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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

COURTOIS-5

Vién nén bao phim

COURTOIS

Vién nén bao phim

COURTOIS-20

Thude bén theo don
Dé xa thm tay tré em
Doc ki huémg diin sir dyng trede khi diing
Thong bdo ngay cho béc s§ hofic duye 5§ nhimg thc dyng khong mong mudn khi sir dyng thude
PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUO1 BENH
1. Thanh phin
M&i vién nén bao phim COURTOIS-5 chira:
Rosuvastatin (dudi dang Rosuvastatin calci).... w3 mg
T4 duge: Lactose monohydrat, cellulose i tinh thé, cdcfh}wmdpavtdou natri starch
glycolat, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen
glycol 6000, mau oxyd sdt do.
M3i vién nén bao phim COURTOIS chira:
Rosuvastatin (dudi dang Rosuvastatin calci) 5
T& dwoc: Calei phosphat dibasic khan, crospovidon, uu:dmmm:he‘, lactose |
monohydrat, magnesi stearat, hydroxypropylmethylcellulose, polyethylen glycol 6000, talc,
titan dioxyd, mdu erythrosin, mau sunset yellow.
M3i vién nén bao phim COURTOIS-20 chira:
Rosuvastatin (dudi dang Rosuvastatin calei)...
Ta duge: Laammmmammwmmém:mmmm:m
glycolar, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen
glycol 6000, mau oxyd sit do.
M ti sin phim

COURTOIS-S: Vién nén dai, bao phim mau 46, mdt mit c6 ddp logo & , it kia c6 dép
gach ngang.

COURTOIS: Vién nén trdn, bao phim mau héng cam, mdt mt c6 dip logo £7 , mt kia c6
dip gach ngang.

COURTOIS-20: Vién nén dai, bao phim méu d6, hai mit tron.

Quy cich déng gbi

COURTOIS-S = Hp 3 vix 10 vién.
COURTOIS  :Hop2 vix 14 vién. /

COURTOIS-20 : Hop 2 vi x 14 vién.

Thude ding cho bgnh gi?

Sin phim COURTOIS-5/ COURTOIS/ COURTOIS-20 chira thinh phin chinh ¢4 tic dung
duwge 1y 12 rosuvastatin,
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Rosuvastatin thude nhém thude cé tén 1a statin.

Ban duge chi djnh rosuvastatin vi:

. Ban ¢6 ndng d§ cholesterol trong méu cao. Piéu dé c6 nghia la ban dang ¢6 nguy co bj
dau tim hodic ddt quy. Rosuvastatin dwge sir dung & ngudsi Iém, thanh thiéu nién va tré em
tir 8 tudi trér 1n d& didu trj tang cholesterol méu. Ban duge khuyén sir dung statin boi vi
viéc thay ddi ché 9 &n va tip luyén khdng du ¢ diu chinh ndng d§ cholesterol cia ban.
Ban nén tiép tyc ché d§ 4n it cholesterol va tip luyén trong khi ding rosuvastatin.

- Ban c6 cdc yéu tb lam ting nguy co bj dau tim, ddt quy hodic vin 8 lién quan dén tim

mach.
Dau tim, dot quy va céc vin dé khic co thé gdy ra boi mdt bénh goi 14 xo vita dong mach.
Xor vita ddng mach duge hinh thinh do chét béo du thira trong djng mach.

Nén ding thudc ndy nhw thé nao va lidu legng?

Ludn ding thudc chinh xéc nhu hutmg din cta béc s§ hojie duge s7. Néu ban chua 3, hay
hoi lgi cho chiic chin.
Liéu dimg:

%umﬂdmmm dé diéu trj ting cholesterol mdu:

Lidu khi ddu 14 thudmg 5 mg hoje 10 mg, ngay ca khi trude d6 ban d2 timg sir dyng statin
liéu cao hom. Lya chon lidu khéi diu phy thuge vao:

- Nbng @ cholesterol trong mdu cia ban.

- Mirc 49 co ban c6 thé b dau tim hay 4§t quy.

meb t6 nguy co c6 thé 1am ban nhay cdm hon véi téc dung khdng mong mubn ciia

Bic sf s& chi djnh lidu phii hgp cho

Béc s§ ¢6 thé quyét ehqnli&amnhﬁ(fimg)n&lz

- Ban |4 ngudi chiu A (Nht Ban, Trung Qubc, Phillipin, Vigt Nam, Han Quédc vii An DJ).

- Ban lén hon 70 tudi.

- Ban bj suy thiin trung binh.

