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So: A g 6/BV
V/v trién khai cong van so
790/SYT-NVD ngay 29/01/2024
cia S& Y té TP. HO Chi Minh

Nha Be, ngay 20 thang 02nédm 2024

Kinh guri: Cac khoa, phong Bénh vién huyén Nha Bé

Can cu Cong van $0 790/SYT-NVD ngay 29 thang 01 nam 2024 cua SO
Y té Thanh pho Ho6 Chi Minh vé viéc trién khai Quyét dinh s6 47/QD-QLD vé
thu hoi Gidy dang k¥ luu hanh thude tai Viét Nam;

Bénh vién huyén Nha Bé trién khai:

Kip thoi ra soat, cap nhat danh muc cac thudc thu hoi gidy dang ky luu
hanh tai Viét Nam (danh muc cu thé tai phu luc kém theo tai Quyét dinh sb
47/QD-QLD ngay 22/01/2024 cua Cuc Quan ly Dugc).

Pé nghi Trudng cic Khoa, Phong trién khai n¢i dung trén dén vién chic,
nguoi lao dong dugc biet.

Van ban trén duoc dang tai trén trang thong tin dién t Bénh vién huyen
Nha Bé www.benhviennhabe.vn. Pé nghi tat ca vién chirc, nguoi lao dong cac

khoa, phong nghiém tac thuc hign noi dung trén./ =

No'i nhan:
- Nhu trén;
A& VT.')L
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UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Doc ldp — Tw do— Hanh phuc
SOYTE —
So: '}}f/o /SYT-NVD Thanh pho Hé Chi Minh, ngayfYthdng(ilnam 2024

Viv trién khai quet dinh sb 47/QD- QLD

vé thu hoi Gidy ding ky hru hanh thudc PRIy G e
tai Viét Nam BENH VIEN HUYEN NHA B

Kinh gui: 'DEN _ . |
- Co s0 kham bénh, chira bénh cong lap; | ’ RETRT L
-Co so kham benh chira benh ngoal Congqggy Bh o3 aneventonovsscasoveovscooenonsiny
- Phong Y t€ quén, huyén, thanh pho Thi Byawa-ky higu HSL.) z.4.400....
- Trung tam kiém nghiém Thubc, My phﬁm, Thuc phant

/48,
SO Y té nhan dugc Quyet dinh s6 47/QP- QLD ngay 22/01/2024 cta Cyc Quan ly @\
Dugc ve viéc thu hoi Giay dang kv luu hanh thube tai Viét Nam d6i véi thude d3 duge —
cap gidy dang ky luu hanh.

S¢ Y té dé nghi:
1. Pbi véi cée co s& kham bénh, chira bénh:

- Kip thoi ra soat, cap nhéat danh muc 57 thude thu hoi glay dang ky luu hanh tai
Viét Nam (théng tin cu thé tai Phu luc kém theo Quyét dinh sO 47/QD- QLD ngay
22/01/2024 cua Cuc Quén ly Dugc).

2. Péi v&i Phong Y té quén, huyén, thanh phd Thi Dirc:

- Trién khai viin ban vé viéc thu hdi gidy dang ky luu hanh dén cic co s& kinh
doanh thudc, cac co s& kham chira bénh trén dia ban dé dam bao viéc kinh doanh, st
dung thudc dung quy dinh.

3. P6i v&i Trung tAm kiém nghiém Thudc, My pham, Thyc phém;

- Tang cuong kiém tra chat lugng 57 thude nim trong danh muc tai Phy luc kém
theo Quyét dinh s6 47/QD-QLD ngay 22/01/2024 clia Cuc Quéan 1y Duge nham cap
nhat vé chét lugng, an toan, hiéu qué cta thudc trong qué trinh luu hanh.

Trong qua trinh thuc hién néu c6 khé khin, vudng mic, cac don vi bao cio vé S&
Y té - Phong Nghiép vu Dugc dé tong hop bao cao Cuc Quan Iy Dugec - Bo Y te.

