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Treatment of hypercholesterolemia

Composition: Each film-coated tablet

contains atorvastatin calcium equivaient to atorvastatin

20 mg and excipients q.s. (lactose, croscarmellose sodium,
microcrystalline cellulose, magnesium stearate, film coating excipients)

KEEP OUT OF REACH OF CHILDREN
Read the enclosed leaflel carefully before use
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. MBi vién nén bao phim chia calci atorvastatin tuong dng 20 mg
: atorvastatin va té dugc vifa d0 (lactose, natri croscarmellose, cellulose vi
i tinh thé, magnesi stearat, opadry mau tring).
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GONG NGHE SINH HOC by
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Nhiéu statin phan b vdo sta. Do tifm ndng co tic dung khdng mong
mudn nghiém trong cho tré nho dang ba sda me, nén ching chi dinh
dung statin & nguti cho con bd.

Sif dyng khi vdn hanh mdy méc, tau xe

Céc nghién cdu dnh hudng clia atorvastatin trén kha nang ldi xe va van

! Vién nén bao phim hanh mdy moc chua duge thyc hién. Tuy nhién thudc co khd ning gy
! Quic4ch dong géi nhic d4u, chong mit, nhin md; do d6 nén ding thudc than trong khi dang
E H0p 2 vix 7 vién nén bao phim 1di xe hay ven hanh may moc.
| Dugclgchoc Téc dyng khéng meng muén

Thudng gdp, ADR >1/100

Tiéu h6a: tiéu chdy, tdo bon, ddy hoi, dau bung, va bubn ndn, gdp & khodng
5% bénh nhan.

Thén kinh trung uong: Bau déu (4 - 9%), chong mat (3 - 5%), nhin md (1
- 2%}, mét ngd, suy nhugc.

Thdn kinh - cova xuong: Dau cd, dau khdp.

Gan: Cc k&t qud thir nghiém chic ndng gan tang hon 3 In gidi han trén
clia binh thudng, & 2% ngudi bénh, nhung phén 16n Ia khdng co triéu
chiing va héi phyc khi ngiing thudc.

ftgap, 1/1000 < ADR < 1/100

Thén kinh - o va xuong: banh co (két hgp y&u cd va ting ham lugng
creatin phosphokinase huyét twong (CPK).

Da: banda.

Ho hép: viem mii; viém xoang, viém hong, ho.

Hiém gdp, ADR < 1/1000

Thén kinh ~ co va xuong: Viém cd, tigu co van, d&n dén suy than cép thd
phat do myoglobin nigu.

Mt 56 tac dung phu 03 dugc bdo céo gén day gom:

Suy gidm nhan thic (nhu mét tri nhg, 16 1n..)

i Atorvastatin cing nhu mot s6 chét chuyén héa cd hoat tinh dugc Iy trén
' nguéi. Gan 1 noi chiu téc dong d4u tien va 12 noi t8ng hgp cholesterol
¢ling nhu thanh thdi cholesterol LDL chii y8u. Sy gidm cholesterol LDL
i lién quan véi liéu lugng thudc st dyng hon [ vii ndng d9 thudc toan than
¢ Cdncanclvéo ddp Ung didu trj cla ting bénh nhén dé dua ra lidu ding
phu hgp.
! Duge dgng hoe
' Atorvastatin Gugc hép thu nhanh sau khi uGing, néing 69 thubc trong nuyét
' tuong t8i da dat dugc trong 1 d&n 2 gio. Mic do hdp thutl 18 vai liéu ding.
' Sinh kha dyng tuyt d6i cla atorvastatin khodng 14% va khd dyng toan
! thin cla hoat tirh Uc ch€ men khil HMG-CoA khodng 30%. Khd dyng
' toan than thdp 14 do “tién thanh loc” § mang nhdy da day-rudt va/hoac
! gochuyén hoa I4n ddu qua gan. Mac di thic &n {am gidm ti 1& va mic do
! hdp thu tuong ing xAp xi 25% va 8%, kni dugc danh gia bi Cmax va bdi
| AUC, tic dgng ha cholesterol LDL ciia atorvastatin khdng ddi khi st dyng
atorvastatin dii no hay doi. Néng a0 atorvastatin huyét tudng khi dung
i 16 thép hon (gdn 30% dGi vai Cmax va AUC) so vdi diing thudc vao
budl sang. Tuy nhién, hidu qui ha cholesterol LDL i nhu nhau bat ké sif
dung thufc vao thi diém nao trong ngay.
i Thé tich phan bg trung binh cla atorvastatin khodng 381 it. Trén 98%

| atorvastatin gdn két vi protein huyét tuong. T1 1§ gida thudc trong mau Téng dubng huyet .

