° we  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc l1ap — Tw do — Hanh phuc
S6: 594 /Qb-QLD Ha Ngi, ngay 13 thdng 08 nam 2024
QUYET PINH

Vé viéc cong bé Danh muc thudc biét dwoc goc Pot 5 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc so 105/2016/QH13 ngay 06 thang 4 nam 2016;

Cén cit Nghi dinh s6 95/2022/NP-CP ngay 15 thang 11 nam 2022 ciia Chinh
phii quy dinh chire nang, nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y té;

Can cir Théng tir s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cia Bé
trieong Bo Y té quy dinh viée dang ky lwu hanh thuoc, nguyén liéu 1am thuéc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26 thdng 4 nam 2023 cua B
trieong Bo Y té quy dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia
Cuc Quan ly Duoc thuoc Bo Y té;

Can cir két ludgn cua Hgi dong tw van cdp gidy dang ky luu hanh thuéc,
nguyén lieu lam thuéc - BY Y té tai Bién ban hop Dot 51 kem theo Cong van s6
66/VPHP ngay 05/7/2024 va Dot 121 kém theo Céng van sé 70/HDTV-VPHP
ngay 17/07/2024 cua Vin phong Héi dong tw van cap gidy dang ky lwu hanh
thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Truwéng phong Dang ky thuéc - Cuc Qudn 1y Durge.

QUYET PINH:

Pieu 1. Cong bé Danh muc 30 thudc Biét dugc gbc Dot 5 - Nam 2024 tai
Phu luc kém theo Quyét dinh nay.

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

Piéu 3. Giam dbc So Y té cac tinh, thanh phd tryc thuéc Trung wong va
Giam dbc co sd san xuit va co so dang ky ¢ thudc tai Bidu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUONG

- Nhu DPiéu 3;

- B truong Pao Hong Lan (dé b/c); ‘DHO CUC TRUONG

- Thir truéng DO Xuan Tuyén (de b/c); o )

- Cuc truéng Vii Tun Cuong (dé ble); //

- Cuc Quan Y - B6 Quéc phong; Cuc Y té - Bo Cong an; Cuc Y tf{‘ o1
GTVT - Bo Giao thong van tai; \ \" ‘\\

- Béo hiém Xa hoi Viét Nam; L > )

- B0 Y té: Vu Phap ché, Cuc QLKCB, Thanh tra Bo; N\ ~——"

— \’/ y /(
- Céc Vién: KN thuéc TW, KN thude TP. HCM; Ny 5
- Trung tdm mua sam tap trung thudc quoc gia; Nguyen Thanh Lam

- Téng Cong ty Duoc Viét Nam - CTCP;

- Céc co so kinh doanh duoc;

- Cac Bénh vién & Vién c6 givong bénh truc thugc Bo Y té;

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



Phu luc

DANH MUC 30 THUOC BIET DUQC GOC PQT 5 - NAM 2024
(Kém theo Quyeér dinh s0594 /OD-QLD ngay 13 /08 /2024 cua Cuc Qudn ly Duoc)

" £ Hoat chét; Dang bao ché; A = , . £ Dia chi co s¢ san xuat/
STT Tén thuoc Ham lrong/ N 3 ngdd | Quy cich déng g6i So dang ky Co s6 san xuat Nirée sin xuit
1 | Amlor Amlodipine (dui dang | Vién nén; Hop 3 vi x | 001110132724 |- Co s6 san xut ban thanh |- Dia chi co s san xuat ban
Amlodipine Besilate) | 10 vién (VN-21936-19) |pham: thanh pham:
5mg Viatris Pharmaceuticals ~ [Road 689 Km 1.9, Vega
LLC Baja, Puerto Rico (PR)
- Co s& dong gbi va xuit 00693, USA
Xu6ng: - Dia chi co s¢ dong gbi va
Pfizer Manufacturing Xuat xuong: _
Deutschland GmbH Betriebsstétte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany
2 | Anoro Ellipta | Moi lieu phéng thich Thudc bot hit phan | 500110088623 |Glaxo Operations UK Priory street, Ware,

(liu di ra khoi dau ngam
cua dung cu hit) chira 55
microgam (mcg)
umeclidinium (twong
duong véi 65mceg
umeclidinium bromide)
va 22mcg vilanterol
(dang trifenatate). Liéu
ndy tuong tng vai liéu
62,5mcg umeclidinium
(trong duong vai
74,2mcg umeclidinium
bromide) va 25mcg
vilanterol (dang
trifenatate) khi chua
phong thich

liéu; HOp 1 dung cu
hit chira 30 liéu hit

(VN3-232-19)

