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EUROSTAT-E

CAONG THUFC: M| vién nén bao phim chira:
10,84 mg Atarvastatin Calei Trihydrat BP tvong duong Atorvastatin 10 mg

Ezatimib 10 mg ch NOJSO BK

CHI BINH, cAc:H DUNG, LIEU DUNG, VA CAC THONG TIN KHAC: XIN XEM TRONG Mfg.Lic. NolSo GP

T¢ HUONG DAN SU DUNG KEM THEO.

nfg CHEAN Nha sdn xult Batch No./ $6 16 SX: XXXX
BAQ QUAN: & noi khé rdo, nhigt 48 dudi 30°C, trénh dnh séng. /

BUORG DUNG: Ubng Mfg.Date/ NSX : dd/mm/yy
THUOC BAN THEO BON Exp.Date/ HD :dd/m

GIT THUOC NGOAI TAM TAY TRE EM DNNK:

BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG 2

COMPOSITION: Each film coated tablet contains :

10.84 mg Atorvastatin Calcium Trihyd

BP Eq. to Atorvastatin 10 mg
Ezetimibe 10 m

FOR DOSAGE, INDICATIONS, AND ADMINISTRATION: PLEASE REFER MORE
OTHER INFORMATION IN PACKAGE INSERTS.
SPECIFICATION: In house

STORAGE: Store In a dry place at a temperature balow 30°C. Preteict from light.
ROUTE OF ADMINISTRATION: Oral -

FOR PRESCRIPTION USE ONLY. =

KEEP OUT OF THE REACH CF CHILDREN.
CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS\GEFCORE

Manufuctored in India by:

EUROSTAT-E

EUROLIFE HEALTHCARE PVT LTD.
Khasra No: 242, Village Bhagwanpur, Roorkee,
Dist. Haridwar, Uttarakhand, India
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| B(Pmscription Drug

Atorvastatin and Ezetimibe Tablets
EUROSTAT-E

Each film coated tablet contains :
10.84 mg Atorvastatin Calcium Trihydrate BP
Eq. to Atorvastatin 10 mg

Ezetimibe 10 mg
Manufactured in India by:

*,.
eurolife

. EUROLIFE HEALTHCARE PVT LTD.
7 Khasra No: 242, Village Bhagwanpur, Roorkee,
Dist. Haridwar, Uttarakhand, India

& Prescription Drug

Atorvastatin and Ezetimibe Tablets

ROSTAT-E

; film coated tablet contains :
| 10.84 mg Atorvastatin Calcium Trihydrate BP
[ Eq. to Atorvastatin 10 mg

Ezetimibe 10 mg
Manufactured in India by:

* ]
eurolife
EUROLIFE HEALTHCARE PVT LTD.

Khasra No: 242, Village Bhagwanpur, Roorkee,
Dist. Haridwar, Uttarakhand, India

& Prescription Drug

Atorvastatin and Ezetimibe Tablets
EUROSTAT-E

Each film coated tablet contains :
10.84 mg Atorvastatin Calcium Trihydrate BP
Eq. to Atorvastatin 10 mg

Ezetimibe 10 mg
Manufactured in India by:
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EUROLIFE HEALTHCARE PVT LTD.
Khasra No: 242, Village Bhagwanpur, Roorkee,
Dist. Haridwar, Uttarakhand, India

Mfg.Lic.No:

3-1ViS0UN3 3-1ViSOMA3 3-1ViSOMN3 3-IVISOMNI 3-1VISOMNI 3-1VISOMNI 3-1VISOMNI 3-1VISOMNE 3-1VISOMM 3-luUiSOuN3 3-11sound

Batch.No: XXXX Mfg: dd/mm/yyyy Exp: dd/mm/yyyy

IA UBYN



Rx - Thudc ban theo don

Poc ki hwéng din sit dung trwée khi din
Néu can thém théng tin, xin tham khio y kién thiy thudc

