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Rosuvastatin 10mg; Excipients 0.5 | film-coated tablet. SPECIFICATION - In-house
INDICATIONS, CONTRAINDICATIONS, DOSAGE, Keep out of reach of childran
ADMINISTRATION - Read the leaflel inside RAzad the leaflet carefully before using
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Rosuvastatin
Hép 2 vi x 14 vién nén bao phim

swol YOLSOY

7/ 4

THANH PHAN - M&i vién nén bao phim dwo BAO QUAN - Mot kha, mat {dun 30°C). Tranh anh sang

CONG TY mséP"H‘" P.F"E:.Hmco Rosuvastatin 10mg; Té duge vd 1 vién TIEU CHUAN - TCCS
166- ;

180 1?_0 Nguyan Hué, Toy Hoa CHI DINH, CHONG CHI BINH, LIEU DUNG Pé xa t4m tay tré em
Phu Yan, Vidt Nam

CACH DUNG - Xem ¥ hwong dén s dung Bloc ki hudng dn sl dyng trude khi ding
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HUGNG DAN SU DUNG THUGC
Rx
Thudc ban theo don. Néu can thém thdng tin, xin hoi y kién bdc ST,
Boc ky huéng dan st dung trude khi ding. DE xa tdm tay cda tré em.

rostor 10 - /V /-
(Rosuvastatin 10mg)

THANH PHAN: MGi vién nén bao phim chifa

Rosuvastatin 10 mg

T4 duge: Anhydrous lactose, Cellulose vi tinh thé, calci hydrophosphat, Magnesi stearat, PVP K30, Hypromellose, Glycerol triacetate,

Titan dioxyd.

DUQC LYC HOC

Rosuvastatin 13 mt chdt (tc ch& chon lgc va canh tranh men HMG-CoA reductase, 1a men xic tic qué trinh chuy&n d6i 3-hydroxy-3-
methylglutaryl coenzyme A thanh mevalonate, mét tién chdt clia cholesterol. Vj trf tic dong chinh clia rosuvastatin 1a gan, cg quan dich

lam giam cholesterol.

Rosuvastatin [am ting s& lugng thy thé LDL tr&n bé mit t& bio & gan, do vay lam ting hap thuva dj hoa LDL va Uc ché sy tdng hgp VLDL

@ gan, vi vay lam gidm céc thanh phin VLDL va LDL.

DUQC BONG HQC.

Hép thu: Néng d dinh trong huy&t tudng cla rosuvastatin dat dugc khodng 5 gid sau khi udng. Sinh khd dung sau khi udng khodng 20%.

Phan b6" Rosuvastatin phan bd rong rdi & gan 1A noi chil y&u tdng hgp cholesterol va thanh thai LDL-C. Thé tich phn b& khodng 134 L.

Khodng 90% rosuvastatin k&t hgp voi protein huy8t tuong, chii y&u 12 vai albumin.

Chuyén hda: Rosuvastatin it bi chuyén hoa (khodng 10%), 12 m6t chat nén yéu cho sy chuyén hoa qua cytochrom P450. CYP2C9 la chat

ddng enzyme chinh tham gia vao qué trinh chuyén héa. Chat chuyén hoa chinh 1a N-desmethyl va lactone. Chat chuyén hoa N-desmethyl ,,./; f 001
¢6 hoat tinh y&u hon khodng 50% $o vdi rosuvastatin trong khi dang lactone khdng c6 hoat tinh vé m3t14m sang. Rosuvastatin chiém hdn v - o
90% hoat tinh trc chd HMG-CoA reductase trong tudn hoan, L,O NGTY C
Thi trir Khodng 90% ligu rosuvastatin dugc thi trlr § dang khong ddi qua phan, phdn con lai dugc bai tiét ra nudc tigu. Thai gian ban thﬁts
trong huyét tuong khodng 19 gid. B9 thanh thi trong huy8t tudng trung binh khodng 50 lit/gia. Giéng nhu céc chat irc ché men HMG- CD\’« PY ME P+
reductase khac, sif van chuyén rosuvastatin qua gan cdn d&n chét chuy&n van qua mang OATP-C. Ch4t chuyén van nay quan trong trong\\'-

