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UBND TINH KIEN GIANG CONG HOA XA HOQI CHU NGHIA VIET NAM

SOY TE Poc ldp - Tu do - Hanh phiic
4 . J
S6: 334 /SYT-NVYD Kién Giang, ngay | ¥ thdng 10 nam 2021

V/v trién khai Quyét dinh sb 575/Qb-
QLD ngay 11/10/2021 cia Bo Y te.

Kinh gtri:
- Céc co quan, don vi thudc va truc thude SG Y té;
- Céc co s6 kinh doanh duoc trén dia ban tinh.

Ngay 11/10/2021, B6 Y té ban hanh Quyét dinh s6 575/QD-QLD v2 vide
sira d6i thong tin thude dugce cap gidy dang ky luu hanh tai Viét Nam ban hanh
kém theo cac Quyét dinh cip gidy ding ky luu hanh cta Cuc Quan Iy Duge, Quyét
dinh nay co hiéu luc ké tir ngay ky ban hanh (dinh kém).

S&'Y té dé nghi céc co quan, don vi t6 chire trién khai ndi dung Quyét dinh
néu trén dén khoa, phong, bd phan c6 lién quan tai co quan, don vi dugc biét, thuc
hién theo quy dinh.

Trong qua trinh thyc hién, néu cé vuong mic, dé nghi cac co quan, don vi
kip thoi phan 4nh vé S& Y té (qua Phong Nghiép vu Y duoc) dé duge huéng dan,
thuyc hién./. ~4&4

Noi nhin: KT. GIA'M POC
- Nhur trén; _PHO GIAM DOC
- GD va ciac PGP SYT; N, E

~5 N

-NVYD;

- Trang thong tin dién t&r SYT;
- Trang HSCV;

- Luu: VT, tdphi.
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CUC QUAN LY DUQC Doc ldp — Tw do — Hanh phiic
Sé: 575 /QDP-QLD f\?z- Ha N¢i, ngay 11 thdng 10 nam 2021
>
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\\Q‘ QUYET DPINH

V& viée sira dgl théng tin tai Danh muc thudc dwoge cap glay dang ky luu
hanh,tal Vlngam ban hanh kém theo cdc Quyét dinh cip gidy dang ky luu

e GIANGE hanh ciia Cuc Quin Iy Dugc
S B :
el N - CUC TRUO’NG CUC QUAN LY DUGC

'5"?, »€an cir Nghl dmh s6 75/201 7/ND-CP ngay 20/6/201 7 cua Chinh phu

quy dinh churc nang, nhiém v, quyén han va co cdu t6 chirc ciia B Y té:

Can cir Nghi dinh s6 54/2017/NP-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mét sé diéu va bién phdp thi hanh Ludt Diwoc;

Cén cit Nghi dinh so 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
sira doi, bé sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thugc pham vi quan Iy nha nueée ciia Bo Y té;

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

Cin cit Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B¢ trudng
Bo Y té quy dinh viéc ding ky lwu hanh thuée, nguyén liéu lam thude;

Cén cir Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 ciia B6 trueong
B Y té sira doi, bé sung va bai bé mét sé vin ban quy pham phap ludt do Bo
truong Bo Y té ban hanh, lién tich ban hanh;

Cén cit vao ho so dang ky heu hanh thuéc leu tai Cuc Quan ly Duoc;

Theo dé nghi ciia T rudong phong Déng ky thuée, Cuc Qudn Iy Duoc.

QUYET PINH:

Diéu 1. Sira d6i mot sé thong tin tai Danh muc thudc duoc cip gidy
dang ky luu hanh tai Viét Nam ban hanh kém theo cc Quyét dinh cip gidy
déng ky luu hanh cua Cuc Quéa Iy Duge (Danh muc cu thé tai Phy luc kém
theo Quyét dinh nay).

Céc thong tin khéac tai Danh muc thude duoc cép giéy dang ky Iuu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cip g1ay dang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay ddi.



Pidu 2. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Piéu 3. Giam doc.)Sor Y té cac tinh, thanh pho truc thuoc Trung wong va
Giam dbc co sd san xmit va co s¢ ding ky c6 thude tai Piéu 1 chiu trach nhiém
thi hanh Quyét dmh\*ﬁay/

Noi nhén: \Qf KT CUC TRUONG
- Nhu Biéu 3; S g

- By truomg BYT a; b/c); Z % H.C O Cyc TRUONG
- TTr. Truong Q§U6 Cudng (dé blc);

- Cuc trudng Vtﬁ Tuén Cu.'cmg (dé ble); /
- Cuc Qua%TVBQ Quéc phong, Cuc Y té - By Cong An
-CucY te T - Bo Giao thong vén tai; Téng Cuc Hal\ »
quan - B‘Q\Tal chinh;

- Bdo &@@m x4 hoi Viét Nam; A
- BoY/té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyen Thanh Lam

vE
‘gwcn KN thube TW Vién KN thuéc TP. HCM;
\- ong Cong ty Dugc Viét Nam — Céng ty CP; Céc cong
ty XNK duogce pham
- Céc Bénh vién, Vién c6 giudng bénh truc thujec BYT;
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD;
- Luu: VT, BKT. .



