BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc lap - Tw do - Hanh phiic
sé: h2 /QP-QLD Ha Ngi, ngay 05 thang (). nim 2016
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Veé viée ban hanh danh muc 39 vic xin, sinh phi
dugc cap s0 dang ky luu hanh tai Viét Nam - Dg

’

W V2% CUC TRUGNG CUC QUANLY bUgc| 22 02- 2016

Can ctr Luat Dugc ngay 14 thang 6 ndm 2005;

Cin ctr Nghij dinh sb 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc néng, nhiém vy, quyen han va co cdu té chirc cia BO Y té;

Cén cir Quyét dinh s6 3861/2013/Qb-BYT ngay 30/9/2013 cua B truorng
B4 Y té quy dinh chirc nang nhiém vy, quyén han va co céu td chiic clia Cuc
Quén ly Dugc thuéc Bo Y té;

Cén ct Thong tur s6 44/2014/TT-BYT ngay 25/11/2014 ctia B§ truéng B
Y té quy dinh viéc dang ky thudc;

Can ct y kién cua Hoi ddng tu van cip sé ding ky Iuu hanh vic xin va
sinh phim y té - B4 Y t4;

Xét dé nghi cua Trudng phong Ping ky thudc - Cuc Quan Iy Dugc,
QUYET DINH:

Dleu 1. Ban hanh kém theo Quyét dinh ndy danh muc 39 véc xin, sinh
phém y té dugc clp sb déng ky luu hanh tai Viét Nam - Dot 30.

Piéu 2. Céc don vi ¢6 véc Xin, sinh phim y té dugc phép luu hanh tai Viét
Nam qui dinh tai Piéu 1 pha1 in s ding ky dugc BO Y té Viét Nam cap 1én nhén
va phai chép hanh ding cic quy dinh cia phap luat Viét Nam vé san xuét va
kinh doanh véc xin, sinh pham y té. Céc s0 dang ky c6 ky hiéu QLVX-...-16,
QLSP-...-16 c6 gi4 tri 05 nim k& tir ngay cép.

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

Pidu 4. Giam dbc S6 Y té cac tinh, thanh phé truc thude trung wong va

Gidm ddc cac don vi ¢6 véc Xin, sinh phdm y té néu tai didu 1 chiu trach nhiém
thi hanh quyét dinh nay./.

Noi nhan

- Nhu didu 4;

- BT. Nguyén Thj Kim Tién (d& b/c);
- TT. L& Quang Cudng, TT. Nguyén Thanh Long
(dé bc);

khim chira benh Thanh tra BQ Y té, ;. " ' /, N 4 _//
KHCN&DT; Van phong NRA B3 Y té; R

- V1¢n Vé sinh dich té trung wong, Vién Kiém dmh it X .
quoc gia vic xin va sinh phim y té; Tru’O’ng Quoc C“Ung
- Tong Cuc Hai quan - B Tai chinh;

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

Cuc QLD;

- Luwu: VP, KDD, QLCL, DKT (4 ban).




BQ Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Poclap - Tw do - Hanh phic

DANH MUC 39 VAC XIN, SINH PHAM Y TE PUQC CAP SO PANG KY LUU HANH
HIEU LUC 05 NAM - PQT 30

Ban hanh kém theo quyét dinh so: ..jz../QD-QLD, ngc‘zyQ 5 /QZ/?ZO’{ o

1. Cong ty ding ky: Norvatis (Singapore) Private Limited (Dia chi: 10 Collyer Quay, #
10-01, Ocean Financial Centre Singapore (049315), Singapore)

1.1 Nha sén xuét: IDT Biologika GmbH (Dia chi: Am Pharmapark, 06861 Dessau-
Rosslau, Dirc; Co so xuét xudng: SANDOZ GmbH (Biochemiestrasse 10, 6250 Kundl,

