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QuY CACH DﬂNB GOI HOp 3vix10vién.
DUGC LYC HQC: Lipvar I3 thusc ha lipid mau t8ng hop, véi thanh phin hoat chét 12 atorvastatin calcium, ¢6 tac dyng dc ché canh
tranh men khir 3 - hydroxy - 3 - methylglutaryl - coenzym A (HMG CoA) reductase, 1am ngan cén chuyén HMG - CoA thanh

tién chét clia in 1am gidm in va huyét tuong bing céch (e ché sy tng hgp
cholesterol & gan va bing céch tang s6 lupng nhilng thy (hd LDL (lipoprotein ty trong thap) & gan trén bé mat t& bo, tif d6 ting sy
14y di va thodi bién LDL.
Atorvastatin [am ting néng d HDL - cholesteral (lipoprotein ty trong cao) tir 5 - 15% va do d6 Iam ha cic ty s& LDL/ HDL va
cholesterol todn phdn/ HDL. Atorvastatin cling 1am giam triglycerid huyét tuong & mic d9 10 - 30% bAng céch 13m ting thanh thai
VLDL (lipoprotein ty trong r&t th&p) ton du nhds thy thé LDL.
Trong cac nghién ciiu 1am sang, bing ching cho thdy cdc statin 1dm gidm rd rét bién c& mach vanh, moi bién ¢4 tim mach da co
va gidm téng s6tir vong & ngubi c bénh mach vanh.
DUGC DONG HOC: Atorvastatin dugc hap thu nhanh chéng sau khi uding, ndng d0 t6i da ciia thudic trang huy@t tuang dat duge trong
vong 1 - 2 gid. Mic df h&p thu va néng dj atorvastatin tang ti 18 vi liu lugng uSng. Sinh khd dyng tuyét d6i clia atorvastatin
khodng 12% va hoat tinh dc ché men HMG - CoA trén todn bd ca thé xdp xi 30%. Mac di thilc &n am gidm t6c 49 va mdc df hip
thu ciia thudc, nhung higu qué diéu trj thi khong ddi. Néng d0 atorvastatin trong huyét tuong sau khi diing thuSc budi chiéu t8i thap
han khi diing budi séng. Tuy nhién hi¢u qué diing thudc nhu nhau bat k& thai diém ding thudc trong ngay.
Atorvastatin c6 ti 1§ gn k&t vl protein huyét tuong 2 98% v6i th tich phan bg trung binh 12 381L. Atorvastatin dugc chuyén hoa
qua CYP3A4 thanh din chat hyroxy héa & vi trf ortho, para va oxy héa & vi trf beta, gdn 70% hoat tinh tc ché enzym HMG - CoA I3
do cdc chat chuyén hda 6 hoat tinh. Atorvastatin dugc ddo thai chil yéu qua mat, thili gian bén thai khodng 14 gids con this gian ban
théi clia hoat tinh i ché men HMG - CoA tir 20 - 30 gid.
Duge dgng hoc trén cdc nhdm d6i tugng ddc bigt:
Nguwi cao tudi: Néng d atorvastatin trong huy8t tudng cao han so vdi nhom ddi tugng tré tudi, tuy nhign khong thy sy khic bigt vé
higu qud diéutrj gida céc nhom ndy.
Tré nhé: Tuang ty nhu & ngudi I6n
Gidi tinh: Néng d6 atorvastatin va chat chuyén héa co hoat tinh & n thudng cao han nam, tuy nhién khong c6 sy khdc bigt c6 ¥
nghta 1am sng trong diéu tri.
Suy than: Bgnh than khong co dnh huding trén néng df trong huyét tuong hay tac dong trén lipid clia atorvastatin.
Suy gan: Néng 9 atorvastain va chat chuyén héa ¢ hoat tinh tang Ién ddng ké trén nhom d6i tugng c6 bénh gan mén tinh do
nghign rugy.
CHI BINH: Lipvar duge sit dyng trong cdc truding hop: ting cholesterol toan phén, LDL - cholesterol (LDL - c), apolipoprotein B va
triglycerid & cdc bgnh nhan c6 tang cholesterol mau nguyén phat (tdng cholesterol mu c6 tinh gia dinh di hgp tif va khong cé tinh
gia dinh), téng lipid mu hdn hgp (nhém 1 v 11b theo phan logi ciia Fredrickson), tang triglycerid mu (nhém IV theo phan logi
clia Fredrickson) ma khong dép (g ddy di v6i ché do an.
