B YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOQC Poc 1ap — Tw do - Hanh plitc

Sé: /QLD-BbK Ha Noi, ngaygio thang y nam20JCo
V/v dinh chinh théng tin trong Quyét
dinh cép gidy BPK.LH va cdng vdn duy

tri hiéu lyc gidy bKLH

Kinh gtri:  Cac co s¢ dang ky c6 thudc duoc dinh chinh.

Cuc Quan ly Dwgc nhan dwgc cong van cla cac co s¢ dang ky thubc dé
nghi dinh chinh thong tin trong cac Quyét dinh cap gidy dang ky luvu hanh va
cong van duy tri hiéu lyc gidy dang ky lvu hanh cta Cuc Quan ly Duoc.

Can cr ho so dang ky thubc lvu tai Cuc Quan ly Duoc, Cuc Quan ly
Duoc thdng bao dinh chinh mot s6 ndi dung trong cac Quyét dinh cap gidy dang
ky lvu hanh va Céng van duy tri hiéu luc gidy dang ky lvu hanh d6i voi cac
thudc tai cac danh muc cu thé nhuv sau:

1. Danh muc céac thuéc dwgc dinh chinh thdng tin trong Quyét dinh cép
gidy dang ky lwu hanh (Phu luc I kem theo Cong van nay).

2. Danh muc cac thu6c duoc dinh chinh thong tin trong cong van duy tri
hiéu luc gidy dang ky Ivu hanh (Phu luc 11 kem theo Cong van nay).

Cuc Quan ly Duoc thong bao dé cac don vi biét va thuc hién././»

Noi nhan: KT. cuc TRUONG

- Nhu trén;

- PTTg. Vi Birc Bam - BT BCSD BYT (d8 b/c);

- TTr. Truong Quoc Cuong (dé b/c);

- CT. Vi Tuén Cuwong (dé b/c);

- Cuc Quan Y - Bo Quéc phong, Cuc Y té - Bd Cong an;
Cuc Y té GTVT - B Giao thong van tai;

- Téng Cuc Hai quan - B0 Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- BO Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
- Vién KN thuodc TU, Vién KN thu6c TP. HCM;

- S& Y té céc tinh, thanh pho truc thudc Trung uong;

- Tong Cobng ty Duoc VN;

- Cac Cong ty XNK duogc pham;

- Cac Bénh vién & Vién cé givong bénh tryc thuéc BYT;
- Cuc QLD: P.QLKDD, p. QLCLT, p. PCTTra, Website.
-Lwu: VT, BKT (3b)..



BOYTE
CUC QUAN LY DUOC

PHU LUC |

DANH MUC THUOC BUQOC BINH CHINH THONG TIN
TRONG QUYET BINH CAP GIAY BANG KY Lwu HANH

(Kém theo cbng van s6 /IQLD-BKngay  /

, NG NOi dung
STT  Tén thubc Co's0' dang ky S6 dang ky S0 Quyét dinh Jay dinh
Quyét dinh ]
chinh
Pia chi
Acarbose Céng ty TNHH o
1. Eriulchem Dugc pham VN-21983-19 220/Qb-QLD  16/04/2019 dC;,SO’k'
Lamda 9Ky
. Pia chi
g  Acerovax-10  Saint VN-22031-19  435/QD-QLD  24/07/2019 Co s
Tablet Corporation X x
san xuat
. - Cach ghi
3. Anoro Ellipta  GlaxoSmithkline  VN3-232-19 653/Qb-QLD 23/10/2019 Hoat chét

Pte. Ltd.

/2020 cla Cuc Quan ly Duoc)

Thong tin da ghi

27/6 Ly Thai T6,
Phuong Thach Gian,
Quan Thanh Khé,
Thanh phé Da Nang,
Viét Nam

16, Dumeori-gil,
Yanggang-myeon,
Hwaseong-si,
Gyeonggi-do

Mdi liéu phong thich
chtra 55 mcg
umeclidinium (twong
dwong 65 mcg

umeclidinium bromide)

va 22 mcg vilanterol

(dang triienatate), twong

trng véi ligu khi chua
phéng thich chira
umeclidinium (duéi
dang umeclidinium
bromide 74,2 mcg)
62,5mcg; Vilanterol
(duéi

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

Thong tin dinh chinh

27/6 Ly Thai To, Phuong
Thac Gian, Quan Thanh
Khé, Thanh phé Ba Nang,
Viét Nam

16, Dumeori-gil,

Y anggam-myeon,
Hwaseong-si, Gyeonggi-
do

M0i liéu phong thich (ligu
di ra khoi dau ngam cua
dung cu hit) chira 55
microgam (mcg)
umeclidinium (tuong
dwong v&i 65 mcg
umeclidinium bromide)

va 22 mcg vilanterol
(dang trifenatate). Liéu
nay twong &ng voi liéu
62,5 mcg umeclidinium
(twong dwong véi 74,2
mcg umeclidinium
bromide) va 25 mcg
vilanterol (dang
trifenatate) khi chua
phoéng thich.



