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Can ct Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cia Chinh phu quy din

. chie. nang, nhiém vu, quyén han va co cdu td chitc clia Bo-Y t€;

Can cﬁ' Quyét dinh s6. 53/2008/QD BYT ngay 30/12/2008 chia Bo tnr(mg Bo Y té

Quy dinh chifc nang, nh1ém v, quyén han va co c§u td chu'c cia Cuc Quan 1y Dugc

thudc Bo Y t&; A
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"Theo dé nghi cia Hoi déng xét duyet hé so dang ky lru hanh véc xm vé smh phém :

QUYFfT DINH:

DU Diéu 1 COng b6 25 véc xin, smh pham y t& dugc phép Iru hénh tai Vlét Nam do‘t
6 (c6 danh muc kém theo)

Diéu 2. Cic. don vi ¢6 Vvic xin, sinh pham y t&€ dugc phép Ira hénh tai Viet Nam qui

- dinh tai Diéu 1 phdi in s6 dang ky duoc B0 Y t€ Viet Nam c#p lén nhén va phai chdp
- hanh ding c4c quy dinh ciia phdp luat Vlet Nam vé sn xuét va kinh doanh vic xin, sinh
phdm y t€. C4c s6 dang k¥ c6 kY hieu “QLSP . cap cho sinh pham y té, c4c s6 dang ky

c6 ky hieu “QLVX...” c4p cho vic xin.
- Diéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh. Cic s dang ky cé ky

't_ " hiéu QLVX- -09 va QLSP-...-09 c6 glé tri-5 nam ké tir ngéy ky. C4c s6 ding ky c6ky
i hleu QLVX-H..-09, QLSP-H..-09 c6 gi4 tri 1 nim ké& tir ngdy ky.

Diéu 4. C4c Ong, B2 Chénh Vin phong Bo, Chénh thanh tra BO Cuc Trlr(mg Cuc

Quén 1y Duge, Vu Trudng, Cuc truérng ctia cdc Vu, Cuc c6 lien quan thugc B6 Y t&, Thi

trudng cdc don vi truc thuoc Bo Y t&, Gism déc S& Y t& cdc tinh, thanh ph6 truc thuodc
cdc don vi ¢6 véc xin, sinh phim y t& dugc phép luru hanh tai
Vlet Nam trong Danh muc qui dinh tai Diéu 1 chiu tréch nhiém thi hanh Quyét dinh néy

- S&'Y 1€ céc tinh, thanh phé tryc thudc trung uong;
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"~ 1.1. Nha san xuat:
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DANH MUC

Vic xin, sinh phdm y t€ duge cap so dang ky luu hanh tai Vlet Nam dot 6
- (Ban hanh kém theo Quyét dinh s6 75 /QD-BYT, ngay /f théngL nam 2009) :

1. Cong ty dang kyj: Abbott Laboratories (Smgapore) Pte.Ltd., (1 Mantlme
Square, #11-12 Loppy B HarbourFront Centre, Singapore) '

Abbott Ireland (Finisklin Business Park 0843 Sligo,

Ireland)
STT | Ténsan phdm | Dang bao ché | Pon vi | Déng géi | Han Sé6 dang ky
' : ; tinh “dung ‘
. (thang) :
1 ARCHITECT® | Thuécthirdang | Test | Hop 100 12 | QLSP-0148-09
- | AFP Reagent Kit | 10ng tests,
4x100
) tests,
; 4x500
| o tests B
2" | ARCHITECT® |Thulc thirdang | Test | Hop 100 | ~ 18 | QLSP-0149-09
.| CEA Reagent Kit | 16ng tests,
4x100
tests,
4x500
tests
- 1.2. Nha san xuit: Abbott Laboratorles (100 Abbott Park Road, Abbott Park,
- Tllinois 60064, USA)
STT | Ténsan phim | Dang bao ché | DPon vi | Péng géi | Han So dang ky
; tinh dung -
‘ | (thing)
3 | AxSYM® Total | Thudc thirdang | - Test | Hop 100 10 | QLSP-0150-09
| long tests

B-hCG Reagent

Pack .




