BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tu do — Hanh phiic
Sb: 151 /QP-QLD Ha Noi, ngay 08 thding 03 nam 2023
QUYET PINH

Vé vigc sira d6i thong tin thube dugc cip, gia han gidy ding ky lru hanh tai Viét Nam ban
hanh kém theo cac Quyet dinh cap, gia han glay dang ky luu hanh ciia Cuc Quéin ly Duge

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh chitc ndng,
nhiém vu, quyén han va co cdu t6 chirc cia Bé Y té;

Can cir Nghi dinh s6 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mét
$6 diéu va bién phap thi hanh Ludt Dwoc;

Can cit Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira d6i, bé sung
mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn Iy nha nuée cia
Bo Y té;

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

Can cir Thong tie s6 08/2022/TT-BYT ngay 05/9/2022 ciia B trieong Bé Y té quy dinh viéc
dang ky lwu hanh thuoc, nguyén liéu lam thuéc;

Can cir ho so dang ky lwu hanh thuée lwu tai Cuc Quan Iy Duoe;

Theo dé nghi ciia Trieong phong Bang ky thuée, Cuc Quan Iy Dugc.

. W , QUYET PINH: ,

biéu 1. Stra d6i mot s6 thong tin thude duoc cap, gia han gidy dang ky luu hanh tai Viét
Nam ban hanh keém theo cac Quy€t dinh cap, gia han gidy dang ky luu hanh cia Cyc Quan ly Dugc
(Phy lyc kém theo Quyét dinh nay).

Céc thong tin khac cua thuoc dugc cap, gia han gidy dang ky luu hanh tai Viét Nam ban
hanh kém theo cac Quyét dinh cdp, gia han gidy dang ky luu hanh thudc tai Phu luc kém theo
Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay cd hiu lyc ké tur ngdy ky ban hanh.

Piéu 3. Giam ddc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va Giam doc co s&
san xuat va co sd dang ky c6 thuoc tai Picu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: ~ KT.CUC TRUONG
- Nhu biéu 3; S hH QPHO cuc TRUO’NG
- BT. Pao Hong Lan (dé b/c); § i‘ g ) .

- TTr. B§ Xuan Tuyén (dé blc);

- Cuc trudng Vii Tun Cuong (dé blc);

- Cyc Quany - Bo Qudc phong, Cuc Y té - Bo Cong An; «\ DUGC XV
- Cuc Y té GTVT - By Giao théng van tai; Tong Cuc Hai quan \Q\ N 3
- Bo Tai chinh; Bao hiém x3 hoi Viét Nam; 2 Yy A

-BJ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra B; ~Nguyén Thanh Lam
- Vién KN thudc TW, Vién KN thude TP. HCM; Vién Kiém

dinh Qudc gia VX & SPYT;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 givong bénh truc thuoc BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.




Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY PANG KY LUU HANH TAI VIET NAM
BAN HANH KEM THEO CAC QUYET DINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC

(Ban hanh kém theo Quyét dinh so: 151

/OD-QLD ngay 08 thang 03 nam 2023cua Cuc Quan ly Duoc)

1. Quyét dinh s6 317/QDP-QLD ngay 17/06/2022 cia Cuc truéng Cuc Quan 1y Duoc vé viéc ban hanh Danh muc 32 vic xin, sinh pham duoc cip, gia

han gidy dang ky luu hanh tai Viét Nam — Dot 44

STT | Tén thudc Co s6 dang ky S6 ding ky N¢i dung dinh Thoéng tin da ghi Thong tin dinh chinh
chinh
1 | Cerebrolysin | Ever Neuro Pharma QLSP-845-15 | Dang bao ché Dung dich dam dac ‘dé pha Dung dich tiém va truyén
GmbH dung dich tiém truyén

2. Quyét dinh s6 575/QDP-QLD ngay 26/09/2022 cua Cuc trudng Cyc Quan 1y Duoc vé viée ban hanh Danh muc 159 thude san xuét trong nuée duoc

cép gidy dang ky luu hanh tai Viét Nam — Dot 179

STT | Tén thubc Co s¢ dang ky S6 ding ky N¢i dung dinh Thong tin da ghi Thong tin dinh chinh
chinh
2 | Rebamipid | Congty C6 phan Duge | VD-35781-22 | Tén thudc Rebamipid 100 mg Rebamipid 100
100 mg Hau Giang

3. Quyét dinh sé 683/QD-QLD ngay 25/10/2022 ciia Cyc truong Cuc Quan 1y Dugc vé viée ban hanh Danh muc 26 vic xin, sinh pham duoc cip, gia

han gidy dang ky Iuu hanh tai Viét Nam — Dot 45

STT | Tén thubc Co s¢ dang ky S6 ding ky N¢i dung dinh Thong tin da ghi Thong tin dinh chinh
chinh
3 | Prevenar 13 Pfizer (Thailand) QLVX-HO03- Hoat chét chinh - | Mdi }iéu don 0,5ml ¢ chira: | Mdi }iéu don 0,5ml ¢6 chtra:
Limited 1142-19 Ham lugng Huyét thanh tuyp 1 Huyét thanh tuyp 1




polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 3
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 4
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 5
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 6A
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 6B
polysaccharid phé cau khuan
4,4mcg; Huyét thanh tuyp 7F
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 9V
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 14
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp
18C polysaccharid phé cau
khuén 2,2mcg; Huyét thanh
tuyp 19A polysaccharid phe
cau khuan 2,2mcg; Huyét
thanh tuyp 19F polysaccharid
phé cau khuan 2,2mcg; Huyét
thanh tuyp 23F polysaccharid
phé cau khudn 2,2mcg

polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 3
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 4
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 5
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 6A
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 6B
polysaccharid phé cau khuan
4,4mcg; Huyét thanh tuyp 7F
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 9V
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 14
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 18C
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 19A
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 19F
polysaccharid phé cau khuan
2,2mcg; Huyét thanh tuyp 23F
polysaccharid phé cau khuan
2,2mcg; Protein van chuyén
CRM197 32mcg

