BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap — Tu do — Hanh phiic
S6: 64 /QDP-QLD Ha Ngi, ngay 14 thang 02 nam 2022
QUYET PINH

Veé viéc sira doi thong tin thudc dwoc cap gidy ding ky luu hanh tai Viét
Nam ban hanh kém theo cac Quyét dinh cap gidy ding ky luu hanh ciaa
Cuc Quan ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Bo Y té;

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

Can cir Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii
sita doi, bo sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan 1y nha meée ciia Bo Y té;

Can cir Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cit Théng tie s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trudng Bé
Y té quy dinh viéc dang ky luu hanh thuée, nguyén lidu lam thudc;

Can cit Théng te s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé truéng B
Y té sira doi, b6 sung va bdi bé mét sé vin ban quy pham phdp ludt do B trucng
BJ Y té ban hanh, lién tich ban hanh;

Can cit vao ho so diang ky luu hanh thuéc luvu tai Cuc Quan Iy Duwoc;

Theo dé nghi ciia Triedng phong Pdng ky thuéc, Cuc Quan 1) Duorc.

QUYET PINH:

Piéu 1. Stra d6i mot s6 thong tin thude duoc cap gidy diang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh cua
Cuc Quan ly Dugc (Phu luc kem theo Quyét dinh nay).

Céc thong tin khac ciia thude duoc cép gidy dang ky luu hanh tai Viét
Nam ban hanh kém theo cac Quyét dinh cap gidy diang ky lru hanh thudc tai Phu
luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.
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Piéu 3. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va
Giam doc co sd san xuat va co s¢ dang ky co6 thudce tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

- Cuc Quany - B0 Quéc phong, CucY té - Bo Cong An; (191
-CucY t& GTVT - B6 Giao thong van tai; Téng Cuc Hai \\ 2\
quan - B9 Tai chinh; \

- Bao hiém x3 hoi Viét Nam; X2 v A

-B Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra ~ Nguyén Thanh Lam
Bo;

- Vién KN thuée TW, Vién KN thuée TP. HCM;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién co6 giuong bénh truc thuoc BYT;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.

Noi nhgn: KT. CUC TRUONG
-Nhu Dieu3; PHO CUC TRUONG
- Bo truong BYT (deé b/c); P :\H\\x :

- TTr. D Xuén Tuyén (dé b/c); N O\

- Cuc truéng Vii Tuan Cudng (dé b/c); & k (



PHU LUC

Danh muc cac thong tin sira déi’cﬁa cac thuf')c' dwoc cip gidy diang ky lwu hanh tai Viét Nam
ban hanh kem theo cac Quyét dinh cap giay dang ky luu hanh cia Cuc Quién ly Duge

(Ban hanh kém theo Quyét dinh s6 64

Xuét trong nudc duoc cép GDKLH tai Viét Nam - Dot 152

/OD-QLD ngay 14 /02 /2022)

1. Quyét dinh s6 662/QP-QLD ngay 17/12/2015 cua Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thubc san

Noi dung

STT Tén thudc Co s ding ky | S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
. Cong ty Coxphan VD-23659- Hpat Chflt Cefepim (dudi dang Cefeplm (dudi da‘ng
1 Pimefast 2000 Dugc pham 15 chinh - ham Cefepim HCI) 2000m Cefepim HCI va
Tenamyd luong p & Arginin) 2000mg
. Cong ty Coxphan VD-23658- Hpat chflt Cefepim (dudi dang Cefeplm (duoi da‘ng
2 Pimefast 1000 Dugc pham 15 chinh - ham Cefepim HCI) 1000m Cefepim HCI va
Tenamyd luong P & Arginin) 1000mg

xuat trong nuédc dugc cdp GPKLH tai Viét Nam - Dot 156

2. Quyét dinh sb 547/QP-QLD ngay 15/11/2016 cua Cuc trudéng Cuc Quan Iy Dugc vé viée ban hanh Danh muc thube san

A £ - , £ 1w . | NOi dung A e A~ oy A e as ,
STT Tén thuoc Co s¢ dang ky | So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
. Cong.ty TNHH VD-26027- Hoat Ch?t Moi chai Sml chira: Moi Sml sird chira:
| Cisteine 250 Thai Nakorn chinh - ham o o
A 16 Carbocistein 250mg Carbocistein 250mg
Patana Viét Nam luong

