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Mrmugﬁh nén bao phim

Rotacor 20 mg vién nén bao phim

Hogt chiit: Atorvastatin (dudi dang atorvastatin canxi)
Rotacor 10 mg: Mdi vién nén bao phim chira 10 mg atorvastatin (dudi dang atorvastatin canxi).
Rotacor 20 mg: M&i vién nén bao phim chima 20 mg atorvastatin (dudi dang atorvastatin canxi).

Ta duye:

MJi vién nén bao phim Rotacor 10 mg chia:

L& microcrystallin cellulose; lactose monohydrat; croscarmellose natri; hydroxypropyl cellulose;
polysorbat 80; magie oxid; colloidal anhydrous silica: magie stearat.

Bao phum: hydroxypropylmethylicellulose; hydroxypropyl cellulose; titan dioxid (E 171); macrogol
6000, wlc.

Mdi vién nén bao phim Rotacor 20 mg chin:

Li: microcrystallin cellulose; lactose monohydrat; croscarmellose matri; hydroxypropyl cellulose;
Bao phim: hydroxypropylmethylcellulose; hydroxypropyl cellulose; titan dioxid (E 171); macrogol
6000; sit oxid vang (E 172); talc.

Ding gbi:
Rotacor 10 mg: hép 3 vi x 10 vién nén bao phim
Rotacor 20 mg: hdp 3 vi x 10 vién nén bao phim

CHIi PINH

Rotacor duge ding dé ha cholesterol vi triglycerid mdu khi ma cic bién phip khic (vi dy nhu didu

chinh ché 4 in, cic hoat ddng thé hyc. giam cin) khong dip img véi bénh nhin:

= Tang cholesterol mau (ting cholesterol mdu nguyén phdt tuong img vin Frednckson tuyp Lls)

- Ting ding thii cholesterol vi triglycerid miu (ting lipid mdu bda bop. twomg img voi

Fredrickson tuyp IIb) .
- Tang cholesterol miu di truyén trong nhimg gia dinh co nguei ting cholesterol mau. //[(/(

LIEU LUQNG VA CACH DUNG
Liéu ding
Bénh nhin cin thyc hién ché 4 4n lim giam cholesterol mdu theo tidu chudn rudc khi ding
Rotacor v duy tri ché dd in niy trong sudt thén gian diéu trj bing Rotacor. ‘
Lﬁﬁwﬁmmmmm&pm néng 86 cholesterol, muc tiéu diéu 1rj va dap
cuz

icu dicu trj khén diu thong thudmg 14 10 mg atorvastatin/ngdy. Khodng cich mdi lin didu chinh liéu

nén 1a 4 tudn hodc hon. Lidu 18 da li 80 mg/ngay.
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wa‘huimamm trong ving 2 tuln, vi dip (mg 10i da thuimg dat dugc trong vong 4
tudn. Dép img nay dugc duy tri trong tri lidu ku dis.

Tqmamamh{m;mmpmy

Ting cholesterol miu di truyén gia dinh dj hop tir
Bﬂpnhn!ﬂnnaﬂhd-&;&héummgxlﬁnugﬂ Litu ding dugc xic dinh trén timg bénh nhin va
diéu chinh cir sau 4 tudn diéu trj cho 16i lidu 40 mg/ngiy. Sau 6, lidu c6 thé duoc ting in 1di da 80
mg/ngiy hodc két hop lidu 40 mg/ngly vdi thubc gin acid mjt

Tiqem-kﬂhnyﬁp&hﬂlghﬂnh
Hién chua co nhidu dir idu trén ddi tugng bénh nhin ndy.
Lidu atorvastatin & binh nhin ting cholesterol méu di truyén gia dinh ddng hop tir 13 10 mg dén %0
mg/ngiy. O nhing binh nhin niy, storvastatin nén duge sir dyng nhu 18 mit thude hd g cho cic
mplipdiéuuithh:(ﬁdumuménLDL)M&mmﬁﬂﬂﬁPdﬁhlﬁﬂkmmm

Bénh nhin suy thin
M&mdﬂmﬂubmmmym

Bé¢nh nhin suy gan
Nén sir dyng thin trong atorvastatin & bénh nhin suy gan Chdng chi dinh atorvastatin & bénh nhin
bi bénh gan tién trién.

