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QUYET PINH

) Véviéc ban hanh danh myc 11 thudc nwéc ngoai
dwoc cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 108.2

CUC TRUONG CUC QUAN LY DUQC
Can eir Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh-chirc ndng, nhiém vu, quyén han va co cdu té chirc ciia Bo Y té;

Can cir Quyét dinh s6 7868/0D- -BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cau té chire ciia Cuc Qudn 1y
Duegc thude Bo Y té;

~ Can cur Thong tu 50 32/2018/TT-BYT ngay 12/11/2018 cua B¢ truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

~ Can cur Thong tu 6 29/2020/TT-BYT ngay 31/12/2020 cua B9 truong Bo Y
te swra doi, bo sung va bai bo mét s6 van ban quy pham phap ludt do B9 truong
Bo Y te ban hanh, lién tich ban hanh;

Can cir ¥ kién cia Hoi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;

Xét dé nghi ciia Trudng phong Dang ky thuéc - Cuc Qudn 1y Duge.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 11 thubc nudc
ngoai duoc cdp, gia han gidy dang ky luu hanh tai Viét Nam - Dot 108.2, bao
gom:

1. Danh muc 07 thudc nudc ngoai dugc cap gidy dang ky luu hanh hiéu
luc 05 nam - Dot 108.2 (tai Phu luc 1 kém theo). Céac thudc tai Danh muc nay c6
s6 dang ky véi ky hiéu VN-...-22 va hiéu lyc 05 nim ké tir ngay ky ban hanh
Quyét dinh nay.

2. Danh muc 01 thudc nudc ngoai duoc gia han gidy dang ky luu hanh tai
Viét Nam hiéu luc 05 nim - Dot 108.2 (tai Phu Iuc 2 kém theo). Céc thudc tai
Danh muc ndy duoc giit nguyén thong tin s6 diang ky da cap va co6 hiéu luc 05
nam ké tir ngay ky ban hanh Quyét dinh nay.

3. Danh muc 03 thudc nudc ngoai duoc gia han gidy diang ky luu hanh tai
Viét Nam hiéu luc 03 nim - Dot 108.2 (tai Phu luc 3 kém theo). Cac thudc tai
Danh muyc nay duoc giit nguyén thong tin sé diang ky da cép va co hiéu luc 03
nam ké tir ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co sé san xuat va co s¢ dang ky thudc co6 trach nhiém:



1. Cung cap thudc vao Viét Nam theo dung cac hd so tai liéu da dang ky
vo1 B0 Y t€ va phai in hodc dan s6 dang ky dugc BO Y t€ cap 1én nhan thuoc.

2. Chap hanh day du phap luat ciia nudc CHXHCN Viét Nam va cac quy
dinh cia BO Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi
phai béo céo ngay cho Cuc Quan 1y Duoc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chét luong cua thudc theo quy dinh
tai Thong tu's6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t€ quy
dinh vé chat lugng thudc, nguyén liéu lam thude.

4.2Cap nhat nhan thudc va t& hudéng dan st dung thube theo quy dinh tai
Théng tuw 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to huéng dan st dung thude theo hinh
thir¢ thay d6i, bd sung gidy ding ky luu hanh thudc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té d6i voi thude chua
cap nhat ndi dung nhan thude, to huéng dan sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudéng Bo Y té, cu thé nhu
Sau:

a) P6i voi thude thude danh myc thube doc va nguyén lidu doc 1am thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ trudong B
Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thude: chi
dugc luu hanh sau khi dugc Cuc Quan 1y Dugc phé duyét ndi dung cap nhat
nay.

b) Bdi véi cac thude khac phai thyc hién viéc cap nhat nay trong thoi han
06 thang ké tir ngay duoc cip gidy dang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc
gia han gidy ding ky luu hanh tai Phu luc 2, Phu luc 3 ¢6 thay d6i vé noi dung
hanh chinh (bao gom cd mdu nhan va to huéng dan sir dung) phai nhap khau,
luu hanh véi cac noi dung da duoc phé duyét thay doi trong hd so dang ky gia
han.

6. Phoi hop vai cac co so diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong
mudn cua thudc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai
Piéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo truéng Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc dbi véi cac thude
ban hanh kém theo Quyét dinh nay.

7. Co s0 dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co so ding
ky phai ¢6 trach nhiém thyc hién thay dbi co so dang ky theo quy dinh tai Thoéng
tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B truong Bo Y té trong thoi han
30 ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.



8. Co so dang ky thuéc phai bao cao B0 Y té vé cdp nhat tinh trang dap
tmg Thyc hanh tbt san Xuat cia co sO san xuat thude, nguyén licu lam thude.
Truong hop co s6 san xuat bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thubc ¢ nudc so tai, co sd phai
thuc hién viéc bao c¢do trong thoi han 15 ngay ké tir ngay c6 thong béo cua co
quan quan 1y c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luat Duoc.

