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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
QUAN LY DUGC Poc lap - Tu do - Hanh phiic
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QUYET PINH
Vé viéc ban hanh danh muc 02 thuéc nude ngoai
udc c6 hoat chat, phoi hop hoat chit 1an dau dang ky tai Viét Nam - s0
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Pot 101 (b6 sung)

CUC TRUGNG CUC QUAN LY DUGC

Can cit Luat Dugce ngay 06/4/2016;

Can cit Nghi dinh s6 75/2017/ND LB ngay 20/6/2017 ctia Chinh phu quy
chitc ning, nhiém vu, quyén han va co céu té chic cia Bo Y t€;

Cin ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta B truéng Bo Y
ly dinh chitc ning, nhiém vu, quyén han va co cdu t6 chitc caa Cuc Quan ly
thuoc BO Y té€;

Cin ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 caa Bo Y t€ quy
viéc dang ky thudc;

Can ct ¥ kién ciia Hoi déng tu vén cfp gidy dang ky luu hanh thuéc,
én liéu lam thuoc - Bo Y té;

Xét dé nghi clia Truong Phong Dang ky thude - Cuc Quan 1y Dugc,
QUYET PINH:

Piéu 1. Ban hanh k&ém theo Quyét dinh nay danh muc 02 thuSc nuéc
i (thuSc c6 hoat chat 14n ddu, phéi hgp hoat chét 14n ddu dang ky tai Viét

- 56 dang ky c6 hiéu luc 03 ndm) dugc cdp s6 dang ky luu hanh tai Viét
- Dot 101 (bd sung).

Piéu 2. Nha san xudt va cong ty dang ky thudc c6 trach nhiém cung cép
c vao Viét Nam theo diing c4c hé so tai liéu da dang ky v6i BO Y t€. S6 déng
roc Bo Y t€ Viét Nam cép pha1 duogc in 1én nhan thudc. S§ dang ky cé ky
VN3-...-18 c6 gi4 tri 03 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty dang ky thudc, nha sdn xuét
ph6i hgp véi céc co s& diéu tri dé thuc hién theo ding céc quy dinh hién

hanh vé thudc ké don va theo ddi an toan hiéu qua, téc dung khong mong muén
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hudc trén ngudi Viét Nam va téng hop, bdo cdo theo diing quy dinh hién

hanh méi 06 thing mot 14n vé Cuc Quan 1y Duoc.




Diéu 4. Nha san xuit va cong ty ding ky thudc phéi chdp hanh de‘iy du
phdp luat cta nuéc CHXHCN Viét Nam va céc quy dinh ctia BO Y t€ vé nhap
khdu thu6c va lwu hanh thudc tai Viét Nam; néu c6 bt cit thay déi gi trong qué
trinh lvu hanh thu6c & nudce s tai va & Viét Nam thi pha1 bdo cdo ngay cho Cuc
Quan 1y Duoc - Bo Y t&€ Viét Nam.

Piéu 5. Dbi v6i cac thubc ban hanh kém theo quyét dinh nay va thudc
danh muc thudc doc va nguyén lidu doc 1am thude theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia B§ Y té vé viéc ban hanh danh muc thuéc
doc va nguyén lidu doc lam thudc; cong ty ding ky, co s& san xuat phai cip nhat
quy dinh vé thudc ddc trén nhin va huéng din sir dung theo quy dinh tai Théng
tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thubc va t& huéng dan st dung thudc va chi duogc san xuét, luu
hanh thubc trén thi trudng sau khi Cuc Quan ly Dugc phé duyét ndi dung céap
nhat nay.

Piéu 6. Quyét dinh ndy c6 hiéu lyc ké tit ngay ky ban hanh.

Piéu 7. Gidm d6c S& Y t€ céc tinh, thanh phé truc thuoc trung uong, gidm
déc nha san xuft va cong ty dang ky c6 thudc tai Diéu 1 chiu trich nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu biéu 7;

- Bo truéng Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Quéc Cudng (dé b/c);

- Cuc Quan Y - Bo Qudc Phong, Cuc Y t€ - B4 Cong
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai;
- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém X3 hoi Viét Nam; .
- Vu Phép ché€, Cuc Khoa hoc cong nghé va Dao tao, Cuc Quan
1y Khdm, chita bénh - B6 Y t€, Thanh tra Bo Y t&;

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

- Téng Cong ty Dugc VN;

- C4c cong ty XNK Dugc phdm;

- C4c Bénh vién va Vién c6 giudng bénh truc thudéc Bo Y t&;

- Website cia Cuc QLD, Tap chi Duge va MP - Cuc QLD;

- Lwu: VT, KDD, DKT(10).
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CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

THUOC NUGC NGOAI CO HOAT CHAT LAN DAU, PHOI HOP HOAT CHAT LAN

 PUGC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BQT 101(BO SUNG)

Ban hanh kém theo quyét dinh s6:7//QD-QLD, ngay~/4./...L/ g

v ding ky: Cong ty TNHH DKSH Viét Nam (B/c: S6 23 Pai 16 Péc Ldp, khu cong
6t Nam - Singapore, huyén Thugn An, tinh Binh Duong - Viét Nam)

1.1 Nha sén xuit: Astellas Pharma Tech Co., Ltd. Takaoka Plant. (P/c: 30 Toidesakae-machi,
Takaoka city, Toyama 939 - 1118 - Japan)
d o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £oax
Ll L L Ham lugng ché tho |chuén| déng goi S ding by
1 |Mycamine for injection [micafungin natri Bot dong 36 INSX |Hop1lo VN3-102-18
50mg/vial 50mg kho pha thang
dung dich
tiém
2. Cong ty diang Kky: Sanofi-Aventis Singapore Pte Ltd. (D/c: 38 Beach Road, #18-11, South
Beach Tower, Singapore (189767) - Singapore)
2.1 Nha sin xuit: Sanofi Aventis S.A. (P/c: Ctra. C-35 La Batlloria a Hostalric, Km 63,09 17404
RIELLS I VIABREA (Girona) - Spain)
£ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £oax
: 2 A So ding k
Akl Tén o Ham lwong ché tho |chuan| déng goi veang N
2 |Depakote S00mg Acid Valproic (dudi |Vién nén 36 INSX |Hop9vix 10 VN3-103-18
dang Valproate khang acid |thdng vién
semisodium (natri |da day
divalproex)
538,200mg) 500mg
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