STT

Tén thudc

Aprovel

Azodra 100

Bortesun

Bunpil Cream

Co's¢' dang ky

SanoiTl-Aventis
Singapore Pte.
Ltd

w Square
Lifescience Pvt
Ltd

Sun
Pharmaceutical
Industries Ltd

Saint
Corporation

S6 dang ky

VN-16720-13

VN-22481-19

VN3-66-18

VN-22464-19

S6 Quyét dinh

184/QP-QLD

653/QD-QLD

413/QD-QLD

653/QD-QLD

Ngay
Quyét dinh

05/07/2013

23/10/2019

04/07/2018

23/10/2019

NOi dung
dinh
chinh

DPia chi
Co sd san
Xudat

Hoat chat

Dia chi
Co s@ san
Xuat

Pia chi
Co so
dang ky

Hoat chat,
ham
lvong

Dang bao
ché

Quy céach
déng gai

Dia chi
Co so
san xuat
Hoat chat
- ham
lwong

Thong tin da ghi

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

Sildenaiil (dwéi dang
Sidenatil citrat) 100 mg

F/25, BIDC Estate,
Grwa, Baroda-16

B-804, Premium House,
Nr. Gandhigram
Station, Off. Ashram
Road, Ahmedabad
380009, Gujarat

Bortezomib 3,5mg/3ml

B6t dong kho dé pha
dich truyén

Hép 1 lo 3ml

16, Dumeori-gil,
Yanggang-myeon,
Hwaseong-si,
Gyeonggi-do, Korea

Terbinafine
hydrocloride 10mg/g

Thong tin dinh chinh

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

Sildenaiil (du¢i dang
Sildenaiil citrat) 100 mg

F/25, BIDC Estate,
Gorwa, Baroda-390016,
An Do

A-1101, 1102, 1103
Solitaire Corporate Park,
Beside Divya Bhaskar
Press, S.G.Highway,
Sarkhej, Ahmedabad, GJ
380051, An Do

Bortezomib 3,5mg

Bo6t dong khé pha tiém
tinh mach hoac tiém duéi
da

Hop 1 lo

16, Dumeori-gil,
Yanggam-myeon,
Hwaseong-si, Gyeonggi-
do, Korea

Terbinafm HC1 10mg/g
/z"



STT

10.

11.

12.

13.

Tén thudc

Bypro 50 mg

Clofenac 50
Suppository

CoAprovel

CoAprovel
300/12.5mg

CoAprovel
300/25mg

Cordarone

Co' s0' dang ky

Cong ty Co
Phan Fresenius
Kabi Viét Nam

Coéng ty TNHH
Duoc pham va
TBYT Phuong
Lé

Sanoii-Aventis
Singapore Pte.
Ltd

Sanoii-Aventis
Singapore Pte.
Ltd

Sanoii-Aventis
Singapore Pte.
Ltd

SanoiT-Aventis
Singapore Pte.
Ltd

S6 dang ky

VN3-221-19

VN-21790-19

VN-16721-13

VN-17392-13

VN-17393-13

VN-16722-13

S6 Quyét dinh

653/QD-QLD

164/QD-QLD

184/QD-QLD

419/QD-QLD

419/QD-QLD

184/QP-QLD

Ngay
Quyét dinh

23/10/2019

20/03/2019

05/07/2013

27/12/2013

27/12/2013

05/07/2013

NOi dung
dinh
chinh

Pia chi
Co sé san
Xudat

Co so
dang ky

Pia chi
Co s
dang ky

Quy céach
déng goi

Dia chi
Co sé san
Xuat

Pia chi
Co s@ san
Xuat

Pia chi
Co s& san
Xudat

Dia chi
Co sé san
Xuat

Thoéng tin da ghi

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

Cong ty Co phan

Fresenius Kabi Bidiphar

Khu vuc 8, Phutng
Nhon Pha, TP. Qui
Nhon, tinh Binh Dinh

Hop 1 vi X 20 vién

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

Thong tin dinh chinh

Village Kishanpura,
Baddi, Tehsil Nalagarh,

District Solan, IN-174101

Cong ty Co Phan

Fresenius Kabi Viét Nam

Khu vyc 8, Phuong Nhon
Phu, TP. Quy Nhon, tinh

Binh Dinh

HOp 4 vi X 5 vién

1, rue de la Vierge -
Ambareés et Lagrave -
33565 Carbon Blanc
Cedex

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

1, rue de la Vierge -
Ambarés et Lagrave -
33565 Carbon Blanc



STT

14.

