BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc 1ap - Tw do - Hanh phic
S6: 43 /QP-QLD Ha Noi, ngay22 thang01 nam 2021
QUYET PINH

V& viéc ban hanh danh muc 21 thudc nwéc ngoai
dwoc cap giay dang ky lwu hanh tai Viét Nam - Dot 105 phién 2

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoe s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 75/2017/NP-CP ngay 20/6/2017 cia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co céu t6 chire ciia B Y té;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 ciia BJ truong Bé Y té quy
dinh cigd*c nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc thudc
Bo Yte;

Can cir Thong tw s6 32/12018/TT-BYT ngay 12/11/2018 ciia B trucéng B Y té quy
dinh vi¢c dang ky luu hanh thuéc, nguyen li¢u lam thude;

Can cir y kién cia Héi dong tw vin cdp gidy dang ky luu hanh thuoc, nguyén liéu
lam thuéc - BoY 1é:

Xét dé nghi cia Truéng phong Ping ky thuéc - Cuc Quan Iy Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 21 thubc nudc ngoai
dugc cap gidy dang ky luu hanh tai Viét Nam - Dot 105 phién 2, bao gom:

1. Danh muc 16 thudc nude ngoai dugc cip gidy ding ky luu hanh hiéu luc 05
nam - Dot 105 phién 2 (tai Phu luc | kem theo).

Céc thubc tai Danh muc ndy cé s6 dang ky v6i ky hiéu VN-...-21 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 05 thudc nudc ngoai dugc cp gidy dang ky luu hanh hiéu luc 03
nam - Dot 105 phién 2 (tai Phu luc 1l kém theo).

Céc thudc tai Danh muc nay cé s6 dang ky véi ky hiéu VN3-...-21 va hiéu luc
03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Picu 2. Co 50 san Xuat va co s¢ dang ky thude cé trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac ho so tai liéu di dang ky voi Bo
Y té va phai in s6 dang ky duoc BO Y té Viét Nam cip 1én nhin thude.

2. Chéap hanh ddy du phap luat ctia nudéc CHXHCN Viét Nam va cac quy dinh
ctia BO Y té vé nhap khau thudc va luu hanh thudc tai Viét Nam, néu co bat ct thay
d6i gi trong qua trinh luu hanh thudc & nudc so tai va & Viét Nam thi phai bao céo
ngay cho Cuc Quéan Iy Dugc - B Y té Viét Nam.

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

4. Cap nhat nhan thudc va to huéng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong B Y té quy dinh ghi nhin thudc,
nguyén liéu lam thudc va t& hudng dan sir dung thudc theo hinh thirc thay doi, bd sung
gidy dang Ky luu hanh thudc quy dinh tai Thong tu 32/2018/TT-BYT ngay 12/11/2018
cua B truong Bo Y té ddi vai thude chua cap nhat ndi dung nhan thudc, to huéng dan
st dung thudc theo quy dinh tai Thong tuw 01/2018/TT-BYT ngay 18/01/2018 cta Bo
truéng BOY té, cu thé nhu sau;



a) Ddi vé6i thude thude danh muc thude doc va nguyén li¢u doc lam thudc theo
quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cia Bo truong Bo Y té vé
viéc ban hanh danh muc thudc ddc va nguyén liéu doc lam thude: chi duge luu hanh
sau khi dugc Cuc Quan Iy Dugc phé duyét ndi dung cép nhat nay.

b) Dbi voi cac thuéc khac phai thuc hién viéc cap nhat nay trong thoi han 06
thang ké tir ngay dugc cap gidy ding ky luu hanh.

S. Phdi hop véi cac co so didu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Théng tu sb
32/2018/TT-BYT ngay 12/11/2018 cua Bo truong BO Y té quy dinh viéc dang ky luu
hanh thudc, nguyén liéu 1am thudc ddi véi cac thude thudec Danh muc tai Phu lyc II
ban hanh kém theo Quyét dinh nay (cac sb ding ky vé6i ky hidu VN3-...-21).

6. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s& dang ky
trong thoi gian hiéu lyc cia gidy dang ky luu hanh thudc, nguyén liéu lam thude.
Trong truong hop khong con dap img du diéu kién hoat dong, co s¢ dang ky phai co
trach nhiém thyc hién thay d6i co so dang ky theo quy dinh tai Thong tu s6
32/2018/TT-BYT ngay 12/11/2018 ctia B truong Bo Y té trong thoi han 30 ngay ké
tir ngay co s¢ dang ky khong con di diéu kién hoat dong.