Xuat trong nudc duoc cép GDKLH tai Viét Nam - Dot 160

3. Quyét dinh s6 99/QD-QLD ngay 22/02/2018 cta Cuc truong Cuc Quan Iy Dugc vé viée ban hanh Danh muc thudc san

STT

Tén thudc

Co s¢ dang ky

S6 ding ky

Noi dung
stra doi

Thong tin tai danh muc
da ban hanh

Théng tin sira ddi




Hop 1 lo +1 ong nudc Hop 1 lo + 1 6ng nude
n 2 1A cat pha tiém Sml. Hop cat pha tiém Sml. Hop 3
1 Azilvo %)frl(%cty }?é(;np }Eln VD-28855- | Quy cach 3 1o + 3 bng nude ct lo + 3 bng nuéc cat pha
y 0¢ P 18 déong g6i | phatiém Sml. Hop 5lo | tiém Sml. Hop 5 1o + 5
Thién X .k X .. A
+ 0ng nudc cat pha ong nuoc cat
tiém Sml pha tiém 5ml
, Moi 100g chira: Methyl | Mdi 100g chira: Methyl
Cong ty TNHH VD-29551- Hoat chat salicylat 12,5g; salicylat 12,5g; Menthol
2 Neoticam balm Thai Nakorn 13 chinh - Menthol 5,64g;‘ 5,§4 g; Camphor 1,8g;
Patana Viét Nam ham lugng Camphor 1,8g; Dau Dau Eucalyptus 1,8g;
Eucalyptus 1,8g Eugenol 1,36¢g
Neoticam balm (co s& Neotica ba} m (C? 59
X N nhuong quyén: Cong ty
nhugng quyén: Cong ty .
) TNHH Thai Nakorn
n TNHH Thai Nakorn Patana , -
Cong ty TNHH VD-29551- ’ (Thai Lan)- d/c: 94/7 Soi Patana (Thai Lan)- d/c:
3 Neoticam balm Thai Nakorn Tén thuoc : 94/7 Soi
A 18 Ngamwongwan 8
Patana Viét Nam . \ Ngamwongwan 8
(Yimprakorb), duong . \
(Yimprakorb), duong
Ngamwongwan, Neamwonewan
Nonthaburi, Thai Lan) & swan,

Nonthaburi, Thai Lan)

4. Quyét dinh s6 457/QP-QLD ngay 01/08/2019 cua Cuc trudong Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thubc san
xuat trong nuédc dugc cdp GPKLH tai Viét Nam - Dot 165

n £ o ax . £ ax . | Noi dung Thong tin tai danh muc A e o 2Re
STT Tén thuoc Co s¢ dang ky | So dang ky sira ddi d3 ban hanh Thong tin swra doi
Cong ty Qé phan VD-3279)- ’
1 | AT Mequitazine | Dugc pham An 19 Tén thuoc A.T Mequitazine A.T Mequitazine 5 mg
Thién




5. Quyét dinh s6 652/QD-QLD ngay 23/10/2019 ctia Cuc truéng Cuc Quan Iy Duogc vé viée ban hanh Danh muc thudc san
Xuat trong nudc dugc cép GDKLH tai Viét Nam - Dot 166

A £ o ax , . . | NOi dung A e am ys A e as ,
STT Tén thuoc Co s¢ dang ky | So dang ky dinh chinh Thong tin da ghi Thoéng tin dinh chinh
Cong ty C6 phan Hoat chét Mdi lo 10g kem bdi da ..
1 A.T Urea20% | Duogc phdm An VD_?:;’?) o8- chinh - chtra Mmc}lu?:f 5?2;201 da
Thién ham luong Urea2 g &
A 2 A e Méi 5 g chira:
L Cong ty Cophan | oy 334, | Hoat chat M3i tuyp 5 g chira: Mupirocin
2 Atimupicin Duogc pham An chinh - I - ..
o 19 \ Mupirocin 100mg (dud1 dang Mupirocin
Thién ham luong .
] calcium) 100mg
Cong ty ¢0 phan
3 Oxlatin Cong nghé Sinh | QLDB-791- | Dang Pao Dung dich tiém Dung d1kch fiam dac pha
hoc Duoc 19 ché truyén tinh mach
Nanogen
Cong ty ¢ phan
4 Oxlatin Cong nght Sinh | QLDB-791- | s huan USP 37 TCCS
hoc Duoc 19
Nanogen

6. Quyét dinh s6 274/QD-QLD ngay 15/06/2020 ctia Cuc trudng Cuc Quan 1y Duge vé viée ban hanh Danh muc thude san
Xuat trong nuoc dugc cép GDKLH tai Viét Nam - Dot 167

A £ 2 ax , £ ax ., | Noidung | Thong tin tai danh muc A e o aRs
STT Tén thuoc Cosodang ky | So dang ky siva ddi d5 ban hanh Thong tin swra doi
Atirin Cong ty C;O phan VD-34136- H,oat Ch'flt Moi go6i 5 ml chua: Moi 5 ml chtra: Ebastin
1 . Duogc pham An chinh - ham .
suspension . 20 Ebastin 5 mg 5 mg
Thién luong




