BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc lip - Ty do - Hanh phic
S6: 440 /QP-QLD Ha Ngi, ngay 33 thdng 3 ndm 2017
QUYET PINH

Vé viéc ban hanh danh myc 04 smh phim dwgc cap s6 ding ky luu hanh tai
Viét Nam - Dot 32 (S6 diing ky c6 higu lyc 02 nim)

CUC TRUONG CUC QUAN LY DUGQC

Cén ¢t Luat Dugc ngéy 06 thang 4 ndm 2016;

Cin ctr Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh pha quy
dinh chirc ning, nhiém vy, quyen han va co cu t§ chirc cia B§ Y té;

Can cir Quyét dinh s6 3861/2013/QP- BYT ngay 30/9/2013 cua By truong
BoYté quy dinh chirc n ég nhiém vu, quyen han va co céu td chirc ciia Cuc
Quén ly Dugc thuéc B6 Y t

_ Céin cr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B) trudng B
Y té quy dinh viéc dang ky thubc;
Cén cu y kmn clia Hoi ddng tu vAn cdp gidy dang ky huu hanh thudc,
nguyén liéu 1am thudc;

Xét dé nghi ctia Phong Ping ky thudc - Cuc Quan Iy Dugc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh niy danh myc 04 sinh phdm dugc
cép s6 dang ky Ivu hanh tai Viét Nam - Dot 32 (S6 ding ky c6 hiéu lyc 02 nim).

Ditu 2. Born vi ¢6 sinh phim dugc phép Iwu hanh tai Viét Nam qu1 dinh t:;u
Pidu 1 phai in s6 ding ky dugc B§ Y té Vigt Nam cap lén nhan va phai chip
hanh ding céc quy dinh cia phép ludt Viét Nam vé san xuét va kinh doanh
thuoc Céc sb ding ky ¢6 ky hiéu QLSP-H02-...-17 ¢6 gi4 tri 02 nim ké tir ngay
cép.

Piéu 3. Trong qua trinh luu hanh, cong ty dang ky, nha san xuét phal phél
hop véi co s& didu tri & thyc hién theo diing cdc quy dinh hi¢n hanh ve thudc ké
don va theo ddi hiéu lye, 4§ 6n dinh, an todn, tac dung khéng mong mudn ctia
thudc trén ngum Viét Nam. Céng ty ding ky thuc c6 trach nhle;m tong hop va
béo céo céc ndi dung néu trén theo ding quy dinh hién hanh mdi 06 thang mét
14n v& Cuc Quan ly Dugc.

Pidu 4. Quyét dinh nay c6 hidu luc ké tir ngdy ky ban hanh.



Dleu 5. Gidm d6c S& Y té cac tinh, thanh phé tryc thuéc Trung wong va
Glém dbc cic don vi cb sinh phdm néu tai Piéu 1 chju trach nhiém thi hanh

quyet dinh nay./.

No'i nhin:

- Nhur diéu 5;

- BT. Nguyén Thj Kim Tién (&8 b/c);

- TT. Truong Qudc Cudng, TT. Nguyén Thanh Long (48
b/c);

- Vu Phap ché, Cuc Y té dv phong, Cyc Quén ly khém chiia
bénh, Thanh tra B Y te Cuc KHCN&DT;

- Vién V¢ sinh c‘qch té tnmg uong, Vién Kiém dinh quéc gia

véc xin va sinh phim y té; " g TRU’ON
- Téng Cyc Hai quan - By Tai chinh; /} Gl Ci

- Website cia Cyc QLD, Tap chi Dugc va M§ pham-Cyc i /Af’ P A
QLD;

- Luu: VT, KDD, QLCL, DKT (4 ban).



BOQYTE
CUC QUAN LY DUQC

DANHMUC

04 SINH PHAM PUQC CAP SO PANG KY LUU HANH

CO HIEU LUC 02 NAM - PQT 32

CONG HOA XA HQI CHU NGHIA VIET NAM
Ddc lip - Ty do - Hanh phac

1. Cong ty ding ky: Cong ty TNHH Sanofi- Aventis Vi§t Nam (D/c: 123 Nguyén
Khodi, Quin 4, TP. H6 Chi Minh - Viét Nam)
1.1 Nbha sin xufit: Hospira Inc. (B/c: 1776 North Centennial Drive, McPherson, KS
67460; (Co 56 déng goi: Genzyme Corporation (B/c: 11 Forbes Road, Northborough, MA
01532 USA)) —~ US4

STT | Ténthubc | Hogtchdtchinh | Dang | Tudi | Titw | Quycichdéng | S6 ding ky
-Ham lwgng | baoché | the | chufin gbi
1. | THYROGEN | Thyrotropinalfa | Bét 36 |TCCS |Hop2lo QLSP-HO2-
1,1mg (thé tich | dong théng 1039-17
ritrala 0,9mg) | khé pha
- tidém

2. Céng ty diing ky: F.Hoffmann-La Roche Ltd.(D/c: Grenzacherstrasse 124, CH-4070

Basel -Switzeland

2.1 Nha sin xuiit:Roche Diagnostics GmbH (D/c: Sandhofer Strasse, 116, D-68305
Mannheim-Germany).Co s¥ déng géi: F.Hoffmann-La Roche Ltd. (dia chi:
Wurmisweg, 4303 Kaiseraugst, Swiizeland)

STT

Tén thude

Hegt chfit chinh
- Him Twong

Dang
bao ché

Tubi
tho

Tiéu
chudn

Quy cach déng
géi

S0 Aang Ly

Perjeta
420MG/14ML

Pertuzumab 420
mg/14 ml

Dung
dich
dém dic
dé pha
dung
dich
tiém
lruyén

24
théng

TCCS

Hop 110

QLSP-HO02-
1040-17

3. Cong ty ding ky: Jamssen - Cilag Ltd. (P/c: 106 Moo4 Lad Krabang Industrial
Estate Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad Krabang Bangkok 10520 - Thdi
Lan)
3.1 Nha sidn xuét: Nha sdn xuiit: Baxter Pharmacentical Solutions LLC (D/c: 927
South Curry Pike, Bloomington, IN 47403, My); Co s& dbéng gbi va xuit xwéng: Cilag
AG (Dja chi: Hochstrasse 201, 8200 Schaffhausen, Thuy 55)
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STT | TénthuSc | Hoatchitchinh | Dong | Tudi | Tiéu | Quycich déng | S6 diing ky
' -Ham lwgng | bioché | thg | chufin g6i
3. | SIMPONI Golimumab Dung 24 | TCCS | Hop chita 1 QLSP-HO02-
50mg/0,5ml dich thing bom tiém chira 1041-17
tiém sén 0,5ml
thudc; Hép
chira [ but
tiém chira sin
0,5ml thudc

3.2 Nha san xufit: Cilag AG (B/e: Hochstrasse 201, 8200 Schaffhausen - Thuy S9)

STT| Ténthuoc | Hoptchftchinh | Dang | Tudi | Tiéu ( Quycichdéng | S& ding ky
-Ham lwpng | bioché | tho | chuln géi
4. | SIMPONI LV. | Golimumab Dung 24 |TCCS [Hopllo QLSP-H(2-
50mg/4ml dich thdng 1042-17
ddm dic
pha
tiém
truyén

cyc TRUONG

Trang 2/ 2



	110_QD-QLD_270317_CP1VY_001.jpg
	110_QD-QLD_270317_CP2VY_002.jpg
	110_QD-QLD_270317_CP3VY_003.jpg
	110_QD-QLD_270317_CP4VY_004.jpg

