BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 14p - Ty do - Hanh phiic
sé: 585/QP-QLD Ha Ngi, ngay 03 thdng A A ndm 2015
QUYET PINH

Vé viéc ban hanh danh myc 26 véc xin, sinh phﬁm yté
duwgc cAp s ding ky Iwu hanh tai Vigt Nam - Dot 29

CUC TRUONG CUC QUAN LY DUQC

Cin cir Luat Dugc ngay 14 thang 6 nam 2005;

Ciin ¢t Nghj dinh s 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc ning, nhiém vy, quyén han va co céu t8 chirc ciia By Y té;

Cin cir Quyét dinh s3 3861/2013/QD-BYT ngy 30/9/2013 cila BY truing
B Y té quy dinh chic , nhiém vy, quyén han va co chu td chitc ciia Cuc
Quan Iy Dugc thuge By Y t&;

Cin cit Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 ciia B} truémg Bo
Y té quy dinh viéc ding ky thudc;

Cin ¢t ¥ kién ciia Hi déng t vin cdp sé ding ky hwu hinh vic xin va
sinh phdm y té - B3 Y té;

Xét 42 nghj cua Trudng phdng Péng ky thubc - Cyc Quan 1y Duge,

QUYET PINH:

Pidu 1. Ban hinh kém theo Quyét dinh niy danh myc 26 véc xin, sinh
phdm y té dugc cép sé ding ky luu hanh tai Viét Nam - Dot 29.

Pidu 2. C4c don vj ¢6 véc xin, sinh phim y t€ dugc phép hru hinh tai Viét
Nam qui dinh tai Didu 1 phai in sb déing ky dugc B Y té Vigt Nam cdp lén nhin
va phéi chép hanh &ing cic quy dinh ciia phép luft Viét Nam vé san xuki va
kinh doanh véc xin, sinh phidm y té. Cic sg ding ky c6 ky hiéu QLVX-...-15,
QLSP-...-15 ¢6 gi4 trj 05 nim k& tir ngay cép.

Piu 3. Quyét dinh ndy c6 hidu lyc ké ti ngay ky ban hanh.

Didu 4. Gidm dbc S¢ Y té cic tinh, thinh phé tryc thue trung wong va
Giémdﬁccﬁcdanvicévicxin,sinhphﬁ.myténéutai diéu 1 chiju trach nhiém
thi hanh quyét dinh ndy./.

Noi nhfin:

- Nhu diéu 4;

- BT. Nguyén Thj Kim Tién (48 b/c);
-T;rwlsﬁngCubn&ﬂNguyénmm
(de bkc); -
- Vi Phip ché, Cyc Y té dy phong, Cyc Quikdy.*3
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khim chira bénh, Thanh tra B3 Y
KHCN&DT;V!::phéégMAB@YU&; .
- Vign V¢ sinh dich & trung vong, Vién Kiém dinh

| qu&gi"icﬁn%shhpmylg' Trwong Quéc Cudng
- Téng Cyc Hai quan - B§ TAi chinh;

- Website cita Cyc QLD, Tap chi Dugc vi M§ phim-

Cuc QLD;

- Lwu: VP, KDD, QLCL, DXT (4 ban).




BQ Y TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM

Pic lip - Ty do - Hanh phic

DANH MUC 26 VAC XIN, SINH PHAM Y TE PUQC CAP SO PANG KY LUU HANH
HIEU LUC 05 NAM - BOT 29
/QD-QLD, ngay .L2./44/2015

Ban hanh kém theo quyét dinh s6:

DL

1. Céng ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (Dja chi: FlatRM 1401A&B
14/F & 27/F, Caroline Centre, 28 Yun Ping Road, Causeway Bay - Hong Kong)

1.1 Nha sin xuét: Merck Sharp & Dohme Corp (I-)|a chi: 770, Sumneytown Pike, West
Point, PA 19486, USA; Co s& démg géi thi cip: Merck Sharp & Dohme B.V
(Waarderweg, 39, 2031 BN, Haarlem, The Netherland);

