DANH SACH SO PANG KY VAC XIN CON HIEU LUC TiNH PEN 30/6/2018

STT Tén - Him luwgng Tén chung theo QD Tén co s san xuit Tén co sé ding ky  [Han dl‘md S6 ding ky Ngay cip
- Trinh bay
1 |Varilrix vic xin phong thily dau séng, |GlaxoSmithKline Biological |GlaxoSmithKline Pte 24 QLVX-0595-12 19/10/2012
Hop 1 lo vic xin déng |giam doc luc S.A (Rue de L’Institut 89, |Ltd (150 Beach Road, # gia han:

khé va 1 Ong nudc hoi

1330 Rixensart, Belgium)

21-00, Gateway West,

CV 19053/QLD-bK

chinh, liéu 0,5ml Singapore 189720, ngay 15/11/2017
Singapore)

2 |PRIORIX vic xin phong sdi, quai bi va [GlaxoSmithKline Biological |GlaxoSmithKline Pte 24 QLVX-0596-12 19/10/2012
Hop 1 lo vic xin dong |rubella (séng, giam doc luc) |S.A (Rue de L’Institut 89, [Ltd (150 Beach Road, # Gia han:
kho va 1 ng nude hdi 1330 Rixensart, Belgium) 21-00, Gateway West, CV 19052/QLD-BK
chinh, liéu 0,5ml Singapore 189720, ngay 15/11/2017

Singapore)

3 |Heberbiovac  HB Vic xin phong bénh Viém [Center  for  Genetic Cong ty cd phan y té 36 QLVX-0624-13 24/01/2013
(20mcg) gan B Engineering and Ptc Minh (Pia chi: Sé gia han SDK
Hop 1 lo; Hop 25 lo Biotechnology (CIGB) (Pia [51, ngd 205, ngach theo CV sb

chi: Ave. 31, e/158 y 190, |323/83, duong Xuin 1889/QLD-bK ngay

Playa, La Habana - Cuba) Pinh, xd Xuin Dinh, 25/01/2018 hiéu luc
huyén tir Liém, Ha Noi - 12 thang dén
Viét Nam) 25/01/2019

4 |VAXIGRIP (0,5ml) Vic xin phong bénh Ctim [Sanofi Pasteur S.A (Dia chi: [Sanofi Pasteur S.A (Dja 12 QLVX-0646-13 24/01/2013
Hop 01 bom ti€m nap [mua Campus Mérieux 1541, avenue [chi: 2 avenue Pont CV gia han
sin 0,5ml vic xin; Hop Marcel Mérieux 69280 Marcy [Pasteur, 69007 Lyon - 1890/QLD-BK ngay
20 bom tiém nap sin 1'Etoile, France/ Parc Industriel |France) 25/01/2018 hiéu luc
0,5ml véc xin d'Incarville 27100Val de Reuil 12 thang dén

- France) 25/01/2019

5 |RSJEV Vic xin phong bénh Viém [Chengdu  Institute  of [Céng ty cb phan y té 18 QLVX-0651-13 1/2/2013

Hop 10 lo véc xin dong |ndo Nhat Ban Biological Products Co., Ltd. [Pic Minh (Pia chi: S6 gia han SPK theo

khé 1 liéu (0,5ml/liéu)
kém hop 10 lo dung
méi hoan nguyén véc
xin (0,5ml)

(Pia chi: 379, 3rd Section,
Jinhua Road, Jinjiang District,
Chengdu 610023, Sichuan -
P.R. China)

51, ngdé 205, ngich
323/83, duong Xuin
DPinh, xd Xuan Dinh,
huyén tir Liém, Ha N&i -
Viét Nam)

CV 3157./.QLD-PK
ngay 12/02/2018 dén
12/02/2019

i




6 |VAXIGRIP (0,25ml) Vic xin phong bénh Cum [Sanofi Pasteur S.A (Pia chi: |Sanofi Pasteur S.A (Pia 12 QLVX-0652-13 1/2/2013
Hop 01 bom tiém nap |mua Campus Mérieux 1541, avenue [chi: 2 avenue Pont CV gia han
sén 0,25ml vic xin; Marcel Mérieux 69280 Marcy (Pasteur, 69007 Lyon - 1891/QLD-BK ngay

1'Etoile, France/ Parc Industriel |France) 25/01/2018 hiéu luc
d'Incarville 27100Val de Reuil 12 thang ké tir
- France) 01/02/2018
7 |HAVAX Vic xin phong bénh Viém [Céng ty TNHH MTV Vic xin [Céng ty TNHH MTV QLVX-0501-12 30/5/2012
gan A va sinh phim s6 1 (Vabiotech) |Véc xin va sinh phim s6 CV gia han
1 (Vabiotech) 10404/QLD-BK
ngay 21/7/2018 hiéu
luc t6¢i 21/7/2018

8 |INFLUVAC Vic xin phong bénh cam mua [Nha san xuit: Abbott Abbott Biologicals B.V 12 QLVX-0653-13 24/6/2013
Hop 1 xy lanh déng sin Biologicals B.V C.J Van Houtenlaan 36, CV gia han
0,5ml véc xin Séan xuét thanh phim: Veerweg |1381 CP Weesp - The 11528/QLD-PK

12, 8121 AA Olst - The [Netherlands ngay 20/6/2018 hiéu
Netherlands; San xudt ban luc 12 thang ké tir
thanh phdm: CJ Van 24/6/2018
Houtenlaan 36, 1381 CP

Weesp - The Netherlands

9 |TETRACT-HIB Vic xin phong bénh bach [Sanofi Pasteur S.A (Pia chi: |Sanofi Pasteur S.A (Pia 36 QLVX-0710-13 4/9/2013
Hop 01 lo 01 lidu véc |hdu, udn van, ho ga va Hib  |Campus Mérieux 1541, avenue [chi: 2 avenue Pont
xin dong khdé dang bdt Marcel Mérieux 69280 Marcy |Pasteur, 69007 Lyon -