Limited (trading as Glaxo
Wellcome Operations)

Hertfordshire, SG12 0DJ,
UK
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3 | Atozet Ezetimibe (dudi dang” | Vién nén bao phim; | VN3-385-22 |- Co sd san Xuat: - Pia chi co s san Xut:
10mg/40mg micronized) 10mg; Hop 3 vi x 10 vién MSD International GmbH |Pridco Industrial Park, State
Atorvastatin (dudi (Puerto Rico Branch) LLC |Road 183, 00771 Las
dang Atorvastatin calci - Co s& san xuat ban thanh |Piedras, Puerto Rico
trihydrat crystalline) pham (cém ezetimibe va |- Pia chi co so san xuat ban
40mg com atorvastatin): thanh pham (cém ezetimibe
MSD International GmbH |va cém atorvastatin):
(Singapore Branch) 70 Tuas West Drive,
- Co s dong goi va xuat  |Singapore 638414,
xuong: Singapore
Merck Sharp & Dohme - Dia chi co s dong gobi va
B.V. XUAt xuong:
Waarderweg 39, 2031 BN
Haarlem, The Netherlands
4 | Broncho- Chat ly giai vi khuan Vién nang cung; QLSP-1115-18 |OM Pharma SA Rue du Bois-du-Lan 22,

vaxom Adults

dong khé tiéu chuan 40
mg tuong duong chat ly
giai vi khuan dong kho
cua Haemophilus
influenzae, Streptococcus
(Diplococcus)
pneumoniae, Klebsiella
pneumoniae ssp.
pneumonia va ssp.
ozaenae, Staphylococcus
aureus, Streptococcus
pyogenes va sanguinis
(viridans), Moraxella
(Branhamella/ Neisseria)
catarrhalis 7mg

Hop 1 vi x 10 vién

1217 Meyrin, Switzerland




STT

Tén thubde

Hoat chét;
Ham lwgng/ Nong do

Dang bao ché;
Quy cach dong goi

S6 ding ky

Co s6 san xuat

Dia chi co s& san xuat/
Nuwdc san xuat

Broncho-
vaxom
Children

Chat ly giai vi khuan
dong kho tiéu chudn 20
mg twong duong chat ly
giai vi khuan dong kho
cua Haemophilus
influenzae, Streptococcus
(Diplococcus)
pneumoniae, Klebsiella
pneumoniae ssp.
pneumonia va ssp.
ozaenae, Staphylococcus
aureus, Streptococcus
pyogenes va sanguinis
(viridans), Moraxella
(Branhamella/ Neisseria)
catarrhalis 3.5mg

Vién nang cung;
Hop 1 vi x 10 vién

QLSP-1116-18

OM Pharma SA

Rue du Bois-du-Lan 22,
1217 Meyrin, Switzerland

Cataflam 25

Diclofenac kali 25mg

Vién nén bao duong;
Hop 1 vi x 10 vién

VN-18616-15

Novartis Saglik Gida Ve
Tarim Urunleri San. ve
Tic.A.S

Yenisehir Mahallesi Ihlara
Vadisi Sokak No. 2, Pendik,
Istanbul, TR 34912, Turkey

Ciprobay 200

Ciprofloxacin
200mg/100ml

Dung dich truyén
tinh mach; Hop 1
chai 100ml

800115179623

- Co s& san xuat ban thanh
pham, dong goi so cip va
thi cap:

Fresenius Kabi Italia S.R.L
- Co s Xuat xuong:

Bayer AG

- bia chi co s& san xuat ban
thanh pham, dong goi so
cap va tha cap:

Via Camagre, 41/43 - 37063
Isola Della Scala (VR), Italy
- Dia chi co s xuat xuong:
Kaiser-Wilhelm-Allee,
51368 Leverkusen,
Germany
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8 | Ciprobay Ciprofloxacin Dung dich truyén 800115179723 |- Co so san xuat ban thanh |- Bia chi co sé san xuat ban
400mg 400mg/200ml tinh mach; Hop 1 pham, dong gdi so cap va  |thanh pham, dong gbi so
chai 200ml thi cap: cap va thir cap:
Fresenius Kabi Italia S.R.L |Via Camagre, 41/43 - 37063
- Co s XUat xuong: Isola Della Scala (VR), Italy
Bayer AG - Dia chi co s xuat xuong:
Kaiser-Wilhelm-Allee,
51368 Leverkusen,
Germany
9 | Ciprobay 500 | Ciprofloxacin (dudi Vién nén bao phim; | 800115179523 |Bayer HealthCare Via delle Groane 126-20024
dang ciprofloxacin Hop 1 vi x 10 vién Manufacturing S.r.l. Garbagnate Milanese (Ml),
hydrochloride) 500mg Italy
10 | Eliquis Apixaban 5mg Vién nén bao phim; | 539110436323 |- Co sd san Xuat: - Pia chi co s san Xuat:
Hop 2 vi x 10 vién Pfizer Ireland Little Connell Newbridge,
Pharmaceuticals Co.Kildare, Ireland
- Co sé dong goi va xuat |- Bia chi co sd dong goi va
Xudng: XUAt Xuong:
Pfizer Manufacturing Betriebsstatte Freiburg,
Deutschland GmbH Mooswaldallee 1, 79090
Freiburg, Germany
11 | Eliquis Apixaban 2,5mg Vién nén bao phim; | 539110436423 |- Co s San Xuat: - Pia chi co s¢ san xuat:

Hop 2 vi x 10 vién

Pfizer Ireland
Pharmaceuticals

- Co so dong goi va xuit
Xuong:

Pfizer Manufacturing
Deutschland GmbH

Little Connell Newbridge,
Co.Kildare, Ireland

- bia chi co s dong goi va
XUAt xudng:

Betriebsstatte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany
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12 | Femara Letrozole 2,5mg Vién nén bao phim; | 760114186923 |- Co s& san Xuat: - Co s&' San Xuat:
Hop 3 vi x 10 vién Novartis Pharma Stein AG |Schaffhauserstrasse, 4332
- Co s dong goi va xuat  |Stein, Switzerland.
Xuong: - Co s¢ dong goi va xuat
Novartis Farma S.p.A. xuong:
Via Provinciale Schito 131
— 80058 Torre Annunziata
(NA), Italy
13 | Glyxambi Empagliflozin 25mg; Vién nén bao phim; | 400110016623 |Boehringer Ingelheim Binger Strasse 173, D-
Linagliptin 5mg Hop 3 vi x 10 vién Pharma GmbH & Co. KG [55216 Ingelheim am Rhein,
Germany
14 | Glyxambi Empagliflozin 10mg; Vién nén bao phim; | 400110143323 |Boehringer Ingelheim Binger Strasse 173, D-
Linagliptin 5mg Hop 3 vi x 10 vién Pharma GmbH & Co. KG [55216 Ingelheim am Rhein,
Germany
15 | Jardiance Empagliflozin 25mg Vién nén bao phim; | 520110008323 |Boehringer Ingelheim 5th km Paiania —
Hop 3 vi x 10 vién Hellas Single Member S.A. |Markopoulo, Koropi Attiki,
19441, Greece
16 | Jardiance Empagliflozin 10mg Vién nén bao phim; | 520110423023 |Boehringer Ingelheim 5th km Paiania —
Hop 3 vi x 10 vién Hellas Single Member S.A. |Markopoulo, Koropi Attiki,
19441, Greece
17 | Levothyrox Levothyroxine natri Vién neén; 400110141723 |Merck Healthcare KGaA  |Frankfurter StralRe 250,
50mcg Hop 2 vi x 15 vién 64293 Darmstadt, Germany
18 | Levothyrox Levothyroxine natri Vién nén; 400110144123 |[Merck Healthcare KGaA  |Frankfurter Stral3e 250,
25mcg Hop 2 vi x 15 vién 64293 Darmstadt, Germany
19 | Levothyrox Levothyroxine natri Vién nén; VN-23233-22 |Merck Healthcare KGaA |Frankfurter Stralle 250,
100mcg Hop 2 vi x 15 vién 64293 Darmstadt, Germany
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20 | Levothyrox Levothyroxine natri Vién nén; VN-23234-22 |Merck Healthcare KGaA  |Frankfurter Stralle 250,
75mcg Hop 2 vi x 15 vién 64293 Darmstadt, Germany
21 | Miacalcic Calcitonin ¢4 hoi tong | Dung dich tiém; 400110129124 |Solupharm Industriestr. 3, 34212
hop 50 4U/ml Hop 5 ong x 1ml Pharmazeutische Melsungen, Germany
Erzeugnisse GmbH
22 | Ranexicor Ranolazine 375mg Vién nén giai phong | 400110438523 |Menarini - von Heyden Leipziger Strasse 7-13,
kéo dai; Hop 2 vi X GmbH 01097 Dresden, Germany
15 vién; Hop 3 vi X
20 vién; Hop 5 vi x
20 vién
23 | Ranexicor Ranolazine 750mg Vién nén giai phong | 400110438623 |Menarini - von Heyden Leipziger Strasse 7-13,
kéo dai; Hop 2 vi x GmbH 01097 Dresden, Germany
15 vién; Hop 3 vi x
20 vién; Hop 5 vi X
20 vién
24 | Ranexicor Ranolazine 500mg Vién nén giai phong | 400110438723 |Menarini - von Heyden Leipziger Strasse 7-13,
kéo dai; Hop 2 vi x GmbH 01097 Dresden, Germany
15 vién; Hop 3 vi x
20 vién; Hop 5 vi X
20 vién
25 | Spiolto MJi nhéat xit chira: Dung dich dé hit; 400110195623 |Boehringer Ingelheim Binger Strasse 173, 55216
Respimat Tiotropium (dudi dang | Hop 1 ong thuoc 4 (VN3-51-18) |Pharma GmbH & Co. KG |Ingelheim am Rhein,