STT | Ténthubc | Hoat chéitchinh- | Dang bao | Tudi | Tiéu Quy cach 86 dang Ly |
Him lugng ché tho | chufn déng goi
1 Gardasil Vécxintiitdhop | Dichtreo | 36 |NSX | Hépllo vic xin | QLVX-883-15
tir gid phong vi-rdt | v6 khudn | thing don lidy; qu 10 {
HPV & ngudi tip lo véic xin don |
6,11,16,18. lieu I
M3i lidu 0,5 ml |
chira 20 meg |
protein L1 HPVG, |
40 meg protein L1 |
HPV11, 40 mcg \
protein L1 HPV 16,
20 mcg protein L1 |
HPVI8 ‘
1.2 Nha sin xuft: Vetter Pharma-Fertigung GmbH & CoKG (Pja chi:
Schutzenstrasse 87, 88212, Ravensburg, Germany) ; Co s& dong goéi: Organon (Ireland)
Ltd., (Pja chi: Drynam Road, Swords Co.Dublin, Ireland).
STT | Ténthubc | Hoat chit chinh - | Dang bao | Tudi | Tiéu Quy cach sédang ky |
Ham lwong ché the | chudn dong goi
2 Puregon Follitropin beta Dungdich | 36 |NSX Hop chira 1 ng | QLSP-884-15
tiém thang cartridge puregon
600 [U/0,72 ml va 2 gbi x 3 kim
tiém dé dimg véi
bit tiém Puregon
3 Puregon Follitropin beta Dungdich | 36 | NSX Hopchial éng | QLSP-883-15
300 TU/0.36 ml tiém théng cartridge puregon
* va 2 goi x 3 kim
tiém dé ding véi
but tiém Puregon
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2. Cong ty d#ing ky: Céng ty TNHH Thuong mgi dwge phim Dong Phuong (Dja chi:
119 dudmg sé 41, phudmg Tén Quy, Quén 7, TP HO Chi Minh, Viét Nam)

2.1 Nha sin xufit: Samchundang Pharm. Co.,Ltd (Pja chi: 71, Jeyakgongdan-2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

STT| Ténthudc | Hogtchitchinh- | Dang bdo | Tudi | Tiéu Quy cich S6 aing ky —|
Ham hrgng ché tho | chufn d6ng géi
4 Biolacto M3i vién nang chita | Viénnang | 24 |NSX | Lo30viénnang | QLSP-636-15
300mg cimg thing cimg
Lactobacillus
acidophilus (tuong
duong 10° vi khuén
sén |
3. Céng ty ding ky: Novo Nordisk A/S (Bc:Novo Allé, DK-2880 Bagsveerd, Pan Mach)
3.1 Nha sdn xufit: Novo Nordisk A/S (Pc: Novo Allé, DK-2880 Bagsvard, Dan Mach)
STT| Ténthudc | Hoatchfitchinh- | Dang bio | Tudi | Tiéu Quy céich S8 adng kv |
Ham lugng ché tho | chudn d6ng goi
S | Insulatard® Insulin human Hondich | 30 |NSX | HOpS5ongx3ml | QLSP-§87-15
Penfill 100 (:DNA) tiem thing
U/ml 300 TU/3 ml (10,5
mg) I |
6 | Mixtard® 30 Insulin human Hondich | 30 |NSX | Hop5dogx3ml | QLSP-885-15
Penfill 100 (rDNA) tiém thing
U/ml 300 IU/3 mi (10,5 ;
mg) (30% insulin
hoa tan va 70%
insulin isophane)
7 | Actrapid® Penfill | Insulin human Dungdich | 30 |NSX | Hops ongx3ml | QLSP-889-15
100 IU/m! (tDNA) tiém thing
300 TU/3 ml (10,5
mg)
4. Céng ty ding ky: Merck KGaA (Dc:Frankfurter Strafe 250, 64293 Darmstadl,
Germany)
4.1 Nh2 sin xult: Merck Serono S.A. (Pc:Aubonne branch, Zone Industrielle de
I’Ouriettaz, 1170 Aubonne, Switzerland)
STT| Ténthudc | Hoatchdtchinh - [ Dgngbio | Tudi | Tiéu | Quycdchdéng | SO dingky
Ham lugng ché tho | chuin goi
8 | Gonalf® Follitropin alfa | Byt va 24 |NSX |Hopilobotval | QLSP-890-15
(Follitropin alfa | dungméi | théng bng tiém chira 1
751U (5,5pg) | phatiém mms méi pha
9 [ Gonalf® Follitropinalfa | Dungdich | 24 |NSX | Hop1dng | QLSP-891-15
(Follitropin alfa | tiémpha | théng (cartridge) chira
300IU (22 pg/ | sintrong trong 1 bit ¢4 sin
0,5 ml) bt dung dich tiém vd
8 kim 4 ddng véi
biit tiém_
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5. Céng ty ding ky: Céng ty TNHH Sanofi — Aventis Viét Nam (De: /23 Nguyén
Khodi, Qudn 4, T.p. H6 Chi Minh, Viét Nam)

