2.CAC DAUHIEU LUU Y VA KHUYEN CAO KHIDUNG THUGC:

DEXATAMTAY TRE EM

DOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG
THUGC NAY CHI DUNG THEO DON THUGC

3. THANH PHAN CONG THUC THUGC:

Thénh phén hoat chét:

Ezetimibe..cwiiaiinaiaig

BIIVASIENIN cauenssossnuisumsusanssainmvmainam s S s e o K
Thénh phén ta duge: Lactose, Cellulose vitinh thé, HPMG 6cps,

Natri croscarmellose, Acid citric monohydrat, Propyl gallat,

Butylated hydroxyanisol (BHA), Magnesi stearat.......... vira di 01 vién
4.DANG BAQ CHE: Vién nén mautréng, hinh trén, canh va thanh viénlanh
I&n.

5.CHIDINH:

- Phdng ngra tai bién tim mach: Chi dinh dé 1am gidm nguy co tai bién tim
mach & nhirng bénh nhan cé bénh mach vanh, hodc tién s hoi chirng
mach vanh, hodc truéc 46 dugce diéu trj bang statin hodc khong.

- Tang cholesterol mau: Chi dinh nhu mot liéu phap b trg ch% d6 &n udng
cho bénh nhan tang cholesterol mau nguyén phét (di he'p 10 c6 tinh chét gia
dinh va khéng cé tinh chét gia dinh), hodc tang lipid hdn h'p khi st dung két
hop véi mdt sén phdm phit hop:

+ Cac bgnh nhan khdng dugc kiém soat mot cach thich hep khi sir dung
don dge statin.

+Cac bénh nhan da dugrc diéu tri bang statin va ezetimibe.

- T&ng cholesterol mau gia dinh déng ho'p ¥ (HoFH): Chidinh nhu mét ligu
phap bé trg ché a6 an udng cho bénh nhan HoFH, Bénh nhan cling c6 thé
nhén dwgc phuong phap diéu tri b6 trgr (vi dy: Lipoprotein titrong thap...).

6. CACH DUNG VA LIEU DUNG:

Céch diing: Dung duéng udng. Duy nhat mét Ian vao budi i, cung hodc
khéng ciing véithire @n. Khéng nén chia nhd vién nén.

Tranh ding lugng lén nwéc budi ép (Grapefruit juice) (>1 litngay).
Chidiing cho nguéilén, khéng diing cho tré em.

Liduding:

Khuyén cdo bét dau didu tri véi liéu thap nhét ma thubc c6 tac dung, sau dé
néu can thiét, co thé didu chinh lidu theo nhu ciu va dap ng clia ting
ngudi bing cach tang lidu tirng dot cach nhau khong dudi 04 tuain va phai
theo dai cac phan (rng ¢d hai clia thubce, d3c biét 1a cac phan rng cb hai ddi
voihéco.

Tang cholesterol mau; Ligu khuyén cdo didu trj 1a 1 vién/ ngay.

Bénh nhan nén c6 ché do &n giam lipid thich hop va nén tiép tuc ché dd &n
nay trong qué trinh diéu trj bAng Excesimva 10/40.

Pham vi lidu clla Ezetimibe/Simvastatin la 10/10 mg/ngay dén 10/80
mg/ngay vao budi t6i. TAt ca cac lidu lugng c6 thé khéng co san trong tatca
cac quéc gia. Lidu thong thudng 1a 10/20 mg/ngay hosc 10/40 mg/ngay
dugc ding mét lidu duy nhét vao budi tdi. Liu 10/80 mg chi dugc khuyén
c40 & nhirng bénh nhan bj tang cholesterol mau ndng va c6 nguy co cao bj
bién chirng tim mach khéng dat dugc myc tiéu didu tri vai lidu thap hon va
khilgi ich di kién cao hon nguy co tiém &n. Mirc cholesterol lipoprotein mat
ddthép (LDL-C) clia bgnh nhan, tinh trang nguy co méc bénh mach vanh va
dap (rng véi liéu phap gidm cholesterol hién tai nén dwgc xem xét khi bét
dAu didu tri hodc didu chinh lidu.

