BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Péc 1dp - Ty do - Hanh phic

Sé: 2% /QD-BYT Ha Ngi, ngdy 22 thdng 02ndm 2016

QUYET PINH
V& vigc ban hanh danh myc 25 sinh phim chén dodn invitro
duge cip sé déing ky lru hanh tgi Viét Nam - Dot 30

BQ TRUONG BQ Y TE

Cén clr Luit Dugc ngay 14 thdng 6 n&m 2005;

Cin cir Nghj dinh s 63/2012/ND-CP ngdy 31/8/2012 cua Chinh phu quy
dinh chirc néing, nhiém vy, QUyén han va co céu t6 chic cla BoY té;

Cin cir Thong tu sé 44/2014/TT-BYT ngay 25/11/2014 ctia B3 Y té quy
dinh viéc déng ky thudc;

Cin cit y kién clia Hi ddng tu vén cép s diing ky lwu hanh vic xin va sinh
phim y té - B§ Y té;

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muyc 25 sinh phdm chén
doén invitro duge cép s8 ding ky luu hanh tai Viét Nam - Dot 30.

Diéu 2. Céc don vj c6 sinh phim chin doén invitro duge phép hru hanh tai
Vigt Nam qui dinh tai Diéu 1 phdi in sé ding ky dugc B Y té Viét Nam cép lén
nhén v phai chap hanh dﬁnﬁa’.c céuy dinh clia phép ludt Viét Nam vé san xufit va
kinh doanh véc xin, sinh pham y té. Céc sb ding ky c6 ky hiéu SPCD-TTB-...-16
c6 gid trj 05 nam ké tir ngdy cdp.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.,

Pidu 4. Gidm dbc S& Y té céc tinh, thanh phd tryc thudc trung wong va
Gism d6c cac don vj c6 sinh phdm chén doan invitro néu tai Pidu 1 chju tréch
nhiém thi hanh quyét dinh néy./.r_,/

Noi ng@g: TUQ. BQ TRUGNG
- Nhu Digu 4;
- BT. Nguyén Thj Kim Tién (dé b/c); gln \?.?ggNG TRINH Y TE

-Céc Déngchi Thirtruong Bo Y&~ YU TRANG
(8éblo);

- Vy Phép ché, Cuc Quaén ly dugre,
Cuc Y té dy phong, Cuc Phdng
chéng HIV/AIDS, Cyc Quan ly
kh&m chita bénh, Thanh tra B$ Y té;
- Vién V§ sinh Dich 1€ Trung wong,
Vién Kiém dinh Quéc gin Vic xin va
Sinh phém y té;

- T'éng Cuc Hai quan - B§ Tai chinh;
- Website ciia BY Y té;

- Luu: VT, TB-CT (4 ban).



BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Pgc 1dp — Ty do — Hanh phic

DANH MUC 25 SINH PHAM CHAN POAN INVITRO BUQC
CAP SO PANG KY LUU HANH TAI VIET NAM - POT 30

(Ban hanh kém theo Quyét dinh sé BF /OP-BYT, ngay 22/ 032016)

l. Cong ty ding ky: Abbott Laboratories (Singapore) Pte. Ltd (Dja chi: 1 Maritime Square, # 11 - 12 Day B,
HarbourFront Centre, Singapore 099253 - Singapore)

1.1 Nha sén xufit: Abbott GmbH & Co.KG (Pja chi: Max - Planck - Ring 2 65205 Wiesbaden - Germany)
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it: Abbott Ireland - Diagnostics Division (Dia chi: Finisklin Business Park Sligo - Ireland)
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1.3 Nha sin xuit: Abbott Ireland - Diagnostics Division (Pja chi: Lisnamuck, Longford Co. Longford -

Ireland)
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