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Ky boi: CUC QUAN

*\ LY DUGC
\Coqu BOYTE

g BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc l1ap - Tu do - Hanh phuc
Sb: 864 /QP-QLD Ha Ngi, ngay 26 thang12ndm?2024
QUYET PINH

Vé viéc ban hanh danh muc 44 thudc nuéc ngoai
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 123.1

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
churc nang, nhiém vu, quyén han va co cdu t6 chire ciia BY Y té;

Can cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan 1y Duwoc thugc
Bé Yté;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng B Y té quy
dinh vi¢c dang ky luu hanh thudc, nguyén li¢u lam thuoc

Can cit két lugn ciia Héi dong tw van cdp gzay dang ky lhweu hanh thuéc, nguyén
lieu lam thuoc Bé Y té dot 123 tai CONng Vdn sé 92/HDTV-VPHD ngay 24/10/2024 va
Céng vin sé6 105/HPTV-VPHP ngay 19/12/2024 cua Van phong Hoi dong tw vin cdp
GDKLH thube, nguyén liéu lam thudc;

Theo dé nghi ciia Truong phong Pang ky thuéc - Cuc Quan 1y Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 44 thubc nudc ngoai
duogc cap gidy dang ky luu hanh tai Viét Nam - Dot 123.1, cuy thé:

1. Danh muc 43 thudc nude ngoai duogc cap gidy dang ky lwu hanh hiéu luc 05
nam - Dot 123.1 (tai Phu luc I kém theo).

2. Danh muc 01 thudc nuéc ngoai duoc cp gidy dang ky luu hanh hiéu lyc 03
nam - Dot 123.1 (tai Phu luc Il kem theo).

Piéu 2. Co sd san xuét va co so ding ky thude c6 trach nhiém:

1. San xuat, cung cip thudc vao Viét Nam theo ding cac hd so, tai lidu da ding
ky v6i BO Y té va phai in hodc dan sé dang ky dugc BO Y té cap 1én nhan thudce.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh cua Bo Y té vé
san xut, nhap khau thudc va luu hanh thude tai Viét Nam, néu co bat cr thay doi gi
trong qua trinh luu hanh thudc & nude s tai va & Viét Nam thi phai béo céo ngay cho
Cuc Quén Iy Duoc - Bo Y té Viét Nam.

3. Thuc hién viéc cdp nhat tiéu chuan chéat luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B6 truong BO Y té quy dinh vé chat
lwong thude, nguyén liéu lam thude, Thong tu sb 03/2020/TT-BYT ngay 22/01/2020
cia Bo truong BO Y té stra doi, b sung mot sé diéu cia Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thudc, nguyén liéu 1am thude.

4. Cap nhat nhan thudc va to hudng dan sir dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh ghi nhin thubc,
nguyén li¢u lam thude va t& hudng dan sir dung thudc theo hinh thirc thay doi, bd sung
gidy dang ky luu hanh thudc quy dinh tai Thong tw 08/2022/TT-BYT ngay 05/9/2022
ctia BO truong Bo Y té ddi v6i thude chua cap nhat ndi dung nhin thude, to hudéng din



st dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong BO Y té.

5. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy diang ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s dang ky phai c6 trach nhiém thyc
hién thay d6i co so dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khdng con du dleu kién hoat dong.

6. Co s& diang ky thubc phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tmg Thuc hanh tot san xuat cua CO 80 san Xuat thuoc nguyén liéu lam
thude. Truong hop co so san xudt bi thu hoi gidy phép san xuét hodc khong dap tng
Thuc hanh tét san xuit thudc, nguyén liéu 1am thudc & nuée so tai, co s phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao ciia co quan quan Iy
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 phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Luat Dugc.

7. Phdi hop véi cac co so diéu tri dé thyc 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 nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu sd
08/2022/TT-BYT ddi vé6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Picu 4. Giam dbc S Y té cac tinh, thanh phd tryc thudc trung wong, giam dbc
nha san xuat va co s& ding ky co thude tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhén: Py '\CUC TRUONG
- Nhu Diéu 4;

- B§ truong (dé blc); J CUC

- TTr. B6 Xuan Tuyén (de b/c); ['S{ QUAN DO

- Cuc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong a** ;
CucyY té GTVT - B Giao thong véan tai; '
- Téng Cuc Hai quan - B Tai chinh;

- B4o hiém X4 hoi Viét Nam; T .

