BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phuc
sé: 466 |QP-QLD Ha Noi, ngay-*4 thang 40 nim 2017
QUYET PINH

Vé viéc ban hanh danh muc 09 sinh phiam dwoc cip s6 ding ky lwu hanh tai.
Viét Nam - Dot 34 (S6 ding ky ¢6 higu e 05 niim)

CUC TRUOGNG CUC QUAN LY DUQC

Cén ctr Ludt Duogc ngéLy 06 thang 4 ndm 2016;

Cin c& Nghi dinh s 75/2017/ND-CP ngdy 20 thang 6 nim 2017 cua
Chinh pht quy dinh chirc néng, nhiém vy, quyén han va co chu tb chirc clia B9
Y té;

Cén ctr Quyét dinh s 3861/2013/QD- Sihdh ngay 30/9/2013 cta BY trudng
Bo Y t€ quy dinh chic nang nhiém vy, quyén han va co céu t6 chirc ciia Cuc
Quan ly Duogc thudc Bo Y t&;

Cén cur Thong twr s6 44/2014/TT-BYT ngay 25/11/2014 clia B3 trudng Bo
Y t€ quy dinh viée ding ky thudc;

Can ciry kle}'l cia Hoi dong tu van cép gidy dang ky lwu hanh thube,
nguyén liéu 1lam thubc;

Xét d& nghi clia Trudng phong Ding ky thubc - Cuc Quan 1y Duge,
QUYET PINH:

~ Didu 1. Ban hanh kém theo Quyét dinh ndy danh muc 09 sinh pham duge
cap s6 dang ky luu hanh tai Viét Nam - Dot 34.

Diéu 2. Céc co 6 déng ky va san Xuat c6 sinh phim duoc phép luu hanh
tal Viét Nam qui dinh tai Didu 1 phai in sb ding ky duoc B Y té Viét Nam cap
1én nhén va phai chép hanh ding cac quy dinh ctia phép ludt Viét Nam v& san
xuét va kinh doanh thube. S6 dang ky ¢6 ky hidu QLSP-...-17 ¢6 gié tri 05 nim
ké tir ngay cap.

Pitu 3. Quyét dinh nay c6 hidu luc ké tlr ngay ky ban hanh.

Pitu 4. Giam dbc S6 Y té céc tinh, thanh pho truc thube Trung uwong va
Gidm dbc cic co s¢ dang ky vA san xuét ¢d sinh phim néu tai Pidu 1 chiju trach
nhiém thi hanh quyet dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu diéu 4; PHO CUC TRUONG
- BT. Nguyén Thi Kim Tién (de b/c);

-TT. Truong Quoc Cudng (dé ble);
- Vu Phép ché, CucY té du phong, Cuyc Quan 1y khédm
chita bénh, Thanh tra Bo Y té, Cuc I(HCN&BT
- Vién V¢ sinh dich t& trung uong, Vién Kiém dinh qudc
gia vic xin v sinh phim y t&;

- Téng Cuc Hai quan - Bo Tai chinh; oA e
- Website ctia Cue QLD, Tap chi Duge va My phém- ‘.“SQ." = ,}
Cuc QLD; “PoVan Dong
- Luu: VT, QLKDD, QLCL, DKT (8 ban).




BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC

Poc lap - Tw do - Hanh phic

_ . DANH MUC ‘
09 SINH PHAM DUQC CAP SO PANG KY LUU HANH TAI VIET NAM
HIEU LUC 5 NAM - POQT 34

(Ban hémh kém theo quyét dinh sé: AL ... /OP-OLD ngays. 4.1.46/2017
ctia Cuc Quadn Iy Duoc)

1. Cong ty diing ky: Baxalta Singapore Pte. Ltd. (Dia chi: 8, Marina Boulevard, # 15-
01 Marina Bay Financial Centre, Singapore 018981 - Singapore)

1.1.Nha san xuét: Baxter AG (Dja chi: Lange Allee 24, 1221 Vienna - Austria)

STT | Ténthuéc | Hoatchitchinh | Dang | Tudi | Tiéu | Quy cichdéng S6 ding ky
- Ham luong bao ché | tho | chufn goi
Immunine Human Botpha | 24 M3ai kit chira: 1 lo o i
L 600 Coagulation dung thang oy bt + 1 lp nuce WhSR-LGe-1T
Factor IX 600 IU dich cat pha tiém 5m!
tiém + 1 kit @€ pha
hoic lo#ing va tiém
truyén
tinh
mach

2. Cong ty ding ky: Ferring Pharmaceuticals Ltd. (Pia chi: Unit 1-12, 25/F, No.1
Hung To Road, Ngau Tau Kok, Kowloon - Hongkong)

