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QUYET PINH

,V(“e viéc ban hanh danh muc 231 thudc nuwéc ngoai
dwgc cap, gia han giay ding ky luwu hanh tai Viét Nam - Dot 117.2

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;

Can cw Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chitc nang, nhiém vu, quyen han va co cdu t6 chire ciia B6 Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia Bé trucéng Bo Y té quy
dinh cf{d’c ndang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan Iy Duoc thudc
Bo Yte;

Can cir Théng twe s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng B Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc

Can cir két ludn cua Hoi dong tw vin cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuéc - BY Y té;

Theo dé nghi ciia Truéng phong Ping ky thuéc - Cuc Quan 1y Duoc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 231 thudc nudc ngoai
duoc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muc 01 thudc nuéc ngoai duoc cip gidy dang ky luu hanh hiéu luc 05
nam - Pot 117.2 (tai Phu luc I kem theo).

2. Danh muc 206 thudc nudc ngoai duoc gia han gidy dang ky lvu hanh hiéu
lgyc 05 ndm - Dot 117.2 (Phu luc Il kem theo).

3. Danh muyc 24 thudc nudc ngoai dugc gia han gidy dang ky lwu hanh hiéu luc
03 nam - Bot 117.2 (Phu luc 111 kem theo).

Piéu 2. Co so san xuat va co s ding ky thudc c6 trach nhiém:

1. Cung cip thubc vao Viét Nam theo dung cac hd so, tai lidu di dang ky véi
Bo Y téva phai in hodc dan s6 dang ky duoc BO Y té cap 1én nhan thude.

2. Chap hanh day du phap luét cua nu6c CHXHCN Viét Nam va cac quy dinh
ciia B Y té vé& nhdp khau thudc va luu hanh thude tai Viét Nam, néu c6 bit cr thay
dbi gi trong qua trinh luu hanh thudc & nude sé tai va ¢ Viét Nam thi phai bao céo
ngay cho Cuc Quan Iy Dugc - Bo Y té Viét Nam.

3. Thyc hién viéc cap nhét tiéu chuén chét luong cua thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y té quy dinh vé chét
luong thude, nguyén lidu lam thudc.

4. Cap nhat nhan thudc va t& huéng dan st dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudong Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to hudng dan st dung thude theo hinh thirc thay d6i, bd sung
gidy dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong BO Y té d6i v6i thude chua cap nhat ndi dung nhan thude, t& hudng din
st dung thudc theo quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 cia B
truong Bo Y té.



5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhin va t& huéng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
n6i dung da duoc phé duyét thay d6i trong hd so gia han.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu sd
08/2022/TT-BYT ngay 05/9/2022 cta B trudng Bd Y té quy dinh viéc ding ky luu
hanh thubc, nguyén li€u lam thudc dbi véi cac thube thudc Danh muc tai Phu luc II1
ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thudc phai dam bao duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu 1am thubc. Trong trudng hop
khong con dép tmg du diéu kién hoat dong, co so dang ky phai ¢ trach nhiém thuc
hién thay d6i co so ding ky theo quy dinh tai Thong tu s 08/2022/TT-BYT ngay
05/9/2022 cia Bo truong BO Y té trong thoi han 30 ngay ké tir ngay co s dang ky
khong con du diéu kién hoat dong.

8. Co s¢ ding ky thubc phai bdo cio B Y té vé cap nhat tinh trang dap tng
Thyuc hanh tét san xuat cua co sO san Xuat thuéc nguyén liéu lam thudc. Truong hop
O 8O san xuét bi thu hoi gidy phep san xuat hodc khong dap ung Thuc hanh tot san
xuét thudc, nguyén lidu lam thudc ¢ nude s tai, co s& phai thuc hién viée bao cao
trong thoi han 15 ngay ké tir ngdy c6 thong bao ctia co quan quan 1y c6 thim quyén
nude so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghj dinh s6 54/2017/ND-CP
ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot sé diéu va bién phap thi hanh
Luat Duoc.

Piéu 3. Cac thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc
tiép tuc str dung sb ding ky da cap trude khi gia han trong thdi han téi da 12 thang ké
tir ngdy duoc cip sb diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S& Y té cac tinh, thanh phd truc thudc trung wong, giam doc
nha san xuat va co so dang ky c6 thudc tai Piéu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 5; TS

- BO trudng (dé b/o); s

- TTr. B4 Xuan Tuyén (de b/c); y«j?/p /

- Cyc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong afn?« QUA!
Cuc Y té GTVT - Bo Giao thong van tai;
- Tong Cuc Hai quan - Bo Tai chinh; \\

- Bao hiém Xa hoi Viét Nam;
- B Y té Vu PC, Cuc QLKCB, Thanh tra Bo, Vian ‘ Vll Tuén Cudy ng
phong HDTV cidp GPKLH thubc, NLLT;

-S&'Y té cac tinh, thanh phé truc thudc Trung uwong;

- Vién KN thudc TU, Vién KN thube TP. HCM;

- Téng Cong ty Duge VN-CTCP;

- Cac Cong ty XNK dugc phim;

- Cac Bénh vién & Vién c6 giuong bénh tryc thue BYT;

- Trung tam mua sim tip trung thude quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).



