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Vién nén bao phim RICHSTATIN 5mg, 10mg, 20mg
(Rosuvastatin)
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THANH PHAN
RICHSTATIN Smyg
Md# vign nén bao phim c6 chiea:
Hoor ehar: ROSUVASTALIN 1. ooiiimiinniiimn i 3 MR
(dang mudi Rosuvasiatin calei)
Td dgres Avicel PH 102, Lactose regular, Dibasic calcium
phosphate anhydrous, Povidon K30, crospovidone, Magnesi
stearat, Methocel E-5, Titan dioxyd, PEG 6000, miu xanh
Brilliant lake, b{t Tale tinh khiét.
RICHSTATIN 10mg
Méi vien nén bav phim c6 chira:
Hoat chdr: ROSUVASIAUN «.oceeeveceerccnrerecennanens JO MR
{dang mudi Rosuvastatin calei)
T dwge: Avicel PH 102, Lactose regular, Dibasic calcium
phosphate anhydrous, Povidon K30, crospovidone, Magnesi
stearat, Opadry 11 mau tim, b)t Talc tink khigt.
RICHSTATIN 20mg
M vién nén baa phim ¢d chira:
Hoar chal; ROSUVASTAIN 1ooierissiiesiinesisssssssssarers 20 TTE
(dang mudi Rosuvastatin calei}
= Td dhegre: Avicel PH 102, Lactose regular, Dibasic calcium
phosphate anhydrous, Povidon K30, crospovidone, Magnesi
~stiran; Opadry Wi xante b Tale tink ki
DUQC LYCHOC
Rosuvastatin 18 mt chit &c ché chon lge vh canh tranh men
HMG-CoA reductase, |3 men xic tic qué winh chuyén di 3-
hydroxy-3-methylglutiryl coenzyme A thinh mevalonate, m{u
tién chdt ciia cholesterol. Vi tri tac ddng chinh ciia Rosuvastatin
14 gan, co quan dich lim gidm cholesterol.
Ciic nghién ciu trén in vivo va in vitro cho thiy Rosuvastatin c6
tic dung theo 2 cdeh: Piu tién, ting b lugng thy thé LDL teén
bé miit té bio & gan, do viy lim ting hip thu va di hod LDL.
Thit hai, thude tre ehé sy tbng hop VLDL & gan, vi viy lam giam
&b lwgmg cdc thinh phin VLDL v LDL.
DUQC BONG HOC
Héip thu
Ning: dp dinh trong huyft tuomg cda  Rosuvastatin dat duge
khoang 5 i sau khi udng. D& sinh khi dung wyét dbi khodng
20%. Candng dd dinh €y vh dién tich dudi dudmg cong AUC
tang twomg quan theo liéu. Ding Rosuvastotin véi thirc 2n lam
giam 1y 1§ hip thu khodng 20% theo Cmax, nlwmg khdng énh
huémg dén mirc ¢ hip thu theo AUC,
Phén b
Rosuvastatin phan bb ring rii & gan 14 noi chi yéu thng hep
cholesterol vi thanh thdi LDL-C. The tich phin b cla
Rosuvastatin khodng 134L. Khoang 88% Rosuvastatin gin két
véi protein huyét trong, chit yéu 1 albumin, Sy gin két ndy c6
thé dio nguge vi Khing phu thuje vio ndng dd ong huyét
wong.
Chityén hda .
Rosuvastatin it bj chuyén hod (khodng 10%). Chit chuyén hod
chinh 12 N-desmethyl (cé hoat tinh yeéu hon khodng 50% so wbi
Rosuvastating - duge tyo thinh bt cytochrome P450 2C9 - va
chit chuyén héa lactone (khong 6 hoat tinh lim sing)
Rosuvastatin chifm hon 90% hoat tinh &c ché HMG-CoA
reductase trong tudn hodn,

Thi trie [ s

Sau khi ubng, khoang 90% lifu Rosuvastatin !t{a‘ Fyhod

dugc thai trir qua phin va khodng 5% duge bai ¢ tidu

duéi dang khong ddi. Thoi gian ban thii (1,2) khodng 19 gid.

