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Ry PRESCRIPTION DRUG 2 Blisters x 14 f.c. tablets

Courtois

Manufactured by:

I —
ot Thol Hoa commune, Ben Cat distict,
= Binh Duong province, Vielnam

CAREFULLY READ THE PACKAGE INSERT BEFORE USE INDICATIONS / DOSAGE & ADMINISTRATION / STORAGE: In dry place, protected from light,
CONTRAINDICATIONS / PRECAUTIONS: below 30°C
Feefer to the paciage inser for use instnctions

COMPOSITION: Each film-coated tablel contains:

Rasavastatine Ca

eqlo i 10 mg
2T T S —— SPECIFICATION: In-house standard
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Kiém sodt sira déi:

Tén san phdm: Courtols

Kich thuéc hop: 148 x 17 x 53 (mm)

Kich thudc vi: 50 x 145 (mm)

Quy cach: 2vix 14 vién

Ma s6:

Tone mau:




Bt S Dypc k) huwrdng diln sir d A
ung triede khi ding.
Sk e Néu cdn thém thong tin xin hl § kién thdy thube. =
Chi ditng thudc nay theo sie ké don ciia mb’; thude.

COURTOIS

(Vién nén tron bao phim Rosuvastatin 10 mg)

THANH PHAN:

M3i vién nén tron bao phim chira:

Rosuvastatin calci

tuong duong Rosuvastatin ; - 10,00 mg

Téd dwoc: Ca!ci'pimﬂ:ar dibasic khan, crospovidon, cellulose vi tinh thé, lactose monohydrat, magnesi stearaf,

hydroxypropyl Htulose, polyethylen glycol 6000, talc, titan dioxyd, mau erythrosin, mau sunset yellow .. vita it I vién.

Dic tinh dugce lyc hge:

Rosuvastatin 1a mét chit &rc ché chon loc va canh tranh trén men HMG-CoA reductase, 1 men xic tic qud trinh chuyén doi 3-
hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mét titn chét cua cholesterol. Vi tri tic djng chinh cia rosuvastatin 14
gan, o quan dich lam gidm cholesterol.

Rosuvastatin lam tang sb lugng thu thé LDL trén bé mit té bio & gan, do vy lam ting hép thu va di héa LDL v irc ché su tong
hop VLDL & gan, vi viy lm gidm c4c thanh phin VLDL vi LDL.

Diic tinh dwge djng hoc:

Hép thu:

Rosuvastatin hp thu khéng hoan todn tir dutmg tiéu héa. D sinh kha dung tuyét 46i khodng 20%. Néng d9 dinh trong huyét
tuong dat duge khoang 5 git sau khi udng.

Phén bé:

Rosuvastatin phan b rong r3i & gan 12 noi chil yéu 1ong hop cholesterol va thanh thai LDL-C. Thé tich phén bd ciia rosuvastatin
khoang 134 L. Khodng 90% rosuvastatin két hop véi protein huyét tuong.

Chuyén héa:

Rosuvastatin chuyén héa chi yéu bai cytochrom P450 isoenzym CYP2C9 Thi gian bén thai huyét trong khoing 19 gio. Théi
gian ban thai khéng tang khi ding liéu cao hom.

. Thai trie:

Khoang 90% liéu rosuvastatin dugc thai trir & dang khong d4i qua phan (bao gbm hoat chét duoc hip thu va khéng duge hép thu)
va phin con lai dwoe bii tiét ra nuée tidu. Khoang 5% duge bai it ra nudr tiéu dudi dang khong dbi,

Theo nghién ciru duge dong hoc tai M¥ trén ngudi Chau A, khi néng hip thu rosuvastatin trung binh & ngudri Chiu A tang gin
gép 2 lan so véi ngudi da tring.

CHI DINH:
Rosuvastatin duge ding dé lam giim LDL-~cholesterol, apolipoprotein B, triglycerid va 1am tang HDL-cholesterol trong nhimg
truémg hop tang lipid mau, bao gdm tang cholesterol miu nguyén phét (loai T1a), réi loan lipid hén hop (logi 1Ib) va ting

triglycerid méu (loai IV). :
Rosuvastatin ciing ding duge cho nhimg bénh nhin ting cholesterol mau gia dinh déng hop tir. v“ ‘/
LIEU DUNG - CACH DUNG: i

