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TO HUGNG DAN SU DUNG CHO CANBO Y TE
1. Tén thube: CARDORITE-10
2. Thanh phiin cfu tao cia thubc:
Mdi vién nén bao phim ¢6 chira:
Hogt chdt: Rosuvastatin 10 mg (dudi dang rosuvastatin calci)
Ta diege:
Tinh bjt ngd 23,62 mg, lactose 83,73 mg, cellulose vi tinh thé 34,00 mg, natri laury! sunfat
5,00 mg, polysorbat 80 3,00 mg, silic keo khan 2,00 mg, magnesium stearat 3,00 mg, talc tinh
khiét 7,05 mg, natri croscarmellose 14,8 mg, polyethylen glycol 0.3 mg. titan dioxyd 1,68
mg, hypromellose 0,82 mg, sit oxyd do 0,4 mg.
3. Dang bao ¢hé: Vién nén bao phim
4. Cic dic tinh dwge lwe hoe, dwge dong hoc:
Duge lue hoe:
Rosuvastatin la mt chit e ché chon loe va canh tranh enzym khir HMG-CoA. mdt enzym
giGi han téc d¢ chuyén héa coenzym A 3-hydroxy-3-methylglutaryl thanh mevalonat - tién
chdit ctia cholesterol. Dich tac dyng chinh ctia rosuvastatin ld gan. Rosuvastatin lam ting sb
lugng thy thé LDL gan trén bé miit ¢ bio, ting hap thu vi chuyén héa LDL va {rc ché tong
hop VLDL & gan do d6 lam giam tong lugng hat VLDL va LDL.
Rosuvastatin [am giam lwgmg cholesterol toan phin (TC-total cholesterol), LDL-C. ApoB, vi
nonHDL-C (lugng HDL-C giam) ¢ cic bénh nhan bj tang cholesterol méu nguyén phit ¢
tinh gia dinh ddng hop tir va dj hop 1 (FH), tang cholesterol khdng ¢6 tinh chit gia dinh, va
r6i loan lipid méu hdn hop. Rosuvastatin ciing lam gidm TG va ting HDL-C. Rosuvastatain
lam giam TC-total cholesterol, LDL-C, VLDL-cholesterol (VLDCL-C), ApoB, nonHDL-C
va TG, va ting lugng HDL-C & bénh nhéan ¢6 ting triglycerid mau.
Duwge dong hoe:
Hdp thu: Sinh kha dung ctia rosuvastatin khoang 20%. Nong do ciia rosuvastatin trong huyét
twong khong khédc nhau sau khi diing thude budi 16i hay budi sing. Sy giam LDL-C dién ra
mét cich ddng ké ngay ca khi ¢6 hay khong diing rosuvastatin voi thirc an, va khong phu
thude vio thoi gian ding thube trong ngay.
Phdn b6: Thé tich phin bd trung binh rosuvastatin & trang théi bén 14 khoang 134 L.
Rosuvastatin giin két 88% véi protein huyét twong, chu yéu 1 albumin. Lién két nay 18 thugn

nghich va phy thude vao ndng dd huyét turong.

—
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Chuyén héa: Rosuvastatin khong dugc chuyén hoa nhiéu, khodng 10% liéu dimg c6 gin chit
déng vi phong xa duge tim thay dudi dang chit chuyén hoa. Chdt chuyén héa chinh la N-
desmethyl rosuvastatin, dugc tgo ra chit yéu béi cytochrom P450 2C9, va nhimg nghién ciru
invitro da chimg minh duge riing N-desmethyl rosuvastatin ¢6 khoang mét phin sau dén mot
nira la enzym khir HMG-CoA lam tre ché hoat dgng cuia rosuvastatin.

Thi trie: Sau khi ung, rosuvastatin va cic chit chuyén héa ciia n6é chit yéu duoc bai tiét
trong phén (90%). Thai gian ban thai cta rosuvastatin (i) ki khodng 19 gid.

5. Quy edch dong géi: Hop 3 vi x 10 vién nén bao phim,

6. Chi dinh, li¢u dung, cich dang, ching chi dinh:

a. Chi dinh:

- Bé sung cho ché d¢ an ubng d& gidm hrgng cholesterol toan phin, LDL-cholesterol,
ApoB, nonHDL-C, vi lugng triglycerid (TG) va tang luwong HDL-C & bénh nhédn tang
cholesterol mdu nguyén phat (cé tinh gia dinh di hop ttr va khéng c6 tinh gia dinh), vé réi
loan lipid méu hon hop (Fredrickson loai lla vé 1b).

- H3 trg cho ché dd &n udng dé didu i bénh nhdn cé6 miec TG huyét thanh cao
(Fredrickson logi IV).

