BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 14p — Tu do — Hanh phiic
Sb: 740 /QD-QLD Ha No¢i, ngay 14 thdang 11nam 2022
QUYET PINH

Vé viée cong bé Danh muc thudc ¢é chirng minh
twong dwong sinh hoc D¢t 30

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duwoc so 105/2016/QH13 ngay 06 thang 4 nam 2016;
Can cir Nghi dinh sé6 75/2017/NP-CP ngay 20 thing 6 nam 2017 cia Chinh phii
quy dinh chirc ning, nhiém vu, quyén han va co' cau t6 chire ciia Bo Y té;

Can cir Thong tu s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bo truwong
B¢ Y te quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc,

Can cir Théng tw s6 15/2019/TT-BYT ngay 11 thing 7 ndam 2019 cia B trudng
B§ Y té quy dinh viéc dau thau thudc tqi cdc co sé'y té cong lap;
Can cir ¥ kién ciia Hoi dong tw van cdp gidy dang ky heu hanh thude, nguyén liéu
lam thudc BoY 1é:
Theo dé nghi cia Trieong phong Bang ky thuoc - Cuc Qudn Iy Dugrc.
QUYET PINH:

Piéu 1. Cong bd Danh muyc 34 thudc c6 chirng minh twong dwong sinh hoc Dot
30 tai Phu luc kem theo Quyét dinh nay.
Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
Piéu 3. Giam doc S& Y té; Giam dbc bénh vién, vién ¢ giwong bénh truc thudc
B0 Y té; Giam dc co s& san xuét thude co thude duoc cong bo tai Piéu 1 va Thu trudng
cac don vi ¢6 lién quan chiu trach nhi¢m thi hanh Quyét dinh nay./.
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Phu luc:

DANH MUC 34 THUOC CO CHUNG MINH TUONG PUONG SINH HQC PQT 30

(Ban hanh kem theo Quyét dinh s6 740  /OD-QLD ngay 14 / 11 / 2022 cua Cuc Quan ly Dwoc)
STT Tén thudc Hoat chat Ham lugng Dang bao | Quy cach S6 ding ky | Co so san xuat Pia chi co s& sin xuat Nuéc san
ché déng goi xuit
1 Agilecox 200 Celecoxib 200 mg Vién nang | Hop 2 vi x | VD-25523-16 | Cong ty c6 phan | Khom Thanh An, P. My Théi, | Viét Nam
cung 10 vién; duogc pham | TP. Long Xuyén, An Giang
Chai nhya Agimexpharm
100 vién.
2 Amaloris Atorvastatin (dudi | Atorvastatin Vién nén | Hop 3 vi x | VN-23155-22 | KRKA, D.D, gmarjeéka cesta 6, 8501 Novo | Slovenia
10mg/10mg dang Atorvastatin | (dudi dang | bao phim | 10 vién Novo Mesto mesto
calcium Atorvastatin
trihydrate); calcium
Amlodipine (dudi | trihydrate
dang Amlodipine | 10,85mg) 10mg;
besilate) Amlodipine
(dudi dang
Amlodipine
besilate
13,88mg) 10mg
3 Azizi Azithromycin 500 mg Vién nén | Hop 1 vi x | VD-35695-22 | Cong ty TNHH | Thon Binh Luong, xa Tan | Viét Nam
(duoi dang bao phim | 3 vién Traphaco Hung | Quang, huyén Van Lam, tinh
Azithromycin Yén Hung Yén
dihydrat)
4 Cifataze  DT- | Cefixim (dudi | 100mg Vién nén | Hop 1 vi x | VN-23237-22 | Micro Labs | Plot No. 121 - 124, K..LA.D.B, | India
100 dang Cefixim phén tan | 10 vién Limited Bommasandra Industrial
trihydrat) khong bao Area, 4th Phase, Anekal
Taluk, Bangalore - 560099 -
India
5 Cifataze  DT- | Cefixim (dudi | 200mg Vién nén | Hop 1 vi x | VN-23238-22 | Micro Labs | Plot No. 121 - 124, K.ILA.D.B, | India
200 dang Cefixim phén tan | 10 vién Limited Bommasandra Industrial
trihydrat) khong bao Area, 4th Phase, Anekal
Taluk, Bangalore - 560099 -
India
6 Cordaflex Nifedipine 20mg Vién nén | Hop 6 vi x | VN-23124-22 | Egis 9900 Kormend, Matyas kiraly | Hungary
bao phim | 10 vién Pharmaceuticals | ut, 65 - Hungary
giai phong Private Limited
cham Company




