BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tu do — Hanh phiic
S6: 575 /QP-QLD Ha Ngi, ngay 11 thdng 10 nam 2021
QUYET PINH

Veé viéc sira d6i thong tin tai Danh muc thudc dwoc cip gidy ding Ky lru
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cép gidy diang ky luu
hanh cta Cuc Quaén ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc sé 105/2016/QH13 ngay 06/4/2016;

Can civ Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii
quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chirc ciia BY Y té;

Can cir Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii
quy dinh chi tiét mét s6 diéu va bién phap thi hanh Ludt Dwoc;

Can cir Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii
swta doi, bo sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan 1y nha nuée ciia Bo Y té;

Can cir Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cit Théng twe s6 32/2018/TT-BYT ngay 12/11/2018 cia Bé trieéng
B4 Y té quy dinh viéc ding ky luu hanh thuée, nguyén liéu lam thuéc;

Can cit Théng te s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé trieéng
Bé Y té sira doi, bé sung va bai bé mét so van ban quy pham phdp ludt do Bé
truong Bo Y té ban hanh, lién tich ban hanh,

Can cir vao ho so dang ky luu hanh thuéc luu tai Cuc Quan Iy Duwoc;

Theo dé nghi cia Trieéng phong Pdng ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Diéu 1. Stra doi mot sé thong tin tai Danh muc thudc duoc cap gidy
ding ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cp gidy
dang ky luu hanh cua Cuc Quan ly Dugc (Danh muc cu thé tai Phu luc kém
theo Quyét dinh nay).

Céc thong tin khéac tai Danh muc thudc duoc cap gidy ding ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cép gidy dang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.



Piéu 2. Quyét dinh nay c6 hiéu lyc ké tir ngdy ky ban hanh.

Piéu 3. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va
Giam doc co sd san xuat va co sd dang ky co6 thudce tai Piéu 1 chiu trdch nhiém
thi hanh Quyét dinh nay./.

Nolnhin: KT. CUC TRUONG
- Nhu Diéu 3; T ) 0
- BO truong BYT (dé b/c); Vs X PH(\) cue TRUONG

- TTr. Truong Qudc Cuong (dé b/c);
- Cuc truéng Vii Tudn Cuong (dé b/c); [[=/ J
- Cuc Quan y - Bo Qudc phong, Cuc Y té - Bo Cong An| < ‘ QUAN
-CucyY té GTVT - B0 Giao thong van tai; Tong Cuc Hag\ 4

quan - Bo Tai chinh; \

- Béo hiém xa hoi Viét Nam; =

-B0 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyeén Thanh Lam
Bo;

- Vién KN thudc TW, Vién KN thube TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty CP; Cac cong

ty XNK dugc phém;

- Cac Bénh vién, Vién c6 givong bénh truc thuoc BYT;

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

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.




PHU LUC

Danh muc cac thong tin sira d6i ciia cac thudce dwoc cip gidy diang Ky luu hanh tai Viét Nam

(Ban hanh kém theo Quyét dinhs6 575

1. Quyét dinh s6 338/QP-QLD ngay 07/09/2011:

/QD-QLD ngay 11

ban hanh kém theo cic Quyét dinh cip gidy ding ky lwu hanh ciia Cuc Quin ly Duoc

/10 /2021)

Thong tin tai danh muc da

STT Tén thudc Co so ding ky S6 dang ky | Noi dung sira ddi ban hanh Théng tin sira ddi
Ham lugng g 1g (hoat lyc)
Fosmicin for Cong ty C & phan Tér} co s& san Meiji SeiKa Pharma Co., Ltd Meiji Seika Pharma Co., Ltd.
1 Duoc phdm Thién | VN-13784-11 | Xuat Odawara Plant
LV.Use 1g , -
Thao o N . 1056, Kamonomiya
bia chicosdsan | 1056, Kamonomiya Odawara-shi. Kanaeawa
xuat Odawarasi, Kanagawa, Japan ’ gawa,
Japan
Ham lugng 2g 2g (hoat lyc)
Fosmicin for Cong ty Cé phin Té? co s& san Meiji SeiKa Pharma Co., Ltd Meiji Seika Pharma Co., Ltd.
B Duogc phdm Thién | VN-13785-11 | Xuat Odawara Plant
T & Thao 1056, Kamonomiya

bia chi co s& san
xuat

1056, Kamonomiya
Odawarasi, Kanagawa, Japan

Odawara-shi, Kanagawa,
Japan

2. Quyét dinh s6 241/QLD-PK ngay 10/10/2012:

Thong tin tai danh muc da

STT Tén thudc Co so ding ky S6 dangky | Noi dung sira doi bam hanh Théng tin sira ddi
A o QHy cach dong Hop 3 vi x 10 vién qup 3 vix 10 vién; Hop 10
Cong ty c6 phan g01 vi x 10 vién
3 Apratam dugc pham Viét VN-15827-12 Dia chi co s6'san | 54 Dunarii Blvd., Valuntari, 54 Dugarl} Blvd., Voluntari,
Nga Uit IlIfov district, 077910 -