tiotropium bromide

monohydrate) 2,5mcg;

Olodaterol (dudi dang
olodaterol
hydrocloride) 2,5mcg

ml twong duong 60
nhéat xit + 01 binh xit

Germany
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26 | Tamiflu Oseltamivir (dudi dang | Vién nang ctng; VN-22143-19 |- Co s& san Xuat: - Pia chi co s san Xut:
oseltamivir phosphat) | Hop 1 vi 10 vién Delpharm Milano S.r.1 Via Carnevale, 1, 20054,
75 mg - Co s dong goi va xuat  |Segrate (MI), Italy
xuong: - Dia chi co s dong gobi va
F. Hoffmann-La Roche  |xuat xuong:
Ltd. Wurmisweg, CH-4303
Kaiseraugst, Switzerland
27 | Viacoram Perindopirl (twong ung | Viénnén; Hop 1 lo | VN3-47-18 Servier (Ireland) Industries |Moneylands, Gorey Road,
7mg/5mg 7mg perindopril 30 vién Ltd Arklow Co. Wicklow,
arginine) 4,756mg; Ireland
Amlodipine (twong ung
véi 6,935mg
Amlodipine besylate)
5mg
28 | Xigduo XR Dapagliflozin (dudi Vién nén bao phim | VN3-216-19  |AstraZeneca 4601 Highway 62 East,
dang Dapagliflozin phéng thich kéo dai; Pharmaceuticals LP Mount Vernon, IN 47620 -
propanediol HOp 4 vi X 7 vién USA
monohydrat) 10mg;
Metformin
hydrochlorid 1000mg
29 | Xigduo XR Dapagliflozin (dudi Vién nén bao phim | VN3-217-19  |AstraZeneca 4601 Highway 62 East,
dang Dapagliflozin phdng thich kéo dai; Pharmaceuticals LP Mount Vernon, IN 47620 -
propanediol Hop 4 vi X 7 vién USA
monohydrat) 10mg;
Metformin

hydrochlorid 500mg




Hoat chit; Dang bao ché;
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30 | Xigduo XR Dapagliflozin (dudi Vién nén bao phim | VN3-219-19  |AstraZeneca 4601 Highway 62 East,
dang dapagliflozin phéng thich kéo dai; Pharmaceuticals LP Mount Vernon, IN 47620 -
propanediol Hop 4 vi X 7 vién USA
monohydrat) 5mg;
Metformin

hydrochlorid 500mg

Ghi chu:
- S6 dang ky 12 ky tw 14 s6 dang ky dweoc cap méi hodc gia han theo quy d@inh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 cia Bé
trueng Bo Y té quy dinh Viée ding ky luu hanh thuéc, nguyén ligu 1am thuac.
- S6 ding ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp triedc khi thuée dwoc gia han.
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