S¢ Y té thong béo cho cac don vi biétva thuc hién.
Dinh kém: Quyét dinh s6 47/QD-OLD ngay 22/01/2024 ciia Cuc Quan ly Duoc./. ”4}[

Noi nhan: T IAM DQ C
- Nhur trén; AM DOC
_ Ban Gigm déc (dé béo céo); '
- Luu: VT, NVD (NTTL) ‘.
\ guyén Hoai Nam
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;- Ky bot Cyc Quan
° Ca quan. B\)\ 2
B o '”UC QUANLY DUQC Pjc 1ap - Tu do— Hanh phiic
So: 47 /QP-QLD.. Ha Ngi, ngay 22 thang 01 niim 2024
QUYET PINH

Vé viéc thu hm Glay dang ky luu hanh thudc tai Viét Nam déi vi thuoe da
| dwoc cap glay dang ky lrru hanh

-

CUC TRUGNG CUC QUAN LY DUQC

. -

Can ctr Ludt Duoc s6 105/2016/QH13 ngay 06/04/2016;
Céin cir Nghl dmh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phu quy dinh

chi tiét mot s6 diéu vé bién 2 phap thi hanh Ludt duoc,
3 Can cir Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 cua Chinh phii sira déi

\‘.?.\:"":';n.o‘t s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham vi quan Iy nha

nuede ciia Bo Y té;
Can cir Nghi dinh so ) 95/2022/ND- CP ngay 15/11/2022 cua Chinh phu quy dinh

chirc nang, nhiém vu, quyen han va co cdu té chike ciia B¢ Y té,
Cén cir Quyét dinh s6 1 969/QD-BYT ngay 26/04/2023 cua Bo truong Bo Y té

quy dinh chirc nang, nhiém vy, quyén han va co cdu tb chirc cua Cuc Quan ly dugc

thugc B Y té;
Céin ctr Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 cua B truong Bo Y te

quy dinh viéc dang ky lueu hanh thube, nguyén lidu lam thudc;
Theo dé nghi ctia Truéng phong Phong Ding ky thuoc - Cuc Quan Iy Duroc.

QUYET PINH:

Pidu 1. Thu hdi gidy dang ky luu hanh thubc tai Vidt Nam ddi v6i 57 thude
theo phu luc dinh kém Quyét dinh nay.

Ly do: Co s& diang ky thube dé nghi tu nguyén thu hdi gidy dang ky luu hanh
thudc tai Viét Nam.

Pidu 2. Thubc duoc san xuat trude ngly Quyét dinh nay ¢6 hiéu lyc duge phép
Iwu hanh dén hét han dung cia thude. Co s& dang ky thudc, san xuat thude phai co
trach nhiém theo dbi va chiu trach nhi€ém vé chét lugng, an toan, hiéu qua cla thude
trong qua trinh luu hanh.

Pidn 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Scanned with CamScanner


https://v3.camscanner.com/user/download

Dieu 4. Giam doc S& Y té céc tinh, thanh phd truc thudce Trung uong, céc co

sd kinh doanh dugc va Giam dc)c co s& dang ky, san xuat c6 thudc néu tai Dleu I chiu
trach nhi€ém thi hanh Quyet dmh nay./.

Pt KT. CUC TRUONG
- U DIcu -
- B trudng Dao Héng Lan (dé blc); ,...RHO CUC TRUONG

- TTr. P4 Xuin Tuyén (de ble); 7.5

- Cuc trudng Vi Tuan Cucmo (8¢ blc); '
- Cuc Quan Y - B§ ‘Quoc phong; Cuc Y t& - B Cong an;
Cuc Y té Giao thono vén tai - B Giao thong vén tai; Téng
cuc Hai quan . "Bo Tai chinh;

- Bao hiém X& hoi Viét Nam;

-B3Y té_,\;.}v’ u Phap ché, Cuc Quan 1y YDCT, Cuc QLKCB,
Thanh’.t;_f%i\.Bé;

- Trung tAm mua sam tip trung thube Qudc gia;

- Céc Vién: KN thudc TW, KN thude TP. HCM
= Tong Coéng ty Duoc Viét Nam — COng ty ¢d phan:

~_ Cac Bénh vién & Vién c6 givong bénh tryc thudc Bé:;

- Céc phdng Cuc QLD: DKT, QLKDD, QLCLT, PCHN,
QLG, Vian phong; Website Cuc QLD;

-Luu: VT, BDKT (QN).

Nguyén Thanh Lim
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Phu luc

DANH MUC 57 THUOC THU HOI GIAY DANG KY LUU HANH TAI
VIET NAM

(Kem theo Quyét dinh s6 47 /OP-OLD ngay 22 /01 /2024 ciia Cuc Quan Iy Dugc)

—

Stt | Tén thuoe | Hoat chat, ham lrgng Dang bio ché S6 ding ky

1. Co so dﬁng‘i;;jfz Cong ty TNHH Abbott Healthcare Viét Nam (Dia chi: 35 Dai 19
Tw Do, KCN Viét Nam — Singapore, phicong An Phi, thanh pho Thudn An, tinh Binh

Durong, Vzet Nam)
1.1. Co’ s san xuat: Cong ty TNHH Abbott Healthcare Viét Nam (Pia chi: 294 Dai

