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Boc ki huding din sit deng teudc khi n:], Thang bdo npay cho bic s§ hodc
duge 5§ nhifng 14c dyng khong mong mudn gdp phai khi si dyng thudc

PHAN 1. HUGNG DAN SU' DYNG THUGC CHO NGUDI BENH

1. THANH PHRN, HAM LUGNG COR THUBC: MBi vin nén bao phim chia:

Hoat chit: Ra infdudl dang calci)..... SR i

T4’ duge: Crospovidon, Liciose ddp thing, celluose vi tinh the PH 102, tricalei

phosphal, magnesi stearal, opadry || white,

2. MO TA SAN PHEM: Vign nén ban phim, hinh oval, mau tring, hal mat 61, ch

in's8 “10" méu den trén cd hai mat vien,

4. QuY cAcH DONG BGL Hop 1 vi x 10 wién nén bea phim.

lwﬂ:ﬂl&w JGC. DUNE. CHO BENH Gl: Fosulpiin 10 fuge ding dé:

- D | cholestern! ‘phit {ed v ngmmamnqmpm
hodic: il logn lipid mdu hBn hep (Fredrickson type fla vd 11b) nhu & mbt difu 1
1 trg cho chif 8 n kigng va t8p i dyc

- Lim gim ndng d cholestersl twan phdn, LOL - cholesterol, trighycerd va
apafipoprotein B, v lAm ting HOL - cholesterl.

- Didy 1rj tAng cholesterol miu oh tnh gia dinh 68ng hop ), hode ding ddn d0c
hoge nhu & mat diéu tr| 8 trg cho ché 8 3n kidng va cic bign phip Fam gidm
lipid khie (loc LDL). Prang ngita c4c bIEN ¢8 tim mach & nhilng bénh nhin duge
danh gid 1 ob nguy cd ¢ao 08 vaf bidn & tim mach tin phit, nhd thufc hi trg
df dbu chinh cac yéu i nguy cd khic.

5. NEN DIING THUGE NAY NHU THE NAO VA LIEW LUGNG:

Cagh doag: UBng rosuvestatin 1 In via bt ky thdi diém ndo trong ngdy khding

lién quan d&n blla n.

Liu ding:

Tang cholgstero! méu o vl khdng cd tinh gia dieh df hefp BT, odi loga Kokl mdw Min

fgp. Liu khdl 0du o4 roswvastatin B 5 mg hodc 10 mg, wing 1 13n tronp ngay.

Bac 57 sk dibu chinh I R 20 mg uling 1 Bn/ngdy sau 2-4 i, niu cn thidt.

:illzd m::;ﬂmu oo linh gia dinh dfing hgp tF (HEM). Khdi diu 20 mg uing
n trong nody.

PnONg gia cde b ¢f tia mach: Lifu ding 20 mg/t Uninply.

Tré em: S dung cho bnh nhi chi nén dugc thic hikn béi bdc 5§ chuyén khoa:

Tang cholestaro! mdu cd tnk gia dinh of hop &
- Hiu khil ddu thing theting & § mg u;nu 1 IInﬁp&y.
- U tri em 8-3 tulf, lifu thng thubing 12 5-10 mg uSrg 1 Hrungly. An ton va higy
clia |18y Min hen 10 mg ches duge nghien cou & 6 tung niy.
- 0 b em 10-17 wéi, I mong thubing 12 5-20 mg udng 1 n/ngdy. An todn vi
hidu qud ciia fiéy in hon 20 mg chia duge nghign :W% a8l tugng ndy
Bic s 8 tién hanh chinh 1idu theo d4p 2ng va khd ndng dung nap O ting benh nhi.
Trd em v thanh thifu nign nén thyc Kign che ab &n 1 cholesterol tnibc khi bt ddu
i trj ve rosuvastatin, nén BED tyc chd @) n ndy trong ki Cidu brj vl rosvastatin,
Ting cholesterol mdu od tinh gia dinh ddog hep i Kinh nghiém cin han chd &
501t trik em & 0 tudi 17 B dEn 17 wdi,
40 myg khong thich hop cho cdec biah nhi.
Iré am gerd) 6 tudlh S 80 todn va hifu qud sit dung 3 trd em dubi 6 tudi chua dudc
nghién ciu, Vi vily, Rosuliptin 10 khding dutic khuydn tdo cho trd em dudi 6 tdi,
; Lifu khi ddu 5 mg dugc khuyin cdo & bgnh nhin >70
i. KhGng cdn diu chink lifu theo twdi & nhém binh nhan nay
Chiing dc; Khiing ding [16u 40 mp & ngubi Chaw A,
B. KHI NAD KHONG NEN DUNG THUDEC NAY: Kheng ding Rosullptin 10 nd ban:
- GO min cém voi bt ky thanh phin nan clia thufc. G6 bénh gan tién g hodc
tinh trang gia ting enzym transaminase huyét thanh dai odng chil r nguyén
nhdn. G8 siy than ndng (thanh thé| craatinin < 30mbphist).
- Ga hgnn I v8 o dang ding ¢yeksparin. Co thai hoc Gang cho con b,
- 0 khd nang mang thai khong ding M'r:‘ptﬁu trénh thai thich hop.
Khang dung Hesullptin 10 vai Eéu 40 mg néu ban 12 ngudil Chau A,
7. TAC DUNG KHONG MONG MUGH:
Thung gdp (xdy ra & { han 1 trong mﬁ?m nhurg nhidy han 1 trong 100
ngue): Roi logn ni tidt: DA thdo dubng. RAI logn hi thdn kink: Bau ddu, chong
mat. Al kan tidu hda: Tdo bén, budn ndn, dau bung. ASI logn &0 xsng we ma En

