BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sé: 556  /QDP-QLD Ha N¢i, ngay 18 thang 11 nam 2020
QUYET PINH

vé viéc ban hanh Danh muc 13 vic xin, sinh pham
dugce cap giay dang ky luwu hanh tai Viét Nam - Dot 39

CUC TRUONG CUC QUAN LY DUQC

Can ctt Luat Dugc s6 105/2016/QH13 ngay 06/4/2016:

Can cir Nghi dinh sd 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phu quy
dinh chtrc nang, nhiém vy, quyén han va co cau t6 chiic ciia BO Y té;

Can ctt Quyét dinh s6 7868/QP- -BYT ngay 28/12/2018 cta Bo truong Bo Y
té quy dinh chuc nang, nhiém vu, quyén han va co cu t6 chtrc ciia Cuc Quan Iy
Duogc thudc BO Y té;

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

Can ctr y kién cua Ho1 ddng tu van cap gidy dang ky luu hanh thube, nguyén
liéu 1am thubc - B Y té;

Xét dé nghi ctia Truong phong Pang ky thube - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 13 véc xin, sinh
pham duoc cép gidy dang ky Iuu hanh tai Viét Nam - Dot 39, bao gom:

1. Danh muc 02 vic xin duoc cdp gidy dang ky luu hanh hiéu lyc 03 nam -
Dot 39 (tai Phu luc I kem theo).

Céc thude tai Danh muc nay c6 s6 dang ky véi ky hiéu VX3-...-20 va hiéu
luc 03 niam ké tir ngdy ky ban hanh Quyet dinh nay.

2. Danh muc 04 sinh pham dugc cap gidy dang ky lwu hanh hiéu lyc 03 nim
- Bot 39 (tai Phu luc 1l kem theo).

Céc thudc tai Danh muc nay c6 sé dang ky voi ky hiéu SP3-...-20 va hiéu
lwc 03 nidm ké tir ngdy ky ban hanh Quyet dinh nay.

3. Danh muyc 07 sinh phdm duoc cip gidy ding ky luu hanh hiéu luc 05 nim
- Dot 39 (tai Phu luc 111 kém theo).

Céc thudc tai Danh muc nay c6 sé ding ky voi ky hiéu SP-...-20 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co 50 san xuat va co s¢ dang ky thude co trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac ho so, tai lidu da dang ky véi
BO Y té va phai in s6 dang ky dugc Bo Y té Viét Nam cép 1én nhén thude.

2. Chap hanh day du phép luat cua Viét Nam va cac quy dinh cia BO Y té vé
nhap khau thudc va luu hanh thube tai Viét Nam, néu co bat cr thay doi gi trong
qué trinh Iyu hanh thubc ¢ nude sé tai va & Viét Nam thi phai bdo cdo ngay cho
Cuc Quan Iy Dugc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chét lugng cua thudc theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thudce.




4. Cap nhat nhan thudc va to hudng dan st dung thude theo quy dinh tai
Théng tu sb 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truéong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to hudéng dan sir dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thtrc thay ddi, bd
sung gidy dang ky lwu hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 cua B trudng Bo Y té quy dinh viée dang ky luu hanh thube, nguyén
liéu 1am thudc.

5. Phéi hop voi cac co S0y té du phong, co so diéu tri dé thuc hién theo
dung cac quy dinh hién hanh vé thube ké don, theo doi an toan, hiéu qua, tac dung
khong mong mudn cla thuoc trén ngudi Viét Nam va tong hop, béo cdo theo quy
dinh tai Diéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong B
Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thubc 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 lyc cua gidy dang ky luu hanh thudc, nguyén lidu lam thudc. Trong
truong hop khong con dap tng du didu kién hoat dong, co so dang ky phai ¢o trach
nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 ctia Bo truong B Y té quy dinh viéc dang ky luu hanh
thudc, nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co sé dang ky
khéng con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cao Bo Y té vé& cap nhat tinh trang dap Gmg
Thuc hanh tét san xuét cla co SO’ san Xudt thuoc nguyén liéu 1am thubc. Truong
hop co so san xuét bi thu hoi gidy phép san xuat hodc khong dép tmg Thuc hanh
t6t san xudt thude, nguyén liéu lam thudc ¢ nudc so tai, co so phai thyc hién viéc
bao céo trong thoi han 15 ngay ké tir ngay co6 thong bao cla co quan quan 1y c6
tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh $6
54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot so diéu va
bién phap thi hanh Luat Duoc.

Picu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Picu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung vong, gidm
dbc co s6 san xuat va co s¢ ding ky ¢ thude tai Dicu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I

DANH MUC 02 VAC XIN PUQC CAP GIAY PANG KY LUU HANH TAI

VIET NAM HIEU LUC 03 NAM - POT 39

(Ban hanh kém theo Quyét dinh sé: 338

....... /OD-QLD, ngay .18......./.1}.../.2020...)

