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Each film coated contains:
Rosuvastatin, 20mg

Indication, contra-indication, premutinn dosage and administration: Please see in the insert
Other information please see in the insert

Storage: In the cool, dry place, protect from light, below 30°C. 5878 5Batoh No.
Read the insert carefully before use NSX/Mig.Date: ddimmivy

Keep out of the reach of the children Ny P oonte: ddimmbey
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‘ M&i vién nén bac phim cé chira:
Rosuvastatin... ZDmg
Chi dinh, chénu chi d[nh thﬂn trong ligu lworng va céch dang: Xin xem trong t&
huéng dan st dung
Cac théng tin khéc xin xem trong t& hwéng din s dung
Bao quan: Bao quan noi khd mat, rdnh anh sang, nhiét dé dudi 30°C
2:; ky hueéng dan s dyung trude khi dung
thude tranh xa tdm tay tré em
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Thanh phin:
M>bi vién chira rosuvastatin calcium tuong duong 20 mg rosuvastatin

T4 duge: Tri calcium phosphat, lactose, avicel PH 102, crosspovidon, butylated hydroxy toluen,

magnesi stearat, talc, HPMC E15, propylen glycol, tale, TiO,, sunset yellow.

Dang bao ché: Vién nén bao phim

Quy cach dong goi: Hop 3 vi x 10 vién.

Dic tinh dwoe luc hoc:

Rosuvastatin 14 chit trc ché chon loc va ¢6 canh tranh HMG — CoA — reductase 1a enzym xtc tac
cho chuyén 3—OH—3-methyl—glutaryl coenzym A sang mevalonat la tién chat cia cholesterol,
nghién ctru in vitro trén dong vat va nghién ciru in vitro trén té bao nudi cdy cuia dong vat va
nguoi cho thiy rosuvastatin sap nhap manh va chon loc véi tac dung & gan, 1a mé dich cho su
giam cholesterol. Nghién ciru ca in vitro va in vivo cho thdy rosuvastatin chbng rdi loan lipid —
mau theo 2 con dudng. Thir nhét, 1am ting s6 lugng céc thu thé LDL - C & gan & bé mit té bao
dé 1am tang thu thap va di hoa LDL. Thir hai, rosuvastatin (rc ché su tbng hgp VLDL & gan, lam
giam s luong téng cong céc tidu thé VLDL va LDL.

Pic tinh dwoe dong hoc:

Hdp thu: Nghién ctru dugc 1y 1am sang trén ngudi, ndng do dinh trong huyét tuvong dat 3-5
gid sau khi udng thubc. Ca ndng do dinh (Cpa) va dién tich dudi duong cong (AUC) déu
tang véi ty 18 gan gidng nhu khi tang 1én. Sinh kha dung tuyét déi khoing 20%.

Uéng rosuvastatin cing thirc #n lam gidm téc do hép thu thudc khoang 20% qua dénh gia
Cmax nhung khong cé anh hudng dén mirc hdp thu qua dénh gia AUC. Néng dd rosuvastatin
trong huyét twong khong khac nhau khi udng séng hodc chiéu. Sy giam LDL - C rd rét khi
diing rosuvastatin lic d6i hodc liic no, khéng ké thoi gian dung thudc trong ngay.

Phdn b6: Thé tich phan bd (Vd) trung binh lic én dinh cla rosuvastatin 1a khoang 134 lit.
Rosuvastatin gén 88% vio protein - huyét tuong, chii yéu 1 gin vao albumin. Sy gén nay c6
hdi phuc va khong phu thude va ndng d thube trong huyét twong.

Chuyén hod: Rosuvastatin chuyén hoa yéu, khoang 10% chét thudc danh du dugc tim thay
14 chét chuyén hoa. Chét chuyén hoa chinh 1a N-desmethyl rosuvastatin qua xtc tac cia CYP
2C9 va nghién ctru in vitro dd chirng minh la N-desmethyl rosuvastatin chi ¢6 1/6 — 1/2 tac
dung trc ché HMG — CoA - reductase ciia chit me rosuvastatin. Néi chung > 90% hoat tinh
trc ché HMG — CoA - reductase la nho chat me rosuvastatin.




Pao thdi: Sau khi ubng, rosuvastatin va cac chit chuyén hoa dugc thai chu yéu qua phan
(90%). Thoi gian ban thai (T/2) khoang 19 gio.

