BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Pic Idp - Ty do - Hanh phic

S6:245D /QD-BYT Ha Ngi, ngay 09 théng & netm 2015

QUYET PINH
Vé vigc ban hanh danh myc 22 sinh phim chdn doén invitro
dwge chp sb ding ky lwu hanh tai Vit Nam - Dgt 27

BQ TRUONG BQ Y TE

Cin ¢t Luit Dugc ngay 14 thing 6 n&m 2005;

Can cit Nghj dinh sb 63[2012/ND-CP ngdy 31/8/2012 ciia Chinh phi quy
dinh chirc ning, nhiém vy, quyén han va co cdu td chirc ciia B§ Y té;

Cin ¢ Thong tu s6 44/200914/TT-BYT ngay 25/11/2014 ciia B Y t quy
dinh viéc ding ky thubc;

Canrctry-kién ciia Hoi ddng tu vén clp 8 dng by hrrhanhvie sinrv: <inh
phim y té - B3 Y t&;

QUYET DPINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh myc 22 sinh pham chin

doén invitro duge cép sé ding ky lwu hanh tai Viét Nam - Dot 27.

Piéu 2. Cic don vj c6 sinh pham chin doén invitro duo'c phép hau hénh tai
Vit Nam qui diph tgi Pidu 1 pha:l in s6 ding ky duge Bo Y té Viét Nam cép Ién
nhin va phai chap hanh dmh ciia phap lut Viét Nam vé san xuit va
kinh doanh vic xm, sinh ph y té. C4c sb ding ky ¢6 ky hiéu SPCD-TTB-...-15
co gid trj 05 nim ké tir ngdy cép.
Pidu 3. Quyét dinh ndy c6 hidu lyc ké tir ngay ky ban hanh.
Pidu 4. Giam dbc S& Y 18 cdc tinh, thanh phé tryc thude trung wong va \\
»

Gi4m dbc cic don vj 6 sinh phém chén doan invitro néu tai Bléu 1 chiu trich
nhiém thi hanh quyét dinh nay./.
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BQ Y TE

PUGPC CAP SO PANG KY LUU HANH TAI VIET NAM - BQT 27
(Ban hanh km theo Quyét dinh s6 2/50/QD-BYT, ngdy ~ 14/6/2015)

CQONG HOA XA HQI CHU NGHIA VIET NAM
Pjc lip — Ty do — Hanh phic

DANH MUC 22 SINH PHAM CHAN DOAN IN-VITRO

Luat.v

1. Céng ty diing ky: Abbott Laboratories (Singapore) Pte. Ltd (Dja chi: 1 Maritime Square, # 11 - 12;
Diy B, HarbourFront Centre, Singapore 099253 - Singapore)

..:
c
1.1 Nhba sén xuéit: Abbott GmbH & Co.KG (Dia chi: Max - Planck - Ring 2 65205 Wiesbader - Germa%)
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1.2 Nha sin xuiit: Abbott Ireland - Diagnostics Division (Dia chi: Finisklin Business Park Sligo - Ireland)
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1.4 Nha san xuit: Biokit S.A (Dia chi 08186 Llica d' Amunt Barcelona, Spain) sin xuiéit cho Abbott

l{}mbll & Co.KG (Dija chi Max-Planck-Ring 2, 65205 Wiesbaden, Germany)
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1.5 Nha sin xuét: Biokit S.A (Dja chi: 08186 Llica D'Amunt Barcelona, Spain) sin xuft cho Abbott

Laboratories (Dja chi: 100 and 200 Abbott Park Road, Abbott Park, II 60064, USA)
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2. Cong ty dsng ky: Coéng ty TNHH Giii phép Khoe Théai Dwong (Pia chi: S8 8 ngéch 112/59.

Khénh, Ba Pinh, Ha N§i, Viét Nam)

2.1 Nha san xuft: Qualpro Diagnostics (Dja chi: Plot Nos 88/89, Phase IT C, Verna Industrial Es

Verna, Goa, 403 722, India)
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2.2 Nha sin xuit: Tullp Disgnostics [P] Ltd (Bjs chi: Plot Nos 92/96, Phase II C, Verna Industrial Esﬁ;e,
Verna, Goa, 403 722, India) -
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2.3 Nha sin xuit: Zephyr Biomedicals (Dja chi: Plot Nos M 46-47, Phase Il B, Verna Industrial Es?e,
Verna, Goa, 403 722, India) s
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3. Céng ty ding ky: Cong ty TNHH Thwong Mai - Djch Vy K§ Thujt Lyc Tinh (Dja chi: 849 Trin
Xuéin Sogn, P. Tén Himg, Quén 7, Tp. Hb Chi Minh, Viét Nam)
Nha sin xuit: Siemens Healthcare Diagnostics Inc. (Pia chi sin xust: 333 Coney Street, East Walpole

MA 02032, USA; Dja chi vin

: 511 Benedict Avenue, Tarrytown, NY 10591 - 5097, USA)
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4, Cong ty ding ky: F. Hoffmann-La Roche Lid (Dja chi: Grenzacherstrasse, CH-4070 Bascl, Thuy 57
Nha sin xudt: Roche Molecular Systems, Inc (Pja chi: 1080 US Highway 202, Branchburg, New Jers¢y
Lo |

08876-3771, M¥)
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