16 Tu Do KCN Viét Nam — Singapore, phuong An Phi, thanh phé Thudn An, tinh Binh
Dz,mng, Viét Nam)

| 1 [ Ceditax 200 | Ceftibuten (dudi dang Vién nang cung VD-20695-14
- Ceftibuten hydrat) 200 mg 50 4k
2 | Ceditax 400 | Ceftibuten (dudi dang Vién nang cling VD-21263-14
Ceftibuten hydrat) 400 mg : e
3 | Ceditax 90 | Ceftibuten (duéi dang Thudec bot dé uong | 893110351523
Ceftibuten hydrat) 90 mg (VD-21635-14)
4 | Cefdinir 100 | Cefdinir 100mg Vién nén bao phim | VD-24160-16
Glomed % :
5 | Cefdinir 300 | Cefdinir 300mg Vién nén bao phim | VD-22833-15
Glomed
6 | Cefini 100 | Cefdinir 100mg Vién nén bao phim | VD-18945-13
7 | Cefini 125 | Cefdinir 125mg Thudc bdt phahén | VD-18946-13
dich uong
8 | Cefini 300 | Cefdinir 300mg Vién nén bao phim | VD-18947-13
Ceflodin Mbi géi 1,5g chira: Cefaclor | Bot pha hon dich VD-25155-16
125 | (dudi dang Cefaclor udng
monohydrat) 125mg | b 8 s
10 | Ceflodin Cefaclor (dudi dang Vién nang cung VD-24161-16
250 Cefaclor monohydrat) |
e s}y [ 250mg |
11 | Ceflodin Cefaclor (dudi dang Vién nang cung VD-24757-16
500 Cefaclor monohydrat)
¥ 500mg 5 e —
12 | Celormed | Cefaclor (dudi dang Thudc bot dé udng | VD-21828-14
125 Cefaclor monohydrat)
] 1 Zamg M &
13 | Celormed | Cefaclor (dudi 5idang Vién nang cing | VD-21636-14
‘ 250 Cefaclor monohydrat)
o e AR s o s A T
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14 | Celormed Cefaclor (dudi dang Vién nang cing VD-21637-14
| 500 Cefaclor.monohydrat)
S00mg*-
15 | Ceodox 100 | Cefpodoxim (dudi dang Vién nén bao phim | VD-24163-16
Cefpodoxim proxetil)
100mg
16 | Ceodox 200 |-Cefpodoxim (dud1 dang Vién nén bao phim VD-24164-16
| ~| Cefpodoxim proxetil)
| _\ ZOOm& . -
Clodifen: | Ceftibuten (dudi dang Vién nang cung VD-30805-18
| 200 A Ceftibuten hydrat) 200 mg i
Clggﬁfen Ceftibuten (dudi dang Vién nang cung VD-30806-18
1 400 ___| Ceftibuten hydrat) 400 mg_ 2 |
Fascip 250 | Mdi gdi 1,5g chira: Cefradin | BOt pha hén dich VD-30807-18
; 250 m | udng 8
) | Glanax 500 | Cefurfiim (duéi dang Vién nén bao phim | VD-35389-21
Cefuroxim axetil) 500 mg ) i} A
| Glexil 250 | Cefalexin (du6i dang Vién nang cung 893110326623
gk | Cefalexin monohydrat) (VD-21829-14)
i | 250mg 8T
72 | Glexil 500 | Cefalexin (dudi dang Vién nang cung 893110326723
Cefalexin monohydrat) (VD-21830-14)
| S00mg
| 23 | Glopixin Cephalexin (dudi dang Vién nang cung VD-20697-14
250 Cefalexin monohydrat)
250mg ~ it :
24 | Glopixin | Mdi géi 1,5 gam: Cefalexin | Thudc bot dé uong | 893110105123
250 (dudi dang cefalexin (VD-22835-15)
monohydrat 262,5mg)
250mg
25 | Glopixin Cephalexin (duéi dang Vién nang cimg | VD-20698-14
500 Cefalexin monohydrat)
500mg i i3
26 | Medsidin Cefdinir 100mg Vién nén bao phim | VD-24166-16
| 100 { e |
27 | Medsidin MOdi g6i 1,5¢ chira: Cefdinir | Thudc bot dé udong | VD-24762-16
| 125 125mg Py R
28 | Medsidin Cefdinir 300mg Vién nén bao phim | VD-24167-16
| 300 _
29 | Medsidin Mobi géi 2,5g chira: Cefdinir | Bot pha hon dich 1 VD-31382-18 :
300 13 00 m uéno
30 | Medxil 100 | Cefpodoxim (dudi dang Vién nén bao phim | VD-24168-16
Cefpodoxim proxetil)
100mg
31 | Medxil 200 | Cefpodoxim (duwdi dang Vién nén bao phim | VD-23534-15
| Cefpodoxim proxetil)
200m o kg o A
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32 | Medxil 50 | Mdi gdi chira: Cefpodoxim | Thude bt d€ uong VD-22837-15 }
(dud1 dang Cefpodoxim ,
s proxetil) S0mg 2 1k
33 | Nidaref 250 | Cefradin 250mg Vién nang cung 893110326423
1k JRigN o E (VD-23535-15)
34 | Nidaref 500 | Cefradin 500mg Vién nang cimg 893110326523
A& 2l Al | (VD-22838-15)
35 | Tytdroxil - | Cefadroxil (duo1 dang Vién nang cing 893110351623
250 | Cefadroxil monohydrat) (VD-21638-14)
: .,:'--‘.' PZSOmg A
36 T Tytdroxil Cefadroxil (dudi dang Thudc bot dé udng | VD-21264-14
| 250- Cefadroxil monohydrat)
& 250mg e 3 of
(37 [Tytdroxil | Cefadroxil (dui dang Vién nang cimg VD-21832-14
1500 Cefadroxil monohydrat)
oy 500mg
38 | Zilroz 250 | Cefprozil (dudi dang Vién nén bao phim | VD-18722-13
Cefprozil monohydrat)
250mg 4
39 | Zilroz 500 | Cefprozil (dudi dang Vién nén bao phim | VD-18723-13
Cefprozil monohydrat)
500mg

