BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sé: 493 /QP-QLD Ha Noi, ngay 6 théng 6 ndm 2020
QUYET PINH

Ve viéc ban hianh Danh muc 65 thude nwée ngoal
duge cap gidy dang ky luu hanh tai Viét Nam - Dot 104 b6 sung lin 2

CUC TRUONG CUC QUAN LY DUQC

Cén cir Luat Duge s6 105/2016/QH13 ngay 06/4/2016;

Cin clr Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu td chirc ctia Bd Y té;

Cén cur Quyet dinh 5o 7868/QD-BYT ngay 28/12/2018 cua Bé trudng B Y
té quy dinh chirc nang, nhiém vy, quyén han va co chu t6 chire ctia Cuc Quén ly
Duoc thube B8 Y té;

Can ctr Thong tu s 32/2018/TT-BYT ngay 12/11/2018 ctia B§ truéng B Y
té quy dinh viéc ddng ky luu hanh thuoc nguyeén liéu 1am thudc;

Cin cir v kién cua Hoi ddng tu vén cip glay dang ky luu hanh thudce, nguyén
liéu lam thudc - Bo Y té;

Xét dé nghi ciia Truéng phong Ding ky thubc - Cuc Quan 1y Duge,

QUYET DINH:

Bleu 1. Ban hanh kém theo Quyét dmh nay Danh muc 65 thubc nuGe ngoai
duoc cap glay ddng ky luu hanh tai Viét Nam - Dot 104 bb sung ldn 2, bao gdm:

1. Danh muc 50 thubc nude ngoai duge cap glay dang ky luu hanh hiéu luc
05 nam - Dot 104 bd sung 1an 2 (tai Phu luc I kém theo).

Céc thudc tai Danh muc ndy c6 s6 ding ky véi ky hiu VN-...-20 va hiéu
luc 05 nidm ké tir ngay ky ban hanh Quyet dinh nay.

2. Danh muc 15 thudc nuée ngoai dugce cép gidy dang ky luu hanh hiéu luc
03 nim - Dot 104 bd sung l4n 2 (tai Phu luc Il kem theo).

Céc thubc tai Danh muc nay c6 56 dang ky véi ky hiéu VN3-...-20 va hi¢u
lyc 03 nam ké tir ngay ky ban hanh Quyet dinh nay.

Diéu 2. Co s¢ san xut va co s ding ky thudc c6 trach nhiém:

1. Cung cép thuoc vao Viét Nam theo ding cdac ho s0, tai liéu dé déng ky vdi
Bo Y té va phai in s dang ky dugc B4 Y t& Viét Nam cap 1én nhin thuébe,

2. Chap hanh day di phap ludt ciia Viét Nam va cac quy dinh cia BO Y t& vé
nhép khiu thube va luu hanh thude tai Viét Nam, néu cé bat cir thay ddi gi trong
qué trinh luu hanh thude & nudc so tai va & Viét Nam thi phai bao cdo ngay cho
Cyc Quan Iy Duge - B Y t& Viét Nam.

3. Thyc hién viéc cip nhét tiéu chuén chét luong cua thube theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cia BY truéng BO Y té quy dinh vé
chét luong thude, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to huéng dan st dung thubc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bd truéng Bo Y t€ quy dinh
ghi nhan thudc, nguyen lidu lam thubc va t& hudng dan sir dung thubc trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thirc thay dbi, bb
sung gidy diang ky luu hanh thude quy dinh tai Thong tur s6, 32/2018/TT-BYT ngay




12/11/2018 cua Bo truéng B6 Y té quy dinh viée déng ky luu hanh thude, nguyén
liéu 1am thudc.

5. Phéi hop véi cac co s& didu tri dé thuc hién theo diing céc quy dinh hién
hanh v& thudc ké don, theo dbi an toan, hiéu qua, tic dung khong mong mubn ciia
thude trén nguoi Viét Nam va tbng hop, bao céo theo quy dinh tai Diéu 5 Théng tu
s6 32/2018/TT-BYT ngay 12/11/2018 ctia B4 trudng B Y t€ quy dinh viée ding
ky luu hanh thubc, nguyén lidu lam thubc dbi véi cae thube thuéc Danh muc ban
hanh kém theo Quyét dinh nay.

