BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phie
S6: N34 /QP-QLD Ha Ngi, ngay 93 thang 3-ndm 2019
QUYET PINH

Vé viéc ban hanh Danh muc 04 vic xin dwge cap gidy diing ky lwu hanh tai
Viét Nam hiéu lwe 03 nim - Dot 38

CUC TRUONG CUC QUAN LY DUQC

Can ot Lut Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can ¢t Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phu quy
dinh chtrc ning, nhiém vu, quyén han va co cau to chuic cua BO Y té;

~ Canclr Théng tu sb 32/2018/TT-BYT ngay 12/11/2018 cua Bo trudng Bo
Y t& quy dinh viéc dang ky luu hanh thudc, nguyén ligu lam thudc;

- Cancu Quyét dinh sb 7868/QD-BYT ngay 28/12/2018 cua B trudng Bo
Y té quy dinh churc nang, nhiém vy, quyén han va co céu to chirc cua Cuc Quan
ly Dugc thuge BO Y t€;

Cin ot ¥ kién ciia Hoi ddng tw vAn cdp gidy dang ky lwu hanh thudc,
nguyén liéu lam thudc;

Xét @& nghi ctia Trudng phong Déng ky thube - Cuc Quan ly Dugc,

QUYET PINH:

, ,Biéu 1. Ban hanh kém theo Quyét dinh nay Danh myc 04 véc xin dugc
cép gidy ding ky luu hanh tai Viét Nam hiéu Iuc 03 nam - Dot 38.

Piéu 2. Céc co s& ding ky va san xuét ¢6 vic xin duoc phép luu hanh tai
Viét Nam quy dinh tai Diu 1 phai in sé déng ky luu hanh duge BO Y té Viét
Nam cép 1én nhan va phai chép hanh ding céc quy dinh ctia phap ludt Viét Nam
ve san xuét va luu hanh thude. S6 dang ky Iuu hanh c6 ky hiéu QLVX-HO03-...-
19 c6 gié tri 03 nam ké tir ngay cap.

Pidu 3. Trong qua trinh luu hanh, co s& dang ky va san xuét vic xin phai
phéi hop véi co s¢r didu tri dé thyc hién theo ding céc quy dinh hién hanh vé
thudc ké don va theo ddi hiéu luc, do on dinh, an toan, tac dung khong mong
mudn cua thubc trén ngudi Viét Nam. Co s¢ déng ky va san xudt véc xin ¢
trach nhiém tdng hop va bdo cdo céc ndi dung néu trén mdi 06 thang mot lan
hoac bao céo dot xuét vé an toan, hiéu qua cua véc xin trong qué trinh luu hanh
vé Cuc Quéan ly Dugc theo ding quy dinh hién hanh.

Pidu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.




Pidu 5. Giam dbc S& Y té cac tinh, thanh phé truc thude Trung wong va
Giam dbc co s& ding ky va san xuat vic xin tai Diéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhgn: CUC TRUONG
- Nhu Diéu 5;

- BT. Nguyén Thj Kim Tién (de b/c);

- TT. Truong Qudc Cuong (dé ble);

- Cuc Quén y - Bo Québc phong, Cuc Y té - Bo Céng anj
-Cuc Y t& GTVT - Bo Giao thong vén tai; i
- Téng Cuc Hai quan - B§ Tai chinh;
- B4o hiém x4 hoi Viét Nam; L AN
- Vu Phép ché, Cuc YTDP, Cuc KHCN&DT, Cuc
QLKCB, Vin phong NRA - BYT; Thanh tra BYT;

- Vién VSDTTW, Vién KPQGVX&SPYT;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién ¢6 giwdng bénh tryc thuge BYT;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;
- Luu: VT, BPKT (8 ban).




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc ldp - Ty do - Hanh phic

DANH MUC 04 VAC XIN BUQC CAP GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 03 NAM - BOT 38

Ban hanh kém theo Quyét dinh sé: £3%../QD-QLD, ngay 2.3 /7/2019

1. Cong ty dang ky: GlaxoSmithKline Pte Ltd (D/c: 23 Rochester Park, Singapore
139234 - Singapore)

1.1. Nha sin xut:

- Co s& san xudt dang bao ché, vao lo, dong géi: GlaxoSmithKline Biologicals (B/c: Rue
des Aulnois, 637, F-59230 Saint Amand Les Eaux - Phdp)

- Co sé xuit xuong: GlaxoSmithKline Biologicals S.A (P/c:Rue de L'Institut 89, 1330
Rixensart - Bi)

STT Tén Hoat chat Dang bao | Tubi | Tiéu Quy cachdong So dang ky
thuoc chinh - Ham che tho | chuén g0l
lwong
Boostrix | Giai doc t0 bach | Hon dich 36 Hop chira 1 bom tiém | QLVX-HO03-
L. hdu>2 IU; Giai | tiém thang | LCC8 | dong sin lidu 0,5 mL 1140-19
doc t6 ubn van > va 2 kim tiém
20 IU; Giai doc »
t6 ho ga 8 ug; /4
Filamentous <l
Haemagglutinin op\?
8 ug; Pertactin o
2,5 ug W
-

2. Cong ty ding ky: Sanofi Pasteur S.A (P/c: 2 avenue Pont Pasteur, 69007 Lyon - Phdp)

2.1. Nha sdn xuét:

- Co sé san xuét hoat chét: Sanofi Pasteur Biologics Co. (B/c: 50-90 Shawmut Road Canton, MA
02021 - My)

