BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
Sé: 370 /Qb-QLD Ha Noi, ngay 18 thang o6 nam 2021
QUYET PINH

Vé viéc ban hanh Danh muc 14 vic xin, sinh phim
dugc gia han giay ding ky lwu hanh tai Viét Nam - Dot 41

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Duoc s6 105/2016/QH13 ngay 06/4/2016;

Cin ct Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chtrc nang, nhi¢ém vu, quyen han va co cau t6 chirc ciia Bo Y té;

Cin ctr Quyét dinh s6 7868/QP- BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chrc ning, nhiém vu, quyén han va co cau t6 chtc ciia Cuc Quan 1y
Duoc thuge Bo Y té;

Can ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cta Bo trudong Bo Y
té quy dinh viéc dang ky luu hanh thuoc nguyén liéu lam thude;

Can cir y kién cua Ho1 dong tu van cap gidy dang ky luu hanh thubc, nguyén
liéu 1am thude - BO Y té;

Xét dé nghi cua Truong phong Pang ky thube - Cuc Quan 1y Duoc,

QUYET PINH:

Ppicéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 14 Véc Xin, sinh
pham dugc gia han gidy dang ky Iru hanh tai Viét Nam - Dot 41, bao gom:

1. Danh muc 04 vic xin dugc gia han gidy ding ky lu’u hanh hiéu luc 05
nam - Dot 41 (tai Phu luc I kem theo).

Cac vac xin tai Danh muyc nay dugc giit nguyén thong tin s6 ding ky da
duogc cap va c6 hidu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh myc 10 sinh pham duoc gia han gidy dang ky luu hanh hiéu luc 05
nam - Bot 41 (tai Phu luc Il kem theo).

Céc sinh pham tai Danh myc nay dugc giit nguyén thong tin s6 dang ky da
duogc cap va co hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co sd san xuat va co s¢ diang ky thudc cé trach nhiém:

1. Cung cip thudc vao Viét Nam theo ding cac ho so, tai liéu da dang ky véi
B6 Y té va phai in s dang ky duoc B Y té Viét Nam cdp 1én nhan thube.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh ctia B Y té vé
nhap khau thudc va luu hanh thube tai Viét Nam, néu co bat cr thay doi gi trong
qué trinh Iuu hanh thudc & nudc sé tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan ly Dugc -Bo0 Y té Viét Nam.

3. Thyc hién viéc c@p nhat ti€u chuan chat luong ciia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truéng Bo Y té quy dinh vé
chét luong thube, nguyén liéu 1am thudc.

4. Cap nhat nhin thudc va to hudéng din sir dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to hudéng dan sir dung thude trong thoi




han 06 thang ké tir ngdy ky ban hanh Quyét dinh nay theo hinh thirc thay d6i, bo
sung gidy dang ky luu hanh thuc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 ctia B truong BO Y té quy dinh viée dang ky luu hanh thude, nguyén
liéu 1am thude.

5. Phéi hop véi cac co 50y té du phong, co sé diéu tri dé thuc hién theo
dung cac quy dinh hién hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung
khong mong mudn cla thuoc trén ngudi Viét Nam va téng hop, bao cao theo quy
dinh tai Diéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo truong Bo
Y t& quy dinh viéc dang ky luu hanh thudc, nguyen liéu lam thudc d6i voi cac
thudc thudc Danh muc ban hanh kém theo Quyét dinh nay.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
han hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong
truong hop khong con dap ung du diéu kién hoat dong, co sd ding ky phai c6 trach
nhiém thuc hién thay doi co s¢ dang ky theo quy dinh tai Thong tu s0 32/2018/TT-
BYT ngay 12/11/2018 cta Bo truong Bo Y té quy dinh viéc ding ky luu hanh
thubc, nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co s dang ky
khong con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cao Bo Y té vé cap nhat tinh trang dap ung
Thue hanh 6t san Xuat cla co 80’ san Xuat thuoc nguyén liéu lam thudc. Truong
hop co so san xuét bi thu hoi gidy phép san xuat hodc khong dap tmg Thyc hanh
tdt san xuét thudc, nguyén li¢u lam thude & nudc s tai, co s& phai thuc hién viéc
bao cdo trong thoi han 15 ngay ké tir ngdy c6 thong bio cla co quan quan Iy cé
tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh sb
54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot s6 diéu va
bién phap thi hanh Luat Dugc.