Lidu Excesimva 10/40 nén dugc ca nhan hda dyra trén hidu qua da biét cla
cac cudng d9 lidu khac nhau va dap (rng voi ligu phap giam cholesterol
hign tai. Diéu chinh lidu lvgng, néu cén, nén dugc thyc hign trong khodng
thei gian khong ithon 4 tudn,

Bénh nhan méc bénh mach vanh va tién stemach vanh cép {ACSé

Trong nghién clru qiém i ro tim mach (IMPRISE-IT), liéu khéi dau 1a 10/40
mg mdi ngay mot lan vao budi t6i, Liéu 10/80 mg chi dugc khuyén nghj khi
lpi ich diy kién Ién hon cac rli ro tiém an.

Téng cholesterol méu gia dinh déng hop tr (HoFH): Dung vién Excesimva
10/40, lidu khoi dau khuyén cao 14 1 vién/ngay. Liéu 10/80 mg chi duge
khuyén nghi khilgi ich du kién s& Ién hon cac rii ro tidém &n.

Excesimva 10/40 ¢6 thé duoc st dung nhu mdt bién phap bd trg cho cac
phuong phap diéu tri ha lipid khac (vi du, apheresis LDL) & nhirng bénh
nhan nay hoac néu cac phuwong phap digu tri d6 khéng c6 san,

V¢i nhrng bénh nhan dang dung lomitapid lidu dung
Ezetimibe/Simvastatin khéng vurgt qua 10/40 mg/ngay.

Duing dbng thoi véithube khéc:

Nhyra gén acid mat: Dung Excesimva 10/40 trudc it nhat 2 gier hodc sau it
nhat4 gio sau khi dung nhya gén acid mat.

Khong dung qua 10 mg simvastatin/ngay khi sir dyng phéi hv;rP voi:
verapamil, diltiazem, dronedaron. (Chdng chi dinh phéi hop cac thuoc nay
v&i ché phdm co ham lugng simvastatin = 20 mg).

-Khéng dung qua 20mg simvastatin/ngay khi str dyng phoi voi: amiodaron,
amlodipin, ranolazin, elbasvir hodc grazoprevir.

O bénh nhan ding niacin voi lidu lam giam lipid (21g/ngay) cung véi
Excesimva, liéu Ezetimibe/Simvastatin khong dugc vuot qua 10/20
mg/ngay.

Lieu ding cho déi twong dic biét:

Nguwigia: Khéng cén diéu chinh liéu,

Tréem:

+Tré em dudi 10 wdi: Khuyén cdo khdng str dyng do khong dii dir liéu vé
antoan va hiéu qua.

+Tré tir 10 tuditrér 18n: Str dyung lidu khuyén céo 1a 1 vién/ngay.

Tailiguvé dap (rng lam sang & bénh nhi va tré vi thanh nién (1 10-17 tdi
con han ché. Liu khdi dhu Ezetimibe/Simvastatin théng thudng dugc a
nghij la 10/10 mg m&i ngay mét lan vao budi ti. Pham vi liu khuyén céo la
10/10 én téi da 10/40 mg/ngay

Bénh nhén suygan:

+Suy gan nhe (Diém Child-Pugh tr 5 6én 6): khong cin didu chinh lidu.

+ Suy gan néing (diém sé Child-Pugh > 9) va trung binh (Child-Pugh 7 dén
9), riloan chirc néing gan: khuyén c4o khang sir dung.

Bénh nhén suythan:

+Bé&nh nhan suy than nhe (d6 loc ciu than 2 60 mi/phat/1,73m?): Khéng cin
thay ddilidu.

+Bénh nhan suy than man tinh va téc 4 loc cdu than < 60mUphat/1,73m*
liéu khuyén céo Ezetimibe/Simvastatin | 10/20 mg/ngay. Liéu cao hon can
!héntrqng khi str dung.