STT Tén thudc Hoat chat Ham lugng Dang bao | Quy cach S6 ding ky | Co so san xuat Pia chi co s& san xuat Nuéc san
ché déng goi xuit
7 Danapha- Fexofenadin 180 mg Vién nén | Hop 1 vi x | VD-28786-18 | Cong ty cb 253 - Diing ST Thanh Khé - | Viét Nam
Telfadin 180 hydroclorid bao phim | 10 vién. phan duoc Quan Thanh Khé - Tp. ba
Danapha Ning
8 FexodineFast Fexofenadin 180 mg Vién nén | Hop 3 vi, | VD-21890-14 | Cong ty co L6 Z.01-02-03a KCN trong | Viét Nam
180 hydroclorid bao phim | hop 10 vi x phan duoc KCX Tan Thuén, phuong Tan
10 vién pham SaVi Thuan Dong, quan 7, Tp.
HCM
9 Galvus Met | Vildagliptin; Vildagliptin Vién nén | HOp 6 vi x | VN-23243-22 | Novartis 10Tuas Bay Lane, 637461 | Singapore
50mg/1000mg | Metformin 50mg; bao phim | 10 vién Singapore Singapore = —  Singapore
hydrochlorid Metformin Pharmaceutical | Co s¢ dong gbi va xuét xudng:
hydrochlorid Manufacturing | Novartis Saglik, Gida ve
1000mg Pte. Ltd. Tarim Urunleri San. ve Tic.
A.S. Blc: Yenisehir
Mabhallesi Ihlara Vadisi Sokak
No. 2, Pendik, Istanbul, TR
34912 - Thd Nhi Ky)
10 Galvus Met | Vildagliptin; Vildagliptin Vién nén | HOp 6 vi x | VN-23244-22 | Novartis 10Tuas Bay Lane, 637461 | Singapore
50mg/500mg Metformin 50mg; bao phim | 10 vién Singapore Singapore  —  Singapore
hydrochlorid Metformin Pharmaceutical | Co s¢ dong gbi va xuét xudng:
hydrochlorid Manufacturing | Novartis Saglik, Gida ve
500mg Pte. Ltd. Tarim Urunleri San. ve Tic.
A.S. B/c: Yenisehir
Mabhallesi Ihlara Vadisi Sokak
No. 2, Pendik, Istanbul, TR
34912 - Tho Nhi Ky)
11 Galvus Met | Vildagliptin; Vildagliptin Vién nén | Hop 6 vi x | VN-23245-22 | Novartis 10Tuas Bay Lane, 637461 | Singapore
50mg/850mg Metformin 50mg; bao phim | 10 vién Singapore Singapore  —  Singapore
hydrochlorid Metformin Pharmaceutical | Co s¢ dong gbi va xuét xudng:
hydrochlorid Manufacturing | Novartis Saglik, Gida ve
850mg Pte. Ltd. Tarim Urunleri San. ve Tic.

A.S. B/c: Yenisehir
Mabhallesi Ihlara Vadisi Sokak
No. 2, Pendik, Istanbul, TR
34912 - Thd Nhi Ky)