7. Co s6 dang ky thudc phai bao cao BO Y té vé cap nhat tinh trang dap ung
Thyc hanh tot san xuat cia €O SO san Xuat thuoc nguyén liéu lam thudc. Truong hop
co s& san xuat bi thu hdi gidy phép san xuat hodc khong dap tmg Thuc hanh tot san
xuat thudc, nguyén liéu lam thudc ¢ nudc sé tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao cta co quan quan 1y c6 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 cua Chinh phu quy dinh chi tiét mot s6 didu va bién phéap thi hanh
Luat Duoc.

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

Piéu 4. Giam dbc So Y té cac tinh, thanh phd truc thudc trung wong, giam dbc
nha san xuét va co s¢ ding ky co6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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(Ban hanh kém theo quyét dinh so: ......... 43, /ODP-QLD, ngay22../01..h021.)
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' ~ DANH MUC 16 THUOC NUGC NGOAI )
PUQC CAP GIAY PANG KY LUU HANH HIEU LUC 5 NAM - PQT 105 PHIEN 2

1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (P/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, (117440) - Singapore)

1.1 Nha san xuat: A.Menarini Manufacturing Logistics and Services S.r.| (B/c: Via Sette Santi,
350131 Florence - ltaly)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
STT Ten thudc Ham lwong ché tho [chuan|  doéng géi S0 diing ky
1 |Sympal Dexketoprofen Dung dich 48 |[NSX |Hop 5 dng x VN-22698-21
(duéi dang titmbip  |thang 2ml
Dexketoprofen cham, tiém
trometamol) tinh mach
50mg/2ml cham, truyén
tinh mach
sau khi pha

2. Cong ty diang ky: Chi nhanh cong ty co6 phian dwec pham TW Codupha Ha Ni (P/c: S6 16 6
C2/NO Khu Nam Trung Yén, phuong Trung Hoa, Qudn Cau Giay, Ha Ngi - Viét Nam)

2.1 Nha san xuit: Euro-Med Laboratoires Phil., Inc (Plc: Km 36, Gen. Emilio Aguinaldo
Highway, Dasmarinas, Cavite - Philippines)

) . Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lo o
6 . S b Sod k
STT Teén thuoc Ham lueng ché | tho [chuin| déng goi 0 dang ky
2 |Lactated Ringers Mbi 500ml dung Dung dich 60 |USP [Chai 500 ml VN-22701-21
solution for dich chira: Natri tiém truyén |thang|39

Intravenuous Infusion

clorid 3 g; Natri
lactat 50% 1,55 g;
Kali clorid 150 mg ;
Canxi clorid

dihydrat 100 mg

3. Cong ty ding ky: Cong ty TNHH Dwoc pham Bach Viét (D/c: S6 146, ngé 230 Binh Cong
Thuong, P. binh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)

Trang 1




3.1 Nha san xuit: Biofarm Sp. zo.0. (B/c: ul. Walbrzyska 13, 60-198 Poznan - Poland)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach J ,
0 < , iy k
STT Tén thuoc Ham lwong che tho [chuan| déng goi S0 ding ky
3 |Vicebrol Vinpocetin 5mg Vién nén 24 [NSX [Hop5vix10 | VN-22699-21
thang Vvién; Hop 5 vi x
20 vién
4  [Vicebrol forte Vinpocetin 10mg | Vién nén 24 INSX [Hop 1vi, 3vix| VN-22700-21
thang 30 vién

4. Cong ty diang ky: Getz Pharma (Pvt) Ltd. (D/c: Plot No. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

4.1 Nha san xuat: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 alng | h diang k
STT Ten thuac Ham lwgng ché tho [chuan| déng goi 0 dang &y
5 |Azoget tablets 500mg  [Azithromycin (dudi |Vién nén bao| 24 [USP [Hop 1vix 3 VN-22702-21
dang Azithromycin |phim thang|(38 vién
dihydrat) 500mg
6 |Traloget Injection Tramadol Dung dich 24 INSX |Hop5éng 2ml | VN-22703-21
100mg/2ml hydrochlorid 100  |tiém thang
mg/2ml

5. Cong ty dang ky: GlaxoSmithkline Pte. Ltd. (D/c: 23, Rochester Park, Singapore 139234 -

Singapore)