7.CHONG CHiBINH:

- Quéa man v&ibat cir thanh phan nao clia thude.

=Phu nir cé thaiva cho con bu.

- Bénh gan thé hoat dong hodc tang transaminase huyét twong kéo dai
khong rd nguyén nhan.

- Ding két hop véi céac thube e ché manh CYP3A4 (cac thude nay co thé
lam tdng AUC gép 5 I1an) nhu: itraconazol, ketoconazol, posaconazol,
voriconazol, erythromycin, clarithromycin, telithromycin, thudc rc ché HIV
protease (nhur: nelfinavir), boceprevir, telaprevir, nefazodon, and thubc c6
cobicistat)

- Dung ddng théri gemfibrozil, ciclosPorin, danazol.

- Bénh co thir phatdo duing cac thude ha lipid khac, "

8.CANHBAO VA THAN TRONG KHI DUNG THUGC:

C#n can nhic khi dung thuéc thuc nhom statin d6i véi bénh nhan cé nhirng
yéu td nguy co dén dén tén thuong co, Thude thuge nhém statin co nguy cor
gay ra céc phan (rng co hai ddi véi co thé nhu teo co, viém co, dic biét abi
v&i cac bénh nhan c6 yéu té nguy co nhu bénh nhan trén 65 tudi, ngurdi cao
tudi, nguoi da den, ngudi dung phéi hep voi thudc dgc cho co, suy giam
chirc nang than, suy giap. Can theo doi chat ché cac phan izng cd hai trong
qua trinh diing thudc.

Khuyén c4o lam xét nghiém enzym gan truéc khi bat dau didu tri bing statin
vatrong truéing ho'p chidinh Iam sang yéu cau xét nghiém sau do.

-Can nhac theo doi creatin kinase (CK) trong truérng hop:

+Trudc khi didu tri, xét nghiém CK nén dugc tién hanh trong nhirng truérng
hop: Suy gidm chirc nang than, nhugc giap, tién str ban than hoac tién scr
gia dinh méc bénh co di truyén, tién st bj bénh co do sir dyng statin hoac
fibrat trrérc d, tién str bénh gan va/hodc udng nhidu rugu, bénh nhan cao
tudi (> 70 tudi) c6 nhirng yéu té nguy co b tigu co van, kha nang xay ra
tuong tac thubc va mot sé aéi trong bénh nhan dic biet. Trong nhirng
truéng hgp nay nén can nhéc lgi ich/nguy co va theo doi bénh nhan trén
lam sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 14n gi&i han
trén ciia mirc binh thwrérng, khong nén bét dau didu tri bang statin.

+ Trong qua trinh didu trj bing statin, bénh nhan can théng bao khi ¢ cac
bidu hign vé& co nhir dau co, clng co, yéu co .. Khi c6 cac bidu hign nay,
bénh nhan cin 1am xét nghiém CK aé cd cac bién phap can thiép phuhep.
Thén trong theo ddi & bénh nhan dang diéu trj statin ma cé dau co lan toa,
co yéu, nan vao dau hodc/va cé ndng dd CK huyét thanh tang cao (I&n hon
gap 10 léngiéi han cao ctia binh thueng). Ngirng str dung statin néu néng
d9 CK huyet thanh tang cao hoéc néu chan doan hodc nghi nger bénh co.
Néu dau co ma khong tang hoac tang vira phai CK huyét thanh (3-10 lan
gi¢i han cao cia binh thuéng), phai giam sat ngudri bénh hang tudin dén khi
cactriéu chirng giam, néu xAu di c&n phai ngirng thude.,

Ngilrng st dung statin & b&nh nhan c6 biéu hién bj bénh co cip va nang
hodc co yéu tb nguy cor d& bj suy than do tiéu co van, vi dy nhu nhidm khuan
cép nang, ha huygl ap, phau thut va chén thuong 1on, bét thuong vé
chuyén hoa, nitiét, dién giai hodc co giat khong kiém soat dugc.

