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V/v tarn ngvmg liru hanh mot so 16 
sinh pham y te do nghi ngd nhiem 

benh Creutzfeld-Jakob 

Ha N6i, ngay QJ. thdng Q nam 2017 
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Chuyen : 

KHAN Kinh gui: 
- So Y te cac tinh, thanh pho true thuoc Trung uong; 

r 

- Cac Benh vien, Vien co giuong benh true thuoc Bo Y te; 
- Cong ty TNHH Binh Viet Due; 
62/36 Truang Cong Dinh, pi 4, Quan Tan Binh, TP Ho Chi Minh 
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- Cong ty Co phan Dugc pham Trung uong CPC1; 
So 87pho Nguyen Van Troi, Thanh Xudn, Ha Noi 
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- Cong ty Co phan Duoc pham Trung uong Codupha. 
334 To Hien Thanh, phuang 14, Quan 10, tp HCM 
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Can cu thong bao cua Ban Kinh te & Thuong mai - Phai doan Lien minh 
chau Au tai Viet Nam kem theo cac canh bao nhanh cua Co quan Quan ly Duoc 
Italy (AIFA) va Vien Dinh duong va Duoc pham Quoc gia Hungary (OGYEI) doi 
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voi mot so 16 sinh pham y te co nguon goc mau va huyet tuong do Cong ty 
Kedrion SpA va Cong ty Human BioPlazma Kft. san xuat co nghi ngo v6 kha nang 
nhiem benh Creutzfeld-Jakob. Hien tai, viec nhiem benh Creutzfeld-Jakob cung 
nhu chung gay benh Creutzfeld-Jakob nay chua duoc khang dinh. 

Theo bao cao cua Cong ty TNHH Binh Viet Due tai cong van de ngay 
07/09/2017 ve viec cac 16 sinh pham y te co nghi ngo bi nhiem benh Creutzfeld-
Jakob sau da dugc nhap khau vao Viet Nam, cu the: 
Ten san pham 

Human 
Albumin 20% 

(200g/l) lo 50ml 

Cong ty san xuat 

Human BioPlazma 
Manufacturing and Trading 
Limited Liability Company • 
Hungary 

Cong ty phan 
h ̂  * 

Solo 

Cong ty CP dirge 
phim TW CPC1 

29610616 

29700916 

29590616 
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De dam bao an toan cho ngiroi su dung, trong thai gian Cue Quan ly Dugc 
phoi hgp Vien Dinh duang va Dugc phlm Quoc gia Hungary (OGYEI) k i lm tra 
va danh gia tinh an toan cua san phim Human Albumin 200g/l, Cue Quan ly 
Dugc yeu cau cac So Y tS, Benh vien, Vien co giuang benh true thuoc B6 Y te va 
cac don vi kinh doanh dugc: 

1. Tarn ngung mua, ban va su dung tren toan quoc doi vai cac 16 sinh phdm 
y te Human Albumin 20% neu tren. 



2. So Y te khan truong thong bao cho cac co so kham benh, chua benh, cac 
don vi kinh doanh dugc pham tren dia ban tarn ngung viec mua, ban va su dung 
cac 16 sinh pham y te Human Albumin 20% neu tren. 

3. Cac co so kham benh, chua benh tang cuong theo doi, phat hien va xu tri 
r r 

cac truong hgp xay ra phan ung co hai ( x \ D R ) cua cac thuoc neu tren (neu co). Gui 
bao cao ADR ve: Trung tarn quoc gia ve Thong tin thuoc va Theo doi phan ung co 
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hai cua thuoc (13-15 Le Thanh Tong, Quan Hoan Kiem, Ha Noi) hoac Trung tarn 
* y r r \ 

khu vyc ve thong tin thuoc va theo doi phan urng co hai cua thuoc TP. Ho Chi 
Minh (201B Nguyln Chi Thanh, Quan 5, TP. Ho Chi Minh). 

4. Cong ty Co phan Dugc pham Trung uong Codupha, Cong ty TNHH Binh 
Viet Due va Cong ty Co phin Dugc pham Trung uomg CPC1 : 
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4.1. Tarn ngung nhap khau, mua, ban va phan phoi cac 16 sinh pham y te neu 
tren, bao quan dung dieu kien bao quan ghi tren nhan cua san pham. 
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4.2. Thong bao den cac co so kinh doanh, co so dieu tri tarn ngung mua, ban, 
su dung san pham Human Albumin 20% (200g/l) lg 50ml va bao quan theo dung 
di§u kien ghi tren nhan cua san pham trong truong hgp da phan phoi ra khoi kho 
cua cong ty. 
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4.3. Tong hgp so lugng ton kho san pham Human Albumin 20% (200g/l) lo 
50ml cua cong ty, cac co so kinh doanh, cac co so dieu tri, bao cao truoc ngay 
20/09/2017 ve Cue Quan ly Dugc. 

4.4. Cong ty TNHH Binh Viet Due phoi hgp nha san xuat - Cong ty Human 
BioPlazma Manufacturing and Trading Limited Liability Company, Hungary tiep 
tuc theo doi, cap nhat va bao cao ve tinh hinh luu hanh tai nuoc so tai cua sinh 
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pham y te Human Albumin 20% neu tren va cung cap thong tin lien quan den viec 
xu ly cua Co quan quan ly nuoc so tai doi voi san pham nay. 
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Cue Quan ly Dugc thong bao de cac Don vi biet va thuc hien./. Noi nhan: 
- Nhu tren; 
- Bo truemg Bo Y te (6k b/c); 
- Thii tnrong Trirong Quoc Cuong (de b/c); 
- Cue Quan ly Kham chua benh; 
- Cue Quan Y - Bo Quoc phong ; 
- Cue Y te - Bo Cong an ; 
- Cue Y te - Bo Giao thong van tai; 
- Trung tarn DI & ADR Quoc gia; X 
- Trung tarn DI & ADR khu vuc TP. HCM; 
- Website Cue Quan ly Dugc; 
- Phong DKT, QLKD, QLCL - Cue Quan ly Dugc; 
- Luu : VT, TT. 
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