5.1 Nha san xuit: GSK Consumer Healthcare S.A (P/c: Route de I'Etraz 2, 1260 Nyon -

Switzerland)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. ey 2 So dang k
STT Tén thuoc Ham lwong ché tho |chuan|  déng géi o dang &y
7 [Otrivin Xylometazoline Thuéc xit 36 |INSX [HOop1lo10ml | VN-22704-21
hydrochloride miii ¢ phan |thang
10mg/10ml licu
8 |Otrivin Xylometazoline Dung dich 36 |INSX [Hop1lo 10 ml [ VN-22705-21
hydrochloride nho mi thang
5mg/10ml
9 |Otrivin Xylometazoline Thudc xit 36 |INSX [Hop1lo 10 ml [ VN-22706-21
hydrochloride mii c6 phan |thang
5mg/10ml lieu
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6. Cong ty dang ky: Hanlim Pharm Co., Ltd. (P/c: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,

Gyeonggi-do - Korea)

6.1 Nha san xuat: Hanlim Pharm Co., Ltd. (B/c: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,

Gyeonggi-do - Korea)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 alg ! h diang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dansg Xy
10 |Clesin eye drops Sodium Dung dich 36 [USP [Hop 1lo 5ml VN-22707-21
Cromoglicate 20 nho mat thang(40
mg/ml

7. Cong ty dang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -

Switzerland)

7.1 Nha san xuit: Novartis Pharma Produktions GmbH (B/c: Oflinger Str. 44, D-79664 Wehr -

Germany)
A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
11 |Myfortic 180mg Mycofenolat acid  |Vién nén bao| 36 |[NSX [HOp12vix 10 [ VN-22708-21
(dudi dang tan trong thang vién
mycofenolat natri) |ruot
180mg
12 |Myfortic 360mg Mycofenolic acid  |Vién nén bao| 36 |[NSX [HOp12vix 10 [ VN-22709-21
(dudi dang tan trong thang vién
mycofenolat natri) |ruot
360mg

8. Cong ty dang ky: Pharmaunity Co., Ltd (P/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)

8.1 Nha san xuit: Hankook Korus Pharm. Co., Ltd. (B/c: 78, Daepungsandan-ro,

Daeso-myeon, Eumseong-gun, Chungcheongbuk-do - Korea)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h diang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
13 [Fatimip Inj. 0.5¢ Meropenem (dudi  |Bot phatiém| 36 [USP  [Hop 10 lo VN-22711-21
dang Meropenem thang(40
trinydrate) 500 mg

9. Cong ty dang ky: Pierre Fabre Medicament (D/c: 45, Place Abel Gance, 92100 Boulogne -

France)
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9.1 Nha san xuit: Pierre Fabre Medicament production (B/c: Site Progipharm Rue du Lycée

45500 Gien - France)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
4 < , _) k
STT Tén thuoc Ham lwong che tho [chuan| déng goi S0 ding ky
14 [Theostat L.P 100mg Theophylline (dudi |Vién nén 36 |NSX [Hop chua 2 vi x| VN-22710-21
dang Theophylline |giai phong |[thang 15 vién
monohydrate) kéo dai
100mg

10. Cong ty dang ky: Saint Corporation (D/c: Academy Tower, Rm #718, 719 - 118 Seongsui-ro,
Seongdong-gu, Seoul - Korea)

10.1 Nha san xuét: Korea Prime Pharm. Co., Ltd. (B/c: 100, Wanjusandan 9-ro, Bongdong-eup,
Wanju-Gun, Jeollabuk-do - Korea)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

& 5 h h S6 diing Ky
STT Tén thuoc Ham lueng ché | tho [chuin| déng géi 0 dang iy
15 |Loxorox Loxoprofen natri Vién nén 36 [NSX [Hop5vix 10 VN-22712-21
hydrat (twong duong thang vién

60mg Loxoprofen
natri) 68,1 mg

11. Cong ty dang ky: Tedis (D/c: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette - France)

11.1 Nha san xuét: Ferrer Internacional, S.A. (B/c: Joan Buscalla, 1-9 08173 Sant Cugat del
Vallés, Barcelona - Spain)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. <Y 2 Sod k
STT Tén thuoc Ham lwong ché tho |chuan|  déng géi o dang &y
16 |Nucleo C.M.P Forte Cytidin-5-monopho [Vién nang 24 INSX [Hop6vVvix5 VN-22713-21
sphat, muoi dinatri |ctng thang Vvién

