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Vitn nén bao phim RICHSTATIN Smg, 10mg, 20mg zm/ﬁf‘.(’n 3
{Rosuvastatin)
THANII PIIAN Thdl erit
RICHSTATIN Smyp S Kl wdag, khodag 900 by Retuvasiin vi ¢hds chuydn bod
MG vidnt nén bao phim 08 chida: @uge thil triz qua phdn vi kholng $% duoc bai tét ra mudc tiéu
(TETE T T —— Smg Sl dang Mrbag £41 T pian bda i (1) Khodng 19 gid,

{dang mudi Rosuvastatin calel)
Tl dhmrc: Awiesl PH 102, Lactose regular, Dibaske calciom
phosphate ashydrous, Povidon K30, crospovidons, Magrei
stearat, Methocel -3, Titan dioxyd, PEG 6000, mis xaah
[eilliand lake, b0 Tale tink khify
RICHSTATIN 10mg
M vidn nin boo phim o6 chia
Mot chde: Roauvastathy oo 1O mg

(dang rmudi Rowovastatin cale)
Te dwpe: Avicel FH 102, Lactose repulas, Dibasie calcium
phosphate anhydrous, Povidon K30, m«iﬂm Magredi
sicacat, Opady |1 rds tm, bt Tale tink ;
RICHSTATIN 20mg
M vidn midn bas phim o6 chive
Hoat chir, Rowvagtatin i 20 mg

(dang mashi Resuvastatin ealei)
Ta dwre: Avicel PH 102, Lactose regulaz, Dibasic caliom
phosphate  anhydeous, Povidon K30, compovidons, Mignell
stearat, Opadry |1 mby xanh, bt Tabe vinh khids.
DUGE LYC HOE
Resuvastatin 18 moe chbt @c ché chon 102 va canh trank men
HMO-Coh reduttsc, b men xie tie qub trink chuydn d4i 3.
h yedemethyiglutanyl cotaryme A thish mevalonats, mde
tidn ehlt cla cholesterol, V) iri 15 ding chinh cda Reosuvsitatin
14 gan, <o quan dich lim giim cholestenol
Cie nghidn cira trdn 18 vivo v i vitro <ho thly Resuvaststin cd
tac dung theo 2 cheh: Dhu bién, tag ob heorg thy 1 LDL 1280
bé mat 1f B0 & gan, do viy tm ting hip tho va df bed LDL
Thir hai, thisde e ehd st tdag bop VLDL & gan, vl vy lim gidm
+b legrg o8¢ thinh phda VLDL i LDL
[OC DONG H)C

i
8
2
Z
3
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thd P thule vio nlng &b ooy byl
Chupd hia

Rosuvastatin it bi chuydn hod (khodng 10%), Chlt chuydn bod
chih 14 N-desmethyl (cd oyt tinh yéu hon Kiodng S0% 50 w61

Man&mhnmmmwmmﬁm
Rosuvastatin chidm hom 90% Bogt tich ec obd HMG-CoA
mmwhm

Thii gian bin thii khing ting khi ding lidu cao hom,

i ppNn

RICHSTATIN (Rosuvastatin} ¢uoc <hi dinh:

+ Publ hgp vin ehd 8§ 2a Jabng &) glm ndng 2 Cholesterol
toin  phin, LDL-choleiicrol, Apolipoprotein B, cic
Trighveerid, vh tiag HDLcholesterol & nhing bind akdn ttng
Cholestcrol huydt nguyén phit {di bop tr <6 tinh gaa dinh vi
Mhtig o tin gla dink), et Josn Lipid teaydt bt b (13ng
Lipoprotein huyde/ t9p 11a vk b theo phia logi Fredsickson)

. Phbi hop woi chE 40 3 kilng trong &ibu i ting ning &)
Trighyeeeid huyle wong (bésh tng trighycerid huydy’ t5p IV
thea phidn load Frediek son)