Lipvar cng duge chi dinh dé 1am gidm cholesterol toan ph&n va LDL cholesterol 3 cic b§nh nhén c6 tang cholesterol mau cé tinh
gia dinh déng hop tl.
Dy phdng tién phét bién cd tim mach: 1am cham sy tién trién clia xa via mach vanh, 1am gidm nguy co nh6i méu co tim, gidm nguy
0 phai lam cdc this thugt téi tao mach vanh, gidm nguy co dot quy, gidm nguy co tif vong do bgnh tim mach.
CHONG CHI DINH: Qué mAn véi bt ky thanh phdn no clia thusc.
Bénh gan dang hoat dong hodc transaminase huyét thanh ting dai ding ma khong gidi thich dugc.
Tang transaminase > 3 14n gidi han trén binh thudng.
Bénh nhan dang diéu trj vdi tipranavir va ritonavir, hogc vdi telaprevir.
Phy nil ¢6 thai hogc phy ni dang trong do tui sinh d& khdng sif dung céc bign phap tranh thai phis hgp, phy n cho con bi.
THAN TRONG: Trudc khi bit d4u diéu tr vdi atorvastatin, nén k8t hgp kiém soédt cholesterol méu bing cac bign phap nhu ché 66
an, gidm cén, tap thé dyc, va diéu trj cdc bénh cd thd 12 nguyén nhan clia tang lipid. Tién hanh dinh lung lipid dinh ky, va diéu
chinh lidu lugng theo dap tng clia ngudi banh véi thudc. Si dung néng d6 LDL-C a4 bt ddu didu triva dénh gid dap ing dibutri.
Lam xét nghigm enzym gan trudc khi bt d4u diéu tri bng statin va trong trubing hgp chi dinh 14m sing y8u cdu xét nghigm sau do.
Anh huéng trén gan: C4n kiém tra chilc niing gan truc khi bt d4u diu trj va dinh ky sau d6. Bgnh nhan c6 bat ky d4u higu hay
trigu ching lién quan dén t6n thuong gan cling cn lam xét nghi#m. Cdc bénh nhan c6 transaminase tang cdn dugc theo ddi cho
d&n khi sy bat thudng ndy dugc gidi quy&t. N&u ALT hay AST tang cao han 3 14n gidi han trén clia mdc binh thung mot céch dai
ding, cén gidm liéu hay ngiing sif dung atorvastatin. Atorvastatin nén dugc si dung than trong & cac bénh nhan wiing nhidu rugu va/
hojc c6 tién sir cia bénh gan.
D01 quy xudt huyt: B voi benh nhan cd tidn sl bj dot quy xudt huyst, sy can bAng gida li fch va nguy cd khi sif dyng 80 mg
atorvastatin thi chua rd rang, o 6 nguy co dot quy xudt huyst cdn dupc gidm sét chiit chd trute khi bt ddu didu tri.
Anh hudng trén hg ca xang: Gidng nhu céc thudc dc chd HMG - CoA reductase khac, atorvastatin ¢4 tac dgng Ién hé co xuong
géy ra céc tinh trang dau cg, viém cd, loan dudng co ¢6 thé din dén tiéu co van (d%c trung bAng sy ting creatinin kinase (CK) > 10
14n gidi han trén clia mic binh thuding), tiéu myoglobin va tinh trang myoglobin trong m4u gdy suy thgn.
Cén nh4c theo ddi creatin kinase (CK) trong trudng hgp:
+ Trude khi diéu trj, xét nghigm CK nén dugc tién hanh trong nhiing trubng hop: Suy gidm chiic niing than, nhugc gidp, tidn sif bin
than hogic tién sif gia dinh mdc b@nh ca di truyén, tién sif b bénh ca do sif dung statin hofic fibrat trudc dé, tién sif bénh gan va/
hojic udng nhidu rugu, bénh nhan cao twdi (> 70 wdi) ¢6 nhing y&u t& nguy ca b tidu cd van, khi ning xdy ra tuong tac thudc va mot
8 d6i tugng bénh nhan dc biét. Trong nhiing trung hgp ndy nén can nhc Igi ich/nguy co va theo ddi bénh nhan trén 1am sang
khi diéu trj bing statin. N&u két qua xét nghigm CK > 5 I&n gi6i han trén clia mic binh thubing, khong nén bit d4u diéu trj bAng
statin.
