g iEAY BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
o CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phiic
S6: 718 /Qb-QLD Ha Néi, ngay 24 thdang 10 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 771 thudc, nguyén liéu lam thudc san xuat
trong nwéc dugce gia han giay dang ky lru hanh tai Viét Nam - Dot 211

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
churc nang, nhiém vu, quyén han va co cau té chire ciia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia B truéng Bé Y té quy
dinh C]’{LZ’C nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy Duoc thudc
Bo Y te;

Can cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé truéng Bo Y té
quy dinh viéc ding ky leu hanh thubc, nguyén liéu lam thuéc;

Can cit két ludn cia Hoi dong tw van cdap gidy dang ky lweu hanh thuoc, nguyén
liéu lam thuéc - B6 Y té dot 211 tai Cong vin s6 82/HPTV-VPHD ngay 27/9/2024 ciia
Viin phong Hoi dong tw van cap GDKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Triong phong Dang ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 771 thudc, nguyén liéu
lam thudc san xuat trong nude dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot
211, cu thé:

1. Danh myc 556 thudc, nguyén liéu lam thubc san xuat trong nude duoc gia
han gidy dang ky Ivu hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 159 thudc san xuét trong nudc duoc gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc II kem theo).

3. Danh muc 56 thudc san xuat trong nuéc dugc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Piéu 2. Co 50 san XUt v co sO dang ky thudc c6 trach nhiém:

1. San xuat thudc theo ding cac hd so, tai liéu da dang ky voi BO Y té va phai
in hodc dan sb dang ky dugc Bo Y té Viét Nam c4p 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi co Giéiy
ching nhan du diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kiém soét
dic biét phu hop v6i pham vi hoat dong ciia co s& dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot
sb diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cip nhat tiéu chuin chat lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thude.

4. Thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhin thude, to hudng dan st dung thudc theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng Bo Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Biéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han giéy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duogc gia han
gidy dang ky luu hanh theo Quyét dinh nay cé thay d6i vé ndi dung hanh chinh phai
san xuat va luu hanh véi cac ndi dung da duoc phé duyét thay doi trong hd so gia han.

6. Co s& ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc ciia gidy diang ky Iuu hanh thudc, nguyén liéu lam thudc. Trong truong hop
khong con dap ung du diéu kién hoat dong, co so ding 'ky phai c6 trach nhiém thyc
hién thay ddi co s 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& san xuat thude phai bao dam cac diéu kién hoat dong cia co sé san
xuét trong thoi han hiéu luc ciia gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung s6 dang ky da cip trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi cic co so didu tri dé thyuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hi€u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT ddi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
ddc co s san xuat va co so dang ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 211

Phuy luc I
DANH MUC 556 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY

(Kém theo Quyét dinh sé 718 /OP-QLD ngay 24 thing 10 ndm 2024
cua Cuc Quan Iy Duoc)
STT| Tén thubc Hoat chit chinh - | Dangbao | Quy cach déng géi | Tieu | Tudi | SO dingky | S6
Ham luwong ché chuin | tho gia han lan
(thang)| (S6 dang ky | gia
da cép) han
(0)) 2 (&) “ 5 (6) (7 ® (&)

1. Co sé dang ky: Cooperation Pharmaceutique Francaise (Pia chi: Place Lucien Auvert 77000 Melun, Phap)

1.1. Co s& san xuét: Cong ty co phan Sanofi Viét Nam (Dia chi: Lo I-8-2, Puong D8, Khu Cong nghé cao, Phuong Long
Thanh My, Tp. Thu Btic, Tp. H6 Chi Minh, Viét Nam)

1

Nautamine

Diacefyllin
diphenhydramin
90mg

Vién nén

Hop 20 vi x 4 vién

NSX

36

893110008900
(VD-29364-18)

2. Co sé diing ky: Cong ty c6 phan 5A Farma (Dja chi: 116/45 T6 Hién Thanh, Phuong 15, Quan 10, Thanh phd H6 Chi
Minh, Viét Nam)

2.1. Co sé san xuit: Cong ty c6 phin lién doanh Dugc phim Eloge France Viét Nam (Bia chi: Khu cong nghiép Qué V,
xd Phuong Liéu, huyén Qué V&, tinh Bic Ninh, Viét Nam)

2 |Atorvastatin+Ezet [Atorvastatin (dudi | Vién nén bao |Hop 3 vi x 10 vién, NSX 36 1893110009000 | 1
imibe-5A Farma |dang atorvastatin phim Hop 4 vi x 7 vién (VD-33757-19)
10+10mg calci) 10mg;

Ezetimibe 10mg

3 |AtorvastatintEzet |Atorvastatin (dudi  |Vién nén bao |Hop 3 vi x 10 vién, NSX 36 1893110009100 | 1
imibe-5A Farma |dang Atorvastatin  [phim Hop 4 vix 7 vién (VD-33758-19)
20+10mg calci) 20mg;

Ezetimibe 10mg

4 |Dutasteride-SA  |Dutasterid 0,5mg Vién nén bao |Hop 3 vi x 10 vién NSX 36 1893110009200 | 1
Farma 0,5mg phim (VD-33759-19)

