BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Paéc lap - Tu do - Hanh phac

s6 A146 /QD-BYT
Ha Noi, ngay thang 5 ndm 2009

QUYET PINH
Vé viéc cong bo 54 vdc xin, sinh pham y té
duoc phép luu hanh tai Viét Nam - dot 7

BO TRUONG BO Y TE

Can cit Luat Dugc ngay 14 thang 6 nam 2005;

Can ci& Nghi dinh s¢ 188/2007/ND-CP ngay 27/12/2007 ctia Chinh phi quy dinh
chic ning, nhiém vu, quyén han va co cu 18 chiic cha B6 Y t&;
Can ctt Quyét dinh s6 4012/2003/QD-BYT ngay 30/7/2003 ciia B trudng BO Y t&
ban hanh Quy ch& Dang ky véc xin, sinh phdm y té&;
Theo dé nghi cha Hoi dong xét duyét hd so dang ky luu hianh vac xin va sinh phdm
y t€ hop ngay 07/05/2009,
QUYET PINH:

Piéu 1. Cong bé 54 vic xin, sinh pham y t&€ dugc phép luu hanh tai Viét Nam - dot
7 (c6 danh muc kém theo).

Diéu 2. Cic don vi ¢6 vic xin, sinh pham y t€ dugc phép luu hanh tai Viét Nam qui
dinh tai Diéu 1 phai in sd dang ky duoc Bd Y t€ Viét Nam cip 1én nhan va phai chép
hanh ding c4c quy dinh ctia phip luat Viét Nam vé san xuat va kinh doanh vac xin, sinh
phim y t€. C4c s6 dang ky c6 ky hiéu “QLSP...” cip cho sinh pham y t€, c4c s6 dang ky
c6 k¢ hiéu “QLVX...” cap cho vic xin. | o -

Piéu 3. Quyét dinh nay cb hiéu luc ké tir ngay ky ban hanh. Céc s6 dang ky c6 ky
hieu QLVX-...-09 va QLSP-...-09 c6 gi4 tri 5 nim ké tir ngay ky. Cac sd dang ky c6 ky
hiéu QLVX-H..-09 c6 gid tri 1 ndm ké tlr ngay kY.

Piéu 4. Cic Ong, Ba Chinh Van phong Bd, Chanh thanh tra B3, Cuc Trudng Cuc
Quan 1y Duoc, Vu Trudng, Cuc trudng cua ciac Vu, Cuc cé lién quan thuéc B6 Y t&€, Thu
trudng cdc don vi truc thuoc Bo Y t€, Gidm ddéc SO Y t&€ cAc tinh, thanh phé truc thudc
Trung vong va Thi trudng céc don vi cé vAc xin, sinh phdm y t&€ dugc phép luu héanh tai
Viét Nam trong Danh muc qui dinh tai Biéu 1 chiu trdch nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhu Biéu 4; AR

- TS. Nguyén Qudc Trieu-BT (d€ blc): /’ RN - \ ¢
- S3Y 1€ c4c tinh, thanh phd truc thudc trung uong; oo o2

- Téng Cuc Hai quan:
- Cuc Hai quan Ha No6i, Hai Phong, Pa Nang, TP. HCM;

- Cic don vi dang ky VXSPYT; I LU

- Vu Phép ché, Cuc Y t&€ du phong va méi truong, Cuc Quan ™ ¥ R |

Iy khdm chita bénh, Thanh tra BO Y &;
- Vién Vé sinh dich té trung vong, Vién Kiém dinh quéc gia Cao Minh Quang

vAc xin va sinh phidm v &
- Luvu: VT, QLD (2 ban).



BO Y TE CONG HOA XA HOI CHU'NGHIA VIET NAM
Doc 1ap — tw do — hanh phic

' _, DANH MUC
Yac xin, sinh pham y té¢ duge cap s6 dang ky lup hanh tai Viét Nam dot 7
(Ban hanh kém theo Quyét dinh s6#% QD-BYT . rzgdyM thing % nam 2009)

l._Cén_g ty ding ky: Cong ty cé phan A Chau (S5 9 16 11A Trung hoi, khu d6
thi mé@i Trung Yén, C4u Gidy, Hi noi)

1.1. Nha san Xudt: Cong ty TNHH céng nghé sinh hoc ACON (Hang Chau)
(3_98 duong Tianmushan, khu cong nghiép Gudang, Hang Chau, tinh Triét
Gtang, Trung qudc).

