BOY TE CONG HOA XA HQOI CHU NGHIA VIET NAM

CcucC QUAN LY DUQC Doc ldp — Tw do — Hanh phic
S6: 319 /QP-QLD Ha Noi, ngay 15 thdang 05 nam 2023
QUYET PINH

Vé viéc sira d6i thong tin thudc duoc ca?'}p, gia han gidy ding ky lwu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han giay dang ky luvu
hanh cua Cuc Quan ly Dwge

CUC TRUONG CUC QUAN LY DUQC

Can cik Lugit Diwge s6 105/2016/QH1 3 ngey 06/4/2016;

Cdn cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 cria Chinh phii quy
dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chire ciia BO Y 1é;

Cdin cir Nghj dinh s6 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mot s6 diéu va bién phdp thi hanh Ludt Dugc;

Can ctk Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cia Chinh phii sira
doi, bo sung mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham
vi quan 1y nha nwée ciia B Y té;

Cdin cik Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 ctia Chinh phii vé cong
tdac van thue;

Cain cik Quyét dinh s6 1969/0D-BYT ngdy 26/4/2023 cia B trieong B Y té
quy dinh chitc nding, nhiém vu, quyén han va co cdu t6 chirc cria Cuc Quan Iy Duroc
thuéc B Y té:

Cain ctr Thong tir s6 08/2022/TT-BYT ngay 05/9/2022 ciia B trueong Bo Y té
quy dinh viéc ddng ky luu hanh thudc, nguyén liéu lam thudc;

Cdin cik hé so ddng ky lheu hanh thuée heu tai Cuc Quan Iy Dugc;

Theo dé nghi ciia Trieong phong Ddng ky thuée, Cuc Quan 1y Duroc.

QUYET DINH:

Piéu 1. Stra d6i mot s6 thong tin thude duoc cap, gia han gidy dang ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang ky
luu hanh ctia Cuc Quan ly Duge (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac ctia thude duoc cap, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo cdc Quyét dinh cép, gia han gidy ding ky luu hanh
thude tai Phu luc kém theo Quyét dinh nay khong thay doi.
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Piéu 2. Quyét dinh nay c6 hicu luc ké tir ngdy ky ban hanh.

Diéu 3. Gidm doc S¢ Y € cac tinh, thanh phé trye thude Trung wong va
Giam doc co s6 san xudt va co s¢ dang ky c¢6 thude tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu biéu 3; D

- Bo truong Pao Hong Lan (dé b/c); ASA HO Ccuc TRUONG
- Thir trudng DS Xuan Tuyén (dé b/c); y
- Cyc trudng Vii Tuin Cudng (dé b/c);

- Cuc Quany - B6 Quéc phong, Cuc Y té - Bo Cong An;
- Cuc Y t& GTVT - B6 Giao thong vén tai; Tong Cuc Hai quan

- Bo Tai chinh; \
- Bao hiém x4 hoi Viét Nam;
- B Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bo; N guyen Thanh Lim
- Vién KN thuoc TW, Vién KN thuoc TP. HCM;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién ¢6 giuong bénh truc thuéc BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc; Website Cuc QLD;

- Luu: VT, DKT.




Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY PANG KY LUU HANH TAI VIET NAM BAN HANH
KEM THEO CAC QUYET PINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC
(Ban hanh kem theo Quyét dinh s6: 319 /OP-QLD ngay5thang0sndm 2023 ciia Cuc Quan Iy Dioc)

1. Quyét dinh sd 08/QD-QLD ngay 18/01/2013 ciia Cuc trudng Cuc Quan 1y Duogc vé viéc ban hanh Danh muyc 433 thube san xuit trong nudc duoc cap GPKLH

tai Viét Nam - Dot 138

STT|  Tén thube Co sé diing ky sédingky | N dc‘l‘:i‘fhd‘“h Théng tin da ghi Théng tin dinh chinh
L Cong ty c6 phan duoc R . Amoxicillin (dudi dang Amoxicilin (duéi dang
1 (A lin 250 . . VD-18308-13 Tén h h e e 2
roxicin <ovmg pham Minh Dan en hoat chat Amoxicllin trihydrat) 250mg Amoxicilin trihydrat) 250mg
Amoxicilin Cong ty c6 phan duoc R £ Amoxicillin (dudi dang Amoxicilin (dudi dang
2 . . VD-18309-13 Tén h h e e 2
250mg/ Sml pham Minh Dan en hoat chat Amoxicllin trihydrat) 250mg/ Sml |Amoxicilin trihydrat) 250mg/ Sml
Midamox 250mg/ |Cong ty c6 phan duoc R £ Amoxicillin (dudi dang Amoxicilin (dudi dang
3 . ) VD-18316-13 Tén h h e e 2
Sml pham Minh Dan en hoat chat Amoxicllin trihydrat) 250mg/ Sml |Amoxicilin trihydrat) 250mg/ Sml

2. Quyét dinh s 67/QD-QLD ngay 01/04/2013 cua Cuc trudéng Cuc Quan ly Dugc vé viéc ban hanh danh muc 226 thudc san xuét trong nudc duoc cép $6 dang

ky luu hanh tai Viét Nam

—dot 139

4 |Bivikiddy +

Céng ty TNHH BRV
Healthcare

VD-18664-13

Hoat chét chinh -
Ham lugng

Vitamin B1; Vitamin B2; Vitamin
B6; Vitamin PP; Vitamin E; L-
Lysin hydroclorid; Calci
glycerophosphat; Acid
glycerophosphoric