Thai gian ban thai khing téang khi ding liéu cao hom,

CHI BINH

RICHSTATIN (Rosuvastatin) duge chi dinh:

- Phbi hgp vai ché d§ an kiéng dé giam nbng 49 Cholestero!
toan phin,  LDL-cholesterol, Apolipoprotein B, cac
Trighycerid, va tang HDL-cholesterol & nhitng bénh nhin ting
Cholesterol huyét nguyén phat (dj hep tir 6 tinh gia dinh va
khéng cd tinh gia dinh), réi logn Lipid huyét két hop (1Eng
Lipoprotein huyét/ typ 1la va [Ib theo phin loai Fredrickson).

- Phbi hop vai ché 40 an kidng wong difu i ting ndng db
Triglyeerid huyét tuomg (bénh ting mighycerid huydt! wyp 1V
theo phin logi Fredrickson).

. Lam gidm Cholesterol todn ph.’in, LDL-cholesterel va
Apolipoprotein B & nhimg bénh nhin ting Cholesterol buyér
dbng hop 1l ¢6 tinh fia dinh, dé hd tro cho ché di &n kiéng va

1]

céc phuong phip @icu tri/giim lipid huyét khing ding thude
huiic céc phuon u tr gidm lipid huyét khdc, hofic khi
cde phuong phip 1 may khéng thich higp holie khong diy
du

LIEU LUQNG VA CACH SU' DUNG

+ Khuyén cdo bit du digu trj voi liéu thip nhit ma thude ¢ 1de
dyng, sau d6 ndu cin thilt, ¢6 thé diku chinh lidu theo nhu cdu
va dap tmg cha Wmg ngudi bing cich ting lidu ting dot cich
nhau khéng dudi 04 twan va phii theo doi cde philn tng co hai
cia thude, dic bigt la phin img c6 hai dbi véi hé co.

- Lién quan gitra liéu ding cla Rosuvastatin vi chimg tidu o,
wiin edn luu §: 13t ¢d cde bénh nhan bt ddu voi libu 10mg/ 1
140/ ngdy va chi tang 1én 20mg néu thiy cin thiét sau 4 tudn’
Cén theo doi chit chi dbi voi trrdmg hop ding lidu 46mg, \“

- Theo nghién ciry duge ding hoc i My irén ngudi Chilu A,
khd nang hip thu Rosuvastatin & ngudi Chiu A tang gip 2 lin
s0 vi ngud] da tring, do d6 nén cin nhic lidu khai diém Smg
dbi véi ngudi Chiu A.

- Bénh nhin cén phdi win thi ché & an kiéng lim gidm
Cholesterol theo qui dinh trwde khi ulng RICHSTATIN
(Rosuvastating v tifp tuc ché dj &in ndy trong subt thii gian
sit dyng thude. RICHSTATIN (Rosuvastatin) duge s dung
liéu dom vio bit el e nio trong ngdy, cang hojie khbng cing
wi thire in.

. Tang cholesterol huyét (dj hgp tir 6 tinh pia dinh v
khéng ¢ tinh gia ginh) va rbi logn lipid huyét két hop (tip
{fa v Ik theo phin logi Fredrickson)

Liéu Rosuvastatin 1&r § — 40mg, udng mbi ngay mdt lan, wy
theo muc dich mj ligu v dip img cia bénh nhin. Liéu khoi
dhu théng thudng khuyén cio cho RICHSTATIN
(Rosuvastating 14 10mg, | lin/ ngay. Lidu khéi diu
Smg/lin/ngay duge dp dung cho nhitng bénh nhin khing cé
yéu chu gidm LDL-Cholesteral tich cyc hode nhing bénh
nhin co yéu 16 din dén bénh co. DS véi nhimg bénh nhin
tang Cholesterol huyét dang ké (him lugng LDL-Cholesterol
> 190mg/ dL) va dbi héi giam lipid tich cye, <6 thé xem xé
liu khoi du 20mg. Sau lidu khoi ddu, vitholic ddng thai véi
dinh lugmg RICHSTATIN (Rosuvastatin), nén xét nghiém
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néng 6 lipid huydt wong 2 - 4 twln ¢ didu chinh litu phi
hop.

