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ATORVASTATIN 20 mg

Atorvastatin calci trihydrat
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COMPOSITION: Each film-coated tablet contains:

- Atorvastatin (as Atorvastatin calcium trihydrate) .. . 20mg

- Excipients ... s ~5af

STORAGE: Smre ina t!ry piace rJeFDw SU"G protect lrarn laghl

MANUFACTURER'S SPECIFICATION

2 vl x 10 vién nén bz
x 10 film-coated fabl

ATORVASTATIN 20 mg

Atorvastatin calci trihydrat

CHI DINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH,
TUONG TAC THUGC, TAC DUNG KHONG MONG MUGN VA
NHUNG BIEU CAN LUU Y: Xin doc trong to huding din sii dung.

DE XA TAM TAY TRE EM

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

=
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USE
CGNG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

66 Qudc 1) 30, P. My Phi, TP. Cao Lanh, Béng Thip
@6 National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Pat ching nhin 1S0 8001: 2008 & ISOVEC 17025: 2005)
(Achieved IS0 9001: 2008 & ISQVIEC 17025: 2005 certifications)

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert.
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2. Nhan trung gian:
a). Nhdan hop 1 vi x 10 vién nén bao phim.
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GMP-WHO

THUAC BAN THEO BON
PRESCRIPTION ONLY

ATORVASTATIN 20 my

Atorvastatin calci trihydrat

THANH PHAN: M3 vién nén bao phim chifa:

- Atorvastatin (dudi dang Atorvastatin calci trihydrat) ... 20 mg

o T s s
BAD QUAN: Nai kha,

nhiét 06 dugi 30 °C, trénh dnh séng

CHI DINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH, TUONG

ATORVASTATIN 20 mg

{ Atorvastatin calci trinydrat

TAC THUGC, TAC DUNG KHONG MONG MUGN VA NHONG BIEU
CAN LU ¥: Xin doc trong t hudng din s dung.

dxa/gH- BiNns Aeb

WOVXS 008

ATORVASTATIN 20 mg

Atorvastatin calci trihydrat

BBKT s snsisioniens
TIEU GHUAN AP DUNG: TGCS

REGISTRATION NUMBER: .......ccooovnens

MANUFACTURER'S SPECIFICATION

OE XA TAM TAY TRE EM

80C KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

CONG TY GO PHAN XUAT NHAP KHAU Y TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 Qudc 16 30, P My Pha, TP. Cao Lanh, Ddng Thap
66 National road 30, My Phu Ward, Gao Lanh City, Dong Thap Province
(Bat chilng nhan IS0 9001: 2008 & ISA/IEC 17025: 2005)
(Achizved 150 9001: 2008 & ISQVIEC 17025: 2005 certifications)

COMPOSITION: Each film-coated tablet contains:

- Atorvastatin (as Atorvastatin calcium trihydrate)

-Excipients .
STORAGE: Store ina

dry place, below 30 °C, protect from hight,

... 20mg
sins BT

INDICATIONS,

DOSAGE AND ADMINISTRATION,

CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert.

-



‘https://nhathuocngocanh.com/

TO HUONG DAN SU DUNG THUOC

Rx
Thube ban theo don

ATORVASTATIN 20 mg

THANH PHAN: Mdi vién nén bao phim chira
- Atorvastatin (dudi dang Atorvastatin calci trihydrat).......coeeveviiiiiiiiiciii 20 mg
- T4 duoc: Lactose, Calci hydrogen phosphat dihydrat, Povidon K30, Natri croscarmellose, Magnesi
stearat, Hydroxypropyl methylcellulose 15cP, Hydroxypropyl methylcellulose 6cP, Polyethylen
glycol 6000, Talc, Titan dioxid, Mau Sicovit red.
DANG BAO CHE