Bénh nhin cao tudi
P tinh vé an todn va hidu qua cia thudc & nhitng bénh nhin trén 70 rwdi su dung mix lidu khuvén
c30 12 twong ty so véi nhom d6i tugng 1ong quit.

Céch ding
Ding duimg udng. Lidu atorvastatin dugc ding mdt lin trong ngly va ¢6 thé ding vio bit ki thai
gian ndo trong ngay. ¢ kém theo hay khdng kém theo thirc in.

CHONG CHI PINH

Chéng chi dinh ding atorvastatin ¢ nhimg bénh nhin: Aﬁ(t

- Qud mdn véi hogt chit hodic v bt k¥ 13 duoe ndo cim thude ndy |

- Bi bénh gan tién trién hodc ting transaminase huyét thanh dai ding khéng gisi thich dugc vuot
qua 3 lin gidi han wén cua mirc binh thuimg

- Trong khi ¢6 thai, trong khi cho con bu va & phy nit ¢6 kha ning mang thai khing su dung cic
hlénpﬁpuinhﬂ:u&mhh;p(mphinﬂ-ll,lNﬂCﬂTHAI\'A(‘HO(‘OhB[}

CANH BAO VA THAN TRONG PAC BIET KHI SU DUNG

¢do lim xé1 nghiém enzym gan trude khi bit ddu dide tri bing statin v3 trong trudmg hop chi
dinh lim sing yéu cdu xét nghi¢m sau 36

P MhEGAN
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pharmacy cic xét nghiém chirc ning gan. Cin theo ddi nhimg bénh nhidn c6 ting ndng 5 transaminase cho

. wa— bisic tri sb bdt thutmg qua di. Néu ting transaminase cao bon 3 Hin gidi han trén clia mix binh

rungraminuoc.com  MtEEN R khgén cao giam licu hodc ngimg ding atorvasiatin (xem phin TAC
DUNG KHONG MONG MUON).

Cin thin trong khi ding Rotacor & bénh nhdn wing rugu véi sd lugng ding ké vi'hodc ob tén s
bénh gan.

m&s nhu cie thude éc ché HMG-CoA reductase khic, trong nhimg trsimg hop hiém
gip o6 thé dnh hudmg dén co vin vi giy dau co, viém co v bénh co, cb thé tién trién dén tiéu co vin
la mt tinh trang cb khd ning de doa tinh mang, duge dic nmg bii ndng dd creatin kinase (CK)
ting rd rét (> 10 lin giGi hgn trén cia mixc binh thuimg (ULN), myoglobin huyét vi myoglobin niu,
¢ thé din dén suy thin.

Trude khi diéu tri _

Cin thin trong khi ké don atorvastatin & nhing bénh nhin c6 céc yéu 1 lim d2 bj tidu co vin Xa

nghi¢m CK nén duge tién hinh truéx khi didu tri trong nhimg tnimg hop:

- Nhwge gidp

- Tién siz bin thin hodc tién si¥ gia dinh méc bénh co di truyén

- Tién s bi bénh co do sir dung statin hodc fibrat trude &6

- Tién sir bénh gan vivhodc ung nhidu regu

-  Bénh nhin cao twdi (> 70 twdi), c6 nhimg yéu 1d nguy co bj tieu co- Kha a tuong
&Mumﬂaﬁmmdﬁa:&a{mw&-womrﬁcﬁgcmﬁc

KHAC VA CAC DANG TUONG TAC KHAC) va cic nhom bénh nhin dic biét bao gim cic
phdn nhom di truyén.

Trong nhimg truémg hop ndy, nén cln nhic i ich/ nguy co vi theo ddi bénh nhin trén lim sing khi
tri bing statin.

Néu két qui xét nghiém CK > $ lin gidi han trén céa mirc binh thutmg, khéng nén bit diu didu i
bdng statin.

