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% wr™  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
S " CyUC QUAN LY DUQC Poc ldp - Ty do - Hanh phiic

Sé: 1348 /QLD-CL Ha Néi, ngay 15 thdng 5 nam 2025

V/v nhap khau cac thude do cong ty
Mylan Laboratories Limited tai
Indore-Pithampur, An D¢ san xuat

Kinh gtri:
-S&' Y té cac tinh, thanh phé truc thudc Trung wong;
- Vién Kiém nghiém thude Trung vong;
- Vién Kiém nghiém thudc thanh phé H6 Chi Minh;
- Cong ty TNHH Viatris Vi¢t Nam

Cin ctr Luat Duge sé 105/2016/QH13 ngay 06/4/2016;

Can ctr Thong tu s 45/2024/TT-BYT ngay 24/12/2024 ctiia Bo Y té vé viée
sira doi, bo sung mot s diéu va phu luc kém theo Thong tu s6 11/2018/TT-BYT
ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé chat lugng thude, nguyén lidu
lam thudc;

Can cur y kién két luan cua Hoi dong tu van cap gidy dang ky luu hanh thude,
nguyén li¢u lam thudc déi v6i thude hod dugc (tai Bién ban cude hop Hoi dong ngay
06/5/2025), theo d6 Cong ty Mylan Laboratories Limited, Indore-Pithampur, An D3
dap tmg GMP theo quy dinh va va du diéu kién dé san xuét, cung cap thudc vao Viét
Nam;

Dé bao dam viéc cung (g thude cho cong tac phong chira bénh; Cuc Quén Iy
Dugc thong bao:

1. Cac co so xuat nhap khau thudc tiép tuc nhap khau cac thuc do Cong ty
Mylan Laboratories Limited (dia chi: Plot No.11, 12 & 13, Indore SEZ, Phase-II,
Pharma Zone, Sector-III, Pithampur Dist. Dhar, Madhya Pradesh-454775, India) san
xuat theo cac quy dinh hién hanh.

2. Yéu céu Cong ty TNHH Viatris Viét Nam:

a) Phoi hop vdi cac co so kinh doanh sir dung cac thude do Cong ty Mylan
Laboratories Limited néu trén san xuét trong viéc theo doi, giam sat chat luogng, an
toan cuia thudc trong qué trinh phan phéi, sir dung;

b) Béo cdo, cap nhit vé céc két qua danh gia dap img GMP ciia céc co quan
quan ly dugc SRA tai Cong ty Mylan Laboratories Limited, Indore-Pithampur, An
D6 néu trén.

¢) Phdi hop véi cac co quan kiém tra chat lugng, co quan kiém tra chat lugng
thuoc nha nudc trong viéc kiém fra ché"!t lwong cac thudc do cong ty Mylan
Laboratories Limited (Indore-Pithampur, An D0) san Xuét va nhap khau vao Viét
Nam, hd trg cung cap chat chuan, tap chuan, placebo ding dé kiém nghiém cac mau
thube khi nhan duoc yéu cau cia co quan kiém tra, kiém nghiém chat luong thude



cua nha nudc.

Cuc Quan ly Duogc thong bao dé cac don vi thuc hién./.
KT. CUC TRUONG

Noi nhgn:

- Nhur trén;

- B6 truong Pao Hong Lan (dé b/c);

- Cac Thur truong (dé bl/c);

- Cuc truong (dé blc);

- Cac PCT Cuc QLD (dé p/h chi dao);
- Thanh tra Bg, Trung tAm mua sim
tap trung thude qudc gia (dé p/h);

- Cuc Quin Y - BQP; Cuc Y té - BCA;
Cuc Y té GTVT-B6 GTVT;

- Cuc QLD: P.PCHN, QLKDD, BKT, QLGT,
Website (dé t/hién);

- Luu: VT, CL.

— Ta Manh Hung

UBND TINH PHU YEN

SOYTE
ISY-SYT

Noi nhan:

- UBND cac huyén/tx/tp (p/hop);

- Céac co s¢ kinh doanh duogc (t/hién);
- Cac co s¢ kham chira bénh (t/hién);
- TT Kiém soat bénh tat (t/hién);

- Trang TTDT SYT;

- Luu: VT, NVYD(L).

SAO Y BAN CHINH
Pha Yén, ngay 27 thdng 5 nam 2025

TL.GIAM POC
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