Tén san phim | Dang Imo Pon vi HDéng goi | Han Y kién hoi

N kel

2

STT | Tén san phdm | Dang bao

4

| diung dong
| Ghing
| kit M3i kit thir 24 | QLSP-0173-09
Troponin I Test dugc dong
trong 1 ta |

. o N - phom kin |
HCV Rapid | que thir | kit Méikitthlr | 24 | QLSP-0174-09
Hepatiuis C Virus dugc déng
Test (SPCD viém trong 1 tai

anC) L __J___ nhémkin |
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2. Cong ty dang ky: YPDD Bio-Rad Laboratories (Singapore) Pte.Ltd.,
(Phong 701 tod nha Giang V& Lake View, D10 Giang V6, Ba Dinh, Ha Noi)

2.1. Nha san xuat: Bio-Rad Laboratories (3 Boulevard Raymond Poincare’
92430 Mamecs La Coquette France) e

j ché

New lav blot 1 | kit thir gém
(SPCD H1V) dung cu va
| cac lo hod
chil dang

.| dung dich

.

Monolisa kit thir gém | test Hop 96 tests, | 10 | QLSP-0176-09
HBsAg Ultra dung cu v hop 480tests

(SPCD viém gan | cdc lo hod
B) chl dang

| dung dich, I
dong kho
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1/2 version 2 dung cu va hop 480tests
(SPCD HIV) cic lohod |

chat dang

dung dich,

dong kho

[ 'S5 | Genscreen HIV | kit thir gdm | test Hop 96 tests, l 10 [ QLSP-0177-09

2.2. Nha san xuit: Fujirebio Inc (62-5 Nihonbashi, Hamaicho 2, Chome,

Chuo-ku, Tokyo 103-0007, Japan)

* TN el —

STT | Tén sin phim | Dangbiao [Ponvi| Pénggéi | Han Y kién hoi |
ché tinh (lili]g dﬁng |
_| (théng) _
6 |SFDHIV 1/2PA |kitthirgém |[test | Hop 100tests| 10 | QLSP-0178-09
(SPCD HIV) dung cu vi l

cac lo hoa

chat dang

dung dich,

dong kho o

Syl ——

2.3. Nha san xuit: DiaMed AG (1785 Cressier Sur Morat, Switzerland)

Tén san phdm | Dang bao [Ponvi| Déng géi Hon | Y kién hoi |
ché tinh dung dong :
|
i R - J
Diaclon dung dich |lo Hop 1 lo QLSP-0179-09
Coombs-Serum 10ml

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

Basel, Thuy Si)

3.1. Nha san xuit: Roche Diagnostics GmbH (D - 68298, Mannheim, Dyc)

STT | Ténsan phim | Dang bao | Pon vi

Ponggéi | Ha

n | Ykiénhei
dung dong
(thdng) ]

- chai | Hop gom:
CalSet - ’ Calset 1: 2
chat x 1,3ml,
Calset 2: 2
o chai x 1,3ml

9

9 | Elecsys T4 CalSet long chai Hop gém:
Calset 1: 2

| chai x Iml va
J | l .  Calset 2: 2

| chai x 1ml.

-

18

QLSP-0180-09

QLSP-0181-()9

2



Hop gém:
Calset 1: 2
chai x 1ml va
Calset 2: 2
chai x 1ml.
Hop gém:

18 QLSP-0182-09

STAT CalSet

Elecsys  HCG| déng kho !’chai

.. e P el L, T

Elecsys FT4 [ong chai

CalSet Calset 1: 2

chai x Im] va |
Calsct 2: 2
chai x Iml.

QLSP-0183-09

12 | Elecsys FT3 long test
14 | Elecsys Toxo long Hop 100tests 14 QLSP-0186-09
M o ' *
15 | Elccsys long Hop gom: QLSP-0187-09
PreciControl Anti- E.P.Anti-
HBs HBs1: 8chai x
1,3m] va
E.P.Ants-
HBs2: 8chaj x
1,3ml.
16 | Elecsys proBNP 10 m QLSP-0188-09
17 | Elecsys T4 [Ong Hop 200tests QLSP-0189-09
18 [ Elecsys 160g Hop gém: QLSP-0190-09
Myoglobin STAT Calset [: 2
CalSet chai x Iml va
Calsel 2: 2
L . - chai x Iml
19 | Elecsys FT4 Hop 200tests QLSP-0191-09
20 | Elecsys F13 | dong kho Hop gém:; QLSP-0192-09
CalSet Calset 1: 2
chat x Iml va
Calset 2: 2
| chai X Iml
21 | Elecsys long chai | Hop gém: 21 QLSP-0193-09
PreciControl Anti- E.P.Anti-
HRBe HBel: 8chai x
1,3ml va '

E.P.Anti-
HBe2: 8chai x
1,3ml.
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Elecsys proBNP II | doéng kho l chai |Hopgém: l 18 | QLSP-0194.00 :