| va thudt trong huy8t tuang xdp x1 0,25 cho thay thudc it thim vao t& bao Tang HbAlC

! hing c{u Dy trén nhiing ghi nhan & chudt cding, atorvastatin ¢ khd Théng béo cho bdc sT nhing téc dyng khdng mong mudn gdp phai
' ndng tigt qua sia me. khi st dung thugc.

! Atorvastatin - dugc chuyfn hod manh thanh nhing ddn chdt Liéu lvgng va cach ding

| orthohydroxy, parahydroxy va cac san phdm oxy hod tai vi tri beta.
¢ Trong thit nghigm in vitro, sy dc ché men khi HMG-CoA clia céc chdt
' chuyén hod orthonydroxy va parahydroxy tudng duong véi hoat tinh cia
! atorvastatin. Khodng 70% hoat tinh {ic ch& men khil HMG-CoA 1a nhd
| vao nhiing chét chuyén hoa ¢ hoat tinh. Trang nghién ¢l in vitro cho
1 thdy tim quan trong cla sy chuyén hoa atorvastatin bdi cytocrom P450
3A4, phit hgp Vi sy gia ting néing d4 atorvastatin trong huyét tudng sau

Khuy@n c4o b4t ddu diéu tri v liéu thdp nhdt ma thudc ¢ tac dung, sau do
néu cdn thigt, co thé diéu chinh liéu theo nhu cdu va dép dng cla ting
ngudi bing cach tang liéu ting dot cdch nhau khang dudi 4 tudn va phii
theo dbi cac phan dng co hai clia thubc, dic biét 1A cc phan Ung cé hai
06i véi he co.