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

Piéu 4. Giam dbc S6'Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va co so dang ky c6 thuoce tai Diéu 1 chiu trach nhiém thi hanh
Quy¢t dinh nay./.

Noi nhan:

- Nhu Diéu 4;
- By trudng (dé blc); (o7 ¢
- TTr. B6 Xuan Tuyén (de b/c); 5 |
- Cuc Quan Y Bo Quoc phong, Cuc Y te Bo Cong -

Cuc Halﬂquan Bo6 Tai chmh J\, RV ///«
- Bao hiém Xa hoi Vit Nam; = & \
- B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vi Tuan Cuong

Thanh tra Bo.

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

- Tong Cong ty Duoc VN; Cac Cong ty XNK duoc
pham;

- Céc Bénh vién & Vién c6 giuong bénh truc thude
BYT,;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).



Phu luc 1

DANH MUC 07 THUOC NUGOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIETNAM HIEU LUC 5 NAM - PQT 108.2

(Ban hanh kém theo quyét dinh sé: ..264...../0P-QLD, ngay .11./03./2022)

1. Cong ty dang ky: Adamed Pharma S.A (P/c: Pienkow, ul. Mariana Adamkiewicza 6A 05-152

Czosnéw - Poland)

1.1 Nha san xuét: Adamed Pharma S.A (P/c: ul. Marszalka Jzefa Pilsudskiego Street 5, 95 -
200 Pabianice’- Ba Lan)

STT

Tén thudc

Biséptol 120

Hoat chit chinh -
Ham lwgng

Sulfamethoxazole
100mg;
Trimethoprim 20mg

Dang bao
che

Vién nén

Tudi
tho

24
thang

Tiéy
chuan
NSX

Quy céch

déng goi
Hop 1 vix 20
vién

S6 diang ky

VN-23094-22

2. Cong ty ding ky: COng ty c6 phan dwgc pham Ha Noi (B/c: 170 dwong La Thanh, Phuong 6
Cho Dira, Qudn Dong da, Ha Noi - Viét Nam)
2.1 Nha san xuét: API Co., Ltd. Ikeda Pharmaceutical Plant (B/c: 234-1 Aza-kaigome, Dan,
Ikeda-cho, Ibi-gun, Gifu - Japan)

STT

Tén thube

NIKP-Cefotiam
injection 1g

Hoat chét chinh -
Ham lwgng

Cefotiam
hydrochlorid 1g

Dang bao
che

Bot pha tiém

Tudi
tho

36
thang

Tiéy
chuan
JP 17

Quy céach
doéng goi
Hop 10 1o x1g

S6 ding ky

VN-23095-22

3. Cong ty ding ky: Cong ty TNHH duge pham B.H.C (P/c: 145 Pdo Duy Anh, phueong 9, qudn
Pha Nhudn, TP. Ho Chi Minh. - Viét Nam)

3.1 Nha san xuit: Lipa Pharmaceuticals Pty., Ltd. (B/c: 21 Reaghs Farm road, Minto NSW

2566. - Australia)

STT

Tén thudc

Oztis

Hoat chét chinh -
Ham lwgng

Glucosamine sulfat
potassium chloride
(twong duong
glucosamin sulfate
750mg) 995,22mg;
Chondroitin sulfate
250mg

Dang bao
che
Vién nén bao

phim

Tudi
tho

36
thang

Tiéu
chuan

Nha
san
xuat

Quy céach

doéng goi
Hop 6 vix 10
vién

S6 ding ky

VN-23096-22

Trang 1




4. Cong ty ding ky: Cong ty TNHH Dugc pham Viét - Phap (B/c: Tang 20, toanha ICON 4,
243A Dé La Thanh, P. Lang Thuong, Q. Dong Pa, Ha Noi - Viét Nam)

