BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic
S6: 707 /QP-QLD Ha Néi, ngdy 13 thdng12nam 2021
QUYET PINH

V(“e'viéc ban hanh danh muc 09 thudc nwéc ngoai
dwgce cap giay dang ky luu hanh tai Viét Nam - Dot 107.3

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyén han va co cdu té chirc ciia B6 Y té;

Can cit Quyét dinh s6 7868/0D -BYT ngay 28/12/2018 cua B9 truong Bo Y

té quy dinh chirc nang, nhi¢m vu, quyén han va co cau té chire ciia Cuc Quadn 1y
Duoc thuéc B Y té;

~ Can cir Thong tur 6 32/2018/TT-BYT ngay 12/11/2018 cua B9 truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc,
~ Can cir Thong tur s6 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bo Y
te swra doi, bo sung va bai bo mot s6 van ban quy pham phdp ludt do B¢ truong
Bo Y té ban hanh, lién tich ban hanh;
Can cir y kién cua Hoi c}’éng tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;
Xét dé nghi ciia Truong phong Pang ky thuéc - Cuc Qudan 1y Dueoc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 09 thuéc nudc
ngoai dugc cap gidy dang ky luu hanh tai Viét Nam - Dot 107.3, bao gom:

1. Danh muc 05 thudc nudc ngoai dugc cip gidy dang ky luu hanh hi¢u
11_3:0 05 nam - Dot 107.3 (tai Phu luc I kem theo). Cac thuép tai Danh muc nay co
s0 dang ky voi ky hiu VN-...-21 va hi€u lyc 05 ndm ké tur ngay ky ban hanh
Quyét dinh nay.

2. Danh muc 04 thudc nudc ngoai duoc cip gidy dang ky luu hanh hiu
luc Q3 nam - Dot 107.3 (tai Phu luc Il kem theo). Céac thudc t.:;li Danh muc nay
c6 s0 dang ky voi ky hiéu VN3-...-21 va hi¢u lyc 03 nam ké tur ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co so san xuat va co sé dang ky thube co trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding cac hf) S0 tai lidu da dang ky
vo1 BO Y t€ va phai in hodc dan s6 dang ky dugc BO Y té€ cap 1én nhan thuodc.

2. Chap hanh day du phap lut cia nuéc CHXHCN Viét Nam va cac quy
dinh cua BO Y t€ v€ nhap khau thudc va luu hanh thudce tai Viét Nam, néu c6 bat



ctr thay doi gi trong qua trinh luvu hanh thudc & nudc so tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan Iy Dugc - BO Y t€ Viét Nam.

3. Thuc bién viéc cap nhat tiéu chuan chét luong cua thube theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t€ quy
dinh vé chat lugng thudc, nguyén liéu lam thudec.

4. Cap nhat nhan thudc va to huéng dan st dung thude theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng Bo Y té quy dinh
ghi nhin thudc, nguyén liéu lam thudc va to hudng dan st dung thude theo hinh
thic thay doi, bo sung gidy dang ky luu hanh thubc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té ddi véi thude chua
cap nhat ndi dung nhan thude, t& huéng dan sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y té, cu thé nhu
sau:

a) Pdi véi thude thude danh muc thube doc va nguyén li¢u doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 ctuia B truéng Bo
Y té vé viéc ban hanh danh muc thude doc va nguyén li¢u doc lam thude: chi
dugc luu hanh sau khi dugc Cuc Quan 1y Dugc phé duyét ndi dung cap nhat
nay.

b) Pdi véi cac thude khac phai thyc hién viéc cap nhat nay trong thoi han
06 thang ké tir ngay duoc cip gidy dang ky luu hanh.

5. Phoi hop véi cac co so diéu tri dé thyc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cua thude trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai
Piéu 5 Thong tu sd 32/2018/TT-BYT ngay 12/11/2018 cia Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc ddi voi cac thude
thudéc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay (cac sb dang
ky voi ky hiéu VN3-...-21).

6. Co s0 dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hi¢u luc cua gidy dang ky luu hanh thubc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co so dang
ky phai c6 trach nhiém thuc hién thay d6i co s& dang ky theo quy dinh tai Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia B truong Bo Y té trong thoi han
30 ngay ké tir ngdy co s¢ dang ky khong con du diéu kién hoat dong.

7. Co so dang ky thuoc phai bao cao BO Y té vé cap nhat tinh trang dap
tng Thuc hanh t6t san xuat cua co sO san xudt thudc, nguyén li¢u lam thudc.
Truong hop co so san xudt bi thu hdi gidy phép san xuit hodc khong dap tng
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc ¢ nudc so tai, co so phai
thue hién viée bao cdo trong thoi han 15 ngay ké tir ngay c6 théng béo cua co
quan quéan 1y c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Duoc.

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



Picu 4. Giam ddc SO Y té cac tinh, thanh phd truc thudc trung wong,
gidm doc nha san xuat va co s¢ dang ky co6 thudce tai Di€u 1 chiu trach nhi¢m thi
hanh Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- B¢ truong (dé ble);

- TTr. B6 Xuan Tuyén (de b/c); (
-Cyc Quan 'Y - Bo Qudc phong, Cuc Y té - Bo Cong \
an; Cuc Y t& GTVT - B6 Giao thong van tai; Tong s& \
Cuc Hai quan - Bo Tai chinh; e CE
- Bao hiém X4 hoi Viét Nam; R .
- BO Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra Bo.

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

- Téng Cong ty Dugc VN; Cac Cong ty XNK duoc

pham;

- Cac Bénh vién & Vién co giuong bénh truc thudc

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




Phu luc I
DANH MUC 05 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 3 NAM - POT 107.3
(Ban hanh kém theo quyét dinh so:

107......./OP-OLD, ngay 13./12.2021.)

