
·'
BO YTE CONG HOA xX HQI CHU NGHiA VIE:T NAM

D()c l~p - TV do - H~nh plnic

HaNQi, ngay 03 thimg~ ndm 2019S64001/QD-BYT

QUYETDJNH
V~ vi~c cong b&Danh muc thu&c co tai li~u
clurng minh tU'ong dU'ong sinh h(}c-Dqt 23

BO TRUONG BO Y TE. .
Can cir Luat Duoc s6 105/20161QH13 ngay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 75/2017IND-CP ngay 20 thang 6 nam 2017 cua Chinh
phu quy dinh clnrc nang, nhiem vu, quyen han va co c~u t6 chirc cua B9 Y tS;

Can cir Thong tu s6 1112016/TT-BYT ngay l lthang 5 nam 2016 cua B9
tnrong B9 Y tS quy dinh viec d~u thfiu thuoc tai cac co sa y tS cong l~p;

Can cir Quyet dinh s6 2962/QD-BYT ngay 22 thang 8 nam 2012 cua B9
tnrong B9 Y tS vS viec ban hanh Quy dinh tarn thai vS cac tai lieu cfin cung c~p
dS cong b6 cac danh muc thuoc biet diroc g6c, thuoc nrong duong dieu tri v&i
thu6c bi~t duqc g6c, thu6c co tai li~u chUng minh tuang duang sinh hQCva QuySt
dinh s6 1545/QD-BYT ngay 08 thing 5 nam 2013 cua B9 Y tS vS vi~c sua d6i,
b6 sung QuySt dinh s6 2962/QD-BYT ngay 22 thang 8 nam 2012 cua B9 Y tS vS
vi~c ban hanh Quy dinh t?m thai vS cac tai li~u cfin cung c~p dS cong b6 cac danh
m\lc thu6c bi~t duqc g6c, thu6c tuang duang diSu tri v&i thu6c bi~t duqc g6c,
thu6c co tai li~u chUng minh tuang duang sinh hQc;

Can cu y kiSn cua H9i d6ng tu v~n c~p gi~y dang kY luu hanh thu6c, nguyen
li~u lam thu6c B9 Y tS;

Xet dS nghi cua C\lCtruang C\lCQufm ly Duqc,

QUYET DJNH:

Di~u 1.Cong b6 kern theo QuySt dinh nay Danh m\lc thu6c co tai li~u chung
minh tuang duang sinh hQc - Dqt 23 g6m 37 thu6c.

Di~u 2. QuySt dinh nay co hi~u l\lc kS tu ngay ky ban hanh.

Di~u 3. Cac ang, ba Chanh Van phong BQ, C\lC truang cac Cvc: Quim ly
Duqc, Quan ly kham chua b~nh, Qufm ly Y Duqc c6 truySn, Khoa hQcCang ngh~
va Dao t?O; V\l truang cac V\l: Phap chS, Bao hiSm y tS, KS ho?ch - Tai chinh;
Giam d6c Sa Y tS; Giam d6c b~nh vi~n, vi~n co giuang b~nh tf\lC thuQc B9 Y tS;



Giam d6c co sa san xuat thuoc co thuoc diroc cong b6 tai DiSu 1 va Thu tnrong
cac dan vi co lien quan c~iu trach nhiem thi hanh Quyet dinh nay.z. ~

NO'i nhOn:
- Nhtr Di~u 3;
- BT. Nguysn Thi Kim TiSn (d~ b/c);
- Cac Thir tnrong BQY tS (d~ p/h);
- Baa hi~m xa hQi Vi~t Nam;
- O,lC Quan y - BQQuoc phong;
- Cue Y tS - BQCong an;
- Cue Y tS giao thong v~n tai - QGTVT;
- Hiep hQi Doanh nghiep duoc i~t Nam;
- Cong thong tin dien illBQY S;
- Website cua Cue QLD;
- Luu: VT, QLD (02b).



