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CQNG HoA xA HQI can NGHiA VI:E:T NAM
DQc I~p - TV do - H~nh phuc

BOYTE
CVC QuAN LV DU<}C

DANH MVC 39 VAc XIN, SINH PHAM Y TE DUQC cAP so DANG KY LUU IIANH
HI:E:ULljC 05 NAM -1lQ'T 30

Ban hanh kern thea quyit djnh s6: ...SZ..IQD-QLD, ngayp..?"./..Q2./ ...~.()16

1.Cong ty dang Icy: Norvatis (Singapore) Private Limited (Dia chi: 10 Collyer Quay, #
10-01, Ocean Financial Centre Singapore (049315), Singapore)
1.1 Nhil san xuit: IDT Biologika GmbH (Dia chi: Am Pharmapark, 06861 Dessau
Rosslau, Dire; Co sa xuftt xirong: SANDOZ GmbH (Biochemiestrasse 10, 6250 Kundl,
Ao»

STT Ten thu6c Hoat chat chinh Dang bao ch~ Tuoi Tieu Quy cach sa dang Icy
- Ham hrQ'llg thQ chuin dong goi

1 Binocrit Epoetin alfa Dung dich tiem 24 thang NSX H9P 6 born tiem QLSP-911-16
2000 IU/ml dong s~ trong dong s~ va hQp

born tiem 6 born tiem
dong s~ co n~p
an toan kim tiem

2 Binocrit Epoetin alfa Dung dich tiem 24 thang NSX H9P 6 bom tiem QLSP-912-16
4000 IU/O,4ml dong s~ trong dong s~ va hQp

bom tiem 6 born tiem
dong s~ co n~p
an toan kim tiem

3 Binocrit Epoetin alfa Dung dich tiem 24 thang NSX H9P 6 bom tiem QLSP-913-16
10000 IU/lml dong s~ trong dong s~ va hQp

born tiem 6 born tiem
dong s~ co n~p
an toan kim tiem

4 Binocrit Epoetin alfa Dung dich tiem 24 thang NSX H9P 6 bom tiem QLSP-914-16
1000 IU/O,5ml dong s~ trong dong s~ va hQp

born tiem 6 born tiem
dong s~ co n~p
an toan kim tiem

2. Cdng ty dang Icy: ,Cong ty TNHH Sanoti - Aventis Vi~t Nam (Dc: 123 Nguyin
Khoai, Qu4n 4, T.p. H6 Chi Minh, Vi?tNam)
2.1 Nhil san xuit: Sanofi- Aventis Deutschland GmbH (Dia chi: Industriepark Hochst,
Bruningstrasse 50, D-65926 Frankfurt am Main - Duc)

STT Ten thu6c HO\lt chit chinh D\lng bao che Tuoi Tieu Quycach sa dang Icy
- Ham 11lQ'llg thQ chuin dong goi

5 Apidra® Insulin glulisine Dung dich 24thang NSX HQP5 but tiem QLSP-915-16
Solostar® 100 dan vi/ml tiem trong but x3mldung

tiem n~p sfuI dich tiem
6 ApidralPl Insulin glulisine Dung dich 24 thang NSX HQP 119 x QLSP-916-16

100 dan vilml tiem trong 19 10ml dung
10 ml dich tiem
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3. Cdng ty dang kj: Cong ty TNHH Cong ngh~ sinh hoc DllC}'cNa No Gen (De: L6 1-
5C Khu C6ng ngh¢ cao, phuong Tang Nhan Ph11A, Qudn 9, TP HCM, Vi¢tNam)
3.1 Nha san xuit: Cong ty TNHH Cdng ngh~ sinh hee DllC}'cNa No Gen (De: L6 1-5C
Khu C6ng ngh¢ cao, phuong Tang Nhon Ph11A, QurJn9, TPHCM, n«Nam)

SIT Ten thuBc Hoat chat chinh Dang bao ch~ Tu6i Tieu Quy cach So dangkj
- Ham luong thQ chu§n dong goi

7 Feronsure Recombinant Dung dich 24thang NSX H9P 1Eom ti~m QLSP-917-16
Human tiem dong san thuoc
Interferon alfa- (0,5ml)
2a
3MIU

8 Feronsure Recombinant Dung dich 24 thang NSX H9P 119 dung QLSP-918-16
Human tiem dich tiem (1ml)
Interferon alfa-
2a; 3 MID

9 Nanokine Recombinant Dung dich 24 thang NSX H9P 119 dung QLSP-919-16
4000 IU Human tiem dich tiem (1 ml)

Erythropoietin
alfa; 4000
IV/lm!