{1
Do ndng &) creatin kinase //“‘%€

Khong nén do ndng ) creatin kinase sau khi luyén t§p ging sirc hodc khi c6 bdt k¥ nguyén nhin ndo
khic hop 1y lam ting creatin kinase vi didu ndy s2 lam cho khé gidi thich trj sb céa creatin kinase.

ndng 4 creatin kinase ting ¢d ¥ nghia lic ban &u (> 5 lin gidi han trén cia mir binh thuimg),
cin do l3i ndng 4§ creatin kinase trong vong 5-7 ngdy sau 8& xdc nhin két qua.

Trong qud trink didu tri _
- nhin cin théng bdo khi cé cic biéu hién vé co nhu dau co, cimg co, yéu co ... dic biét
di kém vi tinh trang kho chiu hodc sbt.

(R Y bk Y
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- Khi cb cic biéu hign ndy, bénh nhin cin lim xét nghifm CK 4¢ c6 cic bign phip can thift ph
( Centl'a N&u nh;ﬂﬁy&gdyn@h:}*lhpﬁhﬂhmﬂmmlmm

pharmacy - ckmchﬂnudwnh:ﬂﬂrihﬁdmhlw nprdnhdugdbmkm
Mcs&mmuhmmmmmmmﬁm&h
cic tridu chimg qua di va ndng dé creatin kinase tro kai binh thudmg. 6 thé xem xé ding
Igi Rotacor hodic mit statin thay thé khic vii lidu thdp nhdt va theo ddi cht ché.

- Phii ngimg diing Rotacor néu sy ting ndng d& creatin kinase ¢6 ¥ nghia ldm sing (> 10 lin gicy
mmmﬂwwwnmn&ﬂc&nmmmmmuwm

Diéu tri déng thoi véi cdc thudc khdc

co tidu co vin ting Ién khi st dung ddng thén atorvastatin v&i mt s thudc b thé lim ting
Mﬁmmhﬁnmmﬁ&u&mmnamd:mnﬂn
chuyén (vi du ciclosporin, tclithromycin, clarithromycin, delavirdin, stiripentol, ketoconazol,
voriconazol, mmumﬁchcﬂmv“hﬂﬁnnm lopinavir,
atazanavis, indinavir, darunavire, v.v.. . L
\hbcs&d;ngdﬁngﬁhdtﬁ#hhpdmhdﬂmmunmﬂmﬁ:dﬁmHI\’ﬁvﬂmp
situ vi C (HCV) ¢4 1hé lim uing nguy co giy Wn thuong co. nghiém trong nhit L tiédu co via, thin
hu dlin dén suy thin vi c6 thé giy 1i vong (xem phin TUONG TAC VOI CAC THUOC KHAC VA
CACDQNGWONGTACKIM
Ting nguy co tbn thuong co khi sir dung statin dbng thi vin cic thudc ssu: gemfibeozil, cic thudc
hs cholesterol méu nhdm fibeat khic, niacin lifu cao (> 1g/ ngly), colchicine, erythromycin v
ezetimibe. Néu 6 thé, nén xem xét cic lidu phip thay thé (khdng tuong tic) thay cho nhing thubc
ndy.

Trong truimg hgp vide sir dyung ddng thin nhimg thudc niy vi storvastatin 1 cin thiét, nén xem xét
cin thin lgi ich v nguy co cla vide didu tr) 8dag thoi. Khi nhimg bénh nhin dang ding thudc lam
ting ndng &) atorvastatin trong huyét twong. khuyén cdo ding liéu morvastatin 1hi da thip hon.
Wmmmmmmtcﬂmwnnnm:mmwﬁhmm
dlu thip hon vi khuyén cio theo ddi lim sing thich bop 45i voi nhimg bénh nhin ndy (xem phin
TUONG TAC VOI CAC DANG THUOC KHAC VA CAC DANG TUONG TAC KHAC)

Vi viy, khing khuyén cio sir dung ddng thoi storvastatin vi acid fusidic, ¢b thé xem xét ngimg 3m

théd atorvastatin trong khi didu trj biing acid fisidic (xem phin TUONG TAC VOI CAC DANG

