https://trungtamthuoc.com/

 BOYTE | NN 29979 J
. CYC QUAN LY DUGC = 4/43)
PA PHE DUYET A

el . nl-t 9
Lfl\' dﬁuhq":i.u,..mzf TR i l

SZ8EZ r
o UOTSHA% =
T el

Al DIEN |5
THANHAHO IS
/o

5T ALY N0 § S
- R0 o ON Bbrtulung e R AT wtd]
WS 20 ey
lanbderiang Bubeped
[T e r—— N g vebtey o waLI Aihant) § st QUNIFOHTY
0T T RIT0NS) TN oLy b {15V A0H &'
e §dpig oY may 9 bahi0} Ty AP0
il BROEIEAY | W O size wosury [l O P ausgey svon; [l

LN TE K ER

R T b e Sa B e s
LA o s ek Ry ot i A i B Tt vid vl Neraluels Mo L s
s e b g U« W, WL, FAEN, P Sonh1
i b1 v o g Surrs B 418 F SR AME AT P
e ok g, (g e s b g s Vs B o bl P, Py Villags,
.-—k:r-m&-nhmhu- Bedrly Mt st i Crnen
Pl i e by PO Trlae S e
P e o W g e vy b i i s

s - o, LA AL I YR
e s 4

A

soLxe oanEodnyY | & 2
a4 < <
o =
B op S19|qe] UeISEANSOY 2 %
07 LSvdod £ i
L]
<]
L CI-29-
ey predus g w darg
WAL T TR D iy B
T S — ) Dy
o EeeEey R A R ey oy g o g i
(Bt dcy e AT A SETE BITh AR a "5""""“ A oo migptgcioe) i
. i v o e, Sl e
L gy B K] | e L oy ]

ze o
AN | .

R "
é ' ROFAST 40
E Rosuvastatin Tablets 40 mg

~o

AUROBINDO 3x10's

AL I o
LA o (e A iy
AR | Y



https://trungtamthuoc.com/

| e ROFASTA0 | i =

" 0 . d ': VI OONTBOHAY Dt’ J.SV:IOH .
i ROF‘ AST 40 i’ o op J.swou .umﬂ'o::ﬂ:':n.' ;
- “mmmm R FAST 40 G 1 i ek S :
L T T e O i VHEYHS CONITOHNY ov J.SV:IOH :

: ROFAST40 “'““"'“"*‘;i“" L -

| L. LN -'rl.:m":

= Tov stou mm’il‘:.ii.i:':n; ;

| m““"mm&" » RDF“ST-. 40 11 L..::,:':’..‘;..’*"..:';n: ov 1sv=|m{i

| :’I*?_'."?‘ST 40wt (|, ovisvion L,m':'o‘;:ﬂ'i':m ]

| - I
\_ __,_"l.uam'[nmmh = I '\'_l‘\ ~ n i _I'l
e, o R‘?F AsY 40 | ,,::::*..z:.*.::';m ov JSV:IOH -

=ROFAST 40 wrsmssmumn |

BLL, s, - TEAeAR

LA N2

R e

: ov stou e o |

T I
D T . Wi )
— —Y
W retess a1 £ B
st wine 11 ¥ e ID Ot Linees Not T bet Printed
Tplsl Wit 54 e
pererg
B HACAEY
K Tt i
r A Pracuct Nime Cempenem hem Cote Cuate i Tema
EE ROFAST 43y Foll POVIIES L0208 & 520 e
AUROBINDO [T —— Visttiga fia, Ressom OF byt Rivkrmad M Agprovidiby
Paciaging Davisopment Vieram "% Subemigsion
Taim Lasder Garasty Bemeniised s of Galoti - 01
Gar 115w 55 v (1
R ¥ P Framprods
Wision
et Depers "
it Inkrmaton Signi Gt

y [



https://trungtamthuoc.com/

THUOC KE BON
RX ROFAST 5

(Vién nén rosuvastatin 5 mg)

RX ROFAST 10

(Vién nén rosuvastatin 10 mg)

RX ROFAST 20

(Vién nén rosuvastatin 20 mg)

RX ROFAST 40

(Vién nén rosuvastatin 40 mg)

Poc k Inedmg dén st dung trege khi diing
Dé xa tdm tay tré em
Thuéc nay chi ding theo don thuie
Théng bio ngay cho bac sy hodc diege 5§ nhitng tde dyng khing mong muin
giip phai khi st dung thude

1. THANH PHAN CONG THUC THUOC

M3i vién nén bao phim ¢é chira:

Thanh phin hogt chit:

ROFAST 5§ : Rosuvastatin calei wong dwong véi rosuvastatin 5 mg.

ROFAST 10: Rosuvastatin calei wrong duong vdi rosuvastatin 10 mg.

ROFAST 20: Rosuvastatin calei twong dwong véi rosuvastatin 20 mg.

ROFAST 40: Rosuvastatin calci twrong duong véi rosuvastatin 40 mg.

Thénkh phin id duge:

Lactose monohydrat, calei hydrogen phosphat  khan, cellulose microcrystallin,
crospovidon, magnesi stearat, oprady I pink 32K84302.

2. DANG BAO CHE
Vién nén bao phim.

3. MO TA SAN PHAM

ROFAST 5: Vién nén bao phim hai mit 13i, hinh biu duc, miu héng, mt mit ¢ khic
chir 1", mit kia khiic s6 “33”

ROFAST 10: Vién nén bao phim hai mit 15i, hinh tron, mau héng, mjt mit c6 khic chir
«3” mit kia khiec 56 “54”
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ROFAST 20: Vién nén bao phim hai mit 161, hinh ton, miu hong, mét mit cd khic chir
“J*, mjt kia khiic sb “55”

ROFAST 40: Vién nén bao phim hai mit 16i, hinh biu duc, mau héng, mjt mat o khic
chvir 1", mit kia khide s6 56"

4. CHi DINH

Diéu trj ting cholestersl miu

Ngudsi lom, thanh thiéu nién v tré em tir 6 wdi trér 1én b ting cholesterol miu nguyén
phat (logi Ia ké cé tang cholesterol mau gia dinh kidu dj hop ti) hojfic rdi logn m& miu
hén hop (loai Tb): Rofast 1a mdt ligu phip hd trg cho ché d§ an kiéng khi bénh nhin
khong dip img diy di voi ché d an Kiéng vi cic ligu phap khong diing thude khée (nhu
tip thé duc, gidm cin).

