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CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 86  /QP-QLD Ha Noi, ngay 24 thang02 nam 2022
QUYET PINH

Vé viée ban hanh danh muc 28 thudc nwéc ngoai
dworc gia han giay diang ky lwu hanh tai Viét Nam - Dot 107

CUC TRUONG CUC QUAN LY DUQC
Can cir 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 chucc nang, nhiém vu, quyen han Va co cau 16 chire clia BoY 1é:

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

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia BY trueong Bo Y
té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Can cit Théong tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia B trueong Bo Y
té sira doi, bo sung va bai bé mét sé vin ban quy pham phép ludt do BY tredng
B¢ Y té ban hanh, lién tich ban hanh;

Can cit Thong tuw s6 23/2021/TT-BYT ngay 09/12/2021 ciia Bé Y té sira doi,
bé sung mot s6 vin ban quy pham phdp ludt do B trwong Bo Y té ban hanh;

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

Xét d@é nghi ciia Truwong phong Dang ky thuéc - Cuc Qudan 1y Dueoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 28 thubc nudc
ngoai dugc gia han gidy diang ky luu hanh tai Viét Nam - Dot 107. C4c thudc tai
Danh muc nay duoc giit nguyén thong tin s6 dang ky dd cp va co hiéu luc 05
nam ké tir ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co so san xuét va co sé dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cac ho so tai liéu da dang ky
v6i BO Y té va phai ¢d thong tin s6 dang ky duge Bo Y té cap 1én nhan thubc.

2. Chap hanh day du phap luit ciia nuéc CHXHCN Viét Nam va cac quy
dinh ctia Bo Y té vé nhap khéu 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 bao cao ngay cho Cuc Quan ly Dugc - B0 Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat luong cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y té quy
dinh vé chét luong thude, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to huéng dan st dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong B Y té quy dinh



ghi nhan thudc, nguyén liéu lam thudc va to hudng dan st dung thudce trong thoi
han 06 thang ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thac thay doi,
b sung gidy dang ky luu hanh thubc quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 ciia B trudng Bo Y té quy dinh viéc diang ky luu hanh thudce,
nguyén liéu 1am thudc va Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cia
Bo truong Bo Y té sira doi, bd sung va bii bo mot sd van ban quy pham phap
luat do Bo trudong BO Y té ban hanh, lién tich ban hanh.

5. Phdi hop voi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh
hi¢n hanh vé thudc ké don, theo ddi an toan, hiu qua, tic dung khong mong
mudn cua thude trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai
Piéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 caa Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu 1am thudc.

6. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudong
hop khong con dap tung du diéu kién hoat dong, co s& dang ky phai co trach
nhiém thuc hién thay d6i co so ding ky theo quy dinh tai Thong tu sO
32/2018/TT-BYT ngay 12/11/2018 cia Bo truong Bo Y té trong thoi han 30
ngay ké tir ngdy co sé dang ky khong con du diéu kién hoat dong.

7. Co so dang ky thuoc phai bao cao B0 Y té vé cdp nhat tinh trang dap
tmg Thuc hanh tbt san xuat cua co SO san xuat thudc, nguyén liéu lam thude.
Truong hop co s6 san xuat bi thu hdi gidy phép san xuat hodc khong dap mg
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thubc ¢ nudc so tai, co s phai
thue hién viéc bao cao trong thoi han 15 ngay ké tir ngay c6 thong béo cua co
quan quan 1y c6 tham quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 caa Chinh phu quy dinh chi
tiét mot sd diéu va bién phap thi hanh Luat Dugc.

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

Piéu 4. Giam ddc S¢ Y té cac tinh, thanh pho tryc thudc trung uong,
giam ddc nha san xuat va co sé dang ky co6 thude tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc
DANH MUC 28 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 107

(Ban hanh kém theo quyér dinh sé: ... 86....../OP-QLD, ngay 24./02../2022.)