B&nh nhan phai theo mét ché d0 an gidm cholesterol tiéw chudn trudc khi

khi ding ddng thai véi erythromycin, mt chét dc ché da dugc bit cla
isozym ndy. O ddng vAt, chat chuyn hod ortho-hydroxy tiép tuc duge
glucuronid hod.
Atorvastatin va cdc chdt chuyén hod clia nd dugc théi tril chi y&u qua mat
sau qué trinh chuyén hod & gan vi/hodc ngodi gan. Tuy nhién, thudc
khong di qua chu trinh gan rugt. Thoi gian ban thai huyEt tuong trung
binh cia atorvastatin & ngudi khodng 14 gid, nhung thdi gian bn thdi cla
hoat tinh dc ché men khir HMG-CoA til 20 dén 30 gid 14 hoat tinh ciia
nhiing chét chuyén hod. Dusi 2% lugng atorvastatin dugc tim thdy trong
nudc tidu sau khi udng.
Chi dinh
- H trg cho ché do @n trong diéu tri tang cholesterol todn phin,
cholesterol LDL, apolipoprotein B v& triglycerid & cdc bénh nhdn tang
cholesterol nguyén phat ( i hop U co hay khéng ¢ ngudn géc gia dinh)
va r6i loan lipid mau hdn hgp ( Fredrickson typ Ila va [Ib)
- Gidm cholesterol toan phdn va cholesterol LDL @ nhdng bénh nhan
tang cholesterol mau ddng hp ti co ngubn gbc gia dinh nhy mot bién
phap hd trg cho céc liéu phdp ha lipid khdc hodc khi khdng co cac lidu
phap dd. .
Chdng chi dinh
Qua mAn vdi atorvastatin hodc bt kj thanh phin ndo clia ché phdm;
Bénh gan tién trién hay tang néng dd enzym transaminase huyét thanh
khéng rd nguyén nhn kéo dai.
Phy ni ¢6 thai hedc cho con bu.
Dang ding thudc chda tipranavir, ritonavir, telaprevir.
Canh béo va than trong
Trubc va trong khi didu tri voi atorvastatin, nén ket hop kiBm sodt
cholesterol mau bing cac bign phap nhu ché 69 &n, gidm can, tap thé
duc, va dibu tri cac bénh ¢d th 13 nguyén nhan cla tng lipid. Phii tién
hanh dinh lugng lipid dinh ky, va diéu chinh liéu lugng theo dap ing cla
ngui banh voi thubc. Muc tigu diéu tri 12 gidm cholesterol LOL vivay cdn
s dyng ndng dd cholestercl LDL 68 bt ddu diéu tri v& danh gid ddp ing
di€u tri. Chl khi khang xét nghiém dugc cholesterol LDL, méi si dyng
cholesterol toan phin dé theo di digutri.
Tdc dgng lén chuc ndng gan
Trong c4c thir nghigm 14m sang, mot s it ngudi bénh udng statin thdy
tang r rét transaminase huygt thanh (> 3 14n gii han binh thudng). Khi
ngiing thudc & nhiing ngudi bénh nay, nbng ) transaminase thudng ha
10 ti7 trd vé midc trude didu tri. MOt vai ngudi trong B ngudi bénh nay
trubic khi diéu trj voi statin 03 co nhing k&t qua xét nghiém chic ning
gan bat thudng va/hodc udng nhiéu rugu. Vi vay cdn tién hanh cdc xét
nghiém chic ndng gan trudc khi bdl d4u diéu tri bing statin va trong
truing hop chi dinh 1dm sang yéu clu xét nghiém sau d6. C4n sif dyng
thuic than trong & nguii udng nhiéu rugu v&/ hoXc 6 tién s bénh gan.
Téc dong lén hé co xudng
C4n can nhic khi ding thudc thude nhém statin dGi vdi bénh nhan co
nhiing y&ut6 nguy co dZn dén 16n thuang co. Thudc thube nhom statin ¢o
nguy cd g3y ra cac phdn dng ¢6 hai @61 vdi h cd nhy teo cd, viém cg, ddc
biét d6i véi cac bénh nhan c6 yéu 18 nguy cd nhu bénh nhan suy gidm
chiic nang than, nhugc gidp, tién s ban than hodc tién st gia dinh méc
bénh ca di truyén, tién sl bi bénh ca do sif dung statin hodc fibrat truic
46, ién sif bdnh gan vamoac udng nhiéu rugu, banh nhan cao twdi (> 70
1wi) ¢6 nhing yu t6 nguy cd bi tidu ca van, Kkhd ning xdy ra tuong tac
thubc va mot s6 ddi tugng bénh nhan @¢4c biét. Do @6, trude khi diéu tri,
xét nghiém creatin kinase (CK) nén dugc tién hanh trong nhiing trudng
hgp nay va nén can nhdc Igi ich/ nguy co khi diBu tri bang statin. N&u két
qua xét nghiém CK > 5 In gidi han trén clia mc binh thugng, khéng nén
bat dfu diéu tri bAng statin. C4n theo dGi chat chE cdc phan dng c6 hai
trong qua trinh ding thudc, khuyén bénh nhdn thong bao ngay khi co cic
bidu hidn v8 ca nhy dau cd, cng cd, yeu cg.. Khi cd cac biu hign nay,
bénh nhan cin Iam xét nghiém CK 6 co cdc bién phap can thidp phi
hop. Liu phap statin phi tam ngiing hodc thoi hdn & bdt ¢l ngudi bénh
n20 6 biy hién bi bénh ca c4p va ndng hodc cd yéu 18 nguy ca d& bi suy
than cdp do tiu cg van, thi dy nhy nhidm khudn cdp n2ng, ha huyét dp,
phiu thuzt va chdn thuong ln, bat thudng vé chuyn héa, noi tiét, dién
gidi ho4c co gidt khong kiém sodt duge.
Than trong khi diing atorvastatin cing vdi céc chit e ché protease cla
HIV va viem gan siéu vi C (HCV) vi ¢6 thé lam ting nguy co 03y t8n
thugng cd, nghiém trong nhat [a tidu ca vén, than U din dén suy thén va
cathé gy tifvong:
- Lopinavir + ritonavir: S{ dyng thdn trong v& néu cdn thift nén ding lidu
atorvastatin th&p nhét. 2
- Darunavir + ritonavir, Fosamprenavir, Fosamprenavir + ritonavir,
Saquinavir + ritonavir: Kndng ding qua 20 mg atorvastatin/ ngay.
- Nelfinavir: Kndng ding qué 40 mg atorvastatin/ ngay.
Than trong khi ding atorvastatin dbng thoi voi cac thudic: gemfibrozil,
céc thubc ha cholesterol mdu nhom fibrat khdc, niacin liu cao (> 1
g/ngay) va colchicin vi nguy cotdn thuong co.
Chi dung statin cho phy nd & d0 tudi sinh dé khi ho chdc chan khong
mang thai va chl trong trudng hop tang cholesterol rit cao ma khdng
dap (ng vai cac thudc khac
Thai ky mang thai
V1 cdc statin lam gidm t6ng hop cholesterol va co thé c& nhiéu chét khdc
¢6 hoat tinh sinh hoc dn xudt ti cholesteral, nén thudic cd thé gdy hai
cho thai nhi néu ding cho ngudi mang thai. Vi vay chéng chl dinh ding
statin trong thdi ky mang thai.
Thai ky cho con bi