Ilfov district, 077910

Romania




A. Menarini

4 | Ceclor Singapore Pte. Ld., VN-15935-12 | Ham lugng 125mg 125mg/5ml
A o Q}l.y cach dong Hop 2 vi x 10 vién Hqu 2 vi x 10 vién; Hop 10
Cong ty c6 phan 201 vi x 10 vién
> | Mildocap I(iluzc pham Viét VN-15828-12 bia chi co s¢ san | 54 Dunarii Blvd., Valuntari, 15111‘ Dli;atrl.l 131513.7,9\1/81untar1,
& xut Tifov district, 077910 ov district, -
Romania
Cong ty cb phan o B . 54 Dunarii Blvd., Voluntari,
6 | Pasapil dwoc pham Vit | VN-15829-12 | Diachicososan |54 Dunarii Blvd,, Valuntari, | 0 0 gicio 077910 -

Nga

xuat

Ilfov district, 077910

Romania

3. Quyét dinh sb 13/QD-QLD ngay 18/01/2013:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dangky | Noi dung sira doi ban hinh Théng tin sira ddi
S . £ | Co so xuat xuong: Baxter Co s¢ xuat xuong: Baxter
7 | Cernevit Baxter Healthcare | (1 613513 | Piachicosoxuat | g gy pane Branquart 80, | S.A., Bd. René Branquart 80,

(Asia) Pte., Ltd.

xudng

B-7860 Lessines, Belgium)

B-7860 Lessines, Belgium)

4. Quyét dinh s6 184/QD-QLD ngay 05/07/2013:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira ddi
APC
8 | Salbules Pharmaceuticals & | VN-16573-13 | Ham lugng Chua co 2,5mg
Chemical Ltd

5. Quyét dinh s6 419/QD-QLD ngay 27/12/2013:

STT | Tén thuée Co siv diing ky S6 dingky | Noi dung sira dbi ::l‘l“l‘li;‘l'l‘ taidanh mye da | 1y o Gin siva déi
9 | Itametazin Cong ty TNHH San | VN-17222-13 | Tiéu chuan NSX TCCS




xuét dugc pham
Medlac Pharma
Italy

Pia chi co s san
xuat

Via G. Pascoli, 1, 20064
Gorgonzola (MI)

Gorgonzola (MI), via
G.Pascoli n.1, e reparto
distaccato in via Muoni

Co s¢ dang ky

Alfa Intes Industria
Terapeutica Splendore S.r.1

Cong ty TNHH san xuat
dugc pham Medlac Pharma
Italy

bia chi co so

Via F.1li Bandiera, 26-80026

Khu cong nghi¢p Cong nghé
cao I, Khu cong nghé Cao
Hoa Lac, Km29, Pai 10

dang ky Casoria (Napoli) Thang Long, xa Ha Bing, )
huyén Thach That, thanh pho
Ha Noi

Nudce dang ky Y Viét Nam

6. Quyét dinh s 294/QD-QLD ngay 12/06/2014:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Cong ty C6 phan
Prospan Cough Tap doan Duoc . x Engelhard Arzneimittel Engelhard Arzneimittel
101 svrup phim & Thuong | V- 17873-14 | Cososanxuat | o A e Co KG GmbH & Co.KG
mai Sohaco
Cong ty Co phan
Tap doan Duogc . z Engelhard Arzneimittel Engelhard Arzneimittel
11 | Prospan Forte phém & Thuong VN-17872-14 | Co s& san xuat GmbH & Co. KG GmbH & Co KG
mai Sohaco

7. Quyét dinh sb 536/QD-QLD ngay 19/09/2014:

Thong tin tai danh muc da

STT Tén thuoc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira ddi
. CONG TY TNHH X . S
12 | Virupos TRUGNG SON VN-18285-14 | Hoat chat Acyclorvir 135mg/4,5g Aciclovir 135mg/4,5g




