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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6: 24 /QP-QLD Ha Nji, ngdy _y; thing 7 ndm 2017
QUYET PINH

V& viéc ban hanh danh muc 03 s1nh phim dugc cap s diing ky luu hanh tai
Viét Nam - Dot 33 (S6 ding ky c6 hi¢u lwc 02 nam)

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngéy 06 thang 4 ndm 2016;

Cin cit Nghi dinh s& 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua
Chinh phu quy dinh chitc ning, nhiém vy, quyén han va co cAu td chirc clia Bo
Y té;

Can cur Quyét dinh s6 3861/2013/QP- BYT ngay 30/9/2013 cua BO trudng
B0 Y t€ quy dinh chirc nang, nhiém v, quyen han va co ciu td chic ctia Cyc

Quan 1y Dugc thudéc BO 'Y té;

Can ¢ Thong tur sd 44/2014/TT-BYT ngay 25/11/2014 cua B trudng Bo
Y té quy dinh viéc dang ky thudc;

Cén clr y qun ctia Hoi ddng tu van cip gidy ding ky luu hanh thube,
nguyén li¢u lam thudc;

Xét @& nghi ciia Trudng phong Péng ky thudc - Cuc Quan ly Duorc,

QUYET PINH:

})leu 1. Ban hanh kém theo Quyét dinh ndy danh muc 03 sinh pham dugc
cap s6 dang ky luu hanh tai Viét Nam - Dot 33 (S6 dang ky c6 hiéu lyc 02 nam).

Didu 2. Don vi ¢6 sinh pham dugc phép luu hanh tai Viét Nam qui dinh tai
Piéu 1 phai in sd ding ky dugc BO Y té Viét Nam cap 1én nhén va phai chép
hanh ding cic quy dinh cuia phap luat Viét Nam v€ san xuit va kinh doanh
thuoc Céc s dang ky c6 ky hiéu QLSP-H02-...-17 c6 gia tri 02 nam ké tlr ngay
cap.

Piéu 3. Trong qua trinh luu hanh, cdng ty dang ky, nha san xudt phai ph01
hop véi co sé diéu tri dé thuc hién theo ding cac quy dinh hién hanh vé thuoc ké
don va theo ddi hiéu lwc, d6 6n dinh, an toan, tac dung khong mong mudn ciia
thude trén ngum Viét Nam. Cong ty dang ky thudc c6 trach nhiém téng hop va
bdo céo cac nfi dung néu trén theo dang quy dinh hién hanh mdi 06 thang mot
14n vé Cuc Quan 1y Dugc.

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



Piéu 5. Giam dbc So Y té cac tinh, thanh phd truc thuéc Trung wong va
Giam doc cac don vi c6 sinh pham néu tai Pi€u 1 chiu trach nhi€m thi hanh
quyét dinh nay./.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic 1ap - Tw do - Hanh phiic

z . DANHMUC ‘
03 SINH PHAM PUQC CAP SO PANG KY LUU HANH TAI VIET NAM
HIEU LUC 2 NAM - PQT 33

(Ban hanh kém theo quyét dinh s6: .28Y..../QP-OLD ngayé.../..}../2017
cua Cuc Quan Iy Duoc)

1. Céng ty ding ky: Cong ty TNHH Sanofi- Aventis Viét Nam (Dc: 123 Nguyeén
Khodi, Qudn 4, TP. Ho Chi Minh, Viét Nam)
1.1.Nha san xuit: Genzyme Ireland Limited (P/c: IDA Industrial Park, Old

Kilmeaden Road, Waterford, Ireland. (Co' s¢ déng géi thik cdp: Genzyme Ltd., Dia
chi: 37 Hollands Road, Haverhill, Suffolk CB9 8PU, UK)

STT | Tén thubc Hoat chit | Dangbao | Tudi | Titu | Quy cichdéng S6 ding ky
chinh - Ham ché tho | chuin g6i
lwgng
1. | Myozyme Alglucosidase | Bt pha 36 |TCCS [Hopllo QLSP-HO02-
alfa 50 mg dung dich | thang : 1059-17
dam dac
dé pha
dung dich
tiém
truyén

2. Congty ding ky: Janssen - Cilag Ltd. (Pc: 106 Moo4 Lad Krabang Industrial
Estate Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad Krabang Bangkok 10520,

Thailand)
2.1.Nha san xuat: CILAG AG. (Pc: Hochstrasse 201, 8200 Schaffhausen,
Switzerland)
STT | Tén thubce Hoat chiat | Dangbao | Tudi | Tiéu | Quy cichdéng S6 dang ky
chinh - Ham ché tho | chuin goi
lrong
2. | Sylvant Siltuximab Bot pha 24 | TCCS tHop 1 lo . QLSP-HO02-
100 mg dung dich | thang 1060-17
dam dac
dé pha




dung dich
ti€m
truyén
tinh mach

3. | Sylvant Siltuximab
400 mg

Bt pha
dung dich
dam dac
dé pha
dung dich
truyén
tinh mach

36 | TCCS |Hop1lo
thang

QLSP-H02-
1061-17

Danh muc gdm 02 trang 03 thudc./.
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