Vién nén bao phlm dung ubng
QUY CACH BONG GOI ﬂ[u ;
-Hop 1 vi, 2 vi; mdi vi 10 vién. ,E S
CHI PINH
- Réi loan lipid huyet Atorvastatin duge chi dinh bd trg cho liéu phap an udng dé giam ndng do
cholesterol toan phan va cholesterol LDL, apolipoprotein B (apo B) va trlglycend va dé lam tang
HDL-c trong huyét tuong & ngudi bénh tang cholesterol méau tién phat varoiloan lipid huyét
hén hop, tang cholesterol huyét c6 tinh chat gia dinh dong hop tir va tang triglycerid huyel
- Dy phong tién phat (cAp I) tai bién tim mach: O ngudi tang cholesterol huyet chua ¢6 biéu hién lam
sang ro rét ve bénh mach vanh, chi dinh két hop voi liu phap an uong nhim giam nguy co tai bién
mach vanh cAp niang déu tién (nhoi mau co tim, dau that nguc khong 6n dinh, phai lam tha thuat tai
tao mach vanh, tir vong do mach vanh hoac dot quy).
- Dy phong thir phat (cap II) tai blen tim mach: O nguoi bénh tang cholesterol mau da c6 biéu hién
lam sang veé bénh mach vanh, bao gdm nhdi mau co tim va dau thit nguc trude do, chi dinh bd tro
cung liéu phap an uong nham lam giam nguy co tir vong toan bg, lam giam téi di&n nh6i mau co tim,
dot quy, hodc con thiéu mau cuc bo thoang qua, phai nim vién do suy tim sung huyét va giam nguy
co phai tién hanh thu thuat tai tao mach vanh.
-Du phong tai bién tim mach & ngudi bénh dai thao duong: Atorvastatin duoc str dung dé bd tro licu
phdp an uéng nhim lam giam nong do cholesterol toan phan va LDL-cholesterol cao trong huyét ||
thanh va giam nguy co tai bién mach vanh 1in diu hodc tai dién (du phong tién phat hoac thir phat) ¢
ngudi bénh dai thao duong c6 hodc khong co bing chimg l4m sang méc bénh mach vanh va ting
cholesterol mau.
- Lam giam tién trién xo vira mach vanh: Atorvastatin dugc dung dé bd tro cho ché do an & nguoi
tang cholesterol huyet co b1eu hién 14m sang bénh mach vanh gém c¢6 nhoi mau co tim trude do, dé
lam chim qué trinh tién trién xo vita mach vanh.
LIEU LUQNG VA CACH DUNG: Dung uéng.
C6 thé ubng 1 lidu duy nhét vao bat ctr lic nao trong ngay, vao bira an hoac lc doi.
- Lleu dung cho ngudi 16n: Khai d4u 10 mg, mot 14n mdi ngay. E)leu chinh lidu 4 tudn mot 1an, néu
can va néu dung nap dugc. Liéu duy tri 10 mg — 40 mg/ngay. Néu can c6 thé tang liéu, nhung khong
qué 80 mg/ngay.
Luu y bénh nhén khi dung atorvastatin phdi hop véi cc thude sau:
- Khi dung ph01 hop v&i Amiodaron, khong nén dung qua 20 mg/ngay.

- Khi dung ph01 hop ciclosporin, lidu t6i da 10 mg, 11an/ngay
- Khi dung ph01 hop clarithromycin, khoi dau 10 mg, 11an/ngay va tbi da 1a 20 mg, 11an/ngay.
- Khi ding phéi hop itraconazol, khoi dau 10 mg, 11an/ngay va téi da 40 mg, llanfngay
- Than trong khi ding phéi hop véi (ritonavir + lopinavir) voi lidu trén 20 mg, 11an/ngay.
- Khéng dung qua 20 mg atorvastatin/ngay khi sir dung ddng thoi véi (darunavir + ritonavir);
fosamprenavir; (fosamprenavir + ritonavir); (saquinavir + ritonavir).
- Khong ding qua 40 mg atorvastatin/ngay khi st dung véi nelfinavir.
" Khuyen cdo bat ddu diéu 1ri voi liéu thap nhat ma thude c6 tic dung, sau do néu can thiét, cé thé
diéu chinh liéu theo nhu cdu va ddp tmg ciia tieng nguoi bang cdach ting liéu tung dot cach nhau
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khong duéi 4 tuan va phai theo dbi cdc phan vmg c6 hai ciia thuéc, ddc biét la cde phan vmg c6 hai
déi véi hé co.

CHONG CHI PINH

- Quéa min cam véi cac chat trc ché HMG-CoA reductase hodc voi bat ky thanh phéan nao ctia thude

- Bénh gan hoic transaminase huyét thanh ting kéo dai ma khong giai thich dugc.

- Thoi ky mang thai hodc cho con bu.

THAN TRONG KHI SU DUNG

- Trude va trong khi diéu tri véi atorvastatin, nén két hop kiém soat cholesterol méu bang céac bién
phéap nhu ché d§ an, giam cén, tép thé duc va diéu tri cac bénh co thé la nguyén nhan cua ting lipid.
Phai tién hanh dinh luong lipid dinh ky va diéu chinh lidu lugng theo dép Umg clia ngudi bénh véi
thudc. Muc tiéu diéu tri 1a giam cholesterol LDL vi vay can sir dung némg dd cholesterol LDL dé bat
dAu diéu tri va danh gia dap g didu tri. Chi khi khong xét nghiém dugc cholestrol LDL, méi sir
dung cholesterol toan phan dé theo dai diéu tri.