+Trong qua trinh diéu trj bAng statin, bénh nhan c4n thang bdo khi cé cdc bidu hign vé ca nhu dau cd, ciing cd, y&u cd... Khi cd cic
biéu hién nay, bénh nhan cdn lam xét nghim CK dé cé cdc bién phép can thiép phii hgp.
Céc thudc diing chung: Nguy cd tiéu co van ting Ién khl sit dunq atorvasmm chung vdi cdc thudc (c ché CYP3A4, van chuyén
protein hodc Uc ché protease ciia virus HIV (nhu indinavir, darunavir...). Nguy cd g3p phai
céc bénh vé co cling tang 18n khi sif dyng déng thai atorvastatin véi gemfibrozil hodc fibric va mot s& ddn chat. Do dé nén sit dung
cc bign phép khac thay thé cdc nhém thudc ndy. Trong trubing st dung chung, phéi can nhc gila Igi ich va nguy co 0€ sif dung
hop Iy (i dy gidm lidu atorvastatin khi ding chung vdi nhém thudc dc ché CYP3A4).
Nguy co bgnh phdi ké:
D3 c6 mt s& bdo cdo vé tinh trang viém phdi k& khi sif dung statin dai ngdy. C4c ddu higu dic trung gdm khé thd, ho va suy gidm
slic khoe (mat moi, sbt, syt can). C4n ngung didu trj véi statin n&u bénh nhén c6 cc dau higu clia vidm phéi k.
Nguy co ddi thdo dwding:
C6 mdt s6 bling ching vé tic dong 1am ting dubing huyét clia statin trén mot 6 bénh nhan géy nguy co mic bénh dél théo dudng
v sau. Tuy nhi8n nguy cd ndy nhd so vdi tic dyng ngan ngifa xa vila mach mau do dé khong cn ngung diéu tri véi statin. Nhing
bénh nhan bj ting huyt 4p, tAng triglycerid c6 BMI > 30, duding huyét tir 5,6 - 6,9 mmol/ L mdi cdn dugc theo ddi chit che.
T4 duge: Do c6 t4 dugc lactose trong thanh phdn, khong nén sif dung Lipvar & bénh nhan c6 vdn dé vé dung nap lactose, thidu hyt
men lactase ho3c bj r6i loan h&p thu glucose - galactose.
PHU N C6 THAI VA CHO CON BU:
Phy nil c6 khd nang mang thai: C4n sl dyng cc bign phap tranh thai thich hgp trong qua trinh didutrj.
Phu ni? c6 thai: Atorvastatin chdng chi dinh trong suét thai ky. Do an toan trén phu ni c6 thai chua duge xdc dinh, chua cé nghién
citu 1Am sang co kiém sodt d6i vdi atorvastain trén phy nd cd thai. Hiém khi cé cic bdo cdo vé dj tat bAm sinh gap phai sau khi tidp
xiic vi chat Uc ch& HMG - CoA reductase. Céc nghién ciu trén dng vt cho thdy ddc tinh clia thudc di véi hé sinh san. Ngudi me
diéutri bing atorvastatin s& lam gidm ndng 80 mevalonat (tién ch&t clia qué trinh tdng hgp cholesterol) trén bao thai.
Xd vita dong mach 12 mt qud trinh man tinh va viéc ngung ding thudc hg lipid trong thai gian mang thai c6 téc dong rat it dén
nguy cd lau dai clia ching ting cholesterol mau.
Do dé khong nén sif dyng atorvastatin & phy ni¥ ¢6 thai, chudn bj c6 thai hay nghi ngs dang mang thai. Vigc diéu tri bing
atorvastatin c&n tam ngung trong sudt thai ky cho dén khi xdc dinh chdc chin ring bénh nhan khong mang thai.
Phu ni2 cho con bu: Chua x4c dinh atorvastatin va cc chat chuyén héa cé dugc bai it qua sda me hay khong. O chudt, néng do
trong huy&t tvong clia atorvastatin va chat chuyén hoa cé hoat tinh tudng duong trong slia. Do nguy cd gy ra cdc phan dng phy
nghiém trong, phy nil sif dyng atorvastatin khong nén cho con bi. Atorvastain chdng chi dinh & d6i tugng ndy
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Kha ndng sinh sdn: Cac nghién ciu trén dong vit cho thay atorvastatin khang dnh hubng dén kh nang sinh san ciia 2 gii.