Tang cholesterol miu gia dinh kidu ddng hop tr: Rofast ding hd trg cho ché 4§ an kiéng
vil cde bién phip didu trj gidm lipid khic (nhw gan thch LDL miu) hofic khi cie ligu phap
ndy khdng thich hop.

Phéng ngiva cdc bién cé tim mach

Phong ngita céc bién cb tim mach chinh & nhimg bénh nhan duge cho 13 ¢6 nguy co cao vé
tim mach,

5, LIEU DUNG, CACH DUNG

Li¢u diing

Trudre khi bit diu didu trj, binh nhin nén theo ché dd dn kiéng chuin gidm cholesterol va
tidp tue duy tri ché d@ ndy trong sudt thi gian didu tri, Sir dyng cée hudng din déng thuin
hign nay vé diéu tri rbi loan lipid dé didu chinh liéu Rofast cho timg binh nhan theo myc
tiéu didu trj va dap g cia bénh nhin,

Biéu trf tang cholesterol min

Lidu khéi diu khuyén cio 13 5 mg hofic 10 mg, ubng ngiy 1 Fin cho ¢4 binh nhin chua
timg ding thudc nhom statin vi bgnh nhin chuyén tir ding thude e ché HMG - CoA
reductase khic sang ding Rofast. Vige chon lya libu khoi diu nén lou ¥ dén mirc
cholesterol ctia timg bgnh nhiin, nguy co tim mach sau niy ciing nhw khi ning xay ra cic
tic dung khing mong mudn. Khuyén cdo bit diu voi liéu thip nhit ma thude co téc dung,
sau 46 néu cin thiét, c6 thé didu chinh lidu theo nhu clu va ddp img cia timg ngudi bing
cich ting lidu timg dgt cich nhau khong dudi 4 tudn vi phii theo ddi ce phin img c6 hai
ciia thudc, diic bigt li cde phin (mg c6 hai 461 véi h¢ co. Vi thn suiit tic dung khing mong
muén tang khi ding liéu 40 mg so véi che lidu thip hon, vige chudn liéu lin cudi dén 40
mg chi duge xem xét cho cde bénh nhan ting cholesterol mdu ning ¢6 nguy o cao vé
bénh tim mgch (diic biét li cic bénh nhin ting cholestero]l mdu gia dinh), mi khong dt
dugre mye tiéu didu trj & lidu 20 mg vi cic bénh nhin ndy cin phii dwgc theo doi thuing
xuyén. Cin 6 sy theo ddi chiit ch cia bic s§ chuyén khoa khi bit diu ding liéu 40 mg.

NOAS-
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Phéng ngiva cdc bién cé tim mach

Trong nghién cira vé gidm nguy co tai bién tim mach, lidu ding khuyén cdo 14 20 mg mbi
ngdy.

Tréem

Chi diing thude cho tré em khi 6 sy gidm sdt cha bic sy chuyén khoa,

Tré em 6 - 17 i

05 1ré em bj ting cholesterol méu gia dinh kifu dj hop tr: Ligu khoi diu théng thudmg 13 5
mg mdi ngiy.

G tré em 6 - 9 tudi bi ting cholesterol méu gia dinh kiéu dj hop 1ir, liéu thuéng ding 13 5 -
10 mg mi ngay mjt lin.

Déi v tré em tir 10 dén 17 wdi cb tang cholesterol mau gia dinh kitu di hop ti, lidu
théng thuémg 1d 5 - 20 mg udng m3i ngay mit liin,

Liéu diing duge dyra trén ce ddp (mg ¢4 nhin va kha ning dung ngp & b¢nh nhin. Tré em
clin theo ché dé 4n kiéng chudn gidm cholesterol va tiép tuc duy tri ché d9 ndy trong sudt
thiri gian didu 1,

Tang cholesterol miu gia dinh kiéu déng hop tir: Kinh nghiém str dung chi gidi han trén
m@t nhém nhé tré em (= 8 wéi).

Khéng sir dung lidu 40 mg cho tré em.

Khéng sir dung thude ndy cho tré dudi 6 wdi.

Ngirdi cao twdi

Liéu khai diu khuyén cdo 13 5 mg/ngdy cho ngudi trén 70 wéi. Khong cin diéu chinh nio
Khic vé liéu ding cho ngudi cao tudi.

Bénh nhin say thin

Khéng cin diéu chinh liéu & cic bénh nhin suy thin ti nh dén vira. Litu khéi diu khuyén
cdo la 5 mg & binh nhin suy thin vira (49 thanh thai creatinin < 60 ml/phit). Chéng chi
dinh diing liéu 40 mg & nhimg bénh nhin suy thin vira. Chong chi dinh diing Rofast cho
bénh nhin suy thiin ning.

Bénly nhin suy gan

Néng dd todn thin cda rosuvastatin khong ting & nhimg binh nhin co diém s6 Child -
Pugh < 7. Tuy nhién, néng ¢ toan thin cia thude ting 1én d3 duge ghi nhin & nhimg bénh
nhin ¢6 diém sé Child - Pugh 8 va 9. O nhimg bénh nhin ndy nén xem xét dén vige dinh
gid chire niing thin. Chira c6 kinh nghi¢m trén cic benh nhin co diém sb Child - Pugh trén
9. Chéng chi dinh diing Rofast cho cc bnh nhin mic bénh gan phit trién,

Chaing tic

Tiing ndng d9 toin than cia thude 4 dige ghi nhin & bénh nhin Chiu A. Do o nén cin
nhic lidu khoi diém 5 mg a8i véi ngudi chau A. Chéng chi dinh ding lidu 40 mg cho
nhém bénh nhén niy.