- Bé giam LDL-C, cholesterol toan phin, va ApoB & bénh nhan ting cholesterol méu -
nguyén phdt c6 tinh gia dinh déng hop tir, nhu mdt thude hd trg khic cho phuong phip diéu

=i

trj ha lipid (thi dy. gan tach LDL trong méu) hoje néu phuong phap diéu trj nhu viy 14 khong
¢6 sin,

- Sir dung két hgp véi diéu chinh ché 4§ @in cho bénh nhdn réi loan beta lipoprotein
mdu nguyén phat (tdng lipoprotein mdu typ 111).

- Sir dung két hop vai didu chinh ché dd an cho bénh nhdn cham tién trién ciia xo via
dgng manh dé 1am giam TC-total cholesterol va LDL-C dén ngudng muyc tiéu.

- Phéng ngica bénh tim mach nguyén phdt. O nhimg bénh nhin khéng c6 biu hién
bénh mach vinh trén lim siang nhung ting nguy co mic bénh tim mach bao gdm i trén 50
dbi véi nam gidi va trén 60 ddi voi nix gidi, hsCRP > 2 mg/L va ¢6 it nhit 1 yéu 1 nguy co
bénh tim mach nhu ting huyét dp, giam LDL-C, hut thude 13 hogc tién sir gia dinh ¢6 ngudi
mic bénh mach vanh sém, rosuvastatin duge chi dinh dé lam gidm nguy co ddt quy, nhdi
mdu co tim va nguy co phai tién hanh cdc can thiép dé lam thong mgch méu.

b, Liéu di h ding:

Trude khi bit ddu didu tri, bénh nhin cin thyre hién ché do an tiéu chudn giam cholesterol vi
duy tri trong sudt théi gian ding thude. Thube ¢6 thé ding vio bit ky thoi gian ndo trong
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Neweai tricamg thanh

Khodng liéu cho ngudi trudmg thinh li tir 5 dén 40 mg. Trong trudmg hgp phong ngira bénh
tim mach nguyén phét, liéu ding 1a 20 mg/ngay.

Liéu khéi diém théng thudmg 1a 5 hodc 10 mg 1 lan/ngdy. Déi véi bénh nhan tang cholesterol
méu nguyén phat ¢6 tinh gia dinh déng hop tir, liéu khai diém 12 20 mg 1 lan/ngay.

Liu ding phai duge cd thé hoa theo muc tiéu didu trj va ddp (mg cia bénh nhan. Lyua chon
mire liéu khéi diém cin phai xem xét ndng dd cholesterol cia bnh nhin va cdc nguy co tim
mach ciing nhu nguy co xay ra cdc téc dung khong mong mudn.

Sau 2 dén 4 win ding lidu khéi dau hodc hiéu chinh liéu, cin tién hanh xét nghiém dé theo
ddi ndng do lipid trong méu va viée hiéu chinh 1én mire lidu tiép theo ¢d thé duge thue hién
sau 4 tudn. Do vie tang tin sudt cac tic dung khong mong mudn duge bio cdo vai mic lidu
40 mg s0 v&i che mire liéu thip hon, viée hidu chinh lidu dén mic lidu cye dai 40 mg chi nén
duge xem xét khi bénh nhdn ¢6 ting cholesterol nghiém trong (ddc biét vai ting cholesterol
mau c6 tinh gia dinh) ma khéng dat duge higu qua di¢u tri véi mire 1iéu 20 mg, va nhimg
bénh nhin duge theo ddi thudmg xuyén.

Tré em

O bénh nhén tang cholesterol méu ¢6 tinh gia dinh dj hop ur, khoang lidu khuyén cdo latir
dén 10 mg ubng 1 lin/ngdy & bénh nhin tir 8 dén dudi 10 wdi va 5 dén 20 mg udng |
lan/ngdy & bénh nhin tir 10 dén 17 twéi. :
O bénh nhén ting cholesterol mau c6 tinh gia dinh déng hop 1, liéu khuyén cdo 1a 20 mg
ubng 1 lin/ngdy & bénh nhan tir 7 dén 17 wéi.

Bénh nhdn nguai chau A <

ey |

O bénh nhin 1a ngudi chiu A, cin xem xét mirc liéu khai diém 1a S mg | lan/ngay do nong
d rosuvastatin trong mau ting. Trong trudmg hop khong dat duge myc ticu didu trj ¢6 thé
xem x¢ét tang liéu Ién 161 20 mg/ngay.

Ngudi eao tuéi

Liéu khoi diém dwge khuyén cdo ddi véi nguoi trén 70 wdi 1a 5 mg 1 lin/ngay. Khong cin
thiét phai tién hanh bign phdp hi¢u chinh lidu khéc theo lia tudi.

