UBND TINH KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Déc 1ap - Tw do - Hanh phuc

So:1510  /SYT-NVD Kién Giang, ngay 23 thang 5 nam 2025
V/v nhap khau céc thuoc do Cong ty
Mylan Laboratories Limited tai Indore-
Plﬂ]amplll An D¢ san xuat theo thong
bao gua Cuc Quan ly Dugc tai Cong
van so 1348/QLD-CL ngay 15/5/2025

LUNG TA\‘I Y TR GIAN{; HA\&

Kmh gut:
EN Nghy o(o (,,Kllolf - Cac co quan, don vi thude va truc thude S¢ Y té;
N % - Cac co so kham bénh, chita bénh trén dia ban tinh;
h:y::qd & m___,t - Cac co so kinh doanh duoc trén dia ban tinh.

Can cu thong bao cua Cuc Quan ly Dugc tai Cong vin sd 1132/QLD-CL
ngay 18/4/2025, S& Y té da trién khai! théng bao ctia Cuc Quan ly Duoc dén céc
co quan, don vi, co s& kham bénh, chita bénh, co so kinh doanh duogc (sau day
goi chung la cac co quan, don vi, co s¢), trong d6 co6 cac noi dung sau: (1) Cac
16 thudc 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, di duoc nhap khau vao Viét Nam trude ngay
17/02/2025 duoc tiép tuc kinh doanh, sit dung theo quy dinh; (2) Tiép tuc thuc
hién viéc tam ding nhap khau theo tinh than ciia C6 ong van s0 510/QLD-CL
ngav 17/02/2025 cua Cuc Quan Iy Duoc dbi Va1 cac thuoc do cong ty néu trén
san xuét, theo ¥ kién tu van cia Hoi dong tur van cap Glay dang kv lru hanh
thudc, nguyén lidu lam thudc B Y té, cho dén khi co day du cac bang chimg
khic phuc chimg minh co so san xuét tuan thu dap tmg GMP.

Ngay 15/5/2025, Cuc Quan 1y Duoc ban hanh Céong vin so 1348/QLD-
CL vé viéc nhap khiu cac thuog do Cong ty Mylan Laboratories Limited tai
Indore-Pithampur, An Do san Kuat Dé bao dam viéc cung tmg thude cho cong
tac kham bénh, chita bénh, So Y té thong bao, dé nghi cac co quan, don vi, co sO
thuc hién:

1. Td chirc pho bién théng bao cua Cuc Quan ly Duoc voi nd1 dung sau:
Céc co s& xuat nhap khau thude tiép tuc nhip khau cac thude do Céng 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 hign hanh (Thong tin chi tiét tai Cong vin so
1348/QLD-CL ngay 15/5/2025 cua Cuc Quan ly Duoc).

! 8¢ Y té da ban hanh Cong van sb 1166/SYT-NVD ngay 23/4/2025 ve viéc sit dung cac thuée do cong ty Mylan
Laboratories Limited tai Indore-Pithampur. An Dd san xuat theo thong bao cua Cuc Quan 1y Duoc fai Cong van
sb 1132/QLD-CL ngay 18/4/2025.
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2. Cac co so kham bénh, chita bénh, co s& kinh doanh, str dung thudc theo
ddi, giam sat chat lugng, an toan cua thudc trong qua trinh phan phoi, str dung
cac thuoc do cong ty néu trén san xuat.