Mdi 15 ml dung dich chua:
Vitamin B1 3mg; Vitamin B2
3mg; Vitamin B6 6mg; Vitamin
PP 18mg; Vitamin E 15mg; L-
Lysin hydroclorid 300mg, Calci
glycerophosphat 681,45mg; Acid
glycerophosphoric 487,5mg

3. Quyét dinh s 414/QP-QLD ngay 27/12/2013 cta Cuc trudng Cuc Quan ly Duoc vé viée ban hanh danh muc 270 thudc san

ky luu hanh tai Viét Nam

- dot 143

xuat trong nudc dugc cap so ding

Amucopect - New
for children

Cong ty c6 phan duoc
pham Trung wong I -
Pharbaco

VD-20252-13

Hoat chat

M&i vién chira: Sulfogaiacol
58,72mg; Natri benzoat 113,40mg

MBbi goi chira: Sulfogaiacol
58,72mg; Natri benzoat 113,40mg

4. Quyét dinh s6 296/QLD-DK ngay 12/06/2014 ctia Cuc trudng Cuc Quan ly Duoc vé viée ban hanh danh muc 582 thudc san

ky Iuu hanh tai Viét Nam

- dot 145

xuat trong nudc dugc cap so dang

Cao diac Diép ha

0 chau ding

Cong ty ¢ phan Hoa
dugc Viét Nam

VD-20964-14

Tén thudc

Cao dac Diép ha chau

Cao dic Diép ha chau dang




Ngi dung dinh

STT|  Tén thudc Co s& diing ky S6 diing ky chinh Théng tin di ghi Théng tin dinh chinh
5. Quyét dinh s6 662/QLD-PK ngay 17/12/2015 cta Cuc truéng Cuc Quan Iy Duoc vé viéc ban hanh danh muc 626 thudc san xuat trong nudc duoc cap sé dang
ky luu hanh tai Viét Nam - dot 152
Cong ty TNHH mot x. ek g .. |Mdi 5ml chua: Sat (dudi dang Sat
. 2 . Moi Sml chira: t )
7 |Amkuk thanh vién dugc pham |VD-23998-15 Hoat chat chinh 01 Sml chira: Sat (dudi dang Sd (IT) hydroxid polymaltose

va sinh hoc y té

(IIT) polymaltose complex) SOmg

complex) S50mg

6. Quyét dinh s6 97/QP-QLD ngay 23/3/2016 cta Cuc truong Cuc Quan ly Duoc vé viéc ban hanh danh muc 605 thude san xuat trong nudc dugc cép s dang ky
Iuu hanh tai Viét Nam - dot 153

Cefuroxime Cong ty co phan duoc < Cefuroxim (dudi dang Cefuroxim |Cefuroxim (dudi dang Cefuroxim
8 125mg pham Minh Dan VD-24230-16 Hoat chat proxetil) 125mg axetil) 125mg
7. Quyét dinh s 424/QD-QLD ngay 05/09/2016 ctia Cuc truéng Cuc Quan Iy Duoc vé viée ban hanh danh muc 452 thude san xuét trong nudc dugc cap sb ding
ky luu hanh tai Viét Nam - dot 155

9 |Frentine

Cong ty ¢d phan Duoc
pham Trung uwong 3

VD-25306-16

Tén thanh phan
thude

MJi vién chira: M3 tién 50mg;
Thuong truat 20mg; Huong phu
13mg; Moc huong 8mg; Dia lién
6mg; Qué chi 3mg

Bt Ma tién ché (twong duong;
M3 tién 50 mg) 50 mg; Bot kép
duoc liéu (tuwong duong: Thuong
truat 20 mg; Huong phu 13 mg;
Moéc huong 8 mg; Dia lién 6 mg;
Qué chi 3 mg) 50 mg

8. Quyét dinh s6 547/QLD-DK ngay 15/11/2016 cia Cuc trudéng Cuc Quan ly Dugc vé viéc ban hanh danh muc 469 thude san

ky luu hanh tai Viét Nam

- dot 156

xuat trong nudc dugc cap so dang

10 |Plomingstyn

Cong ty TNHH duoc
pham USA-NIC (USA-

NIC Pharma)

VD-25965-16

Hoat chat

L-cystein 500mg

L-cystin 500mg

9. Quyét dinh s6 406/QD-QLD ngay 19/09/2017 ctuia Cuc truéng Cuc Quan ly Duoc vé viéc ban hanh danh muc 992 thube san xuat trong nudc dugc cép s6 dang

