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Dé xa tam tay tré em

Doc |'(9 hudng dan st dung trudc khi ding

Thude nay chidung theo don thuée

Thanh phan céng thuc thudc:
- Thanh phan dugc chat:
Atorvastatin (Atorvastatin calci trihydrat) 40 mg
Ezetimibe 10 ma

- Thanh phén t& dugc: Lactose, Microcrystallin cellulose 101,
HPMC 606, Tween 80, Croscarmellose sodium, Aerosil, Magnesi
stearat, HPMC 606, HPMC 615, PEG 6000, Talc, Titan dioxyd
vla du 1 vién. .

Dang bao ché: Vién nén dai thuon hai dau, mot mat tron, mot
¢6 khac chi MY, bao phim mau tring, bén trong mau trang hodc
génnhutrang.

Chidinh:

- Piéu tri tang cholesterol mau hoéc réi loan lipid mau hon hop,
nhu 14 liéu phép hé trg ché do an ung, khi ché do an udng va cac
phudng phap diéu tri khong dung thuéc khac (vi du: tap thé duc,
gidm cén) dép Ung khong dua.

- Diéu tri tang lipid mau nguyén phat: Thudc dugc st dung dé
lam giam ndng do cholesterol toan phén (total-C), LDL cholesterol
(LDL-C), apolipoprotein B (Apo B), triglycerid, cholesterol ti trong
khong cao (non-HDL-C) va dé lam tang HDL cholesterol (HDL-C) o}
bénh nhén tang lipid mau nguyén phat (cé tinh gia dinh dihgptlva
khong c6 tinh gia dinh) hoac tang lipid mau hén hop.

- Tang cholesterol mau c tinh gia dinh déng hgp tir (HoFH):
Thuc duc chi dinh dé gidm total-C va LDL-C & nhiing bénh nhan
tng cholesterol mau c6 tinh gia dinh dong hop tl, nhu la mot liéu
phép hé trg cho cac phuong phap diéu tri lam giam lipid mau khac
(vi du: phuong phép loc huyét tuang tach LDL) hoéc néu khong cé
cé4c phuong phép diéu trinhu vay.

Céchdung, liéudung:
*Céchdung:

Nén ubng nguyén vién, khong nghién nét, hoa tan hodc nhai vién.

*Liéudung:
- Khoéng liéu clia Ezetimibe/ Atorvastatin la 10/10 mg dén
10/80 mg, 1 l4n/ngay. Liéu khdi déu khuyén céo cla Ezetimibe/
Atorvastatin 1a 10/10 mg hoac 10/20 mg, 114n /ngay, co thé dugc
dung tai bét ky thai diém nao trong ngay, c6 hoac khong cé thuc an.
Nhiing bénh nhén cén giam nhiéu han vé nong do LDL-C (han 55%)
¢6 thé dugc khdi dau vdi liéu Ezetimibe/ Atorvastatin la 10/ 40 mg
(Azetatin 40), 1 1dn /ngay. Sau khdi ddu va/hodc sau khi xac dinh
liéu Ezetimibe /Atorvastatin, néng do lipid nén dugc kiém tra trong

mat

vong 2hodc nhiéu tuan va digy ghinn liéu ugng cho phis NOP-

- Tang cholesterol mau cotinh gja dinh dong hop t: ,

Liéu Ezetimibe/ Atorvastatin § panh nhan tang cholestero! m‘au
c6 tinh gia dinh dong hop tif1a 10/40 hg hoéc 10/80 mg, f1an /nga’Y-
Azetatin 40 nén dudc sl dyng nhy |a mot liéu phap ho trd ‘?ho i
phuding phap diéu tri 1am giam lipid méu khéc (vi du: 10¢ huyét oS
tach LDL) & nhiing bénh nhan nay hodc néu khong c6 cac P G
phap diéu tri nhu vay. ’