- B6 Y t& Vu PC, Cuc QLKCB, Thanh tra B¢, Vin Vll Tuan Cuong
phong HPTV cip GPKLH thubc, NLLT;

- S&'Y té cac tinh, thanh ph tryc thudc Trung wong;

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

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc phim;

- Cac Bénh vién & Vién co6 giuong bénh tryc thue BYT;

- Trung tam mua sim tap trung thudc quoc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BDKT (2b) (NT).



Phu luc |

DANH MUC 43 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 123.1

STT Tén thuéc Hoat chat chinh | Dang Quycach | Tiéu Tuoi S6 ding ky
—Hamlwong | baoché | dénggéi | chuin | tho

(thang)
1) (2) 3) 4) ©) (6) ) (8

1. Co'sé dang ky: ANVO Pharma Canada Inc. (bja chi: 111-700 Third Line Oakville ON L6L 4B1, Canada)
1.1. Co s& san xuit va xuat xwéng: Apotex Inc. (Pia chi: 50 Steinway BLVD, Etobicoke, ON,
Canada, M9W 6Y3, Canada)

Co s dong goi: Apotex Inc. (Dia chi: 4100 Weston RD., Toronto, ON, Canada, MIL 2Y6, Canada)

1 APO- Tadalafil 5mg Vién nén Hop 3 vi X USP 24 754110346200
Tadalafil bao phim 10 vién

2 APO- Tadalafil 20mg Vién nén Hop1lvix4 | USP 24 754110346300
Tadalafil bao phim vién

2. Co sé dang ky: B. Braun Medical Industries Sdn. Bhd. (bja ch:: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
2.1. Cosé'san xuat: B. Braun Melsungen AG (Bja chi: Am Schwerzelshof 1, 34212 Melsungen, Germany)

3 NuTRIflex Alanine 3,88g, Nhil twong | Hop 5 TUi, NSX 18 400110346400

Lipid peri Arginine 2,16g, tiém truyén | 1250ml;
Aspartic acid 1,29, Tai, 3 ngan
Calcium chloride 1250ml;
dihydrate 0,353g, Hop 5 Tdi,
Glucose monohydrate 1875ml,
tuong duong voi Tui, 3 ngan
anhydrous glucose 649, 1875ml,;
Glutamic acid 2,8g, Hop 5 Tdi,
Glycine 1,32g, 2500ml;
Histidine hydrochloride Tui, 3 ngan
monohydrate turong 2500ml

duong vai histidine
1,000g, Isoleucine
1,872g, Leucine
2,504g, Lysine
hydrochloride twong
duong voi
lysinel,818g,
Magnesium acetate
tetrahydrate0,515g,
Methionine 1,568g,
Potassium acetate
2,354g, Proline 2,729,
Phenylalanine 2,808g,
Serine 2,4g, Sodium
acetate trinydrate
0,435g, Sodium
chloride 0,865¢,




Sodium dihydrogen
phosphate dihydrate
0,9369, Sodium
hydroxide 0,64g, Soya-
bean oil refined 20g,
Threonine 1,4569,
Triglycerides medium
chain 20g, Tryptophan
0,456, Valine 2,08g,

Zinc acetate dihydrate
5,289

NuTRIflex Alanine 6,792¢, Nhii twong | HOop 5 TUi NSX 18 400110346500

Lipid special  |Arginine 3,789, tiém truyén | 625ml; Tui,
Aspartic acid 2,1gam, 3 ngan
Calcium chloride 625ml; Hop
dihydrate 0,623g, 5 Tdi,
Glucose monohydrate 1250ml,;
tuong duong voi Tai, 3 ngan
anhydrous glucose 1250ml,;
144g, Glutamic acid Hop 5 Tdi,
4,908, Glycine 1875ml,
2,312, Histidine Tai, 3 ngan
hydrochloride 1875ml
monohydrate tuong

duong voi histidine
1,753g, Isoleucine
3,2849, Leucine
4,384g, Lysine
hydrochloride tuong
duong vai lysine
3,1869, Magnesium
acetate tetrahydrate
0,919, Methionine
2,736¢, Potassium
acetate 3,689g, Proline
4,769, Phenylalanine
4,9164, Serine 4,2g,
Sodium acetate
trihydrate 0,25 gam,
Sodium chloride
0,378, Sodium
dihydrogen phosphate
dihydrate 2,496g,
Sodium hydroxide
1,171g, Soya-bean il
refined 20g, Threonine
2,54q, Triglycerides,
medium chain 20g,
Tryptophan 0,8g,
Valine 3,604g, Zinc
acetate dihydrate

