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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phtc
S6: 708 /QP-QLD Ha Néi, ngay 27 thdang 09 nam 2023
QUYET PINH

Veé viéc cong bo Danh muc thudc, nguyén ligu 1am thudc c6 gidy ding ky luu
hanh dwec tiép tuc sir dung theo quy dinh tai khoan 1 Biéu 3 Nghi quyét so
80/2023/QH15 ngay 09/01/2023 ctua Quoc hoi (Dot 7)

CUC TRUONG CUC QUAN LY DUQC

Can cir Nghi quyét s6 80/2023/QH15 ngay 09/01/2023 cua Quéc hgi vé
viéc tiép tuc thuc hién mét so chinh sach trong phong, chéng dich COVID-19 va
sir dung gidy dang ky luu hanh thuéc, nguyén liéu 1am thudc hét thoi han hiéu luc
tir ngay 01/01/2023 dén ngay 31/12/2024;

Can cir Nghj dinh s 95/2022/ND-CP r]gax 15/11/2022 cua phinh phu quy
dinh chue nang, nhiém vu, quyén han va co cau to chic cua B Y té;

Can cir Quyét dinh so 1969/Q0D-BYT ngay 26/4/2023 cua Bg truong By Y té
quy dinh chuc ndng, nhiém vu, quyén han va co cau to chic cua Cuc Quan ly
Duwoc thugc Bo Y té;

~ Can cir Cong van so 429/BYT-QLD ngay 01/02/2023 cua B¢ Y té vé viéc
trien khai thuc hi¢n Diéu 3 Ngh; quyét so 80/2023/QH15;

Theo dé nghi ciia Truong phong Bang ky thuéc, Cuc Qudn 1y Duroc.
QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc, nguyén liéu lam
thudc c6 gidy dang ky luu hanh dugc tiép tuc sir dung tir ngay hét hiéu luc dén hét
ngay 31/12/2024 theo quy dinh tai khoan 1 Biéu 3 Nghi quyét sé6 80/2023/QH15
ngay 09/01/2023 ctua Quéc hdi (Dot 7), cu thé nhu sau:

Danh muc vic xin, sinh pham duoc cong bd tai Phu luc kém theo Quyét
dinh nay.

Piéu 2. Danh muyc thudc, nguyén liéu 1am thudc duoc cong bd tai Pidu 1
dugc dang tai trén Cong thong tin dién tr cia Bo Y té tai dia chi:
https://moh.gov.vn/home, Trang thong tin dién t&r cua Cuc Quan ly Dugc tai dia
chi: https://dav.gov.vn va duoc tiép tuc cap nhat, bd sung tai cac dot cong bé tiép
theo.

Thong tin chi tiét caa ting thude, nguyén liéu lam thube duoc tra ciu theo sb
dang ky cong bd trén trang thong tin dién tir cia Cuc Quan 1y Duoc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.

Piéu 3. Truong hop thudc, nguyén liéu 1am thudc da thuc hién thay doi, bd
sung trong qua trinh luu hanh hodc c6 dinh chinh, sira dol thong tin lién quan dén
gidy dang ky luu hanh da dugc cdp, doanh nghiép xuét trinh van ban phé duyét
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hodc xac nhan cua Cuc Quan 1y Dugc Véi cac co quan, don vi lién quan dé thuc
hién cac thu tuc theo quy dinh phép luat.
Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
~ Piéu 5. Gidm doc S6 Y té céc tinh, thanh pho truc thude Trung wong, Giam
doc co s¢ san xuat va co s¢ dang ky co thuoc, nguyén liéu lam thuoc duoc cong
bo tai Biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT.CUC TRUONG
- Nhu Dieu 5; _-PHO CUC TRUONG

- Bo trudng BYT (dé b/c);
- Thit truong B Xuan Tuyén (dé b/c);
- Cuc trudng (dé b/c);
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Cuc Y té GTVT - Bo Giao thong van tai; Tong Cuc Hai
guan - B Tai chinh; NCFT . R

- Bao hiém x4 hoi Viét Nam; ~Ngayen Thanh Lam
- B Y té: Vu PC, Cuc YTDP, Cyc KHCN&DT; Cuc

QLKCB, Thanh tra Bo, Van phong NRA, Van phong

HPTV cip GPKLH thubc, NLLT; Trung tdm mua sim

QG;

-Vién KPQG VX&SPYT, Vién VSDTTW,

- Tong Cong ty Dugc VN — CTCP, Cac Cong ty XNK

dugc pham (xem Website Cuc QLD);

- Cac Bénh vién & Vién co giuong bénh truc thuoc BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT,

