BO Y TE cONG HoAxAnblcnﬂNGmA vm'rNAM
Dc 1p - Tu do - Hanh phiic

S8 A16L/QD-BYT _
Ha Ngi, ngay 4 thdng 4 ndm 2010

QUYET PINH
Vé vigc cdng b6 05 sinh phém y t€
duge phép lua hanh tat Viét Nam - dot 10

BO TRUONG BO Y TE

Can ctt Lut Dugc ngdy 14 thing 6 nim 2005;
Cin ot Nghi dinh s6 188/2007/ND-CP ngdy 27/12/2007 cia Chinh phd quy
dinh chic nZing, nhi®m vy, quyén han v co cfu t8 chitc clia B Y t€;
Cin ctf Quyé&t dinh s§ 4012/2003/QD-BYT ngly 30/7/2003 cita B) truémg Bo
Y € ban hanh Quy ch& Dang k¢ véc xin, sinh phdm y t&;
Theo'd4 nghj clia Hi ddng xét duyet hd so ding k¢ lun hanh véc xin v sinh
phém y t& hop ngdy 26/03/2010,
QUYET DINH:

Pidu 1. Cong b6 05 sinh phdm y t& duge phép luu hanh tai Viét Nam - dot 10
(c6 danh muc k&m theo).

Piéu 2. C4c don vj c6 sinh phim y t& dugc phép lwm hanh tai Viét Nam qui
dinh tzi Piéu 1 phii in s6 ding k§ dugc BY Y ¢ Viet Nam cffp len nhiin vi phii
chfip hanh ding céc quy dinh clia phip luat Viet Nam vé sin xust va kinh doanh
vic xin, sinh phdm y t& Céc s6 ding k¥ c6 ky hiéu QLSP-...-10 ¢6 gif trj 5 nam ké
tit ngly c4p. 4

Piéu 3. Quyé&t djnh ndy ¢ hitu luc ké tir ngdy k¢ ban hanh.

Pidn 4. Céc Ong, B Chénh Van phdng B9, Chénh thanh tra B9, Cyc Trudng
Cuc Quén Iy Duge, Vu Trudng, Cuc trudng cia cdc Vy, Cuc 6 lien quan thugc B
Y t&, Thi trnudng céc don vj tryc thude BY Y t&, Gidm d6c S& Y t& céc tinh, thanh
ph6 trye thu¢c Trung wong va Thi trudng cdc don vj ¢6 véc xin, sinh phdm y t&
dugc phép hra hanh tai Viét Nam trong Danh muc qui dinh tai Diéu 1 chju trdch
nhi¢m thi hinh Quyét dinh nay.

Noi nhan:

 Niabid & | KT.BO TRUGNG
- TS, Nguyén Qudc Triéu-BT (44 bic);

- S¥'Y ¢ céc tinh, thinh phé tye thudc trung vong;

- Téng Oye Hili quan;

- Oyc Hai quan HA N¢i, Hii Phdng, DA Ning,TP. HCM; j
- Céc don vj dang k¢ VXSPYT; '
- Vu Phéip ché, Coc Y t£ dy phdng v moi tredmg, Cyc Quén §

1§ khém chita beah, Thanh s Bo Y t£; \ 2
- Vi¢a V& sinh djch t§ truag wong, Vien Kifm dinh quéc gia
vic xin v sinh phém y of; .
-Lun: VT, QLD (5 bin).




3
o
=

CONG HOA XA HOI CHU NGHIA VIET NAM
Ddc 14p - tir do — hanh phiic

DANH MUC
Sinh phém y t&€ duge cfp s6 dang ky hru hanh tai Viét Nam dgt 10
(Ban hanh kém theo Quyét dinh s6 ALQD-BYT, ngdy A2théng¥ ndm 2010)

1. Cong ty dang ky: Cong ty cd phén y t€ Dirc Minh (S6 1 Dong Quan, Quan
Hoa, Cdu Gidy, H2 noi)
1.1. Nhd sé#n xufit: Fujirebio. InC (62-5 Nihonbashi-Hamacho 2 - chome
Chuo-ku, Tokyo, 103-0007, Japan)

STT | Tén sin phdm | Dangbao (Ponvi| Déng géi Han S6 diing ky
o+ | ché tinh ding

1 |SERODIAHIV | Dung dich, | H0p | Hop 100test | 18 | QLSP-0300-10
12 MIX dong kho

2 | SERODIA- Dung dich, | H¢p | Hop 100test, 12 QLSP-0301-10
HCV dong kho hop 220test

3 |SERODIA- Dung dich, | Hop | Hop 100test, 12 {QLSP-0302-10
TP.PA dong kho hop 220test

2. Cong ty dang ky: Abbott Laboratories (Singapore) Pte.Ltd., (1 Maritime

Square, #11-12 Loppy B HarbourFront Centre, Singapore)

2.1. Nha sin xufit: Abbott Ireland (Finisklin Business Park, Sligo, Ireland)

STT | Ténsin phim | Dangbdo [ Ponvi| Pong goi Han S6 dang k¥
ché tinh ding :
: (théng)
4 |BY thu6c thir| long Test | Kit 100 test, 08 | QLSP-0303-10
ARCHITECT 4%100 test,
HBsAg 4x500 test,

3. Cong ty dang ky: F. Hoffmann La Roche Ltd (Grenzacherstrasse 124, 4070

Basel, Thuy Si)

3.1. Nha sin xufit: Roche Diagnostics GmbH (D - 63298, Mannheim, Pdc)




STT| Ténsinphfm | Dangbdo |Ponvi| Dénggéi Han S6 ding ky
ché tinh ding
_ (thing)

S | Elecsys dongkho | chai | Hop 6 chai 18 | QLSP-0304-10
PreciControl | pha 2ml :
Matemal Care
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