PHU LUC

Danh muc cac thong tin su:a ddi ciia cac thuoc dwge cip gidy diing Ky luu hanh tai Viét Nam

(Ban hé?nh kem theo Quyét dinh s6

‘\o/

1. Quyét dinh s6 338/QQCQ°LD ngay 07/09/2011:

,

575

/QDb-QLD ngay 11

ban hanh kém theo cﬁ‘c Quyet dinh cap glay dang ky luu hanh ciia Cuc Quén ly Duorc

/10 /2021)

Thong tin tai danh muc da

"~ > - - A aw , As > R A . 2 ARs
STT Tén il\n/iéc Co s& diing ky S6 ding ky | Noi dung sira ddi Al Théng tin sira dbi
@@9/ Ham lugng lg 1g (hoat luc)
o
\pb N : 5 n - .
M Fosmicin for | Cong ty €8 phin TSRCOSTSI | Meiji SeiKa Pharma Co., Lid | pasii Seika Pharma Co, Ltd
L |5 e Duogc phim Thién | VN-13784-11 | Xuat awara. iant
V-Use ls Thao s, iz v ; 1056, Kamonomiya
Dia chi co so san | 1056, Kamonomiya )
7 . Odawara-shi, Kanagawa,
xuat Odawarasi, Kanagawa, Japan
Japan
Ham lugng 2g 2g (hoat luc)
Fosmicin for Cong ty (_36 phén Te?tco alies Meiji SeiKa Pharma Co., Ltd glgl’] ; Seﬂ;‘; Shisroa Co., L.
e Dugc pham Thién | VN-13785-11 | Xud awara Flant
dierias Thao 1056, Kamonomiya

Pia 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 thude Co s& diing ky S0 diang ky | Noi dung sira doi sty Théng tin sira dbi
) POn Q'u.y cach dong Hop 3 vi x 10 vién H‘op 3vi X 10 vién; Hop 10
Cong ty co phan g01 vi x 10 vién
3 | Apratam dugc pham Viét VN-15827-12 54 Diitaii Rivd. Valontar, 54 Dunarii Blvd., Voluntari,

Nga

Pia chi co s& san
xuat

Ilfov district, 077910

Ilfov district, 077910 -
Romania




A. Menarini :
4 | Ceclor Singapore Pta. Tid, \?31-15935-12 Ham luong 125mg 125mg/5ml
-
5 | Mil AM\Vié 5 - . . ii Blvd. '
L Iclluic P }]&{Ql it il ol D;a} chi co s& san | 54 Dunarii Blvd., Valuntari, flio?ﬁgg;c}?lzgf; glfmtan,
L xuét Tifov district, 077910 sirigt,
! o , Romania '
6 |Pasapil < ""‘\ﬁggf ;}lyla?:r)l Ii?i?%ltl VN-15820:12 | D@ chi oo s6 sén. |54 Dunarii Blvd,, Valuntar, flio?uigc?lggﬁb\lfgl?mm
0 5 v xuat Ilfov district, 077910 ; g
& Nga Romania
P ol
3. quéf‘ inh s6 13/QDP-QLD ngay 18/01/2013:
S
STT Tén thube Co sé dang ky S6 ding ky | Noi dung sira dbi Thing ng:ﬁllf;lnhh npe. Théng tin sira dbi
. .. .z | Coséxuat xuong: Baxter Co s& xuit xuong: Baxter
7 | Comienit ?:ﬁ:)r g:almare VN-16135-13 f&g}‘ih‘ CO'SG XUt | g A B4 Réné Branquart 80, | S.A., Bd. René Branquart 80,
R g B-7860 Lessines, Belgium) B-7860 Lessines, Belgium)

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

STT | Tén thubc Cosvdingky | S6dingky |N¢idung siadi| 10008 t‘g:ﬁ'h";l“hh e Bh Théng tin sira dbi
APC
8 | Salbules Pharmaceuticals & | VN-16573-13 | Ham luong Chua c6 2,5mg
Chemical Ltd
5. Quyét dinh s6 419/QD-QLD ngay 27/12/2013:
STT | Tén thube Co s diing ky Sé dingky | Noi dung sira ddi ::ﬂi:; taidanhmycdd |05 i sira dbi
9 | Itametazin Cong ty TNHH San | VN-17222-13 | Tiéu chuin NSX TCCS