STT Tén thudc Hoat chat Ham lugng Dang bao | Quy cach S6 ding ky | Co so san xuat Pia chi co s& san xuat Nuéc san
ché dong géi xuit
12 Hipril-A Plus Lisinopril; Lisinopril 10mg; | Viénnén | Hop 3 vi x | VN-23236-22 | Micro Labs No. 92 Sipcot Industrial | India
Amlodipin  (dudi | Amlodipin (dudi 10 vién Limited Complex, Hosur-635 126,
dang  Amlodipin | dang Amlodipin Tamil Nadu - India
besilat) besilat) Smg
13 Kaldyum Potassium chloride | 600mg Vién nang | Hop 119 50 | VN-23125-22 | Egis 9900 Kormend, Matyas kiraly | Hungary
phong vién Pharmaceuticals | ut, 65 - Hungary
thich cham Private Limited
Company
14 Medaxetine 250 | Cefuroxim (dudi | 250mg Vién nén | Hop 1 vi x | VN-22657-20 | Medochemie 2, Michael Erakleous Street, | Cyprus
mg dang  Cefuroxim bao phim | 10 vién Ltd. - Factory C | Agios Athanassios Industrial
axetil) Area, 4101 Agios
Athanassios, Limassol,
Cyprus
15 Medaxetine 500 | Cefuroxim (dudi | 500mg Vién nén | Hop 1 vi x | VN-22658-20 | Medochemie 2, Michael Erakleous Street, | Cyprus
mg dang  Cefuroxim bao phim | 10 vién Ltd. - Factory C | Agios Athanassios Industrial
axetil) Area, 4101 Agios
Athanassios, Limassol,
Cyprus
16 Methyl Methylprednisolon | 16mg Vién nén Hop 1,3,5, | VD-35726-22 | Cong ty cb S6 167, duwong Ha Huy Tap, | Viét Nam
prednisolon 16 10 vi x 10 phan Dugc Hd | phuong Nam Ha, Thanh phd
mg vién; Hop 1 Tinh Ha Tinh, tinh Ha Tinh
lo x 100,
200 vién
17 Moxacin 500 | Amoxicillin (dudi | 500 mg Vién nang | Hép 10 vi, | VD-35877-22 | Cong ty Cod 66-Qudc 16 30-P. My Phu-TP. | Viét Nam
mg dang Amoxicillin climg 20 vi x 10 phan Xuét nhap | Cao Lanh-Tinh Ddng Thap
trihydrat vién. Chai khau y té
compacted) 100  vién, Domesco
200 vién,
300 vién,
500 vién
18 Nebivolol Nebivolol  (dudi | Smg Viénnén | Hop 3 vi x | VD-23344-15 | Congty TNHH | S640 Pai 16 Ty Do, KCN Viét | Viét Nam
Stella Smg dang  Nebivolol 10  vién, LD Stellapharm | Nam - Singapore, Thudn An,
hydroclorid) hop 5 vi x - Chi nhanh 2 Binh Duong

10 vién




STT Tén thudc Hoat chat Ham lugng Dang bao | Quy cach S6 ding ky | Co so san xuat Pia chi co s& san xuat Nuéc san
ché dong géi xuit
19 Oprymea Pramipexol (dudi | Pramipexol (dudi | Vien nén | Hop 3 vi x | VN-23172-22 | KRKA, D.D., Smarjeska cesta 6, 8501 Novo | Slovenia
Prolonged- dang Pramipexol | dang Pramipexol | phong 10 vién Novo Mesto mesto
release tablet dihydrochloride dihydrochloride | thich kéo
monohydrat) monohydrat dai
0,375mg)
0,25mg
20 Oprymea Pramipexol (dudi | Pramipexol (dudi | Vien nén | Hop 3 vi x | VN-23173-22 | KRKA, D.D., Smarjeska cesta 6, 8501 Novo | Slovenia
Prolonged- dang Pramipexol | dang Pramipexol | phong 10 vién Novo Mesto mesto
release tablet dihydrochloride dihydrochloride | thich kéo
monohydrat) monohydrat dai
0,75mg) 0,52mg
21 Pantostad 40 Pantoprazol (dang | 40mg Vién nén | Hop 4 vi x | VD-18535-13 | Cong ty TNHH | S640Dail) Ty Do, KCN Vi¢t | Viét Nam
natri sesquihydrat) bao phim | 7 vién, hop LD Stellapharm | Nam - Singapore, Thuin An,
tan trong |2 vi x 7 - Chi nhéanh 2 Binh Duong
ruot vién, hop 3
vi x 10
vién, hop 5
vi x 10 vién
22 Partamol eff. Paracetamol 500mg Vién nén | Hop 4 vixé | VD-24570-16 | Cong ty TNHH S640Dai 1o Tu Do, KCN Viét | Viét Nam
sui bot X 4 vién, LD Stellapharm | Nam - Singapore, Thuan An,
hop 1 tuyp - Chi nhanh 1 Binh Duong
10 vién,
hop  tuyp
10 vién
23 Prolufo Alfuzosin 10mg Vién nén | Hop 3 vi x | VN-23223-22 | Gracure E-1105, Industrial Area, | India
hydroclorid bao phim | 10 vién Pharmaceuticals | Phase-1II, Bhiwadi, Alwar-
giai phong Ltd. 301001 Rajasthan
cham
24 Pyme Fucan Fluconazol 150mg Vién nang | Hop 1 vi x | VD-19118-13 | Cong ty Co 166-170 Nguyén Hué, Tuy | Phii Yén
cung 1 vién phan Hoa
Pymepharco
25 Remeclar 500 Clarithromycin 500mg Vién nén | HOp 2 vi x | VN-23174-22 | Remedica Ltd Aharnon  Street, Limassol | Cyprus
bao phim | 7 vién Industrial Area, 3056,
Limassol
26 Rosucor 20 Rosuvastatin (dudi | 20mg Vién nén | Hop 3 vi x | VN-23255-22 | Torrent Indrad-382721, Tal: Kadi, | India
dang Rosuvastatin bao phim | 10 vién Pharmaceuticals | City: Indrad, Dist: Mehsana
calcium) Ltd.




