Doc kj hudng dén sir dung treée khi ding.
Néu cén thém théng tin xin héi y kién thdy thuéc.
Chi ditng thuéc nay theo s ké don ciia thdy thudc.
(Vién nén tron bao phim Rosuvastatin 10 mg)
THANH PHAN:

M&i vién nén tron bao phim chira:

Rosuvastatin calci

trong duong ROSUVASTALIN ..............ooiiuiieieeieeieeeee e 10,00 mg
Ta dugc: Calci phosphat dibasic khan, crospovidon, cellulose vi tinh thé, lactose monohydrat, magnesi stearat,
hydroxypropylmethylcellulose, polyethylen glycol 6000, talc, titan dioxyd, mau erythrosin, mau sunset yellow ... vira du | vién.

Dic tinh dwgc luc hoc:

Rosuvastatin la mét chat trc ché chon loc va canh tranh trén men HMG-CoA reductase, 14 men xiic tac qua trinh chuyén déi 3-
hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mt tién chat cua cholesterol. Vi tri tac dong chinh cua rosuvastatin la
gan, co quan dich lam giam cholesterol.

Rosuvastatin lam tang so luong thy thé LDL trén bé mit té bao & gan, do vy lam tang hap thu va dj héa LDL va trc ché sy tong
hop VLDL & gan, vi vdy lam giam cac thanh phian VLDL va LDL.

Dic tinh duwgc djng hoc:

Hdp thu:

Rosuvastatin hap thu khdng hoan toan tir dudmg tiéu héa. Do sinh kha dung tuyét déi khoang 20%. Nong do dinh trong huyét
twong dat dugc khoang 5 gitr sau khi udng.

Phdn bo:

Rosuvastatin phén bo rong rdi & gan la noi chu yéu tdng hop cholesterol va thanh thai LDL-C. Thé tich phan bd ctia rosuvastatin
khoang 134 L. Khoang 90% rosuvastatin két hop vai protein huyét tuong.

Chuyén héa:

Rosuvastatin chuyén héa chii yéu béi cytochrom P450 isoenzym CYP2C9. Thoi gian ban thai huyét twong khoang 19 gid. Thoi
gian ban thai khong ting khi dung liéu cao hon.

Thai trie:

Khoang 90% liéu rosuvastatin dugc thai trir & dang khong ddi qua phan (bao gdm hoat chét duge hap thu va khéng dugc hép thu)
va phan con lai dugc bai tiét ra nudc tidu. Khoang 5% duge bai tiét ra nuéc tidu dudi dang khong doi. ’

Theo nghién ciru dugc dong hoc tai My trén nguoi Chau A, kha ning hap thu rosuvastatin trung binh & ngudi Chau A ting gan
gap 2 lan so v&i ngudi da tring. e

CHI DINH:
Rosuvastatin duge dung dé 1am giam LDL-cholesterol, apolipoprotein B, triglycerid va lam tang HDL-cholesterol trong nhimg
trrong hop tang lipid mau, bao gom ting cholesterol mau nguyén phat (loai Ila), réi loan lipid hdn hop (loai IIb) va tang
triglycerid mau (loai IV).

Rosuvastatin ciing dung dugc cho nhirng bénh nhan ting cholesterol mau gia dinh dong hop tir.

LIEU DUNG - CACH DUNG:

Cach diang:

Bénh nhén nén thyc hign ché d6 an kiéng chuan it cholesterol truc khi ding rosuvastatin va nén tiép tuc ché dé an nay trong suot
thoi gian dung thudc.

Rosuvastatin c6 the dung véi liéu don bat cir liic nao trong ngay, c6 hogic khong kém thirc 4n.

Khuyén céo bét dau diéu trj vi liéu thp nhit ma thuée c6 tac dung, sau d6 néu cin thiét, c6 thé didu chinh lidu theo nhu ciu va
dap img cua timg nguoi bang cach tang lidu timg dot cach nhau khéng dudi 04 tuan va phai theo ddi cac phan tng c6 hai cua
thudc, dic biét 1a cac phan (g c6 hai doi vai hé co.
Liéu lwgng:

Nguai Ién: Liéu khoi dau khuyén dung 1a 5 mg hogc 10 mg x 1 lan/ ngay, tang dén liéu 20 mg x 1 14n/ ngay,sau 4 tudn néu cin
thiét. Viéc lya chon lidu khoi ddu nén lwu ¥ dén mirc cholesterol cuia timg bénh nhan, nguy co tim mach sau nayleiing nhu kha
nang xay ra cac téc dung khong mong muon. Vi tan suat téc dung khong mong mudn tang khi ding lid¢u 40 mg sdvdi cac lidu
thap hon, viéc chuan liéu cudi cung den liéu t6i da 40 mg chi nén dugc xem xét cho cac bénh nhén tang cholesterel Mau nang c6
nguy co vé bénh tim mach cao (dic biét 1a c4c bénh nhén tang cholesterol mau c6 tinh gia dinh) ma khéng dqtydgc ¢ tiéu diéu
trj & liéu 20 mg va cac bénh nhan ndy can phai dugc theo doi thuong xuyén. Can cé sy theo ddi cua cac bac'si chuyén khoa khi
bat dau dung liéu 40 mg. AT

I'ré em: Tinh an toan va hi¢u qua ¢ tré em chwa dugec thiét lap. Do d6, khong nén dung rosuvastatin cho tré em.
Ngudi cao tuéi: Liéu khoi dau 5 mg duge dung cho bénh nhan > 70 tudi. Khong cin didu chinh lidu & céc bénk
Bénh nhdn suy thgn: Khong can diéu chinh liéu & bénh nhan suy than tir nhe dén vira. Bénh nhan suy than
thanh thai creatinin < 60 ml/ phit) dugc khuyén dung liéu khoi dau 5 mg nhung chéng chi dinh & lidu
dung rosuvastatin cho bénh nhan suy than ning.

Bénh nhdn chdu A, bénh nhdn dang dung cyclosporin va bénh nhén cé cdc yéu t6 cé kha ndng gdy bénh co: Liéu khoi dau
khuyén dung 12 5 mg va chéng chi dinh & liéu 40 mg.

Theo nghién ciru dugce dong hoc tai My trén ngudi Chau A kha ning hép thu rosuvastatin trung binh & ngudi Chau A ting gan
gap 2 lan so vdi ngudi da tring. Nén cn nhic sy gia tang nay khi quyét dinh dang lidu khéi diu 5 mg rosuvastatin cho ngudi
Chau A.

Str dung chung véi cdc chdt irc ché protease cua HIV va HCV (Atazanavir, Atazanavir + Ritonavir, Lopinavir + Ritonavir): Gigi
han liéu rosuvastatin t6i da 10 mg mét lan/ngay

CHONG CHI PINH:

Bénh nhan méan cam véi bat ky thanh phan nao cua thuée.

Bénh nhan c6 bénh gan tién trién bao goém ting transaminase huyét thanh kéo dai ma khong rd nguyén nhan va ting transaminase
huyét thanh hon 3 1dn gi6i han trén cia mirc binh thuong (ULN).

Bénh nhén suy than ning (d$ thanh thai creatinin < 30 ml/ phat).

Bénh nhan cé bénh ly vé co.

Phy nir mang thai va cho con bu, phy nir ¢6 kha ning cé thai nhung khong dung cac bi¢n phap tranh thai thich hop.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

T'ac dong trén co xuong:

Can can nhéc khi ding thudc thuge nhom statin ddi véi nhimg bénh nhan ¢6 nhimg yéu té nguy co dan dén ton thuong co. Thube
thugc nhém statin ¢6 nguy co gay ra cac phan {mg cé hai d6i v&i hé co nhur teo co, viém co, dic biét ddi-vai an co yéu to
nguy co nhu b¢nh nhan trén 65 tudi, bénh nhén bj bénh thiéu ning tuyén giap khong dugc kiém sod ’
theo doi chat ché cac phan img c6 hai trong qua trinh dung thude :
Bénh nhén can bao c4o ngay cho bac si diéu trj cac diu hi¢u hodc tri¢u chirng dau co, mét méi, so, éu sa Aly non
hodc nén trong qua trinh sir dung thudc.
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Cdn nhdc theo ddi creatin kinase (CK)

+Trude khi dleu tri, xét nghi¢m CK nén duoc tién hanh trong nhirng truéng hop: Suy giam chirc nang than, nhuorc giap, tién sir
ban than hoac tién sir gia dinh méc bénh co di truyén, tién sir bj benh co do sir dung statin hodc fibrat trudc dé, tién sir bénh gan
va/hodc uon nhiéu rugu, bénh nhan cao tudi (> 70 tudi) c6 nhimg yéu td nguy co bi tiéu co vén, kha ning xay ra tuong tic thudc
va mét so doi tuong bénh nhan dac bl¢t Trong nhimg truong hep nay nén can nhic lgi ich/nguy co va theo ddi bénh nhan trén
lam sang khi diéu trj bang statin. Néu két qua xét nghiém CK > 5 lan gidi han trén cia mirc binh thuong, khong nén bit dau diéu
trj bing statin.

