specifications: In-House standards
LIPI-SAFE
Keep out of reach of children, read enclosed
leaflet carefully before use.

Atorvastatin - 20mg
——
HADIPHAR SPK...
Ngay SX:
San xuét tai: sg|gsx
Cong ty Cp Dwgre Ha Tinh HD:

167 Ha Huy Tap, Tp. Ha Tinh
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_ UBND TiNH HA TINH
CONG TY CP DUQC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
Tel: 0393.855906*Fax: 0393.856821

MAU NHAN LO, HOP XIN PANG KY

Thube ban theo don
100 Vién nén bao phim  cnj dinh, shéng chi dinh, Libu dang-céch

LIPI-SAFE "

Thanh phén:

Céng thire: cho | vién

Atorvastatin Calcium trihydrat
Tuong (mg Atorvastatin ....20mg

Ta durgre vira dia 1 vién
Bao quan: Noi khé mat, nhiét do

Xin doc t& hurémg din siv dung

duéi 30°C, tranh anh sang. Atorvastatin - 20mg
Tiéu chuén dp dung: TCCS —
SBK: San xuét tai: Dé xa tam tay tré em, doc ky hudng
- d l 1 Ngay SX: HADIFHAR CONG TY CPDUGC HA TINH dén sir dung trude khi ding.
SH 16 SX- 167 Ha Huy Tap, Tp. H& Tinh
Tel: 0383 855908 Fax: 0393 B56821

HD:

Thubc ban theo don Thanh phan: Thuéc ban theo don

Hép 1 lp 100 vién nén bao phim Compositions:

Hp 1 lp 100 vién nén bao phim

LIPI-SAFE

Cong thire: cho 1 vién
Atorvastatin Calcium trihydrat
Tuong (rng Atorvastatin......20mg
Ta dugc vira du 1 vién

Bao quan: Noi khé mat, nhiét
d6 dwoi 30°C, tranh anh sang.

Tiéu chuén ap dung: TCCS

LIPI-SAFE

Atorvastatin  20mg

Atorvastatin Calcium trihydrat
Tuong {mg Atorvastatin..... 20mg

Excipients ... qs
Indications, Contraincations, Dosage - Administration:
Refer to enclosed package insert

Storage: Store in dry place, below 30C, Protect from light
Specifications: In-House standards

Keep out of reach of children, read enclosed
leafiet carefully before use.

ARSI SN Chi dinh, chéng chi dinh, Lidu diing-céch
| ding, céc thong tin khéc:
Xin doc 1& hudng dén stz dyng.
HADIPHAR Dé xa tm tay tré em. HADIPHAR Elg:ysx ==
g:" xudt tai: Doc kj huémg dan st dung trude khi ding 21’:,;‘,‘:&,‘;';,“ HA Tinh S6168X
g 1y Gp Duga Ha T 167 Ha Huy Tap, Tp. Ha Tinh i

167 Ha Huy Tap, Tp. Ha Tinh

Ha Tinh, ngay 20 thang 02 nam 2017

/

1o TONG GIAM DOC

’ ~? / e
PHO TONG GIAM BOC

A

S Sl Nhan
Vo PDuc Nhan
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T& huéng dan str dung :
Vién nén bao phim LIPI-SAFE o

1. Céng thikc bao ché cho 1 vién:

Atorvastatin Calcium trihydrat twong ing Atovastatin ( Hai muoi miligam ) 20mg

Ta duge (Microcrystalline cellulose, Cellactose 80, Lactose, Talc, Magnesi stearat, HPMC
606CPS, HPMC 615CPS, PEG 6000, Titan dioxyd, Mau Erythrosin, ethanol 96%) vira du 1
vién. (Ghi chii: Ethanol 96% la ta dugc bay hoi trong qua trinh san xuét)

2. Cdc ddc tinh duwgc lyc hoc:

Atorvastatin 1 cht \rc ché canh tranh va chon loc véi hydroxymethylglutaryl coenzym (HMG —
CoA) reductase, lam ngin can chuyen hoda HMG — CoA thanh mevalonat tién chat cua
cholesterol. Atorvastatin trc ché sinh téng hop cholesterol, 1am giam cholesterol trong té bao
gan, kich thich tong hop thu thé LDL (lipoprotein ty trong thip), va qua d6 lam tang vén chuyén
LDL tir mau. Két qua cudi cung cta qua trinh sinh hoa nay 1a giam nong do cholesterol trong
huyét twong. O liéu binh thuomg, HMG — CoA reductase khong bj trc ché hoan toan, do dé van
¢6 du acid mevalonic cho nhiéu qua trinh chuyén hoa. Atorvastatin lam téng nong dé cholesterol
HDL (lipoprotein ty trong cao) tir 5 dén 15% va do d6 lam ha céc ty s6 LDL/HDL va cholesterol
toan phan/HDL. Atorvastatin lam giam triglycerid huyet trong ¢ mirc do thap hon (10 -30%)
bing cach 1am thanh thai VLDL (lipoprotein ty trong thap) ton du nho thu thé LDL.

3. Cdc dic tinh dwgc djng hoc:

Hip thu: Atorvastatin dugc hap thu nhanh sau khi uéng; nong d6 huyét twong t6i da (Cmax) xay
ra trong vong 1-2 gid. Mtrc do hap thu ting ty 1& thun véi lidu atorvastatin. Sau khi udng, sinh
kha dung atorvastatin vién nén bao phim so véi dang dung dich udng 14 95% dén 99%. Sinh kha
dung tuyét d6i cua atorvastatin khoang 12% va kha dung toan than cho hoat tinh e ché men
khir HMG-CoA la khoang 30%. Sinh kha dung toan than thap 1a do su thanh thai ¢ niém mac
dudng tiéu hoa va / hodc do sy chuyén héa lan dau qua gan trude khi vao tudn hoan chung. Mic
du thirc dn lam giam ty 1¢ va muc dg hap thu cua thude 1an luot xap xi 1a 25% va 9% khi dugce
danh gia theo nong do dinh trong huyét twong Cpax va dién tich dudi dudng cong (AUC), nhung
hiéu qua giam LDL-C 14 trong tw nhau bat ké 1a atorvastatin dugc dung cung hay khong dun
cung véi thirc dn. Nong do atorvastatin trong huyét twong thagp hon (xdp xi 30% d6i v&i Cpay v
AUC) khi dung thudc vao budi téi so véi khi ding vao budi sang. Tuy nhién, hiéu qua giam
LDL-C 1a nhu nhau bat ké 1a ding thudc vao thdi gian nio trong ngay. _—
Phdn bé: Thé tich phan b trung binh cua atorvastatin xap xi 381 Lit. Ty 1& gan ket vai protel
huyét twong cua atorvastatin > 98%. Ty 1¢ giira nong d6 thudc trong hong cau/ nong do thubce
trong huyét twong 1 x4p xi 0,25; diéu nay cho thiy sy tham nhap kém cta thudc vao trong hong
cau.