7,024
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

3. Co s& ding ky: Cong ty cé6 phan Dwec Pham Vipharco (Pja chi: S6 67, Ngé 68 duwong Ngoc
Thuy, phuwong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)
3.1. Co sé san xuat: Laboratoria QUALIPHAR NV (Pja chi: Rijksweg 9, Bornem, 2880, Belgium)

5 Winho Dextromethorphan | Sir6 Hop 1 lo x NSX 36 540110346600
Dextromethor | hydrobromid 60ml; Hop 1
phan 1,5mg/ml lo x 100ml;
Eucalyptus Hop 1 lo x
Flavour 180ml
4. Co sé dang ky: Cong ty cé phan Fresenius Kabi Viét Nam (Dja chi: Khu viee 8, phwong Nhon
Pha, thanh phé Quy Nhon, Binh Pinh, Viét Nam)
4.1. Co sé san xuat: Fresenius Kabi Austria GmbH (Pja chi: HafnerstraBe 36, 8055, Graz, Austria)
Co sé déng géi thir cAp va kiém tra chat hrong Fresenius Kabi Austria GmbH (Pja chi: Am
Gewerbepark 6, 8402 Werndorf, Austria)
6 Dipeptiven 50 ml dung dich Dung dich | Hop 10 chai | NSX 24 900110346700
chira: N(2)-L- dam dac @é | 50ml; Hop
alanyl-L-glutamin | pha tiém 10 chai
(twong ng vai 4,1g | truyen 100ml
L-alanin va 6,73g
L-glutamin) 10g
4.2. Co sé san xuit: Fresenius Kabi Oncology Limited (Pja chi: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, Himachal Pradesh, IN-174101, India)
7 Gemita Rtu Gemcitabin (duéi | Dung dich | Hop 1 lo NSX 24 890114346800
200 mg/5,26 | dang Gemcitabin tiém truyén | 5,26 ml
ml hydroclorid)
200mg/5,26 ml
4.3. Co sé san xuat: Fresenius Kabi Polska Sp. zo.0 (Pja chi: ul. Sienkiewicza 25, 99-300 Kutno,
Poland)
8 Amikacin Amikacin (dudi Dung dich | Thing 10 NSX 36 590110346900
Kabi dang Amikacin tiém truyen | chai 100ml
sulfat 668mg)
500mg/100ml
5. Co sé ding ky: Cong ty TNHH Dwgc pham Kién Phat (Pja chi: Phong 201, Lau 2, Toa nha City
View, sé 12 Mac Pinh Chi, Phirong Pa Kao, Qudn 1, Thanh phé Hé Chi Minh, Viét Nam)
5.1. Co sé san xuat: Penmix Ltd. (Pja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Korea)
9 Penthione for | Glutathione Bot dong Hop 10 lo NSX 36 880110347000
Injection 600 | (Reduced) 600mg | kho pha
mg (hoat tinh) tiém
5.2. Co sé san xuat: Sinil Pharmaceutical Co., Ltd. (Pja chi: 28, Boksanggol-gil, Angseong-myeon,
Chungju-si, Chungcheongbuk-do, Korea)
10 | Harufen MJi miéng chira: | Miéng dan | 7 miéng NSX 36 880100347100
Ketoprofen 30mg dan/goi, 50

goi/hop
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

6. Co sé diang ky: Cong ty TNHH Dwoc pham Nhat Anh (Bja chi: Sé 11 Hoang Diéu, Phuong 10,

Qudn Pha Nhugn, Thanh phd Ho Chi Minh, Viét Nam)

6.1. Co s san xuit, déng goi: Pharmatis (Pja chi: Zone d'Activites Est n°1 60190 Estrees Saint

Denis, France)

Co sé xuit xwong: Laboratoires Grimberg (Pia chi: Z.A des Boutries, rue Vermont 78704 Conflans
Sainte Honorine, France)