xuat dugc pham
Medlac Pharma

Pia chi co sd san

Via G. Pascoli, 1, 20064

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

Italy ﬂ,x‘-\j = Congenzole (/1) distaccato in via Muoni
N> ; Cong ty TNHH san xuét
» Alfa Intes Industria gy,
S\ ¥ ding kY o phi
\\Q\q’ Co st dang ky Terapeutica Splendore S.r.1 dugc pham Medlac Pharma
W Italy
6\%\«%/ Khu cong ngﬁhiép Cﬁflg nghé
e _ . _ . cao I, Khu cdng nghé Cao
\e\{"’ Dia chi co s& Via F.1li Bandiera, 26-80026 | Hoa Lac, Km29, Pai 16
%O‘J‘ dang ky Casoria (Napoli) Thang Long, xa Ha Bang,
& huyén Thach That, thanh phé
q}@ﬂ\“‘f)’ Ha Néi
. NC ’
N Nudc dangky | Y Viét Nam
6. Quyét dinh sb 294/QP-QLD ngay 12/06/2014:
STT Tén thudc Co sé dang ky S6 ding ky | Noi dung sira ddi Thing tl::slh‘ginhh mye 44 Théng tin sira ddi
Cong ty Co phan
Prospan Cough Tép doan Dugc . y g x Engelhard Arzneimittel Engelhard Arzneimittel
10 1 syrup phim & Thuong | oV o/873-14 | Cososanxuat - | g 4oy 000 KG GmbH & Co.KG
mai Sohaco
Cong ty C6 phin
Tap doan Duogc N £ Engelhard Arzneimittel Engelhard Arzneimittel
11 | Prospan Forte phim & Thuong VN-17872-14 | Co s& san xuat GmbH & Co. KG GmbH & Co.KG
mai Sohaco

7. Quyét dinh s6 536/QD-QLD ngay 19/09/2014:

STT | " Tén thubc Cosédingky | SSdimgky |Ngidung siaddi| IPO"E “E;ﬁ‘h‘;“h" e Théng tin sira adi
; CONG TY TNHH 5 : e
12 | Virupos TRUGNG SON VN-18285-14 | Hoat chat Acyclorvir 135mg/4,5g Aciclovir 135mg/4,5g




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

"

Thong tin tai danh muc da

N7
~ X 2 , _q)&' K aw , A > e ,. PN dx.
STT Tén thuoc Co sé dﬁngnlsy\rb. So ding ky | N§i dung sira doi ban hanh Thong tin stra doi
N
\ o Tén co s san Medochemie Ltd.- Medochemie Ltd. -
13 | Medodermone | Medocheiie Ltd. | VN-19246-15 | "¢ Factory COGOLS COGOLS Facility

5
297

&2

p . &
9. Quyét dinh s6 1 Q&/b\B-QLD ngay 23/03/2016:

<0
\L\-/ A . . ~
STT | Taithube Cosidingky | S6dingky | Noidungsiaadi | | "on8 1 (81 danhmyc da Théng tin sira di
N Cong ty C5 phan L
N “ : . : : ) 00
1458 O(:is;mcm S Dugc pham Thién | VN-19707-16 | Hoat chat Fosfomycin natri 300mg E?;:?E’lr{l:)m Hat e
Thao :

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

Thong tin tai danh muc da

A A e - - A - - As 5 Re ™ R - A

STT Tén thuoc Co s diang ky So dang ky | Néi dung sira doi ban hanh Thong tin sira doi
; . Dia chi cosd san | K Rybniku 475, 252 42 K Rybniku 475, 252 42

434 Bentasa. 1g vemrmgBrivaiel. | VN-19948-16 Xuét Jesennice u Prahy, Czech Jesenice u Prahy, Czech

11. Quyét dinh s6 530/QP-QLD ngay 03/11/2016:

Thong tin tai danh muc da

~ A > - , A - , A 2 Rs ~ . 2 R

STT Tén thuoc Co so ding ky So dang ky | Noi dung sira doi bax bk Thong t'll'l sira do:
- Co s& san xuat san pham
an: s Kabi
Labesfal Laboratorios Almiro Frung glan Fre_senlle ane

. " ok . : : iPSUM S.r.1 Pia chi: Via S.
Cefepim Cong ty cO phan S.A Dia chi: Zona Industrial Leonardo 23-45010
16 | Fresenius Kabi Fresenius Kabi Viét | VN-20139-16 | Co s& san xuat do Lagedo, 3465-157

2g

Nam

Santiago de Besteiros, Bd
Pao Nha.

Villadose (RO), Y. ;

- Co s& san xuat thanh pham:
Labesfal Laboratorios
Almiro S.A Pia chi: Zona




N
Al

o 4

Industrial do Lagedo, 3465-
157 Santiago de Besteiros,
B6 Pao Nha.