6. Co so ding ky thudc phai bao dam duy tri diéu kién hoat déng trong thoi
han hiéu luc cua gidy ding ky luu hanh thudc, nguyén lidu lam thudc. Trong
truong hop khong con dap tmg du didu kién hoat déng, co s& ding ky phai co trach
nhiém thuc hién thay ddi co sa dang ky theo quy dinh tai Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 cia Bé trudng Bo Y té quy dinh viéc dang ky luu hanh
thuéc, nguyén liéu lam thube trong thoi han 30 ngay ké tir ngay co s& ding ky
khéng con du diéu kién hoat déng.

7. Co s¢ dang ky thubc phai bio cdo B6 Y té v& cép nhat tinh trang dap tng
Thuc hanh tot san xudt cia co so san xudt thudc, nguyén liéu lam thudc. Truomg
hop co s& san xut bi thu hdi gidy phép san xuét hoic khéng dap tmg Thuc hanh
t6t san xuat thudc, nguyén liéu lam thude & nudc so tai, co s& phai thuc hién viéc
bdo céo trong thoi han 15 ngay ké tir ngdy c6 théng bao cia co quan quén ly co
thdm quyén nudc sé tai theo quy dinh tai diém d khoan 1 Didu 100 Nghi dinh s6
54/2017/ND-CP ngdy 08/5/2017 ciia Chinh phii quy dinh chi tiét mét s6 didu va
bién phép thi hanh Ludt Dugc.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéy 4 Y thafih phé truc thudc Trung uong, gidm
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(Ban hanh kém theo quyét dinh s65%J3./0D-OLD, ngay £E1 £./00bevia Cye Quén Iy Duge)

1. Céng ty diing ky: Abbott Laboratories (Singapore) Private Limited (D/c. 3 Fraser Street,
#23-28 Duo Tower, Singapore 189352 - Singapore)

1.1 Nha siin xuit: Laboratorio Farmindustria S.A (D/c: Jr. Mariscal Miller No 2151 - Lince -

Lima - Peru)

. £ Hoat chét chinh - Déng bao |Tudi| Tiéu | Quy cich o £ ;
X : i X d
SEL L Ham lugng ché tho {chudn| dong goi Gl
1 |Fluidasa 200mg Acetylcystein Cém pha 24 |NSX |Hop30goilg | VN-22491-20
200mg dungdich  |thing
uong

2. Céng ty ding ky: Aristopharma Ltd. (D/c: 7, Purana Palian Line-Dhaka-1000, Bangladesh -

Bangladesh)

2.1 Nha siin xuit: Aristopharma Ltd. (D/c: Plot # 14, 15, 16,17, 19, 20,21 & 22, Road # 11 &
12, Shampur-Kadamtali I/A. Dhaka- 1204 - Bangladesh)

magnesi dihydrat)

20mg

. 2 Hoat chit chinh - | Dang bao Tubi| Titu Quy cich & d "
2 b dng kv
i Fénithuge Ham lugng ché tho |chuin|  dong goi b
2 [Neso 500mg/20mg Naproxen 500mg; | Vién nén bao 24 INSX |Hop 10vix4 VN-22492-20
Tablet Esomeprazol (dudi |tan rong thang vién
dang Esomeprazol  |rudt

3. Céng ty ding ky: Axon Drugs Private Ltd. (B/c: Plot No. 14, Santhosh Nagar, Korattur North,
Chennai, Tamilnadu;, 600076 - India)

3.1 Nha siin xuit: Axon Drugs Pvt. Ltd. (B/c: 148/12B, Chennai - Bangalore Highway,
Chembarambakkam, 602 103, Tamilnadu - India)

4 Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cdch P
. R : ang | L $é ding ky
SET Ton thuoe Ham lugng ché the |chuin|  déng géi S
3 |Bionimu Nimesulid 100mg | Vién nén 36 |NSX |Hop 10 vix 10 | VN-22493-20
) | khong bao _jthingl vien b
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29, Céng ty ding ky: Kotra Pharma (M) Sdn. Bhd. (D/e: No. 1,2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka - Malaysia)

29.1 Nha sin xuét: Kotra Pharma (M) Sdn. Bhd. (D/e: No. 1, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka - Malaysia)