- Ban ¢6 nguy co dau co (b¢nh 1y co).

mgn}umdw&aaw )

Biic sy c6 thé s& ting licu ban sir dyng. Néu ban bit diu véi liéu S mg, bic s§ ¢ thé
i lidu lén 10 mg, sau d6 20 mg vi ting 1én 40 mg néu cin thiét. Néu ban bit diu

v litu 10 mg, béc s§ ¢6 thé ting gp doi lidu 1én 20 mg va sau d6 1a 40 mg néu chn thiét.

Klmi?c&uhgiﬂadeﬂnﬂng' lad

Liéu ti da ctia rosuvastatin 1a 40 mg. Chi sir dyng liéu 40 mg khi bénh nhin ¢6 ndng 4
mm:léum;:mcowwmwmmmmqugdowméwmm
Dé gidm nguy co bj dau tim, djt quy, hodc cdc vin & lién quan dén tim mach:

Lidu khuyén céo 12 20 mg/ ngy. Tuy nhién, béc s§ c6 thé chi dinh liéu thip hon néu ben
khéng c6 céc yéu 16 nguy co trén,

Tré em:

Tré em tir 10 - 17 tudi ting cholesterol huyét gia dinh kiéu dj hep ti:

Lidu khéi ddu thong thudmg 1a 5 mg/ ngdy, lidu s dung 5 - 20 mg/ ngdy duge diéu chinh
trén timg bénh nhan dya trén dya trén myc tiéu didu tri, lidu khuyén cdo t5i da 20 mg/ ngay.
Diéu chinh lidu chi nén thye hi¢n sau thi gian = 4 tudn.

Tré em 2 8 tudi tiing cholesterol huyét gia dinh déng hop tir:

Kinh nghiém sir dung thulc trén tré em bj tang cholesterol huyét gia dinh ddng hop tir chi
gidihmﬁmﬁtsﬁlumnhéu&emzs i

th -
Ug;nguyenvihcﬁnuﬁuﬁllynuﬁc,
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Ban c6 thé ung rosuvastatin vao bdt ky lie nao trong ngdy cling hoic khng ciing vdi thire
&n.,
gﬁuu&mm&cmmmwmmw&mdmuﬁmmm

mmmww;mmmmdmmay.
iém tra cholesterol mau thudmg xuyén

Ban cin phai di kham lai va kiém tra cholesterol mau thuimg xuyén dé dim bio mirc
cholesterol cla ban dat myc tiéu va s& giir vimg & mirc d6.
Bﬂﬂ*ﬁ*wﬁmmﬁhmmmmmﬁﬂmvﬁmm
bénh cla

Khi nito khéng nén ding thue nay?

Khong nén ding thube niay néu ban:

- Mln cim véi rosuvastatin hogic véi bét cir thinh phin nao ciia thube.

- Bj bénh gan.

- Suy thiin nfing.

- Bj dau co khdng rd nguyén nhén va lip lai.

- Bang sir dyng cyclosporin.

- Phy nit mang thai vi cho con bi, phy nit ¢6 kha ning c6 thai nhung khong ding céc bign
phip tréinh thai thich hop. _

Khong nén sir dung liéu 40 mg (liéu tdi da) néu ban:

- Bij suy thin trung binh (néu nghi ngd, hily hoi béc s§).

- Tuyén gidp cia ban hogt dong khong tbt.

- Bj dau co khong rb nguyén nhéin va Ip lgi, tién sir gia dinh hodc cd nhin bj bénh Iy vé co
hofic trude d6 bi bénh 1y co khi sir dung céc chét ha cholesterol khéc.

- Ban thutng ubng rugu nhiéu.

- Ban Ia ngudi chiu A (Nhét Ban, Trung Phillipin, Viét Nam, Han Qudc va An d§).
- Dang sir dyng céc thube ¢4 tén 13 fibrat dé gidm cholesterol.

Néu ban chua chic chiin vé cic vén dé trén, hoi ¥ kién béc s§.

Téc dyng khéng mong mudn

Nhu céc thubc khac, rosuvastatin ¢6 thé gy tdc dung khong mong mubn, nhung khéng
phii ai cling gap phai.
demmﬁilihhﬁmﬁmyéﬂnnhﬁnhmmmpMnMsm:
;%Mﬁ%@mﬁy.phﬁbmmwtwmmdimwﬁhmm
-mwm@ammmmmaﬁ.rﬁwmwwmuaumﬂ
thanh thiéu nién hon ngudi 16n. Tuong ty nhu céc statin khéc, mot sO lugng rét nho bénh
nhén bj cée tic dung khong mong mudn & co va hiém khi bi tbn thuong co de doa tinh
mgng (tiéu co).