>
12. Quyét dinh s6 65/QD-QLD n\%ay”%omz/zon:
\

AN
STT | Tén thudc (}g‘@goéﬁng ky S6 ding ky Noi dung sira ddi ::l:l;gé lt:l:l o L Thong tin sira ddi
: :ﬂ\ r
e Dong gbi: R-Pharm Germany | Dong goi va xuat xudng: R-
<o Pfizer (Thailand) T GmbH; dia chi: Heinrich- Pharm Germany GmbH; dia
O s N » dl , d1
17, | Celebret 27 o g, VN-20332-17 | Cosasinxudt | \r. i Str.35, 89257 chi: Heinrich-Mack-Str.35,
97 Illertissen, Pirc 89257 Illertissen, Pirc
o : . x
18 AMNimodin I“jlln li)t*zl‘ma Private ' | \/N-20320-17 | Dang bao ché Dung dich tiém Dung dich tiém truyén
) Novartis Pharma Dia chi co s¢ san | Priory Street, Ware, Priory Street, Ware,
| Notnent 200mg Services AG YIN20280-17 xuat Hertfordshire, SG12 ODJ Hertfordshire, SG12 0DJ

13. Quyét dinh s6 412/QD-QLD ngay 19/09/2017:

STT

Tén thudc

Co sé diang ky

S6 diing ky

Noi dung sira déi

Thong tin tai danh muc da
ban hanh

Théng tin sira doi

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

a K -2 v I A 3w - A - As A . - A
STT Tén thuoc Co sé dang ky So dang ky | Noi dung sira doi ban hanh Thong tin sira doi
Cong ty TNHH Dia chi co so san | 4601 Highway 62 East, Mt. :ggén?{%ggg 6Ii£ast,
21 | Forxiga AstraZeneca Viét | VN3-38-18 | xuét Vernon, IN, 47620 e S
Nam

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 siv diing ky _ 1"S6 ding ky | Ngi dung sira abi < Théng tin sira doi
> & ban hinh
\q@'\ Av. Nossa Senhora da Av. Nossa Senhora da
: Novartis Pifirma Dia chi co sd san | Assuncao, No.736-Butanta- Assunc¢ao, No.736 — Butanta
'\. g N . ’ b
22| Vigdera Serviges AG FRIREAG | CEP 05359-001-Sio Paulo- | - CEP 05359-001 - Sdo
& SP-Brazil Paulo - SP - Brazil
.@‘\} A % .
< \\’»\l‘ Isgtw rean Hetero Drugs Ltd. Hetero Labs Limited
CJO
: . Hetero Labs 20
23 Z‘dff E\iﬁ;bg Limited VN-21030-18 7-2 A2, Hetero Corporate, Zniux:xt%{ali{g;;(ieCOrporate,
; ,\\\‘o‘b Dia chi dang ky | Industrial Estates, Sanath Sanathn H ? derabid
bl Nagar, Hyderabad-500 082 A
S i Andhra Pradesh-AP

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

Thong tin tai danh muc da

~ A > e - K - - A £ R A . o A
STT Tén thuoc Co sé dang ky So dang ky | Noi dung sira doi Wi hdih Thong tin sira doi
i Ham lugng 200mg 200mg/100ml
24 | Oradays S‘mg tyhTNfIiH fa | VN-21248-18
ugc pham Lamda Dia chi co s¢ san | 50 Theodor Pallady Blvd., 50 Theodor Pallady Blvd.,
xuat Sector , Bucharest Sector 3, Bucharest
Survey No. 42,45 & Survey No. 42, 45 & 46,
y v . 46, Bachupalli Village, Bachupally Village,
25 | Omez E;BOR;TSE:S Ltd VN-21275-18 E&gtchl S R Qutubullapur mandal, Qutubullapur mandal, Ranga
' Ranga Reddy Disttric, Reddy District, Telangana.,

Telangana., India.

India.

