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$6: 394 /CYT-NVYD&TTBYT Ha Néi, ngay A théng 5 nam 2015

V/v ban hanh danh muc sinh phim y
te duoc cap s6 dang ky luu hanh tai
Viét Nam — Dot 27

Kinh gui:
- Cac Bénh vién, th‘)ng kham da khoa GTVT;
- Cac Trung tam y t€ chuyén nganh GTVT.

Ngay 24/4/2015, Cuc Quan ly duge - BO Y té €0 Quyet dinh s6 217/Qb-
QLD vé viéc ban hanh danh muc 18 sinh pham y té duoc cip sb dang ky luu
hanh tai Viét Nam - Dot 27. No1 dung cu thé ctia Quyét dinh dugc dang tai trén
Website cia Cuc Y té GTVT http://cucytegiaothong.mt.gov.vn; chuyén muc Chi
dao va hudng dan nghiép vu y té.

Cuc Y té GTVT thong bao dé cac don vi duoc biét./ 8

Noi nhin: , CUC TRUONG
- Nhu trén (Qua website Cuc Y t€ GTVT); =
-Luu: VT, NVYD&TTBYT. ’ —

) Lot
‘\ * VAN TA .
. P - ~
’ v
\‘ T S

— Vit Van Trién



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S: ¥{# /QP-QLD Ha Noi, ngay <24 thing 4 ndm 2015
QUYET PINH W‘“‘\*ﬂ\
Vé viéc ban hanh danh muc 18 sinh phim ly t€ ONG VAN P
dugc cdp s6 dang ky lru hanh tai Viét Nam - Dot 27 -05- 2015

, |
o W CUC TRUGNG CUC QUAN LY DUGEs .. .85

Can cit Luat Dugc ngay 14 thang 6 nam 2005;

Can ct Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh pha quy
dinh chic nang, nhiém vu, quyén han va co cdu t6 chitc cia Bo Y t&;

Cén cit Quyét dinh s6 3861/2013/QD-BYT ngay 30/9/2013 ctia Bo trudng
Bo Y t&€ quy dinh chiic nang, nhiém vu, quyén han va co ciu té chic clia Cuc
Quan 1y Dugc thuoc B Y t€;

Can ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo trudng Bo
Y t&€ quy dinh viéc dang k¥ thudc;

Can cu y kién clia Hoi dong tu van cdp s6 dang ky luu hanh vic xin va
sinh phdm y t&€ - Bo Y t¢€;

Xét dé nghi cua Trudng phong Pang ky thude - Cuc Quan 1y Duoc,
QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 18 sinh phim y t&€
dugc cdp s6 dang ky luu hanh tai Viét Nam - Dot 27.

Piéu 2. Cic don vi ¢6 sinh phdm y t€ dugc phép luu hanh tai Viét Nam qui
dinh tai Diéu 1 phai in s6 ding ky duoc Bo Y t€ Viét Nam cap lén nhan va phai
chdp hanh ding céc quy dinh ctia phdp luat Viét Nam vé san xuat va kinh doanh
sinh pham y t€. Céc s6 ding ky c6 ky hiéu QLSP-...-15 c6 gi4 tri 05 nam ké tir
ngay cép.

Dicu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Gidm doc SG Y t€ c4c tinh, thanh phd truc thudc trung wong va
Gidm d6c cdc don vi ¢6 sinh phdm y t& néu tai diéu 1 chiu trach nhiém thi hanh
quyét dinh nay./.
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CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phiic

DANH MUC 18 SINH PHAM Y TE BUQC CAP SO DANG KY HIEU LUC S NAM - bQT 27
Ban hanh kém theo quyét dinh s6 U F./QD-QLD, ngayZ4./.4./.Lods

1. Cong ty ding ky: CJ HealthCare Corporation (D/c: 330 Dongho-ro, Jung-gu, Seoul - Korea)

1.1 Nha san xuét: CJ HealthCare Corporation (D/c: 811, Deokpyeong-ro, Majang-myeon,
Icheon-si, Gyeonggi-do - Korea)

Tén thuoc

Epokine Prefilled
Injection 1000
Units/0.5mL

Hoat chit chinh -
Ham lugng

Dang bao
che

Epoetin ngudi téi t |Dung dich

hop 1000 Units/0.5
mL

tiém pha sin

Tubi
tho
24

thang

Tiéu
chuan

NSX

Quy cach
dong goi
Dung dich tiém

pha sin déng
trong syringe, 6
syringe/hdp

S6 ding ky

QLSP-832-15

2. Cong ty ding ky: Cong ty lién doanh dwoc phim MEBIPHAR-AUSTRAPHARM (D/c: L6
111-18, Puweong s6 13, KCN Tdn Binh, Q. Tan Phii, TP.HCM - Viét Nam)

