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V/v hly bd théng bao tam ngirng lwu
hanh trén toan qudc doi voi mot so 16
sinh pham y té Human Albumin 20%
Kinh gui:
- S& Y té cac tinh, thanh phd tryc thudc Trung vong;
TRNGTAVID &4 Roudc @A Cac Bénh vién, Vién cé giwdng bénh truc thudc Bo Y té;
D &.Aii.. y , Congty TNHH Binh Viét Btic
(5 ™ 1,§i" t fV(2/36 Truong Cong Binh, pl4, Quan Tan Binh, TP H& Chi Minh
ISI JE!,ZL@I..E Cong ty Human BioPlazma Manufacturing and Trading Limited
o T Liability Company
I H-2100 Gddodllo, Tancsics Mihaly Gt 80 - Hungary

Ngay 07/9/2017, trén co s& Thong bao cla Ban Kinh té & Thwong mai - Phai
doan Lién minh chau Au tai Viét Nam vé cac canh bao nhanh cla Co quan Quan ly
Duoc Italy (AIFA) va Vién Dinh dudng va Duoc pham Hungary (OGYEI), Cuc
Quan ly Duwgc dd c6 Cébng van sd6 13868/QLD-TT gki cac S¢& Y té, cac Bénh
vién/Vién cé givdng bénh triec thudc BO Y té, cac co s& kinh doanh dwgc théng bao
vé viéc tam ngirng lwvu hanh céc 16 sinh pham y t€ Human Albumin 20% (200g/I) s6:
29610616, 29700916, 29590616; SDK: QLSP-0706-13 Co6ng ty Human BioPlazma
Manufacturing and Trading Limited Liability Company - Hungary sdn xuat va dang
ky, Cong ty TNHH Binh Viét Btc phan phdi do nghi ngd c6 kha ning nhiém bénh
Creutzfeld-Jakob dé cho két qua kiém tra, danh gia tinh an toan ddi v&i cac 16 sinh
pham néu trén cta Co quan quan ly dwgc cac nudc nay.

Ngay 16/11/2017, Vién Dinh du&ng va Duoc pham Qudc gia Hungary (OGYEI)
c6 thong bao: Viéc dinh chi lvu hanh 16 sdn phdm Human Albumin 200g/l nghi ngo
nhiém bénh Creutzfeid-Jakob hcn hanh tai Hungary’ (16 s6 29620616) khéng con hiéu
luc va ngay 22/11/2017, Co quan Quan ly Duoc cia Y (AIFA) c6 thong bao: Thu hoi
lénh tam nglrtig lwvu hanh cla clc 16 san pham cla Coéng ty Kedrion SpA nghi ngo
nhiém bénh Creutzfeld-Jakob.

Tiép theo, ngay 11/01/2018, Cuc Quan ly Dugc nhan dwoc Van ban sb
ARES(2018) 174215 cla Ban Kinh té & Thuong mai - Phai doan Lién minh chau Au
tai Viét Nam thong bao: “Co quan Quan Iy Duoc Chau Au (EMA) da xac nhan tinh
xac thwc va ndi dung cltia cac thong bao néu trén cua co quan quan ly dwoc Hungary
va ltaly. Ngoai ra, EMA ciing théng bao Co quan quan ly dvgc cda ca hai nwdc nay
da g& bd cac bién phap phong ngira doi véi cac 16 sdn pham nghi ngo va khéng can
thié€t thu hoi san pham

Can clr theo cac quy dinh hién hanh, Cuc Quan ly Dwoc théng bao:

1 Hay bd viéc tam nglrng lvu hanh trén toan qudc cac 16 sinh pham y t€ Human
Albumin 20% (200g/l) s6: 29610616, 29700916, 29590616; SDK luvu hanh: QLSP-
0706-13 da néu tai cong van s6 13868/QLD- ' ngay 07/09/2017.
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2. Bé nghi cac co s& kham bénh, chita bénh tric thuéc Bo Y té va S& Y té cac
tinh, thanh pho trwc thudc trung wong tiép tuc chi dao cac cac co s& kham bénh, chira
bénh thudc pham vi dia ban quan ly:

- Tang cuong theo doi, phat hién va xt tri kip thoi cac trwong hop xay ra ADR
lién quan téi viéc st dung sinh pham y t€ Human Albumin 20% (200g/l), SDK:
QLSP-0706-13 néu trén.

- Phéi hop véi cac co s& phan phoi, kinh doanh dwoc theo ddi chat ché va bao
cao kip thoi cac trwong hop nghi ngo xay ra ADR lién quan dén viéc st dung sinh
pham y té Human Albumin 20% (200g/l), SDK: QLSP-0706-13 vé Cuc Quan ly
Dugc - BO Y té (138A Giang VO, Ba Binh, Ha N§i) va Trung tam qudc gia vé Thong
tin thudc va Theo ddi phan &ng c6 hai cta thu6c (13-15 Lé Thanh Téng, Quan Hoan
Kiém, Ha Noi) hodc Trung tdm khu vuc vé théng tin thuoc va theo d6i phan &ng cé
hai cta thuéc TP. H8 Chi Minh (201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi
Minh).

3. Yéu cau Cobng ty TNHH Binh Viét Blic, Cong ty Human BioPlazma
Manufacturing and Trading Limited Liability Company: Tiép tuc theo ddi, cap nhat
va bao cdo tinh hinh Ivu hanh tai nwéc so tai cda sinh pham y t€é Human Albumin
20% (200g/l) néu trén va cung cap thdng tin lién quan dén viéc xt ly cia Co quan
quan ly dvoc sd tai doi vai san pham nay (néu cé) vé Cuc Quan ly Duoc dé Kip thoi
Xt ly.

Cuc Quan ly Dwoc thdng bao dé cac don vi biét va thwc hién./E
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