8. Quyét dinh s6 548/QP-QLD ngay 06/10/2015:

STT

Tén thubc

Co s¢ dang ky

S6 diang ky

Noi dung sira doi

Thong tin tai danh muc da

Théng tin sira ddi

ban hanh
) Tén co s& san Medochemie 14td.- Medochemie Ltd. -
13 | Medodermone Medochemie Ltd. VN-19246-15 <UL Factory COGOLS COGOLS Facility

9. Quyét dinh s6 103/QD-QLD ngay 23/03/2016:

Thong tin tai danh muc da

STT Tén thudc Co so ding ky S6 diangky | Noi dung sira doi bam hanh Théng tin sira ddi
. Cong ty C phan . .
14 Fosmicin-§ for Dugc pham Thién | VN-19707-16 | Hoat chét Fosfomycin natri 300mg Fosfomycin natri 300mg

Otic

Thao

(hoat tinh)

10. Quyét dinh s6 433/QD-QLD ngay 05/09/2016:

STT

Tén thudc

Co s& dang ky

S6 ding Ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

15

Pentasa 1g

Ferring Private Ltd

VN-19948-16

Dia chi co so san
xuat

K Rybniku 475, 252 42
Jesennice u Prahy, Czech

K Rybniku 475, 252 42
Jesenice u Prahy, Czech

11. Quyét dinh s 530/QD-QLD ngay 03/11/2016:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hinh Théng tin sira ddi
- Co s¢ san xuat san pham
Labesfal Laboratérios Almiro Fl’ung glan. Fre;enll{s K.abl
. R 2 . , . iPSUM S.r.1 Dia chi: Via S.
Cefepim Cong ty c6 phan ) S.A Dia chi: Zona Industrial Leonardo 23-45010
16 | Fresenius Kabi Fresenius Kabi Viét | VN-20139-16 | Co so san xuat do Lagedo, 3465-157

2g

Nam

Santiago de Besteiros, Bo
Dao Nha.

Villadose (RO), Y.

- Co s6 san xuét thanh pham:
Labesfal Laboratorios
Almiro S.A Dia chi: Zona




Industrial do Lagedo, 3465-
157 Santiago de Besteiros,
B0 Dao Nha.

12. Quyét dinh s 65/QD-QLD ngay 20/02/2017:

Thong tin tai danh muc da

STT | Tén thudc Co so ding ky S6 dingky | Noi dung sira ddi ban hanh Théng tin sira ddi
Dong goi: R-Pharm Germany | Péng géi va xuat xudng: R-
Pfizer (Thailand) . £ GmbH; dia chi: Heinrich- Pharm Germany GmbH; dia

17| Celebrex Ltd, VN-20332-17 ) Cososanxudt |y po 4 sir.35, 89257 chi: Heinrich-Mack-Str.35,
Illertissen, Purc 89257 Illertissen, Ptrc

18 | Nimodin gig;rma Private VN-20320-17 | Dang bao ché Dung dich tiém Dung dich tiém truyén

. Novartis Pharma bia chi co so san | Priory Street, Ware, Priory Street, Ware,
19| Votrient 200mg Services AG VN-20280-17 Xuat Hertfordshire, SG12 ODJ Hertfordshire, SG12 0DJ

13. Quyét dinh s 412/QP-QLD ngay 19/09/2017:

STT

Tén thubc

Co sé¢ dang ky

S6 diang ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

20

Sumiko

Medochemie Ltd.

VN-20804-17

Tén thudc

Sumiko

Sumiko 20mg

14. Quyét dinh s6 170/QD-QLD ngay 27/03/2018:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Cong ty TNHH bia chi coso san | 4601 Highway 62 East, Mt. ﬁg&nlfl\%r\:gz 6131512:;
21 | Forxiga AstraZeneca Viét VN3-38-18 xuat Vernon, IN, 47620 ’

Nam

47620

Nudc san xuat

Hoa Ky

USA

15. Quyét dinh s6 173/QD-QLD ngay 27/3/2018:




Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Av. Nossa Senhora da Av. Nossa Senhora da
. Novartis Pharma Pia chi co sd san | Assuncao, No.736-Butanta- Assuncao, No.736 — Butanta
22| Vigadexa Services AG VN-21092-18 | 4t CEP 05359-001-Séo Paulo- | - CEP 05359001 - Sio
SP-Brazil Paulo - SP - Brazil
;{32,[ €O sosan Hetero Drugs Ltd. Hetero Labs Limited
23 | Zido H 300 Hetero Labs VN-21030-18 7-2-A2, Hetero Corporate,