Ligu 40mg chi dinh ¢ho nhimg bénh nhin khing dat mye tidu
gidm LDL-Cholesterol nhu mong mudn khi st dung lidu
0mg/ W ngdy,

- Tang nﬂng df Trighyeerid huyﬁt tromg  (bfnh tAng

Triglyeerid huyet! typ IV Fredrickson)

Litu Rosuvastatin sit dyng tir 5 — 40mg, ubng | tin/ ngay.
Lifu khoi ddu théng thudmg 13 10mg/ nghy, diéu chinh dua
trén ndng 4o lipid huyéy, theo doi hing ngdy trong 2 - 4 twin
dén khi dat mize mong mudn,

- Tang Cholesterol huyét ding hop tired tinh gia dinh

Ligu khivi diu kKhuyén cie cho RICHSTATIN (Rosuvasiatin)
th 20mg, | lAn ngiy & nhimg bénh nhin tang Cholesteral
huyét ¢dng hop tir ¢b tinh gia dinh. Litu tbi da trong ngéy I
Almg. RICHSTATIN (Rosuvastatin) duge sir dung & nhimng
bénh nhin niy d& hd trg cic phueng phip didu 1rj Tam gidm
Lipid huyét khic, B

Cd thé tham khdo bing hiedng din sau o¢ thilt I5p myc tiéu
didu tri;

Bing hudmg din didu tri thee chieong trinh NCEP (Chuong
Trinh Gido Duc Cholesterol Quoc Gia - Hoa K§)
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* CHD: Binh mach vank

% Vi rde gld khuvén edo st dung ede thude gidm LDL trong
trucmg hop ning &8 LDL-Cholesteral < MW0mg 1 dL khong thé
dat duge bing cdeh thay dai 160 séng Céde wde pic khic
kbuyén cdo sir dung cdc thude diéu chinh Trighoerid v
HOL-Cholesterol nhur nicotimie va fibrat,

=ee Hdu hél ede bénk nhdn <6 0 -1 yéu 18 nguy co thi c6
ngiy cor 10 ndm < 10%5, do &6 vige ddnh gid nguy cor 10 ndm
& nhdm bnk when piy 1 khdng cde thidy,

CHONG CHI DINH
Rosuvastatin chéng chi djnh &

. Bénh nhin ¢é binh gan, bao g&

Bénh nhdn min cdm véi bt Ky think phin nido cda thube

m 1Eng transaminase huyét
twang kéo &40 khong rd nguyén nhin vi nhimg traémg hop
tang transaminase qua 3 Jn gidi hon trén,

- Phy nir cé thai v cho con bi, phu nlr cé nghi ngdr mang thai

vit khing sir dung cic bién phip trinh thai thich hep trude d6.

- Bénli nhin suy thin ning (4} thanh thii creatinin < 30ml/

phiit)
. Bénh nhin ¢b bénh co,
« Bénh nhin dang sir dung ¢ yelosporin,
Liky can d0mg Rosuvastatin chi dinh & nhitng bénh rthin
¢6 sin cic yéu to nguy co din dén bénh col bénh co nidu kich
phit bao ghm:

Suy thqn mide & trung Bink (63 thanh \hai
phiit "_':'3 O

Gism nfing tuyén gidp . 3

Cﬁ)iién s ¢d nhin hode gin dink mic bénh rdi loan co di
muyén

Co tifn sir dfc ¢o do cae chilt ire ché HMG-CoA reductase
khic hode dbe co do Fibrar

Lam dyng rugu

Cic truimg hop co thé din ddn ting nbng 4§ thube trong
huyét lwomg.

Phii hirp véi cie Fibrat,

THAN TRONG

Thiin trong chung voi nhimg thude nham statin: ¢dn cdn nhic
khi dang thube thude nhdm statin dbi voi béah nhin cd nhitng
yéu 1b nguy co din dén tdn thuong co. Thube thube nhom
statin ¢ nguy cor gly ra chc phin ing cd hai 461 vioi hé co
nhar teo co, viém co, dic bift ddi véi cac bénh nhin trén 65
twdi, bénh nhin bi bénh thidu nang twyén gidp khing duoe
kiém sodt, Bénh nhin bi bénh thin. Chin theo ddi ¢hidt ché cdo
philn irng c6 hai trong qud trink ding thube,

- Bénh nhin cin bio cao ngay cho bdc 1 didu uf cic diu higu

hﬁ; wrigu chimg dau co, mét moi, s01, nude tiu sim mau,
budn nén hode ndn trong qud trinh sit dung thube
Trwbo-khi-bét diu- didu wri-véi-Rosuvasating binh- nhin. cln
phii nb lirc kidm sodt tang Cholesterol huyét bing ché dd an
Kigng, tap thit duc vA gidm can phis hep & bénh nhin béo phi,
v didu trj cde rbi logn co bim khide.