Bénh nhédn suy gan

Néng dd rosuvastatin trong méu khong ting & ¢ic bénh nhin ¢6 diém Child Pugh < 7. Tuy
nhién, & cdc bénh nhin ¢6 diém Child Pugh 8 va 9, nong do rosuvastatin trong méu lai ting.
G nhimg bénh nhdn nay cin tién hanh dénh gid chirc néng than, Khong ¢6 dir li¢u lam sing
vé vige str dung thube & bénh nhan ¢6 diém Child Pugh tén 9. Thude bi chong chi dinh &
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Bénh nhén suy thdn

Khong cin thiét phai thay déi lidu cho bénh nhén suy thin tir nhe dén trung binh. Vi bénh
nhin suy thin trung binh (Cler < 60 mL/min) liéu ding cia rosuvastatin nén bit diu tir 5 mg
mot lan/ngay. Liéu 40 mg bi chéng chi dinh & binh nhan suy than trung binh. Chdng chi dinh
sir dung thude & bénh nhén suy thin ning & moi mie liéu.

St dung phéi hop véi thude khdc

Nguy co mic cdc bénh vé co (bao gdm tiéu co van) tang 1én khi ding thude dong thai voi
mdt sb thude 1am tang ndng dd rosuvastatin trong méau (vi dy nhr ciclosporin va mjt sb thude
irc ché protease bao gom két hop ritonavir véi atazanavir, lopinavir, vi/hodic tipranavir) v
gemfibrozil, cdc thude ha cholesterol mau nhém fibrat khde. niacin lidu cao ( > 1 g/ngay).
colchicin, Trong truémg hop ¢6 thé cin xem xét cdc bi¢n phap diéu tri khac va néu can thiét
¢6 thé tam thoi dimg sir dung rosuvastatin. Trong trudmg hop bit buge phai phdi hop cic
thube ndy voi rosuvastatin, cin thin trong xem x¢ét loi ich va nguy co va hi¢u chinh liéu
rosuvastatin. Gi6i han liéu rosuvastatin t6i da khi phdi hop véi cdc thube atazanavir,
atazanavir va ritonavir, lopinavir va ritonavir 14 10 mg mdt lin/ngay.

Viéc sir dung ddng thoi cic thude ha lipid mdu nhém statin véi cie thube didu tri HIV va
viém gan siéu vi C (HCV) ¢6 thé lam ting nguy co giy tn thuong co, nghiém trong nhit la
tiéu co vén, than hir diin dén suy thin va ¢6 thé gy ur vong.

¢. Chéng chi dinh

Bénh nhan qua mdn v6i bit ki thanh phin ndo cta thube.

Bénh nhin mdc bénh gan tién trién hay wransaminase huyét thanh cao dai ding khéng rd
nguyén nhan (khi ndng d¢ transaminase huyét thanh ting hon 3 lin gi6i han trén ciia mire
binh thudmg).

Phu nir ¢6 thai.

Phu nir cho con bil.

Phy nir ¢6 thé ¢6 thai ma khong ding bién phap tranh thai c6 hi¢u qua.

Suy thin nfing (d§ thanh thai creatinin < 30 ml/phit).

B¢énh nhin dang ding ciclosporin,

Mirc lidu ding 40 mg b chong chi dinh & cic bénh nhin: suy thin vira (4o thanh thai
creatinin < 60 ml/phit), suy gidp, tién sir gia dinh hodc ban than ¢6 bénh Iy co ¢6 tinh di
truyén, tién sir tdn thuong co trude day giy boi thude e ché HMG-CoA reductase khic hogc
fibrat, nghién ruou, céc tinh trang lam tang ndng do thude trong mdu, bénh nhan la ngudi
chéu A, ding két hop fibrat.

Wt

N
»



nttps:/ivnras.com/arug/

7. Thin trong khi ding thude:

Tac dung trén thdn

Protein ni¢u, phat hién bing que thir va hiu hét ¢é nguon gde tir dng thin, di duge bio cdo
d6i véi bénh nhan sir dung rosuvastatin liéu cao, dic biét 1a 40 mg, hiu hét déu xay ra thodng
qua hojic gidn doan. Protein ni¢u cho thiy ddu higu ciia bénh than cdp hodc tién trién. Tin
sudt bdo cdo cdc bénh thin nghiém trong trén lim sang cao hon déi véi mire liéu 40 mg. Cin
phai danh gi4 chirc ning thin khi theo di thudmg xuyén bénh nhin khi ding mirc lidu 40 mg.
Tac dung trén hé co xuon

Tée dung trén hé co xwong nhu dau co, bénh co va hiém gip tiéu co vin da duge bao cdo khi
ding rosuvastatin & moi mire liéu ddc bigt 12 liéu trén 20 mg. Rit it truémg hop tidu co vin da
duge bio cdo khi diing ezetimibe két hop véi cde thude i ché enzym HMG-CoA reductase
do d6 cin thin trong khi ding phi hgp. Tan sudt tiéu co vin lién quan dén ding rosuvastatin
cao hon & mire li¢u 40 mg,

Bénh nhén cin duge lim xét nghiém enzym gan trwde khi bit ddu diéu tri bing rosuvastatin
vi trong trudmg hop chi dinh lim sing yéu cu xét nghiém sau d6.