Chuyén héa: Atorvastatin dugc chuyén héa chu yéu thanh cc din xuit hydroxy hoéa tai vi tri
ortho va para va cac san ph?lm cua sy oxy hoda & vi tri beta. Trén in vitro, tic dung rc ché men
khir HMG-CoA cua cdc chét chuyén héa hydroxy hoa ¢ vi tri ortho va para la twong duong voi
tac dung ndy cua atorvastatin. Xap xi 70% ctia cic hoat tinh (rc ché trong tuan hoan doi véi men
khir HMG-CoA 1a do cac chit chuyén héa cé hoat tinh. Cac nghién ciru trén invitro goi y tim
quan trong ctia qua trinh chuyén héa atorvastatin bdi CYP 3A4 phi hgp véi nong do atorvastatin
tang cao trong huyét twong & ngudi sau khi ding dong thoi vai erythromycm, mdt chét e ché
da biét ddi véi isozym nay. Céc nghién ciru trén invitro ciing chi ra ring atorvastatin 1a mét chat
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e ché yéu déi véi CYP3A4. Dung dong thoi atorvastatin véi terfenadin khong 1am énh hudng
c6 y nghia ldm sang nong do trong huyét twong cua terfenadin, mot hop chat duge chuyen hoa
chu yéu boi CYP3A4; do do6 atorvastatin s& khong lam thay déi dang ké 1én céc co chit cua
CYP3A4. O dong vat, chét chuyén héa hydroxy & vi tri ortho con trai qua qua trinh glucuronid
hoa.

Thai trir: Atorvastatin va cac chét chuyén héa cta né duge dao thai chu yéu qua mét sau khi
dugc chuyén hoa & gan va/hoic & ngoai gan; tuy nhién thuéc dudong nhu khéng c6 chu trinh tai
tuan hoan rudt gan. Thoi gian ban thai trung binh trong huyet tuong cua atorvastatin ¢ nguoi la
xap xi 14 gio, nhung thoi gian ban thai ctia hoat tinh G ché d6i véi men khir HMG-CoA 1a 20-
30 gi¢r do sy gop phan cua cac chit chuyen héa c6 hoat tinh. Dudi 2% cua liéu ding atorvastatin
dugc tim thay trong nude tiéu sau khi udng.

Cac nhém doi ‘tuong dac biét

Ngudi cao tudi: Nong do atorvastatin trong huyét twong & cac déi tuong cao tudi (> 65 tuox)
khoe manh la cao hon (xap xi 40% d6i voi Crax Va 30% dbi voi AUC) s0 vo&i ngudi tré tudi.
Nghlen ctru ACCESS nhim dac blet danh gia cac benh nhén cao tudi vé viéce dat dugc muc tiéu
can diéu trj theo Chuong trinh qubc gia gido duc vé Cholesterol (NCEP). Nghién ctru nay bao
gbm 1087 bénh nhén <65 tudi, 815 bénh nhén trén 65 tudi va 185 bénh nhan trén 75 tudi. Khong
quan sat thay co su khac biét nao vé do an toan, hiéu qua hay ty 1¢ dat dugc muyc tiéu didu tri
lipid gitra nhém bénh nhan cao tudi va nhém dbi tuong tong quat.

Tré em: Cac nghién clru vé duge dong hoc chua duge tién hanh & bénh nhén Ilhl khoa.

Giéi tinh: Nong d¢ atorvastatin trong huyét twong & phu nit khéc (cao hon Xap xi 20% ddi véi
Cmax va thap hon 10% déi v6i AUC) so v6i nam gidi. Tuy nhién, khong cé sy khac biét co y
nghia trong 1am sang nao ve tic dong trén lipid gilra nam va nfr.

Suy than: Bénh nhan khong c6 anh huwong trén nong dg trong huyét twong hay tic dong trén
llpld clia atorvastatin. Do d6, khong can thiét phai didu chinh lleu ¢ cac bénh nhan suy than.
Tham phan loc mau: Méc du cac nghién ciru con chua duge tién hanh & cc bénh nhéan c¢6 bénh
than giai doan cudi, nhung khéng dy do4n 13 thim phén loc méu c6 thé 1am ting déng ké do
thanh thai ctia atorvastatin do thudc c6 ty 1& gin protein huyét trong. el o

Suy gan — Nong d9 trong huyét tuong ciia atorvastatin bj ting dang ké (xap xi 16 lan doi voi
Cmax Va 11 1an d6i véi AUC) & cac bénh nhan c6 bénh gan mén tinh do udng rugu (Childs-Pugh
Loai B)

Tuong tac thudc: Anh hudng cua cac thuée duoc chi dinh déng thoi trén duge dong hoc ctua
atorvastatin cling nhu anh hudng cua atorvastatin trén duoc dong hoc cua cac thude duge chi
dinh dong thoi duoc tém tit & bang dudi day.

Anh hwong ciia cdc thude chi dinh dﬁng thoi trén duwge dong hoc ciia atorvastatin

Thube dwge chi dinh dong thoi va ché Atorvastatin

d¢ lidu ‘ ‘ .
Licu (mg) Thay doi | Thay doi

AUC Ciigic

Cycloporin 5,2 mg/kg/ngdy, liéu 6n dinh | 10mg/ngay® x 28 | 1 7,7 lan 19,7 lan
ngay .

