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QUYET PINH

Veé viéc sira d6i thong tin thudc duoc cip, gia han gidy ding Ky luwu hanh tai Viét Nam ban
hanh kém theo cac Quyét dinh cép, gia han gidy ding ky luu hanh ciia Cuc Quan Iy Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can_cir Ludt Duwge s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh chirc ning,
nhiém vu, quyén han va co cdu té chire ciia B Y té;

Can cit Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phit quy dinh chi tiét mot
56 diéu va bién phap thi hanh Ludt Duoc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sita doi, b6 sung
mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan Iy nha nuée cia
Bo Y té;

Can cit Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 ciia Chinh phii vé céng tdc van thi;

Can cir Théng twr s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé trucng Bé Y té quy dinh viéc
dding ky lwu hanh thuéc, nguyén liéu lam thudc;

Can cir ho so dang ky luu hanh thuée luu tai Cuc Quan Iy Duoc;

Theo dé nghi ciia Truwéng phong DPang ky thuéc, Cuc Qudn 1y Duoc.

‘ 7 , QUYET PINH: ,

biéu 1. Stra d61 mot s6 thong tin thudc dugc cép, gia han gidy dang ky luu hanh tai Viét
Nam ban hanh kem theo cac Quyét dinh cap, gia han gidy dang ky luu hanh cua Cyc Quan ly
Dugc (Phu luc kem theo Quyét dinh nay).

Cac thong tin khac cua thuoc duoc cap, gia han gidy dang ky luu hanh tai Viét Nam ban
hanh kém theo cac Quyét dinh cip, gia han gidy dang ky luu hanh thudc tai Phu luc kém theo
Quyét dinh nay khong thay doi. 7

Dieu 2. Quyet dinh nay c6 hi¢u lyc ké tir ngay ky ban hanh. ’

Diéu 3. Giam doc So'Y t€ cac tinh, thanh pho tryc thudc Trung wong va Giam doc co s&
sdn xuat va co s¢ dang ky co6 thudce tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhén: KT. CUC TRUONG
- Nhu Diéu 3; 7 PN N{O CucC TRUONG
- BT. bao Hong Lan (dé b/c); B N~ —

- TTr. B3 Xuén Tuyén (dé b/c); s UC I 1

- Cuc trudng Vil Tudn Cuong (dé blc); (9 ot ~

- Cuc Quany - Bo Quéc phong, Cuc Y té - B6 Cong An;
- Cuc Y té GTVT - B Giao thong vén tai; Téng Cuc Hai quanx\ y
- B6 Tai chinh; o™ vy 1 :Q/ x . .

- B&o hiém x4 hoi Viét Nam; ~=—=Nguyén Thanh Lam
-BOY té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bo;

- Vién KN thuéc TW, Vién KN thudc TP. HCM,;

- Téng Coéng ty Duoc Viét Nam;

- Cac Bénh vién, Vién c6 givong bénh truc thudc BYT;

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

VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.



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 kéem theo Quyét dinh so: 786 /OD-QLD ngay07 thang12nam 2022 cua Cuc Qudn ly Duoc)

L Quyét dinh s6 157/QB-QLD ngay 19/6/2013 ctia Cuc trudéng Cuc Quan 1y Duoc vé viée ban hanh Danh muc thudc san xuét trong nude
dugc cap GPDKLH tai Viét Nam - Dot 140

International Pharma

A £ o ax , £ 4w , Noi dung " e A v A oo, ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thoéng tin dinh chinh
1 Solmux TL Cong ty TNHH United VD-19233-13 | Hoat chat Carbocistein 200 mg Moi 5ml chira Carbocistein

200mg

2. Quyét dinh s6 414/QDP-QLD ngay 27/12/2013 ctia Cuc truong Cuc Quan Iy Dugc vé viée ban hanh danh myc 270 thudc san xuat trong nudc
duogc cap so6 dang ky luu hanh tai viét nam - dot 143

742mg

A e » ax , £ ax , Noi dung " . am L A .o, ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
2 Methocylat Cong ty co phan dugc pham | VD-20171-13 | Ham luong Moi 20g chira: Methyl Moi 20g chira: Methyl
Agimexpharm hoat chat salicylat 3g; Menthol salicylat 3g; Menthol 2g

