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Sé: 724 /QP-QLD Ha Néi, ngay 29 thang 10 nam 2024
QUYET PINH

Vé viéc cong bé Danh muc thudc biét duge goc - Pot 7 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc s6 105/2016/QH13 ngay 06/04/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té churc cua Bo Y té;
~ Can cit Thong tu s6 08/2022/T T-BYT ngay 05/9/2022 cua Bo truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc,
 Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B¢ trung Bg Y
te quy dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc cia Cuc Quan ly
Duwroc thuoc Bo Y té;
Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duroc.

QUYET PINH:

Piéu 1. Cong bd Danh muc 54 thude biét duge géc Dot 7 - nam 2024 tai
Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Picu 3. Giam doc SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s& kinh doanh duoc va Giam ddc co sé ¢ thude néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

N;‘tilnhgn; \ KT. CUC TRUONG
- Nhu biéu 3; W A
- B6 trudng Dao Hong Lan (dé blc); s T@&CUC TRUONG
- Thir truémg D6 Xuan Tuyén (de b/c); 17 mrim NEN
- Cuc trudng Vii Tuén Cuong (dé blc); 5"«"5-‘ [~ YAl
- Cuc Quan Y - Bo Quédc phong; Cuc Y té - Bo Cong an; Cuci o ™
Y té GTVT - By Giao thong van tai; \
- Bao hiém X4 hoi Viét Nam; \\\\f o= f 4
-Bo Y té&: Vu Phap ché, Cuc QLKCB, Thanh tra Bo; N A
- Cac Vién: KN thudec TW, KN thudc TP. HCM; Nguyen Thanh LAm

- Trung tim mua sim tap trung thudc qudc gia;

- Téng Cong ty Dugc Viét Nam- CTCP;

- Céc co so kinh doanh duoc;

- Cac Bénh vién & Vién co6 giwong bénh truc thuoc BO Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;
- Luu: VT, BK (02b).



Phu luc

DANH MUC 54 THUOC BIET DUQC GOC PQT 7 - NAM 2024
(Kem theo Quyét dinh so 724 /QP-QLD ngay 29 /10 /2024 ciia Cuc Qudan Iy Duoc)

STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc sin
lwgng Quy cach dong goi Xuét
1 |Alecensa Alectinib (duéi dang |Vién nang cing; | 400110524424 |- Co s& san Xuat: -Dia chi co s san Xuat:
Alectinib Hop lon chaa 4 (VN3-305-21) |Excella GmbH & Co  |Niirnberger Strasse 12, 90537 Feucht,
hydrochloride) hop nhéo X 7 vi x 8 KG Germany
150mg vién - Co so dong goi: - bia chi co s¢ dong goi:
Delpharm Milano S.r.I |Via Carnevale 1, 20054 Segrate (Ml),
- Co s Xuat xuong: Italy
F. Hoffmann-La Roche |- Dia chi co s& Xuat xuong:
AG Grenzacherstrasse 124, 4058 Basel,
Switzerland
2 |Anaropin Ropivacain HCI Dung dich tiém; VN-19005-15 |AstraZeneca AB Forskargatan 18, 151 36 Sodertalje,
(duéi dang Hop 5 dng x 10ml Sweden
Ropivacain HCI
monohydrat)
7,5mg/ml
3 |Anaropin Ropivacain HCI Dung dich tiém; VN-19004-15 |AstraZeneca AB Forskargatan 18, 151 36 Sodertalje,
(dué6i dang Hop 5 6ng x 10ml Sweden
Ropivacain HCI
monohydrat) 5Smg/mi
4 |Anaropin Ropivacain HCI Dung dich VN-19003-15 |AstraZeneca AB Forskargatan 18, 151 36 Sodertélje,
(dué6i dang tiém/truyén; Hop 5 Sweden
Ropivacain HCI 6ng x 20ml
monohydrat) 2mg/mi
5 |Apidra Solostar |Insulin glulisine 300 [Dung dich tiém 400410091023 | Sanofi-Aventis Industriepark Hochst, D-65926

don vi/3ml

trong bat tiém nap
san; Hop 5 bat tiém
x 3ml

(QLSP-915-16)