Thudc nay c6 chira lactose. Nhirng bénh nhan c6 van dé di truyén hiém gap
khong dung nap galactose, hoac kém hép thu glucose-galactose khong
nén st dyng thudc nay.

Suy gan: Do chua biét nhirng dnh hudng cla viéc tiép xie ezetimibe &
bénh nhan suy gan & mirc d9 vira hodic nang nén khang khuyén cdo ding
Excesimva 10/40.

Tiéu dudng: Nhirng bénh nhan co nguy co cao (ndng do glucose luc d6i 5,9
dén 6,9 mmol/L, BMI > 30 kg/m’, tang triglycerid, cao huyét 4p) nén dugc
theo ddi ca vé Iam sang va sinh hoa theo hurdng dan cla quéc gia.

Bénh phéi mé k&: C4c trwérng hp bénh phéi ké da dugc bao cao véi motsd
statin bao gdm simvastatin déc biét Ia khi diéu tr dai han. Céc triéu ching
c6 thé bao gbm thér déc, ho khan va suy gidm strc khoé (mét méi, gidm can
va s6t). Néu nghi ngdr bénh nhan da phat trién bénh phdi mé k& nén ngirng
dung Excesimva 10/40.

Vige str dyng @dng thei cac thudc ha lipid mau nhom statin véi cac thube
diéu trj HIV va viém gan siéu vi C (HCV) co thé |am tang nguy co gay thn
thurong co, nghiém trong nhét 1 tigu co' van, than hu dan Gén suy than va
cothé gay trvong.

9.SU'DUNG THUGC CHO PHU NIFcO THAI VA CHO CON BU:

- B6i v6i phy nircd thai: Chdng chidinh dung khi mang thai,

- B6i véi phy n& cho con bu: Chéng chi dinh trong thei gian cho con b,
10. ANH HUGNG CUA THUGC LEN KHA NANG LAl XE, VAN HANH
MAY MOC:

Khong co nghién ctru vé tac ddng 18n kha nadng Iai xe va van hanh may moc
da dugcthye hién. Tuy nhién, khi ldi xe va van hanh may méc da ¢ bdo cdo
vé tinh trang chdng mat do d6 nén than trong khi st dung thude cho ngudi
|4i xe va van hanh may moc.
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11. TUONG TAC, TUGNG KY CUA THUOC:

- Vigc diing ciing véi cac thube ire ché enzym CYP3A4 cé thé lam tang nbng
do cua simvastatin trong huyét twong dén dén tang nguy co bénh cor va tiéu
co. Khi ding phéi hgp voi Amiodarone, khéng nén ding qua 20mg
simvastatin/ngay vi 1am tang nguy co gay ra chirng tiéu co van. Béi véi
nhirng b&nh nhan phai dung liéu trén 20mg/ngay méi co hiéu qua diéu tri,
béac s cd thé lwra chon thude statin khac (nhu Pravastatin).

- Céc thude chdng chi dinh: Chéng chi dinh ding két hop véi cac thude sau
day:

+ Thuéc (rc ché manh CYP3A4: (do tang nguy co bénh Iy co do lam giam
dao thai thanh phan simvastatin trong thudc): Itraconazol, Ketoconazol,
Erythromycin, Clarithromycin, Telithromycin, Thuéc trc ché protease clia
HIV, Boceprevir, Telaprevir, Nefazodon, Posaconazol, Gemfibrozil,
Cyclosporin, Danazol.

+ Gemfibrozil, cyclosporine hodc danazol: do Iém tang néng @6 cua
ezetimibe.

-Tuong tac vaicac thubc khac:

+ Céc fibrate: khong nén st dung cung do lam tang thai trir cholesterol vao
matgay soi mat.