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (dia chi:30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440 - Singapore)

1.1. Co sé san xuat: Berlin Chemie AG. (Pia chi: Tempelhofer Weg 83, 12347 Berlin — Germany).

1.2. Co sé déng géi va xuat xwong: Berlin Chemie AG (Pia chi: Glienicker Weg 125, 12489 Berlin
— Germany)

STT | Tén thuéc Hoat chat chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
1 Nebilet Nebivolol (dudi Viénnén |36 NSX Hop 1 vi x VN- 01
dang Nebivolol thang 14 vién; hop | 19377-15
hydrochloride) 5 mg 2Vvix14
vién
2. Co s¢ dang ky: Abbott Laboratories (Singapore) Private Limited (dia chi:3 Fraser Street, #23-
28 DUO Tower Singapore 189352 - Singapore)
2.1. Co sé san xuat: Mylan Laboratories SAS (dia chi:Route de Belleville, Lieu dit Maillard, 01400
Chaétillon-sur-Chalaronne - France)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
2 Betaserc Betahistine Viénnén |36 NSX Hop 3 vi x VN- 01
16mg dihydrochloride thang 20 vién 17206-13
16mg
3 Serc 8mg Betahistine Viénnén | 36 NSX Hop 4 vi x VN- 01
dihydrochloride 8mg thang 25 vién 17207-13
3. Co s¢ dang ky: Actavis International Limited (gia chi:No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LQA 6000 - Malta)
3.1. Co sé san xuit: Teva Pharmaceutical Works Private Limited Company (dia chi:H-4042
Debrecen Pallagi ut 13 - Hungary)
STT | Tén thudc Hoat chét chinh— | Dang bao | Tuoi Tiéu Quy cach S6 Pang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
4 Meloxicam- Meloxicam 15 mg Vién nén 36 NSX Hop 3viXx VN- 01
Teva 15mg thang 10 vién 19040-15
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5 Meloxicam- | Meloxicam 7,5mg | Viénnén | 36 NSX Hop 3vix | VN- 01
Teva 7.5mg thang 10 vién 19041-15
4. Co sé dang ky: Aristopharma Ltd. (dja chi:7 Purana Paltan Line, Dhaka-1000 - Bangladesh)
4.1. Co sb san xuat: Aristopharma Ltd. (dia chi:Plot #14-22, Road #11 & 12 Shampur-Kadamtali
I/A, Dhaka-1204 - Bangladesh)
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
6 Ruvastin-10 | Rosuvastatin (dudi | Viénnén | 24 Tiéu Hop, Hop VN- 01
tablet dang Rosuvastatin bao phim | thang chuan | chua 2 vi 19001-15
calcium) 10mg nhé} san | nhém-nhém
xuat x 10 vién nén
5. Co sé dang ky: Bayer (South East Asia) Pte Ltd (d7a chi:2, Tanjong Katong Road, #07-01, PLQ3,
Singapore (437161) - Singapore)
5.1. Co sé san xuat: Bayer AG (dia chi:Kaiser-Wilhelm-Allee, 51368 Leverkusen - Germany)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
7 Xarelto Rivaroxaban 20 mg | Vién nén 36 NSX HopOlvix | VN- 01
bao phim | thang 14 vién 19014-15
6. Co sé diing ky: Cong Ty TNHH DKSH Pharma Viét Nam (dia chi:Sé 23 Pai Lé Déc Lap, Khu
cbng nghiép Viét Nam - Singapore, phuwong Binh Hoa, thi X8 Thugn An, tinh Binh Duong - Viét Nam)
6.1. Co sé san xuat: Ea Pharma Co., Ltd. (dia chi:103-1, Shirasakaushishimizu, Shirakawa-shi,
Fukushima - Japan)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
8 Atelec tablets | Cilnidipine 10mg vién nén 36 NSX Hop 10vix | VN- 01
10 bao phim | thang 10 vién; Hop | 15704-12
10vix 14
vién; Hop
50 vi x 10
vién; Hop
50 vi x 50
vién; Hop
100 vi x 10
vién