Khi bt diu liéu phip diéu trj véi statin holic chuyén 1l hidu
phip difu e statin khae sang st dyng Rosuvastatin, lifu khoi
diu Rosuvastatin phii duge diéu chinh thich hop vi wy theo
muyc titu diéu trj & img bénh nhin,

. Cac chiit rc chit HMG-CoA reductase, ciing nhir cde ligu phag

gitm Lipid huyét khic, cd lién quan &dn nhimg bit thudmg

sinh hida chire nin) i .
- Khuyén clo lim x%zﬂn gan trude khi bl ddu dicy
trj bang statin v tron hep chi dinh bim sing yéu ciy

xét nghitm sau db.

« Cin nhic theo 40i creatin kinase (CK) trong tredng hop:

* Treoc khi didu i, xét nghigm CK nén duge tién hinh
trong nhing trudmg hop: Suy gidm chirc ning thin, nhule
gifp, tién st ban thin hode ién sit gia dinh mic bénh co
di truyén, tién sir bj bénh co do sir dung statin hofic fibrat
trudie dé, tifn st bénh gan vivholc :x:ag nhiéu nugu, bénh
nhéin cao tudi (> 70 wdi) cd nhimg yéu 16 nguy co bj tiéu
co van, khi ning xdy ra Wwong tic thube vi mit s dbi
tugmg bénh nhin dic biél, Trong nhing truimp hop ndy
nén cin nhic loi ichinguy co va theo dbi bénh nhin trén
Lim shng khi didu i bang statin. Néu két qui xét nghidm
CK > % ldn giéi han trén cda mie binh thudmg, khing nén
bit diu didu trj biing statin.

& Trong qud trinh didu 1rj bing statin, bénh nhin cn théng
bdo khi ¢é che bidu hitn v co nhu dau co, cimg o, y!u
co ... Khicb cic biéu hién ndy, bénh nhin cin lAm xét
nghi¢m CK dé b cac bifn phip can thiép phit hop.

St dung & ird om: Hidu qud va an todn khi st dung thube & 1
em chua duge thidt 1ip.

TAC DUNG PHY

Rosuvastatin thubmg diege dung nap the. Cde tie dung phy
thubmg nihg vi thodng qua.

- Pk bién: dau dhu, hoa mit. tho bén, budn ndn, dau bung. dau

©o vh suy nhuge.
Je phé bidn: ngira, ban dé, mé day.
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- Hiém xdy ra: cdc phin img qud man cam bao gAm bénh co,
co nigu kich phat, viém khép xuong, tang transaminase gan,

-« Rdt iidm: ving da, viém gan, bénh da thin kinh,

. Bt thiimg trong xét nghigm: Protein ni¢u d xdy ra & nhimg
bénh rhin didu i véi Rosuvastatin, Diéu ndy xiy ra thudng
xuyén hom & nhimg bénh nhin ding liéu cao Hosuvastatin
40mg. Cic bit thuimg khie duge bio cdo gdm ting creatinin
phosphokinase, tang transsminase lién quan dén lifu, wng
dudmg huyée, glutamyl transpeptidase, alkalin phosphatase,
bilirubin va b thutmg chire nang tuyén gidp.

- Mgodi ra, con b cdc tic dung phy sau:

»  Suy gitim nhin thirc (nhu mét wi nhé, 1 3.
«  Tang dutmg huyét
« Tang HbAlc

TUONG TAC THUOC )

- Tang nguy co ton theong co khi sir dyng statin dbng thii véi
cie thuoc sau:

«  Gemfibrozil

« Chc thube ha cholesterol miu nhém fibrat khac
« Niacin liéu cao ( = | g/ngly)

» Colchicin

- Céc thude ha lipid mdu nhdm statin voi cde thude didu ir HIV
v viém gan sidu vi C (HCV): Vige sir dyng dbng théi cde
thuic b lipid méu nhom statin véi cée thude didu i HIV va
viém gan situ vi © (HCV) ¢o thé lam ting nguy co giy ton
thueang co, nghiém trong nhdt 13 tiéu co van, thin hu din dén
suy thiin v cb the gdy 1l von)