+ 01 bom tiém nap sin I'Etoile, Phap/ Parc Industriel |Phap)
01 liéu (0.5 ml) véc xin d'Incarville 27100Val de Reuil

dang hén dich; Hop 01 - Phép)

lo 10 lidu véc xin dong

khd dang bét + 01 1o 10

lidu (5 ml) véc xin dang

hdn dich

10 [Heberbiovac HB Vic xin viém gan B tai t6 hop [Center for Genetic Heber Biotec S.A (Pia 36 QLVX-0748-13 26/9/2013
Hop 1 1o x Engineering and chi : Calle 186 Esq. 31,

10mcg/0,5ml; Hop 25
lo x 10mcg/ 0,5ml

Biotechnology (CIGB) (Pia
chi : Ave. 31, /158 and 190,
Playa, Havana city - Cuba)

Cubanacan, Playa, La
Habana — Cuba)




11 |VAcxin Viém n3o Nhat |Vi rat viém nio Nhat Ban bat |Cong ty TNHH MTV Vic xin [Céng ty TNHH MTV 24 QLVX-0763-13 18/12/2013
Ban- JEVAX hoat, tinh khiét - chung |va Sinh phdm s6 1 (dia chi: S6 |Vic xin va Sinh phdm s6
Hop chira 10 lp x 5ml |Nakayama 1, Yersin, Ha N6i - Viét Nam) |1 (dia chi: S6 1, Yersin,
(5 lidu ngudi 16m); Ha No6i - Viét Nam)
Hop chira 10 lo x 1ml
(1 liu ngudi 16m);
12 |ENGERIX B Khéng nguyén bé mit viém |GlaxoSmithKline Biological |GlaxoSmithKline Pte 36 QLVX-0765-13 18/12/2013
(Véc xin phong bénh [gan B tinh khiét HBsAg S.A (Pia chi san xuit: Rue de |Ltd (150 Beach Road, #
viém gan B - t4i t6 hop |10mcg L’Institut 89,1330 Rixensart, |21-00, Gateway West,
DNA, hip phu) Hop 1 Bi/ dia chi dong géi: Parc de la [Singapore 189720,
lo; 10 lo; 25 10 x 0,5 ml Noire Epine, Rue Fleming, 20, [Singapore)
1300 Wavre, Bi)
13 |ENGERIX B Khang nguyén bé mit viém |GlaxoSmithKline Biological |GlaxoSmithKline Pte 36 QLVX-0766-13 18/12/2013
(Véc xin phong bénh |gan B tinh khiét HBsAg S.A (Pia chi san xuét: Rue de |Ltd (150 Beach Road, #
viém gan B - tai t6 hop |10meg L’Institut 89,1330 Rixensart, |21-00, Gateway West,
DNA, hidp phu) Hop 1 Bi/ dia chi dong goi: Parc de la |{Singapore 189720,
lo; 1010; 25 1o x 1 ml Noire Epine, Rue Fleming, 20, (Singapore)
1300 Wavre, Bi)
14 |HEPAVAX-GENE TF |Khing nguyén bé mit viém |[Berna  Biotech  Korea Berna Biotech Korea 36 QLVX-0774-14 12/6/2014
inj. gan B tinh khiét (HBsAg) |Corporation (Pia chi: (Songdo-|Corporation (Dia chi: 13-
(Véc xin phong bénh |10mcg/0,5ml dong) 23, Harmony-ro |42, Songdo-dong,
viém gan B) 303beon-gil,  Yeonsu-gu, Yeonsu-gu, Incheon, 406-
Hop 1 1o x 0,5ml Incheon, 406-840 Korea) 840, Korea)
15 |HEPAVAX-GENE TF |Khéng nguyén bé mit viém |Berna  Biotech  Korea Berna Biotech Korea 36 QLVX-0775-14 12/6/2014
inj. gan B tinh khiét (HBsAg) |Corporation (Pia chi: (Songdo-|Corporation (Pia chi: 13-
(Véc xin phong bénh [20mcg/1,0ml dong) 23, Harmony-ro |42, Songdo-dong,
viém gan B) 303beon-gil,  Yeonsu-gu, Yeonsu-gu, Incheon, 406-
Hop 1 1o x 1,0ml Incheon, 406-840 Korea) 840, Korea)
16 |Measles and Rubella |Vi rat Soi, Rubella sng, |SERUM INSTITUTE OF |Céng ty TNHH MTV 24 QLVX-0798-14 27/6/2014

Vaccine Live,
Attenuated (Freeze-
Dried)

(Véc xin phong bénh
S&i, Rubella)

Hop chira 50 lo
x 10 10 liéu

giam doc luc-
khéng it hon 1000 CCID50

INDIA LTD (Pia chi: 212/2,
Hadapsar, Pune 411028, 4n
bo)

Vic xin va Sinh phim s6
1 (Pia chi: S6 1, Yersin,
Ha Noi - Viét Nam)




17 [SynflorixTM Mot liéu (0,5 ml) chira 1 |GlaxoSmithKline Biologicals |GlaxoSmithKline Pte 36 QLVX-H02-0799- 17/7/2014
(Vic xin polysaccharide |microgam polysaccharide ctia [S.A (DPia chi: 89 Rue de |Ltd (150 Beach Road, # 14 CV gia han sb
phé ciu lién hop vé6i |cac tuyp huyét thanh |L’Institut, 1330 Rixensart, |21-00, Gateway West, 10150/QLD-BK
protein D cua 11,2,51,2, 6Bl,2, 7F1,2, |Belgium) 189720 Singapore) ngay 17/7/2017 hiéu
Haemophilus 9V1,2,141,2 va 23F1,2 va 3 |Co s& dong gbéi: GSK luc dén 17/7/2018
influenzae khéng dinh |microgam cua cac tuyp huyét |Biologicals S.A (Pja chi: Parc
tuyp (NTHi), hdp phu |thanh 41,2, 18C1,3, 19F1,4 |de Noire Epine, Rue Flemming

