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E] Ngay

2\ Ky boi: CUC QUAN
\ LY DUOC

| Co quan: BO Y TE

ky: 17-02-

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic
Sé: 510 /QLD-CL Ha Néi, ngay 17 thdng 02 nam 2025

V/v canh béo cac thude do
cong ty Mylan Laboratories
Limited tai Indore-Pithampur,
An D6 san xuat

Kinh gtri:
- SO Y té cac tinh, thanh pho tryc thude Trung wong;
- Ban Quan 1y Dy 4n hé tro ky thuat Quy toan cau phong,
chéng HIV/AIDS;
- Cong ty TNHH Viatris Viét Nam (Toa nha Friendship
Tower, 31 duong Lé Duan, Phuong Bén Nghé, Quan 1, Tp.
Hd Chi Minh);
- Vin phong dai dién Mi Pharma Limited (94-96, Nguyén Vin
Kinh, phuong Thanh My Loi, Tp. Tha Buc).

Can cir Luat Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Thong tu s6 45/2024/TT-BYT ngay 24/12/2024 cia BO Y té vé viéc
stra doi, bd sung mot s6 diéu va phu luc kém theo Thong tu s6 11/2018/TT-BYT
ngay 04/5/2018 ciia Bo truéng Bo Y té quy dinh vé chat luong thude, nguyén liéu
1am thudc;

Can ctr thu canh bao sd 320-25-28 ngay 19/12/2024 cta Cuc Quan 1y Thuc
pham va Duoc pham Hoa Ky (USFDA) vé viéc phat hién céc vi pham nghiém
trong vé thuc hanh tét san xuat (GMP) tai Cong ty Mylan Laboratories Limited
(Indore-Pithampur, An D9);

Can ctr y kién két luan ctua Hoi dong tu van cip gidy dang ky luu hanh
thudc, nguyén liéu lam thudc d6i voi thude hod duoc tai Bién ban cude hop héi
dong ngay 13/02/2025 yéu cau tam dimg nhap khau va tam ding phan phdi, luu
thong cac thudc san xuat tai Cong ty Mylan Laboratories Limited, Indore-
Pithampur, An D6 sau khi xem xét tinh trang dap tmg GMP ciia cong ty trén co
so thong bdo ciia USFDA;;

Dé dam bao an toan cho ngudi st dung, Cuc Quan 1y Duoc thong béo, yéu
cau cac don vi thyc hién ngay cac ndi dung sau déy:

1. Tam dimg nhap khau, kinh doanh, st dung 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 phu luc dinh kem).
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2. Yéu ciu céac co s¢ nhap khau, kinh doanh, sir dung thude:

- Tam dung viéc nhap khau, kinh doanh, st dung; ni€ém phong, bdo quan
tai co s& cac thude thudc phu luc néu trén;

- Phéi hop véi co sé ding ky thubc dé khan truong bao cao vé tinh hinh
nhap khau (tén co sé nhap khau, thoi gian va sb lugng nhap khau), tinh hinh phan
phéi, st dung cac thude thudc phu luc néu trén vé BO Y té (Cuc Quan ly Dugc)
theo yéu cau tai cong van s6 442/QLD-CL ngay 12/02/2025.

3. Pé nghi S& Y té cac tinh, thanh phé tryc thudc Trung wong thong bao
cho cac co so kham bénh, chira bénh, cac don vi kinh doanh dugc phém trén dia
ban tam ngimg st dung, luu hanh céc thudc do Mylan Laboratories Limited san
xuat, tai Phu luc kém theo cong vin nay.

4. Cac don vi bao quan cac thudc tam ngimg nhap khau, kinh doanh va st
dung néu trén theo dung quy dinh hién hanh vé bao quan thudc trong thoi gian
chd két luan vé chét lugng thudc, mac d6 an toan cho nguoi s dung thude cho
dén khi c6 thong bao mai caa Cuc Quan 1y Duoc.

Cuc Quan 1y Dugc yéu cau cac don vi nghiém tac thuc hién./.

Noi nhgn: KT. CUC TRUONG
-Nhurtrén; PHO CUC TRUONG
- B trudng (de b/c); TEIN :

- TT. B Xuan Tuyén (dé b/c);

- TT. Lé Btrc Luan (dé b/c);

- TT. Nguyén Thi Lién Huong (dé b/c);

- Cuc trudng (dé b/c);

- Cac PCT Cuc QLD (dé p/h chi dao);

- Cuc QLKCB, Cuc AIDS; Thanh tra B9, Vu
BHYT; TTMS (dé p/h);

- Téng Cuc Hai Quan - By TC;

-Cuc Quan Y - BQP; Cuc Y té - BCA; CucyY té
Giao thong vén tai - B GTVT;

- Cac Bénh vién, Vién ¢6 giuvong bénh tryc thude
BoO Y té, cac co s& kham, chita bénh;

- BHXH Viét Nam;

- Hiép Hoi DN duoc Viét Nam;

- Tong Cong ty Duoc VN - CTCP;

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

- Luu: VT, CL.
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PHU LUC
DANH MUC THUOC CUA CO SO SAN XUAT MYLAN LABORATORIES

LIMITED DA PUQC CAP GPKLH TAI VIET NAM

(Ban hanh kém theo Céng vin sé 510 /OLD-CL ngay 17/02/2025 ciia Cuc Qudn Iy Duroc)

STT | S6 diing ky Tén thube Hoat chit Bao Dong goi Ngay hét | Tén cong ty
ché han PK
1. 1890114357824 | ADCClena 5 | Lenalidomide Vién Hop 1 vix 7 |29/5/2027 | Cong ty
Smg nang vién TNHH
cing Viatris Viét
Nam
2. 1890114357724 | ADCClena Lenalidomide Vién | Hop 1vix 29/5/2027 | Cong ty
25 25mg nang 14 vién TNHH
ciing Viatris Viét
Nam
3. 1890114357624 | ADCClena Lenalidomide Viéen | Hoplvix 29/5/2027 | Cong ty
10 10mg nang 14 vién TNHH
cung Viatris Viét
Nam
4. | VN-23235-22 | Emtricitabine | Emtricitabine Vién Hop 1 chaix | 11/10/2027 | MI Pharma
and tenofovir | 200mg; nén 30 vién Private
alafenamide | Tenofovir bao Limited
tablets alafenamide phim
200mg/25mg | (dudi dang
Tenofovir
alafenamide
fumarate) 25mg
5. 1890110087223 | Hepbest Tenofovir Vién Hop 11030 | 5/4/2028 MI Pharma
alafenamide nén vién Private
25mg bao Limited
phim
6. | 890110087023 | Acriptega Dolutegravir Vién | Hop 1 chai x | 5/4/2028 MI Pharma
50mg, nén 30 Vién; Private
Lamivudine bao Chai 30 Limited
300mg, phim Vién; Chai
Tenofovir 90 Vién;
Disoproxil Chai 180
Fumarate 300mg Vién
7. 1890110087123 | Avonza Efavirenz Vién Hop 1 lo x 5/4/2028 MI Pharma
400mg, nén 30 vién Private
Tenofovir bao Limited
Disoproxil phim
Fumarate
300mg,
Lamivudine
300mg
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