BOY TF CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phtic
SG g% 3 /OP-QLD Ha Noi, xggdy/fﬁ" thang f/ ndm 2010
QUYET DINH

Vé viéc cong bo 29 véc xin, sinh phdm y t&
dugce phép luu hanh tai Viet Nam  dot 12

CUC TRUGNG CUC QUAN LY DUGC

Can af Luat Duge ngay 14 thang 6 nam 2003;
Can c Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cua Chinh phi
quy dinh chic néng, nhiém vy, quyén han va cd cdu t6 chic cha Bo Y 1€;
Can ¢t Quyét dinh s8 53/2008/QD-BYT ngay 30/12/2008 ctia By trudng
Bo Y t& vé viéc quy dinh chic ning, nhiém vy, quyén han va co céu t8 chirc clia
Cuc Quan Iy Duge thude Bo Y €]
Can cif Thong tr s6 22/2009/TT-BY T ngay 24/11/2009 cta Bg trutng Bo
Y t& Qui dinh vi¢c ding ky thudc;
Theo dé nghi clia Hoi déng xét duyét hé so ding ky lvu hanh véc xin va
sinh phdm y t¢ hop ngay 14/09/2010,
QUYET DINH:

Piéu 1. Cong bs 29 vic xin, sinh phdm y 1€ duge phép luu hanh tai Viét
Nam - dot 12 (¢6 danh muc kém theo).

Piéu 2. Cic don vi c6 vac xin, sinh phdm y t&€ dugc phép luu hanh tai Viét
Nam qui dinh tai Diéu 1 phai in s6 ding ky dwge BO Y t€ Viét Nam cip 1én nhan
va phai chdp hanh ding cdc quy dinh cha phép luat Viét Nam vé san xuét va
kinh doanh véc xin, sinh phdm y t&. Cic s6 dang ky c6 ky hiéu “QLSP...” cdp
cho sinh phdm y t€, cdc s6 dang ky c6 kg hi¢u “QLVX...” ¢dp cho véc xin.

Piéu 3. Quyét dinh nay 6 hiéu luc ké tir ngay k¢ ban hanh va ¢6 gié tri 05
nam ké tir ngay ky.

Diéu 4. Giam d6c S¢ Y 1€ céc tinh, thanh phé truc thudc trung wong va
gidm déc cée don vi ¢6 vic xin, sinh phdm néu tai diéu 1 chiu trdch nhi¢m thi
hanh quyét dinh nay.

et nkdi: CUC TRUONG
- TS. Nguy&n Quéc Trigu - BT (dé blc);

- TS. Cao Minh Quang - TT (dé bfc); -

- Vu Phdp ch¢, Cuc Y t€ du phdng, Cuc Quin 1y khdm chira
bénh, Thanh tra Bo Y 1&;

- Tdng Cuc Hai quan;

- Vién Ve sinh dich té trung vong, Vien Kidm dinh qudc gia
vic xin vé sinh phim y t€; -
- 84 Y t& cdc tinh, thanh phd tryc thugc trung wong;

- Cuc Hai quan Ha Noi, Hai Phong, Da Ning, TP. HCM;

- Cic don vi dang k¢ vic xin, sinh phim y 1€ néu tai Didu 1;
- L VT, DKT (3 ban). -
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BOY TE

Vic xin, sinh phdm y t€ duoc cip sé dang ky lvu hanh tai Viet Nam dot 12
(Ban hanh kém theo Quyét dinh Scj% g 0D-QLD, ngdyj ;{rkdng/, 0 ndm 2010)

CUC QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — tu do - hanh phiic

DANH MUC

1. Cong ty dang ky: Cong ty Sanofi Pasteur SA
Dia chi: 2 Avenue du Pont Pasteur, 69007 Lyon, France
1.1. Nha sdn xuit: Cong ty Sanofi Pasteur SA

Tru s& chinh: 2 Avenue du Pont Pasteur, 69007 Lyon, France (déng goi, xut

t * Tel: +84-8-3930 3279 * www.ThuVienPh

xudéng)
STT | Ténsanphdm | Dangbdo | Ponvi| Déng géi Han 86 dang ky
ché tinh ding
(théng)
1 |VIVAXIM (vic| dungdich |Hop | Hoplbom | 36 |QLVX-0343-1
Xin viém gan A | +hdn dich tiem 2 budng ¥ 4

b4t hoat hip phu nap sin Iml 2
+ véc xin thuong =

han)