- Trong cac thir nghiém 1dm sang, mot sb it ngudi bénh udng atorvastatin thdy ting rd rét
transaminase huyét thanh (> 3 l4n gidi han binh thuong). Khi ngimg thudc & nhitng ngudi bénh nay,
ndng do transaminase thuong ha tir tir tr& vé muc trude khi diéu tri. Mot vai ngudi trong sb nguoi
bénh nay trudc khl didu ‘m vOi atorvastatin da ¢6 nhimg két qua xét nghiém chic nang gan bét
thuong va /hodc ubng nhiéu ruou. Khuyén céo lam xét nghiém enzym gan trudc khi bét dau diéu tri
bang statin va trong truong hop chi dinh lam sang yéu cau xét nghiém sau do. Cén str dung thude
than trong & ngudi bénh udng nhiéu ruou va /hodc c6 tién sir bénh gan.

- Phai tam ngimg hodc ngimg han sir dung atorvastatin & bat ctr nguoi bénh nao ¢6 biéu hién bi bénh
co cdp va niing hodc ¢6 yéu to nguy co dé bi suy than cip do tiéu co van nhu nhlem khuén cép ning,
ha huyét ap, phau thuat va chin thuong 16n, bét thudong vé chuyén héa, ndi tiét, dién giai hoac co
gift khong kiém soat duoc.

- Cén nhéc theo dbi creatin kinase (CK) trong trudmg hop:

Trude khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhiing truong hop: Suy giam chirc |
nang than, nhugc giap, tién sir ban than hoac tién str gia dinh mac bénh co di truyén, tién sir bi bénh [+°°
co do sir dung statin hogc fibrat truge do, tién sir bénh gan va/hodc udng nhidu ruou, bénh nhén caof' CON
tudi > 70 tudi) c6 nhitng yéu td nguy co bi tiéu co vén, kha ning xay ra tuong tac thudc va mot sé O
dbi tugng bénh nhén dic biét. Trong nhimg truong hop nay nén cén nhic loi ich/nguy co va theo doi T "”'
bénh nhén trén 14m sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 1an gidi han trén. DOM
ctiia mire binh thuong, khéng nén bit dau diéu tri bang statin. i

Trong qué trinh diéu tri bang statin, bénh nhan can thong bao khi c6 cac biéu hién vé co nhu dau --~__f
co, cung co, yeu co ... Khi ¢6 céc biéu hién nay, bénh nhan can lam xét nghiém CK dé co cac bién "
phép can thiép phu hUp
- Chi dung atorvastatin cho phu nit ¢ do tu01 sinh d¢ khi ho chic chén khong mang thai va chi trong
trudong hop didu tri tang cholesterol mau rit cao ma khong dap tmg véi céc thude khac.

PHU NU’' CO THAI VA CHO CON BU

- Vi atorvastatin lam glam tong hop cholesterol va c6 thé ca nhleu chét khéac c6 hoat tinh sinh hoc
dAn xuét tir cholesterol, nén thudc c6 thé gay hai cho thai nhi néu dung cho ngudi mang thai. Vi vay
chong chi dinh dung atorvastatin trong thoi ky mang thai.

- Atorvastatin phan b vao sita. Do tiém ning c6 tac dung khong mong mudn nghiém trong cho tré
nho dang b sira me, nén chdng chi dinh ding & ngudi cho con b

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Cén than trong khi 1ai xe va van hanh may méc do tac dung phu cua thube gdy dau dau, chéng mat,
nhin md, mat ngu, suy nhugc. Néu ¢6 céc triéu chirmg dau dau, chéng mait, nhin mo, mét ngu, suy
nhugc thi khong nén lai xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Atorvastatin c6 thé lam ting tac dung ctia warfarin. Phai x4c dinh thoi gian prothrombin truée khi
bit dau dung atorvastatin va theo doi thudmg xuyén trong giai doan dau diéu tri dé dam bao khong
c6 thay doi nhleu vé thoi gian prothrombm