Limited

bia chi dang ky

7-2 A2, Hetero Corporate,
Industrial Estates, Sanath
Nagar, Hyderabad-500 082

Industrial Estate,
Sanathnagar, Hyderabad,
Andhra Pradesh-AP

16. Quyét dinh s6 411/QD-QLD ngay 04/07/2018:

STT

Tén thubc

Co s¢ dang ky

S6 diang ky

Noi dung sira doi

Thong tin tai danh muc da

Théng tin sira ddi

ban hanh
R Ham luong 200mg 200mg/100ml
24 | Oradays g"ng tyhTN}EH Go | VN-21248-18
ugc pham Lamda Dia chi co sosan | 50 Theodor Pallady Blvd., 50 Theodor Pallady Blvd.,
xuat Sector , Bucharest Sector 3, Bucharest
Survey No. 42,45 & Survey No. 42, 45 & 46,
\ Lo, o . 46, Bachupalli Village, Bachupally Village,
25 | Omez Dr. Reddy's VN-21275-18 bia chi co 56 san Qutubullapur mandal, Qutubullapur mandal, Ranga

Laboratories Ltd.

xuat

Ranga Reddy Disttric,
Telangana., India.

Reddy District, Telangana.,
India.

17. Quyét dinh sb 748/11/QP-QLD ngay 29/10/2018:

STT

Tén thube

Co s¢ dang ky

S6 diang ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi




26

Selenium
10micrograms/ml

Laboratoire
Aguettant

VN-21535-18

Quy cach dong
g0i

Hop 10 dng x 10ml

Hop 10 1o x 10ml

18. Quyét dinh s6 164/QD-QLD ngay 20/03/2019:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Dia chi co s& Academy Tower, Rm #718, Academy Tower, Rm #718,
27 | Azismile Saint Corporation VN-21953-19 | . , 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
dang ky
Korea Seongdong-gu, Seoul, Korea
Cong ty TNHH Dia chi co s& 163/14/29 T6 Hien Thanh, 163/14/29 T6 Hien Thanh,
28 | Bacterocin Oint Dl{qc pham Quang | VN-21777-19 dén 1< Phuong 13, Quén 1, Tp. HO Phuong 13, Quén 10, Tp. H6
Dién EXy Chi Minh Chi Minh
Dia chi co s6 Academy Tower, Rm #718, Academy Tower, Rm #718,
29 | Boraflox Tab Saint Corporation VN-21954-19 | . , 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
dang ky
Korea Seongdong-gu, Seoul, Korea
Eltose Hard Dia chi co s& Academy Tower, Rm #718, Academy Tower, Rm #718,
30 Saint Corporation VN-21955-19 | .. , 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
Capsule dang ky
Korea Seongdong-gu, Seoul, Korea
Cong ty cO phan LA 2
31 | Gabcure thiét bj T&T VN-21740-19 | Tiéu chuan NSX USP 40
Dia chi co s& Academy Tower, Rm #718, Academy Tower, Rm #718,
32 | Heltec Saint Corporation VN-21957-19 d‘. , 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
ang ky
Korea Seongdong-gu, Seoul, Korea
) , \ Academy Tower, Rm #718, Academy Tower, Rm #718,
bia chi co so . .
Levohistin-S ding ky 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
33 Solution Saint Corporation VN-21956-19 Korea Seongdong-gu, Seoul, Korea
Tén thube Levohistin-S Solution Levohistil-S Solution
Hoat chat Acid salicylic 150,9 mg/ml Acid salicylic 167 mg/g
Cong ty TNHH
34 | Remowart Duoc pham Viét— | VN-21794-19 | Ham lugng 150,9 mg/ml 167 mg/g

Phap

Co s& san xuat

Farmalabor Produtos
Farmacéuticos, S.A

Farmalabor - Produtos
Farmacéuticos, S.A.

9




Pia chi co s san
xuat

Zona Industrial de Condeixa-
a-Nova, 3150-194 Condeixa-
a-Nova

Zona Industrial de Condeixa-
a-Nova, Condeixa-a-Nova,
3150-194

35

Hidrasec
100mg

Abbott
Laboratories
(Singapore)
Private Limited

VN-21653-19

Quy cach dong
g0i

Hop 2 vix 10 vién

Hop 2 vi x 10 vién; Hop 3 vi
x 10 vién

19. Quyét dinh sb 437/QD-QLD ngay 24/07/2019:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Acido Cong Ty TNHH Quy céch don
36 | Zoledronico Hoa Chat Duge VN-22117-19 ()iy & Hop 1 chai 100 ml Hop 1 1o 5 ml
G.E.S 4mg/Sml | Phim Chau Ngoc &
CONG TY CO
PHAN DUQC - . z Flamingo Pharmaceuticals Flamingo Pharmaceuticals
37 | Amlocard 5 THIE]; BIY TE VN-22076-19 | Co sé san xuat Lid. Lid
DA NANG

