o AR BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

W& £9CyUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phic
S6: 435 /QP-QLD Ha Ngi, ngay 19 thang 06 nam 2023
QUYET PINH

Vé viéc cdng b6 Danh muc thude, nguyén ligu 1am thuéc co gidy ding ky luu
hanh dwoc tiep tuc sir dung theo quy dinh tai khoan 1 biéu 3 Nghi quyét so
80/2023/QH15 ngay 09/01/2023 ciia Quéc hai (Dot 5)

CUC TRUONG CUC QUAN LY DUQC

~ .«Can ci Nghi quyét s6 80/2023/QH15 ngay 09/01/2023 cua Quac hi vé viée
tieptuc thuc hign mgt so chinh sach trong phong, chong dich COVID-19 va si dung
giay dang ky luu hanh thuoc, nguyén li¢u lam thuoc het thoi han hiéu luc tir ngay
01/01/2023 den ngay 31/12/2024;
Can cir Ngh; dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chic nang, nhiém vu, quyén han va co cau to chic cua B Y té;
Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y té

quy dinh chitc ndng, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy Duoc
thugc Bo Y té;

~ Can cir Cong van so 429/BYT-QLD ngay 01/02/2023 cua Bg Y té ve viéc
trien khai thuc hién Dieu 3 Nghi quyet so 80/2023/QH15;

Theo dé nghi ciia Trudng phong Dang ky thuéc, Cuc Qudn 1y Diroc.
QUYET PINH:

Piéu 1. Cong bb kém theo Quyét dinh nay Danh muc thudc, nguyén liéu 1am
thudc c6 gidy ding ky luu hanh duoc 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 sé 80/2023/QH15
ngay 09/01/2023 cua Qudc hoi (Pot 5), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu 1am thudc san xuét trong nude duoc cong bd
tai Phu luc | kem theo Quyét dinh nay.

2. Danh myc thudc, nguyén ligu 1am thudc san xuat tai nudc ngoai duoc cong
bo tai Phu luc Il kem theo Quyét dinh nay.

Piéu 2. Danh muc thudc, nguyén liéu 1am thude dugc cong bé tai Bidu 1 dugc
dang tai trén Cong thong tin dién tir cia BO Y té tai dia chi: https://moh.gov.vn/home,
Trang thong tin dién tir cia Cuc Quan 1y Duoc tai dia chi: https://dav.gov.vn va duogc
tiép tuc cap nhat, b sung tai cac dot cdng b tiép theo.

Thong tin chi tiét cua timg thudc, nguyén ligu 1am thude dwoc tra ciu theo s dang
ky cdng bo trén trang thong tin dién tor cia Cuc Quan ly Dugc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.

biéu 3. Truong hop thude, nguyén ligu 1am thudc da thyc hién thay doi, bo
sung trong qua trinh luu hanh hodc c6 dinh chinh, stra doi thong tin lién quan dén



gidy dang ky luu hanh da dugc cap, doanh nghiép xuat trinh van ban phé duyét hodc
xac nhan cua Cuc Quan ly Duoc véi cac co quan, don vi lién quan dé thuc hién cac
thua tuc theo quy dinh phap luat.

Piéu 4. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.

~ Piéu5. Giamdoc S¢ Y té céc tinh, thanh pho truc thuge Trung uong, Giam
doc co s¢ san xuatva co so dang ky c6 thuoe, nguyén liéu lam thuoc dugc cong bo
tai Bicu 1 chiutrach nhiém thi hanh Quyét dinh nay./.
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Phu luc I

DANH MUC THUOC, NGUYEN LIEU LAM THUOC TRONG NUOC CO GIAY PANG KY LUU
HANH PUQC TIEP TUC SUDUNG 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 (POT 5)

(Ban hanh kém theo Quyét dinh s6435/0D-OLD ngay19/06/ 2023ta Cuc Quan Iy Duwrgc)

(*) Ghi chii: Céc thube khdae dap vimg yéu cau tai Nghi quyét 80/2023/QH1S5 duwoc tiép tuc cdp
nhdt, bo sung tai cac dot tié’p theo.