Bink nhéin cd yéu a6 nguy co binh Iy cor

Lidu khoi diu khuyén cdo 1a 5 mg. Chéng chi dinh ding liéu 40 mg.

NV~
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St dung trong diéu 1ri phéi hgp thude

Rosuvastatin Ii mdt chit nén ciia cac protein vin chuyén khic nhau (vi dy OATPIBI vi
BCRP). Nguy co ¢ia bénh co (bao gdm ca tiéu co vin) ting 1én khi Rofast duge ding
déng thi voi cde thude 1am ting nong dj rosuvastatin trong huyét tuong do twong tic vii
cac protein vin chuyén ndy (vi dy nhir ciclosporin va céc chit irc ché protease nhiit dinh
bao géﬁm Sir két hop cia ritonavir vai atazanavir, lopinavir, vivhodic tipranavir). Méu o
thé, ding thude thay thé va xem xét tam thei ngung ding Rofast. Trong truémg hop bit
buiic phai diéu trj phdi hop, cin xem xét lgi ich va nguy co ciia trj ligu dong thii va diéu
chinh liéu Rofast phi hgp.

Cilich ding

Thube ding dudmg udng.

Sir dung thude mit ngay mot Jan, nudt nguyén vién thude clng véi mude.

Cé thié ding thude vio bit k¥ théi gian ndo trong ngdy, ciing hodc khang ciing thirc in.
Ding thude vio ciing mdt thivi didm hing ngay dé gitp ghi nhé viée udng thude.

Néu quén udng mit liéu Rofast, hily bo qua lidu di quén v ding lidu ké tifp theo ding
lich trinh, Khéng sit dung lifu gap déi dé bii cho liéu di quén,

6. CHONG CHI DINH

Chéng chi djnh ding Rofast cho:

Bénh nhin qua miin véi rosuvastatin hoic bit k¥ ta duge ndo cia thude.

Bénh nhiin ¢6 bénh gan phat trién ké ¢4 tang transaminase huyét thanh kéo dii va khéng rg
nguyén nhin, va khi rt::mg d§ transaminase huy-.."t thanh ting hon 3 lin gidi hgn trén cia
mire binh thudng (ULN).

Bénh nhin suy thin niing (d¢ thanh thai creatinin < 30 ml/phit).

Bénh nhin ¢6 binh 1§ vé co.

Bé¢nh nhin dang ding cyclosporin.

Phy nir ¢o thai vi cho con bi, phy nir ¢6 thé ¢6 thai ma khong ding cac bign phap trinh
thai thich hop.

Liéu 40 mg ching chi dinh & nhimg b§nh nhin c6 yéu 16 nguy co binh 1§ coftitu cor vin,
Nhimg yéu tb ndy bao gom:

Suy thin vira {d thanh thdi creatinin < 60 ml/phit).

Suy gidp.

Tién sir gia dinh hojic ban thin ¢d bénh 1§ co ¢d tinh di truyén,

Tién sir ton thuong co trnde iy giy ra bai thuiic ite ché HMG-CoA reductase khie hode
fibrat.

Nghién nrgu.

Céc tinh trang ldm ting néng dé thude trong miu,

Bénh nhin 13 nguini Chiu A,

Diing két hop fibrat.

\ Wl} ~
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7. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Anh hwing trén thin

Protein nigu, duge phét hién bing que thir vi ¢o ngudn gée chinh tir dng thin, di duge ghi
nhin & nhimg b¢nh nhin didu tri bing Rofast liéu cao, die bigt & lidu 40 mg, phin 16n tinh
trang ndy thodng qua hofic thinh thoang xdy ra. Protein nigu khéng phai la diu hidu bao
tnrée ciia tinh trang bénh thin cip hojc tién rién. Cin dénh gia chire ning thin trong th
gian theo ddi céic bénh nhin di duge diu trj véi lidu 40 mg.

Anh huimg trén co xuong

Cic tic djng trén co xwomg nhu giy ra dau co vi bénh co v mt s6 hiém tnrémg hep ticu
co vin &3 duge ghi nhiin & nhimg bénh nhin duge diéu tr bing Rofast & tit ci cdc lidu vi
diic bigt & lidu > 20 mg.

Ba néng dp Creatine Kinase (CK):

Khéng do nﬁng d creatine kinase (CK) sau khi viin déng ging site hojic khi ¢o sy hign
dién clia mit nguyén nhin nio d6 ¢ thé lim ting CK vi diéu ndy c6 thé lam sai lch ké
qua. Néu nong dé CK ting cao ding ké truée khi didu tri (> 5 x ULN) thi nén thyre hign
mit xét nghiém dé xic dinh lai trong vong 5 - 7 ngdy. Néu xét nghiém Iip lai xde djnh
néng d§ CK trude khi diéu tr vn Ién hen 5 x ULN thi khong nén bt diu di¢u trj bing
Rofast.