5.1 Nha sin xudit: Sanofi Winthrop Industrie (Dc: 180, rue Jean Jaures, 94702 Maisons
Alfort Cedex, France)

STT| Téntbhubc | Hoatchitchinh- | Dangbao | Tudi | Tiéu Quy céch S ddng ky
Ham lwgng ché the | chudn déng gbi
10 | Lovenox® Enoxaparin natri | Dungdjch | 24 [NSX [Hop2bomtiém | QLSP-892-15
(4000 anti-Xa tiém déng | thing déng san 0,4 ml
IU/0,4 ml twong | sén trong [
duong 40 mg/0,4 | bom tiém '
ml) _ |
11 | Lovenox® Enoxaparin natri | Dungdich | 24 |NSX |Hop2bomtiém | QLSP-893-15 |
(6000 anti-Xa | tiém dong | thing déng sin 0,6 m! ;.
1U/0,6 ml tuong | sin trong l
duong 60 mg/0,6 | bom tiém |
ml) : |
6. Cong ty diing ky:F.Hoffmann-La Roche Ltd (Dc:Grenzacherstrasse 124, CH-4070
Basel, Switzerland)
6.1 Nha sin xuft: Roche Diagnostic GmbH (Dc:Sandhofer Strasse 116 68305
Mannheim, Germany)
Co s& a6ng géi thir cfp: F.Hoffmaunn-La Roche Ltd. (D/c:Wurmisweg, 4303
Kaiseraugst, Switzeland)
STT| Ténthudc | Hogtchitchinh- | Dgng bdo | Tudi | Tiéu Quy céich 86 ding ky
Ham lwgng ché the | chudn d6ng gbi
12 | Herceptin® Trastuzumab Botdong | 48 |NSX |Hop 1 lgchua QLSP-804-15
150 mg kho dé théng 150 mg
pha dung trastuzumab
dich
truyém
7. Céng ty diing ky: Bioton S.A (Dia chi: 5 Starosciriska St., 02-516 Warsaw - Poland)
7.1 Nha sin xufit: Bioton S.A (Dja chi: Macierzysz, 12 Poznariska Str., 05-850 Ozardw
Mazowiecki - Poland)
STT| Tén thube Hoat chiit chinh - | Dang bdo | Tudi | Titn Quy céch S6 dang ky
' Ham leong ché the | chudn dong goi
13 |SCILINM30 | Recombinant Hondich | 36 |NSX |Hopllg 10ml; | QLSP-895-15
(30/70) human insulin - tiém thing Hop § catridges
100 IU/ml (30% x3ml
solube insulin &
70% isophane
insulin)
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8. Céng ty ding ky:Eli Lilly Asia, Inc - Thailand Branch (Dja chi:87/2 9" Floor, CRC
Tower, All Season Place, Wireless road Lumpini, Phatumwan, Bangkok 10330 -

Thailand)

8.1 Nha sin xudt: Eli Lilly and Company(®ja chi: Lilly Corporate Center,

Indianapolis, Indiana 46285, My)

Co s& déng g6i, dén nhén va xufit xudng: Lilly S.A (Dja chi: Avda, de la Industria 30,
28108 Alcobendas (Madrid), Tdy Ban Nha)