4. Quyét dinh s6 832/QP-QLD ngay 21/12/2022 Cuc truong Cuc Quéan ly Dugc vé viéc ban hanh Danh muc 125 thudc san xuét trong nuée duoc cip

gidy dang ky luu hanh tai Viét Nam — Dot 181




STT | Tén thubc Co s¢ dang ky S6 ding ky N¢i dung dinh Thong tin da ghi Thong tin dinh chinh
chinh
4 | Oramycin Medochemie Ltd. GC-344-22 DPé muc "Co so 1. Co s¢ dang ky: 1. Co s¢ dang ky (Co s¢ dat
750mg dang ky"; "Co sé | Medochemie Ltd. gia cong): Medochemie Ltd.
san xuat" 1.1. Co so san xuat: Cong ty | 1.1. Co so san xuét (Co s&
TNHH Medochemie (Vién nhén gia cong): Céng ty
bong) TNHH Medochemie (Vién
Dong)
5 | Oramycin Medochemie Ltd. GC-343-22 DPé muc "Co so 1. Co s¢ dang ky: 1. Co s¢ dang ky (Co s¢ dat
1.5g dang ky"; "Co sé | Medochemie Ltd. gia cong): Medochemie Ltd.
san xuat" 1.1. Co so san xuat: Cong ty | 1.1. Co so san xuét (Co s&
TNHH Medochemie (Vién nhén gia cong): Cong ty
bong) TNHH Medochemie (Vién
Dong)

5. Quyét dinh s6 833/QD-QLD ngay 21/12/2022 cia Cuyc trudng Cuc Quén 1y Duoc vé viéc ban hanh Danh muc 137 thudc san xuat trong nudc duoc gia
han gidy dang ky luu hanh tai Viét Nam — Dot 181

STT | Tén thubc Co s¢ dang ky S6 ding ky N¢i dung dinh Thong tin da ghi Thong tin dinh chinh
chinh
6 | GliritDHG Cong ty C6 phan Dugc | VD-24598-16 | Tén thude GliritDHG 500mg/2,5mg Glumeben 500mg/2,5mg

500mg/2,5mg | Hau Giang

7 | Naptogast 20 | Cong ty TNHH BRV VD-13226-10 | Hoat chét chinh - | Pantoprazol (dudi dang vi hat | Pantoprazol (dudi dang vi hat
Healthcare Ham luong bao tan trong rudt) 20mg bao tan trong rudt 8,5%) 20mg

6. Quyét dinh sé 855/QD-QLD ngay 30/12/2022 Cuc truong Cuc Quan Iy Dugc vé viéc ban hanh Danh muc 180 thudc san xuét trong nuée duoc cip
gidy dang ky luu hanh tai Viét Nam — Dot 182



STT | Tén thudc Co sé dang ky S6 diang ky Noi dung dinh Thong tin da ghi Thong tin dinh chinh
chinh
8 | Tovibraf Coéng ty TNHH DRP VD-36234-22 | Tén thude Tovibraf Tovibraft
Inter

7. Quyét dinh s6 62/QD-QLD ngay 08/02/2023 cua Cuc truong Cuc Quan Iy Duge vé viée cong bd Danh muc thude, nguyén liéu lam thude co gidy dang
ky luu hanh dugc tiép tuc sir dung theo quy dinh tai khoan 1 Piéu 3 Nghi quyét s6 80/2023/QH15 ngay 09/01/2023 ciia Quéc hoi (Dot 1) va cong vin
s6 4781/QLD-DK ngay 02/06/2022 cia Cuc Quan Iy Dugc vé viée cong bd danh muc thude theo quy dinh tai khoan 1 Diéu 14 Nghi dinh s6 29/2022/ND-

CP cua CP
STT | Tén thudc Co s6 dang ky S6 ding ky N¢i dung dinh Thong tin da ghi Thong tin dinh chinh
chinh
9 | Feronsure Cong ty cd phan cong QLSP-917-16 | Co sé dang ky; - Co so dang ky: Congty Co | - Co so dang ky: Cong ty Co
ngh¢ sinh hoc dugc Co s6 san xuat phan Cong nghé Sinh Hoc phan Cong nghé sinh hoc
Nanogen Duoc Duogc Nanogen
- Co sO san xudt: Cong ty Co | - Co sd san xudt: Cong ty Co
phan Cong nghé Sinh Hoc phan Cong nghé sinh hoc
Duoc Duoc Nanogen
10 | Nanokine Cong ty co phan cong | QLSP-923-16 | Co so dang ky; - Co so dang ky: Cong ty Co | - Co so dang ky: Cong ty CH
4000 IU ngh¢ sinh hoc dugc Co s6 san xuat phan Cong nghé Sinh Hoc phan Cong nghé sinh hoc
Nanogen Duoc Duogc Nanogen
- Co sO san xuat: Cong ty C6 | - Co sd san xudt: Cong ty Co
phan Cong nghé Sinh Hoc phan Céong nghé sinh hoc
Duoc Duoc Nanogen




