UBND TINH THANHHOA ~ CQNG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc 1ap- Ty do- Hanh phic

S6: /996 /SYT-QLD Thanh Hoa, ngay A4 thang 9 nam 2017

V/v tam ngirng Iuru hanh mot sé)~ 16
sinh pham y té do nghi ng¢d nhi€ém
bénh Creutzfeld-Jakob

Kinh gui: Céac co so kinh doanh, sir dung thudce trong tinh.
Can clr cac quy dinh vé quan 1y duoc hién hanh ciia Viét Nam;
Can ct Cong van s6 13868/QLD-CL ngay 07/9/2017 cua Cuc Quan ly

duge — Bo Y té vé tam ngimg luu hanh mét sb 16 sinh phdm y té do nghi ngd

nhiém bénh Creutzfeld-Jakob sau day:

Tén san phdm Cong ty san xuét Cong ty phan phdi S6 16
Human Albumin Human BioPlazma Cong ty CP duoc | 29610616.
20% (200g/1) lo | Manufacturing and Trading | pham TW CPC1 29700916,

50ml Limited Liability Company-
29590616.
Hungary

bé dam bao an toan cho nguoi st dung thude. S¢ Y té yéu cau:

I. Céc co s& kham bénh, chita bénh, cac co s¢ kinh doanh thudc trén dia
ban tinh tam ngumng viéc mua, ban va str dung céac 16 sinh pham Human Albumin

20% néu trén;

2. Céac co s¢ kham bénh, chlta bénh tang cuong theo ddi, phat hién va xa
tri cac truong hop xay ra phan tng cé hai (ADR) cua cac thudc néu trén (néu
c6). Gui bao cdo ADR vé: Trung tam qudc gia vé& Thong tin thubc va theo dai
phan Ung c6 hai ctia thude (13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Noi)
hodc Trung tdm khu vuc vé Théng tin thudc va theo ddi phan tng c6 hai cua

thude Tp. H6 Chi Minh (201B. Nguyén Chi Thanh, Quan 5, Tp. Hd Chi Minh);




3. Phong Quan ly Dugc, cac phong ban chuc nang ctia S6¢ 'Y té, phong Y
té huyén, thi, thanh phd c6 trach nhiém kiém tra, giam sat viéc thuc hién thong
bdo nay; xtr ly nhitng don vi, cd nhéan vi pham theo quy dinh hién hanh./¢”~
Noi nhin: KT. GIAM POC

- Nhu trén;
- Luu: VT, QLD.
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