- Kéthgp vdi cac thudc khac: 3¢ sau

+ Thuéc hdp thu acid mat: Nen ugng thudc tru6c 2 910 N3¢ e

4 gi6 vdi cac thudc hap thy acid mat. ;
; itraconazol, ¢aC

+ Céc thudc Cyclosporin, Clarithromycin, ¥ oo
thugc Uc ché protease: G nhiing bénh nhan ding cyclosporin e
cAc thudc Uc ché protease HIV (tipranavir ket NP rito?awr)‘ ?oa‘f
thudc Uc ché protease viém gan C (telaprevir). nén tranh dieu F”
biing Azetatin 40. G bénh nhan HIV dng lopinavir kethop ftonavir,
nén than trong khi ké don Azetatin 40 va vdi liéu thap nhat can thiet.
& nhiing bénh nhan dung clarithromycin, itraconazol hozc 6 nhing
bénh nhan nhiém HIV ding thudc saquinavir két hop ritonavir,
darunavir két hop ritonavir, fosamprenavir, hoac fosamprenavir ket
hap ritonavir, diéu tri nén gidi han & liéu Ezetimibe/ Atorvastatin [a
10/20 mg va nén danh gia dap (ing lam sang dam bao liéu can thiét
thap nhat. & nhiing bénh nhan dung thude khang virus viem gan C
c6 chua elbasvir va grazoprevir, diéu tri bang Ezetimibe/
Atorvastatin khong dugc vuot qua liéu 10/20 mg. 3 nhiing bénh
nhan dung thudc Uc ché protease HIV nelfinavir hoac thudc Uc ché
protease boceprevir viém gan C, lidu diéu tri nén dugc gidi han &
Ezetimibe/ Atorvastatin la 10/40 mg va khuyén cao danh gia lam
sang dé dam bao dung liéu can thiétthép nhat.

+ Cac thudc ha lipid khac: Knong khuyén cao st dung két hop
Azetatin 40 va gemfibrozil.

Chéng chidinh:

- Qua mén véi bat ky thanh phan ndo clia thudc.

4 Bén,h gan hoat dong hodc transaminase gan tang dai dang ma
khong gidi thich dugc.

- Phy nf ¢6 thai hodc c6 thé mang thai,

- Phu nii cho con bu.

Cénhbéao va than trong khidung thude:
*Bénh co/tiéucovan:

Alorvastatin:

b Qéc tfudr}g hop hiém gap.cﬁa_tiéu €3 van ciing véi suy than
cap thu Pha‘ den WXOQ'?b‘" iy da duge bao cdo vgi atorvastatin
va vdi cac statl?. Tf?n sif suy than co thé lz}mot Yéutd nguy cd cho
sy phat trién clia tiéu cd van. Can theo ddi chat chs cac tac dung
phu trén cd xuong & nhiing benh nhan nay.

Aorvastal,cing 1 e S 045 90y ra o
dugc dinh nghia la dau cd hoéc yéu cd CW
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dung két hop Ilég cao atorvastatin véi mey o5
cyclosporin va chat tc ’ché' CY?3A4 manh (vi gy
iraconazol, va cdc chat dc ché protease Hyy) '
bénh ca/tiéucovan.

-9 co nhiing bao céo hié'm 93P V& bénh hogi t{r co midn dich
trung gian (IMNM), motbénh cot mién, lign quan dén viéc st du.n
statin. IMNM duge 6ac trung bAi: Yéu cac co gan than va téng
creatinin kinase huyét thanh, mac du ngung didu trj statin ma vég
{énti:sinh tiét co cho théy hoai tf ¢a nhung khang ¢6 viem ding
ké: bénh cai thién vai cac thude U ché mién dich,

- Cannhactheo ddicreatin kinase (CK) trong trugng hop:

. Tru6c ki didu 1, Xét nghiém CK nén duoc tién hanh trong
nhiing trudng hop: Suy giam chuc néng than, nhudc gip, tién st
ban than hoac tién st gia dinh mac bénh ca ditruyén, tién st bj bénh
co do st dung statin hoac fibrat trudc d6, tién st bénh gan va/hoac
ubng nhiéu rugu, bénh nhan cao tudi (> 70 tudi) c6 nhiing yéu ©
nguy co bitiéu covan, kha nang xay ra tuong tac thuéc va mot sé déi
tugng bénh nhén dac biét. Trong nhiing trudng hgp nay nén can
nhéc i ich/nguy co va theo doi bénh nhan trén 1am sang khi diéu tri
béng statin. Néu két qua xét nghiém CK > 5 lan gidi han trén clia
mic binh thuéng, khong nén bt dau diéu tri bang statin.