Triede khi diéu tri:

Gidng nhr cic chit e ché men HMG-CoA reductase, Rofast ¢o nguy co giy ra cic phan
(g ¢6 hai déi véi hé co nhur teo co, viém co, cin thiin trgng khi ding Rofast & bénh nhan
¢6 cdc yéu to nguy co cb thé din dén 1on thueng co, binh 17 vé cartidu co van, Xét nghidm
CK nén dirge tién hanh trong nhimg trrémg hap:

Suy giam chirc nang thin

Nhuge gidp

Tién sir bin thin hodc tién sir gia dinh méc bénh co di truyén

Tién sir bj binh co do sir dung statin hodc fibrat trude dé

Tién sit bénh gan vivhoiic ubng nhidu negu

Bénh nhin cao tudi (> 70 i) ¢é nhimg yéu t nguy co bi tidu co vin

Khi niing xdy ra twong tic thude va mt sé ddi tugng bénh nhin djic bigt

Trong nhimg truémg hgp nay nén can nhiic lgi ich/nguy co va theo ddi binh nhin tén lim
sing khi didu trj biing statin. Néu két qud xét nghigm CK > 5 lin gidi han trén clia mire
binh thuémg, khéng nén bit diu didu i bing statin,

Trong khi diéu trj:

Trong qui trinh diéu trj biing statin, bénh nhin ciin thong bao khi o6 cie biéu hién vé co
nhir dau co, elmg o, yéu co.... Khi ¢6 cic bidu hi¢gn niy, binh nhin cin lam x¢ét nghigm
CK dé ¢ cic bién phip can thigp phi hgp. Ngung ding Rofast néu néng 4 CK ting cao
ding ké (> 5 x ULN) hofic cdc tri¢u chimg vé co trim trong va giy kho chiu hing ngiy
{ngay ci khi ndng d CK < 5 x ULN), Néu ciic tri¢u chimg niy khéng con nita va nbng dé
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CK trér Ipi mire binh thudmg nén xem xét dén vige ding lai Rofast hodic diing m{t chit ire
ché men HMG - CoA reduetase khdc & lidu thip nhét vi theo dai chit cha.

Vi¢e theo doi dinh ky nﬁng dj CK & cic bénh nhin khéng ¢ tri¢u chimg khong dim bio
phit hi¢n bénh co.

Tiing nguy co tdn thirong co khi sir dyng déng thai véi céc thude sau:

Gemfibrozil

Cic thude ha cholesterol méu nhéom fibrat khic

Niacin lidu cao (= 1 g/ngdy)

Colchicin

Trong cic thir nghi¢m lim sdng, khdng ghi nhiin thily sy gia ting anh huéng trén co xuong
& mit 56 it binh nhin ding Rofast déng thévi véi cie thude khac. Tuy nhién, ti 1§ mic bénh
viém co vi bénh co gia ting 43 duge thiy & bénh nhin ding cic chit e ché men HMG-
CoA reductase khic ddng thii véi cde din xuit cha acid fibric ké ed gemfibrozil,
cyclosporin, acidnicotinic, thudc khing nim nhém azole, cic chit ire ché men protease va
khing sinh nhém macrolid. Gemfibrozil lim ting nguy co bénh co khi diing dong thoi vii
vii chit fre ché men HMG-CoA reductase. Do vily, sy phdi hop giia Rofast va
gemfibrozil khéng duge khuyén cdo. Vige sir dung két hop Rofast vdi fibrat hofie niacin
dé dat duge sy thay di hon nira ndng d§ lipid nén duge cin nhic ky gifta loi ich vi nguy
co ¢ thé xdy ra do nhimg két hgp nay.

Khing ding Rofast cho binh nhin ¢6 tinh trang nghiém trong cdp tinh, nghi ngé do bénh
co hofic ¢6 thé din dén suy thiin thi phit do tiéu co vin (nhir nhiém khudn huyét, tut huyét
dp, dai phiu, chin thwong, réi logn dién gidi, ndi tiét va chuyén hoa ning; hoje co giit
khéng kiém sodt dugc),

Anh lurémg trén gan

Gibng nhur e chit tre ché HMG-CoA reductase khic, cin thin trong khi ding Rofast &
bénh nhin nghién nrou niing vivhodc cb tién sir bénh gan.

Khuyén cdo lm xé nghigm enzym gan trude khi bt diu didu i1rj bing statin vi trong
trudmg hop chi dinh lim sing yéu ciu xét nghiém sau d6. Ngung hode giam liéu Rofast
néu ndng df transaminase huyét thanh gép 3 lin giéi han trén cita mirc binh thuéng,

O nhimg bénh nhin ting cholesterol thir phit do thiéu ndng tuyén giap hojc hi chimg
thin hur, thi nhimg bénh ndy phai duge diéu tr tnode khi bt diu dung Rofast.

Chiing t§c

Cée nghién ciru duge dong hoe cho thiy cé si gia ting ndng 46 thude trong méu & bénh
nhin Chiiu A so véi ngudi da tring.

Téc ding trén h niji tiét

Ting HbAlc vi nong d¢ glucose huyét lie doi di duge ghi nhin khi ding cie chit i ché
HMG - CoA reductase, bao gdm cd Rofast,

Cie chiit tre ché protease

N




https://trungtamthuoc.com/

Vige sir dyng déng thi cac thude ha lipid miu nhém statin véi ede thude diéu rj HIV va
viém gan siéu vi C (HCV) c6 thé lim ting nguy co giy tdn thuong co, nghiém trong nhit
I tiéu co vin, thin hur din dén suy thin vi gy i vong.

Khing khuyén cio ding chung véi cée chit ire ché protease,

T4 duge lactose

Thudc chira lactose. Nhimg bénh nhin c6 vin dé di truyén hiém gip khing dung nap
galactose, thiéu lapp lactase hofic kém hip thu glucose - galactose khong diing thude niy.
Bénh phii ké

Trudmg hop diic bi¢t cia bénh phdi k& di duge bio cio véi mdt s6 statin, diic bi¢t I trong
diéu trj kéo dai. Biéu hign co thé bao gﬁm khd thé, ho khan vi suy gidam sirc khie Iéng
qudt {m{t méi, gidm cdn va s61). Néu cé nghi ngér binh phéi ke & bénh nhin, phii ngung
diéu trj biing statin,

Bdi thio duimg

Cac statin, tdc nhin gdy ting duimg huyét cd thé lam ting nguy co ciia bénh ddi thio
duémg. Nguy co ndy c6 thé khdng 16n hon lgi ich do statin mang lai trong giam nii ro vé
tim mach va do d6 khdng phai 13 1y d& ngimg diéu trj biing statin,

Strdyng trén bénh nhi

Vige dinh gid sy phit trién tuyéu tinh vé chiéu cao, trgng Liegng, chi s6 BMI (chi s co
thé), va cde diic tinh thir cip vé trdmg thanh sinh dye theo cic giai dogn & tré em 6 - 17
tudi st dyng rosuvastatin duge gidi han trong khoang thési gian hai ndm. Sau hai nim diéu
trj nghién ciru, khéng phit hién anh huémg ndo dén toe d§ ting trudmg, cin ning, BMI
hofic syt trudng thinh sinh dyc & tré.

