| N » 3.3 BET 4 {1
: Lan dau:..{f.l.‘..f...L«‘:.‘:..:....ﬂ..?.‘.

BOY TE
CUC GUAN LY DUQC
BA PIE DUYET

Size : 46

NIV

R Prescription onlf

Y-

% 22 x 106 mm (Drg. No.: 986671-001)

e

2) D

o

i’. I X 10 TABLETS
e

-

«

Vasulax-72

Rosuvastatin Calcium eq.

Sén xust tai:

B
\

MICRO LABS LIMITED

92, SIPCOT, HOSUR-635 128
D TAMIL NADU, AN DO

to Rosuvastatin 10 mg

SDK

(L-xejnsep

mﬁ
Vasula

Thanh phan:

Mdi vién nén tao phim chira:
Rosuvastatin Calcium

tromg durong wéi Rosuvastatin 10 mg

.

4N
= 1w

 VWN-

Nha nhép khéu:

R Thudc bén theo ddn ‘ Hop 3 vi x 10 vién
. —

Rosuvastatin Calcium twong dirong Rosuvastatin 10 mg

Chi djnh, edich ding, chéng chi dinh,
cac théng tin khac: xem huéng din sizdung

Béo quan: Nel khé madt, trinh dnh sang.
Nhiét @8 duod 30
Boc ky hirong din str dung frude khi ditng

D4 xa tém tay tre om

ABINRT ca T i o 85
e ~ﬁ1 wgﬁi‘ﬁd;.1 0 =jhss
ar” ar .. 533
Vasggmxmﬁj&“ﬁ Va\ﬂ:m‘ S ;Eg;%
T T R
- - af ,.
jar” | uldX o 8
vash ot VBSTuestll  2iEls
TR
-IQX'10 -llﬂx—l'—* L ;

https://trungtamthuoc.com/

Al Iy £
Y o8

EXGE-MLDIC-

1~
[l et
f

oo

A8



Rx Thuéc ban theo don
Vasulax-10

Vién nén Rosuvastatin 10 mg

Thanh phén: M3i vién nén bao phim chira:

Rosuvastatin Calei tuong duong Rosuvastatin 10mg.
Ta dugc: Tribasic calci phosphate, bt cellulose vi tinh thé, lactose, crospovidone type-B.
magnesi stearate, instacoat universal hong.

Tén hoa hoc: Rosuvastatin: bis[(E)-7-[4-(4-fluorophenyl)-6 isopropyl-2-[methyl(methyl-
sulfonyl)amino]pyrimidin-5-yl](3R,58)-3,5-dihydroxyhept-6-enoic acid]

Nhém duge Iy: Thude chdng rdi loan lipid — mau.

Co ché tac dung: - Rosuvastatin la chét trc ché chon loc va c6 canh tranh HMG — CoA ~
reductase la enzym xuc tic cho chuyén 3-OH-3-methyl-glutaryl coenzym A sang
mevalonat 1a tién chit ctia cholesterol, nghién ciru in vitro trén ddng vét va nghién ciru in
vitro trén té bao nudi cy ctia dong vit va ngudi cho thay rosuvastatin sat nhap manh va
chon loc voi tac dung & gan, la mo dich cho sy gidm cholesterol. Nghién ctru ¢a in vitro
va in vivo cho thdy rosuvastatin chong roi loan lipid — méau theo 2 con dudng. Tha nhit.
lam tang s6 lugng cac thy thé LDL - C & gan 0 bé mat té bao dé lam tang thu thép va di

hod LDL. Thir hai, rosuvastatin irc ché sy téng hop VLDL & gan, lam giam sd lugng tong
cong cac tiéu thé VLDL va LDL.

Duge dong hoc:

Hap thu: Nghién ciru duge 1y 1am sang trén ngudi, nong dd dinh trong huyét tuong dat 3-

5 gio sau khi ubng thude. Ca ndng dd dinh (Cpay) va dién tich duoi dudng cong (AUC)

déu tang v6i ty 1é gin gidng nhu khi tang 1én. Sinh kha dung tuyét déi khoang 20%.