KEL Bau co A logn tndn thiin: Suy nhugc

13 'o#i 3rrréanm %‘M niumg naiy. han 1 trong 1060 Rgut):
i logn da vi mb dubi da: Ngim, phit ban, ndi md day.

Mim plp (xdy ra & it hon 1 treng 1000 ngudi, nhong Aniy han 1 trong 10000

ngug): RB| logn ndl 6t Tang HbAto. RS logn mdu va g bach nuvdt Giim HEu

Rél Iogn hé miln dich: Phén dng qué min bao gdm phi mach. AEH loan gy

hda: Vidm tgy. RSi logn gan-mt: Tang enzym gan. RAi loan ¢ aiong v mb lign

kift: Bnh oo (bao pbm wigm co), Ty co van.

At hudim gap (aly ra 8 1t ham 1 trong 10000 nguer): ARG 1oan he thin kinh: BEnh

da diy kinh, mat tri nno. A6l loan gan-mat Vang da, viem gan. R lcan cd

anng vé mé ién kit Dau khdp. R8I loan thin va tidk nigu Tidu ra maw. R loan

nit sinh s4n va tuyEn vii: Ching phdl nam oo vl nil.

Chwm bt R Joan t&m thin: Trém cim. Rl kan b thifin kinh: Bénh thiin kinh ngogi

nién, rci logn gédc ngd (bao pbm mat nol v dc ME]' R loan ho hip, ngue vi

thag talt; Khé thi, ha. RY lean tibu hia: la chdy, RS ken da v mb duli da: HYi

ching Stevens-Johnson. Rdi loan co xuong vix md lign kit: R loan day chding o6i i

o biin ching do dit, hoai i o0 midn dich que trung gian. RAT logn toin thin: Phis né

Thing bdo ngay cho bde s7 hodc e s§ ahing tc dung kidng mong mudn

Gap phdi ki sd dyng (hude.

8. NEN TRANH DUNG NHONG THUSE HOAG THIG PHAM Gl KHI DANE ST DYNG

THUAC WAY: Tham vEn §i kifn béc s tnibe ki ding Rosuliptin 10 néu ban dang

sif dung m{it trong cdc kol thule hoje thye phim sar

- Aazanavir + rilonavir, atazanavir hodc lopiavir + ritongvir. Cic thudc trung Noa
acid dg day. Cyclosporin. Gemfibrozil, cie thulic ha cholestarol miy nhdm fibrat
knac: (ciofibrat, fenofibrat), niacin 8y £an (>1 g/ ngdy), colchicin,

- Thuffc ngifa thai dubing wing, Rupe Cac thude khing vitamin K (v dic wartarin
hoiic mt thc khang dong coumarin). Thudc de chE protease

- Gc thufe difu trj HIV vi vidm gan i8u vi O (HCV). Enthromycin

9, CAN LAM & Kt OT LAN QUEN KHONG DONG THUBE: Néu ban quén ding

thudc, diing nd ngay khi ban nhdl. NEu the gian gdn 17 fifu k& tiFp. thi hiy bb qua lidy

bi quén va diing lidu ki tiflp theo ki hoach binh thuling. Khiing ném gdp 881 16y diing.

10. CAN BAD QUAN THUGC HAY NHU THE mAD:

O nhigt db dudl 30°C, nai khb rdo, tranh &nh séng.