Tang nguy co tdn thuong co khi sir dung rosuvastatin déng thoi véi cdc thude sau:
gemfibrozil, cac thudc ha cholesterol méu nhém fibrat khdc, niacin liéu cao ( > 1 g/ngay).
colchicin,

Cdn nhic theo doi creatin kinase (CK) trong tricéng hop:

Trude khi diéu trj, xét nghi¢m CK nén duge tién hanh wong nhimg trudng hop: Suy gidm
chitc nang thin, nhuge gidp, tién sir ban than hodc tién sir gia dinh méc bénh co di tuyén,
tién sir bj bénh co do sir dung statin hodic fibrat trude d6, tién sir bénh gan vivhodc udng nhidu
nrgu, bénh nhin cao wéi (> 70 twdi) ¢6 nhimg yéu 16 nguy co bj tidu co vin, khi niing xdy ra

e |

twong tic thude va mdt sé ddi twong bénh nhin diic biét, Trong nhimg triimg hop nay nén
cin nhic 1 ich/nguy co va theo ddi bénh nhn trén lam sang khi diéu trj biing statin, Néu két
qué xét nghiém CK > 5 lan gi¢i han trén ctia mire binh thudmg, khdng nén bt diu diéu tri
biing statin,

Trong qué trinh diéu tri biing statin, bénh nhan cin thong bao khi ¢6 cic bidu hién vé co nhu
dau co, clmg co, yéu co ... Khi ¢6 ce biéu hién nay, bénh nhin cin lam xét nghiém CK dé
0 cdc bién phap can thi¢p phi hop.

Tdc dung trén gan

Cin thn trong khi diing thude véi bénh nhin udng nhidu rugu vi/holic ¢6 tién st bénh gan.
Vige kiém tra chirc ning gan duge khuyén cdo thue hign true va sau 3 thang bit diu didu tri

2
biing rosuvastatin. Can dimg thudc bedepiaq liéu khi ndng d ransaminase trong mau ting »
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gdp 3 lin giéi han trén. Tin sudt bio cdo cdc binh v& gan nguy hiém (chi yéu la tang
transaminase gan) trén lam sang cao hon véi mire liéu 40 mg.

O bénh nhin ting cholesterol méu thir phét gay ra béi suy gidp hodic hdi chimg thin hu, cin
diéu tri cdc bénh ndy trude khi bit diu ding rosuvastatin.

Chung 1éc

Céc nghién ciru duge dong hoc cho thiy viée tang ndng ) rosuvastatin trong mau & ngudi
chéu A khi ding thube so véi cie bénh nhin da tréing.

Mang thai va cho con bii

Xo vira dong mach 1a mot qué trinh man tinh va viée ngimg thude ha lipid mau trong qua
trinh mang thai ¢6 it anh hudng dén két qua diéu trj 1au dai ting cholesterol mau nguyén phit.
Cholesterol v cde chilt tao thanh khéc ctia sinh tong hop cholesterol 1a thanh phén thiét véu
cho sy phét trién cta thai nhi (bao gdm cé tdng hop sterol v mang 1€ bio). Vi chit tre ché
HMG-CoA reductase lam giam kha niing tdng hop cholesterol va kha ning tdng hop cic din
xudt ¢é hogt tinh sinh hoc ctia cholesterol, nén né ¢6 thé lam hai dén thai nhi déi voi phu nir
mang thai. Do d6, chit trc ché HMG-CoA reductase duge chdng chi dinh trong thoi ki mang
thai vi ¢ho con bii. ROSUVASTATIN CHI DUGC DUNG CHO PHU NU TRONG THOI
Ki SINH DE KHI BENH NHAN CHUA CO Y PINH MANG THAI VA DA PUGC
THONG BAO VE RUI RO CO THE GAP PHAL Néu bénh nhin ¢6 thai trong théi ki ding
thude ndy, viée diéu tri nén ngimg ngay lp tire va bénh nhén phii duoc thong bio vé cde rii
ro ¢6 thé ¢6 ddi véi phéi thai. »
Dung nap lactose

Bénh nhén 6 cac vin dé di truyén vé dung nap lactose, thiéu lactase Lapp hofic kém hip thu
glucose — galactose khéng nén sir dung thude nay,

Cic thudc tee ché protease

Vie sir dung dong thoi cde thude ha lipid mdu nhém statin v6i cfic thude diéu tr HIV va
viém gan siéu vi C (HCV) ¢6 thé 1dm tang nguy co gdy ton thuong co, nghiém trong nhit 1
tiéu co vén, than hu ddn dén suy thin va c6 thé gay tr vong.