+ Trong qué trinh diéu tri bang statin, bénh nhan can thong béo
khi ¢6 cac biéu hién vé cd nhu dau o, cdng cd, yéu cd .. Khi cd céc
biéu hién nay, bénh nhan can lam xét nghiém CK dé cé céc bién
phéap can thiép phu hgp.

Azetatin 40:

Ngung diéu tri véi Azetatin 40 khi bét ky bénh nhan nao co
bénh cd c&p tinh nang hoéc ¢6 nguy co gay suy than thd phat dan
dén tiéu co (nhu: nhiém trung c4p nang, ha huyét ap, phau thuat
I6n, chén thuong, r6i loan noi tiét va dién giai nang, co giat khong
kiém s0ét dugc).

Ezetimibe:

Thif nghiém Iam sang so sénh thuéc két hgp ezetimibe VO chi
dung gié dugc hodc statin, khong c6 bénh cd qué muc hoac tiou co.
Tuy nhién, bénh co va tiéu co van dugc biét a phn dng co h?' cua
statin vé cac thudc ha lipid khac. Trong c4¢ thif nghiém lam sang,
Ié ¢6 creatin phosphokinase (CPK) > 10 1an ULN la (.),2‘% chf)
ezeimibe so vdi gid dugc fa 0,1%, va 0,1% doi vOi ezeﬂmnbﬂe ket
9P statin so v6i 0,4% chi ding statin. Nguy €0 dc}i.tinh trén cd
’\f{ong tang Ién vdi liéu cao caa statin, Nguoi cao tudi (? 65), S':j\:
9idp, suy than, va loai thugic statin s(/ dung hay kethop sif dyng v
| cacthudc khac,

"Enzym gan;

Alorvastatin:
| - Céc thude statin cing nhu c&c¢ thudc
ity S

uyét thanh (>3 1an ULN) Xéy ra 0 0,7%

loai thuse nhu
clarithromycin,
lam tang nguy co

ha lipid khac, cO [ién
gy tang cao dai dang
bénh nhan

T S R B S L e

Mkmase (CPK) trén 10 lan gidi han by, thudng (ULN). St
qQ .ou

—

% 0,2%, 0,6% va
ung. )

giéu tri band
u xét nghiém

dung atorvastatin. Ty 18 bét thuong nay 1a 0.2
2,3% d6ivdi 10, 20,40 va 80 mg atorvastatin, tUong

- Nén xét nghiém enzym gan trudc khi bat déiu;
statin va trong trudng hdp chi dinh 1am sang yéu ¢d
sau do.

Ezetimibe:

- Nghién cdu lam sang c6 kiém soat, ty 1é tang
gan (>3 lan ULN) tudng Ung giiia ezetimibe (0.5%)
(0,3%).

- Nghién clu 1am sang co kiém soat an (23 140
ezetimibe véi atorvastatin, 1§ 16 tang transaminase 9% ibe VOi
ULN) 12 0,6% ddi v6i bénh nhan dugc diéu tri bang ozelmL e

: 2 : i chung khong €0 trieu
atorvastatin. Sy tang cao transaminase noi €S - e
ching, khong gay U mét, va trd lai ban dau sau kN nguing dieutr!

Azetatin 40:

- Nén lam xét nghiém enzym gan ” Sy
Azetatin 40 va 13p lai theo chi dinh l1am sang. paco nhUng,bao cacz
hiém khi dua ra vé suy gan gay tlf vong va khong gay ving O_
nhiing bénh nhan dung statin, ké ca atorvastatin. Ngting dieu }r!
ngay néu co tén thudng gan nghiém trong, tang bilirubin mau hoac
vang da xay ra.

