BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tu do — Hanh phiic
S6: 714 /QP-QLD Ha N¢i, ngay 16 thang 12 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 sé6 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 Thong 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 bdi 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 diang ky luu hanh thuéc luvu 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
dang ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy
dang ky luu hanh ctia Cuc Quan 1y Dugce (Danh muc cu thé tai Phu lyc 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 dbi.

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



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./.

Ntr}z; nhén:3 KT. CUC TRUONG
- Nhu biéu 3; A 2
- Bo truéng BYT (dé b/c); _ HPHO CUC TRUONG

- Thir trudng DS Xuan Tuyén (dé b/c);

- Cyc truong Vii Tudn Cudng (dé b/c); 2

- Cyc Quany - Bo Quéc phong, Cuc' Y té - Bo Cong An{ JC Y

- Cuc Y té GTVT - B Giao thong van tai; Tong Cuc Hol LW\ |B]

quan - BY Tai chinh; o\ JC A /
- Bao hiém x3 hoi Viét Nam; Wb 7 )

-B0 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra o ¥ 7

BY; . N ) Nguyén Thanh Lam
- Vién KN thudec TW, Vién KN thuoc TP. HCM,;

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

ty XNK dugc pham;

- 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.
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Danh muc cic thong tin sira ddi ciia cac thudce dwoc cap gidy ding ky hru hanh

PHU LUC

ThuVienPh:

*W

i Viét Nam

ban hanh kém theo cic Quyét dinh cip gidy ding ky lwu hanh cia Cuc QuiiEly Dwoc
(Ban hanh kém theo Quyét dinhsé6 714 /QD-QLD ngay 16 /12 /20.31)
L]
1. Quyét dinh s6 441/QLD-PK ngay 08/11/2011: §
-
A ) . 1 , £ 1x . Noi dung sira | Thong tin tai danh muc dagy A e o R
STT Tén thuoc Co s¢ dang ky So dang ky adi ban hanh - Thong tin sira doi
1 Ciprobay 200 Bayer (South East | VN-14008-11 Quy cach dong | Hop 1 1o 100ml $ Hop 1 chai 100ml
Asia) Pte Ltd. 201 -l
Tudi tho 60 thang .. | 48 thang
Tiéu chuén NSX Nha san xuat
Co s san xuat | Bayer Schering Pharma AG Bayer AG

bia chi co so
san xuat

D-51368 Leverkusen

Kaiser-Wilhelm-Allee,
51368 Leverkusen, Duc

Pia chi co so
dang ky

63 Chulia Street # 14-00,
Singapore (049514)

2, Tanjong Katong Road,
#07-01, PLQ3, Singapore
(437161), Singapore

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

N¢i dung sira

Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky adi ban hanh Thong tin stra doi
2 | Auricularum Cong ty TNHH VN-18305-14 | Co s¢ san xuat | Laboratoires Grimberg Laboratoires Grimberg S.A.
Duoc pham Nhat
Anh
3 Clinoleic 20% Baxter Healthcare | VN-18164-14 | Diachi co s¢ Boulevard Rene Branquart 80, | Boulevard René Branquart

(Asia) Pte., Ltd

san xuat

B-7860 Lessines - Belgium

80, B-7860 Lessines -
Belgium




ThuVienPhs

4 | Clinoleic 20% Baxter Healthcare | VN-18163-14 | Dia chi co s¢ Boulevard Rene Branquart 8(¥% Boulevard René Branquart
(Asia) Pte., Ltd san xuat B-7860 Lessines - Belgium 80, B-7860 Lessines -
Belgium
5 Losarlife-H Cong ty TNHH VN-18364-14 | bia chi, co SO Khasra No.520, Village # | Khasra No.242, Village
Duogc pham Y-Med san xuat Bhagwanpur, Roorkee, Dist. &, Bhagwanpur, Roorkee, Dist.
Haridwar, Uttarakhand E Haridwar, Uttarakhand
6 | Milgamma mono | Woerwag Pharma VN-18480-14 | Cosd dangky | Woerwag Pharma GmbH & 5 Worwag Pharma GmbH &
150 GmbH & Co. KG Co. KG & Co.KG
Pia chi co s& Calwer Strasse 7, 71034 Z Calwer Stralle 7, 71034
dang ky Boblingen 1 Boblingen
b §
£, 4 A g
3. Quyét dinh s6 65/QD-QLD ngay 20/02/2017: i
[
o I  as , £ oas , Noi dung siva | Thong tin tai danh muc da A e o 2R
STT Tén thuoc Co sé dang ky So dang ky adi ban hanh Thong tin svra doi
7 | Meropenem Cong ty c6 phan VN-20246-17 | Dia chi co s¢ Nucleo Industriale S. Atto, S. - Nucleo Industriale S. Atto
Fresenius Kabi Viét san xuat Nicolo a Tordino, 64100 (loc. S.Nicol6 a Tordino)-