Cdch ding: W

Bénh nhan nén thyc hién ché dg 4n kiéng chuan it cholesterol tnrée khi ding rosuvastatin va nén tiép tuc ché d an ndy mmg@\ -

thori gian ding thudc. R

i

Rosuvastatin c6 thé diing véi lidu dan bit cir lic ndo trong ngdy, c6 hodc khéng kém thirc 4n. S
Khuyén cdo bit dhu didu trj véri lidu thip hit ma thudc c6 thc dung, sau d6 néu cin thiét, ¢ thé diéu chinh litu theo nhu cuva- &, &
dap img cua timg ngudi bing cach 1éng lidu timg dot cich nhau khong dudi 04 tudn va phai theo ddi cc phin (mg cé hai cia T\ﬁ \
thudc, d3c biét 14 cic phan img c6 hai doi véi hé co. B
Liéu legng: o

Ngwai lén: Lidu khoi du khuyén dung 14 5 mg hoje 10 mg x | |an/ ngdy, ting dén lidu 20 mg x 1 1an/ ngly sau 4 tun néy, an'z:ﬁ i
thiét, Viéc lya chon lidu khéi d3u nén liru ¥ dén mirc cholesterol cia timg bénh nhin, nguy ca tim mach sau ndy ciing nh&%l

L

chds
ndng xay ra céc tic dung khong mong muan. Vi tAn suit tic dung khdng mong muodn ting khi ding lidu 40 mg so véi céc _.Léu---”t <)
thép hon, viéc chuén liéu cudi ciing dén lidu téi da 40 mg chi nén duge xem xét cho cic bénh nhin ting cholesterol méu w.
nguy co vé bénh tim mach cao (dic biét la c4c bénh nhin ting cholesterol méu c6 tinh gia dinh) ma khéng dat duge muc ti
tri & lidu 20 mg va céc béah nhin niy cin phai dugc theo ddi thubmg xuyén. Cin c6 sy theo ddi cia cic béc sT chuyén khoa khi
bit ddu dung licu 40 mg.
Tré em: Tinh an toan va higu qua & tré em chua dugc thiét 13p. Do d6, khang nén diing rosuvastatin cho tré em.
. Ngwdi cao tudi: Licu khai diu 5 mg dugce ding cho bénh nhin > 70 tudi, Khong cn diéu chinh lidu & cdc béah nhin nay.
Bénh nhén suy thén: Khong cén dicu chinh lieu & bénh nhin suy thin tir nh dén vira, Béah nhén suy thin mirc dj vira phai (40
thanh thai creatinin < 60 m/ phit) dugc khuyén ding liéu khoi dbu 5 mg nmg chéng chi dinh & lidu 40 mg, Chéng chi dioh
dung rosuvastatin cho b¢nh nhin suy thin ning.
Bénh nhdn chdu A, bénh nhdn dang ding cyclosporin va bénh nhén c6 cdc yéu td cd kha nang gdy bénh ca: Lidu khoi ddu
Khuyén ding 1 5 mg va chng chi dinh & liéu 40 mg.
Theo nlg:ién ciru duge ding hoc tai My trén ngudi Chiu A kha néing hép thu rosuvastatin trung binh & ngudi Chéu A tang gin
gip ZA_ so véi ngudi da tring. Nén cén nhiic sy gia téng ndy khi quyét dinh ding liéu khéi ddu 5 mg rosuvastatin cho ngudi
Chéu
Sie dung chung véi edc chdt ic ché protease cia HIV va HCV (Atazanavir, Alazanavir + Ritonavir, Lopinavir + Ritonavir): Gidi
han litu rosuvastatin t5i da 10 mg mét lan/ngdy
CHONG CHIi DJNH:
Bénh nhin mAn cim véi bt ky thanh phin ndo cia thude.
Bénh nhin cé bénh gan tién trién bao gdm ting transaminase huyét thanh kéo dai ma khéng rd nguyén nhin va ting transaminase
huyét thanh hon 3 lin giéi han trén cia mirc binh thutng (ULN).
Bénh nhin suy thin nng (46 thanh thai creatinin < 30 ml/ phit).
Bénh nhén c6 bénh ly ve co.
Phy nir mang thai va cho con b, phy nif ¢ kha ning 6 thai nhung khéng ding céc bign phip trénh thai thich hop.
LUU Y PAC BIET VA THAN TRQNG KHI SU DUNG:
Tac dfng trén co xuong:
CAn cin nhic khi ding thuéc thudc nhém statin ddi v6i nhimg bénh nhin cb nhimg yéu t& nguy co din dén tén thuong co. Thubc
thudc nhém statin c6 nguy co gly ra céc phin img c6 hai d4i véi hé co nhu teo co, viém co, dic bigt doj nhin c6 yéu 18
nguy co nhu bénh nhin trén 65 tudi, bénh nhin bj bénh thidu nang tuyén gidp khéng duoc kidm sgdEEenfefigiroRbgnh thin. Cin
{heo ddi chat ché cac phan img cé hai trong qud trinh ding thuée A
énh nhin cn bdo c4o ngay cho bic si dicu trj cic dAu hiéu hojic tridu chimg dau co, mét 0k
¢ nén trong qué trinh sir dung thudc. Q
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Cdn nhéic theo doi creatin kinase (CK)
+Trude khi didu tri, xét nghiém CK nén dugc tién hanh trong nhimg truémg hop: Suy gidm chir ndng thdn, nhuge giép, tién st
ban thin hojc tiéiistr gia dinh mic bénh co di truyén, tién s b bénh co do sir dung statin hofic fibrat truéc do, tién sir bénh gan
vivhodic uéﬂ; nhiéu regu, bénh nhéin cao tudi (> 70 tudi) c6 nhimg yéu tb nguy ca bj tidu co vin, kha ning xdy ra tuong thc thudc
va mft s6 doi tugng bénh nhén djc biét. Trong nhimg tneéng hop niy nén cin nhic loi ich/nguy co va theo doi bénh nhin trén
lim sang khi diéu tri bing statin. Néu két qud xét nghi¢m CK > 5 lin gii han trén cia mic binh thudmg, khéng nén bit diu diéu
trj bang statin.