- Nén sii dung than trong cho nhiing bénh nhan nghién ruou
va/hoic c6 tién sl bénh gan. Bénh gan hoat dong hoac tang
transaminase dai dang khong giai thich dugc thi chong chidinh.
*Noi tiét:

Tang HbA1c va dudng huyét luc doi da dugc bdo céo vdi cac
chat tic ché HMG-CoA reductase, bao gom atorvastatin.

Céc statin can thiép vao qua trinh tdng hop cholesterol va vé Iy
thuyét c6 thé lam ngung san xudt steroid tuyén thugng than va/hoac
tuyén sinh dyc. Cac nghién clu lam sang cho thdy atorvastatin
khong lam giém nong dg cortisol huyét tudng cd ban hodc lam giam
duy trir tuyén thugng than va ezetimibe khong 1am gidm san xuat
harmon vf) thl{dng thén: Anh hudng clia statin déi voi kha ndng gay
hiém muon trén nam gidi chua duge nghién clu ddy di. Cac anh

transaminase

¢ viée ket hop thudc

iruéc khi bat dau diéu tri bang

hudng néu 06 trén tryc tuyén yén - sinh duc & phu ni tién man kinh
chua dugc biét.JCén than trong khi diing ddng thai Azetatin 40 vi
cac thuc c6 thé lam gidm ndng do hodc hoat lyc clia cac hormon
steroid noi si‘nh, nhu ketoconazol, spironolacton va cimetidin
* Thanh phan ta dugic: Thudc cé chua lactose, vi vay khdng nén st
dung cho bénh nhan khong dung nap galactose, thigy
lactase, roi loan hap thu glucose-galactose.
Surdyng thude cho phy nircé thai va cho con by:
Chéng chidinh thuée cho phy nit mang thaiva chocon by
Anh hu&ng cuathudc Ién kha nang I4i xe, van hanh m y M5c-
Mot s6 tac dung khong mong mudn nh chong mat, day s v
suy gidm nhan thiic ¢4 thé Anh hudng A&n KN ndng 41 v e o
hanh may moc ctiamot sd bénh nhan.
Tuong téc, tuong ky cua thude:

ut Lapp

Ng ldi xe hoac van

b
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- Tang nguy co ton thuong co khi didu trj déng thai véi cac thudc
sau: Gemfibrozil. cac thude ha cholesterol mau nhom fibrat khac,
niacin lieu cao (> 1 g/ngay), colchicin, cyclosporin hoac cac chatic
ché CYP3A4 manh (vi dy: clarithromycin, cac chét tic ché protease

HIV vaitraconazol)

- Cyclosporin: ,

+ Atorvastatin va cac chét chuyén hoa ciia atorvastatin la chat
nén cla chat van chuyén OATP1B1. Céc chat (c ché OATP1I?1
(nhu  cyclosporin) ¢ thé lam tang kha dung sinh hoc cua
atorvastatin. AUC cla atorvastatin dugc téng 1én dang ké khi dang
dong thdi atorvastatin 10 mg va cyclosporin 5,2 mg/kg/ngay so VO
chidung atorvastatin. ;

+ Ngoai ra, khi slf dyng dong thdi ezetimibe va cyclosporin ¢O
thé lam tang dugc luc cla ca ezetimibe va cyclosporin. Mc do gia
tang dugc tinh ezetimibe c6 thé cao hon & bénh nhan suy than nang.

+ Tranh sli dung déng thoi Azetatin 40 v0i cyclosporin. '

- Nudc ép budi chia mét hogc nhiéu thanh phéan (c ché
CYP3A4 va c6 thé lam tang nong do atorvastatin trong huyét tuong,
d&c biét khi dung qua nhiéu nudc ép budi (> 1,21it mbingay).

- Gemfibrozil: Do lam tang nguy cd méc bénh co, tiéu co van khi
céc chét uc ché HMG-CoA dugc dung déng thdi vdi gemfibrozil, do
66 nén tranh dung déng thai Azetatin 40 vdi gemfibrozil.