8. SUDUNG THUOC CHO PHY NI’ CO THAI VA CHO CON BU

Rofast chéng chi dinh trén phy nir ¢6 thai vi phy nir cho con bi,

Phy nir c6 thé mang thai cin sir dung cde bign phip ngira thai thich hop.

Vi cholesterol vi cic sin phim sinh téng hygp cholesterol khic 1a cin thiét cho sy phit
trién clia bio thai nén nguy co tiém ting do trc ché men HMG-CoA reductase sé chiém wu

thé hon lgi ich eia viée diéu trj bing Rofast rong sudt thii gian mang thai. Céc nghién

cint trén dgng viit cho thiy ¢6 nhimg bing chimg gidi han vé dge tinh trén hi sinh sin, g'
Néu bénh nhin ¢6 thai trong khi diéu tr bing Rofast thi nén ngung thube ngay 1ap tirc.

O chudt, rosuvastatin bai tiét vio sita, Khing c6 dir lign wrong img vé sir bai tiét vio sita &

ngudi.

9. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY

MOC
Ciic nghién el dé xde dinh anh huéng cia Rofast 1én kha nidng 14 xe va vin hanh miy

chua dugre thire hign, Tuy nhién, dya trén nhimg dic tinh duge lye thi Rofast khéng co dnh

7
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huémg dén cac kha ning ndy. Khi lii xe hofc vin hinh miy méc nén luu ¥ n"m.g ching
mit, nhin mér e6 thé xay ra trong thér gian diéu 1,

10. TUONG TAC, TUONG KY CUA THUOC

Twong tic cia thube

Anh huedng cida cidc didu ir] phoi hop trén rosuvastatin

Cie chdt tte ché protein vin chupén: Rosuvastatin 1d mdt chit nén cho cdc protein vin
chuyén nhit dinh bao gém ci OATPIBI vi BCRP. Ding ding thoi cdc thude ndy véi
Rofast ¢6 thé din dén ting ndng di rosuvastatin trong huyét twong va lam ting nguy co
bénh co.

Ciclosporin: Ciclosporin ldm ting ndng d§ rosuvastatin trong mdu (di¢n tich dudi duimg
cong AUC) gip 7 lin. Rofast chéng chi dinh & nhimg bénh nhin dang ding eiclosporin.
Sir dyung ddng thisi véi Rofast khong dnh hudong dén ndng d§ trong huydt twong eia
ciclosporin.

Ue chéé Protease: Mie di chura 16 co ché chinh xic eia trong tde, viée sir dung dfmg théi
vai chit irc ché protease co thé ting manh néng @9 trong mau clia rosuvastatin. Vi dy, 4
trong mdt nghién cinu duge dong hoe, phéi hop cia 10 mg rosuvastatin véi két hop ciahai )
chiit irc ché protease (300 mg atazanavir/100 mg ritonavir) & ngudi tinh nguyén khée
manh lim ting trong img AUC va Cmax twong irg 1én 3 va 7 lan.

Vige sir dung dong thiri Rofast vai mt s phii hop thudc it ché protease ¢6 thé duge xem
xét sau khi cin nhic diéu chinh liéu Rofast dya trén sy gia ting dir kién trong tiép xiic véi

rosuvastatin.

Viée sir dung déng thin cic thube nhom statin v&i cac thube difu trj HIV vi viém gan siéu
vi C (HCV) ¢b thé lim ting nguy co gy thn thuong co, nghiém trong nhit 14 tidu co vin,
thiin hur diin dén suy thin v c6 thé giy nr vong.

Gemfibrozil vi cdc thude ha lipid kidc: Siv dung ddng thii Rofast va gemfibrozil din dén
sir gia ting gﬁp 2 in Cmax vi AUC eiia rosuvastatin,

Dya trén dir li¢u tr cic nghién ciru wong téc cy thé, khing thay cé hrong tic duge ding
hoc véi fenofibrat. Tuy nhién twong tic dwgc lue cé thé xdy ra. Ting nguy co tén thuong
co khi sir dung statin dong thivi véi cdc thude sau:

- Gemfibrozil

- Céc thude ha cholesterol mau nhém fibrat khic

- Niacin lifu cao (> | g/ngiy)

- Colchicin.

Chéng chi dinh diing liéu 40 mg ddng thai voi mét fibrat, Nén diing liéu khéi dau 5 mg,
Ezetimib: St dung dong théi 10 mg rosuvastatin va 10 mg ezetimib din dén mét sir gia
ting 1,2 lin AUC cia rosuvastatin, Tic dung phy trong tuong tic duge déng hoc giita
Rofast vi ezetimib [a khing thé logi trir.
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Khdng acid: Ding déng thoi Rofast véi mdt khing acid c6 chira nhém vii magnesi
hydroxid din dén gidm néng d§ rosuvastatin khodang 50%. Hi¢u tmg ndy giagm nhe khi cic
thude khing acid duge sir dung 2 gidr sau khi diing Rofast. Su lién h¢ 1im sing cia twong
tac nay chwa duge nghién ciu.

Erythramycin: Ding déng théi Rofast vi erythromyein din dén gidm 20% AUC va gidm
30% Cmax ciia rosuvastatin. Tuong tic niy cb the do sy gia ting nhu djng nuft giy ra béi
erythromyein.