10 Nanokine Recombinant Dung dich 24 thang NSX H9P 119 dung QLSP-920-16
2000 IU Human tiem dich tiem (1 ml)

Erythropoietin
alfa; 2000
IV/1m!

11 Nanokine Recombinant Dung dich 24 thang NSX H9P 119 dung QLSP-921-16
10000 IU Human tiem dich tiem (1 ml)

Erythropoietin
alfa; 10000
IV/1m!

12 Nanokine Recombinant Dung dich 24 thang NSX H9P 1born tiem QLSP-922-16
10000 IU Human tiem dong sfuIthudc

Erythropoietin (1 ml)
alfa; 10000
IV/1m!

13 Nanokine Recombinant Dung dich 24 thang NSX H9P 1born tiem QLSP-923-16
4000 IU Human tiem dong sfuIthucc

Erythropoietin (0,5 ml)
alfa; 4000
IV/0,5ml

4. Cong ty dang kj: F.Hoffmann-La Roche Ltd (Dc.Grenzacherstrasse 124, CH-4070
Basel, Switzerland)
4.1 Nhil san xuit: F.Hoffmann-La Roche Ltd (Dc.Grenzacherstrasse 124, CH-4070
Basel, Switzerland)
Coo sa dong goi thu cip: F.Hoffmann-La Roche Ltd. (Die:Wurmisweg, CH-4303
Kaiseraugst, Switzeland)
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.'
STT Ten thuclc Hoat ch§t chinh Dang bao ch~ Tuoi Tieu Quy cach S6 dangkY

- Ham hrong thq chuAn dong goi

14 Avastin'" Bevacizumab Dung dich dam 24 thang NSX HQP 11Q4 ml QLSP-924-16
100 mg/4ml d~c d~ pha

dun~ dich tiem
truyen

15 Avastin" Bevacizumab Dung dich dam 24tbang NSX HQP 119 16 ml QLSP-925-16
400 mg/16ml ~c d~pha

dun~ dich tiem
truyen

'4.2 Nhil san xuit: Roche Diagnostics GmbH (Dc.Sandhofer Strasse 116 68305
Mannheim, Germany)

STT Ten thuclc Hoat chit chinh Dang bao ch~ Tuoi Tieu Quy each S6 dangkY
- Ham IU'Q1lg thq chuin dong goi

16 Mircera" Methoxy Dung dich 36 thang NSX HQP 1 born tiem QLSP-926-16
'polyethylene tiem d6ngsin
glycol-epoetin
beta
30m~0,3 ml

5. Cong ty dang kj: Novo Nordisk A/S (De.Novo Alle, DK-2880 Bagsvcerd, Dan Mach)
5.1 Nhil san xuit: Novo Nordisk A/S (De: Novo Alle, DK-2880 Bagsvcerd, Dan Mach)

STT Ten thu8c Hoat chat chinh Dang bao ch~ Tuoi Tieu Quy cach S6 dangkY
- Ham IU'Q1lg thq chuAn dong goi

17 Mixtard" 30 Insulin ngiroi H6n dich tiem 30 thang NSX HQP 5 but tiem QLSP-927-16
Flexpen'" 100 (rDNA) born sin x 3 ml
IVlml 100 IV Iml

