BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6:  /2021/TT-BYT Ha Noi, ngay  thang nam 2021

DU THAO 1 THONG TU

Sira doi, bo sung mdt s6 diéu tai Thong tw s6 01/2018/TT-BYT ngay 18 thang
01 nam 2018 cua B) trwdng By Y t€ quy dinh ghi nhéan thuac,
nguyén liéu lam thuoc va to hwong dan sir dung thuoc

Can cw Ludt duoc ngay 06 thang 4 nam 2016,

Can cir Nghi dinh SOA: 54/2017/ND-CPngay 08 thang 5 nam 2017 cua Chinh
phuquy dinh chi tiét mot so diéu va bién phap thi hanh Ludt duoc,

Can cir Nghi dinh sé 75/2017/NP-CP ngay 20 thang 6 nam 2017 cua
Chinh phu quy dinh chirc nang, nhiém vy, quyén han va co cau to chirc cua Bo Y
te;

Can cir Nghi dinh 6 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua
Chinh phu sita doi, b sung mot so quy dinh lién quan den diéu kién dau tw kinh
doanh thuoc pham vi quan Iy nha nuoc cua Bo Y té;

Theo dé nghi ciia Cuc truong Cuc Quan Iy diroe,

~ Bo truong Bo Y té ban hanh Thong tw sira doi, bo sung mot s6 diéu Théng
tur s6 01/2018/TT-BYT ngay 18/01/2018 quy dinh ghi nhan thuoc, nguyén lieu lam
thuoc va to hwong dan sw dung thuoc

Piéu 1. Sira doi, bd sung mot s6 dicu tai Thong tw s6 01/2018/TT-BYT

ngay 18 thang 01 nam 2018 cia B) truong By Y té quy dinh ghi nhin thudc,
nguyén liéu 1am thudc va to hwéng din sir dung thudce

1. BO6 sung diém d khoan 2 Piéu 1 nhu sau:
“Pjéu 1. Pham vi diéu chinh

2. Thubc, nguyén liu lam thudc sau day khong thudc pham vi diéu chinh cua
Thong tu nay:

d) Thudc nhap khau ding dé dap tmg nhu cau cap bach cho qudc phong, an
ninh, phong, chong dich bénh, khac phuc hau qua thién tai, thdm hoa quy dinh tai

khoan 1 Diéu 67 Nghi dinh s0 54/2017/ND-CP va thude sir dung trong truong hop
khan cap nham khac phuc thién tai, dich bénh.”

2. Stra ddi, bd sung khoan 2 Piéu 3 nhu sau:

“Piéu 3. Vi tri nhian thudc, nguyén liéu 1am thudc va to huéng din sir



dung thude

2. To huéng din st dung thudc 13 mot phan khong thé tach roi ctia nhin
thudc va duge chira trong bao bi ngoai cia thudc. Truong hop thudc phong xa;
thudc quy dinh tai khoan 1 Piéu 68 Nghi dinh s6 54/2017/ND-CP di dugc sira
d6i tai khoan 31 Diéu 4, khoan 38 Diéu 5 Nghi dinh s6 155/2018/ND-CP ngay
12/11/2018 va truong hop thudc khong c6 bao bi ngoal to huéng dan sir dung co
thé in hodc gan chac chan trén bao bi ngoai ciia thude.”

3. Khodn 1 va diém a, b khoan 3 Di€u 5 duoc stra d61, bé sung nhu sau:
a) Khoan 1 duogc stra 61, bé sung nhu sau:

“1. Thubc, nguyén liéu lam thudc nhap khau vao Viét Nam ma nhén gbc
chua thé hién dﬁy du cac ndi dung so v&i nhan da duoc Bo 'Y té phé duyét, co s&
nhap khiu phai bé sung nhin phu bang tiéng Viét & bao dam phu hop voi nhin
da duoc BO Y té phé duyét trude khi dua thude ra luu hanh trén thi truong va
phai gitt nguyén nhin gc.

Truong hop khong c6 bao bi ngoai, nhan phu dugce dan trén bao bi truc
tiép. Nguyén tic, dia diém thuc hlen bd sung nhan phu thyc hién theo quy dinh
tai khoan 3 Piéu 5 Thong tu ndy.”

b) Piém b khoan 3 duoc stra d6i, bo sung nhu sau:

“b) B6 sung hodc thay thé t& hudng dan sir dung thudc bang tiéng Viét
dugc thuc hién tai bd phan déng goi cip 2 (dong goi thtr cip) cua co so dat
nguyén tic, tiéu chuan Thuc hanh tot san xuat thuéc (GMP) theo dung v6i pham
vi ctia Gidy chimg nhan du diéu kién kinh doanh dugc;

- Trudng hop to hudng dan st dung thude duoc gian chic chin trén bao bi
ngoai cua thude theo quy dinh tai khoan 2 Piéu 3 Thong tu nay thi viéc bd sung
hodc thay thé to hudng dan sir dung duoc thyc hién tai kho bao quan thudc,
nguyén li¢u lam thuoc dat nguyén tic, tiu chuan Thuc hanh t6t bao quan thude
(GSP) trudc khi xuat kho dé cung tng thude.”

Pi¢u 2. Bii bo quy dinh tai diém h khoan 3 Diéu 14 ctia Thong tu nay.
Picu 3. Hiéu lwc thi hanh

Thong tu nay c6 hi€u luc thi hanh tr ngay thaing nam

Pi¢u 4. Quy dinh chuyén tiép

Céac hd so dd ndp cho co quan tiép nhan hd so trudc ngay Thong tu ndy
c¢6 hiéu luc nhung dang trong qua trinh giai quyét duoc ap dung theo quy dinh
cO lién quan tai Thong tu nay hoac cac quy dinh trudc ngay Thong tu nay co
hi¢u lyc theo hudng thuan tién cho doanh nghiép, td chire, ca nhan.



Piéu 5. Trach nhiém thi hanh

Vu trudng Vu Phap ché, Chanh Vin phong B, Chanh Thanh tra B9, Vu
truong, Cuc truong, Téng Cuc truong cac Vu, Cuc, Téng cuc thudc BO Y té, S&
Y té va cac co quan, td churc, ca nhan co lién quan chiu trdch nhiém thi hanh
Thong tu nay./.
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- B6 Tai chinh (Tong Cuc Hai quan) ;
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- Tong cong ty Dugc Viét Nam;

- Hiép hoi Doanh nghiép dugc Viét Nam;
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