STT Tén thudc Hoat chat Ham lugng Dang bao | Quy cach S6 ding ky | Co so san xuat Pia chi co s& san xuat Nuéc san
ché dong goi Xuét
27 Rosuvastatin Rosuvastatin 10mg Vién nén | Hop 1 vi, 2 | VD-35479-21 | Congty TNHH | Thon Binh Luong, xa Tan | Viét Nam
10mg bao phim | vi, 3 vi, 5 Traphaco Hung | Quang, huyén Van Lam, tinh
vi, 10 vi x Yén Hung Yén
10 vién
28 Rosuvastatin Rosuvastatin 20mg Vién nén | Hop 1 vi, 2 | VD-35480-21 | Congty TNHH | Thon Binh Luong, x3 Tan | Viét Nam
20mg bao phim | vi, 3 vi, 5 Traphaco Hung | Quang, huyén Van Lam, tinh
vi, 10 vi x Yén Hung Yén
10 vién
29 Rosuvastatin Rosuvastatin Smg Vién nén | Hop 1 vi, 2 | VD-35481-21 | Congty TNHH | Thon Binh Luong, xa Tén | Viét Nam
Smg bao phim | vi, 3 vi, 5 Traphaco Hung | Quang, huyén Van Lam, tinh
vi, 10 vi x Yén Hung Yén
10 vién
30 SaVi Irbesartan | Irbesartan 150 mg Vién nén | Hop 3 vi x | VD-31851-19 | Cong ty cb L6 Z.01-02-03a KCN trong | Viét Nam
150 bao phim | 10 vién phan duoc KCX Tan Thuén, phuong Tan
pham SaVi Thuan Pong, quan 7, Tp.
HCM
31 SaVi Losartan | Losartan kali 100mg Vién nén | Hop 3 vi x | VD-27048-17 | Cong ty cb L6 Z.01-02-03a KCN trong | Viét Nam
100 bao phim | 10 vién phan duoc KCX Tan Thuén, phuong Tan
pham SaVi Thuan DPong, quan 7, Tp.
HCM
32 Swazi 500 Azithromycin 500mg Vién nén | Hop 1 vi x | VN-23192-22 | Ind-Swift Off. NH-221, Village | India
(duoi dang bao phim | 3 vién Limited Jawaharpur, Tehsil Derabassi,
Azithromycin District SAS Nagar (Mohali),
dihydrat) Punjab-140507 - India
33 Telmisartan Telmisartan; Telmisartan Viénnén | Hop 2 vi x | VN-23191-22 | Evertogen Life | Plot No. S-8, S-9, S-13/P and | India
80mg and | Amlodipin  (dudi | 80mg; 14  vién; Sciences S-14/P, Green Industrial Park,
Amlodipine dang  Amlodipin | Amlodipin 5mg Hop 3 vi x Limited Polepally Village, Jadcherla
Smg tablets besilate) (duoi dang 10 vién Mandal, Mahaboobnagar
Amlodipin district, 509 301, Telangana
besilate State
6,935mg)
34 Trinopast Pregabalin 75 mg Vién nang | Hop 2 vi x | VD-18336-13 | Cong ty Co So6 27, duong 3A, KCN Bién | Viét Nam
cung 7 vién phan Duoc Hoa 2, Pdng Nai

pham OPV