Ciic téc dung khdng mong mudn khic:

Thuomg gdp: Nhirc diu, chéng mi, téo bon, budn nn, dau bung, dau co, suy nhugc.

Déi thdo dwimg. Ban s& d& bj hon néu ban ¢6 ndng 45 dudmg va lipid trong méu cao, thira
cén vi bj tang huyét dp. Bic s§ sé theo ddi ban khi ban sir dyng

It gap: Ngira, phét ban va may day, ting protein ni¢u - thong thuomg s& quay vé gia tri binh

thutmg khi ngimg .
H&nﬁ:ﬁﬁm&hc&gﬁhm,ﬂmmn&mmmww.mwm
Rit hiém gap: Gidm tri nhé, bénh da diy thén kinh, ho, khé thé, ving da, viém gan, dau
khép, tidu ra mau, nit héa tuyén vi.
Chmrﬁl&uu&:h%mﬁm,bhhliﬂnkinhzuibiﬂn. i logn gidic ngi (bao gdm mét
: ; i i logn diy d6i khi bién chimg dirt
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Thubc ¢6 thé gy ra céc tic dyng khong mong mubn khéc. Théng béo cho béc s nhimg tic
dyng khdng mong mubn gdp phai khi sir dung thude.

Nén trinh ding nhimg thuéc hoiic thye phim gi khi dang sir dyng thuc nay?

Mot sb thubc c6 thé twong tic véi rosuvastatin nén phai théng béo cho béc s hodc duge 5§
ctia ban vé tht ca chc logi thuéc ma ban dang sir dung, bao gbm cé cic ké don hofic
khdng ké dom, cdc vitamin hogc thude tir duge ligu.
mmmmwﬁmmwm*m&mcﬁmmﬂrm
ké sau khi ghép co quan), warfarin hofc clopidogrel (hofic cdc khiic diing dé chéng
déng), fibrat (nhu il, fenofibrat) hofic céc thubc khic ding dé hy cholesterol (vi
dy: Ezetimib), trj khé tiéu (dung trunghéaacidmdadﬁy),uythrmcin(n_m
logi khng sinh), acid fusidic (mt logi khéng sinh), thubc ubng, ligu
phip thay thé hormon hogc thude khdng virus nhu ritonavir + lopinavir vi/ hodic azatanavir
hodc simeprevir (ding didu trj HIV, bao nhim HIV kém viém gan siéu vi C),
mlchicin(mugcdmdihn-igom.ac ké trén c6 thé 1am dnh huong dén tac dung

e 4 1 adeg e thte
b ciing hodic khdng clng in,
wmmmmmmmmmmm

. Cin lam gi khi m§t lin quén khing dung thude?
Khng ding lidu da quén mé ding thudc theo diing lich trinh cl. Khong ubng gip doi lidu.
Ciin bio quin thube nay nhu thé nao?

Gir thuc trong bao bi gde ctia nha sin xudt, diy kin.
Dé thudc noi kho réo, trénh dnh séng, nhiét d9 khong qua 30°C, vi ngodi thm véi cla tré

em.
Khong sir dung thubc sau ngdy hét han ghi trén bao bi (hdp va vi thudc).

. Nhimg déu hi¢u vi trigu chimg khi ding thube qud liéu

Diing thube chinh xéc nhy huéng din cia béc s§. Néu ban v6 § ding qué liéu, ngung ding

thudc va lién lac ngay véi bic s§ hojic trung tim y té gén nhit.

Chin phii lam gi khi ding thube qué lidu khuyén céo?

Ngung diing thubc va lién lac ngay véi béc s§ hodic trung tdm y té gin nhét,

Mang theo vién thudc ciing véi bao bi dé béc 57 biét ban a3 udng thudc gi va ¢6 bi¢n phép

xir Iy kip thosi.

Nhimg di¢u cdn thin trong khi ding thudc nay

Trute khi ding thudc ndy, thong béo cho béc s§ néu ban ¢6 nhimg vén dé sau:

- Ban c6 vén dé vé thin hoiic gan.

s 3: i dau co Lip lai hofic khong rd nguyén nhén, di timg bj hodic ¢6 tién sir gia dinh bj

vé co, holic tidn sir tnede d6 bj vin dé vé co khi sir dyng céc thude ha cholesterol

khic. Thong béo cho béc s7 néu ben bi dau co khéng rd nguyén nhén dic biét khi ben
mﬂ?mmwbia&mwmmgmm#n&mﬁﬂuw

kéo

- Ban thuémg xuyén ubng nhidu rugu.