20, Wavre, B-1300, Belgium)
Hop 1 bom tiém déng
sdn + 1 kim tiém/1 lidu
0,5 ml
18 |ABHAYRAB Khang nguyén tinh ché tir |Biologicals Institute (A [Cong ty cb phan y té 36 QLVX-0805-14 14/10/2014
(Véc xin phong bénh |virus dai ching L.Pasteur [division of Indian Ptc Minh (Pia chi: Sé
dai) 2061 Vero 15 passage, nudi [Immunologicals Limited) (Pia |51, ngd 205, ngach
Hop 1 lo véic xin déng |cdy trén té bao vero>2,5IU [chi: Kozhipannai, Pudumund |323/83, dudng Xuén
khoé don liéu + 1 lo P.O - Udhagamandalam - 643 |Dinh, x& Xuén Dinh,
dung méi hoan nguyén 007, Tamil Nadu - India) huyén tir Liém, Ha N6i -
va 1 xy lanh v trung; Viét Nam)
Hop 50 lo vic xin dong
khé don liéu+hdp 100
lo dung méi hoan
neuvén vAc xin i .
19 |Vacxin Ta udng - |V.cholerae O1, El Tor, |Congty TNHH MTV Vic xin |Céng ty TNHH MTV 24 QLVX-825-14 15/12/2014

mORCVAX

Dung dich ubng

Hop 10 1o, mdi lo 7,5ml
- 5 liéu; Hop 10 lo, mbi
lo 1,5ml - 1 lidu

Phil.6973 (b4t hoat bing
formaldehyde) 600E.U. LPS;
V.cholerae 0139, 4260B (bt
hoat bing formaldehyde) 600
E.U. LPS; V.cholerae Ol,
Cairo 50 (bit hoat bing
formaldehyde) 300 E.U.

LPS; V.choleraec O1, Cairo
50 (bAt hoat bang nhiét do);
V.cholerae O1, Cairo 48 (bét
hoat bing nhiét d6) 300

E.U.LPS

va sinh pham sb 1 (P/c: S6 1 -
Yersin - Ha Noi - Viét Nam)

Vic xin va sinh phdm s6
1 (P/c: S6 1 Yersin, Ha
Nbi - Viét Nam)




20

TETRAXIM

Hobn dich tiém

Hoép 1 bom tiém nap
s&n 1 lidu 0,5ml vic
xin; Hop 10 bom ti€m
mdi bom nap sén 1 liéu
(0,5 ml) véc xin,

giai doc to bach hau >= 30
IU; giai doc t6 udn van >= 40
IU; Céic khéangnguyén

Bordetella pertussis gdm giai
doc t6 (PTxd) 25 mcg va
ngung két t6 hong ciu dang
sgi (FHA) 25 mcg; Virus bai
liét typ 1 bat hoat 40 D.U;
Virus bai liét typ 2 bét hoat 8
D.U; Virus bai liét typ 3 bt

Sanofi Pasteur S.A. (D/c: Pia
diém 1: Campus Meérieux

1541, avenue Marcel Mérieux
69280 Marcy 1'Etoile — Phap;
Pia diém 2: Parc Industriel
d'Incarville 27100 Val de Reuil
- Phép)

Sanofi Pasteur S.A. (B/c:
2 avenue Pont Pasteur,
69007 Lyon - Phép)

36

QLVX-826-14

15/12/2014

21

M-M-R® II

bot dong kho pha ti€ém

hop 10 lo véc xin don
litu kém hop 10 lo
dung moéi pha ti€ém

Virus soi >1000 CCIDS0;
Virus quai bi >12500

CCID50; virus rubella >1000
CCID50

Merck Sharp & Dohme Corp
(P/c: 770, Sumneytown Pike,
West Point, PA 19486- USA;
Co s& san xuit dung méi:
Jubilant HollisterStier LLC
(Pia chi: 3525 North Regal
Street, Spokane, Washington,
U.S.99207- USA); Co s dong
gbi: Merck Sharp & Dohme
B.V (Waarderweg, 39, 2031
BN, Haarlem, The Netherland)

Merck Sharp & Dohme
(Asia) Ltd (P/c: Flat/RM
1401A&B 14/F & 27/F,
Caroline Centre, 28 Yun
Ping Road, Causeway

Bay - Hong Kong)

24

QLVX-878-15

14/7/2015

22

IMOVAX POLIO

Hon dich tiém

Hop 1 bom tiém c6 gin
san kim tiém nap sén 1
liéu 0,5ml véc xin; Hop
1 bom tiém nap sin 1
lidu kém 2 kim tiém;
Hop 10 lo, lo 10 liéu
(5ml) véc xin

virus bai liét typ 1, chung
Mahoney (bit hoat) 40
DU/0,5ml; Virus bai liét typ
2, ching MEF-1 (bt hoat) 8
DU/0,5ml; Virus bai liét typ
3, ching Saukett (bt hoat)
32 DU/0,5ml

Sanofi Pasteur S.A (DPlc:
Campus Mérieux 1541, avenue
Marcel Mérieux 69280 Marcy
I'Etoile/ Parc  Industriel
d'Incarville 27100 Val de Reuil
- Phap)

Sanofi Pasteur S.A (B/c:
2 avenue Pont Pasteur,
Lyon - Phap)

36

QLVX-879-15

14/7/2015

23

MVVAC

bot dong kho pha tiém

1 hdp véc xin chira 10
lo véc xin s&i dong kho
(10 liéwlo); 1 hop nude
hdi chinh chira 10 lo

Virus sdi séng, giam doc luc,
chung AIK-C
> 1000 PFU/liéu 0,5ml

Trung tdm nghién clu, san
xuét vic xin va sinh phim y té
(POLYVAC) - Co s& san xuit
vic xin soi (P/c: 418 Vinh
Hung, Thanh Tri, Hoang Mai,
Ha N6i —Viét Nam

Trung tdm Nghién ciu
san xuit vdc xin va sinh
phim Y té (POLYVAC)
(D/c: 135 Lo buc, Hai
Ba Trung, Ha N¢i - Viét

Nam)

24

QLVX-880-15

14/7/2015

N




24

Vic xin ubn van hap
phu (TT)

Hop 20 6ng (0,5ml/éng
chtra 1 lidu véc xin)