THUOC KHAC VA CAC DANG TUONG TAC KHAC). /
L

(lacunar | }mmmmmmwmmmﬂmdﬁhmmnw
huyét hodc nhdi mdu & khuyét, cin bing gilta nguy co va loi ich cua viée diing atorvastatin 80 mg 14
dhmq chin vi nén xem xét cin thin nguy co tidm dn vé 3t quy xult huyét wuic khi bis diu
i

i
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pharmacy

Cic truomg hop ngogi I¢ vé bénh phéi k &3 dugc béo co vo mdt s statin, dic bidt i véi didu 1
dii hgn (xem phin TAC DUNG KHONG MONG MUON). Cic dic diém bidu hign ¢ thé bao gbm
kho they, ho khan vi suy gidm s khoe ndi chung (mét moi, giam cin vi sdt). Néu nghi ngd binh
nhin phit sinh bénh phdi md ke, nén ngimg didu tn) bing statin.

mgwmmwwm&mmnmwﬂuwﬂmmd
Eywwml: ﬁnﬁntmcmmhdﬂmnmﬂhgﬂmhw&nﬂ

statin. Cic bénh nhin o6 nguy co (glucose huyét lic d46i 17 5.6 - 6.9 mmoll, chi sb khbi co thé
(BMI) > 30 kg/m’, ting wiglycerid, ting huydt dp) nén duoe theo ddi vé cd lim sing vi sinh hoa
tuin theo cic hudmg diin cla quéc gia.

Ti
mn%m.mmmadﬁmaﬁmﬂmupﬂman
galactose, thi¢u hyt Lapp lactase hodc kém hip thu glucose-galactose khding nén sir dung thudc miy

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

.......

Atorvastatin duge chuye hhbhcyuhm?liﬂ!&ﬂtﬁ'ﬂ&ﬂﬁlinﬁmdﬁvidqh
protein vi dg OATPIBI L chit via chuyén thubc vio gan. Ding ding thin nhing thedc L chit ic
ché CYP3A4 hodc protein viin chuyén co thé diin dén ting néng do atorvastatin trong huyét teomg vi
mwwﬁbhhw.mwﬁycﬁgd&mﬁulﬁmﬁuﬁmmq:
udc khic b tiém ning gly bénh co nhy cic din xult cua xid fibric vi ezetimibe (xem phin
CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG)

Thudc ic ché CYP3A4 ‘

Cic thudc irc ché manh CYP3A4 &3 dugc chimg minh diin dén ting rd rét ndng 3§ atorvastatin (xem
Bang | vi thdng tin dic hifu dudi diy). Nén winh ding ddog thii vl cic thubc ic ché manh
CYP3A4 (ciclosporin, telithromycin, clari in, delavirdin, stiripentol.  ketoconazol.
voriconazol, itraconazol, posaconazol va thudc i ché HIV protease bao gdm cé ritonavir, lopinavir,
-umwir.imm.v.u...jmmummmﬂmmﬁehaéqwuh:z

da thip hom va khuyén co theo dd: Lim sing thich hop déi vor bénh nhin ndy (xem Bang |} /A@ﬂ;

Cic thude fc ché trung bink CYP3A4 (erythromycin, diltiazem, verapamil va fluconazol) ¢b thé lim
ting ndng & atorvastatin trong huyét nrong (xem Bang 1). Tang nguy co bj bénh co &3 duos quan
sit thiy khi sir dung erythromycin két hop vai statin. Cic nghién ciru vé tuong tic dénh gid anh
xét lidu atorvastatin 15i da thip hon vi khuyén cdo theo doi lim sing thich hop d0i véi bénh nhin
nay khi sir dung ddng thii vai thude (e ché trung binh CYP3AS.
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Pharmacy y.evastatin toin thin (xem Bing 1). Chua 10 tic dung ixc ché cia chit vim chuyén thudc vao gan dbi
TrungTamThuoc.com & ) storvastatin & 1€ bo gan. Néu khong thé trinh dupe viée sir dung ddng thoi, khuyen cio
21am lica va theo ddi 1im sing vé hi¢u qud (xem Bing 1).

