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@op, tihwye BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
ot “CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phc

S6: 289 /QP-QLD Ha Ngi, ngay 04 thangos nam 2024

QUYET PINH
Veé viéc cong bo.Danh muc thudc, nguyén ligu 1am thudc cé 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 cua Quoc hoi (Pet 13)

CUC TRUONG CUC QUAN LY DUQC

Can ciz Nghj quyét s 80/2023/QH15 ngay 09/01/2023 cua Quac hdi vé viéc
tieptuc thuec hién mét sé chinh sach trong phong, chong dich COVID-19 va si dung
gidy dang ky heu hanh thuéc, nguyén liéu 1am thuéc hét thoi han hiéu luc tir ngay
01/01/2023 dén ngay 31/12/2024;

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

Can cir Quyét dinh so 1969/QD-BYT ngay 26/4/2023 cua Bg truong By Y té
quy dinh chz}g nang, nhiém vy, quyén han va co cau to chirc cua Cuc Qudn ly Duoc
thuoc Bo Y té;

~ Can cir Cong van so 429/BYT-QLD ngay 01/02/2023 cua B¢ Y té vé viéc
trién khai thuc hien Diéu 3 Nghi quyet so 80/2023/QH15;

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

Piéu 1. Cong bb kém theo Quyét dinh nay Danh muc thudc, nguyén liéu lam
thudc c6 giay 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 hoi (Dot 13), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu lam thudc san xuat tai nuéc ngoai duoc cong
bé tai Phy luc 1 kém theo Quyét dinh nay.

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

Théng tin chi tiét caa timng thude, nguyén lidu 1am thude duoc tra ctiu theo s6 ding
ky cong bd trén trang thong tin dién tr cia Cuc Quan ly 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, bo
sung trong qua trinh luu hanh hodc ¢6 dinh chinh, sua d6i thong tin lién quan dén
glay dang ky luu hanh da duoc cap, doanh nghiép xuat trinh van ban phé duyét hoac
x&c nhan cua Cuc Quan Iy Duoc Vi cac co quan, don vi lién quan dé thuc hién cac
thu tuc theo quy dinh phép luat.
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Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
~ Piéu 5. Giam doc S6 Y té céc tinh, thanh pho truc thuge Trung wong, Giam
doc co s¢ san xuat va co s¢ dang ky c6 thuoe, nguyén li¢u lam thuoc dugc cong bo
tai Biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc |

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOC NGOAI 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 (POQT 13)
(Kém theo Quyét dinh's6289/0D-QLD ngay 04 /05 /2024 ciia Cuc Qudn Iy Duot)

(*) Ghi cha: Céc thudc khdc dép g yéu cau tai Ngh;i quyét 80/2023/QH15 dwot tiép tuc cdp
nhdt, bé sung tai cdc dot tiép theo.

Stt| S6 ding ky Tén thuéc Co sé diang ky Co sé san xuat
1 |[VN-21800-19|Afersatin 20 Atorvastatin (dudi dang Atorvastatin |Céng ty TNHH Duoc Pham Y-
calci trihydrat) 20mg Med
2 |VN-21773-19{Assolin 1000mg |Citicolin (dui dang citicolin natri) |Céng ty TNHH Duoc pham Lién
1000mg/4ml Hop
3 |VN-21995-19|Atira injection Sodium hyaluronate 20mg/2ml Pharmaunity Co., Ltd
4 |VN-21700-19|Ceftriaxone Ceftriaxone (dudi dang Ceftriaxon  |Cong ty c6 phan Duoc Nam Thién
sodium for natri hydrat) 1g Phuac
intravenous
infusion 1g bag
<NP>
5 [VN-21941-19 Civell Ciprofloxacin 2mg/mi PT. Novell Pharmaceutical
Laboratories
6 |VN-21971-19|Clorifort Clotrimazol 100mg Sweta Pharmaceutical Pvt., Ltd.
7 |VN-21986-19|Drenoxol Ambroxol hydrochlorid 30mg/10ml |Cong ty TNHH Thwong mai Nam
bong
8 [VN-21997-19|Gaspemin 40 Esomeprazol (dudi dang SRS Pharmaceuticals Pvt. Ltd.
Esomeprazol magnesi) 40mg
9 |VN-21978-19|Gentawel M5bi 2ml dung dich chira: Gentamicin|Akums Drugs and Pharmaceuticals
(duéi dang Gentamicin sulfat) 80mg |Ltd.
10 [VN-21989-19|Getvilol Tablets |[Nebivolol (dudi dang Nebivolol Getz Pharma (Pvt) Ltd.
2.5mg HCI) 2,5mg
11 [VN-21990-19 |Getzlox Tablets |[Levofloxacin (dudi dang Getz Pharma (Pvt) Ltd.
750mg Levofloxacin hemihydrat) 750mg
12 [VN-21980-19 |Glimiwel-2 Glimepirid 2mg Cong ty c6 phan Dugc va thiét bj y
te Viét Nam - VINAP
13 [VN-21981-19 |Glimiwel-4 Glimepirid 4mg Cong ty c6 phan Dugc va thiét bj y
te Viét Nam - VINAP
14 [VN-21977-19|lIrprestan 150mg |Irbesartan 150mg Actavis International Ltd
15 |[VN-21996-19 |Laferine Cao kho 1& bach qua 80mg/ 20mi Cho-A Pharm Co., Ltd.
16 [VN-21972-19|Nalidixic Acid  |Acid Nalidixic 500mg Sweta Pharmaceutical Pvt., Ltd.
Tablets BP.
500mg
17 [VN-21984-19|Osart-20 Olmesartan medoxomil 20mg Cong ty TNHH MTV DP Viét Tin
18 [VN-21991-19|Presartan-25 Losartan potassium 25mg Ipca Laboratories Ltd.
19 [VN-21992-19 |Presartan-50 Losartan potassium 50mg Ipca Laboratories Ltd.
20 [VN-21893-19|Procoralan 5mg  |Ivabradin (duéi dang Ivabradin Les Laboratoires Servier

hydrochloride) 5 mg
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21 [VN-21894-19|Procoralan 7.5mg |Ivabradin (duéi dang Ivabradin Les Laboratoires Servier
hydrochloride) 7,5mg
22 [VN-21987-19|Sastan-H Losartan kaki 25mg; Cong ty TNHH thwong mai Thanh
Hydroclorothiazid 12,5mg Danh
23 |VN-21657-19|Sodium Chloride. [Mbi 100ml dung dich chira: sodium |Aculife Healthcare Private Limited
intravenous chlorid 0,99
infusion BP (0,9%
w/V) - NIR-NS
24 [VN-21988-19|Stresam Etifoxin hydroclorid 50mg DKSH Singapore Pte., Ltd
25 [VN-21999-19|Sun proart Tablets|Bosentan (dudi dang Bosentan Sun Pharmaceutical Industries
62.5mg monohydrat) 62,5 mg Limited.
26 [VN-21803-19|Taxirid Cefotaxime (du6i dang Cefotaxim  |Cong ty TNHH Duoc Pham Y-
natri) 1g; Med
27 [VN-21998-19|Tordol Moxifloxacin (dudi dang SRS Pharmaceuticals Pvt. Ltd.
Moxifloxacin HCI) 400mg
28 [VN-21792-19|Vanprox 200 Cefpodoxim (dudi dang Cefpodoxim |Cong ty TNHH Dugc pham va
proxetil) 200 mg Thiet bi Y t€ Phuong Lé
29 [VN-21979-19|Zetop Cetirizin HCI 10mg Cadila Pharmaceuticals Limited
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