LAI XE VA VAN HANH MAY MOC: Than trong khi l4i xe va van hanh méy méc vi thusc 6 thé gay dau du, chong mat.

TUONG TAC THUGC:

Anh hutiing céc nhém thut’c dgn atorvastatin:

Chat uc ché CYP3A4

Céc chét nay 1am ting manh néng uo atorvastatin trong méu nén cén tranh sit dung chung (vi du cyclosporin, clarithromycin,
va céc chat Uc ché protease HIV bao gém ritonavir, lopinavir,
atazanavir, indinavir, darunavir...). Khi c4n phéi hop, c4n xem xét dén liéu khéi ddu va lidut6i da ciia atorvastatin, déng this theo doi
1am sang trén bénh nhan.

Cdc chdt (c ché CYP3A4 vita phii (er ycin, diltiazem, va ¢6 thé 1am tang ndng df atorvastatin trong
huyét tuong. Vigc két hgp erythromycin voi statin da dugc chitng minh 12 1am ting nguy cd cdc b@nh vé ca. Do d6, khi phdi hap, cdn
xem xét dén gidm liéu khdi d4u atorvastatin, déng thdi theo ddi 14m sang trén bénh nhan khi b4t ddu hoc sau khi diéu chinh lidu
céc chdt (ic ché ndy.

Chatcdm Ung CYP3A4

Ket hop atorvastatin véi thudc gay cam ing CYP3AM (efavirenz, rifampin...) c6 thé ddn d&n gidm néng df atorvastatin trong huyst
tuang. Do cd ché tudng tic kép clia rifampin, viéc ket hgp atorvastatin véi ritampin dudc khuy&n khich, sit dung atorvastatin sau
rifampin c6 thé lam gidm déng k& & néng d) atorvastatin trong huyét tuong. Anh hubng clia rifampin trén néng d9 atorvastatin
trong t& bao gan chua dugc biét rd, tuy nhién, néu cin ding phdi hgp 2 logi thudc ndy, cdn duge theo dai cdn thad higu qud trén
bénh nhan.

Chat e ché protein van chuyén

Céc chat c ché protein van chuyén (cyclosporin) ¢4 thé lam ting sy ti&p nhan atorvastatin clia co thé. Anh hubing ctia cac chit nay
trén ndng d¢ atorvastatin trong t& bao gan chua dugc biét rd. N&u cén thigt phai két hap, cdn giam lidu va theo ddi lam sang trén
bénh nhan.

Gemfibrozil, din xudt acid fibric, ezitimib, colestipol, acid fusidic va colchicin

Sit dyng c4c fibrat, ezitimib don dgc doi khi xudt hign céc van dé vé co, bao gdm tidu ca van. Nguy ca ndy o6 thé ting 1&n néu sif
dyng két hp voi atorvastatin. Néu sit dung dbng thoi cén theo ddi bgnh nhan trén 14m sang. Khi sit dung déng thoi atorvastatin v
colestipol, néng do atorvastatin trong huyét tuong v céc chat chuyén hoa 6 hoat tinh bi gidm (khodng 25%). Tuy nhién, hiéu qi
0idm lipid t&t han khi ket hgp so véi sif dung don 18 titng loai. Chua ¢6 nghién citu vé tudng t4c gilla atorvastatin va acid fusidic. Dif
dyng déng thdi atorvastatin va acid fusidic cling g4y nén céc vin d8 v8 ca. Cd ché cila tuang tac nay vin chua dugc biét. Cén theo
d3i ch3t chg trén bgnh nhan va néu cdn, c6 thé tam ngung diéu trj atorvastatin. M3c dis chua ¢6 nghién ciu tuong téc gitia
atorvastatin va colchicin, nhung da c6 cdc bdo cdo v8 trudng hgp bénh nhan bj céc bénh vé co khi diéu tri phdi hop atorvastatin véi
colchicin. VI vy nén than trong khi k& toa chung 2 loai thudc nay.