Ubng rosuvastatin cing thirc 4n lam giam téc do hap thu thudc khodng 20% qua danh gia

Cmax Nhung khong c6 anh huong dén mirc hip thu qua danh gia AUC. Néng do

rosuvastatin trong huyét trong khdng khac nhau khi ubng sang hoéc chidu. Su giam LDL

- C rd rét khi diing rosuvastatin ltc déi hodc Itic no, khéng ké thoi gian ding thude trong
[ ngay.

Phdn bé: Thé tich phan bd (Vd) trung binh lic én dinh cua rosuvastatin la khoang 134 lit.

Rosuvastatin gin 88% vao protein - huyet twong, chu yéu la gan vao albumin. Sy gin nay

¢6 hdi phuc va khéng phu thude va ndng do thudc trong huyet twong.

Chuyen hoa: Rosuvastatin chuyen hod yéu, khodng 10% chét thuc danh déu duoc tim

thay 14 chat chuyén hoa. Chét chuyén hoa chinh la N- -desmethyl rosuvastatin qua xuc tac

cia CYP 2Co va nghién ciru in vitro da chimg minh 1a N-desmethyl rosuvastatin chi c6

1/6 — 1/2 tac dung irc ché HMG — CoA — reductase clia chit me rosuvastatin. Néi chung >

90% hoat tinh rc ché HMG — CoA — reductase la nhi chét me rosuvastatin.

Dao théi: Sau khi udng, rosuvastatin va cac chét chuyén hoa dugc thai chu yéu qua phan

(90%). Thoi gian ban thai (T/2) khodng 19 gid.

Sau khi ti€ém tinh mach, khoang 28% d§ thanh lgc cta toan co thé la qua than va 72% qua

gan.

Ching tdc: Cac nghién ciru duge dong hoc cho thdy AUC ting khoang 2 ldn & nguoi

Nhat song ¢ Nhat va ‘ngudi Hoa song 6 Singapore so voi ngudi da trang phuong Tay.

Anh hudng ctia céc yéu t6 di truyén va méi truong déi voi sy thay déi nay chua xac dinh
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duge. MGt phan tich duge déng hoc theo quén thé dan cu cho thay khong ¢o su khac biét
co ¥ nghia lam sang vé dugce dong hoc & cdc nhdm ngudi da tring va nguoi da den.

Suy than:

Trong nghién clru trén ngudi suy than & nhién mitc dé khac nhau cho théy rﬁng bénh than
tir nhe dén vira khong anh huong dén nbng 46 rosuvastatin hojc chat chuyén hoa N-
desmethy] trong huyét tvong. Bénh nhan suy thén nang (dd thanh théi creatinine huyet
turong < 30ml/phut) cé nong dd thuoc trong huyét trong cao gip 3 lan va néng do chét
chuyén héa N- -desmethy! ting cao gép 9 lan so v@i nguoi tinh nguyén Khoe manh. T\Iong
dé clia rosuvastatin trong huyét twong & trang thai én dinh & nhitng bénh nhin dang tham
vhin méu cao hon khodng 50% so voi nguoi tinh nguyén khde manh.,

Suy gan:

Trong nghién ciru trén ngudi ton thuong gan ¢ nhiéu murc d§ khac nhau, khong ¢6 bang
ching ve tang mirc tiép xiic cha rosuvittin tinh theo néng d6 va thai gian ¢ nhing bénh
nhan ¢6 diém sb Child-Pugh < 7. Tuy nhién, 2 bénh nhin v§i diém sd Chil-Pugh la 8 va 9
¢ mire dd tiép xiic clia rosuvastatin tinh theo ndng dé va thoi gian ting 1én toi thidu gép
2 lan so v&i ngudi cé diém sb Chil-Pugh thap hon. Khéng ¢6 kinh nghiém & nhimg bénh
nhén v&i diém s6 Chil-Pugh > 9,

Chi dinh:
1. Didu tri phéi hop véi ché d6 in kiéng dé lam giam cholesterol toan phén, LDL — C,
ApoB, nenHDL - C, triglycerid va lam tang HDL — C & bénh nhén ¢6 ting cholesterol -
mau nguyén phat (di hgp tr c6 va khong cé tinh gia dinh) va roi loan lipid — mau dang
hon hop (Fredrickson nhom [T a va 1T b).