1.3. Nha san xuit: Abbott Japan (1-9-9 Roppongi, Minato-ku, Tokyo, Japan)

STT

Tén san phdm | Dang bao ché | Don vi | Dong goéi | Han So dang ky
| tinh - dung | :
(thdng)
4 | AxSYM® cA | Thuéc thir dang Test | Hop 100 10 | QLSP-0151-09
19-9  Reagent | 10ng tests '
Pack
2. Cong ty dang ky: Cong ty cd phén y té Diic Mmh (SO 1.Dong Quan Cau
Gidy, Ha nOI)
2.1. Nha san xudat: Standard Diagnostics InC (156-68 Hagal- dong, Gi heung- |
ku, Yongin- Sl 446-930, Kyonggi-do Korea)
STT | Tén san phdm | Dang bao | Pon Pong géoi | Han So dang ky |-
| ‘ ché vi ding |
| tinh (thdng)
5 |SD Bioline | Khay Hop | Hop x 25 tii 24 QLSP-0152-09
Rubella ' nhoém x 1
IgG/IgM (SPCD device
phan  biét (25tests/HOp-
Rubella) ' : 25 device)
6 |SD Bioline | Thanh thtr | Hop Hop x 10 tii 24 QLSP-0153-09
| Influenza nhom x 1 thanh o
Antigen (SPCD thir-
clim) ' (10tests/Hop),
Hop x 25 tdi
nhoém x 1 thanh
thir
| (25tests/Hop), |
7 |SD HIV 1/21 viphién Hop | Hop 96 tests, 12 QLSP-0154-09
ELISA 3.0 (test| (microplat) hop 480 tests '
Elisa chudn |
dodn HIV) -
Dang ky lai
8 | SD Bioline HCV | Khay Hop | Hop x 30 tdi 24 QLSP-0155-09
-(test nhanh nhom x 1 test
phét hieén HCV) (30tests/HOp),
Dang ky lai Hop x 10 tii
nhom x 10tests
: (100tests/Hop)
9 |SD Bioline | Khay Hop | Hop x 30 tii 18 QLSP-0156-09




HbsAg - (test].
nhanh phéat hién

nhom x 1 test
(30tests/Hop),

HBsAg) - Ding Hop x 10 tdi
ky lai ' nhom x 10tests
: | (100tests/HOp) | -
10: [ SD Bioline HIV | Khay nhya | Hop | Hopx 30 tii 24 QLSP-0157-09
’ 12 3.0 (test nhom x 1 test o '
nhanh phét hién (30tests/Hop),
HIV).- Dang ky Hop x 10 tdi
lai nhom x 10test
a ~ (100tests/Hop) '
11. | SD Bioline | Khay nhya | Hop | HoOp x 25 tdi 24 QLSP-0158-09
- | Malaria Ag - nhomx 1 .
P.f/Pan (SPCD device
sOt rét) (25tests/Hop);
Hop x 1 tdi
nhom x
1device (1
| - test/Hop)
12 | SD Bioline AFP | Khay Hop | Hop x 30 tdi 24 QLSP-0159-09
| | - nhom x 1 S
-device
(Hop/30tests);
Hop x 10 tdi
nhom x 10
device
(Hop/100tests),
3. Cong ty dang ky: VPDD Bio-Rad Laboratories (Singapore) Pte.Ltd.,
(Phong 701 toa nha Giang V& Lake View, D10 Gidng V6, Ba Dinh, Ha Noi)
3.1. Nha san xuit: Bio-Rad Laboratories (3 Boulevard Raymond Poincare’
92430 Mames La Coquette France) '
STT | Tén san phdm | Dang bao |Ponvi| Dénggéi | Han S¢ dang ky
| ché tinh dung ‘
~. | L (théng)
13 | Dengue NS1 | Que thir Test | Hop 25 tests 6 QLSP-0160-09
| AG Strip (SPCD| ‘ | | ~
sOt xudt huyét)




4070 Basel, Thuy Si)

4.1. Nha san xuat: Roche Molecular Systems, InC (1080 US nghway 202,
Branchburg, New Jersey 08876 3771, My)

.4 Cong ty dang ky: F. Hoffmann La Roche Ltd (Grenzacherstrasse 124

Han

STT | Tén san phém Dang bao D(m vi | Déng g6i | So dang ky
' ~ ché tinh | dung
: ' ) (thdng)
14 | Cobas® Test thir - Test | Hop 48 test 18 QLSP-0161-09
AmphPrep/ dang 16ng : S
Cobas® o |
TagMan®HIV-1
: Test ' C _ , v
15 | Cobas® test thir Test | Hop 48 test 18 QLSP-0162-09
AmpliPrep/ dang 16ng - ‘ A
Cobas® ‘
TagMan® HBV
Test 4
16 | Cobas® test thir Test | Hop 48 tests 18 | QLSP-0163-09
AmpliPrep/ - - | dang long ' ‘
Cobas® '
TagMan® HCV |
‘Test '
5. Cong ty dang ky: Cong ty TNHH TM-DV Ky thuat Luc Tmh (606 Trén
Hung Dao, th’mg 2, Quan 5, TP. HCM) _
5.1. Nha san xuat: Abbott Japan Co., Ltd. (9-9 Roppong1 1-Chome, Minato-
ku, Tokyo 106-8535, Japan)
STT | Tén san pham | Dang bao | Ponvi| Déng goi Han S6 dang ky
‘ ché tinh ding : '
(thdng) | ‘
17 | Determine HIV- | Que thir = | Test Kit 10 tdm 14 | QLSP-0164-09
1/2 (SPCD ' xét nghiém, '
HIV)- Dang ky mbi tdm 10
lai tests




- 6. Cong ty dang ky: Cong ty vac xin va sinh ph4m sé6 2 (26 Han Thuyén, Nha
~ Trang, Khanh Hod). | -
. 6.1. Nha san xuét: Cong ty véc xin va sinh phdm s6 2 (26 Han Thuyén, Nha -
~ Trang, Kh4nh Hoa). _ ’ .