- Cac nhua gén acid mat c6 thé 1am giam rd rét kha nang sinh hoc cta atorvastatin khi udng cung. Vi
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vay thoi gian dung 2 thuoc nay phai cach xa nhau.
- Diltiazem: Lam tang nong do atorvastatin trong huyet tuong, cé nguy co ti€u sgi co, suy than.
- Rifampicin lam giam ndng d¢ atorvastatin khi phdi hop véi nhau.
- Ting nguy co bénh co va tiéu co & ngudi bénh diéu tri phdi hop atorvastatin véi cyclosporin,
erythromycin, itraconazol, ketoconazol (do trc ché cytochrom CYP3 A4). Khi ding phdi hop véi
amiodarone, khong nén ding qua 20 mg/ngay vi 1am ting nguy co gy ra chimg tiéu co van. Ddi véi
nhing bénh nhan phai dung lidu trén 20 mg/ngay méi c6 hidu qua diéu tri, Béc si c6 thé lva chon
thudc statin khac.
- Tang nguy co tén thuong co khi sir dung statin dong thoi v6i céc thude gemfibrozil, cac thubc ha
cholesterol mau nhém fibrat khéc, niacin liéu cao (> 1 g/ngay), colchicin.
* Tranh st dung dfmg thoi va gioi han lidu ding atorvastatin khi sir dung dbng thoi voi cée thude
diéu tri HIV va viém gan siéu vi C (HCV) vi c6 thé lam tang nguy co gay tén thuong co, nghiém
trong nhét 1 tiéu co van, than hu din dén suy than va c6 thé gay tir vong:

+ Tréanh sir dung ddng thoi atorvastatin voi telaprevir va dang phdi hop (tlpranawr + ritonavir).

+ Sir dung than trong va néu can thiét nén dung liéu atorvastatin thdp nhat khi sir dung phdi hop
véi (lopinavir + ritonavir).

+ Khong ding qua 20 mg atorvastatin/ngay khi sir dung dong thoi véi (darunavir + ritonavir);
fosamprenavir; (fosamprenavir + ritonavir); (saquinavir + ritonavir). 0
+ Khong dung qud 40 mg atorvastatin/ngay khi sir dung vai nelfinavir. /{’ I
TAC DUNG KHONG MONG MUON
- Thuong gép: Tiéu chay, tao bon, day hoi, dau bung va budn non, dau dau, chong mat, nhin mo,
mét ngt, suy nhuoce, dau co, dau khop. Cac két qua thir nghiém chirc niang gan tang hon 3 lan giGi
han trén ctia binh thucmg, nhung phén 16n 1 khéng c6 triéu chimg va phuc héi khi ngumng thude.
- It gip: Bénh co (két hop yéu co va ting ham lugng creatin phosphokinase huyét tuong), ban da,
viém mili, viém xoang, viém hong, ho.
- Hiém gip: Viém co, tiéu co van, dan dén suy than thir cAp thit phét do myoglobin niéu.
- Tac dung phu khéac: Suy giam nhan thic (nhu mét tri nhé, 1 14n...), ting duong huyét, tang |

HbAlc. 34
Thong béo cho Bac si nhimg tac dung khong mong mudn gip phai khi sir dung thudc. ?

QUA LIEU VA CACH XU TRi 1A
Néu xay ra qua lidu, can diéu tri triéu chimg va hd trg khi can thiét. Do thubc gin manh véi protenfi
huyét twong, thdm tach mau khong hy vong lam ting ding ké thanh thai atorvastatin.

DUQC LUC HQC 50
- Atorvastatin thudc nhém thudc didu hoa lipid huyét. Atorvastatin 1a chét &c ché canh tranh voun' 2
hydroxymethylglutaryl coenzym (HMG — CoA) reductase, 1a enzym xuc tac chuyén d6i HMG — |
CoA thanh acid mevalonic, tién chit cua cholesterol.

- Atorvastatin uc ché HMG — CoA reductase lam giam tong hop cholesterol trong gan va lam giam
nong d6 cholesterol trong té bao. Piéu nay kich thich lam téng cac thu thé LDL- cholesterol trén
mang té bao gan, do d6 lam tang thanh thai LDL ra khoéi tudn hoan. Atorvastatin lam giam nong do
cholesterol toan b, LDL-c va VLDL-c trong huyet tuong. Thudc cling ¢6 khuynh huéng lam giam | %
ndng do triglycerid va lam ting HDL-c trong huyét tuong.
- Ngoai ra, atorvastatin con co tac dung chéng xo vita ddng mach. Pa sb d ching to lam chdm qué | -
trinh tién trién va/hodic 1am thodi lui xo vita ddng mach vanh va/hodic dong mach canh. Co ché tac
dung hién nay chua biét ddy du, nhung tdc dung nay c6 thé doc 1ap ddi voi tac dung diéu hoa lipid
huyét.