4.1 Nha san xuét: Zambon Switzerland Ltd (B/c: Via Industria 13, 6814 Cadempino, Thuy S7 -

Thuy Sy)
p & Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach 5 diine K
STT Ten thude Ham lwong ché tho | chuin déng goi S0 ding ky
4 [Fluimucil 600mg Acetylcystein Viénnénsui [ 36 |TCCS [Hop Svix 2 VN-23097-22
600mg thang vién
5. Cong ty dang ky: Cong ty TNHH mt thanh vién An Phét (b/c: 166/42 Thich Quang P,
Phuong 04, Qudn PhU Nhudn, TP. Ho Chi Minh - Viét Nam)
5.1 Nha san xuat: Evertogen Life Sciences Limited (P/c: Plot No. S-8, S-9, S-13/P & S-14/P,
TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar,
Telangana, IN-509301 - India)
N Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach P
STT Ten thube Ham lwgng ché tho |chuin| déng goi S6 ding ky
5 |Carbidopa Levodopa Carbidopa (dudi Vién nén 24 INSX [Hop2vix 10 | VN-23098-22
25/100 mg Tablets dang Carbidopa thang vién, hop 10 vi
monohydrat) 25 mg; x 10 vién
Levodopa 100mg
6. Cong ty dang ky: Cong ty TNHH mt thanh vién An Phét (P/c: 166/42 Thich Quang P,
Phuong 4, Qudn PhU Nhudn, Tp. Ho Chi Minh - Viét Nam)
6.1 Nha san xuét: Inventia Healthcare Ltd (B/c: F1-F1/1, Additional Ambernath M.I.D.C.
Ambernath (East), Thane 421 506, Maharashtra State - India)
. £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy céch Sé dine kv
STT Ten thuoc Ham luwgng ché tho |chuin| déng goi 0 dang &y
6 |Felodip 5 Felodipine 5mg Vién nén 24 |USP39(Hop 3 vix 10 VN-23099-22
giai phéng  [thang Vvién
kéo dai

7. Cong ty dang ky: Medley Pharmaceuticals Limited (b/c: Medley House, D-2, MIDC Area,
16th Road, Andheri (E), Mumbai 400 093 - India)

7.1 Nha san xuét: Medley Pharmaceuticals Limited (B/c: Plot No 18 &19 Survey No 378/7&8 ,
379/2&3, Zari Causeway Road, Kachigam, Daman-396210 - India)

o Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach S6 diine kv
< <78 2 . ding k
STT Ten thude Ham lwgng che tho [chuan| déng goi ¢ dang &y
7 |Carvas 12.5 tablets Carvedilol 12,5mg [Vién nén bao| 24 |[NSX [Hop 10 vix 10 | VN-23100-22
phim thang vién

Trang 2




(Ban hanh kém theo quyét dinh sé: ... 264..../0D-QLD, ngay 11./05./2022)

Phu luc 2

DANH MUC 01 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 108.2

1. Co sé ding ky: Cong ty Cé phan Dwgc pham Thién Thao (dia chi:Sé 61-63 Tran Quac Hoan,
phirong Dich Vong Hdu, qudn Cdu Gidy, thanh phé Ha Ngi - Viét Nam)

1.1. Co sé san xuat: Meiji Seika Pharma Co., Ltd. (dia ch/:1056, Kamonomiya, Odawara-shi,
Kanagawa - Nhgat Ban)

STT | Tén thuéc Hoat chat chinh — | Dang bao | Tudi Tiéu Quy cach S6 Pang | Lan
Ham lwong ché tho chuan | déng goi Ky gia
han
1 Fosmicin Fosfomycin calcium | Viénnén | 36 JPC 1Hopx2vi | VN- 01
tablets 500 hydrate 500mg thang x 10 Vién 15983-12
(potency)




Phu luc 3

DANH MUC 03 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 108.2

(Ban hanh kém theo quyét dinh sé: ...264...../0D-QLD, ngay .11/05./2022)

1. Co sé ding ky: Cong ty Cé phan Dwgc pham Thién Thao (dia chi:Sé 61-63 Tran Quac Hoan,
phirong Dich Vong Hau, qudn Cau Gidy, thanh phé Ha Ngi - Viét Nam)

1.1. Co sé san xuit: Meiji Seika Pharma Co., Ltd. Odawara Plant (dia chi:1056, Kamonomiya,
Odawara-shi, Kanagawa - Nhdt Ban)

STT | Tén thuéc Hoat chét chinh— | Dang bao | Tuoi Tiéu Quy cach S6 Pang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
1 Fosmicin for | Fosfomycin sodium | Bot pha 36 JP17 Hop 10Lo | VN- 01
I.V. Use 1g 19 (hoat lyc) tiém thang 13784-11
2 Fosmicin for | Fosfomycin sodium | Bot pha 36 JP17 Hop 10Lo | VN- 01
I.V. Use 29 29 (hoat lyc) tiém thang 13785-11
3. Co sé dang ky: Micro Labs Limited (dia chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka - India)
3.1. Co sé¢ san xuat: Micro Labs Limited (dia chi:92, Sipcot Industrial Complex, Hosur -635 126,
Tamil Nadu - India)
STT | Tén thuéc Hoat chét chinh— | Dang bao | Tuoi Tiéu Quy cach S6 Pang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
3 Melanov-M Gliclazide 80mg , Viénnén |36 NSX Hop 10 vix | VN- 01
Metformin thang 10 vién 20575-17
Hydrochloride
500mg
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