Giai doc t6 ubn van tinh ché
> 40 1U/0,5ml

Vién Vic xin va Sinh phim y
t¢ (IVAC) (Pia chi: S6 9
Pasteur - Nha Trang - Tinh
Khénh Hoa - Viét Nam)

Vién Vic xin va Sinh
phim y t¥¢ (IVAC) (Pia
chi: S8 9 Pasteur - Nha
Trang - Tinh Khanh Hoa
- Viét Nam)

36

QLVX-881-15

5/8/2015

25

Vic xin ubn van hép
phu (TT)

Hop 10 1o

(10 ml/lp chira 20 liéu
véc xin)

Giai ddc td udn van tinh ché
> 40 1U/0,5ml

Vién Vic xin va Sinh pham y
té (IVAC) (Pia chi: S6 9
Pasteur - Nha Trang - Tinh
Khénh Hoa - Viét Nam)

Vién Vic xin va Sinh
phdm y té (IVAC) (Pia
chi: S6 9 Pasteur - Nha
Trang - Tinh Khanh Hoa
- Viét Nam)

36

QLVX-882-15

5/8/2015

26

Gardasil

Dich treo v6 khuin
Hop 1 lo vic xin don
lieu; Hop 10 lo véc xin
don liéu

Vic xin tai t6 hop tir gia
phong vi-rit HPV & nguoi
typ 6,11,16,18.

MGéi liéu 0,5 ml chira 20 mcg
protein L1 HPV6, 40 mcg
protein L1 HPV11, 40 mcg
protein L1 HPV16, 20 mcg
protein L1 HPV18

Merck Sharp & Dohme Corp
(Pia chi: 770, Sumneytown
Pike, West Point, PA 19486,
USA; Co s& dong goi thir cap:
Merck Sharp & Dohme B.V
(Waarderweg, 39, 2031 BN,
Haarlem, The Netherland)

Merck Sharp & Dohme
(Asia) Ltd. (Pia chi:
Flat/RM 1401A&B 14/F
& 27/F, Caroline Centre,
28 Yun Ping Road,
Causeway Bay - Hong
Kong)

36

QLVX-883-15

3/11/2015

27

Varivax

Bot dong kho kém lo
dung moi

Hop 1 lo bt don liéu
kém 1 lo dung moi

Oka/Merck varicella virus,
live, attenuated >= 1350 PFU

Merck Sharp & Dohme Corp
(Pia chi: 770, Sumneytown
Pike, West Point, PA 19486,
USA; Co s& san xudt dung
moi: Jubilant HollisterStier
LLC (Pia chi: 3525 North
Regal  Street, Spokane,
Washington, U.S.99207); Co
s¢ dong gb6i: Merck Sharp &
Dohme B.V (Waarderweg, 39,
2031 BN, Haarlem, The
Netherland)

Merck Sharp & Dohme
(Asia) Ltd (Pia chi:

Flat/RM 1401A&B 14/F
& 27/F, Caroline Centre,
28 Yun Ping Road,

Causeway Bay - Hong
Kong)

24 thang

QLVX-909-15

11/12/2015

\\/\w&/
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Euvax B

Khang nguyén bé mit
cla virus viém gan B
(HbsAg) 10 mcg/0,5
ml/1 liéu

Hop 1 lo, lo 1 liéu (10
mcg/0,5 ml);

Hop 20 lo, lo 1 liéu (10
mcg/0,5 ml)

Vic xin phong bénh viém
gan B téi t6 hop

LG Life Sciences Ltd. (Pia
chi: 129, Seokam-ro, Iksan-si,
Jeollabuk-do, Han Quéc)

Sanofi Pasteur S.A (Pia
chi: 2 avenue Pont
Pasteur, Lyon - Phép)

36 thing

QLVX-933-16

5/2/2016

29

Euvax B

Khéng nguyén bé mit
cua virus viém gan B
(HbsAg) 20 mcg/1 ml/1
lidu

Hop 1 lo, lo 1 liéu (20
mcg/1 ml);

Hép 20 lo, lo 1 lidu (20
mcg/1 ml)

Vic xin phong bénh viém
gan B tai t6 hop

LG Life Sciences Ltd. (Pia
chi: 129, Seokam-ro, Iksan-si,
Jeollabuk-do, Han Quéc)

Sanofi Pasteur S.A (Pia
chi: 2 avenue Pont
Pasteur, Lyon - Phép)

36 thang

QLVX-934-16

5/2/2016

30

Vic xin ubn vén bach
hdu

hép phu (Td)

Giai doc t6 udn van tinh
ché: it nhét 20 dvqt;
Giai doc t6 bach hiu
tinh ché: it nhét 2 dvqt
Hop 10 lo, mdi lo chira
5 ml— 10 lidu

Vac xin phong bénh bach
hau, uodn van,

Vién véc xin va Sinh phdm y té
(IVAC) (bia chi: 9 Pasteur —
Nha Trang — Tinh Khanh Hoa)

Vién vic xin va Sinh
phim y t& (IVAC) (Pia
chi: 9 Pasteur — Nha
Trang — Tinh Khanh
Hoa)

30 thang

QLVX-942-16

5/2/2016

\\W

A)‘f
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Vic xin udn van bach
hau

hép phu (Td)

Giai doc t6 ubn van tinh
ché: it nhit 20 dvqt;
Giai doc t6 bach hiu
tinh ché: it nhit 2 dvqt
Hop 20 6ng, mdi 6ng
chtra 0,5 ml — 1 lidu

Véac xin phong bénh bach
hau, uon van,

Vién véc xin va Sinh phdm y té
(IVAC) (Pia chi: 9 Pasteur —
Nha Trang — Tinh Khanh Hoa)

Vién vic xin va Sinh
phim y t¢ (IVAC) (Dia
chi: 9 Pasteur — Nha
Trang — Tinh Khanh
Hoa)