Vién nén bao phim
EUROSTAT -E
(Atorvastatin & Ezetimib Tablet)

Thanh phan: M3i vién nén bao phim chira:
Hoat chdt:

10,84 mg Atorvastatin Calci Trihydrat tuong duong Atorvastatin .....10 mg
Ezetimib ... 10 mg

Ta dvoc:

Cellulos dang vi tinh thé P 101, Dibasic Calci Phosphat, Natri Lauryl Sulphat,
Tinh bot ng6, Povidon, Methyl Paraben Natri, Propyl Paraben Natri, Magnesi
Stearat, Talc tinh khiét, Keo Silicon Dioxid, Croscarmelos Natri, Crospovidon,
Instacoat-sol (trdng), Titani Dioxid.

Chi dinh diéu tri:

Duing atorvastatin bd trg cho ché d6 dinh dudng dé 1am giam nong d6 trong mau
ctia cholesterol toan phan, LDL — cholesterol, apohpoprotem Bva trlglycorld o
bénh nhan tang cholesterol-méu nguyén phat, rdi loan lipit-mau thé hén hop va
tdng cholesterol mau di hop tir c6 tinh gia dinh. ,\

Ciing dung atorvastatin dé lam giam cholesterol toan phan va\LDL - C ¢ bénh
nhén ting cholesterol mau ddng hop tir ¢6 tinh gia dinh va bd cHo cac tri licu
giam l1p1d khéc (nhu loc it (apheresw) LDL) hoac khi céc tri lle&{nay to ra
khong c6 hiéu lyc. Str dung cac thudc lam giam lipid chi 13 sy can thiép vao yéu
t6 nhiéu nguy co & cic bénh nhén c6 ting nguy co bénh vita xo mach mau do
téng cholesterol mau.

Cén dung cac thudc ha lipit mau kém véi ché d6 dinh dudng it m& bio hoa, it
cholesterol va chi dung khi nao khong dap tmg day du véi ché d6 dinh dudng va
vdi céac bién phap khong dung thude khéac.

Trudce khi khoi dau ding atorvastatin, can loai trir cac nguyén nhén thir phat vé
tang cholesterol mau (vi du tiéu duong kho kiém soat, suy chirc néng tuyén giap,
hoi chimg hu thén, r6i loan protein mau, bénh gan tic nghén, nghién ruqu, dung
céc thude khac), cling can tién hanh kiém tra lipid mau bang xét nghiém
cholesterol toan phan LDL-C, HDL-C va triglyceride mau.

Phéi hop tri lidu voi cac thuéc trc ché HMG-COA -reductase (céc statin)-
ezetimib phdi hop véi thudc trc ché 3 -hydroxy-3-methylglutaryl-coenzym-A-
reductase (statin) dugc chi dinh diéu tri bd trg cho ché do dinh dudng dé lam
giam sy tang nong do cholesterol toan phan, LDL-C va apo-B & bénh nhén réi
loan lipid-méau nguyén phat (di hgp tir c6 tinh gia dinh va khong c6 tinh gia dinh).

Liéu lwgng va cach dung




Liéu khoi dau thong thuong 1 mdi ngay mot vién. Lidu lugng tuy theo c4 thé,
dua vao mirc LDL-C co ban, myc dich didu tri va d4p Ung cla bénh nhén. biéu
chinh lidu lugng chi dugce thue hién sau tung dot > 4 tudn didu tri. C6 thé dung
vao bt ky lic nao trong ngay, khéng phu thude no doi.

Chong chi dinh

Atorvastatin:

Qué man cam véi cac thanh phan clia ché pham.

Bénh gan hoat déng hodc ting dai ding khéng cit nghia dugc vé transaminase
huyét thanh.