3. Quyét dinh s6 437/QD-QLD ngay 12/8/2014 ctia Cyc truéng Cuc Quan 1y Dugc
dugc cap so dang ky luu

hanh tai viét nam - dot 146

vé viéc ban hanh danh muc 412 thuoc san xuat trong nudc

N¢i dung

Quang Binh

fucidic 100mg

STT| Tén thudc Co sé diang Ky S6 ding ky dinh chinh Théng tin da ghi Théng tin dinh chinh
3 Medikids Cong ty co phan Dugc Trung | VD-21408-14 | Tén thanh M&i 60 ml chira: L-Lysin | Mdi 2,5ml chta: L-Lysin
uong Mediplantex phan thuoc hydroclorid 500mg; hydroclorid 250mg; Vitamin
Vitamin B1 10mg; B1 5mg; Vitamin B6 5mg;
Vitamin B6 10mg; Vitamin B12 25mcg
Vitamin B12 50mcg
4 Fusidic 2% Cong ty c¢b phan Dugc pham | VD-21346-14 | Hoat chat Mbi 5 gam chura: Acid Mbi 5g chira: Acid fusidic

100mg

4. Quyét dinh s6 514/QD-QLD ngay 09/9/2015 ctia Cyc truéng Cuc Quan 1y Dugc vé viée ban hanh danh muc 720 thudc san xut trong nudc
duogc cap so6 dang ky luu hanh tai viét nam - dot 151




Noi dung

STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
5 Pusadine Cong ty cb phan duge VD-23198-15 | Quy cach Hop 1 tuyp 5 gam, 10 gam, | Hop 1 tuyp 5g, 10g, 15¢g
Medipharco dong goi 20 gam

5. Quyét dinh s6 297/QD-QLD ngay 15/7/2016 ciia Cuc treéng Cuc Quan 1y Dugce
duogc cap so diang ky luu

hanh tai viét nam dot 154

ve€ viéc ban hanh danh muc 404 thuoc san xuat trong nudc

4%

STT Tén thudc Co sé dang ky S6 ding ky (11?1(1?111 ill:?ngh Thong tin da ghi Thong tin dinh chinh
6 SaViCertiryl | Cong ty C6 phan Duoc pham | VD-24853-16 | Hoat chat Cetirizin (du6i dang Cetirizin dihydroclorid
Savi chinh, ham Cetirizin dihydroclorid) 10mg
luong 10mg
7 Gel Cong ty c¢d phan Hoa duoc VD-24947-16 | Ham lugng Mbi 10mg chira: Mbi 10g chira:
Erythromycin | Viét Nam hoat chat Erythromycin 400mg Erythromycin 400mg

6. Quyét dinh s6 41/QD-QLD ngay 06/02/2017 ctia Cuc truéng Cuc Quan 1y Dugce
dugc cap so dang ky luu

hanh tai viét nam - dot 157

ve€ viéc ban hanh danh muc 598 thudc san xuat trong nudce

No6i dung

STT Tén thube Co s¢ dang ky S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
8 Hepaqueen Cong ty c¢o phan Dugc Trung | VD-26337-17 | Tén thanh Cao kho Cardus Cao kho Carduus marianus
gold wong Mediplantex phan thudc | marianus (twong duong véi | (twong dwong vai
Silymarin 140mg) 250mg | Silymarin 140mg) 250mg
9 Silymax Cong ty c¢6 phan Dugc Trung | VD-26340-17 | Tén thanh Cao kho Cardus Cao khoé Carduus marianus
Complex uong Mediplantex phan thudc marianus (tuong duong vé1 | (twong duong voi

Silymarin 140mg) 250mg

Silymarin 140mg) 250mg

7. Quyét dinh s6 229/QD-QLD ngay 22/6/2017 ciia Cuc truéng Cuc Quan 1y Dugce
duogc cap so6 dang ky luu

hanh tai viét nam - dot 158

vé viéc ban hanh danh muc 1016 thudc san xuat trong nudc

o ) o A , £ ax , Noi dung A e s ae A o o ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
10 | Trovi Cong ty cO phan Dugc Trung | VD-27218-17 | Tén thanh Moi 1g chira: a- Moi 1g chira:
uong Mediplantex phan thude Chymotrypsin 42001U Chymotrypsin 42001U