Nam

Teramo (TE) - Italy

64100 Teramo (TE), Italy

4. Quyét dinh s6 210/QD-QLD ngay 08/06/2017:

N¢i dung sira

Thong tin tai danh muc da

STT Tén thuoc Co s¢ dang ky So dang ky adi ban hanh Thong tin sira doi
8 | Meropenem Cong ty c6 phan VN-20415-17 | Bia chi co s¢ Nucleo Industriale S. Atto, S, | Nucleo Industriale S. Atto
Fresenius Kabi Viét san xuat Nicolo a Tordino, 64100 (loc. S.Nicol6 a Tordino)-

Nam

Teramo (TE)

64100 Teramo (TE), Italy

5. Quyét dinh sb 173/QD-QLD ngay 27/03/2018:

STT

Tén thube

Co sé dang ky

S6 diang ky

Noi dung sira
doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

4




FLZ 100

Cong ty TNHH TM
DP bong Phuong

VN-21001-18

Tén nha san
xuat

Galpha Laboratoires Ltd

Galpha Laboratories Ltd

6. Quyét dinh sb 411/QD-QLD ngay 04/07/2018:

Thong tin tai danh muc da

A ) . , £ 1x . N¢i dung sira Ao R

STT Tén thuoc Co sé dang ky So dang ky daéi ban hanh Thong tin stra doi

10 | Folsadron-150 Cong ty TNHH TM | VN-21263-18 | Tén nha san Galpha Laboratoires Ltd Galpha Laboratories Ltd
DP bong Phuong xuat

7. Quyét dinh sb 748/11/QD-QLD ngay 29/10/2018:

Tek +84-28-3930 3279 * www.ThuVienPhs

N¢i dung sira

Théng tin tai danh muc da.:

STT Tén thuoc Co sé dang ky So dang ky déi ban hanh Thong tin sura doi
11 | Vincran Korea United VN-21534-18 | Hoat chat chinh, | Mdi lo (1ml) chtra: Vincristiff“t Moi lo (1ml) chira:
Pharm. Inc. ham lugng 1 mg Vincristin sulfat 1 mg

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

STT

Tén thube

Co sé dang ky

S6 diang ky

Noi dung sira
doi

Thong tin tai danh muc da

ban hanh

Théng tin sira ddi

12

Esozot

Euro Healthcare Pte
Ltd.

VN-21726-19

Tiéu chuan

USP40

Tiéu chuan nha san xuat




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

Noi dung sira

Thong tin tai danh muc da

aw
Z
&
2
i
=
STT Tén thud Co sé ding ky S6 ding ky 5 Théng tin sira doi
én thuoc o s6 dang ky 0 dang ky aéi ban hanh o ong tin stra doi
13 | Lamictal 25mg GlaxoSmithKline VN-22149-19 Hoat chat Lamotrigin 25mg F".,_ Lamotrigine 25mg
Pte Ltd b
Co sé san xuat | GlaxoSmithKline 8 GlaxoSmithKline
Pharmaceuticals SA o, Pharmaceuticals S.A.
bia chi, cO SO 189 Grunwaldzka Street, g 189 Grunwaldzka Street, 60-
san xuat Poznan 60-322 ©1 322 Poznan
. B
Nudc san xuat Ba Lan $ Poland
14 | Lamictal 50mg GlaxoSmithKline VN-22150-19 | Hoat chat Lamotrigin 50mg o Lamotrigine 50mg
Pte Ltd Co sé san xuat | GlaxoSmithKline | GlaxoSmithKline
Pharmaceuticals SA * | Pharmaceuticals S.A.
bia chi, cO SO 189 Grunwaldzka Street, 189 Grunwaldzka Street, 60-
san xuat Poznan 60-322 322 Poznan
Nudc san xuit Ba Lan Poland
15 | Tractocile (Bong | FERRING VN-22144-19 | Vai tro cua co Co s¢ san xuat: Ferring Co s san xuét va dong goi
goi thur cap va PRIVATE LTD SO san xuat GmbH. Dia chi: Wittland 11, 4 so cap: Ferring GmbH. Dia

xuat xuong:
Ferring
International
Center S.A. -
D/c: Chemin de
la Vergognausaz
50, 1162 Saint -
Prex,
Switzerland)