- C4c thuée nhom fenofibrat:

+ Do nguy co méc bénh cd téng Ién khi diéu tri dong thai céc
chat dc ché HMG-CoA reductase vdi cac thuée nhém fenofibrat.
Nén than trong khi s dung dong thdi Azetatin 40 vdi cdac fenofibrat.

+ Céc thube nhom fenofibrat c6 thé 1am tang bai tiét cholesterol
vao mat, dan dén soi mat. Néu nghi ngd c6 bénh sbi mét, nén theo
di timét va xem xétliéu phap ha lipid mau thay thé.

- Niacin: Nguy co &nh hudng trén cd xuong c6 thé tang khi si
dung két hgp Azetatin 40 vdi niacin; do do nén xem xét giam liéu
Azetatin 40.

- Digoxin: Khi dung nhiéu liéu atorvastatin va digoxin, néng dé
&n dinh digoxin huyét tuong tang khodng 20%. Bénh nhén dung
digoxin nén dugc theo ddi can than.

- Thuéc trénh thai: Dung déng thoi atorvastatin va thude tranh
thai duong uéng lam tang AUC norethindron va ethinyl estradiol. Do
d6 nén can nhic khi lya chon thudc udng tranh thai khi dung
Azetatin 40,

- Rifampin ho4c cac chat cam tng Cytochrom P450 3A4 khéc:
Dung déng thai atorvastatin véi cac chét cam Uing cytochrom P450
3A4 (nhu efavirenz, rifampin) c6 thé 1am giam néng do atorvastatin
trong huyéttuong.

- Colehicin: Cac trueng hgp bénh cg, bao gom tiéu cd van, da
duge béo céo khi dung déng thdi atorvastatin vai - colchicin, nén
thén trong khi ké don Azetatin 40 Vi colchicin.

- Cholestyramin: Duyng d6ng théi vgi cholestyramin lam gidm
dién tich dudi duang cong (AUC) €Ua ezetimibe khoang 55%.

‘-?——-——;/ .

thude 9“6”Q dong coumarin. Gin theo dai chi sé INR thich N9P-

- Vige sit dung déng ths ca thudc halipid mau nhor 12"
cac thuoc dieu tri HIV va viam gan siéu vi C (HCV) c6 thé lam‘téng
nguy co gay t6n thuong cg, nghiém trong nhét la tiéu ¢d van, than N
dandén suy thanvacé thé gay tis vong:

+ Tipranavir + Ritonavir; Telaprevir: Tranh st dun

+ Lopinavir + Ritonavir: Sit dyng than trong va né
dung liéu atorvastatin thdp nhat.

+ Darunavir + Ritonavir; Fosamprenavir; F
Ritonavir;  Saquinavir + Ritonavir: Khéng dung qua 20 M9
atorvastatin/ngay.

+ Nelfinavir: Khong dung qua 40 mg atorvastatin/ ngay-

Téac dung khng mong muén cia thuéc: o

Trong thit nghiém 1am sang d6i chiing gilia dung gia dugc Vol
dung thudc Liptruzet (ezetimibe va atorvastatin), 628 bénh nhan
(tudi tit 18-86, 59% phu ni, 85% ngudi da trang, 6% ngudi da den,
5% ngudi géc Tay Ban Nha, 3% nguai Chau A) vdi thdi gian dieu tr
trung binh 12 tuan, 6% bénh nhan dung Liptruzet va 5% bénh nhan
dung gi& dugc ngung do phan ting bat loi.

