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CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

DANH MUC 47 VAC XIN, SINH PHAM Y TE DPUGC CAP SO PANG KY LUU HANH

TAI VIET NAM - BJT 18

Ban hanh kém theo quyét dinh st/ JQLD-BK, ngay 20....... & 1. 512

Hoat chit

Dang thudc

Tiéu

R J . u | Quycach | ¢ ging ky
STT Tén thuge chinh ham lwgng Tuoi tho chuan| doéng goi
1.CONG TY DPANG KY

Abbott Laboratories

Singapore) Pte. Ltd.

1 Maritime Square, # 11-12 Dday

B, HarbourFront Centre,

Singapore 099253 - Singapore

1.1 Nha san xuit

Abbott GmbH & Co.KG

Max - Planck - Ring 2 65205

Wiesbaden, Delkenheim - Germany

1[Bd thudc thir ARCHITECT Toxo  |Vi hat phu Dang ldng, | 8 thang {NSX |Hgp 100 QLSP-0492-12

IgG Avidity (Reagent Kit) khéng nguyén  |pha sén - . tests
tai to hop
Toxoplasma
gondii; chat ket
hop IgG khéang
ngudi (chudt)
dugc danh dau
acridinium

1.2 Nha san xuit

Abbott Ireland - Diagnostics

Division

» wnisklin Business Park Sligo -

Ireland

2]ARCHITECT HBsAg Qualitative |Vi hat: anti- Dang long, | 8 thang INSX {Hop 100 QLSP-0493-12

Reagent Kit HBs(IgM, IgG  |pha sin - . tests; Hop
chut don dong) 500 tests;
phu vi hat; chat Hop 4x500
két hgp: anti- tests
HBs(IgM, IgG
dé don dong)
pht vi hat

1.3 Nha san xuét
Denka Seiken, Co., Ltd cho
Abbott GmbH & Co0.KG
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. Hoat chit |Dang thudc| . ;. Tiéu | Quy cach S6 ding kv
STT ‘ ¢ chinh ham lwong Tuoi the chuin| dong géi © 8Ky
3.CONGTY PAM~ Y
Cong ty CPDP Nam Ha
415, Han Thuyén, Nam Dinh -
Viét Nam
3.1 Nha san xuét

Bue Cross Bio-medical (Beijing)

Co., Ltd

Beigijia Industry Zone, Changping

District, Beijing - P.R.China

71 Q-STICK Anti-HCG Que thir - . | 24 thang| NSX |Hép 1 que QL! -0498-12
monoclonal thir
antibody-I and
anti-HCG
monoclonal
antibody-II;
Goat anti mouse
1gG
4.CONG TY DPANG KY

Cong ty TNHH DKSH Viét

Nam

86 23 Pai I3 Dc Lap, khu cong

nghiép Viét Nam - Singapore,

Thugn An, tinh Binh Duong -

Viét Nam

4.1 Nha sin xut
Novo Nordisk A/S
Novo Allé, DK-2880 Bagsveerd -
Denmark
8| Levemir Flexpen Insulin detemir |Dung dich | 30 thang{ NSX | Hop 5 bat | QLSP-0499-12
tiém — ti~ém bom
100 U/ml san 3ml




—

5.CONG TY PANGKY

Céng ty TNHH MTV Viic xin
va Sinh phim s6 1

S6 1, Yersin, Ha Noi - Viét Nam

5.1 Nha san xuit

Céng ty TNHH MTV Vic xin va
Sinh phim s6 1
S6 1, Yersin, Ha Ngi - Viét Nam

Gené-HBvax

Havax

6.CONG TY PANGKY
Céng ty TNHHDP Bién Loan
306 Nguyén Thi Minh Kha,
Qudn 3, TP.H6 Chi Minh - Viét
Nam

6.1 Nha san xuét
Novartis vaccine & diagnostics
S.r.l

Via Fiorentina, 153100 Sience
Italia - Italia

Agrippal S1

7.CONG TY DANGKY
Dong-A pharmaceutical Co.,
Ltd

252, Yongdu-dong,
Dongdaemun-gu, Seoul - Korea

Khang nguyén
bé mit vi rat
viém gan B tinh
khiét

Protein bao gdm
khang nguyén vi
rat viém gan A

vic Xin cam
mua

Dung dich
tiém -
20pg/ml

Dung dich
tiém -
200pg/1ml;
100pg/0,5m

Hdn dich
tiém - .