. Didu tri phdi hop voi ché d4 an kitng dé didu tri bénh nhin ¢6 ting ham luong
trlglyc;rzd {Fredrickson nhom 1V).
3. Lam giam cholesterol toan phin, LDL — C va ApoB & ngudi ting cholesterol — mau
déng hop tir ¢é tinh gia dinh, dé b6 trg cho cic cach diéu tri giam lipid — mau khéc (vi du
lgc LDL - C) hodc khi cac phuong phap nay khong co higu juc.
4. Dé phong nglra bién ¢b tim mach tién phat,

Chﬁng chi dinh:

Qua man voi cic chit tre ché HMG-CoA reductase hojc vai bit ky thanh phan nio cua
ché phim.,

Phuy nit o thai, phy nir cho con bi.

Bénh gan hoat déng hoac transaminase huyét thanh ting dai ding ma khéng gidi thich
duge.

Phu nir ¢o kha niing mang thai khéng dung bién phap trénh thai thich hop.

Suy thin ning.

Tén throng co van.

DPang dung ciclosporin.

Khong ding liéu 40 mg & ngudi chau A,

Liéu lwgng va cich dung: ,

Ngudi bénh cin theo ché do &n it cholesterol, trrde khi udng thude we ché HMG-CoA
reductase va phai tiép tuc duy tri ché dd dn nay trong sudt thoi gian diéu tri.

Diéu chinh liéu lugng statin theo nhu cfu va dp ng cila ting ngudi bing cach tang liéu
timg dot cach nhau khang dudi 4 tudn, cho tdi khi dat ndng dé cholesterol LDL mong
mudn, hode khi dat liéu t6i da.
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Vi tdng hop cholesterol & gan xay ra chii yéu ban dém, dung thube vao budi (&i sé& lam
ting higu lic thube.
Liéu khai ddu va lidu duy tri hang ngay la:
Khéi diu Duy tri
Rosuvastatin 5 mg t6i da 40 mg
Phéi hop thude: Céc statin va nhya gin acid mat (cholestyramin, colestipol) ¢é co ché tac
dung bo sung cho nhau; phdi hgp céc nhom thube ndy cd tac dung cong luc wén
cholesterol LDL. Khi dung cdc statin cling v&i nhya gén acid md, thi du cholestyramin,
phai uong statin vao luc di ngu 2 git sau khi udng nhua @& tranh trong tic rd rét do
thuéc gin vao nhira, Han ché phdi hop statin voi cac thube ha lipid khéc vi kha néng tang
nguy co bénh co.
Phong ngira bién ¢b tim mach: Liéu ban ddu 10-20mg/ ngay. Lidu duy tri: 5-40 mg/ngay.
Tré em:
Tinh an toan va hidu qui & tré em chua dugc thiét 1ap. Kinh nghiém vé viéc diung thude &
tré em chi gitroi han trén mdt nhém nhd weé em & & wai) bi tang cholesterol mau gia dinh
kiéu déng hop tir. Vi thé, Rosuvastatin khong duge khuyén cdo dung cho tré em trong
_ th&i gian nay.
r_ Ngudi cao tmdi:
Khéng ¢in diéu chinh liéu.
Bénh nhin suy thin:
Khong cin diéu chinh lidu & céc bénh nhin suy thin tir nhe dén vira.
Chong chi dinh ding Rosuvastatin cho bénh nhan suy thin nang.
Bénh nhén suy gan:
Mirc do Llep xlic v3i rosuvastatin tinh theo nbng d6 va thoi gian khong tang & nhimg bénh
nhéin ¢6 diém sb Child-Pugh < 7 . Tuy I'II'LIEI] mure d tiép xuc voi thude ting 1én da dugc
ghi nhan & nhimg bénh nhin co diém s6 Child-Pugh 8 va 9. O nhiing bénh nhin ndy nén
xem Xet dén viéc dénh gia chic nang thin. Chua cé kinh nghiém trén céc bénh nhan co
diém sd Child-pugh trén 9. Chdng chi dinh diing Rosuvastatin cho cdc bénh nhin mic
bénh gan phat trién.
Khéng diing liéu 40mg & ngudi chiu A,