11 | Moxydar oral | Mdi g6i 20ml hén | Hondich | Hop 30 goi | NSX 24 300100347200
suspension dich chtra: Gom uéng x 20ml
guar bao (tuong
duong véi 198,2mg
gbm guar) 200mg,
Magnesi hydroxyd
500mg, Nhom
oxyd hydrat héa
500mg, Nhom
phosphat hydrat
hda 300mg
6.2. Co'sé'san xuat: Recordati llac Sanayi ve Ticaret Anonim Sirketi (Dja chi: Cerkezkoy Organize
Sanayi Bolgesi Karaagac Mah. Ataturk Caddesi No: 36 Kapakli/TEKIRDAG, Turkiye)
12 Kreval Forte | Mi 5ml si ro: chaa | Si ro Hop 1 chai NSX 18 868110347300
15 mg/5 ml Butamirat citrat x 100ml
15mg
13 Nazofix Mdi 1g hén dich Hon dich | Hop 1 chai NSX 24 868100347400
0.05% chira Mometason Xit mii x 18 gam,
furoat 0,5mg (Mdi chtra 140
nhét xit 100mg hdn licu
dich chira 50mcg
mometason furoat)
14 Terminus 1% | Mdi 30g dung dich | Dung dich | Hop 1 chai NSX 24 868100347500
Cutaneous chtra: Terbinafin Xit ngoai x 30ml
Spray hydroclorid 0,3g da
6.3. Co sé san xuat: Remedica Ltd (Pja chi: Aharnon Street, Limassol Industrial Estate, 3056,
Limassol, Cyprus)
15 Flecoxin Bromhexin Dung dich | Hop 1 chai NSX 36 529100347600
hydroclorid (0,08% | uéng x 100ml
Kl/tt) 4mg/5ml
7. Co sé ding ky: Cong ty TNHH Dwoc pham U.N.I Viét Nam (Bja chi: Phong 1216, toa nha CT
4C-X2, Bdc Linh Pam, Phirong Hoang Liét, Quan Hoang Mai, Thanh phé Ha Ngi, Viét Nam)
7.1. Co s& san xuat: Mefar Ila¢c Sanayii A.S. (Pja chi: Ramazanoglu Mah. Ensar Cad. No:20,
Kurtkdy, Istanbul, 34906, Turkiye)
16 Kolistate Natri colistimethat | Bot dong Hop 1 lo NSX 24 868114347700
150mg (twong duong kho pha thudc + 1
Colistin base tiém va hit | 6ng nudc
150mg) 4.500.000 cat pha tiém
U 2ml
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STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

8. Co sé ding ky: Cong ty TNHH Dwoc Phim Vin Lang (Pja chi: 373/1/177 Ly Thuong Kiét,
Phuwong 9, Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
8.1. Co sé san xuét: Intas Pharmaceuticals Limited (Bja chi: Plot No 5-14, Pharmez, Near Village
Matoda, Sarkhej-Bavla National Highway, No. 8-A Sanand Taluka, Ahmedabad, Gujarat IN 382213,

