W/ i BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc l1ap — Tw do — Hanh phc
Sb: 10586 /QLD-PK Ha Ngi, ngay 18 thdng 10  ndam 2022

VIv cong bb danh muc thubc theo
quy dinh tai khoan 1 Biéu 14 Nghi
dinh s6 29/2022/ND-CP cua CP
(bot 4)

Kinh gui: Cac co so dang ky, co s san xuat thude luu hanh tai Viét Nam

Thuc hién quy dinh tai Khoan 1 Diéu 14 Nghi dinh s 29/2022/NP-CP ngay
29/4/2022 cua Chinh phu vé viéc vé viéc quy dinh chi tiét va bién phap thi hanh
Nghi quyét sé 12/2021/UBTVQH15 ngay 30/12/2021 caa Uy ban Thudng vu
Qudéc hdi vé viéc cho phép thuc hién mot sb co ché, chinh sach trong linh vuc y
té dé phuc vu cdng tac phong, chéng dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Can cir y kién chi dao cua Lanh dao Bo Y té tai Cong van s6 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan Iy Dugc - Bo Y té théng bao:

1. Céng b danh muc céc thude, nguyén liéu 1am thude thuc hién quy dinh
tai khoan 1 Diéu 14 Nghi dinh s6 29/2022/ND-CP cta Chinh phu (Dot 4) nhu sau:

1.1. Danh muc cac thubc, nguyén liéu 1am thudc san xuat trong nudc duoc
cong bé tai Phuy luc | kém theo céng vin nay.

1.2. Danh muc cac thubc, nguyén liéu 1am thudc nude ngoai dugc cong bd
tai Phu luc Il kém theo cong van nay.

2. Danh muc thudc dugc dang tai trén Cong thong tin dién tir cia BO Y té
tai dia chi: https://moh.gov.vn/home va Trang thong tin dién tir cua Cuc Quan ly
Duoc tai dia chi: https://dav.gov.vn. Danh muc nay duogc tiép tuc cap nhat, bd
sung tai cac dot céng b tiép theo.

3. Théng tin chi tiét cua ting thude dugc tra ciu theo sé ding ky cong bd
trong danh muc tai dia chi https://dichvucong.dav.gov.vn/congbothuoc/index.

4. Béi véi cac thude, nguyén ligu 1am thudc trong danh muc da thyc hién
thay d6i, b6 sung trong qua trinh luu hanh hoac c6 dinh chinh théng tin lién quan
dén gidy dang ky luu hanh thudc, nguyén liéu 1am thudc, doanh nghiép xuat trinh
van ban phé duyét hodc xac nhan cia Bo Y té (Cuc Quan 1y Duoc) Véi cac co
quan, don vi lién quan dé thuc hién cac thi tuc theo quy dinh phap luat.




Trong qué trinh thuc hién néu c6 khé khian vuéng méc, dé nghi théng bao
vé Cuc Quan 1y Duoc hoic lién hé truc tiép déng chi Nguyén Vin Loi — Truéng
Phong Pang ky thudc, Cuc Quan 1y Duoc; s6 dién thoai: 0904205699, dia chi
email: loinv.gld@moh.gov.vn dé kip thoi giai quyét.

Cuc Quan Iy Duoc - Bo Y té thong bao dé co so biét va thuc hién./.

Noi nhdn:

- Nhu trén;

- Q. Bo trudng (dé blc);
- TT. B3 Xuan Tuyén (dé b/c); &
- S¢'Y té cac tinh, thanh phé truc thudc trung wong; (o S/
- Cuc Quan Y - Bo Quéc phong, Cuc Y té - Bo Cong an; Cug
Y té GTVT- Bo Giao théng van tai; NS
- Téng Cuc Hai quan - Bo Tai chinh; N .
- Bao hiém Xa hoi Vit Nam; Vii Tuan Cuong
-Bo Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra B¢

- Vién KN thuéc TU, Vién KN thubc TP. HCM;

- Téng Cong ty Duge VN; Cac Cong ty XNK dugc pham;

- Céc Bénh vién & Vién c6 giwong bénh truc thuoc BYT;

- Cong thong tin dién tir cia BYT;

- Trang thong tin dién t& cua Cuc Quan ly Dugc;

- Luvu: VT, bK.

-



Phu luc I

DANH MUC THUOC TRONG NUOC CO GPKLH HET HIEU LUC TU 30/12/2021 PEN TRUOC
NGAY 31/12/2022 THU'C HIEN THEO QUY PINH TAI KHOAN 1 PIEU 14 NGHI PINH SO
29/2022/ND-CP (POT 4)
(Ban hanh kém theo céng vin sé 105 86/QLD-BK ngayig g /2022)

(*) Ghi chii: Cdc thude khdc dép vng yéu cdu tai Nghi dinh s6 29/2022/ND-CP dang dwoc tiép tuc
cdp nhdt, bé sung tai cdc dot cong bo tiép theo.

