BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC PHONG, CHONG Djc lap - T do - Hanh phiic
HIV/AIDS
S6: 97 /AIDS-YP Ha N6i, ngdy08  thang02 nim 2025

V/v: céanh bao ctia Quy 10a11 cau d6i véi
thubc ARV duoc san@uat tir Cong ty
Mylan Laboratone%Lmuted tai Indore-

Pithampur, An d6.
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; 3}*5 Cuc Phong, chéng HIV/AIDS 14 Chu dy 4n Dy 4n ho trg k¥ thuit Quf toan ciu
f&phon chéng HIV/AIDS giai doan 2024-2026 do Quy toan ciu phong, chéng AIDS, Lao
va S6t rét tai tro.

Theo béo céo clia Ban Quan 1y Du an hd trg ky thuat Quy toan ciu phong, chéng
HIV/AIDS giai doan 2024-2026 (BQLDA Quy toan ciu phong, chéng HIV/AIDS) tai cong
vin sb 13/QTC KHDT ngay 07/02/2025, vao ngay 28/01/2025, BQLDA Quy toan ciu
phong, chéng HIV/AIDS nhén duoc Thu thdng béo tir Nha tai trg Qu¥ toan ciu canh bio
vé viée nhap khiu thubc dwoc sén xuit tir cong ty Mylan Laboratorites Limited tai Indore-
Pithampur, An d% sau ngay 19/12/2024.

Cuc Phong, chéng HIV/AIDS xin giri Quy don vi dé biét thdng tin va canh bao kip
thoi téi cac co quan, céc cong viée ¢6 lién quan.

(Xin giri kém cbng vin sb 13/QTC-KHPT va Thu thdng bao ciia Nha tai trg Quy
toan cAu).

Tréan trong cam on./.

Noi nhign:

- Nhu trén;

- Thit truéng Nguyén Thi Lién Huong (& bio céo);
- BQLDA QTC PC HIV/AIDS (dé biét);

- Lwu: VT, VP, BT.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
BAN QUAN LY DU AN HO TRQ Dgc 1ap - Ty do - Hanh phiic
KY THUAT QUY TOAN CAU

PHONG, CHONG HIV/AIDS
Sé: 413 /QTQ‘_:}"(HBT Ha Ngi, ngay 0d-thdangd ném 2025

V/v canh béo ciia QU\ todn ciu déi véi thube
ARV dugc san xut tir Mylan tai Indore-
Plthamgur An Po.

\

Q > Kinh guri: Cuc Phong, chéng HIV/AIDS (Vin phong Cuc)
&

N\oav 28/01/2025 (ngay 29 Tét Nguyén dén Viét Nam), Ban Quén 1y du 4n h
tro ky thust Quy toan cau phong, chéng HIV/AIDS giai doan 2024-2026 (Ban
QLDA) da nhén duogc thu théng bao tir Nha tai trg Quy toan cau canh béo vé viéc
nhap khiu thuoc dugc san xudt tir cong ty Mylan Laboratories Limited tai Indore-

' \\Plthampur An Dd sau ngay 19/12/2024 (thw thong bdo dinh kém). Ban QLDA xin
duoc tém tat ndi dung cia théng bao d6 nhu sau:

1. N6i dung eanh bao

Ngay 19/12/2024, Cuc Quén ly thuc pham va duoc phim Hoa Ky (USFDA)
da ban hanh thu canh bao va 1énh cam nhap khau thuoc duogc san xuét tir cong ty
Mylan Laboratories Limited tai Indore- Pithampur, An D6, sau khi phét hién nhiéu
vi pham nghiém trong vé thuc hanh san xuét tét (GMP).

Céc vi pham bao gdm:
« Khéng dam bao tinh toan ven va d tin cdy cia dit liéu kiém soat chat lugng.

o Thiéu co s& khoa hoc day du dé x4c dinh nguyén nhan gbc ré trong cac cudc
diéu tra 15i.

2. Anh huéng dén viée cung tng thudc ARV
o Céac san pham ARV bi anh hudng bao gdm: chi tidt trong Phu luc dinh kém.
/ o Quf toan cdu tam ngling cung tng cac khoan thuéec ARV duoc san xuit sau /
ngay 19/12/2024 tai co sé Mylan Indore-Pithampur.
3. Khuyén nghi ciia Quy toan ciu
o Cac don vi lién quan nén luu y vé canh bao nay dé co phuong én phu hop r"

trong cong tac mua sam va st dung thubc ARV, cu thé: im nha cung cap
thay thé hoic mua san phém tir cic co s& Mylan khéc d3 dugc phé duyst. .

. D6i véi cac 16 thude da nhap khiu trudc ngay 19/12/2024, nén tang cudng
giam sat chét lugng va bao cao kip thoi néu phat hién bat ky véan dé nao vé
chét luong.

Hién tai, Ban QLDA dang trao d6i véi Quy Toan ciu vé viée cung tmg 03
loai thuéc gdm  Dolutegravir (as sodium salt) 50mg  Tablet,
Dolutegravir/Lamivudine/Tenofovir disoproxil fumarate 50mg/300mg/300 mg
Tablet va Efavirenz/Lamivudine/Tenofovir (Disoproxil Fumarate)



400mg/300mg/300mg tablet. Cac san pham ndy trudc diy da dwoc Quy Toan cu
xac dinh viéc cung cap tir co s san xuit Mylan Laboratories Limited tai Indore-
Pithampur, An D§ cho Dy 4n trong nim 2025. Ban QLDA sé€ c6 thong béo tiép theo
dén Chu dy 4n, sau kthO két qua trao d6i cudi ciing v6i Nha tai trg.
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

BAN QUAN LY DU AN HO TRQ Poc lap - Tw do - Hanh phic
KY THUAT QUY TOAN CAU
PHONG, CHONG HIV/AIDS

PHU LUC
_ DANH Muc CAC KHOAN THUOC SAN XUAT SAU NGAY 19/12/2024

TAI CO SO MYLAN INDORE-PITHAMPUR BUQC QUY TOAN CAU
})INH CHI CUNG UNG CHO CAC NUGC VIEN TRQ

"«‘_‘(Bmh kém Céng viin s6 43 /QTC-KHPT ngay 0¥ thang 2. nam 2025)

Abgb‘%vir 300 mg Tablet

AE‘acavir/Dolutegravir/Lamivudine 60mg /5mg/30mg Dispersible tablet
Abacavir/Lamivudine 120mg/60mg Tablets for Oral Suspension
Abacavir/Lamivudine 600mg/300mg Tablet

Dolutegravir (as sodium salt) 10mg Tablet for Oral Suspension

Dolutegravir (as sodium salt) 50mg Tablet
Dolutegravir/Emtricitabine/Tenofovir Alafenamide 50mg/200mg/25mg Tablet
Dolutegravir/Lamivudine/Tenofovir Alafenamide 50mg/300mg/25mg Tablet

Dolutegravir/Lamivudine/Tenofovir disoproxil fumarate 50mg/300mg/300 mg

Tablet
Efavirenz (EFV) 600mg Tablet

Efavirenz/Lamivudine/Tenofovir (Disoproxil Fumarate) 400mg/300mg/300mg

Tablet
Emtricitabine/Tenofovir Disoproxil Fumarate 200mg/300mg Tablet
Emtricitabine/Tenofovir Alafenamide 200mg/25mg Tablet

Lamivudine/Tenofovir disoproxil fumarate 300mg/300mg Tablet