1.2. Nha san xuo4t: Cong ty Sanofi Pasteur SA
Tru s& chinh: 2 Avenue du Pont Pasteur, 69007 Lyon, France
Co s0 san xufit dung moi: Laboratoire Aguettant (1 rue Alexander Flemming,
69007 Lyon- Phép) (tron, déng 6ng, déng gbi dung moi)

STT | Ténsinphim | Dangbio | Ponvi| Ddng géi Han Sé dang ky
ché tinh ding
(thang)
2 |ROUVAX (vic| Botdong |Hop |Hop10lobot| 36 |QLVX-0344-10

Xin sdi gidm hoat khé dong kho x
luc) - Ping ky 10.1iéu vic
lai xin kém 10 1o

x 5ml dung

moi

2. Co sd dang ky: Scigen Ltd
Dia chi: 152 Beach Road # 26-07/08 Gateway East — Singapore 189721,

Singapore

Co s san xudt : Scigen Il Ltd
Dia chi : Gad Feinsten Road PO Box 580, Rehovot, 761000, Isael



SIT | Tén sén phdm Dang bao | Ponvi | Doéng géi Han S6 dang ky
ché tinh ding
(thang)

3 |SCIB-VAC Dung dich | Lo Hop 1 1o 36 | QLVX-0345-1
5pg/0.5ml  (vic treo 5pg/0.5ml
Xin vién gan B) -
Pang kY lai

4 | SCI-B-VAC Dung dich | Lo Hop1lo 36 | QLVX-0346-
1Cgg/1ml (véc xin treo 10pg/1ml
vien gan B) -
Pang k¥ lai

3. Cong ty dang ky: Merck Sharp & Dohme (ASIA) Ltd i
Dia chi : 26F, Caroline Center, 28 Yun Ping Road, Causeway Bay, Hongkong L
Nha san xufit: Merck &Co .Inc. EE
Pia chi: PO Box 4, Sumney town Pike, West Point, PA 19486, USA
Co sb dong goi: Merck Sharp & Dohme (Australia) Pty Ltd *
Dia chi : 54-68 Ferndeli Street South Granville, N.S.W 2142 Australia &=

j=

E

Bk T

Tén co s san xudt dung moéi : Hollister Stier Laboratoires LLC
Dia chi : 3525 North Regal Street SPOKANE WA 99207, USA

T

STT | Tensénphim | Dangbio |Donvi| Donggsi | Ham | Sodanghy 5 ¥
ché tinh diung
(thdng)
5 |MMR (Vic xin| Botdong Lo | HopSle, 10 24 | QLVX-0347-10

virus séng kho lo kém dung

phdéng soi, quai dich pha tiém

bi, rubella) - don liéu

Ping ky lai

4. Cong ty ding ky: Glaxo Smith Kline Pte Ltd (150 Beach Road # 21-00,
Gate Way West, 18972 Sinsapore).

-Nha san xuit: Glaxo Smith Kline Bmloglcals S.A (Ruc de L'Institut 89, 1330
Rixensart Belgium).

STT | Tén san pham | Dang bao |Pon vi tinh | Péng g6i | Han S6 dang ky
ché dung
(théng)
6 | Twinrix™ (Vic | Hon dich Liéu 1.0ml | Hop1l 36 | QLVX-0348-10
Xin viém gan A | pha tiém xylanh
bdt hoat wva déng sin
viém gan B téi 1.0ml,
i6 hop) - Dang hop 11¢
k¢ lai 1.0ml




5. Co s& dang ky va san xuat: Vién Vic xin va sinh phdm y t€ (56 9 Pasteur,

Nha Trang, Khdnh Hoa).

STT | Ténsan phdm | Dang bao | Ponvi| Déngg6i Han "S6 diing ]\\
ché tinh diing
(théng)
7 | Vic xin bach hiu Nuge | Liéu Hop 10 Io 30 [ QLVX-0349-
— ho ga- ubn vén " | 10ml (20 liéu)
hdp phu (DPT) -
Ding k¥ lai