Gemfibrozil / cde din xudt cua acid fibric

Vi sir dyng céc fibrate don dic ddi khi lign quan véi cic bidn ¢d vé co, bao gbm ca tidu co vin.
Nguy co bj cic bién cb ndy c6 thé ting Jén voi vide sit dyng ddng thoi cic diin xult cis acid fibric vi
atorvastatin. Néu kbdng thé trinh duoc vide st dung ddng thoi, khuyén cio nén st dung lidu
atorvastatin thip nhit d& dat dugc muc tiéu didu tri vi nén theo ddi binh nhin mdt cich thich hop
(xem phiin CANH BAO VA THAN TRONG DAC BIET KHI SL”DUNG).

Ezetimibe

Vi sir dyng ezctimibe don 8¢ o6 lién quan v cic bidn ob vé co, beo gm ca tidu co vin.

Vi viiy nguy co bj cic bién cb ndy o thé ding Hn voi viks su dgng dong thon ezetimibe and
atorvastatin. Khuyén cdo theo d3i Lim sing thich hop 381 vén nhimg bénh nhin nay.

Colestipol _ _

Nong d) atorvastatin va cic chit chuyén hoa ciia b trong huyét tuong thip hon (khodng 25%) khi
sit dung dbng thoi colestipol voi atorvastatin Tuy nhién, anh huomg trén lipid In hom khi
storvastatin vi colestipol duoc ding ddng thivi so vi khi ding mdi thuds don ddc

Acid fusidic

Cic nghién cinu vé tuomg tic véi atorvastatin vi acid fusidic chua dwoc thyx hién. Cling nhu voi cic
statin khic, céc bidn ob lién quan dén co bao gdm ci tiéu co vin 83 dupe bdo cdo trong kinh nghiém
hhmﬁ\ﬁvihﬂmﬁn’ﬂﬁmmﬂinﬂlddfm&\ﬁhtmﬂidﬂcﬂmﬁhﬂ
vide tam thén ngimg diéu trj bing atorvastatin ¢o thé thich hop.

Niacin (acid nicotinic)
Céc trudmg hop bénh co'tiéu co viin hiém gip co lién quan voi vide si dung dong thin statin voi cic
lidu niacin (acid nicotinic) (Z | g/ngiy) nhim thay ddi néng 46 lipid

Colchicine
DA ¢6 bdo cio vé bénh co va tidu co vin khi sir dung ddng thoi colchicin va statin 0 bénh nhin suy
thin. Cin theo ddi ldm sdng chit ch? nhimg bénh nhin dang ding sy ké hop ndy.

,J,/
Thubc gy cdm img CYP3A4 /E/
Dung ddng thiri Rotacor véi céc thudc giy cam img cytochrom P450 3A (vi du cfavirenz, rifampin,
St. John's Wort) cb thé din &én cic mixc gidm thay ddi v& ndng 45 atorvastatin trong huyét twong.
mmﬂmmmﬁﬁm{mmqm P4350 3A v ic ché OATPIBI I chit
vin chuyén vio gan), khuyén cdo ding ddng thin atorvastatin véi nifampin din dén sy chim
tic dung cia Rotacor sau khi diing rifampin cb lién quan véi sy gidm ding ké ndng &6 storvaseatin
uu:ummrwmaummmﬂﬁmm&qﬂmadmm
v néu khong thé trinh dugc viée sir dung ddng thén thi nén thoo ddi bénb nhin cin thin vé hidu qui.
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" ! a;rmn S.2 mg/kg/ngay, litu dn dinh | Nén tranh dung atorvastatin. l
O cen ﬁmmmﬁgmmmu

pharmacy thiét. khong vuot qua 10 mg
atorvastatin/ngay. Khuyen céo theo dbi lim
| Clarithromycin 500 mg, 2 lin/ngdy, 9 ngdy | Néu viée sit dung dong thén voi atorvastatin 14
[ duy tri thip nhit. O cic liéu atorvastatin vugt
l qua 20 mg, khuyén céo theo d5i lim sing J
Saquinavir 400 g, 2 Bevnghy! T - Khong qus 20mg "
(300 mg, 2 lin/ngay tir ngay thi 5-7, ting
dén 400 mg, 2 lin/ngdy vao ngiy thi §),
ngay thir 5-18, 30 phit sau khi ding
atorvastatin
Darunavir 300 mg, 2 lin/ngay, Ritonavir 100
2 9
Fosamprenavir 700 mg, 2
lin/ngay/Ritonavir 100 mg, 2 lin/ngay, 14