Hdop 20 géi, 30 go1, 50
Hop 20 goi, 30 géi, 50 | gbi x 15ml; Hop 1 chai,
Cong ty C6 phan . 261 x 15ml; Hop 1 chai, 10 chai x
2 Atiferole Dugc pham An VD-33133- glolg Caf,)}il 10 chai x 15ml; Hop 1 15ml; Hop 1 chai, 10
Thién g8 chai x 30 ml, 60 ml, chai x 30 ml; Hop 1
100 ml chai 60 ml,
100 ml
Céne tv Cd vhin Hop 2 vi, 3 vi, 6 vi, 10 Hop 2 vi, 3 vi, 5vi, 10
A.T Lisinopril 5 S AOD VD-34121- Quy cach vix 10 vién; Hop 1 vix 10 vién; Hop 1 chai
3 Duoc pham An . . . A o o
mg Thién 20 dong goi chai 30 vién, 60 vién, 30 vién,
100 vién 60 vién, 100 vién
Paracetamol 500mg; Paracetamol 500mg;
Coldacmin | Cong ty Cé phan | VD-34088- : Phenylephedrin Phenylephrin HC1
4 R Hoat chat hydrochlorid 10mg; 10mg;
Fort Duoc Hau Giang 20 : i : ;
Clorpheniramin maleat | Clorpheniramin maleat
2mg 2mg

Xuat trong nuoc duoc cép GDKLH tai Viét Nam - Dot 168

7. Quyét dinh s6 652/QD-QLD ngay 21/12/2020 ctia Cuc truéng Cuc Quan Iy Duogc vé viée ban hanh Danh muc thudc san

n £ 2 s , £ s ., | Noidung | Thong tin tai danh muc Ao R
STT Tén thuoc Co s dang ky | So dang ky siva ddi d3 ban hanh Thong tin swra doi
SaVi Céne tv C6 ohin , Lamivudin 300 mg; Lamivudin 300 mg;
1 Lamivudin Duo% };1 Am gaVi VD3-87-20 Hoat chat Tenofovir disoprosil Tenofovir disoproxil
e/Tenofovir P fumarat 300 mg fumarat 300 mg




8. Quyét dinh s6 88/QD-QLD ngay 24/02/2021 ciia Cuc trudng Cuc Quan Iy Duogc vé viée ban hanh Danh muc thudc san
Xuat trong nudc dugc cép GDKLH tai Viét Nam - Bot 168.1

n £ 2 as , £ 2 ., | NOidung | Thong tin tai danh muc A e o 3R
STT Tén thuoc Co so dang ky | So dang ky siva dai d3 ban hanh Thong tin stra doi
o Hop 1 tuyp < 15 g, Hop
. Cong ty Co phan Quy céach n : 1 tuyp x 30 g, Hop 1
1 Counterpain Duoc Hau Giang CN-1-21 déng g6i Hop 1 chai x 100 ml tuyp x 60 g, Hop 1 tuyp
x120 g

9. Quyét dinh s6 315/QD-QLD ngay 03/06/2021 ciia Cuc truéng Cuc Quan Iy Duogc vé viée ban hanh Danh muc thude san
xuat trong nudc duoc cdp GPKLH tai Viét Nam - Pot 169.1

n £ 2 ax , £ o1 ., | NOidung | Thong tin tai danh muc Al e o 2R
STT Tén thudc Cosé dang ky | So dang ky siva ddi d5 ban hanh Thong tin swra doi
Cong ty CP duoc
1 Sovitex Vattuy té Ha VD_;?O%_ Tén thude Sovitex Sotivex
Nam

10. Quyét dinh sb 572/QD-QLD ngay 08/10/2021 ctia Cuc truong Cuc Quan Iy Dugc vé viée ban hanh Danh muc thudce
san xuat trong nuéc duge gia han GDKLH tai Viét Nam - Dot 171

Noi dung Thong tin tai danh muc

STT| Ténthube | Cosédingky | Sédingky | ~ 0 "l d3 ban hanh

Théng tin sira ddi

Cong ty (;6 phan
1 Jasunny dugc pham Gia
Nguyén

VD-23259- Quy cach
15 doéng goi

Hop 50 go1 x 5g, hop 1

Hop 50 goi x 5¢g tuyp 50g




Jasunny

Cong ty (;6 phan
dugc phdm Gia
Nguyén

VD-23259-
15

Hoat chat va
Ham lugong

Ketoconazole 15mg,
Clobetasol propionate
0,25mg/1g kem

Ketoconazole 15mg,
Clobetasol propionate
0,25mg/1g nhii tuong




