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I. Rosuvastatin

1. Hwéng dan siv dung tir nha san xuét
1.1. Chi dinh

Dicu trj tiing cholesterol huyét:

- HO tro cho ché do an kiéng o nguoi lon va tre em tr 6 ol tro lén bi tang
cholesterol huyét nguyén phat (ype Ila bao gom tang cholesierol hivét gia dink
di hop nr) hogc r6i loan lipid hon hop (fype 11b), khi ché do an va cac bicn phap
khac (tp thé duc, giam can...) khong dap trng.

- Hd trg cho ché do an kiéng va cac bi¢n phap ha lipid khac ¢ bénh nhan
ting cholesterol huyét gia dinh dong hop tu hodc khi cac bién phap nay khong
thich hop.

Phong ngira bi¢n ¢o tim mach:

- Rosuvastatin dugc dung ho trg dé phong ngura bién ¢6 tim mach tién
phat ¢ bénh nhén cd nguy co cao.

1.2. Li¢u dung:
Dicu tri ting cholesterol huyét:

- Liéu khoi dau khuyén cao la 5 mg hodc 10 mg x | lan/ ngay, tang dén
lidu 20 mg x 1 1an/ ngay sau 4 tuan néu can thiét. Viéc lua chon lidu khoi dau
nén luu y dén muc cholesterol clia trng bénh nhan, nguy co tim mach sau nay
cung nhu kha ning xay ra cac tac dung khong mong muon. Vi (an sudt tac dung
khéng mong tang khi dung lidu 40 mg so véi cac licu thiap hon, viée didu chinh
lidu cudi cung dén lidu i da 40 mg chi nén duge xem xét cho cdc bénh nhén
tang cholesterol huyét nang co nguy co vé bénh tim mach cao (ddc biét la cdc
bénh nhdn ting cholesterol huyét ¢é tinh gia dinh) ma khong dat duge muyc ticu
dicu tri o lidu 20 mg va cac bénh nhan nay can phai dugc theo doi thuong
xuyén. Can cé su theo ddi clia cac bac sy chuyén khoa khi bat dau dung liéu 40

mg.
Phong ngira bién ¢o tim mach: 1.i¢u thuang diing 20 mg méi ngay.

Tre em:




- Tré em tr 6 -17 tudi: Bi tang cholesterol huyét gia dinh di hop tu, lidu
khoi dau thong thuong la 5 mg/ ngay.

= Tré em tir 6 - 9 tudi: Bj tang cholesterol huyét gia dinh di hop khoang
liéu thuong dang 1a 5 — 10 mg/ ngay. An toan va hi¢u qua cua thube dbi vai lidu
trén 10 mg chua duge nghién ctru trén nhom dan so nay.

- Tré em tir 10 - 17 téi: Bi tang cholesterol huyét gia dinh dj hop tu,
khoang licu thuong ding 1a 5 — 20 mg/ ngay. An toan va hi¢u qua cua thude dbi
voi liéu trén 20 mg chua dugc nghién ctru trén nhoém dan so nay.

1.3. Chbng chi dinh

- Bénh nhan man cam vaéi Rosuvastatin hodc bat ky thanh phan nao cua
thuoc.

- Bénh nhan co bénh gan tién trién bao gom tang transaminase huyct
thanh kéo dai ma khoéng ro nguyén nhéan va tang transaminase huyét thanh hon 3
lan gidi han binh thuong tén (ULN).

- Bénh nhan suy than néng (do thanh thai creatinin < 30 mL/ phat).
- Bénh nhan ¢6 bénh ly vé co.
- Bénh nhan dang su dung cyclosporin.

- Phu nir mang thai va cho con bu, phu nr ¢c6 kha nang mang thai nhung
khong dung cac bi¢n phap tranh thai thich hop

- Liéu dung 40 mg bi chong chi dinh ¢ bénh nhan ¢6 cac yéu té nguy co bi
bénh co/ tiéu co bao gom:

+ Bénh nhan suy than trung binh < 60 ml/ phut.
+ Suy giap.
Tien su gia dinh hoac ban than co bénh ly vé co ¢o6 tinh di truyén.

+ Tién su ton thuong co trude day gay ra boi cac chat e ché HMG-CoA
reductase khac hoac fibrat.

+ Nghién rugu.

+ Céc tinh trang c6 thé lam tang tinh trang thude trong huyét tuong,
- Bénh nhén 1a nguoi chau A.

+ Dung két hop voi fibrat.

1.4. Twong tac, cia thuoc véi cac thuoc khac va cac loai twong. tac
kkhac: ‘

- Erythromycin: Dlng dong, thoi Rosuvastatin voi B 1ylhlomyun lam giam
20% AUC va 30% C max cua Rosuvastatin, Tuong tac ndy cé thé la do
Erythromycin lam tang nhu dong rudt.

= Thuée khang acid (nhom hydroxyd + magnesi hydroxyd): Dung
Rosuvastatin dong thoi vai hon dich thude khang acid chira nhém va magnesi




(OS]

lam giam khoang 50% ndng do Rosuvastatin trong huvc[ twong. Khi udng thude
khang acid cach 2 gio sau khi ding Rosuvastatin thi nong d¢ Rosuvastatin trong
huyét twong sé giam it hon,

- Colchicin: Str dung dong thai Rosuvastatin véi Colchicin lam tang nguy
co ton thuong co.