17. Quyét dinh s6 748/11/QDP-QLD ngay 29/10/2018:

STT

Tén thube

Co s¢ diang ky

S6 ding ky

Noi dung sira ddi

Thoéng tin tai danh muc da
ban hanh

Théng tin sira doi




Selenium Laboratoire Quy céach dong " £ A
26 isicrogranisfnl | Agnsteant IEN-ZISP:S-IS 2bi Hop 10 6ng x 10ml Hoép 10 lo x 10ml
\'_57’ .
18. Quyét dinh s 164/QD-QLD &@}\20/03/2019:
A\
STT |  Tén thube ’“@&‘“Eé dingky | S6dingky |Noidung siraadi| 10O"E “g;ﬁ‘fﬁ:“h" e Théng tin sira déi
S Dia chi co 52 Academy Tower, Rm #718, | Academy Tower, Rm #718,
27 | Azismile o Saint Corporation VN-21953-19 | 12 €l €050 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
o dang ky
& Korea Seongdong-gu, Seoul, Korea
\‘-\.L\Q“'ﬂ" Cong ty TNHH Dia chi co s& 163/14/29 T6 Hién Thanh, 163/14/29 T6 Hién Thanh, \
28 Q-\Ba\‘:”cerocin Oint | Dugc pham Quang | VN-21777-19 dﬁ'ng k¢ Phuong 13, Quén 1, Tp. Ho Phuong 13, Quén 10, Tp. Ho
< bién Chi Minh Chi Minh
Dia chi co s& Academy Tower, Rm #718, Academy Tower, Rm #718,
29 | Boraflox Tab Saint Corporation VN-21954-19 dine kY 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
idic Korea Seongdong-gu, Seoul, Kore
gdong-gu, Seoul, a
i . Academy Tower, Rm #718, Academy Tower, Rm #718,
30 Eltose Hard Saint Corporation VN-21955-19 D}a Chl,co il 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
Lagsulo ding ky Korea Seongdong-gu, Seoul, Korea
31 | Gabcure t(fl‘i’gtgb‘iy;;,ll?ha“ VN-21740-19 | Tiéu chuin NSX USP 40
Sta i sk Academy Tower, Rm #718, Academy Tower, Rm #718,
32 | Heltec Saint Corporation | VN-21957-19 P ; 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
ang ky
Korea Seongdong-gu, Seoul, Korea
Dia chi co s& Academy Tower, Rm #718, | Academy Tower, Rm #718,
e _ dine ke 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
33 | OIS aint Corporation | VN-21956-19 | 1481 Korea Seongdong-gu, Seoul, Korea
Tén thudc Levohistin-S Solution Levohistil-S Solution
Hoat chat Acid salicylic 150,9 mg/ml Acid salicylic 167 mg/g
Cong ty TNHH
34 | Remowart Dugc pham Viét— | VN-21794-19 | Ham lugng - 150,9 mg/ml 167 mg/g
Fasp Farmalabor Produtos Farmalabor - Produtos

Co s& san xuat

Farmacéuticos, S.A

Farmacéuticos, S.A.

9




Pia chi co s san
xuat

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

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

" 0% a-Nova 3150-194
Abbott i A5
35 Hidrasec La.boratones\mﬁf VN-21653-19 Q'u'y cach dong Hop 2 vix 10 vién Hop 2'\:1 x 10 vién; Hop 3 vi
100mg (Singap goi x 10 vién
Privq,lgglimited
Y
L. ies X e §
19. Quyét dinh s0 j%%@D-QLD ngay 24/07/2019:
faln]
A SN0 e PO . .z.| Thong tin tai danh muc da BN o
STT “_'\ggg:t*huoc Co s& ding ky So dang ky | Néi dung sira doi ban hanh Thong tin sira doi
(Atido Cong Ty TNHH Quy céch 46
363 Zoledronico Hoa Chat Dugc | VN-22117-19 | <Y “*V N8 1 Hop 1 chai 100 ml Hop 1 lo 5 ml
G.E.S 4mg/5ml | Phdm Chau Ngoc £o1
CONG TY CO
PHAN DUGC - - % Flamingo Pharmaceuticals Flamingo Pharmaceuticals
37 | Amlocard 5 THIE]; BIY TE VN-22076-19 | Co s& san xuat Ltd. Ltd
DA NANG

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

STT |  Tén thubc Cosédingky | S6dingky |Noidung siraadi| ‘DOnE "g;ﬁ'hdé"‘l:‘hh My 84 Théng tin sira ddi
Avenida Miralcampo 7, Avc?mda Mualcampo 7,
Exeltis Healthcare Dia chi co s¢ Poligono Industrial Poligono Industrial
38 | Cerciorat ey ) : i
erciora SL. VN3-211-19 ding k¥ Miralcampo Azuquéta De Miralcampo, 19200,

Henares 19200

Azuqueca De Henares,
Guadalajara

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

10




STT | Tén thudc Cosvdingky | S6édingky | Ngidungsiraadi| 1DOPE “;;ﬁ'h?n“hh e da Théng tin sira ddi
,‘_‘m)"'\/ Hoat chét Metronidazol 500 mg Metronidazol
30
\m\“y Tiéu chuén NSX BP 2016
\\\.\ Co s s £ Flamingo Pharmaceuticals Flamingo Pharmaceuticals
Q o s¢ san xuat
ﬂ_\rsq\.'/ Ltd. Ltd
| Elamingo ; R-662, T.T.C Industrial
39 |Flametro ¥ Pharmaceuticals | VN-22398-19 | Dja chi co sé san | N 00% T1C Industrial Area, |y "0 /m " o bale, Navi
{imited X Rabale, Navi (New) Mumbai Mumbai Thane 400701
e0 xuat 400 701 umbai Thane 3
- Maharashtra State, India.
. H” = :
o o | R-662, TT.C Industrial Area, | 062, T.T.C Industrial
N Dia chi co s¢ MIDC. Rabale. Navi Mumba Area, MIDC, Rabale, Navi
M dang ky ¢ i Mumbai Thane 400701,
Thane 400 701, Maharashtra Nahstatiteo, Todia.
Dia chi co s& Academy Tower, Rm #718, Academy Tower, Rm #718,
40 | Prime-Apesone Saint Corporation VN-22465-19 P ; 719 - 118 Seongsui-ro, Seoul, | 719, 118 Seongsui-ro,
ang ky
Korea Seongdong—gy, Seoul, Korea
Co s san xuat va xuat
, xuong: Fresenius Kabi
Zoledronic acid Céne tv cb pha Co s& san xuit Co s& san xuat Austria GmbH I{afnerstraBe
A1 Fo N rpmcl:(ac;l. Fong _ycc;{p bE'mV‘" ¢ | VN-22321-19 | xuit x1sr('m d(’),n Fresenius Kabi Austria GmbH | 36, 8055, Grazz Ao; Co s
41‘6861;1“51 e Nresemus ALY g ) 5i thir c& B SNl HafnerstraBe 36, 8055, Graz, | dong goi thir cap: Fresenius
g/ Snd s BOLIG0Hp Ao Kabi Austria GmbH
Estem}annstraﬁe 17, 4020
Linz, Ao
22. Quyét dinh s6 651/QD-QLD ngay 23/10/2019:
Zerbaxa (Co s& Hop 10 lo (Co s& dong goi Hop 1019 (Co s dong goi
san xudt san cap 2 va xuit xudng: cap 2 va xuat xuong;:
phim trung gian | MERCK SHARP kbt ddn Laboratoires Merck Sharp & | Laboratoires Merck Sharp &
42 | Ceftolozane: & DOHME VN3-215-19 6iy £ Dohme-Chibret, dia chi: Dohme-Chibret, dia chi:
ACS Dobfar, (ASIA) LTD & 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)
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2a/12, 20067