15.

16.

17.

18.

Tén thuoc

DBL
Octreodtide
o.Img/mi

Depakine
chrono

Doxycyclin
100 mg
capsules

Glucose
Injection 5%,

Hepbest

Co' s0' dang ky

Pfizer
(Thailand)
Limited

Sanoii-Aventis
Singapore Pte.
Ltd

Céng ty TNHH
Dugc pham
Lamda

Coéng ty TNHH
Duoc pham
Chau A- Thai
Binh Duong

MI Pharma
Private Limited

S6 dang ky

VN-19431-15

VN-16477-13

VN-22087-19

VN3-251-19

S0 Quyét dinh

672/QD-QLD

66/QD-QLD

VN-22090-19 437/Qb-QLD

437/QD-QLD

742/QD-QLD

Ngay
Quyét dinh

17/12/2015

01/04/2013

24/07/2019

24/07/2019

06/12/2019

NOi dung
dinh
chinh

Tén thubce

Pia chi
Co so san
Xuéat

Tén thubc

Dang bao
ché

Qui cach
dong goi

Pia chi co
s& san
XUAat

DPia chi
Co s
dang ky

Quy cach
déng goi

Pia chi
Co s&
dang ky

Thong tin da ghi

DBL Octreodtide
o.Img/ml

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

Doxycyclin 100 mg
capsules

Dung dich truyén

Chai nhwa 500ml

No0.288 Zhujiang Road,
High-tech Industrial
Development zone
Shijiazhuang

113-Y Ngbng, p. Tan
Thanh, TP. Bgén Ma
Thudt, tinh Bak Lak

Hop 1 1o X 30 vién, hop
110 X 90 vién, hép 1 lg
X 180 vién

B-2103, Tharwani,
Palm Beach Road,
Sanpada, Navi Mumbai

- 400705, Maharashtra -

India

Thong tin dinh chinh

DBL Octreotide o,Img/ml

1, rue de la Vierge -
Ambares et Lagrave -
33565 Carbon Blanc
Cedex

Doxycycline 100
capsules

Dung dich tiém truyén
tinh mach

Chai thay tinh 500ml

No.288 Zhujiang Road,
High-tech Industrial
Development Zone,
Shijiazhuang

S6 113-Y Ngobng, phuong
Tan Thanh, Thanh phd
Budn Ma Thu6t, tinh Bak
Lak

Hoép 1 1o X 30 vién

Unit No. 402 & 403, Viva
Hub Town, Shankar
Wadi, Village Mogra,
Jogeshwari East, Mumbai
AN00060 - India



STT  Tén thudc Co' s0' dang ky S6 dang ky

Abbott
Laboratories
(Singapore)
Private Limited

19. Herbesser VN-22049-19

Abbott
Laboratories
(Singapore)
Private Limited

20. Herbesser 60 VN-22050-19

Dr. Reddy's

Laboratories Ltd VN-17421-13

21. Histalong

S6 Quyét dinh

437/QD-QLD

437/QD-QLD

419/QP-QLD

Ngay
Quyét dinh

24/07/2019

24/07/2019

27/12/2013

NOi dung
dinh
chinh

Co s& san

xuat

DPia chi

Co s san

xuat

Co s
dang ky

Pia chi
Co so
dang ky
Co s san
Xuat

Dia chi
Co s¢ san
xuat

Co so
dang ky

DPia chi
Co so
dang ky

Co s& san
Xuéat

Pia chi
Co s@ san
XUat

Co so
dang ky

Théng tin da ghi

P.T. Tanabe Indonesia

JI Rumah Sakit No. 104
viungberung Bandung
40612

Abbott Laboratories

100 Abbott Park Road,
Abbott Park, Illinois
60064, USA

P.T. Tanabe Indonesia

JI Rumah Sakit No. 104
wiungberung Bandung
40612

Abbott Laboratories

100 Abbott Park Road,
Abbott Park, Illinois
60064. USA

Dr. Reddys
Laboratories Ltd.

Survey No. 42, 45 & 46,
Bachupalli Village,
Qutubullapur mandal,
Ranga Reddy Dist.,
Andhra Pradesh

Dr. Reddys
Laboratories Ltd.