18 Ryzodeglll Insulin degludec; Dung dich tiem 30 thang NSX HQP 5 ongx3 QLSP-928-16
Penfill 100 insulin aspart ml
U/ml M6i 6ng 3ml

chua 7,68 mg
Insulin degludec
va 3,15 mg
insulin aspart

19 Ryzodeg" Insulin degludec; Dung dich tiem 30 thang NSX HQP 5 but tiem QLSP-929-16
Flextouch'" insulin aspart bom sin thuoc x
100U/ml M6i but tiem bom 3 ml

sin 3ml chua 7,68
mg Insulin
degludec va 3,15
mg insulin aspart

20 Tresiballl Insulin degludec; Dung dich tiem 30 thang NSX HQP 5 but tiem QLSP-930-16
Flextouch® M6i bUt tiem bom - t,bom san thuoc x
100U/ml sin 3ml chua 3 ml

10,98 mg Insulin
degludec

21 Tresiballl Insulin degludec; Dung dich tiem 30 thang NSX HQP 5 ongx3 OLSP-931-16
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·Penfill M6i ong 3ml ml
100U/ml chua 10,98mg

Insulin degludec
22 Tresiba<ll Insulin degludee; Dung dich tiem 30 thang NSX H9P 5 but tiem QLSP-932-16

Flextouchf M6i but tiem born born sin thu6e x
200U/ml sin 3ml chua 3m1

21,96 mg Insulin
degludec

6. Cong ty dang Icy: Sanofi Pasteur S.A (Dia chi: 2 avenue Pont Pasteur, Lyon - Phap)
6.1 Nhil san xuit: LG Life Sciences Ltd. (Dia chi: 129, Seokam-ro, Iksan-si, Jeollabuk
do, Han Quoc)

STT Ten thu6c Hoat chit chinh Dang bao ch~ Tuoi Tieu Quy cach S6 dang Icy
- Ham hrQ'llg thQ chu§n dong goi

23 EuvaxB Khang nguyen H6n dich tiem 36 thang NSX H9P 119,19 1 QLVX-933-l6
b8 mf,itella virus li~u(10 meg/O,5
viem gan B ml);
(HbsAg) 10 H9P 20 19,191
mcg/O,S mIll li~u (10 meg/0,5
liSu ml)

24 EuvaxB Khang nguyen H6n dich tiem 36 thang NSX H9P 119,191 QLVX-934-16
b8 mf,itcua virus li~u (20 meg/I
viem gan B ml);
(HbsAg) 20 H9P 20 19,191
meg/1 mIll liSu li~u (20 meg/I

ml)

7. Cdng ty dang Icy:Cong ty c8 ph in dllQ'Cphim Duy Tan (Dia chi: 22 H6 Bieu Chanh,
P.ll, Quan Phil Nhu~, Tp. H6 Chi Minh - Vi~t Nam)

7.1 Nhil san xuit: Blau Farmaceutiea S.A. (Dia chi: Rodovia Raposo Tavares, 2833 -
Barro Branco - Cotia - SP - Brazil)

STT Ten thu6c Hoat chat chinh Dang bao ch~ Tudi Tieu Quy cach So dang Icy
- Ham IIlQ'llg thQ chu§n dong goi

25 ERITROMAX Epoetin alfa Dung dich 24 thang NSX H9P 1born tiem QLSP-93S-16
10.000 IUI lml tiem x lml

26 ERITROMAX Epoetin alfa Dung dich 24 NSX H9P 1born tiem QLSP-936-16
4.000 lUI 0,4ml tiem xO,4ml

27 ERITROMAX Epoetin alfa Dung dich 24 NSX H9P 1born tiem QLSP-937-16
2.000 IUI O,Sml tiem xO,5ml

8. Cong ty dang Icy: Cong ty TNHH DllQ'Cphim VNP (Dc: 654, khu ao thi Dr;ziKim,
QwJnHoang Mai, Ha N9i - Vi?tNam)

8.1 Nhil san xuit: Cong ty c8 ph in dllQ'Cphim CPCl Hil Nqi (Die: C~m cong nghi?p
Ha Binh Phuang - huy?n Thuirng Tin - Ha N9i - Vi?tNam)
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STT Ten thu6c Hoat chit chinh Dang bao ch~ Tuoi Tieu Quy cach So dingkj
- Ham hrong thQ chu§n dong goi