India)
17 Nokomide 40 | Enzalutamide Vi‘én nang | lhoptox4 NSX 24 890110347800
40mg meém hop nho x 7
Vi X 4 vién
9. Co s& ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: Tang 20, toa nha ICON 4,
2434 Pé La Thanh, phwong Lang Thwong, qudn Péng Pa, Ha Ngi, Viét Nam)
9.1. Co sé san xuat: IBSA Institut Biochimique SA (Pja chi: Via Cantonale - Zona Serta, 6814
Lamone, Switzerland)
Co s& déng goi thir cap: IBSA Institut Biochimique SA (Pja chi: Via del Piano, 6915 Pambio-
Noranco, Switzerland)
Co sé Kiém tra chat lwong va xuat xwéng: IBSA Institut Biochimique SA (Pja chi: Via al Ponte
13, 6903 Lugano, Switzerland)
18 Prolutex Progesteron 25mg | Dung dich | Hop 7 Lo X NSX 24 760114347900
tiém 1,119ml
10. Co sé diing ky: Cong ty TNHH Dwoc Pham Y-Med (Dja chi: So 1-3 Duong so 45, Phuong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
10.1. Co sé san xuat: Eurolife Healthcare Pvt, Ltd. Unit-1 (Bja chi: Khasra No. 520, Vill.
Bhagwanpur, Roorkee, Distt. -Haridwar, Uttarakhand, India)
19 Eurozold Mbi 100ml dung Dung dich | Hop 1 chai NSX 24 890110348000
dich chura tiém truyén | 100ml
Zoledronic acid
5mg
20 Levolife Levofloxacin (dudi | Dung dich | Hop 1 chai NSX 24 890115348100
dang Levofloxacin | tiém truyén | 100ml
hemihydrate)
500mg/100ml
21 Parasick Paracetamol Dung dich | Hop 1 chai NSX 24 890100348200
1000mg/100ml truyén tinh | 100ml
mach
11. Co sé ding ky: Cong ty TNHH Mot thanh vién An Phat (bja chi: 1923 Nguyén Hizu Canh,
phirong 19, qudn Binh Thgnh, TP. Ho Chi Minh, Viét Nam)
11.1. Co sé san xuét: Aroma ila¢ San. Ltd. Sti. (Pja chi: Vakiflar OSB Mahallesi, Sanayi Caddesi,
No: 22/1 Kat 2, Ergene/Tekirdag, Turkiye)
Co sé chiu trach nhiém xuat xwéng 16: Polifarma ila¢ San. Ve Tic. A.S. (Pia chi: Vakiflar OSB
Mabhallesi, Sanayi Caddesi, No: 22/1 Ergene/Tekirdag, Tiirkiye)
22 Sugammadex | Sugammadex (dudi | Dung dich | Hop 10 lo x | NSX 24 868110348300
200mg/2mL dang Sugammadex | tiém tinh 2ml
natri 108,8 mg) mach

100mg/ml
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STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
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12. Co sé diing ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, Lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
12.1. Co sé san xuat: Novartis Pharma Produktions GmbH (Pja chi: Oflinger Strasse 44, 79664

Wehr, Germany)

Co s déng goi va xuit xwéong: Lek Pharmaceuticals d.d., Poslovna enota PROIZVODNJA
LENDAVA (bia chs: Trimlini 2D, Lendava, 9220, Slovenia)

23

Galvus Met
50mg/500mg

Metformin
Hydrochloride
500mg,
Vildagliptin 50mg

Vién nén
bao phim

HOp 6 vi X
10 vién

NSX

18

400110348400

12.2. Co sé san x

uat: SA Alcon-Couvreur NV (Pja

chi: Rijksweg 14, 2870 P

uurs, Belg

ium)

24

Vigamox

Mdi lo 5 ml chtra
Moxifloxacin
hydroclorid
27,25mg tuong
duong voi
Moxifloxacin
25mg

Dung dich
nho mat

Hop 1 lo X
5ml

NSX

24

540115348500

13. Co sé diing ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pja chi: Phong 06, tang 3B, toa
nha Horison Tower, s¢ 40 Cdt Linh, Phwong Cét Linh, Qudn Pong Pa, thanh pho Ha Ngi, Viét Nam)
13.1. Co sé san xuat: Unijules Life Sciences Limited (Pja chi: Plot No. B-35 & 36, MIDC Industrial
Area, Kalmeshwar, Nagpur 441501, Maharashtra State, India)

25

Azikid

Azithromycin
(dudi dang
Azithromycin
dihydrate)
200mg/5ml

Bot pha
hc’;n dich
uong

Hop 1 lo,
600mg/15m
I

USP 41

24

890110348600

14. Co sé¢ diing Ky: Cong ty TNHH Stada Viét Nam (Pja chi: Sé 166-170 Nguyén Hué, Phurong 7,

TP Tuy Hoa, tinh

Phu Yén, Viét Nam)

14.1. Co sé san xuit: Thymoorgan Pharmazie GmbH (Pja chi: Schiffgraben 23, 38690 Goslar,

Germany)

Co sé dong goi thir cap va xuiat xuong 16: Stada Arzneimittel AG (Pja chi: Stadastrae 2-18, 61118
Bad Vilbel, Germany)

26

Pemetrexed
Stada 500 mg

Pemetrexed (dudi
dang Pemetrexed
disodium
hemipentahydrate)
500mg

Dung dich
dam dac
pha tiém
truyén

Hop 1 lo x
20ml

NSX

48

400114348700

15. Co sé diang ky: Cong ty TNHH thwong mai Nam Dong (Dja chi: S6 nha 2 ngd 164/117, phé
Vitong Thira Vii, phwong Khirong Trung, Qudn Thanh Xuan, Thanh phé Ha Ngi, Viét Nam)
15.1. Co sé san xuit: Laboratorios Cinfa, S.A. (Pja chi: Ctra. Olaz-Chipi, 10. Poligono Industrial

