BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CcuC QL!'AN LY DUOC Poc lap - Tu do - Hanh phiic
So: (¥ /QD-QLD Ha Not, ngay A5 thang (Lnam 2014
QUYET PINH

Vé viéc ban hanh danh muc 12 vic xin, sinh pham y té
duoc cap so dang kv luu hanh tai Viet Nam - Dot 26

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 14 thidng 6 nam 2005;

Céan cu Nghi dinh s6 ﬁ?/"Ul’)/ND CP ngay 31/8/2012 clia Chinh phi quy
dinh chic nang. nlucm vu, quyén han va co cdu 6 chite ctia Bo Y (€]

Can ctr Quyét dinh s6 3861/2013/QD- BYT ngay 30/9/2013 ctia Bo truong
Bo Y t& quy dinh chic nang, nhiém vu, quyén han va co ciu 16 chiic eva Cuc
Quan 1Y Duge thuoée Bo Y té;

Can ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bé trudng Bo
Y (€ quy dinh viéc diang ky thude;

Can ctr § kién cta Hoi déng tr vin cdp s6 dang k¥ luu hanh viic Xin va
sinh phdm y t€ - Bo Y t&;

Xét dé nghi cha Trudng phong Dang ky thude - Cue Quan 1y Duoc,

QUYET PINH:

Piéu 1. Ban hinh k&m theo Quyé&t dinh ndy danh muc 12 véc xin, sinh
phim y t& duoe cip s6 dang ky luu hanh tai Viét Nam - Dot 26.

Piéu 2. Cic don vi ¢6 vic xin, sinh phdm y t&€ duge phép luu hanh tai Vit
Nam qui dinh tai Diéu 1 phai in s6 ding ky duge B Y t& Viét Nam Ldp 1én nhan
va phai chdp hanh ding cdc quy dinh cha phép luat Viét Nam vé san xudt va
kinh doanh vic xin, sinh pham y t€. Cdc s6 dang ky ¢6 ky hieu QLVX-...-14
QLSP-...-14 ¢6 gid tri 05 nim ké tir ngay cip.

Piéu 3. Quyét dinh nay ¢6 hieu luc ké tir ngdy ky ban hanh.

Piéu 4. Gidam doc S& Y 1€ cdc tinh, thanh pho truc thudc trung vong va
Gidm doe cée don vi ¢6 vac xin, sinh phdm y t&€ néu tai diéu 1 chiu trdch nhi¢m
thi hinh quyét dinh nay./. ,

Noi nhan: cucC TRUONG

- Nhu didu 4. ’

- BT. Nguyén Thi Kim Tién (de bfc);

- TT. Neuyén Thanh Long (dé bjey;

- Vu Phip ché, Cuc Y € du phonﬂ Cuc Quan ly khim 3 :
¢hitw bénh, Thanh tra Bo Y t&, Cuc KHCN&DT, F s v

- Vien Ve \mh dich té trung uomg, Vién Kiém dinh Wﬁ"’ﬁ?/d
quéc gia v de xin va sinh ph’\m v IE,
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- Website cia Cue QLD, Tap chi Duoc v M§ phi fin- )
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BOY 1E

CUC QUAN LY DUQC

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

DANH MUC 12 VAC XIN - SINH PHAM DUGQC CAP SO DANG KY HIEU LUC 5 NAM - BOT 26
Ban hanh kém theo quyét dinh s&: £&47QD-QLD, ngay A5 At 201

1. Cong ty dang ky: Allergan, Inc. (D/c: 2525 Dupont Drive, lrvine, California 92612-1599 -

USA)

1.1 Nha san xuét: Allergan Pharmaceuticals Ireland (B/c. Castlebar Road, Westport County

Mayvo - lreland)

-~ A
Tén thuoc

Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach S& dang ks
Ham luwgng ché tho |chuin| déng goi B
Botulinum toxin*  |Batsdy kho | 36 |NSX |Hoép1lp100 | QLSP-815-14
type A (* tu vi chan khéng |thdng don vi i
khudn Clostridium |vo khudn dé '
botutinum) pha dung
100 don vi/ lo dich tiém

2. Cong ty dang ky: Baxter Healthcare (Asia) Pte., Ltd. (D/c: 150 Beach Road, #30-01/08
Gaieway West, Singapore 189720 - Singapore)
2.1 Nha sén xudt: Baxter Healthcare Corporation (B/c: 4501 Colorado Boulevard Los Angelcs