Tribiano (MI), )
Italy) AR
N
23. Quyét dinh s 293/QD-QLD ngfy 26/06/2020:
&
WM
5 % ;b : s . | N§i dung sira Thong tin tai danh muc da LIRS
STT | Tén thuoc . Qg@gﬁﬁ' dang ky So dang ky aéi ban hanh Ttlong‘ tin sira doi
o8] M3i lidu xit c6 chira
S " | Cong ty TNHH £ MB&i liéu xit chira Mometason | Mometason furoat
Q L l, ¥ !
A MOSIV? &/5 Dugc Pham Do Ha MNR2207)-20, | Hogtohit furoat 0,05mg monohydrat twong duong
o Mometason furoat 0,05 mg
7]
\U

N, ’
24 <Quyét dinh s6 653/QD-QLD ngay 21/12/2020:

STT | Tén thube Cosédingky | S6dingky | Noi dungsiraadi| 1DON2 “g;ﬁ'lf;:l“l:‘ mgoas Théng tin sira adi
Global Pharma Hejalthcare Céng ty TNHH H éng Phiic
Pvt. Ltd (P/c: Third Floor, " - 232/8 Oude 16 13
. Cong ty TNHH 2A Ganga Nargar, Fourth Baa (Pre: 2 quc kon
44 | Globonir N i 5 VN-22569-20 | Co s& dang ky ’ phuong 26, quan Binh
Hong Phic Bao Street, Kodambakkam, X £ pud rovis
: 5 Thanh, thanh pho H6 Chi
Chennai, Tamil Nadu, Minh, Viét Nam)
600024, India) S
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 s6 664/QDP-QLD ngay 31/12/2020:

STT |  Tén thube Cosdingky | S6adingky | Noidungsiaddi| DOn8 “g:ﬁ‘&“n“hh nye Ci Théng tin sica dbi
.. Co s& san xuit va 5 £ Co sO san xuat va xuat
w Worwag Pharta | v/ 97696-20 | xudt xuéng Gogasheos xudng
s Ron., | Gmbk. & Co. KG Tén co s6 san Artesan Pharma GmbH & Artesan Pharma GmbH &
xuat va xuat Co., KG Co. KG
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xuong

Pia chi co s& san
xuat va xuat

Wendlandstrasse 1, 29439

WendlandstraBBe 1, 29439
Liichow, Germany (Cach ghi

el ; Luchow - Germany khac: Wendlandstrasse 1,
@@\ Xuong 29439 Liichow, Germany)
A Dia chi co sg Albrecht-Thaer-Strae 9. D- | Albrecht-Thaer-Strafe 9,
oS dong goi 29439, Germany 29439 Liichow, Germany
| & Tén co s ding | Worwag Pharma GmbH & Wérwag Pharma GmbH &
o ky Co.KG Co.KG
&0 Dia chi co so Calwer Strasse 7, D-71034 Calwer StraBe 7, 71034
g dang ky Boblinggen - Germany Boblingen, Germany
Y7 q < Rosuvastatin (duéi dang Rosuvastatin (duéi dang
oD oat chat . ) ’ :
™ _ Rosuvastatin calc-l) 10mg : Rosuvastatin calci)
47_3\  Catavastitin S.C. VN-22675-20 | Dia chi co so san | 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 chit Rosuvastatin (duéi dang Rosuvastat?n (dudi dang
i Rosuvastatin calci) 20mg Rosuvastatin calci)
48 | Catavastatio SC. VN-22676-20 | Dia chi co s¢ sin | 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
Nudce dang ky Romania Rumani
Hibat et Rosuvastatin (dudi dang Rosuvastatin (dudi dang
: Rosuvastatin calci) Smg Rosuvastatin calci)
49 | Catavastatin S:C. VN-22677-20 | Dia chi Co s¢ san | 1th Valea Lupului Street Zip | 1th Valea Lupului Street, Zip
ANTIBIOTICE S.A xuat code 707410, Iasi code 707410, Iasi
Nudc san xuit Romania Rumani
Nuéce ding ky Romania Rumani
Cefotaxime BRAWN
50 | sodium for LABORATORIES | VN-22595-20 | Tiéu chuén USP 38 USP 42
injection USP | LIMITED '
51 | Medoxasol 250g | Medochemie Ltd. VN-22659-20 | Tén thudc Medoxasol 250g Medoxasol 250mg
59 Ratida 400mg Cong ty TNHH VN-22635-20 Co s san xuat KRKA, D.D., . Novo Mesto KRKA, D.D., Novo Mesto
film-coated thuong mai Nam Dia chi co s¢ san | SI-8501 Novo Mesto. Smarjeska cesta 6, 8501
tablets Dong xudt Smarjeska Cesta 6, Novo mes
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26. Quyét dinh s 226/QD-QLD ngay 2046472021
N2