Boceprevir 800 mg x 3 lan/ngdy®, 7 ngdy | 40 mg licu don | 12,30 lan 12,66 lan

Lopinavir 400 mg x 2 lan/ngdy/ ritonavir | 20 mg/ngay x 4 [ 15,9 lan 14,7 lan
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100 mg x 2 lan/ngay, 14 ngay

ngay

Saquinavir 400 mg x 2 lan/ngay/Ritonavir | 40 mg/ngay x 4| 12,9 lan 13,3 lan
400 mg 2 lan/ngay, 15 ngay ngay
(Liéu Saquinavir ph6i hop véi ritonavir
trong nghién ciru nay khong phai 1a lidu sir
dung trén lim sang. Murc tiép xtc cua
atorvastatin khi duwgc st dung trén lam
sang ¢6 thé s& cao hon so véi nhiing gi
duoc quan séat trong nghién ciru nay. Vi
vy can than trong khi sir dung va liéu
lrong thap nhat can thiét nén duge sir
dung)
Clarithromycin 500 mg x 2 lan/ ngay, 9 | 80 mg/ngay x 8|1 3.4 lan 14,4 lan
ngay ngay
Darunavir 300 mg x 2 lan/ngay/ritonavir | 10 mg/ngay x 4 | 1 2.4 lan 11,3 lan
100 mg x 2 lan/ngay, 9 ngiy ngay
Itraconazol 200 mg/ngay, 4 ngay 40 mg liéu don | 12,3 lan 10,2 lan
Fosamprenavir 700 mg x 2 lan/ngay | 10 mg/ngay x 4 |1 1,5 lan 11,8 lan
ritonavir 100 mg x 2 lan/ngdy, 14 ngay ngay
Fosamprenavir 1400 mg x 2 lan/ngay, 14 | 10 mg/ngay x 4 | 1 1,3 lan 13,0 lan
ngay ngay
Nelfinavir 1250 mg x 2 lan/ngay, 14 ngay | 10 mg/ngay x 28 | 1 0,74 lan 11,2 lan
ngay
Nuéc budi chum, 240 mL/ngay 40 mg lidu don | 10,37 lan 10,16 lan
(Béo céo thiy AUC ting (ting gip 1,5
ldn) va/hodc Cpay (tdng t&i 0,71 lan) khi
ubng lwong 16n nuée budi chum (> 750
mL -1,2 L/ngay)
Diltiazem 240 mg/ngiy, 28 ngay 40 mg, liéu don | 10,51 lan 0 lan
Erythromycin 500 mg x 4 lan/ngay, 7| 10 mg, liéudon |1 0,33 lan 10,38 lan
ngay
Amlodipin 10 mg, liéu don 80 mg li¢u don | 10,15 lan 10,12 lan
Cimetidin 300 mg x 4 lan/ngay, 24 tuan 10 mg/ngay | | 0,001 lan 1 0,11 lan
trong 2 tuan ;
Colestipol 10 mg x 2 lan/ngay, 28 tuan 40 mg/ ngay | Khong xac || 0,26 lan
trong 28 tuan dinh (Mau don
dugc mat 8-
16h sau khi
udng) ‘
Maalox TC 30 mL/ngdy, 17 ngay 10 mg/ngay | | 0,33 lan 1 0,34 lan
trong 15 ngay : -
Efavirenz 600 mg/ngay, 14 ngay 10 mg trong 3 || 0,41 lan 10,01 lan
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ngay
ijampm 600 mg/ngay, 7 ngay (dung phoi | 40 mg lidu don 10,30 lan 11,72 lan
hop)’
Rifampin 600 mg/ngay, 5 ngay (liu riéng | 40 mg lidu don | | 0,80 lan 1 0,40 lan
ré)
Gemfibrozil 600 mg x 2 lan/ngay, 7 ngay | 40 mg lidu don | 1 0,35 lan 1 0,004 lan
Fenofibrat 160 mg/ngay, 7 ngay 40 mg liéu don | 10,03 lan 10,02 lan

Chii thich: (*) Do co ché tuong tac kép cua rifampin, khuyén céo chi dinh dong thoi atorvastatin
cung lic véi rifampin, do khi dung atorvastatin cham on sau khi ubng rifampin s& lam giam
dang ké nong d9 atorvastatin trong huyét tuong.
Anh hwéng ciia atorvastatin trén dwge dong hoc ciia cic thude dwgce chi dinh dong thai

Atorvastatin Thubc dwge chi dinh dong thai va ché dd liéu
Thubc/Liéu (mg) Thay  d6i| Thay  doi
AUC* i
80 mg/ ngay x 15 ngay | Antipyrin, 600 mg liéu don 10,03 lan 10,11 lan
80 mg/ngay x 14 ngay Dlgoxm 0,25 mg/ngay, 20 ngay 10,15 lan 10,20 lan
40 mg/ngay x 22 ngdy | Thudc tranh thai dudong udng moi
ngay, 2 thang
- Norethindron 1 mg 10,28 lan 10,23 lan
- Ethinyl estradiol 35 pg 10,19 lan 10,30 lan
10 mg/ngay x 4 ngay Fosamprenavir 1400 mg x 2|} 0,27 10,18
lan/ngay, 14 ngay
10 mg/ngay x 4 ngay Fosamprenavir 700 mg x 2 | Khong doi Khéng doi
lan/ngay/ritonavir 100 mg x 2
lan/ngay, 14 ngay

Chit thich: (%) “Lan” thay dbi = ty 1¢ thay déi [(I-B)/B], I = gié tri dugc dong hoc trong giai
doan tuong tac, va B = gia tri dugc dong hoc trong giai doan nén.

4. Chi dinh:

Atorvastatin duge chi dinh hd trg cho ché d6 an kiéng trong diéu tri cho cdc bénh nhan bj ting
cholesterol toan phan (C-toan phan), cholesterol lipoprotein ty trong thip (LDL-C)
apolipoprotein B (apo B) va triglycerid (TG) va gilp lam ting cholesterol lxpoprotem ty trong
cao (HDL-C) & céc bénh nhén ting cholesterol mau nguyén phat (ting cholesterol mau cé tinh
gia dinh di hop tir va khong co tinh gia dinh), ting lipid mau phéi hop (hdn hgp) (nhém Ila va
Ib theo phdn loai cta Fredrickson), tang triglycerid mau (nhém IV, theo phén loai cua
Fredrickson) va & cac bénh nhan c6 roi loan betalipoprotein mau (nhém III theo phén loai
Fredrickson) ma khong c6 dap ung day du véi ché d6 an.

Atorvastatin cling dugc chi dinh dé lam giam C-toan phin va LDL-C ¢ céc bénh nhan c6 ting
cholesterol méu co6 tinh gia dinh ddng hop .