tién hanh diéu tri va phdi tip tyc an kigng trong sudt qué trinh diéutri vi
atorvastatin, Thudng xuyén theo ddi cac phin ung c6 hai clia thudc, nhat
14 c4c phan Ung ¢6 hai ddi vdi hé co.

Tang cholesterol mau (0] hgp td cd hay khéng co ngudn goc gia dinh) v
16i foan chuy€n hda lipid mau hdn hgp: Libu khéi ddu 12 10 mg x 1
I4n/ngay. Khoing lidu dibu tri 14 10 - 80 mg mdi ngay. C6 thé sii dyng liéu
don atorvastatin vao bt ky thdi gian ndo trong ngay bat ké khi ng 6
tuy nhién, vi t8ng hgp cholesterol & gan xdy ra chis yéu vo bap e
thudc vio budi t8i s& 1am ting hiéu lyc thudc. Vidc diéu tri pin dion | &
muc tigu didu i va tly dép dng ciia timg bénh nhan. Sagfkhi bt GSudiEu
tri véi atorvastatin va/hodc sau khi ting lidu atorvastati gén kifmra chi
56 lipid mdu trong 2 - 4 tudn va diéu chinh liéu dingicho thich hap. Do .
myc tiéu diéu tri la 1Am gidm cholesteral LDL, nérgsu yridng 40
cholestercl LDL 1am co s dé khdi dong va ddnh gia d§pn i !
khi khang c6 gia tri ndng do cholesteral LDL, thi moktHe 'dd
cholesterol toan phn
Tang cholesteral mdu déng hop t ¢d ngudn gac gia dini
nh&n tang cholesterol mau déng hop t ¢o ngudn gbc gia Tha
nghi 1 10 - 80 mg mdi ngay. Atorvastatin nén dugc sif dung nhula
phép hd trg cho cac ligu phdp ha lipid khdc hodc khi khdng co céc lidu
phép do.

Phéi hap thudt: Ca thé phii hop atorvastatin voi mét resin gén acid mat
(cholestyramin, colestipol) € ting hidu qud diéu tri. Khi dang cdc statin
cling véi resin gan ac‘ig mat, lnidgcholestyramin‘ phdi udng statin vao lic ; é G
di ngd, 2 giiy sau khi udng resin d€ tranh tudng téc rd rét do th\m