20. Quyét dinh sb 456/QD-QLD ngay 31/07/2019:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Avenida Miralcampo 7, Av§n1da M1ralcampo 7,
Exeltis Healthcare Dia chi co s¢ Poligono Industrial Poligono Industrial
38 | Cerciorat VN3-211-19 : Miralcampo, 19200,

S.L.

dang ky

Miralcampo Azuqueca De
Henares 19200

Azuqueca De Henares,
Guadalajara

21. Quyét dinh sb 653/QD-QLD ngay 23/10/2019:

10




Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky | Noi dung stra doi ban hanh Thong tin sura doi
Hoat chit Metronidazol 500 mg Metronidazol
Tiéu chuan NSX BP 2016
2 z Flamingo Pharmaceuticals Flamingo Pharmaceuticals
Co sé san xuat
Ltd. Ltd
Flamingo . R-662, T.T.C Industrial
39 | Flametro Pharmaceuticals VN-22398-19 | Pia chi co s& san g_fff’ EFC _InI?IUStrI;iIAria’. Area, MIDC, Rabale, Navi
Limited xudt popae, N (New) Mumbai |\ p o bai Thane 400701,
Mabharashtra State, India.
o R-662, T.T.C Industrial Area, | N-06% T.T.C Industrial
Pia chi co sé : .| Area, MIDC, Rabale, Navi
5 , MIDC, Rabale, Navi Mumbai .
dang ky Mumbai Thane 400701,
Thane 400 701, Maharashtra .
Mabharashtra, India.
Dia chi co s& Academy Tower, Rm #718, Academy Tower, Rm #718,
40 | Prime-Apesone Saint Corporation VN-22465-19 e , 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
ang ky
Korea Seongdong-gu, Seoul, Korea
Co sé san xuat va xuat
' xuodng: Fresenius Kabi
Zoledronic acid Cong ty co phé”m Co s6 san xuat C0 s san xuat Austria GmbH HafnerstraBe
41 | Fresenius Kabi | Fresenius Kabi Viét | VN-22321-19 | xudt xuong, dong | Frescnius Kabi Austria GmbH | 36, 8039, Graz, Ao: Co 5o

Hafnerstraﬁe 36, 8055, Graz,

dong goi thir cip: Fresenius

4mg/ Sml Nam goi thir cap Ao Kabi Austria GmbH
Estermannstrafle 17, 4020
Linz, Ao

22. Quyét dinh s6 651/QD-QLD ngay 23/10/2019:

Zerbaxa (Co so Hop 10 lo (Co s& dong goi Hop 10 1o (Co so dong goi

san xuét san cap 2 va xuét xudng: cap 2 va xuat xuong;

pham trung gian | MERCK SHARP , . Laboratoires Merck Sharp & | Laboratoires Merck Sharp &

42 | Ceftolozane: & DOHME VN3-215-19 Q}}y cach déng Dohme-Chibret, dia chi: Dohme-Chibret, dia chi:

ACS Dobfar, (ASIA) LTD g0t Route de Marsat-Riom 63963 | Route de Marsat-Riom

S.p.A (dia chi: Clemont Ferrand, Cedex 9, 63963 Clermont Ferrand,

V.LE Addetta France) Cedex 9, France)

11




2a/12, 20067
Tribiano (MI),
Italy)

23. Quyét dinh s6 293/QD-QLD ngay 26/06/2020:

N¢i dung sira

Thong tin tai danh muc da

STT | Tén thuoc Co sé dang ky So dang ky déi ban hanh Thong‘ tin swa doi
MBOi liéu xit c6 chira
Cong ty TNHH X Mbi liéu xit chira Mometason | Mometason furoat
43 | Moslve Dugc Pham Do Ha VN-22509-20 | Hoat chat furoat 0,05mg monohydrat tuong duong

Mometason furoat 0,05 mg

24. Quyét dinh sb 653/QD-QLD ngay 21/12/2020:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Global Pharm.a H(?althcare Céng ty TNHH Hong Phiic
Pvt. Ltd (B/c: Third Floor, X 2 1A
Cong ty TNHH 2A Ganga Nargar, Fourth Bao (B/c: 232/8 Quoclo 13,
44 | Globonir A A VN-22569-20 | Co s¢ dang ky ’ phuong 26, quén Binh
Hong Phuc Bao Street, Kodambakkam, X L TTA s
. . Thanh, thanh pho H6 Chi
Chennai, Tamil Nadu, Minh, Viét Nam)
600024, India) P
Cong ty TNHH )
45 | Asodim 2g Dugc Pham Lién VN-22549-20 | Co s¢ san xuat Swiss Parentals., Ltd. Swiss Parenterals Ltd.