+ Amicdarone: nguy c¢' bénh co gia tdng khi ding déng théi véi
amiodarone,

+Cholestyramine: Ding dng théilam gidm sinh kha dung ctia ezetimibe.

+ Thudc chen kénh calci: nguy co bénh ly co ting Ién khi dung véi nhém
thubc nay.

+Thubc (rc ché trung binh CYP3A4: ¢6 thé gay ting nguy co' bénh Iy co.
+Acid fusidic: c6 thé gia tang nhe bénh Iy cor.

+ Niacin: gay tdng nhe sinh kha dyng cla Niacin.

+Colchicine: co thé gay bénh Iy co khi dung ddng thei véi Colchicine.
+Thudc khang acid: Iam gidm ti 1& hp thu clia ezetimibe nhung khéng anh
huéng dén sinh kha dung clia ezetimibe.

Bé&nh nhan c6 van ¢é di truyén hiém gép vé khong dung nap galactose,
thiéu Lapp lactase hodic kém hap thu glucose-galactose khéng nén ding
thudc nay.

- Tang nguy co tén thurong co khi sir dung stalin déng thoi véi cac thube
sau:

+ Gemfibrozil

+Cécthudc ha cholesterol mau nhom fibratkhac

+Niacinligu cao (> 1 g/ngay)

+ Colchicin

- Vigc str dyng ddng thdi cac thude ha lipid mau nhom statin voi cac thube
diéu trj HIV va viém gan si8u vi C (HCV) c6 thé lam tang nguy co gay ton
thwong co, nghiém trong nhat Ia tiéu co van, than hw dan dén suy than va
cothé gay tr vong. ; i

12.TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Thuong gap (1/100<ADR<1/10)

Dau co, tang cao trong xét nghiém gan (cac enzyme transaminase)
valhodc chirc néng co (CK).

Itgép (1/1000 SADR< 1/100)

Tang cao trong xét nghig¢m chirc nang gan, ting acid uric mau, tang thoi
gian déng mdu, protein niéu, gidm can.

Chéng mat, dau dau,cam giac nglraran,

Dau bung, khé tiéu, ddy hoi. bubn nén, nén, bung chuéng, tieu chay, kho
miéng, ¢ néng.

Ngira, phat ban, mé day.

Dau khép, dau co, mdico, dau cd, dau chan tay, daulung.

Métmoi batthudng, tire ngure, swng tay dac biét & tay hodc chan.

Réiloan giac ngd, kho ng.

Céc tac dung phuy sau ddy cling da dugc bao céo khi ding céc thube co
chira simvastatin va ezetimibe:

Giam s lveng hdng cAu, thay ddi té bao mau co thé gay bam tim hodc chay
méu (giam tidu cau).

Té yéu chantay, suy gidm tri nhé.

Véndé v& h hap (ho dai déng, the ngén, sét). Tao bon.

Viém gan: vang da, vang mat, ngira, nu¢c tidu sdm mau, phan mau nhat,
métmoi, &n khéng ngon, s6i mat, viém tii mat.

Ryng toc, ban da & da déi khi ban hinh bia bn (héng ban da dang).

Céac phan (rng qua man véi triéu chirng sung mat, sng méi, sung ludi co
thé gay kho thd, kho nubt can dugc diéu tri ngay lap tirc; dau hoac viem
khérp, viem mach mau, tham tim hodc xuét huyét & da, da nhay cam anh
sang.

Pau co, nhugce co hodechudt rat.

Chan &n, sbt toan than, huyét 4p cao.

Trém cam, rdi loan gide ngu. Réi loan cuong dueng. Nguy cor gay tidu
dudng.

Khong ro tan suét

- Suy gidm nhan thirc (nhw méttri nhé, I lan...)

-Tang dudng huyét

-Tang HbA1c.