1. Co sé¢ ding ky: Cong ty co phin y té Pirc Minh (Dia chi: S6 51, ngd 205, ngach 323/83
Xuan Dinh, Bic Tir Liém, Ha Noi, Viét Nam)
1.1. Co sé san xuat: Biological E. Limited (Dia chi: Plot No. 1, Biotech Park, Phase I,
Kolthur Village - 500 078, Shameerpet Mandal, Medchal-Malkajgiri District, Telangana

State, An D9)
STT Tén Hoat chit | Dang bao Tudi Tiéu Quy cachdoéng S6 dang ky
thuoc chinh - Ham che tho | chuan goi
lwgng

JEEV Virus viém Hén dich 36 TCCS Lo vic xin 3 VX3-1178-20
ndo Nhét Ban tiém thang mcg/ 0.5 ml, Hop
bat hoat, tinh 1 lo; hop 10 lo;
khiét (ching hop 48 lo
SA 14-14-2) —
3 mcg/0,5ml

JEEV Virus viém Hoén dich 36 TCCS | Lo vic xin 6 VX3-1179-20
ndo Nhét Ban tiém thang mcg/ 0.5ml. Hop
bat hoat, tinh 1 lo; Hop 10 lo;
khiét (chung Hop 48 1o
SA 14-14-2) -
6 mcg/0,5ml

CUC TRUONG
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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phic

Phu luc II
DANH MUC 04 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 03 NAM - POT 39

(Ban hanh kém theo Quyét dinh sé: ...556...../0P-QLD, ngay ...18.......11.../2020...)

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 xuit: Abbott Laboratories GmbH (Dia chi: Justus-von-Liebig-Strafe 33,
31535 Neustadt, Buc)

STT Tén Hoat chit Dang Tudi | Tiéu Quy cich déong | S6 ding ky
thudc chinh-Ham | baoché | tho | chuin goi
lugng
Creon Pancreatin Vién 24 Hop 10 vix 10 i )

L 10000 150mg twong nang | thang Tees vién; Hop 05 vi x SP3-1180-20
duong voi cung 10 vién; Hop 02
Lipase 10 000 vi x 10 vién
Ph.Eur. Units,
Amylase 8 000
Ph.Eur. Units,
Protease 600
Ph.Eur. Units

Creon Pancreatin Vién 24 Hop 10 vix 10 i )

2 40000 400mg tuong nang | thang Tees vién; Hop 05 vi x SP3-1181-20
duong voi cung 10 vién; Hop 02
Lipase 40000 vi x 10 vién
Ph.Eur. Units,
Amylase 25000
Ph.Eur. Units,
Protease 1600
Ph.Eur. Units

2. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315), Singapore)

2.1. Co sé san xuit:

Co sé san xuat va déng goi: Lek Pharmaceuticals d.d. (Pia chi: Kolodvorska cesta 27, 1234
Menges, Slovenia)

Co s& xuat xwéng: Lek Pharmaceuticals d.d. (Pia chi: Verovskova 57, 1526 Ljubljana,
Slovenia)

STT Tén Hoat chit Dang Tudi Tieu Quy cach dong | SO ding ky
thuoc chinh - Ham | baoche | tho | chuan goi
lwgng




Actobim

Bot Lebenin
280 mg
(1,2x10" CFU
vi khuén séng
sinh acid lactic
dong kho
(Lactobacillus
acidophilus (sp.
L.gasseri);
Bifidobacterium
infantis;
Enterococcus
faecium))

Vién
nang
cung

24
thang

TCCS

Hop 2 vi x 8 vién

SP3-1182-20

3. Co s¢ dang ky: Novo Nordisk A/S (Pia chi: Novo All¢, DK-2880 Bagsvard, Pan Mach)
3.1. Co s& san xuat: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsveard, Pan

" Vii Tuan Cudng

Mach)
STT Tén Hoat chit Dang Tubi Tiéu Quy cach déng | S6 ding ky
thuoc chinh- Ham | baoché | tho | chuan goi
lwgng
Levemir | Insulin detemir Dung 30 Hop chira 5 ong
. . TCCS o SP3-1183-20
Penfill (rDNA) dich thang tiém x 3ml
300 U/3ml tiém
____CUC TRUONG
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Phuy luc 111

DANH MUC 07 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI

VIET NAM HIEU LU'C 05 NAM - PQT 39

(Ban hanh kém theo Quyét dinh sé: ...556..../0P-QLD, ngay ....18...../11..../2020...)
1. Co sé dang Kky: Unico Alliance Co., Ltd. (DPia chi: Unit 1007, Tower B, Seaview Estate,

2-8 Watson Road, North Point, Hong Kong)

1.1. Co s& san xuat: CSL Behring LLC (Pia chi: Route 50 North, 1201 N. Kinzie, Bradley,

IL 60915, My).
STT | Tén thudc | Hoat chat | Dang bao Tubi Tiéu Quy cach déng | S6 ding ky
chinh - Ham che tho | chuan goi
lugng
25 Albumin truyén | thang
12,5g/50ml