Bénh phi ké

Mot s6 trudmg hop mic bénh phdi k& di duge bdo cdo khi ding cic statin, dic bt 1a sir dung
trong thoi gian dai. Céc ddu hi¢u bao gdm: kho th, suy giam sire khoe (mét moi, gidm cin va
s61). Néu nghi ngdr bénh nhén 6 bénh phdi ke, cin dimg dung statin,

Ddi théo dicomg tuy

Mot sb biing chimg cho thiy cdic statin ¢6 thé lam tang dudng huyét. Tuy nhién téc dung lam

‘TR

gidm nguy co rén mach cia cdc statin yemend 'Iwn 50 véi nguy co ting dudng huyét nén
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khong cin dimg sir dung cdc statin. Bénh nhin ¢6 nguy co (dudng huyét lie doi tr 5.6 dén
6.9 mmol/l, chi s khéi lugng co thé (BM1) > 30 kg/m?, ting triglycerid, tang huyét ap) cdn
duge theo ddi ca trén 1dm sing va céc chi s6 xét nghiém theo cdc huéng din diéu tri.
reen
Dénh gi4 chidu cao, cin niing, chi sé khdi lugng co thé (BMI) va cic dic diém thir phit cta
vie truémg thanh gii tinh & tré em tlr 6 dén 17 wdi ding rosuvastatin bj han ché trong théi
gian 2 nam. Sau 2 nim, khong ¢6 dnh hudng trén chiéu cao, cin ndng, chi s6 BMI hogc
trirémg thianh gi6i tinh duge phat hién.
8. Twong tic thube
Cdc thudc e c@" profein van chztxg"n
Rosuvastatin 13 co chét ctia mdt s protein vin chuyén bao gdm OATPIBI va BCRP. Sir
dung dbng thi rosuvasatin véi cde thue tre ché cde protein vin chuyén ndy ¢6 thé 1am ting
ndng dj rosuvastatin trong mu va ting nguy ¢o cdc bénh vé co.
Ciclosporin
Sir dung dong thoi rosuvastatin vé ciclosporin, gid tri AUC clia rosuvasatin cao trung binh
gdp 7 lan so voi nhimg ngudi khong diing két hgp do dé chéng chi dinh két hop 2 thude nay
v6i nhau. St dung ddng thoi khdng lam anh hudong dén nong d¢ ctia ciclosporin,
Thude ize ché protease
Tang néng dd rosuvastatin trong méu di duge bao céo & nhimg bénh nhin ding dong thai .
rosuvastatin vdi cic thube tre ché protease két hop vai ritonavir. Viée sir dung ddng thai cic
thudc ha lipid mau nhém statin véi cde thube didu tri HIV va viém gan siéu vi C (HCV) ¢6
thé lam ting nguy co giy ton thuong co, nghiém trong nhit 1 tiéu co vin, thin hur din dén
suy thin va cod thé gdy tir vong.
Gemfibrozil v hute ha lipid kh
Tang nguy co ton thuong co khi sit dung rosuvastatin dong thoi vi cae thube sau:
gemfibrozil, cde thude ha cholesterol méau nhém fibrat khic,
Ezetimibe
Sir dung ddng thoi rosuvastatin 10 mg va ezetimibe 10 mg lam ting AUC rosuvastatin 1.2 1dn
& nhimg bénh nhén tang cholesterol méu,
Antacid
Sir dung dong thoi rosuvastatin véi antacid dang hdn dich c6 chira nhom va magnesi
hydroxyd lam giam ndng d¢ rosuvastatin trong méu khodng 50%. Nén ding antacid 2 gior sau
khi ding rosuvastatin.
Erythromycin
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Sir dyng ddng thoi 2 thude lam gidm 20% AUC va 30% Cmax cia rosuvastatin. Tuong tic

ndy ¢6 thé do erythromycin lam ting nhu ddng rudt.

Tweomg tde khdc

Ting nguy co tdn thuong co khi sir dung rosuvastatin dong thoi véi cde thude niacin lidu cao

(> 1 g/ngay), colchicin,

Rosuvastatin tuong tdc véi rugu, chit trung hoa acid trong da day, thube trdnh thai,

itraconazol, enzym (cholestin, thye phim b sung). warfarin,

Cic tuwomg tde can hiéu chinh liéy

Khi cin thiét phai hi¢u chinh li¢u, liéu khoi diém cua rosuvastatin 1a 5 mg 1 lan/ngay néu ¢6
kha niing ting AUC khoang 2 lin hodic cao hon. Liéu cyc dai trong 1 ngiy cia rosuvastatin
cén duge diéu chinh dé lugng rosuvastatin viio co thé khang qud lidu 40 mg ding 1 lin/ngay

khi khéng diing cling thue khéc, vi du 20 mg rosuvastatin véi gemfibrozil (ting gip 1.9 lin),

va 10 mg rosuvastatin két hgp véi ritonavir/atazanavir (ting gap 3.1 Iin).