viéc dao thai rosuvastatin qua gan. Q HOA -
CHi DINH

- Tang cholesteral mau nguy&n phat (loai l1a k€ ca tang cholesterol méu gia dinh kiéu di hop tif) hodc ri loan lipid mau hén hgp (loai I1b):

la mdt liéu phép hé trg cho ché dg 4n kiéng khi bénh nhan khéng dép tng d4y di vai ch& d6 &n kiéng va cac ligu phap khong dung thudc "‘N
khac (tap thé dyc, gidm cn). —
- Tang cholesterol mau gia dinh kiéu dng hgp tir: diing hG trg cho ché a9 &n kiéng va cac bién phap diéu trj gidm lipid khac (nhu ly trich . 3

LDL méu) hoic khi cac ligu phdp nay khdng thich hgp. a
LIEU DUNG VA CACH SU DUNG b
Trudc khi bt d4u diéu tri, benh nhan phai theo ché a6 an kiéng chudn gidm cholesterol va tiép tuc duy tri ché df nay trong sudt thoi gian
diutri, D
Liéu khai ddu khuy&n cdo 13 5 mg hodc 10 mg, ngay 1 14n. Liéu dung khdi ddu tly thuje vao mdc cholesterol cla ting bénh nhan, nguy co

tim mach sau ny ciing nhu kha nang xay ra tic dung phy khéng mong mudn. C6 thé chinh liéu sau mbi 4 tudin néu cdn. Liéu dung 40mg

chi nén dugc xem xét & cac bénh nhan tang cholesterol méu néng cd nguy cd cao vé bénh tim mach (d4c biét | cdc b&nh nhan ting

cholesterol mau gia dinh), ma khong dat dugc muyc tidu diéu trj & liéu ding 20mg va cin theo doi thudng xuyén & nhing bénh nhdn nay.

Nguoi gia: Nén ding liéu khii ddu 5 mg/ngay.

Bénh nhan suy than.

- B thanh théi creatinin (CC) 30 - 60 ml/phat: Lifu ban ddu’5 mg/ldn/ngay va liéu 16i da 20 mg/ngay.

- D thanh thai creatinin (CC) < 30 mI/phit: chdng chl dinh.

Tré em:tinh an toan va hiéu qua chua dugc thiét l4p.

Diéu tri phéi hop:

Gi6i han lidu rosuvastatin t61 da 10 mg mot 14n / ngy khi dung d8ng thoi vai Atazanavir, phdi hgp Atazanavir va Ritonavir, phdi hgp

Lopinavir va Ritonavir.

THAN TRONG
- C4n gidm lidu & bénh nh&n suy than va theo ddi chifc nang thdn trong thdi gian theo di cac bénh nhan d3 dugc diéu trj vdi lidu 40mg.