PCHN, VP Cuc, Website Cuc QLD;

- Luu: VT, DKT (2b).
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Phu luc

DANH MUC VAC XIN, SINH PHAM CO GIAY PANG KY LUU HANH PUQC TIEP TUC SU
DUNG TU NGAY HET HIEU LUC PEN HET NGAY 31/12/2024 THEO QUY PINH TAI KHOAN
1 PIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023 CUA QUOC HOI (PQT 7)

(Kém theo Quyét dinh s6 708 /OP-OLD ngay27/09/2023 ciia Cuc Quan 1y Dwoc)

(*) Ghi chii: Cdc thudc khdc dap iing yéu cau tai Nghi quyét 80/2023/QH15 dwoc tiép tuc cdp
nhdt, bo sung tai cac dot tiéb theo.

STT So ding ky Tén thudc Co s& dang ky Co s& san xuat
1 QLVX-1109-18 |Diphtheria, Tetanus, [Cong ty TNHH MTV Vac xin va |SERUM INSTITUTE OF INDIA.
Pertussis, Hepatitis B |Sinh Pham s& 1 (VABIOTECH) PVT. LTD.

and Haemophilus
influenza type b
Conjugate Vaccine

Adsorbed
2 |QLVX-1110-18 [VacxinviémganA  |Céng ty TNHH MTV V&c xin va |Céng ty TNHH MTV Vac xin va
tinh khiét, bat hoat- [sinh PhAm s6 1 sinh Pham so 1
HAVAX
3 QLSP-1112-18 |Polhumin Mix-2 Coéng ty TNHH Dugc pham Ba [Tarchomin  Pharmaceutical
Lan Works "Polfa" S.A
4 QLSP-1113-18 |Toujeo Solostar Cong ty TNHH Sanofi- Aventis |Sanofi-Aventis Deutschland
Viét Nam GmbH
5 QLSP-1114-18 |Gynoflor Diethelm & Co., Ltd. Nha san xudt: Haupt Pharma
Amareg GmbH
Co s& xuit xudng: Medinova
AG
6 QLSP-1115-18 |Broncho-Vaxom Ever Neuro Pharma GmbH OM Pharma SA
Adults
7 QLSP-1116-18 [Broncho-vaxom Ever Neuro Pharma GmbH OM Pharma SA
Children
8 QLSP-1117-18 |Herceptin F. Hoffmann-La Roche Ltd. F. Hoffmann-La Roche Ltd.
9 QLSP-1120-18 |Actemra F. Hoffmann-La Roche Ltd. Nha san xuat: Vetter Pharma-
Fertigung GmBH & Co. KG
Co s& dong gbi va xuat xuwdng:
F. Hoffmann-La Roche Ltd.
10 |QLSP-1122-18 |[IVF-C INJECTION LG Chem, Ltd. LG Chem, Ltd.
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STT S6 ding ky Tén thudc Co sé dang ky Co s6 san xuat
11  |QLSP-1124-18 |Elonva Merck Sharp & Dohme (Asia) [Nha san xuat: Vetter Pharma-
Ltd. Fertigung GmBH & Co. KG

Co s& dong goi: N.V. Organon

12 [QLSP-1125-18 |Elonva Merck Sharp & Dohme (Asia) [Nha sdn xuat: Vetter Pharma-

Ltd. Fertigung GmBH & Co. KG

Co s& dong gdi: N.V. Organon

13 |QLSP-1126-18 |Actrapid Novo Nordisk A/S Novo Nordisk A/S

14  |QLSP-1127-18 |Insulatard Novo Nordisk A/S Novo Nordisk A/S

15 |QLSP-1128-18 |Mixtard 30 Novo Nordisk A/S Novo Nordisk A/S

16  [QLSP-1129-18 |Albunorm 20% Octapharma AG Octapharma
Produktionsgesellschaft
Deutschland mbH

17 [QLSP-1130-18 [Human Albumin Shire Singapore Pte. Ltd. Nha sdn xudt: Baxter

Baxter 200 g/I Manufacturing S.p.A

Co s& dan nhéan, déng goi va
kiEm soat chat lwong: Baxter
AG

18 |QLSP-1131-18 |Human Albumin Shire Singapore Pte. Ltd. Nha sdn xut: Baxter

Baxter 250 g/I Manufacturing S.p.A

Co s& dan nhan, déng goi va
kiém soat chat lugng: Baxter
AG

19 |QLSP-1132-18 |NEULASTIM Zuellig Pharma Pte. Ltd. Amgen Manufacturing Limited
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