S¢ Y té thong bao dén cac co quan, don vi, co s¢ biét, thuc hién./. -
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S6: 1348 /QLD-CL Ha Néi, ngdy 15 thang 5 nam 2025

V/v nhéap khiu cic thudc do cong ty
Mylan Laboratories Limited tai
Indore-Pithampur, An P§ san xuat

Kinh guri:
_S& Y té cac tinh, thanh phd truc thude Trung wong;
- Vién Kiém nghiém thudc Trung wong;
- Vién Kiém nghiém thudc thanh phé Ho Chi Minh;
- Cong ty TNHH Viatris Viét Nam

Cin ot Luat Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cit Thong tu sb 45/2024/TT-BYT ngay 24/12/2024 cua BO Y té vé viéc
sira d6i, bd sung mot 6 diéu va phu lyc kem theo Thong tu s6 11/2018/TT-BYT
ngay 04/5/2018 cua B truong BO Y t€ quy dinh vé chit lugng thude, nguyén licu
lam thudc;

Can c y kién két luan ctiia Hoi dong tu vén cap giay ding ky luu hanh thude,
nguyén liéu lam thuoc doi voi thude ho4 dugc (tai Bién ban cudc hop Hoi dong ngay
06/5/2025), theo d6 Céng ty Mylan Laboratories Limited, Indore-Pithampur, An Do
dap tmg GMP theo quy dinh va va du didu kién dé san xuat, cung cap thudc vao Viét
Nam;

Dé bao d¢am viéc cung Umg thudc cho cong tac phong chira bénh; Cuc Quan Iy
Dugc thong bao:

1. Céc co so xuét nhap khau thudc tiép tuc nhap khiu cac thude do Cong ty
Mylan Laboratories Limited (dja chi: Plot No.11, 12 & 13, Indore SEZ, Phase-II,
Pharma Zone, Sector-I11, Pithampur Dist. Dhar, Madhya Pradesh-454775, India) san
xuat theo cdc quy dinh hién hanh.

2. Yéu ciu Cong ty TNHH Viatris Viét Nam:

a) Phdi hop vai cic co so kinh doanh str dung cac thudc do Cong ty Mylan
Laboratories Limited néu trén san xuat trong viéc theo di, giam sat chat luong, an
toan cta thudc trong qua trinh phan phoi, s dung;

b) Béo cdao, cap nhat vé cac két qua danh gia dap img GMP cua cac co quan
quéan 1y dugc SRA tai Cong ty Mylan Laboratories Limited, Indore-Pithampur, An
P06 néu trén.

¢) Phéi hop véi cac co quan kiém tra chit lugng, co quan kiém tra chét luong
thudc nha nudc trong viéc ki€m tra chat luong cac thuéc do cong ty Mylan
Laboratories Limited (Indore—Pithampur,"An Do) san xuat yé r}hép khau vao Viét
Nam, ho trg cung cap chét chuén, tap chuan, placebo dung dé kiém nghiém cac mau
thudc khi nhan duogc yéu cau cua co quan kiém tra, kiém nghiém chat lugng thuoc



cua nha nudc.

Cuc Quan 1y Dugc thong béo dé cac don vi thuc hién./.

Noi nhén:

- Nhur trén;

- Bo truong Dao Héng Lan (dé b/c);

- Cac Thir truéng (dé ble);

- Cuc truéng (dé b/c);

- Cac PCT Cuyc QLD (dé p/h chi dao);
- Thanh tra Bg, Trung tim mua s&m
tap trung thuée quéc gia (dé p/h);

- Cuc Quan 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.
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’ HIEU GIAI QUYET VAN BAN DEN
Sb:..A0/. .8 T ... ... 0pdy....o88 thing. .9..08m 2025.........

1. Y kién ciia ldinh dao co quan, to chirc
- Giao don vi, ¢4 nhan chu tri;....... . DWU’C

- Giao cac don vi, ¢d nhan tham gia ph6i hgp giai quyet van ban dén (n€u ¢o),

- Thoi han giai quyét doi voi mdi don vi, ca nhin (n€u €0);..........coeeeeennnn,

! LI ;
- Giao cho ca nhan; thoi han gidi quyét dot vol ﬁ%l}l}% @uaeo);

-Ngay,... thang,...... TE A% w1 - SR ot SR DU e §

3. Y kién dé xuit cia ngwoi gidi quyét.

- Y kién dé xuat giai quyét vin ban dén cua ca nhan;

- Ngay....... thang,........ nim....... déxudtykién...................



