BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 495 /QD-QLD Ha Noi, ngay A thdng & nam 2014
QUYET PINH

Vé viéc ban hanh danh muc 26 vic xin, sinh phdm y té
duoc cip s6 dang ky luu hanh tai Viét Nam - Dot 24

CUC TRUGNG CUC QUAN LY DUGC

Can ctr Luat Dugc ngay 14 thang 6 nam 2005;
Can cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chic nang, nhiém vu, quyén han va co céu t6 chic clia BO Y t€;

Can ctr Quyét dinh s6 3861/2013/QD-BYT ngay 30/9/2013 cua Bo truong
Bo Y t€ quy dinh chifc nang, nhiém vu, quyén han va co cdu té chic ctia Cuc
Quén 1y Dugc thudc Bo Y t€;

Can ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta B trudéng B
Y t€ quy dinh viéc dang ky thudc;

Cin cit ¥ kién clia Hoi déng tu van cdp s6 dang ky luu hanh véc xin va
sinh pham y t€ - B0 Y t€;

Xét dé nghi ctia Trudng phong Dang ky thudc - Cuc Quan ly Dugc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh niy danh muc 26 vic xin, sinh
phidm y t&€ duoc cap s6 dang ky luu hanh tai Viét Nam - Dot 24.

Piéu 2. Cic don vi c6 vac xin, sinh phdm y t€ dugc phép luu hanh tai Viét
Nam qui dinh tai Diéu 1 pha1 in s6 dang ky dugc Bo Y t€ Viét Nam cap l1én nhan
va phai chip hanh ding cic quy dinh cta phap luat Viét Nam vé san xuét va
kinh doanh vic xin, sinh pham y t€. Céc s6 dang ky c6 ky hiéu QLVX-...-14,
QLSP-...-14 ¢6 gi4 tri 05 nam ké tlr ngay c4p.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Gidam doc S& Y t€ céc tinh, thanh phd tryc thudc trung uong va
Gidm déc cdc don vi c6 vac xin, sinh phdm y t€ néu tai diéu 1 chiu trdch nhiém
thi hanh quyét dinh nay./. ,’

Noi nhdn: - é"“"""“ CUC TRUGNG
- Nhu diéu 4; :
- BT. Nguyén Thi Kim Tién (dé b/c); e
- Téng Cuc Hai quan - B Tai chinh;

- Website clia Cuc QLD, Tap chi Dugc va My phim-

- TT. Nguyén Thanh Long (dé b/c); ;
- Vu Phép ché, Cuc Y t€ du phong, Cuc Quan ly

Cuc QLD; Truong Quéc Cuong

- Lwu: VP, KDD, DKT (4 ban).

chita bénh, Thanh tra Bo Y 1€;
- Vién Vé sinh dich 1é trung uong, Vién Kiém dinh q

gia vac xin va sinh phim y t€; Ik\t S ".%




BOY TE
CUC QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap — Tu do — Hanh phiic

DANH MUC 26 VAC XIN, SINH PHAM Y TE PUQC CAP SO PANG KY
LUU HANH TAI VIET NAM - POQT 24 (S6 dang k¥ c6 hiéu luc 05 nam)

Ban hanh kém theo quyét dinh sé..4.41../QD-QLD, ngay..#/24./..0%./2014

1. Cong ty dang ky: Kedrion S.P.A (Dia chi : Loc. Ai Conti, 55051 Castelvecchio Pascoli, Barga (Lucca),

Italy)

Nha san xuéat : Kedrion S.p.A
- Dia chi nha mdy san xuét dén giai doan II, 1am thir nghiém x4c dinh chét gay sét: Via provinciale —
Bolognana Gallicano 55027 Lucca — Italy
- Dia chi nha mdy san xut tir giai doan II va déng géi : S.S.7 Bis Km. 19,5 - 80029 Sant’ Antimo Napoli —

Italy
STT| Tén thudc/ Hoat chat Dangbao | Tuéi | Tiéu | Quycichdéng | S6 dang ky
Tac dung chinh chinh- Ham ché tho chuin goi
luong (thdng) '

L X Hop 01 lo bot

Human hepatitis | Bo6t va dung : A

p | VENNG immunoglobulin | moidépha | 36 | Nsx | 22000U+0llo | o op 5799 14

2500 TU : 2 dung méi 45ml

2500IU tiém truyén N
+ 01 b6 truyén

2. Cong ty dang ky: Cong ty c6 phan duge phdm Duy Tan (Dia chi: 22 H6 Biéu Chanh, Quén Phi Nhuan,
Thanh ph6 H6 Chi Minh, Viét Nam)
Nha san xuat: Blausiegel Industria e Comercio Ltd (Dia chi: Rodovia Raposo Tavares, 2833 — Barro
Branco — Cotia — Sao Paulo, Brazil).