- Tuyén gidp cla ban hogt dong khong tét.

- Ban ubng thubc ¢6 tén 14 fibrat dé ha cholesterol. Doc ky hudmg din trude khi sit dyng,
¢6 thé trude 46 ban d sir dyng cdc thude didu trj cholesterol méu cao,

- Bansir didu trj HIV vi dy: ritonavir + lopinavir vi/ hodc atazanavir.

- Ban cb tién sir bj gout ho¥ic dang sir dung colchicin. :

- Ban dang sir dyng khéng sinh c6 tén & acid fusidic. M
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O mét sb ngudi, statin c6 thé anh huémg dén gan va c6 thé xdc dinh thdng qua vige xét
méu. Vi li do nay, béc sy s& thudmg xuyén kidm tra méu truée va trong théi gian

diéu tri v rosuvastatin,

Trong thoi gian didu trj véi rosuvastatin, béc sy s& theo ddi viée ban c6 bj déi théo duimg

hoic ¢6 nguy co bj dai thdo dudmg hay Ban dudmg nhu d& ¢6 nguy co bj dai théo

duémg hon néu ban ¢6 ndng 9 dudmg va chit béo trong méu cao, thira can v ting huyét

ap.
Cinh bio lién quan dén td duge
COURTOIS-5/ COURTOIS! COURTOIS-20 ¢6 chira lactose. Néu ban khong dung nap
mt logi duémg nio d6, hdy théng béo cho bic s§.
Té duge mau sunset yellow c6 trong thanh phin ciia thubc ¢6 kha ning gdy dj img.
Diing thube cho tré em
Tré < 8 tudi: Khong nén sir dung rosuvastatin cho tré em < 8 tudi.
Tré < 18 tudi: Liéu 40 mg khong thich hop dé sir dyng cho tré em < 18 tudi.
Phy nit mang thai hogc cho con bii
chi dinh sir dung rosuvastatin néu ban c6 thai hodic dang cho con bi.
thai khi dang ding rosuvastatin, ngimg thudc va thong bdo cho béc s§.
mang thai trong thoi gian sir dung rosuvastatin cach sir dung bién phép thai

thich

Hmyhkvi&wsywdmaymms&mwwmﬂo.

Ldi xe va viin hanh mdy moc

Thudc niy hiu nhu khong dnh hudmg dén kha niing 14i xe va viin hanh méy méc. Tuy nhién,
mot vAi ngudri cim thiy chéng mit trong thoi gian diéu trj voi rosuvastatin. Néu ban thiy
chéng mat, tham khdo ¥ kién béc sy trude khi l4i xe hay vin hinh miy moc.

14. Khi nio cin tham vin béc sy, dwge s§?

Néuehﬂ:&mﬂn&wﬁmcinhﬁi?ﬁéub&:sjhﬂcdms}.
15. Han diing ciia thudc: 36 thing ké tir ngay sin xuét.
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Tém thin: Trim cam.

Thén kinh: Bénh Iy thin kinh ngoai bién, rdi loan gidc ngu (bao gbm mét ngy, 4c mng),
suy gidm nhdn thirc (nhw mét tri nha, 1 1in,...).

Tiéu hoa: Tiéu chay.

Co, xuong khép: R6i loan diy chiing, doi khi bién chimg dint day ching; bénh 1y hogi tir co.
Réi loan chung va t4i vi tri sir dung: Phi né.

. QUA LIEU VA CACH XU TRI

Khéng c6 phwong phap diéu trj dic hi¢u khi ding thubc qua liéu. Khi qud liéu, bénh nhin
nén duge diéu tr triu chimg va dp dyng cdc bign phap hd trg khi cin thiét. Nén theo doi
chirc nfing gan vi néng 4 CK. Viéc thim phin méu c6 thé khdng cé lgi.

CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO: Khong diing qué liéu chi dinh.
. TEN, PJA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)
Lo M7A, Dudng D17, Khu CN My Phude 1, Phuémg Théi Hoa, Thi x& Bén Cat, Tinh Binh
Duong, Viét Nam
Dién thogi: 0274-3567689  Fax: 0274-3567688
12. NGAY XEM XET SUA DOI, CAP NHAT LAMKOI-DEN
THUOC oy

v

TUC.CUC TRUONG
PIRUGNG PHONG

g Mind Jﬂh:y
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