Qr A . . ~
STT |  Tén thube Co s?\«}él\;lg ky | S6dingky | Noidungsiraadi| |NOME !N (2l danh muc 43| Thong tin sira adi
6\‘”\\\%/ Tén thube Ledipasvir + Sofosbuvir Ledipasvir and Sofosbuvir
|eo Tablets 90mg/400mg Tablets 90mg/400mg
Ledipasvir and*® Qu_y cach dong H@p 10 vi x 7 vién; Lo 28 H(_")p_lO vi x 7 vién; Hop 1 lo
Sofosbuyi £9 01 vién 28 vién
53 | Tabl %:. - H.ete-ro Labs VN3-322-21 Unit-V, TSIIC Formulation Unit-V, Sy. No. 439, 440,
9@@ 400mg Limited SEZ, Sy. No. 439, 440, 441 & | 441 & 458, TSIIC
C Dia chi co s¢ san | 458, Polepally Village, Formulation SEZ, Polepally
<M 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 Dia chi co s¢ san | 458, Polepally Village, Formulation SEZ, Polepally
Tablets 400mg Limited xuat Jadcherla Mandal, Village, Jadcherla Mandal,
Mahaboobnagar District, Mahaboobnagar District,
Telangana state, India Telangana state, India

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

STT |  Tén thubc Costdingky | S6dingky | N¢idungsicaddi| 11008 “‘l‘):z'lf;"hh iye o Théng tin sira i
G | e Cong ty co phan dugc pham
Co s¢ dang ky EA Pharma Co., Ltd. Ampharco USA
Khu cong nghiép Nhon
EA Pharma Co Pia chi co so 1-1, Irifune 2-chome, Chou- Trach 3, xa Hiép PhuQc,
55 | Aminic Ltd ? VN-22857-21 | dang ky ku, Tokyo huyén Nhon Trach, Pong
! Nai
Nudce dang ky Japan Viét Nam
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GINETATUM

Tén thubc

GINETATUM vaginal
solution 0,1 %

GINETANTUM vaginal
solution 0,1 %

56 | vaginal solution S}?{E(I\}I QEENHH I L VN-22852-21 ) Aziende Chimiche Riunite Aziende Chimiche Riunite
0,1 % \\"'-‘ i Co sd san xuat Angelini Francesco (ACRAF | Angelini Francesco ACRAF
oS S.p.A) S.P.A
\\\\\‘ Téncosodang | o : :
% ky aboratories Aguettant Laboratoire Aguettant
| B7% s Dia chi co sa Nol rue Alexander Fleming, 1 rue Alexander Fleming,
P o dang ky Lyon 69007 - France Lyon 69007 - France
CDO“'\ A Dia chi nha san Lieu-Dit “Chantecaille” - Lieu-Dit Chantecaille -
R xuat Champagne 07340 - France Champagne 07340 - France
-\5053@{\0 ‘ Zinc gluconat 69700,000mcg; gg;lgﬁoi‘;?gﬁg%%%%ua'
57‘.3%\ >Nutryelt kfgzgz:gtre VN-22859-21 I?AZ?lgg friugcl?l?:ztnitl :ﬁ’;’gg (;n & mcg; Déng gluconat 2142,40
o mcg; Sodium fluorid mog, Mangan glugonat ;
Cach ghi tén hoat 2099’ 200 mce Potasatim 445,69 mcg; Natri fluorid
chét va ham o o 66%’ Sod 2099,50 meg; Kali iodid
luong LR, L5 HIEE DA 170,06 mcg; Natri selenit
selenit 153,320 mcg; Sodium 153.32 . Naitrt melvbdat
molybdat 42,930 mcg; Crom : mcfg, SIS SN
: ; - | 42,93 mcg; Crom clorid
clorid 30,450 mcg; Ferrous 30 45 micg: Sit gliconst
gluconat 7988,200 mcg; 7988,20 meg
Dia chi nha san Seeblickstrasse 4, 8590 Seeblickstrasse 4, 8590
Cone tv C& pha xuat Romanshom Romanshorn
Tap dtin Do | Cao kh6 c6 thanh John
58 | Remotiv 500 i Thuimg VN3-334-21 ' Cao kho co thanh John chiet | (Hyperici herbae extractum
pmai' Solisco 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] 500mg
- Co s& san xuat: Pharbil
Waltrop GmbH, dia chi: Im
Cbdng ty cd phan Wirrigen 25, 45731 Waltrop,
59 | Traulen Dugc pham Tién VN-22826-21 | Co s& sén xuét Doppel Farmaceutici S.r.1. Germany.

