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6UC QUAN LY DUQC Pjc 1gp - Ty do - Hanh phic
S6: 64 /QP-QLD Hé Noi, ngay 23 thdng01 niim2025
QUYET PINH

’Vé viéc ban hanh danh muc 390 thudc nwéc ngoai
dwgc cap, gia han giay ding ky lwu hanh tai Viét Nam - Dot 124.2

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;

Cdn cur Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chire ndng, nhiém vu, quyen han va co cdu t6 chire ciia B Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua Bj truong B Y 1é quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chire ctia Cuc Quan Iy Dwge thudc
B Yité;

Can cir Thong t s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng B Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén liéu lam l‘huoc

Can cit két ludn cua Hoi dong tw van cdp gidy ddng ky luu hanh thude, nguyén
liéu lom thuéc - Bé Y té dot 124 (phien 2) tai Cong van so 109/HDTV-VPHD ngay
07/01/2025 cua Vin phong Hoi dong tw van cdp GPKLH thude, nguyén liéu lam
thuéc;

Theo dé nghi ciia Truong phong Ping ky thuoe - Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 390 thudc nudc ngoai
duoc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh myc 14 thudc nudc ngoai duoc cdp gidy dang ky luu hanh hiéu luc 05
nam - Dot 124.2 (tai Phu luc I kem theo).

2. Danh myc 03 thudc nudc ngoai duoc cap gidy dang ky luu hanh hiéu luc 03
nam - Dot 124.2 (tai Phu luc Il kem theo).

3. Danh muc 323 thuc nudc ngoai duoc gia han gidy dang ky luu hanh hiéu
luc 05 nam — Dot 124.2 (Phu luc III kem theo).

4. Danh muc 47 thude nudc ngoai duoc gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 124.2 (Phu luc 1V kem theo).

5. Danh muc 03 thudc nude ngoai dugce gia han gidy dang ky luu hanh hiéu luc
dén hét ngay 31/12/2025 — Dot 124.2 (Phu luc V kém theo).

Piéu 2. Co sd san xuit va co sé ding ky thube 6 trach nhiém:

1. San xuat, cung cap thudc vao Viét Nam theo dung cac ho so, tai liéu da ding
ky v6i BO Y té va phai in hodc dan sé dang ky dugc BO Y té cp 1én nhin thude.

2. Chép hanh ddy du phéap luat ctia Viét Nam va cac quy dinh ctia Bo Y & vé
san xut, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat ctr thay doi gi
trong qua trinh luu hanh thude & nudc so tai va ¢ Viét Nam thi phai bao cdo ngay cho
Cuc Quan ly Dugc - BO Y t€ Viét Nam.

3. Thuce hién viéc cap nhat tiéu chuin chat lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé chat
luong thude, nguyén liéu lam thude, Thong tu sé 03/2020/TT-BYT ngay 22/01/2020
ctia Bo truong Bo Y té stra dbi, bd sung mot sd didu ciia Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va td huéng dan st dung thude theo quy dinh tai Thong



tur 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng Bo Y té quy dinh ghi nhan thude,
nguyen lidu lam thudc va to hudng dan st dung thude theo hinh thirc thay doi, bd sung
gidy dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua B truong BO Y té ddi voi thude chua cip nhat ndi dung nhén thude, to hudng dan
str dung thude theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé noi dung hanh chinh (bao
gom c4 mau nhin va to hudng dan sir dung thuoc) phai nhap khau va luu hanh voi cac
ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cta gidy ding ky luu hanh thudc, nguyén liéu lam thude. Trong trudng hop
khong con dap ung di diéu kién hoat dong, co so ding ky phai co trach nhiém thuc
hién thay dbi co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

7. Co sé dang ky thude phai bao cao Bo Y té (Cuc Quan ly Duogc) vé cap nhat
tinh trang dap ung Thuc hanh tot san xut cla CO sO' san Xuat thuoc nguyén liéu lam
thude. Truong hop co s6 san xuét bi thu hoi gidy phép san xuat hodc khong dap tmg
Thuc hanh tot san xudt thudc, nguyén liéu lam thude & nudce s tai, co s& phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bio ciia co quan quan ly
¢6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh sb
54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot sé diéu va bién
phap thi hanh Luéat Dugc.

8. Cac thudc duogc gia han gidy ding ky luu hanh tai Quyét dinh nay duoc tiép
tuc st dung sb dang ky da cip trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay duoc cip sd ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop voi cac co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va téng hop, bao céo theo quy dinh tai Pidu 5 Thong tu sd
08/2022/TT-BYT dbi véi céc thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh co hi¢u luc ké tir ngay ky ban hanh.

Bleu 4. Giam dbc So' Y té cac tinh, thanh phd truc thudc trung uong, giam doc
nha san xudt va co so dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Dicu 4;

- B9 truong (dé b/c);

- TTr. P Xuan Tuyén (dé b/c);

- Cuc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong ai;

Cuc Y té GTVT - B6 Giao thong van tai;

- Téng Cuc Hai quan - B9 Tai chinh;

- Bao hiém X4 hoi Viét Nam; -z .