24109 Kiel, buc

chi: Wittland 11, 24109 Kiel,
Puc

10. Quyét dinh sb 651/QP-QLD ngay 23/10/2019:

STT

Tén thube

Co sé dang ky

S6 diang ky

N¢i dung sira
doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

6




16

Temorel 20mg

APC
Pharmaceuticals &

Chemical Limited

VN3-212-19

bia chi co so
san xuat

Dhirubhai Ambani Life
Sciences Centre (DALC),
Plant 3,5,6 Plot No. R-282,
Thane Belapur Road, Rabale,
Thane 40071 Maharashtra
State

279 ¥ www. ThuVienPhs

Dhirubhai Ambani Life
Sciences Centre (DALC),
Plant 3,5,6, Plot No. R-282,
Thane Belapur Road, Rabale,
Thane 400071 Maharashtra
State

o+
r

L)
11. Quyét dinh s6 653/QD-QLD ngay 21/12/2020: §
2
A . oi g ong tin tai an .
STT |  Tén thube Co s diing ky Sédingky | etdungsua | Thong tin tai danh myc da’/ Théng tin sira dbi
doi ban hanh $
17 | Bortezomib Cong ty TNHH VN3-274-20 bia chi co so Pol.Ind.Les Salines. Carrer Pol.Ind.Les Salines. Carrer
Biovagen Duogc pham Bach xuat xudng Castell6], 08830 Sant Boi de & Castelld 1, 08830 Sant Boi
Viét Llobrega, Tay Ban Nha M de Llobrega, Tay Ban Nha
18 | Permixon 160mg | Pierre Fabre VN-22575-20 | Dia chi co s¢ Site Progipharm rue de Lycég=1 Site Progipharm, rue du
Medicament san xuat 45500 Gien Lycée, 45500 Gien
19 | Treeton Cong ty :FNHH VN-22548-20 bia chi’ co SO 74, Frunze Str., Kiev, 04080+ 74, Frunze Str., Kyiv, 04080-
dugc pham DO HA san xuat Ukraine Ukraine

12. Quyét dinh s6 664/QD-QLD ngay 31/12/2020:

STT

Tén thubc

Co sé dang ky

S6 diang ky

N¢i dung sira

Thong tin tai danh muc di

Théng tin sira ddi

doi ban hanh
20 | Aminomix Cong ty c6 phan VN-22602-20 | Hoat chat chinh, | M6i tGi 1000ml c6 2 ngin MBoi tai 1000ml c6 2 ngin
Peripheral Fresenius Kabi Viét ham lugng chtra: 500ml dung dich chura: 500ml dung dich

Nam

Glucose 12,6%: Glucose
monohydrat 69,3g tuong ung
v6i Glucose 63g; 500ml dung
dich acid amin c6 dién giai:
L-Alanin 4,9g; L-Arginin
4,2g; Glycin 3,85g; L-Histidin
1,05g; L-Isoleucin 1,75g; L-

Glucose 12,6%: Glucose
monohydrat 69,3g tuong ing
v6i Glucose 63g; 500ml
dung dich acid amin c6 dién
giadi: L-Alanin 4,9g; L-
Arginin 4,2g; Glycin 3,85g;
L-Histidin 1,05g; L-Isoleucin




Leucin 2,59g; L-Lysin acetat
3,26g tuong ung véi L-Lysin
2,31g; L-Methionin 1,51g; L-
Phenylalanin 1,79g; L-Prolin

ThuVienPh:

WWW,

3,92g; L-Serin 2,28g; Taurin o
0,35g; L-Threonin 1,54g; L- 5
tryptophan 0,70g; L-Tyrosin
0,14g; L-Valin 2,17g; Calci &

clorid dihydrat 0,24g twong
ung véi Calci clorid 0,18g;
Natri glycerophosphat khan
1,78g; Magnesi sulphat
heptahydrat 0,78g tuong ing
v6i Magnesi sulphat 0,38g;
Kali clorid 1,41g; Natri aceta
trihydrat 1,16g tuong ung voi
Natri acetat 0,70g; Mai tai
1500ml c6 2 ngén chua:
750ml dung dich Glucose
12,6%: Glucose monohydrat
104g tuong ung véi Glucose
94,5¢g; 750ml dung dich acid
amin c6 di¢n giai: L-Alanin
7,35g; L-Arginin 6,3g; Glycin
5,78g; L-Histidin 1,58g; L-
Isoleucin 2,63g; L-Leucin
3,89g; L-Lysin acetat 4,88g
tuong ung voi L-Lysin 3,47g;
L-Methionin 2,26g; L-
Phenylalanin 2,68; L-Prolin
5,88g; L-Serin 3,41g; Taurin
0,53g; L-Threonin 2,31g; L-
tryptophan 1,05g; L-Tyrosin
0,21g; L-Valin 3,26g; Calci
clorid dihydrat 0,35¢g twong
ung voi Calci clorid 0,26g;
Natri glycerophosphat khan

9

.
¥
£

1,75g; L-Leucin 2,59g; L-
Lysin acetat 3,26g tuong ung
voi L-Lysin 2,31g; L-
Methionin 1,51g; L-
Phenylalanin 1,79g; L-Prolin
3,92g; L-Serin 2,28g; Taurin
0,35g; L-Threonin 1,54¢g; L-
tryptophan 0,70g; L-Tyrosin
0,14g; L-Valin 2,17g; Calci
clorid dihydrat 0,24g tuong
ung voi Calci clorid 0,18g;
Natri glycerophosphat khan
1,78g; Magnesi sulphat
heptahydrat 0,78g twong ung
v&i Magnesi sulphat 0,38g;
Kali clorid 1,41g; Natri
acetat trihydrat 1,16g twong
ung v&i Natri acetat 0,70g;
MBoi ti 1500ml ¢6 2 ngin
chua: 750ml dung dich
Glucose 12,6%: Glucose
monohydrat 104g tuong ng
voi Glucose 94,5¢g; 750ml
dung dich acid amin c6 di¢n
giai: L-Alanin 7,35g; L-
Arginin 6,3g; Glycin 5,78g;
L-Histidin 1,58g; L-Isoleucin
2,63g; L-Leucin 3,89¢g; L-
Lysin acetat 4,88g tuong ing
véi L-Lysin 3,47g; L-
Methionin 2,26g; L-
Phenylalanin 2,68g; L-Prolin
5,88g; L-Serin 3,41g; Taurin
0,53g; L-Threonin 2,31g; L-
tryptophan 1,05g; L-Tyrosin
0,21g; L-Valin 3,26g; Calci
clorid dihydrat 0,35g tuong




2,66g; Magnesi sulphat
heptahydrat 1,16 twong ting
v6&i Magnesi sulphat 0,57g;
Kali clorid 2,12g; Natri aceta

www. ThuVienPhs

b

trihydrat 1,73g twong Umg vig,

Natri acetat 1,05g.

[

ung voi Calci clorid 0,26g;
Natri glycerophosphat khan
2,66g; Magnesi sulphat
heptahydrat 1,16g twong ung
v&i Magnesi sulphat 0,57g;
Kali clorid 2,12g; Natri
acetat trihydrat 1,73g twong
ung voi Natri acetat 1,05g.

bia chi co so
san xuat

Hafnerstrasse 36, 8055, Graz
Austria; Co s dong goéi thir
cap: Fresenius Kabi Austria
GmbH; dia chi: Am
Gewerbepark 6, 8402,
Werndorf, Ao.