28 ENZICOBA Nam men kho Vi,ennang 24 thang NSX HQP2 vi x 15 QLSP-938-16
chua selen 25mg mem vien nang mem;
(nrong (eng voi HQP4 vi x 15
50mcg selen); vien nang mem;
Nfun men kho HQP6 vi xIS
chua crom 25mg vien nang mem;
(nrong (eng voi
50mcg crom);
Acid ascorbic
50mg

9. Cong ty dang Icy: Cdng ty ~6 phftn DllVC - Trang thi~t b] Y t~ Blnh ,Dinh
(BIDIPHAR) (Dia chi: 498 Nguyen Thai H9C - Phuong Quang Trung - Thanh pho Quy
Nhon - Tinh Binh Dinh - Vlet Nam)
9.1 Nha san xuit: Cong ty c6_ phftn DllVC - Trang thi~t b] Y t~ Blnh ,Dinh
(BIDIPHAR) (Dia chi: 498 Nguyen Thai H9C - Phuong Quang Trung - Thanh pho Quy
Nhon - Tinh Binh Dinh - Viet Nam)

STT Ten thu6c Hoat chit chinh Dang bao ch~ Tu6i Tieu Quy each So dingkj
- Ham 11l'Q11g thQ chu§n dong goi

29 LACBIOS~ Lactobacillus Vien nang 36 thang NSX HQP2 vi x 10 QLSP-939-16
acidophilus c(eng vien;
108 CFU HQP 10 vi x 10

vien;

10. Cdng ty dang Icy: ABBVIE Inc. (Dia chi: 1 North Waukegan Road, North Chicago,
IL 60064, USA)
10.1 Nha san xuit: ABBVIE Inc. (Dia chi: 1401 Sheridan Road, North Chicago, IL
60064, USA)

STT Ten thu6c Hoat chit chinh Dang bao ch~ Tu6i Tieu Quy each sa dingkj

- Ham 11l'Q'Ilg tho chu§n dong goi

30 SURVANTA Phospholipids H3ndich 18thang NSX HQp 119 x 4 ml QLSP-940-16
25 mg/ml

11. Cdng ty dang Icy: GETZ PHARMA (pVT.) LTD. CDia chi: Plot No. 29-30/27
Korangi Industrial Area, Karachi 74900, Pakistan)
11.1 Nha san xuit: GETZ PHARMA (pVT.) LTD. CDia chi: Plot No. 29-30/27
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Korangi Industrial Area, Karachi 74900, Pakistan)

STT Ten thuoc HO~ltchit chinh Dang bao ch~ Tuoi Tieu Quy each S6 dangkj
- Ham hrQ'llg thQ chuin dong goi

31 DIAMISUR Human insulin Dung dich 24thang EP LQ 10 ml. HQP QLSP-941-16
(rDNA origin) 100 tiem IIQ.

ill

12. Cong ty dang kY: Vi~n vic xin va Sinh phim y t~ (IVAC) (Dia chi: 9 Pasteur -
Nha Trang - Tinh Khanh Hoa)
12.1Nha san xuit: Vi~n vic xin va Sinh phim y t~ (IVAC) (Dia chi: 9 Pasteur - Nha
Trang - Tinh Khanh Hoa)

STT Ten thu6c HOft chit chinh Dang bao ch~ Tuoi Tieu Quy cach sa dangkj
- Ham 11l'Q'Ilg thQ chuin dong goi

32 Vac xin uon Giai dQcto uen Dung dich 30 thang NSX HQp 10 IQ,mdi QLVX-942-16
van bach hau van tinh ch~:it tiem k~ ill IQchua 5 ml -
hApphu (Td) nhAt20 dvqt; ngay co 10 li€u

Giai dQct6 bach sa san
hAutinh ch~:it xuAtb~t
nhAt2dvqt dAuti~n

hanh thir
nghiem
cong

hi~ucho
k~tqua
co gia tri

33 Vac xin uon Giai dQcto u6n Dung dich 30 thang NSX HQP 20 ang, QLVX-943-16
van bach hau van tinh ch~:it tiem k~ ill mdi ang chua
hdpphu (Td) nhAt20 dvqt; ngay co 0,5 ml- 1 li€u

