CONG TY CO PHAN THUONG MAI  CONG HOA XA HQI CHU NGHIA VIET NAM
PUC LOC Djc lip - Ty do — Hanh phic
S6: 01/DL-SYT
V/v: Thay dbi, b6 sung thong tin thube
tring thau
Thanh hod, ngay 15 thdng 04 nam 2025

Kinh giri: - PHONG QUAN LY DUQC, SO Y TE THANH HOA

Céng ty c6 phan thuong mai Dirc Ldc xin giri 1 chao va 1di chitc tot dep nhét dén
Quy S&!
- Cén cit Quyét dinh trang thau s 1135/QBD-SYT ngay 10 thang 10 nam 2024 cia S y

té Thanh hoé vé viéc phé duyét két qua lya chon nha thdu Géi thdu: Mua sim thude
Generic tap trung cap dia phuong nam 2024-2026 (Ma hiéu:1B2400230380-00 ).

- Cén cir thoa thuén khung s6 29/2024/MSTT_Thudc ciia don vi mua sdm thude Generic
tap trung cép dia phuong nam 2024-2026,

- Cén cir Quyét dinh s6 593/QBD-QLD ngay 12/08/2024 vé viéc ban hanh danh muc 317
thudc nude ngoai dugce cap, gia han gidy dang ky Iuu hanh tai Viét Nam — Dot 121 cua
Cuc quan ly Dugc.

Chiing t6i xin thay d6i, b6 sung thong tin thudc trang thiu Sodium Chloride

Injection ( hoat chét Natri clorid, ndng d6, ham lugng 0,9%/500ml; Nhém 2; ma thube
G225) cu thé nhu sau:

Théng tin sin phim tring thiu Théng tin sin phim tring thau sau thay doi,
b sung
- Tén thuong mai: Sodium Chloride |- Tén thuong mai: Sodium Chloride
Injection Injection
- Tén hoat chat: Natri clorid - Tén hoat chat: Natri clorid
- Nong d6 ham luong: 0,9%/500ml - Nong do ham luong; 0,9%/500ml
- S0 diing ky: VN-21747-19 - S6 diing ky: 690110784224
- Nhom k¥ thudt: Nhoém 2 - Nhom k¥ thudt: Nhom 2

Vi vdy dé tao thudn loi cho viéc trién khai thuc hién hop ddng dén céc co so'y té va
ngudi bénh kip thoi sir dung san pham tring thau sém nhit kinh mong Quy S& y té chip
thuan va c6 van ban cép nhat thong tin thudc cia ching t6i.

Tran trong cam on Trung tam!

GIAM POC

s Duang Son
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o BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CoquoYli

wis i CYUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phic
Sé: 593 /QP-QLD Ha Néi, ngay 12 thang ggndm 2024
QUYET PINH

Ve viée ban hanh danh muc 317 thube nwée ngoai
dwgc cap, gia han glay ding ky lwu hanh tai Viét Nam - Dot 121

CUC TRUONG CUC QUAN LY DUQC

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

Cdn cir Nghi dinh 36 95/2022/ND-CP ngay 15/11/2022 ctia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chirc ctia B6 Y 1é;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/ 2023 ciia Bo trwong Bo Y 1€ quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc cuia Cuc Quan ly Dugce thugc
Bo Y 1é;

Cain cir Thong tw s6 08/ 2022/TT-BYT ngay 05/09/ 2022 ctia Bé truwomg Bo Y té quy
dinh vi¢c dang ky luu hanh thudc, nguyén liéu lam ihuoc

Can cir két ludn cua Hoi dong nw véan cdp gtay déang ky luu hanh thuée, nguyén
liéu lam thuéc - B Y é dot 121 tai Cong van s6 70/HDTV-VPHD ngay 17/07/2024
cua Van phong Hoi dong tw vdn cap GDKLH thude, nguyén liéu lam thudc;

Theo dé nghi ciia Truong phong Bang ky thuée - Cuc Quan ly Duoc.