Ao))
STT | Ténthudc | Hoatchitchinh | Dang baoché | Tudi Tiéu Quy cich So diang ky
- Ham lugng tho chuan déng goi
1 Binocrit Epoetin alfa Dung dich tiém | 24 thang | NSX | Hop 6 bom tiém | QLSP-911-16
2000 TU/ml d6ng sin trong d6ng sin va hop
bom tiém 6 bom ti€ém
déng sin c6 nip
an toan kim tiém
2 Binocrit Epoetin alfa Dung dich tiém | 24 thang | NSX | Hop 6 bom tiém | QLSP-912-16
4000 IU/0,4ml | déng sin trong déng sin va hop
bom tiém 6 bom tiém
déng sin c6 nip
» an toan kim tiém
3 Binocrit Epoetin alfa Dung dich tiém | 24 thang | NSX | Hop 6 bom tiém | QLSP-913-16
10000 TU/1ml déng sin trong déng sin va hop
bom tiém 6 bom tiém
déng sin c6 nip
. an toan kim tiém
4 Binocrit Epoetin alfa Dung dich tiém | 24 thang | NSX Hop 6 bom tiém | QLSP-914-16
1000 TU/0,5ml déng sin trong dong sdn va hdp
bom tiém 6 bom ti€ém
déng sin c6 nip
an todn kim ti€ém

2. Céng ty ding ky: Cong ty TNHH Sanofi — Aventis Viét Nam (Pc: 123 Nguyén
Khodi, Qudn 4, T.p. H6 Chi Minh, Viét Nam)

2.1 Nha sin xuit: Sanofi- Aventis Deutschland GmbH (Pia chi: Industriepark Hochst,
Bruningstrasse 50, D-65926 Frankfurt am Main - Dtc)

STT | Ténthudc | Hoatchatchinh | Dangbaoché | Tudi | Tiéu Quy cich S6 ding ky
- Ham lugng tho chuin dong géi
5 Apidra® Insulin glulisine | Dung dich 24 thang | NSX | Hop 5 bat tiém | QLSP-915-16
Solostar® 100 don vi/ml | tiém trong bit x 3ml dung
tiém nap sin dich tiém
6 Apidra® Insulin glulisine | Dung dich 24thang | NSX | Hép1llox QLSP-916-16
100 don vi/ml tiém trong lo 10ml dung
10 ml dich tiém
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3. Cong ty ding ky: Cong ty TNHH Céng nghé sinh hoc Dwge Na No Gen (Dc: L6 I-

5C Khu Cong nghé cao, phwong Tdang Nhon Phii A, Qudn 9, TP HCM, Viét Nam)

3.1 Nha san xuit: Cong ty TNHH Céng nghé sinh hoc Dwgc Na No Gen (Pc: L6 I-5C
Khu Cong nghé cao, phwdng Tang Nhon Phii A, Qudn 9, TP HCM, Viét Nam)

STT | Tén thudc Hoat chit chinh Dang bio ché Tudi Tiéu Quy cach S6 dang ky
- Ham lugng tho chuén doéng goi
7 Feronsure Recombinant Dung dich 24 thing | NSX | Hop 1 bom tiém | QLSP-917-16
Human tiém doéng san thude
Interferon alfa- (0,5ml)
2a
3 MIU
8 Feronsure Recombinant Dung dich 24 thang | NSX | Hop 1 lo dung QLSP-918-16
Human tiém dich tiém (1 ml)
Interferon alfa-
. 2a; 3 MIU
9 Nanokine Recombinant Dung dich 24 thang | NSX | Hop 1 lo dung QLSP-919-16
4000 TU Human tiém dich tiém (1 ml)
.| Erythropoietin
alfa; 4000
1U/1ml
10 Nanokine Recombinant Dung dich 24 thang | NSX | Hop 1 lo dung QLSP-920-16
2000 I0 Human tiém dich tiém (1 m})
Erythropoietin
alfa; 2000
1U/1ml
11 Nanokine Recombinant Dung dich 24 thang | NSX | Hop 1 lo dung QLSP-921-16
10000 TU Human tiém dich tiém (1 ml)
Erythropoietin '
alfa; 10000
IU/1ml
12 Nanokine Recombinant Dung dich 24 thang | NSX | Hop 1 bom tiém | QLSP-922-16
10000 IU Human tiém déng san thudc
Erythropoietin (1 ml)
alfa; 10000
1U/1ml
13 Nanokine Recombinant Dung dich 24 thang | NSX | Hop 1 bom tiém | QLSP-923-16
4000 IU Human tiém déng san thudc
Erythropoietin (0,5 ml)
alfa; 4000
10/0,5ml

4. Cong ty ding ky: F.Hoffmann-La Roche Ltd (Dc:Grenzacherstrasse 124, CH-4070
Basel, Switzerland)
4.1 Nha sin xuit: F.Hoffmann-La Roche Ltd (Dc:Grenzacherstrasse 124, CH-4070
Basel, Switzerland)
Co s& déng géi thi cip: F.Hoffmann-La Roche Ltd. (D/c:Wurmisweg, CH-4303
Kaiseraugst, Switzeland) '
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TSTT

