BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6: 576 /Qb-QLD Ha Noi, ngay A thang 40 nam 2014
QUYET PINH

V¢é viéc ban hanh danh muyc 12 vic xin, sinh phdm y t&
duge cdp so diang ky luu hanh tai Viét Nam - Dot 23

CUC TRUGNG CUC QUAN LY DUGC

Cin ct Luit Duge ngdy 14 thing 6 nam 20053;

Cin cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chic ning, nhiém vu, quyén han vi co cflu t6 chiic ca Bo Y t€;

Cin c Quyét dinh s6 3861/2013/QD-BYT ng&y 30/9/2013 cua Bo tru‘cmg
Bo Y t& quy dinh chifc ning, nhiém vu, quyén han vi co cdu té chdc cta Cuc
Quan 1y Duoc thudc Bo Y t€;

Cin c& Thong tu s6 22/2009/TT-BYT ngdy 24/11/2009 ctia B trudng Bo
Y 1€ quy dinh viéc dang ky thudc;

Can cit § ki€n cla Hoi déng tu vin cdp s6 dang ky luu hanh vac xin va
sinh phdm y t€ - BO Y t¢;

Xét dé nghi cta Trudng phong Pang ky thudc - Cuc Quén ly Dugc,

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 12 vic xin, sinh
phdm y t&€ dugc cép s6 dang ky luu hanh tai Viét Nam - Dot 25.

Diéu 2. Céc don vi ¢6 vic xin, sinh phdm y t€ dugc phép luu hanh tai Viét
Nam qui dinh tai Diéu 1 ph.n in s6 ding ky duoc Bo Y t& Viét Nam ca'p 1én nhin
.va phai cha‘p hi‘mh diing cdc quy dinh cta phdp luat Viét Nam vé sin xudt va
kinh doanh vic xin, sinh ph&m y t& Cic s dang ky ¢ ky hiéu QLVX-...-14,
QLSP-...-14 ¢4 gid tri 05 nam ké tir ngay c4p.

Piéu 3. Quyét dinh niy c6 hi¢u luc ké tir ngdy ky ban hanh.

Piéu 4. Gidm déc S& Y t&€ céc tinh, thanh phé truc thudc trung uong va
Gidm d6c cde don vi cé vic xin, sinh phdm y t€ néu tai diéu 1 chiu tridch nhiém
thi hanh quyét dinh ndy./.

Noi nhdn: CUC TRU' '{qG

- Nhu diéu 4; P T e ”
- BT. Nguyén Thj Kim Tién (dé bfc); :
- TT. Nguyén Thanh Long (dé b/c); /
- Vuy Phép ché, Cuc Y t€ dy phong, Cuc Quan Iy khan
chita bénh, Thanh tra B0 Y €,
- Vién Ve sinh dich t& trung vong, Vién Kiém dinh
gia vdc xin va sinh phim y té; '
- Téng Cuc Hai quan - B¢ Tai chinh;
- Website clia Cuc QLD, Tap chi Duge vd My phdm- .

Cuc QLD; Truong Qu oc Cuodng
- Luu: VP, KDD, DKT (4 ban).




BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phac

DANH MUC 12 VAC XIN, SINH PHAM Y TE BUQC CAP SO PANG KY
LUU HANH TAI VIET NAM - DQT 25 (S6 dang ky c6 hiéu luc 05 nam)

Ban hanh kém theo quyét dinh s6.27€..../QD-QLD, ngayd.%-./..402./2014

1. Cong ty diing ky: Cong ty ¢d phdn Thuong mai Dugc Hoang Long, (Dia chi : 143 dudng 17, khu B An
Phu-An Khdnh, Phutmg An Phd, quan 2-Thanh phd H6 Chi Minh, Viét Nam)
Nha san xuit: Biotest Pharma GmbH (Pia chi : Landsteinerstrasse 5, D-63303 Dreieich, D)