+ Lam gidm Cholesterol todn phdn, [.DL<cholesterel va

Apoli B & phimg binh nhin ting Choloucrol huyls
Gmh@h‘lwm ia dink, &b b tro cho ¢hé b n kidng v
cie phuong phip idu trj gidm lipid huylt khing ding thube

Eode che phurong phip didu tri gidm lipid huydt khic, hodc khi
che phirong phip dito tri nay khdag thieh hop ol khdng dy

&

LIEU LUGNG VA CACH SU DYRG
Khuyén cdo bit diu dido o vl 1o thip nhds ma thobe ¢ 1
dyng, sau d6 nda cin thidt, cd il didu chinh I theo shu el
v dip Grg cda ing i bing cdch tng Idu Himg &t c3ch
rhas Khoag i 04 tudn va phii theo a0 che phia fmg <6 hal
mmmmtmmwwuim\ﬁmo_

. gila 1y ding cls Rosuvadatin v chitng tile <o
mmﬁmummmmmvﬁliﬁtm't
e mghy va chi taag Wn tsaw & tudn

Cin thee &5 chit ekt 851 voi tnsbmg hop dimg lify 40mg.

- Theo mghidn cltu duoc &g hoc tal M§ trén nguot Chiu A,
Lhd ndng hdp t Rosuvastadin O ngull Chlu A ing ¢lp 2 tin
s i nguon da tring, 4o 46 néa cln nhic libu khiéi didm Smg
i voi ngui Chda A

. Béah nhin cla pbdi ela i chE & &0 lobng lm gibkm
Cholesterol (oo qui. diah tnede khi wdeg RICHSTATIN
(Rosuvastatin) vijt chd &) an pay roag rule thin gan

st dung thude. RICHETATIN (Rosuvastating duve vt dung
tidu dom vao bt ¢@lie ki Trong ngdy, cusg holc khiog clng
i thirc 3n. -

. Tang cholesteral hupdi (4 hop 10 o6 tink gia dinh vh
khbag o6 tink zis Slak) vh rdi loga lipid heydt ké hop (5p
10a i 11 thea phin logl Fredrickson)
iy Rewuvastatln (0 % = 40mg. ubeg indi ngly mit lis, tiy
Uieo e dich 1 168y vi dip omg ca bénh rhan, Litu khii

Hag Cholesterol huyét ding ki (bdm LDL-Cholesteral
> §90mp/ ALY v8 i hi e L g 00 thl xem xét
Kt khin ahu 20mg. Sau Fidu kbl vichol dhng i voi

dich lugng RICHSTATIN «mvaf'na. rén’ 1 aghitm
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nong @b lipid buyds trong 2 - 4 tuin 3¢ diw chinh liéo phi

:‘:?. A0mg chi dinh cho adidng BEnh nfiin khing dar mue 1l
gl LD -Cholesierol nha mong kbl & dung Ny
itmg/ o’ ngdy.

Tamg nbng 40 Trigheerid buy8t twong (bisb 1dng
Triglycerid buyétr t§p IV Fredrickson)

Lidu Kosavastetin 5 dung tu 3 - 40mg ubng | M/ ngay.
Likn khéf dia tidng faubmg 1 10mg/ ngdy, dib chink
trén ndng 99 Tipid huydt, theo dbi hdng aghy Wong 2 - 4

#in k| dpt mire mong mudn,

Ting Cholesterol haydt ding hop 1 ¢d ik gia dinh

Liky khoi thu khuyén o cho RICHSTATIN (Rosuvastaring
li 20mg. | W nghy & nhitmg bénh nhia ting Cholesierol
haydt hop tir ed tinh giz dinh. Lidu 15i da trong ngy 1
a0my. RICHSTATIN (Rosuvastating duse b dung & hitng
bdnh ahdn ndy & h 1o cac phuomg phip difu o lim gism
Lipid bupdt khize.