’8. Quyét dinh s6 99/QDP-QLD ngay 22/02/2018 ciia Cuc trudng Cuc Quan 1y Duogc vé viéc ban hanh danh muc 846 thudc san xuét trong nu6cC
duogc cap s6 dang ky luu hanh tai viét nam - dot 160

Bacitracin) 500

UI; Polymycin B (duéi
dang Polymycin B
sulfat) 10.000 IU

A £ PR , X 3w , N@i dung A . o~ . A . ’ ,
STT Tén thuoc Co sé dang Ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
11 | Cloromis-F Cong ty co phan Dugc Trung | VD-29277-18 | Tén thanh Mbi 1 gam bt chua: Moi 1 gam bt chua:
uong Mediplantex phan thude Bacitracin (dudi dang kém | Bacitracin (dudi dang kém

Bacitracin) 500 Ul;
Polymyxin B (duéi dang
Polymyxin B sulfat)
10.000 U

9. Quyét dinh s6 181/QDP-QLD ngay 27/3/2018 cta Cuc trudéng Cuc Quan 1y Dugc vé viée ban hanh danh muc 605 thudc san xudt trong nudc
duogc cap'so dang ky Iuu hanh tai viét nam - dot 161

uong Mediplantex

A /\ v ax . £ 4w , Noi dung " e A v A . s ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
12 BS ton Cong ty c6 phan Dugc Trung | VD-29932-18 | Tén thudc BS ton BSTon

nude dugc cip sd dang ky luu hanh tai viét nam - dot 164

10. Quyét dinh s6 108/QD-QLD ngay 27/02/2019 ciia Cuc truong Cuc Quan Iy Duoc vé viée ban hanh danh muc 1064 thudc san xuat trong

n £ A< 1 A ax 1. Noi dung A e am ps A e ,
STT Tén thuodc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
13 | Cotrimoxazol | Cong ty c6 phan Duge Trung | VD-32060-19 | Quy cach Hop 1 vi, 5 vi x 20 vién Hop 1 vi, 50 vi x 20 vién
480 uong Mediplantex dong goi
14 | Mekoindocin | Cong ty ¢o phan hoé-dugc VD-32145-19 | Tiéuchuan | DDVNIV TCCS
25 pham Mekophar chat luong

dugc cap sd dang ky luu

11. Quyét dinh s6

165/QP-QLD ngay 20/3/2019 cua Cuc truéng Cuc Quan 1y Duoc vé viée ban hanh danh muc 111 thude san xuat trong nudc

hanh tai viét nam hi€u luc 5 nam- dot 164 (tiép theo)

o ) . , £ ax , Noi dung " e s ae A . as .
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Théng tin dinh chinh
15 | Sidelena ODT | Cong ty TNHH sinh dugc VD-32597-19 | ham lugng Sildenafil (duéi dang Sildenafil (duéi dang
pham Hera Sildenafil citrate) 50 Sildenafil citrate) 50mg




12. Quyét dinh s6 303/QD-QLD ngay 10/5/2019 cta Cuc truong Cuc Quan ly Dugc vé viéc ban hanh danh muc 141 thudc san xuit trong nude
duogc cap giay dang ky luu hanh tai viét nam hiéu luc 5 ndm- dot 164 (b6 sung)

nhém, 50 tii nhém x dng
nhya Sml

A ) N e . £ o , Noi dung A e a1 A s, ,
STT Tén thuoc Co sé dang Ky So dang ky dinh chinh Thoéng tin da ghi Thong tin dinh chinh
16 | Nimodipin-bfs | Céng ty C6 phan Dugc pham | VD-32617-19 | Quy céch Hop 1 tai nhoém, 5 tai Hop 1 tai nhoém, 5 tai
CPC1 Ha Noi dong goi nhdm, 10 tdi nhém, 20 tai | nhdm, 10 tdi nhdm, 20 tui

nhém, 50 tii nhém x dng
nhya 10ml

nudc dugc cap gidydan

13. Quyét dinh $0

652/Qb-QLD ngay 23/10/2019
ky luu hanh tai viét nam - dot 166

cua Cuyc trudéng Cuc Quan ly Duoc vé viéc ban hanh danh muc

775 thudc san xuat trong

STT Tén thudc Co s¢ dang ky S6 ding ky (11?1:?111 ig?ngh Thong tin da ghi Thong tin dinh chinh

