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QUYET PINH

V& viéc ban hanh danh myc 498 thudc nuéc ngoai
dwoc cap, gia han giay diang ky luu hanh tai Viét Nam - Dot 122

CUC TRUONG CUC QUAN LY DUQC

Can cur Luat Duoc sé 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
chire nang, nhiém vu, quyen han vd co cau t6 chire ciia B6 Y té;

Can cit Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau té chirc ciia Cuc Quan Iy Duwroc thudc
Bo Y té;

Cdn cir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ trucng Bo Y té quy
dinh viéc dang ky luu hanh thuée, nguyén liéu lam thuée;

Can cir két lugn cua Hpi dong tw van cdp gidy dang ky heu hanh thuoc, nguyén
liéu lam thuéc - Bo Y té dot 122 tai Céng vin sé 83/HPTV-VPHP ngay 30/09/2024
cia Van phong Hgi dong tw van cap GPKLH thuoc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truwong phong Pang ky thuéc - Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 498 thudc nudc ngoai
duoc cép, gia han giéy dang ky luu hanh tai Viét Nam - Pot 122, cu thé:

1. Danh muyc 219 thude nuée ngodi duoc cap gidy ding ky luu hanh hiéu luc 05
nam - Dot 122 (tai Phu luc I kem theo).

2. Danh myc 09 thude nuée ngoai duge cap gidy dang ky luu hanh higu lyc 03
nam - Dot 122 (tai Phu luc Il kem theo).

3. Danh muc 231 thudc nuéc ngoai duoc gia han gidy ding ky luu hanh hiéu
luc 05 nam — Dot 122 (Phu luc 111 kem theo).

4. Danh muc 39 thudc nuéc ngoai duoe gia han gidy dang ky luu hanh hiéu lyc
03 nam — Dot 122 (Phu lyc IV kém theo).

Picu 2. Co s¢ san xuat va co so ding ky thude co trach nhiém:

1. San xuat cung cip thude vao Viét Nam theo ding cac hé so, tai liéu da ding
ky véi BO Y té va phai in hodc dan sé dang ky duge Bo Y té cép 1én nhén thude.

2. Chép hanh day du phap luat cua Viét Nam va cac quy dinh cia Bo Y té vé
san xuit, nhép khéu thudc va luu hanh thudc tai Viét Nam, néu cé bt ctr thay doi gi
trong qua trinh luu hanh thude & nude so tai va & Viét Nam thi phai bao céo ngay cho
Cuc Quan ly Dugec -Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuan chat lugng cua thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truéng Bo Y té quy dinh vé chat
lwong thude, nguyén liéu lam thude, Thong tu sd 03/2020/TT-BYT ngay 22/01/2020
cua B truong BO Y té sira d6i, b sung mét s6 diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chét luong thude, nguyén liéu 1am 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 1am thudc va to huéng dan sir dung thude theo hinh thirc thay ddi, bo sung
gidy dang ky hru hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022



cua BO truong BO Y té dbi vai thude chua cap nhat ngi dung nhan thuéc, to hudng dan
sir dung thude theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
trudong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay do6i vé noi dung hanh chinh (bao
gdm ca mau nhin va to hudng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
noi dung da duoc phé duyét thay d6i trong ho so gia han.

6. Co s& dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky lru hanh thudc, nguyén lidu lam thude. Trong truong hop
khong con dap tng du diéu kién hoat dong, co s¢ dang ky phai co trach nhiém thuc
hién thay doi 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 s& diang ky thude phai bao cao Bo Y té (Cuc Quan 1y Dugc) vé cap nhat
tinh trang dap (mg Thuc hanh tot san xuat cua CO SO san Xudt thuoc nguyén li¢u lam
thude. Trudng hop co so san xuat bi thu hdi gidy phép san xuat hodc khong dép tng
Thyc hanh tét san xudt thudc, nguyén lidu lam thudc & nude sé tai, co s phai thuc
hién viéc béo céo trong thoi han 15 ngay ké tir ngay c6 thong béo cia co quan quan 1y
¢6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi tiét mot sé didu va bién
phép thi hanh Luit Duoc.

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

9. Phi hop véi cic co so didu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thuéc ké don, theo doi an toan, hi¢u qua, tac dung khong mong muén cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT dbi voi cac thube trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh co hiéu lyc ké tir ngay ky ban hanh.

Dleu 4. Giam d6c S Y té céc tinh, thanh phé truc thude trung wong, giam ddc
nha san xudt va co s& dang ky co thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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- Luu: VT, BDKT (2b) (NT).




(Kém theo Quyét dinh sé: ..698

Phu luc IV

DANH MUC 39 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 122

...... /OD-QLD, ngay 15./10./2024cua Cuc Quan Iy Duoc)