ky luu hanh tai Viét Nam

- dot 159




Ngi dung dinh

STT|  Tén thudc Co s& diing ky S6 diing ky chinh Théng tin di ghi Théng tin dinh chinh
Mbi 200ml chira: Mbi 200ml chira:
L-Tyrosin 0,1g; Acid L-Aspartic  |L-Tyrosin 0,1g; Acid L-Aspartic
0,2g; Aicd L-Glutamic 0,2g; L- 0,2g; L-Glutamic acid 0,2g; L-
Serine 0,6g; L-Histidin 0,7g; L- Serin 0,6g; L-Histidin 0,7g; L-
o Cong ty C& Phan Duoc Hoat chét chinh - Prolin O,6g.; L-Threonin O,?g; L- |Prolin O,6g§ L-Threonin O,?g; L-
11 [Kidmin Phim Otsuka Viét Nam VD-28287-17 Ham luong Phenylalanin 1g; L-Isoleucin 1,8g; |Phenylalanin 1g; L-Isoleucin 1,8g;
i i L-Valin 2g; L-Alanin 0,5g; L- L-Valin 2g; L-Alanin 0,5g; L-
Arginin 0,9¢g; L-Leucin 2,8g; L-  |Arginin 0,9g; L-Leucin 2,8g; L-
Lysin Acetat 1,42g; L-Methionin |Lysin Acetat 1,42g; L-Methionin
0,6g; L-Tryptophan 0,5g; L- 0,6g; L-Tryptophan 0,5g; L-
Cystein 0,2g Cystein 0,2g
Cong ty TNHH Thai
12 |Sara for children |Nakorn Patana Viét VD-28619-17 Quy cach dong goi [Chai 30ml; chai 60ml Hép 1 chai 30ml, 60ml

Nam

10. Quyét dinh s6 108/QD-QLD ngay 27/02/2019 ctia Cuc truéng Cuc Quan Iy Duoc vé viée ban hanh danh muc 1064 thude san xuat trong nudc duoc cap sb
dang ky Iuu hanh tai Viét Nam - Dot 164

Midagentin

Cong ty c6 phan duoc

13 500/125me phim Minh Dan VD-31778-19 Tén thuoc Midagentin 500/125mg Midagentin 500/125
Mbi g6i 3,5g chira: Amoxicilin Mbi goi 3,5g chira: Amoxicilin
R A LA (dudi dang Amoxcilin trihydrat)  [(dudi dang Amoxicilin trihydrat)
. Cong ty co phan duoc R i . . . . . .
14 |Midatan 250/62,5 X . . VD-31779-19 Tén hoat chat 250,0mg; Acid Clavulanic (dudi  |250,0mg; Acid Clavulanic (dudi
pham Minh Dan A . A .
dang Clavulanat kali két hop vdi  [dang Clavulanat kali két hop vai
Avicel 1:1) 62,5mg Avicel 1:1) 62,5mg
Spiramvein 1.5 Cong ty ¢6 phan duoc
15 [DPiramyetn & pham Trung wong I-  |VD-31966-19  [Tiéu chuan DDVN IV DDVNV
M.1U
Pharbaco
16 [NeuroDT Congty 0 phan Duoe -y 55107 19 |7y tho 36 than 24 thn
Vit tu y té Nghé An ~ g &
17 Vitamin B1 250 CoPg ty coA phanADuc,yc “[vD-32109-19 Tliu chuan thanh TCCS DBVN IV
mg Vit tu y t€ Nghé An pham




Ngi dung dinh

STT|  Tén thudc Co sé ding ky S6 ding ky chinh Théng tin di ghi Théng tin dinh chinh
Cone tv b phin Hoa MB3i 20,9 gam bdt chira: Glucose  |Mbi 20,9 gam bot chira: Glucose
18 |[Oresol §ycop VD-32125-19 Ham luong khan 14,98¢; Natri clorid 3,5g; khan 14,98g; Natri clorid 2,62g;

duoc Viét Nam

Natri citrat 2,9g; Kali clorid 1,5g

Natri citrat 2,17g; Kali clorid 1,12g

11. Quyét dinh s6 165/QD-QLD ngay 20/3/2019 ciia Cuc trudng Cuc Quan ly Duoc vé viéc ban hanh danh muc 111 thude sdn xuat trong nudc duoc cap sd ding
ky Iuu hanh tai Viét Nam hiéu lyc 5 nim- dot 164 (tiép theo)

19

Reduflu-N

Cong ty ¢o phan duoc
pham Quéng Binh

VD-32532-19

Hoat chét- Ham
luong

Paracetamol 500mg;
Dextromethorphan HBr 15mg

Paracetamol 500mg;
Dextromethorphan HBr 15mg;
Loratadin Smg

Dang bao ché

Vién nén

Vién nén bao phim

12. Quyét dinh s 303/Qb-QLD ngay 10/05/2019 ctua Cuc truong Cuc truéng Cuc Quan ly Duoc vé viéc ban hanh danh muc 141 thude san xuat trong nudc dugc
cap gidy dang ky luu hanh tai Viét Nam hiéu luc 5 nam- dot 164 (bd sung)

20

Lumbrotine

Cong ty ¢ phan Duoc
pham Trung wong 3

VD-32648-19

Quy cach dong goi

Hop 03 vi x 10 vién; Hop 06 vi x
10 vién; Hop 10 vi x 10 vién

Hop 03 vi x 10 vién; Hop 06 vi x
10 vién; Hop 10 vi x 10 vién; Hop
1 chai 30 vién; Hop 1 chai 60 vién

