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Kinh gui: - Sd Y te cac tinh, thanh phd true thuoc Trung uong; 
- Cac benh vien, vien co giudng benh true thuoc Bo Y td. 

Ngay 12/9/2017, Hoi dong Tu van cap Gitiy dang ky luu hanh thuoc, nguyen 
lieu lam thuoc - Bo Y te da hop xet duyet dot 159 - ddi vdi thuoc trong nude va dot 
98 - doi vdi thuoc nude ngoai da thong nhat cap nhat cac thong tin ve tinh an toan 
cua: thuoc tiem methylprednisolon chtia thanh phin ta duqc lactose. 

De dam bao sir dung thuoc an toan, hop ly, Cue Quan ly Duqc yeu cau S6 Y 
te cac tinh, thanh pho true thuqc Trung uong, cac benh vien, vien co giubng benh 
true thuqc Bq Y te: 

1. Thong bao cho cac co sd kham benh, chua benh, cac co so kinh doanh 
duqc tren dia ban cac thong tin lien quan den tinh an toan, hieu qua cua cac thudc 
tiem methylprednisolon chtia thanh phan ta duqc lactose duqc ghi trong Phu luc 
"Cap nhat thong tin lien quan den tinh an toan thuoc" dinh kem trong cong van nay, 
dong thdi duqc dang tai tren cong thong tin dien tu cua Cue Quan ly Duqc theo dia 
chi http://www.dav.gov.vn trong muc "Thong tin thuoc" de cac can bq y te co the 
tra cuu, cap nhat thong tin. 

2. Hudng dan cac co sd kham benh, chua benh tren dia ban tang cudng theo 
doi, phat hien va xir tri cac trudng hop xay ra phan ting co hai cua cac thudc neu tren 
(neu co). Gui bao cao phan ting co hai cua thudc ve: Trung tarn qudc gia ve Thong 
tin thudc va Theo doi phan ting cd hai cua thudc (13-15 Le Thanh Tdng, Quan Hoan 
Kiem, Ha Ndi) hoac Trung tarn khu vuc ve thong tin thudc va theo doi phan ting co 
hai cua thudc TP.'Hd Chi Minh (2(UB Nguyen Chi Thanh, Quan 5, TP. Hd Chi 
Minh). 

Cue Quan ly Duqc se tiep tuc cap nhat cac thong tin lien quan tinh an toan va 
hudng din xir tri ddi vdi cac ADR cua cac thudc neu tren de yeu cau cac co sd dang 
ky thudc cap nhat vao nhan va td hudng din sir dung thudc trong thdi gian tdi. 

Cue Quan ly Duqc thong bao de cac don vi biet va thuc hien./. 
KT. CUC TRlTCfNG 

PHO CUC TRU0NG 
Noi nhdn: 
- Nhu tren; 
- Bo trucmg Bo Y te (de b/c); 
- Cac TM truong Bo Y te (de b/c); 
- Cue Quan ly Kham chua b6nh; 
- Cue Quan Y - Bo Qudc phong ; 
- Cue Y te - Bo Cong an ; 
- Cue Y te - Bo Giao thdng van tai; . 
- Trung tam DI & ADR Qudc gia; ' 
- Trung tam DI & ADR khu vuc TP. HCM; 
- Website Cue Quan ly Dupe; 
- Phong DKT, QLKD, QLCL - Cue Quan ly Dupe; 
- Luu : VT, TT. 
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PHU LUC 
Cap nhat thong tin lien quan den tinh an toan cua thudc tiem methylprednisolon 

chtia thanh phan ta dirqc lactose 
(Dinh kern theo Cong van sd: /pf/£ /QLD-TT ngay ay thang (0 nam 2017) 
1. Ngay 07/7/2017, Uy ban danh gia nguy co canh giac dupe (Pharmacovigilance 