Tac dyng khéng mong mubn:

l - Suy giam nhan thirc (nhur mat tri nhd. 14 1an...)
- Tang dutmg huyét
- dng HbAl¢
N6i chung statin dung nap t6t, ty 1§ phai ngimg thude thdp hon so v&i cie thube ha ipid
khéc. Tin $6 ADR & moi statin tuong ty nhu nhau.
Thuong gdp, ADR >1/100
Tiéu héa: Ia chay, tao bén, ddy hoi, dau bung va budn non, gap & khoang 5% bénh nhan.
Than kinh trung rong: Pau dau (4 — 9%), chéng mit (3 — 5%), nhin m& (1 — 2%), mat
ngu, suy nhirgc,
Thén kinh — co va xwong: Bau co, dau khop.
Gan: Céc két qua thir nghiém chire ndng gan tang hon 3 lén gigi han trén cua binh
thudng, & 2% ngudi bénh, nhung phin 16n 1& khong cé triéu chimg va hoéi phue khi
ngirng thude,
It gap, 1/1000 < ADR < 12160
Than kinh — co va xuong: Bénh co (két hop yéu co va tang ham luong creatin
phosphokinase huyét twong (CPK).
Da: Ban da.

%
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Hé hip: Viém mili, viém xoang, viém hong, ho.

Hiém gap, ADR < 1/1000

Than kinh — co vi xwong: Viém co, tiéu co vin, din dén suy thin cap thir phat do
myoglobin nigu.

Giong nhu cac chit e ché men HMG-CoA reductase khae, tan xufit xdy ra phan (g
ngoai v ¢6 khuynh hudng phy thude lidu.

Tée dbng trén than: Protein niéu, duge phat hién bing que thir va ¢d ngudn gde chinh tir
6ng than, di duoc ghi nhin & nhing bénh nhéan diéu tri bang Rosuvastatin. Su thay doi
lrgng protein nigu tir Khdng ¢4 hode chi ¢d vét dén duong tinh ++ hodc cao hon da dugc
nhén thay & < 1% bénh nhén khi diéu trj bing Rosuvastatin IOmg va 20mg va khoang 3%
bénh nhan khi didu tri bang Rosuvastatin 40mg. Lirong protein nidu ting nhe tir khéng, ¢d
hofic ¢d vét dén duong tinh + dugce ghi nhdn & lidu 20mg, Trong hau hét cac teudng hop,
protein nigu gidm hodc ty bién mat khi tiép tuc diéu tri va khong phai la ddu higu bao
trére clia bénh thin ¢ép tinh hay tién trién.

Tac dbng trén hé co-xuwong: gidng nhur cde chit e ché men HMG-CoA reductase khac.
tac dong trén co-xuwong nhu dau co va bénh co khang 6 bién chimg va rit hiém truomg
hep tidu co vin ma dbi khi ¢6 lién quan dén sy ton thwong chire nang than da duge ghi
nhiin ¢ nhitng bénh nhin duge diéu tri bing Rosuvastatin.

Tang néng dd CK theo lidu ding duge quan sat thidy & mét sb it bénh nhin dung
rosuvastating phin 1on cac trudmg hop 14 nhe, khong cd tri¢u chimg va thoang qua. Néu
nong dé CK tang (> SXULN), vige diéu tri nén ngung tam thol.

Tac déng trén gan: Cling gidng nhu céc chilt ¢ che men HMG-CoA reductase khac. ting
transaminase theo liéu dd duegc ghi nhin & mot s6 it bénh nhan ding rosuvastating phin
1ém e trwomg hop déu nhe, khéng ¢¢ tri¢u chirng va thodng qua.

Hwong din each xir tri ADR

Cée thay dbi ndng d6 enzym gan trong huyét thanh thudng xdy ra & nhitng théng dau didu
tri bing statin. Ngudi bénh nao co nong do transaminase huyét thanh cao phii theo doi
x¢ét nghiém chire ning gan lan thit hai dé xac nhén ket qua va theo dai dieu trj cho tdi khi
cdc bit thudng tre vé binh thuong. Néu ndéng dé transaminase huyét thanh AST hodc
ALT (GOT hosc GPT) dai ding 1&n qud 3 ldn gidi han trén clia binh thudng, thi phai
ngimg diéu trj bing statin.

Phii khuyén ngudi bénh ding statin bio cdo ngay bét k¥ bidu hién nao nhu dau co khong
t6 ly do, nhay cam dau va y€u co, ddc bigt néu kém theo kho chju hodc s6t. Phai ngirng
li¢u phap statin néu néng do CPK ting rd rét, cao hon 10 lin giéi han trén cia binh
thiromg va néu chin doan hoac nghi ngd 13 bénh co.