30 thang

QLVX-943-16

8/6/2016

32

Typhim Vi

Polysaccharide clia
Salmonella typhi ching Ty2
25mceg/ 0,5ml

Sanofi Pasteur S.A. (Dc: 2
avenue Pont Pasteur, 69007
Lyon, France; Dia diém san
xudt 1: Sanofi Pasteur S.A,
dia chi: Campus Meérieux
1541, avenue Marcel Mérieux
69280 Marcy I'Etoile, France;
Dia diém san xuét 2: Sanofi
Pasteur S.A., dia chi: Parc
Industriel d'Incarville 27100 )

Sanofi Pasteur S.A. (Pc:
2 avenue Pont Pasteur,
69007 Lyon, France)

36

QLVX-964-16

8/6/2016

33

Vic xin bach hau — ho
ga — ubn van hip phu
(DPT)

Giai doc t6 bach hau tinh
ché: it nhit 30 dvqt/0,5 ml
Giai doc té udn vén tinh ché:
it nhat 60 dvqt/0,5 ml

Vi khuén ho ga bét hoat: it
nhét 4 dvqt/0,5 ml

Vién véc xin va Sinh phim Y
té (IVAC) (Pia chi: 9 Pasteur,
Nha Trang, Khanh Hoa)

Vién vic xin va Sinh
phim Y té (IVAC) (Pia
chi: 9 Pasteur, Nha
Trang, Khanh Hoa)

30

QLVX-965-16

8/6/2016

34

GC FLU pre-filled
syringe inj

Khiang nguyén virus cum
Type A (HIN1) 15pg/0,5ml
Khang nguyén virus cim
Type A (H3N2)-15ug/0,5ml
Khang nguyén virus cim
Type B - 15pg/0,5ml

Green Cross Corporation (Dia
chi: 40, Sandan-gil, Hwasun-
eup, Hwasun-gun, Jeollanam-
do, Republic of Korea)

Cong ty CP Y té Puc
Minh (Pia chi: Sé 51,
ngd 205, ngach 323/83
Xuan Pinh, Bic Tu
Liém, Ha Noi)

12

QLVX-980-16

8/6/2016




35 |VA-MENGOC-BC Protein mang ngoai tinh khiét [Nha san xuat: Finlay Institute, [Cong ty TNHH MTV 36 |QLVX-H02-985-16 8/6/2016
vi khuin nio mé ciu nhém B |Center for Vaccines and Sera |Vécxin va Sinh phim s6 Cong van duy tri hiéu
- 50mcg/0,5ml; Research -Production (Pia chi: |1 (Pia chi: S6 1, Yersin, luc SPK 8757/QLD-
Polysaccharide vo vi khuin [Ave 27 No. 19805, La Lisa, |Ha Noi, Viét Nam) bK ngay 18/5/2018
ndo mé cdu nhém C: [Ciudad de la Habana, Cuba) hiéu lyc dén
50mcg/0,5ml 08/6/2019
36 |Verorab virus dai bat hoat (chung [Sanofi Pasteur S.A.(Tru s& [Sanofi Pasteur S.A. (Dia 36 QLVX-986-16 14/10/2016
Wistar PM/WI 38 1503- 3M) [chinh: 2 avenue Pont Pasteur, |chi: 2 avenue Pont
>251U Lyon - France); Dia diém san |Pasteur, Lyon - France)
xuit 1:Sanofi  Pasteur
S.A., dia chi: Campus Mérieux
1541, avenue Marcel Mérieux
69280 Marcy I’Etoile, France;
Pia diém san xudt 2: Sanofi
Pasteur S.A., dia chi: Parc
Industriel d’Incarville 27100
Val de Reuil, France. Co so&
gia cong san xudt dung méi
d6ng trong dng: Haupt Pharma
Livron, dia chi: 1 Rue Comte
de Sinard, 26250 Livron sur
Drome, France)
37 |QUIMI-HIB Polysaccharide Center  for  Genetic Cong ty c6 phan y té 36 QLVX-987-17 27/3/2017
polyribosylribitolphosphate  |Engineering and Pirc Minh (P/c: s6 51,
(PRP) 10mcg cong hgp vai |Biotechnology (CIGB) (P/c: |ngd 205, ngach 323/83,
(20,8 - 31,25 mcg) giai doc |Ave. 31 e/158 and 190, Playa, |[Xuan Binh, Bic Tir
t6 ubn van Havana city - Cuba) Liém, Ha No§i - Viét
Nam)
38 |HIBERIX Polysaccharide vé cia |GlaxoSmithKline Biological |GlaxoSmithKline Pte 36 QLVX-988-17 27/3/2017
Haemophilus  influenzae S.A (P/c: Rue de I'Institut 89, |Ltd (D/c: 150 Beach
(PRP):10mcg PRP cdng hop [B-1330 Rixensart - Bi) Road, # 21-00, Gateway
v6i bién doc t6 un van (TT) West, Singapore 189720
25mcg - Singapore)
P
v
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Infanrix Hexa

Bién doc t6 bach hau > 30
IU; Bién doc t6 udn van > 40
IU; Cac khing nguyén
Bordetella pertussis gdm
giai doc t6 ho ga (PT) 25
meg va ngung két t& hdng
ciu dang s¢i (FHA) 25 mcg
va Pertactin (PRN) 8 mcg;
Khéng nguyén bé mit virus
viém gan B (HBV) 10mcg;
Virus bai liét typ 1 bét hoat
(ching Mahoney) 40 DU;
Virus bai liét typ 2 bét hoat
(ching MEF-1) 8 DU; Virus
bai liét typ 3 bat hoat (chiing
Saukett) 32 DU;
Polysaccharide cua
Haemophilus influenza typ b
10mcg cong hop véi 25meg
giai doc t6 udn van

GlaxoSmithKline Biological
S.A (P/c: Rue de I'Institut 89,
B-1330 Rixensart - Bi)

GlaxoSmithKline Pte
Ltd (B/c: 150 Beach
Road, # 21-00, Gateway
West, Singapore 189720
- Singapore)

36

QLVX-989-17

27/3/2017

40

RotaTeq

Rotavirus G1 human-bovine
reassortant > 2,2 triéu IU;
Rotavirus G2 human-bovine
reassortant > 2,8 triéu IU;
Rotavirus G3 human-bovine
reassortant > 2,2 triéu IU;
Rotavirus G4 human-bovine

reassortant > 2,0 triéu IU;