BOYTE CQNG HOA xA HQI CHU NGHiA VI~T NAM
DQcI~p - Tl! do - H~nh phuc

Ha N(ji, ngay 03 thang.;1 nam 2019

DANH Ml)C THUOC CO TAl LI"E:UCHUNG MINH TlfONG DlfONG SINH HQC (DQT 23)
(Ban hanh kernthea Quyit iJinhs6 l(0()l- IQD-BYT ngay (8/9 /2019 eila B(j truong B(j Y ti)

SIT Ten thu&c Ho,t chit Ham IU'Q1lg Dang bao ch~ Quy each dong goi S&dang ky CO'sir san xuit Ilia chi co sir san xuit NU'6'csan
xuit

1 Aziphar 100 Azithromycin (duoi M6i goi 2,5g chua Thu6c bQtpha HQp 10 goi x 2,5g VD-32128-19 Cong ty c6 phfin hoa-dtroc 297/5 Ly Thuong Ki~t, qu~n 11, Vi~tNam
dang Azithromycin Azithromycin (duoi h6n dich u6ng pham Mekophar Tp. He;Chi Minh
dihydrat) dang Azithromycin

dihydrat) 100 mg
2 Metformin Metformin 1000 mg Vien bao phim Vi 10 vien; hQp3 vi, VD-31992-I9 Cong ty c6 phfin duoc 27 Di~n Bien Phil, phirong 9, Vi~tNam

hydroclorid 5vi, 10 vi. Chai 50 phAmTV. Pharm TP. Tni.Vinh, tinh Tra Vinh
vien, 100 vien

3 Ceftume 125 Cefuroxim (dum 125 mg Vien nen bao HQp 1 vi, 2 vi x 10 VD-31949-19 Cong ty c6 phfin duoc Thon Th~ch L6i, xii Thanh Viet Nam
dang Cefuroxim phim vien; HQp 1 vi, 2 vi x pham Trung uong I - Xuan, huyen Sec San, TP. Ha
axetil) 5 vien Pharbaco NQi

4 Cefixime 50mg Cefixim (duoi dang M6i goi 1,4g chua
~ .

HQp 10 goi x 1,4g VD-32525-19 Cong ty c6 phfin duoc te E2, duong N4, KCN Hoil xs, Viet NamThuoc com pha
cefixim trihydrat) Cefixim (dum dang h6n dich u6ng pham Minh Dan xii LQcHoa, TP Nam Dinh, tinh

cefixim trihydrat) NamDjnh
50mg

5 Cefixime 100mg Cefixim (dum d~ng M6i gei 1,4g chUa Thu6c c6m pha HQP 10 gei x 1,4g VD-32524-19 Cong ty c6 phfin duQ'c Lo E2, dUOngN4, KCN Hoil Xa, Vi~tNam
cefixim trihydrat) Cefixim (duai d~ng h6n djch u6ng phAmMinh Dan xii LQcHoa, TP Nam Djnh, tinh

cefixim trihydrat) NamDjnh
100mg

6 Otbexim 200 Cefixim (dum d~ng 200mg Vien nen bao HQp 1 vi, 2 vi, 3 vi, VD-32373-I9 Cong ty TNHH US Lo B 1-10, DuOng D2, KCN Tay Vi~tNam
Cefixim trihydrat) phim 10 vi x 10 vien Pharma USA B~c Cli Chi, TP. H6 Chi Minh

7 Hafixim 200 tabs Cefixim (dum d~ng 200mg Vien nen bao HQp 3 vi, 6 vi x 10 VD-32428-I9 Cong ty TNHH MTV Lo B2 - B3, KCN Tan Ph6 Vi~tNam
cefixim trihydrat) phim vien DuQ'cphAmDHG Th~nh - giai do~n 1, xii Tan Ph6

Th~nh, Huy~n Chau Thilnh A,
Tinh H~u Giang

8 Tyrozet 850 mg Metformin 850 mg Vien nen bao HQp3 vi, 6 vi, 10 vi x VD-31836-19 Cong ty c6 phfin DuQ'c Lo 7, dUOng56 2, KCN. Tan Vi~tNam
hydrochlorid phim 10 vien; Chai 30 vien, phAmPhuang Dong T~o, P. Tiin T~o A, Q. Binh Tan,

- 60 vien, 90 vien, 100 TP. H6 Chi Minh
vien



SIT Ten thu6c Hoat chit Ham IU'gng Dang bao ch~ Quy each dong goi Sa dang ky Or SO' san xu§t Dja chi co SO' san xu§t Nurre san
xuit

9 Macromax SK Azithromycin (duoi 250 mg Vien nang cirng Hop I vi x 6 vien VD-31846-19 Cong ty c6 phftn duoc KCN Quang Minh, huyen Me Vi~tNam
dang Azithromycin pham Sao Kim Linh,HaN<)i
dihydrat)