Piéu 3. Quyét dinh co hiéu lyc ké tir ngay ky ban hanh.

Picu 4. Giam doc S¢ Y té cac tinh, thanh phd truc thuéc Trung wong, gidm
dbc co so san xudt va co s& dang ky co thude tai Diéu 1chiu trach nhiém thi hanh
Quyét dinh nay./.
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

Phu luc I )
DANH MUC 04 VAC XIN PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 41
(Ban hanh kem theo Quyéet dinh so: ...370...../.QD-0QLD, ngay ..18......06..../2021...)

1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser
street, #23-28 Duo Tower, Singapore 189352, Singapore)
1.1. Co s& san xuat: Abbott Biologicals B.V. (Pia chi san xuat thanh phdm: Veerweg 12,
8121 AA Olst, Ha Lan; San xuét ban thanh pham don gia va ban thanh pham tam gia: C.J.

van Houtenlaan 36, 1381 CP Weesp, Ha Lan)

STT Tén Hoat chat chinh — Dang | Tuoi | Tiéu Quy cach So ding | SO lan
thude Ham lwgng bao tho | chuén dong goi ky gia
ché han
1. |Influvac | M&i 0,5 ml vic xin Hoén 12 TCCS Hop 1 xy QLVX- 01
chira: A/Guangdong- dich thang lanh x 0,5ml | 0653-13
Maonan/SWL1536/20 | tiém hon dich
19 (HINA)pdmO09- tiém
like strain
(A/Guangdong-
Maonan/SWL1536/20
19, CNIC-1909)
15mcg
heamagglutinin;
A/Hong
Kong/2671/2019
(H3N2)-like strain
(A/Hong
Kong/2671/2019,
IVR-208) 15mcg
heamagglutinin;
B/Washington/02/201
9-like strain
(B/Washington/02/20
19, wild type) 15mcg
heamagglutinin;
2. Co sé diang ky: Cong ty TNHH Mot thanh vién Vicxin va Sinh phiam sé 1
(Pia chi: S6 1 phd Yersin, phudng Pham Pinh Ho, quan Hai Ba Trung, Ha Noi, Viét Nam)
2.1. Co sé san xuat: Cong ty TNHH Mt thanh vién Vicxin va Sinh phim s6 1
(Pia chi: S6 1 phd Yersin, phuong Pham Dinh Ho, quan Hai Ba Trung, Ha Noi, Viét Nam)
STT Tén Hoat chat chinh - Dang | Tudi | Tiéu Quy cach S6 ding | SO lan
thudc Ham lwgng bao tho | chuin dong goi ky gia
ché han
2. | Vacxinta | Mai liéu 1,5ml vac Hon 24 | TCCS | Hop 10lox | QLVX- 01
ubng — xin chira: dich thang 7,5ml -5 825-14
mORCV | V.cholerae O1, El ubng lidu; Hop 10
AX Tor, Phil.6973 (bét lox 1,5ml—




hoat bang
formaldehyde) 600
E.U. LPS; V.cholerae
0139, 4260B (bat
hoat bang
formaldehyde) 600
E.U. LPS; V.cholerae
01, Cairo 50 (bét hoat
bang formaldehyde)
300 E.U. LPS;
V.cholerae O1, Cairo
50 (bat hoat bang
nhiét d§) 300 E.U.
LPS; V.cholerae O1,
Cairo 48 (bat hoat
bang nhiét d6) 300
E.U. LPS)

1 liéu

3. Co sé¢ diang ky: Vién vic xin va Sinh pham Y té (IVAC) (Pia chi: 9 Pasteur, Nha Trang,
Khanh Hoa, Viét Nam)
3.1. Co s6' san xuit: Vién Vic xin va Sinh phim Y té (IVAC) (Dia chi: 9 Pasteur — Nha
Trang — Khénh Hoa, Vi¢t Nam)