* Théng bdo cho bde s§ nhizng tdc dung khdng mong mudn gdp phai khi ding thuic,

Sir dung thude khi 14i xe va vin hanh mdy mée:

Thudc cb thé gdy mét mdi, nhire déu, mét ngh nén cdn than trong khi 1ai xe va vin hanh
méy moéc sau khi ding thude.

Canh bao/th§n trong:

- Khuyén cao 1am xét nghiém enzym gan truce khi hat ddu didu tri bang statin va trone
truromg hop chi dinh 1&m sang véu cu xét nghiém sau do,

- Cin n]lfic theo ddi creatin kinase (CK) trong trizdng hop:

~ Truée khi diéu tri, xét nghiém CK nén duge tién hanh trang nhimg trudng hop: Sus
giam ¢hue nang than, nhuge giap, tién sir ban than hodc tién st gia dinh mac bénh co di
truyei, tien sur bi bénh co do su dung statin hofic fibral trude do. uLn str b¢nh gan va hode

uang nhidu riou, bénh nhan cao b (> 70 lum) ¢ nhimg véu o nguy co by Ucu ¢o v,
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kha nang xay ra twong L4c thude va mot 0 doi tugng bénh nhan dae bicl. Trone nhirng
truong hop ndy nén cén nhéc loi ich /guy co va theo dai bénh nhin wén lam sang khi
dicu tr{ bang statin. Néu k& qua xét nghiém CK > 3 lan gigi han wén cua mice binh
thudmg, khéng nén bat diu didu tri bing statin,

- Trong qud trinh didu tri bang statin. bénh nhén can théng bdo khi ¢o cae bidu hién vé co
nhir dau co. eing co, yéu co... Khi cé cac biu hi¢n nay. bénh nhan cin lam sét nghicn
(I d¢ co cac bién phap can thiép phu hep.

Trude va trong khi didu tej véi statin, nén két hop kiém sodt cholesterol mau bing céac
bién phap nhu ché d) &n, giam can, tip thé dyc, va diéu tri cdc bénh c6 thé 1a nguyén
nhin cia tang lipid. Phai tién hanh dinh lrong lipid dinh ky, va didu chinh lidu luong
theo dap trng cua nguoi benh vol thude. Muc tiéu diéu trj 1a gidm cholesterol LDL vi vily
can st dung ndng d8 cholesterol LDL dé bat dau diéu tri va danh gia dap tng diéu tri.
Chi khi khong x€ét nghiém duge cholesterol LDL, méi str dung cholesterol toan phan dé
theo d&i diéu trf,

Trong céc thir nghiém ldm sang, mét s0 it ngudi bénh udng statin lhay tdng rd rét
transaminase huyét thanh (> 3 14n gidi han binh thucmg) Khi ngirng thude & nhimg ngudi
bénh nay, néng d transaminase thurong ha tir tir tré vé mire trude diéu tri. Mot vai nguai
trong 6 ngudi bénh ndy trude Khi didu trj voi statin da co nhitng ket qua x¢t nghiém chite
ning gan bat thuong vihole uong nhiéu regu. Can st dung thude than trong & ngut
bénh udng nhidu rrou va/hodic cb tién sir bénh gan.

Ligu phap statin phai tam ngimg hojic thoi han & bat cir ngudl bénh nao ¢d biéu hign bi
bénh co ¢ip va nang hodc cd yéu th nguy <o dé bi suy than cap do tiéu co vén. thi du nhr
nhiém khuan cap nang, ha huyét 4p, phéu thuat va chan thuong 16n, bat thudng vé chuyén
hoa, noi tiét, dién gidi hodc co giat khong kiém soat durge,

Chi ding statin cho phy nit & d§ tudi sinh € khi ho chic chdn khong mang thai va chi
trong trwéng hop ting cholesterol mau rat cao ma khong dap img vai cie thude khac.

