BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

Sé: 4692 1OD-BYT Ha Ngi, ngay 6 thing 5 nam 2014

QUYET PINH

vé Vl(;c ban hanh danh myc 01 sinh phidm chin dodn anltl'O
dwge cap s6 diing ky lwu hanh tai Viét Nam - Dot 23 b6 sung

BQ TRUONG BO Y TE
Can cir Ludt Dugc ngay 14 thdng 6 nim 2005;

Can ¢t Nghj dinh sb 63/2012/ND-CP ngay 31/8/2012 cia Chinh phu quy
dinh chirc nang, nhiém vy, quyén han va co cdu td chirc ctia Bé Y té;

Can cr Théng tu sé 22/2009/TT-BYT ngdy 24/11/2009 cta Bo Y té quy
dinh viéc ding ky thubc;

Caneciry klen ctia Hoi dong tu van cap sb ding ky tuu hanh véc xin va sinh
phim y té - B6 Y té;

QUYET PINH:

bié¢u 1. Ban hanh keém theo Quyét dinh nay danh muc 01 sinh phdm chan
doan invitro dugc cp s ding ky luu hanh tai Viét Nam - Dot 23 bd sung.

Diéu 2. Cac don vi ¢6 sinh pham chin doén invitro dugc pheép luu hanb tai
Viét Nam qui dinh tai Diéu 1 phai in 6 dang ky duge Bo Y té Viét Nam cap fén
nhén va phai chap hanh dang céc quy dinh cda phap ludt Viét Nam vé san xuét va
kinh doanh vic xin, sinh pham y té. Cac s6 ding ky ¢é ky hiéu QLSP-TTB-...-14
cé gia tri 05 nam ké tir ngay cap.

Pidu 3. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té cac tinh, thanh phd tryc thude trung uong va
Giam ddc cac don vi ¢6 sinh phdm chan doan invitro néu tai Pidu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Noi nhin: . TUQ.BO TRUOGNG

- Nhu Dicu 4; VU TRUONG
BT ﬂgjﬁz ,{:;,I;;f;;gfg;:;';’? VU TRANG THIET BI VA CONG TRINH Y TE
- Vu Phép ché, Cuc Quan ly dugc, 2

Cuc Y té dy phong, Cuc phdng

chéng HIV-AIDS, Cuc Quan ly

kham chira bénh, Thanh“tra BO Y té;
- Vién V@ sinh d;ch té trung uong,

Vién Kiém dinh qudc gia vic xin va

sinh phdm y té; /

- Téng Cuc Hai quan - Bo Tai chinh;

- Website cita Cuc QLD, Tap chi

Dugc va M§ phdm - Cuc QLD;

~ Luwu: VT, TB-CT (4 ban).
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Die ldp - Tu do - Hanh phiic

DANH MUC 01 SINH PHAM CHAN POAN INVITRO DUQC CAP SO PANG
KY LUU HANH TAI VIET NAM - PQT 23 BO SUNG

(Ban hanh kém theo Quyét dinh s6. 4802 /QD-BYT, ngay... 6./ 5712014)

1. Cong ty dang ky: Abbott Laboratories (Singapore) Pte. Ltd. (Pia chi: Maritime Square, # 11 - 12
Lobby B, HarbourFront Centre, Singapore 099253 - Singapore)

Nha sén xuit: Fujirebio Diagnostics, Inc. (201 Great Valley Parkway, Malvern, Pennsylvania, USA) cho
cong ty Abbott Laboratories Diagnostics Division (Dia chi: 100/200 Abbott Park road, Abbott Park, IL
60064 - USA)

Tén thude/ Hoat chét chinh- | Dang [ Tudi | Tiéu | Quy cach e
STT Tic dung chinh Hamlugng | baoché | tho | chuin | donggsi | SOdangky
ARCHITECT CA 199y 5
Reagent Kit <3 X ang Hoép 100
| | (Pinh lugng chit phan cﬁzm l"l"“fﬁ‘_‘ggﬁ’gf‘; 1éng, 10 | \ox |testihép400 | QLSP-TTB-
(ing v6i 1116-NS-19-9 g 5 pha sén | théng test; hop 500 | 0802-14
trong huyét thanh hay (ngudi) test
huyét trong ngudi)
TUQ. BQO TRUONG
VU TRUONG
VUTRANGT