+ Trong qud trinh diéu trj bing statin, bénh nhan cin thong béo khi c6 cic bidu hién vé co nhw dau co, cimg co, yéuco ... Khicé
cdc biéu hi¢n ndy, bénh nhén cdn 1Am xét nghiém CK @& c6 céc bign phap can thiép phi hop.
Anh hieomg trén gan:
Gidng nhur céc chat irc ché men HMG-CoA reductase khic, cin thin trong khi ding rosuvastatin & bénh nhan nghién rwou ning
va/ hojic ¢6 tién sir bénh gan. g 3

khuyén cdo lam xét nghiém enzym gan trude khi bt diu diéu trj bing statin va trong tnedmg hop chi djnh lim sing yéu cdu xét
nghi¢m sau d6. Nén ngung hofc gidm licu rosuvastatin néu ndng d¢ transaminase huyét thanh gp 3 lin gi6i han trén cia mirc
binh thuémg.
Sie dung djig thei véi thude chdng déng coumarin:
Thin trong khi sir dung rosuvastatin cling véi c4c thudc chdng déng vi c6 kha ning gay kéo dai théi gian prothrombin/ INR kiéu
coumarin,

DéE xa thm tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Téing nguy co t6n thiwong co: khi sir dung rosuvastatin ddng thér véi cdc thube sau

- Gemfibrozil
- Cacthudc ha cholesterol mau nhom fibrat khic

- Niacin li¢u cao (>1g/ ngay)

- Colchicin

Cyclosporin: Dung @dng thdi rosuvastatin véi cyclosporin, ldm ting ndng 6 trong méu cia rosuvastatin, vi thé nén ding
rosuvastatin & liéu 5 mg/ ngay.

Cdc chdt déi khdng vitamin K: Giéng nhu céc chit irc ché men HMG-CoA reductase khic, khi bt du didu trj hojc ting lidu
rosuvastatin & bénh nhin diéu trj déng théni véi cde chit ddi khang vitamin K (nhu warfarin) c6 thé lam ting trj s8 INR. Ngung
diing hojic giam liéu rosuvastatin ¢6 the lam gidm INR. Trong nhimg truémg hop nhu viy, nén theo dai trj s6 INR.

Gemfibrozil: Gibng nhu céc chit tc ché men HMG-CoA reductase khic, ding ddng thti rosuvastatin véi gemfibrozil lam ting
néng @9 rosuvastatin trong mau. Nén trénh ding déng théi hodc néu can thiét phii phéi hop thi khéng nén ding qud 10 mg
rosuvastatin/ ngdy.

Thuée khdng acid: Ding rosuvastatin déng théi véi hén dich thude khang acid chira nhom v magnesi hydroxid 1am gidm khong
50% ndng 3 rosuvastatin trong huyét tuong. Khi uéng thubc khing acid cich 2 gitr sau khi ding rosuvastatin thi ndng 49
rosuvastatin trong huyét twong s& giam it hon. Méi twong quan vé mat lim sing cia tuang téc nay vin chua rd.