QUYET DPINH:

Dleu 1. Ban hanh kem theo Quyét dinh nay danh muc 317 thude nuéc ngoai
duoc cép, gia han gidy ding ky luu hanh tai Viét Nam - Dot 121, cu thé:

1. Danh muc 138 thudc nude ngoai duge cap gidy dang ky luu hanh hiéu lyc 05
nam - Dot 121 (tai Phu luc I kém theo).

2. Danh muc 04 thude nude ngoai duoc cap gidy dang ky luu hanh hiéu lyc 03
nim - Dot 121 (tai Phu luc Il kém theo).

3. Danh muc 152 thudc nude ngoai duoc gia han gidy ding ky luu hanh hiéu
luc 05 ndm — Dot 121 (Phu luc III kem iheo)

4. Danh muc 22 thude nudc ngoai dugce gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 121 (Phu luc IV kém theo).

5. Danh muc 01 thude nude ngoai duge gia han gidy dang ky luu hanh hiéu luc
dén hét ngay 31/12/2025 - Dot 121 (Phu luc V kém theo)

biéu 2. Co so san xuat va co so dang ky thude co trach nhigm:

1. San xuat cung cip thude vao Viét Nam theo ding cac hé so, tai lidu da dang
ky voi Bo Y té va phai in hodc dan s0 dang ky dugc BO Y té cdp 1én nhan thude.

2. Chap hanh day du phap luat cia Viét Nam va cac quy dinh cua Bo Y té vé
san xuit, nhap khau thudc va luu hanh thudc tai Viét Nam, néu ¢ bit cir thay ddi gi
trong qua trinh luu hanh thuoc & nude so tai va ¢ Viét Nam thi phai bao cao ngay cho
Cuc Quan ly Duoc -Bo Y té Viét Nam.

3. Thye hién viée cdp nhit tidu chuin chét lugng cua thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng B Y té quy dinh vé chét
lugng thudc, nguyén ligu lam thude, Thong tu so 03/2020/TT-BYT ngay 22/01/2020
cua Bo truong BO Y té sua déi, bd sung mot s diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thuoc nguyén ligu lam thude.

4. Cap nhat nhan thudc va to hudng dan st dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh ghi nhin thudc,




nguyén liéu lam thude va t& hudng dan sir dung thude theo hinh thire thay déi, bd sung
gidy dang ky luu hanh thude quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua BG truong Bo Y té ddi voi thude chua cip nhat ndi dung nhan thude, t& hudng dan
str dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc gia han
glay déng ky luu hanh theo Quyet dinh nay co thay dbi vé noi dung hanh chinh (bao
gom ca mau nhan va to hudng din sir dung thuoc) phai nhap khau va luu hanh véi cac
nodi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co s dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy ding ky luu hanh thudc, nguyén lidu 1am thude. Trong trudong hop
khong con dap umg du didu kién hoat ddng, co s& dang ky phai ¢¢ trach nhigm thyuc
hién thay doi co s& déng ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du dleu kién hoat dong.

7. Co s& dang ky thude phai bao cao B Y té (Cuc Quan ly Dugrc) vé cép nhat
tinh trang dap ing Thuc hanh tot san xuét cia co' 80 san Xudt thuoc nguyén liéu lam
thude. Trudng hop co s& san xudt bi thu hdi gidy phép san xuét hodc khong dap tng
Thuc hanh tét san xuét thude, nguyén ligu lam thude & nudc so tai, co so phai thyc
hién viéc bao cao trong thoi han 15 ngay ké tur ngay co thong bao cua co quan quan ly
¢ thdm quyén nudc sd tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 caa Chinh phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Ludt Dugc.

8. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc sir dung sb diang ky da cap trude khi gia han trong thoi han t6i da 12 thang keé tir
ngay duoc cap sé ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu sé 08/2022/TT-BYT.