- Co s san xudt ban thanh phdm, kiém dinh va xudt xudng thanh pham: Government
Pharmaceutical Organization-Merieux Biological Product Company Limited (GPO-MBP)
(D/c:241 Moo 7, Gateway City Industrial Estate, Huasamrong, Plaengyao, Chachoengsao
24190, Thai Lan)

STT | Tén Hoat chit | Dangbao | Tudi | Tiéu | Quy cichdéng | S6 ding ky
thuoc chinh - Ham ché tho chuin goi
lrgng
Imojev Mot lieu vac xin - | Vac xin bot 36 Hop 10 lo 4 lidu vic QLVX-HO03-
2. MD bot dong kho dongkho va | thang | LCCS | xin bt dong kho + 1141-19
‘chtra: Virus dung moi hép 10 lg 4 liéu dung

Viém ndo Nhat hoan mdi
Ban téi t6 hop, nguyén
song, giam doc | thanh hén
luc 4,0-5.8 log dich tiém
PFU
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3. Cong ty ding ky: Pfizer (Thailand) Limited (D/c: Tang 36, 37 United Center Buzldmg 323
Silom Road, Silom, Bangrak, Bangkok 10500 - Thdi Lan)

3.1. Nha sian xuét: Pfizer Ireland Pharmaceuticals (D/c:

Clondalkin, Dublin 22 - {relamﬁ
- Co s déng gbi va xuét xudng: Wyeth Pharmaceuticals (B/c:New Lane, Havant, Hampshire,
P09 2NG - Anh)

Grange Castle Business Park,

STT Tén Hoat chit chinh - | Dang Tubi Tiéu Quy cachdéng | Sb6 ding ky
thuoc Ham luwong bao tho | chuan g0i
che
Prevenar | Moi bom tiém chira 1 | Hondich | 36 TCCS Hop 1 bom tiém QLVX-H03-
3. 13 licu don 0,5ml co tiém thang dong sin 1 lidu don 1142-19

chira:

Huyét thanh tuyp 1
polysaccharid phé ciu
khuén 2,2meg;

Huyét thanh tuyp 3
polysaccharid phé cau
khuén 2,2mceg;

Huyét thanh tuyp 4
polysaccharid phé ciu
khuén 2,2mceg;

Huyét thanh tuyp 5
polysaccharid phé ciu
khuén 2,2mcg;

Huyét thanh tuyp 6A
polysaccharid phé cAu
khuén 2,2mceg;
Huyét thanh tuyp 6B
polysaccharid phé ciu
khuén 4,4meg;
Huyét thanh tuyp 7F
polysaccharid phé céu
khudn 2,2meg;
Huyét thanh tuyp 9V
polysaccharid phé cau
khuén 2,2meg;
Huyét thanh tuyp 14
polysaccharid phé ciu
khuln 2,2meg;
Huyét thanh tuyp 18C
polysaccharid phé cau
khuén 2 ,2meg;
Huyét thanh tuyp 19A
polysaccharid phé cau
khuin 2,2mcg;
Huyét thanh tuyp 19F
polysaccharid phé ciu
khuén 2,2mcg;
Huyét thanh tuyp 23F
polysaccharid phé ciu
khuén 2,2mceg;
Protein vén chuyén
CRM197 32mcg

0,5ml thudc kém 1
kim tiém riéng biét;
Hop 10 bom tiém
d6ng sin 1 lidu don
0,5ml thude kém 10
kim tiém riéng biét
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3.2. Nha san xuft: Pfizer Manufacturing Belgium NV (D/c: Rijksweg 12, Puurs, 2870 -

Bi)

STT

Tén
thuoc

Hoat chét chinh -
Ham luwong

Dang
bao
ché

Tubi
tho

Tiéu
chuan

Quy cachdong
goi

S6 ding ky

Prevenar
13

Ma@i liéu don 0,5ml c6
chua:

Huyét thanh tuyp 1
polysaccharid phé ciu
khuén 2,2mcg;

Huyét thanh tuyp 3
polysaccharid phé ciu
khudn 2,2meg;

Huyét thanh tuyp 4
polysaccharid phé ciu
khuén 2,2meg;

Huyét thanh tuyp 5
polysaccharid phé cau
khuén 2,2meg;

Huyét thanh tuyp 6A
polysaccharid phé cau
khuin 2,2mcg;

Huyét thanh tuyp 6B
polysaccharid phé ciu
khuin 4,dmcg;
Huyét thanh tuyp 7F
polysaccharid phé céu
khudn 2,2mecg;
Huyét thanh tuyp 9V
polysaccharid phé cu
khuan 2,2meg;
Huyét thanh tuyp 14
polysaccharid phé ciu
khuén 2,2meg;
Huyét thanh tuyp 18C
polysaccharid phé ciu
khuin 2,2meg;
Huyét thanh tuyp 19A
polysaccharid phé ciu
khudn 2,2meg;

Huyét thanh tuyp 19F
polysaccharid phé cdu
khuén 2,2mcg;
Huyét thanh tuyp 23F
polysaccharid phé ciu
khudn 2,2mcg;
Protein van chuyén
CRMI197 32mcg

Hon dich
tiém

36
thang

TCCS

Hép 50 lo thudc
tiém, mdi lo chira 1
liéu don 0,5ml

QLVX-H03-
1143-19

CUC TRUONG
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