Tén thudc | Hoat chit chinh | Dang baoché | Tubi | Tiéu Quy cich S6 dang ky
- Ham lugng tho chuin déng géi
14 Avastin® Bevacizumab Dung dich dam | 24 thang | NSX | Hop 1 lop 4 ml QLSP-924-16
100 mg/4ml dic dé pha
dung dich tiém
truyén
15 Avastin® Bevacizumab Dung dich d4m | 24 thang | NSX |Hopllol6ml | QLSP-925-16
400 mg/16ml d3c dé pha
dung dich tiém
truyén
4.2 Nha san xuit: Roche Diagnostics GmbH (Dc:Sandhofer Strasse 116 68305
Mannheim, Germany)
STT | Ténthuoc | Hoat chat chinh | Dang bao ché Tudi Tiéu Quy cach S6 ding ky
- Ham lwgng thg | chuin déng goéi
16 Mircera® Methoxy Dung dich 36 thang | NSX | Hop 1 bom tiém | QLSP-926-16
polyethylene tiém déng san
glycol-epoetin
beta
30 mcg/0,3 ml
5. Cong ty ding ky: Nove Nordisk A/S (Bc:Novo Allé, DK-2880 Bagsveerd, Pan Mach)
5.1 Nha san xuit: Novo Nordisk A/S (Dc: Novo Allé, DK-2880 Bagsveerd, Dan Mach)
STT | Ténthudc | Hoat chitchinh | Dang baoché | Tudi | Tiéu Quy cich S6 ding ky
- Ham lwong thg | chuin déng goi
17 Mixtard® 30 Insulin ngudi Hondichtiém | 30thang | NSX | Hop Sbuttiém | QLSP-927-16
Flexpen® 100 | (fDNA) bom sén x 3 ml
[U/ml 100 TU /ml
18 Ryzodeg® Insulin degludec; | Dungdichtiém | 30thang | NSX | Hop 5 ongx 3 QLSP-928-16
Penfill 100 insulin aspart ml
U/ml M3i éng 3ml
chua 7,68 mg
Insulin degludec
va 3,15 mg
insulin aspart
19 Ryzodeg® Insulin degludec; | Dung dich tiém | 30 thang | NSX | Hop S bit tiém QLSP-929-16
Flextouch® insulin aspart bom sén thube x
100U/ml Mai bt tiém bom 3ml
sin 3ml chira 7,68
mg Insulin
degludec va 3,15
mg insulin aspart
20 Tresiba® Insulin degludec; | Dung djchtiém | 30 thang | NSX | Hép 5 bat tiém QLSP-930-16
Flextouch® M3i but tiém bom bom s&n thube x
100U/ml sdn 3ml chira 3ml
10,98 mg Insulin
degludec
21 Tresiba® Insulin degludec; | Dung dichtiém | 30 thang | NSX | Hop Songx3 QLSP-931-16
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Penfill M3i 6ng 3ml ml
100U/ml chira 10,98 mg
Insulin degludec
22 | Tresiba® Insulin degludec; | Dung dich tiém | 30 thang | NSX | Hop 5 buttiém | QLSP-932-16
Flextouch® | M3i bit tiém bom bom s&n thuée x
200U/ml sin 3ml chira 3ml
21,96 mg Insulin
degludec
6. Cong ty dang ky: Sanofi Pasteur S.A (Pia chi: 2 avenue Pont Pasteur, Lyon - Phap)
6.1 Nha san xuit: LG Life Sciences Ltd. (Pia chi: 129, Seokam-ro, Iksan-si, Jeollabuk-
do, Han Quéc)
STT | Ténthudc | Hoatchitchinh | Dangbaoché | Tudi Tiéu Quy cich S6 ding ky
- Ham luegng tho chuan déng goi
23 | EBuvaxB Khing nguyén | HOndichtiém | 36thang | NSX | Hop 1lo,lo 1 QLVX-933-16
bé mit cua virus liéu (10 mcg/0,5
viém gan B ml);
(HbsAg) 10 Hop 20 I, Io 1
meg/0,5 ml/1 lieu (10 mcg/0,5
lidu m)
24 | EuvaxB Khéing nguyén | HOndich tiém | 36théng | NSX | Hop 1lo,1lo 1 QLVX-934-16
bé mit cua virus liéu (20 mcg/1
viem gan B fliﬂ“); 2010, 10 1
sAg) 20 19p £V 10, 10
I(Iibgll %31/1 lidu liu (20 meg/1
m))
7. Céng ty diing ky:Cong ty ¢ phin dugc phim Duy Tan (Pja chi: 22 Hb Bidu Chanh,
P.11, Quan Phti Nhuan, Tp. HS Chi Minh - Viét Nam)
7.1 Nha san xuit: Blau Farmaceutica S.A. (Pia chi: Rodovia Raposo Tavares, 2833 —
Barro Branco - Cotia - SP - Brazil)
STT | Ténthuoc | Hoatchitchinh | Dangbaoché | Tudi | Tiéu Quy cich S6 ding ky
- Ham luong tho chuan doéng g6i
25 ERITROMAX Epoetin alfa Dung dich 24 thang | NSX | Hop 1 bom tiém | QLSP-935-16
10.000 IU/ 1ml tiém x lml
26 ERITROMAX Epoetin alfa Dung dich 24 NSX | Hop 1 bom tiém | QLSP-936-16
4.000 IU/ 0,4ml tiém x 0,4ml
27 ERITROMAX Epoetin alfa Dung dich 24 NSX | Hop 1 bom tiém | QLSP-937-16
2.000 IU/ 0,5ml tiém x0,5ml