Enzym cytochrom P450: Khong quan sit thiy twong tic lién quan gilra rosuvastatin vi
fluconazol (chilt tre ché CYP2CO va CYP3A4) hoiic ketoconazol (chit ire ché CYP2AG va
CYP3A4).

Nhitng teomg tic déi ki phdi dicu chinh lidu roswvastatin: Lidu Rofast cin duge ditu
chinh khi bit bujc phii sit dung déng thii Rofast véi cic thude lim ting tiép xic cla
rosuvastatin, Bit ddu vai mot lidu Rofast 5 mg mt in/ngdy néu ting tiép xic dy kién
(AUC) 1a khodng 2 Iin hojc cao hon. Liéu téi da hing ngy cita Rofast ciing nén duge
diéu chinh dé dam bao tiép xiic dy kién cila rosuvastatin khi sir dung két hop s& khong
virgt qué tiép xiic cla lidu 15i da rosuvastatin 40 mg khi sit dung mét minh. Vi du nhur sir
dyng mit litu téi da 20 mg Rofast véi gemfibrozil (lam ting AUC 1,9 lin); mét liéu 16i da
10 mg Rofast véi két hop ritonavir/atazanavir (lim ting AUC 3,1 I:‘m).

Sir dung liéu t6i da 10 mg Rofast mit lin/ngay khi sit dung ddng thisi vi: atazanavir, phdi
hgp atazanavir + ritonavir, ph:":ri hep lopinavir + ritonavir.

Anli Turdnig cria rosuvastatin tvén cic sdan E.flﬁ-m thudc didu tri glnil' ligp

Khdng vitamin K: Cing nhu véi cdc thudc irc ché men khit HMG - CoA reductase khic,
sit dung Rofast & nhimg binh nhén dang duge diéu trj voi thude dbi khing vitamin K (nhu
warfarin hofic mit thude ching ding coumarin) co thé din dén sy gia ting chi sé binh
thudmg héa quée té INR (International Normalised Ratio). Ngimg hofic giam Rofast ¢6 thé
din dén giam INR. Trong trudmg hop nay, cin gidm sit INR mét céch thich hgp.

Thuée trink thai dieéng udng/ hormon thay thé (HRT): Sir dung déng thiri Rofast va thube
trinh thai din dén sy gia ting AUC cia cthinyl estradiol va norgestrel tuong img 13 26%
vi 34%. Nén cin nhilc khi lya chon lidu ding cia thude trinh thai.

Cie logi thude khic:

Digoxin: Dia trén dir li¢u tir cdc nghién ein wong tic ey thé khang tim thiy co twong tic
lim sdng lién quan vdi digoxin,

Acid fusidic: Cie nghién clu tuomg tic cia rosuvastatin va acid fusidic chua duge thye
hién. Nhwr vii statin khée, cie vin dé lién quan dén co, bao gbm ca tifu co vin, di duge
bio cdo trong kinh nghiém hiju tiép thi khi rosuvastatin va acid fusidic duge sir dung dt:mg
théi. Do 6, khing khuyén edo két hop rosuvastatin va acid fusidic.

Tré em: Cie nghién clru twong tic chi duge thye hign & ngudi Iém. Mirc 4§ tuong tie & tré
em chua duge biét,

Twong ky, cia thudic
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Khéng dp dung.

11. TAC DUNG KHONG MONG MUON CUA THUOC
Cie bién cd khong mong muén duge ghi nhiin khi ding Rofast thuémg nhe va thodng qua.
Trong cic nghién ciru lam sing ¢6 ddi chimg, ¢6 dui 4% bénh nhin diu trj bing Rofast
rit khoi nghién cire do bién cb khdng mong mudn,
Bing tom tht cde phin img 6 hgi duge phin nhom theo tin sudt: rit thudmg gdip (ADR =
1/10), thwimg gfip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1710000 < ADR < 1/1000), rit hiém gip (ADR < 1/10000), khéng xic dinh (khéng thé
dugre wde tinh tir dit ligu ¢6 sin),

Hi cor quan Thirimg gip itgap Hiém gip Rét hidm gip | Khing xdc djnh
i
AT Gidm tidu ofu
it bach kuyér
R&E logn hi J'lugng Phin (mg qud min
il dich bao gém phit mach
Bai thio dudng
i N (ting dirdmg|
Réi logn nii tict i ting
HbAlc)
RGP loan tdm thiin Phien mun
Pa diy thin|R&i logn  thin
. s kinh kinh ngoai biéa,
ﬂf;fopn hi thin|Nhire diu, chong ST L
o o thite  (mét  tri|(bao pbm mit ngd
nha, 0 0n..)  |va de mbng)
Réi fogn ki hip,
témg ngiee v trung Ho, khé thi
thit
RéQ fogn dg diy-|Tio bdn, budn Viem tuy Bénh tiéu chiy
ruft non, dau byng
. Ting Ving da,
RO+ Eogn gan ms iransaminases gan |Viém gan
Rii Togn da vi cde MNgira, phit Hj chimg
md diedi da ban, mié day Stevens-Johnson
Riéi loan eo xwong Bénh co (bao gdm
ki v med fiém|Ching nhire gin viém co), téu co|Bau khip Rédi loan gin
|kér vin
m‘ﬂ.r logn thin v ol i
it nigu
Réi logn h§ sinh Nir héa tuyén
lsidn vl fuyen Vi Wil & nam gidi
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|mf-i Joges tong qudt ]cm:mg suy nhuge | | | Phil né _]