STT | Tén thudc | Hoat chit chinh | Dang | Quycich | Tiéu | Tubi S6 ding ky S6
— Ham lwgng bao ché | déng géi | chuin tho gia han lin
(thang) | (SO dingky | gia
da cip) han
(1) (2) 3) ) ) (6) () (t)) 9)
1. Co sé dang ky: Akums Drugs & Pharmaceuticals Ltd. (Dia chi: 304, Mohan Place. L.S.C., Block
C, Saraswati Vihar, New Delhi, 110034, India)
1.1. Co sé san xudt: Akums Drugs & Pharmaceuticals Ltd. (Pja chi: 2 - 5, Sector 6B, LLE,
SIDCUL, Ranipur, Haridwar - 249403, India)
1 Thermodol | Paracetamol Dung Hop 5 6ng | NSX 36 890110005000 01
150mg/ml dich ti€ém | x 2ml (VN-20644-17)
truyén
tinh mach
1.2. Co sé san xuit: M/s Akums Drugs & Pharmaceuticals Ltd. (Pia chi: 2, 3, 4, 5, Sec- 6B, I.LE,
SIDCUL, Ranipur, Haridwar — 249403, India)
2 Plenmoxi Moxifloxacin Dung Hop 1 chai | NSX 24 890115005100 01
hydrochloride dich tiém | x 100ml (VN-15706-12)
twong duong truyén
moxifloxacin
400mg/100ml
1.3. Co sé san xuit: M/s Akums Drugs & Pharmaceuticals Ltd. (Pja chi: 2-5, Sector-6B, IIE,
SIDCUL, Ranipur, Haridwar-249403, Uttarakhand, India)
3 Thermodol | Paracetamol Dung Hop 1 lox | NSX 24 890110005200 01
1000mg/100ml dich‘ 100ml (VN-15189-12)
truyén
tinh
mach
2. Co so dang Kky: Belarusian-Dutch Joint Venture "Pharmland" Limited Liability Company
(Pia chi: 124-3, Leninskaya Street, Nesvizh, 222603, Minsk Region, Belarus)
2.1. Co sé san xuit: Farmaprim Ltd (Pia chi: 5 Crinilor street, Village Porumbeni, Criuleni reg.,
MD-4829, Moldova)
4 Canvey Chloramphenicol | Viéndat | Hop 2 vix | NSX 36 484110005300 01
100mg, am dao 5 vién (VN-16635-13)
Dexamethasone
acetate 0,5mg,
Metronidazole
225mg, Nystatin
75mg
5 Vanober Metronidazole Viéndan | Hop 2 vix | NSX 36 484110005400 01
100mg, dat am 5 vién (VN-21378-18)
Miconazole dao
nitrate 100mg




STT | Tén thuoc | Hoat chat chinh | Dang | Quycach | Tiéu | Tuoi S6 ding ky So
—Ham lugng | baoché | dénggéi | chuin | tho gia han lin
(thang) | (SO dingky | gia
da cap) han
1) (2) 3) “4) (3) (6) (7 ()] 9
3. Co sé diing ky: Cong ty C6 phian Dwge phdm Tenamyd (Pja chi: L6 Y01-024 duong Téan Thudn,
khu céng nghiép/khu ché xuat Tan Thudn, phuong Tan Thudn Péng, qudn 7, thanh pho Ho Chi Minh,
Viét Nam)
3.1. Co sé san xuit: KRKA, D.D., Novo Mesto (Pia chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)
Valsarfast Valsartan 160mg | Viénnén | Hop 4 vix | NSX 36 383110005500 01
160mg bao phim | 7 vién; (VN-12019-11)
film-coated Hop 2 vix
tablets 14 vién
4. Co sé ding ky: Cong ty ¢6 phan xuat nhip khéu y té Viét Nam (Pia chi: 138 Gidng Va5, Ha Néi,
Viet Nam)
4.1. Co sé san xuét: Bertram (1958) Company Limited (Pja chi: 26/9 Lam Luk Ka Klong 7 Road,
Moo 1, Bueng Kham Proi, Lam Luk Ka, Pathumthani 12150, Thailand)
Siang Pure | Camphor Daubdi | Hop 1 Lo NSX 60 885100005600 01
Oil Formula | 69mg/ml, ngoaida | x3ml; (VN-21743-19)
I Menthol Hop 1 Lo
386mg/ml, x 7ml;
Pepermint Oil Hop 1 Lo
0,396ml/ml x 25ml
5. Co sé dang ky: Cong ty TNHH Mot thanh vién An Phat (Dia chi: 1973 Nguyén Hitu Canh,
phirong 19, qudn Binh Thanh, TP. Ho Chi Minh, Viét Nam)
5.1. Co sé san xuit: Cyndea Pharma, S.L. (Pia chi: Poligono Industrial Emiliano Revilla Sanz,
Avda. de Agreda, 31, Olvega 42110 (Soria), Spain)
Laurelle Drospirenone Viénnén | Hop 1 vix | NSX 36 840110005700 01
3mg; bao phim | 21 vién (VN3-363-21)
Ethinylestradiol
0,03mg
6. Co sé ding ky: Cong ty TNHH Mot thanh vién Dwoc pham Viét Tin (Pja chi: Tang 2-3, 83 Lo
L dwong 56 2 khu dén cwe Phit My, Phuong Phit My, Qudn 7, TP. Ho Chi Minh, Viét Nam)
6.1. Co so san xuét: Saga Lifesciences Limited (Pia chi: Survey No. 198/2 & 198/3, Chachrawadi
Vasna, Ta- Sanand, Dist. Ahmedabad-382210, India)
Vlergy 10 Montelukast Viénnén | Hop 3 vix | NSX 24 890110005800 01
(dudi dang nhai 10 vién (VN-20242-17)
Montelukast khong
natri) 10mg bao

7. Co sé diang ky: Cong ty TNHH Novartis Viét Nam (Pia chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phicong V6 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)

7.1. Co sé san xuat: Neolab Solucoes Farmaceuticas Estereis Do Brasil Ltda. (Dja chi: AV NSRA
DA ASSUNCAO, 736 SA0 PAULO Séo Paulo, Brasil)