Deutschland GmbH

Frankfurt am Main, Germany
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Dia chi co s& sén’xuét/ Nuée san
lwgng Quy cach dong goi xuat
6 |Aprovel Irbesartan 150mg Vién nén bao phim;| VN-16719-13 |Sanofi Winthrop 1 rue de la Vierge, Ambares et
Hop 2 vi x 14 vién Industrie Lagrave, 33565 Carbon Blanc Cedex,
France
7 |Aprovel Irbesartan 300mg Vién nén bao phim;| VN-16720-13 |Sanofi Winthrop 1 rue de la Vierge, Ambares et
Hop 2 vi X 14 vién Industrie Lagrave, 33565 Carbon Blanc Cedex,
France
8 |Betmiga 25 mg |Mirabegron 25mg Vién nén phong VN3-382-22 |Avara Pharmaceutical |3300 Marshall Avenue, Norman, OK,
thich kéo dai; Hop Technologies Inc. 73072 - USA
3vix 10 vién
9 |Betmiga 50 mg |Mirabegron 50mg Vién nén phong VN3-383-22 |Avara Pharmaceutical |3300 Marshall Avenue, Norman, OK,
thich kéo dai; Hop Technologies Inc. 73072 - USA
3vix 10 vién
10 |Bridion Sugammadex (duéi | Dung dich tiém 001110526924 |- Co s& san Xuat: - bia chi co sé san Xuat:
dang sugammadex  [tinh mach; Hop 10 | (VN-21211-18) |Patheon Manufacturing {5900 Martin Luther King, Jr.
natri) 200mg/2ml lo 2ml Services LLC Highway Greenville, North Carolina
- Co s dong goi: 27834, USA
N.V. Organon - bia chi co s¢ dong goi:
Kloosterstraat 6, 5349 AB Oss,
Netherlands
11 |Broncho-vaxom |Chat ly giai vi khuan |Vién nang ctng; QLSP-1116-18 |OM Pharma SA Rue du Bois-du-Lan 22, 1217

Children

dong kho tiéu chuan
20 mg tuong duong
chét ly giai vi khuan
dong kho cua
Haemophilus
influenzae,
Streptococcus
(Diplococcus)
pneumoniae,

Hop 1 vi x 10 vién

Meyrin, Switzerland
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STT

Tén thube

Hoat chit/ Ham
lwgng

Dang bao ché;
Quy cach dong goi

S6 ding ky

Co s6 san xuat

Dia chi co s& san xuat/ Nwéc san
xuat

Klebsiella
pneumoniae ssp.
pneumonia va ssp.
0zaenae,
Staphylococcus
aureus,
Streptococcus
pyogenes va
sanguinis (viridans),
Moraxella
(Branhamella/
Neisseria) catarrhalis
3,5mg

12

Cerebrolysin

Peptides
(Cerebrolysin
concentrate)
215,2mg/ml

Dung dich tiém va
truyén; Hop 10 dng
1ml; Hop 5 6ng
5ml, Hop 5 dng
10ml

QLSP-845-15

- Co s¢ tron va dong
goi:

Ever Pharma Jena
GmbH;

- Co s XUat xuong:
Ever Neuro Pharma
GmbH

- bia chi Co so tron va dong goi:
Brusseler Str.18, 07747 Jena,
Germany

- bia chi Co s¢ Xuét xudng:
Oberburgau 3, 4866 Unterach, am
Attersee, Austria

13

Concerta

Methylphenidat
hydroclorid 18mg

Vién nén phong
thich kéo dai; Chai
chwra 30 vién

001112785824
(VN-21035-18)

- Co s& san Xuat:;
Janssen Cilag
Manufacturing LLC

- Co s¢ dong goi:
AndersonBrecon Inc.

