BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dée lap - Trr do - Hanh phitc
86: 311 0 /QD-QLD Ha Ngi, ngdy 0g thang {, nam 2016
QUYET PINH

V& viée ban hanh danh myc 04 sinh g:hﬁm y té duge cip sb ding ky Iru hanh tai
Viét Nam - Dyt 31 (Sb diing k§ c6 hiéu lyc 02 nim)

CUC TRUONG CYC QUANLY DUQC

Can ot Luft Dugc ngay 14 thang 6 nim 2005;

Cén cir Nghi dinh gé 63/2012/NP-CP ngay 31/8/2012 clia Chinh phi quy dinh
chiic ning, nhiém wy, quyén han va co cu td chirc ciia B§ Y té;

Cn cfr Quyét dinh sb 3861/2013/QD-BYT ngay 30/9[2013 ciia B§ trudng Bo

Y té quy dinh chire ning, nhi¢m vy, quyén han va co clu t§ chirc ciia Cuc Quén Iy

Duge thudc Bo Y té;

Cin cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 clia B truémg BJ Y té
quy dinh viéc ding ky thubc;

Ciin it y kién cia Hoi dong tr vén cép s ding ky luu hanh véic xin va sinh
phimyté - Bd Y té;

Xét dé& nghj ciia Phu trach phong Dang ky thube - Cyc Quan Iy Duge,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay denh myc 04 sinh phim y té dwoc
chp sb déing ky luu hanh tgi Viét Nam - Dot 31 (S6 ding ky ¢6 higu hrc 02 ném).

Pidu 2. Pon vi cb sinh phdm y té duoc phép luu hanh tai Viét Nam qui dinh tai
Didu 1 phi in s& dang ky duoc B§ Y t Viét Nam cép 1én nhan va phai chép hanh
dting cac quy dinh ctia phép luat Viét Nam vé sin xuit va kinh doanh sinh phim y té.
Chic s6 dﬁng k¥ ¢6 ky hiéu QLSP-HO02-...-16 ¢6 gi4 tri 02 nim ké tir ngay cép.

Diu 3. Trong qud trinh hru hanh, céng ty déng ky, nha sin xuft phéi phéi hop
v6i co s& didu trf dé thye hi¢n theo ding cdc quy dinh hién hanh ve thudc ké don va
theo ddi hiéu luc, d6 dn dinh, an toan, tic dung khéng mong mudn cia thube trén
ngudi Viét Nam, Cong ty ding ky thudc ¢6 trach nhiém tdng hop v béo cdo cée noi
dung néu trén theo diing quy dinh hién hanh mdi 06 thang mét lan v& Cyc Quin Iy
Dugc.

Didu 4. Quyét dinh ndy c6 hiéu Iyc ké tir ngay ky ban hanh,

Piéu 5. Giam dbc S&Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
ddc cac don vi c6 sinh phim y té néu tai Bxéu 1 chiu tréch nhiém thi hanh quygt dinh
nay./.
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_ DANHMUC 5
04 SINH PHAM Y TE DUQC CAP SO DANG KY
LUU HANH H]EU LUC 02 NAM - POT 31

(Ban hanh kém theo. Quyet d“mh 56 o&éfo JOP-QLD, ngay.08.1..4..12016)
1. Cong ty ding ky: Novo Nordisk A/S (Dc: Novo Allé, DK-2880 Bagsveerd, Pan

Mach)
1.1. Nha sén xuét: Novo N nrdlsk A/S (Bc Novo Allé, DK- 2880 Bagsvzerd Dan Mach )
STY | Ténthudc | Hoat chét chinh - Dang Tudi | Tiéu | Quy cichdéng | S8 ding ky
Hamlwgng | baoché | tho | chuén g6i
1. |NovoSeven | Yéut6dongméu |Botpha | 24 [NSX |Hopchiallp | QLSP-H02-981-
RT Zmg Vlla t4i té hop tiém théng bst dé pha dung 16
(rFVIa-Eptacog dichtiémvallp
alfa hoat héa) 2mg dung mdi pha
: ti€ém
2. | NovoSeven Yéu td d6ng méu Bt pha 24 | NSX Hépchiral lo QLSP-H02-982-
RT Img VTla t4i t& hop tiém thing b4t ¢é pha dung 16
(rFVIla-Eptacog dich tiém va 1 lo ;
alfa hegt héa) Img dung mbi pha
3 tiém
2. Cong ty ding ky: Norvatis Pharma Services AG (Dc: Lichtstrasse 35, 4056 Basel,
Switzerland)
2.1.Nha sén xuét: Norvatis Pharma Stein AG (Dc: Sckq@hamersrmsse 4332 Stem,
Switzerland )
STT| Ténthube | Hoatchidtchinh- | Dang | Tudi | Tiéu | Quy cich déng | S6 dang ky
Ham lugng baoché | thg | chufn goi
3. | Cosentyx .| Secukinomab Bgt pha 36 NSX Hop 01 1o QLSP-H02-983-
150mg dung thng 16
djch
tiém

3. Céng ty ding ky: JANSSEN CILAG LTD. (Pja chi: 106 Moo 4 Lad Krabang
Indusirial Estate, Chalobgkrung Rd Kwaeng Lamplatew, Khet Lad Krabang, Bangkok
10520, Thai Lan.)
3.1 Nha sin xuéit: CILAG AG. (Dija chi: Hochstrasse 201, CH-8205 Schafﬂlausen, Thuy

8¥)
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STELARA

Ustekinumab
45mg/0,5m1

ti€m

Dung 24
dich | thing

NsX

Hp 1 bom

~ tiém chéa

QLSP-H02-944 -
16

Page 2 0f 2




	240_QD-QLD_080616_CP1VY_001.jpg
	240_QD-QLD_080616_CP2VY_002.jpg
	240_QD-QLD_080616_CP3VY_003.jpg

