BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phic
S6: 519 /QP-QLD Ha Noi, ngay 06 thang g9 nam 2021
QUYET DPINH

Veé viéc sira doi thong tin tai Danh muc thuf)c dugc g?ip giﬁy dang ky luru hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap giay dang ky luu hanh
cua Cuc Quan ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc s6 105/2016/0H13 ngay 06/4/2016;

Can cit Nghi dinh sé 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy dinh
churc nang, nhiém vy, quyén han va co céu t6 chire ciia Bo Y té;

Can cit Nghi dinh sé 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy dinh
chi tiét mot sé diéu va bién phap thi hanh Ludt Duoc;

Can civ Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira
doi, bé sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham
vi qudn Iy nha nwée ciia BY Y té;

Can cit Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé cong
tdc van thu;

Can cir Thong tie s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trieong Bo Y té
quy dinh viéc dang ky lieu hanh thudce, nguyén lidu lam thuéc;

Can cir Thong tie s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé trieong Bo Y té
stta doi, bé sung va bdi bé mét sé van ban quy pham phdp ludt do Bé trieéng B Y
té ban hanh, lién tich ban hanh;

Can cir vao hé so ding ky luu hanh thuéce lwu tai Cuc Quan Iy Dwoc;

Theo dé nghi ciia Trieéng phong Pang ky thuée, Cuc Quan Iy Diroc,

QUYET PINH:

Piéu 1. Stra doi mot sb thong tin tai Danh muc thude duoc cap gidy dang ky
lwu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh
cua Cuc Quan ly Duoc (Danh muc cu thé tai Phu luc kém theo Quyét dinh nay).

Céc thong tin khéc tai Danh muc thudc duoc cép gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh thudc tai
Phu lyc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Picu 3. Giam doc So'Y té cac tinh, thanh phé truc thudc Trung uong va Giam
doc co s¢ san xuat va co s¢ dang ky ¢6 thuoc tai Di€u 1 chiu trach nhiém thi hanh
Quy¢t dinh nay./.
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BOY TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tuw do — Hanh phic

PHU LUC

Danh muc cic thong tin sira do6i clia cic thudc dugce cip gidy ding ky luu hanh tai Viét Nam

519

1. Quyét dinh s6 239/QP-QLD ngay 08/6/2016

/OD-QOLD ngay 06

ban hanh kém theo cac Quyét dinh cép gidy ding ky luvu hanh ciia Cuc Quén ly Duoc

(Ban hanh kém theo Quyét dinh s6 /09 /2021)

n £ o ax , £ 1x . | NOidung stra | Thong tin tai danh muc A e o 2.
STT | Tén thuoc | Co so dang ky | So dang ky adi d5 ban hanh Thong tin stra doi
Merck Export | QLSP-959- \ % 1 n Dung dich tiém pha sin
1 Gonal-f GmbH 16 Dang bao ché Dung dich tiém trong bilt
2. Quyét dinh s6 693/QP-QLD ngay 03/10/2018
o £ Co sé ding | SO ding . . .z. | Thong tin tai danh muc N
STT | Tén thuoc ky ky Noi dung swa doi d3 ban hanh Thong tin swra doi
F. Hoffmann- , C e Schutzenstrasse 87 and 99- | Schiitzenstrasse 87 and 99-
1 Actemra La Roche QLSP- | Cach ghi diachico'| | “"gg515 " Rayensburg, | 101, 88212 Ravensburg,
1120-18 SO san xuat
Ltd. Germany Germany
Merck Sharp , C e Schutzenstrasse 87 and 99- | Schiitzenstrasse 87 and 99-
2 Elonva & Dohme QLSP- | Cach ghi diachico'| | “"gg515 " Rayensburg, | 101, 88212 Ravensbure,
: 1124-18 SO san xuat
(Asia) Ltd. Germany Germany
Merck Sharp , C e Schutzenstrasse 87 and 99- | Schiitzenstrasse 87 and 99-
3 Elonva & Dohme | QUSP- | Cachghidiachicol o " egr 1o Ravensburg, | 101, 88212 Ravensburg,
: 1125-18 SO san xuat
(Asia) Ltd. Germany Germany




Insulin ngudi (rDNA) 1000 | BSulin - nguoi  (tDNA)
A 1000 IU/10ml bao gom
) Novo QLSP- n £ IU/Ile bao gom SOlub? soluble fraction
4| Mixtard 30 1 0 dick A/S | 1128-1g | Lemhoatchat - iraction - 300TUAOmL vl 305051001 va isophane
isophane insulin crystals | . i .
7001U/10ml msulin crystals
7001U/10ml
Human Shire QLSP- | Quy cach dong goi Hop 1 1o 50ml Hop 1 chai 50ml
5 Albumin Singapore 1130-18
Baxter 200 Pte. Ltd.
g/l
Human Shire QLSP- | Quy cach dong goi Hop 1 1o 50ml Hop 1 chai 50ml
6 Albumin Singapore 1131-18
Baxter 250 Pte. Ltd.
g/l
. Quyét dinh s6 101/QP-QLD ngay 09/03/2021
Tén Co so ding | SO ding ne . R Thong tin tai danh muc A e o aZ.
STT thude ky ky Noi dung swra doi d5 ban hanh Thong tin swa doi
: . .o~ _~ 4 .. | Amgen Manufacturing Ltd. | Amgen Manufacturing
1 Mvasi Phiﬁflgllg) o SP3-1221- CC(?CS}é %}glnten éav(ialiﬁgi (Pi1a chi: State Road 31, Km | Limited (Pia chi: State
Ltd ' 21 udn £8 24.6, Juncos, Puerto Rico | Road 31, Km 24.6, Juncos,
i & 00777 — 4060, My) Puerto Rico 00777, M¥)
: . oA+ 2. .. | Amgen Manufacturing Ltd. | Amgen Manufacturing
5 | Muasi Phiﬁflgllg) o | SP3-1222- Cc(j“’sl; %}g;ten Zf‘vdali l‘f; (Dia chi: State Road 31, Km | Limited (Dia chi: State
Lid ' 21 SN g8 24.6, Juncos, Puerto Rico | Road 31, Km 24.6, Juncos,
i & 00777 — 4060, M¥) Puerto Rico 00777, M¥)
. Quyét dinh s6 102/QP-QLD ngay 09/03/2021
Tén Co sé ding | SO ding ne . R Thong tin tai danh muc A e o R
STT thube ky ky Noi duqng swra doi d3 ban hanh Thong tin swra doi
1 Ti€u chuan chat lugng USP 38 USP 41
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Wosulin-
30/70