Giai dQct6 b~h sa san
hAutinh ch~:it xuAtb~t
nhAt2 dvqt dAuti~n

hanh thir
nghi~m
cong

hi~u cho
kStqua
co gia tri

13. Cong ty dang kY: CJ CHEILJEDANG CORPORATION (Dja chi: 330, Dong ho
ro, Jung-gu, Seoul, Han Qu6c)
13.1 Nha san xuit: CJ CHEILJEDANG CORPORATION (£>ja chi: 811,
Deok eon -ro, Maoan -m eon, Icheon-si, G eon 0 -do, Han u6c

STT Ten thuoc HOft chat chinh Dfng bao che Tuoi Tieu Quy cach So dang kj
- Ham 11l'Q'Ilg thQ chuin dong goi
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.
34 LEUKOKINE Yeu to kich thieh Dung dich 24thang NSX HQP1019 QLSP-944-16

INJECTION tao mau tai t6 hQ'P tiem
(Filgrastim)300
megll,2 ml

14. Cdng ty clang Icy: DR. REDDY'S LABORATORIES LTD. CDia chi: 8-2-337,
Road No.3, Banjara Hills, Hyderabad-500034, Telangana, India)
14.1Nhll san xu§t: DR. REDDY'S LABORATORIES LTD. CDjachi: Survey No. 47,
Baehupally Village, Outbullapur MandaI, Rang Reddy District, Telangana - 500 090,
India)

STT Ten thu6c Hoat chat chinh D~ng bao ch~ Tuoi Tieu Quy cach S6 clang Icy
- Ham hrQ'Ilg the chu§n dong goi

35 GRAFEEL Filgrastim300 Dung dich 24 thang NSX HQPIan chua QLSP-945-16
meg/ml tiem 06 hQpnh6x

01dngthude
tiem xl ml;
HQPIan chua
06 hQpnh6 x
01 bam tiem
dong sfuI thude
xl ml

15. Cdng ty clang Icy: Cdng ty TNHH LIEN DOANH HASAN - DERMAPHARM
CDjachi: LDB, Duong s5 2, KCN D6ng An, Thi xa Thu?n An, Tinh Binh Duong, Vi~t
Nam)
15.1 Cfing ty TNHH LIEN DOANH HASAN - DERMAPHARM (Dia chi: La B,
Duong s5 2, KCN D6ng An, Thi xa Thuan An, Tinh Binh Duong, Vi~t Nam)

STT Ten thu6c Host chit chinh Dang bao ch~ TuOi Tieu Quy cach Sa clang Icy
- Ham 11lQ'Ilg thQ chu§n dong goi

36 BOLABIO Saccharomyces Thuoc bQt 24 thang NSX HQP30 goi x QLSP-946-16
boulardii 109CFU 1,0g thude bQt.

Goi nhom.
37 MICE.ITM Saccharomyces ThuDebQt 24 thang NSX HQp30 goi x QLSP-947-16

100 boulardii 100mg 1,0g thude bQt.
(tuong dirong2,26 Goi nhom,x 109CFU)

16. Cdng ty clang Icy: Boehringer Ingelheim International GmbH (Dia chi: Binger
strasse 173 55216 Ingelheim am Rhein, Germany)
16.1 Boehringer Ingelheim International GmbH (Dia chi: Birkendorfer StraBe 65
88397 Biberach an der Riss, Germany)

STT Ten thu6c Hoat chit chinh Dang bao ch~ Tuoi Tieu Quy cach sa clang Icy
- Ham 11lQ'Ilg thQ chu§n dong goi

38 ACTILYSE Alteplase 50mg Bot dong kho 36 thang NSX HQPgom 119 QLSP-948-16
vadungmoi bQtdongkho
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I pha pem
truyen

I va 1 ~~mroc cAt I
pha bern

17. Cdng ty dang Icy: CONG TY TNHH MTV DUQC pllAMDHG (Dia chi: La B2 -
B3, Khu Cong Nghiep Tan Phil Thanh, giai doan 1, huyen Chau Thanh A, tinh Hau
Giang)
17.1 CONG TY TNHH MTV DUQC pRAM DHG CDiachi: La B2 - B3, Khu Cong
Nghiep Tan Phil Thanh, giai doan 1, huyen Chau Thanh A, tinh H~u Giang).