Xte tri khi giip cac tac dung khéng mong muén:

Céc lhag ddinéng dj enzym gan trong huyét thanh 1hgbng xay ra & nhirng
thang dau diu tri bang statin. Ngu&i bénh nao ¢6 ndng d$ transaminase
huyétthanh cao phai theo di xét nghiém chirc nénggan l&n thir hai ¢& xac
nhén két qua va theo ddi diéu tri cho toi khi cac bat thuong trér v& binh
thuéng. Néu ndng 4 transaminase huyét thanh AST hoac ALT (GOT hodc
GPT) dai déng Ién qua 3 14n gi¢i han trén cla binh thuéng, thi phai ngirng
diéu tri bAng statin.

Phai khuyén nguéi bénh dung statin bao cao ngay bat ky biéu hién nao nhur
dau co khdng ré Iy do, nhay cam dau va yéu co, dic biét néu kém theo kho
chiu hogc sbt. Phai ngirng liéu phap statin néu néng d6 CPK tang rd rét, cao
hon 10 Ian giéi han trén clia binh thudng va néu chan doan hodc nghi nger
la bénh co.

Cén bao céo cac tac dyng bat Igi nghi ngd do siv dyng thudc dé can nhic
dirng thudc hodc co cAc bién phap x( tri kip thoi. Viéc nay cin thiét dé theo
ddi can bang lgi ich va rdi ro clia thude.
13. QUALIEUVA CACHXUTRI:
-:héng c6 khuyén céo vé trj liéu d&c hiéu trong truérng hop st dung qua
lieu.
- Khidiing thuéc qua liéu: nén diéu tri triéu chirng va hd trg.
14. BAC TINH DUJC LYC HQC:
- Nhém duge Iy: Thube (rc ché HMG CoA reductase két hop véi thay déi
lipid nhém khéac
-M&ATC: C10BA02
Excesimva 10/40 la thudc ha lipid trc ché cé chon locsir hép thu dwéng rugt
clia cholesteral va tre ché sy tdng hop cholesterol ndi sinh.
Cholesterol trong huyét twong cé ngudn gbc tir sy hép thu duong rudt va
1dng hop ndi sinh. Excesimva 10/40 chira simvastatin va ezetimibe 1 2 hop
chét co tac dyng lam giam lipid mau theo co' ché bd sung. Thudc lam gidm
cholesterol toan phan, LDL-C, apolipoprotein B, triglycerid, non-HDL-C va
tang HDL-C théng qua (rc ché kép sur hap thu va tdng hop cholesterol.
Ezetimibe c6 tac dyng tc ché hép thu cholesterol tir rudt khi diing dwéng
uéng. Thudc c6 co ché tac dung khac vai nhiing thude giam cholesterol ciia
cac nhdm thude khac (nhu cac statin, cac thude tre ché tiét acid mat, cac
dén xuét acid fibric, cac stanol ¢6 ngudn géc thyc vat). Ezetimibe khu trd tai
bér ban chai thanh rudt non va (rc ché hép thu cholesterol, dn dén giam van
chuyén cholesterol t rugt vao gan, cac statin lam giam tgng hop
cholesterol & gan va hai co ché riéng biét nay bd sung cho nhau cung lam
giam cholesterol. Mét loat cac nghién ciru tién lam sang da dugc thyc hign
dé xac dinh tinh chon loc cia ezetimibe trong viée (e ché sy hap thu cla
cholesterol. Ezetimibe trc ché sy hap thu clia [14CJ-cholesterol ma khéng
anh hudng i sy hap thu cua triglycerid, acid béo, acid mat, progesteron,
ethinyl estradiol hodc chat béo hoa tan vitamin A, D.
Simvastatin khi ubng & mét lactone khéng hoat tinh, bj thiy phan trong
gan thanh B-hydroxyacid dang hoat djng twong ing, cd tac dong manh
dén sy trc ché men khir HMG-CoA. Men nay xuc tac chuyén déi HMG-CoA
thanh mevalonate, 13 budc dau va la budc gidi han tbe dd trong qua trinh
sinh téng hop cholesterol. Simvastatin cé tac dyng lam giam néng d6 LDL-
C ca & mirc binh thudng va khi téing cao. LDL-C dugc hinh thanh tir protein
trong lugng phan t rat thap (VLDL) va dugc di hda chi yéu béi thy thé LDL
ai lyc cao. Co ché giam LDL clia simvastatin c6 thé do giam nc“Jng dé
cholesterol VLDL va kich tng thy thé LDL, d&n dén gidm san xuat va tang di
hoa LDL-C. Apolipoprotein B ciing giam dang ké trong qua trinh diéu trj véi
simvastatin. Hon nira, simvastatin lam tdng vira phai HDL-C va giam
triglycerid huyét tuong. :
15.DAC TINH DUGC BONG HQC:
Ezetimibe:
- Sau khi ubng ezetimibe dugc hap thu nhanh va lién he'p manh thal 4
co tac dung duoc hoc phenolic glucuronide (ezetimibe-glucurofiye). NG
@5 huyét tuong t6i da trung binh xuAt hién khoang 1 dén 2,gi¢y, ddi
ezelimibe-glucuronide va 4 dén 12 gi¢ déi véi ezetimibe, Kh J‘Z@ \ai
dugrc sinh kha dung tuyét dbi cua ezetimibe do hoat chét
trong dung méi dé tiém. Khi uéng cung thirc an, khéng anh h
kha dyng clia ezetimibe. ﬂ!
huyé