- B6 Y t& Vu PC, Cuc QLKCB, Thanh tra B¢, Van Vii Tuan Cwong
phong HPTV cdp GPKLH thudc, NLLT;

-So'Y té cac tinh, thanh phd tryc thude Trung uong;

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

- Téng Cong ty Dugc VN-CTCP;

- Cac Cong ty XNK dugc phém

- Cac Bénh vién & Vién c6 giudng bénh truc thudec BYT;

- Trung tdm mua sam tap trung thudce quoc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD. )

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



Phu lyc 111

DANH MUC 323 THUOC NUOGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DOT 124.2

(Kém theo Quyét dinh so: ..04....../OD-QLD, ngay?23../01./2025.ciia Cuc Quan Iy Durgc)

STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 dang ky S6
— Ham lwgng bao ché | dong géi | chuin tho gia han lin

(thang) (SO ding ky gia

da cép) han

@ 2 (©)] @ (6)) () () ® ®

1. Co s& diang ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co sé san xuit: Aupa Biopharm Co., Ltd. (Pja chi: 1 Kwang-Fu Rd., Huko/Hsin Chu Hsien,

Taiwan)
1 Mestinon Pyridostigmine Viénbao | Hop 1 lo NSX 36 471110009725 01
S.C. bromide 60mg dudng 150 vién (VN-20356-17)

2. Co's& diang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)

2.1. Co sé san xuét ban thanh phflm: Fournier Laboratories Ireland Limited (Pja chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)

Co sé dong goi va xuat xwong: Astrea Fontaine (Pja chi: Rue des Prés Potets 21121, Fontaine les
Dijon, France)

2 Lipanthyl Fenofibrate Viénnén | Hop 3 vix | NSX 36 539110009825 01
NT 145mg | (Nanoparticules) | bao phim | 10 vién (VN-21162-18)
145mg

2.2. Co s6 san xuiat: Daewoong Pharmaceutical Co., Ltd. (Pia chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

3 Pitalip Pitavastatin Viénnén | Hop 3 vix | NSX 36 880110009925 01
Calcium 2mg bao phim | 10 vién; (VN-19931-16)
Hop 10 vi
x 10 vién

2.3. Co sé san xuét: Laboratorios Liconsa, S.A (Dia chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)

4 Scolanzo Lansoprazole Vién Hop 4 vix | NSX 24 840110010025 01
15mg nang bao | 7 vién (VN-21360-18)
tan trong
rudt
5 Scolanzo Lansoprazole Vién Hop2vix | NSX 24 840110010125 01
30mg nang bao | 7 vién (VN-21361-18)
tan trong
rudt

3. Co'sé dang ky: Abil Chempharma Private Limited (Pia chi: B-1701, Lotus Corporate Park, Off-
Western Express Highway, Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
3.1. Co'sé san xuat: Acme Formulation Pvt. Ltd. (Dia chi: Ropar Road, Nalagarh, Dist. Solan, H.P.
174101, India)
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STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham lwgng bao ché | donggéi | chuén tho gia han lan
(thang) | (SO diing ky gia
da cép) han
@ 2 (©)] @ (6)] () () ® ®
194 | Telart Telmisartan 80mg | Vién nén | Hop 2 vix | NSX 24 896110029025 01
Tablets 7 vién (VN-22148-19)
80mg

101. Co s& dang ky: GlaxoSmithKline Pte Ltd (Dia chi: 23, Rochester Park, Singapore 139234,

Singapore)

101.1. Co s& san xuit: Aesica Pharmaceuticals S.r.l. (Pia chi: Via Praglia, 15, 10044 Pianezza

(TO), Italy)

Co s6' san xuit vién nén bao phim: UCB Farchim SA (Dja chi: Z.I. de Planchy, Chemin de Croix -

Blanche 10, 1630 Bulle, Switzerland)

195 | Zyrtec

Cetirizine
dihydrochloride
10mg

Vién nén
bao phim

Hop 1 vix
10 vién

NSX

60

800110029125
(VN-20768-17)

01

102. Co s& dang ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2, Mahalaxmi Chambers, 22

Bhulabhai Desai Road, Mumbai - 400 026, India)

102.1. Co sé san xuét: Glenmark Pharmaceuticals Ltd. (Dja chi: (Unit III) Village Kishanpura,

Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan, (H.P)-173 205, India)

196 | Combiwave

SF 250

M3i liéu hit chira:
Fluticasone
Propionate 250ug
(mcg), Salmeterol
xinafoate tuong
duong Salmeterol

25ug (meg)

Thubc
hit dinh
lidu dang
khi dung

Hép 1
binh x 120
licu

NSX

24

890110029225
(VN-18898-15)

01

102.2. Co sé san xuéat: Glenmark
Zone, SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775, India)

Pharmaceuticals Ltd. (Dia chi:

Plot No. 2, Phase II, Pharma

197 | Glenosartan | Olmesartan Viénnén | Hop Svix | NSX 24 890110029325 01
20 Medoxomil 20mg | bao phim | 10 vién (VN-22151-19)
103. Co s& déing ky: Gracure Pharmaceuticals Limited (Pia chi: 251-254, 1Ind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)
103.1. Co sé san xuét: Gracure Pharmaceuticals Limited (Pia chi: E-1105 RIICO Industrial Area,
Phase IlI, Bhiwadi, Alwar. (Rajasthan.), India)
198 | Fuxicure- Celecoxib 400mg | Vién Hop3vix | NSX 36 890110029425 01
400 nang 10 vién (VN-19967-16)
cung
103.2. Co sé sian xuit: Gracure Pharmaceuticals Ltd. (Pia chi: E-1105 RIICO Industrial Area,
Phase IlI, Bhiwadi, Alwar, (Rajasthan.), India)
199 | Ferion Elemental Iron Dung Hop 1 chai | NSX 24 890110029525 01
(dudi dang Iron dich x 15ml; (VN-22216-19)
protein udng Hop 10
succinylat) chai x
40mg/15ml 15ml
200 | G-Flo200 | Ofloxacin 200mg | Viénnén | Hop 10 vi | USP 36 890110029625 01
bao phim | x 10 vién 39 (VN-22153-19)
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