Calset 1: 2
chai X Iml va
Calset 2: 2
S _E_h_a!_é_l_r_n_l_____l —_ —
23 | Elecsys Prolactin| déngkho | chai | Hop gém: 18 | QLSP-0195-09
| 11 CalSet Calset 1:2 | |
| chai x Iml va
Calset 2: 2
] | chaiximl | o o
24 | Elecsys ESH | d6ng kho chai | Hop gbm: 25 QLSP-0196-09
CaiSet II Calset 1: 2 '
| | char X Iml vi
' Calset 2: 2
| i B chai x Iml o
25 | Elecsys ong chai | Hoép gbm: 18 QLSP-0197-09
| ' PreciControl Anti- E.P.Anti-
[ HCV [ICV1: Schai
X 1,3ml va
| E.P.Ant-
HCV2: 8char |
. | L ix1J3ml. I
Elecsys I long chai | Hop gOém: 14 QLSP-0198-09
PreciControl Toxo E.P.Toxo |
IeG | [gGl: 8&chaix |
Imi v |
. P. Toxo
[g(G2: 8chat x
— O R lml' S b o —— PP — -
Elecsys fong chai | Hop gbm: 12 QLSP-0199-09
PreciControl Antl- E.P.Toxo
HAV-IgM A.HAV
[gM1: 8chai x

0,67ml va
.. Toxo

A HAV
[gM2: 8chai x
(0,67ml.

28 | Elecsys free PSA

CalSel

Calset 1: 2 -

chat x 1ml va
Calset Z2: 2
char X 1ml

;_29 L Elecsys o
PreciControl Anti-
. |HBe

Hop gém: 29 | QLSP-0201-09
E.P.Anti-HBc -
1:8charx | ]




Elecsys LH CalSet
11

dong kho

Elé:":-éys T3 CalSet | dong kho

| Elecsys  CK-MB dong kho

CalSct

T —

]_fﬁﬁll va

e . [r—

E.P.Anti-HBc
2: 8 chai x

[,31m].

chai

chai

Hop gébm: 18
CalsetII1: 2
chai1 x Imiva |
Calset 112:2 |
chaix Iml. |
Hop gém:
Calset ]: 2

chai x Iml v
Calset 2: 2

chai x 1 ml

18

.
L 2

chat

—

- ————— e e

33

Elecsys
PreciControl

HBeAg

long - 

chai

34 Elecsys dong kho

PreciControl Anti-
HAV

chai

- mﬁ-

Hop gom:
Calset 1:2
chai x Iml va
Calset 2: 2
chay X Iml

18

Hop gém:
L.P.IBeAg 1:
8chai x 1,3ml.

E.P.HHBeAg 2:
8chai x 1,3ml.
Hop gom:

L. P. Anti-
(HAV 1: 2chai
X 4ml va
E.P.Anti-
HAYV 2: 2chai

35 | Elecsys CA 15-3 |
II CalSet

long

chai

36 | Elecsys 1 long
PreciControl

Rubella IgG .

T,

37 Elecsys ~1ong

PreciControl Toxo

1
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chai

xdml.
Hop gom:
Calset 1: 2
chal x Im} va
Calset 2:2
chai x 1ml
Hép gobm:
EPRIgGI:
8chai x1ml] va
E.P.R IgG 2:
dchai x Iml.

L

chai

Hop gom:
E.P.T IgM |:

8chai x
0,67ml vi

!
CPTIgM2: | ] N

QLSP-0202-09

QLSP-0203-09

QLSP-0204-09

QL.SP-0205-09

QLSP-0206-09 |

QLSP-0207-09

QLSP-0208-09

QLSP-0209-09
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738
!

Elecsys
CalSet I1

Elecsys

Elecsys Estradiol
{I CalSet II

AFP | dobng kho

Myoglobin CalSect

I Elecsys

39
40
41
42

Elecsys

CalSet 11

-_—

»
}

PreciControl
Rubella IgM

PreciControl
HBsAg II

(alSet

Elecsys Total PSA | déng kho

'Elecsys = CK-MB| dong kho
STAT CalSet

dong kho

chai

long chai

' 8chai x
10,67mi.

10ng “chai

long chai

chai

45 |Elecsys CA 1251  Iong

chai

Hop gom:
Calset 1: 2
chat x Iml vi
Calset 2: 2
chai x 1ml
Hop gom:;
Calsct I: 2
chai x Iml vd
Calset 2: 2 |
chai x Im]
Hop gém:
Calset 1: 2
chai x Iml va
Calset 2: 2
chai x 1ml
Hop gém:
E.PR IgM ]:
4chai xI'ml va
E.P.R {gM 2:
4char x 1ml.
Hop gom:
E.P.HBsAg II
[: 8chai x
1.3ml v
E.P.HBsAg IT
2: 8chai x
1,3ml.