STT| Ténthubc | Hogtchitchinh- | Dang bdo | Tudi | Tiu Quy céch S8 Qang ky |
Ham lugng ché tho | chuin déng goi
14 | HUMULIN® | Insulin ngudi Hondich | 36 |NSX |[Hopllox10ml | QLSP-896-15
70/30 (30% Insulin héa | tiém thing
tan + 70% Insulin
Isophan)
1000 UL10 ml ]
15 | HUMULIN°R | Insulin ngudi Dungdich | 36 |NSX |[H¢pllox10ml |QLSP-897-15
(Insulin héa tan) | tiém théng
1000 UV10 m!
16 | HUMULIN®N | Insulin ngudi Hondich | 36 |NSX |Hopllox10ml |QLSP-898-15
(Insulin isophan) | tiém théng .
1000 UI/10 ml |
9. Cong ty ding ky:Céng ty TNHH Thwong mai dugc phém Déng A (Dia chi: 56 13,
16 13A, phé Trung Hoa, Céu Gidy, Ha Ngi — Viét Nam)
9.1 Nha sin xudt: Dong- A ST Co., Ltd (Pja chi:493, Nongong-ro, Nongong-eup,
Daiseong-gun, Daegu, Korea (N-dong, B-dong Section 2)
STT| Tén thube Hoat chfit chinh - | Dang bao | Tudi | Tién Quy céch SO ding ky |
Ham lugng ché tho | chudin déng goi
17 | LEUCOSTIM Recombinant Dungdich | 24 |NSX |Hép10lox1,2ml | QLSP-899-15
Human G-CFS tiém thing
(Filgrastim) truyén
300meg/1,2ml ‘
10. Cong ty ding k§:Grifols Asia Pacific Pte Ltd (Dja chi:501 Orchard Road, #20-01]
Wheelock Place, Singapore 238880)
10.1 Nha sin xufit: Grifols Biologicals Inc.( Dja chi:5555 Valley Boulevard Los
Angeles, CA 90032, USA4)
Co s& d6ng géi:Grifols Biologicals Inc. (Dja chi:13111 Temple Avenue city of Industry,
CA 91746, USA)
STT| TénthuSc | Hoat chit chinh - | Dgngbao | Tudi | Tiéu Quy céich 80 diing ky
Ham luyng ché thg | chufn d6ng goi
18 | Albutein® 20% | Human Albumin | Dungdjch | 36 |NSX | Hop1chaix QLSP-900-15
9,5~10,5g trong | tiém théng 50ml; Hop 1 chai
50ml; 19,0 - truyén x 100m!
| 21,0g 100ml
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11. Cdéng ty ding ky: Korea Arlico Pharm. Co., Ltd.(Pc:2I, Yongso 2-gil,
Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do — Han Quéc)
11.1 Nha sin xuit: Korea Arlico Pharm. Co., Ltd. (Pc:2i, Yongso 2-gil,
Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do — Han Quéc)
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STT| Ténthudc | Hoatchitchinh- | Dang bao | Tudi | Tiéu Quy cich 86 ding ky
Ham lwgng ché the | chudn déng goi
19 | Thymmos Thymomodulin Viénnang | 36 |NSX |Hdp6vixl0 QLSP-901-15
capsule 80mg cimg thang vién nang cimg
12. Céng ty diing ky:Céng ty TNHH Duwgc phim Tén Thinh (Bc: 56 9, ngd 63 -
ducng Vi Trong Phung — phudng Thanh Xudn Trung - Qudn Thanh Xudn, Ha Néi - Viét
Nam)
12.1 Nha sin xuét: Céng ty cd phin dwge phdim CPC1 Ha N§i (B/c: Cum cong nghiép
Hé Binh Phuong — huyén Thuomg Tin — Ha Ngi — Viét Nam)
STT | Ténthusc | Hoatchatchinh- | Dangbao | Tudi | Tién Quy cich SSainz by
Ham lwgng ché the | chufn déng gbi
20 | DOMUVAR Bao tir Bacillus | Hondich | 24 |NSX |Hop2vix3éng | QLSP-902-15
Subtilis ubng théng nhya x Sml/éng;
2x 10° CFU/Sml Hap 4 vix 5 éng
nhya x Sml/éng;
Hop 6 vix 5 éng
nhya x Sml/éng; J
Hop 8 vix 5 éng [
nhura x 5mVéng;
21 |PROGERMILA | Bao tir Bacillus |Hbéndjch | 24 [NSX [Hgp2vix5éng [ QLSP-903-15
Clausii ubng thing nhya x 5ml/éng;
2x 10° CFU/Sml Hop 4 vix 5 éng
nhya x 5ml/éng;
Hap 6 vix 5 éng
nhyra x Sml/éng;
Hop 8 vix 5 éng
nhua x Sml/éng;
13. Cong ty ding ky:Cong ty ¢6 phin duge phim Duy Tan(De: 22 Hé Biéu Chdn,
P.11, Qudn Phu Nhudn, Tp. H6 Chi Minh - Vigt Nam)
13.1 Nba san xufit (lo thudc va dng dung méi nwéc pha tiém): Instituto Biologico
Contemporaneo S.A.(B/e:Chivilcoy 304 and Bogota 3921/25 (Zip code CI1407ESM) of
the city of Buenos Aires - Argentina)
Nha déng géi (lo thudc va dng dung méi nuéc pha tiém): Laboratorio Pablo Cassara
S.R.L. (P/c: Carhue 1096 (Zip code: CI408GBV), of the city of Buenos Aires -
Argentina)
STT Tén thubc Hoat chét chinh - Dang | Tudithe Tiéu Quy cich S6 ding ky
Ham lugmg bio ché chuén déng gbi
22 | INTERFERON | rHu Interferon alfa | Botdéng | Lobdt: |NSX |Hoplle QLSP-904-15
ALFA 2b 2b kho pha | 24 théng; thude + 1 dng
CASSARA 3MIU/ tiém Ong dung dung mdi
mdi: 36 xlml
thing
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14, Céng ty ding ky:Céng ty TNHH Dugc phdm Vit Phip(D/c: s6 11B phé Hoa
Béng, phuéng Yén Hoa, qudn Céu Gidy, Ha Ngi - Vigt Nam)

