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pas BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tw do — Hanh phc
S6: 64 /QP-QLD Ha Ngi, ngay 14  thdng 02 ndm 2022
QUYET PINH

V@ viéc sira d6i thong tin thude dwoc cap giay dang ky luu hanh tai Viét
Nam ban hanh kém theo cac Quyét dinh cap giay ding ky luvu hanh cia
Cuc Quén ly Duoc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duroc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s¢ 75/2017/ND-CP ngay 20/6/2017 cia Chinh phai quy
dinh chire nang, nhiém vu, quyén han va co cau té chirc ciia B4 Y té;

Can cir Nghi dinh so 54/2017/NB-CP ngay 08/5/2017 ciia Chinh phu quy
dinh chi tiét mét sé dieu va bién phap thi hanh Ludt Duoc;

Can cir Ngh; dinh sé 155/2018/NP-CP ngay 12/11/2018 cua Chinh phu
Stra ddi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh
thugc pham vi qudn 1y nha nwéc cua Bo Y té;

Can cir Nghi dinh so 30/2020/NP-CP ngay 05/3/2020 cua Chinh phui vé
cong tac van thu;

Cén cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bé truong Bo
Y té quy dinh viéc dang ky huu hanh thuéc, nguyén liéu lam thuac;

Cén cir Thong tur s6 29/2020/TT-BYT ngay 31/12/2020 cia Bé trueng Bo
Y té sita d6i, bé sung va bai bé mét sé vin ban quy pham phép ludt do Bé trueng
B Y té ban hanh, lién tich ban hanh;

Can cir vao hé so dang ky luu hanh thudc heu tai Cuc Qudn 1y Duroc;

Theo dé nghj ciia Truong phong Bang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Sira d6i mot sb thong tin thude duoc cap gidy dang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cip gidy dang ky luu hanh cua
Cuc Quan Iy Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thudc duoc cap gidy dang ky luu hanh tai Viét
Nam ban hanh kém theo cac Quyét dinh cap giay dang ky luu hanh thubc tai Phu
luc kém theo Quyét dinh nay khong thay ddi.

Piéu 2. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.
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Piéu 3. Giam déc So Y té céc tinh, thanh phd truc thudc Trung uong va
Giam ddc co so san Xuat va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUONG
-Nhubieus; PHO CUC TRUONG

- BO truong BYT (d€ b/c);

- TTr. B6 Xuan Tuyén (dé blc); X
- Cuc trudng Vii Tudn Cuong (dé blc); /? Q/ *
- Cuc Quan y - Bo Quéc phong, Cuc Y té - Bo Cong An; { ol
- Cuc Y t& GTVT - B6 Giao thdng van tai; Tong Cuc Hai \ WAL .
quan - Bo Tai chinh; \ i

- B4o hiém xa hoi Viét Nam; N2 v
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
Bo;

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

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 giuong bénh truc thuéc BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.




PHU LUC

Danh muc cac thong tin sira doi ciia cac thuoc dugc cAp gidy ding ky lwu hanh tai Vigt Nam
ban hanh kém theo cac Quyét dinh Cap gidy ding Ky lwu hanh cia Cuc Quan 1y Duoc

(Ban hanh kém theo Quyér dinhs6 64

XUat trong nude duoc cip GDKLH tai Viét Nam - Dot 152

/OD-QLD ngay 14 102 12022)

1. Quyét dinh s6 662/QD-QLD ngay 17/12/2015 cua Cuc trudéng Cuc Quan 1y Duoc vé viéc ban hanh Danh muc thuéc san

Noi dung

STT Tén thuoc Co sé diang ky | So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
Cong ty Co phan i _| Hoat chat . . Cefepim (dudi dang
1 | Pimefast 2000 Duoc pham vD ig%g chinh - ham CS% feipr;mH(ggozlo%aél r%\ Cefepim HCI va
Tenamyd luong P g Arginin) 2000mg
Cong ty Co phan i _| Hoat chat . . Cefepim (dudi dang
2 | Pimefast 1000 Duoc pham vD i§658 chinh - ham nge feipr;]mH(élgOllo%aél r% Cefepim HCI va
Tenamyd lugng P g Arginin) 1000mg

