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CONG HOA XA HOI CHU NGHiA VIET NAM. . .
Doc lap - Tr do - Hanh phue

HaN9i, ngay 02 thangg nam 202 2..

QUYETDJNH
Ve vi@c cong bo Danh mge thuoc bi@t drgc goc - Dot 2 nam 2022

KT. Cl)C TRUONG
TRUONG

Nui nhiin:
- Nhtr BiSu 3;
- 06ng chi Q. B('> tmc'mg (dS b/c);
- Cac d/c Thfr trnc'mg BYT (dS b/c);
- Cuc truong (de b/c);
- Cvc Quan Y - B('> Qu6c phong; Cuc Y tS - B('>
Cong an; C\IC y tS GTVT - BQ Giao thong van
tai; T6ng C\JC Hai quan - BQ Tai chinh;
- Bao hiem Xa hoi Viet Nam;
- BQ y tS: Vv Phap ch@, Cvc QLYDCT, Cvc
QLKCB, Thanh tra B('>;
- Cac Vi~n: KN thu6c TW, KN thu6c TP. HCM;
- T6ng Cong ty Due Viet Nam- CTCP; Cac co
so· kinh doanh dtrqc;
- Cac Benh vi@n & Vin co giuong benh trre
thu('>c BQ Y tS; Truog tam mua sam tap trung
thu6c Qu6c gia;
- Cue QLD: QLKDD, QLCLT, PCTTra, QLGT,
VPC, Website;
- Luu: VT, BK.

Theo di nght cua TruongphongPhongDang ky thu6c - Cuc Quan ly Duoc.
QUYETDJNH:

Dieu 1. Cong bo Danh ID\lC thuoc biet duoc g6c - Dqt 2 nam 2022, g6m 16th :.cl
tai Phu luc km theo Quyet dinh nay, cu the:

- Phu luc I: Danh muc 10 thuc bit dugc goc duoc phe duyet thay doi, bo sung gi@y
dang ky luu hanh.

- Ph\l l\lc II: Danh ID\lC 06 thu6c bi~t duqc g6c c6 thaydi thong tin khi gia han giay
dang ky luu hanh .

Dieu 2. Quyet dinh nay co hi@u hrc ke tr ngay ky ban hanh.
Diu 3. Giam d6c S6' Y tS cac tinh, thanh ph6 tnrc thu9c Trung uang, cac ca s6' kinh

doanh dugc va Giam dc co so co thuoc neu tai Dieu I chju trach nhiem thi hanh Quyet
dinh nay./.

eve TRUONG eve QUAN LyDUQ'C
Can cuLu{ltDu9'C s6 105/2016/QHl3 ngay 06/04/2016; I
,CancNghi dinh 54/2017/ND-CP ngdy 08/05/2017 cua Chinhphu quy dtnh chi it

m9t so dieu ve bienphap thi hanh Lu@tDuoc;
Can cuNght dtnh s6 155/2018/NfJ-CP ngay 12111/2018 cua Chinhphu sua d6i 9t

s6 quy dinh lien quan din diiu ki¢n ddu tu kinh doanh thu9c phgm vi quan ly nha n p·c
cua Bo Yte;

Can cuNght dtnh s6 75/2017/NfJ-CP ngay 20/6/2017 cua Chinhphu quy dtnh chuc
nang, nhi¢m v~, quyin hgn va CO' cdu t6 chuc cua B9 Y ti;

Can cu Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B9 truimg B9 Y ti quy
dtnh vi¢c dang ky luu hanh thu6c, nguyen li¢u lam thu6c;

Can cu Thong tus6 23/2021/TT-BYTngay 09/12/2021 cua B<) Yti sita d6i, b6 sung
m9t s6 van ban quyphgmph~p lu{lt do B<) tru6ngB<) Y ti ban hanh; ,

