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CUC QUAN LY DUQC Poc l1ap — Tw do — Hanh phuc
Sé: 519 /QP-QLD Ha Noi, ngay 06 thdng g9 nam 2021
QUYET PINH

Vé viéc sira ddi thong tin tai Danh muc thuée dwoc Cap glay ding ky luvu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy ding ky luu hanh
cia Cuc Quan ly Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;

Can ci Ngh; dinh sé 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phui guy dinh
chitc néing, nhiém vu, quyén han va co cdu té chirc ciia B4 Y té;

Can ci Ngh; dinh sé 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy dinh
chi tiét mét sé diéu va bién phap thi hanh Ludt Duwoc;

Can cir Nghi dinh so 155/2018/NP-CP ngay 12/11/2018 cua Chinh ph sira
doi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh thuéc pham
Vi Qudn 1y nha nuéc cia Bo Y té;

Can cir Nghi d@inh sé 30/2020/NP-CP ngay 05/3/2020 cuia Chinh phui vé cong
tac van thu;

Céin cir Théong tr 6 32/2018/TT-BYT ngay 12/11/2018 cua B trwong Bé Y té
quy dinh viéc dang ky huu hanh thuéc, nguyén liéu 1am thuéc;

Can cir Thong tw s6 29/2020/TT-BYT ngay 31/12/2020 cua B trueng Bo Y té
sira doi, bé sung va bai bé mét sé van ban quy phem phép lugt do B trieong Bé Y
té ban hanh, lién tich ban hanh;

Cdn cir vao hé so dang ky lweu hanh thudc heu tai Cuc Qudn Iy Duoc;

Theo dé nghi ciia Truong phong Bang ky thuéc, Cuc Qudn 1y Duroc,

QUYET PINH:

Piéu 1. Sira d6i mot sb thong tin tai Danh muyc thudc duoc cap gidy ding ky
luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap giay dang ky luu hanh
cua Cyc Quan Iy Duogc (Danh muc cu thé tai Phy luc kém theo Quyét dinh nay).

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

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



Piéu 3. Giam dbc So'Y té c4c tinh, thanh phé tryc thuoc Trung wong va Giam
doc co s& san xuat va co s¢ dang ky ¢6 thudc tai Bieu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.
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- Cuc truéng Vit Tudn Cudng (dé blc); (5/ cuc ()

- Cuc Quan y - Bo Quéc phong, Cuc Y té - B Cong an; ! \

- Cuc Y t€ GTVT - Bo Giao thong van tai; Tong cuc Hai quan -\ c XY

Bo Tai chinh; L ’ //
- Bao hiém X4 hoi Viét Nam; N A

- B9 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra B¢; Nguyén Thanh Lam
- Vién KN thudc TW, Vién KN thuoc TP. HCM;

- Tf)ng Cong ty Duoc Viét Nam — CTCP; Cac cong ty XNK dugc

pham;

- Céc Bénh vién, Vién co giwong bénh truc thuoc BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra, VP

Cuc; Website Cuc QLD;

- Luu: VT, bK.
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PHU LUC

Danh muc céc théng tin sira d6i ciia cac thude dwoc cAp gidy ding ky Iwu hanh tai Viét Nam

519

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

/OD-QLD ngay 06

ban hanh kém theo cac Quyét dinh cap gidy ding ky luvu hanh ciia Cuc Quén 1y Dwgc

(Ban hanh kém theo Quyét dinh so /09 [2021)

A £ A 1 , £ 1< . | N@idungsiwa | Thong tin tai danh muc A o 2.
STT | Ténthuoc | Co sé dang ky | So dang ky dai di ban hanh Thong tin sira doi
] Merck Export | QLSP-959- \ X b in Dung dich tiém pha san
1 Gonal-f GmbH 16 Dang bao ch¢ Dung dich tiém trong bit
2. Quyét dinh s6 693/QP-QLD ngay 03/10/2018
\ £ Co sé ding | So ding N . .z | Théng tin tai danh muc N
STT | Tén thuoc Ky Ky Noi dung stra doi a3 ban hanh Thong tin sira doi
F. Hoffmann- QLSP- | Cach ghi dia chi co Schutzenstrasse 87 and 99- | Schiitzenstrasse 87 and 99-
1 Actemra La Roche smad’ 101, 88212 Ravensburg, | 101, 88212 Ravensburg,
1120-18 S¢ san xuat
Ltd. Germany Germany
Merck Sharp , e s Schutzenstrasse 87 and 99- | Schiitzenstrasse 87 and 99-
2 Elonva & Dohme QLSP- | Cach Wgh} dia Ehl o 101, 88212 Ravensburg, | 101, 88212 Ravensburg,
) 1124-18 S¢ san xuat
(Asia) Ltd. Germany Germany
Merck Sharp , e s Schutzenstrasse 87 and 99- | Schiitzenstrasse 87 and 99-
3 Elonva & Dohme QLSP- Cachqgh} dia Ehl o 101, 88212 Ravensburg, | 101, 88212 Ravensburg,
) 1125-18 S¢ san xuat
(Asia) Ltd. Germany Germany