Xuat trong nudc duoc cAp GPKLH tai Viét Nam - Dot 156

2. Quyét dinh sé 547/QP-QLD ngay 15/11/2016 cta Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thude san

n £ o 4w , £ 1< . | INOi dung A e a4 A e ar ,
STT Tén thuoc Co s dang ky | SO0 dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
cong ty TNHH Hoat chat X . % A
1 Cisteine 250 Thai Nakorn VD-26027- chinh - ham Moi ch_al S_ml chtra: Moi Srpl Sird chtra:
A 16 Carbocistein 250mg Carbocistein 250mg
Patana Viét Nam luong

XUAt trong nudc duoc Cép GDKLH tai Viét Nam - bot 160

3. Quyét dinh s6 99/QD-QLD ngay 22/02/2018 ciia Cuc trudng Cuc Quan 1y Dugc vé viéc ban hanh Danh muc thudc san

STT

Tén thudc

Co s¢ dang ky

S6 ding ky

Ni dung
Stra doi

Thong tin tai danh muc
da ban hanh

Théng tin sira doi




Hop 119 +1 ong nudc Hop 110 +1 ong nudc
. 2 1A cat pha tiém 5ml. Hop cat pha tiém Sml. Hop 3
1 AZiIVO %Egcty}%c;npzin VD-28855- | Quy cach 3 lo + 3 Ong nudc cat lo + 3 ong nudc cat pha
y )C DI 18 dong goi pha tiém 5ml. Hop 5 lo tiém Sml. Hop 5 1o + 5
Thién £ . X X . K
+ Ong nudc cat pha ong nuoc cat
tiém 5ml pha tiém 5ml
’ Mbi 100g chira: Methyl Mai 100g chira: Methyl
Cong ty TNHH \VD-29551.- Hoat chat salicylat 12,5¢; salicylat 12,5g; Menthol
2 Neoticam balm Thai Nakorn 18 chinh - Menthol 5,649; 5,64g; Camphor 1,8g;
Patana Viét Nam ham lugng Camphor 1,8g; Dau Dau Eucalyptus 1,8g;
Eucalyptus 1,8¢g Eugenol 1,369
Neoticam balm (co s& Neotica ba}m (C? 59
X A nhuong quyén: Cong ty
nhuong quyén: Cong ty :
: TNHH Thai Nakorn
A 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 . \
N (Yimprakorb), dudong
gamwongwan, Ngamwongwan
Nonthaburi, Théi Lan) g ’

Nonthaburi, Thai Lan)

Xuat trong nudc duoc cip GPKLH tai Viét Nam - Dot 165

4. Quyét dinh s6 457/QD-QLD ngay 01/08/2019 cua Cuc truéng Cuc Quan ly Duoc vé viéc ban hanh Danh muc thudc san

A £ . , £ s . | Noidung | Thong tin tai danh muc A e o 2.
STT Tén thuoc Co sé dang ky | So dang ky sira ddi d3 ban hanh Thoéng tin sira doi
Cong ty Cophan | \/py 45707 , . .
1 | A.-T Mequitazine | Dugc pham An 19 Tén thudc A.T Mequitazine A.T Mequitazine 5 mg
Thién




5. Quyét dinh s6 652/QD-QLD ngay 23/10/2019 cua Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thudc san
Xuat trong nude duoc cip GDKLH tai Viét Nam - Dot 166

n X - , . . | Noi dung A e A ps A e as ,
STT Tén thuoc Co so dang ky | So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
Cong ty Co phan ) | Hoat chat Mbi lo 10g kem boi da x. .
1 | ATUrea20% | Duoc phiam An VD-33398 chinh - chtra Mo 10g kem boi da
. 19 . chtra Urea 2g
Thién ham lugng Urea?2g
o 2 1A X Mbi 5 g chira:
N Cong ty COphan | \/py 53/, | Hoat chat M3i tuyp 5 g chira: Mupirocin
2 Atimupicin Dugc pham An chinh - Y .. .
. 19 . Mupirocin 100mg (dudi dang Mupirocin
Thién ham lugng :
L calcium) 100mg
Cong ty co phan
: Cong nghé¢ Sinh | QLDBB-791- | Dang bao L in Dung dich dam dac pha
3 Oxlatin hoc Duoc 19 ché Dung dich tiem truyén tinh mach
Nanogen
Cong ty co phan
4 Oxlatin cong nghé Sinh | QLBB-791- | 135, g USP 37 TCCS
hoc Duoc 19
Nanogen

6. Quyét dinh s6 274/QD-QLD ngay 15/06/2020 cua Cuyc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thubc san
Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 167

n £ . , £ oax , | N@idung | Thong tin tai danh muc A ez
STT Tén thuoc Coso dang ky | So dang ky sira ddi d5 ban hanh Thoéng tin sira doi
Atirin Cong ty C;O phan VD-34136- H,oat Ch?t Mbi goéi 5 ml chira: Mbi 5 ml chtra: Ebastin
1 . Dugc pham An chinh - ham .
suspension A 20 Ebastin 5 mg 5 mg
Thién luong