Anh hurong trén than:

Protein nigu, dugc phat hién bing que thir va ¢6 ngudn gde chinh tir éng than, da duge
ghi nhin & nhirng bénh nhén diéu tri bang Rosuvastatin liéu cao, dac biét & liéu 40mg.
phan lén tinh trang nay thoang qua hodc tinh thoang xdy ra. Protein ni¢u khong phai la
ddu higu béo trude clia tinh trang bénh thén cap hodc tién trién. Can dénh gia chire ning
thén treng that gian theo ddi cac bénh nhéan da duge diéu trj licu 40mg.

Anh buring trén gan:

Gidng nhu cAc chat trc ché men HMG-CoA reductase khéc, cén than trong khi ding
Rosuvastatin & bénh nhén nghién rogu nﬁng vivhoic ¢o tién st bénh gan,

Cac thir nghiém chire nang gan durge khuyén cdo thuc hién trrde khi didu tri va 3 thang
sau khi bat ddu diéu tr bang Rosuvastatin. Nén ngung holic giam liéu Rosuvastalin néu
ndng da transaminase huyét thanh gip 3 1in gidi han trén cha muc binh thuong.

C nhitng bénh nhin tang cholesterol huyét thir phat do thidu nang tuyén giap hoac hoi
chimg thin hu, thi nhimg bénh niy phai duoc diéu tri trizde khi bat dau ding
Rosuvastatin.

Ching tdc:

Cac nghién clru duge déng hoc cho thdy ¢6 sy gia ting murc do tiép xlic voi thude tinh
theo ndng do va thoi gian ¢ bénh nhin Nhit Ban va Trung Quéc so voi ngudi da trang
phuong Tay.

Céc chét Gc ché Protease

Sur tiép xic cha hé théng véi rosuvastatin tang 1én di duoc quan sat thiy trén cdc ca thé
dang sir dung rosuvastatin déng thoi véi nhiéu chét e ché protease khi két hop véi
ritonavir. Nén xem xét dén ca loi ich 1am giam lipid khi sit dung Crestor & bénh nhan

A
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HIV dang sit dung cdc thudc (rc ché protease va tiém nang lam ting ndng dd rosuvastatin
huyét trong khi bat ddu diéu trj va chudn dé liéu Crestor & bénh nhén duge didu tr bang
céc thube ire ché protease. Khong khuyén cdo sir dung ddng thoi véi mét vai cac thude ire
ché protease trir khi didu chinh lidu Crestor (xem mue 4.2 vi 4.5),

Bénh phi ke

Céc trurdmg hop diic biét bi bénh phéi k& di dugc bao cao & mot vai statin, ddc biét khi
didu tri trong thoi gian dai (xem muyc 4.8). Tri¢u ching ¢6 thé bao gdm khé thé, ho khéng
dom va suy giam ste khoe chung (sét, giam cén, mét moi). Nén dirng diéu tri bing statin
néu bénh nhan bi nghi ngér ¢ bénh phdi ké tién trién.

Ddi thio dudng

Mot vai bing chitng cho ring céc statin 1a mét nhom thude lam ting glucose huyét va o
mat vai bénh nhén, cd nguy co cao bi ddi thio dudng trong tirong lai, ¢6 thé din dén tinh
trang tang dudng huyét ma vide didu trj dai thio dudng 12 pht hep. Nguy hiém nay tuy
nhién khdng so sanh duge voi vi€e gidm nguy co tim mach bing statin va do dé, no
khong phai 1a ly do dé nguong diéu tri bang s.tatm Céc bérh nhan nguy co (glucose huyét
lae doi tir 5.6 dén 6.9 mmol/l, BMI >30 kg/m?, triglycerides tang, ting huyét dp) nén
duge kiém sodt trén ca 1am sang va sinh hoa thee nhu hudng dan quéc gia

Trong nghién ¢iru JUPITER, tay suét ddi thao thuong dé duge bao cdo 14 khoadng 2.8%
vOl1 rosuvastatin va 2.3% vdi mau chimg, chil yéu & cdc bénh nhan glucose huvét luc doi
15 5.6 dén 6.9 mmol/l.

Khéng dung nap lactose

Céc bénh nhin cé cdc vin dé di truyén vé& khong dung nap galactose, thiét hut Lapp
lactase hodc hip thu kém glucose-galactose khong nén st dung thude nay.

Twong tac thube:

* Tang nguy co ton thueng co khi sir dung statin dong thisi voi cde thude sau,
- Gemftibrozil
- Cae thude ba chelesterol mau nhom fibrat khac.