6. Cong ty dang ky va san xuvét: Cong ty véc xin va sinh phdm s6 1 (55 1

1: +84—8—3'§}30 32'{9 # www, ThuVienPh

Yersin, Ha noi).
=
STT | Tén san pham | Dang bao | Ponvi tinh | Péng géi | Han Sé dang ky F|
ché dung pe
(thdng) o
§ |r-HBvax (Vac|Dung dich mcg  |Hop20lo| 36 |QLVX-0350- T'EJ
Xin viém B t4i | tiém 1ml, Hop 2!
t4 hop) - Pang 20 1o g!
k¢ lai 0.5ml ﬁi
7. Cong ty dang ky: Cong ty TNHH Giai phap khée Thai Duong
Pia chi : S6 8 ngéch 112/59 Ph6 Ngoc Khénh, Ba Dinh, Ha N6i
Nha san xudt: Orgenics
Pia chi: P.O.Box 360 Yavne 70650, Israel
SIT | Ténsinphim | Dangblo | Ponvi| Dong gbi Han Sé dang ky
ché tinh ding
(thing)
9 | DoubleCheckGold | B6 thudc test | Hop 100 test, 18 QLSP-0351-10
HIV 1&2 Whole | thir(kit) 2 lo dung
Blood (Sinh phdm djch rira, 100
chén doén HIV) que 14y mu.
Hop 20 test, 1
lo dung dich
rita, 20 que
1ay miu

8. Cong ty dang ky: F. Hoffmann La Roche Ltd
Dia chi : Grenzacherstrasse 124, 4070 Basel, Thuy Si)

Nha san xuit: Roche Diagnostics GmbH

Pia chi : D - 68298, Mannheim, Pric




ienPh

Teén sér. pham

Dang bao
ché

Don vi
tinh

P6ng goi

Han
diing
(théng)

S6 dang kr

L hu

Th

10

Elecsys IL-6
(Sinh phdm xdc
dinh ham luong

Interleukin-6
trong huyét thanh
va huyét tuong
ngudi)

Long

Hop

Hép 100 xét
nghiém

15

QLSP-0352-

11

Roche CARDIAC
Control Troponin
T (MAu ching
huyét thanh kiém
tra chét lugng clia
x€t nghiém
Troponin T
Quantitative)

Dong kho

chai

Hop 2 chai
pha 1ml

18

12

Roche CARDIAC
Control
Myoglobin (sinh
phim kiém tra
chat luong cia xét
nghi¢m Roche
CARDIAC
Myoglobin)

f)bng kho6

chai

Hop 2 chai
pha lml

14

QLSP-0354%1) |

13

Elecsys Preci
Control PIGF
(sinh ph4m kiém
tra d6 chinh xdc -
xét nghiém
Elecsys PIGF)

Déng khd

chai

Hop 4 chai
pha 1ml

12

QLSP-0355-10

14

Elecsys Preci

| Control HIV( sinh

phim kiém tra
chat lugng xét
nghiém Elecsys
HIV combi,
Elecsys HIV Ag)

Doéng kho

chai

Hop 6 chai
pha 2ml

12

QLSP-0356-10

15

Elecsys Preci
Control CMV IgG
(sinh phdm kiém
tra chét luong xét
nghiem Elecsys
CMV IgG)

chai

Hop 16 chai x
1ml

15

QLSP-0357-10




=1
. z
16 | ElecsyssFit-1 | Dongkho | chai | Hop 4 chai 14 | QLSP-0358- igj ]
calset (Sinh phim pha 1ml o=
Chuén dinh xét 7
nghiém mién dich
Elecsys sFli-1) E
L
17 | Elecsys Tg (sinh Long Hop | Hop 100 xét 18 | QLSP-0359-T)
phim x4c dinh nghiém e
ham luong Tg "
trong huyét thanh @
nguoi) : =+
18 Elecsys Anti - Long Hop | Hop 100 xét 9 QLSP-0360-10 |
TPO (sinh phdm nghiém L
xéc dinh ham 5
luong khéng thé
khéng Thyroid #
Peroxidase trong =
huyét thanh; huyét Q
twong ngudi) . b
19 | Elecsys PIGF | Dongkho | chai | Hop4chai | 12 |OQLSP-0361 80 |
calset (Sinh phdm pha 1ml b
Chudn dinh xét
nghiém mién dich
Elecsys PIGF)
20 Elecsys PIGF Long Hop | Hop 100 xét 12 | QLSP-0362-10
(Sinh phdm x4c nghi¢ém
dinh néng d¢ yéu
t6 ting trudng thai
PIGF trong huyét
thanh ngudi)
9. Cong ty diing ky: Abbott Laboratories (Singapore) Pte.Ltd., (1 Maritime
Square, #11-12 Loppy B HarbourFront Centre, Singapore)’
9.1. Nha san xuit: Abbott GmbH & Co.KG (Max-Planck-Ring 2, 65205
Wiesbaden, Delkenheim, Germany)
STT | Ténsan phdm | Dangbao | Ponvi| Dong géi Han S6 ding ky
ché tinh ding
(thdng)
21 | ARCHITECT 1dng Test | Kit 100 tests, 6 QLSP-0363-10
Anti-HBc I kit 500tests,
reagent kit (Sinh kit 4x500tests
phim ciidn doin
viém gan B)




huVienPh

22 |ARCHITECI' 1-| long Test | Kit 100 tests, 5 | QLSP-0364-10%
HTLV-I/ kit 500tests, ay
reagent kit (Sinh kit 4x500tests s
phidm chin dodn E
virus HTLV) B