Cefixime trihydrat)
200mg

phim théng|40

vién

Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich £ .
P o < 5 lif:
o Tén thude Ham luwgng ché thg {ehuan] doéng goi Se diing b}
40 |Axcel Fungicort Cream |Miconazol nitrat Cream 36 |NSX |Hop 1 tuyp Sg. | VN-22530-20
2,0% (kI/KI); thing Hop 1 tuyp 15g
Hydrocortisone
1,0% (kl/kb)
30. Céng ty ding ky: Les Laboratoires Servier (D/c: 50 rue Carnot, 92284 Suresnes Cedex -
France)
30.1 Nha san xuit: Les Laboratoires Servier Industrie (D/c: 905, Route de Saran, 45520 Gidy: -
France)
N Hoat chdt chinh - | Dang bao |Tudi| Tiéu | Quy cich £ o
BERE T e Him lugng ché | thy |chudn| domggei | - oane¥
41 {Daflon 500mg Phin doan flavonoid | Vién nén bao| 48 |NSX |[H&p 60 vién; VN-22531-20
vi hat tinh ché g |phim thing hop 4 vix 15
v§i: Diosmin 90% vién
450mg; Céc
flavonoid biéu thi
bang hesperidin
10% 50mg
31. Céng ty diing ky: Macleods Pharmaceuticals Ltd. (D/c: 304, Atlanta Arcade, Marol Church
Road, Andheri (East) Mumbai - 400 059 - India)
31.1 Nha san xuit: Macleods Pharmaceutieal Lid. (D/c: Khasra No.21, 22, 66, 67&068,
Aho-Yangtam, Namchepung, PO: Ranipool, East Sikkim 0737135 - India)
. £ Hoat chit chinh - | Dang bio Tubi| Tieu | Quy cich £ dine ke
STY Toathnie Ham lugng ché tho |chufn dong goi i
42 [Mactaxim 100 DT Cefixime (dudi dang|Vién nén bao| 24 |NSX [Hop ! vix 10 VWN-22532-20
Cefixime trihydrat) |phim thang vién
| N, ... I W - S, U S——
43 |Mactaxim 200 Cefixime (dudi dang|Vién nén bao| 24 [USP  [Hop | vix 10 VIN-22533-20




36. Céng ty ding ky: Samil Pharm Co., Ltd. (B/e: 155, Hyoryeong-ro, Seocho-Gu, Seoul

137-061 - Korea)

36.1 Nha san xuét: Samil Pharm. Co., Ltd (£/c: 216, Sandan-ro, Damvon-gu, Ansan-si,
Gyeonggi-do - Korea)

| sia -
Wiel Hoat chiit chinh - | Dang bio |Tudi| Ti¢u | Quy cdch Sé dine kv
$I¥ T s Ham lhrgng ché tho |chudn|  déng gbi o dang XY
48 |Eylevox ophthalmic Levofloxacin hydrat | Dung dich 36 |NSX [Hop 1 lo Sml VN-22538-20
Solution Smg/lml nhd mat thang

37. Céng ty diing ky: Standard Chem, & Pharm. Co., Ltd. (D/e: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

37.1 Nha sin xuit: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (D/e: No. 154, Kaiyuan
Road, Stnying District, Tainan City 73055 - Taiwan)

£ Hoat chéit chinh - | Dangbao |Tudi| Tiéu | Quy edch £ .
3 2 by h ai q
g Tén thuoe Ham lugng ché the |chuin| déng gbi Sodhug by
49 |Alsiful S.R. Tablets 10  [Alfuzosin Vién nén 36 INSX |Hop3vix10 | VN-22539-20
mg hydroclorid 10mg  |phéng thich |thing vién
| kéo dai

38. Cong ty ding ky: The Schazoo Pharmaceutical laboratories (Pvt.) Limited (Ple: Kalahvala
Stop, 20km Lahore Jaranwala Road, District Sheikhupura, - Pakistan)

38.1 Nha sin xudt: The Schazoo Pharmaceutical laboratories (Pvt.) Limited (D/c: Kalalwala
Stop, 20km Lahore Jaranwala Road, District Sheikhupura, - Pakistan)

polymaltose (tuong
duong St nguyén to
100mg) 400 mg;
Acid Folic 350 mcg

vién

” 2 Hoat chét chinh - | Dang bao Tudi| Tiéu Quy eich i y
£ 5 S a- IR0
STE T thade Ham lugng ché tho |chufin|  déng o aliing ko
50 [Hemifere Phirc hop sat (I11) | Vién nén 36 [NSX |[HMop1vix 10 | VN-22540-20
hydioxide nhai thang vién; 3 vix 10
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