Risk Assessment Committees - PRAC) cua Co quan Quan ly Duqc pham Chau Au 
(EMA) da dua ra khuyen cao ve viec khdng sir dung cac thudc tiem methylprednisolon 
co chtia lactose tren benh nhan cd di ting hoac nghi ngd di ting vdi protein trong sua 
bd. Benh nhan dang dieu tri phan ting di ting bang methylprednisolon nen ngting thudc 
trong trudng hop trieu chting xau di hoac xuat hien them cac trieu chting mdi. Khuyen 
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cao cua PRAC duqc dua ra sau cupc ra soat cua Uy ban nay cho thay thanh phan 
lactose trong thudc tiem methylprednisolon duqc chiet xuat tti sua bd cd kha nang con 
chtia vet protein, gay phan ting di ting cap tinh b mot so benh nhan di ting vdi cac 
protein nay. Cuqc ra soat cua PRAC duqc bat dau tir thang 12/2016 sau cac bao cao ve 
cac phan ting di ting nghiem trqng nhu co that phe quan va sdc phan ve xay ra khi sir 
dung cac thudc nay tren benh nhan di ting vdi protein sua bd. Trong trudng hop tren, 
rat khd de phan biet lieu trieu chting gap b benh nhan la phan ting di ting mdi do 
methylprednisolon cd chtia lactose hay do tinh trang xdu di cua phan ting di ting dang 
duqc didu tri bang methylprednisolon. Di ting protein sua bd anh hudng den mot ty le 
nhd dan so (khoang 3 trong sd 100 ngudi) va khdng nen nham lln vdi tinh trang khdng 
dung nap lactose d mot sd ngudi. PRAC cung khuyen cao each tot nhat de han che tdi 
thieu nguy co tren la loai bd protein sua bd khdi nhung che pham nay. 

Khuyen cao cua PRAC duqc guri den Nhdm dieu phoi thudc sir dung tren ngudi 
duqc phe duyet theo quy trinh khdng tap trung va thtia nhan l in nhau (Coordination 
Group for Mutual Recognition and Decentralised Procedures - Human - CMDh) cua 
EMA va da nhan duqc su ddng thuan cua tieu ban nay vao ngay 01/8/2017. Theo do, 
CMDh khang dinh khdng duqc sir dung thudc tiem methylprednisolon cd chtia lactose 
tren benh nhan di ting hoac nghi ngd di ting vdi protein sua bd va de nghi cac cong 
thtic thudc tiem methylprednisolon hien nay cd chtia lactose can duqc thay the bang 
cac cdng thtic khac khdng chtia thanh phan nay. Hien tai, nhan thudc va thong tin san 
pham cua cac thudc tiem methylprednioslon chtia lactose duqc yeu cSu cap nhat canh 
bao: khdng duqc sir dung thudc nay tren benh nhan di ting vdi protein sua bd. 

2. Trudc do, trong Ban tin Health Product Info Watch sd 10 nam 2016 cua Co 
quan Quan ly Y te Canada (Health Canada), Co quan nay cung da canh bao can bq y te 
ve mot che pham methylprednisolon tai Canada (biet duqc Solu-Medrol Act-O-Vial) 
cd thanh phdn lactose trong cdng thtic. Theo do, tren the gidi da cd cac bao cao qua 
mln vdi methylprednisolon xay ra tren benh nhan di ting vdi sua bd, vdi 11 tre em 
trong do tuoi tir 3 den 15 tuoi di ting stia bd duqc dieu tri dot cap hen phe quan hoac 
may day bdng methylprednisolon natri succinat dudng tinh mach va gap phan ting qua 
mln nghiem trqng. Cac ddi tuqng cd nguy co gap phan ting di ting nghiem trqng khi sir 
dung che pham nay bao gdm benh nhan hen phe quan va nhung ngudi cd tang IgE dac 
hieu vdi protein trong sua bd. Cac can bq y te duqc khuyen cao kiem tra benh nhan cd 
di ting sua hay khdng trudc khi dung Solu-Medrol Act-O-Vial 40 mg. 

Cue Quan ly Duqc cd cdng van yeu clu cac co so dang ky, san xua't thudc tiem 
methylprednisolon chtia thanh phln ta duqc lactose cap nhat canh bao tren nhan, 
hudng dSn sir dung: Khdng sic dung thudc nay tren benh nhan di icng vdi protein sua 
bd. 