Bang 1 Anh huéng ciia cdie thude ding déng thai 1én lrgng rosuvastatin (AUC; theo thir
ty gidm din mie d§) tir cdc thir nghi¢m lim sang duge edng bd

Ché d§ liéu thude ding cling

Ché d§ liéu rosuvastatin

Thay ddi  AUC

rosuvastatin®

Ciclosporin 75 mg 2 lin/ngiy to 200 mg
2 lin/ngdy, 6 thang

{10 mg 1 lin/ngay, 10 ngdy

7.1 lin 1

Atazanavir 300 mg/ritonavir 100 mg |
[lin/ngay, 8 ngay

10 mg, don licu

3,1 lin 1

Simeprevir 150 mg 1 lan/ngay, 7 ngay

10 mg, don liéu

281an1

Lopinavir 400 mg/ritonavir 100 mg 2
lin/ngdy, 17 ngay

20 mg | lan/ngdy, 7 ngiy

2,1 1an 1

Clopidogrel 300 mg ban diu, sau d6 1a 75
|mg tai 24 gidr

20 mg, don licu

2 lan

Gemfibrozil 600 mg 2 lan/ngay, 7 ngay

80 mg, don liéu

191n1

Eltrombopag 75 mg 1 lin/ngay, 5 ngay

10 mg, don liéu

1.6lan 1

Darunavir 600 mg/ritonavir 100 mg 2
lan/ngay, 7 ngay

10 mg 1 lan/ngay, 7 ngay

1.51n 1

Tipranavir 500 mg/ritonavir 200 mg 2

14 lan 1
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lan/ngay, 11 ngay
Dronedarone 400 mg 2 lin/ngiy Khéng ¢6 dir li¢u 1,41an 1

Itraconazole 200 mg 1 lan/ngay, 5 ngay |10 mg, don liéu “141En 7
Ezetimibe 10 mg 1 lin/ngay, 14 ngdy  [10 mg, 1 lan/ngdy. 14 ngay | 1.2 lan 1

Fosamprenavir 700 mg/ritonavir 100 mg|10 mg, don licu -
2 lin/ngdy, 8 ngdy

Aleglitazar 0.3 mg, 7 ngay 40 mg, 7 ngay “
Silymarin 140 mg 3 lin/ngay, S ngdy |10 mg, don liéu -
Fenofibrate 67 mg 3 lan/ngay. 7 ngdy |10 mg, 7 ngdy -
Rifampin 450 mg 1 lan/ngdy, 7ngdy |20 mg, don liéu -
Ketoconazole 200 mg 2 lin/ngay, 7 ngay |80 mg, don liéu -
Fluconazole 200 mg 1 lan/ngdy, 11 ngay [80 mg, don liéu e
Erythromyein 500 mg 4 lan/ngdy, 7 ngay |80 mg, don licu 20% | P
Baicalin 50 mg 3 lin/ngdy, 14 ngay 20 mg, don liéu 47% | :

"Dir li¢u thé hién s6 lan (x 1dn) thay d6i tuong img véi ty 1¢ gitra khi ding két hop va don doe
rosuvastatin. Dir li¢u & dang % thé hién % khdc biét so voi khi ding don djc rosuvastatin.
Céc ky higu: tang “1*, khong thay ddi “«”, giam “|”. -
**Mot s6 nghién ciru tuong tic da duge thye hién & cdc ché 4§ lidu rosuvastatin khac nhau,
trong bang trinh bay ty s6 ¢6 ¥ nghia nhdt.

Anh hieong ciia rosuvastatin lén thude diing cing

Thude khang vitamin K

Gidng nhur cic thude (re ché HMG-CoA reductase khic, khi bit diu diéu tri hogc higu chinh
ting liéu rosuvastatin & cic bénh nhdn ding dong thdi cdc thude khang vitamin K (nhu
wafarin hojic cde thudc chéng déng coumarin khic) ¢6 thé lam ting ty s6 binh thudng hoa
qudc 1€ (INR). Dimg hoic gidm liéu rosuvastatin ¢6 thé lam giam INR. Trong nhimg trudmg
hop ndy cin ap dung bién phap kiém soat INR thich hop.

Thude trdnh thai dicong uéng/liéu phép thay thé hormon

Sir dung ddng thoi rosuvastatin va thude tranh thai dudng udng lam tang AUC ethinyl
estradiol vi norgestrel ln luot 14 26 va 34%. Vige ting ndng do cic chit ndy trong mau cin

phai duge xem xét khi lya chon liéu thude triph thai dudmg udng. Khong ¢6 diy da dir ligu
ZAAEMA S
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duge dong hoc & nhimg bénh nhin sir dung dong thoi rosuvastatin va liéu phap thay thé

hormon va do d6 khong thé loai trir anh hudmg wwong tyr ciia rosuvastatin. Tuy nhién, vige két

hop rosuvastatin va li¢u phdp thay thé hormon di duge sir dung rong rdi & cac phy nir tham

gia cdc thir nghigm 1dm sang va da duge dung nap t6t.