Due phong bién chirng tim mach
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Déi véi nhitng bénh nhan khong c6 bleu hién bénh tim mach (CVD) rd rang trén 1dm sang, va
nhimg bénh nhan c6 hogc khong c6 réi loan lipid méu, nhung c¢6 céc yéu td nguy co cua bénh
tim mach vanh (CHD) nhu hut thudc, cao huyét ap, dai thdo duong, HDL-C thap, hodc nhimg
bénh nhan tién str gia dinh méc bénh mach vanh giai doan sém, atorvastatin dugc chi dinh dé:

- Giam nguy co tir vong do bénh mach vanh va nhdi méu co tim (MI)

- Giam nguy co dot quy

- Giam nguy co cho qua trinh ti théng mach va con dau thit nguc

Déi v6i nhitng bénh nhén c6 biéu hién bénh mach vanh rd rang trén lam sang, atorvastatin dugc
chi dinh dé:

- Giam nguy co nhdi mau co tim

- Gidm nguy co djt quy

- Gidm nguy co cho qua trinh tai thong mach.

- Giam nguy co phai nhap vién do suy tim sung huyét (CHF)

- Giam nguy co dau thit nguc

O tré em (10-17 tuéi)

Atorvastatin dugc chi dinh hd trg cho ché d¢ an kiéng nhim lam giam cholesterol toan phan,
LDL-C, va apo B ¢ tré em trai va tré em géi da c6 kinh nguyét tur 10-17 tudi c6 tinh trang ting
cholesterol mau c6 tinh gia dinh di hop tir va sau khi diéu tri bing ché do an kiéng thich hop
bénh nhan van con 1 nhitng ddc diém dudi day:

- Mirc LDL-C van > 190 mg/dL hoic

- Mirc LDL-C van > 160 mg/dL va

- Cé tién str gia dinh c6 bénh tim mach sém hoéc

- C6 it nhat 2 yéu t6 nguy co tim mach khac

5. Liéu ding & cdch ding:

Téng quat

Trudce khi tién hanh diéu tri v6i atorvastatin, can c¢b géing kiém soat tinh trang ting cholesterol
méu bang ché do an hop ly, tap thé duc va giam cén & cac bénh nhan béo phi, va diéu trj cac
bénh ly co ban. Cac bénh nhéan nén duy tri ché d¢ an tiéu chuin giam cholesterol trong qua trinh
didu tri bing atorvastatin. Lidu ding ndm trong khoang tir 10 mg dén 80 mg mét lan méi ngay.
C6 thé sir dung céc lidu atorvastatin vao bat ky thoi gian nao trong ngay, c6 kém theo hay khong
kém theo thic #n. Liéu dung khoi dau va duy tri nén dugc cu thé hoa cho tirng bénh nhan tay
theo mirc LDL-C ban dau, muc tiéu diéu tri, va dap ing cia bénh nhan. Sau khi khai dau diéu tri
va/hojic trong qua trinh chudn liéu cia atorvastatin, can phan tich ndng d¢ lipid trong vong tir 2
dén 4 tudn va theo d6 diéu chinh liéu cho phi hop.

Ting cholesterol mau nguyén phat va ting lipid mau phdi hop (hdn hop)

Phan 16n cac bénh nhan déu duge kiém sodt vai liéu 10 mg atorvastatin | lan mdi ngay. Pap (mg
diéu tri xuit hién rd rang trong vong 2 tudn, va dap tmg t6i da thuong dat duge trong vong 4
tuan. Dép ng nay dugc duy tri trong qua trinh sir dung lau dai.

Ting cholesterol mau c6 tinh gia dinh dong hop tir

Hién chua c6 nhiéu dir lidu trén dbi twong bénh nhan. Liéu dung cua atorvastatin trén bénh nhan
tang cholesterol mau c6 tinh gia dinh ddng hop tir 1a 10 mg dén 80 mg/ngay. Trén nhiing bénh
nhan nay, nén dung atorvastatin phéi hop véi cac liéu phap ha lipid mau khac (vi dy nhu truyén
LDL) hoic str dung khi khéng con cac liéu phap khéc.
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Ro6i loan lipid mau nghiém trgng trén bénh nhan nhi

Kinh nghiém s dung trén nhom ddi twgng bénh nhan nhi méi chi gidi han trén s6 legng nho
bénh nhén (tir 10-17 tu01) ¢6 rdi loan lipid mau ‘nghiém trong, nhu tang cholesterol mau c6 tinh
gia dinh. Liéu khoi dau khuyén cédo & nhém déi twong ndy la 10 mg atorvastatin mét lan mdi
ngay. Lidu dung c6 thé tang 1én t6i 20 mg atorvastatin moi ngay tuy theo kha niang déap ung va
dung nap. Liéu dung nén dugce cu thé héa cho timg bénh nhan theo muyc tiéu diéu trji khuyén cao.

Diéu chinh liéu nén dugc thuc hién cach quéng 4 tuin hoic trén 4 tuan.

Str dung trén bénh nhén suy gan

Nén thén trong khi sir dung Lipi - safe & céc benh nhén suy gan. Chdng chi dinh sir dung Lipi -
safe trén nhitng bénh nhin ¢6 bénh gan tién trién.

Sir dung trén bénh nhan suy thin

Bénh than khong lam anh huorng dén nong do atorvastatin trong huyét twong hay mirc do giam
LDL-C cua atorvastatin. Do do khong can phai diéu chinh liéu & cac bénh nhan nay.

Sir dung trén nguoi cao tudi

Dic tinh vé an toan va hidu qua cua thudc & nhimg bénh nhén trén 70 tudi sir dung mure lidu
khuyén cdo 1a twong tur so véi nhém déi tugng téng quat.

Dung phéi hop véi cic thude khac

Trong nhimg trudng hop cin chi dinh phdi hop atorvastatin véi cyclosporin, liéu dung cua
atorvastatin khong nén vugt qua 10 mg.

Tranh sir dung atorvastatin dong thoi véi telaprevir, hoic két hop véi tipranavir/ritonavir.

Pi quan st thy cac twong tic dwoc dong hoc giira atorvastatin véi céc chét e ché protease
virus gy suy giam mién dich & ngudi (HIV) (lopinavir phéi hop véi ritonavir, saquinavir phoi
hop v6i ritonavir darunavir phéi hop véi ritonavir, fosamprenavir, fosamprenavir phoi hgp véi
ritonavir, nelfinavir), chat e ché protease viém gan C (boceprevir), clarithromycin va
itraconazol din dén lam ting ndng do atorvastatin trong tudn hoan. Can than trong khi chi dinh
cac thudc nay ding dong thoi v6i atorvastatin va khuyen cdo nén c6 danh gia lam sang phu hop
dé dam bao ap dung liéu atorvastatin thap nhat cin thiét.