' STT|  Tén thudc/ Hoat chét chinh- | Dangbao | Tudi | Tiéu Quy cich So dang k¥
T4c dung chinh Ham lugng ché tho chudn déng goi |
(thing) _‘
Globulin mién : ‘w
. dich ngudi trong | Dung dich Hfg(c):l::la ééo |
I | INTRATECT d6 c6 chita it nhat | tiem truyén | 24 NSX | * - 0omp | QUSP-0802-14 |
96% IgG - tinh mach .')00 ol
50g/1 -
Globg?:;lmten Dung dic}h Hop 01 lox
2 | PENTAGLOBIN | (Immunoglobulin) | ‘= i | 24 | NSX 10“1‘(';050!‘“‘? QLSP-0803-14 |
50mg/ml S m |

2. Cong ty dang ky: Cong ty ding ky: Cdng ty b phin thwong mai Y dwge Sao Dé (Dia chi: S6 19, t©
39, phudong Mai Dich, quan Cau Giay, Ha N§i - Viét Nam)

Nha sdn xuit: BIO SIDUS S.A. (DPja chi: Nha mdy san xu'ét thanh phdm: Av. De Los Quilmes 137, Bernal
Qeste- Quilmes Buenos Aires, Argentina. Nha mdy sdn xuat hoat chit: Constitucion 4234 - Buenos Aires -

Argentina)
STT| Tén thuéc/ Hoat chat Dang bao Tuoi | Tieu | Quycach déng | S6 dang ky
Tac dung chinh chinh- Him ché tho chuin g6i
lugng (thdang) N
Filgrastim (= | (oo Hop 1 lo Iml |
3 | NEUTROMAX | met-Hu-G-CSF) nim' 24 NSX | dungdich tiém | QLSP-0804-14 |
300meg f

3
3

. Cong ty dang ky: Cong ty ding ky: Cong ty c¢d phin y té Dirc Minh (Dja chi: Sé 51, ngd 205, ngach
23/83, dudng Xuan Dinh, xa Xuén Dinh, huyén tir Liém, Ha N§i - Viét Nam)

Nha sin xudt: Human Biologicals Institute (A division of Indian Immunologicals Limited) (Dia chi:
Kozhipannai, Pudumund P.O - Udhagamandalam - 643 007, Tamil Nadu - India)

STT Tén thude/ Hoat chat Dang bao Tudi Tiéu | Quy cdch dong | So dang ky
Tdc dung chinh chinh- Him ché tho chuin g6i
lugng (thing)

1



ABHAYRAB
(Vic xin phong
benh dai)

Khéng nguyén
tinh ché tir virus
dai ching
L.Pasteur 2061
Vero 15 passage,
nudi ciy trén té
bao vero = 2,51U

Bét dong
khé

36

NSX

Hop | lo vic
xin déng kho
don liu + 1 lo
dung méi hoidn
nguyén va 1 xy
lanh v tring;
Hop 50 Ig vic
xin déng khé
don lidu+hdp
100 lp dung
mdi hoan
nguyén véc xin

QLVX-0805-14

]

4. Cong ty dang ky: Cong ty TNHH Dwgc phim Vin Lang (Pia chi: Sé 405/16/17 Trudmg Chinh, P14,
Q.Tan Binh, TP H6 Chi Minh - Viét Nam)
Nha sin xudt: MR Pharma S.A. (Dia chi: Estados Unidos No 5105-Localidad El Triangulo, Provincia de

Buenos Aires — Repulica Argentina)

'STT|  Tén thudc/ Hoat chit Dang bao Tubi Tiéu | Quy cich déng | S0 dang ky
Téc dung chinh chinh- Ham ché tho chuin g6i
lugng (thing)
| Human
| s ‘
Pronivel 2000 recombinant . "
5 U erythropoietin D“;ﬁim 24 NSX H%ﬁ’ch lt?éif“g QLSP-0806-14
20001V ' "
L | |

3. Cong ty dang ky va san xudt: Cong ty TNHH MTYV Vic xin Pasteur Pa La
Phong - Thanh phé Pa Lat -Tinh LAm Péng -Viét Nam)