Gibng nihur céc chéit ire ché men HMG-CoA reductase khiic, thn sut xdy ra tac dung khong
mong mudn lién quan dén thude ¢o khuynh huéng phy thude liéu sir dung.
Téc djng trén thin: Protein ni¢u, dugo phat hign bling que thir va ¢6 ngudn ghe chinh tir
$ng thin, 3 duge ghi nhan & nhimg bénh nhin di¢u trj bing Rofast. Sy thay dbi lugng
protein ni¢u tir khong ¢ hojc chi cd vét dén dwong tinh ++ hofic cao hon di duge nhin
thiy & < 1% bénh nhan khi diéu i bing Rofast 10 mg va 20 mg va khoang 3% bénh nhin
Khi didu tri biing Rofast 40 mg. Lugng protein ni¢u ting nhe ur khing c6 hodc ¢6 viét dén
duomg tinh + duge ghi nhin & liéu 20 mg. Trong hiu hét cic truimg hop, protein nigu
gidm hogic ty bién mét khi tiép tuc ditu trj va khong phai 1a diu higu bio trude clia bénh
thin cip tinh hay tién trién.
Tic dijng trén h§ co - xwong: Tée dong trén hi co - xuong nhu dau co, bénh co va mét
s hiém truémg hop tiéu co vin 43 duge ghi nhan & nhimg bénh nhin duge didu tri bing
Rofast & tit cd cdc lidu vi dic bigt & licu > 20 mg.
Ting ndng 49 CK theo liéu diing duoc quan st thiy & b¢nh nhan ding rosuvastatin; phin
1ém edc truimg hop nhe, khang cb tridu chimg va thoing qua. Néu ndng dp CK ting (> 5
ULN), vige diéu tri cin ngung tam thoi.
Tic dijng trén gan: Cling gidng nhu cie chit tre ché men HMG - CoA reductase khic,
ting transaminase theo liéu d3 duge ghi nhin & mgt sb it bgnh nhiin diing rosuvastating
phiin 16m céc trudmg hop déu nhe, khang €6 trigu chimg va thodng qua.
Cic téc dyng phy sau ddy @3 duge bo cio véi mt so statin:

- R&i logn chire nang tinh dyc.

- Céo truimg hop bit thuimg eia bénh phdi k&, diic bigt 14 di voi diéu tri kéo dai

- Ty I& bénh co van, bénh thiin nghiém trong va cdc binh vé gan nghiém trong (chi yéu 1
ting transaminase gan) ¢ao hon & liéu 40 mg.

12. QUA LIEU VA CACH XU TRi

Qui lidu

Mot s truimg hop qué lidu 03 duge bio cdo. Khéng binh nhin nio ¢6 trigu chimg dic
biét, cdc bénh nhin déu hdi phyc ma khong dé g di chimg.

Cich xir tri khi ding thube qui litu

Khong c6 phuemg phip diéu tri dic higu khi ding thude qud lidu. Trong truimg hop qué
lidu, bénh nhin nén duge didu trf trigu chimg va &p dung cdc bign phip hd tro theo yéu
ciu. Ciin theo doi chire niing gan vi néng 4 CK. Tham tich méu 1& khéng 6 lgi.

13. PAC TINH DUQCC LUC HQC
Nhém duge I§: Thube tri rbi loan lipid méau (Nhom chit tre ché HMG - CoA reductase)
Mi ATC: C10AA07
11
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Co ché tic dung:

Rosuvastatin 13 mijt chit e ché chon lpe vi canh tranh HMG - CoA reductase, 1a enzym
xie the qua trinh chuyén déi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat,
mét tién chit clia cholesterol. Vi tri tic dgng chinh ciia rosuvastatin 1 gan, co quan dich
lam giam cholesterol.

Rosuvastatin 1am ting s6 hwong thy thé LDL trén bé mit té bio & gan, do vily lam ting hip
thu v dj héa LDL va (rc ché sy ting hgp VLDL & gan, vi vily lim gidm cdc thinh phin
VLDL vi LDL.

Tihe dijng duge lye:

Rofast lam gidm sy ting ndng d§ LDL-cholesterol, cholesterol toin phin vil triglycerid va
lim ting HDL-cholesterol. Thube cling lam gidm ApoeB, non HDL-C, VLDL-C, VLDL-
TG va lam tdng ApoA-I (xem bang 1 vi 2). Rofast ciing lam giam cée ti 1¢ LDL-C/HDL-
C, C toan phin/HDL-C, non HDL-C/HDL-C vi ApoB/ApoA-I.

Bang 1 - Dap img theo liéu & binh nhin ting cholesterol mau nguyén phat (Logi lla va lib)
(mirc thay déi trung binh (%) so véi trude khi didu trj)
Lidu sf_’.:::" LDL-C cpm“ HOL-C | TG Hgt'c ApoB | ApoAd
Gid duge 13 -7 -5 3 -3 -7 -3 0
5 17 45 -33 13 .35 .44 .38 4
10 17 52 -36 14 -10 .48 a2 4
20 17 55 -40 8 -23 -51 46 5
40 18 63 -46 10 -28 -60 -54 0
Bing 2+ D g theo I & binh i b ting trighycerid (Tp I hale tjp V) (% thay i binh quin 50 vén ban dlu) |
by M o LDLE | Cdsisphdn | HDLG | NeaHWDLE | WLOLE | WLOLTG
G duge % 1 5 1 3 2 v | e
5 ® Y 2 Fr 3 F F
1 | 3 3 45 <40 ] -5 4 ] » 1
P Pt ¥ 2 | 2 I @ “
o | 5 | # 4 | w " 5 3 o

Hiu qué tri liéu dat duge trong vong | tuin sau khi bit diu diéu tr vi 90% ddp img 16i wu
dat duge trong 2 tudn, Pap img t6i wu thudmg dat duge vio khodng 4 wfin va duge duy tri
sau dé.

14. PAC TINH DUQC DONG HQC

Hip thu

Néng 49 dinh trong huyét twong cila rosuvastatin dat duge khodng 5 gi&r sau khi udng.
Sinh kh dyng tuyét dbi khoing 20%.