: ‘s Insulin  nguoi  (rDNA)
Insulin nguoi (r[?NA) 1000 1000 I1U/10ml bao gém
4 Mixtard 30 Novo QLSP- Tén hoat chat ;gizlt?ongl %a(;)OIS(;E)mSIOIUSS soluble fraction
Nordisk A/S | 1128-18 ' : S 3001U/10ml va isophane
isophane insulin crystals | . i I
2001U/10ml insulin crystals
7001U/10ml
Human Shire QLSP- | Quy cach dong goi Hop 1 lo 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 lo 50ml Hop 1 chai 50ml
5 Albumin Singapore 1131-18
Baxter 250 Pte. Ltd.
g/l
. Quyét dinh s6 101/QP-QLD ngay 09/03/2021
Tén Co sé ding | So ding A . AR Thong tin tai danh muc PR
STT thuéc Ky Ky Noi dung stra doi d3 ban hanh Thong tin sira doi
. . ..~ . . .| Amgen Manufacturing Ltd. | Amgen Manufacturing
L] Masi Phﬁ;ﬁ!'gte SP3-1221- 5522 %r(‘,)'nten Zlavd;i ﬁg; (Pia chi: State Road 31, Km | Limited (Dia chi: State
Ltd ' 21 U £8 24.6, Juncos, Puerto Rico | Road 31, Km 24.6, Juncos,
B g 00777 — 4060, MY) Puerto Rico 00777, MY)
. , oa v 1o 1. | Amgen Manufacturing Ltd. | Amgen Manufacturing
> | Myas Phﬁfﬂig'gte SP3-1222- CC;“;}; %}gnten Zf‘faliﬁg (Dia chi: State Road 31, Km | Limited (Pia chi: State
Ltd ' 21 <N &8 24.6, Juncos, Puerto Rico | Road 31, Km 24.6, Juncos,
§ g 00777 — 4060, M) Puerto Rico 00777, M)
. Quyét dinh s6 102/QP-QLD ngay 09/03/2021
Tén Co sé ding | SO diing N Y Thong tin tai danh muc Y
STT thudc Ky Ky Noi duvng Su:a doi 43 ban hanh Thoéng tin sira doi
1 Tiéu chuan chat lugng USP 38 USP 41
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Wosulin-
30/70

Wockhardt
Limited

SP3-1224-
21

Wockhardt Towers, | Wockhardt Towers,
Cach ghi dia chi co s¢ | Bandra-Kurla ~ Complex, | Bandra Kurla Complex,
dang ky Branda (East), Mumbai 400 | Bandra (East), Mumbai

051, An Do 400051 MH, An DJ.

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

STT Tég Co s()’,dz'lng S6 df‘lng dltlj(leg Théng tin tai d\anh muc da ban Théng tin sira i
thuoc ky ky . SR hanh
swra dol
1| Vaxigrip | sanofi VX3- Vaitro | * Co so san xuat va xuat xuong: | * Co s¢ san xuat:
Tetra Pasteur 1230-21 cac co sO | - Sanofi Pasteur (Pia diém san xuat | - Sanofi Pasteur (dia chi:
14 Espace tham gja 1: Parc Industriel d’Incarville, | Parc Indust_riel d’Incarville, 27100
Henry san xuat | 27100 Val de Reuil, Phap; Dia | Val de Reuil, Phap).
Vallée, diém san xuat 2: 1541 avenue | * Co s¢ Xuat xuong:
69007 Lyon Marcel Meérieux, 69280 Marcy |- Sanofi Pasteur (dia chi: 1541
— Phap L’Etoile, Phap). avenue Marcel Meérieux, 69280

Marcy L’Etoile, Phap).

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

* Co so dong ong va dong goi:

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

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

* Co s¢ dong ong:

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

- Sanofi Winthrop Industrie (dia
chi: 1051 boulevard Industriel, LE
TRAIT, 76580, Phép).
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* Co s& dong gbi th 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 s& dong gbi thir cap:

- Sanofi Pasteur (dia chi: 1541
avenue Marcel Meérieux, 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, Phéap).

- 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 | Mbi 0,5 ml vac xin chia: Mbi 0,5 ml vac xin chua:

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

luong (HIN1)pdmQ09 - st dung chung | (HIN1)pdmQ9 — sir dung chung

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

A/South Australia/34/2019 (H3N2)
— su dung chung tuong duong
(A/South Australia/34/2019, IVR-
197) 15 micrograms

B/Washington/02/2019 — su dung
chung tuong duong
(B/Washington/02/2019,  chuing
hoang d&) 15 micrograms

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

A/South Australia/34/2019 (H3N2)
— st dyng ching tuwong duong
(A/South Australia/34/2019, IVR-
197) 15 micrograms HA

B/Washington/02/2019 — sir dung
chung tuong duong
(B/Washington/02/2019, chung
hoang d&) 15 micrograms HA




B/Phuket/3073/2013 — su dung
chung tuong duong
(B/Phuket/3073/2013, chung
hoang d&) 15 micrograms

B/Phuket/3073/2013 — s dung
chung tuong duong
(B/Phuket/3073/2013, chung
hoang d&) 15 micrograms HA

KT.CUC TRUONG
—PHO CUC TRUONG
I:IQG'/Z\_‘T‘:\,,\
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