Chéng chi dinh atorvastatin khi mang thai, véi phu nit théi ky me cho con b va
& phu nif ¢6 tiém ning sinh dé ma khong ding cic bién phép ngira thai hiru hiéu.
Can mét khoang cich mét thang tir khi nglmg ding atorvastatin t&i khi thu thai
néu c6 ké hoach c6 thai.

Tré em: Chua xac dinh dugc d6 an toan va hiéu luc cia atorvastatin.

Voi Ezetimib -

Chbng chi dinh ezetimib trong céc truong hop sau diy:

Khéng phdi hop ezetimib véi statin & bénh nhén bénh gan hoat déng hoic co
ting ham luong transaminase gan dai dang va khong cat nghia duge.

Phu nit dang mang thai hozc mubn c6 thai, vi cac statin lam giam téng hop
choleste‘xol va c6 kha nang lam giam téng hop ¢4 cdc chat sinh hoc dan xuét tir
cholesterol nén néu phéi hop ezetimib vai cholesterol ¢6 thé gay riii ro cho thai
néu ding trong thai ky. Hon nita, khong cé lgi fch rd rét khi ding thudc trong
thai ky v@g chua x4c dinh duge do an toan cho nguol mang thal. Néu bénh
nhan c6 tha—rtrong thoi ky dang dung thude, bénh nhén cin dugc canh bao vé
tiém nang rii ro cho thai va su thiéu loi ich 14m sing ctia thude néu van ding
trong thai ky.

Trong thoi ky cho con ba: Vi céc statin ¢6 thé bai tiét qua sita me va vi cic statin
¢6 tiém nang gAy cac phan tmg c6 hai nghiém trong cho tré bt me nén phu nit
nao cin diing phébi hop ezetimib véi statin thi khong duge cho con bu.

Bénh nhin qué man cam vai cde thanh phan ctia ché phdm: céc phan (g qua
man cam bao gdm phan vé, phtt mach, phét ban, may day da gip véi ezetimib .

Nhirng lwu ¥ diic biét va canh bao khi sir dung thude

Tdc dung trén gan:

Tang dai dang transaminase huyét thanh (> 3 1an mue téi da cta binh thudmg
(ULN) giip &> 2 1an) cd thiy & 0,7% s6 bénh nhan ding atorvastatin trong cic
thir nghiém 1am sang. Ty 18 cac bat thudng nay gip & 0,2% - 0,2% - 0,6% va
2,3% tuong tng véi nhitmg ngwoi dung 10 — 20 — 40 va 80mg atorvastatin.

Khuyén c4o ¢an Jam test chitc ning gan trudc khi khéi dé,u diéu tri, hodc sau moi
khi tang lidu va sau d6 kiém tra dinh ky. Nhimg thay d6i v& enzym gan thuong
bét dau trong 4 thang diu tién dung atorvastatin. Can theo ddi nhing bénh nhén
c6 ting ham luong transaminase cho t&i khi hét bat thudng. Néu ctr ton tai ting
ALT hosc AST qud 3 1an ULN thi cin ngimg diing atorvastatin.



Cén dung thén trong atorvastatin & bénh nhan nghién ruou (hodc udng nhidu
rugu) va‘hodc cé tién sir bénh gan. Chong chi dinh dung atorvastatin khi ¢ bénh
gan hoat déng hodc co tang transaminase dai dang ma khoéng cit nghia duoc.

Dau co:

Moi bénh nhan khéi ddu ding ezetimib can dugc canh béo vé nguy co bénh co
va can canh bdo ngay néu gip dau co, cing co hodc yéu co ma khong cét nghia
duge. Nguy co nay tang 1én khi ding thém mét sb thude. Bénh nhdn cin béo cdo
vé moi thude di ding (c6 hoic khdng cé ké don) véi bac si.