2.1.Nh san xuit: Co s& san xuét lp thude bot: Ferring GmbH (Pia chi: Wittland 11,
24109 Kiel, Germany); Co s& san xudt dung moi: Wasserburger Arzneimittelwerk
GmbH (Dia chi: Herderstrape 2 and Molkerei-Bauer-Strafe 18, 83512 Wasserburg,
Germany); Co s& d6ng go6i: Ferring International Center S.A. (Pia chi: Chemin de la

Vergognausaz, CH-1162 St. Prex, Switzerland)

STT | Ténthudc | Hoatchitchinh | Dang | Tudi | Tidu | Quy cachdéng 86 ding ky
-Ham lwong | baoché | tho | chudn goi
2. Zomacton Somatropin 4mg E:f;‘)t th3é?1g TCCS | Hop 1, lo b@tp dong | QLSP-1063-17
dong khoé va 1 6ng
kho pha dung mndi 3,51nl
dung
dich
tiém

3. Cong ty ding ky:

JW Pharmaceutical

Nambusunhwan-ro, Seocho-gu, Seoul - Korea)

Corporation (Pia chi:

2477

3.1. Nha san xuit: JW Pharmaceutical Corporation (Pia chi: 56, Hanjin 1-gil,
Songak-eup, Dangjin-si, Chungcheongnam-do - Korea)




STT | Tén thubc | Hoat chit chinh | Dang Tuo6i | Tiéu Quy cachdong S$6 dang ky
-Ham lwong | baoché | tho | chudn go6i
3. | Paringold | Heparin natri %‘f thif}g Tces | HOp10loxSml | o op 106417
injection 250001U/5ml o
truyén
tinh
mach

4. Cong ty ding ky: LG Chem, Ltd. (Pia chi: (Yeouido-dong) 128, Yeoui-daero,

Yeongdeungpo-gu, Seoul - Korea)

4.1. Nha san xuét: LG Chem, Ltd. (Pia chi: 129, Seokam-ro, Iksan-si, Jeollabuk-do -

Korea)
STT | Tén thubc | Hoat chitchinh | Dang | Tudi | Tiéu | Quy cichdéng S6 ding ky
-Ham lwrong | baoché | tho | chuén goi
4 | Follirope | Folliropinalfa | Dung | 36 | 1o0g | Hap chiva 01 bom | QLSP-1065-17
Prefilled | nguditaitdhep | dich | thing tiém chira 0,3ml
Syringe 1501U/0,3ml tiem
150IU
5 Follitrope Follitropin alfa Dung 36 TCCS | Hop chira 01 bom | QLSP-1066-17
' Prefilled ngudi tai to hop dich thang tiém chira 0,45ml
Syringe 2251U/0,45ml Hem
22510
6 Follitrope Follitropin alfa Dung 36 TCCS | Hop chira 01 bom | QLSP-1067-17
' Prefilled ngudi tai to hop dich thang tiém chira 0,6ml
Syringe 300IU/0,6ml 8
3001U
7 Follitrope Follitropin alfa Dung 36 TCCS | Hop chtra 01 bom | QLSP-1068-17
' Prefilled ngudi tai td hop dich thang tiém chira 0,15ml
Syringe 751U 7510/0,15ml B

5. Coéng ty ding ky: Wockhardt Limited (Pia chi: Wockhardt Towers, Bandra-Kurla
Complex, Bandra (East) Mumbai 400 051 - India)

5.1. Nha san xuit: Wockhardt Limited (Pia chi: Biotech Park, H-14/2, MIDC Waluj
Aurangabad 431136 Maharashtra State - India)

STT | Tén thuéc | Hoat chitchinh | Dang | Tubi | Tiéu | Quy cichdéng $6 dang ky
- Ham lugng bao ché | tho | chuin goi
: Insulin Glargine Dung 36 g o4
8. Glaritus L00IU/1m] dich. thing TCCS H?P 1 6ng QLSP-1069-17
fidi (cartridge) x 3ml

6. Cong ty diang ky: Zuellig Pharma Pte. Ltd. (Pia chi: 15 Changi North Way # 01-01,
Singapore 498770 - Singapore)

6.1. Nha san xuit: Amgen Manufacturing Limited (Dia chi: Road 31 Km. 24.6 Juncos,
Puerto Rico 00777 - USA)




STT | Ténthudc | Hoatchétchinh | Dang | Tudi | Tiéu | Quy cichdéng S6 ding ky
-Ham lwgng | baoché | tho | chufn g6i
; : 30 Hop 01 bom tiém
9. Neupogen Filgrastim Dung - TCCS Al QLSP-1070-17
30MU/0,5ml dich thing ddéng san 0,5 ml
tiém

Danh myc gdm 03 trang 09 thubc./.

KT. CUC TRUONG
PHO CUC TRUONG