+ Trong qua trinh diéu trj bang statin, bénh nhan can thong bao khi c6 cac biéu hién vé co nhr dau co, cimg co, yéu co ... Khi ¢6
cac biéu hién nay, bénh nhan can lam xét nghiém CK dé c6 cac bién phap can thi¢p phu hop.

Anh hueomg trén gan:

Giong nhu cac chat irc ché men HMG-CoA reductase khac, can than trong khi dung rosuvastatin & bénh nhan nghién rugu niang
va/ hoac ¢6 tién sir bénh gan.

khuyén cao lam xét nghiém enzym gan trude khi bit du dleu tr| bang statin va trong truong horp chi dnnh lam sang yéu cau xét

nghiém sau d6. Nén ngung hodc giam liéu rosuvastatin néu nong d transaminase huyét thanh gap 3 lan gidi han trén cua mirc
binh thuong.

Str dung dong thoi véi thude chong déng coumarin:

Thén trong khi sir dung rosuvastatin cung véi cac thudc chong dong vi c6 kha nang gay kéo dai thoi gian prothrombin/ INR kiéu
coumarin.

Pé xa tim tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Tang nguy co tén thuong co: khi sir dung rosuvastatin dong thoi véi cac thude sau

- Gemfibrozil

- Cac thude ha cholesterol mau nhom fibrat khac

- Niacin liéu cao (>1g/ ngay)

- Colchicin

Cyclosporin: Dung dong thoi rosuvastatin vai cyclosporin, lam ting nong do trong mau cua rosuvastatin, vi thé nén dung
rosuvastatin & liéu 5 mg/ ngay.

Cdc chdt doi khang vitamin K: Glong nhu cic chat irc ché men HMG-CoA reductase khac, khi bit dau diéu trj hoac ting liéu
rosuvastatin ¢ benh nhan diéu trj dong thoi voi cac chat doi khang vitamin K (nhu warfann) c6 thé lam tang trj so INR. Ngung
dung hodc giam liéu rosuvastatin c6 thé lam giam INR. Trong nhimg treong hop nhu vdy, nén theo dai trj s6 INR.

Gemf brozil: Gidng nhur cac chat irc ché men HMG-CoA reductase khac dung dong thoi rosuvastatin vdi gemfibrozil lam tang
nong do rosuvastatin trong mau. Nén tranh dung ddng thdi hodic néu can thiét phai phéi hop thi khéng nén dung qua 10 mg
rosuvastatin/ ngay.

Thudc khang acid. Dung rosuvastatin dong thot voi hon dich thudc khang acid chira nhdm va magnesi hydroxid lam giam khoang
50% nong do rosuvastatin trong huyet twong. Khi uéng thude khang acid cach 2 gi¢o sau khi dung rosuvastatin thi nong do
rosuvastatin trong huyet twong s& giam it hon. M6i twong quan vé mit 1am sang cuia trong tac ndy van chua rd.

Erythromycm Dung dong thoi rosuvastatin véi erythromyein lam giam 20% AUC va 30% Cmax ciia rosuvastatin. Tuong tac nay
¢6 thé 1a do erythromycin lam tang nhu dong ruot

Thudc vién uong ngira thai/ liéu phdp thay thé hormon (HRT): ding dong thoi rosuvastatin vm thude vién uong ngira thai lam
tang 26% AUC cua ethmyl estradiol va 34% AUC cua norgestrel. Nén luu y dén mirc ting nong do cac chat nay trong huyét
twong khi chon thuoc udng ngira thai. Chua c6 dir liéu duge dong hoc trén nhung bénh nhan dung dong thot rosuvastatin va HRT
va vi vdy khong thé loai trir kha nang c6 tac dong twong tw. Tuy nhién, su két hop da duge sir dung rong rdi & phu nir trong céc
thir nghlem lam sang va da dugc dung nap tot.