17 .} Pacilis 10 Cong ty co phan dugc VD-33275-19 | Tubi tho 26 thang 36 thang
Apimed

18 | Aginolol 100 | Céng ty c6 phan duge pham | VD-33372-19 | Quy cach Hop 3 vi x 10 vién Hop 3 vi x 10 vién; Hop 2
Agimexpharm dong goi vi x 15 vién

19 | Meko-Allergy | Cong ty c¢6 phan hoa-dugc VD-33741-19 | Hoat chat Chlopheniramin maleat Chlorpheniramin maleate

F pham Mekophar 4mg; Phenylephrine 4mg; Phenylephrine
hydrochlorid 5mg hydrochlorid 5mg

20 | Ursofast Cong ty TNHH sinh dugc VD-33955-19 | Hoat chat Ursodeoxycholic acid 500 | Ursodeoxycholic acid

pham Hera mg (dang micronized) 500mg

14. Quyét dinh s6

14.CQ 274/QP-QLD ngay 15/6/2020 cua Cuc truong Cuc Quéan Iy Duoc vé viéc ban hanh danh muc thudc san xut trong nudc
duogc cap giay dang ky luu hanh tai viét nam - dot 167

STT| Tén thube Co siv diing ky Sé ding ky df{:-’l‘] ‘zﬁ;‘ngh Théng tin da ghi Théng tin dinh chinh
21 Mekoferrat Cong ty co phan hoa-dugc VD-34339-20 | Hoat chat Sat fumarat 200mg Sat fumarat (twong dwong
pham Mekophar 65mg sit nguyén td)
200mg
22 | Rutin-Vitamin | Céng ty c6 phan hoa-dugc VD-34341-20 | Hoat chat Rutin 50mg; Acid Ascobic | Rutin 50mg; Acid ascorbic
C pham Mekophar 50mg 50mg
23 | Lysinkid Cong ty co phan hoa-dugc VD3-60-20 | Quy cach Chai 30ml, chai 60ml, chai | Hop 1 chai 30ml, hop 1
pham Mekophar dong goi 100ml chai 60ml, hop 1 chai
100ml




15. Quyét dinh s6 652/QD-QLD ngay 21/12/2020 cia Cyc truéng Cuc Quan Iy Duoc vé viée ban hanh danh myc thudc san xuat trong nuéce
duogc cap giay dang ky luu hanh tai viét nam - dot 168

STT Tén thudc Co sé dang Ky S6 ding ky (11?1(1?111 ill:?ngh Thong tin da ghi Thong tin dinh chinh
24 | Augbactam Cong ty c¢o phan hoa-dugc VD-34823-20 | Hoat chat Amoxiccilin (dudi dang Amoxicilin (duéi dang
562,5 phiam Mekophar Amoxicilin trihydrat) Amoxicilin trihydrat)
500mg; Clavulanic acid 500mg; Clavulanic acid
(dudi dang clavulanat (duoi dang clavulanat
kali/silicon dioxyd 1:1) kali/silicon dioxyd 1:1)
62,5mg 62,5mg
25 Diclofenac Cong ty c¢d phan hoa-duogc VD-34825-20 | Quy cach Hop 3 vi, 10 vi x 10 vién; Hop 3 vi, 10 vi x 10 vién;
75mg pham Mekophar dong goi chai 200 vién Hop 1 chai 200 vién
26 ~| Saliment Cong ty c6 phan hoa-dugc VD-34828-20 | Hoat chat Moi tuyp 20g chira: Mbi tuyp 20g chira: Methyl
pham Mekophar Methyl salicilat 3 g; salicylat 3g; Menthol 2g
Menthol 2 g