STT| Tén thuéc/ Hoat chat Dang bao Tuéi Tiéu | Quy cach déng | Sé dang ky
Tac dung chinh chinh- Ham ché tho | chuin goi
luong (thang)
Filgrasum Dung dich Hop 01 bom
2 | BLAUTRIM 30MIU g 24 | NSX el QLSP-0773-14
tiém tiém x 01ml
(300mcg)/ml

3. Cong ty dang ky: Berna Biotech Korea Corporation (Dia chi: 13-42, Songdo-dong, Yeonsu-gu,
Incheon, 406-840, Korea);
Nha san xuit: Berna Biotech Korea Corporation (Dia chi: (Songdo-dong) 23, Harmony-ro 303beon-gil,
Yeonsu-gu, Incheon, 406-840 Korea)

STT Tén thuoc/ Hoat chat Dang bao Tudi Tién | Quy cach déng | Sé6 dang ky
T4c dung chinh chinh- Him ché tho | chuin goi
luong (thang)
Khang nguyén bé
—F HEPA;]AX' . | matviemganB | Dung dich Hoo 11
3 | GENE"TF Inj. tinh khiét tiém bap 36 | NSX OplloxX | o vX-0774-14
(Vac xin phong (HBsAg) 0,5ml
bénh viém gan B) 10meg/0,5ml




] Khéng nguyén bé |
HEPA;]AX | matviem ganB | Dung dich Hop 1 1o x
4 | GENE® TF Inj. tinh khiét tiém bép 36 NSX '1p . QLVX-0775-14"
(Vic xin phong (HBsAg) s
bénh viém gan B) 20mcg/1,0ml

4. Cong ty dang ky va san xuét: Vién Véc xin va Sinh pham y t€ (IVAC) (Dia chi: 9 Pasteur — Nha Trang
— Tinh Khénh Hoa- Viét Nam)

STT| Tén thudce/ Hoat chat Dang bao Tudi | Tiéeu | Quycach déong | So dang Ky
T4c dung chinh chinh- Ham ché tho | chudn g6i
luong (thang)

Huyét  thanh Huyét thanh Dung dich Hop 10 1o x

5 | khang noc rin | khing noc rdn hé tiém 24 NSX | 1000 LD50/lo | QLSP-0776-14
hé dat tinh ché | dat tinh ché 1000
(SAV) LD50
Huyét thanh Huyét thanh Dung dich Hop 10 1o x -

6 | khang noc ridn | khing noc rin tiém 24 NSX 1000 LD50/1o | QLSP-0777-14
luc tre tinh ché | luc tre tinh ché
(SAYV) 1000 LD50

v Khang thé khan Dung dich Hop 1010 x

7 | DR thank v rit dai ; em 2 | Nsx | 1000 IUMlo | QLSP-0778-14
khang dai tinh 1000 TU
ché (SAR)

5. Cong ty dang ky: PT. KALBE FARMA Tbk. (Dia chi: Kawasan Industri Delta Silicon J1.M.H. Thamrin
Blok A3-1, Lippo Cikarang, Bekasi, Indonesia)
Nha san xuit: Shandong Kexing Bioproducts Co. Ltd. (Pia chi: Tangwangshan Road, Mingshui
Development Zone, Zhanggiu, Shandong, China).

STT| Tén thuéc/ Hoat chat Dang bao Tuoi | Tiéu | Quy cach dong | S6 dang ky
Téc dung chinh chinh- Ham ché tho | chudn g0i
lugng (thang)
Erythropoietin Dune dich Hoép 16n chita 10
8 | HEMAPO ngudi tdi 16 hop 2 " 24 NSX hop nho x 01 QLSP-0779-14
10.000 TU/ml H bom tiém x
0lml
Hop 16n chua 10
Erythropoietin Dune dich hop nho; Hop
9 | HEMAPO ngudi tAi 16 hop iy 36 | NSX | nhochtaOl | QLSP-0780-14
3.000 TU/ml L bom tiem x
Olml
Hoép 16n chira 10
Erythropoietin Duiia:dich hop nhé; Hop
10 | HEMAPO ngudi tai td hop tiim- 36 NSX nho chita 01 QLSP-0781-14
2.000 IU/ml bom tiém X
0lml




6. Cong ty dang ky: Matsushima Pharmaceutical Co.,Ltd (Dia chi: Tang 7, 41 Nguyén Thi Minh

- Khai, Phudong Bén Nghé, Quan 1, TP.H6 Chi Minh, Viét Nam)

Nha san xudt: Shanghai Chemo Wanbang Biopharma Co.Ltd. (Dia chi:No.1289 Yishan Road,
Shanghai, China);