Khuyen céo nén bit dau diéu tri v6i liéu thap nhét c6 tac dung, sau do, néu can thiét, c6 thé diéu
chinh liéu theo nhu cdu va dép tng cua ting bénh nhén bing cach ting lidu timg dot cach nhau
khong dudi 4 tudn va phai theo di cac tac dung khong mong mudn cuia thude dic biét 1a cac tac
dung khong mong mudn ddi véi hé co. ’

Thude c6 chira hoat chit atorvastatin khi ding phdi hgp véi amiodaron, khong nén dung quéa 20
mg/ngay

Khoéng s dung qua 20 mg atorvastatin/ngay khi phdi hop v6i darunavir + ritonavir,

fosamprenavir, fosamprenavir + ritonavir, saquinavir + ritonavir. Khong sir dung qua 40 mg
atorvastatin/ngéy khi phéi hop véi nelfinavir.

6. Chong chi dinh:

Chong chi dinh atorvastatin & cac benh nhan co:

Qué mén cam VO’l bat cir thanh phan nao cua thudc

Bénh gan tién trién hay ting dai ding khong giai thich dugc transaminase huyét thanh vuot qua
3 1an gidi han trén ctia mirc binh thudng (ULN)

Hodc & nhitng bénh nhén:
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C6 thai, dang cho con bu, hay c6 kha ning c6 thai ma khong sir dung céc bién phép tranh thai
diy du. Chi str dung atorvastatin cho phy nir ¢ doé tudi sinh san khi cdc bénh nhén d6 chic chin
khéng mang thai va sau khi di dugc thong béo vé cac rui ro ¢6 thé ¢6 dbi véi phoi thai.

7. Nhitng lwu y dic biét va cinh bdo khi ding thuéc:

Anh hwong trén gan

Ciing nhur céc thude ha lipid khéc cung nhom, sau khi diéu trj bing atorvastatin d c6 béo cdo vé
truong hop ting transaminase huyét thanh & mirc d§ vira phai (vugt qua 3 1an giéi han trén cia
muc binh thuong [ULN]). Chirc ning gan di dugc theo doi trong cac nghién ciru 1dm sang sir
dung atorvastatin vdi céc lidu 10 mg, 20 mg, 40 mg va 80 mg trudc khi cling nhu sau khi dua
thudc ra thi trudng.

Ting dai dang transaminase huyét thanh (virot qua 3 1an gidi han trén ciia mirc binh thuong
[ULN] ¢ 2 hay 3 lan do) xuat hién & 0 ,7% cac bénh nhan sir dung atorvastatin trong cac nghién
ctru 14m sang nay. Ty 18 xuét hién céc xét nghiém bat thuong nay lan lugt 1a 0,2%: 0,2%; 0,6%
va 2,3% tuong (mg véi cac lidu 10 mg, 20 mg, 40 mg va 80 mg. Nhin chung céc trueong hop
ting men gan nay khong lién quan t6i vang da hay cac diu hiéu hodc triéu chimg 14m sang khac.
Khi giam liéu atorvastatin hay ngét quang hay ngung diéu tri bing atorvastatin thi transaminase
tré lai nhu mirc ban dau trude khi diéu tri. Phan 16n cac bénh nhan tlep tuc dugce didu tri bing
atorvastatin véi liéu giam xuéng ma khéng c6 di chimg nao.

Can lam xét nghiém enzym gan trudc khi bit dau diéu tri bang statin ciing nhu khi tinh trang
lam sang yéu cau. Cac bénh nhén c6 transaminase tang can duge theo ddi cho dén khi sy bat
thuong nay dugc giai quyet Neu ALT hay AST tang cao hon 3 ldn gidi han trén ciia mirc binh
thudng mét cach dai ding, can giam liéu hay ngimg sir dung atorvastatin. Atorvastatin c6 thé
gdy ting transaminase.

Nén thédn trong khi sir dung atorvastatin & cac bénh nhan ubng nhiéu rugu va/hodc cb tién sir
bénh gan. Chéng chi dinh sir dung atorvastatin cho céc bénh nhan cé bénh gan tién trién hay
ting transaminase dai ding khong giai thich duoc.