G thd tham Rhdo bdng Inrgrg i sam 80 thide Ip mue i
fidu i)

Bing huong din dity wi thee chuong wrink NCEP (Chuong
Trirh Gido Due Choteaterol Qube Gia - Hoa K$)

M e | h 2 HEOL b
| Meatagoe | 10 _%ﬂ“q’;ﬁ Rhﬁ\"“’
l * bl P )| g tmpral) g )

i ey = 136
o <1 LT g
- ey ¥
& 110 vk gy
Civiem 2 e o 1m0 -
| Fguy s dngay oo | = 100 a i I
Tvien € W% = 160 v ohigey
| — o U e = O
I a w19
Bl tigwr | (he? - 1259 biing
jaresy (18] = 1ok ;:‘m ey
s golem LI%) |

= CHD: Birk mach vish
** Vi risc gia Mhuydre oo sw dung ede thude giam LDL trong
wucng bop ndeg &8 LIDL-Chalerteral < [00ng ¢ L bhdng theé
dot dooe bing: cdch thay @81 M1 sdmg, Cde wdc gié Whdo
ihuyde cdo g diong sde thude Mdu chink Trigheeld v
HOLChodesternd mine nicofimic va fileat
*ev Widu isdi o= bink mhdn o8 0 «f yéu 18 gy oo th &8
mgary oo [mdem < 1006 o dd wide ddnk gidagny o 70 ailw
o widun dirly b ity 00 Ahigg e chif,

CHANG CIHl NH

Resuvaszatin chbng chi dinh &
Bénh ehdn rikn ¢ hm voi bkt k¥ thinh phin sdo cda thuds

. Bénh nhin cd Bénh gan, tho ghen ting transanunase huytr
rurmy, kda dii khing o0 mpuydn chdn va nhing g hop
Hang transsminese qui 3 Mn gidi hin orén

o iy nit ¢6 thal vid cho con b, phi 6 o6 nghd agir maig thal
wh kbdng s dung cic bifn phip trinh tha thich hop traoc d6.

. Bérh nhin suy thin aling (49 thank’ thii creatinin < 30mb

phis)

Bénh nhdn od bénh co.
« Birhnhdn damg su dyng cyeloporin
Liku cac 40mg Rosuvaiatin m!:ﬁ ¢hi djnk & nhing bénh hin
6 388 cte yhu 18 nguy co din oln bink co’ bdnh co 3ia kich
Pt buo gom:

- Suy thon mire &0 trung Bink (34 thanh thal creatinin < s0my
phil
+ Gidm nang wydn gip i 1
. m};ﬂamumnmmdmmuwwmﬂom
iruyen
o 20 (e sl A0 c0 do cde chdli Fo chl HMG-CuA reductase
Whde Boje Ab¢ o dbo Fiheut,
« Lam dynag nrmi
Cie trdmg hop e od din S ng ndeg 20 thade rong
huyet fueng
« i hop vor ede Fibeat.
THAN TRONG
« Thin trong chung viri nhdng thube nhom statin: cin ein nhic
Khi dang thisbs thids nham satim &8 vl béah ahdn cé nhimg
v o nguy co din dén thn iomg co. Thube thade nhom
Weatin €8 nguy <o gAy 1 e phin umg ¢é hai 231 vin hé o
nhu 120 co, vitm co, dic biér dbl véi cde bénh nhiin trén 63
1uld, binh nhin G| binh thitu ning tuydn gilp khbug duve
kids sodn, bénh nhin by bénh thin. Con thea dia chil che cac
phin g <6 hai trong qud trink ding thode.
Bénh nhin cin bdo cdo ngay cho bde 7 dit ) cle dhu ity
c i chimyg dau o, mEt mdl, i, nude tifu skm mio
nén hode nin tng qui trinh wir dung thube,
Trrde kht bat ddu didu tri vdi Rosuvasiatin, binh nhin cda
ikt ol bee idm solt ting Cholesterol buydt bing «hd 20 dn
ki, thp the duc vi giam cln phit hop & binh nhin beo phi,
+4 didu trj cdc rdi loan <o bin khie.
Fhi bar diu Titu phip ditu uj vl staun bode chusdn 1w Tiéu
phip difu tr statin khde sang 8 Sung Rosuvastating Féu khd
hu Rosuvastatin phil duge didu chinh thich hop va ey theo
e théu didu rf & timg béah nhin.
Cag chit o ché HMG-CoA reductase, cing nbia che by phip
giim Lizid huydt khde, ¢8 lidn quon &bn nhing bdf thromg
Simh haa chis ning gan
Khuyén cdo lam xét nghifm eneym gan treoc khi bat diu didu
tef bdng atatin vl tong sdng Hep chi Sl ea teg viw cdu
et nghatm s &6
- Chn nhde theo 401 sreatin kinase (CX) irong tutmg hop
o Trwge khi dify 1, 26 nghigm CK oén duog titn himh
rong nhimg traimg hope Suy pidm chite ning t2dn, shuoe
i, titn 5@ bin thin heje 18n i gia dinh mic binh <o
ali trogén, titn v bj Bish co do s dpeg 2atis hode fibeat
iz o, thém 5w bén? pan va'hoge udng nhida nigu, béth
rhin a0 whi (= 70 wdi) ¢6 shomg yéu 1 nguy oo bl 1idu
o win, khd ning xiy ra wong the thube vh mt ob 44