STT Tén thude/ Hoat chat Dang bao Tuoi Tiéu | Quy cach déng Sé dang ky
Téc dung chinh chinh- Ham ché tho | chuén g6i
lugng (thang)
Erythropoietin Hop chia Slo
kol o
11 | GENOEPO ngudi t4i t6 hop khlzf-’;}‘l’fg%m 24 2811)0 bd- f gﬁ:%ig’no QLSP-0782-14
2.0001U/Io
: 2000 TU
Erythropoietin Bt =ig
12 | GENOEPO ngud ti 16 hop kh%mt?:g%m 2% | o | dong kb | o1.5p-0783-14
40000070 ’ 4000 TU

7. Cong ty ding ky: Merck KGaA (Dia chi: Frankfurter Strafe 250 64293 Darmstadt — Germany)
Nha san xuét: Merck Serono S.p.A (Pia chi: Via Delle Magnolie 15, (Localita Frazione Zona Industriale).
70026 Modugno (Bari), Italy

STT| Tén thude/ Hoat chat Dangbao | Tuéi | Tiéu | Quycachdéng | Sodangky
Tac dung chinh chinh- Ham ché tho | chudn g0i
huong (thang)
Hop gébm 1 buit
. Dung dich chita 0,5 ml
Choriogonadotro | .. p= o
13 | Ovitrelle® pin alfa tiémphasin | o, | Nox | dungdichtém | o p 764 14

250meg trong bt ppa san va 1

kim dé dung

v4i bt tiém

8. Cong ty ding ky: Merck Sharp & Dohme (Asia) Ltd (Dia chi: 27/F., Caroline Center, Lee Gardens

Two, 28 Yun Ping Road, Causeway Bay- Hong Kong).

8.1. Nha san xuit: N.V.Organon (Dia chi: Kloosterstraat 6, 5349 AB Oss, The Netherlands)

STT Tén thudc/ Hoat chat Dang bao Tuoi Tiéu | Quy cach dong Sé dang ky
Téc dung chinh chinh- Ham ché tho | chuin g6i
luong (thang)
. Dung dich
Follitropin beta h Hop1lox 0,5 . ’
14 | PUREGON 50 TU/0.5 ml tiém 36 NSX il QLSP-0785-14
o s Dung dich
Follitropin beta g F - | Hop1llox0,5 : F
15 | PUREGON 100 TU/0.5 ml tiém 36 NSX il QLSP-0786-14

8.2. Nha sin xuit: Vetter Pharma- Fertigung GmbH & Co. KG (Pia chi: Mooswiesen 2, 88214

Ravensburg, Germany)

Co sé déng géi: Organon (Ireland) Litd., (Dia chi: Drynam road, Swords, Co.Dublin, Ireland)

STT Tén thudc/ Hoat chat Dang bao Tuoi Tiéu | Quy cach dong | So dang ky
Téc dung chinh chinh- Ham ché tho | chuédn goi
lugng (thang)
Hop chua 01
. Dung dich Ong cartridge
16 | PUREGON S yiconin et tiem 36 | NSX | Puregonva3 | QLSP-0787-14

900 IU/1,08 ml

g6i x 3 kim
tiém dé dung




véi but tiém
Puregon

17

PUREGON

Follitropin beta
300 IU/0,36 ml

Dung dich
tiém

36

NSX

Hop chia 01
ong cartridge
Puregon va 2
g6i x 3 kim
tiem dé ding
v6i biit tiém
Puregon

QLSP-0788-14

18

PUREGON

Follitropin beta
600 IU/0,72 ml

Dung dich
tiém

NSX

Hop chita 01
6ng cartridge
Puregon va 2
g6i x 3 kim
tiém dé dung
véi bt tiém
Puregon

QLSP-0789-14

9. Cong ty dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Dia chi: 123 Nguyén Khodi - Q.4,
TP.HCM, Viét Nam)
Nha san xuat: Sanofi —Aventis Deutschland GmbH (Dia chi: Industriepark Hoechst, D-65926

Frankfurt am Main, Germany)
STT| Tén thuéc/ Hoat chat Dang bao Tubi Tiéu | Quy cach dong | S6 dang ky
Téc dung chinh chinh- Ham ché tho chuan 26i
luong (thang)
Insulin glargine :
19 | Lantus® 100donvifml | PEESCN | e Lie tom QLSP-0790-14
(1000 don vi/lo P2
10 ml)

10. Cong ty dang ky: Cong ty APC Pharmaceuticals and Chemical Limited (Dia chi: 19/F, Chung
Hing Commercial BLDG,, 62-63 Connaught Road Central, Central, HongKong)
Nha san xuat: Reliance Life Sciences Pvt.Ltd. (Dia chi: Plant 2, Dhirubhai Ambani Life Sciences Centre
(DALC), Thane-Belapur Road, Rabale, Navi Mumbai-400701, Maharashtra, India)