Anh hwéng trén co xwong

Pi ¢6 bao cdo dau co & cac bénh nhidn sir dung atorvastatin. Nén xét nghi€ém creatin
phosphokinase (CPK) trudc khi dleu tri trong nhimg trudong hop: suy giam chirc nang than,
nhuoc giap, tién sir ban than hodc txen sir gia dinh méc bénh co di truyen tién sir bi bénh co do
sir dung statin hogc sibrat truge do, tién sir bi bénh gan va/hoic uong nhiéu rugu, bénh nhan cao
tudi (>70 tudi) c6 nhimg yéu to nguy co bi ti€u co van. Néu két qua CPK > 5 lan gi6i han trén
muc binh thuong khong nén bit dau diéu trj bing statin. Bénh co duge xac dinh 1a dau co hay
yéu co ¢6 kém theo ting creatin phosphokinase (CPK) > 10 lan giéi han trén clia mirc binh
thuong (ULN), can dugc xem xét & bat ky bénh nhan nao c6 dau co lan tda, nhay cam dau hay
yéu co va/hodc ting dang ké CPK. Can khuyén bénh nhan béo céc nguy néu ho bi dau nhay
cam, dau yéu co khong giai thich dugc, dac bi¢t 1a c6 kém theo mét moi hay sét. Nén ngimg
diéu tri vi atorvastatm néu xuét hién CPK tang dang ké hodic néu c6 chin doan hay nghi ngo ¢6
bénh co. Nguy co xuit hién bénh co trong qué trinh didu tri v6i cac thude thudc nhém nay sé
tang lén khi ding ddng thoi véi cyclosporin, dan chét acid fibric, erythromycin, niacin cac thude
khang nam nhém azol, colchicin, telaprevir, boceprevir hodc phdi hop gifra tipranavir/ritonavir
Nhidu thudc trong sb cac thude trén trc ché chuyén hoa tai cytochrom P450 3A4 (CYP 3A4)
va/hodic qua trinh van chuyén thudc. CYP 3A4 14 isozym déu tién cia gan dugce biét c6 tham gia
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chuyén hoa sinh hoc atorvastatin. Céc bac si khi xem xét viéc diéu tri phdi hop giira atorvastatin
va cac dan chat acid fibric, gemfibrozil, erythromycin, cic thudc tre ché mién dich, cac thude
khang nam nh6ém azol hay sir dung thuée ha lipid mau niacin liéu cao (> 1 g/ngay) colchicin can
can nhic than trong cac lgi ich va rii ro ¢6 thé ¢é va can theo doi chit ché cdc bénh nhén vé cac
dau hiéu va triéu chirg cuia dau co, nhay cam dau hay yéu co, dic biét 1a trong nhirng thang dau
cua dot diéu tri va trong bat ky giai doan diéu chinh liu ting lén nao cua ca hai thudc. Do vay
can phai can nhdc liéu khoi dau va liéu duy tri thdp hon khi chi dinh dong thoi atorvastatin véi
céc thuéc dé cap & trén. Ngimg tam thoi atorvastatin c6 thé thich hop trong khi ding acid
fusidic. Trong cac tinh hudng nay c6 thé can nhic viéc xac dinh dinh ky creatin phosphokinase
(CPK) nhung khéng cé dam bao chic chin ring viéc theo ddi nhu vy s& gitip ngin ngira duge
bénh co trdm trong. Atorvastatin c6 thé gy ting creatin phosphokinase. Ciing nhu cac thudc
khac trong nhém nay, di c6 bao céo (rat hiém) cac truong hop tiéu hily co van kém theo suy
than cip thir phét sau myoglobin niéu. Tién sir suy than co thé 1a mot yéu té nguy co gdy ting
tiéu hiy co van. Can kiém soat chét ché anh hudng doi véi co xuong trén nhirng bénh nhéan nay.
Can ngimg tam thdi hodc ngimg hin viéc diéu tri bing atorvastatin & bat ky bénh nhan nao ¢6
céc tinh trang cép tinh, nghiém trong goi ¥ ring ¢6 bénh co hodc c6 yéu t6 rui ro dé dua dén suy
than thir phat sau tiéu hity co van (vi du: nhim khuan cép tinh ning; giam huyét ap; phau thuat
16n; chéan thuong; céc roi loan vé chuyén hoa, noi tiét va dién giai n@ng; va cac con dong kinh
khéng dugc kiém soat).

Pit quy xuit huyét

Phan tich post-hoc ciia m{t nghién ctru 1am sang trén 4731 bénh nhén khong c¢6 bénh mach
vanh, da bi dot quy hay c6 con thiéu mau cuc b thoang qua (TIA) trong 6 thang trude d6 va bét
dau dung atorvastatin 80 mg cho thay ty 1 dot quy xuat huyét & nhom dung atorvastatin 80 mg
cao hon so v6i nhém ding gia duge (55 bénh nhan dung atorvastatin so v6i 33 bénh nhéan dung
gia dugc). Bénh nhan bi djt quy xuét huyét trong danh sach dudng nhw c6 nguy co ting dot quy
xuéit huyét tai phat (7 bénh nhén ding atorvastatin so véi 2 bénh nhén ding gia dugc). Tuy
nhién, nhirng bénh nhan diéu tri bang atorvastatin 80 mg, bat ki loai dot quy nao (265 so voi
311) va bénh mach vanh (123 so v6i 204) déu it giip hon.

Chire niing ndi tiét , ,
Pi ¢6 béo cao vé ting mirc do hemoglobin Alc (HbAlc) va dudng huyet khi doi voi cac thude
trc ché men khir 3-hydroxy-3-methylglutaryl-coenzyme A (HMG-CoA), ké ca atorvastatin. Tuy
nhién, nguy co tang dudng huyét duge ha thap do giam nguy co mach mau véi nhom statin.
Cin cin nhic khi ding thudc thuoc nhém statin trén bénh nhan ¢ nhimg yeu t6 nguy co dan
dén ton thuong co. Thudc thudc nhém statin ¢ nguy co gdy ra cac tdc dung khong mong muon
d6i v6i hé co nhu teo co, viém co, dic biét véi cac bénh nhan c6 yéu to nguy co nhu bénh nhan
trén 65 tudi, bénh nhan thidu ning tuyén giap khong dugc kiém soat, bénh nhén bj bénh than.
Cén theo ddi chit ché cac tac dung khong mong mudn trong qua trinh dung thuoc.

Trude khi diéu tri, xét nghiém creatin kinase (CK) nén duge tién hanh trong truong hop c6 kha
ning xay ra tuong tac thuéc va trén mot s6 ddi twong bénh nhéan dic biét. Troqg nhitng truirpg
hgp nay, nén can nhéc lgi ich/nguy co va theo doi bénh nhan trén lam séng khi sur q%ng :c.Eatmi
Trong qua trinh didu tri bang statin, bénh nhan can thong bao cho béc sy khi c6 cac bx.eu hién ve
co nhur dau co, cimg co, yéu co. Khi ¢6 céc biéu hi¢n nay, bénh nhan can ]am xét nghiém CK dé
¢ cac bién phap can thiép phu hop.
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Bénh phéi keé:
Cac truong hgp dic biét cia bénh phm k€& da dugc bao céo vdi mét s6 statin, dic biét 1a véi liu
phap dai han. Cac dau hidu c6 thé bao gdm khé thé, ho khan va suy giam sirc khoe néi chung
(mét moi, gidm can va s6t). Néu nghi ng bénh nhéan da phét trién bénh phdi k&, nén ngimg diéu
tri bing statin.

Cianh cdo vé ta dugc lactose.

Nhimg bénh nhén c6 van dé di truyén hiém gdp khong dung nap galactose, thiéu lactase hodc
kém hép thu gluco-galactose khong nén ding thudc nay.

Anh hwéng trén kha ning sinh san, phu nir c6 thai va cho con bi:

Chéng chi dinh atorvastatin trong thdi ky mang thai. Phy nir ¢6 kha nidng cé thai nén str dung
cac bién phap ngtra thai day du. Chi sir dung atorvastatin cho cac phu nir & d§ tudi sinh san néu
cac bénh nhan nay chic chin khong c6 thai va sau khi da dugc thong bao vé cac rui ro c6 thé
Xay ra d6i v6i phoi thai.