NSX

NSX

NSX

Hop 10 lo x
Iml

Hop 10 1o x
Iml; Hop 10
lo x 0,5ml

Hop 1 bom
tiém nap san
liu 0,5ml

QLVX-0500-12

QLVX-0501-12

QLVX-0502-12

Trang 4



ASLO (ngudi)

- m ey

STT 1 @ thube Hoat chat | Dang thudc|,\, o\ | Titu | Quy cich | gg gzpq 1y
chinh ham lwgng *Ichuan| déng goi
7.1 Nha sin xuét
Dong-A pharmaceutical Co., Ltd
29-40, Bonri-ri, Nonkong-eup,
Dalsung-kun, Taegue - Korea
12{Eriprove Recombinant |Dungdich |18 thang|NSX |Hop 10 lo x { QLSP-0503-12
human tiém - 1ml dung
erythropoietin  [20001U/1ml dich ti€ém
20001U
13|Eriprove Recombinant |Dungdich |18 thang|NSX [Hop 10 QLSP-0504-12
human tiém - syringczs
erythropoietin  {20001U/0,5 doéng san x
ml 0,5 ml dung
dich tiém
2000IU
14{Eriprove Recombinant  |Dungdich |18 thang|NSX |Hop 10 QLSP-0505-12
human tiém - syringes
erythropoietin  |10001U/0,5 déng san x
ml 0,5 ml dung
dich tiém
1000IU
15iEriprove Recombinant  |Dung dich |18 thang|NSX |Hop 10 1o x | QLSP-0506-12
human tiém - Iml dung
erythropoietin  |4000IU/1ml dich tiém
i 40001U
8. CONG TY PANGKY
F.Hoffmann-La Roche Ltd.
Grenzacherstrasse, CH-4070
Basel - Switzerland
8.1 Nha san xuft
Roche Diagnostics GmbH
Sandhofer 116 68305 Mannheim -
Germany
16(C.f.a.s. CK-MB CK-BB (ngudi), |dong kho - .| 14 thang|NSX |[Hop 3 chai x| QLSP-0507-12
CK-MM (6¢ Iml
lon), albumin bo
17|C.f.a.s Proteins Ferritin (nguoi), |chat 16ng - . | 14 thang|NSX |Hép 5 chai { QLSP-0508-12
CRP (nguoi), Iml







www.vanbaniuat.vn



www.vanbaniuat.vn



STT

" ithu’

Hoat chat
chinh

Dang thudc
ham lwong

Tubi tho

Tiéu
chuan

Quy cach
déng goi

S5 dang ky

36

37

38

39

40

4

[

Elecsys Troponin [

Elecsys Troponin I Stat

Elecsys T-Uptake

Elecsys T-Uptake calset

Elecsys Vitamin B12

Roche Cardiac ProBNP+

8.2 Nha san xuit

Vi hat phu
streptavidin,2
khang thé don
dong khang
troponin I tim
¢6 gin Biotin
(ttr chudt),
khéng thé don
dong khang
troponinl tim tir
chudt danh déu
ruthenium

Vi hat phu
streptavidin, 2
khang thé don
dong khang
troponin I tim
¢6 gén Biotin
(tir chudt),
khéng thé don
dong khang
troponin I tim
c6 gin Biotin
(tir chudt)

Vi hat pha
Streptavidin, T4
polyhapten gén
biotin, khang
thé da dong
khang T4 (tr
clru) danh d4u
ruthenium

L-Thyroxine,
Thyroxine
binding globulin
matrix

Dithiothreitol,
vi hat phu
Streptavidin,
yéu té ndi danh
diu ruthenium
(tir lgn),
Vitamin M12
gin Biotin

Khang thé da
dong khang NT-
proBNP biotinyl
hoa, Khang thé
don dong khang
NT-Pro BNP ¢6
gin nhan vang

Chét long - .

bhét long - .

chat [ong - .

chit long -

chét 1ong - .