Erythromycin: Ding dong théri rosuvastatin véi erythromycin lim gidm 20% AUC va 30% Cmax ciia rosuvastatin, Turong téc ndy
c6 thé 13 do erythromycin lam tang nhu déng rugt.

Thudc vién uong ngiza thai/ ligu phdp thay thé hormon (HRT): ding déng thoi rosuvastatin véi thudc vién uéng ngir thai lim
ting 26% AUC cua cthinyl estradiol vi 34% AUC cua norgestrel. Nén luu y dén mic ting ndng dé céc chit ndy trong huyét
tuang khi chon thudc ung ngira thai. Chua c6 dir li¢u duge dong hoc trén nhimg bénh nhn ding ddng théi rosuvastatin va HRT
va vi vy khdng thé loai trir kha nang c6 téc ddng tuong tw. Tuy nhién, sy két hop da digc sir dung rong rii & phy nit trong cdc
thir nghiém ldm sang va da dugc dung nap tot.

Cdc thude tic ché protease ciia HIV va viém gan siéu vi C (HCV): viéc sir dung déng thti cic thude ha lipid mau nhém statin véi
c4c thue diéu trj HIV va viém gan siéu vi C (HCV) c4 thé lam ting nguy co gy tdn thwong co, nghiém trong nhét 1a tidu co vin,
thin hu din dén suy thin va cé thé giy tir vong

SU'DUNG CHO PHY N’ CO THAI VA CHO CON BU:

Céc thudc irc ché HMG-CoA reductase chéng chi dinh ding cho phu nif c6 thai va cho con b,

Rosuvastatin chi sir dung cho phy nit trong d9 tudi sinh san khi chic chin khéng 6 thai va da dugc thong bio vé kha nang giy
nguy hiém.

Néu bénh nhén c6 thai khi dang ding thude, nén ngimg thudc ngay I3p tirc va binh nhin nén dwgc biét vé méi nguy hidm tiém
tang di vai bao thai,

TAC DUNG KHONG MONG MUON:

Thuomg gdp: Pau co, téo bén, suy nhuge, dau bung, budn nén.

It gap: Loan nhip tim, viém gan, phan img qu4 mn (nhu phd mét, gidm tiéu cAu, gidm bach ciu, ban béng nutc, miy day va phi
'+ mach), suy thin, ngat, nhugc ca, viém co, viém tyy, phin img nhay cim dnh sing, bénh co va ly gidi co vin.

.. Cde bdt thucmg khdc: Tang creatin phosphokinase, transaminase, ting duémg huyét, glutamyl transpeptidase, alkalin phosphatase,
bilirubin va bat thutmg chirc ning tuyén gidp.
Bénh nhin can béo cdo ngay cho béc sf didu trj cic diu higu hofic trigu chimg dau co, mét méi, sdt, nudc tiéu sim mau, budn nén
hodc nén trong qué trinh sir dung thude.
Ngodi ra con gdp mgt s6 tdc dung khdng mong mudn sau:
- Suy gidm nhin thirc (nhu mAt tri nhé, 16 1n...)
- Téng dubmg huyét
-  Ting HbAlc

Théng bdo cho thdy thubc cdc téc dung khéng mong muén gdip phai khi st dung thude.
TAC DPONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Cic nghién ciru dé xdc djnh anh huémg ciia rosuvastatin trén kha ning l4i xe vi vin hanh mdy chwa duge thyc hién. Khi 181 xe
hogc vin hanh méy nén liru ¥ ring chéng mat c6 thé xdy ra trong thoi gian didu tri.
QUA LIEU - XU TRi:
Khéng c6 phuong phap dicu trj diic hiéu khi ding thudc qua lidu. Khi qud liéu, bénh nhin nén dugc diéu trj triéu chimg va dp
dung céc bién php h trg khi cin thiét. Nén theo dai chirc ning gan va nong d3 CK. Vigc thim phan mau c6 thé khang c6 lgi.

DONG GOI: Hop 2 vi x 14 vién.

BAO QUAN: Noi khé rio, trénh 4nh séng, nhit d3 khéng qua 30°C,
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha sin xuat.

HAN DUNG: 36 théng ké tir ngdy sin xuét.

Sén xudt tai: e
CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO., LTD)
L& M7A, Buémg D17, Khu CN My Phudc 1, xi Thoi Hoa, huyén Bén Cit, Tinh Binh Duong, Viét Nam

Tel: 0650-3567689 Fax: 0650-3567688
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