Areta, 31620 Huarte- Navarra, Spain)

Co sé dong géi so' cap va thir cap: Laboratorios Cinfa, S.A. (Pia chi: Travesia Roncesvalles, 1.
31699 Olloki (Navarra), Spain)
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STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuéan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
27 Irbea Plus 150 | Hydroclorothiazid | Vién nen Hop4vix7 | NSX 36 840110348800
mg/12.5 mg 12,5mg, Irbesartan vién
150mg

16. Co sé ding ky: Cong ty TNHH Xuat nhap khau va phan phéi Dwec pham Ha Néi (Tén Viét
Tat: HAPHARIMEX Co., Ltd) (Bja chi: Sé 23 pho Vieong Thira Vi, Phuwong Khirong Mai, Qudn
Thanh Xuan, Thanh phé Ha Ngi, Viét Nam)
16.1. Co sé san xuit: Santa Farma llac Sanayii Anonim Sirketi (Pja chi: Kocaeli, Gebze V (Kimya)
Ihtisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovasi — Kocaeli, Tlrkiye)

28 Terbisil 1% Mbi gam kem bdi | Kem bdi da | Hop 1 tuyp NSX 36 868100348900
Cream da c6 chura: 30g
Terbinafine
hydrochloride
10,0mg
17. Co sé diang ky: Denk Pharma GMBH & Co.KG (bia chi: Prinzregentenstr. 79, 81675 Munich,
Germany)
17.1. Co sé san xuat: Denk Pharma GMBH & Co.KG (Pia chi: Gollstr. 1 84529 Tittmoning,
Germany)
29 Doloforte Paracetamol Vién nén Hop 2 vi x NSX 48 400110349000
Denk 325mg, Tramadol | bao phim 10 vién

hydrochloride
37,5mg

18. Co sé dang ky: F.Hoffmann - La Roche Ltd (Pja chi: Grenzacherstrasse 124, 4058, Basel,

Switzerland)

18.1. Co sé'san xuit va déng goi: Delpharm Milano S.r.1 (Bja chi: Via Carnevale, 1, 20054, Segrate

(MD), Italy)

Co sé xuit xwong:F. Hoffmann - La Roche AG (Pja chi: Grenzacherstrasse 124, 4058 Basel,

Switzerland)

30

Madopar®

Benserazide (dudi
dang Benserazide
hydrochloride)
50mg, Levodopa
200mg

Vién nén

Hop 1 1o 30
vién

NSX

48

800110349100

19. Co sé¢ dang ky: Inventia Healthcare Limited (Pia ch:: Unit 703 and 704, 7th floor, Hubtown
Solaris, N S Phadke Marg, Andheri (East), Mumbai Mumbai City MH 400069, India)
19.1. Co sé san xuit: Inventia Healthcare Limited (Pja chi: F1-F1/1-F75/1, Additional Ambernath

M.1.D.C., Ambernath (East), Thane 421506 Maharashtra State, India)

31

Nothrombi 15

Rivaroxaban 15mg

Vién nén
bao phim

Hop 3 vi X
10 vién

Ph. Eur
10.4

24

890110349200

20. Co sé dang ky: Lotus International Pte. Ltd. (Pja ch:: 80 Robinson Road, #02-00, Singapore
(068898), Singapore)

20.1. Co sé san xuat: AMW GmbH (Pja chi: Birkerfeld 11, 83627 Warngau, Germany)

Co sé tiét trung va kiém nghiém vi sinh: BBF Sterilisationsservice GmbH (Pja chi: Willy-Riisch-
StraRe 10/1, 71394 Kernen - Rommelshausen, Germany)
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STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
32 Goserelin Goserelin (dudi Thubc Hop 1 tai x NSX 36 400114349300
Alvogen dang goserelin implant 1 bom tiém
10.8mg acetat 12,5mg) (dat dudi | dong san
10,8mg da), duoc
dong san
trong bom
tiém
33 Goserelin Goserelin (dudi Thubc Hop 1 tai x NSX 36 400114349400
Alvogen dang Goserelin implant 1 bom tiém
3.6mg acetat 4,1mg) (dat dudi | dong san
3,6mg da), duoc
dong san
trong bom
tiém

21. Co s6 dang ky: Medley Pharmaceuticals Limited (Pja chi: Medley House, D-2, MIDC Area,
16th Road, Andheri (E), Mumbai - 400 093, India)
21.1. Co s& san xuat: Medley Pharmaceuticals Limited (Pja chi: Plot No. 18 & 19, Survey No.