Can nhic theo di creatin kinase (CK) trong trudng hop:

+ Trude khi diéu tr], xét nghiém CK nén duoge tién hanh trong nhimg treong hop:
Suy giam chirc nang thén, nhuge giap, tién sir ban than hodc tién sir gia dinh mdc
bénh co di truyén, tién sir bi bénh co do su dung statin hodc fibrat trude do, tién
st bénh gan va/hodc ubng nhidu ruou, bénh nhan cao tubi (> 70 tudi) co nhu’ng
yéu t6 nguy co bi tiéu co van, kha ning xay ra tuong tic thudc va mot sé dbi
tugng bénh nhan dic biét. Trong nhimg trudong hop nay nén can nhéc loi
ich/nguy co va theo doi bénh nhan trén 1am sang khi didu tri bang statin. Néu két
qua xét nghiém CK > 5 1an gidi han trén cia muc binh thudmg, khéng nén bt
dau didu tri bang statin.

+ Trong qua trinh diéu tri bang statin, bénh nhan can théng bao khi cé cac biéu
hién vé co nhu dau co, climg co, yéu co ... Khi ¢ cac biéu hién nay, bénh nhéan
can lam xét nghiém CK. dé cé cac bién phap can thiép phu hop.

Twong tac vai thudc khac, cic dang twong tic khic

Voi Atorvastatin:

Cling nhu vdi cac thudc trc ché HMG-COA-reductase khac, khindung dtorvastatm
thay ¢6 tang nguy ca bénh co, néu phédi hop vdi cac thube tc che\m dich, dan
xuat fibrat, thubc khang sinh nhém macrolid (vi du erythromycin), thube chéng
ndm nhém azole (vi du clotrimazole) hodc niacin (acid nicotinic).

Thuéc khdng acid.

Phéi hop atorvastatin véi dich treo ubng khang acid chita magnesi va nhém
hydroxid s& lam giam khoang 35% cac ndng d6 clia atorvastatin trong huyét
turong; tuy nhién, khéng cé anh hudng tdi sy giam LDL-cholesterol.

Antipgrin: do atorvastatin khéng co6 anh hudng téi duge déng hoc cia antipgrin
nén khﬁng nghién ciru turong tac gifta atorvastatin véi cae thube khac cling duge
chuyén héa qua cung cac isoenzym cytochrém.

Colestipol: Céac ndng dd cta atorvastatin trong huyét tuong s& giam khoang 25%
khi phéi hop véi colestipol. Tuy nhién, sy gidm LDL- C khi phéi hop atorvastatin
+ colestipol s& giam manh hon so véi khi chi ding riéng ré timg thir thube.
Cholestyramin: Chua cé dit liéu c6 gia tri.

Cimetidin: Céac ndng dd clia atorvastatin trong huyét twong va su giam LDL-C
khéng bi anh hudng khi phéi hop atorvastatin + cimetidin.

Digoxin: Phéi hop nhiéu liéu atorvastatin véi digoxin s& lam tang khoang 20%
cac nong do digoxin trong huyét tuong ltc trang thai 6n dinh. Bénh nhan ding
digoxin can duge theo ddi thich dang.