Rotavirus P1A[8] human-
bovine reassortant > 2,3

triéu IU

Merck Sharp & Dohme
Corp.(B/c: 770 Sumneytown
Pike, West Point, PA 19486 -
USA)

Merck Sharp & Dohme
(Asia) Ltd.(D/c:Flat/RM
1401 A & B 14/F
&27/F., Lee Garden
Two, 28 Yun Ping Road,
Causeway Bay -
Hongkong)

24

QLVX-990-17

27/3/2017
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Pentaxim

Giai doc t6 bach hau tinh ché
> 30 IU; Giai doc t6 udn vén
tinh ché > 40 IU; Cac khéng
nguyén Bordetella pertussis:
Giai doc tdé ho ga tinh ché
(PTxd) 25 mcg va Ngung két
td h(“)ﬂg cAu dang s¢i tinh ché
(FHA) 25 mcg; Virus bai liét
typ 1 (ching Mahoney) bt
hoat 40 DU; Virus bai liét
typ 2 (chung MEF1) b4t hoat
8 DU; Virus bai liét typ 3
(chung Saukett) bit hoat 32
DU; Polysaccharide cua
Haemophilus influenzae typ
b 10mcg coéng hgp vdai
protein uén véan 18-30mcg

Sanofi Pasteur S.A.(D/c:Dia
didm san xuit 1: 1541 avenue
Marcel Mérieux 69280 Marcy
I'Etoile, France; Pia diém san
xuit 2: Parc Industriel
d'Incarville 27100 Val de
Reuil — France. Co s& gia cong
déng 6ng, dong kho véc xin
Hib: Sanofi S.P.A. (dia chi:
Loc. Valcanello 03012 Anagni
(FR) - Italia)

Sanofi Pasteur
S.A.(P/c:2 avenue Pont
Pasteur, 69007 Lyon -
France)

36

QLVX-991-17

27/3/2017
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Polysaccharide
Meningococcal A+C
Vaccine

Polysaccharide ctia Neisseria
meningitidis nhom A 50
mcg; Polysaccharide cua
Neisseria meningitidis nhém
C 50 mcg

Sanofi Pasteur S.A.(Dia diém
san xudt 1: 1541 avenue

Marcel Mérieux 69280 Marcy
I'Etoile, France; dia diém san
xudt 2: Parc Industriel

d'Incarville 27100 Val de

Reuil, France. Nha san xuét
dung moi: Sanofi Pasteur S.A.
(dia chi: 1541 avenue Marcel
Meérieux 69280 Marcy 1'Etoile,

Sanofi Pasteur
S.A.(P/c:2 avenue Pont
Pasteur, 69007 Lyon -
France)

36

QLVX-992-17

27/3/2017
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Tetavax

giai doc t6 udn vén tinh ché
>40 LU

Sanofi Pasteur S.A.(Pia diém
san xudt 1: Campus Mérieux
1541, avenue Marcel Mérieux
69280 Marcy l'Etoile, France;

Dia diém san xudt 2: Parc
Industriel d'Incarville 27100

Val de Reuil -France)

Sanofi Pasteur
S.A.(D/c:2 avenue Pont
Pasteur, 69007 Lyon -
France)

36

QLVX-993-17

27/3/2017

¥




44 |Shanvac-B Purified Hepatitis-B surface [Shantha Biotechnics Sanofi Pasteur 36 QLVX-994-17 27/3/2017
antigen (HBsAg) 10 mcg Limited(P/c:Medchal Facility |S.A.(D/c:2 avenue Pont
Survey No. 274, Athvelli [Pasteur, 69007 Lyon -
village Medchal Mandal-501 |France)
401, Ranga Reddy (Dist),
Andhra Pradesh -India)
45 |Mrvac Virus sdi song, giam doc lyuc, |Trung tim nghién ciru san xuét |[Trung tim nghién ciru 24 QLVX-995-17 27/3/2017
ching AIK-C > 1000 |véc xin va sinh phim y té(D/c: |san xult vic xin va sinh
PFU/liéu 0,5ml; Virus |418 Vinh Hung, Thanh Tri, |phim y té (B/c:135 Lo
Rubella séng, giam doc luc, Hoang Mai, Ha Noi -Viét Nam)|Puic, Hai Ba Trung, Ha
chung Takahashi > 1000 Noi -Viét Nam )
PFU/lidu 0,5ml
46 |Vic xin phong lao |BCG sbng, dong khé 0,5mg [Vién Véc xin va sinh phdm y |Vién Vic xin va sinh 30 QLVX-996-17 27/3/2017
(BCG) té (IVAC) (P/c: S 9 Pasteur - |phidm y té (IVAC) (P/c:
Nha Trang - Tinh Khanh Hoa - |S6 9 Pasteur - Nha Trang
Viét Nam) - Tinh Khénh Hoa - Viét
Nam)
47 |Rotavin-M1 Virus Rota sbng, giam doc |Trung tim Nghién ciru san |Trung tim Nghién ctru 24 QLVX-1039-17 11/5/2017
luc typ GIP [8] > 2 triéu [xudt vic xin va sinh phidm Y [san xuét vic xin va sinh
PFU/2 ml té (Dia chi: 135 Lo DPic, Hai |phim Y t& (Dia chi: 135
Ba Trung, Ha NGi - Viét Nam) |Lo Putc, Hai Ba Trung,
Ha Noi - Viét Nam)
48 |ComBe Five (liquid)  |Giai doc t& bach hau tinh ché |Biological E. Limited (D/c: |Cong ty cb phan Y té 24 QLVX-1040-17 30/5/2017

25Lf (> 30 IU); Giai doc tb
ubn van tinh ché 5.5 Lf (>
60 IU); khang nguyén ho ga
(toan té bao) 16I0U ( > 4
IU); khang nguyén bé mit
virus viém gan B tinh ché (r-
HBsAg) 12,5 Ue;
Polysaccharide cua
Haemophilus influenza type
b (PRP)lién hop vdi giai doc
t6 ubn van (20-36,7 ug)
11pg