8. Céng ty ding ky: Cong ty TNHH Dwgc phdm VNP (Bc: O 54, khu dé thi Pai Kim,
Qudn Hoang Mai, Ha Noi - Viét Nam)

8.1 Nha san xuit: Céng ty c phin dwgc phdm CPC1 Ha N§i (B/c: Cum céng nghiép

Ha Binh Phuong — huyén Thuong Tin— Ha Nji —
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STT | Ténthudc | Hoat chit chinh | Dangbaoché | Tudi | Tiéu Quy céich S6 diang ky
- Ham hrong tho chuén dong goi
28 |ENZICOBA |Nimmenkhd | Viénnang 24 thang | NSX | Hop2vix 15 QLSP-938-16
chira selen 25mg | mém vién nang mém;
(trong tmg v6i Hop4vix15
50mcg selen); vién nang mem;
N4m men kho Hop 6 vix 15
chira crom 25mg vién nang mém;
(twrong Ung véi
50mcg crom);
Acid ascorbic
50mg
9. Cong ty ding ky: Cong ty cé phin Dwgc - Trang thiét bj Y té Binh Pinh
(BIDIPHAR) (Pia chi: 498 Nguyén Thai Hoc - Phuong Quang Trung - Thanh phd Quy
Nhon - Tinh Binh Dmh Viét Nam)
9.1 Nha sian xuit: Cong ty c6 phin Dwgc - Trang thiét bi Y té Binh Pinh
(BIDIPHAR) (Pia chi: 498 Nguyén Th4i Hoc - Phudng Quang Trung - Thanh phd Quy
Nhon - Tinh Binh Dinh - Viét Nam)
STT | Ténthudc | Hoat chitchinh | Dang bao ché Tudi Tiéu Quy cach S6 dang ky
- Ham lwong tho chuan dong goi
29 | LACBIOSYN® | Lactobacillus | Vién nang 36thang | NSX |Hép2vix10 | QLSP-939-16
acidophilus cimg vién;
10° CFU Hop 10 vix 10
vién;
10. Cong ty ding ky: ABBVIE Inc. (Dia chi: 1 North Waukegan Road, North Chicago,
IL 60064, USA)
10.1 Nha san xuit: ABBVIE Inc. (Pia chi: 1401 Sheridan Road, North Chicago, IL
60064, USA)
A 3w ,
STT | Ténthuéc | Hoatchtchinh | Dangbaoché | Tudi | Tiéu | Quycach | So0ddnghy
- Ham lugng tho chuin a6 .
ong goi
30 | SURVANTA Phospholipids | Hén dich 18 thang | NSX |Hop1lox4ml | QLSP-940-16
25 mg/ml

11. Cong ty ding ky: GETZ PHARMA (PVT.) LTD. (DPia chi: Plot No. 29-30/27
Korangi Industrial Area, Karachi 74900, Pakistan)

11.1 Nha sin xuit: GETZ PHARMA (PVT.) LTD. (Dja chi:
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Korangi Industrial Area, Karachi 74900, Pakistan)