CA 90039 USA - My)

s " Hoat chiit chinh - | Dang bio Tudi| Tiéu Quy cdch B g
ST1 Tén thube Ham hrpng ché tho |chuin| @ng gol S6 dang ko
2 |HEMOFIL M Antihemophilic  |Botvadung | 30 [NSX [Hp1lg 10ml | QLSP-816-i4 |
Factor (AHF) mdi pha thang chira bét déng
(Human) (Yéut6  |dung dich khé AHF-M va
VIII nguéi) truyén tinh 01 lp dung méi
220 - 4401U mach nuéc cat pha
tiém + 1 kim
chuyén + 1 kim
loc
3 |HEMOFIL M Antihemophilic Botvadung | 30 [NSX |[Hop 1l 10ml | QLSP-817-14
Factor (AHF) mbi pha thing| chira bot dong
(Human) (Yéu td dung dich khé AHE-M va
VIII nguai) truyen tinh 01 Il dung mbi
401 - 800TU mach nudc cit pha
tiém + 1 kim

Trang 1
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chuyén + | kim

loc

3. Céng ty diing ky: Cdng ty c6 phin Y t& Birc Minh (B/e: S6 51, ngs 205, ngdch 323/83 Xudn
Dinh, Tir Liém, Ha Noi - Viét Nam)

3.1 Nha sin xuft: Bruschettini s.r.l. (D/e: Via Isonzo 6-16147 Genova - Italy)

Tén thubc

IMMUBRON

trong do: 7mg trong
tmg: Staphylococcus
aureus 6 ty;
Streptococeus
progenes 6 1y:
Streptococcus
viridans 6 ty;
Klebsiella
pnewmoniae 6 ty;
Haemophyius
influenzae nhom B 6
ty: MNeisseria
catarrhalis 6 ty,
Diplocaccus
preumonia 6 1y (
TYV/EQI1I Ity,
TY2/EQ22 11y,
TY3/EQ14 1 ty,
TYS/EQIS Tty.
TYS8/EQ23 1ty,
TY4TEQ24 1 ty) va
43mg mbi truong

ddng kho

Hoat chit chinh - | Dang bao [Tuéi Tiéu
Ham lwgng ché tho | chuén
Chat ly giai vi khudn
dong kho 50mg, vién nén 36 [NSX
thang

Quy cich
dong goi
Hop 3 vix 10

vién

S6 dang ky

= EECER

QLSP-818-14

STT

4. Cong ty ding ky: CONG TY TNHH SX-TM DPUQC PHAM NIC (NIC-PHARMA) (B/ec. Lo
11D dwcng C-KCN Tdn Tao, qudn Binh Tan, TP Hé Chi Minh - Viét Nam)

4.1 Nha sin xudt: CONG TY TNHH SX-TM DU’QC PHAM NIC (NIC-PHARMA) (D/c ¢
11D dwcng C-KCN Téan Tao, quédn Binh Tdn, TP Ho Chi Minh - Viét Nam)

BIOSUPTIN

Tén thudc Hoat chit chinh - Dang‘bﬁo Tudi Tiéu | Quy cich
Ham lurong che tho |chuan| déng géi
Bacillus subtilis Thuée bot 36 DDVNhop 25 goix Ig
10" = 10° CFU thang v

S6 dang kv |

" QLSP-819-14

|
)
5. Céong ty diing ky: F.Hoffmann-La Roche Ltd. (D/c. Grenzacherstrasse 124, CH-4070 Basel -

Thu SP)

5.1 Nha san xuét: Roche Diagnostics GmbH (B/e: Sandhofer Str. 116 68305 Mannheim - Piic)

Trang 2
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i i % Hoat chiit chinh - | Dang bao Tudi| Tiéu Quy cach Sé dine ky
BT Tomthade Ham lugng ché thg | chuin déng goi SR
6 |RECORMON® Epoctin beta 10000 |Dungdich | 24 [NSX |Hop6bom | QLSP-820-14 I
1U/0.6 ml tiém thang tiém déng sdn
thude (0,6ml)
va 6 kim tiém |
7 |[RECORMON® Epoetin beta 2000  |Dung dich 24 INSX |HOp 6 bom _ QLSP-821-14
1U/0.3 ml tiém thing tiém déng sin
thude (0,3ml)
va 6 kim tiém
6. Céng ty ding ky: Janssen - Cilag Ltd. (D/c: 106 Moo4 Lad, Krabang Industrial Estate
Chalongkrung Rd, Kwaeng Lamplatew, Khet Lad Krabang, Bangkok 10520 - Thai Lan)
6.1 Nha sdn xudt: Co s& sdn xudt: Schering-Plough (Brinny) Co. (Dia chi: Innishannon, Count,
Cork, Ireland); Co s& déng gbi: Schering-Plough Labo N.V., (D/c:2220 Heist-op-den-Berg,
Indusiriepark 30, Bi); Co sé xudt xwéng: Janssen Biologics B.V (B/c: Einsteinweg 101, 2333 C'F;
Leiden - Ha Lan)
il
n— i £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cach 2k '
el ECk it Ham lwong cbé | tho [chudn| ademggsi | O OP"ENY |
§ |[REMICADE Infliximab 100mg  |Bétdé pha | 36 |[NSX [HépO01lobot | QLSP-822-11
dung dich  |thdng déng kho
dim dic dé
pha dung
dich truyén
7. Céng ty ding ky: Mega Lifesciences LTD. (D/c: 384 Moo 4, Soi 6, Bangpoo Industrial Estai-
Pattana 3 road, Samut Prakan 10280 — Thdi Lan)
7.1 Nha san xuat: Ardeypharm GmbH (B/c: Loerfeldsir.20, 58313 Herdecke - Pirc)
" Hoat chit chinh - | Dang bao Tudi Tidu Quy céch £ v .!
LT Ten thube Ham lugng ché | the |chuin| déng goi ke o
9 [NORMAGUT  |Men Saccharomyces|vitnnang | 24 [NSX |Hép3vix 10 | QLSP-823-14
Boulardii chira it |cting thiang vién

