BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc

S0:1928 /QLD-KD Ha Néi, ngay 10 thango3 nam 2021
V/v ddm bédo cung g thudc

Kinh guri:
- SO Y té cac tinh, thanh phé truc thugc Trung wong;
- Cé4c Bénh vién, Vién c6 giuong bénh truc thudoc BO.
(Sau day goi tit 1a cac “Pon vi”)
Tiép theo Cong van sO 5775/QLD-KD ngay 18/04/2019 gui cac Bon vi

thong bao vé tinh hinh cung tmg 06 thudc do Bayer (South East Asia) Pte., Ltd.
san xuat, Cuc Quén 1y Dugc ¢6 ¥ kién nhu sau:

1. Cuc Quan ly Dugc tiép tuc nhan dugc Vin thu dé ngay 09/02/2021 tir
Van phong dai dién Bayer tai Thanh phé H6 Chi Minh thong béo vé viéc tam
ngimg cung ung mot so thude da co gidy dang ky luu hanh tai Viét Nam do nha
may san Xuat tién hanh nang cip, hién dai hoa cac diy chuyén va quy trinh san
xuit, bao gém cac thudc sau:

TT | Tén thuéc | Hoat chiat, | So gidy diing Khodng thoi gian gian
ham lugng | ky luu hanh doan cung ung

1 | Adalat LA | Nifedipine | VN-20385-17 01/2019 — 05/2021
30mg 30mg

2 | Adalat LA | Nifedipine | VN-20386-17 | Tu 08/2018 (chua xac dinh
60mg 60mg duoc thoi gian cung g trd

lai)

3 | Glucobay Acarbose | VN-20231-17 06/2020 — 05/2022
50mg 50mg

4 | Glucobay Acarbose | VN-20230-17 11/2021 — 02/2022
100mg 100mg

2. Lién quan dén tinh hinh cap phép luu hanh dbi véi cac thube c6 cung
hoat chat, ham lugng véi cac thude trén, Cuc Quan Iy Duoc tiép tuc cung cip
thong tin cap nhat nhu sau:

2.1. Béi véi cac thude chira Nifedipine ham luong 30mg, 60mg:

- Thudc chtra Nifedipine: hién c6 02 thudc nude ngoai dugc cap gidy ding
ky Iuu hanh con hi¢u luc tai Viét Nam: NifeHexal 30 LA, SBK: VN-9688-10 do
Hexal AG. (Puc) san xuét, Lek Pharmaceuticals d.d (Slovenia) ding ky; Macorel,
SPK: VN-15359-12 do Valpharma Company (San Marino) san xuat, Cong ty
TNHH Dugc pham Nhit Anh (Viét Nam) dang ky.

2.2. D01 voi thudce chira Acarbose: Hién c6 nhi€u thuoc khéac cung hoat chat,



dang bao ché dugc san xut trong nudc hodc nhap khau co gidy dang ky luu hanh
con hiéu luc.

3. Pé d¢am bao cung tmg du thude cho nhu cau diéu tri ctia nhan dan, Cuc
Quan ly Dugc dé nghi:

3.1.S¢ Y té cac tinh, thanh phd truc thudc Trung wong:

- Chi dao céc co s& san xuit, kinh doanh, nhap khéu thudc trén dia ban co
ké hoach du trir, cung irng day du, kip thoi thuoc cho nhu cau dicu tri.

- Chi dao cac co Ny kham chira })énh trén Siia bép ch@ dong liép hé kip th0‘1
v0i cac don vi nhap khau, cung img d€ ky hop dong, dau thdu, mua sam (bao gom
ca cac bién phap chu dong thay thé thude khi ngudn cung hién tai bi thiéu hut)
nham dam bdo kip thoi c6 du thudc cho nhu cau di€u tri.

3.2. Céac Bénh vién, Vién cé giuong bénh truc thudc B9:

- Chu dong lién hé kip thoi voi cac don vi nhap khau, cung ing dé ky hop
dong, d4u thau, mua sam (bao gdm ca cac bién phap chii dong thay thé thudc khi

ngudn cung hién tai bi thiéu hut) nham dam bao kip thoi c6 du thude cho nhu cau
diéu tri.

3.3. Trong qua trinh trién khai néu c6 kho khin, vudng mac, dé nghi cac
Don vi bao cdo vé Cuc Quan Iy Duoc (theo dia chiqz 138A Giang Vg, Ba Pinh, Ha
No6i va hom thu: glkinhdoanh.qld@moh.gov.vn) dé dugc giai quyét theo quy dinh.

Cuc Quan Iy Dugc thong bao dé cac Pon vi biét va chi dao céc don vi thuc

hién./.
Noi nhé:t: KT: CUC TRUQNG
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- CT. Vi Tuan Cuong (d€ b/c);

- Cuc QLKCB (dé p/h);
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- Céng thong tin dién tir cia BO Y té;
- Website cua Cuc QLD;
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~—Lé Viét Diing



