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COMPOSITION: Each film-coated tablet contains:
- Aorvastatin calcium trinydrate equivalent to Atorvastatin ..., 20mg
- BNt e A R R sqf
STORAGE: In dry place, below 30°C, protect from dueci light
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¢ONG TY ¢ PHAN XUAT NHAP KHAU Y TE DOMESCD

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CCRP,
£6 Nalional road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved IS0 9001 - 2008 & ISOAEC 17025 certification)

READ CAREFULLY THE INSTRUC

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: Read the
package insert.
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- Atorvastatin calcium trihydrate equivalent to Atorvastatin ... 20 mg INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: Read the
SEACIDBIS . B0 package insert
STORAGE: In dry place, below 30°C, protect from direct light.
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TO HUONG DAN SU DUNG THUOC

Rx
Thudc bin theo dom

DOROTOR® 20 mg

THANH PHAN: MJi vién nén bao phim chtra

- Atorvastatin calci trihydrat fuong Gng AtOTVAStatiN. .......cueereeienisisiasisionsiencsssnisessesssasassssaasansss 20 mg
- Ta dugc: Lactose, Calci hydrogen phosphat dihydrat, Povidon K30, Croscarmellose sodium,
Magnesi stearat, Hydroxypropylmethyl cellulose 15¢P, Hydroxypropylmethyl cellulose 6¢cP,
Polyethylen glycol 6000, Talc, Titan dioxyd, Mau Sicovit red.

DANG BAO CHE _
Vién nén bao phim. A~
QUY CACH PONG GOI }L /
-Hop 2,3 vix 10 vién

CHI PINH

- Réi loan lipid huyet Atorvastatin dugc chi dinh bd tro cho liéu phap an udng dé giam ndng do
cholesterol toan phan va cholesterol LDL, apolipoprotein B (apo B) va tngiycend va dé lam tang
HDL-c trong huyét tuong & nguorl bénh ting cholesterol mau tién phat va roi loan lipid huyét
hdén hop, ting cholesterol huyét c6 tinh chét gia dinh dong hop tir va ting triglycerid huyét.

- Du phong tién phat (cp 1) tai bién tim mach: O ngudi tang cholesterol huyet chua c6 biéu hién
lam sang 16 rét vé bénh mach vanh, chi dinh két hop véi ligu phap an udng nham giam nguy co tai
bién mach vanh cép ning dau tién (nhdi mau co tim, dau that nguc khong on dinh, phai l1am tha
thut tai tao mach vanh, tir vong do mach vanh hodc dét quy).

- Dy phong thir phat (cap 1I) tai blen tim mach: O ngudi bénh téng cholesterol mau da co biéu hién
lam sang ve bénh mach vanh, bao gdm nhdi mau co tim va dau thit nguc trude dé, chi dinh bd trg
cung liéu phap én uong nham 1am giam nguy co tir vong toan bg, lam giam tai dién nh6i mau co tim,
dot quy hodc con thiéu mau cuc bd thoang qua, phai ndm vién do suy tim sung huyét va giam nguy
co phai tién hanh thu thudt tai tao mach vanh.

- Dy phon - tai bién tim mach & ngudi bénh déi théo dudng: Atorvastatin duge sir dung dé bd tro liu
phép 3n udng nham lam giam nong do cholesterol toan phan va LDL-cholesterol cao trong huyét
thanh va giam nguy co tai bién mach vanh lan dau hogc tai dién (dy phong tién phat hogc thir phat) &
ngudi bénh dai thao dudng cé hodc khéng co bang chimg ]am sang méc bénh mach vanh va ting
cholesterol mau.

- Lam giam tién trién xo vira mach vanh: Atorvastatin dugc dung dé bd trg cho ché d6 an & nguoi
tang cholesterol huyet co bleu hién 1am sang bénh mach vanh gdm c¢6 nhdi mau co tim trude do, dé
lam chém qua trinh tién trién xo vira mach vanh.

LIEU LUQNG VA CACH DUNG: Dung udng.

C6 thé udng 1 lidu duy nhat vao bat cir lic ndo trong ngay, vao bifa an hoéc lic doi.