Plot No. 1, S.P. Biotechnology
Park, Phase II, Kolthur

Village,

Shameerpet Mandal, Ranga
Reddy District- 500 078,

Telangana, India )

Pic Minh. (B/C: S6 51,
ngd 205, ngach 323/83
Xuin Dinh, Bic Tir
Liém, Ha Noi, Viét nam)




49 |SPEEDA Khéng nguyén virus dai tinh {[LIAONING CHENG DA [Céng ty TNHH dugc 36 QLVX-1041-17 26/7/2017
ché ching L-Pasteur PV-|BIOTECHNOLOGY Co., Ltd |phim Bién Loan (P/c:
2061 >2.51U (®lc: s6 1 dudng Xinfang, (28 théng Nhét, phudng
Quan Hunnan New, TP [Binh Thg, Qué4n Thu
Shenyang, China DBirc, Tp.HCM, Viét Nam
50 |INDIRAB Khang nguyén tinh ché tir [Bharat Biotech International [Cong ty c6 phin y té 36 QLVX-1042-17 26/7/2017
virus dai ching Pitman [Limited (B/c: Genome Valley, |AMV Group (P/c: S6
Moore >2.51U Shameerpet Mandal, Ranga |47, ngd 205, ngéach
Reddy District- 500 078, [323/83 Xué4n Pinh, Bic
Telangana State, INDIA) Tur Liém, Ha Noi, Viét
51 |Gene-Hbvax khéng nguyén bé mat virus [Cong ty TNHH MTV Vic xin |{Céng ty TNHH MTV 36 QLVX-1043-17 26/7/2017
viém gan B tinh khiét [va sinh phim sé 1 (B/c: S6 1 |Vic xin va sinh phim s6
10mcg/0.5 ml Yersin, Ha Noi - Viét Nam) 1 (P/c: S6 1 Yersin, Ha
Noi - Viét Nam)
52 |Vic xin Viém gan B tai |khang nguyén bé mit virus |Cong ty TNHH MTV Vic xin [Céng ty TNHH MTV 36 QLVX-1044-17 26/7/2017
td hop Gene-Hbvax viém gan B tinh khiét [va sinh phdm s6 1 (B/c: S6 1 |Vic xin va sinh phdm sb
20mceg/1 ml Yersin, Ha NGi - Viét Nam) 1 (B/c: S6 1 Yersin, Ha
NGi - Viét Nam)
53 |Measles , Mumps and [Measles virus NLT 1000 [Serum Institute of India |Céng ty TNHH MTV 24 QLVX-1045-17 26/7/2017
Rubella Vaccine Live, [CCID50; Mumps virus NLT |{Ltd.(D/c:212/2, Hadapsar, |Vic xin va sinh phim sb
Attenuated (Freeze-[5000 CCID50; Rubella virus |Pune 411 028, M.S. -India) 1 (B/c: S6 1 Yersin, Ha
Dried) NLT 1000CCID50 Noi - Viét Nam)
54 |Vic xin Varicella séng [Viirus thiy d4u song giam [Green Cross Corporation (Pia [Cong ty TNHH MTV 24 QLVX-1046-17 26/7/2017
giam d6c luc-Varicella (doc lyc > 1400 PFU chi: 104-1 Naepyeong-ri, Vic xin va sinh phim sb
Vaccine-GCC Inj Hwasun-eup, Hwasun-gun, |1 (B/c: S6 1 Yersin, Ha
Jeollaanm-do, Korea) Noi - Viét Nam)
55 |Vic xin Thuong han Vi [Vi polysaccharide tinh khiét [Cong ty TNHH MTV Vic xin |Coéng ty TNHH MTV 36 QLVX-1047-17 24/10/2017
polysaccharide  dung [0,025mg/0,5ml/1 lidu Pasteur Da Lat (Dia chi: 18 Lé Véc xin Pasteur Da Lat

dich ti€ém; Hop chira 10
lo (1 lidwlo, 2 liéu/lo, 5
lidu/lo, 10 lidu/lo, 20

lidu/lo)

Hong Phong, Phudng 4, TP.
Pa Lat, tinh Lam Ddng)

(Pia chi: 18 Lé Hong
Phong, Phuong 4, TP.
Pa Lat, tinh Lam Ddng)




56 |Rabipur Virus dai bt hoat (ching [Co s& san xudt lo bot dong |GlaxoSmithKline Pte. 48 QLVX-1048-17 24/10/2017
Bot dong kho va dung |Flury LEP) hoat lyc > |kho: Chiron Behring Vaccines |Ltd. (Pia chi: 23
mdi pha dung dich |2,51U/ml Pvt. Ltd. (Pia chi: Plot |Rochester Park,
tiém; Hop 1 lo bot dong No.3502, Post Box No.136, |Singapore 139234 -
khdé + 1 6ng nuéc cht GIDC Estate, Ankleshwar |Singapore)
pha tiém 1ml + 1 bom 393002, Dist. Bharuch,
kim tiém sir dung 1 14n Gujarat- India); Co s& san xuét
éng nuéc cét pha tiém (Co s¢
1 : Korten Pharmceutical Pvt.
Ltd. (DPia chi: Plot No.1-5, At
and post Shirgaon, Taluka
Palghar, Dist. Thane-India),
Co so 2: Sovereign Pharma
Pvt. Ltd. (Pia chi: Survey No.
46/1-4, Village Kadaiya,
_ _ _ Daman-396 210 - India))
57 |Rotarix hon {Méi  lieu 1,5ml choa: |GlaxoSmithKline Biologicals |GlaxoSmithKline Pte. 36 QLVX-1049-17 24/10/2017
dich ung; Hop chira 1 |Rotavirus & ngudi séng giam [S.A, (Dia chi: Parc de la Noire |Ltd. (Dia chi: 150 Beach
émg x 1,5ml; hép chira |ddc luc ching RIX4414 > |[Epine, Rue Fleming 20, B-[Road, # 21-00, Gateway
1 tuyp x 1,5ml 10" coip, 13(?0 Wavre - Belgium); Co s& |West, Singapore 189720
xuat xuong: GlaxoSmithKline |- Singapore)
Biologicals S.A (Pia chi: Rue
de L'Institut 89, B-1330
Rixensart, Belgium)
58 |Avaxim 80 U Pediatric |virus viém gan A (ching |Sanofi Pasteur S.A (Dia diém |Sanofi Pasteur S.A (Pia 36 QLVX-1050-17 24/10/2017

hén dich tiém; Hop 1
bom tiém nap sén 1 liéu
(0,5ml)