STT | Ténthudc | Hoatchitchinh | Dang baochd | Tudi | Tiéu Quy cich S6 ding ky
- Him lwgng tho chuén déng goi
31 DIAMISUR Human insulin | Dung dich 24thing | EP (Lo 10ml. Hop | QLSP-941-16
(tDNA origin) 100 | tiam 1 lo.
18]
12. Céng ty ding ky: Vién vic xin va Sinh phim y té IVAC) (Pia chi: 9 Pasteur —
Nha Trang — Tinh Khénh Hoa)
12.1 Nha sin xuit: Vién vic xin va Sinh phim y té IVAC) (Pia chi: 9 Pasteur — Nha
Trang — Tinh Khanh Hoa)
STT | Ténthuoc | Hoatchitchinh | Dang baochd | Tudi | Tiéu Quy cich So ding ky
- Ham lwong tho chuén dong goi
32 |Vacxinuén |GiaidoctSubn | Dung dich 30 thang | NSX | Hop 1010, mdi | QLVX-942-16
van bach hdu | v4n tinh ché: it tiém ké tir lo chita 5 m] -
hép phu (Td) | mhét 20 dvqt; ngdy co 10 lidu
Giai doc tb bach s& san
haL} tinh ché: it xudt bit
nhat 2 dvqt dau tién
hanh thir
nghiém
cong
hiéu cho
két qua
c6 gid trj
33 Vicxinudn | Giai doc té udn Dung dich 30 théng | NSX | Hop 20 ong, QLVX-943-16
vén bachhiu | v4n tinh ché: it tidm ké tir mbi éng chira
hap phu (Td) | nhét 20 dvgt; ngdy co 0,5ml -1 lidu
Giai doc t6 bach s& san
haq tinh ché: it xXuit bit
nhat 2 dvqt diu tién
hanh thir
nghiém
cong
hiéu cho
két qua
c6 gid tri
13. Cong ty diing ky: CJ CHEILJEDANG CORPORATION (bia chi: 330, Dong ho-
ro, Jung-gu, Seoul, Han Québc)
13.1 Nha sin xuit: CJ CHEILJEDANG CORPORATION (Pia chi: 811,
Deokpyeong-ro Maj ang-myeon Icheon-si, Gyeonggl-do Han Quéc) ]
STT | Ténthudc | Hoat chit chinh Dang bao ché Tudi Tiéu Quy cach So ding ky
- Him lwgng tho chuin dong goi
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LEUKOKINE

34 Yéu to kich thich | Dung dich 24 thang | NSX | Hop 10 1o QLSP-944-16
INJECTION tao mau tai to hop | tjam
(Filgrastim) 300
mcg/1,2 ml
14. Cong ty ding ky: DR. REDDY’S LABORATORIES LTD. (Pia chi: 8-2-337,
Road No.3, Banjara Hills, Hyderabad-500034, Telangana, India)
14.1 Nha sin xuit: DR. REDDY’S LABORATORIES LTD. (DPia chi: Survey No. 47,
Bachupally Village, Outbullapur Mandal, Rdng Reddy District, Telangana — 500 090,
India)
STT | Ténthudc | Hoatchit chinh | Dangbaoché | Tudi | Tiéu Quy céch S6 ding ky
- Ham lugng tho chuan doéng goi
35 GRAFEEL Filgrastim 300 Dung dich 24 thang | NSX | HOp 16n chira QLSP-945-16
mcg/ml tiém 06 hop nho x
01 éng thubc
tiém x 1 ml;
Hop 16n chira
06 hdp nho x
01 bom tiém
déng sén thude
x 1 ml
15. Cong ty ding ky: Cong ty TNHH LIEN DOANH HASAN - DERMAPHARM
(Dia chi: L6 B, Pudng so 2, KCN Pong An, Thi xa Thudn An, Tinh Binh Duong, Viét
Nam)
15.1 Cong ty TNHH LIEN DOANH HASAN - DERMAPHARM (Pia chi: Lo B,
Dudmg s6 2, KCN Pdng An, Thi x4 Thuén An, Tinh Binh Duong, Viét Nam)
STT | Ténthudc | Hoat chit chinh Dang bao ché Tudi Tiéu Quy ciach S0 ding ky
- Him lugng tho chuan déng goi
36 | BOLABIO Saccharomyces Thudc bot 24 thang | NSX | Hop 30 gbi x QLSP-946-16
boulardii 10° CFU 1,0 g thudc bot.
, Goi nhom.
37 MICEZYM Saccharomyces Thudc bot 24 thang | NSX | Hop 30 gbi x QLSP-947-16
100 boulardii 100 mg 1,0 g thubc bét.
(tuorng duong 2,26 Géi nhoém.
x 10° CFU)
16. Cong ty ding ky: Boehringer Ingelheim International GmbH (Pja chi: Binger
strasse 173 55216 Ingelheim am Rhein, Germany)
16.1 Boehringer Ingelheim International GmbH (DPia chi: Birkendorfer StraBe 65
88397 Biberach an der Riss, Germany)
STT | Ténthudc | Hoat chit chinh | Dangbaoché | Tudi | Tiéu Quy cich S6 ding ky
- Ham lwgng tho chuan déng goi
38 | ACTILYSE | Alteplase 50mg | Bt dong kho | 36 thang | NSX | Hopgdm1lo | QLSP-948-16