5 |Sitagliptin - SA  [Sitagliptin (du6i Vién nén bao |Hop 4 vi x 7 vién, NSX 36 1893110009300 | 1
Farma 100mg dang Sitagliptin phim Hop 3 vix 10 vién (VD-33761-19)

phosphat
monohydrat
128,48mg) 100mg

6 |Sitagliptin - SA  [Sitagliptin (du6i Vién nén bao |Hop 4 vi x 7 vién, NSX 36 1893110009400 | 1
Farma 50mg dang Sitagliptin phim Hop 3 vix 10 vién (VD-33762-19)

phosphat
monohydrat

64,24mg) S0mg

3. Co sé ding ky: Cong ty c6 phan Cong nghé sinh hoc - Dwgee pham ICA (Dja chi: L6 10, dudng sb 5, khu cong nghiép
Viét Nam-Singapore, thi xa Thuan An, tinh Binh Duong, Viét Nam)

3.1. Co s6 san xuit: Cong ty c6 phan Cong nghé sinh hoc - Dwoc phdm ICA (Pia chi: Lo 10, duong sb 5, khu cong nghiép
Viét Nam-Singapore, thi xa Thuan An, tinh Binh Duong, Viét Nam)

7

Adagrin

Sildenafil (duéi
dang sildenafil
citrate 70,24mg)
50mg

Vién nén bao
phim

Hop 1 vix 3 vién

NSX

36

893110009500
(VD-18667-13)
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15. Co sé ding ky: Cong ty Cé phan Dwgec phdm Ciru Long (Dia chi: 150 dudng 14/9, Phudng 5, Thanh phd Vinh Long,
Tinh Vinh Long, Viét Nam)
15.1. Co sé san xuat: Cong ty ¢é phan dwoc phdm Ciru Long (Dia chi: 150 duong 14/9, Phudng 5, Thanh phd Vinh Long,
Tinh Vinh Long, Viét Nam)

34 |Acepron 250 mg [Paracetamol 250mg  |Thudc bot  |Hop chira 20 géi, NSX 36 1893100067800 | 1
ubng 100 goi x 1,5g (VD-20678-14)
35 |Pabemin 325 Clorpheniramin Thudc com  [Hop 20 goi, x 2,5g; | NSX [ 36 |893100067900 | 1
maleat 2mg; Hop 30 goi, x 2,5¢; (VD-27840-17)
Paracetamol 325mg Hop 50 goi, x 2,5g;
Hop 100 goi, x 2,5¢g
36 [Terpin Codein 5 |Codein phosphat Smg; [Viénnang [Hop 10 vix 10 vién; [ NSX 36 | 893111068000 | 1
Terpin hydrat 100mg |cling Chai 100 vién (VD-18715-13)
16. Co sé ding ky: Cong ty cd phian duge phidm dwoc liéu Pharmedic (Dia chi: 367 Nguyén Trai, Phuong Nguyén Cu
Trinh, Quan 1, TP. H5 Chi Minh, Viét Nam)
16.1. Co sé san xuat: Cong ty cd phan dwgc phim dworc liéu Pharmedic (Dia chi: 1/67 Nguyén Vin Qua, Phuong Dong
Hung Thuan, Quan 12, TP. HO Chi Minh, Viét Nam)
37 |Rectiofar Glycerin 1,79g/3ml Dung dich  |Hop 50 tai x 1 dng NSX 30 1893100068100 | 1
bom tryc x 3ml, Hop 50 tui x (VD-19338-13)
trang 1 6ng x 3ml, Hop 50
tai x 1 6ng x 3ml,
Hop 40 thi x 1 dng
x 5ml, Hop 40 éng x
Sml
38 |Vitamin C 500 Acid ascorbic 250mg; |Vién nén Hop 10 vixé x 2 NSX 24 893100068200 1
Natri ascorbat 281mg  |ngam vién (VD-30358-18)

17. Co sé ding ky: Cong ty ¢ phian duge phdm Pat Vi Phi (Davipharm) (Dia chi: L6 M7A , Puong D17, Khu Céng

Nghiép My Phudc 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

17.1. Co sé san xuit: Cong ty c6 phin dwgc phdm Pat Vi Phu (Davipharm) (Pia chi: Lo M7A, Puong D17, Khu Cong

nghi€p My Phuéc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

39 |Levetral Levetiracetam 500mg |vién nén bao |Hop 3 vi x 10 vién, NSX 36 893110068300 1
phim Hop 6 vi x 10 vién (VD-14032-11)
40 |Trixlazi Calci carbonat tuong | Vién nén Hop 3 vix 10 vién, | NSX 36 | 893100068400 | 1

duong Calci nguyén
t6 400mg;
Colecalciferol
(vitamin D3) 100IU;
Ke&m sulphat
monohydrat tuong
duong K&m nguyén t6
5Smg; Magnesi
hydroxyd tuwong
duong Magnesi
nguyén t6 150mg

Hoép 10 vi x 10 vién

(VD-16723-12)