- Ezetimibe va ezetimibe-glucuronide lién két vdi protei
turong ng 99,7% va 88 dén 92%. -
- Ezetimibe dugc chuyén héa co ban & rudt non va gan r[ﬁbr{l%n f
glucuronide va sau dé bai tiét qua méat. Ezetimibe va ezetimibe=glicuronide
13 thanh phén chuyén héa chinh cia thude, chiém twong &ng 10 Gén 20%
va 80 dén 90% téng sb thubc trong huyét trong, Ezetimibe va ezetimibe-
glucuronide dugc dao thai khdi huyét trong chdm va cé chu trinh rudt gan.
Thoi gian ban thai cla ezetimibe va ezetimibe-glucuronide khoang 22 gidr.
Simvastatin:

- Sau khi udng, simvastatin d& dang bj chuy&n hoa thanh B-hydroxyacid. C&
simvastatin va B-hydroxyacid Géu lién két véi protein huyét thanh khoang
95%.

- Simvastatin dugc thily phan & gan thanh dang B-hydroxyacid cé hoat tinh,
Ba chét chuyén hoa co hoat tinh khac 13 cac dan chét 6-hydroxy, 6-hydroxy
methyl va 6-exomethylen.

- Simvastalin thai trir phan Ién qua phan, chi yéu la phan thuéc khéng
duoc hap thu va chiém 60% liéu udng. Khodng 10-15% thudc thai trir qua
duong thén. Thoi gian ban thai cla chat chuyén hoa cé hoattinh1a 1,9 gicr.
16.QUY CACH BONG GOI: Hop 03 vix 10 vién. U

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG
CUATHUGC:

Diéu kién bao quan: Noikhd, nhiét 6 dudi 30°C, tranh anh sang.

Han diing: 24 thang ké tlr ngay san xuét.

Tiéu chuan chét lugng: TCCS, )

18.TEN, DIACHICUA CO SO SAN XUAT

COSGBANGKY:

CONG TY TNHH DUQC PHAM HQ

S6 229 C5 khu DTM Bai Kim, Q. Hoang Mai, Ha Nai, Viét Nam
DT:024.36686300/ 36686301 * FAX: 024.36686302
cos@sAN XUAT: y

CONG TY CO PHAN DUGC PHAM TRUNG UONG 2

L6 27, Khu cong nghiép Quang Minh, thj trdn Quang Minh,
huyén Mé Linh, thanh phé Ha Ngi, Viét Nam

DT: 024.39716291 * FAX: 024.35251484




