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CcucC QUAN LY DUQC Doc 1ap — Tw do — Hanh phiic
Sé: 137 /QP-QLD Ha Noi, ngay 29 thdang 02 ndam 2024
QUYET PINH

V& viéc sira doi thong tin thudc trong Danh muc thudc c6 chirng minh twong
dwong sinh hoc kém theo cac Quyét dinh cong bo Danh muc thuoc ¢6 ching
minh twong dwong sinh hoc ctia Cuc Quéan ly Dugc

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé truwcéng B Y
té quy dinh viéc ding ky lwu hanh thudc, nguyén lidu lam thudc,

Can cir Quyét dinh s6 1969/0P- BYT ngay 26/04/2023 cua Bo truong Bo
Y té quy dinh chirc nang, nhi¢m vu, quyén han va co cdu t6 chire ciia Cuc Quan
ly dwoc thuoc Bo Y té;

Theo dé nghi ciia Truwdng phong Dang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Stra d6i mot sd thong tin thude trong Danh muyc thude ¢o chimg
minh tuong dwong sinh hoc ban hanh kém theo cac Quyét dinh cong bd Danh
muc thudc co chirng minh tuong duong sinh hoc cua Cuc Quan 1y Duoc (Phu luc
kém theo Quyét dinh nay).

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

Piéu 3. Giam doc So' Y té; Giam dbc bénh vién, vién ¢ givong bénh truc
thudc BO Y té; Giam ddc co so san xuat thude cé thude dugc cong bd tai Didu 1
va Thu trudng cac don vi ¢6 lién quan chiu trach nhiém thi hanh Quyét dinh

nay./.
Noi nhgn: KT. CUC TRUONG
-NhuDigu3; : !;IO CUC TRUONG

- B truong Dao Hong Lan (d€ b/c);

- Thir truéng D Xuan Tuyén (de b/c);
- Cuc truong Vi Tuin Cuodng (dé b/c);
- Béo hiém x4 hoi Viét Nam;

- Cuc Quan y - B Qudc phong;
-CucYt-Bo Cong an;
- Cuc Y té giao thong van tai - Bo GTVT; S //

-Bo Y té: VPB, Cuc QLKCB, Cuc KHCNDT, Thanh tra Nguyen Thanh Lam
B9, Vu PC, Vu BHYT, Vu KHTC;

- Vién KN thudc TU, Vién KN thudc TP. HCM,;

- Hiép hoi Doanh nghiép dugc Viét Nam;

- Trung tAm mua sam tap trung thuéc QG;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN; P.QLGT,

VPC;

- Website cua Cuc QLD;

- Luu: VT, BKT (02 ban).

L/\\



Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC CO CHUNG MINH TUONG PUONG SINH HQC
BAN HANH KEM THEO CAC QUYET PINH CONG BO DANH MUC THUOC CO CHUNG MINH
TUONG DPUONG SINH HQC CUA CUC QUAN LY DUQC
(Kém theo Quyét dinh s6 137 /OD-QOLD ngdy 29 /02 /2024 ciia Cuc Qudn Iy Duwoc)

A A . - . , . Thong tin tai
st | Ten Hoatchat, | Dang | Quyeach | gc g0,y o | Coso | Diachicose Daat, muyc Théng tin sira déi Ghi chi
thuoc ham lwgng bao ché | dong goi san xuat san xuat ~ 3
da ban hanh
1 Arbitel- Telmisartan Vién Hop 3 vi x [890110141923 | Micro No. 92 Sipcot | - Dang bao che¢: - Dang bao ché: - Quyét dinh s0 656/QDb-
AM 40mg, nén bao | 10 vién Labs Industrial Vién nén. Vién nén bao phim| QLD ngay 19/9/2023
Amlqdipine phim hai Limited Complex, - Quy cach dong goi: | hai 16p. cua Cuc Quan ly Dugc
(dudi . dang | 16p Hosur-635 | Hop2vix 15vien. |- Quy cach déng goi: | Y& Viée cong l?o D'fmh
Amlodipine 126, Tamil | _ o s& san xuét: Hon 3 vi x 10 vien muc thuoc co6 chung
besilate) Smg Nadu, India Merck Healthcare P VIX VA,I‘ * | minh tuong duong sinh
KGaA - CO s san xuat: hoc Dot 4 _ Ném 2023’;
* Pia chi co so san MlCI"O Labs|- Quyét dinh 5O
= Limited 452/QLD-bK ngay
Xuat: - Dia chi co s& san | 28/6/2023 ciia Cuc Quan
Frankfurter Strae | 4. Iy Duoc vé viéc ban
250, 64293 No. 92  Sipcot | hanh danh muc 96 thudc
Darmstadt, Industrial nudc ngoai dugc cap
Germany. Complex, Hosur- | gidy ding ky luu hanh
635 126, Tamil | tai Viét Nam- Dot 114.3.
Nadu, India.