Sau khi tiém tinh mach, khoang 28% d6 thanh loc ctia toan co thé 1a qua than va 72% qua gan.
Chiing tjc: Nghién ctru cia thude gbe Crestor cho thiy c6 s tang gdp 2 1dn gia tri trung binh
AUC va Cmax khi sir dung thudc cho ngudi chau A (Nhat Ban, Trung Qudc, Philippines, Viét
Nam va Han Quéc) so véi ngudi da tring, ngudi Chau A-An Do sir dung thude c6 AUC va Cmax
trung binh cao gdp 1.3 1dn ngudi da tring. Khong c6 su khac biét c6 1ién quan v& mit 1am sang
trong dugc dong hoc giira ngudi da tring va ngudi da den.

Chi dinh:

I. Bb sung cho ché do dinh dudng dé lam giam cholesterol toan phan, LDL — C, ApoB,
nonHDL — C, triglycerid va [am ting HDL — C ¢& bénh nhédn c6 tang cholesterol — méau
nguyén phat (di hop tir c6 va khéng ¢é tinh gia dinh) va rdi loan lipid — mau dang hdn hop
(Fredrickson nhom Il a va Il b).

2. Bd sung cho ché d¢ dinh dudng dé diéu tri bénh nhan c¢6 ting ham lugng triglycerid
(Fredrickson nhom IV).

3. Lam giam cholesterol toan phin, LDL — C va ApoB & ngudi ting cholesterol — mau ddng hop
tir ¢6 tinh gia dinh, d& bd tro cho cac cach diéu tri giam lipid — mau khac (vi du loc LDL — C)
hodc khi cac phuong phap nay khong c6 hiéu lyc.

Liéu ding va cich sir dung:

Udng rosuvastatin mdi ngay tir 5 téi 40 mg. Can ding liéu tuy theo cé thé dua vao muc dich
diéu tri va dap Gng cia bénh nhan. Do dic diém vé dugc dong hoc, lidu khai ddu dbi véi
ngudi chdu A 13 Smg va khong nén sir dung lidu 40 mg. Sau khi khéi ddu va/hodc chuin do
rosuvastatin can phan tich ndng d¢ lipid — méu trong 2 — 4 tuan va didu chinh liéu lugng theo do.
Tang nguy co tdn thuong co khi sir dung rosuvastatin ddng thdi véi cac thude sau:

+ Gemfibrozil

+ Cac thudc ha cholesterol mau nhom fibrat khac

+ Niacin liéu cao (> 1 g/ngay)

+ Colchicin

Viéc sir dung dong thdi rosuvastatin véi cac thude diéu tri HIV va viém gan siéu vi C (HCV) ¢6
thé lam tang nguy co gy ton thuong co, nghiém trong nhét 1a tiéu co van, than hu dan dén suy
than va c6 thé gdy tir vong. Khuyén céo: khi sir dung ddng thoi rosuvastatin véi cac chét irc ché
protease nhur atazanavir, atazanavir va ritonavir, lopinavir va ritonavir, giéi han lidu rosuvastatin
tdi da 12 10 mg mot 1an/ngay.

Chéng chi dinh:

Ngudi qua man cam véi cac thanh phan cia ché pham.

Khéng diing rosuvastatin & ngudi cé bénh gan tién trién hoic khi c6 ting dai dang transaminase
trong huyét thanh (ma khong cit nghia dugc).

Khéng dung rosuvastatin cho phu nir ¢6 thai va cho con bu.