va dung moi

bdt dong khd
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pha tiém
truyén

va 1 lo nudc cat
pha tiém

17. Cong ty dang ky: CONG TY TNHH MTV DUGQC PHAM DHG (Piachi: L6 B2 -
B3, Khu Céng Nghiép T4n Phu Thanh, giai doan 1, huyén Chiu Thanh A, tinh Hiu

Giang)

17.1 CONG TY TNHH MTV DUGC PHAM DHG (Dja chi: L6 B2 — B3, Khu Cong
Nghiép Tan Pht Thanh, giai doan 1, huyén Chau Thanh A, tinh Hau Giang)

STT | Ténthuoc | Hoatchétchinh | Dangbaoché | Tudi | Tiéu Quy cich S6 diing ky
- Ham lugng tho chuin déng goi
39 YBIO Lactobacillus Vién nang 36 thang | NSX | Hop3vix 10 QLSP-949-16
acidophilus > 108 clmg (tré.ng — vién nang cing;
CFU tring) ‘Hop 1 chai x
100 vién nang
cung.
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BOYTE CONG HOA XA HOI CHU NGHiA VIET NAM

CUC QUAN LY DUGQC Doc lap - Ty do - Hanh phic
sé: H3 /op-QLD Ha N3i, ngay 09 thang 02 nam 2016
QUYET PINH

Vé vige ban hanh danh muc 01 sinh phfim y té duge cip sb ding ky lwu hanh taj
Viét Nam - Dot 30 (Sh diang ky c6 hiéu Iwe 02 nim) 5oy TE GIAG THONG VAN TR
CONG VAN PEN

22 -02- 2016

V4
W V2% CUC TRUONG CUC QUAN LY DUGC

Céan ctr Luat Dugc ngdy 14 thing 6 nim 2005; :
Can cir Nghij dinh sé 63/2012/NQ-C1? ngay 31/8/2012 cta Chi

chire nang, nhiém wy, quyén han va co cdu té chirc cia By Y té;
Can cir Quyét dinh s6 3861/2013/QD-BYT ngay 30/9/2013 cta B9 trudng Bo
Y t€ quy dinh chirc ndng, nhiém vu, quyén han va co cdu td chirc cua Cuc Quan ly
Dugc thudc Bo Y té; ’
Céan cir Théng tur sc“'; 44/2014/TT-BYT ngay 25/11/2014 cta Bo truong BO Y té
quy dinh viéc dang ky thudc;

. Can cr y kién cua Hdi dong tir van cép sb déng ky Iru hanh vic xin va sinh

phidmy t€ - Bo Y té;
Xét dé nghi ctia Trudng phong Diang ky thudc - Cuc Quan ly Dugec,
QUYET PINH:
) Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 01 sinh phdm y t€ dugce
cap s6 dang ky lwu hanh tai Viét Nam - Pot 30 (S0 dang ky c6 hiéu luc 02 niam).

i Piéu 2. Pon Vi ¢6 sinh phdm y t& duoc pheép luu hanh tai Viét Nam qui dinh tai
biéu 1 phii in s ding ky dugc Bo Y té Viét Nam cap 1€n nhan va phai chép hén}l
ding cac quy dinh cua phép ludt Viét Nam vé san xuit va kinh, doanh sinh pham y té.
Céc s6 dang ky c6 ky hiéu QLSP-H02-...-16 ¢6 giéd tri 02 nam ké tir ngay cap.