Erythromycin: Vi ngudi khoe manh, khi phdi hop atorvastatin véi erythromyein
thay néng do atorvastatin trong huyét twong tang khoang 40% vi erythromycin 1a
thude e ché CYP3A4 quen biét.
Thuéc uong ngira thai: Phdi hop atorvastatin v6i thude udng ngira thai s& 1am
tang gia tri AUC cua norethinarone 1én khoang 30% va cua ethinyl estradiol 1én
khoang 20%. Can luu y dén nhitng su ting AUC d6 méi khi dung thubc udng
ngura thai cho phu nit dang dung atorvastatin.
Warfarin: atorvastatin khong c6 anh hudng c6 y nghia 1am sang trén thoi gian
prothrombin khi diing phéi hop warfarin + atorvastatin trong 2 tudn. Tuy vdy, van
cén theo d&i can than cac bénh nhan ding phéi hop trén.
Cdc thubc ke ché protease (diéu tri HIV va HCV):
- Tranh sir dung atorvastatin cung vdi telaprevir hodc tipranavir + ritonavir.
- St dung than trong va néu can thiét nén dung lidu atorvastatin thip nhét
khi két hop véi lopinavir + ritonavir.
- Khéng ding qua 20 mg atorvastatin mdi ngay khi két hop véi darunavir +
ritonavir, fosamprenavir, fosamprenavir + ritonavir, saquinavir + ritonavir.
- Khong dung qua 40 mg atorvastatin méi ngay khi két hop v&i nelfinavir.
Viéc su dung ddng thoi cac thudc ha lipid mau nhom statin v6i cac thudc diéu tri
HIV va viém gan siéu vi C (HCV) c6 thé lam tang nguy co gay tén thuong co,
nghiém trong nhét 14 tiéu co vén, than hu din dén suy than va c6 thé gay tur vong.
Cdc thudc phdi hop khde: Trong cac nghién ctru 1am sang, ¢ khi phéi hop
atorvastatin voi thudc ha ap va thudc thay thé estrogen ma khong gap bang ching
vé tuong tdc c6 y nghia lam sang rd rét. Khong tién hanh nghién clru vé tuong tac
véi cac thude chuyén biét.

Cyclosporin? Can than trong khi phéi hop ezetimib véi cyclosporin do c6 ting
phoi nhiém véi ca ezetimib s& lon hon khi dung cho bénh nhén suy thén ne‘ing.
Vi bénh nhan dung cyclosporm tiém nang tac dung cua su phoi nhiém véi
ezetimib khi phdi hop can dugc can nhic can than so véi loi ich cia su lam giam
nong d6 lipid.

Cdc fibrat:

Chua nghién ctru hiéu luc va dg an toan cua su phéi hop ezetimib vai fibrat
ngoai fenofibrat. Cac fibrat c6 thé lam ting bai tiét cholesterol vao mat, c6 thé
gdy bénh s6i mat. Nghién clru tién 14m sang trén ché, thdy ezetimib lam ting
cholesterol trong mét & ti mét. Khong khuyén cdo dung phdi hop ezetimib véi
cac fibrat ngoai fenofibrat.

Fenofibrat:

Khi nghi ngd c6 séi mét & bénh nhan dung phéi hop ezetimib véi fenofibrat, can
kiém tra tai mat va can nhic dung thubc ha lipid-méu khéc thay thé.

Thudc chong déng coumarin:

Khi ezetimib dung cung warfarin (1a thudc chong dong nhom coumarin), can
theo d&i thich dang chi sé binh thudng héa qudc té (INR).

Tang nguy co tdn thuong co khi sir dung statin ddng thai véi cac thube sau:
- Gemfibrozil



- Cac thuég: ha cholesterol mau nhom fibratkhac
- Niacin liéu cao ( > 1 g/ngay)
- Colchicin

St dung cho phu nir ¢6 thai va cho con bi

Thoi ky mang thai:

Phu nit & tudi c6 thai can duoce khuyén cdo dung mét phuong phap ngira thai hu’u
hiéu dé ngan nglra mang thai khi diing phébi hop ezetimib véi statin. Béc s can
thao ludn vé ké hoach ¢6 thai trong tuong lai véi nit bénh nhén va thdo luén xem
bao gidr cin nglmg dung phéi hop thube trén néu bénh nhan mubn ¢6 thai. Bénh
nhén can dugc canh bdo ngimg ding ezetimib + statin khi thay ¢é thai va bao
cao ngay vdi bac si.

Thoi ky cho con bu:

Phu nit trong thdi ky cho con bl ¢én duge dan dé khéng dugc ding ezetimib +
statin. Bénh nhén ¢6 ri loan lipid-mau ma lai dang thoi ky cho con ba can duge
din do théo ludn véi béc si vé sy lua chon céch dung thubc.

r -~ i ‘ - roa hd ~ by r r
Tac dong cua thuoc khi lai xe va vin hanh may moéc
Chua c6 bao cdo v€ &nh hudmg chia thude vai lai xe va van hanh may méc. Nén
cén nhic trudce khi dung thube.