2.1 Nha san xuf;,t: Cong ty lién doanh dwgc phim MEBIPHAR-AUSTRAPHARM (D/c: Lo
[1I-18, Puong s6 13, KCN Tdn Binh, Q. Tdn Phii, TP.HCM - Viét Nam)

W

Tén thube

BACIVIT

BACIVIT-H

Hoat chét chinh -
Ham lugng

acidophilus >= 10
CFU;

Lactobacillus
acidophilus >= 10°
CFU;

Dang bao
ché
Thubc bot
uong

Thubc bot
uong

Tubi
tho

24

24

thang

thang

Tiéu
chuan

NSX

NSX

Quy cich
déng goi
Géi 1 g, hop 14
gbi, hop 25 goi,

hop 100 goi.

Goi 1l g, hop 14
g6i, hop 25 goi,
hop 100 goi.

S6 ding ky

QLSP-833-15

QLSP-834-15

3. Cong ty ding ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: Lo B.
Durong s6 2, KCN Dong An, Thi xd Thudn An, Tinh Binh Duong - Viét Nam)

3.1 Nha san xuét: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: Lo B, Duong

s6 2, KCN Déng An, Thi xa Thudn An, Tinh Binh Dwong - Viét Nam)




Lactobacillus
acidophilus >=10®
CFU/g

ok Hoat chdt chinh - | Dang bao |Tudi| Tidu | Quy cich P
¢ “Us 2 diang k
STT Tén thude Ham lrgng ché | tho |chudn| dénggsi | °oanEk
4 |AIBEZYM Lactobacillus ~ |Thudcbot | 24 NSX |Hop30goix | QLSP-835-15
acidophilus 108 thang 2,0g thudc bot.
CFU ; Bacillus Géi nhém.
subtilis 10® CFU;
Zinc gluconate (3
mg kém) 21,0 mg
5 |BAILUZYM Lactobacillus Thubc bot 24 INSX [Hép 30 géi X QLSP-836-15
acidophilus 10° thang 1,0g thudc bét.
CFU; Géi nhom.
6 |BAILUZYM -Zn Lactobacillus Thubc bot 24 INSX [1HOp 30 goi x QLSP-837-15
acidophilus 108 thang 2,0g thudc bot.
CFU; Zinc G6t nhom.
gluconate (3 mg
_ k&m) 21,0 mg
7 |OZONBIOTIC Lactobacillus Thudc bét 24 INSX |Hop 30 goi x QLSP-838-15
acidophilus 10° thang 2,0g thudc bot
CFU ; Zinc
gluconate 21,0mg
(tuvong duong kém
3mg)
8 |OZONBIOTIC PLUS [Lactobacillus Thudc bot 24 INSX [Hop 30 géi X QLSP-839-15
acidophilus 10° théang 2,0g thudc bot
CFU; Zinc
gluconate 35,0mg
(tuong duong kém
Smg)
4. Cong ty ding ky: Cong ty TNHH MTV Vic xin va sinh phim Nha Trang (D/c: 26 Han
Thuyén, TP Nha Trang, Khanh Hoa - Viét Nam)
4.1 Nha san xuat: Cong ty TNHH MTYV Vic xin va sinh phim Nha Trang (D/c: Thén Céy
Xoai, xd Suoi Tan, huyén Cam Lam, Khanh Hoa - Viét Nam)
R £ Hoat chit chinh - | Dang bao Tudi| Tiu Quy cach Sé dang kv
STT Tén thude Ham lwgng ché tho |chudn| dong goi &%y
9 |Baci-subti  [Bacillus subtilis ~ |viénnang | 24 [NSX [Vi10vién, hop| QLSP-840-15
>=10% CFU/500mg |cimg thang 6 vi
10 |BACI-SUBTI Bacillus subtilis Bot 24 INSX gbi 1l g hop20 | QLSP-841-15
>=10% CFU/g thang goi
11 [PRO-ACIDOL PLUS  |Bacillus subtilis Bot 24 INSX |gbil g, hop 20 | QLSP-842-15
>=10% CFU/g; thang 20i

Trang 2




5. Cong ty dang ky: Cong ty TNHH Sanofi- Aventis Viét Nam (D/c: 123 Nguyén Khodi, Qudn 4.

TP. H6 Chi Minh - Viét

Nam)