 STT|  Tén thude/ | Hoat chit Dang bao Tuoi Tiéu | Quy cédch dong S6 diang ky 1
Tac dung chinh chinh- Ham ché tho | chudn goi (
lugng (thing) !
Bacillus subtilis r 1
2x10° CEU/ "

6 | Merika fort Eactolieili Bot 24| Nsx | MOP208SIX | o1spggor.s |
acidophilus g '
1x10° CFU/g |

Bac‘i!h;s subtilis \
[ = 1x10° CFU/g 5 |
y | Merika Lactobacillus Bot 24 | Nsx | HOP208Six | () op osog.1a |
| Probiotics i : lg
‘ acidophilus
| 5x10° CFU/g

t (Piachi: 18- Lé Héng

6. Cong ty ding ky: F.Hoffmann-La Roche Ltd. (Bja chi: Grenzacherstrasse 124, CH-4070 Basel - Thuy

S9)

Nha sin xuit: F.Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, 4303 Kaiseraugst - Thuy S§)

STT!  Tén thudc/ Hoat chit Dang bao Tudi Tiéu | Quy cich dong | S0 ding ky W
| Tac dung chinh chinh- Ham ché tho | chudn g6i ?
; lugng (thing)
NEUPOGEN® Filgrastim Dutrf,c% it b[(;{ri?tic;;rzgrig
3| : 30 MU/0,5 ml L 24 NSX sin chira QLSP-0809-14
: filgrastim |
| 30MU/0,5 ml |

£



7, Cong ty diing ky: Heber Biotec S.A (Dia

Nha sian xuit: Center for Genetic Engincer

A

190. Playa, Havana city - Cuba)

chi: Calle 186 Esq. 31, Cubanacén, Playa, Habana city - Cuba)
ing and Biotechnology (CIGB) (Pia chi: Ave. 31 e/158 and

| STT Tén thudc/ Hoat chat Dang bao Tuoi Tiéu | Quy cich dong . Sodang ky

| Tac dung chinh chinh- Ham ché tho | chudn goi

[ lugng (thiang) .

i ; Hop 01 lo x 1ml; | |
; . Dung dich | .

Filgrastim (G- e Hép 10 lo x Iml; |
9 | HEBERVITAL CSF) 0.3mg/ml tiém 36 NSX Hop 100 lo x QLSP-0810-14
\ Iml;

8. Cong ty diang ky: L.B.S. Laboratory Ltd. Part. (bia chi: 602 Soi Panichanant, Sukhumvit 71 Road.
Bangkok, 10110 - Thailand)

Nha san xuit: Reliance Life Sciences Pvt, Ltd (Dia chi: Plant 2, Dhirubhai Ambani Life Sciences Centre
(DALC). plot I\jo. R-282, TTC Area of MIDC, Thane-Belapur Road, Rabale, Navi, Mumbai 400 701
Maharashtra - An Dg)

STT| Tén thudc/ Hoat chait Dang bao Tuoi Tiéu | Quy cach dong [ So dang ky
Tic dung chinh chinh- Ham ché tho | chudn goi
lugng (thing) |
|
RELIPOREX® Recﬂi‘;&”‘ ——— Hop 1 bom |
10 2000 IU b 8 € 24 |EP7.0 | tiémdongsin | QLSP-0811-14 |
Erythropoietin tiém gt dich tim |
20001U SGe |
| - |
| RELIPOREX® Re‘;ﬁ’:l“f;rja“‘ N—— Hop 1 bom | |
11 4000 IU AT el 24 EP 7.0 | tiémddngsin | QLSP-O812-14 |
Erythropoietin tiém dune dich tisim
40001U AgSieh L=t |
|
|
RELIPOREX® Re‘;‘f’:f::;flam . . Hop 1 bom
12 10000 IU s - ;- 24 |EP7.0 | tiémdéngsin | QLSP-0813-14
rythropoietin ti€ém At
, 10000IU dung dich tiém
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