Tac dung khong mong mudn ciia thude
Véi atorvastatin:
Nhimg téc dung c6 hai thudng gip nhat khi dung atorvastatln,cgo benh nhén

tham gia vao cac nghién ctru lam sang c6 kiém soat 1a: tiéu ch ta(/),bon ¢ hoi,
kho tiéu, dau bung, nhire dau, budn nédn, dau co, dau khép, su oc, mat ngu
va phat ban.

Cling gép nhimg tac dung phu sau day trong cac thir nghiém lam sang: co it co;
viém co, bénh co, di cam, bénh than kinh ngoai bién, viém tuy tang, viém gan,
vang da tic mat, chan in, nén, rung tdc, ngita, liét duong, tang glucos méu, va ha

glucos mau. Hiém 8ap cac phan rng di Uimg. :}
Atorvastatin cé thé lam tang creatin-phosphokinase va ting nong do transaminase Y
phu thude lidu lugng. m,f,.ﬁ

Y
Voi Ezetimib ; ~

Nhimg phan ing ¢6 hai nghiém trong sau ddy da dugc thdo luan chi tiét & cdc
muc khac ciia t& hudng din nay.

Nghién ctru vé& don tri 1iéu voi ezetimib :

Trong céc thir nghiém 14m sang c¢6 kiém tra placebo trén 2396 bénh nhan dugc
diéu trj trong thdi gian trung binh 13 12 tudn ( 0-39 tudn), thiy ¢ 3,3% sb bénh
nhén ding ezetimib va 2,9% s& bénh nhén diing placebo phai nglmg diéu trj vi
¢6 phan (mg c6 hai. Nhitng phan vmg hay gap nhéat & nhém ding ezetimib ma
phai ngimg diéu tri va ¢6 ty 1& cao hon & nhém placebo la:

+ Bau khdp (0,3%)

+ Choang vang (0,2%)

Tang Gamma — glutamyl- transferase (0,2%)



Nhitng phan (mg ¢6 hai hay gip nhit (t4n s6 2% va cao hon placebo) khi dung
don tri ligu ezetimib & 2396 bénh nhan 14: nhiém khuan dudng hé hap trén
(4,3%), tiéu chay (4,1%), dau khép (3,0%), viém xoang (2,8%) va dau chan tay
(2,7%)

Nghién ciru phdi hop ezetimib_+ statin:

Trong céc thir nghiém ldm sang vdi ezetimib + statin cé kiém soat & 11.308 bénh
nhan dung thubc trong thoi gian trung binh 13 8 (0-122) tuan, thdy c6 4% s bénh
nhén dung ezetimib + statin va 3,3% nguoi ding riéng statin phai ngimg thude
do phan tng cé hai. Nhitng phan g hay gép nhét & nhém ezetimib + statin ma
phéi ngimg thudc va dat ty I& cao hon nhém ding statin don doc 1a:

Tang alamin aminotransferase ALT (0,6%)

Dau co (0,5%)

Mét méi, ting AST, nhirc dau, dau chén tay (mdi hién tuong 14 0,2%).

Trén 11.308 bénh nhan ding phdi hop ezetimib + statin, thiy nhiing phan ting ¢
hai hay gap nhat (ty 18 > 2% va cao hon & nhém diing riéng statin) 1a nhu sau:
viém miii-hau (3,7%), dau co (3,2%), nhiém khuén duong hé hap trén (2,9%),
dau khop (2,6%), tiéu chay (2,5%).

Tdc dung khéng mong mudn khdc:

Suy giam nhén thire (nhu mét tri nhé, 16 14n...)