tugmg bénh nhin big Trong nhilng trodng hop nay:
nén cin chic binguy ¢or va theo 30/ Hnh nhdn wrin
Him sing kki i MU ket qui 2@t nghifm
CK = 5 Lin gidi hbn v rvirc binh thuimg, khieg nén

b ddu didu tr) bang statin, .

»  Trong qud trins dicu i bang statin, binh nhin sdn thing
bdo khi cb edc bifu hikn v co nhwr dau ca, eimg co, vy
€0 ... Khi c6 cie bidu hifn niy, binh nhin chr i sét
mghiem CK 3¢ o8 che bign phip can thidp phil hgp.

S horegs o eré o HiQu qu va an toedn khi s dung thubc & we

wm chira duoc thids Bp.

TAC DUNG PHI
Rosveilstin thuimg duge dung, ngp thi Cic tac dyng phy
mtu&nmuu?ﬁmmmm.mm.m
Py
-

g v suy nhige H{fn! .
d‘}.\

Ji phiés bide: mgia, b
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- Hidm xay ri cac phin img qud min: cam bac 'ghm binh ca,
cornitu kigh phat, vidm khép xuong, ting irnnsaminase gan
Relr hidw: ving s, viém gon, benh da thin kiah

. e tromp xé nghidnr: Protein pigu di Ky m o nhimg
bénh nhin difu i) voi Rosuvastatin, Bién ndy xdy ra thutmg
xuyén hom & nhing béoh nhdn ding lifu eso Rosuvastatin
A0mg. Cac bt thinimg khac dirge bdo cha gdm 13ng creatinin
phosphokinase, eing transaminase lign quun dén Tidu, ting
dutmg huydt, glutamyl transpeptidise, alkalin phosphatase,
hilirubin vi bit thong ehi ning tayvén gifip,

= Mpodi r, con cd cac the dung phy sy,

« Suy gilin nhin thisc (nhur mAt i nke, 1 .
« Tang dutmg huykt
+ Ting HhAle

TUONG TAC THUOC )

- Tang nguy co tin theemg oo kbl st dung statin ddag thod vl
cae thisde sau:
¢ Gamfibrozil
»  Cie thude by cholesteral miu nhim fibrst khic
« Miaci lidu eao > | gingayh
=« Colchicin

& Cile thunde his Wpid ndi s gvatin Wit ede thiide dibu tef IV
ot widm gan il vt C (HOW): Vide s dang Shog thdi cic
thubh e Tipid min rham statin véi cic thube dido my HIV vi
vitm gan 2ifu vl C (HCV) ed the 1im thag nguy co gly 1
thirong ¢o, aghtém trong ahilt 14 (iu cor vin, than hu din dén

Juy wili ed (M8 gy
K!ul‘;?:ch\vém; m'ﬁim Ehe sitin v esc chil e
el protease cia HIV vi HCV