18

T e i el

char x Im]

Hop gom:

.| Calset 1: 2

chat x Iml va
Calset 2: 2

m

18

T L

chai

HOp gbm:
Calset 1: 2
chai x 1ml va
Calset 2: 2
char x Iml.
Hép goém:
Calset 1; 2

| chai x 1ml] vi

Calset 2: 2
] chatx Iml.
dongkhd | chai | Hop gém:

12

QLSP-0211-09

TOQLSP-0215-09

—

QLSP-0210-09 "

|

:

24 QLSP-ozlz-(ﬁ

QLSP-0216-09
I

1 QLSP-0217-09

18

| QLSP-0218-09

I
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J

CalSet | l Calset 1: 2
| | chai x Iml va

Calset 2; 2

I ! chai x Iml.

4. Céng ty dang ky: Cong ty c6 phdn san xuét kinh doanh duoc va TBYT
Viét My (Ap 2, xa Ti¢n Thanh, thi xa DOng Xoai, tinh Binh Phuéc).
4.1. Nha san xuat: Cong ty cé phan san xuat kinh doanh duoc va TBYT

Viét My (Ap 2, xa Ti€n Thanh. thi xa P6ng Xoai, tinh Binh Phuéc).

Tén san pham Dang biao | Pon vi | Pong 26i Han Y kién hoi
ché tinh dﬁl’lg dﬁng
thang)
Card test PSA| khaythkr |hop Hop 25test 24 | QLSP-0219-09
(SPCD ung thu
ti€n liét tuyén -
24

48 [Malaria P.f/P.v| khaythir [hop | Hop 25test QLSP-0220-09
test( SPCP sdt

rét

LH Ovulation| quethir |hop [ Hop 25test 24 | QLSP-0221-09
test (SPCD ngay
rung trimg | | ]
50 | HCV Rapid [ khay thir | hép Hop 25test 24 | QLSP-0222-09
. test( SPCD viém
gan C)

5. Cong ty dang ky: Cong ty c¢d phan y té Pic Minh (S6 1 DOng Quan, Ciu
Gidy, Ha nbl)

3.1. Nha san xuat: Standard Diagnostics InC (156-68 Hagal-dong, Giheung-
ku, Yongin-Si 446-930, Kyonggi-do Korea)

STT Dangbao |Ponvi| DPénggéi | Han | Y kien hoi
g tinh dung dong
thang

SD Bioline PSA | khaynhua | hép | 30 tests/hop 14 | QLSP-0223-09
kit) !

Tén san phdm

6. Cong ty dang ky Cong ty vac xin Pasteur Pa Lat (18 Le Hoéng Phong, Pa

Lat, Lam Ddng). -
6.1. Nha sh xua't Cong ty vﬁc xin Pasteur Da Lat (18 Le Hong Phong, Da
Lat, Lam Dﬁng) '
STT | Tén san pham Dang bao | Ponvi | Déng géi Han Y kién héi
“")  ch€ | tinh diing dong
L | | ) (thing)

ey

/




Vic xin thuong | Dung dich ] lidu l Lo chita 36 [QLVX-0224-00
han | Vi | tiém 0,5ml, lo chita

Polysaccharide - Iml, lo chira |
Ding k¥ lai | | 2,9ml, lo chita

4 10ml

7. Cong ty ding ky: Trung tam nghién citu, san xusit vic xin va sinh pham y
t€ (Polyvac)- Co sd san xuat vic xin sai (418 Vinh Hung, Thanh Tri, Hoang
Mai, Ha n6i).

7.1. Nha san xuit: Trung tAm nghién cttu, san xudit véc xin va sinh phim y
té (Polyvac)- Co s& san xuit vic xin sai (418 Vinh Hung, Thanh Tri, Hoang

Mai, Ha no1).
STT | Ténsan pham | Dangbao |[Ponvi| Dong g Han Y kién hoi
ché tinh dung déng '
(thang) |
53 |Vic xin sdi| dong kho lo Hop chita 24 | QLVX-0225-09
séng giam doc 10lo 10ml vic |

lyc dong kho xin dong khé,

| kém hop chira
10 lo nuéce
oha tiém 6m

3. Cong ty dang ky: Vién vic xin va sinh phdm y t& (9 Pasteur, Nha Trang,
Khanh Hoa)
8.1. Nha san xudt: Vién vic xin va sinh phdm y € (9 Pasteur, Nha Trang,
Khanh Hoa)

Y kién hoi déng

STT | Tén sin pham | Dang bao I__cm v1 | Béng g6i Han
ti

ché | tinh dung
| (than .
54 |Vac xin bach | nu6e liéu Hop 10lo, 30 QLVX-H0226-09
hau, ho ga, udn mbi lo chita
vin hip phu 20 li€u/10ml |
(DPT) - Diang
ylaa =~ . | | - J_ ]
W b

a3
pas