Dya trén céc nghién ciru tuong tac thude, khong c6 tuong tic ¢6 ¥ nghia lam sang gilra

digoxin v rosuvastatin.

Acid fusidic

Céc nghién ciru tuong tic gilra rosuvastatin va acid fusidic chua duge tién hanh. Gidng nhu

céc statin khéc, cde tée dung lién quan dén co, bao gdm tiéu co vin, da duge bdo cdo trén cic

bdo cdo hiu mii véi rosuvastatin va acid fusidic khi ding ddng thoi.

Do d6, sir dung ddng théi acid fusidic va rosuvastatin khong dwoe khuyén cdo. Néu ¢6 thé,

nén tam dimg diing rosuvastatin. Néu bit buge phai ding ddng thoi, cin phai theo ddi chit

ché bénh nhén.

Tré em

Nghién ciru tuong téc thube méi chi dugc tién hanh trén ngudi trudmg thinh. Mire d§ dnh <
hudmg ctia cde twong tic thude trén & tré em chua duge biét rd. '
Théng bdo cho béc si vé tit ca cdc loai thube dang ding, ké ca thube khong ké don, bd sung

dinh dudng hay cdc san phim thio duge. Ciling nén thong béo cho béc sT khi dang sir dung

cc loai d6 udng chira cafein hay cdn, hit thude 14 hay céc loai thuée cdm. Nhimg diéu ndy ¢6
thé anh hudng dén qud trinh diéu trj. Kiém tra trudc khi dimg hay bit ddu bit ki mot loai
thude ndo.

9. Tic dyng khéng mong mudn

Rosuvastatin n6i chung dugc dung nap tét. Nhimg phan (mg phu thuémg nhe va thodng qua.
Trong céc nghién ciru lim sing cia 10.275 bénh nhin, ¢6 3,7 % phai ngimg ding thude do
téc dung phy. Khi sir dung rosuvastatin ¢6 thé bi dau co, tdo bon, suy nhuoc, dau bung, va
budn nén, suy giam nhin thicc (nhu mét tri nhé, 16 1n...), ting dudng huyét, ting HbA lc.
Céc tiac dyung khong mong mudn sau ddy duge ligt ké theo tin sudt va hé co quan,

Tén suft cac téc dung khong mong mudn dug xép hang theo tidu chi sau: Thwomg gip (=
1/100 dén <1/10), it g@p (= 171000 dén <1/100), hiém giip (= 1/10 000 dén <1/1000), rit hiém
2lip (<10 000); chura biét (khong thé xdc dinh duge tir cde dir liéu nghién ctru).

B9 )
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Bing 2. Téc dung khéng mong mudn dya trén cde nghién ciru lim sing va bio cio hju

mai

H¢ co quan Thudng gip |it gip Hiém gip |RAt hiém giip [Chua biét

Roi logn méu va G

" Giam ticu ciu
hé bach huyét
, . Céc phan tmg qua
Rai loan hé mién z 5 .
man bao gobm phu
dich
mach
! ., |Péi thio
Roi loan nii tiét
duomg tuy’

R6i loan tam than Tram cam
Bénh thén
kinh ngoai

i - : Bénh da diy |bién
Roi loan hé than |Dau dau % o -
{than kinh Roi loan giac
kinh |Chdéng mit
Mat tri nho  |ngt (bao
gOm mit nga
Vi &¢c mong)
Roi loan h hap,
18 . Ho
ong ngc va
y Kho the
frung that
Téo bon
Roi logn tiéu héa |Budn ndn Viém tuy Tiéu chay
DPau bung
. Tang transaminase |Vang da
Roi logn gan mdt )
gan Viém gan
. Ngira Hoi chim
Rdi logn da vé 2 .
B Ban dé Stevens-
dedi da g
Mé day Johnson
Réi logn co Bénh co (bao gdm Céc rdi loan
) Dau co Dau khép
xwong va mo lién viém co) gan doi khi

-
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két Tiéu co van bién chimg
do bénh co
hoai tir qua
trung gian
mién dich
Cde roi loan thin -
_ Tiéu ra méu
va liét niéu
Réi loan co quan :
. Ngure to ¢
sinh san va tuyén S
' rnam gidi
Vit
Cdc roi logn toan
\thdn va igi vi tri  |Suy nhuge {Phu

tiém

"Tén sudt phy thude vao vige c6 hay khong ¢6 cic yéu td nguy co (dudng huyét khi déi > 5,6
|mmoUL. BMI >30 kg/m?, ting triglycerid, tién sir ting huyét dp).