- Co s6 kiém tra chat
luong dé xuat xuong 16
thudc:

Janssen Ortho LLC

- Dia chi co s& san Xuat:

State Road 933 KM 0.1, Mamey
Ward, Gurabo, Puerto Rico, USA

- bia chi co s¢ dong goi:

4545 Assembly Drive, Rockford, IL,
61109, USA

- bia chi co s6 kiém tra chat luong dé
xuat xuang 16 thudc:

State Road 933 KM 0.1, Mamey
Ward, Gurabo, Puerto Rico, USA
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat
14 |Concerta Methylphenidat Vién nén phoéng 001112785724 |- Co s& San Xuat: - Pia chi co sé san Xuat:
hydroclorid 36mg thich kéo dai; Chai | (VN-21036-18) |Janssen Cilag State Road 933 KM 0.1, Mamey
chua 30 vién Manufacturing LLC Ward, Gurabo, Puerto Rico, USA
- Co so dong goi: - bia chi co s¢ dong goi:
AndersonBrecon Inc.  |4545 Assembly Drive, Rockford, IL,
- Co sd kiém tra chat  |61109, USA
lugng dé xuat xuong 16 |- Pia chi co s¢ kiém tra chat lugng dé
thudc: xuat xuang 16 thudc:
Janssen Ortho LLC State Road 933 KM 0.1, Mamey
Ward, Gurabo, Puerto Rico, USA
15 |Crestor 10mg  |Rosuvastatin (dudi | Vién nén bao phim;| VN-18150-14 |- Co s san Xuat: - Pia chi co sé san Xuat:
dang Rosuvastatin ~ |HOp 2 vi X 14 vién IPR Pharmaceuticals |Carr 188 Lote 17, San Isidro
calci) 10mg Inc. Industrial Park, Po Box 1624,
- Co so dong goi: Canovanas, PR 00729, Puerto Rico -
AstraZeneca UK USA
Limited. - bia chi co s& dong goi:
Silk Road Business Park,
Macclesfield, Cheshire, SK10 2NA,
UK
16 |Crestor 20mg Rosuvastatin (dugi | Vién nén bao phim;| VN-18151-14 |- Co s& san XUat: - bia chi co sé san Xuat:

dang Rosuvastatin
calci) 20mg

Hop 2 vi x 14 vién

IPR Pharmaceuticals
Inc.

- Co s¢ dong goi:
AstraZeneca UK
Limited

Carr 188 Lote 17, San Isidro
Industrial Park, Po Box 1624,
Canovanas, PR 00729, Puerto Rico -
USA

- bia chi co s¢ dong goi:

Silk Road Business Park,
Macclesfield, Cheshire, SK10 2NA,
UK
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Dia chi co s& sén’xuét/ Nuée san
lwgng Quy cach dong goi xuat
17 |Curosurf Phospholipid chiét tir [HAN dich bom dng | 800410111224 |Chiesi Farmaceutici Via San Leonardo 96-43122 Parma,
phoi lon noi khi quan; Hop | (VN-18909-15) |S.p.A Italy
120mg/1,5ml 1lox1,5ml
18 |Dalacin C Clindamycin (dusi | Dung dich tiém; 540110178323 |Pfizer Manufacturing  |Rijksweg 12, Puurs-Sint-Amands,
dang Clindamycin ~ |Hop 1 ong 4ml (VN-16855-13) | Belgium NV 2870, Belgium
Phosphate)
600mg/4ml
19 |Debridat Trimebutine maleate |Vién nén bao phim;| 300110522924 |Farmea 10 rue Bouche-Thomas, ZAC
100mg Hop 2 vi x 15 vién | (VN-22221-19) d'Orgemont, Angers, 49000, France
20 |Dermovate Clobetasol Kem bdi ngoai da; | 500110787924 |Glaxo Operations UK |Harmire Road, Barnard Castle,
cream propionat 0,05% Hop 1 tuyp 15¢ (VN-19165-15) | Limited County Durham, DL12 8DT, United
(w/w) Kingdom
21 |Duoplavin Acid acetylsalicylic |Vién nén bao phim;| 300110793024 |Sanofi Winthrop 1, rue de la Vierge, Ambares et
100mg, Clopidogrel [Hop 3 vi x 10 vién | (VN-22466-19) | Industrie Lagrave 33565 Carbon Blanc Cedex,
(dudi dang France
Clopidogrel
hydrogen sulphat)
75mg
22 |Duspatalin Mebeverine Vién nang cung 300110982124 |Mylan Laboratories Route de Belleville, Lieu Dit
retard hydrochloride giai phong kéo dai | (VN-21652-19) |S.A.S. Maillard, Bp 25, Chatillon Sur
200mg Hop 3 vi x 10 vién Chalaronne, 01400, France
23 |Harnal Ocas Tamsulosin Vién nén bao phim | 870110780724 |Astellas Pharma Hogemaat 2, 7942 JG Meppel, The
0,4mg hydroclorid 0,4mg  |phong thich cham; | (VN-19849-16) |Europe B.V. Netherlands
Hop 3 vi x 10 vién
24 |lressa Gefitinib 250mg Vién nén bao phim; | 499114520024 |- Co s& san Xuat: - bia chi co sé san Xuat:

Hop 1 tui nhém x 3
vi X 10 vién

(VN-21669-19)

Nipro Pharma
Corporation,
Kagamiishi Plant

428 Okanouchi, Kagamiishi-machi,
Iwase-gun, Fukushima, 969-0401,
Japan
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat
- Co so dong goi: - bia chi co s¢ dong goi:
AstraZeneca UK Silk Road Business Park,
Limited Macclesfield, Cheshire, SK10 2NA,
- Co so kiém trachat  |UK
lwong va xuit xuéng |- Dia chi co s¢ kiém tra chat luong va
16: Xuat xuong 16:
AstraZeneca AB Gartunavagen, 152 57 Sodertalje,
Sweden
25 |Jakavi 10mg Ruxolitinib (dudi Vién nén; Hop 1 vi | 760110417223 |Novartis Pharma Stein |Schaffhauserstrasse, 4332 Stein,
dang Ruxolitinib X 14 vién (VN3-244-19) |AG Switzerland
phosphate) 10mg
26 |Lantus Solostar |Insulin glargine Dung dich tiém QLSP-857-15 |Sanofi-Aventis Industriepark Hochst, Briiningstrape
1001U/1ml trong bat tiém nap Deutschland GmbH 50, D-65926 Frankfurt am Main,
san; Hop 5 but tiém Germany
x 3ml
27 |Lipitor Atorvastatin (dudi | Vién nén bao phim;| VN-17768-14 |- Co so san Xuat: - Dia chi co s¢ san xuat:
dang Atorvastatin Hop 3 vi x 10 vién Viatris Pharmaceuticals |Road 689 Km 1.9, Vega Baja, Puerto
Hemi-calci. 1,5H20) LLC Rico (PR) 00693, USA
10mg - Co so dong goi va - Pia chi co s¢ dong gbi va xudt xudng:
XUAt xuong: Betriebsstatte Freiburg,
Pfizer Manufacturing |Mooswaldallee 1, 79090 Freiburg,
Deutschland GmbH Germany
28 | Lipitor Atorvastatin (dudi | Vién nén bao phim;| 001110025723 |- Co so san Xuat: - Dia chi co s¢ san xuat:

dang Atorvastatin
Hemi-calci. 1,5H20)
20mg

Hop 3 vi x 10 vién

(VN-17767-14)

Viatris Pharmaceuticals
LLC

- Co s dong goi va
XUAt xudng:

Pfizer Manufacturing
Deutschland GmbH

Road 689 Km 1.9, Vega Baja, Puerto
Rico (PR) 00693, USA

- Dia chi co s¢ dong goi va xuat xuong:
Betriebsstétte Freiburg,
Mooswaldallee 1, 79090 Freiburg,
Germany
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat
29 |Lipitor Atorvastatin (duéi | Vién nén bao phim;| 001110025823 |- Co s& san Xuat: - Pia chi co sé san Xuat:
dang Atorvastatin Hop 3 vi x 10 vién | (VN-17769-14) | Viatris Pharmaceuticals |Road 689 Km 1.9, Vega Baja, Puerto
Hemi-calci. 1,5H20) LLC Rico (PR) 00693, USA
40mg - Co s¢ dong goi va - Pia chi co s¢ dong gbi va xudt xudng:
XUat xudng: Betriebsstatte Freiburg,
Pfizer Manufacturing | Mooswaldallee 1, 79090 Freiburg,
Deutschland GmbH Germany
30 |Micardis Telmisartan 40mg | Vién nén; Hop 3 vi | 400110517524 |Boehringer Ingelheim |Binger Str. 173, 55216 Ingelheim am
x 10 vién (VN-18820-15) |Pharma GmbH & Co. |Rhein, Germany
KG
31 |Mobic Meloxicam 15mg Vién nén; Hop 2 vi | VN-16140-13 |Boehringer Ingelheim |5th km Paiania-Markopoulo, Koropi
x 10 vién Hellas Single Member | Attiki, 19441 - Greece
S.A.
32 |Mobic Meloxicam 7,5mg | Vién nén; Hop 2 vi | VN-16141-13 |Boehringer Ingelheim |5th km Paiania-Markopoulo, Koropi
x 10 vién Hellas Single Member | Attiki, 19441 - Greece
S.A.
33 |Neurontin Gabapentin 300mg | Vién nang cung; VN-16857-13 |- Co s San Xuat: - Dia chi co s¢ san xuat:
Hop 1 vi x 10 vién; Viatris Pharmaceuticals |Road 689 Km 1.9, Vega Baja, Puerto
Hop 10 vi x 10 LLC Rico (PR) 00693, USA
vién - Co so dong goiva |- Pia chi co sé dong goi va xuat
XUAt xudng: Xuong:
Pfizer Manufacturing  |Betriebsstatte Freiburg,
Deutschland GmbH Mooswaldallee 1, 79090 Freiburg,
Germany
34 |Nimotop Nimodipin 30mg Vién nén bao phim;| 400110517224 |Bayer AG Kaiser-Wilhelm-Allee, 51368

Hop 3 vi x 10 vién

(VN-20232-17)

Leverkusen, Germany
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat

35 |Plavix Clopidogrel Vién nén bao phim;| VN-18879-15 |Sanofi Winthrop 1, rue de la Vierge, Ambares et
hydrogen sulphate  |Hop 3 vi x 10 vién Industrie Lagrave, 33565 Carbon Blanc Cedex,
391,5mg tuong France
duong véi
Clopidogrel base
300mg

36 |Plavix 75mg Clopidogrel Vién nén bao phim;| VN-16229-13 |Sanofi Winthrop 1 rue de la Vierge, Ambares et
hydrogen sulphate  |Hop 1 vi x 14 vién Industrie Lagrave, 33565 Carbon Blanc Cedex,
97,875mg tuong France
duong véi
Clopidogrel base
75mg

37 |Procoralan 5mg |Ivabradine (dudi Vién nén bao phim;| 300110526124 |Les Laboratoires 905 Route de Saran, 45520 Gidy,

dang Ivabradine
hydrochroride
5,390mg) 5mg

Hop 4 vi x 14 vién

(VN-21893-19)

Servier Industrie

France

38 |Procoralan Ivabradine (dudi Vién nén bao phim;| 300110526224 |Les Laboratoires 905 Route de Saran, 45520 Gidy,
7.5mg dang lvabradine Hop 4 vi x 14 vién | (VN-21894-19) | Servier Industrie France
hydrochloride
8,085mg) 7,5mg
39 |Prograf 1mg Tacrolimus 1mg Vién nang cung; 539114780524 |Astellas Ireland Co., Killorglin, Co. Kerry, V93 FC86,
Hop 5 vi x 10 vién | (VN-22209-19) |Ltd. Ireland
40 |Prograf 5mg/ml | Tacrolimus 5mg/ml | Dung dich dam dac | 539114780624 | Astellas Ireland Co., Killorglin, Co. Kerry, V93 FC86,
de pha truyen; Hop | (VN-22282-19) | Ltd. Ireland
10 6ng x 1ml
41 |Restasis Cyclosporin 0,05%  |Nhii twong nho 001110524024 |Allergan Sales, LLC Waco, TX 76712, USA