1. Cong ty dang ky: Adamed Pharma S.A (D/c: Piénkow, ul. Mariana Adamkiewicza 64 05-152

Czosnow - Poland)

1.1 Nha san xuit: Adamed Pharma S.A (P/c: ul. Marszalka Jézefa Pilsudskiego Street 5, 95 -
200 Pabianice - Poland)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ds ,
] ang | . 0 dang k
STT Tén thuoc Ham luwgng ché tho |chuan| dong géi &Y
1 |Luteina 100 mg Progesterone 100mg [Vién nén dat| 36 |[NSX [Hop 2 vix 15 VN-22989-21
am dao thang vién nén dat am
dao, kém 01
dung cu dat.

Hép4vix 15
vién nén dit am
dao, kéem 01
dung cu dat

2. Cong ty dang ky: Aurobindo Pharma Limited (D/c: Plot No. 2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad - India)

2.1 Nha san xuét: Aurobindo Pharma Limited (D/c: Unit - VII, SEZ, TSIIC, Plot No.S1, Survey
No's: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Village, Jedcherla
Mandal, Mahaboobnagar District, Telangana State - India)

R £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch S6 di ,
: s 2 0 dang k
STT Tén thuoe Ham lugng ché tho |chuan| dong goi e

2 |Topraz 20 Pantoprazol (dudi  [Vién nén 24 INSX |Hop3vix 10 VN-22990-21
dang Pantoprazol  |khang dich [thang vién
natri sesquihydrat) |vi
20mg

3 |Topraz 40 Pantoprazol (duéi  [Vién nén 24 INSX |Hop3vix 10 VN-22991-21
dang Pantoprazol  |khang dich [thang vién
natri sesquihydrat) [vi
40mg

3. Cong ty dang ky: Cong ty TNHH mot thanh vién An Phat (B/c: 166/42 Thich Qudng Diic,
Phuong 4, Quan Phu Nhudn, Tp. Ho Chi Minh - Viét Nam)

Trang 1




3.1 Nha san xuat: ExtractumPharma Co. Ltd. (P/c: IV. Korzet 6, Kunfehérté, 6413 - Hungary)

R A Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach Sé di ,
: 5, 2 0 dang k
STT Tén thuoe Ham luwgng ché tho |chuan| déng géi &Y
4 |Morphine Hydrochloride |Morphin Vién nén 24 [INSX [Hop 3 vi, 10 vi | VN-22992-21
10mg Tablets hydroclorid (twong thang x 10 vién
duong morphin base
7,59mg) 10mg

4. Cong ty diang ky: Cong ty TNHH Thwong mai Dich vu Ky thuit Dwc Viét (D/c: s6 1, ngdch
26/31 Nguyén Hong, Phuong Lang Ha, Quan Dong Pa, Ha Noi - Viét Nam)

4.1 Nha san xuat: Panpharma (D/c: ZI. du Clairay, 35133 Luitré - France)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S6 dine kv
STT Tén thuoe Ham luong ché tho |chuin|  déng goi o cans Xy
5 |Amoxicilline Panpharma|Amoxicillin (dudi  |Bot thude 36 INSX [Hop chira 25 1g, VN-22993-21
g dang Amoxicillin  [pha tiém thang lo 17ml chura 1g
natri) 1g Amoxillin

Trang 2




(Ban hanh kém theo quyét dinh so:

Phu luc IT
DANH MUC 04 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 3 NAM - POT 107.3
..107..../OP-OLD, ngay 13./12./.2021)

1. Cong ty dang ky: Cadila Healthcare Ltd. (D/c: "Zydus Tower" Satellite Cross Road, Sarkhej
Gandhinagar Highway, Ahmedabad 380 015 - India)

1.1 Nha san xuét: Cadila Healthcare Ltd. (D/c: Plot No. 1-A/1&2, Pharmez (Special Economic
Zone), Matoda, Sarkhej-Bavla N.H. No. 84, Tal-Sanand, Dist: Ahmedabad- 382213 - India)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S8 diine kv
STT Tén thuoc Ham lwong ché tho |chuidn|  déng goi sy
1 |Erlotinib Tablets 100mg [Erlotinib (dudi dang [Vién nén bao[ 24 |NSX |Hop 3 vix 10 VN3-376-21
Erlotinib phim thang vién
hydroclorid) 100mg
2 |Imatinib Tablets 100mg [Imatinib (dudi dang [Vién nén baof 24 |NSX |Hop 6 vix 10 VN3-377-21
Imatinib mesylat)  [phim thang vién
100mg

2. Cong ty ding ky: Cong ty TNHH AMV Pharmaceutical (B/c: S6 47, ngé 205, ngdch 323/83,
duwong Xuan Pinh, P. Xuan Dinh, Q. Bdc Tw Liém, Ha Noi - Viét Nam)

2.1 Nha san xuat: Lotus Pharmaceutical Co., Ltd. Nantou Plant (B/c: No. 30 Chenggong Ist
Rd., Sinsing Village, Nantou City, Nantou County 54066 - Taiwan)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé dine kv
STT Tén thuoe Ham luong ché tho |chuin|  déng goi &Y
3 [Vinorelbine Alvogen Vinorelbine (du6i  [Vién nang 36 INSX [Hoplvixl VN3-378-21
20mg Soft Capsules dang Vinorelbine mém thang vién; Hop 4 vi x
tartrat) 20mg 1 vién
4 |Vinorelbine Alvogen Vinorelbine (du6i  [Vién nang 36 INSX [Hoplvixl VN3-379-21
80mg Soft Capsules dang Vinorelbine mém thang vién; Hop 4 vi x
tartrat) 80mg 1 vién

Trang 1
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