nhét 2,5 x10° té
bao/250mg

8. Cong ty ding ky: Berna Biotech Korea Corporation (D/c: 13-42, Songdo-dong, Yeonsu-gu,
Incheon 406-840 - Han Quoc)

8.1 Nha san xuit: Crucell Switzerland AG (D/c: Oberiiedstrasse 68, 3174 Théorishaus - Thuy Si)

Trang 3
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STT

S6 dang kv \

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich

Tén thube 5 £ z iy

Ham luwong che thg |chuan dong goi

|vivorir Vi khuin séng giam |Viénnang | 18 [NSX [Hop 1 vix3
ddc luc tir chiing bao tan trong|thiang vién nang bao

Salmonella typhi Ty
2la >2x10° CFU

rubt

tan trong rugt

QLVX-824-14 ’

9. Cong ty diing ky: Céng ty TNHH MTV Vic xin va sinh phim s6 1 (D/c: S 1 Yersin, Ha No:

- Viét Nam)

9.1 Nha san xuél: Cong ty TNHH MTV Viic xin va sinh phém s6 1 (B/c: S6 1 - Yersin - Ha No

- Viée Nam)

Tén thube

Hoat chét chinh -
Ham lrong

Vacexin Té uéng -
mORCVAX

V.cholerae O1, El
Tor, Phil.6973 (b4t
hoat biing
formaldehyde)
600E.U. LPS;
V.cholerae 0139,
42608 (bAt hoat
bang formaldehyde)
600 E.U. LPS;
V.cholerae Ol
Cairo 50 (bét hoat
bing formaldehyde)
300 E.U. LPS;
V.cholerae O1,
Cairo 50 (bit hoat
bfmg nhiét da);
V.cholerae O1,
Cairo 48 (bit hoat
bing nhiét dd) 300

E.U.LPS

S6 dang ky

Dang bao [Tudi| Tiéu | Quy cich
__ché tho [chuin| déng goi
Dungdich | 24 |[NSX [Hop 10 lo, méi
uong thang 9 7.5ml - 5

lidu; Hop 10 lg.
mbdi lo 1,5ml - 1
liéu

QLVX-825-1

10. Cong ty ding ky: Sanofi Pasteur S.A. (B/c: 2 avenue Pont Pasteur, 69007 Lyon - Phdp)

10.1 Nha sin xuit: Sanofi Pasteur S.A. (ch.: Dia diém 1 Campus Mérieux 1541, avenue Marcel
Meérieux 69280 Marcy l'Etoile — Phdp, Pia diém 2: Parc Industriel d'Incarville 27100 Val de Reuil

- Phap)

STT

Tén thude

TETRAXIM

Hoat chét chinh -
Ham lugng

gidi doc td bach hau

>= 30 1U; giai dge
td udn van >= 40
TU; Cac khang

Dang bio
ché
Hén dich
tiém

Tubi
tho

Tiéu
chufn

Quy céch
dong goi

36
thang

TCCS

Hép | bom
tiém nap sin |
lidgu 0.5ml viie
xin: Hép 10
bom tiém.

S6 dang ky |

QLVX-826-14

Trang 4
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nguyén Bordeiella
PErTUssis gbm giai
doc 16 (PTxd) 25
meg va ngung két
16 hong cau dang

soi (FHA) 25 meg;

Virus bai ligt typ 1
bt hoat 40 D.U;
Virus bai ligt typ 2
bét hoat 8 D.U;
Virus bai ligt typ 3
bat hoat 32 D.U

mdi bom nap
-3 X -
san 1 lieu (0,5
ml) vae xin

Trang 5
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CUC TRUONG

Truong Quoc Cudng
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