Cdc thuoc trc ché protease cua HIV va viém gan siéu vi C (HC V): viéc sir dung dong thoi cac thude ha lipid mau nhom statin voi
cac thuoc diéu trj HIV va viém gan siéu vi C (HCV) ¢6 thé lam ting nguy co gy ton thuong co, nghiém trong nhat 1a tiéu co van,
thén hu dan dén suy than va c6 thé giy tir vong

SU DUNG CHO PHY NU CO THAI VA CHO CON BU:

Cic thuode irc ché HMG-CoA reductase chong chi dmh dung cho phy nir ¢6 thai va cho con bu.

Rosuvastatin chi sir dung cho phy nir trong d tudi sinh san khi chic chin khong c6 thai va da dugc thong bao vé kha nang gay
nguy hiém.

Néu b¢nh nhén c6 thai khi dang dung thudc, nén ngimg thudc ngay lap tirc va bénh nhan nén dugc biét vé mdi nguy hiém tiém
tang doi véi bao thai.

TAC DUNG KHONG MONG MUON:

Thieong gap: Dau co, tdo bon, suy nhugc, dau bung, budn nén.

It gdp: Loan nhip tlm viém gan, phan rng qua man (nhu phi mat, giam tiéu cau, giam bach cau, ban bong nudc, may day va phu
mach), , Suy than, ngat, nhugc co, viém co, viém tuy, phan img nhay cam anh sang, bénh co va ly giai co van.

Cdc bat thuo'ng khdc: Tang creatin phosphokmase transaminase, ting duong huyét, glutamyl transpeptidase, alkalin phosphatase,
bilirubin va bat thudng chirc ning tuyén glap

Bénh nhin can bao c4o ngay cho béc si diéu trj cac dau hiéu hoic triéu chimng dau co, mét moi, sdt, nudc tiéu sim mau, budn nén
hodc ndn trong qua trinh sir dung thudc.

Ngoai ra con gdp mét so tdc dung khéng mong muén sau:

- Suy giam nhan thirc (nhur mat tri nhé, 1 1an...)

- Tang dudmg huyét

- Tang HbAlc

Thong bdo cho lhdy thudc cdc tdc dung khéng mong mudn gdp phai khi sir dung thuéc.

TAC DPONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Céc nghién ciru dé xac dinh anh hudng cua rosuvastatin trén kha nang lai xe va van hanh may chua dugc thyc hién. Khi lai xe
hodc van hanh may nén luwu y rang chong mit ¢ thé xay ra trong thoi gian diéu tri.

QUA LIEU - XU TRIi:

Khong ¢6 phuong phap diéu tn dac hleu khi dung thudc qua liéu. Khi qua liu, bénh nhin nén duge diéu trj tncu chirng va ap
dung céc bién phap ho trg khi can thiét. Nén theo ddi chirc ning gan va nong dé CK. Viéc tham phan mau c6 thé khong c6 1¢i.

D()NG GOl Hop 2 vi x 14 vién.

BAO QUAN: Noi khé rdo, tranh anh sang, nh1¢t do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngdy san xuét.

San xuat tai:

CONG TY TNHH DP DAT VI PHU
(DAVI PHARM CO., LTD)

Lo M7A, Puong D17, Khu CN My Phude 1, xa Théi Hoa, huyén Bén Cat, Tinh Binh Duong, Viét Nam
Tel: 0650-3567689 Fax: 0650-3567688
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Tén san pham: Courtois Kiém soat sifa doi:

Kich thudc hép: 148 x 1; X 53 (mm) Kiém soat sifa doi: Ty 1é in trén giity% kich thudc that

Kich thudc vi: 50 x 145 (mm)

Quy cach: 2 vi x 14 vién

Ma so:

Tone mau:

R, PRESCRIPTION DRUG
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Courtois
— ARSiciine 10 mg

Lot M7A, D17 St., My Phuoc 1 Ind. Park,
Thoi Hoa commune, Ben Cat district,
Binh Duong province, Vietnam

2 Blisters x 14 f.c. tablets

G
GMP

\

CAREFULLY READ THE PACKAGE INSERT BEFORE USE INDICATIONS / DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS:

Refer to the package insert for use instructions

below 30°C

COMPOSITION: Each film-coated tablet contains:
Rosuvastatine Ca

...............................................

SPECIFICATION: In-house standard

STORAGE: In dry place, protected from light,
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' Kiém soat sta doi:

' Tén san pham: Courtois

' Kich thudc hop: 148 x 17 x 53 (mm)
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Quy cach: 2 vix 14 vién

Ma so:
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