16. Quyét d}nh s@ 315/Qb-QLD ngay 03/6/2021 cua Cuc truong Cuc Quan ly Duogc vé viéc ban hanh danh muc 189 thudc hoa dugc san xuat
trong nudc dugc cap gidy dang ky luu hanh tai viét nam - dot 169.1

n £ o ax , £ 3w , Noi dung A e am ps A e a ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
27 Natri Clorid Cong ty cb phan dugc VD-34988-21 | Tén co s& Cong ty cb phan dugc Cong ty c¢o phan Global
0,9% Medipharco dang ky Medipharco Pharmaceutical
Dja chi co so | S6 8, Nguyén Trudng T, 6/7 duong sb 3, Cu x4 Lit
dang ky phuong Phude Vinh, Gia, Phuong 15, Quén 11,
TP.Hué, tinh Thura Thién Tp. H6 Chi Minh
Hué
28 | Aspirin_pH8 Cong ty ¢ phan hod-dwgc | VD-35077-21 | Hoat chat Aspirin 500mg Aspirin starch tuong duong
pham Mekophar acid acetylsalicylic 500mg
29 | Chlorpheniramin | Cong ty ¢o phan hoé-dugc | VD-35079-21 | Tén thudc Chlorpheniramin 4 mg Chlorpheniramine 4mg
4 mg pham Mekophar
30 | Ethambutol 400 | Cong ty c0 phan hoa-dugc | VD-35080-21 | Tén thubc Ethambutol 400 mg Ethambutol 400
mg pham Mekophar
31 | Ofloxacin Cong ty c0 phan hoa-dwoc | VD-35082-21 | Tiéu chuan | TCCS DDVN V
200mg pham Mekophar




A I S , £ ax , Noi dung A e a1 " . ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
32 Biovacor Cong ty TNHH sinh dugc VD-35129-21 | Tiéu chuan TCCS USP 41
pham Hera
33 | Jadesilox Cong ty TNHH sinh dugc VD-35130-21 | Tén thudc Jadesilox Jadesinox
pham Hera

17. Quyét dinh s6 370/QD-QLD ngay 18/6/2021 cua Cuc truéng Cuc Quan Iy Duoc vé viée ban hanh Danh muc 14 vic xin, sinh pham duoc
gia han gidy dang ky luu hanh tai Viét Nam - Dot 41

dispersion 60 mg) 100 mcg

A r o , £ 4w , Noi dung " e A v A . as ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
34 Mabthera F.Hoffmann-La Roche Ltd. QLSP-H02- S6 dang ky QLSP-H01-1072-17 QLSP-H02-1072-17
1072-17
18. Quyét dinh s6 383/Qb-QLD ngay 23/6/2021 ctia Cuc truong Cuc Quan 1y Duoc vé viéc ban hanh danh muyc 99 thudc hoa dugc san xuat
trong nudc duoc cap gidy ding ky Ivu hanh tai viét nam - dot 169 (bd sung)
o £ . , £ o , N¢i dung A e s A al ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
35 |Bothanthiy | Congty o phan duoc pham | VD-35216-21 | Hoat chat M&i 100ml cao long Mbi 100ml cao long chira
TW3 Trung wong 3 chtra: Thuc dia 15g; cac chat chiéet duogc tir duoc
Hoai son 5,73g; Téo li¢u tuong duong voi: Thuc
chua 8,8g; Thach hoc dia 15g; Hoai son 5,73g;
8,87g; Khiém thuc Tao chua 828g; Thach hdc
3,4g; Ty giai 8,8¢g 8,87g; Khiém thyc 3,4g; Ty
giai 8,8¢g
36 | Ketoprofen EC | Cong ty co phan dugc pham | VD-35224-21 | Tén thude Ketoprofen EC DWP Ketoprofen EC DWP
DWP Wealphar 100mg
37 | Haduquin 250 | Cong ty co phan dugc vt twy | VD-35228-21 | Quy céch Hop 01 vi, 02 vix 10 vién | Hop 02 vi, 03 vi x 10 vién
te Hai Duong dong goi
38 | Croncin Kid - | Cong ty C6 phan Pymepharco | VD-35232-21 | Tén thudc Croncin Kid - 50 Crocin Kid - 50
50
39 Heraprostol Cong ty TNHH sinh duoc VD-35257-21 | Hoat chat Misoprostol (dudi dang Misoprostol (dudi dang
pham Hera Misoprostol HPMC 1% Misoprostol HPMC 1%

dispersion 10 mg) 100mcg




Noi dung

STT Tén thubc Co sé dang ky S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
40 Medieucalyptol | Cong ty c¢6 phan Duge Trung | VD3-138-21 Tén thanh Eucalyptol 100 mg; ‘ Eucalyptol 100mg; Menthol
uong Mediplantex phan thude Menthol 0,5 mg; Tir}h d:élu 0,5mg; Tinh d@u g&ng
tram 0,5 mg; Tinh dau tan | 0,5mg; Tinh dau tan 0,18mg
0,18 mg
Tén co s& Cong ty ¢6 phan duoc Cong ty C6 phan Dugc
dang ky va co | pham trung wong Trung wong Mediplantex
sO san xuat Mediplantex