5.1 Nha san xuat: Sanofi-Aventis S.p.A (P/c: Viale Europa, 11 21040 Origgio (VA) - ltaly)

STT

Tén thudc

ENTEROGERMINA

Hoat chét chinh -
Ham lugng

Bao tir khang da
khang sinh Bacillus
clausii 2 ty bao
tr/vién nang cting

Dang bao
che

vién nang
cing

Tubi
tho
e

thang

Tiéu
chuin

NSX

Quy cach
dong goi

vién nang cing

Hop1vix 12

S6 dang ky

QLSP-843-15

6. Cong ty dang ky: Diethelm & Co.,Ltd (D/c: Wiesenstrasse 8, 8008 Zurich - Switzerland)

6.1 Nha san xuét: Novo Nordisk A/S (B/c: Novo Allé, DK-2880 Bagsverd - Pan Mach)

STT

“Tén thube

Norditropin Nordilet
Smg/1.5ml

Hoat chit chinh -
Ham lugng

Somatropin 3,3

mg/ml

Dang bao
ché

ADL"m‘g>dich" V
tiém

Tubi
tho

24
thang

Tiéu
chuan

NSX

Quy cach

déng goi
Hop chira 1 bat
tiém bom sén x
1,5ml

S6 ding ky

QLSP-844-15

7. Cong ty diang ky: EVER NEURO PHARMA GmbH (D/c: Mondseetrasse 11, 4866 Unterach,

am Attersee - Austria)

7.1 Nha san xuit: Co sé xuit xwong: EVER NEURO PHARMA GmbH (P/c: Oberburgau 3,
4866 Unterach, am Attersee - Austria)

STT

Tén thude
Cerebrolysin
Co sé tron va déng goi:
EVER PHARMA JENA
GmbH (Dia chi:
Otto-Schott-Str. 15,
07745 Jena, Germany)

Hoat chit chinh - | Dang bao
Ham lugng ché
Peptide Dung dich
(Cerebrolysin dé tiem,
coneentrate) 215,2  |dung dich
dam dic dé
pha dung
dich tiém
truyén

Tubi
tho

60
thang

Tiéu
chuan

NSX

Quy cach

doéng goi
Hop 10 6ng
1ml; hop 5 éng
5ml; hép 5 émg
10 ml

S6 ding ky

QLSP-845-15

8. Cong ty ding ky: Ferring Pharmaceuticals Ltd. (D/c: Unit 1-12, 25/F, No.1 Hung To Road,
Ngau Tau Kok, Kowloon - Hongkong)

8.1 Nha san xuit: Ferring GmbH (D/c: Witland 11, D-24109 Kiel - Dirc)




xudng: Ferring
International Center S.A.
(dia chi: Chemin de la
Vergognausaz CH-1162
St.Prex, Switzerland)

Iml; Hép 10 lo
bdt + 10 lo
dung méi x 1ml

. Hoat chat chinh - | Dang bao | Tuoi] Tiéu | Quy cach S5 dine ki
] ang h d ky
STT Ten thude Ham lugng ché tho {chuan dong goi 0 qang Xy
15 [BRAVELLE75IU  [Urofollitropin 751U |Bot va dung | 24 [NSX |HopSlobot+ | QLSP-846-15
(Co s& dong goi va xuat moi pha ti€ém|thing 5 lo dung méi x

9. Cong ty dang ky: Mega Lifesciences Public Company Limited (B/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 road, Preaksa, Mueang, Samutprakarn 10280 - Thailand)

9.1 Nha san xuit: Biocon Limited (D/c: Plot No. 2-4, Phase-1V, Bommasandra Jigani Link Road,
Bommasandra Post, Bangalore-560099 - India)

. £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach S6 dine ke
STT Tén thude Ham luong ché | tho [chudn| dong goi o qang ky
16 |INSUNOVA 30/70 |Insulin nguoi Han dich 24 [Duoc [Hop1lox10 | QLSP-847-15
(Biphasic) (Insulin ngudi ¢6 tiém thang|dién |ml
ngudn goc DNA tai (;héu
to hop) 100 [U Au
Insulin nguoi I Duoc | lox 10 ]
17 [NSUNOVA-N (NPH) |(Insulin ngudico | Hon dich 24 |dién H?P Iox QLSP-848-15
ngudn gbc DNA téi tiem thanglChau ™
t6 hop) 100 U AU
INSUNOVA-R Insulin ngudi Dungdich | 24 [Duoc |
l8(R%Mm) (Insulin ngudi c6  tiém thang dien *?p'bx‘o QLSP-849-15
nguon goc DNA téi Chau (™
td hop) 100 1U Au /
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Trang 4