Khuyén edo vé wromg tic thude gilta cde statin vi cie chi te

ché protease coa HIV v HCV y
Rosuvastatin = Atazanavir Gigi  hgn  liéu
e Atazanavir + Ritonavir | rosuvastatin 101 da
& Lopinavir + Ritonavir | 10 mg mdt linin
. Warfarin: Sir dung Rosuvastatin & nhimg bénh nhin diéu trj
liu dii voi Warfarin s& din dén tang chi sb INR ra.rét In':?
lim sing (international normalized ratio)
- Coumarin: O nhimg bénh nhin sir dyng ddng 1
ching déng coumarin va Rosuvastatin, INR phii dulfc xic
dinh trude khi sir dung Rosuvastatin vi thudmg xuyén trong
Eé&i gian diu dé dam bao ring sy thay déi INR khing ding

. Cde thude khdng acid: Dimg chung cée thubc khing acid
(phdi hop nhdm vi magnesi hydroxyd) vdi Rosuvastatin {Iiéu
40mg) lam gidm ndng 49 huyét wong cia Rosuvastatin
khodng 50%. Nén ubng céc thude khing acid cich it nhin 2
gitr sau khi ubng Rosuvastatin.,

- Cyelosporin: Phéi hop Cyclosporin va Rosuvastatin din dén
ting ning df Cau vi dién tich dudi duedmg cong AUC cda
Rosuvastatin Hn Jugt 1A 1T vA 7 lin so vai ngudri khie manh.
Chéng chi dinh ding chung Cyclosporin vi Rosuvastatin,

- Glemfibrozil: Phbi hop Gemfibrozil (600mg, 2 1A/ ngdy) va
litu dom Rosuvastatin din dén ting ndng 8 Co, vA ditn tich
dudi duimg cong ALUC ciia Rosuvastatin glp 2,2 vA 1,9 tin,

- Cde thude ngiea thai dwomg udng: Ding chung cic thude
ngira thai dubmg ubng (ethinyl estradiol vi norgestrel) vi
Rosuvastatin ldm ting néng d6 huyét wong cta ethinyl
cotradiol vi norgestrel [én 1in lug 13 26% va 34%.

- Erythramyein: Ding chung Erythromyecin va Rosuvastatin
lam gidm 20% dién tich dudi dwimg cong va 30% ning db
dinh trong huyét lwong Ce,, cia Rosuvastatin ;

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH

MAY MOC:

Rosuvastatin ¢ thé ghy hoa mét trong khi'
thin trong khi 181 xe v& viin hiinh may mic,
SUDUNG O PHY NU CO THAI VA CHO CONBU:
Rosuvastatin cl'ufmg chi djnh & phy nit ¢ thai vii cho con bi. Phy
ni dang & 4o tudi sinh sin nén ding phuong phip trinh thai
thich hop. V1 cholesterol v cic sin phém khic cia qué trinh
sinh tbng hgp cholesterol clin thiét cho sy phit trién cda thai nhi,
nén nguy <o tiém dn tir vige e ché HMG-CoA Coenzyme A s
cao hom lgi fch eia viée diéu tri trong khi mang thai.

Chua duge biét rosuvastatin c6 tiét vio sita mg hay khong, cin
thiin trong Khi ding thude & phy nir cho con bi.

QUA LIEU

Khi qué lidu, bénh nhin nén duge didu trj trigu chimg va c6 cde
bién phip diéu trj hd trg néu cdn thier,

BAO QUAN: O nhiét d§ dudi 30°C, trinh dnh sing vi dm,
HAN DUNG: 36 thang ké tir ngay sin xuit.

TIEU CHUAN: Nha sin xuft

TRINH BAY

RICHSTATIN Smg: | vi x 10 vién/ hip.

RICHSTATIN 10mg: | vi x 10 vign' hip.

RICHSTATIN 20mg: | vi % 10 vién/ hip.

- Péxa ,tﬁm fay tré em,
. or ki» hudmg diin sir dyng trude khi ding.

Neu edin thém thdng tin, xin hdi ¥ Kifn Bae si.
Thube niy chi ding theo sir ké don cia thily thude.

G

GETZ PHARMA (PVT.) LTD.
29-30027, Korangi Industrial Area Karachi 74900,
Pakistan.
FAX (92-21)5063 100-03 - TEL (92-21)5060141
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