Wockhardt
Limited

SP3-1224-
21

Céch ghi dia chi co s&
dang ky

Wockhardt
Bandra-Kurla

051, An B9

Towers,
Complex,
Branda (East), Mumbai 400

Wockhardt Towers,
Bandra Kurla Complex,
Bandra (East), Mumbai
400051 MH, An D0.

5. Quyét dinh s6 371/QP-QLD ngay 18/06/2021:

STT Té? Co s(r’déng So df‘lng dljl(l.)llg Thong tin tai d‘anh muc da ban Théng tin sira di
thuoc ky ky " aXe hanh
stra doi
1| Vaxigrip | g 006 VX3- Vai tro * Co 6 san xuat va xué} xuong: | * Co so san Xuat:
Tetra Pasteur 1230-21 cac co sO | - Sanofi Pasteur (P1a diém san xuat | - Sanofi Pasteur (dia chi:
14 Bspace tham gja 1: Parc Industriel d’Incarville, | Parc Industriel d’Incarville, 27100
Henry san xuat 27q1 00 Val df; Reuil, Phap; Dia | Val de Reu@l, Phap).
Vallée diém san xuat 2: 1541 avenue | * Co s¢ xuat xuong:
69007 ’Ly on Marcel Meérieux, 69280 Marcy |- Sanofi Pasteur (dia chi: 1541
— Phap L’Etoile, Phap). avenue Marcel M¢érieux, 69280

Marcy L’Etoile, Phap).

- Sanofi Pasteur (dia chi: Parc
Industriel d’Incarville, 27100 Val
de Reuil, Phap).

* Co so dong 6ng va dong goi:

- Sanofi Pasteur: (Pia diém 1: 1541
avenue Marcel Mérieux, 69280
Marcy L’Etoile, Phap; Dia diém 2:
Parc Industriel d’Incarville, 27100
Val de Reuil, Phap)

- Sanofi Winthrop Industrie (Pia
chi: 1051 boulevard Industriel, Le
Trait, 76580, Phap — Pia diém 3).

* Co so dong 6ng:

- Sanofi Pasteur (dia chi: Parc
Industriel d’Incarville, 27100 Val
de Reuil, Phap).

- Sanofi Winthrop Industrie (dia
chi: 1051 boulevard Industriel, LE
TRAIT, 76580, Phap).
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* Co so dong goi thir cap:

- Centre de Recherches et de
Nouvelles Applications SA
(CRNA SA) (bia chi: Zoning
Industriel d’Heppignies Ouest,
Avenue d’Heppignies, Fleurus,
6220, Bi).

* Co so dong goi thir cap:

- Sanofi Pasteur (dia chi: 1541
avenue Marcel Mérieux, 69280
Marcy L’Etoile, Phap).

- Sanofi Pasteur (dia chi: Parc
Industriel d’Incarville, 27100 Val
de Reuil, Phap).

- Sanofi Winthrop Industrie (dia
chi: 1051 boulevard Industriel, LE
TRAIT, 76580, Phap).

- Centre de Recherches et de
Nouvelles  Applications  SA
(CRNA SA) (dia chi: Zoning

Industriel d’Heppignies Ouest,
Avenue d’Heppignies, Fleurus,
6220, Bi).

Cach ghi | M6i 0,5 ml viac xin chua: M&di 0,5 ml vac xin chira:

ham A/Brisbane/02/2018 A/Brisbane/02/2018

lugng (HIN1)pdm09 — st dung chung | (HIN1)pdmO09 — str dung chiing

tuong duong (A/Brisbane/02/2018,
IVR-190) 15 micrograms

A/South Australia/34/2019 (H3N2)
— st dung chung tuong duong
(A/South Australia/34/2019, IVR-
197) 15 micrograms
B/Washington/02/2019 — st dung
ching tuong duong
(B/Washington/02/2019,  chung
hoang da) 15 micrograms

tuong duong (A/Brisbane/02/2018,
IVR-190) 15 micrograms HA

A/South Australia/34/2019 (H3N2)
— st dung chung tuong duong
(A/South Australia/34/2019, TVR-
197) 15 micrograms HA

B/Washington/02/2019 — st dung
chung tuong duong
(B/Washington/02/2019,  chung
hoang da) 15 micrograms HA




B/Phuket/3073/2013 — st dung
chung tuong duong
(B/Phuket/3073/2013, ching
hoang da) 15 micrograms

B/Phuket/3073/2013 — st dung
chung tuong duong
(B/Phuket/3073/2013, chung
hoang da) 15 micrograms HA

KT. CUC TRUONG

" Nguyén Thanh Lam