_ngay
Fosamprenavir 1400 mg, 2 lin/ngdy, 14
Nelfinavir 1250 mg, 2 in/ngay, 14 ngiy Khong qua 40 mg stonvastatinngdy

Nuéc budi, 240 ml, 1 lan/ngay Khong khuyén cao dung dong thai nhimg
lugng |6m nude budi vi atorvastatin
' Diltiazem 240 mg, | lin/ngdy, 28 ngdy Sau khi bt diu hodc sau khi di¢u chinh lidu

hop
- Erythromycin 500 mg, 4 lan/ngiy, 7 ngdy | Khuyén céo ding licu 161 da thap hon va theo
. d8i l3m sang nhimg bénh nhin nav.
Rifampin - I Né&u thé tranh duge vige sir dyng ddng
véi rifampin va theo di lim sing.
Gemfibrozil 600 mg. 2 lin/ngdy, 7 ngiy Khuyen cao dung licu khen dau thip hon va
theo i lim sing nhing bénh nhin nay.
Fenofibrate 160 mg, | lin/ngay, 7 ngdy Khuyén cao ding lidu khoi diuthiphonva | f{ [/
theo ddi ldm sang nhimg bénh nhin nay. L
liraconazole 200 mg. | ldn/ngdy, 4 ngdy | Néu khing trinh duoc viéc s dung dong
thévi. nén ding lidu atorvastatin thip hon. Cin
| theo d3i lim sing néu dung lidu > 30mg. |

PHU N7 €O THAI VA CHO CON BU

Phu nir ¢6 kha ning mang thai
Phy n& 6 kha niing mang thai nén sir dyng céc bién trinh thai thich hop trong thén gian didu tri
(xem phda CHONG CHI DINH). = e =
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- chi dinh dilng atorvastatin trong khi ¢ thai (xem phin CHONG CHi DINH). D) an wén o
O Cent c6 thai chira duge xdc dinh. Chua c6 cic thir nghiém lim sing c6 ddi chimg voi atorvastatin
pharmacy U hién & phy nit mang thai. D3 cé cic béo céo hiém gip vé cic bit thuimg bém sinh sau khi

xiic trong tir cung voi thudc irc ché HMG-CoA reductase. Cac nghién ciru trén ddng vt di cho
mmnmﬁkmﬁvﬁmm

Xo vira djng mach la mdt qua trinh man tinh va thdng thuimg viéc agimg thudc lim giam lipid trong
khi mang thai co tic ddng it dén aguy co liu dai lién quan véi ting cholesterol huyét nguyén phit

Vi nhimg 1y do ndy, khdng dugc ding Rotacor & phu nit dang mang thai, pby nlt dang cb ging c6
thai hodc phy nit nghi ngo co thai. Phai ngimg dicy trj bing atorvastatin trong thén gian mang thai
hodc cho dén khi 3 xac dinh I ngudi phy nit khdng mang thai (xem phin CHONG CHI DINH).

Chwa rd co phai atorvastatin hodic cic chit chuyén héa cia nd duwoe bii tiét vio sia me hay khong.
Trén chudt cdng, ndng 4§ cia atorvastatin va cac chilt chuyén hoa cia nd trong huyét twong twong ty
nhu trong sda. Do tiém nling c6 céc tic dung khdng mong mudn nghiém trong. phu nit dang ding
atorvastatin khdng duoe cho con bu (xem phin CHONG CHI DINH).

Khi ning sinh san
Trong cic nghién ciru trén ddng viL. atorvastatin khdng ¢6 dnh hudmg ndo dén kha ning sinh sin cua
con dyc hodc con cdi.

Tic djng trin khd ning ldi xe vi vin hinh miy méc
Atorvastatin ¢6 anh huimg khong déng ké dén kha ning lii xe va vin hinh miy méc.

TAC DUNG KHONG MONG MUON

Dya trén dit li¢u tir cic nghién clu lim sing va kinh nghi¢m hju mii rong rli, bing sau diy trinh
bay dit lidu vé tic dung khing mong muén doi vin atorvastatin,

Tin sudt voc tinh vé cic tic dyng khdag mong muda duge sip xép theo quy udc sau: thuimg gip
17100, < 1/10); it gip (= 1/1.000, < 1/100); hiém gip (= 1/10.000, < 1/1.000); rit hidm glp (<
1/10.000).