Piéu 3, Trong qua trinh lyu hanh, cOng ty ding ky, nha san xudt phdi phoi hop
V01 co 5@ diéu trj dé thuc hién theo ding cac quy dinh hién hanh ve€ thudc ké don va
theo ddi hiéu luc, d) on dinh, an toa‘lr}, tac dung khong mong mudn cia thudc trén
ngudi Viét Nam. Cong ty dang ky thudc cé trach nhiém tdng hop va bao céo cic ndi
dung néu trén theo dung quy dinh hién hanh méi 06 thdng mot 1an vé Cuc Quaén ly
duoc.
Piéu 4. Quye€t dinh nay c6 hiéu Iuc ké tr ngay ky ban hanh. Vs
Pitu 5. Giam déc S¢ Y té cac tinh, thanh pho tryc thude trung vong va Gidpd doc
cac don vi ¢ sinh pham y t€ néu tai diéy | chiu trdch nhiém thi hanh quyét dinlynay./.
Noi nhén:
- Nhu diéu 5; ) )
- BT. Nguyén Thj Kim Tién (d€ blc); .
-TT.Lé Quaqg Cuong, TT. Nguyén Thanh Long (dé
- Vu Phép ché, Cuc Y t€ du phong, Cuc Quan ly
bénh, Thanh tra B Y t€, Cuc KHCN&DT; , "ér o LA
- Vién V¢ sinh dich té trung uvong, Vién Kiém dinh qube giaw - -
Vac xin va sinh pham y t4; W oy
- Tong Cuc Hai quan - Bo Tai chinh; ’ “om
- Website ctia Cuc QLD, Tap chi Dugc va My pham-Cuc
QLD;
- Luu: VP, KDD, QLCL, BKT (4 bén).




BOYTE

CUC QUAN LY DUQC

DANH MUC 01 SINH PHAM Y TE DPUGC CAP SO PANG KY LUU HANH

CONG HOA XA HOI CHU NGHiA VIET NAM

Doc lap - Ty do - Hanh phic

HIEU LUC 02 NAM - POT 30

.........

JOP-OLD, ngay.00.1. 02/ 4016

1. Cong ty ding ky: Norvatis Pharma Services AG (Dc:Lichtstrasse 35, 4056 Basel,
Switzerland)
1.1 Nha sin xuit: Norvatis Pharma Stein AG (Dc:Schaffhauserstrasse, 4332 Stein,
Switzerland)
STT | Tén thudc Hoat chat Dang bao ché | Tudi Ti€u Quy cich Ma ho so j
chinh - Haim tho | chuan dong goi
lwong
1 Xolair 150 mg | Omalizumab Botva dung 48 NSX H(:)p 1 lo bstva | QLSP-H02-950-16
150 mg/lo mdi dé pha théng 1 6ng dung méi

dung dich tiém

chira 2 ml nuéc
pha tiém

/

1/1

Truong Québc Cudng



BO GIAO THONG VAN TAI  CONG HOA XA HQI CHU NGHIA VIET NAM

CUCYTE DPéc lap - Tw do - Hanh phiic
Sé:/ ;0 /CYT-NVYD&TTBYT Ha N¢i, ngay 2< thdng 02 nam 2016
V/v ban hanh danh muc vic xin,

sinh phim y té duoc cép sb dang ky
luu hanh tai Viét Nam - Dot 30

Kinh gin:
- Cac Bénh vién, Phong kham da khoa GTVT;
- Cac Trung tam y té€ chuyén nganh GTVT.

Ngay 05/2/2016, Cuc Quan ly duge - By Y té ¢o cac Quyét dinh sb
52/Qb- QLD va so 53/QP-QLD vé viéc ban hanh danh muc véc xin, sinh pham
y t& dugc cap s& dang ky luu hanh tai Viét Nam - Dot 30. Noi dung cu thé cia
cac Quyét dinh dugc ding tai trén Website cia Cuc Y té GTVT
http://cucytegiaothong.mt.gov.vn; chuyén muc Chi dao va huéng dan nghiép vu
y té.

Cuc Y t& GTVT théng bao dé cac don vi duoc bidt./. yn

Noi nhgn: , CUC TRUONG
- Nhr trén (Qua website Cuc Y t€ GTVT); Ty a0 Ty,
-Lwu: VT, NVYD&TTBYT.

Vii Van Trién



