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MHRA: Cinh b4o nguy co rung nhi lién quan dén Omega-3-acid ethyl ester

Trong quy trinh dinh gia cip nhit an toan dinh ky (PSUSA), PRAC tién hanh
tong quan h¢ thong va phan tich gop cac thir nghiém 1am sang ngiu nhién cé doi
chu’ng da chi ra sy tang nguy co rung nhi phu thudc vao lidu & nhu’ng bénh nhan
mac bénh tim mach hoac co6 cac yeu t0 nguy co tim mach khi diéu tri bang omega-
3-acid ethyl ester so v4i nhom gia duoc.

Panh gia nguy co rung nhi lién quan dén thuéec Omega-3-acid ethyl ester

Mot danh gia gan day cua EMA da khuyen cao “rung nhi” nén duoc liét ké 1a mot tac
dung khong mong mudn thudng gip (tan sudt 1/10) trong to thong tin san pham cua
cac ché pham chira omega-3-acid ethyl ester. Omega-3-acid ethyl ester di dugc phé
duyét dé diéu tri tang triglycerid mau, va danh gia tinh an toan hiéu qua cho thay su
tang nguy co rung nhi phu thudc liéu; két qua ndy duoc ghi nhan trong nhiéu phan tich
gdp cac thtr nghiém ngau nhién c6 ddi ching (RCT) 16n. Nhimg thtr nghiém nay
nghién ctru tac dong 1én tim mach so v&i nhoém gia dugc trén hon 80.000 bénh nhan,
da s6 mac bénh tim mach hodc c6 cac yéu to nguy co tim mach. Dir li¢u nay cho théy
tan sudt rung nhi 1a 3,9%, xéac dinh 13 tac dung khong mong mudn “thudng gip”.

Hoi dong Chuyén gia ¢ van Canh giac Duoc (PEAG) cta Uy ban Thudc sir dung cho
ngu:ol (CHM) da xem xét va dong ¥ voi khuyén cdo ctia cac co quan quan 1y tai Chau
Au vé cap nhat thong tin san pham. PEAG cling khuyén cao ban hanh Cap nhat An
toan thudc dé thong bao cho cac nhan vién y té va bénh nhan vé cac thong tin méi nhat.

Thong tin san pham khuyén céo ngimg diéu tri vinh vién ddi véi nhitng bénh nhan xuat
hién tinh trang rung nhi trong khi sir dung thudc chita omega-3-acid ethyl ester dé diéu
trj tang triglycerid mau. Can can nhéac va danh gia loi ich trén 1am sang va rii ro cua
ting bénh nhan trudce khi quyét dinh ngimg diéu tri.

PEAG luu ¥ rang, trong truong hop bénh nhan co ti~én st hodc hién co phén doén rung
nhi, to' thong tin san pham khong dua ra huong dan st dung hay chong chi dinh su
dung cac loai thudc nay.

Ngudn dinh dudng va thuc phadm chirc ning chira Omega-3

MHRA khéng quan 1y cac thuc pham hodc thyc pham chtic nang chira Omega-3 duoc
ban trén thi truong khong co thong tin vé tac dung duoc 1y. Cac RCT hodc tong quan
y vankhong danh gia dugc viéc bo sung omega-3 tir ¢4, cac thuc pham khac giau
omega-3 khac va thuc pham chirc ning, do d6 khong thé dua ra khuyén céo vé nguy
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co rung nhi ¢ nhimg ngudi str dung thue pham chtrc ning chira omega-3 khi khdng c6
tién sir bénh 1y tim mach hoic cic yéu t6 nguy co tim mach.

Bio cdo tinh trang rung nhi khi sir dung sin phim chira omega-3

Pén ngay 13 thang 12 ndm 2023, MHRA khong nhén duoc bat ky bao cao nao vé bién
c¢d rung nhi c6 lién quan dén cac san pham chia hoat chat omega-3. Rung nhi 13 tinh
trang nhip tim bt thuong dic trung boi nhip nhanh khong déu. Triéu ching ctia rung
nhi bao gém danh tréng nguc, chong mat, kho thd, mét moi. Néu khong dugc diéu trj
c6 thé dan dén hinh thanh cuc mau déng ¢ tim va di chuyén 1én néo (thuyén tic) gy
ra dot quy.

Ciac ché pham chira omega-3 ethyl ester khac

Icosapent ethyl 1a mot ethyl ester ctia acid béo omega-3, acid eicosapentaenoic (EPA),
duoc chi dinh lam giam nguy co bién c6 tim mach ¢ bénh nhan ngudi I6ndang sir dung
statin, co nguy co tim mach cao voi tangnong do triglycerides (> 150 mg/dL [> 1,7
mmol/L]) va dang méc bénh tim mach hodc dai thaodudng, va co it nhat mot yéu t6
nguy co tim mach khac. Tai thoi diém cip phép 1an dau, rung nhi/cudng nhi dugc liét
ké 12 mot tac dung khong mong mudn thudng gip cua thudc. Trong mot thir nghiém
1am sang tim mach c6 d6i chting gia duoc, ty 16 rung nhi/cudng nhi & nhom sir dung
icosapent ethyl va nhom gia dugc lan luot 14 5,8% va 4,5%.

Mot s6 san pham tiém truyén c6 chira acid béo omega 3 hodc dau c4 omega-3 duoc cip
phép 1a thudc ké don & Anh. Cac san pham nay hién khong liét ké rung nhi 12 mot téc
dung khong mong muén ciia thude do khong chiu anh hudng boi cac quy dinh méi cua
co quan quan 1y tai thoi diém cap phép.

Khuyén cdo danh cho cac nhan vién y #é

+ Rung nhi da dwoc liét ké la mét tdc dung khéng mong mudn cia thuéc véi tan sudt
“thwong gap” (gday anh hwong lén toi 1 trén 10 nguwoi) doi voi cdc ché pham chira
omega-3-acid ethyl ester dwoc cap phép dé diéu tri tang triglycerid madu.

+ Nguy co cao nhdt khi sir dung liéu 4g/ngay.

+ Néu bénh nhdn sir dung ché pham chita omega-3-acid ethyl ester dé diéu tri ting
triglycerid mau va xudt hién cdc triéu chung cua rung nhi, can lién hé ngay voi nhdn
vién y té.

+ Néu bénh nhdn xudt hién tinh trang rung nhi khi su: dung cdac thudc nay dé diéu tri
ting triglycerid mdu, can ngirng sir dung thuoc vinh vién.

Xin luu y:

- San pham c6 ghi nhan bao cdo ADR khong dong nghia rang san pham d6 c6
van dé vé mit chat luong.

- Viéc guri bao cao ADR thé hién trach nhiém cua cac co s& kham, chita bénh va
cac don vi san xuét, kinh doanh duoc pham trong coéng tac dam bao an toan trong sir
dung thudc.
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