Thuimg gdp: viém mii hong e
Rii loan miu va bi bach
Hiém gdp giam tidu
Réi logn bi midn dich
oy piarries Sk
REi logn chayln hén va dink
It gdp: giam duimg huyét, ting ciin, chén in
Rii logn tim thin
It gdip- 8 mdng, mét ngi
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Réi loan hé thin kinh

[ ]
. Thuing gdp- nhirc diu
O GO U A o i gt o gt o i g,y e s i o e
pharmacy nhé, l4 lin...)

mmmmm,ﬁ“’””’”“""“mw“
mdt
It gap: nhin m&
Hiém gdp: rbi loan thj gidc
Réi loan tai vi mé dz0
AL
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Hiém gap: phis thin kinh mach, viém da bong nute bao gbm ca ban do da dang, hii chimg
Stevens-Johnson vi hogi tir biéu bi nhidm dic
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Réi logn hé sinh sin va tuyén v

Rit hiém gap: chimg vii 1o & nam giGi
Réi loan todn thin va tinh trang tai chd ding thuic

It gép: kho chiu, suy nhuroc, dau ngyc, phil ngoai bién, mét moi, st
Xét nghi¢m )

Thudng gdp: xé1 nghiém chixc ning gan bit thuimg, ting creatin kinase huyét

k gdp: bach cdu niéu duong tinh M
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Nhém bénh nhin tré em L
Co sir di liéu an todn lim sing bao gdm dir liéu an 1odn ddi vGi 249 bénh nhin wé em duoc didu 1ri

mwms&ﬁﬂmmwm&. 14 bénh nhin tiz 6-9 twdi va 228 bénh nhin tir
10-17 tbi.

Rbi logn h§ thin kink

Réi logn tiéu hoa

Xét nghigm o

Thuwdng gdp: Alanin aminotransferase ting, creatin phosphokinase huyét ting
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- céc 4 ligu hign co, tin sult, logi vi mirx ) ning cia cic tic dung khdng mong mun o tre
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pharmacy bénh nhin tr¢ cm.

ITFELLTT L dyng khing mong mudn sau diy di duge bio cio véi mit sb statin:
- Réi logn sinh dyc
- Trim cam

- Cic tredmg hop ngoai € vé bénh phdi md ke, dic biét voi didu trj dai han (xem phin CANH
BAO VA THAN TRONG DAC BIET KHI SU" DUNG).

- Bénh dai thio duomg: Tin suit sZ phy thudc vio sy ¢ hodc khdng c6 cdc yéu 16 nguy co
(glucose léc do1 > 5,6 mmol/l, Chi sb khdi co thé (BMI) > 30 kg/'m”, ting wriglycenid, ticn
sur ting ap).

- Suy gidm nhin thirc (nhe mét tri nbé, i En...)

- Tang duimg huyét
- Tang HbAIC

QUA LIEU

Khong cé thudc diéu trj dic hiéu cho bénh nhin dung qud lidu atorvastatin. T) truimg hop qud
lidu, bénh nhin cdn dugc didu trj tridu chimg. va ding céc bién phap hd g cin thiét khic 8é duy i
cic chirc niing sdng. Do phin Iém thudc gin véi protein huyét twong nén thim tich méu hiu nhy
khdng lim ting thai trir artovastatin ra khoi co thé.

Néu quén ding Rotacor .
Néu bgn quén ding Rotacor 1 ngiy, ngdy hdm sau khong nén sir dyng lidu gdp 86i md chi ding liéu
nhus hang ngay.