Ting dudng huyét

Tang HbAlc

“ Thong bdo véi thiy thubc cde téc dung khong mong mubn gdp phai khi
ditng thuic”

Si dl.mg\ ua lidu

Tri¢u chitdg qua lidu va cich diéu tri:

Voi atoma&fatm

Chua ¢6 cach didu tri dic hidu khi qua lidu atorvastatin. Néu gip diing qua lidu
cln diéu tri triéu chimg va diéu tri hd trg. Do thudc gén manh vao protein- -huyét
twong nén tham tach loc mau khé lam tang thanh lgc atorvastatin.

Véi ezetimib .

Trong cac nghién cim 14m sang trén 15 ngudi khée manh, dung ezetimib mdi
ngay 50mg, dung trong 14 ngay va trén 18 bénh nhan ¢¢ tang lipid-mau nguyén
phat dung mbi ngdy 40 mg ezetimib cho téi 56 ngay thay déu dung nap tot.
Mot s6 it trudng hop ¢6 dung qua 11eu ezetimib phan nhiéu ¢6 gip phan tmg ¢
hai nhung khéng nghiém trong. Néu gap qué liu, can diéu tri triéu chimg va diéu
tri hd trg.

Cac dac tinh dwge lwe hoe:

Atorvastatin:

Atorvastatin 1& chét 1ic che canh tranh va c6 chon loc HMG — COA — reductase,
1a enzyme cé han ché vé tdc dd va xic tac cho chuyen 3 — hydroxyl — 3 — methyl
— glutaryl — coenzyme A sang mevalonat, 13 tién chét ciia cc sterol, bao gém
cholesterol.




Gan 13 noi chd yéu cé tac dung va 1a vi tri cht yéu tdng hop cholesterol va thanh
loc LDL — cholesterol.

Trén cic md hinh déng vit, atorvastatin lam gidm néng dd cholesterol va
lipoprotein do trc ché HMG - COA - reductase va su téng hop cholesterol & gan
va lam ting sé luong cdc thy thé LDL & bé mat té bao gan, dan téi tang nhép va
di héa LDL - C. Atorvastatin lam glam san xuat LDL — C, lam giam s6 lugng cac
tiéu thé LDL — C. Tuy thube vao lidu lugng, atorvastatin 1am giam luong céc tiéu
thé chira apolipoprotein — B & bénh nhan tang cholesterol — mau. Atorvastatin
lam tang ro rét va keo dai hoat tinh cta thu thé LDL — C di cing vdi su thay dbi
vé chat lugng cac tidu thé LDL — C luu théng.

Cac dac tinh dwge dong hoc:

Dugc dong hoc va chuyén héa clia atorvastatin

Hap thu:

Sau khi uong, dat cac ndng do téi da trong huyét tuong sau 1 — 2 gid. Sinh kha
dung tuyét d6i cia atorvastatin (chit me) khoang 12% va gia tri hé thong cla
hoat tinh ¢ ché HMG — COA — reductase 1a khoang 30%. S& di ¢6 gid tri hé
théng thép la do su thanh loc trude hé théng tal niém mac tiéu hoa va’/hodc do
chuyén héa 14n dau tién qua gan. Tuy rang thire an cé lam giam tée dd va mic dd
hép thu thudc tuong tmg khoing 25% va 9%, qua danh gi béi Cmax va AUC,
nhung su giam LDL - C 1 tuong duong khi atorvastatin dugc udng khi no ciing
nhur khi doi.

Cac nong d6 ciia atorvastatin trong huyét twong khi ubng budi t&N X 3 thap’ fion khi
ubng budi sang (thdp hon khoang 30%, tinh theo Cmax va AUCK y nhién, su
giam LDL — C 14 nhu nhau khéng ké thoi didm dung thube.

Phdn bo:

Thé tich phén bé trung binh ciia atorvastatin khoang 381 lit. Atorvastatin gén
7,98% vao protein- huyét tuong.