19. Quyét dinh s6 511/QD-QLD ngay 01/9/2021 cua Cuyc truong Cuc Quan 1y Duoc vé viée ban hanh danh muc 44 thudc san xuat trong nude

dugc cap gidy dang ky luu hanh tai Viét Nam - Dot 170

N¢i dung

STT Tén thudc Co sé dang ky S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
41 | Trifilip Cong ty TNHH sinh duoc VD-35323-21 | Tiéu chuan TCCS USP hi¢n hanh

pham Hera
42 | Trifilip Cong ty TNHH sinh duoc VD-35324-21 | Tiéu chuan TCCS USP hi¢n hanh

pham Hera

20. Quyét dinh s0 513/QD-QLD ngay 01/9/2021 cua Cyc truong Cuc Quan Iy Dugce vé viéc ban hanh danh muc 71 thudc san xuét trong nudc
duogc cap giay dang ky luu hanh tai Viét Nam - Pot 170 bo sung

n £ o ax , £ ax , Noi dung A e oy A e ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
43 | Cetirizine Cong ty C6 phan Pymepharco | VD-35367-21 | Hoat chat Cetirizin HCI 10 mg Cetirizin dihydroclorid
Stada 10 mg chinh, ham 10mg
lugng

21. Quyét dinh s6 641/QP-QLD ngay 01/11/2021

nude duge cip gidy ding ky lvu hanh tai viét nam - dot 172

cua Cyc trudéng Cuc Quan ly Duoc vé viéc ban hanh danh muc

106 thudc san xuat trong

Medipharco

A J o , £ o« , Noi dung " e a4 A .o ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
44 | Pesancidin-H | Cong ty c6 phan duoc VD-35414-21 | Ham lugng Moi 1g chira: Acid fusidic | Mdi S5g chira: Acid fusidic

100mg; Hydrocortison
acetat 50 mg

100mg; Hydrocortison
acetat 50mg




Noi dung

STT Tén thubc Co sé dang ky S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
45 | Paracold 500 | Cong ty ¢ phan hod-dugc VD-35467-21 | Tén thudc Paracold 500 Effer Vescent | Paracold 500 Effervescent
Effer Vescent | pham Mekophar

22. Quyét dinh s6 699/QD-QLD ngay 06/12/2021
duogc cap giay dang ky luu hanh tai Viét Nam - Dot 172.1

cua Cuyc trudng Cuc Quan ly Dugc vé viéc ban hanh danh muc

10 thuoc san xuat trong nudc

Noi dung

STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
46 | Bisoprolol Cong ty cb phan dugc pham | VD-35533-21 | Tudi tho 36 24
DWP 3.75mg | Wealphar

23. Quyét dinh s6 02/QB-QLD ngay 05/01/2022 ctia Cuc trudng Cuc Quan 1y Dugc vé viéc ban hanh danh muc 34 thudc san xuat trong nudc

dugc cap gidy dang ky luu hanh tai Viét Nam - Dot 173

STT Tén thudc Co s¢ dang ky S6 ding ky (11?1:?111 ig?ngh Thong tin da ghi Thong tin dinh chinh
47 | Glimepiride Cong ty C6 phan Pymepharco | VD-35558-22 | Hoat chat Glimepirid 2g Glimepirid 2mg
Stada 2 mg chinh, ham
lugng

24. Quyét dinh s6 202/QD-QLD ngay 20/4/2022 cta Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh danh muyc 53 thudc san xut trong nudc

dugc cip gidy dang ky luu hanh tai viét nam - dot 174.1

n A o 3w , £ ax . N¢i dung A e Ay A e s ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
Valsartan Cong ty ¢6 phan dugc pham . 2
48 DWP 80 mg Wealphar VD-35593-22 Tén thuoc | Valsartan DWP 80 mg Valsartan cap DWP 80mg

25. Quyét dinh sb 227/QD-QLD ngay 28/4/2022 cua Cuc truong Cuc Quan ly Duge vé viéc ban hanh danh muc 29 thudc san xuét trong nudc
duogc cap giay dang ky luu hanh tai viét nam - dot 174 bo sung