Thong tin dinh chinh

PT. Tanabe Indonesia

JI. Rumah SakitNo. 104
wjungberung Bandung
40612

Abbott Laboratories
(Singapore) Private
Limited

3 Fraser street, #23-28

Duo tower, Singapore
189352, Singapore

PT. Tanabe Indonesia

JI. Rumah SakitNo. 104
Uiungberung Bandung
40612

Abbott Laboratories
(Singapore) Private
Limited

3 Fraser street, #23-28
Duo Tower, Singapore
189352, Singapore

Dr. Reddy's Laboratories
Ltd.

Survey No. 42, 45 & 46,
Bachupally Village,
Qutubullapur Mandal,
Ranga Reddy - District,
Andhra Pradesh - 500090,
India

Dr. Reddy's Laboratories
LIENAAS



STT

22.

23.

24,

25.

26.

27.

28.

Tén thudc

Meteospasmy!

Mydekla 30

Mydekla 60

Newmytoba
0,02%

Nimegen
20mg

Oxnas
Tablets
375mg

Paracetamol
Generis

Co' s¢' dang ky

Tedis

MI Pharma
Private Limited

MI Pharma
Private Limited

Pharmaunity
Co., Ltd.

Céng Ty TNHH
Duoc pham
Nam Hén

Céng ty
TNHH Dugc
pham Nam Han

Céng ty TNHH
Duoc pham Viét
Phép

S6 dang ky

VN-22269-19

VN3-252-19

VN3-253-19

VN-22028-19

VN-22350-19

VN-22011-19

VN-21235-18

S6 Quyét dinh

651/QD-QLD

742/QD-QLD

742/QD-QLD

435/QD-QLD

653/QD-QLD

437/QD-QLD

411/QD-QLD

Ngay
Quyét dinh

23/10/2019

06/12/2019

06/12/2019

24/07/2019

23/10/2019

24/07/2019

04/07/2018

NOi dung

dinh

chinh
Co s
dong goi,
ki€m soat
chat
lvong,
xuat
xuwdng

Dia chi
Co s
dang ky

DPia chi
Co so
dang ky

Pia chi
Co s@ san
XUuat

Tiéu
chuan

thanh
pham

Quy cach
déng goi

Quy céach
dong goi

Thong tin da ghi

Laboratoires Mayoly
Spindler- d/c: 6, Avenue
de 1'Europe - 78400
Chatou Cedex,

France

B-2103, Tharwani,
Palm Beach Road,
Sanpada, Navi Mumbai
- 400705, Maharashtra -
India

B-2103, Tharwani,
Palm Beach Road,
Sanpada, Navi Mumbai
- 400705, Maharashtra -
India

69-10, Hansam-ro,
Duksan-myun, Jinchun-
gun, Chungbuk

BP 2016

Hoép 10 vi X 4 vién

Hop 1 1o 100OmI

Thong tin dinh chinh

Laboratoires Mayoly
Spindler- d/c: 6, Avenue
de 1'Europe - 78400
Chatou, France

Unit No. 402 & 403, Viva
Hub Town, Shankar
Wadi, Village Mogra,
Jogeshwari East, Mumbai
- 400060 - India

Unit No. 402 & 403, Viva
Hub Town, Shankar
Wadi, Village Mogra,
Jogeshwari East, Mumbai
- 400060 - India

69-10, Hansam-ro,
Deoksan-myeon,
Jincheon-gun,
Chungcheongbuk-do

Tiéu chuin nha san xuat

Hop 10 vi X 10 vién

Hoép 10 lo 100mI



STT

29.

30.

31.

Tén thudc

Philtoberan

Residron-150

Serimole
Nasal Spray

Susung
Porginal

Co' sd' dang ky S6 dang ky

Céng ty TNHH

Philavida VN-22131-19
Mega

Lifesciences

Public Company VN-21903-19
Limited

saint VN-22032-19
Corporation

Saint VN-22194-19

Corporation

S6 Quyét dinh

437/QD-QLD

164/QD-QLD

435/QD-QLD

437/QP-QLD

Ngay

Quyét dinh

24/7/2019

20/03/2019

24/07/2019

24/07/2019

NOi dung
dinh
chinh

Tiéu

chuan

Dia chi
Co s&
dang ky

Tén thubc

Quy cach
déng goi

DPia chi
Co so
san xuat

Hoat chat

Thoéng tin da ghi

NSX

Lau 2, s6 770-770A
dwong Sv Van Hanh
(ndi dai), Phuong 10,
Thanh phé HO6 Chi
Minh

Residron-150 (Co s&
doéng gobi: Apotex Inc,
dia chi: 4100 Weston
Road, Toronto,
Ontiario, Canada,
MOL2Y6)