Chong chi dinh atorvastatin trong thoi gian cho con bi. Con chua biét liéu thudc nay ¢ duge
bai tiét qua sira me hay khong. Do ¢6 kha ning xuit hién céc tic dung khong mong mudn cho
tré dang trong thoi ky bl me, nén cac ba me dang sir dung atorvastatin khong nén cho con bu.
Anh hwéng cia thude len kha niing l4i xe va vin hanh may méc: Chwa duoc biét.

8. Twong mc véi cdc thudc khdc, cdc dgng twong tdac khdc:

Nguy co xuat hién bénh co trong khi didu tri v6i cac thudc trong nhom nay (statin) s€ tang lén
khi dung dong thoi véi cyclosporin, gemfibrozil, dan chét acid fibric, thuoc ha lipid mau niacin
hay céc thudc rc ché CYP 3A4 (vi du erythromycin va cic thuc chéng nim nhém azol)

Cdc thuéc tre ché CYP3A4: Atorvastatin dugc chuyen hoa boi CYP 3A4. Chi dinh dong thoi
atorvastatin véi cdc thude tre ché CYP 3A4 co thé din t6i ting ndng d6 atorvastatin trong huyét
twong. Mirc d§ tuong tac va kha ning anh huong phu thudc vao su thay d6i anh huong 1én CYP
3A4.

Cdc thubce trc ché van chuyén: Atorvastatin va céc chat chuyén hoa cua atorvastatin 1a co chat
ctia chét van chuyén polypeptid 1B1 van chuyén anion hiru co (OATP1BI1). Céc thudc trc ché
OATPIBI (vi du cyclosporin) cé thé 1am ting sinh kha dung cla atorvastatin. Chi dinh dong
thori atorvastatin 10 mg va cyclosporin 5,2 mg/kg/ngay s& lam ting tic dung ca atorvastatin gap
7,7 lan.

Erythromycin/ Clarythromycin: Ding dong thoi atorvastatin vdi erythromycin (500 mg, 4 lan
moi ngay) hodc clarithromycin (500 mg, 2 lAn mdi ngay), cac chat da duge biét 1a (rc ché
CYP3A4, c6 lién quan tdi V1¢c nong d¢ cla atorvastatin téng cao trong huyét trong.

Chat irc ché protease: Nong do atorvastatin trong huyet twong tang khi chi dinh dong thoi
atorvastatin véi cac chét trc ché protease, nhing chét duge ghi nhan c6 tac dung tc ché CYP
3A4

Diltiazem hydroclorid: Nong do atorvastatin trong huyét twong ting khi chi dinh dong thoi
atorvastatin (40 mg) va diltiazem (240 mg)

Cimetidin: 1 nghién ciru vé tuong tac cua atorvastatin véi cimetidin da dugce tién hanh va khong
quan sat thdy c6 sy twong tac c6 y nghia lam sang nao.

Itraconazol: Dién tich dudi dudng cong cua atorvastatin tang khi chi dinh ddng thoi atorvastatin

(20 -40mg) vdi itraconazol (200 mg).
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Nuée buoi chum: Trong nude budi chim c6 mét hogc nhiéu thanh phan trc che CYP 3A4 va do
vay c6 thé 1am ting ndng do atorvastatin trong huyét twong, diic biét khi ubng mét lugng lén
nude budi chum (> 1,2 L/ngay).

Cdc chat cam vmg CYP3A4: Dung dong thoi atorvastatin véi cac chat gay cam tmg CYP 3A4 (vi
du: efavirenz, rifampin) c6 thé lam giam nhe ndng do atorvastatin trong huyet twong. Do co ché
tac dong kép cua rifapin (vira gin vao CYP3A4 va trc ché té bao gan hép thu chit van chuyen
OATPIBI1), khuyén céo chi dinh dung dong thoi atorvastatin voi rifampin do khi chi uong
atorvastatin chim hon sau khi uéng rifampin s& dan t6i giam dang ké nong do atorvastatin trong
huyét twong.

Cdc thuéc khdng acid: Dung ddng thoi atorvastatin véi mot hdn dich khang acid duong udng
chira hydroxid nhém va magié 1am giam ndng d6 huyét trong cua atorvastatin (xap xi 35 %),
tuy nhién khong lam thay d6i mtrc d giam LDL-C.

Antipyrin: Do atorvastatin khong lam anh huéng dén dugc dong hoc cia antipyrin, nén khong
dy doan atorvastatin c¢6 tuong tic véi cac thudc khac duoc chuyén hoéa boi cing isozym
cytochrom.

Colestipol: Nong d¢ huyét twong ciia atorvastatin thap hon (xdp xi 25%) khi dung ddng thoi véi
colestipol. Tuy nhién tac dong trén lipid khi ding phdi hop atorvastatin véi colestipol lai manh
hon so v6i khi hai thudce nay duoc dung riéng ré.

Digoxin: Khi sir dung ddng thoi cac lidu lip lai cua digoxin va atorvastatin 10 mg, nong do trong
huyét twong & trang thai hing dinh cta digoxin khong bi anh hudong. Tuy nhién nong do cua
digoxin bi ting 1én (x4p xi 20%) sau khi ding dong thoi digoxin véi lidu 80 mg mdi ngay. Do
d6 can giam sat mot cach hop Iy cac bénh nhan dang dung digoxin.

Azithromycin: Ding dong thoi atorvastatin (10 mg moi ngay) v6i azithromycin (500 mg, 1 lan
moi ngay) khong lam anh huong dén ndng do cua azithromycin trong huyet tuong.

Cdc thudc tranh thai diong uéng: Dung ddng thoi atorvastatin vi thude tranh thai dudng udng
¢6 chira norethindron va ethinyl estradiol lam ting gié tri cia dién tich dudi duong cong nong do
theo thoi gian (AUC) cua norethindron va ethinyl estradiol 1én xép xi 30% va 20%. Can xem xét
dén s tang nay khi Iwa chon mét thudc tranh thai duong udng cho nhimg phu nir dang duoc
diéu trj bing atorvastatin.

Warfarin: 1 nghién ciru vé twong téc giira atorvastatin va wafarin da dugc tién hanh va khéng
quan sat thiy su twong tac c6 y nghia 1am sang nao.

Colchicin: Mic du chua thuc hién cic nghién ciru vé tuong tac thudc giita atorvastatin va
colchicin, cac truong hop bénh co da duge béo céo khi atorvastatin duge sir dung dong thoi voi
colchicin, vi v@y can than trong khi chi dinh atorvastatin chung véi colchicin.