Hafnerstraf3e 36, 8055, Graz-
Austria; Co sd dong gdi thi
cap: Fresenius Kabi Austria
GmbH; dia chi: Am
Gewerbepark 6, 8402,
Werndorf, Ao.

bia chi co so
dang ky

Khu vye 8, phuong Nhon
Ph1, thanh pho Qui Nhon,
Binh Dinh

* Tel +84-28-3930 32

Khu vyc 8, phuong Nhon
Pht, thanh pho Quy Nhon,
Binh Pinh

21 | Acuroff-10 Cong ty TNHH VN-22620-20 | Dia chi co sé Plot No. 7, O.D.I.C., Plot No. 7, O.D.C.,
Dugc Pham Y-Med san xuat Mahatma Gandhi Udyog Mahatma Gandhi Udyog
Nagar, Dabhel, Daman- Nagar, Dabhel, Daman-
396210 - India 396210 - India
22 | Oxaliplatin 50mg | Céng ty c6 phan VN-22607-20 | Piachi co s& Palpa 2862 (Zip Code Palpa 2862 (Zip Code
dugc pham Duy san xuat C1426DPB), of the City of C1426DPB), of the City of
Tan Buenos Aires; Co so dong Buenos Aires; Co s¢ dong
g6i: Laboratorios Richmond g6i: Laboratorios Richmond
A.A.C.LF.; bia chi: Elcano S.A.C.LF.; bia chi: Elcano
No4938, (Zip Code No4938, (Zip Code
C1427CIU), of the City of C1427CIU), of the City of
Buenos Aires-Argentina. Buenos Aires - Argentina
23 | Rabehan 20 mg JW Pharmaceutical | VN-22650-20 | Tén thudc Rabehan 20 mg tab Rabehan 20 mg tab.
tab Corporation

Hoat chat chinh, | Rabeprazol (duéi dang Rabeprazol natri 20mg
ham lugng Rabeprazol natri) 20mg
Dang bao ché Vién nén bao tan trong rudt Vién nén bao phim tan trong

rudt




24

ZY-10 Forte

Cong ty TNHH
Duogc Pham Y-Med

VN-22623-20

Dia chi co so
san xuat

Plot No. 7, O.D.I.C.,
Mahatma Gandhi Udyog
Nagar, Dabhel, Daman-
396210 - India

Plot No. 7, O.1D.C.,
Mahatma Gandhi Udyog
Nagar, Dabhel, Daman-
396210 - India

13. Quyét dinh s 226/QD-QLD ngay 20/04/2021:

Noi dung sira

B-3930 3279 * www. ThuVienPhsz

" ; o , £ s , Thong tin tai danh muc da " R
STT Tén thuoc Co s¢ dang‘ ky So dang ky daéi ban hanh Thong tin sura doi
25 | Aminosteril N- Cong ty co phan VN-22744-21 bia chi co so Hafnerstrasse 36, 8055, Graz*Jl| HafnerstraBe 36, 8055, Graz-
o ; oA R z . -+ .
Hepa 8% Fresenius Kabi Viét san xuat Austria | Austria
Nam Dia chi co s& Khu vyc 8, phuong Nhon : Khu vyc 8, phuong Nhon
dang ky Phu, thanh pho Qui Nhon, e Phu, thanh pho Quy Nhon,
Binh DPinh ;. | Binh Dinh
26 | Bendamustine Dr. Reddys VN3-314-21 Co so san xuat | Dr. Reddys Laboratories Ltd Dr. Reddy's Laboratories
hydrochloride Laboratories Ltd. Ltd.
180mg/4ml
concentrate for Co so dang ky | Dr. Reddys Laboratories Ltd" " Dr. Reddy's Laboratories
solution for Ltd.
infusion
27 | Denk-air junior 4 | Denk Pharma VN-22771-21 bia chi’ co SO Gollstrabe 1, 84529 Gollstr. 1, 84529 Tittmoning
mg Gmbh & Co.Kg san xuat Tittmorning.
28 | Denk-air junior 5 | Denk Pharma VN-22772-21 bia chi’ co SO Gollstrabe 1, 84529 Gollstr. 1, 84529 Tittmoning
mg Gmbh & Co.Kg san xuat Tittmorning.
29 | ELBARINE Saint Corporation VN-22788-21 | Dia chi co s 333, Hambakmoe-Ro, 333 Hambangmoe-ro,
Tablet san xuat Namdong-gu, Incheon - Namdong-gu, Incheon,
Korea Republic of Korea
30 | Letdion CONG TY CO VN-22724-21 | Nuéc sin xuat | Romania Rumani
PHAN DUQC MK
VIET NAM
31 | Suxamethonium | Céngty TNHH VN-22760-21 Dang bao ché Bot pha dung dich ti€ém, tiém | Bot dong kho pha dung dich
Chlorid Vuab Dugc Tam DPan truyén tiém/tiém truyen
100mg

10




14. Quyét dinh s6 490/QDP-QLD ngay 24/08/2021:

F www. Thu'VienPhse

Tén thudc

Noi dung sira

.