Phong

- Co s dong goi, xuat
xudng: Doppel Farmaceutici
S.r.l. Pia chi: Via Martiri
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Delle Foibe, 1- 29016

A Cortemaggiore (PC)-Italy
AN . . - .
o Pia chi Cor 5o san | ) opvioa delie Foibe, Im Wirrigen 25, 45731
o> xuat & Rl Waltrop
e~ i Piacenza
_\\\\Q ‘ Nudc san xuat Germany

Y7

28. Quyét dinh s6 526/QBQLD ngay 10/09/2021:
\e_\

Italy

X<
=

STT | Tén thud¢>® | Cosé diing ky S8 dingky | Ngidung sica dbi ::ﬂgs&:: tal danh muc.da . | 50 tin siva 851
- N7 z
4 b Dia chi co sd san | Industrial Estate, Pattana 3 R u; Nia Pl;r ks
= MEGA xuét Road, Moo 4, Phraeksa, M?f::ajng OSOan;u tpere(arz’
LIFESCIENCES Mueang, Samut Prakan 10280 10280 g
60 | Acnotin 10 PUBLIC VN-22923-21 384 Soi 6. Banenoo
Sk 984, Soi6, Bangpuo Indu,strial E,lstategll)’attana 3
LIMITED Pia chi co s Industrial Estate, Pattana 3 i
& ; Road, Moo 4, Phraeksa,
dang ky Road, Moo 4, Phraeksa, Muca,ng Samutprakarn
Mueang, Samut Prakan 10280 10280 4
Amoxicilin (dudi dang Arnoysi(?il].in (o.:iuéri dang
ol oo, | el )
Hoat chat acid cl_avulanic (dudi dang (dubi dang i’o e :
Cong ty TNHH gﬁ;ﬁiﬁ;ﬁ;ﬂaﬁ"l‘;‘a“ate’ clavulanate, diluted) 42,9
61 | Betamox ES Xie tien Thuong | o1 55908 51 ’ gon
mai Dugc pham va Ham lugng 600; 42,9 mg 600 mg/5 ml + 42,9 mg/5 ml
dau tu TV Tuodi tho 24 théng 36 théang
Co s& san xuat Laboratorios Astral, S.A Laboratorios Atral, S.A.
Dia chi co sé san | Rua da Estagdo, 42 - Vala do | Rua da Estagdo, 42 -Vala do
xuét Carregado 2600 - 726 Carregado 2600- 726
L Castanheira dp Ribatejo Castanheira do Ribatejo
Cong ty co phan _ Z ! ; Fresenius Kabi Oncology
62 I}illjlz:tllf:)ig Fresenius Kabi Viét | VN3-345-21 Co s& san xuat Fresenius Kabi Oncology Ltd Limited

Nam

Dia chi co sd 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
el = " Cong ty C6 phan Fresenius Cong ty C6 phan Fresenius
Q.\qp"a\ Cosodangky | gabi Bidiphar Kabi Viét Nam |
\\'\\ Bic dhicaii Khu vuc 8, Phudmg Nhon Khu vuc 8, Phudong Nhon
oY dine kY Phu, TP. Qui Nhon, tinh Binh | Pht, TP. Quy Nhon, tinh
Pcs EXY Pinh Binh Dinh
\K.;' . , s
=i B e S P
S CONG TY TNHH : : 5ym 22l khan) 25mg/ml
63 Hy%p\@rﬁak até?}(quljlillAM VN-22887-21 Ham Tugng 25mg/2ml 2Smg/ml
;\r}\“ﬁ Dia chi co s¢ san | 63, Kyrylivska street, Kyiv, 74, Kyrylivska street, Kyiv,
N £
& xuat 04080 04080
Hill Top Industrial Hill Top Industrial
a Estate, Jharmajari Estate, Jharmajri, EPIP
Cong ty TNHH e 2o ; ¢ . ;
. 2 f Dia chi co s¢ san | EPIP, Phase-I (extn), Phase-I (Extn), Bhatoli
% | Cytamib \D,?{‘-:C pham Bach. | VN-228832% | wnlr Bhatoli Kalan, Baddi, Kalan, Baddi, 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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