Can cu Quyet dtnh s6 7868/QD-BYT ngy 28/12/2018 cua B(J truimg B(J Y te quy
dinh chtc nang, nhi@m vu, quyen han va co cau to chic ca Cuc Quan lDuoc thu9c Bo
Yti-,
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Phu luc I
DANH Ml}C 10 THUOC BIET DU'QC GOC DU'QC PHe DUYET THAY DOI, BO SUNG GIAY DANG KY LUU HANH - DOT 2 NAM 2022

(Ban hanh kem theo Ouye dinh s6 I' D-OLD ngdy 02 /8 /022 cua Cuc Quan l Duoc)

STT Ten thuoc II Hoat chat Ham lurong/ Nang Quy each dong s6 ding kj Co so san Dia chi co· so san NtrO'C Cong van
Ii do goi; Dang bao xuat xuat san phe duyet

I che xut thay d6i, b6

- sung

l Diovan 160 Valsartan 160mg Hp2 vi x 14 VN-18398-14 Siegfried Ronda de Santa Tay Cong van so
vien nen bao Barbera, S.L. Maria 158 08210 Ban 4595/QLD-
phim Barbera del Valles, Nha DK ngay

Barcelona 31/05/2022

2 Diovan 80 Valsartan 80mg Hp2 vi x 14 VN-18399-14 Siegfried Ronda de Santa Tay Cong van so
vien nen bao Barbera, S.L. Maria 158 08210 Ban 4595/QLD-
phirn Barbera del Valles, Nha DK ngay

Barcelona 31/05/2022

3 Exforge Amlodipine (duoi l 0mg Amlodipine, Hp 2 vi x 14 VN-16342-13 Siegfried Ronda de Santa Tay Cong van so
dang Amlodipine 160mgValsartan vin nen bao Barbera, S.L. Maria 158 08210 Ban 4595/QLD-
besylate), Valsartan phim Barbera del Valles, Nha DK ngay

Barcelona 31/05/2022

4 Exforge Amlodipine (duoi 5mg Amlodipine, H<)p 2 vi x 14 VN-16344-13 Siegfried Ronda de Santa Tay Cong van so
dang Amlodipine 80mgValsartan vien nen bao Barbera, S.L. Maria 158 08210 Ban 4595/QLD-
besylate), Valsartan phim Barbera del Valles, Nha DK ngay

Barcelona 31/05/2022

5 Exforge HCT Amlodipin (duoi dang Amlodipin (duoi Vin nen bao VN-19287-15 Siegfried Ronda de Santa Tay Cong van so
10mg/160mg/12.5mg Amlodipin besilate), dang Amlodipin phirn; H<)p 4 vi Barbera, S.L. Maria 158 08210 Ban 4595/QLD-

Valsartan, besilate) 10mg, x7 vien Barbera del Valles, Nha DK ngay
Hydrochlorothiazide Valsartan 160mg, Barcelona 31/05/2022

Hydrochlorothiazide
12,5mg

6 Exforge HCT Amlodipin (duoi dang Amlodipin (duoi Vien nen bao VN-19289-15 Siegfried Ronda de Santa Tay Cong van so
5mg/160mg/12.5mg Amlodipin besilate), dang Amlodipin phim; Hop 4 vi Barbera, S.L. Maria 158 08210 Ban 4595/QLD-

Valsartan, besilate) 5mg, x7 vien Barbera del Valles, Nha DKngay
Hydrochlorothiazide Valsartan 160mg, Barcelona 31/05/2022

Hydrochlorothiazide
12 ')mo-
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STT Ten thu6c " Ham hrqng/ NAng Quy each dong s6 ding ky CO' so san Dja chi co so san Nroe Cong vanHoat chat
dQ goi; Dang bao xuat xuat san ph@ duyet

II che xuat thay doi, b6
- SUD{!,

7 Flixotide Evohaler Fluticasone 125mcg/lieu xit H()p 1 binh xit VN-16267-13 Co so san Dia chi ca so san Tay Cong van so
propionate 120 lieu, Thuoc xufrt, dong xuat, dong goi th& Ban 2689/QLD-

xit dang phun goi thr cap cap va xuat xu6'ng: Nha DK ngay
mu dinh lieu va xuat Avda. De 20/03/2020
(dung dS hit qua xm'mg: Extremadura, 3.
mi@ng) Glaxo Poligono Industrial

Wellcome Allenduero,
S.A. 09400-Aranda de

Duero (Burgos),
Spain.