Que thir - .

BN i

7 thang

7 thang

14 thang

. 12 thang

9 thang

7 thang

NSX

NSX

NSX

NSX

NSX

NSX

Hop 100 xét
nghiém

Hop 100 xét
nghiém

Hop 200 xét
nghiém

hop 4 chai x
1,0ml

Hop 100 xét
nghiém

Hop 10 que
thir + 1 the
mé hoa

QLSP-0527-12

QLSP-0528-12

QLSP-0529-12

QLSP-0530-12

QLSP-0531-12

QLSP-0532-12




STT

42

43

44

Tén thude

1910 E Innovation Park Drive
Tucson, AZ 85755 - My

Confirm anti-CD20 (L26) Primary
Antibody

9. CONG TY PANG KY

HBI Co., Ltd.

#7508, Dongil Technotown 7th.
823, Kwanyang-Dong, Dongan-
Gu, Anyang-si, Gyeonggi-Do,
431-716 - Republic of Korea

9.1 Nha sin xuit
HBI Co., Ltd.

#7508, Dongil Technotown 7th.
823, Kwanyang-Dong, Dongan-
Gu, Anyang-si, Gyeonggi-Do, 431-
716 - Republic of Korea

Hisens HBsAg Card

Hisens HCV Card

el
chinh

Khang thé don
dong tir chudt
khéng truc tiép
vd&i vung khang
nguyén hién
dién chi yéu
trén té bao
lympho B ngudi

Inactivated
HBsAg;
Polyclonal anti-
HBsAg from
goat;
monoclonal
anti-HBsAg -
gold colloid

Goat anti-
human
Immunoglobuli
n; Recombinant
HCV antigens
(core, NS3,
NS4, NS5);
Protein A-gold
conjugate

Dang thuc‘)cI
ham lwgng |

chét 16ng - .

Que thir - .

Que thir - .

tho

9 thang

18 théng

18 thang

R
chuan

dong goi

NSX

NSX

NSX

Hop 1 chai
5ml

Tai 1 que
thir; Tai 10
que thir.

Tai 1 que
thir; Tai 10
que thir.

QLSP-0533-12

QLSP-0534-12

QLSP-0535-12
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T ith

Hoat chét
chinh

Dang thudc
ham lugng

[y

Tiéu

Tudi tho chuin

Quy cach
dong géi

S6 dang ky

4

W

46

47

Hisens Syphilis Card

Hisens Troponin-I Card

10 . CONG TY PANGKY
Vién V¢ sinh Dich t& Trung
wong

S6 1, Yersin, Hai Ba Trung, Ha
Noi - Viét nam '
10.1 Nha san xuit

Vién V& sinh Djch t& Trung wong

6 1, Yersin, Hai Ba Trung, Ha
NGi - Viét Nam

Sinh phim chin doan viém néo
INhat Ban (Xét nghiém mién dich
enzym phat hién IgM)

Rabbit anti
recombinant TP
antigens;
Recombinant
TP antigens;
Recombinant
TP antigens
gold conjugate

Polyclonal anti-
mouse IgG from
goat; Polyclonal
anti-Troponin-I
from goat;
Monoclonal
anti-Troponin-I
from mouse-
gold colloid.

Khéng thé khang
[gM ngudi dic
higu chudi micro;
khiang nguyén
IVINNB dong kho;
chirng duong:
huyét thanh ngudi
c6 IGM khang
virus VNNB;
chimng am: HT
nguoi khong ¢
[eM &IgG khang
virus VNNB;
cong hop: IgG

ang virus

B gin
nzyme

eroxydase

Que thu - .

Que thur - .

Chét long +
dong kho

18 thang|NSX

18 thang| NSX

12 thang NSX

Tai 1 que
thy; Tai 10
que thtr.

Thi 1 que
thar; Hop 30
que thur.

B sinh
pham 2 x 8
xét nghiém

11

QLSP-0536-12

QLSP-0537-12

QLSP-HO02-
0538-12