STT| Tén thuoc/ Hoat chat Dang bao Tuéi | Tiéu | Quycachdéng | S6 dang ky
Téc dung chinh chinh- Ham ché tho | chuin g6i
luong (théng)
Hop 1 bom

. r . Dung dich tiém déng san
20 gf&'gras‘ 3013‘Ig’?8“5mml tiem 24 | NSX | thu6c chita 300 | QLSP-0791-14

He e, pg diung 1 lan

duy nhat

11. Cong ty dang ky: A. Menarini Singapore Pte.Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore (117440))
Nha san xuat: F. Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse 124, 4070 Basel. Switzerland)

STT| Tén thuéde/ Hoat chat Dang bao Tuéi Tiéu | Quy cach dong | S6 dang ky
Téc dung chinh chinh- Ham ché tho | chudn goi
luong (thang)
. Hop 1 bom
; : Dung dich sl -
Filgrastim Al tiém déng sin
21 | Gran 30 MU/0,5 ml tiém 24 NSX 0,5 ml (30 triéu QLSP-0792-14
don vi)




Singapore, Thuin An, Binh Duong, Viét Nam)

Nha san xuat: Novo Nordisk A/S (Dia chi: Novo Allé DK-2880 Bagsvard Denmark)

12. Cong ty dang ky: Cong ty TNHH DKSH Viét Nam (Dia chi: 23 Dai 160 Doc lap, KCN Viét Nam-

STT

Tén thude/
Tac dung chinh

Hoat chat
chinh- Ham
lugng

Dang bao
ché

Tuobi
tho
(thang)

Tiéu
chuan

Quy cach dong
g6i

S6 dang ky

22

NovoMix®30
FlexPen

Insulin aspart
biphasic (rDNA)
1 ml hén dich
chita 100 U cta
insulin aspart hoa
tan/insulin aspart
két tinh véi
protamine theo ty
1€ 30/70 (tuong
duong 3,5 mg)

Hoén dich
tiém

24

NSX

Hoép chita 5 buit
tiém x 3 ml

QLSP-0793-14

13. Cong ty dang ky, san xuit: Cong ty c¢6 phan héa-dugc pham Mekophar (Dia chi: 297/5 Ly
Thuong Kiét, quan 11, TP H6 Chi Minh, Viét Nam)

STT| Tén thuée/ Hoat chat Dang bao Tuoéi | Tiéu | Quycach déng | So dang ky
Téc dung chinh chinh- Him ché tho | chuan g6i
lugng (thang)
23 | Enterobella Bogilia Eoasis Viilérrx:ang 36 NSX V%?lpni;; )::L:I?g QLSP-0794-14
1.10°= 2. 10°cfu g Hop 110 x 20
vién nang cing
Bacillus clausii Thubc bot Hop 25 gdi x g )
24 | Enterobella 1.10°— 2. 10°cfu utng 36 NSX lg QLSP-0795-14

14. Cong ty dang ky: Cong ty c6 phan Dugc phdm Thién Huéng (Dia chi: 11/8 Pham Phi Thi, Phudng
11, Quan Tan Binh, Thanh ph6é H6 Chi Minh, Viét Nam)

Nha san xuét: Reliance Life Sciences Pvt.Ltd (Dia chi: Plant-1, Sadhana Textile Mills Compound, Ground
and First floor C.S.No. 1621, Plot No.3, Plant 1, Pandurang Budhkar Marg, Worli, Mumbai 400018, India).

STT| Tén thuéc/ Hoat chat Dang bao Tuoéi | Tiéu | Quycachdéng | Sé dang ky
T4c dung chinh chinh- Ham ché tho | chuin g6i
luong (thang)
. .. | Dungdich Hop 01 chai x
25 | ProAlb® Albumin nguol | g, ok 24 50ml; Hop 01 | QLSP-0796-14
20 % NSX :
mach chai x 100 ml.




15. Cong ty dang ky: Cong ty c6 phan thuong mai dugc Hoang Long (Dia chi : 143 dudng s6 17A Khu B
An Phi, An Khanh, Phudng An Phi, Quan 2, Tp. H6 chi Minh, Viét Nam)

Nha san xuit : Biotest Pharma GmbH (Dia chi : Landsteinerstrasse 5, D-63303 Dreieich, Germany)

STT| Tén thuéce/ Hoat chat Dang bao Tudéi | Tiéu | Quycachdéng | S6 dang ky
Téc dung chinh chinh- Ham ché tho | chuin g6i
lvong (thang)
: .. | Dung dich Hop 1lox
26 | Albiomin 20% Alb‘ggg“gﬁg“m tiemtruyén | 36 | NSX | 50ml; Hop1llo | QLSP-0797-14
tinh mach x 100ml

Truong Quéc Cuong
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