13. Quyét dinh s 457/QD-QLD ngay 01/08/2019 ctia Cuc truéng Cuc trudng Cuc Quan 1y Duoc vé viée ban hanh danh muc 406 thude san xuit trong nuéc duoc

cAp gidy dang ky luu hanh tai Viét Nam - Dot 165

Cong ty co phan Duoc

Cao kho 1a thuong xuan (ty 1€

Cao kho 1a thuong xuan (ty 1€

Nam

dang ky

Singapore, Thuan An, Binh Duong

. Tén thanh pha s \ y .
21 [Capilusa Trung uong VD-32965-19 enAt ani phan chiét (5-7,5):1, dung mdi Ethanol) [chiét (5-7,5):1, dung mdi Ethanol)
. thude
Mediplantex 26mg 26mg
22 |Azissel 250mg gznmg ty Roussel Viet 11y 3305719 |Ten thuée Azissel 250mg Azissel 250
23 [Magne - B6 RVN Cong ty Roussel Viét VD-33061-19 bia chi Co so So 1, duong s6 3, KCN Viét Nam (702 Truczng Sa, Phuong 14, Quan
3, TP. H6 Chi Minh

14. Quyét dinh s6 650/QD-QLD ngay 23/10/2019 cua Cuc truéng Cuc Quan ly Dugc vé viéc ban hanh danh muc 102 thudc san xuat trong nudcdugc cép giéy

dang ky luu hanh tai Viét Nam - Dot 165 bo sung




Ngi dung dinh

STT|  Tén thudc Co s& diing ky S6 diing ky chinh Théng tin di ghi Théng tin dinh chinh
Bot kép hon h > 1ié
Xuyén khung 112mg; Khuong ot kep onA op dugc licu (tuong
. duong: Xuyén khung 112mg;
hoat 84mg; Phong phong 56mg; A
Cong ty cb phin Dug Tén thanh phin  |Thuong trudt S6mg; Bach chi |0 hoat 84mg, Phong phong
24 |Camsottdy. TW3 | opo Y COPRANLUOC |y 33171419 en thanfi pha 8 ffuat obMe, BaCth ¢l 1 56mg; Thuong truit S6mg; Bach
pham Trung uvong 3 thude 56mg; Sinh dia 56mg; Hoang cam

56mg; Cam thao 28mg; Té tan
28mg

chi 56mg; Sinh dia 56mg; Hoang
cam 56mg; Cam thao 28mg; Té
tan 28mg) 532 mg

15. Quyét dinh s6 652/QP-QLD ngay 23/10/2019 cta Cuc truéng Cuc Quan Iy Dugc vé viéc ban hanh danh muc 775 thudc san xuat trong nudc dugc cap gidy
dang ky luu hanh tai Viét Nam - Dot 166

Cone tv cb phin Duoc Ham luong Carbocistein 100mg MJdi Sml chira: Carbocistein
25 |Othevinco o ngl %’mn pwn 3 VD3SO0 [ done agi |FIOP 04 Vi x 05 Sng x Sml; Chai  [Hop 04 vi x 05 ong x 5ml; Hop 1
P g uons y &89 [120ml: Chai 60ml Chai 120ml; Hop 1 Chai 60ml
lfllrgi[;hat’ ham Chymotrypsin 4200 USP Chymotrypsin 4200 don vi USP
Alphach i [Co O pha '
26 [Alphachymotrypsi (Congty ¢ phan duoc |y 4304 1 NN [HopoO2vix 10 vién; Hop 10 vi x
n pham va sinh hoc y té ) , .. |HOp 02 vi x 10 vién; Hop 10 vi x n . , o R
Quy cach dong goi i n 10 vién; Hop 20 vi x 10 vién; Hop
10 vién , - A
50 vix 10 vién
Cong ty c6 phan duoc Hoat chat, ham M&di 10ml chira: Cetirizin MJdi 10ml chira: Cetirizin
27 |Alzylt . i . |VD-33630-19 ’ . . . .
Zytex pham va sinh hoc y té luong dihydrochlorid 10mg dihydroclorid 10mg
28 |Cefuroxim 250mg |COn8 Y cophanduoc 1y 3 ia 19 |Tieu chudn TCCS DDVN IV
pham va sinh hoc y té
. Cong ty c6 phan hoa- i Acid Ascobic 50mg; Glucose Acid Ascorbic (Vitamin C) 50mg;
29 1 . -33745-19 H h ’ ’
Vita € Glucose duoc pham Mekophar VD oat chat monohydrat 150mg Glucose monohydrat 150mg
Céng ty TNHH MTV
30 |Cefuroxim 500mg |Dugc pham & Sinh VD-33928-19  [Tiéu chuan TCCS DDVN IV
hoc Y té (Mebiphar)

16. Quyét dinh s6 274/QD-QLD ngay 15/6/2020 ctia Cuc trudng Cuc Quén 1y Duoc vé viée ban hanh danh muc thudc san xuat trong nude duoc cap gidy ding ky
Iuu hanh tai Viét Nam - Dot 167

31

Menzag

Cong ty ¢o phan duoc
pham Medbolide

VD-34197-20

Dang bao ché

Kem boi da

Thudc m& bdi da

32

Arginin AV

Cong ty ¢ phan Duoc
pham Trung wong 3

VD-34254-20

Tudi tho

36 thang

24 thang




Ngi dung dinh

STT|  Tén thude Co s& diing ky S6 diing ky chinh Théng tin da ghi Théng tin dinh chinh
13 |Dalestone.D Céxng ty ¢o phan Duoc VD-34256.20 Térxl 'thuéc Dales,tone-D Dales,ton-D
pham Trung uong 3 Tudi tho 36 thang 24 thang
Cong ty ¢o phan duoc
34 |Xalermus 250 pham Trung wong I-  |VD-34273-20 Dang bao ché Bot pha hdn dich udng C6m pha hdn dich udng
Pharbaco
.. Céng ty co phan duoc ; ) .. |HOp 05 vix 10 vién; HOp 10 vi x |H&p 05 vi x 10 vién; Hop 10 vi x
35 [Sulpirid 200 phéli vya Sin}il hooyts | D-34287-20  |Quy cach dong goi |, sién; Hop 20 vi x 20 5ién 10 5ién ’
N Cong ty cé phan duoc Dang bao ché Vién nén . Vién nén bao phi@
36 |Sulpirid 400 2 L " |VD-34288-20 , , .. |HOp 05 vix 10 vién; Hop 10 vix [Hop 05 vi x 10 vién; Hop 10 vi x
pham va sinh hoc y té Quy cach doéng goi