7. Co sé dang ky: Diethelm & Co., Ltd. (dia chi:Wiesenstrasse 8, 8008 Zurich - Switzerland)

7.1. Co s& san xuéat: UPSA SAS (dia chi:979, avenue des Pyrénées, 47520 Le Passage - France)

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
9 Efferalgan Paracetamol 80 mg | B6t sui bot | 24 NSX Hop 12 Goi | VN- 01
deé pha thang 19070-15
dung dich
uong
8. Co so diang ky: Eisai (Thailand) Marketing Co., Ltd. (dia chi:No. 93/1, Unit 603-604, 6th Floor,
GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis - Thailand)
8.1. Co sé dong géi va xuit xwéng: Interthai Pharmaceutical Manufacturing Ltd. (Dja chi:1899
Phaholyothin road, Ladyao, Chatuchak, Bangkok 10900 - Thailand)
8.2. Co sé san xuit ban thanh pham: Bushu Pharmaceuticals Ltd. Misato Factory (dia chi: 950,
Hiroki, Ohaza, Misato-machi, Kodama-gun, Saitama-ken, Japan)
STT | Tén thuéc Hoat cht chinh — | Dangbao | Tudi | Tiéu Quy céch S6Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
10 Myonal 50mg | Eperison Viénnén | 36 NSX Hop 3 vi X VN- 01
hydroclorid 50 mg bao duong | thang 10 vién nén | 19072-15
bao duong
9. Co s6 dang ky: Ferring Private Ltd. (dja ch::168 Robinson Road, #13-01, Capital Tower,
Singapore (068912) - Singapore)
9.1. Co sé san xuat: Ferring GmbH (Pja chi: Wittland 11, 24109 Kiel, Germany)
9.2. Co s& dong géi va xuat xwong: Ferring International Center SA (Pja chi: Chemin de la
Vergognausaz 50, 1162 St-Prex - Switzerland)
STT | Tén thuéc Hoat cht chinh — | Dangbao | Tudi | Tiéu Quy céch S6Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
11 Glypressin Terlipressin acetate | Bot dong | 24 NSX Hop 1 lo bot | VN- 01
1,0 mg (twong khoé va thang dong kho va | 19154-15
duong Terlipressin | dung moi 1 ong dung
0,86 mq) pha dung maoi 5ml
dich tiém

10. Co sé dang ky: Glenmark Pharmaceuticals Ltd. (dia chi:B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026 - India)




10.1. Co sé san xuat: Glenmark Pharmaceuticals Ltd. (dia chi:Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State - India)

STT | Tén thudc Hoat chét chinh— | Dang bao | Tuoi Tiéu Quy cach S6 Pang | Lan

Ham lwong che tho chuan | dong goi ky gia
han

12 Candid Clotrimazol 1% Cream 48 TCCS | Hop 1 Tuyp, | VN- 01
(wiw) thang 20g 17045-13

13 Tacroz Tacrolimus 0,03% | Thuéc m& | 18 TCCS |Hopltuyp | VN- 01
(wiw) bdi ngoai | thang 109 18320-14

da

11. Co sé dang ky: Medochemie Ltd. (dia chi:1-10 Constantinoupoleos street, 3011 Limassol -
Cyprus)

11.1. Co sé san xuat: Medochemie Ltd - Central Factory (dia chi:1 - 10 Constantinoupoleos street,
3011 Limassol - Cyprus)

STT | Tén thuéc Hoat chat chinh — | Dang bao | Tudi Tiéu Quy cach S6 Piang | Lan

Ham lwong ché tho chuin | déng goi ky gia
han
14 Zafular Bezafibrate 200mg | Vién nén 36 Tiéu Hop chta5 | VN- 01

bao phim | thang chuan | vix 10vién |19248-15
nhasan | nén bao
Xuat phim

15 Ticevis 10mg | Loratadine 10mg Viénnén |24 Tiég Hopchta2 | VN- 01
thang chuan | vix10vién | 18781-15
nhasan | nén; Hop

XUt chira 10 vi x
10 vién nén
16 Nefolin 30mg | Nefopam Viénnen |24 Tiéu Hopchta2 | VN- 01
hydrochloride 30 mg thang chuan vi x 10 vién | 18368-14
nhasan | nén
XUt

11.2. Co sé san xuat: Medochemie Ltd — Factory C (dia chi:2 Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus)

STT | Tén thuéc Hoat chat chinh — | Dang bao | Tudi Tiéu Quy cach S6 Pang | Lan
Ham lwgng ché tho chuan | déng goi ky gia
han
17 Taximmed 1g | Cefotaxime (dudi Bot pha 24 Tiéu Hop chra 10 | VN- 01
dang Cefotaxime tiém bap, |thang |chuan | lo bot pha 19496-15
natri) 1000mg tiém hoac nhasan | tiém
truyén tinh XUt
mach