Tai licu tham khao: To Hudng dan st dung thude cua Nha san xudt
(RAVASTEL san xuat tai Cong ty co6 phan dugc pham Dat Vi Phu
(DAVIPHARM).

I1. CAp nhat théng tin thude chira Clopidogrel tir Cuc Quan ly Duge

Ngay 04/07/2016, Cyc Quan ly Dugc Viét Nam da c6 cong vin so
12597/QLD-TT cung cép théng tin lién quan dén tinh an toan cua thude chia
Clopidogrel, cu thé nhu sau:

Co quan quan ly duogc va thue pham My (US. FDA) da ra thong bao viée
danh gia cac dir licu thu Jam sang di dén két ludn viée su dung dai ngay thude
chéng dong mau C lopidogrel (rén I nam) khong lam tang hay giam nguy co tu
vong ¢ bénh nhan da mac bénh tim mach hodc ¢co nguy co tim mach. US. FDA
da gui théng tin nay dén bénh nhan va can bo y t€; dong) thoi, yéu cau cac nhaj s
san xuét cap nhét thong tin trén mau nhan va hudng dan su dung thude.

/

)
US. FDA cuang I<huycn cao cho b¢nh nhan khong nén dimg su dum\rE o)
Clopidogrel hodc cac thude chong3 két tap tiéu cau khac vi vi¢c nay ¢o thé Mng;m/h/
nguy co dau tim hodc tao cuc mau déng. Can bo ¥ té can can nhéc gitra nguy Gl (/

2
va loi it ctia thude chdng dong mau trude khi bit dau licu trinh diéu . 52

1. THONG TIN THUOC NUOC NCOAI

EMA Khuyen cao bo sung cianh bao vé phan wng ¢6 hai nghicm
trong trén thin va duong tiéu hoa cia cic thude chira codein phm hop voi
ibuprofen

Uy ban DPanh gia nguy co Canh giac duoc (PRAC) khuyén cdo bo sung
canh bdo vao to thong tin san pham cta céc loai lhuoc chtra codein phéi hop
ibuprofen vé cac phan ng c6 hai nghiém trong, bao gom tur vong, dac biét khi
su dung trong thoi gian dai voi lidu cao hon lidu khuyén cdo.

Thude chira codein phdi hop vai ibuprofen Ta su két hop cua hai thude
cung co tac dung giam dau, mot thuoe thuoe nhom opioid (codein) va mot thude
chéng viém khong steroid (NSA/Ds) (ibuprofen). St dung lién tuc codein phoi
hop véi ibuprofen dan dén phuy thudc (nghién thudc) va lam dung thude do co
thanh phan codein.

Uy ban da dénh gid mot sd tr uong hop ddc tinh trén than, tiéu hoa va
chuyén héa duge bao cao lién quan dén lam dung va phu thugc vao thude chira
codein phdi hop voi ibuprofen, trong dé mot so tr uong hop da tr vong,

PRAC phat hi¢n khi su dung licu cao hon liéu khuyén cdo hodc trong thoi
gian dai hon, thudc chua codein phéi hop voi ibuprofen co thé gy ton thuong
than, ngan can than dao thai axit tir mau ra nuoc tieu (foan hda ong than). Ton
thuong than ciing ¢d thé lam giam nonL do kali mau (ha kali meu), diéu nay gay

<




ra cac triéu chung nhu yéu co hay chong mat. Do do, can bo sung toan héa & ong
thén va ha kali mau vao muc tac dung khong mong muén cua to thong tin san
pham.

Vi cac loai thude chira codein phdi hop voi ibuprofen da duoc cap phcp 4]
mp quoc gia, PRAC da thong nhat thong di¢p chinh ma céc co quan quoc gia cé
tham quycn co the su dung du soan thao thong bdo cua ho cho cac nhan vién y
(¢, théng tin cho bénh nhan vé dau hiéu cua viée lam dung va phu thuoe thude,
cang nhu nguy co xuat hién phan tmg c6 hai nghiém trong. Bénh nhan can tham
khao y kién béc st néu mudn sir dung codein phéi hop ibuprofen trong thoi gian
kéo dai va/hodc voi liéu cao hon lieu khuyén cdo.

PRAC cting luu y mngj ¢6 nhimg loai thude ¢6 chira codein voi ibuprofen
duge phan phdi ma khongr can ké don ¢ Chau Au. Vi hau hét cac truong hop
trén bao cdo o cac quoc gla noi cac logi thude nay duoc ban ma khong ké don,
PRAC cho rang ké don thude sé la bién phap giam thiéu rui ro hiéu qua nhét dé
giam phan tmg ¢6 hai lién quan dén viéc lam dung va phu thuéc céc san pham
nay.

Ngu?m:hllps://\,vww.cma.cumpa.cu/en/news/meeting—highlighls—
pharmacovigilance-risk-assessment-committee-prac-26-29-september-2022

Dicm tin: CTV, Neuyén Phuong Thao ; C'T'V. Nguyén 1.é Phuong Nga
Phu trach : ThS.DS. Nguyén Thi Tuyén

http://canhgiacduoc.01‘g.vn/CanhGiacDuoc/DiemTin/2283/EMA—khuyen—
cao-bo-sung-canh-bao-ve-cac-phan-ung-co-hai-nghiem-trong-tren-than-va-
duong-ticu-hoa-cua-cac-thuoc-co-chua-codein-phoi-hop-ibuprofen.htm
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