STT

Pon vi

Tén san pham | Dang bao Pong goi Han So dang ky
ché tinh . | diong |
a ' (thdng)
18 | Thudc bot udng | Dang bot - | G6i 1g Géinhom 1g | - 36 QLSP-0165-09
Biosubtyl II -| - : ‘
| Dang ky lai o v N ~
19 | Vién nang | Vien nang | Vien | Vi 10vién, lo 36 | QLSP-0166-09
. | Biosubtyl 1II - - nang |20 vién - : .
.| Dang ky lai - 1250mg : ' ,
20! | Huyét thanh | Dung dich Ong 6ng chifa - 30 QLSP-H0167-09
" | khdng doc 0 |tiém 1.500IU :
udn van tinh ché -

(SAT) (Antiteta-

II)- Dang ky lai

. 7. Cong ty dang ky: VPDD Sanofi Pasteur S.A (10 Hilmnghi, Quan 1, Thanh
* ph6 H6 Chi Minh) ' ‘

- 7.1. Nha san xuat: Sanofi Pasteur S.A

(2, Dai 10 Pont Pasteur 69007 Lyon-

. Phép).
STT | Ténsan phdm | Dangbao | Ponvi| Dong goi Han So dang ky
‘ - ché tinh - ding
, : (thdng) |
21, | Verorab  (vic | Huyéndich | liéu Hopllo1 36 QLVX-0168-09
- | xin dai tir t&€ bao | tiém (khi ‘ liéu bot dong
vero) - Dang ky | hoan kho +1
lai nguyén vac ampul 0.5m]
xin dang dung moi,
-bot dong HopSlol
kho v6i liéu + Sampul
dung moi) 0,5ml, Hop
| 350 1o 1 lidu
+ 570 ampul

0,5ml




8. Cong ty dang ky: Vién vdc xin va sinh phdm y té (9 Pasteur, Nha Trang,

Khinh Hoé)
8.1. Nha san xuit: Vién vac xm va sinh pham y té€ (9 Pasteur, Nha Trang,
Khéinh Hoa)
STT | Tén san phdm | Dang bao | Ponvi| Déng géi Han 'So dang ky
1 ché tinh - : dung ‘
(thdng)
22 | Véic xin u6n van | Dung dich | 11iéu/ | Hop chita 20 36 | QLVX-0169-09
hdp phu (TT) - | tiém ong 6ng 0,5ml,
Pang ky lai mdi 6ng chita
1:liéu
23 | Véc xin u6n vin | Dung dich |20 Hop 10 1o 36 QLVX-0170-09
" | hdp phu (TT) - |tiém liéu/lo | 10ml, méi lo |
Dang ky lai - | chaa 20 liéu
9. Cong ty dang ky: Trung tam nghién citu, san xuit vic xin va sinh phdm
y t&€ (135 Lo Dic, Hai Ba Trung, Ha n6i).
9.1. Nha san xuat: Trung tam nghién citu, san xuit vac xin va sinh phdm y
té (135 Lo Diic, Hai Ba Trung, Ha noi).
STT | Tén san pham | Dang bao | Ponvi| Dong goi Han So dang ky
‘ ché tinh ding '
: . ‘ : (thdng)
24 | Vac xin bai liét | Dung dich | 11iéu 2 | Lo 2ml, hop Bao |[QLVX-H0171-09
" | u6ng - Dang ky | udng giot nho: 10lo, quan
‘lai twong | hopto: 10 -20°C:
duong | hop nho, 24
0.1ml |thing: 40 hop | théng,
to. 2-8°C:
6 thang




- 10. Cong ty dang ky: Cong ty vic xin va sinh phdm s6 1 (S6. 1 Yersin, Ha
-+ Noi) o | |

- 10.1. Nha san xuat: Cong ty vac xin va sinh pham $61(S6 1 Yersin, Ha Noi)

STT | Tén san phim | Dang bao | Ponvi| PDodng gobi- Han |  S6 dang ky
; . ché tinh , | dung .
L S . _ ‘ “(thang) .
25 ' | Morcvax- . vic | Dung dich | li¢u Hop/10lo 24 QLVX-0172-09
I Xin'ta udng | udng 1,Sml | 7,5ml-05 liéu; :
| Hop/10Lo

1,5ml- 0] liéu

A

T. BO TRUONG
HU TRUONG