resin. Tranh két hop thudc tc ché men khi HMG-CoA vai cac th Cuc TRU N

fibrat vi khd nang tang nguy cu bénh ca. Khi ding pndip;[mdeG PHONG

amiodarone, khong nén ding qud 20 mg/ngdy. Nudc ép%ang Y 3{\
‘ M ufng

sinh kha dung cla atorvastatin, tang nguy cd bénh ca. Luu
ding atorvastatin ciing véi cac chat Uc ché protease cla HI
thém myc Canh bdo va than trong).
Tudng téc thulc
Tang nguy ca18n thuang co khi sif dung statin dding thdi vai cdc thulc sau:
Cic thuSc Uc ché cytochrom CYP3A4 nhu: cyclosporine, erythromycin,
gemfibrozil, itraconazol, ketoconazol
Céc thudc ha cholesterol mau nhom fibrat khac
Niacin lidu cao (> 19/ ngéy)
Calchicin
Cac thufic difu tri HIV va vigm gan siéu vi G (HCV) (xem thém muc Cénh
béo va thdn trong)
Rifampin: 1am gidm ndng 00 atorvastatin khi phéi hgp voi nhau. Nha sin
xudt atorvastatin cho ring nBu phii hgp 2 thusc, cdc thudc do phdi cho
ciing mot lic, vi cho atorvastatin sau khi cho ritampin 12m gidm nhiéu
néng do atorvastatin huyét tuong.
Thudic khdng retrovirus: phdi hop atorvastatin voi thudic Uc ché protease
HIV (amprenavir, atazanavir, darunavir, indinavir, lopinavir, nelfinavir,
ritonavir, saquinavir, tipranavir) co thé lam tang néng ¢ atorvastatin
trong huy&t tuang gdy ddc cho cd.
Amiodaron. amiodaron duge CYP-450 (chl yéu CYP3A4) chuyén héa.
Ngodi ra, amiodaron Uc ¢hé hoat tinh cla CYP3A4 va co tiém nang tuong
tic vdi thudt ciing duge chuyén hoa bl enzym nay. Do d, khi ding phi
hop véi amiodarone, kndng nén diing qu 20 mg/ngay vi lam tang nguy ¢o
gay ra chang tiduca van.
Diltiazem: Lam tdng néng A0 atorvastatin trong huy&t tuong, c6 nguy ¢d
tidu sgi cd, suy than
Warfarin: Statin c6 thé 1am ting 1a¢ dung cla wartarin. Phdi xac dinh thdi
gian prothrombin trutic kni bt adu ding statin va theo d0i thudng xuyén
trong giai doan d4u diéu tri 42 dam bao khng c6 thay ddi nhidu vé thai
gian prothrombin.
Nhya gén acid mat: c6 thé 1am gidm (G rét khd dyng sinh hoc cla statin
khi uBng cang. Vi vdy thai gian ding 2 thudc nay phdi cacn xa nhau.
Digoxin. Kni sif dyng d6ng thai da liéu atorvastatin vdi digoxin, nfng 80
ciia digoxin huy8t tuong & trang théi &n dinh tang khodng 20%. Cdn theo
déi chat ché nhing bénh nhdn dang diing digoxin.
Thubc tranh thai dudng ubng: Ding chung atorvastatin va thuc tranh thai
duiing udng 1am tang gid tri AUC (dién tich dudi duting cong hdp thu) clia
norethindron va ethinyl estradiol tuong Ung gén 30% va 20%. Cén lw y
vé sy gia ting nay khi lya chon thubc trénh thai ding dubing ubng cho phu
ni dang ding atorvastatin.
Qué liéu
Khong ¢4 difu tri d3c higu khi ding atorvastatin qua liéu Trong trubng
hop qué liéu, diéu tri trigu ching va cac bién phap nang dd cén thigt cho
bénh nhan. Do thubc gdn kEt manh vai protein huyét tugng, thdm tach
méau khdng hiéu qud trong viéc ady manh thanh thai atorvastatin.
Han dilng
36 thang k8 tir ngdy sén xudt.
Bao quin
i ngi kh mat, nhigt 46 0udi 30 °C.
Thutic nay chi ding theo sy ké ddn cia thdy thudc.
D€ xa tim tay tré em.
Boc kj hudng ddn sif dyng trudc khi ding.
NEu cdn thém théng tin xin hdi ¥ kién bdc si.

CONG TY CO PHAN CONG NGHE SINH HQC - DUGC PHAM ICA
Lo 10, Budng s6 5, Khu cong nghiép Viét Nam-Singapore,
Thuan An, Binh Duong, Vigt Nam
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