STT  [So ding ky Tén thudc Co s& diing ky Co s& sin xuat

1 VD-25207-16- |Cefobamid Cong ty ¢d phan dugce pham Cong ty ¢ phan dugce pham
Minh Déan Minh Déan

2 VD-25208-16 |Ceftriamid 0,59 Cong ty ¢d phan dugce pham Cong ty ¢ phan dugce pham
Minh Déan Minh Déan

3 VD-15391-11 |Cefuroxim 500 Cong ty cd phan US Pharma  [Céng ty c6 phan US Pharma
USA USA

4 VD-24798-16 |Cefuroxime 0,759 Cong ty ¢d phan dugce pham Cong ty ¢ phan dugce pham
Minh Déan Minh Déan

5 VD-25721-16 |Loperamid 2mg Cong ty ¢ phan dugce pham Cong ty ¢ phan dugce pham
Minh Déan Minh Déan

6 VD-24803-16 |Netilmicin Cong ty ¢d phan dugce pham Cong ty ¢ phan dugce pham

150mg/3ml Minh Dén Minh Dén

7 VD-12278-10 |Prednisolon Cong ty ¢ phan dugce pham Ha [Cong ty ¢6 phan Duoc phdm Ha
Noi Noi

8 VD-24806-16 |Salbutamol 2mg Cong ty ¢ phan dugce pham Cong ty ¢ phan dugce pham
Minh Déan Minh Déan

9 VD-25775-16 |SaViFexo 60 Cong ty C6 phan Dugc pham  [Céng ty C6 phan Duoc pham
SaVi SaVi

10 VD-24807-16 |Sefonramid Cong ty ¢d phan dugce pham Cong ty ¢ phan dugce pham
Minh Déan Minh Déan

11 VD-24808-16 |Vitamin C Cong ty ¢d phan dugce pham Cong ty ¢ phan dugce pham

1000mg/5ml Minh Dén Minh Dén

12 VD-25216-16 |Vitamin C 500mg/5ml|Cong ty c6 phan duge pham  [Cong ty c6 phan duoc pham

Minh Déan Minh Déan
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Phu luc IT

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOC NGOAI CO GIAY PANG KY LUU
HANH PUQC TIEP TUC SUDUNG 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 (POQT 5)

(Ban hanh kém theo Quyét dinh $6 435/0P-OLD ngay19/06/ 202%tia Cuc Quan 1y Diroc)

(*) Ghi chii: Céc thube khdae dap vimg yéu cau tai Nghi quyét 80/2023/QH1S5 duwoc tiép tuc cdp
nhdt, bo sung tai cac dot tié’p theo.

STT  [So ding ky Tén thudc Co s& diing ky Co s& sin xuat

1 VN-21155-18 |Alovell PT. Novell Pharmaceutical PT. Novell Pharmaceutical
Laboratories Laboratories

2 VN-21151-18 |Ednyt 5mg Gedeon Richter Plc. Gedeon Richter Plc.

3 VN-21153-18 |Fexfed Baroque Pharmaceuticals Pvt. |M.s. Baroque Pharmaceuticals
Ltd. Pvt. Ltd.

4 VN-21149-18 |Fexguard- 180 Coéng ty TNHH Dugc pham M/s Bio-Labs (Pvt) Ltd.
Thiét bi yté Au Viét

5 VN-18665-15 [Huginko Cong ty ¢ phan thwong mai va [Huons Co. Ltd
dugc pham T&T

6 VN-16872-13 |Levomels Infusion Coéng ty TNHH Dugc Pham Myung-In Pharm. Co., Ltd.
Nam Han

7 VN-19852-16 |Nykob 10mg Cong ty TNHH AMV Genepharm S.A
Pharmaceutical

8 VN-19853-16 |Nykob 5mg Cong ty TNHH AMV Genepharm S.A
Pharmaceutical

9 VN-21152-18 [Panangin Gedeon Richter Plc. Gedeon Richter Plc.

10 VN-15511-12 |Pomulin Cong ty TNHH EVD Duoc Tai Yu Chemical &
phim va Y té Pharmaceutical Co., Ltd.

11 VN-21150-18 |PV-Koff Syrup Coéng ty TNHH Dugc pham M/s Bio-Labs (Pvt) Ltd.
Thiét bi y té Au Viét

12 VN-21156-18 |Ryvel PT. Novell Pharmaceutical PT. Novell Pharmaceutical
Laboratories Laboratories

13 VN-10258-10 |Telart 40mg Tablets [Getz Pharma (Private) Limited [Getz Pharma (Pvt) Ltd.
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