10 vién;, Hop 20 vi x 20 vién

10 vién

17. Quyét dinh s6 315/QD-QLD ngay 03/6/2021 ctia Cuc truéng Cuc Quan 1y Duoc vé viée ban hanh danh muyc 189 thude hoa duoc san xuét trong nudc duoc
cap gidy dang ky luu hanh tai Viét Nam - Dot 169.1

Cong ty ¢ phan Duoc

Tén thube

Esomeprazol

Esomeprazol 40 mg

Esomeprazol (dudi dang pellet

37 |Esomeprazol Trung uong VD-35067-21 Tén thanh phan Esomenrazol 40 m bao tan trong rudt chira
Mediplantex thude someprazo & esomeprazol magnesi trihydrat) 40
7 < mg
38 [Mednason 16 Congty ¢ phan Duoe -\ 35074 51 | Tusi tho 24 thang 36 thang

Vit tu y té Nghé An

18. Quyét dinh s6 375/QP-QLD ngay 22/6/2021 ctua Cuc truong Cuc Quan ly Duoc vé viéc ban hanh danh muc 20 thubc duoc liéu, thudc cd truyén $an xuat
dang ky luu hanh tai Viét Nam - Dot 169

trong

nudc dugc cap giay

B than am DDV

Cong ty ¢ phan Duoc
Pham Viét (Dong
Dugc Viét)

VD-35155-21

Hoat chat

Cao dic quy vé khan (tuong
duong 793,89mg duoc liéu, bao
gém: Thuc dia 320mg, Son thu
160mg, Hoai son 99,20mg, Mau
don bi 20,14mg, Phuc linh
74,55mg, Trach ta 120mg)
196,98mg; Bot kép (tuong Uing
v6i Mau don bi 99,86mg, Hoai
son 45,45mg) 206,10mg

Cao dic quy vé khan (tuong
duong 793,89mg duogc liéu, bao
gom: Thuc dia 320mg, Son thu
160mg, Hoai son 99,20mg, Mau
don bi 20,14mg, Phuc linh
74,55mg, Trach ta 120mg)
196,98mg; Bot kép (twong ung
véi Mau don bi 99,86mg, Hoai
son 60,80 mg , Phuc linh
45,45mg) 206,10mg




Ngi dung dinh

STT|  Tén thudc Co sé ding ky S6 ding ky chinh Théng tin di ghi Théng tin dinh chinh
Dudne tm an Cong ty ¢ phan Duoc
40 DDVg Pham Viét (Pong VD-35157-21  |Tén thube Dudng tim anDDV Duéng tim an PDV
Dugc Viét)

19. Quyét dinh s6 513/QP-QLD ngay 01/9/2021 ctia Cuc Quén 1y Duoc vé viéc ban hanh
hanh tai Viét Nam - Dot 170 b6 sung

danh myc 71 thudc san xuét trong nudc duoc cap gidy ding ky luu

41

Conqta

Cong ty ¢6 phan duoc
pham va sinh hoc y té

VD-35351-21

Co s& dang ky

Cong ty co phan duoc pham va
sinh hoc y té

Cong ty TNHH duoc pham Anh
Thy

bia chi co sé dang
ky

S6 31, Puong Ngb Thoi Nhiém,
Phuong 6, Quan 3, Tp. H6 Chi
Minh

D7, T6 dan phd Pinh Thén,
Phuong M§ Dinh 1, Quan Nam
Tu Liém, TP. Ha Noi

20. Quyét dinh s6 641/QD-QLD ngay 01/11/2021 cta Cuc Quan ly Duoc vé viéc ban hanh danh muc 106 thuéc san xuat trong nudc duge cap gidy dang ky luu
hanh tai Viét Nam - Dot 172

42

Gonjytaz 50

Cong ty ¢d phan duoc
pham va sinh hoc y té

VD-35458-21

Co so dang ky

Cong ty co phan dugc pham va
sinh hoc y té

Cong ty TNHH dugc pham Anh
Thy

bia chi co sé dang
ky

S6 31, Puong Ngb Thoi Nhiém,
Phudng 6, Quan 3, Tp. HO Chi
Minh

D7, T6 dan phd Pinh Thén,
Phuong M§ Dinh 1, Quan Nam
Tu Liém, TP. Ha Noi

21. Quyét dinh s6 447/QD-QLD ngay 02/8/2022 ctiia Cuc Quan 1y Dugc vé viéc ban hanh Danh muc 133 thubc san xuat trong nudc dugc gia han gidy ding ky
Iuu hanh tai Viét Nam - Dot 178