Hop

25. Quyét dinh s 664/QD-QLD ngay 31/12/2020:

STT |  Tén thubc Cosvdingky | S6dingky | Noi dung siraddi| 11OMg t‘g;ﬁ‘hd;n“l:‘ myc di Théng tin sira dbi
N Co s san xuit va . £ Co s& san xuit va xuat
Worwag Pharma |y 3606-20 | xudt xuong Co's0 san xuat xudng
46 | BI2 Ankermann | GmbH & Co. KG Tép co sO& §én Artesan Pharma GmbH & Artesan Pharma GmbH &
xuat va xuat Co., KG Co. KG

12




xudng

Pia chi co s san
xuat va xuat
xuong

Wendlandstrasse 1, 29439
Luchow - Germany

Wendlandstral3e 1, 29439
Liichow, Germany (Cach ghi
khac: Wendlandstrasse 1,
29439 Liichow, Germany)

bia chi co so

Albrecht-Thaer-Stralle 9. D-

Albrecht-Thaer-Straf3e 9,

dong goi 29439, Germany 29439 Liichow, Germany
Tén co sd dang Worwag Pharma GmbH & Woérwag Pharma GmbH &
ky Co. KG Co. KG

Pia chi co sé Calwer Strasse 7, D-71034 Calwer Stralle 7, 71034
dang ky Boblinggen - Germany Boblingen, Germany

Hoat chét Rosuvastatin (dudi dang Rosuvastatin (dudi dang

Rosuvastatin calci) 10mg

Rosuvastatin calci)

47 | Catavastatin S.C. VN-22675-20 | Diachico sosan | 1th Valea Lupului Street Zip | 1th Valea Lupului Street, Zip
ANTIBIOTICE S.A xuat code 707410, Iasi code 707410, Iasi
Nudc san xuat Romania Rumani
Nudc dang ky Romania Rumani
Hoat chét Rosuvastat%n (duQi dang Rosuvastat@n (du(?i dang
i Rosuvastatin calci) 20mg Rosuvastatin calci)
48 | Catavastatin S.C. VN-22676-20 | Dia chicosgsan | Ith Valea Lupulqi Street Zip | 1th Valea Lupului Street, Zip
ANTIBIOTICE S.A xuat code 707410, Iasi code 707410, Iasi
Nudc san xuat Romania Rumani
Nudc dang ky Romania Rumani
Hoat chét Rosuvastat%n (duc'.yi dang Rosuvastat@n (du:(?i dang
: Rosuvastatin calci) Smg Rosuvastatin calci)
49 | Catavastatin S.C. VN-22677-20 | Dia chi Co s¢ san | 1th Valea Lupulqi Street Zip | 1th Valea Lupului Street, Zip
ANTIBIOTICE S.A xuat code 707410, Iasi code 707410, Iasi
Nudc san xuat Romania Rumani
Nudc dang ky Romania Rumani
Cefotaxime BRAWN
50 | sodium for LABORATORIES | VN-22595-20 | Tiéu chuan USP 38 USP 42
injection USP LIMITED
51 | Medoxasol 250g | Medochemie Ltd. VN-22659-20 | Tén thuoc Medoxasol 250g Medoxasol 250mg
57 Ratida 400mg Cong ty TNHH VN-22635-20 Co sé san xuat KRKA, D.D., . Novo Mesto IV{RKA, D.D., Novo Mesto
film-coated thuong mai Nam Pia chi cosdsan | SI-8501 Novo Mesto. Smarjeska cesta 6, 8501
tablets Dong xudt Smarjeska Cesta 6, Novo mes
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26. Quyét dinh s6 226/QD-QLD ngay 20/04/2021:

Thong tin tai danh muc da

STT Tén thubc Co sé ding ky S6 dingky | Noi dung sira doi ban hanh Théng tin sira ddi
Tén thube Ledipasvir + Sofosbuvir Ledipasvir and Sofosbuvir
Tablets 90mg/400mg Tablets 90mg/400mg
Ledipasvir and QHy cach dong HE)p 10 vi x 7 vién; Lo 28 Hcf)p'lAO vix 7 vién; Hop 1 lo
Sofosbuvir g0l Vicn . 28 Vien
53 | Tablets Hgtqro Labs VN3-322-21 Unit-V, TSIIC Formulation Unit-V, Sy. No. 439, 440,
90mg/400mg Limited SEZ, Sy. No. 439, 440, 441 & | 441 & 458, TSIIC
Dia chi co sd san | 458, Polepally Village, Formulation SEZ, Polepally
Xuat Jadcherla Mandal, Village, Jadcherla Mandal,
Mahaboobnagar District, Mahaboobnagar District,
Telangana state, India Telangana state, India
Unit-V, TSIIC Formulation Unit-V, Sy. No. 439, 440,
SEZ, Sy. No. 439, 440, 441 & | 441 & 458, TSIIC
54 Sofosbuvir Hetero Labs VN3-323-21 bia chi coso san | 458, Polepally Village, Formulation SEZ, Polepally
Tablets 400mg Limited xuat Jadcherla Mandal, Village, Jadcherla Mandal,

Mahaboobnagar District,
Telangana state, India

Mahaboobnagar District,
Telangana state, India

27. Quyét dinh s6 490/QD-QLD ngay 24/08/2021:

Thong tin tai danh muc da

STT Tén thuoc Co sé ding ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira doi
. , Cong ty c6 phan dugc pham
Co s¢ dang ky EA Pharma Co., Ltd. Ampharco USA
Khu cong nghiép Nhon
EA Pharma C Pia chi co sé 1-1, Irifune 2-chome, Chou- Trach 3, xa Hiép PhuQc,
55 | Aminic Lid arma £0., VN-22857-21 | dang ky ku, Tokyo huyén Nhon Trach, Pong
' Nai
Nudc dang ky Japan Viét Nam
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GINETATUM

Tén thudc

GINETATUM vaginal
solution 0,1 %

GINETANTUM vaginal
solution 0,1 %

56 | vaginal solution I(EI(P)IECI\}I "éYINENHH VN-22852-21 ) Aziende Chimiche Riunite Aziende Chimiche Riunite
0,1 % Co s0 san xuat Angelini Francesco (ACRAF | Angelini Francesco ACRAF
S.p.A) S.P.A
E;n co 50 dang Laboratories Aguettant Laboratoire Aguettant
Dia chi co s¢ Nol rue Alexander Fleming, | 1 rue Alexander Fleming,
dang ky Lyon 69007 - France Lyon 69007 - France
Dia} chi nha san Lieu-Dit “Chantecaille” - Lieu-Dit Chantecaille -
xuat Champagne 07340 - France Champagne 07340 - France
Zine gluconat 69700,000meg; | MOt 10ml dung dich chira:
Laboratoire Dong gluconat 2142,400 mcg; Kém glgconat 69700,00
57 | Nutryelt VN-22859-21 ’ ” | meg; Bong gluconat 2142,40
Aguettant Mangan gluconat 445,690 ;
. mcg; Sodium fluorid meg; Mangan gluf:onat .
Céach ghi tén hoat ’ ) . 445,69 mcg; Natri fluorid
L, < 1a 2099,500 mcg; Potassium c. .
chat va ham . i . 2099,50 mcg; Kali iodid
iodid 170,060 mcg; Sodium : . .
lugng . . 170,06 mcg; Natri selenit
selenit 153,320 mcg; Sodium ’ .
153,32 mcg; Natri molybdat
molybdat 42,930 mcg; Crom 4293 mee: Crom clorid
clorid 30,450 mcg; Ferrous ’ gf .
luconat 7988,200 mcg; 30,45 meg; St gluconat
& ’ : 7988,20 mcg
Dia} chi nha san Seeblickstrasse 4, 8590 Seeblickstrasse 4, 8590
Cone tv Cd phi xuat Romanshom Romanshorn
Tana s bt | Cao kh6 ¢4 thanh John
58 | Remotiv 500 hgm va Thuon VN3-334-21 ) Cao kho c6 thanh John chiét | (Hyperici herbae extractum
ilai Sohaco & Hoat chat bang Ethanol 57.9% (v/v) siccum) chiét bang Ethanol
: theo ty 1€ [(4-7):1] 500mg 57.9% (v/v) theo ty 1€ [(4-
7):1]1 500mg
- Co s¢ san xuét: Pharbil
o Waltrop GmbH, dia chi: Im
Cong ty c6 phén ) Wirrigen 25, 45731 Waltrop,
59 | Traulen Dugc pham Tién VN-22826-21 | Co sé san xuat Doppel Farmaceutici S.r.1. Germany.