Lleu dung cho ngudi 16n: Khai diu 10 mg, mét lan méi ngay. Diéu chinh lidu 4 tuin mot 14n, néu can va
néu dung nap dugc. Liéu duy tri 10 mg — 40 mg/ngay. Néu cén c6 thé tang liéu, nhung khéng qué 80
mg/ngay.

Luru y bénh nhan khi dung atorvastatin phéi hop véi céc thude sau:

- Khi dung ph01 hop v6i Amiodarone, khong nén ding qua 20 mg/ngay.

- Khi diing phm hop ciclosporin, lidu t6i da 10 mg, ]]anfngay

- Khi dung ph01 hop clarithromycin, khoi dau 10 mg, 11an/ngay va t6i da 1a 20 mg, 11an/ngay.

- Khi diing phéi hgp itraconazole, khoi dau 10 mg, 114n/ngay va t61 da 40 mg, 114n/ngay.

- Thén trong khi ding phdi hop véi (ritonavir + Iopmavnr) vé6i lidu trén 20 mg, 11an/ngay.

- Khong diing qud 20 mg atorvastatin/ngay khi siv dung dbong thoi véi (darunavir + ritonavir);
Sfosamprenavir; (fosamprenawr + ritonavir); (saqumavu- + ritonavir).

- Khong ding qud 40 mg atorvastarm/ngay khi sir dung voi nelfinavir.

* Khuyen cdo bdt dau dieu 1ri voi liéu thap nhét ma thuéc cé tac dung, sau dé néu can thiét, ¢é thé
diéu chinh liéu theo nhu cdu va ddp vmg cia tieng nguoi bang cdch tang liéu tieng dot cach nhau
khong dudoi 4 tuén va phai theo dbi cdc phdn g cé hai cia thuéc, ddc biét la cdc phan img cé hai
déi véi hé co.
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CHONG CHI DINH

- Qua min cam vdi cac chit trc ché HMG-CoA reductase hodic véi bét ky thanh phan ndo cua thude
- Bénh gan hodc transaminase huyét thanh ting kéo dai ma khong giai thich duoec. L;./
- Thoi ky mang thai hodc cho con bu. //L /
THAN TRONG KHI SU DUNG
- Trude va trong khi diéu tri véi atorvastatin, nén két hc;p kiém soét cholesterol mau bing cac bién
phap nhu ché d¢ an, giam can, tap thé duc va diéu tri cac bénh c6 thé 1a nguyén nhan cia tang lipid.
Phai tién hanh dinh lugng 11p1d dinh ky va diéu chinh lleu lugng theo dap mg cua ngudi bénh vdi
thudc. Muc tiéu diéu tri 1a giam cholesterol LDL vi vdy cén sir dung ndng d6 cholesterol LDL dé bét
dau diéu tri va danh gia dap tmg diéu tri. Chi khi khong xét nghiém duoc cholestrol LDL, méi sir
dung cholesterol toan phan dé theo dai diéu tri.
- Trong cac tht nghi¢m lam sang, mot sd it ngudi bénh udng atorvastatin thdy ting rd rét
transaminase huyét thanh (> 3 14n gioi han binh thuong). Khi nglmg thudc & nhirng ngudi bénh nay,
ndng d6 transaminase thlrorng ha tir tir tr& vé& mirc trude khi didu tri. Mot vai ngudi trong sb nguoi
bénh nay trude khi didu tri v6i atorvastatin da c6 nhirng két qua xét nghiém chirc nang gan bt
thuong va /hodc ubng nhidu ruou. Khuyén cdo lam xét nghiém enzym gan truvc khi bal' ddu diéu
tri bdng statin va rrong truong hop chi dinh lim sang yéu cdu xét nghié¢m sau do. Can sir dung
thudc than trong & ngudi bénh uong nhiéu ruou va /hodc c6 tién sir bénh gan.
- Phai tam ngimg hogc ngimg han sir dung atorvastatin & bét cir ngudi bénh nao c6 biéu hién bi bénh
co chp va nang hodc c6 yeéu t6 nguy co dé bi suy than cp do ti€u co véan nhu nhlem khuén cap nang,
ha huyét ap, phau thuét va chin thuong 16n, bit thuomg vé chuyén hoa, noi tiét, dién giai hodc co
giat khong kiém soét duogc.
- Cén nhdc theo doi creatin kinase (CK) trong mnmg hop:

Trude khi diéu tri, xét nghiém CK nén dwyc tién hdnh trong nhitng truong hop: Suy gmm
chirc ning thdn, nhwoc gidp, tién sir ban thin hodc t:en sir gia dinh mdc bénh co di truyen, tién
sit bi bénh co do sir dung statin hodc fi brat tm'o'c do, tién sir bénh gan vi/hodc uong nhiéu riegu,
bgmh nhdn cao tuo: (> 70 tubi) cé nhitng yéu t6 nguy co bi tiéu co vin, khd ning xdy ra tuong tic
thuéc va mot so doi twgng bénh nhan dic b:gt. Trong nhu'ng tru'a'ng hop nay nén can nhac lgi
:ch/nguy co v theo déi bénh nhan trén lim sang khi diéu tri bang statin. Neu két qua xét nghi¢m
CK > 5 ldn gidi han tren ciia mikc binh thwong, khong nén bdt dau diéu tri bdng statin.

Trong qud trinh diéu tri bing statin, bénh nhin cin thong bdo khi cé cdc biéu hién vé co nhw
dau co, cimg co, yéu co ... Khi cé cdc biéu hién nay, bgnh nhin cén lam xét nghiém CK dé c6
cdc bién phdp can thiép phu hop.

- Chi dung atorvastatin cho phu nir & d6 tu01 sinh d¢ khi ho chic chin khong mang thai va chi trong
truong hop diéu tri tang cholesterol mau rt cao ma khong dap img véi céc thudc khac.

PHU NU'CO THAI VA CHO CON BU

- Vi atorvastatin lam giam tong hop cholesterol va co thé ca nhleu chét khéc ¢6 hoat tinh sinh hoc
din xudt tir cholesterol, nén thudc c6 thé gay hai cho thai nhi néu ding cho ngudi mang thai. Vi vay
chéng chi dinh diing atorvastatin trong thoi ky mang thai.

- Atorvastatin phan bd vao sita. Do tiém ning c6 tac dung khong mong mubn nghiém trong cho tré
nho dang bu sira me, nén chﬁng chi dinh dung & ngudi cho con bi.

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

Can than trong khi 1ai xe va vin hanh méy méc do tac dung phu cia thudc ga?/ dau dau, chéng mit, nhin mo,
mét ngu, suy nhugc. Néu b cac tri¢u chimg dau déu, chéng mat, nhin md, mat ngy, suy nhuge thi khong nén
14i xe va van hanh may moéc.

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

- Atorvastatin c6 thé 1am ting tac dung ctia warfarin. Phai xé4c dinh thoi gian prothrombin truge khi
bit dau dung atorvastatin va theo do6i thuong xuyén trong giai doan dau diéu tri @ dam bao khong
¢6 thay ddi nhleu vé thoi gian prothrombin.

- Céc nhya gén acid mét c6 thé lam giam rd rét kha nang sinh hoc cua atorvastatin khi udng cung. Vi
vay thoi gian dung 2 thuoc nay phai cach xa nhau.

- Diltiazem: Lam tang nong do atorvastatin trong huyet tuong, c6 nguy co tiéu sgi co, suy than.

- Rifampicin 1am giam ndng d6 atorvastatin khi phdi hop v6i nhau.