STT Ten thu6c Hoat chit chinh Dang bao ch~ Tu~i Tieu Quy cach sa dang Icy
- Ham hl'gng thQ chu§n dong goi

39 YBIO Lactobacillus Vien nang 36 thang NSX HQp 3 vi X 10 QLSP-949-16
acidophilus 2: 108 c~g (trang > vien nang cirng;
CFU trang) ·HQP 1 chai x

100 vien nang
c(mg.

Truong Quae Cuong
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BOYTE
CVC QUAN LV DUQ'C

S6: 53 IQD-QLD

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQcl~p - T., do - H~nh phiic

Hd N9i, ngay OJthang OLnam 2016

7d?'v·· ~~ CVCTRUONGCVCQuANLVDI1Q'C

Can err Luat Dtroc ngay 14 thang 6 nam 2005; .2:6 h
Can cir Nghi dinh s6 63/2012/ND-CP ngay 3118/2012 cua Chi 80':,. , '" "

chtrc nang, nhiem vu, quyen han va co du t6 chtrc cua BQY t~;
Can cir Quyet dinh s6 386112013/QD-BYT ngay 30/9/2013 cua BQ tnrong BQ

Y t~ quy dinh chirc nang, nhiem vu, quyen han va ca cau t6 chirc cua C\lC Quan ly
Diroc thuoc BQY t~;

Can cir Thong nr s6 44/20 14ITT-BYT ngay 25/1112014 cua BQ tnrong BQ Y t~
quy dinh viec dang ky thuoc;

Can cir y kien cua HQi d6ng nr v§n cap s5 dang ky hru hanh v~c xin va sinh
pham y t~- BQY t~;

Xet d€ nghi cua Truang phong Dang ky thu5c - C\lCQmin ly DuQ'c,
QUYET :E>JNH:

I)i~u 1. Ban hanh kern thea Quy~t dinh nay danh m\lc 01 sinh ph§m y t~ duQ'C
cap s5 dang ky luu hanh t~i Vi~t Nam - Dqt 30 (S6 dang kY co hi~u h,rc02 nam).

I)i~u 2. Dan vi co sinh ph§m y t~ duQ'c phep luu hanh t~i Vi~t Nam qui dinh t~i
Di€u 1 phai in s5 dang kY duQ'c BQ Y t~ Vi~t Nam cap len nhan va phai chap hanh
dung cac quy dinh cua phap Iu?t Vi~t Nam v€ san xu~t va kinh doanh sinh ph§m y t~.
Cac s5 dang ky c6 ky hi~u QLSP-H02- ...-16 c6 gia tri 02 nam k€ tu ngay cap.

:E>i~u3. Trong qua trinh luu hanh, cong ty dang ky, nha san xu~t phai ph5i hQ'p
v&i ca sa di€u tri d€ thl,l'chi~n thea dung cac quy dinh hi~n hanh v€ thu6c ke dan va
thea d5i hi~u ll,l'c, dQ 6n dinh, an toan, tac d\lng khong mong mu5n cua thu5c tren
nguai Vi~t Nam. Cong ty dang kY thu5c co trach nhi~m t6ng hgp va bao cao cac nQi
dung neu tren thea dung quy dinh hi~n hanh m6i 06 thang mQt l§.n v€ C\lC Quan ly
duQ'c.