14.1 Nha sin xudt hogt chit: Bio Products Laboratory Limited(D/c:Dagger Lane,
Elstree, Hertfordshire, WD6 3BX, Anh)

Nha sin xuit nwée cht pha tiém: Hameln Pharmaceuticals GmbH (/c: Langes Feld

13, 31789 Hameln, Lower Saxony — Dirc)

=
=
STT| Ténthudc | Hoatchiit chinh- | Dang bao | Tudi | Tiéu Quycich | S5 ding ky =
Ham lugng ché tho | chudn | déng géi =,
=
23 | REPLENINE - | Yeutbdongmau | Botdong | 36 |NSX | Hop1lobdt | QLSP-005-15 | g
VF IX-5001U khé pha thing dong khé pha =
dung dich . tiém+ 1l 5;‘
tiém nude cét pha 2
truyén tinh tiém + 1 kim =
mach tiém E
15. Cong ty ding ky: Tedis (Dja chi: 8, bis rue Colbert — ZAC Montavas 91320 Wissous ;
- Phép) e~
15.1 Nha sin xuft: Aptalis Pharma S.A.S(D/c: Route de Bi, la Prévété — 78550 "
Houdan - Phdp) &
STT Tén thute Hoat chit chinh - | Dang bao | Tudi | Tiéu Quy céch S6 dang ky | i
Ham lugng ché thg | chuén déng gbi | oo
| -+
24 | LACTEOL® | Vikhuan bithoat | Bdtpha 36 |NSX | Hop10gdi; | QLSP-006-15 | &
340mg Lactobacillus LB | héndich | théng mdi géi chira =
(Lactobacillus uéng 800mg bot &
fermentum va , )
Lactobacillus I &
del kii) - y
elbrueckii) - 10 ty ﬁ
Mai trudmg nubi =
cfy 1én men trung
tinh 160mg =
. =
16. Céng ty ding ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4,
Soi 6, Bangpoo Industrial Estate, Pattana 3 road, Praeksa, Mueang, Samutprakan 10280
— Thdi Lan)
16.1 Nha sin xuét: M/s, Biocon Limited (B/c: Plot No. 2-4, Phase-1¥, Bommasandra
Jigani Link Road, Bommasandra Post, Bangalore-560 099 - An Dg)
STT| Tén thude Hogt chiit chinh - | Dangbao | Tusi | Tiéu Quy céich S5 ding ky |
Ham hrgng ché thg | chudn dong goi
25 | INSUNOVA®- |Insulin Glargine |Dungdich | 18 [NSX |Hép chia3 | QLSP-907-15
G (rDNA origin) — | tiém théng bng thude x
100 IU/ml 3ml
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26

INSUNOVAY -
G

Insulin Glargine
(tDNA origin) —
100 TU/ml

Dung dich
ti€ém

18
théng

NSX

Hop chira 1lo
x 10ml; Hp
chira 1lox
5ml

QLSP-908-15

77

Truong Quéc Cuing

g
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