Than trong:
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- Lam xét nghiém enzym gan trude khi bit ddu diu tri bing rosuvastatin va trong trudng
hop chi dinh 1am sang y8u cdu xét nghiém sau do.
- Can nhéc theo dbi creatin kinase (CK) trong trirdng hop:
+ Trudc khi diéu tri, xét nghiém CK nén durge tién hanh trong nhitng trudng hop: Suy giam
chirc ning than, nhugc giap, tién sir ban than hoic tién sir gia dinh méc bénh co di truyén, tién
str bi bénh co do sir dung rosuvastatin hoic fibrat truéc do, tién sir bénh gan va/hodc udng nhiéu
ruou, bénh nhén cao tudi (> 70 tudi) c6 nhimg yéu td nguy co bi tiéu co vén, kha ning xay ra
tuong tac thude va mot sb dbi tuong bénh nhan dic biét. Trong nhimg trurong hop nay nén can
nhic loi ich/nguy co va theo di bénh nhan trén 1am sang khi diéu tri bing rosuvastatin. Néu két
qué xét nghidm CK > 5 lan gi6i han trén clia mirc binh thudng, khong nén bit dau diéu tri bang
rosuvastatin.
+ Trong qué trinh didu tri bing rosuvastatin, bénh nhan cin thong bao khi ¢6 cac biéu hién vé
co nhu dau co, cing co, yéu co ... Khi c6 cac bidu hién nay, bénh nhan cn lam xét nghiém CK
d& c6 cac bién phép can thiép phit hop.
- Trude khi khoi ddu diing rosuvastatin, nén kiém soat sur ting cholesterol mau biang ché do
dinh dudng thich hop va tip luyén thé luc, giam thé trong & ngudi béo phi va didu tri cac
bénh co ban.
- Dung 20 mg rosuvastatin cho ngudi suy than nghiém trong (Cl,< 30 ml/phat/ l,?3m2) sé lam
tang gip 3 14n ndng d¢ rosuvastatin trong huyét trong so véi & ngudi tinh nguyén khoé manh.
- Tang nguy co tdn thuong co khi sir dung rosuvastatin ddng thai véi cac thube sau:
+ Gemfibrozil
+ Céc thuc ha cholesterol mau nhém fibrat khéac
+ Niacin liéu cao (> 1 g/ngay)
+ Colchicin
Viée sir dung dong thoi rosuvastatin véi cac thude diéu tri HIV va viém gan siéu vi C (HCV) ¢o
thé 1am ting nguy co gay ton thuong co, nghiém trong nhét 1a tiéu co van, thin hu din dén suy
than va c6 thé gay tir vong. Khuyén céo: khi sir dung dbng thoi rosuvastatin véi cac chat tre ché
protease nhu atazanavir, atazanavir va ritonavir, lopinavir va ritonavir, gidi han liéu rosuvastatin
t6i da 1a 10 mg mot lan/ngay.
Téc dung phu:
N6i chung rosuvastatin dung nap t6t. Phan (g c¢6 hai thudong nhe va tam thai. Nghién ciru 1am
sang trén 10.275 bénh nhan, cé 3,7% phai ngimg thudc do phan (mg lién quan t&i rosuvastatin
nhitng hién tuong c6 hai hay gip do rosuvastatin 1a dau co, tao bén, mét méi, dau bung, budn
non.
Thuong gap (> 1/100, <1/10):

- Réi loan hé thng noi tiét: Bénh tiéu duong typ 1

- R&i loan hé théng than kinh: dau dau, chong mit

- Réi loan tiéu hda: to bon, budn non, dau bung

- Réi loan co, xuong, mo lién két: dau co

- Réi loan chung: suy nhuoc



- Suy giam nhan thirc (nhu mét tri nhé, 16 14n...)

- Tang dudng huyét

- Tang HbAlc.
It gap (>1/1000, <1/100):

- Réi loan da va mé dudi da: ngira, phat ban, nbi mé day
Hiém gap (>1/10000, <1/1000):

- Réi loan hé théng mién dich: phan rng qua man, ké ca phu mach

- Réi loan tiéu héa: viém tuy

- R&i loan co, xuong va md lién két: viém co va tiéu co van
Rat hiém gap (<1/10000):
Réi loan hé théng than kinh: viém da thin kinh, mét tri nho
R&i loan gan mit: vang da, viém gan, ting transaminase, ting HbA Ic
R&i loan co xuwong: dau khdp