Chuvén héa:

Atorvastatin chuyén héa manh qua xic tic clia CYP3 A4 d€ cho céc chat chuyén
héa ortho-va parahydroxyl héa va nhiéu san pham beta-oxy héa khac nhau. Sy tic
ché in vitro hoat tinh ciia HMG-COA-reductase bai cac chat chuyén héa ortho-va
parahydroxyl héa la twong duong véi su (tc ché bai atorvastatin,

Khoang 70% hoat tinh trc ché HMG-COA-reductase luu thong la nhd céc chét
chuyén hoéa cé hoat tinh.

Dao thdi.

Atorvastatin bai tiét chi yéu qua mét sau khi chuyén héa & gan va/hoic ngoai
gan. Tuy nhién, c6 thé khéng cé chu trinh rugt-gan. Thoi gian ban thai trung binh
trong huyét tuong cla atorvastatin (chit me) & ngudi 1a khoang 14 git, nhung
nira thoi gian e ché hoat tinh ciia HMG-COA-reductase lai 1a 20 — 30 gi do ¢6
sir tham gia cia céc chit chuyén hda c6 hoat tinh; < 2% lidu dung atorvastatin
duoc thai qua nudce tiéu sau khi ubng thube.

Ezetimib :

Ezetimib lam giam cholesterol-mau nhe ttc ché su hap thu cholesterol & rudt
non. Nghién ctru 14m sang kéo dai 2 tudn trén 18 bénh nhén ting cholesterol-méu,
thay ezetimib (rc ché duge 54% sur hap thu cholesterol & ruét, so sanh véi nhém




placebo. Ezetimib khong c6 anh hudng cé ¥ nghia l4m sang téi nhimg néng do
trong huyét turong clia cic vitamin tan trong dau (A, D, E) khi nghién ctru trén
113 bénh nhan va khong lam hu hai su san xuét hormone steroid (nghién ctru trén
118 bénh nhén).

Ham luong cholesterol & gan chi yéu duge sinh ra tir 3 ngudn. Gan c6 thé tong
hop cholesterol, nhédp cholesterol tir méu, tir cac lipoprotein luu thong, hodc nhap
cholesterol hap thu tir rudt non. Cholesterol & rudt lai 1y chii yéu tir cholesterol
bai tiét & mat va tir cholesterol thirc an.

Ezetimib c6 co ché tac dung khac véi cac nhom thude khac 1am ha cholesterol
(nhur cdc statin, nhua gin acid mat, dan xuét fibrat, céc stamol cdy co). Dich phan
tir clia ezetimib 1a chét van chuyén sterol 14 Niemann-Pick-Cl- like 1 (NPCIL1)
tham gia vao sy nhap cholesterol va cac phytosterol vao rudt.

Ezetimib khéng rc ché su tong hop cholesterol ¢ gan, khong lam tang bai tiét
mét. Thay vao do, ezetimib nam ¢ bo ban théi cua rut non va e ché su hép thu
ctia cholesterol dn t6i lam giam cung céap cholesterol & rudt vao gan. Diéu nay s&
gdy giam du trr cholesterol ¢ gan va lam tang thanh loc cholesterol khoi mau. Co
ché riéng biét nay ciia ezetimib s& bd tro cho co ché ciia céc statin va fenofibrat.

Trinh bay: Hop 3 vi x 10 vién.
Bdo quan: ¢ noi kho rao, nhiét d6 dudi 30°C, tranh anh sang.
Han ding: 36 thang ké tir ngay san xuat. Khong ding thudc qua han str dung ghi

trén bao bi

Tiéu chuanyNha san xuat.

Canh bao;
- Khong dung quad heu
- Giir thubc ngoai tam tay tré em.
Sdn xuat tai An dj béi: EUROLIFE HEALTHCARE PVT. LTD.
Khasra No: 242, Village Bhagwanpur, Roorkee, Dist. Haridwar, Uttarakhand,
India
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