9 Phéi hop v&i céc co sd diéu tri dé thuc hién theo ding cac quy dlnh hién
hanh vé thudc ké don, theo doi an toan, higu qua, tac dung khong mong muon cua
thude trén nguoi Viét Nam va tonC: hop, bao cao theo quy dinh tai biéu 5 Thong tu sO
08/2022/TT-BYT dodi véi cac thuoe trong Phy luc Il ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh co hiéu luc ké tir ngay ky ban hanh.

Diéq 4. Giam ddc S& Y té céc tinh, thanh phé truc thude trung wong, giam doc
nha san xudt va co s& ding ky co thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay /.

Noi nhin:

- Nhu Piéu 4;

- B6 truomg (dé blc): )

- TTr. B3 Xuan Tuyén (dé b/c):

- Cuc Quén Y - Bé Quoc phong, Cuc Y té - B Céong an
CucY té GTVT - B3 Giao thong van tai; ‘\
- Tong Cuc Hai quan - B§ Tai chinh;
- Bao llién} Xd hoi Viét Nam;

- B6 Y t&: Vu PC, Cuc QLKCB Thanh tra Bo, Van
phong HDTV cap GPKLH tlluoc NLLT;

-S6 Y té cac tinh, thanh phé truc thudc Trung wong;

- Vién KN thudc TU, Vién KN thuée TP. HCM:

- Tong Cong ty Duoc VN-CT CP;

- Cac Cong ty XNK duge pham

- Céac Bénh vién & Vign co giuomg beuh ln,rc thuéc BYT;
- Trung tdm mua sim tp trung thudc quéc gia;

- Cac phong Cyc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT). 2




Phu luc I

DANH MUC 138 THUOC NUGC NGOAI bUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LU'C 5NAM - BOQT 121

STT Tén thuoc Hoat chatchinh | Dang | Quycdch | Tiéu | Tudi S6 diing ky
— Ham lugng bao ché | déng géi chuin tho
(thing)
1) (3] 3) “) (5) (6) () (8

1. Co s¢ ding ky: Acme Generics LLP (Dja chi: Plot No-75, Industrial Area, Phase-1 Chandigarh
Chandigarh CH 160002 IN, India)
1.1. Co'sé sin xuit: Acme Formulation Pvt. Ltd (Dia chi- Ropar Road, Nalagarh, Distt. Solan, H.P.

174101, India)

1 Goftoxeo 40

Febuxostat 40mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

890110765424

2. Co s¢ dang ky: Actavis International Limited (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LOA 6000, Malta)
2.1. Co s& san xuit: Actavis Ltd. (Pia chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta)

2 Actelsar 80mg

Telmisartan 80mg

Vién nén

Hop 2 vix
14 vién

NSX

36

535110765524

2.2. Co sé san xuit: Teva Pharmaceutical Works
Debrecen, Pallagi Ut 13, Hungary)

Private Limited Company (Dja chi: H-4042

3 Etoricoxib
Teva 90mg

Etoricoxib 90mg

Vién nén
bao phim

Hoép4vix7
vién

NSX

36

599110765624

3. Co sé diing ky: Alleviare Life Sciences Private Limited (Pia chi: S -1/5 First Floor, Uphaar
Cinema Complex Market, Green Park Extension, New Delhi, South Delhi, DL 110016, India)
3.1. Co sé sin xuit: Aurochem Laboratories (India) Pvt. Ltd. (Pja chi: Plot No.8, Palghar Taluka
Ind. Co-op. Estate Ltd. Boisar Road, Tal. Palghar, Thane 401 404 Maharashtra state, India)

4 Allucot-N

Fluocinolone
Acetonide 0,025%
(w/w); Neomycin
Sulphate 0,5%
(w/w)

Kem béi da

Hop 1 tuyp
x 15g

NSX

24

890110765724

4. Co s¢ diing ky: ANVO Pharma Canada Inc. (Pja chi: 111-700 Third Line Oakville ON L6L 4B1,

Canada)