10 Cefixim 200mg Cefixim (duoi dang 200 mg Vien nen bao H<)p1 vi x 10 vien VD-31974-19 Chi nhanh cong ty c6 phftn Khu ph6 Tan Binh, phuong Tan Vi~tNam
Cefixim trihydrat) phim duoc pham Trung uong Hiep, th] xli Tan Uyen, tinh Blnh

Vidipha Binh Duong Duong
11 Cefurovid 250 Cefuroxim (duoi 250mg Vien nen bao H<)p2 vi x 5 vien; VD-31977-19 Chi nhanh cong ty c6 phan Khu ph6 Tan Binh, phuong Tan Viet Nam

dang Cefuroxim phim h<)p10 vi x 10 vien duoc pham Trung trong Hiep, thj xli Tan Uyen, tinh Binh
axetil) Vidipha Binh Duong Duong

12 Cefuroxim 500mg Cefuroxim (dum 500mg Vien nen bao H<)p2 vi x 5 vien; VD-31978-19 Chi nhanh cong ty c6 phan Khu ph6 Tan Binh, phuong Tan Vi~tNam
dang Cefuroxim phim h<)p10 vi x 10 vien duoc pham Trung irong Hiep, thi xli Tan Uyen, tinh Binh
axetil) Vidipha Binh Duong Duong

l3 Nifedipin Hasan Nifedipin 20mg Vien nen bao Hop 3 vi x 10 vien; VD-32593-19 Cong ty TNHH Hasan- Duong s6 2, Khu Cong nghiep Vi~tNam
20 Retard phim tac d\lng H<)p10 vi x 10 vien Dermapharm D6ng An, PhuOng Blnh Hoa, Thj

keo dai xli Thu~n An, Tinh Binh Duong

14 Hasanbest 500/5 Metformin Metformin Vien nen bao H<)p2 vi x 15 vien; VD-32392-19 Cong ty TNHH Hasan- DuOng s6 2, Khu Cong nghi~p Vi~tNam
hydroclorid; hydroclorid 500 phim H<)p8 vi x 15 vien Dermapharm D6ng An, PhuOng Binh Hoa, Thj
Glibenclamid mg; Glibenclamid 5 xli Thu~n An, Tinh Binh Duong

mg
15 Hasanbest 500/2.5 Metformin Metformin Vien nen bao H<)p2 vi x 15 vien; VD-32391-19 Cong ty TNHH Hasan- DuOng s6 2, Khu Cong nghi~p Vi~tNam

hydroclorid; hydroclorid 500 phim H<)p8 vi x 15 vien Dermapharm D6ng An, PhuOng Binh Hoa, Thj
Glibenclamid 2,5mg mg; Glibenclamid xli Thu~n An, Tinh Binh Duong

2,5mg
16 Glucofast 500 Metformin 500mg Vien nen bao H<)p4 vi x 15 vien VD-32001-19 Cong ty c6 phan duQ'c LOill-18 dUOngs6 l3, Khu c6ng Vi~tNam

hydroclorid phim phAmva sinh hQCy t~ nghi~p Tan Binh, Qu~n Tan Phu,
TP. H6 Chi Minh

17 Glucofast 850 Metformin 850mg Vien nen bao H<)p4 vi x 15 vien VD-32002-19 C6ng ty c6 phan duQ'c L6 ill-18 dUOngs6 13, Khu c6ng Vi~tNam
hydroclorid phim phAmva sinh hQCy t~ nghi~p Tan Blnh, Qu~n Tiin Phu,

TP. H6 Chi Minh
18 Azitnic Azithromycin (duai 250mg Vien nen bao H<)p2 vi x 3 vien; VD-32379-19 C6ng ty TNHH duQ'c L6 lID dUOngC, KCN Tan T~o, Vi~tNam

d~ng Azithromycin phim H<)p10 vi x 3 vien; phAmUSA - NlC (USA - PhuOng Tan T~o A, Qu~n Binh
dihydrat) Chai 30 vien NlC Pharma) Tan, TP. H6 Chi Minh

19 Azitnic 500 Azithromycin (duai 500mg Vien nen bao H<)p2 vi x 3 vien; VD-32380-19 C6ng ty TNHH duQ'c LO 11D dUOngC, KCN Tan T~o, Vi~tNam
d~ng Azithromycin phim H<)p10 vi x 3 vien; phAmUSA - NlC (USA - PhuOng Tan T~o A, Qu~n Binh ~vdihydrat) Chai 30 vien NlCPharma) Tan, TP. H6 Chi Minh