- Ting nguy co bénh co va tiéu co & ngudi bénh diéu tri phéi hop atorvastatin véi cyclosporin, |
erythromycin, itraconazol, ketoconazol (do trc ché cytochrom CYP3 A4). Khi dung phdi hop véi |
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amiodarone, khéng nén dung qua 20 mg/ngay vi lam tang nguy co gdy ra chimng ti€u co van. Doi voi
nhung bénh nhén phai diing liéu trén 20 mg/ngay méi c6 hiéu qua diéu tri, Bac si ¢6 thé lwa chon
thudc statin khac.
- Tiing nguy co ton thwong co khi sir dung statin dong thoi véi cdc thudc gemfibrozil, cdc thuic
ha cholesterol mdu nhém fibrat khdc, niacin liéu cao ( > 1 g/ngay), colchicin.
* Trdanh sw dung d‘ong thoi va gioi han liéu ding atorvastatin khi sir dung dong thoi voi cdc
thuéc diéu tri HIV va viém gan siéu vi C (HCI/) vi ¢d thé lam rt‘ing nguy co gady ton thwong co,
nghiém lrgng nhdt la tiéu co vin, thin hw din dén suy thin va cé the gdy tir vong:

+ Trdnh st dung dong thoi atorvastatm vai telaprev:r va dang pk oi hp}) (ttpranav:r + ru'onawr)

+ Stk dung th@n trong va néu cin thiét nén dung liéu atorvastatin thap nhit khi siv dung pho:
hop vdi (lopinavir + ritonavir).

+ Khéng ding qud 20 mg atorvastatin/ngay khi sic dung dong thoi véi (darunavir + ritonavir);
fosamprenavir; (fosamprenavir + ritonavir); (saquinavir + ritonavir).
+ Khong ding qud 40 mg atorvastatin/ngay khi sir dung vdi nelfinavir. /U}« /
TAC DUNG KHONG MONG MUON
- Thudng gap: Ti€u chay, tdo bon, déy hoi, dau bung va budn nén, dau dau, chéng mit, nhin mo,
mét ngu, suy nhuoc, dau co, dau khcrp Céc két qua thir nghiém chirc ning gan tang hon 3 lan gigi
han trén cua binh thuong, nhung phén 16n 12 khong c6 triéu chimg va phuc hdi khi ngimg thude.
- It gip: Bénh co (két hqp yéu co va ting ham lugng creatin phosphokinase huyét tuong), ban da,
v1em mili, viém xoang, viém hong, ho.
- Hiém gip: Viém co, tiéu co van, din dén suy than thu cép thir phat do myoglobin niéu.
- Tdc dung phu khdc: Suy gidm nhin thikc (nhuw mat tri nhé, It ldn...), ting duong huyét, ting
HbAlc.
Théng béo cho Béc si nhitng tac dung khong mong mutn gip phai khi sir dung thudc.
QUA LIEU VA CACH XU TRi
Néu xay ra qua lidu, cdn didu trj triéu chimg va hd tro khi can thiét. Do thudc gin manh véi protein
huyét twong, thAm tach méau khong hy vong lam ting déng ké thanh thai atorvastatin.
DUQC LUC HOC
- Atorvastatin thuéc nhém thudc diéu hoa lipid huyét. Atorvastatin 14 chét trc ché canh tranh véi
hydroxymethylglutaryl coenzym (HMG - CoA) reductase, la enzym xuc tac chuyén d6i HMG -
CoA thanh acid mevalonic, tién chat cia cholesterol.
- Atorvastatin {rc ché HMG — CoA reductase lam giam tong hop cholesterol trong gan va lam giam
ndng d6 cholesterol trong té bao. Diéu nay kich thich lam tang cac thu thé LDL-cholesterol trén
mang té bao gan, do d6 lam ting thanh thai LDL ra khoi tudn hoan. Atorvastatin lam gidm nong do
cholesterol toan by, LDL-¢ va VLDL-c trong huyet twong. Thudc ciing c6 khuynh huéng lam giam
ndng do triglycerid va lam téng HDL-c trong huyét tuong.
- Ngoa1 ra, atorvastatin con c6 tac dung chéng xo vira ddng mach. Pa s6 da chimg td 1am cham qua
trinh tién trién va/hodc lam thoai lui xo vita dyng mach vanh va/hoac dong mach canh. Co ché tac
dung hi¢n nay chua biét ddy du, nhung tic dung nay c6 thé doc 1ap ddi voi tac dung diéu hoa lipid
huyét.
- Tac dung mach mau: Atorvastatin lam giam huyét ap & ‘ngudi tang huyct ap va tang cholesterol
huyét tién phat. Tac dung gidam huyét ap c6 thé lién quan dén phuc hdi ri loan chic ndng ndi mé do
atorvastatin, hoat héa oxyd nitric synthase ndi md va lam giam ndng dd aldosteron huyét tuong.
- Téc dyng chéng viém: O ngudi tang cholesterol huyet kém ho#c khéng kém bénh dong mach vanh
cho thay atorvastatin c6 thé c6 hoat tinh chong viém. Llf;u phap statin & nhitng bénh nhén nay lam
giam nong d¢ huyet tuong CRP (\C-reactwe protein). Nong do CRP ciing glam ¢ ngudi bénh co
cholesterol huyét binh thuﬁmg c6 nong d§ CRP cao truée khi didu tri. Tac dung ddi véi nong do CRP
khong twong quan véi thay doi nong d§ LDL-c. Cac nghién ciru gn day cho thdy lam giam nong d
CRP c6 thé lam glém nguy co nhdi mau co tim tai phat hodc tir vong do nguyén nhan mach vanh.
- T4c dung dbi v6i xuong: Atorvastatin co thé lam tang mat d6 xuong.
- Téc dung diéu hoa lipid mau tuong quan véi lidu lugng hon 13 véi noéng o thudc trong huyét
tuong.
DUQC PONG HOC
- Hap thu: Sau khi udng, atorvastatin hép thu nhanh va chuyén hoa manh buéc diu & gan. Sinh kha
dung tuyét ddi cua atorvastatin 14%. Thoi gian dat ndng do dinh 1 — 2 gid.
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Thic #n lam thay doi sinh kha dung toan than cua atorvastatin sau khi udng. Thic an lam
giam téc do va/hodc mirc do hap thu, nhung do gidm it nén khong lam thay d6i quan trong vé 1am
sang tac dung diéu hoa lipid huyet Nong do thuoc trong huyét tuong 6 thé lién quan dén nhip ngay
dém, udng atorvastatin vao budi chiéu téi lam nong d6 dinh thudc trong huyét twong va dién tich
dudi duong cong nong df - thoi gian (AUC) giam 30 - 60%. Mgc du sinh kha dung giam, tac dung
dleu hoa 11p1d huyet clia atorvastatin ubng lic budi chiéu t6i khong thay déi va hoi cao hon so véi
uong vao bubdi sang