2 Cardilopin | Amlodipine Vién Hop 3 vi x [599110187823 | Egis 1165 Dia chi co so san | Pia chi co s¢ san | - Quyét dinh s6 489/QP-
(duoi dang | nén 10 vién Pharmace | Budapest, Xudt: Xudt: QLD ngay 14/7/2023
Amlodipine uticals Bokényfoldiut | 1165 Budapest, | 1165 Budapest, | cuia Cuc Quan ly Dugc
besylate Private 118-120., Bokényfoldi ut | Bokényfoldi Gt | vé& viéc ban hanh danh
13,90mg) Limited Hungary 118-120., Hunagry | 118-120., Hungary | muc 186 thudc nudc
10mg Company ngoai duogc cap, gia han

gidy ding ky luu hanh
tai Viét Nam - Dot 115

- Quyét dinh sb
656/Qb-QLD ngay
19/9/2023 ctia Cuc Quan
ly Dugc vé viéc cong bd
Danh muc thubc co
chung minh tuong
duong sinh hoc Dot 4 -
Nam 2023.




140507, India

A A . . . . . Théng tin tai
STT Te? H‘oat chat, I‘)angA Q1'1y cac'l.l S6 ding ky C 'S0 B!{tChl co S0 Dan% muc Théng tin sira doi Ghi chu
thuoc ham lwgng bao ché | dong goi sdn xuat san xuat ~ 3
da ban hanh
3 Cardilopin | Amlodipine Vién Hop 3ivi'x (599110187923 | Egis 1165 Dia chi co so san | Pia chi co sé san | - Quyét dinh s6 489/QD-
(duoi dang | nén 10 vién Pharmace | Budapest, Xuat: Xuat: QLD ngay 14/7/2023
Amlodipine uticals Bokényfoldiut | 1165 Budapest, | 1165 Budapest, | cua Cyc Quan ly Dugc
besylate Private 118-120., Bokényfoldi ut | Bokényfoldi Gt | vé viéc ban hanh danh
6,95mg) 5mg Limited Hungary 118-120., Hunagry | 118-120., Hungary | muc 186 thudc nudc
Company ngoai dugc cap, gia han
gidy dang ky luu hanh
tai Viét Nam - Dot 115
- Quyét dinh sb
656/Qb-QLD ngay
19/9/2023 ctia Cuc Quan
1y Duoc vé viéc cong bd
Danh muc thubc co
chung minh tuong
duong sinh hoc Dot 4 -
Nam 2023.
4 MetSwift | Metformin Vién Hop 2 vi x 890110185823 | Ind-Swift | Off NH-21, | Sb dang ky: SO dang ky: - Quyét dinh s6 656/QD-
XR 1000 | hydrochlorid nén 14 vién; Limited Village 890110186023 890110185823 QLD ngay 19/9/2023
1000mg phong Hop 4 vi x Jawaharpur, cia Cuc Quan ly Dugc
thich 14 vién Tehsil vé viéc cong bd Danh
kéo dai Derabassi, muc thudc co ching
District SAS minh tuong duong sinh
Nagar hoc Dot 4 - Nam 2023;
(Mohali), - Quyét dinh sb
Punjab- 489/QLD-DK, ngay

14/07/2023 vé viéc ban
hanh danh muc 186
thudc nudc ngoai duogc
cap, gia han gidy ding
ky luvu hanh tai Viét
Nam - bot 115.




140507, India

A A . . . . . Thong tin tai
STT Te? H‘oat chat, I‘)angA Q1'1y cac'l.l S6 ding ky C 'S0 B!{tChl co S0 Dan% muc Théng tin sira doi Ghi chu
thuoc ham lwgng bao ché | dong goi sdn xuat san xuat ~ 3
da ban hanh

5 MetSwift | Metformin Vién Hop 2'vi x [890110185923 | Ind-Swift | Off NH-21, | S6 dang ky: S6 dang ky: - Quyét dinh s6 656/QD-
XR 500 hydrochlorid nén 14 vién; Limited Village 890110185823 890110185923 QLD ngay 19/9/2023
500mg phong Hop 4 vi x Jawaharpur, cua Cuc Quan ly Dugc
thich 14 vién Tehsil vé viéc cong bd Danh
kéo dai Derabassi, muc thude cb chung
District SAS minh tuong duong sinh
Nagar hoc Pot 4 - Nam 2023;
(Mohali), - Quyét dinh s
Punjab- 489/QLD-DK, ngay
140507, India 14/07/2023 vé viéc ban
hanh danh muc 186
thudc nude ngoai duoc
cép, gia han gidy dang
ky luu hanh tai Viét

Nam - Dot 115.
6 MetSwift | Metformin Vién Hop 2 vi x [890110186023 | Ind-Swift | Off NH-21, | S6 dang ky: S6 dang ky: - Quyét dinh s6 656/QP-
XR 750 hydrochlorid nén 14 vién; Limited Village 890110185923 890110186023 QLD ngay 19/9/2023
750mg phong Hop 4 vi x Jawaharpur, cua Cuc Quan ly Dugc
thich 14 vién Tehsil vé viéc cong bd Danh
kéo dai Derabassi, muc thudc co ching
District SAS minh tuong duong sinh
Nagar hoc Pot 4 - Nam 2023;
(Mohali), - Quyét dinh s
Punjab- 489/QLD-DK, ngay

14/07/2023 vé viéc ban
hanh danh muc 186
thudc nudc ngoai duogc
cép, gia han gidy dang
ky luvu hanh tai Viét
Nam - Pot 115.
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