- Niacin liéu cao (= 1 g/ngay}

- Colchicin
“ Viée sir dung déng thai cac thude ha lipid mau nham stiatin véi cae thude didu i 11V
va viém gan sidu vi C {HCV) nhy Atazanavie, Alazanavir ph ai hop Ritonavir, |opinay

phoi hop Ritonavir ¢d thé lm ting neuy co iy 1on thuong co. nghiém trong nhat 1 Gy
cor van, thn hu dan dén suy than va co thé gdy L vong. Vi viy, khuvén cao gioi han licu
rosuvastatin 16 da 10mg mét 1n/ngay néu dung dong thoi voi cae thube do.

* Rifampin 1am giim néng d6 atorvastatin khi phél hop vél nhau. Nhi sin xuat
atorvastatin cho rang néu phéi hop 2 thube, cac thuoc do phéai cho cung mét lue, vi cho
atorvastatin sau khi cho rifampin 1am gidm nhiéu nong dd atorvastatin huyet tirong.

* Amiodaron: Amiodaron dwge CYP-430 (chu yéu CYP3A4) chuyén hoa. Ngoai ra.
amiodaron tr¢ ché hoat tinh cla CYP3A4 va ¢ liém nang tuong tac vai thube céing duge
chuyén héa boi enzym nay. Nha san xuft lovastatin va simvastatin khuyén cdo nén gidm
liéu céc statin nay.

* Diltiazem: 1am ting ndng dé atorvastatin, lovastatin, simvastatin trong huyét trong. co
nguy co tigu sgi co, suy thén.

* Verapamil: Phdi hop véi simvastatin ¢ thé 1am tiang nong dé simvastatin, nguy ca
bénh co.

* Statin ¢ theé lam ting tic dung ctia warfarin. Phai xdc dinh th¥i gian prothrombin trrée
khi bt ddu ding statin va theo d&i thuong xuyén trong giai doan déu diéu trj dé bao dam
khéng ¢6 thay ddi nhiéu vé thoi gian prothrombin,
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* Céac nhua gén acid mat co thé lam giam ro 1§t kha dung sinh hgc cua staun khi LlOHg
clng. Vi viy thdi gian ding 2 thube nay phai cdch xa nhau. Mic di khong tién hanh céc
nghién cira vé tuong téc thube trong lam sing, nhung khong thay ¢t biéu hién tuong tac
¢o hai co y nghia lam sing khi ding statin ciing véi cac chét e ché enzym chuyén
angiotensin, cac thubc chen beta, chen kénh calci, thude lgi tiéu va thude chémg viém
khéng steroid.

* Cyclosporin: Ding ddng thoi Rosuvastatin véi cyclosporin, céc gid tri AUC cia
Rosuvastatin cao hon trung binh gap 7 lAn so voi tri s& nay & ngudi tinh nguyén khoe
manh.

Ding démg théi Rosuvastatin va cyclosporin khong anh huémg ¢én ndng da cyclosporin
trong huyét tuong.

* Gemfibrozil: Gidng nhu cac chit (¢ ché men HMG-CoA reductase khae, ding dong
thoi Rosuvastatin véi gemfibrozil 1am tang gép 2 lén cdc chi sé Cmax va AUC cua
rosuvastatin.

* Thudc khéng acid: Dung Rosuvastatin dong thoi véi hdn dich thude khang acid chia
nhdm va magié hydroxid lam gidm khoéng 30% nbng do rosuvastatin trong huyét trong.
Khi ubng thuée khang acid cdch 2 gio sau khi ding Rosuvastatin thi nong do rosuvastalin
trong huyét tuong s& giam it hon. M6i trong quan v& mat 14m sing chia tuong tée niy van
chua r&.

* Thube vién uong nglra thai/ligu phdp thay thé hormon (HRT): dung dong thoi
Rosuvastatin véi thude vién udng ngira thai lim tang 26% AUC cua ethiny! estradiol va
34% AUC cva norgestrel. Nén lwu ¢ dén mirc ting néng dd cac chit nay trong huyét
teong khi chon thude udng ngua thai. Chua ¢6 dir lieu duge dong hoc trén nhimg bénh
nhén ding déng thei Rosuvastatin va HRT va vi viy khéng thé loai trir kha ning ¢é tic
dong twong ty. Tuy nhién, sy két hop da duge sir dung rong rai & phu nir trong cac thi
nghiém lm sang va da dugc dung nap tét.