Cac phan ting bét Igi phd bién nhét trong nhom dudc diéu tri
béng Liptruzet dan dén ngiing diéu tri va xay ra vdi ti 1 Idn hon
nhém dung gia dugc la:

-Paucd (0,8%)

-Paubung (0,8%)

- Tang enzym gan (0,8%)

Céc tac dung khdng mong mudn thudng gap nhat (ty 1& > 2% va
nhidu hon gia dugc) la: tang ALT (5%), tang AST (4%) va dau cd
xuong (4%).

panh gia dg an toan @ 2403 bénh nhan dung Liptruzet trong 7
thif nghiém lam sang. Tan sudt (%) cac tac dung khong mong mudn
dugc bao cao 8 > 2% bénh nhan dugc diéu tri véi thudc Liptruzet (n
=255)vacotyléldnhon gia dudc, dugc trinh bay trong bang sau:

n vdi

g atorvastatin.
u cén thlét nén

osamprenavir +

Tac dung Gia | Ezetimibe10mg |Atorvastatin | Liptruzet
khéng duge n =65 n = 248 n = 255
mong mudn | n = 60
Chongmat | 0 8 <1 >
Ho 0 4 <1 2
Pau bung 2 I 3
Budn non 0 2 vty Do 3
Ban khop st lon Qo o 8o g 3
- 2 [
Yeueas Gl Rk ok 510 5
3 8 e g
Pau cd:xdang. | oo @ e ] 5 4
x ihuyét| O 0
Tang kalf’h y e Lo Sl 2
viemphe quani = 1 ——{ 2 >
Viemxoang | 0 L 1 2 >
Nongbung | & =1« s
‘ 0
Tang ALT _{ =t e 2 5
Tang AST a ey z

- Thube chdng dong mau: KNl phéi hgp Azetatin 40 voi warfarin,
i e —. | | e m———— i ——
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ﬂhoén thanh nghién ctu 12
Sau tua S
guoc chi dinh dung dong thoi ezetimibr;’ Sznztg?jgs?ut.d'éu E
duong VOi Liptruzgt (10/10 - 10/80) BB atores E:i;n, :t(!)dgg
ng/ngay) cho 48 tudn niia. Viee sl dung déng thai au gai (10-80
/& atorvastatin nhin chung 12 an toan PuEslezemne
. ong ty nhu chi ding
atorvastatin.
o ‘éct dlf!ng Iihdng mong mudh dusi day da dugc bao céo
trong qué trinh sudung:
-Réiloanmauva ‘hé théng bach huyét: Giam tidu cau.
- R6i loan hé than kinh: Dau dau; di cdm; bénh Iy than kinh
ngoai bién.
D c6 nhiing b0 c40 hiém gap bi suy gidm nhan thiic (nhu mét
iri nhd. 16 1&n) lién quan dén viéc s dung statin. Cac bao cao néi
chung 2 khong nghiém trong, vacé thé phyc héi khi ngiing statin.
-Roiloantiéu hoa: Viemtuy.
- Réi loan da va mo dudi da: Phu mach; phat ban manh (bao
o6m ban do da dang, hoi ching Stevens-Johnson, va hoaitl biéu bi
nhiém doc); phat ban; mé day.
-Bénh caxuong vamolién két: Bénh ca/tiéu cavan.
- D3 ¢6 nhiing bdo céo hiém g&p vé bénh hoai tii co mién dich
trung gian lién quan dén sl dyng statin.
-Chan thuong, ngd dc va cac bién chung: Butgan
-Réiloan hé mién dich: S6¢ phan vé; phan ting qua man
-Bénh gan mat: Viém gan; s mat; viém tuimat; suy gan.
-Réiloan tamthan: Tram cam
- K&t qué étnghiém bét thuang: Tang creatin phosphokinase.
- Suy gidm nhan thic (nhu mAt trinhd, I 1&n..).
-Téng dudng huyét,
-TangHbA1c. .
Théng béo ngay cho béc s hodc duge T nhang phn Ung co hai
g4p phai khi st dyng thudc
Qué liéu va cach xd tri:
Sl ko o o 0
9 hop qua liéu, bénh nhan c4n dugc diéu tri ey C
trg céan thiét,
Déctinh duye yc hoe: s g
R el Ced g
atorvastétin h (.)HQIth n 0i sinh; Azgtgtm .40 ; hé hoat dong bo
sung cho nh;au,al "9p chét lam giam lipid 6 €9 € :
. h—éizﬁ]t:néﬁillém gidm cholestero! trﬁongvm i
OBl tvanchs sterol ¢ rugt non- Phan tu dic
: )'eﬂSlerol,Niemann-P"?kC"L'ke I

n 40. Trong
hiing va ho

4u biing cach Uc Ché
(ia ezetimibe 1a
NPCiL1),chiu

Irach nhiém hg : iy
0 P hy o | va phytosterol 1T ;