11, NHONG DAU HIEW VA TRIEU CHUNG KHI DONG THUGC 0UA LIEU:

Chis o0 bao cdo:

12, CAN PHAI LAM Gl KHI DONG THUGC QUA LIEU KHUYEN CAD:

Néu ban ding Rosuliptin 10 qud | khiplin clo B ban cdn phdl:

= Thing bio ngay cho Bc 5§ hodic dfin bénh viin gdn nhat.

-Llhag'aungﬂ:snnhintnm hedic hgng thulic cbn fal 64 bac sf bifit thaic md
an 43 ding.

13. NHONG BiEu CAN THAN TRONG KHI DONG THUBG NAY: Bac 57 co th s8
I&m xét nghigm enzym gan truse kni bdr ddu ik tr bing nndm thulc statin va
trong trusng hp cf ehl dinh |3m sang yéu efu xét nghigm sau do.

Cin thin mnz vai tham van § kifn bic &9 trudc kni dung Rosuliptin 10 neu ban:

- G vin of v thin, nhue gidp, tidn s ban thin hodic tén i gia dinh mic bénh
oo of truydn, 1in sl bj binh co do sif dung statin hodc fibrat trubc 00, tln S0
binh gan vi/hoge wing nhidu niw, cao tufi (-85 mei).

- Bang ding atazanavir+ ritanavir, stazanavic holic opinavir « ritenavir.

- Li nguii Ohdu A Bang ding cdo thudc dc ché protease khc ket hgp wol
ritonavir, Gd nguy co £ao mic bnh g4l (hio dudng.

Trong qu trinh difu trf, nén thang bAo ngay cho bic 5§ néu ban ob:

- Gde 6l Mgy nodc Trigu chimg dan oo, mBL mil st nudc B8y sim mau, budn
ndn hogo ndn. Mot s8 bidu hisn nhu kNG tha, ho knang o a0m vA Suy gidm st
khde todn than {niw mét m/, gldm can, st}

Mc 69 an todn va higu qui & tré em chua dupe it igp

Phy il o8 khd ning mang thai n&n dimg bin phdp trénh thai thich hop.

Thudic méy cf ehda: Lactose: NEu bgn 43 bift rling ban khong dung nap mat val

loai duing thi hdy thiing bdo cho bdc s§ trude khi sl dung thuSc ndy.

Théi ky mang thai vé cho con Gd: Khémg ding thuffc ndy trong théi ki mang thal

val cha con b,

Anh hutdng ca thudc ddi vdl cong vide: Thfic o hd nang gay chng mal da

04, ban nén thim trong khi 131 xa, v3n hanh may moc, lam vide r8n cao vh cdc

haat dfing khac.

14. KHi NAD CAN THAM VAN BAC ST, DUUC SF:

Trong trubing hop qud (16U hodc tic dung khong mang mudn.

Khi dang diing thufic khic hode mit logl thys phdm,

Néfu ciin thém thing tin xin hal ¥ ki€n béc 3§ hode duge 5§,

ROSULIPTIN® 10

Rosuvastatin

15. HAN DONG COA THUGC: 36 thang k¥ 1 ngay sin sudl. Khting diing thulc
khi gl# han ding.

PHAN 11 HUGNG DAN SU DYNG THUBC CHO CAN BO ¥ TE

1. DUgE wc woc:

Nndm duige iy; Chiing ting fipid huy€t (shom chit dc chi HMB-CoA reductase,

nhdm statin). M3 AT G10A ADT

- Rosuvastatin |4 mét chat dc ché chon loc vi canh tranh enzym HMG-CoA
reductase, 13 enzym x0c thc qud trinh chuyén 081 3-hydroxy-3-methylglutaryd
cofnzym A thanh mevalonat, mfi tidn Ghil cia cholesterol. V] irf taz ddng chinh
¢l rosuvastatin 12 gan, of quan dich Bm gidm cholesterol Fosuvastatin lm
tng sif lugng thy thé LDL trén bE mAt t§ bio & an, do vy Bm ting hip thy
v i hda LOL va o ch¥ sy ting hgp VLDL & gan, vi wiy im gilm céc thanh
phiin VLOL va LDL

- Roswastatin |am giim ndng 08 LDL-cholesierol, cholestersl todn phdn va
triglycerid v lam ting HOL-eholesterol. Thulc cdng lam gidm ApoB, non HOL-C,
WLOL-C, VIDL-TG vi im thng Apoh-1. Roswvastatin cing Rm glim cic W @
LOL-G/HDL-C, enolesteral toan phin™MDL-C, non HOL-C/HDL-C vi ABoB/ADOA-1,

- Hily qué 1rj b dat duse trorg vbng 1 tuin sau khi bt ddu gy b vA 90% dap
iing i W gt duie trong 2 e, Bdp ¢ng 1 W thiting dat dugc vao khading 4
tudn v dugc duy ) sau 0.