DiSu 4. Quyi\t djnh nay c6 hi~u l\Ic k~ illngay kY ban himh. /
I)i~u 5. Giam d~c Sa y t~ cac tin?, thanh ph5 tn,rc thuQc trung uang,va GiaJli d5c

cac dan vi co sinh pham y te neu t~i dieu 1 chiu trach nhi~m thi hanh quyet diutYnay./.
Nui nlt(l'!: cue TRtrOr«;
-Nhudieu?; '. '" ~, • /
- BT. Nguyen Thi Kim Tien (de b/c); Q> ---:-,.: .. ~ y
- TT. Le Quang CUOng,IT. Nguy€n Thanh Long (d~ icy:" ~. " *', /_'
- V\l Phap ch~, Cl,lCy t~ d\l'phOng,C\lCQuan Iy m chua . . / ;
b~n~:Th~~ tra ~Q y:::t~,C\lc KHCN~~T; .~ . ~.~, <._ '" . ::.! 11(
- yl~n V~ smh d!~h te tr,unguong, Vl~n Klem d,nh ¥Oc gIa., ...•.-'.6::1 \. ...-'
vac xin va sinh pham y te; ':"'··2'-;~'.::_:'-::'-:~-C'~/L -:-:-----
- T6ng C\lcHai quan - BQ Tai chinh; . ,.~~ Q I.. C '
- Website cua Cl,ICQLD, T~p chi Duqc va My pham-C\lC =-'TrU'O'ng uoc l)'O'ng
QLD;
- Luu: VP, KDD, QLCL, DKT (4 ban).

QUYET :E>JNH
V~ vi~c ban hanh danh muc 01 sinh ,Ph§m y t~ du'Q'ccftp sa dang ky lU'uhanh t~i

Vi~t Nam - :E>Qi30 (So dang ky co hi~u l1)'c02 nam) cue Y TE' GIAO THONG VAN TAl

C{lNG VAN DI~N

22 -02- 2016



BOYTE
CVC QUAN LY DtrQ'C CONG HoA xA HOI cnu NGHiA VItT NAM

f>QeI~p - TV do - H~nh phue

DANHMVC 01 SINH PHAM Y TE DtrQ'C cAp so DANG KY r.truHANH
HI:f:ULVC 02 NAM -DQ'T 30

B h ' h ke h ,: ::/.h s. !f3 IQD Q'TD ,05; ()?, 9016an an em t eo quyet atn so .11 -.L, ngay f;;/,,~ ..

1. Cdng ty dang ky: Norvatis Pharma Services AG (Dc:Lichtstrasse 35, 4056 Basel,
Switzerland)

1.1 Nha san xuAt: Norvatis Pharma Stein AG (Dc:Schajjhauserstrasse, 4332 Stein,
Switzerland)

STT Ten thuBc Hoat ch~t D~ng bao ch~ Tuoi Tieu Quy each Mil hA so'chinh - Ham tho chu§n dong goi
IU'Clng

1 Xolair 150 mg Omalizumab BQt va dung 48 NSX H9P 1 IQ b9t va QLSP-H02-950-16150 mg/lo moi dS pha thang 1 6ng dung moi

Vdung dich tiem chua 2 ml mroc
pha tiem L

/

1/
'--

Truong Quae Cuong

1/1



BO GIAO THONG vAN TAl
CVCYTE

s6:A~O/CYT-NVYD&TTBYT
VIv ban hanh danh muc v~c xin,

sinh pham y tS diroc cap sf> dang ky
luu hanh tai Viet Nam - Dot 30

CONG HoA xA HOI cau NGHiA VIET NAM. . .
DQc lip - T1}'do - Hanh phuc

Ha N9i, ngay ,.(S thdng 02 ndm 2016

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 05/2/2016, Cue Quan ly duoc - B9 Y tS co cac Quyet dinh s6
52/QD-QLD va s6 53/QD-QLD vS viec ban hanh danh muc v~c xin, sinh pham
y tS diroc c&ps6 dang ky hru hanh tai Vi~t Nam - Dot 30. N9i dung cu thS cua
cac Quyet dinh diroc dang tai tren Website cua Cue Y tS GTVT
htt1;>:llcucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang d§n nghiep vu
y teo

Cue Y tS GTVT thong bao dS cac dan vi diroc biSt.l'r."f

Noi nhl)n: ,
- Nhu tren (Qua website Cue Y te GTVT);
- LUll: VT, NVYD&TTBYT.