STT

Tén thube

Co s¢ dang ky

S6 dang ky

Noi dung
dinh chinh

Thong tin da ghi

Thong tin dinh chinh

49

Anba-QE

Cong ty ¢6 phan duoc my
pham Bao An

VD-35621-22

Hoat chat

Ubidecarenon 100mg;
Vitamin E (D-alpha-
tocopheryl acetate)
12,31mg

Ubidecarenon 100mg; D-
alpha-tocopheryl acid
succinat 12,31mg




duogc gia han gidy ding ky luu hanh tai viét nam -dot 176

26. Quyét dinh s6 279/QD-QLD ngay 25/5/2022 cta Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh danh muc 69 thudc san xuit trong nudc

N¢i dung

STT| Tén thudc Co sé¢ dang Ky S6 ding ky dinh chioh Théng tin da ghi Théng tin dinh chinh
50 | Vitamin E Cong ty ¢6 phan dugc vat twy | VD-18448-13 | Tén hoat chat | Vitamin D (dl-alpha Vitamin E (dl-alpha
4001U té Hai Duong tocopheryl acetat) tocopheryl acetat)

21. Quyét dinh $6.331/QD-QLD ngay 23/6/2022 cua Cuc trudéng Cuc Quan 1y Dugc vé viée ban hanh danh muc 70 thude san xuét trong nudc
duogc cap giay dang ky luu hanh tai viét nam - dot 177

Duoc liéu Pharmedic

A £ N 1w , £ 4w , Noi dung A e ey A .. ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
51 Imalotab Cong ty TNHH sinh duoc VD3-178-22 | Hoat chat Imatinib (dudi dang Imatinib (dudi dang
pham Hera imatinib mesilat) 40mg imatinib mesilat) 400mg
52 | Povidone 7,5% | Cong ty co phan Duoc pham | VD-35667-22 | Tén thudc Povidone 7,5% Povidine 7,5%

duogc gia han gidy ding ky luu hanh tai viét nam - dot 178

28. Quyét dinh s6 447/QD-QLD ngay 02/8/2022 cta Cuc trudng Cuc Quan Iy Duoc vé viéc ban hanh danh muyc 133 thudc san xuét trong nudc

n £ o ax , £ ax , Noi dung A e am ps A e a ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
53 | Goodrizin Cong ty CP Dugc Ha Tinh VD-19254-13 | S6 ding ky VD-19254-13 VD-22416-15

29. Quyét dinh s6 527/QDP-QLD ngay 09/9/2022 ctia Cuc trudng Cuc Quan 1y Dugc vé viée ban hanh danh muc 53 thudc san xuét trong nudc

dugc cap gidy dang ky luu hanh tai viét nam - dot 178 bd sung

A ) o A , £ ax , Noi dung A e s ae A o o ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
54 | Methylprednisolon | Cong ty c6 phan Dugec Ha | VD-35726- | Tén thudc Methylprednisolon 16 Methylprednisolon 16mg
16 Tinh 22
55 | Carbocisteintab | Cong ty co phan dugc VD-35743- | Tén thudc Carbocistein tab DWP Carbocistein tab DWP
DWP 250mg pham Wealphar 22 250mg 500mg
Hoat chat Carbocistein 250mg Carbocistein 500mg
chinh, ham
lugng

10




Noi dung

STT Tén thudc Co sé dang ky S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
56 | Ramipril DWP 2.5 | Cong ty ¢o phan dugc VD-35745- | Tén thudc Ramipril DWP Ramipril DWP 2.5mg
mg pham Wealphar 22 2.5mg
57 Hiteengel Cong ty. TNHH Phil Inter VD-35768- | Hoat chat Erythomycin 40 mg; Mbi 1g gel chira:
Pharma 22 Tretinoin 0,25 mg Erythromycin 40mg;
Tretinoin 0,25mg
58 Newbactam Cong ty TNHH Phil Inter VD-35769- | Hoat chat Cefoperazone 500 mg; Hon hop vo trung cua
Pharma 22 Sulbactam 500 mg cefoperazone sodium va

sulbactam sodium tuong
duong voi: Cefoperazone
500mg; Sulbactam 500mg

11
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