- Réi loan than: dai ra mau

Théng bdo ngay cho bdc sy khi gdp phdi cdc tdc dung khong mong muédn ciia thudc.
Twong tic véi thude khac:
CYP 3A4: Céc dir liéu in vitro va in vivo cho thdy do thanh loc ciia rosuvastatin khong phu
thudc vao CYP 3A4 & mic diing trong 1am sang, diéu nay dugc khing dinh trong cac nghién
ciru véi cac chét ic ché CYP 3A4 quen biét (ketoconazol, erythromycin, itraconazol)
Ketoconazol: Phdi hop ketoconazol (mdi lan 200mg, ngay 2 lan, dung trong 7 ngay) véi
rosuvastatin (80mg) khong lam ting ndng dd rosuvastatin trong huyét trong.
Erythromycin: Phbi hop erythromycin (mdi 14n 500mg, ngay 4 lan, dung trong 7 ngay) vai
rosuvastatin lam giam 20% AUC va 31% Cpax cla erythromycin nhung nhitng su giam nay
khdéng ¢6 y nghia 1am sang.
Itraconazol: itraconazol (mdi lin 200mg, ngay 1 lan, ding trong 5 ngay) lam tang 39% va
28% AUC cua rosuvastatin v6i liéu tuong img 12 10mg va 80mg, nhung sy tang nay khong
¢6 y nghia lam sang.
Fluconazol: Phéi hop fluconazol (mdi ngay I ldn 200mg ding 11 ngay) véi rosuvastatin
(80mg) lam tang 14% AUC cua rosuvastatin, nhung khong c6 y nghia l1am sang.
Cyclosporin: Phbi hop cyclosporin véi rosuvastatin 1am thay ddi rd rét ndng do cyclosporin
trong huyét tuong. Tuy nhién, Caax clia rosuvastatin tang 11 1an va AUC tang 7 lan so véi dir liéu
da gdp & ngudi khoé manh. Nhirng sy tang nay 1a c6 y nghia lam sang.
Thudc dbi khdng vitamin K: Gidng nhu cac chat trc ché HMG-CoA reductase khac, khi bat dau
diéu tri hodc tang liéu rosuvastatin & nhirng bénh nhan diéu tri dong thoi véi thube dbi khang
vitamin K nhu warfarin hoic mét thudc chéng dong mau coumarin c6 thé lam ting INR. Ngimg
thudc hodc giam lidu rosuvastatin ¢6 thé dan dén giam INR. Do d6 cin giam sat chat ch& INR &
nhirng bénh nhén nay.
Thubc ikc ché protease ciia HIV va viém gan siéu vi C: Mic du co ché chinh xéac cua tuong tac
chua duge rd, viée sir dung dbng thoi thude e ché protease cé thé lam tdng tac dung cua
rosuvastatin, ting nguy co gay tdn thuong co, nghiém trong nht la tiéu co véan, than hu din dén
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suy than va cé thé gay tir vong. Do d6 khong nén sir dung rosuvastatin cho nhitng bénh nhan
HIV dang ding thudc (rc ché protease. Khuyén céo: khi sir dung ddng thdi rosuvastatin voi cac
chit trc ché protease nhur atazanavir, atazanavir va ritonavir, lopinavir va ritonavir, giéi han liéu
rosuvastatin toi da la 10 mg mot lan/ngay.
Gemfibrozil va cdc sdn phdm ha lipid mdu khdc: sir dung dong thoi rosuvastatin va gemfibrozil
lam tang gdp 2 1n Cmax va AUC cia rosuvastatin. Chéng chi dinh liéu 40 mg ddi véi cac bénh
nhan diing dong thoi nhing thude nay, va chi nén khoi ddu vai lidu 5 mg.
Thubc khdng acid: Ding ddng thoi véi rosuvastatin véi céc thude khang acid c¢6 chira nhom va
magie hydroxid dén dén giam ndng do rosuvastatin trong huyét trong khoang 50%.
Thudc trdnh thai: Sir dung ddng thoi rosuvastatin va thudc tranh thai 1am ting AUC cua ethiny!
estradiol va norgestrel 26% va 34% tuong tng. Nhing ndng d6 ting cin dugc xem xét khi lua
chon liéu thudc tranh thai.
Sir dung dong thdi rosuvastatin véi cac thude: Gemfibrozil, cac thude ha cholesterol mau nhém
fibrat khéc, niacin liéu cao (> 1g/ngay), colchicin lam tang nguy co tn thuong co.
Sir dung cho phu ni ¢é thai va cho con bi:
Chdng chi dinh rosuvastatin cho phu nir ¢6 thai va cho con bu.
Anh huéng dén kha ning l4i xe va vin hanh may méc:
Thubc c6 thé gy tac dung phu 1én thin kinh (nhirc ddu, chéng mit), tac dong trén co (dau co), do
d6 nén than trong khi lai xe va van hanh may méc.
Qua liéu:
Khéng c6 cach diéu tri dac hidu cho qua lidu. Khi gap qua lidu cin diéu tri triéu chirng v c6
bién phap hd trg. Tham tach loc mau khong lam tang rd rét do thanh loc cua rosuvastatin.
BAO QUAN: Bao quan noi khé mat, tranh anh sang, nhiét d6 dudi 30°C
HAN DUNG: 36 thang ké tir ngay san xuét. Khong dung qua han st dung.
Pé xa tAm tay tré em
Nha san xuit
CELOGEN PHARMA PVT. LTD..
B-106, Techno city, TTq_Lnd':"Aféa";-gMEhape, Navimumbai, 400710, (M.S), An Dd.
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