Do6i voi nguoi cao tuon, tir 65 tubi trd 1én, nong do trong huyet tuong cua atorvastatin ¢6 thé cao
hon so v6i ngudi tré tudi nhung khong lam thay ddi tac dung diéu hoa lipid huyét.

D6i v6i ngudi suy than nhe (hé so thanh thai creatinin 61 - 90 ml/phut): Duoc dong hoc cua
atorvastatin khong thay déi nhiéu.

0] nguoi suy gan, atorvastatin 6 thé tich 1lly trong huyét tuong. '

- Phan bo: Atorvastatin duoc phén bo chu yéu vao gan, 1 phan vao cac mé (lach, thén, tuyén thuong
than). Atorvastatin lién két 88 - 99% vdi protein huyét twong, chu yéu 1a albumin. Atorvastatin co
thé qua nhau thai va phan bé vao sira me.

- Dao thai: Atorvastatin chuyén héa manh & gan do hé enzym microsom cytochrom Psso(CYP), chia
yeu do isoenzym 3A4 (CYP 3A4). Thoi gian ban thai atorvastatin 14 gio. Méc du vay, khong co6
mbi tuong quan gitra thong s6 dugc dong hoc véi thoi gian tac dung diéu tri (it nhat 24 gio). Thoi
gian ban thai trong huyet tuwong dai, atorvastatin co thé tich liiy trong huyét trong. Atorvastatin dugc
dao thai qua nudce tiéu (2 - 20% lleu) va phén (60 - 90% lleu) _

BAO QUAN Noi khé, dudi 30°C, tranh anh sang truc tiép. L]'L

HAN DUNG: 36 thang ké tir ngay san xut /

THUOC NAY CHi DUNG THEO DON CUA BAC SI

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
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NHA SAN XUAT VA PHAN PHOI
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