(C.M.P. dinatri)
smg;
Uridin-5'-triphospha
t, mudi trinatri
(U.T.P. trinatri),
Uridin-5'-diphosphat
, mudi dinatri
(U.D.P. dinatri),
Uridin-5'-monophos
phat, mudi dinatri
(U.M.P. dinatri)
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3mg (tuong duong
Uridin 1,33mg)

Trang 5

* Vii Tuéin Cuong




CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

BOY TE
CUC QUAN LY DUQC

Phu luc 11 ] .
' ~ DANH MUC 05 THUOC NUGC NGOAI )
PUQC CAP GIAY PANG KY LUU HANH HIEU LUC 3 NAM - PQT 105 PHIEN 2

(Ban hanh kém theo quyét dinh so: .......43......... /ODP-QLD, ngay22..001../2021)

1. Cong ty dang ky: Cong ty c6 phan Dwoc Nam Thién Phic (B/c: Sé 8, phé Hong Phc,
phwong Nguyen Trung Truc, qudn Ba DPinh, Ha N¢i - Viét Nam)

1.1 Nha san xuat: Farmaprim Ltd (BP/c: 5, Crinilor street, Porumberi, Criuleri district, MD-4829

- Moldova)
N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
. <Y 2 Sod k
STT Tén thuoc Ham lugng ché tho [chuan| déng goi o dang &y
1 |Canvey Mai vién chira: Viéndatam | 36 [NSX |Hop2vix5 VN3-300-21
Metronidazol dao thang vién

225mg;
Chloramphenicol
100mg; Nystatin
75mg tuwong duong
3300001U;
Dexamethason
acetat 0,5mg

2. Cong ty diing ky: Cong ty Co phan Fresenius Kabi Bidiphar (D/c: Khu vuc 8, Phuwong Nhon
Phu, TP. Qui Nhon, tinh Binh Dinh - Viét Nam)

2.1 Nha san xuit: Fresenius Kabi AB (P/c: Rapsgatan 7, Uppsala 75174 - Sweden)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ ,
STT Ten thudc Ham lwong ché tho |chuan dong goi S0 ding ky
2 |Vitalipid N Adult M®i 6ng 10ml chira: [Nhii twong | 24 [NSX  |Hop 10 dng VN3-301-21
Retinol (duéi dang |dam dac dé thang 10ml
Retinol palmitat pha tiém
1941mcg) 990 meg; [truyén
Phytomenadion 150
mcg; Ergocalciferol
5mcg;
DL-a-tocopherol
9,1mg
3 |Vitalipid N Infant MJi 6ng 10ml chaa: [Nhii twong | 24 |[NSX  [Hop 10 6ng VN3-302-21
Retinol (dudi dam dac dé [thang 10ml

Trang 1




dang Retinol
palmitat 1353mcg)
690mcg;
Phytomenadion
200mcg;
Ergocalciferol
10mcg; DL- a
-tocopherol 6,4mg

pha tiém
truyen

3. Cong ty dang ky: Janssen - Cilag Ltd. (B/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalong Krung Road, Kwaeng Lam Pla Tew, Khet Lad, Krabang, Bangkok Metropolis - Thailand)

3.1 Nha san xuit: Patheon-France (B/c: 40 Boulevard de Champaret, 38300 Bourgoin-Jallieu -

France)

Co sé déng goi, xuat xwong: Janssen-Cilag S.p.A (P/c: Via C. Janssen, Borgo San Michele,

04100 Latina, Italy)

. £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
STT Tén thuoc Ham lwong ché the |chuin|  déng goi >0 ding ky
4 |Zytiga Abiraterone acetate |Vién nénbao| 24 |NSX |Hop5vix 12 VN3-303-21
500 mg phim thang vién, mdi vi
dugc dong
trong mot bao
bia cing

4. Cong ty diang ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (P/c: 21, Biopolis Road
#04-01/12 Nucleos Singapore 138567 - Singapore)

4.1 Nha san xuat: Takeda Pharmaceutical Company Limited, Osaka Plant (P/c: 17-85,
Juso-honmachi, 2-Chome Yodogawa-ku, Osaka, 532-8686 - Japan)
Co sé dong géi: Delpharm Novara s.r.l. (D/c: Via Crosa 86, 28065-Cerano (NO), Italy)

. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 aNng f h diang k
STT Tén thuoc Ham lwong che the |chuan déng goi 0 dang &y
5 |Dexilant 60mg Dexlansoprazol Vién nang 36 INSX [Hop2vix7 VN3-304-21
60mg phong thich |thang vién, hop 4 vi x
bien doi 7 vién
~ CUC TRUONG
~

Trang 2
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