23 |AxSYM  HIV 1ong Test | Hop 100 tests 5 QLSP-0365-1 O:_
Ag’Ab combo I+

ot

reagent pack b

(Sinh phdm chén &

doén HIV) =1

1

9.2. Nha san xudt: Abbott Ireland - Diagnostics Division (Lisnamuck, -
Longford, Co. Longford Ireland) i

STT | Ténsan phim | Dang bao | Ponvi| Doéng gbi Han S6 dang ky
ché | tinh ding 3

| (théng) #

24 | ARCHITECT® 10ng Test Hép 100 12 QLSP-0366-1Q=p
FSH Reagent kit tests, Hop =
(Sinh phim chdn 4x.100 tests, )
dosn ding dinh Hop 4x500 =
huong ham hiong s, G
FSH trong huyét =
thanh, huyét
tuong ngudi)

25 | AxSYM Total B- long Test | Kit 100 tests 6 QLSP-0367-10
hCG reagent
pack (Sinh phim
chén doén thai)

10. Cong ty diing ky: Cong ty ¢6 phin A Chéau (S6 9 16 11A Trung hoa, khu
dé thi méi Trung Yén, Cu Gidy, Ha néi)
Nha san xudt: Cong ty TNHH cong nghé sinh hoc ACON (Hang Chau) (398
dudng Tianmushan, Hang Chau, Trung qudc).
STT| Ténsanphim | Dang |Ponvi| Dbng gbi Han | S6dangky
baoch¢ | tinh dimg
(théng)

26 |Syphilis Colloidal| Dang | kit Hop 50kit thir | 24 | QLSP-0368-10
Gold Diagnostic| que, dang que, 1
Kit (sinh phidm| dang kit thiy/tdi;
chdn do4n giang| khay Hop 40kit thir
mai) dang khay, 1

kit thiy/uii;
27 | Diagnostic kit for| Dang | kit Hop 50kit thir | 24 | QLSP-0369-10
B A atibody to| que, | | _dang que, 1




Human dang kit thi/tii;
Immunodeficiency | khay Hop 40kit thir
virus HIV 172 dang khay, 1
(sinh phim chdn kit thir/tii;
dodn HIV 1/2) :

11. Cong ty dang ky: Berna Biotech Korea Corporation (227-3 Gugal-dong,

Giheung-gu, Yongin-si, Gyeonggi-do, 446-903, Korea).

Nha san xuit: Green Cross Corporation (320-2 Songdae-ri, Ochang-Fup,

Chungwon-Kun, ChungCheongBuk-Do, Korea)

83930 3279 “-www.FhuVienPh

STT | Ténsanphim | Dangbiao |Ponvi| Doéng géi Han S6 dang ky |
ché tinh diing ‘f
(théng) e i
28 | Hepabig inj | Dung dich |IU/ml 1001U/lo 24 QLSP-0370-1
(globulin  mién tiém 0.5ml .
dich viém gan B) - i !
Dang kY lai St |
=
12. Cong ty diang ky: Cong ty TNHH “Vicopharm” (18B, Lvovskaya Str.,
Kiev, Ukraine). E
Nha san xuiit: Cong ty TNHH Khoa hoc-san xuit “Interpharmbiotek” (150 .
Zabolotnogo, Kiev, Ukraine)
STT| Ténsinphidm | Dang bao |Ponvi| Dong géi Han | S6 ding ky
ché tinh diung
(thang) |
29 | Laferon- Botdong |Lo HopSlochia| 36 |QLSP-0371-10
Pharmbiotek kho 3.1051U/lo + 5
(interferon tai t& 6ng nudc cit
hop alpha-2b) - pha tiém,
Ding k¥ lai hop 1 lo chia
3.10°1U/10 + 1
6ng nudc cit
pha tiém

Truong Quéc cudng
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