Thong tin tai danh muc da

STT Co sé ding ky S6 diang ky 2. A o Théng tin sira ddi
doi ban hanh e~
32 | Effixent S.C. Antibiotice VN-22866-21 | Diachi co sé 1th Valea Lupului Street, Zipes Str. Valea Lupului nr.1, Iasi,
S.A. dang ky Code 707410, lasi 4 Jud. Tasi, cod 707410
L)
b2
33 | Otuna 2.5% UNISON VN-22868-21 Quy cach dong | Chai nhya HDPE 100ml g5 Chai nhya HDPE 120ml
LABORATORIES g6i 2
CO., LTD. ®
4.:
15. Quyét dinh s6 526/QD-QLD ngay 10/09/2021: B
[

STT

Tén thubc

Co sé dang ky

S6 diang ky

Noi dung sira

Thong tin tai danh muc da

Théng tin sira ddi

doi ban hanh
34 | Calcium Folinate | Pfizer (Thailand) VN-22925-21 Hoat chat Acid folinic (du6i dang calci—] Acid folinic (duéi dang
10mg/ml Limited folinat) 100 mg/10ml calcium folinate) 100
Injection mg/10ml
Tuoi tho 30 thang 24 thang
35 | Ciprobay 500 Bayer (South East | VN-22872-21 Co s san xuat | Bayer Pharma AG Bayer Pharma AG
Asia) Pte Ltd. bia chi co s 51368 Leverkusen Kaiser-Wilhelm-Allee,
san xuat 51368 Leverkusen
Nude san xuat | Germany buc
Dia chi co s& 63 Chulia Street # 14-00, 2, Tanjong Katong Road,
dang ky Singapore (049514) #07-01, PLQ3, Singapore
(437161)
36 | Dutasvitae 0,5mg | Cong ty c6 phan VN-22876-21 Tuo6i tho 24 thang 36 thang
Dugc pham Minh
Ky
37 | Etohope 90mg Glenmark VN-22916-21 | Tén thudc Etohope 90mg Etohope 90
Pharmaceuticals
Ltd.

11




* www. ThuVienPhs

38 | Etohope 60mg Glenmark VN-22915-21 | Tén thudc Etohope 60mg Etohope 60
Pharmaceuticals
Ltd.
39 | Gemita RTU Cong ty c6 phan VN3-346-21 Tuo6i tho 36 thang 24 thang
1g/26,3ml Fresenius Kabi Viét o\
Nam E
Co s¢ san xuat | Fresenius Kabi Oncology Ltd§ Fresenius Kabi Oncology
&, Limited
Co so dangky | Cong ty CO phan Fresenius 7| Cong ty Co phan Fresenius
Kabi Bidiphar ﬁ Kabi Viét Nam
Pia chi co so Khu vyc 8, Phuong Nhon § Khu vuc 8, Phuong Nhon
dang ky Phua, TP. Qui Nhon, tinh Binh™| Pha, TP. Quy Nhon, tinh
Pinh E Binh Pinh
40 | Itrozol 100 mg Euro Healthcare Pte | VN-22913-21 | Tiéu chuan NSX : Tiéu chuan nha san xuat
Capsules Ltd Co s6 san xuat | B-dul Dundrii, Nr. 54, Oras B-dul Dunirii, Nr. 54, Oras
Voluntari, Jud. IlIfov, code Voluntari, Jud. Ilfov, cod
077910 077190
41 | Otemon 10mg Cong ty CP dugc VN-22881-21 | Hoat chat Montelukast (du¢i dang Montelukast (du¢i dang
pham Pha No Montelukast natri) 4mg Montelukast natri) 10mg
42 | Viagra Pfizer (Thailand) VN-22924-21 | Hoat chét Sildenafil (dudi dang Sildenafil (du¢i dang
Limited Sidenafil citrat) 25 mg Sildenafil citrat) 25 mg

12