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

1 VD-23773-15 |Altamin Cong ty Co phan Dugc - Trang [Cong ty C6 phan Duoc - Trang
thiét bi y té Binh Dinh thiét bi y té Binh Dinh
(BIDIPHAR) (BIDIPHAR)

2 VD-27656-17 |Ancicon Chi nhanh cong ty ¢6 phan Chi nhanh cong ty c6 phan
Armephaco- Xi nghi¢p dugc Armephaco- Xi nghi¢p dugc
pham 150 pham 150

3 QLDB-803-19 |Asmenide 1.0 CONG TY TNHH BRV Coéng ty TNHH BRV
HEALTHCARE Healthcare

4 QLDB-802-19 |Axeliv 0.5 CONG TY TNHH BRV Coéng ty TNHH BRV
HEALTHCARE Healthcare

5 VD-25780-16 |Cefadroxil 250mg Cong ty c6 phan dugc pham Cong ty c6 phan dugc pham
Tipharco Tipharco

6 VD-25744-16  [Cifitin CONG TY CO PHAN DUQC |CONG TY CO PHAN DUQC
PHAM OPV PHAM OPV

7 VD-27657-17 |Copdumilast Chi nhanh cong ty c6 phan Chi nhanh cong ty c6 phan
Armephaco- Xi nghi¢p dugc Armephaco- Xi nghi¢p dugc
pham 150 pham 150

8 VD-17809-12 [Cosyndo B Coéng ty C6 phan Thuong mai  [Cong ty TNHH MTV 120
Dugc pham - Thiét bj Y té - Armephaco
Hoéa chit Ha Noi

9 VD-28134-17 |Fexofenadin 60 Cong ty c6 phan dugc pham Cong ty c6 phan dugc pham
Tué Minh Sao Kim

10 VD-28135-17 |Levofloxacin 500 Cong ty c6 phan dugc pham Cong ty c6 phan dugc pham
Tué Minh Sao Kim

11 VD-24243-16 |Opeambrox 0,6% CONG TY CO PHAN DUGC [CONG TY CO PHAN DUGC
PHAM OPV PHAM OPV

12 VD-15607-11 |Prelone Cong ty TNHH Phil Inter Cong ty TNHH Phil Inter
Pharma Pharma

13 VD-28053-17 |Tafuito Cong ty c6 phan dugc pham Cong ty c6 phan dugc pham
Tipharco Tipharco

14 VD-28063-17 |Tipharan Cong ty ¢ phan dugc pham Cong ty ¢ phan dugc pham
Tipharco Tipharco
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Phu luc IT

DANH MUC THUOC NUOC NGOAI CO GPKLH HET HIEU LUC TU 30/12/2021 PEN TRUOC
NGAY 31/12/2022 THU'C HIEN THEO QUY PINH TAI KHOAN 1 PIEU 14 NGHI PINH SO
29/2022/ND-CP (DOT 4)
(Ban hanh kém theo cong vin s6 1058¢/QLD-DK ngayy, /10/2022)

(*) Ghi chii: Cdc thude khdc dép vng yéu cdu tai Nghi dinh s6 29/2022/ND-CP dang dwoc tiép tuc
cdp nhdt, bé sung tai cdc dot cong bo tiép theo.