- Téc dung mach mau: Atorvastatin lam giam huyét ép & ‘nguoi tang huyet ap va tang cholesterol
huyét tién phat. Tac dung giam huyét ap c6 thé lién quan dén phuc héi r6i loan chire nang ndi mo do
atorvastatin, hoat héa oxyd nitric synthase ni mé va lam giam nong d aldosteron huyét tuong.

- Tac dung chdng viém: O ngudi tang cholesterol huyét, kém hodc khong kém bénh dong mach vanh
cho théy atorvastatm ¢6 thé ¢6 hoat tinh chong viém. Liéu phép statin & nhitng bénh nhan nay lam
giam nodng do huyet tuong CRP (C-reactive protein). Nong d6 CRP ciing giam o ngum bénh c6
cholesterol huyét binh thuong c6 ndng dd CRP cao trude khi diéu tri. Tac dung dbi voi ndng do CRP




Qttps://nhathuocngocanh.com/

khong tuong quan véi thay d6i nong d6 LDL-c. Cac nghién ctru gan diy cho thdy Iam giam ndng do
CRP c6 thé 1am giam nguy co nhdi méu co tim tai phét hodc tir vong do nguyén nhan mach vanh.

- Téc dung dbi véi xwong: Atorvastatin c6 thé 1am ting mat do xuong.

- Téc dung diéu hoa lipid méu twong quan véi lidu lwong hon 14 véi ndng do thude trong huyét
tuong.

DUQC PONG HQC

- Hap thu: Sau khi udng, atorvastatin hép thu nhanh va chuyén héa manh budc diu & gan. Sinh kha
dung tuyét dbi cua atorvastatin 14%. Thoi gian dat ndng do dinh 1 — 2 gio.

Thirc an 1am thay dbi sinh kha dung toan than cua atorvastatin sau khi udng. Thirc an lam
giam tdc d6 va/hodc muc do hap thu, nhung do giam it nén khong lam thay d6i quan trong vé lam
sang tac dung diéu hoa lipid huyet Nong do thuoc trong huyét tuong c6 thé lién quan dén nhip ngay
dém, udng atorvastatin vao budi chiéu tbi lam nong dd dinh thubc trong huyét tuong va dién tich
dudi dudng cong nong do - thoi gian (AUC) giam 30 - 60%. Méc du sinh kha dung giam, tic dung
dleu hoa lipid huyét cia atorvastatin udng lic budi chiéu t&i khéng thay dbi va hoi cao hon so véi
uong vao bubi sang.

Ddi v6i ngudi cao tudi, tir 65 tudi trdr 18n, ndng do trong huyét twong cua atorvastatin c6 thé cao
hon so véi ngu'éfl tré tudi nhung khong lam thay dbi tac dung diéu hoa lipid huyét.

béi véi nguoi suy than nhe (hé so thanh thai creatinin 61 - 90 ml/phut): Duoc dong hoc cua
atorvastatin khong thay dbi nhiéu.

6] ngudi suy gan, atorvastatin c6 thé tich Ity trong huyét tuong.

- Phén bd: Atorvastatin duge phan bd cha yéu vao gan, 1 phén vao cdc mo (lach, than, tuyén thuwong
than) Atorvastatin lién két 88 - 99% véi protein huyét twong, chu yeu la albumin. Atorvastatin ¢6
thé qua nhau thai va phan bd vao sita me.

- Dao thai: Atorvastatin chuyén héa manh & gan do hé enzym microsom cytochrom P4so(CYP), chit
yeu do isoenzym 3A4 (CYP 3A4). Thoi gian ban thai atorvastatin 14 gi¢. Méc du vdy, khong c6
mdi tuong quan gilta thong s6 duge dong hoc véi thoi gian tic dung diéu tri (it nhit 24 gid). Thoi
gian ban thai trong huyet tuong dai, atorvastatin c6 thé tich lity trong huyét twong. Atorvastatin duoc
dao thai qua nude tiéu (2 - 20% liéu) va phén (60 - 90% lidu). UV

BAO QUAN: Noi kho, nhiét dd duéi 30 °C, tranh anh sang.

HAN DUNG: 48 thang ké tir ngay san xuét

THUOC NAY CHi DUNG THEO DON CUA BAC SI

POC KY HUONG DAN SU DUNG TRUOGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

PE XA TAM TAY TRE EM
NHA SAN XUAT VA PHAN PHOI
@t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
’ Dia chi: S6 66, Qudc 16 30, Phudng M§ Phu, TP Cao Lanh, Pdng Thép
DOMESCO Dién thoai: 067. 3851950

TP. Cao Lanh, ngay /{ théng ({ nim 2015
TUQ. TONG GIAM DOC ™
6B, Nghién ciru & Phat trién” \
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