(0,5mg/qg)

mét; Hop 30 ng x
0,4ml

(VN-21663-19)
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat
42 |Sandostatin Octreotid (dudi dang |Bot pha tiém; Hop | VN-20047-16 |- Co s& san Xuat: - Pja chi co s& san xuét:
LAR 20mg Octreotid acetat) 1 lo thubc bot +1 Novartis BiochemiestralRe 10, 6336
20mg éng tiém dong san Pharmaceutical Langkampfen Austria
chira dung mai pha Manufacturing GmbH |- Bia chi co s san xuat dung mdi pha
tiém, 1 bo chuyén - Co so san xuat dung ~ |tiém:
d6i + 1 miii tiém moi pha tiém: Veerweg 12, 8121AA Olst,
Abbott Biologicals B.V. |Netherlands
- Co s dong goi thtt |- Pia chi co sé dong goi thir cap va
CAp VA Xuat xuong: XUAt Xuong:
Abbott Biologicals B.V. |Veerweg 12, 8121AA Olst,
Netherlands
43 |Sandostatin Octreotid (dudi dang |Bot pha tiém; Hop | VN-20048-16 |- Co s& san Xuat: - bia chi co s& san xuit:
LAR 30mg Octreotid acetat) 1 lo thudc bot +1 Novartis Biochemiestralle 10, 6336
30mg 6ng tiém dong sin Pharmaceutical Langkampfen Austria
chira dung mai pha Manufacturing GmbH |- Dia chi co s& san xuat dung méi pha
tiém, 1 bo chuyén - Co s& san xuat dung  |tiém:
doi + 1 miii tiém moi pha tiém: Veerweg 12, 8121AA Olst,
Abbott Biologicals B.V. |Netherlands
- Co so dong goi thar |- Dia chi co s¢ dong géi thir cap va
CAp VA Xuat xuong: XUAt Xuong:
Abbott Biologicals B.V. |Veerweg 12, 8121AA Olst,
Netherlands
44 | Seretide MJai liéu xit chira: Hon dich hit qua 840110784024 |Glaxo Wellcome S.A. |Avenida de Extremadura 3, Aranda
Evohaler DC Salmeterol (dang duong miéng (dang | (VN-21286-18) de Duero, Burgos, E-09400, Spain
25/125mcg Salmeterol xinafoate |phun suong); Hop

micronised) 25mcg
va Fluticasone
propionate (dang
micronised) 125mcg

1 binh 120 liéu xit
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat
45 |Seretide M®i liéu xit chua: Thudc phun mi 840110788024 |Glaxo Wellcome S.A. |Avda. de Extremadura, 3 Poligono
Evohaler DC Salmeterol (dudi dinh liéu hé han (VN-22403-19) Industrial Allenduero, 09400-Aranda
25/250 mcg dang salmeterol dich; Hop 1 binh de Duero, Burgos, Spain
xinafoate 120 liéu xit
micronised) 25mcg
va Fluticason
propionate (dang
micronised) 250mcg
46 |Seretide MAai liéu xit chira; Thudc phun mi hé | 840110783924 |Glaxo Wellcome S.A. | Avda. de Extremadura no 3 09400 —
Evohaler DC Salmeterol (dang hén dich dé hit qua | (VN-14684-12) Aranda de Duero — Burgos, Spain
25/50mcg Salmeterol xinafoate |duong miéng; Hop
micronised) 25mcg |1 binh 120 liéu xit
va Fluticasone
propionate (dang
micronised) 50mcg
47 |Sifrol Pramipexole Vién nén phong 400110781424 |Boehringer Ingelheim |Binger Str. 173, 55216 Ingelheim am
dihydrochloride thich cham; Hop 3 | (VN-22298-19) [Pharma GmbH & Co. |Rhein, Germany
monohydrate (twong |Vvi X 10 vién KG
duong 0,52mg
pramipexole)
0,75mg
48 |Tarceva Erlotinib 100mg Vién nén bao phim;| VN2-582-17 |- Co s san Xuat: - Pia chi co s san xuét:

(duai dang Erlotinib
hydrochloride
109,29mg)

Hop 3 vi x 10 vién

Delpharm Milano S.r.l
- Co s& XUt xuong:
F.Hoffmann La Roche
AG

Via Carnevale 1, 20054 Segrate (Ml),
Italy

- Pia chi co s¢ xut xudng:
Grenzacherstrasse 124, 4058 Basel,
Switzerland
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat

49 |Tarceva Erlotinib Vién nén bao phim;| VN-17940-14 |- Co s& san Xuat: - Pia chi co s¢ xuét xudng:
hydrochloride Hop 3 vi x 10 vién Delpharm Milano S.r.I |Via Carnevale 1, 20054 Segrate (Ml),
163,93mg (tuong - Co s& XUat xuong: Iltaly
duong Erlotinib F.Hoffmann La Roche |- Dia chi co s xuat xudng:
150mg) AG Grenzacherstrasse 124, 4058 Basel,

Switzerland

50 |Tavanic Levofloxacin (dudi | Vién nén bao phim;| VN-19455-15 |Opella Healthcare 56, Route de Choisy, Compiegne,
dang Levofloxacin  |HOp 1 vi X 5 vién International SAS 60200, France
hemihydrate 512,46 |nén bao phim
mg) 500mg

51 |Taxotere Docetaxel khan Dung dich dam dac | VN-20265-17 |Sanofi-Aventis Industriepark Hochst 65926 Frankfurt
(dudi dang dé pha dung dich Deutschland GmbH am Main, Germany
Docetaxel trihydrate) [tiém truyén tinh
20mg/1ml mach; Hop 1 lo x

1ml

52 |Taxotere Docetaxel khan Dung dich dam dac | VN-20266-17 |Sanofi-Aventis Industriepark Hochst 65926 Frankfurt
(dudi dang dé pha dung dich Deutschland GmbH am Main, Germany
Docetaxel trihydrate) |tiém truyén tinh
80mg/4ml mach; Hop 1 lo X

4ml
53 |Tresiba Insulin degludec Dung dich tiém; 570410305524 |- Co s& San Xuat: - bia chi co sé san xuat:

FlexTouch 100
U/ml

10,98mg/3ml

Hop 5 bat tiém
bom san thudc x
3ml

(QLSP-930-16)

Novo Nordisk A/S

- Co so lap rap, dan
nhan va dong goi thir
cap:

Novo Nordisk A/S

Novo Alle 1, DK-2880 Bagsvaerd,
Denmark

- Pia chi co so lip rap, dan nhan va
dong gbi thr cap:

Brennum Park 1, DK-3400 Hilleroed,
Denmark
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STT| Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuat
54 |Victoza Liraglutide Dung dich tiém; 570410305624 |- Co s& San Xuat: - Pia chi co sé san Xuat:
18mg/3mi Hop chura 1 bat (QLSP-1024- |Novo Nordisk A/S Novo Alle 1, DK-2880 Bagsvaerd,

tiém bom san thudc 17) - Co s lap réap bat Denmark (Céch viét khac: Novo Alle

x 3ml; Hop chira 2 tiém: 1, Bagsvaerd, 2880, Denmark)

but tiém bom sin Novo Nordisk A/S - bia chi co so lap rap bat tiém:

thudc x 3ml; Hop - Co so dong goithae  |Brennum Park 1, Hilleroed, 3400,

chtra 3 bt tiém cap: Denmark (Céch viét khac: Brennum

bom sin thudc x Novo Nordisk A/S Park 1, DK-3400, Hilleroed,

3ml Denmark)
- bia chi co s¢ dong goi thir cap:
Hallas Alle 1, Kalundborg, 4400,
Denmark (Céch viét khéc: Hallas Alle
1, DK-4400, Kalundborg, Denmark)

Ghi chu:

- S6 dang ky 12 ky tw 1a s6 dang ky dweoc cap méi hodc gia han theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 cia Bé
trieong Bé Y té quy dinh viéc dang ky luu hanh thuéc, nguyén ligu lam thudc.

- S6 dang ky di cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truéc khi thude dioc gia han.
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