43

Losartan 25 mg

Cong ty Co phan XNK
Y té Domesco

VD-21027-14

Tén thude

Losartan 25 mg

Dozar 25 mg

22. Quyét dinh s6 574/QD-QLD ngay 26/9/2022 ctia Cuc Quan 1y Duoc vé viéc ban hanh Danh muc 103 thudc san xuét trong nudc duoc gia han gidy dang ky
luu hanh tai Viét Nam - Dot 179

Sodium chloride

Cong ty ¢d phan hoa-

Hoat chit, ham

Mdi 250 ml chira Natri clorid

MJdi 250 ml chira Natri clorid

44 10,9% & Dextrose duoc phim Mekonhar VD-20961-14 Iwon 2,25g; Glucose monohydrat tuong |2,25g; Glucose monohydrat tuong
5% P P g duong glucose khan 12,5mg duong glucose khan 12,5g
. 0 6 pha . . :
45 |Aumoxtineso  |COn8 W cOphanduoc oy osie 13 | Ten thude Aumoxtine 50 Aumoxtine 250

pham va sinh hoc y té




- - — h

STT|  Tén thube Co s6 diing ky Sédingky | O i;?fhd‘“ Théng tin da ghi Théng tin dinh chinh

. Lo I - 18, duong s6 13, khu cb
Ampicilline Cong ty c6 phan duoc Dia chi co sd san Lo - 18, duong s0 13, khu cong nohié Téui g?l?llllg iir&yn7 T; e
46 [P Lot €OP 70 |vD-23999-15 y nghiép Tan Binh, quan Tan Phu, |oo P a1 DIMAL, PIUONS “ay
500mg pham va sinh hoc y té xuat [P A Thanh, quan Téan Phu, TP. Ho6 Chi
TP. H6 Chi Minh, Viét Nam . o n
Minh, Viét Nam

23. Quyét dinh s6 575/QD-QLD ngay 26/9/2022 ctia Cuc Quén 1y Dugc vé viéc ban hanh
hanh tai Viét Nam - Dot 179

danh myc 159 thudc san xuat trong nudc duoc cap gidy dang ky luu

Cong ty c6 phan duoc

47 |Mibinir 300 P . |VD-35838-22 Tén thude Mibinir 300 Mebinir 300
pham va sinh hoc y té
A 2 1A R . s A A Hop 3 vi x 10 vién, hop 10 vi x 10
48 |Hadupred 4 Congty co phan Duoc |y Jogcs 50 |Quy cach dong goi |FL0P O3 Vi 10 Vix 10vien, 1o 100 1 ) 100 vien., 1o 200 vien, lo
vat tu y t¢ Hai Duong vién o a
’ 500 vién,
Tén thuoc LoviloLSP1 LaviloLSP 1
. Cong ty ¢d phan Y . « o |Km22, Qudcld 5, Thitran Ban  [Km 22, qudc 18 5, phudong Ban
49 |LoviloLSP1 VD-35878-22 bia ch ’ R ’ L
oviie duoc LS K 1 a chi co s dang Yén Nhan, huyén M§ Hao, tinh Yén Nhan, thi x4 M§ Hao, tinh
Y Hung Yén Hung Yén
Céng ty TNHH
50 [Flaben 5000 Thuong mai Duoc VD-35921-22 Tén thude Flaben 5000 Flaben 500

phim Quang Anh

24. Quyét dinh s6 81 8/QD-QLD ngay 19/12/2022 cia Cuc truéng Cuc Quan ly Duoc vé viéc ban hanh Danh muc 17 thube duoc liéu, thudc cbd truyén s&n xuét

trong

nudc duoc gia han gidy ding ky luu hanh tai

Viét Nam - Dot 180

51

Boganic

Cong ty C6 Phan
Traphaco

Ham lugng hoat

VD-19789-13 4
chat

Cao kho Actisd EP (Extractum
Cynarae siccus) 8 mg; Cao kho
Rau ding dat 8:1 (Extractum
Herba Glini oppositifolii siccus)
64mg; Cao kho Bim bim
(Extractum Semen Pharbitidis
siccus) (Ham luong acid
chlorogenic 2 0,8%) 6,4mg

Cao kho Actiso EP (Extractum
Cynarae siccus) 85 mg; Cao khé
Rau ding dét 8:1 (Extractum
Herba Glini oppositifolii siccus)
64mg; Cao kho Bim bim
(Extractum Semen Pharbitidis
siccus) (Ham lugng acid
chlorogenic 2 0,8%) 6,4mg

25. Quyét dinh s6 831/QDP-QLD ngay 21/12/2022 cta Cuc Quan 1y Duogc vé viéc ban hanh danh muc 10 thube duoc liéu, thudc cb tmyén s&n xult trong nudc
duoc cép gidy ding ky luu hanh tai Viét Nam - Dot 180




Ngi dung dinh

STT|  Tén thudc Co s& diing ky S6 diing ky chinh Théng tin di ghi Théng tin dinh chinh
Moi 300mg cao khd hdn hop duoc [Mdi 300mg cao khd hdn hop duoc
R 1 liéu (tuong duong Hoe (nu hoa)  |liéu (tuong duong Hoe (nu hoa)
52 |Ha ap Nhgt Nhge |COn8 Y TNHH Duoc 1y 1506 5p  [Hoatchatchinh, o0 o Dira can (14) 250mg: Ciic [830mg: Dira can (14) 250mg;: Ciic
pham Nhat Nhat ham luong

hoa vang 80mg; C6 ngot 17mg;
Sen (cdy mam) 80mg

hoa vang 80mg; Co6 ngot 170mg;
Sen (cdy mam) 80mg

26. Quyét dinh s6 832/QP-QLD ngay 21/12/2022 cta Cuc truéng Cuc Quan Iy Dugc vé viéc ban hanh danh muc 125 thudc san xuat trong nudc dugc cap gidy
dang ky luu hanh tai Viét Nam - Dot 181