18 Medaxetine Cefuroxime (dudi Bot pha 24 Tiéu Hopchtal | VN- 01
1.5¢ dang Cefuroxime tiém tinh | thang chuan lo bot pha 19244-15
natri) 1,5¢ mach hha san | tiém
xuat
12. Co s6 dang ky: Mega Lifesciences Public Company Limited (dia chi:384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)
12.1. Co sé san xuat: Mega Lifesciences Public Company Limited (dia chi:384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
19 Meditrol Calcitriol 0,25mcg | Viénnang | 36 NSX Hop 3 vi x VN- 01
meém thang 10 vién 18020-14
20 Enat 400 Vitamin E (D-alpha- | Viénnang | 36 NSX Hop 3 vi x VN- 01
tocopheryl acetate) | mém thang 10 vién; Hop | 15978-12
400 1U 5vix 10
vién
13. Co sé dang ky: Merck Export GmbH (dia chi:Frankfurter Strafle 250, 64293 Darmstadt —
Germany)
13.1. Co sé san xuat: 1. Co sé san xuit lo bgt: Baxter Oncology GmbH (Pja chi: Kantstrasse 2,
D-33790 Halle — Germany);
- Co s& san xuét dung mdi: Abbott Biologicals B.V. (dia chi: Veerweg 12, NL-8121 AA Olst -
The Netherlands);
- Co s¢ xuat xwéng 16: Merck Healthcare KgaA (Pja chi: Frankfurter StraBe 250, D-64293
Darmstadt — Germany)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
21 Cetrotide Cetrorelix (dudi Bot pha 24 NSX Hop gom 7 VN- 01
dang cetrorelix dung dich | thang khay, moi 16831-13
acetate) 0,25 mg tiém khay chira: 1
lo bot dé pha
dung dich
tiém, 1 ong
tiém chwra
sainlml
dung méi dé
pha tiém, 1
Kim tiém
20G, 1 kim
tiém 27G, 2




miéng gac
tam con

13.2. Co s& san xuat: Merck Healthcare KgaA (dia chi:Frankfurter Strasse 250, 64293 Darmstadt
- Germany)

- Co s6 dong géi: P&G Health Austria GmbH & Co. OG (dja chi: Hoesslgasse 20, 9800
Spittal/Drau - Austria)

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
22 Concor 5mg | Bisoprolol fumarate | Viénnén | 36 TCCS | Hop 3vix VN- 01
5mg bao phim | thang 10 vién 17521-13
13.3. Co sé san xuat: Merck Sante s.a.s. (d7a chi:2 rue du Pressoir Vert, 45400 Semoy - France)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
23 Glucophage Metformin Viénnén |36 Tiéu Hop 2 vi x VN- 01
hydrochloride bao phim | thang chuan | 15 vién 16517-13
1000mg bé duoc CO SO
14. Co sé diang ky: Micro Labs Limited (dja chi:No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka - India)
14.1. Co s& san xuit: 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
24 Pantotab Pantoprazole (dudi | Viennén | 24 Nha Hop 3vix | VN- 01
dang Pantoprazole bao tan thang san 10 vién 18384-14
Sodium trong rudt Xuat
Sesquihydrate)
40mg
25 Ursodox Ursodeoxycholic Viénnang | 24 Nha Hop 10vix | VN- 01
Acid 250mg cang thang san 10 vién 18385-14
Xuat

15. Co sé dang ky: Novartis Pharma Services AG (dia chi:Lichtstrasse 35, 4056 Basel- Switzerland)

15.1. Co sé san xuat: Novartis Pharma Produktions GmbH (dia chi:Oflinger Strasse 44, 79664

Wehr — Germany)




STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
26 Galvus Met Vildagliptin 50 mg, | Viénnén | 18 NSX HOp 6 vi X VN- 01
50mg/850mg | Metformin bao phim | thang 10 vién 19293-15
hydrochloride 850
mg
15.2. Co s& san xuit: S.A. Alcon-Couvreur N.V. (dia chi:Rijksweg 14, 2870 Puurs - Belgium)
STT | Tén thudc Hoat chat chinh— | Dang bao | Tuoi Tiéu Quy cach S6 Pang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
27 Tobrex Tobramycin 3 Dung dich | 36 NSX Hop 1Lox | VN- 01
mg/ml nho mat thang 5ml 19385-15
16. Co sé dang ky: Pharmascience Inc (dia chi:6111 Royalmount Avenue, Suite 100, Montreal,
Quebec Canada H4P 2T4 - Canada)
16.1. Co s& san xuat: Pharmascience Inc (dia chi:6111 Royalmount Avenue, Suite 100, Montreal,
Quebec Canada H4P 2T4 - Canada)
STT | Tén thuéc Hoat chat chinh — | Dang bao | Tuoi Tiéu Quy cach S6 Piang | Lan
Ham lwong che tho chuan | dong goi ky gia
han
28 Pms-Ursodiol | Ursodiol Viénnén | 36 NSX Chai 100 VN- 01
C 500mg (Ursodeoxycholic thang Vién 18409-14
acid) 500mg
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