PAC TINH DUQC LY ({Z
el 4
Atorvastatin [a chdt irc ché chon loc vi canh tranh men khir HMG-CoA, ic ché qud wrinh chuyén
3-hydroxy-3-methyl-glutaryl-coenzyme A thinh mevalonate, mdt tién chdt cua cic sterol, bao gdm
ci cholesterol. Cholesterol va triglyceride hru thing trong dong méu dudi dang cic phin 1
lipoprotcin. Nhimg phin tir ndy chia ra thinh HDL (lipoprotein trong lugng phin tr cao), IDL
(lipoprotein trong luong phin tir trung binh), LDL (lipoprotein trong hegng phin tir thip) va VLDL
(lipoprotein trong lugng phin tir rit thap). Triglycendes (TG) va cholesterol két hop lai thinh VLDL
& gan. Tix gan ching dwgc gidi phong vao huyét tuong &€ di 151 cic md ngogi vi. LDL dwgc hinh
thinh tr VLDL va duge thodi héa chi yéu qua céc receptor LDL. Cic nghién cini lim sing va bénh
hoc da chi ra ring ting ndng 49 cholesterol todn phin, LDL cholesterol vi apolipoprotein B (apo B)
trong méu lim ting qua trinh xo vita ddag mach ¢ ngwdi vi ting cic yéu 15 nguy co gly bénh tim
mach, rong khi ting HDL. cholesterol lam giam nguy co midc bénh tim mach.

Atorvastatin lim giam cholesterol todn LDL cholesterol va apoprotein B & nhilng bénh nhén
ting cholesterol mdu gia dinh dong hop tr va di hop 1z, ting cholesterol miu nguyén phat va ting
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]
w centr; ha hop. N6 ciing lim gidm VLDL cholesterol vi TG va lim ting HDL cholesterol vi
in A-l. Atorvastatin lim gidm cholesterol toin phin. LDL cholesterol, VLDL
pharmacy cholesterol, apo B, TG, v nhimg cholesterol khong phai HDL va ting HDL cholesterol ¢ nhing
- T chin ting triglyceride mdu dom thudn. No lam giam luong cholesterol ti trong trung binh (IDL
TrUHQT:_FnThUOC.CO‘i:T. . '}ﬁ hit Iﬂlﬂlﬂh‘ﬂtﬁlhﬂl } i Ma B o e, HHI.\‘qlﬂtt'ﬂ in trén
1i ¢ tir vong vi bidn cd tim mach viin chua dugc thiét lip.

tinh duyc dfng hoc . ) )

m-:nmhipdnﬂmhmkﬁuﬁng.nhgﬂ!ﬁdlmhwamﬁmml
dén 2 git. Mirc 85 hip thu atorvastatin ting twong img voi lidu ding. Sinh khé dung cia atorvastatin
(chét mg) khodng 14% va sinh kha dyng todn thin céa hogt tinh i ché men khir HMG-CoA khodng
30%.
Phiin bé: Thé tich phin b ciia atorvastatin khoang 381 lit. Hon 98% atorvastatin gin véi protein
huyét neomg. Ti ¢ trong mduwhuyét neong 025 cho thiy thudc thim vao hing cdu rit it. Dya
vio nhimg quan sit trén chudt, anovastatin o6 the théi trilr vio sia.

Chuyén héa: Atorvastatin chuyén hda chis yéu thinh din xulbt hydroxyl hod tai vi tri ortho va para
vi cac san phim oxide hod ti vi tri beta.

Thai trir: Atorvastatin vi chit chuyén héa cia né duge thii trir chi yvéu viio mit sau qud trinh
chuyén hod qua gan vi‘hodc ngodi gan. Tuy nhién. thudc khdng di qua chu trinh gan rujt. Thoi gian
bén thii cia atorvastatin & ngudn khodng 14 gid, nhung thén gian bén thai cia hogt ddng i ché men
khir HMG-CoA khodng 20 dén 30 git do cic chit chuyén hod chinh cua storvastatin. Dudi 2%

BAO QUAN
Bdo qudn trong bao bi gde, khdng qua 30°C.

HAN DUNG )
36 thang ké tir ngdy sin xudt.

Cor sir san xudt
Lek Pharmaceuticals d.d

Verovikova 57, 1526 Ljubljana, Slovenia
26 % S TUQ. CUC TRUONG
PTRUONG PHONG

Dé x3 tim ta

Poc ki huimg din s dyng trude khi sir dyng.
Néu cin thém thing tin gi. xin hoi ¥ kién bic s§ hode duype s§.

Ngay duyét ki ni dung: 32012

12