2. DUYC BONG HOC:

Hilp o Nong b dinh trong huyEt tuong clia rosuvastatin dat dupe khodng 5 gib

sau kil udng. £4 sinh khd dyng ydt 86i khodng 20%. Thic &n iam gidm t8z 09

wi/hade moc @9 hip thy, nhang do gidm Tt nén khéng im thay odi quan trong vé

18m sing téc dyng difie hda lipid huyet,

Fidn bd: Resuvastatin phin bS rong ral & gan. Khodng B0% rosuvastatin kEL hap

VOl protein huyEt tung, chl) Yo v albumin.-

Ghuylin e Rosuvastatin it'b| chuyin hoa (khofng 10%). Ghat chvén hda chinh

dupe: ede dinh 1§ N-desmethyl vi facton. Chit chiyEn nda N-desmethyl cd hoat

tinh yEu han khodng 50% so vai rosuvastatin trong kh dang laclon khdng &0

hoat tinh vé mét 1am sing. Rosuvastatin Uc chif han 80% hoat tinh HMG-CoA

reductase trong tudn hodn.

Thi[ trd: Khodng 90% lifu rosuvastatin duse thai il & dang khilng dffi qua phdn

{ban gm hoat chil dugc hdp thu vii kKhdng duoc hdp thy) vi phén obn gl dugc

béi tidt ra nudc iy Khedng 5% dugc bdi BE1 ra nuic tifu duti dgng khiing 861

Thi gian bén hiry trong huyét biong khedng 19 gitl. Thii gian bdn hiry khng ting

khi diing 1iéu cao hon.

Chifng e Cic nghidn elu dugc ddng hoc cho thdly AUC v G trung binh ting

khodng pdip 2 14n & ngudii Chdy A (Nhit Bin, Trung QuSc, Philippines, Vigt Nam

vii Han Quic) so voi nguil da tréing. ALUG vit Gew trung binh tang khodng gdp 13

Hn i Gt A-nguiri Kn DS, Mgt phin tich due 8img hoc thea qudn thé dan af cho

thiy Khdng £5 sy khdc bift of § nghia Ism sing vé dupc ddng hoc & edc nhom

nguli da tréing vi ngubi da den.
hgn: Trong nghién e trém nguts suy thign & nhily mde 60 khic nhau cho thify
réng blnh 1hgn il nhe o8 vita khong Anh hubng d8n ndng 0% rosuvastatin holic

chét ehuyfn hoa N-desmethyl trong huygt tung. BEnh nhdin suy thin ndng (80

thanh this creatinin huyét hidng < 30 mUphit) o8 ndng 8 thudc trong huyét bing

tang cao gip 3 ln va nfing 00 chat chuydin hod N-desmathyl g cao glp 8 ln

50 v ngud) tinh nguydn knoe manh, N8ng db clia rosuvastatin trong huy#l iudng &

trgng thdi 8n dinh & ahing biénh nhan dang thim phin méu cao han khodng 50%

50 Wi ngulli finh nguydn khie manh.

Suy gan. Trong nghiéin citu trén ngulli suy gan  nhifu mic d) khic nhau, khing cd

bing chimg vé vigo ting midc 63 phal nhim voi rosuvastafin & nhing binh nhin

6 chi 56 Child-Pugh < 7. Tuy nhi#n, 2 dinh nhdn vdi chi s Child-Pugh 4 8 va 8

G mik a0 phd nhim todn thin dfi vii rosuvastatin ting In 4] thigu gdp 2 IAn

50 v0i nguitl o6 chi sif Child-Pugh thap han. Khing cb kinh nghi#m & nhing bénh

nhén vii chi 58 Child-Pugh » 9.