- Th4n trong d6i véi bénh nhin cao tudi.
- Khéng nén dung rosuvastatin & b&nh nhan co tinh trang nghiém trong ¢Ap tinh, nghi ngd do bénh co hodc c6 thé din d&n suy than thir
phat do tigu co van (nhu nhidm khudn huy8t, ha huyét ap, dai phu, ch&n thuong, réi loan dién gidi, ndi tigt va chuyén hba nng, hoc co
gi&t kndng kiém soat dugc).
- Lam xét nghiém enzym gan trudc khi bit ddu diéu trj va trong truting hgp chi dinh [3m sang yéu cAu xét nghiém sau do.
- Can nhic theo ddi creatin kinase (CK) trong truding hgp:
+ Trudc khi di€u tri, xét nghiém CK nén dugc tién hanh trong nhitng truing hgp: Suy gidm chifc ning than, nhuge gidp, tién sif ban than
hodc tién sir gia dinh mic bénh ca di truyén, tién sl bj bénh co do sif dyng statin hoic fibrat trudc do, tidn sit banh gan va/hadc udng
nhiéu rugu, bénh nhin cao tudi (> 70 tudi) ¢6 nhitng y&u t6 nguy co bi tiéu co van, khd ndng xAy ra tuong tic thuSc va mdt s§ ddi tugng
bénh nhan dic biét. Trong nhilng trudng hgp ndy n&n cAn nhic Igi ich/nguy co va theo ddi b&nh nhén trén [&m sang khi diu trj bing
statin. N&u k&t qua xét nghiém CK > 5 I4n gi6i han trén clia mifc binh thuding, khéng nén bt ddu diéu trj bing statin.
+ Trong qud trinh diéu trj bing statin, b&nh nhan c4n théng bao khi c6 cac biéu hién vé ca nhu dau ¢, ciing ¢d, y&u cd ... Khi ¢d cic bidu
hién nay, b&nh nhan c&n 1am xét nghiém CK d& co c4c bién phap can thiép phii hgp. , -
CHONG CHi BINH _ﬂj’ﬂ;/
- Bénh nhan min cAm vdi thanh phin clia thudc.
- Bénh nhan mic bénh gan tign trién k& ci ting transaminase huyét thanh kéo dai vi khong rd nguyén nhin, va khi nfng do
transaminase huy&t thanh tang hon 3 14n gigi han trén clia mtc binh thuting (ULN).
- Suy than niing (d6 thanh thai creatinin < 30 mi/phat).
- Bénh nhén co bénh Iy vé co.
- Bang dung cyclosporin,
- Phy nit ¢6 thai va cho con ba.
TUGNG TAC THUGC
- Cht d6i khdng vitamin K (warfarin): c6 thé lam ting trj s& INR khi ding d6ng thdi.
- Tang nquy cd tdn thuong co khi sif dung déng thdi véi céc thudc sau: Gemfibrozil, cac thudc ha cholesterol mau nhom fibrat khac, Niacin
liéu cao (> 1 g/ngay), Colchicin. =
- Thubc khang acid: dung déng thai véi hdn dich thudc khang acid chifa nhém va magnesi hydroxyd lam gidm khoang 50% nﬁﬁﬁﬂb\
rosuvastatin trong huy&t tuong. )
- Erythromycin: ding d8ng thi rosuvastatin véi erythromycin lam gidm khodng 20% AUC v& 30% Cmax clia rosuvastatin, ¢d lﬂi E’tﬂ)
erythromycin 1am tAng nhu dong rudt. A REU )
- Thudc ngifa thai/liéu phap thay thé hormone: s& 1am téing 26% AUC clia ethinyl estradiol va 34% AUC clia norgestrel khi diing déng mg»(
- Sir dung déng thoi véi cac thudc tc ché protease clia HIV va viém gan siéu vi C (HCV) c6 thé lam ting nguy co gay t6n tw
nghiém trong nh4t I3 tigu co van, than hu din d&n suy thén va c6 thé gay tir vong: Gidi han liu rosuvastatin t6i da 10 mg mgt 147 ngay
khi dung ddng thoi véi Atazanavir, phdi hgp Atazanavir va Ritonavir, phdi hgp Lopinavir va Ritonavir.
SU DYNG THUOC CHO NGUOI LAI XE VA VAN HANH MAY MOC
Chdng mit co thé xay ra do d6 nén than trong khi lai xe va van hanh méy méc.
TAC DUNG KHONG MONG MUON
Tac dyng khdng mong mudn thuding g4p nhu nhifc d4u, chong mAt, bubn ndn, dau byng, dau cd, suy nhuge. Hiém gdp qua man k& ca ph
mach, bénh cg, tiéu cd van, dau khdp, ting men gan, bénh da ddy thén kinh, suy gidm nhan thic (nhu mat tri nhé, 10 13n...), ting dudng
huy&t, ting HbA1c.
Théng bao cho thdy thudc tic dung khong mong mudn gp phai khi sif dung thudc.
QUA LIEU VA XU TR
Khéng c6 phuong phap diéu trj dic higu khi dung thudc qud liéu. Khi qué liéu, bgnh nhan nén dugc diéu tri triéu chitng va ap dung céc
bién phap h trg khi cdn thiét. Nén theo doi chiic ndng gan va néng d CK. Viéc thim phan médu co thé khong c6 Igi.
HAN DUNG 36 thang ké tif ngay san xudt.
BAo QUAN Noi kh6, mat (duti 30°C). Tranh &nh sang.
HUAN TCCS.
\Y Hop 02 vi, vi 14 vién,
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