378/7 & 8, 379/2 & 3, Zari Causeway Road, Kachigam, Daman -396210, India)

34 Porarac Hat Omeprazole Viénnang | Hop10vix | NSX 36 890110349500
Capsules bao tan trong rugt | cirng chra | 10 vién
270mg (tuong hat bao tan
duong 20mg trong rudt
Omeprazole)
35 Vién nén Ozip | Olanzapine 5mg Vién nén Hop 3vix | USP 43 36 890110349600
5 10 vién;
Hop 10 vi x
10 vién

22. Co sé dang ky: Micro Labs Limited (Pia chi: No. 31, Race Course Road, Bengaluru - 560 001,

Karnataka, India)

22.1. Co sé san xuit: Micro Labs Limited (Pja chi: Plot No. 113-116, Phase IV, KIADB Industrial
Area, Bommasandra Bengaluru — 560 099, India)

36

Micromox
Eye Drops

Mbi ml c6 chira:
Moxifloxacin (dudi
dang Moxifloxacin
Hydrochloride)
5mg

Dung dich
nho mat

Hop 1 lo x
5ml

USP
hién
hanh

36

890115349700

23. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pja chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)
23.1. Co s& san xuat: Lek Pharmaceuticals d.d. (Pja chi: Verovskova ulica 57, Ljubljana, 1526,

Slovenia)

Co s& déng g6i va xuit xwong: Lek Pharmaceuticals d.d. (Bja chi: Trimlini 2D, Lendava, 9220,

Slovenia)
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STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
37 Tacrolimus Tacrolimus (dudi Vién nang | Hop 1 goi x NSX 24 383114349800
Sandoz dang tacrolimus cang giai 3vix10
monohydrat) Img | phong kéo | vién; Hop 1
dai g0i X 5 vi X
10 vién; Hop
2 g6i x5 vi x
10 vién
38 Tacrolimus Tacrolimus (dudi Vién nang | Hop 1 goi x NSX 24 383114349900
Sandoz dang tacrolimus cang giai 3vix10
monohydrat) 5mg | phong kéo | vién; Hop 1
dai g0i X 5 vi X
10 vién; Hop
2 g6i x5 vi x
10 vién
39 Tacrolimus Tacrolimus (dudi Viénnang | Hop 1 gobix NSX 24 383114350000
Sandoz dang tacrolimus cang giai 3vix10
monohydrat) 0,5mg | phong kéo | vién; Hop 1
dai g0i X 5 vi X
10 vién; Hop
2 g6i x5 vi x
10 vién

24. Co sé¢ dang ky: Rusan Pharma Ltd. (Pja ch:: Rusan House 58-D, Govt Indl Estate, Charkop,
Kandivali (W), Mumbai MH 400067, India)
24.1. Co sé san xuat: Rusan Pharma Ltd. (Pja chi: Khasra No: 122 MI, Central Hope Town,
Selaqui, Dehradun, Pin Code: 248197, Uttarakhand, India)

40

Methadone
hydrochloride
10mg/ml

R-METH

Dung dich
uong dam
dac

Hop 1 Chai
x 1 lit

NSX

36

890111350100

25. Co sé diang ky: Saint Corporation (Pja chi: Academy Tower, Rm #718, 719, 118, Seongsui-ro,

Seongdong-gu, Seoul, Korea)

25.1. Co sé san xuat: Aju Pharm Co., Ltd. (Pja chi: 23, Sandan-ro 121beon-gil, Pyeongtaek-Si,

Gyeonggi-do, Korea)