Hop vi X 1 vién

16, Dumeori-gil,
Yanggang-myeon,
Hwaseong-si,
Gyeonggi-do, Korea

Neomyecin sulfate
(twong duwong
Neomycin base 35mg,
35000 1U) 50,2mg;
Nystatin 100000 IU;
Polymycin B sulfat
35000 1U

Thong tin dinh chinh

KP XI

Lau 2, s6 770-770A
dwong Suv Van Hanh (n6i
dai), Phuong 12, Quan
10, Thanh phé H6 Chi
Minh

Residron-150 (Co s&
déng goi: Apotex Inc, dia
chi: 4100 Weston Road,
Toronto, Ontario, Canada,
MOIL2Y6)

Hop 1 vi X 1 vién

16, Dumeori-gil,
Yanggam-myeon,
Hwaseong-si, Gyeonggi-
do, Korea

Neomycin sulfate (twong
duong Neomycin 35mg,
35000 1U) 50,2mg;
Nystatin 100000 1U;
Polymycin B sulfat 35000
U



Tén thubc Co's0' dang ky

Abbott

Tanatril Laboratories

Tablets IOmg  (Singapore)
Private Limited
Abbott

Tanatril Laboratories

Tablets 5mg (Singapore)

Private Limited

S6 dang ky

VN-22051-19

VN-22052-19

437/QD-QLD

437/QD-QLD

Ngay
Quyét dinh

24/07/2019

24/07/2019

NOi dung
dinh
chinh

Co sé san
XUuat

Pia chi
Co s@ san
XUat

Co so
dang ky

Pia chi
Co s
dang ky

Co s@ san
Xuat

Pia chi
Co s@ san
XUuat

Co s&
dang ky

Pia chi
Co sé
dang ky

Thong tin da ghi

P.T. Tanabe Indonesia

JI Rumah Sakit No. 104
Ujungberung Bandung
40612

Abbott Laboratories

100 Abbott Park Road,
Abbott Park, Illinois
60064, USA.

P.T. Tanabe Indonesia

JI Rumah Sakit No. 104
Ujungberung Bandung
40612

Abbott Laboratories

100 Abbott Park Road,
Abbott Park, Illinois
60064, USA.

Thong tin dinh chinh

PT. Tanabe Indonesia

JI. Rumah SakitNo. 104
ujungberung Bandung
40612

Abbott Laboratories
(Singapore) Private
Limited

3 Fraser street, #23-28
Duo tower, Singapore
189352, Singapore

PT. Tanabe Indonesia

JI. Rumah SakitNo. 104
wjungberung Bandung
40612

Abbott Laboratories
(Singapore) Private
Limited

3 Fraser street, #23-28
Duo tower, Singapore
189352, Singapore



STT

35.

36.

Tén thudc

Tyrosur Gel

Uvomo

Co'so'dangky  SGdangky  SG Quyétdinh Quygtagjnh
Cong ty C0 phan

;ﬁgﬁ?”ﬁggﬁg VN-22211-19  456/QD-QLD  31/07/2019
mai Sohaco

Cong Ty TNHH

E%ingh';iﬂnﬁi VN-17918-14  294/QP-QLD  12/06/2014

Hoang Tran

Noi dung
dinh
chinh

Cach ghi

dia chi co

s& san

xXuat

DPia chi
Co so
dang ky

Thoéng tin da ghi

Herrbergstrasse 361138
Niederdorfelden, Blc

106 Buong 10, Binh
Thei, Phuwong 14, Quan
11, Tp. H6 Chi Minh

Thong tin dinh chinh

Herzbergstr. 3, 61138
Niederdorfelden, Blc

106 Buong 100, Binh
Thoi, Phuic‘rng 14, Quan
11, Tp. HO Chi Minh



B YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUGC Doc lap - Tw do - Hanh phuc

PHU LUC I ] X
DANH MUC THUOC Puoc BDINH CHINH THONG TIN
TRONG CONG VAN DUY TRI HIEU Luc GIAY PANG KY Lwu HANH

(Kém theo cong van sO IQLD-DKngay / /2020 cta Cuc Quan ly Duoc)

NOi dung
dinh chinh

Théng tin dinh

STT Tén thudc Co' so' dang ky S6 dang ky S6 cong van Ngay cbng van chinh

Thong tin da ghi

Janssen Cilag Ltd.  VN-14214-11  1610/QLD-DK  17/02/2020 Tén thudc EZ{ Ktarin Oral Daktarin Oral Gel

Daktarin
Oral Gel