Hop 20 go1, 30 goi, 50
o Hop 20 go6i, 30 goi, 50 | goi x 15ml; Hop 1 chai,
Cong ty Co phan ] ] , g61 x 15ml; Hop 1 chai, 10 chai x
2 Atiferole Dugc pham An vD 23133 g(l:r)l/ Cag? 10 chai x 15ml; Hop 1 15ml; Hop 1 chai, 10
Thién £8 chai x 30 ml, 60 ml, chai x 30 ml; Hop 1
100 ml chai 60 ml,
100 ml
Cone tv C8 ohin Hop 2 vi, 3 vi, 6 vi, 10 Hop 2 vi, 3 vi, 5 vi, 10
A.T Lisinopril 5 EYAOD VD-34121- | Quy cach vix 10 vién; Hop I | vix 10 vién; Hop 1 chai
3 Dugc pham An \ . : - - n
mg Thién 20 dong goi chai 30 vién, 60 vién, 30 vién,
100 vién 60 vién, 100 vién
Paracetamol 500mg; Paracetamol 500mg;
Coldacmin | Céngty C6 phan | VD-34088- £ Phenylephedrin _ Phenylephrl.n HCI
4 A Hoat chat hydrochlorid 10mg; 10mg;
Fort Duoc Hau Giang 20 . NG
Clorpheniramin maleat | Clorpheniramin maleat
2mg 2mg

Xuat trong nudc duoc cAp GPKLH tai Viét Nam - Dot 168

7. Quyét dinh sé 652/QDP-QLD ngay 21/12/2020 cta Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thudc san

A £ o 1 , £ 1x , Noi dung Thoéng tin tai danh muc A ez

STT Tén thuoc Co sé dang ky | So dang ky sira ddi d3 ban hanh Thong tin sira doi
SaVi Cona tv Ca ohan , Lamivudin 300 mg; Lamivudin 300 mg;
1 Lamivudin gty ~op VD3-87-20 Hoat chat Tenofovir disoprosil Tenofovir disoproxil

e/Tenofovir

Duoc pham SaVi

fumarat 300 mg

fumarat 300 mg




8. Quyét dinh s6 88/QD-QLD ngay 24/02/2021 cua Cuc trudng Cuc Quan 1y Dugc vé viéc ban hanh Danh muc thudc san
XUt trong nude duoc cip GDPKLH tai Viét Nam - Dot 168.1

n £ L 2 , £ ax . | N@idung | Thong tin tai danh muc A e o 2.
STT Tén thuoc Co sé ding ky | So dang ky sira ddi 45 ban hanh Thong tin sira doi
| Hop 1 tuyp x 15 g, Hop
: Cong ty C6 phan . Quy cach R : 1 tuyp x 30 g, Hop 1
1 Counterpain Duoc Hau Giang CN-1-21 déng goi Hop 1 chai x 100 ml tuyp x 60 g, Hop 1 tuyp
x 120 g

9. Quyét dinh sé 315/QP-QLD ngay 03/06/2021 cta Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thudc san
Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 169.1

n £ i , £ 1w . | N@idung | Thong tin tai danh muc A e o 2.
STT Tén thuoc Co so dang ky | So dang ky sira ddi d3 ban hanh Thong tin sira doi
Cong ty CP dugc ) )
1 Sovitex Vit tuy té Ha vD 2?096 Tén thuoc Sovitex Sotivex
Nam

10. Quyét dinh s6 572/QD-QLD ngay 08/10/2021 caa Cuc truéng Cuc Quan 1y Duoc vé viéc ban hanh Danh muc thudce
san xuat trong nude dugc gia han GDKLH tai Viét Nam - Dot 171

Noi dung Thoéng tin tai danh muc

sira dbi di ban hanh Thong tin stra doi

STT| Tén thudc Co sé dang ky | S6 ding ky

Cong ty Co phan
1 Jasunny dugc pham Gia
Nguyen

VD-23259- Quy cach
15 déng goi

Hop 50 gdi x 5g, hop 1

Hop 50 goi x 59 tuyp 50g




Jasunny

Cong ty Co phan
dugc pham Gia
Nguyeén

VD-23259-
15

Hoat chat va
Ham luong

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

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