3. GHl DjNH;

- Roswastatin dupe chi dinh trong difu tri tAng cholesteral nguyén phdt (o6 v
ichding &6 tinh gia dinh di hop 1) hodc 81 Inan lipkd méu hdn hap (Fredrickson
type Ha v Nin} nh 14 mdt ok W3 trg cho ché g9 an kidng va tip thi
e, Aosivastatin (am gim hbag 8 cholesterol oan phin, LDL —cholesterol,
triglycerid v& apolipaprotein B, v 1m ting HDL - cholesterol,

- Rosuvastatin cing duge ehl dinh & banh nhan tng cholesterol mau cd tinh ola
dinn ¢dng hap 10, hade ding dom dic hoje nhu B mdt diu b ¥ trg cho chil 83
&n kg vA cAc bign phdp lam gidm lipid KhEE (ipc LDL),

- Rosivastatin @uoc chi dinh phong ngila cd¢ bién cf tim mach & nhilng bénh
nhin dugc dénh gia 12 oo nguy cd cao 81 vl bifn of tim mach ign phat, nhy
thudic b 1rg o didu chinh cic yéu 15 nguy cd khac,

4. CACH DUNG, LIEU DUNG:

Céeh dilng: Resivastatin &8 thd ulng nhu mit fiu duy nhét & bt i this diém néo

trong ngdy v kiving ii8n quan dfn bila dn.

Lidy ding:

Woubi iin; Khuyén cdo bit diu difu trj v fu thp nhit ma thede o8 tic dung, sau

06 néu odn thi€t, o6 i didu chinh 116 theo nhu ey va ddp ing cBa tng ngudi bing

cach tang lidu timg oot (mbi dm cich Anau 1 nnEt 4 wdn) ve phii theo d6i cic phin

iing cd hal cla thode, de bist Ik cdo phin 0ng oo hai ddi vl i cd.

Fiing chewstaral may of v khdng od tinh gig dah of belp 1 & loan inid mdu wln

: Lify knol o cii rosuvastatin 18 5 mg hodc 10 mp, uing 1 Kn wnm [
&40 24 tudn, ndu cin

ol chinh i 18n 20 mg Wng 1
g hp 1 (HAH): Khdi a4 20 mg wing

Tdng chotestarol mdy €0 tinki gis dink

116n trong Aghy.

Phdag ngda cde bidn ¢ tim mach: Lifu ding 20 mgM Wningdy.

Tré e S dung cho bénh nhi chi nén dudc thait hilkn bbi béc s7 chiyln khoa:

Ting cholestarol mdu cd tinh gia dinh df hgp 1
- Ligu khill 0u thing theting 13 5 ma wing 1 Mningdy.
= U tré sm 69 él, Hu thang thubing 14 510 mg ubing 1 Mringay. An toan vii higy
sl l1éu 180 hon 10 mg chua dugc nghién clu & O6i uong ndy.
= U ik am 10-17 tud), lifu thbng thubing 1 5-20 mg wing 1 lningdy. An todn v2
higu qud clia i 10n hon 20 m chua duge nghiéin cilu 3 A8l g ndy.
NEn 140 hanh chinh B8y theo dép (ng va khd ndng dung nap & timg binh nhi theo
kh:yial 40 duyc A€ nghi & béah nhi. Tré em vl thanh thifu nitn nén thyc hidn
ché & &n [ cholesterol trudc khi bt ddu diflu b vii reswastatin, nén tigp tue che’
a0 &n nity trong khi diflu trj vl r:swanﬁn. - Fio
Téng cholesterol mdy_cd dinh gyt Kinh nghigm cbn hgn ]
mit of it ird em & d8 MI%‘W h.ﬂ#g‘
Lidu 40 myg khing thich hop cho cde biinh nhi.
d | i-5uf 2n todn vt hibu qud sl dyng & trd em dudl 8 tulil chua dupc
nghién efu. V1 vity, Rosuliptin 10 khiing dupc khwydn cdo cho trd em dusi & tufi
i Litu khdi ddu 5 mg duge khuydin cdo 8 binh nhin >70
I Khang cdn difu chinh i€y thee tui & nhom BEnh nhin nay.
; Khing cdn didu chinh iy & céc biénh nbdn suy thin i
nhe 0 Vi,

Lify thuting diing roswvastatin of thd s dyng cho biinh
nhidn e #n thumog gan nhe v wia. BEnh nhin suy gan ndng nén bt ady didy
i wii mswvastatin 5 mg. Khing nén ding roswvastatin cho bénh nhin mic
bénh gah tifn tridn

{ : Khiing ding By 40 mg & nguti Chiu A. Bénh nhdn dang ding

alazanavir, atazanavir + rifanavir hodc lopingvir + ritonavir. Giti han lifu rosuvastatin

il da 10 mg mdt En/ngdy.

5. CHONG CHI B|NH:

- Min dm vl bl ky thanh phiin mao clia thudc. Bénh gan tién widn holc tinn
trang gie ting enzym teansaminzse huydt thanh dai diing chua 15 nguyén nhan.