Gidng nhu céc thude e ché HMG-CoA reductase khdc, tén sudt cdc tic dung khong mong
mudn phu thude vao liéu ding.

Tdc dung khong mong mudn trén thin
Protein ni¢u, phat hién boi que thir va hiu hét ¢6 ngudn gde tir dng thin, da duge bio cdo &

- |

cdc bénh nhan ding rosuvastatin. Protein trong nuée tiéu thay di tir m tinh hojic vét sang
++ hogic nhiéu hon di duge bio cdo & <1% bénh nhin tai mét s& thoi diém trong qué trinh
ding 10 va 20 mg rosuvastatin, va khodng 3% bénh nhan ding lidu 40 mg. Mt sé it bénh
nhén ting tir am tinh hodic vét dén + khi ding lidu 20 mg. Trong hdu hét cic trudng hop.
protein ni¢u giam hodc bién mdt khi duge diéu tri. Cdc dit lidu tir cde nghién ciru lim sing va
béo cdo hju mii cho dén nay khdng xéde dinh duge mdi lién hé nguyén nhan gitva protein niéu
vi bénh thin cdp hogc tién trién.

Anh hieng lén co xweong
Tic dung khong mong muédn trén co xwong nhur dau co, bénh co (bao gdm viém co) v, hiém

khi, tiéu co vin ¢6 hodic khong cé suy thin cdp di duge bdo cio & cic bénh nhin ding

rosuvastatin véi tit ca mie lidu va djic bigt & mire lidu trén 20 mg.
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Tiing ndng do creatine kinase phu thuge liéu da duge bao cdo & bénh nhin ding rosuvastatin;
héu hét céc truomg hop déu nhe, khong ¢6 triéu chimg va thodng qua. Néu ndng dd creatine
kinase ting nhanh (trén 5 lin ngudng trén giéi han binh thudng), can dimg st dung thude.

Anh heong trén gan
Gi(‘mg nhu cde chit e ché HMG-CoA reductase khic, ting transaminase phu thuge lidu da

duge bdo cho & mdt s6 it bénh nhin ding rosuvastatin; hiu hét cic truomg hop déu nhe,
khong c6 tri¢u chimg va thodng qua.
Cic tac dung khdng mong mudn khéc da duge bio cdo vai mdt so statin:
R&i logn chire néing tinh dyc
Bénh phdi ke, diic bidt 1 khi sir dung thude trong thoi gian dai.
Tén sufit bdo cdo tiéu co vin, anh hudmg nghiém trong trén thin va gan (chir yéu 1a ting
transaminase gan) cao hon & mire liéu 40 mg.
Iré em
Tang creatine kinase > 10 ldn ngudng trén gi6i han binh thudng va cde tri¢u chimg & ca sau
khi tip luyén hojc tang hoat dong thé lve dugc béo cdo v6i tan sudt 16n hon so voi ngudi
truémg thanh trong mdt nghién clru 1dm sang kéo dai 52 tuin trén tré em va thidu nién. DSI
véi tic dung khdng mong mudn khac, dir liéu thu duge & tré em va thiéu nién tuong ty nhu &
ngudi trudng thanh. )
10. Qua litu va cich xir tri N
Khéng ¢6 bi¢n phap diéu trj dic hi¢u khi qua liéu rosuvastatin. Trong trudng hop qua liéu, 5
bénh nhin cin duge diéu trj tri¢u chimg vi tién hanh cdc bign phap hd trg néu cin v nén J
theo ddi chirc niing gan va CK. Thim phin loc mau khong lam ting mdt cach dang ké 4o -~
thanh thai ca rosuvastatin.
11. Céic ddu hi¢u ciin lvu ¥ vi khuyén cio
- Sir dung cho ngudi ldi xe va vian hanh may moc:
Céc nghién cdru vé anh hudmg ctia thude 1én kha ning 1di xe va van hinh mdy moe chua duge
tién hanh. Tuy nhién, theo tic dung duge ly, thude it 4nh huong dén kha niing nay. Cén thin
trong khi l4i xe v viin hanh mdy moc trong théi gian diing thude do cé thé bi chéng mit.
- Str dung cho phuy nir mang thai va cho con bl:
+ Thai ky mang thai:
Khéng ding cho phy nir mang thai.
+ Thai ky cho con bit:

Khéng ding cho phy nir dang cho con bi.
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12. Picu ki¢n bio quin, han ding

Diéu ki¢n bio quan: Bao quan & nhiét d khéng qua 30°C.

Han ding: 36 thang ké tir ngdy san xuét.

13. Tén, dja chi ciia co si sin xuit

Zim Laboratories Ltd

B:2l, 22, M.LD.C Area, Kalmeshwar, Nagpur 441501 Maharashtra State, An D9.
14. Ngiy xem xét sira doi, ciip nhit Iai ndi dung huéng din sir dyng thude.
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