Pdc tinh giy ung thiwr, bién di va dnh hwéng dén kha niing sinh sin:

Nghién ciru 104 tudn ddc tinh gdy ung thu cho chudt cbng véi lidu uong 2-20-60-
80mg/kg/ngay lhay ty 1€ cac polyp dém ¢ wr cung tdng rd rét ¢ chudt cai dung lidu
80mg/kg/ngdy, gip 20 lan lidu & ngudi 40me/ngay, dwa vao AUC. Véi lidu thap hon,
khong gip tang ty 1§ polyp.

Nghién ctru 107 tudn dbc tinh gy ung thu cho chudt nhit vai lidu udng 10-60-
200mg/kg/ngay, thay ¢ tang u tuyén té bao gan / ung thu biéu mé ung voi liéu
200mg/kg/ngay, gap 20 1An liéu o ngudri 40mg/ngay, dya vao AUC. Vi liéu thip hon
trén chudt nhét, khéng thiy tang tin sé u ¢ té bao gan.

Rosuvastatin khéng gay bién di hotic manh vun ¢6 hodc khdng c6 kém hoat héda chuyén
hoa qua test Ames véi salmonella t\phlmunum va E. coli, qua ther nghi€m u [ymphd bio
& chudt nhét tring va test lam sai lac thé nhidm sic ¢ té bao phdi chudt ddng Trung Qude.
Rosuvastatin cé tdc dyng am tinh véi test in vivo nhan nhé & chudt nhat.

Nghién ciru vé sur sinh san trén chudt cong:, v6i lidu udng 5 — 13 — 50mg/kg/mgay, chudt
dwe ding 9 tuéin trude va trong k¥ giao phdi, chudt cai dung 2 twin trude khi giao phm va
trong thoi ky giao phéi cho dén khi c6 chira ngay thir 7. Véi liéu 50mg/kg/ngay (gap 10
lan liéu ding cho nguéi 40me/ngay dva vao so sanh AUC), da khong thay ¢o tac dung cé
hai trén sy sinh san. Trén tinh hodn cho uéng rosuvastatin 30mg/kg/ngay trong | thang.
c6 gin céc té bdo tinh trung khong 16. Céc té bao tinh tring khdng 15 cling gap ¢ khi sau
khi dung 6 thang lién vdi liéu rosuvastatin 30mg/kg/ngay kem theo tao hoc & bicu mo
{Jng ddn tinh. Dya vao 50 sanh AUC, thi ché ding gap 20 ldn va khi dung gap 10 1an lidu
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& ngudi voi 40mg/ngay. Nhimg két qué ndy cling gip vdi cic thude khic cia nhom
statin.

Vi tré em:

Nghién ctu vé diroc ddng hoc, ¢6 18 bénh nhan (9 nam, 6 nir) tudi 10 — 17 di hop t F/7
udng lidu maot ldn va nhiéu ldn rosuvastatin. Ca Cyax Va2 AUC ciia thude nay & twoi tré déu
trong duong véi cac gia tri gip & ngudi l6n tudi ding cung lidu luong.

Ngudi cao tudi: o
Khéng cé khac biét vé nong dd trong huyét frong clia rosuvastatin gitra ngudi tré va
ngudi cao tudi (>65 tudi).

Qua liéu:
Khoéng cé cach dicu trj ddc hi¢u cho qua liéu. Khi gdp qua liéu can diéu tri triéu ching va

¢6 bién phap hd tro. Tham tich loc mdu khéng lam tang rd rét do thanh loc cua
rosuvastatin.

( Bdo quan: Bio quan noi khd mat, tranh dnh sang. Nhiét do dudi 30°C.
Dong goi: Hop 3 vi x 10 vién nén.
Han dung: 3 nim ké tir ngay san xudt.
* Khong dwoe ditng thude qud han siv dung

* Doc kj hwéng dan si dung trieée khi ditng. Néu cin thong tin xin héi y kién bic sp.
* Thuéce nay chi dwgc bdn theo don ciia thay thubc
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