Phong

- Co s& dong goi, xuét
xuong: Doppel Farmaceutici
S.r.l. Bia chi: Via Martiri
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Delle Foibe, 1-29016
Cortemaggiore (PC)-Italy

Pia chi Co so san
xuat

Via Martiri delle Foibe,
1-29016 Cortemaggiore-
Piacenza

Im Wirrigen 25, 45731
Waltrop

Nudc san xuat

Italy

Germany

28. Quyét dinh sb 526/QD-QLD ngay 10/09/2021:

Thong tin tai danh muc da

STT | Tén thude Co sé ding ky S6 dingky | Noi dung sira doi ban hanh Théng tin sira doi
384 , Soi 6, Bangpoo 384, an 6, Bangpoo
. , . . Industrial Estate, Pattana 3
bia chi co sd san | Industrial Estate, Pattana 3 Road. Moo 4. Phracksa
MEGA xuat Road, Moo 4, Phraeksa, Muea’n San;u ; rakarn’
LIFESCIENCES Mucang, Samut Prakan 10280 | /oo & P
60 | Acnotin 10 PUBLIC VN-22923-21 384 Soi 6. Banenoo
COMPANY 384, Soi 6, Bangpoo Ind ,strial ]%stategrl)’attana 3
LIMITED Pia chi co so Industrial Estate, Pattana 3 u ’
< , Road, Moo 4, Phraeksa,
dang ky Road, Moo 4, Phraeksa, Mueane. Samutprakarm
Mueang, Samut Prakan 10280 & P
10280
Amoxicilin (du6i dang Amo}%lc.lum (dum dang
S amoxicillin trihydrat)
amoxicillin trihydrat) 600; ; .
X . . g 600mg/5ml; acid clavulanic
Hoat chat acid clavulanic (duéi dang . .
Potassium clavulanate (duti dang Po't assium
Cong ty TNHH . ’ clavulanate, diluted) 42,9
Y diluted) 42,9 mg
61 | Betamox ES Xbe tien Thuong |\ 57908 9 mg/Sml
mai Dugc phdm va Ham lugng 600; 42,9 mg 600 mg/5 ml + 42,9 mg/5 ml
dau tu TV Tuoi tho 24 thang 36 thang
Co sé san xuat Laboratoérios Astral, S.A Laboratoérios Atral, S.A.
Diq chi co s0 san | Rua da Estacdo, 42 - Valado | Rua da Estagdo, 42 -Vala do
xuat Carregado 2600 - 726 Carregado 2600- 726
Castanheira dp Ribatejo Castanheira do Ribatejo
Cong ty cO phan . x . . Fresenius Kabi Oncology
62 E:Jl:gilfsg Fresenius Kabi Viét | VN3-345-21 Co sO san xuat Fresenius Kabi Oncology Ltd Limited

Nam

DPia chi co s& san

Village Kishanpura,Baddi,

Village Kishanpura,Baddi,
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xuat Tehsil Nalagarh, District Tehsil Nalagarh, District
Solan, Himachal Pradesh, IN- | Solan, IN-174101
174101

Co s& ding ky Cong ty Co phan Fresenius Cong ty Co phan Fresenius

Kabi Bidiphar

Kabi Viét Nam

bia chi co s&

Khu vye 8, Phuong Nhon
Phu, TP. Qui Nhon, tinh Binh

Khu vyce 8, Phuong Nhon
Pht, TP. Quy Nhon, tinh

ding ky Dinh Binh Dinh
| s | ot G dorisone et g
CONG TY TNHH : 25mg/2ml khan) 25mg/ml
63 | Hydro Farmak DUQC PHAM VN-22887-21 -
MINH TRi Hfim luong 25mg/2m! ' 25mg/ml . .
biachi co s san | 63, Kyrylivska street, Kyiv, 74, Kyrylivska street, Kyiv,
xuat 04080 04080
Hill Top Industrial Hill Top Industrial
R Estate, Jharmajari Estate, Jharmajri, EPIP
. Cong ty TNHI Diachicosésan | EPIP, Phase-I (extn), Phase-I (Extn), Bhatoli
64 | Cytomib 1\)/}2@ pham Bach VN-22883-21 xuét Bhatoli Kalaq, Baddi, Kalan, Bgddi, Distt.
; Dist. Solan Himachal Solan, Himachal
Pradesh, 173205 Pradesh, 173205, India
Cong ty TNHH
65 | Clomedin tablets | Dugc pham Nhat VN-22888-21 | Dang bao ché Vién nén bao phim Vién nén
Anh
Cong ty TNHH
66 | Clomedin tablets | Dugc pham Nhat | VN-22889-21 | Dang bao ché Vién nén bao phim Vién nén
Anh
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