1.2. Co s& san xuat:; Cong ty TNHH Dugrc phém Glomed (Pia chi: 294 Dai lo Tiur Do,
KCN Viét Nam — Singapore, phuwong An Phi, thanh phé Thudn An, tinh Binh Dwong, Viét

Nam)

20 | Actiim 1G | Cefuroxim (duéi dang Thudc bt pha tiem | VD-18721-13
1| Cefuroxim natri) 1g alk |4

41 | Cefamandol 1g | Cefamandol (dudi dang Bt pha tiém VD-28719-18
Cefamandol nafat) 1¢ %

42 | Cefamandol 2g | Cefamandol (dudi dang Bot pha tiem VD-28720-18

| Cefamandol nafat) 2g |

43 | Cefazolin 2g Cefazolin (dudi dang Thude bot pha ti€m VD-32363-19
Cefazolin natri) 2 g 2

44 | Cefoperazon Cefoperazon (dudi dang Thudc bdt pha ti€ém VD-28492-17

2g | Cefoperazon natri) 2g |
r 45 l Cefoxitin 2g | Cefoxitin (duéi dang Bot pha tiém | VD-30076-18 ‘

Cefoxitin natri 2,1g) 2¢

46 | Ceftizoxim 2g | Ceftizoxim (dl;gi_c—i?aﬁg ' Thudc bot pha ti€ VD-30077-13

| | Ceftizoxim natri) 2¢ ] SR |

47 | Ceftizoxim 500 | Ceftizoxim (dudi dang | Thude bdt pha tiém | VD-29450-18
Ceftizoxim natri) 500mg |

48 | Cefiriaxon 2¢g [Cefiriaxon (duéidang | Thudc bot pha tiém VD-28493-17
Cefiriaxon natri) 2g

: . FTRT e T —T

49 | Cefiriaxon 500 | Ceftriaxon (dud1 dang Thudc bdt pha tiém VD-28494-17

Cefiriaxon nafri) 500mg '

50 | Cephalothin 2g | Cephalothin (dudi dang Thudc bot pha tiém VD-28495-17
Cephalothin natri) 2g |
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Cephalothin Cephalothin (dudi dang Thudc bét pha tiém VD-28496-17
500 Cephalgﬁgh’in natri) 500mg
Doripenem 500 Doripenem (dudi dang Thudc bdt pha tiém VD-30078-18
Doripenem monohydrat)
500mg %
53 | Pimfexin ..GefepiLm (duéi dang Cefepim | Thude bot pha tiém VD-20699-14
THCD 1g F
54 | Romcid Cefpirom 1g (dudi dang Thudc bdt pha tiém VD-18949-13
=+ | Cefpirom sulfat) 4
55 | TinameisI.V | Imipenem (duoi dang Thudc bt pha tiém VD-20700-14

.-

[mipenem monohydrat)
500mg; Cilastatin (dudi dang
cilastatin natri) 500mg

Vittum 2g

Ceftazidim (dudi dang
Ceftazidim pentahydrat) 2g

Thubc bt pha tiém

VD-22129-15

1 Ximedef

Ceftizoxim (dudi dang
Ceftizoxim natri) 1g

Thudc bt pha tiém

VD-18950-13
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