Anh huéing cda atorvastatin dén céc thuic khic

Digoxin

Khi két hop digoxin da liéu va 10 mg atorvastatin, néng d9 6n dinh cla digoxin tang nhe. C4n theo ddi chit chd trén bénh nhan 6
sit dung digoxin.

Thue trénh thai dudng udng:

Diing déng thdi véi atorvastatin gay ting ndng df trang huyet tudng clia norethindron va ethinyl oestradiol.

Warfarin

Trong mt nghién ciu 1am sang trén bénh nhan duge diéu trj ldu dai bling warfarin, viéc phdi hop atorvastatin 80 mg hing ngay vai
warfarin s& gdy ra sy syt gidm nhe thdi gian prothrombin trong 4 ngay d4u tién va s& trd lai binh thubng trong vong 15 ngay diéu
tri. Mic di rdt hiém céc bdo cdo vé gila tuong téc c6 ¥ nghla lim sang gilla thudc chéng ddng va atorvastatin, cin xéc dinh thdi
gian prothrombin trutic va trong qua trinh didu trj vi atorvastatin & bdnh nhan da diing thudc chdng déng coumarin. Atorvastatin
khong gy chay méu hojc thay ddi thdsi gian prothrombin & nhilng bénh nhan khang diing thudc chdng dong.

TAC DUNG KHONG MONG MUGN:

Thudng gdp: Nhidm khudn: Viem mii hong. MiBn dich: Phn ng dj ing. Chuyén héa va dinh dubng: Tang dubing huyét. Ho hip:
Dau hong, chay méau cam. Tiéu héa: Tiu chdy, téo bén, ddy hoi, dau bung, bubn non. Thén kinh trung uong: Dau ddu, chéng mat,
nhin md, mét ngd, suy nhuge. Thén kinh cd va xudng: Dau cd, dau khdp, co thit cd, dau lung.

it g3p: Chuyén héa v dinh duBng: Ha dubng huy#t, tang cdn, biéng &n. Tam than: Ac mong, mat ngli. Thén kinh: Chéng m3t, dj
cam, r6i loan cim gidc, mau quén. M4t: Nhin md. Tai: Utai. Tidu héa: Non, dau bung, viém tyy, ¢ hai. Gan: Viém gan. Da va md dudi
da: My day, ngua, phdt ban, ryng toc. Ca: Dau ¢6, mdi ca.

Higm g3p: Gidm tidu cdu, réi loan thin kinh ngoai bién, r6i loan thj giac, tic mét, phis mach, hi ching Stevens - Joh
tidu co van, thodt vj.

Rét higm g&p: S6c mdn cdm, m4t thinh gidc, suy gan, viito & nam gidi.

M0t s3 tc dung khdng mong mudn khéc: Suy gidm nhn thic (nhu mat tri nhd, I4 1dn...
Théng bdo cho bac sT nhiing tac dung khdng mong mubn gap phal khi sl dyng thuc.
QUA LIEU VA CACH XU TRI: Khong c6 diéu trj d4c higu ndo khi ding atorvastatin qué liéu. Néu c6 qud lidu tidn hanl ‘}: délﬂri bu

ching va céc bign phap hd trg cdn thiét. Do thudc gdn manh protein huyét tuong, khdng c6 hy vong s& lam ?lhan
atorvastatin ding k€ bing phuong phap thim tich mau. )
LIEU DUNG VA CACH DUNG: C6 thé udng bt ky this diém ndo trong ngay, uSing chung v thilc 3n hodc khong. .~ 0