Amlodipin: Trong nghién ciru trong tac giira cac thudc trén nhirng d6i twong khoe manh, ding
dong thoi atorvastatin 80 mg voi amlodipin 10 mg lam tdng nong d¢ atorvastatin 18%, diéu nay
khéng c6 y nghia vé ldm sang.

Acid fusidic: Mac du cac nghién ciru vé “tuong tdc giilta atorvastatin va acid fusidic chwa dugc
tién hanh nhung da c6 bao cdo vé cic véin dé vé co nghiém trong, nhu ly giai co van khi dung
két hop atorvastatin va acid fusidic sau khi thudc lwu hanh trén thi truomg. Can theo ddi bénh
nhén chit ch& va c6 thé can nhic tam ngimg diéu tri bing atorvastatin.

Céc liéu phap diéu trj két hop khéc:
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O cac nghién ciru lam sang, atorvastatin da dugc ding dong thoi vai cac thude chong tang huyét
ap va diéu tr thay thé estrogen ma khong c6 bang chimg nao vé cac turong tac bat loi co y nghia
lam sang. Tuy nhién céc nghién ciru v twong téc véi cac thude cu thé con chua duge tién hanh.
Vigc dung cung vdi cic thudc rc ché emzym CYP3A4 c6 thé lam ting nong do cua atorvastatin
trong huyét twong dan dén ting nguy co bénh co va tidu co. Khi dung phéi hop véi amiodaron,
khong nén diung qua 20 mg/ngay vi lam tang nguy co giy ra ching tiéu co van. Déi véi nhimg
bénh nhan phai ding lidu trén 20 mg/ngay madi c6 hiéu qué diéu tri, bac si c6 thé lya chon thudc
statin khac (nhu Pravastatin)

Viéc sur dung dong thoi cac thude ha lipid mau nhom statin v6i cac thude diéu tri HIV va viém
gan siéu vi C (HCV) c¢6 thé lam ting nguy co gay ton thuong co, nghiém trong nhat 13 tiéu co
vén, hoi chitng than hu din den suy thin va c6 thé gay tir vong.

9. Tac dung khong mong muon ctia thubc:

Tac dung khong mong mudn hay gip nhat (> 1%) c6 lién quan dén diéu tri vGi atorvastatin ¢ cac
bénh nhén tham gia céc nghién ciru 1am sang c6 kiém chimg gia dugc bao gom:

Nhiém tring va nhiém ky sinh trimg: viém miii-hong.

Réi logn dinh dwéng va chuyén héa: ting dudng huyét.

R6i loan hé hé hdp, nguc va trung that: dau hong — thanh quan, chiay mau cam

Réi loan hé tiéu héa: tidu chay, kho tiéu, budn nén, day hoi

Réi logn hé co xwong va mé lién két: dau khép, dau chi, dau xuong va co, co cimg co, dau co,
sung khop

Xét nghiém: chirc ning gan bt ‘thudng, tang creatin phosphokinase huyét

Céc tac dyng khong mong muon thém dudi diy dugce bao cdo trong nghién ctru 1am sang c6 dbi
chirng gia dugc cua atorvastatin bao gom:

Réi loan tam than: 4c mong

R6i logn mdt: nhin md

Réi logn tai va tai trong: \ tai

Réi loan hé tiéu héa: khé chiu vung bung, ¢ hoi

Réi logn hé gan mdt: viém gan, tic mat

Réi logn da va mé dudi da: may day

Réi logn hé co xwong va mo lién két: moi co, dau cd

Réi loan toan than va tai ché: kho &, sét

Xét nghi¢m: Bach cau truong nude tiéu dwong tinh

Khéng phai tAt ca cac tac dung khong mong mudn dugc liét ké & trén déu c6 moi quan hé nhin
qua voi diéu tri bing atorvastatin.

O tré em

Nhirng bénh nhan dugc diéu tri bang atorvastatin nhin chung c6 cac tac dung khéng mong mué6n
tuong ty nhom diéu tri bing gia duge, khi khong xét dén nguyén nhan thi tdc dung khdng mong
muén thudng gip nhét duge ghi nhén ¢ ¢ 2 nhém la nhiém tring.

Céc tac dung khong mong muon b6 sung sau day da duogc bao cao:

Ré6i logn mau va hé bach huyét: giam tiéu cau,

Réi logn hé m:en dich: phan tmng di img (gdm ca choang phan vé);

Tén thuong, nhiém déc va bién chirng: dat gan;

Réi loan chuyén héa va dinh dudng: ting cén;
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Réi logn hé than kinh: giam cam giac, suy giam nhan thirc (chimg quén, 14 1dn) chéng mat, loan
vi giac;
Ré:z' logn h¢é tiéu hoa: viém tuy;
Réi logn da va mé dudi da: hoi chimg Stevens — Johnson, hoat tir biéu bi da do nhiém doc, phu
mach, ban d6 da dang, ban ¢6 bong nudc.
Roi loan hé co xwong va mé lién két: ly gidi co véan, bénh co hoai tir do mién dich, viém co, dau
lung.
Réi loan toan than va tai ché: dau nguc, phi ngoai bién, mét moi.
Tang HbAlc.
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC
10. Qud liéu
Khong c6 diéu tri dic hiéu cho trudng hop qua liéu atorvastatin. Néu xuét hién qué lidu, cac
bénh nhan cin dugc didu trj triéu chimg va tién hanh cac bién phap hd trg néu can. Do
atorvastatin géin két manh v&i protein huyét twong, nén thim phan loc mau khé c6 kha ning lam
tang dang ké d¢ thanh thai cia atorvastatin,
11. Qui cdch déng géi: Ep vi PVC/Al hop 2 vi x10 vién, hop 5 vi x10 vién, hop 10vi x10 vién
nén bao phim. Hop 2 vi, 5 vi, 10 vi x 8 vién. Lo 100 vién, 1o 200 vién, hop 1 lo.
12. Bdo qudn: Noi kho mat, nhiét do dudi 30°C, tranh 4nh sang .
13. Han ding: 36 thang ké tir ngdy san xuat.
14. Tiéu chudn dp dung: TCCS.
PE THUOC XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC SY.
THUOC NAY CHI DUNG THEO PON CUA THAY THUOC
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