41 Lazorole MGi 6ng Iml chira | Dung dich | Hop 10 6ng | USP 40 24 880110350200
Injection Ketorolac tiém
tromethamine 30mg
25.2. Co s& san xuat: Osel fla¢ San. Ve Tic. A.S. (Dia chi: Akbaba Mahallesi Maras Caddesi No:52
Beykoz/Istanbul, Tiirkiye)
42 Moxiflex MJi tai 250ml Dung dich | Tdi nhdm NSX 24 868115350300
chaa: Moxifloxacin | tiém truyén | chta 1 tai
(dudi dang 250ml
Moxifloxacin
hydroclorid

436,8mg) 400mg
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STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
25.3. Co' s& san xuat: Samjin Pharmaceutical Co., Ltd. (Pja chi: 52, Jeyakgongdan 1-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)
43 | Alfolac Mbi g6i 15ml hon | Hon dich | Hop 20 goi NSX 36 880100350400
dich uéng chira: uéng x 15ml
Almagat 1,5 gam
Ghi chu:

1. Céch ghi tiéu chuan chat lwgng thuac tai gt (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé y
nghia twong dwong nhau, la tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu c6 thé
droc ghi trén nhan thuac.
- Céch viét tat cac tiéu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duge dién Anh
(BP), Dugc dién My (USP), Duoc dién Nht Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chau
du (EP), Dugc dién Quéc té (IP)...
2. S6 dang ky tai cot (8): 14 6 dding ky dwot cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-
BYT ngay 05/09/2022 cia B¢ trwong BG Y té quy dinh viée ding ky lwu hanh thuéc, nguyén liéu lam
thudc. Poi Véi s6 ding ky dwoc cap tir thir tw 10.000 ciia ndm 2024, 2 chiv s6 ky hiéu ma nam cdp 1a
“00” va 4 chir 56 ky hiéu ma thit tw cdp bdt dau tir “0001 .




Phu luc 11

DANH MUC 01 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - QT 123.1

(Kém theo quyét dinh sé.: ..../OP-QLD, ngay 26./12./2024.cua Cuc Qudn ly Duoc)
STT | Tén thuéc Hoat chat chinh — Dang | Quycach | Tiéu Tuoi S6 ding ky
Ham lwong bao che déng goi chuan tho
(thang)
1) 2) (©), (4) ) (6) () (8)

1. Co sé dang ky: Cong ty TNHH Pfizer (Viét Nam) (Dja chi: Tang 17, Phong 1701, Friendship
Tower, 31 L& Dudn, Phuwong Bén Nghé, Qudn 1, Thanh pha Ho Chi Minh, Viét Nam)

1.1. Co sé san xuét: ACS Dobfar S.P.A (Pja chi: Viale Addetta 2a/12-3/5, 20067 Tribiano, Milano,
Italy)

Co sé déng géi cap 1, dong goi cap 2 va xuat xwéng: ACS Dobfar S.P.A (Pja chi: Via A. Fleming
2, 37135 Verona, Italy)

(dudi dang dung dich
Ceftaroline fosamil | dam dic dé
acetic acid solvate | pha dung
monohydrate) dich tiém
600mg truyén

Ghi cha:

1. Cach ghi tiéu chuan char hrong thuoc tai cét (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé y
nghia twong dwong nhau, la tiéu chudn chdt leong thude do co sé san xudt xay dung va déu c6 thé
dwroc ghi trén nhan thuac.

- Céch viét tat cac tidu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duwge dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhat Ban (JP), Duge dién Trung Quoc (CP), Dugc dién Chau
Au (EP), Duoc dién Quoc té (IP)...

2. Thuéc tgi danh myc ndy phdi bdo cdo theo déi, danh gid an toan, hiéu qua khi nép hé so ding ky
gia han gidy déang ky lieu hanh theo quy dinh tai Bléu 5 Théng tw s6 08/2022/TT-BYT ngay 05/9/2022.
3. 56 dang ky tai cét (8): 12 s6 dang ky duwoc Cap theo quy dinh tai Phu luc VI Thong tuw 08/2022/TT-
BYT ngay 05/09/2022 cua B¢ truong Bo Y té quy dinh viéc ding ky leu hanh thuéc, nguyén liéu lam
thudc. Poi Véi s6 ding ky dwoc cap tir thir tw 10.000 ciia ndm 2024, 2 chiv s6 ky hiéu ma nam cdp 1a
“00” va 4 chir 56 ky hiéu ma thit tw cdp bdt dau tir “0001 .

Zinforo Ceftaroline fosamil | Bot pha Hop 10 lo NSX 36 800110350500
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