Phiin b
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Rosuvastatin phin bé réng rli & gan 13 noi chii yéu téng hop cholesterol va thanh thai
LDL-C. Thé tich phin bé ciia rosuvastatin khoang 134 L. Khoang 90% rosuvastatin két
hop véi protein huyét tuong, chit yéu I véi albumin.

Chuyén hoa

Rosuvastatin it bj chuyén hod (khoing 10%). Cée nghién ciru in vitro vé chuyén hod ¢6 sir
dung chc té bio gan ciia ngudi xdc dinh ring rosuvastatin 13 mt chit nén yéu cho su
chuyén hod qua cytochrom P430. CYP2C9 14 chit ddng enzym chinh tham gia vie qud
trinh chuyén hod, 2C19, 3A4 vi 2D6 tham gia & mite 4§ thip hon. Chét chuyén hod chinh
duge xdc dinh 14 N - desmethyl va lactone. Chit chuyén hod N - desmethyl c6 hoat tinh
yéu hon khoiing 50% so véi rosuvastatin trong khi dang lactone khong co hogt tinh vé mit
lam sang. Rosuvastatin chiém hon 90% hoat tinh ¢ ché HMG-CoA reduetase trong tuin
hoan.

Thai trir

Khoing 90% liéu rosuvastatin dugc thai tnr qua phin & dang khéng ddi vi dang chit
chuyén hod vi phin con Iai duge bii tiét ra nude tiéu. Khoang 5% duge bii tiét ra nude
tiéu dudi dang khong d6i. Thiri gian ban thii trong huyét urong khodng 19 gio. Thoi gian
ban thii khong ting khi ding lifu cao hon. D¢ thanh thai trong huyét twong trung binh
khoing S0 livgiér (h s6 bién thién Id 21,7%). Gibng nhur céc chit ire ché men HMG-CoA
reductase khic, s vin chuyén rosuvastatin qua gan en dén chit vin chuyén qua ming
OATP-C. Chit vin chuyén ndy quan trong trong viée dao thai rosuvastatin qua gan.

Tinh tuyén tinh

Ning df rosuvastatin trong méu ting ti 1§ véi lidu ding. Khong c6 sy thay déi nio vé cic
thing 56 duge ddng hoc sau nhiéu lidu ding hiing ngay.

Ciic nhiém biinh nhiin diic bigt

Tudi tic va gidi tinh: Tic dgng cha wdi tic hofie gidi tinh trén duge dong hec cia
rosuvastatin khéng lién quan vé miit lim sing trén ngudi truémg thanh, Duge dong hoc
ciia rosuvastatin trén tré em vé thidu nién bj ting cholesterol miu gia dinh kidu dj hop tir
thi twong ty trén ngwdi tinh nguyén tnedng thinh.

Chiing tje: Cic nghién ciru duge dgng hoe cho thiy AUC va Cmax ting khodng gip 2 lin
& ngudi Chiu A séng & chéu A so véi ngudi da tring song & phong Tay. Anh hudng cia
chic yéu 16 di truyén va méi tudmg dbi véi sy thay d6i ndy chua xdc djnh dige. Mt phin
tich duge dgng hoe theo quin thé din cu cho thiy khing c6 s khic bigt co ¥ nghia lim
siing vé duge dong hoe & cde nhém ngudi da tefing va ngudi da den,

Suy thin: Trong nghién cint trén ngudi suy thin & nhidu mite 4§ khic nhau cho thiy ring
bénh than ti nhe dén vira khong nh huémg dén ndng a9 rosuvastatin hofc chit chuyén
héa N - desmethyl trong huyét teong. Bénh nhan suy thin ning (45 thanh thai creatinin
huyét twong < 30 ml/phit) €6 ndng 6 thude trong huyét rong tdng cao gép 3 lin va ndng
& chit chuyén hod N - desmethyl ting cao gdp 9 1én s0 v6i nguei tinh nguyén khoe manh.
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Néng 0§ ciia rosuvastatin trong huyét twong & trang thi On dinh & ahimg bénh nhin dang
thiim phiin méu cao hon khodng 50% so vi ngudi tinh nguyén khoe manh.

Suy gan: Trong nghién ciru trén ngudi ton thong gan & nhicu mire 45 khie nhau, khong
¢6 bing chimg vé ting ndng dd trong méu ciia rosuvastatin & nhitng bénh nhan c6 diém 5o
Child-Pugh = 7. Tuy nhién, 2 b{nh nhin vé1 diém s6 Child-Pugh 13 § v 9 ¢6 ndng d§ toin
thén cita rosuvastatin ting 1én t5i thidu gip 2 lin so véi ngudi c6 diém sé Child-Pugh thap
hon. Khéng c6 kinh nghiém & nhimg bénh nhin véi diém s Child-Pugh > 9.

Tré em: Hai nghién elru duge ding hoe vi rosuvastatin (dang vién) trén 214 bénh nhi 10
- 17 tudi hode 6 - 17 twdi bi ting cholesterol mau gia dinh kidu dj hop tr di chimg minh
ring ndng df toan thin cia rosuvastatin & bénh nhi bling hodic thip hon so véi ngudi 1én.

15. QUY CACH DONG GOI
Hép 3 vi x 10 vién nén bao phim.

16. PIEU KIEN BAOQ QUAN
Bio quin dudi 30°C. Bdo quén trong bao bi gc ciia thube,

17. HAN DUNG CUA THUOC
24 thing ké tir ngdy sin xudt. Khong diing thuéc qué han sit dung.

18. TIEU CHUAN CHAT LUQNG CUA THUOC
TCCS.

19. TEN, PIA CHI CUA CO 80 SAN XUAT THUOC

Cur sir sin xuit: Aurobinde Pharma Limited

Bia chi: Unit VII, SEZ, TSIIC, Plot. No. §1, Survey No"s: 411/P, 425/, 434/P, 435/P &
458/P, Green Industrial Park, Polepally Village, Jedcherla Mandal, Mahaboobnagar
Disirict, Telangana State, India (An Bg).
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