- Suy thdn ngng (thanh thil creatinin <"30mliphit). Bénh nhan cb bénh & vé co

- Bénh nhdn dang ding cyclosporin. Phy nil e thai hodc dang cho con b

- Phy nil of khd niing thal khing ding bién phip trdnh thal thich hop.

- Lifu 40 myg & nguisi Ghiu A. Banh nhan dang ding atazanavir, stazanavir + ritonavir
hadc fopinavir + ritonavir. K8t hap 1y rosovastatin trén 10 mg mit Maingy.

6. LUU ¥ VA THAN TRONG:

- Phal iém w4t nghigm enzym gan trusc whi bit 8fu difu tri oling nhom thusc

statin v trong trudng hitp o6 chi dinh em sang v&u cofii xét nghibm sau 0.

- Gin nhdc theo dBi creatin kinase (CK) trong trubng hop:

+ True khi i trl, %8t nghigm CK nén dup tifin hanh trong nhing trubing hoo:
EI? gim chire nfing thin, nhuoc giip, 16n 50 bin than holic tién s gia dinh
mic bitnh co o trvn, tiln &0 bj binh co do 5D dyng statin holic fibrat trudc
4, tilin sir b4nh gan vimode udng nmidu npu, Déah nhin cao i (>70 tull) c

nm;&yﬂuiﬂww oo bj i £ N, khd ndng iy ra tuong tac thudc vi mit
s A6l tugng bEnh mhdn dic bist Trang nhOMg trubing hop ndy nén cin nhic

Wi ichinguy o vé theo diii bEnh nhan trén 1Am sdng khi didy trj bing statin,
NEu k8t qui x81 nghim CK»5 in gidi han trén cba mdc binh thuag, khong
nén bt dfu difu tr] bing statin,

+Trong qué trinh diffu trj biing statin bénh nhan cdn thong béo khi ob céc bifu
hign vé ea nhy dau e, cing co, v&u co... Khi ot céc bidu hign ndy, bénh nhan
cdn lam xit nghiém CK o€ 8 cde hign phdp can thigp phi hop.

- Bénh nhin dang dinmg atazanavirs ritonavir, atazanavir hodc lopinavir + ritonavir.
Gifi hgn I4n rosuvastatin 11 da 10mg mot I4n/ngdy. C4n cdn nhde kNi ging thudc
thube nhim statin cho nhilng b&nh nhan cb nhing véu 18 nguy oo dln aln 1n
thuong ca. Thuls thide nbbm statin co nguy co gdy ra cic phin gng co hai a6l
WO 0 N nhutse oo, widm cd, ddc bigt d6i vl cc bénh nhan co yEu 1 nguy
co nhur bEnh nhan trén 65 wai, bénh nhan bj bénh thidy ning twén gidp kndng
owe kifm scdt, BEnh nhan banh thin. CAn theo doi chit chil cac phdn dng cd
hgi trong qud trinh ding thudc,

- Bénh nhan cin bdo cdo ngay cho bde <7 difu tr| e ddl iy hode rigu ching
dau cd, m@t mbi, sbt. nutc tify sim mau, budn ndn hodc nGn trong qud trinh
sl dung thusic. Kiém tra chitc nang gan e v dinh ky tiong ki diéu tr) biing
rogivastatin, Nu enzym gan ALT holic AST ting > 3 14n so vl 9ol han cao cla
id 1ri binh thuling, thi nén gidm iy hode ngung ding thudc. Diing than trong 2
énh nh&n ubng nhidu riu hodic b tidin s bnh gan truic dd,

- Noung ding thudc tam thol & bdt cff binh nhdn ndo vii tinh trang ndng cb
khuynh hutng dAn d€n tng suy thin thit phét do ly gidl co vin (nhilm tring
huytt, ha huy8t dp, dai p& chdn thuang, il logn chuyn hoa, ndl Ui, hojc
difn gidi ndng, co pidt khbng kifm sodt dupc). Mikc 40 an todn v hidu qud &
é em chua duge thidh p.

- Ching e Cdc nghién clu duge dhng hoo ﬁnm;l’ymsuniaﬁnn mile phoi
nniim thude & bénh nhdn Ghau & so voi ngudi da trdng.

