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Kinh giri : circ cons t)'diins ky. siin xuiit thtroc ltrtr hirnh tli Vict Nanr'

Hicn nay, theo tdng htrp bii0 ciio rir wHo vi ctr quan quiin l-('duoc cirit ciic

ntrdc, mOi s6 tlurcic tltuoi nh6m statin (ltroc biro c[o c6 thrj gay phin (rng. c5 htrr

clcii vdi he co nhrr teo co viin lien quan den lidu dirng vit tuOng tiic cia thuoc.

Dedambloantoinchongudisirdungthu6c,CucQuAnlfDuo.cy€uciiLr
cdc cdng ty dang k1i, sin xuat thuoc di vi dang chuZin bi nOp h6 so dang k! chc

thu6c thuoc nh6h statin hoic <la c6 thuoc thu6c nh6m statin Ittu hinh tren tlti

rrudn-s tien hinh rh sodt vi cAp nhAt td hudng clin sir dung, t6m tdt dac t(nh srin

phiim cua cdc thuoc tren theo ciic hudng din sau:

l. Thong tin li€n quan den liiu luolg vi cich ding thuoc:
- Cdc thu6t tlru1c ri6m statin:

Khuyen c6o b6t ddu didu tri v6i lidu thap nhat mir thudc c5 ti{c dung, sau d6 neu

cen ihiet, c6 thd didu chinh li€u theo nhu cdu vI diip rlng cta tung ngudi bang

cdch tang lidu tung dot ci{ch nhau khong du6i 04 tudn vi phAi theo doi cdc phin
frng c6 hai cia thudc, dac biet li c6c phAn ring c6 hai doi v6i h0 co.

- Thudc c6 chtlra hoat chdt Rosuvastatin:
LiOn quan gifia lidu dtrng c[ra rosuvastatin vh chfng teo co van cdn luu y:

tat ci cdc bOnh nhdn b6t ddu v6i lidu lOmg/lldn/nghy vd chi tang len 20mg neu

thay cdn thidt sau 4 tudn. Cdn theo doi chat chd doi v6i nhtrng trudng hqp dtrng

li6u 40mg.
Theo nghiOn ctnr dtroc d6ng hoc tai My trOn ngtrdi Chdu ri. khi nang hap

thu Rosuvastatin 6 ngudi Chau ii tang g{p 2 ldn so v6i ngtrdi da traing, do d6 nen

cdn nhic lidu kh&i didm 5mg d6i vdi ngtrdi Chiu r{.

- Thubc c6 chtlta lrcat chd't Sinn'astotirr, Arorvastatin'. Khi dirng ph6i hop

vdi Amiodarone, kh6ng n€n dirng qud 20mg/ngiy.
2. Thdng tin lien rluan tl0n Cinh b6o vir Thin trong khi sir dung

.thu6c.
-'[hdn tt orrg vti Cdnlt bdo ila'i v(ti cdc thu6'c tlru(t<: rtl]rim sratitt.

Cdn cAn nhic khi dirng thuoc thu6c nh6m slatin ddi v6i b€nh nhin c6

nhfing ydu td nguy co din den tdn thuong-9q,-Thuoc thu6c nh6m statin c6 nguy
co gay ra cic phAn [ing c6 hai ddi vdi he co nhu teo co, vi6m co. dlc bict ddi vdi

c6Cbenh nhan c6 yeu to nguy co nhu b€nh nhitn tren 65 tudi, benh nhiin bi bQnh

thi€iu nahg tuydn gi6p khOng duoc kidm soait, b€nh nhAn bi benh thAn. Cdn theo

d6i chet chE c6c phin ung c5 hai trong qu6 trinh dirng thuoc.
- Thdn n'ong vit Ctinh bdo ddi voi Ro,^uvastutin.

B€nh nhhn cdn biio ciio ngay cho hdc si ditiu tri cric tlau hi0tr holc tri0u
chfmg dau co, met mdi. stit. nl-rdc tidu sim miru. htrdn non hoic non trong qui
trinh sir dung thuoc.



3. Th0ng tin lien quan den tumg tirc thuoc:
Thuo?' cri clttkt lnqt c'lrci't Sinn'u.stutitr. Arot't'ttstutin: Vi€c clirng cirng l,oi

cric thtroc t?c cliCr cnz.)'nl CYP3A4 co thi li\rn tiing ndng ctO cua .sinri'itsrarin.
atorvastatin lrons huvci trrong diin dcn tiing nguy co benh co r,I tiC.u ccr. Khi
dirng phdi hop '.'tii Arniotliti'ont'. kh6ni: nCn clirng qru'r 2Orng/ngit;, r,) lari: rrinE
nguy co gay ra cht?ng ticltt co vitn. D(ji vrii nhlmg bc'nh nhan phiii ciung lidu rrr:rr
2Orng/ngi1'mdi cti hi0u qui dieu tri, bric si co thO lrra clron thut"ic statin khiic
(nhrr Pravastatin).

4. I'lrr0rrg rlin thu'c Irien :

- DOi i'o'i cric thuOc tltuOc nh<-rnr statin dit dutrc cap ptrep lrnr hanh rrcn rhl
trtrdng, cOng ty' dring ky. nh)r siin xuat c6 trirch nhi0m chu dong clp nhAr chc
th6ng tin cltroc khuyen c6o trong c6ng virn ni\1, viro circ td huong cfin sir clung.
th6ng tin thuoc cho benh nhfln.

- Ddi r'6'i citc hd so dang kf thu6c dan-q chdduo.c xdt duyet. Cr.rc Quan lv
Drrgc chi xem x6t cap sO dang kf sau khi c6n-e ty nQp tdi lieu bci sungisua cltji
(r'z\o cdc phdn co liOn quan c[ra hd so) theo khuyen c{o cfia Cuc Qurin ly Duoc vir
duo.c thdm dinh dat yeu cdu.

Cuc Qudn li Duoc thOng brio dd c6c don vi biet vi thuc hien ./.

Noi nhdnz
- Nhu tr€n;
- TT. Cao Minh Quang (de b/c):
- Cuc QLKCB, Thanh rra BYT (dd phoi hqp):
- Tdng COng ry Duo-c Vi€t Nam:
- Sd Y te cdc tinh, thinh pho tru. c thuoc TIV: Cuc

Quin Y- 86 Quoc Phbng; Cuc Y re'- Bo C6ng
an: Sd Y te- BO Giao thOng vAn tAi:
- Ciic benh vi€n, Vien truc thuoc Bo Y ra;
- Ciic chuyQn gia thdm dinh hd so dirng kf rhuoc:
- Phdng quin lj' kinh doanh duo. c (d€ phoi hq p,r:

- Van phdng (dd dua ldn Websire):
- Lrru: VT. DKT (T).
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