2. Co sé dang ky: Diethelm & Co., Ltd (Dia chi: Wiesenstrasse 8, 8008 Zurich, Thuy S¥y)
2.1. Co s6'san Xuat:
Co sé san xuat: Grifols Biologicals Inc. (Pia chi: 5555 Valley Boulevard, Los Angeles, CA

90032, M3)

Co sé dong goi: Grifols Biologicals Inc. (Dia chi: 13111 Temple Avenue, City of Industry,

CA 91746, M¥)

STT | Tén thudc | Hoat chat | Dangbao | Tudi | Tiéu Quy cach déong | SO ding ky
chinh - Ham ché tho | chuin goi
lwgng
2 Albutei Human : A : ] ]
: utein . Dungdich | 36 TCCS | Hop 1 chai 250ml, | SP-1185-20
5% Albumin tim | thang hop 1 chai 500ml
12,59/250ml; |  truyén
25g/500ml

2.2. Co sé¢ san xuat: China Chemical & Pharmaceutical Co., Ltd. Hsinfong Plant (Pia
chi: 182-1, Keng Tze Kou, Hsinfong, Hsinchu, Pai Loan, R.O.C).

STT | Tén thudc | Hoat chat | Dang bao | Tuodi | Tiéu Quy cach dong | SO ding ky
chinh - Ham ché tho | chuan goi
lwong
3. Urokinase- | Urokinase Bot dong 42 TCCS Hop 10 1o x SP-1186-20
Green 60000 U kho pha | thang 60000 IU/1o
Cross Inj. tiém

60000 1U




3. Co sé ding Ky: Cong ty C6 phan Cong nghé sinh hoc dwgc Nanogen (Dia chi: Lo I-5
C Khu cong nghé cao, Phuong Tang Nhon Phu A, Quan 9, TP. H6 Chi Minh, Viét Nam)

3.1. Co sé san xuat: Cong ty Co phan Cong nghé sinh hoc dugc Nanogen (Dia chi: L6 I-
5 C Khu cong nghé cao, Phuong Tang Nhon Phu A, Quan 9, TP. H6 Chi Minh, Viét Nam).

STT | Tén thudc | Hoat chiat | Dang bao Tudi Tiéu Quy cach dong | SO ding ky
chinh - Ham che tho | chuan goi
lwgng
4. |Pegoyte | Pegfilgrastt | py o gich | 24 | Tces | Hoplbomtiém | gp 4967 5
m 6 tiém thang dong san thuoe x
mg/0,6ml 0,6 ml
4. Co sé dang ky: Novartis Pharma Services AG (Dia chi: Lichtstrasse 35, 4056 Basel,
Thuy S¥) )
4.1. Co s6 san xuat: Novartis Pharma Stein AG (Pia chi: Schaffhauserstrasse, 4332 Stein,
Thuy S9).
STT | Tén thudc | Hoat chiat | Dang bao Tudi Tiéu Quy cach déong | SO ding ky
chinh - Ham che tho | chuan goi
lwong
5 | Lucentis Ranibizumab Dung dich | 36 TCCS Hop 01 19 X SP-1188-20
2,3mg/0,23 Ry . 0,23ml, 01 kim loc
tiém thang x X
ml dé rat thuoc trong

lo, 01 kim tiém
trong dich kinh, 01
ong tiém dé rat
thudc trong 1o va
tiém trong dich
kinh; Hop 01 lo x
0,23ml va 01 kim
loc dé rut thude
trong lo; Hop 01
lo x 0,23ml

5. Co s¢ dang ky: F. Hoffmann-La Roche Ltd. (Pia chi: 124 Grenzacherstrasse, CH-4070

Basel, Thuy S¥)

5.1. Co sé san xuit:

Co sé san xuidt: Chugai Pharma Manufacturing Co., Ltd. (Pia chi: 16-3, Kiyohara
Kogyodanchi, Utsunomiya-City, Tochigi, Nhat)

Co sé déng géi va xuiat xwong 16: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg CH-
4303 Kaiseraugst, Thuy S¥)

STT | Tén thudc | Hoat chat | Dang bao | Tudi | Tiéu Quy cich déong | S6 ding ky
chinh - Ham ché tho | chuin goi
luwong
6 | Actemra Tocilizumab Dung dich | 30 Tees | Hop llox 10ml | op 1189.20
200mg/10ml dam dac | thang
dé pha
dung dich
tiém

truyén




5.2. Co sé san xuat: Roche Diagnostics GmbH (Pia chi: Sandhofer Strasse 116, D-68305
Mannheim Germany)

STT | Tén thudc | Hoat chiat | Dang bao Tudi Tiéu Quy cach dong | SO ding ky

chinh - Ham che tho | chuan goi
lwong
- | Recormon | Epoetin beta Dung dich | 24 TCCS Hc,?p 6 lzorm tleA’m SP-1190-20
40001U/ - . dong san thuoc
tiém thang
0,3ml
CUC TRUONG
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