- Thulie (e ché protease: Ting moe phai nhim oo thé do rosuvastatin dd duge
quan s&t thiy & cde o6 wng ding rosuvastatin ddng thoi vil cde thude O ch
protease khac k€t hop vai ritonavir. Gn xem xét cd hai gl ich clia hg lipld bing
chch sif dyng Rosuliptin 10 & bEnh nhan HIV ding thufic Oc ché proteass va

khi nang tag ndng 00 rosuvastatin trong huyEt tuong khi bit ddu va tang léu
Rosuliptin 10 nﬁmunnmmnﬁaﬂn&mmmm?ﬂmm
il dung adng thill vl cic thudc de ché proteass nhdt dinh 12 khang duge khuyen
cho tir khi @y Rosuliptin 10 duc diéu chinh,

- BAnh phdi ké: MOt 55 hism trudng hop méc binh viem phdi kE duse bdo cho vl
mit 5B statin, d3c bist kni didu b kéo ddi. MOt 55 bifiu hign ahu kho thd, ho khong
o B va suy gidm séc khde tadn thin (nhu mat mibi, gidm cdn, s&t). NEu bénh
nhdn bj nghi ngd of 1n trifin vilm phdi k&, nén ngilng difu trj vii statin.

= Bdi théo duling: Mit 58 bang chiing cho thdy cdc statin lim ting duling huyst vi
@ mijt s bgnh nhin b nguy o can mic bénh ddl thio dubng, cb thé lAm ting
duiing t 181 mire cdn end df chdm sde chinh thic cho ngusi mic ddl thdo
duling. Tuy nhidn, vidc gidm nguy co tim mach wii statin cd ¥ Aghla han nguy co
thng dubng huydt, do do ting dubing huyfit khiing phai [ 1y oo dé ngimg difu trj
statin. BEnh nhin of nguy co (glucose 1o d6i 5,6-6,9 mmall, BMI » 30 kg/m?,
tang trigiycerid, ting huyét 4p} nén dugc theo ddi cd vé mat 1Am sing va sinh
hoa thea huong din quic gia.

Thudc ndy ¢ chifa factose; Nhilng binh nhdn cb cac viin of vl di truyén khiing
dung nap galactoss hifm gap, thifu enzym factass Lapp hodc kém hip thi plucose-
galactose kKhang nen ding thudc ndy,
Phy il o thal v che con ba. Ching chi dinh rosuvastatin 8 phy i c6 thai va
cho con bin
Thoti & mang that: Phu n ob khd ning mang thal nén ding bign phip trénh
thai thich hop. Do cholesierdl vi cic sin phdm khdc clia qud trinh sinh tBng hop
cholesterol & cin thift che qud trinh phdt trifn clia thal, nguy co tir vifc sif dung
thudc iic ché HME-CoA reductase vt irdi 5o whi loi Ich chia thude khi sit dung
trang thai ky. Cac nghign citu trén dfng vit chi cung cip bang chimg piti han wi
dfc tinh i sinh sén. Nu binh nhin mang thai trong khi dang diing thelc, cdn
ngimyp thife ngay @p e
Thetl ki cho con il Rosuvastatin duge 18t qua sia & chuit, khang o6 dT gy co
1i8n guan vé vige thufic duge HEt qua sda & ngudi.
Anh hudng eda thude ¢8i var cong vige:Chum tign hanh nhing nghign ciu vé
dnh hoiing clia Rosuliptin 10 d&n khd ning 14 xe va vin hinh mdy moc. Tuy
nhin, dya trén nadng d3e tinn Gupc ke hoc clia thu, Rosullptin 10 dubng nhu
kndng dnh hudng 141 khd niing nay. Khi M| xe, vn hanh may mae, IAm vige
trién ca0 vA cde Noat dhng ke, cdn i trong qué trinh digu tr| bling thudc
ot thil by ra chang mat,

7. TUONG TAC THUDT:

= Biinh nhiin dang ding atazanavir, atazanavir + ritonavir hodc lopinavir + ritonavir,
Gith han [y roscvastatin 181 da 10mg mdt Mn/ngdy. Ndng 80 rosuvastatin huyst
tuidng gidm khi ding chung vAi cac thulic trung hba acid da diy. Cdc thudc trung
a acid nén wling It nhil 2 it sau wing rosuvastatin,

= Cyclosporin o thé 13m tEng ning d rosuvastatin (n dé&n 10 Mn ning &) binh
thuling). LiBu itk han roswvastatin [ 5 mg/ngdy. Ting nguy co iin thutng co khi
sif dyng statin dng thoi v cic thulc saw Gemfbrazil, cic thulc ha cholesteral
mdu nhim fibrat khde. nfacin By cao (>1 o/ ngdy), colchicin.