‘-Rmumtal'm' Atazanavir

Givi  han Mo
rosuvastain 1hi do
10 mt L nghy

- Warfarin: Sir dyng Rosuvastatin & nhimg béah nhin didu irj
I8u d&i voi Waefarin 38 élln dén ting obf sd INK rd rét irén
14m sing (intematioral normalized ratin}

. Coumaen: O nhimg bénh nidn sir dung ddng thii thude
chimg d8ng coumarin vi Resuvaswating INR phil duge xa
dinh mrude khi =i dyng Rosuvastatin i thaimg xuyén rong
ulm' winn iy 8 dim Bho sing @ thay 481 INR khang ding
K
Cac thude kg acid Ding chung &g thube Kdng ieid
{phlli hop nhom vi magnes! hydroxyd) véi Rosuvaamtin {lidu
A0my) lam gism ndng A0 huydl temg eds Rosuvastatio
khodng S0%. Neén sing cic thude khing acid cich it nhils 2
gio sy khi vdag Resuvaseatin

- Cyefosparm. Ph| hop Cyelosporin vi Rosuvastatin din aén
Iang & Cop ¥t didn tich dudi dudmg cong ALC cia

Rosuvastalin Jin beot 14 11 vd 7 i so voi ngedd khde manh

Chémg chi dinh ding chung Cyclosporin vi Rosuvastatin.

Gemfibrogil: Phidi hop Gemfitrozil (600mg, 2 e/ nghy) vi

fiéu dom Rosuvastatin dlin dén ting ndng 8§ C.,, ¥i dién tich

dutr distmig cong AUC ela Rosuvasiatin glp 2,2 v 1,9 lin

- Cde thide mgiva thar didng wimg Ding chung cde thube
ngite thai dubmg udng (ethingl eswadiol v vorgesirel) wh
Rosuvastatin lm ting ndng & huydt twomg o ethiny
estradiol vi norgestrel [én 1hn gt la 26% vl 34%
Eryihrorgrm, Ding chung Erythromycin vi Resuvasiatin
Fm gikm 20% didn tich dugi duimg cong va 0% ndng &b
din trang byt wong Cay, cia Rosuvastatin

ANH HUGNG DEN KHA NANG LA XE VA YAN HANH

MAY MOC:

Atazanavir + Ritgnavie
Lepinavir ~ Ritonavir

Rasuvastanin co thé gay boa mat rrong khi didu tr) Do do chn
thin trgng khi Wi xe vh vin hank miy mae.

SUDYNG O PHE; NI CO THAL VA CHO CON BU;
Rasuvastatin ching chi dinh & phy ni o thal v cho con bi. Phy
il dang & &6 1bi sinh sdn 0én dang phicong phap tranh tha
thich hop. Vi cholesterol vi cde sin phim khic eba qué trinh
sink thnig hop cholesterol ciln theés cha sir phae ridn cba thai nhi,
nén nguy o ligm dn i vide o ché HMG-CoA Conzyme A s@
wareh e Bk Teh ciia vide dic i rrong kivi mang thai

Chua disge bidt resuvastatin ¢ 1ift vio sila me hay khéng, cin
thikn trong khi ding thubc & ply n chi con bl

QUA LIEU

Kt qua litu, bnh nhin nén dwge Silu i trifa chimg va ¢o cic
bién phap i 1l b teo nde cin thide,

BAO QUAN: O nhigt 8§ duéi 30°C, trhinh dnh s2ng va dm.
HAN DUNG: 36 thing ké tir nghy sin xult.

TIEU CHUAN: Nhi sin xubt

TRINH BAY

RICHSTATIN Smg: | vi x 10w hip

RICHSTATIN 10mg: | vl % 10 vifa/ hip,

RICHSTATIN 20me: | +i x 11 vién' hip.

i

« Dl xa b tay tne
< Dge k§ hidm ‘xdwg tpardre Wi ding.
. NI: can thim i tin, xin bod § kifn Bac 51

Thule niy chi

:ﬁlafa’;wa! o ciia thily thube.

GETZ PHARMA (PVT,
29-0127, Korungh Industrial

Fal
FAX (92-21)3063100-03
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