Cong ty ¢6 phan Duoc

Thiamin monohydrat 100mg;

Thiamin mononitrat 100mg;

53 [Vitanique pham cong nghé cao VD-35995-22 Hoat chat Pyridoxin hydrochlorid 50mg; Pyridoxin hydroclorid 50mg;
Abipha Cyanocobalamin 0,5mg Cyanocobalamin 0,5mg
) , . . |Losd7, duong 2, Khu cong Losd 7, duong 2, Khu cong
Cong ty C6 phan Duoc Dia chi Co's san nghiép Tan Tao, Phuong Tan Tao |nghi€p Tan Tao, Phuong Tan Tao
54 |Haruaji ns ty LOphan LUoC vy 36024-22  |xudt va dia chi EHIEP ~dn 140, THUONS T4l 180 |NSIep Tan ~ 4o, TAUOng an s
pham Phuong Pong . e , A, Quan Binh Thuén, TP. H6 Chi |A, Quan Binh Tan, TP. H6 Chi
Co so dang ky . :
Minh Minh
) , . . |Losd7, duong 2, Khu cong L6 s6 7, duong 2, Khu cong
R P bia chi Co s¢ san A . ~ A . A
55 |Smofen Cong ty Co phan Duoc VD-36025-22 <At va dia chi nghiép Tan Tao, Phuong Tan Tao |nghiép Tan Tao, Phuong Tan Tao
pham Phuong Dong ‘ A, Quan Binh Thuén, TP. H6 Chi |A, Quan Binh Tan, TP. H6 Chi

Co sd dang ky

Minh

Minh

27. Quyét dinh s6 833/QP-QLD ngay 21/12/2022 cia Cuc Quan ly Duoc vé viéc ban hanh Danh muc 137 thude san xuat trong nudc duoc gia han gidy ding ky
luu hanh tai Viét Nam - Dot 181

56

Vina-AD

Cong ty C6 phan Dugc
pham Ha Tay

VD-19369-13

Hoat chét chinh-
ham lugng

Vitamin A (Retinyl palmitat) 2000
IU; Vitamin D2 (Ergocalciferol)
400 IU; Vitamin A (Retinyl
palmitat) 2000 1U; Vitamin D2
(Ergocalciferol) 400 TU

Vitamin A (Retinyl palmitat) 2000
IU; Vitamin D2 (Ergocalciferol)
400 IU

28. Quyét dinh s6 855/QDP-QLD ngay 30/12/2022 ciia Cuc Quan Iy Dugc vé viéc ban hanh danh muc 180 thudc san xuit trong nudc duoc cap gidy ding ky luu
hanh tai Viét Nam - Dot 182




Ngi dung dinh

STT|  Tén thudc Co s& diing ky S6 diing ky chinh Théng tin di ghi Théng tin dinh chinh
. . 0 43 duc 0 8, khu ¢6
S6 43 duong so 8, khu cong 50 A du(.’flg 50°, X cong
. , . A xriA . nghiép Viét Nam - Singapore,
bia chi co sé san |nghiép Viét Nam - Singapore, P. . . . ) B
£ - . A . Phuong Binh Hoa, Thanh pho
xuat Binh Hoa. Thi xa Thuan An, Tinh N , . o
. n Thuén An, Tinh Binh Duong, Viét
Cong ty C6 phan Duoc Binh Duong, Viét Nam Nam
57 |Etoricoxib 60 2 ) " |VD-36122-22 A ; T =
a & . . 43 8, kh
pham Boston Viét Nam S6 43 duong so 8, khu cong 50 A du(.’flg 50°8, X cong
: , \ o ren . nghiép Viét Nam - Singapore,
bia chi co so nghiép Viét Nam - Singapore, P. . ; . ) 2
< , - . A . Phuong Binh Hoa, Thanh pho
dang ky Binh Hoa. Thi xa Thuan An, Tinh A . . "
. n Thuén An, Tinh Binh Duong, Viét
Binh Duong, Viét Nam
Nam
R PO bia chi Co sd san |L6 7, duong 2, Khu cong nghiép  |L6 7, duong 2, Khu cong nghiép
. h D g p ] 2 2 v 2 2 v
58 |Oripra C}? énn% tlzhig If 2}1)116n uoe VD-36143-22 xuat va dia chi Tén Tao A, Quan Tan Binh, TP.  [Tén Tao, Phuong Tén Tao A,
P g Hons Cosddangky  [HS Chi Minh Quén Binh Tan, TP. H Chi Minh
59 [Ambrol caps Congty co phan Duoe |y 56166 50 |Ten thuée Ambrol caps Ambron caps
Vacopharm
o o 115 Ngo6 Gia Tu, phuong Hai 115 Ngb Gia Ty, phuong Hai
bia ch S i ) g ,
X:gtc 1 COSOSAN  pan, quan Hai Chau, thanh phé  |Chéau 1, quan Hai Chéau, thanh phé
5 5 pha Da N3 Da N§
60 |Cetecocenclar 500 [COn8 Y COphanDuoe |y 517, oy T — T —
Trung uong 3 Dia chi co s& dine 115 Ng6 Gia Ty, phuong Hai 115 Ng6 Gia Ty, phuong Hai
I © |Chau, quan Hai Chau, thanh phé  [Chau 1, quan Hai Chéu, thanh phd
y DPa Nang DPa Nang
Tén thube Alphachymotr ypsin Alphachymotrypsin
. Chymotrypsin
A 2 LA T1s £ Chymotrypsin (Alphachymot . .
Alphachymotr Cong ty Co phan Hoa- Hoat chat . v (Alphachymotrypsin) 4200 don vi
61 . 2 VD-36181-22 ' ’
ypsin duoc pham Mekophar rypsin) 4200 don vi USP USP
Quy cach déng goi Hop 2 vix 10 vién, Hop S vix 10 |Hop 1 thi x 2 vi x 10 vién; Hop 1