STT S6 ding ky Tén thudc Co sé dang ky Co s6 san xuat
1 VN-16752-13  [0.9% Sodium Chi nhanh Céng ty C6 phan Euro-Med Laboratoires Phil.,
Chloride Solution for |Duoc phdm Trung Uong Inc
I.V. Infusion Codupha Ha Noi
2 VN-20662-17 |Albendazole Tablets [Brawn Laboratories Limited Brawn Laboratories Limited
400mg
3 VN-19605-16 |Assoma Cong ty TNHH Duoc phdm GP-Pharm, S.A.
Lién Hop
4 VN2-627-17 Asstamid Cong ty TNHH Duoc pham Synthon Hispania, SL
Lién Hop
5 VN2-542-17 Asstrozol Cong ty TNHH Duoc phdm Synthon Hispania, SL
Lién Hop
6 VN-14487-12 |Begenderm Saint Corporation Aprogen Pharmaceuticals, Inc
7 VN-10763-10 |Berlthyrox 100 A. Menarini Singapore Pte. Ltd. |Co s& san xuit:
Berlin Chemie AG, dia chi:
Tempelhofer Weg 83, 12347
Berlin - Germany.
Co s& dong goi va xuit xuong:
Berlin Chemie AG, dia chi:
Glienicker Weg 125, 12489
Berlin - Germany
8 VN-15214-12 |Bralcib Eye Drops Atco Laboratories Ltd. Atco Laboratories Ltd.
9 VN-14180-11 |Candid Mouth Paint |Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
10 VN-15909-12 |Candiderm Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
11 VN-5524-10 Cefimed Medochemie Ltd. Medochemie Ltd.
12 VN3-229-19 CKDBelotaxel 1-vial |Chong Kun Dang Chong Kun Dang
20mg Pharmaceutical Corp. Pharmaceutical Corp.
13 VN-9170-09 Cravit 1.V Daiichi Sankyo (Thailand) Ltd. |Olic (Thailand) Ltd.
14 VN-20086-16 |Eupicom Soft Capsule|Saint Corporation Kolmar Pharma Co., Ltd.
15 VN-5615-10 Eyracin ophthalmic  [Samil Pharmaceutical Co., Ltd. [Samil Pharmaceutical Co., Ltd.
Solution
16 VN-11307-10 |Eytanac Ophthalmic [Samil Pharmaceutical Co., Ltd. [Samil Pharmaceutical Co., Ltd.
Solution
17 VN2-340-15 Firotex Actavis International Ltd. S.C. Sindan-Pharma S.R.L.
18 VN-11881-11 |Flucort-N Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
19 VN-14707-12 |Fucidin Zuellig Pharma Pte. Ltd. Leo Laboratories Limited
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STT  [So ding ky Tén thudc Co s& diing ky Co s& san xuat

20 VN-15641-12 |Gamalate B6 TEDIS Ferrer Internacional S.A.

21 VN-15642-12 |Gamalate B6 TEDIS Ferrer Internacional S.A.

22 VN-12466-11 |Glentaz Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.

23 VN-15060-12 |Heparos Pharmaunity Co.Ltd Dongkoo Bio & Pharma Co.,Ltd

24 VN-20328-17 |ldrona 30 Naprod Life Sciences Pvt. Ltd. |Naprod Life Sciences Pvt. Ltd.

25 VN-15416-12 |Japrolox Daiichi Sankyo (Thailand) Ltd. |Daiichi Sankyo Propharma Co.,

Ltd., Hiratsuka Plant

26 VN-10018-10 |Kefentech Cong Ty TNHH Thuong Mai  |Jeil Health Science Inc
Dugc Pham Cat Thanh

27 VN-18677-15 |Kocepo Inj. Pharmaunity Co., Ltd Hankook Korus Pharm. Co.,

Ltd.
28 VN-15250-12 |Maecran Saint Corporation Kolmar Pharma Co., Ltd.
29 VN-10704-10 |Mebever MR 200mg |Getz Pharma (Pvt) Ltd. Getz Pharma (Pvt) Ltd.
Capsules

30 VN-15807-12 [Mezinet tablets 5mg |Cong ty TNHH Duoc phdm U Chu Pharmaceutical Co., Ltd
Hi¢p Thuan Thanh

31 VN-20057-16 |Mibrian Tab. Pharmaunity Co., Ltd. BCWorld Pharm. Co., Ltd.

32 VN-14739-12 |Miko-Penotran Exeltis Healthcare S.L. Exeltis Ilac San Ve Tic A.S.

33 VN-15453-12 |Newmetforn Inj. 1j  [Pharmaunity Co., Ltd BCWorld Pharm. Co., Ltd.

34 VN-13000-11 |PM Joint-Care Coéng ty TNHH Dugc pham Probiotec Pharma Pty., Ltd.
Quang Thai

35 VN-15245-12  |Rowatinex Coéng ty TNHH Dugc pham Rowa Pharmaceuticals Ltd.
Phuong Dai

36 VN-14181-11 |Saferon Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.

37 VN-20688-17 [Santasetron 1mg/iml [Céng ty CP duoc pham Pha No |Laboratorios Normon, S.A.

38 VN-15808-12 |Toricam capsules Cong ty TNHH Duoc pham U Chu Pharmaceutical Co., Ltd

20mg Hi¢p Thuan Thanh

39 VN-20725-17 |Valdesar Plus Cong ty TNHH Dugc Tam DPan |Balkanpharma - Dupnitsa AD

40 VN-12019-11 |Valsarfast 160 cong ty co phan dugc pham KRKA, D.D., Novo mesto,
Tenamyd Slovenia

41 VN-12020-11 |Valsarfast 80 Cong ty c6 phan dugc pham  [KRKA, D.D., Novo mesto,
Tenamyd Slovenia
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