4.1. Co sé' san xuit: Apotex Inc. (Dia chi: 150 Signet Drive, Toronto, Ontario, Canada, M9L 119, Canada)
Co s& déng gbi: Apotex Inc. (Pia chi: 4100 Weston RD.. Toronto, Ontario, Canada, M9l 2Y6, Canada)

5 APO-Erlotinib

Erlotinib (duai
dang Erlotinib
hydrochloride
163,.9mg) 150mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

754114765824

4.2. Co sé sin xuit: Laboratérios Basi - Industria Farmacéutica, S.A. (Dja chi: Parque Industrial
Manuel Lourengo Ferreira, Lotes 8, 15 & 16, 3450-232 Mortagua, Portugal)

6 Clarus

Desloratadine
0,5mg/ml

Dung dich
ubng

Hop 1 chai
x 150ml

NSX

36

560100765924




STT | Tén thuoc | Hoatchitchinh | Dang | Quy cach | Tiéu | Tuoi So dingky | S§
~Ham lwgng | bao ché | dénggéi | chuin | the gia han lan
(thiang) | (S0 ding ky gia
da cip) han
(1) 2 3) ) 6] (6) () 3 ®)
21. Co sé ding ky: Cong ty TNHH Dwgc Phim GSK Viét Nam (Dija chi: Phong 702 va 703, Tdng
7, Toa nha Metropolitan Tower, 56 235 dwong Pong Khoi, phueomg Bén Nghé, qudn 1, Thanh phd Hé
Chi Minh, Viét Nam)
21.1. Co 6 sin xudt: Glaxo Wellcome S.A. (Pia chi: Avda. de Extremadura no 3 09400 — Aranda
de Duero — Burgos, Spain)
44 | Seretide M3i lidu xit chira: | Thude | Hop 1 NSX | 24 840110783924 | 01
Evohaler Salmeterol (dang | phun mu | binh 120 (VN-14684-12)
DC Salmeterol héhdon | lidu xit
25/50mcg | xinafoate dich dé
micronised) 25mcg | hit qua
va Fluticasone dudng
propionate (dang | miéng
micronised) 50mcg
21.2. Co sé sdn xuét: Glaxo Wellcome S.A. (Dia chi: Avenida de Extremadura 3, Aranda de Duero,
Burgos, E-09400, Spain)
45 | Seretide MO liéu xit chira: | Hon dich | Hop 1 NSX 24 840110784024 | 01
Evohaler Salmeterol (dang | hit qua binh 120 (VN-21286-18)
DC Salmeterol dudng | lidu xit
25/125mcg | xinafoate miéng
micronised) 25mcg | (dang
va Fluticasone phun
propionate (dang | suong)
micronised)
125mcg
22. Co's¢ ding ky: Cong ty TNHH Duwge phim New Far East (Dja chi: S6 011 Cao Oc Hi, duimg
Hoang Diéu, phwiomg 09, Quén 04, Thanh phé H6 Chi Minh, Viét Nam)
22.1. Co sé san xuit: Sichuan Kelun Pharmaceutical Co., Ltd. (Pia chi: South of No.2 Road, Xindu
Satellite City, Industrial Development Zone, Chengdu, Sichuan, China)
46 Levocure Levofloxacin Dung Chai NSX 24 690115784124 01
(dudi dang dich 100ml (VN-21231-18)
Levofloxacin truyén
HCI) tinh
500mg/100ml mach
47 Sodium Natri chlorid Dung Chai nhya | USP 36 690110784224 | 01
Chloride 4,5g/500ml dich tiém | 100ml; hién (VN-21747-19)
Injection truyén Chai nhya | hanh
250ml;
Chai nhya
500ml

23. Co s6 diing ky: Cong ty TNHH Dwgc phim Nhiit Anh Pja chi- S6 11 Hoang Diéu, Phuong 10,

Qudn Phit Nhudn, Thanh phé H6 Chi Minh, Viét Nam)

23.1. Co s& san xuit: Kern Pharma S.L. (Dia chi: Poligon Industrial Colon II. Venus, 72, 08228

Terrassa (Barcelona), Spain)
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