STT Tén Hoat chét chinh - Dang | Tudi | Tiéu Quy cach S6 S6 lan
thude Ham lwgng bao tho | chuin dong goi dang | gia han
ché Ky
3. | Vacxin MB&i liéu 0,5ml vic xin | Hon 30 TCCS Hop 10 1o, QLVX- 01
udn van chtra: dich thang mdi lo chira 942-16
bach hdu | Giai doc td udn van tiém 5ml — 10 liéu
hap phy | tinh ché it nhat 20
(Td) dvqt; Giai doc t6 bach
hau tinh ché it nhat 2
dvqt
4. |Viacxin | Mdi liéu 0,5ml vic xin | Hon 30 | TCCS | Hop206ng, | QLVX-| 01
ubn van | chira: dich thang mdi dng chira | 943-16
bach hdu | Giai doc toudn van | tiém 0,5ml - 1 liéu
hap phu | tinh ché it nhat 20
(Td) dvqt; Giai doc t6 bach
hau tinh ché it nhat 2
dvqt
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc

Phu luc II

DANH MUC 10 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH LAN
THU NHAT TAI VIET NAM HIEU LUC 05 NAM - PQT 41

(Ban hanh kém theo Quyét dinh sé: 310...../OP-QLD, ngay .18......./00../2021 )

1. Co s& dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser
Street, #23-28 DUO Tower, Singapore 189352, Singapore)

1.1. Co sé san xuat: Abbott Laboratories GmbH (Pia chi: Justus-von-Liebig-Strape 33,
31535 Neustadt, buc)

STT Tén Hoat chét chinh Dang Tubi Tiéu Quy cach S6 ding | S6 lan
thude — Ham lwgng bao ché tho chuin dong goi ky gia
han
1. | Creon Pancreatin Vién 24 TCCS Hop 02 vix | QLSP- 01
25000 300mg tuong nang thang 10 vién 0700-13
duong véi cung
(Amylase 18000
don vi Ph.Eur;
Lipase 25000
don vi Ph. Eur;
Protease: 1000
don vi Ph.Eur)

2. Co sé ding ky: Cong ty C6 phan Vic xin va Sinh phdm Nha Trang (Dia chi: 26 Han
Thuyén, phuong Xuong Huan, Tp. Nha Trang, tinh Khanh Hoa, Viét Nam)

2.1. Co sé san xuét: Cong ty C6 phin Vic xin va Sinh phim Nha Trang (Bia chi: Thon
Cay Xoai, xi Subi Tan, huyén Cam Lam, tinh Khanh Hoa, Viét Nam)

STT Tén Hoat chét chinh Dang Tuoi Tiéu Quy cach S6 ding | SO lan
thudc - Ham lwgng bao ché tho chuin dong goi ky gia
han
2. | Biolac Lactobacillus Vién 36 TCCS Hop 10 vix | QLSP- 01
acidophilus 10° — nang thang 10 vién; Lo 853-15
10" CFU/500 mg; | cung 100 vién
Lactobacillus
sporogenes 10° —
10" CFU/500 mg;
Lactobacillus
kefir 10° — 107
CFU/500 mg
3. | Biolac Lactobacillus Thudc 36 TCCS Hopnhox | QLSP- 01
acidophilus 10° — cdm thang 10 g6ix O1g; | 854-15
10" CFU/g; Hop lén x 10
Lactobacillus hop nho x 10
sporogenes 10° — goix 0lg
10" CFU/g;
Lactobacillus
kefir 10°— 107
CFU/g




3. Co sé dang ky: F.Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse 124, CH-4070
Basel, Thuy Sy)

3.1. Co s6¢ san xuat: F.Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst,
Thuy Sy)

STT Tén Hoat chét chinh Dang Tubi Tiéu Quy cach S6 ding | SO lan
thuoc - Ham lwgng bao che tho chuan dong goi ky gia
han
4. | Mabthera | Rituximab Dung 30 TCCS Hop 01 1o QLSP- 01
1400mg/11,7ml | dich tiém | thang HO1-
dudi da 1072-17

4. Co sé¢ dang ky: Merck Export GmbH (Pia chi: Frankfurter Strafe 250, 64293
Darmstadt, Durc)
4.1. Co sé san xuat: Merck Healthcare KGaA (Pia chi: Frankfurter Strafe 250, 64293
Darmstadt, Durc)