- Gamfibrazil ¢ thé m ting ndng d reswastatin (g4p doi) khi ding dfing thitl.
WAn trdnh kit hop. Lifu gich han rosuvastatin B 10 mo/ngdy. Ciofibrat, fenofibrat
vit niacin cf thé 13m ing nguy co bénh oo vi ly gili co vin. Ning d) thulc npia
thal dubing ufing ting khi oling chung vili rosuvastatin. Rosuvastatin lm ting the
dyng clia warfarin. Rugu vi rosvastatin ddu 1am tfn ng;;m

+ Gdr: thufc khing vitamin K: Vit khbl dfu aiéu 1ri hoge diu chinh tang 1ifu lupng
rosyvastatin B bignh nndn dupe difly trf adng thl vai thudfe khdng vitamin K (v dy
warfarin hojc mft thude khang dbng coumaring cb th gy ra mit sy gia tang INR

- Thube: o chd proteass. Mic di ; J
bigy, wige 3l syng dng thél thust oc chd protease oo thil im 1ang ndng 0o
reuvastatin, Vil sl dung dfing thol cdc thudic hg lipid mau nhom statin vol céc
thude didu tri HIV ve vidm gan sidu vi G (HCV) £6 thé lim ting nguy co gdy 16
thugng 6, ngniam trong nhdt 1 tidu co van, tn thuong than dln d8n suy than
A o the gy til vong.

- Erythromycin; Sif dung ¢dng thdll rosuvastatin vi erythromycin tim gidm 20% nding
@0 rosuvastatin cis ving outi dubing cong AUC v gidm 30% Ces= clia rosuvastatin,

8. TAC DUNG KHONG MONG MUGN:

Thuting gdp, 14100 < ADR < 1/10: RS loan ndl tift: BAl thio dubng. RAI loan hit

thdn kinh: Bau dfu ching mit. RAl logn tiéu héa: Téo bon, bufin nbn, dau bung. RS

Inan co g v mé e k8t Bau co. REH loan todn thin: Suy nhuge

[t gdp, 1/1000s ADR < 1#10: RS Ioan da v mo dudil da: Nglia, phét ban, ndi mé day.

Hidm pdp, 1710000 < ADR « 1/1000: REi logn ngi tift: Tang HbA1c. REI Ioan mau

v h bach huy8t: Gidm tifu cdu. Rl logn hg mikn dich: Phin ong qud min bao

ghm phis mach, RAH logn tiéu hoa: Viem wy, RG] logn gan-mat: Tang enzym gan,

Rfil logn £o xuong va mb fién kat: Benh oo (bao gdm vidm co), tiku coven.

RAt hifm p#p, ADR < 1/7000a° RAI ban e thin kinh: Binh da ddy thin kinh, mét

tri nha. RAi Iogn gen-mat Wang de, viem gan. ARSI Iogn oo xuong va md Mn ket:

Bau khdp. ROV foan than wd tEt nif: Tilu ra mdw RAI Iogn b sinh sin va huyln

wii: Chiing phdi nam 6 vit nd.

Chuz bifit: Rl loan 13m thdn: Trdm cim. REl iogn b thdn kinh: Bénh thdn kinh

ngoai bign, i loan gide ngll (bao gfim mdt ngll vA dc mong). REI lgn hd hdp,

mgyc va trung thit: Khd thd, ho. REi inan tilu hia: la chiy. A loan da v& md

dui da: Mji ching Stevens-Johnson. Rfl ioan ca vit md il&n kt: REi logn

ddy ching bl khi c& bifin chiing do dit, hogl i co miln djch qua trung gian, REI
logn todn than: Phi) né

9. QuA LIEU VA XU TRI: Kndng o6 phudng phap diéy tri 3¢ hidu trong tnsng hap

qud lidu. Trong tiong hop qud idu, bdnh Abdn nén duge difu trj fridu ching va cdc

bign phap b trp kni cdn. NEn theo ddi chic nang gan vk ndng 00 CK. Lo mdu
khong im ting dang ki si thanh thil rosuvastatin.

10. cAC DAU HIEU CAN LUY ¥ wh KHUYEN CAD: Khng ding qué lidu chi djnh,

11. TEN, BIA CHI. BIEU TUONG CiA CO 50 SAN XuAT:

Pharmaceuticals
WHD-GMP
cONB TY cf PHAN DUGC PHAM OPV:
S8 27, Eing 34, Khu Céing Nghidp Bién Hoa I, Phuing An Binh,
Tp. Bign Hba, Tinh Béng Nai,
OT: (0257) 3992999 - Fax: (0251) 3892344
12. NGAY XEM XET 5UA 061, cAP NHAT LAI NI DUNG HUONG DAN ST DUNG
THUGE: 20/06:2019
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