vién

tai x 5vi x 10 vién

10




Ngi dung dinh

STT|  Tén thudc Co s& diing ky S6 diing ky chinh Théng tin di ghi Théng tin dinh chinh
Hop 2 vi x 10 vién; Hop 3 vi x 10 [[10P 2 Vix 10 vien; Hop 3 vix 10
Cong ty C6 phan Hoa- vién: Hop 5 vix 10 vién: Hop 1 |V Hop S vix 10 vien; Hop 1
62|Lyrigab 75 duoc phim Mekophar VD-36182-22 Quy cach dong goi chai 30 vién: Hop 1 chai 60 vién: chai 30 vién; Hop 1 chai 60 vién;

Hép 1 chai 100 vién

Hop 1 chai 100 vién; Hop 4 vi x
14 vién

29. Quyét dinh s6 131/QD-QLD ngay 27/02/2023 cta Cuc Quan ly Duoc vé viéc ban hanh danh muc 40 thude san xuét trong nudc duoc cap gidy ding ky luu
hanh tai Viét Nam - Dot 182 bd sung

63 |Savi-Toux 200

Cong ty C6 phan Duoc
pham SaVi

893100001623

Tén thudc

Savi-Toux 200

SavieToux 200

64 |Eufixim 100

Cong ty C6 phan Duoc
phiam Me Di Sun

893110001323

Tén thudc

Eufixim 100

Eufexim 100

30. Quyét dinh s6 132/QD-QLD ngay 27/02/2023 ctia Cuc Quan ly Duogc vé viéc ban hanh danh muc 18 thude san xuit trong nudc duoc cp gidy ding ky luu
hanh tai Viét Nam - Dot 182.1

65 |Brosafe

Cong ty ¢d phan DTS
Viét Nam

893100004123

Tén thanh pha . . .

thi%z anti phan Bromelain 100 F.1LP U Bromelain 100 F.I.P units

Dang bao ché Vién nén bao phim Vién nén bao phim tan trong rudt
R , n R , Hop 1 thi 3 vi x 10 vién, Hop 1 tai

Quy cach déng goi Hop 3 vix 10 vien, Hop 6 vix 10 6 vix 10 vién, Hop 1 tai 10 vi x

vién, Hop 10 vi x 10 vién

10 vién

31. Quyét dinh s6 197/QP-QLD ngay 24/3/2023 cua Cuc QLD vé viéc ban hanh danh muc 147 thudc san xuét trong nudc dug

Viét Nam - ot 183

¢ cap gidy dang ky luu hanh tai

66 |Gliptinestad 100

Cong ty TNHH Lién
doanh Stellapharm

893110064323

Quy cach dong goi

Hop 2 vi x 10 vién

Hoép 2 vix 14 vién

32. Quyét dinh s6 198/QD-QLD ngay 24/3/2023 ciia Cuc QLD vé viéc ban hanh Danh muc 135 thudc san xuat trong nudc duoc gia han gidy ding ky luu hanh tai

Viét Nam - Dot 183

Cong ty C6 phan Duoc

893100044223

67 [SaViBroxol 30 phim SaVi (VD-20249-13) Quy cach dong go1 |[Hop 3 vi x 10 vién Hop 3 vixé x 10 vién
.. Cong ty ¢ phan Duoc - (893110039123 . , ,
68 |Calcilinat F100 Y Hand 24 th 36 th
aierina Trang thiét bi y t& (VD-21824-14) | 2neuns ans ans
T - 5 0 phan D 893110044523 , . . .
69 enamyd Congty CO phan Duoe Dang bao ché Vién nén bao phim B6t pha tiém

cefotaxime 2000

pham Tenamyd

(VD-19445-13)

11




Ngi dung dinh

STT|  Tén thudc Co sé ding ky S6 ding ky chinh Théng tin di ghi Théng tin dinh chinh
20 |Stadsone 4 Congty TNHH Lién 893110048923  |S6 dang ky gia  [893110048923 893110048923
doanh Stellapharm (VD-26578-17) |han (S6 dangky  |(VD-26578-170) (VD-26578-17)
71 |kortimed Cong ty TNHH San 893110051023  |Tiéu chuan thanh NSX USP hién hanh

xudt dugc pham

(VD-21161-14)

phim

12