STT Tén Hoat chét chinh Dang Tubi Tiéu Quy cach S6 ding | S6lan
thuoc - Ham lwgng bao ché | tho chuan dong goi ky gia
han
5. | Erbitux Cetuximab Dung 48 TCCS Hop 01 1o x QLSP- 01
5 mg/ml dich tiém | thang 20 ml 0708-13
truyen

4.2. Co s& san xuat: Merck Serono S.A. (Pia chi: Zone Industrielle de 1’Ouriettaz, CH-
1170 Aubonne, Thuy SY)

STT Tén Hoat chat chinh Dang Tuoi Tiéu Quy cach So diing | So lan
thude - Ham lwgng bao ché tho chuén dong goi ky gia
han
6. | Pergoveri | Follitropin alfa Bot va 30 TCCS Hop chta 01 | QLSP- 01
] (r-hFSH) 150 IU | dung méi | thang lobotva0l | 0709-13
(twong duong 11 | phatiém lo dung mai;
micrograms); Hop chtra 03
Lutropin alfa (r- lo bot va 03
hLH) 75 TU lo dung moi
(twong duong 3
micrograms)

4.3. Co s& san xuit: Merck Serono S.p.A (Pia chi: Via delle Magnolie 15, (Localita
Frazione Zona Industriale), Modugno (BA), 1-70026, Y)

STT Tén Hoat chit chinh Dang Tuoi Tiéu Quy cach S6 ding | SO lan
thudc - Ham lwgng bao ché tho chuin dong goi ky gia
han
7. | Saizen Somatropin 6 mg Dung 18 TCCS Hop chtra 01 | QLSP- 01
liquid dich tiém | thang dngx 6 0758-13
mg/1,03 ml;
Hop chura 05
ong x 6

mg/1,03 ml

5. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd. (Dia chi: 27/F, Lee Garden Two, 28
Yun Ping Road, Causeway Bay, Hong Kong)

5.1. Co s& san xudt: MSD International GmbH T/A MSD Ireland (Carlow) (Dia chi:
Dublin Road, Carlow, Co. Carlow, Ireland)




Co sé dan nhin va déng goi cap 2: Schering-Plough Labo N.V. (Dia chi: Industriepark

30, Heist-op-den-Berg, 2220 Belgium)

STT Tén Hoat chit chinh Dang Tudi Tiéu Quy cach So diing | SO lan
thudc - Ham lwgng bao ché tho chuin dong goi ky gia
han
8. | Keytruda | Pembrolizumab Dung 24 TCCS Hop 01 lo x QLSP- 01
100 mg/4ml dich dam | thang 4ml HO2-
dac pha 1073-17
tiém
truyén

5.2. Co s6 san xuét: Vetter Pharma-Fertigung GmbH & Co.KG. (Dia chi: Mooswiesen

2, 88214, Ravensburg, Dtic)

Co s déng g6i thir cap va xuit xwong 16: N.V Organon (Dia chi: Kloosterstraat 6, 5349

AB Oss, Ha Lan)

STT Tén Hoat chat chinh Dang Tuoi Tiéu Quy cach So ding | SO lan
thude - Ham lwong bao ché tho chuin dong goi ky gia
han
9. | Puregon | Follitropin beta Dung 36 TCCS Hop chtra 01 | QLSP- 01
3001U/0,36 ml dich tiém | théng ong cartridge | 0788-14
va2goix3
kim tiém dé
dung véi but
tiém

6. Co s& dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38, Beach road, #18-11,

South Beach Tower, Singapore 189767, Singapore)

6.1. Co s& san xuit: Sanofi-Aventis Deutschland GmbH. (Pia chi: Industriepark Hochst,

Briiningstrape 50, D-65926 Frankfurt am Main, Dtic)

STT Tén Hoat chit chinh Dang Tubi Tiéu Quy cach S6 ldiing | SO lan
thudc - Ham lwgng bao ché tho chuin dong goi ky gia
han
10. | Lantus Insulin glargine | Dung 36 TCCS Hop 05 but QLSP- 01
solostar 100 don vi/Iml dich tiém | thang tiém x 3ml 857-15
trong but
tiém nap
sdn
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