DANH MUC 206 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh so: ... 3........ /OP-QLD, ngay03../.01./2024.cua Cuc Quan ly Duoc)

Phu luc IT

TAI VIET NAM HIEU LU'C 5 NAM - PQT 117.2

STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tubi S6 diing Ky S6
— Ham luwgng bao ché | dong géi | chuin tho gia han lin
(thang) | (S6dingky | gia
di cip) han
(0] 2) (&) “4) () () @) ® (€))
1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& san xuit: Laboratorios Recalcine S.A (Dia chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mau tring Viénnén | Hop 1 vix | NSX 36 780110000224 01
¢0 hoat tinh: bao phim | 28 vién, (VN-17085-13)
Desogestrel goém 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; trang co
Vién mau vang co hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mau xanh
luc chi
chua ta
duoc, 5
vién mau
vang co
hoat tinh
1.2. Co sé san xuit: PT. Abbott Indonesia (Pia chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hoén dich | Hop 11ox | NSX 36 899100000324 01
100mg/5ml udng 60ml (VN-21163-18)
1.3. Co sé san xuit: Sophartex (Dja chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop 2 vix | NSX 36 300110000424 01
100mg 100mg nang 10 vién; (VN-21653-19)
cing Hop 3 vix
10 vién
4 Hidrasec Racecadotril Thubc Hop 16 NSX 24 300110000524 01
10mg 10mg/goi bot udng | goi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thubc Hop 30 NSX 24 300110000624 01
30mg 30mg/goi bot udng | goi (VN-21165-18)
Children

2. Co sé¢ diang ky: Agio Phamaceuticals Limited (Dia chi: A-38, Nandjyot Industrial Estate, Kurla

Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)

2.1. Co sé san xuét: Agio Phamaceuticals Ltd. (Pia chi: T- 81, 82. M.I.D.C., Bhosari, Pune 411026

Maharashtra State, India)
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STT | Tén thudc | Hoat chat chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham luwgng bao ché | dong géi | chuin tho gia han lin
(thang) | (SO dingky | gia
da cap) han
) 2) (&) “4) ) (6) @) ®) (&)
108 | Nazoster M3i lidu xit Hoén dich | Hop 11ox | NSX 24 868110010924 01
0,05% 100mg hon dich | xit miii 18¢g (VN-21704-19)
Nasal Spray | chira: Mometason
furoat (duoi dang
Mometason furoat
monohydrat)
50mcg

51. Co sé ding ky: Chi nhanh céng ty c6 phian Dwgc pham Trung Uong Codupha Ha Néi (Pia

chi: §6 16, O C2/NO, Khu Nam Trung Yén, Phwong Trung Hoa, Qudn Cau Gidy, Thanh pho Ha Ni,

Viet Nam)
51.1. Co s6 san xuat: Sopharma AD (Bja chi: 16 Iliensko Shosse Str, 1220 Sofia, Bulgaria)

109 | Methylpred | Methylprednisolone | Bot dong | Hop 10 NSX 24 380110011024 01
nisolone (dudi dang kho pha | dng bot (VN-19812-16)
Sopharma | Methylprednisolone | tiém dong kho
40mg sodium succinate) pha tiém

40mg 40mg va
10 6ng
nude cat
Iml; Hop
10 6ng bot
dong kho
pha tiém
40mg
52. Co sé dang ky: China Creation Limited (Dia chi: Flat/Rm 203, 02/F, Ping Fai Ind Bldg, 312-
314 Un Chau St, Kowloon, Hong Kong)
52.1. Co sé san xuét: Pharmathen S.A (Pia chi: Dervenakion 6, Pallini Attiki, 15351, Greece)

110 | Matever Levetiracetam Viénnén | Hop 3 vix | NSX 36 520110011124 01

500mg bao phim | 10 vién (VN-19824-16)

53. Co s& dang ky: Daiichi Sankyo (Thailand) Ltd. (Pia chi: 323, United Center Building, 24th

Floor, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis, Thailand)

53.1. Co sé san xuit: Olic (Thailand) Limited (Pia chi: 166 Bangpa-in Industrial Estate,

Udomsorayuth road, Moo 16, Bangkrason, Bangpa-in, Ayutthaya, 13160, Thailand)

111 | Transamin | Tranexamic acid | Dung Hop 10 NSX 60 885110011224 01
Injection 50mg/ml dich tiém | Oong Sml (VN-21605-18)
54. Co s& dang ky: Diethelm & Co., Ltd. (Pia chi: Wiesenstrasse 8, 8008 Zurich, Switzerland)
54.1. Co sé san xuat: UPSA SAS (Pia chi: 979, avenue des Pyrénées, 47520 Le Passage, France)
112 | Efferalgan | Paracetamol Viénnén | Hop4 vix | NSX 36 300100011324 01
500mg sui bot 4 vién (VN-21216-18)
54.2. Co s& san xuat: UPSA SAS (Pia chi: 304, avenue du Docteur Jean Bru, 47000 Agen, France)
Co s¢ xuat xwong: UPSA SAS (Pia chi: 979, avenue des Pyrénées, 47520 Le Passage, France)
113 | Efferalgan | Paracetamol Thubc Hop 2 vix | NSX 36 300100011424 01
300mg dan 5 vién (VN-21217-18)