Trubc khi tign hanh diéu tri véi atorvastatin, cdn ¢4 gdng kiém soét cholesterol mau tang bing ché dd an hap 1y
idm can & cac b@nh nhan béo phi, va diéu trj cac bénh ly ca ban. Céc bénh nhan nén duy trl ch do n giamy
trong sudt qué trinh didu trj.
Liéu ding nén dugc cy thé héa cho titng bénh nhan tly theo miic LDL - ¢ ban ddu, myc tiéu didutrj, va dap ing clia bénh nhan. Lidu
khdi ddu thong thubing 1 10 mg, c6 thé diéu chinh liéu sau it nh&t mdi 4 tudn. Liéu tdi da sir dyng 12 80 mg/ ngay.

Tang cholesterol méu nguyén phat va tang lipid méu phoi hgp (hdn hyp):

Phén I6n céc bénh nhan déu duge kiém sodt vdi liéu 10 mg atorvastatin 1 14n mdi ngay. DAp iing diéu tri xut hién trong vong 2 tudn
VA dép (g 16i da thubing dat dugc trong vdng 4 tudn. DAp (ng nay dugc duy trl trong qué trinh st dung 14u dai.

Tang cholesterol mau cd tinh gia dinh dj hgp tir: Liéu khdi ddu 12 10 mg mdi ngdy. Lidu ding cdn duoc cy thé héa va didu chinh
sau mi 4 tudn 18n 40 mg 1 ngay. Sau d6 c6 thé ting liéu I&n 80 mg hodc s dyng liéu 40 mg phdi hgp véi nhya gdn acid m3t.

Tang cholesterol méu cd tinh gia dinh ddng hp tir:

Hign chua c6 nhiéu dif ligu trén doi tugng bgnh nhan nay. Lidu dung tir 10 dén 80 mg/ ngay. Nén diing atorvastatin nhy 12 mgt thudc
phdi hop vai cc ligu phdp ha lipid mau khdc hodc sir dung khi khéng cdn bién phap nao khdc.

Phang ngira céc bnh lidn quan dén tim mach:

Liéu st dyng 12 10 mg/ ngay. Liéu cao han c6 thé cdn thigt 8 dat myc tiéu LDL theo mot s6 hudng dAn hign hanh.

B@nh nhdn suy gidm chifc ndng thgn: Khdng cén chinh liéu

Bénh nhan suy gidm chifc nang gan: C4n st dyng than trong, atorvastatin chdng chi dinh & bénh nhan 6 bénh gan tién trién.

St dyng & ngudi cao tufi:

Bénh nhan trén 70 tudi sl dyng liéu khuy&n c4o cho higu qua va d§ an ton tuang duong céc di tugng khéc.

Rai loan lipid mau nghiém trong & bénh nhan nhi: Chi sir dyng duéi sy gidm sdt chit ché clia cac chuy@n gia cd kinh nghiém. Véi
tré 210 tudi, lidu khai ddu khuyén cdo 1 10 mg atorvastatin mdi ngay. Lidu diing c6 thé ting In t6i 20 mg atorvastatin mdi ngay tiy
theo kha nang ddp iing va dung nap. Chuia c6 nhiéu théng tin d6i véi vige s dung liéu cao hon 20 mg. Khdng nén sif dung dé diéu tri
chotré < 10 tudi

Hogic theo chi ddn ciia Théy thudc.

Doc ki hudng ddn si dyng trirde khi ding.

Név cin thém théng tin, xin hdi  kién bac s7.

Thudtc nay chi diing theo don cia béc sT.

Han diing: 48 thing ké tif ngay san xuat.

Didu kign bao quan: Noi kho, nhigt do khong qué 30°C, tranh dnh séng.

Tiéu chudn: TCCS.

San xuat tai:

CONG TY TNHH MTV DUGC PHAM DHG
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1,
xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang
DT: (0293) 3953454 e Fax: (0293) 3953555

Moi thac mac vé san phdm,
in vui Iong lién hé
' 0292.3899000 I
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

TUQ CUC TRUSNG
TRU(’)NG PHONG

Size 90%