Nghién ciu fam San ilf?ste((? 2 tudn trén 18 pénh nhan tanﬁg

cholesterol m 4 g, ?O d?' & han thu cnolesterol G rudt

khodng 54% g i
0V ' ¢
Giplaceho, Ezetimibe khong amin tan trong

mon tuyén thugng th‘én'
terol & gan hodc Ialrjfl
hai thanh rUJOt
van chuyeT
holesterolcj
jét nay bo

dau A, D va E va khong lam giam san xudt hor

Ezetimibe khong tc ché tdng hop choles
tang bai tiét acid mat. Ezetimibe khu trd tai bg ban ¢
non va Uc ché hap thu cholesterol, dan dén giam
cholesterol tu rudt vao gan. Diéu nay lam giam lugng €
gan va tang thanh thai cholesterol til mau; ¢0 ché khac b
sung vdi statin cung lam gidm cholesterol. 3 .-

- Atorvastatin lam giam nong do cholesterol va lipoprote’n m:]);e;
tuong béing cach tc ché HMG-CoA reductase v frciche tongt %
cholesterol tai gan va bang cach tang s6 lugng thy the !—DL 9an [r)L'
bé mat t6 bao dé tang cudng sy hap thu va di hoa cua LDL;
atorvastatin cing 1am gidm san xuét LDL.

Déac tinh dugc djng hoc:
*Ezetimibe :

- Sau khi udng, ezetimibe dugc hap thu nhanhc
v6i phenolic glucuronid (ezetimibe-glucuronid). Néng do toi da
trong huyét tuong trung binh xay ra trong vong 1-2 gig cho
ezetimibe-glucuronid va 4-12 gié cho ezetimibe. Thuic ankhong gay
anh hudng dén sy hap thu clia ezetimibe.

- Ezetimibe va ezetimibe-glucuronid gén k&t manh vdi protein
huyéttuong (> 90%).

- Ezetimibe dugc chuyén héa chli yéu & rudt non va gan qua qua
trinh lién hop glucoronid. Thoi gian ban thai cla ezetimibe va
ezetimibe-glucuronid khoang 22 gid.

- Ezetimibe duoc baitiét qua phan va nudc tiéu.

* Atorvastatin:

-Hép thu: Atorvastatin dugc hap thu nhanh chong sau khi udng,
néng do thudc trong huyé't tuong toi da dat dugc trong vong 1-2 gid.
Muc do hap thu va nong do atorvastatin tang tf 1¢ véi liéu lugng
atorvastatin.

- Phan bo: Trén 98% atorvastatin dugc gan két véi protein
huyéttuong.

- Chuyén hda: Ator in du A el T
Xuét hyd‘:zl)xy hgz t:i Vi tvr?z:?li; \?é g;ihvu; :gcho? chuy ey thanh den
vitribeta. ' San phdm oxid hoa tai
Ch&- '[hél trut: A}torvastat‘ln va cac chluyer) hda cha né duge thai try

yéu qua mat sau qua trinh chuyén hoa tai gan hoxc
Thai gian ban thai cla atorvastatinkhodng 14 gig,
Quicachdong goi:

-Hop 03 vix 10 viénnén bao phim.,

-Hop 10 vix 10 vién nén bao phim.

DI?U kieq bé? quén cda thyd'c: Bao quan thude ngi khd, nhiét da
khéng qua 30°C, tranh anh sang. L
Han dung cua thude: 36 théang ké ti ngay san xuat,

Tiéu chudn chat lugng cua thuoc: TCCS

Tén, diachiciaco sd san xudt thudc:

hong va lién hap

ngoai gan.
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