8 Galvus Vildagliptin 50mg Vien nen; H()p 2 VN-19290-15 Siegfried Ronda de Santa Tay Cong van so
Vi X 14 Vien Barbera, S.L. Maria 158 08210 Ban 4595/QLD-

Barbera de! Valles, Nha DK ngy
Barcelona 31/05/2022

9 Navelbine 20mg Vinorelbine ditartrate Vinorelbine ditartrate Vien nang mem, VN-15588-12 Fareva Pau 1 Avenue du Beam, Phap Cong van so
tuangduang hQp 1 vi X 1 vien 64320 Idron, 1571/QLD-
Vinorelbine 20mg France DK ngay

08/03/2022

10 Navelbine 30mg Vinorelbine ditartrate Vinorelbine ditartrate Vien nang mem, VN-15589-12 FarevaPau 1 Avenue du Beam, Phap Cong van so
tuangduang hQp 1 Vi X 1 Vien 64320 Idron, 1572/QLD-
Vinorelbine 30mg France DK ngay

08/03/2022
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Phu luc II
DANH MUC 06 THUC BIET DUOC GOC CO THAYDOI THONG TIN KHI GIA HAN GIAY DANG KY LUU HANH - DOT 2 NAM 2022

(Ban hanh kem theo Ouyedinh so#/QD-OLD ngdy 02 / 8 /2022 cua Cuc Quan ly Duoc)

STT Ten thuoc Hoat chat Ham lugng/ Nang Quy each S ding ky CO' so san xuat Dia chi co so san Nrro·c Quyet dinh gia
do dong goi; xuftt san han GDKLH

Dang bao che xuat
1 Coversyl 10mg Perindopril Perindopril arginine Hop 1 lo 30 VN-17086-13 Les Laboratoires 905 Route de Saran, Phap Quyet dinh so

arginine (tuong i'.rng v&i vien; Vien nen Servier Industrie 45520 Gidy 185/QD-QLD
6,790mg bao phim ngay 19/04/2022
perindopril) 10mg

2 Coversyl 5mg Perindopril Perindopril arginine H(>p 1 lo 30 VN-17087-13 Les Laboratoires 905 Route de Saran, Phap Quyet dinh so
arginine (tuong t'.rng v&i vien; Vien nen Servier Industrie 45520 Gidy 185/QD-QLD

3,395mg bao phim ngay 19/04/2022
perindopril) 5mg

3 Risperdal Risperidone 1mg H(>p 6 vi x 10 VN-19987-16 Janssen Cilag Via C. Janssen, y Quyet dinh so
vi@n; Vien nen S.P.A (loc.Borgo S. 265/QD-QLD
bao phim Michele)- 04100 ngay 11/05/2022

Latina (LT), Y

4 Risperdal Risperidone 2mg H(>p 6 vi x 10 VN-18914-15 Janssen Cilag Via C. Janssen, y Quyet dinh so
vien nen bao S.P.A (loc.Borgo S. 265/QD-QLD
phim Michele)- 04100 ngay 11/05/2022

Latina LT), Y

5 Sifrol Pramipexole Pramipexole Vien nen VN-17272-13 Boehringer Binger Str. 173, Drc Quyet dinh so
dihydrochloride dihydrochloride ph6ng thich Ingelheim Pharma 55216 Ingelheim am 232/QD-QLD
monohydrate monohydrate cham; Hop 3 GmbH&Co.KG Rhein ngay 29/04/2022

(tuong duong Vi X 10 vien
Pramipexole
0,26mg) 0,375mg

6 Zyrtec Cetirizin lmg/ml Dung dich VN-19164-15 Aesica Via Praglia 15, y Quyet dinh so
dihydrochlorid u6ng, H(>p 1 Pharmaceuticals 10044 Pianezza TO. 232/QD-QLD

chai 60 ml S.r.l ngay 29/04/2022
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