GBM) bét hoat 80 U

san xudt 1: 1541, avenue
Marcel Merieux 69280 Marcy
I'Etoile - France; Pia diém san
xudt 2: Parc Industriel

d'Incarville 27100 Val de
Renil

Erance)

chi: 2 avenue Pont
Pasteur 69007, Lyon -
France)




59 |Vic xin Bai liét udng [Mobi lidu 0,1 ml chtra: vius Trung tdm Nghién clu san |Trung tdm Nghién ciru |6 C; 6t RLVX—H02-1051-1‘ 24/10/2017
nhj lién ; dung |bai liét séng giam ddc luc xuét vic xin va sinh phém Y té |san xuét vic xin va sinh
dich ubng; Hop chira 10 |ching Sabin typ 1: > 10%° |(Pia chi: 135 Lo Duc, Hai Ba [phim Y té (Dia chi: 135
lo x 2ml x 20 liéu; hop CCIDs,, vius bai liét sbng |Trung, Ha Noi - Viét Nam) Lo Dic, Hai Ba Trung,
chira 10 Io x Iml x 10 giam doc lyc ching Sabin Ha Néi - Viét Nam)
liéu typ 3: > 105,5 CCID50
60 |Hexaxim * Giai doc t0 bach hiu: [Sanofi Pasteur S.A. (Pia chi: |Sanofi Pasteur S.A. (Dia 36 QLVX-1076-17 9/11/2017

hén dich tiém; Hop 1
bom tiém nap sén 1 lidu
(0,5ml) va 02 kim tiém;
hép 10 bom tiém nap
s&n 1 liéu (0,5ml) va 20
kim tiém; hop 10 lo, lo
1 liéu (0,5ml)

khéng duéi 20 IU; * Giai doc
td ubn van: khong dudi 40
IU; * Khang nguyén
Bordetella pertussis: Giai dgc
t6 ho ga (PT): 25mcg, Ngung
két t6 hdng cdu dang soi
(FHA): 25mcg;Ngung Kkét 1
hdng cau dang soi (FHA):
25meg;* Virus bai liét (bat
hoat):- Typ 1 (Mahoney): 40
don vi

Khang nguyén D,Typ 2
(MEF-1): 8 don vi

Khang nguyén D Typ 3
(Saukett): 32 don vi

Khéng nguyén D

Khéng nguyén bé mit

viém gan B: 10mcg;
Polysaccharide
Haemophilus influenzae typ
b (Polyribosylribitol
Phosphate): 12mcg cong hop
v6i protein udn van 22-
36mceg

cua

Parc Industriel d'Incarville
27100 Val de Reuil - France)

chi: 2 Avenue Pont
Pasteur, 69007 Lyon,
France)




61 |[Adacel * Giai doc td ubn van 5 Lf: * |Sanofi Pasteur Limited (Pia |Sanofi Pasteur S.A. (Pia 36 QLVX-1077-17 18/12/2017
Hn dich tiém; Hop 1 |Giai doc td bach hiu 2 Lf; * |chi: 1755 Steeles Avenue West |chi: 2 Avenue Pont
lo ho#c hop 5 lo, lo 1 |Ho ga vo bao: Giai doc td ho |Toronto, Ontario, Canada, |Pasteur, 69007 Lyon,
liéu 0,5ml ga (PT) 2,5mcg; FHA Smcg; |M2R 3T4 - Canada) France)
Pertactin (PRN) 3mcg;
Ngung két t6 2 + 3 (FIM)
Smcg
62 |Twinrix MBbi liéu 1,0ml chira: Co s& san xuét :|Glaxo Smith Kline Pte |37 QLVX-1078-18  |13/4/2018
Hdn dich tiém Hepatitis A virus antigen |GlaxoSmithKline Biologicals |Ltd
Hop 01 bom tiém déng |[(HM175 strain) 720 Elisa [S.A (Pia chi:Parc de la Noire | (Pia chi: 23, Rochester
s&n mot lidu vic xin [units; r-DNA Hepatitis B |Epine, Rue Fleming 20, B-|Park, Singapore 139234 -
(1,0ml) va 1 kim tiém |virus surface antigen 1300 Wavre, Bi)| Singapore).
(HBsAg) 20mcg - Co sd xuét xudng :
GlaxoSmithKline Biologicals
S.A (Piachi: Rue de 1 'Institut
89, 1330 Rixensart - Bi)
- Cosodong gbi  (so clp va
thircdp ): GlaxoSmithKline
Biologicals NL der
SmithKline Beecham Pharma
GmbH & Co. KG. (Pia chi: 40
Zirkusstrasse, D-01069
Dresden, birc)
63 |Synflorix Mot lidu (0,5ml) chira: Imcg [Co  s&  xudt  xudng: Glaxo Smith Kline Pte |48 QLVX-1079-18  |13/4/2018

Hon dich tiém

Hop chira mdt bom
tiém dong sin mot lidu
(0,5 ml) véc xin va 1
kim tiém

polysaccharide cua céc typ
huyét thanh 11,2, 51,2,

6B1,2, 7F1,2, 9V1,2, 141,2,
23F1,2 va 3mceg cua céc typ
huyét thanh 412, 18Cl,3,
19F1,4

GlaxoSmithKline Biologicals

S.A (Pia chi: Rue de I'Institut
89, 1330 Rixensart, Bi).

Co s& san xuét va dong goi:

GlaxoSmithKline Biologicals

S.A(Pia chi: Rue des Aulnois

637, 59230 Saint-Amand-Les-
Eaux, Phép).

Ltd

(Pia chi: 23, Rochester
Park, Singapore 139234 -
Singapore).
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