BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tw do — Hanh phuc
S6: 463 /QP-QLD Ha Ngi, ngay 05  thang 08 nam 2021
QUYET PINH

V@ viéc sira d6i thong tin tai Danh muc thudc dwoc cap giay ding ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy diang ky luu
hanh cia Cuc Quan ly Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc sé 105/2016/QH13 ngay 06/4/2016:

Cian cir Nghi dinh sé 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua
Chinh phu quy dinh chirc ning, nhiém vy, quyén han va co ciu té chac cua Bo
Y té;

Can cu Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mot sé diéu va bién phép thi hanh Luat Duoc;

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
stra doi, bd sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nudc caa Bo Y té;

Can cu Nghi dinh s 30/2020/ND-CP ngay 05/3/2020 caa Chinh phu vé
cong tac van thu;

Cin cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bo truéng
Bo Y té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu 1am thubc;

Cin cir Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cia Bo truéng
Bo Y té sira d6i, b sung va bai bo mét sé van ban quy pham phap luat do B
trudng Bo Y té ban hanh, lién tich ban hanh:

Can ctr vao ho so dang ky luu hanh thude Iuu tai Cuc Quan 1y Duoc;

Theo dé nghi ciia Truéng phong Pang ky thudc, Cuc Quan 1y Duoc.

QUYET PINH:

Piéu 1. Stra d6i mot sé thong tin tai Danh muc thudc dugc cip gidy
dang ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy
dang ky luu hanh cia Cyc Quan ly Duoc (Danh muc cu thé tai Phu luc kém
theo Quyét dinh nay).

Céc thong tin khac tai Danh muc thudc dugc cap gidy diang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy ding ky luu hanh
thudc tai Phy luc kém theo Quyét dinh nay khong thay doi.
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Piéu 2. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam déc So Y té céc tinh, thanh phd truc thudc Trung uong va
Giam ddc co so san xuat va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhdn: KT. CUC TRUONG
- Nhu biéu 3; PH A

- Bo truong BYT (dé blc); \Q\CUC TRUONG
- TTr. Truong Quéc Cudng (dé b/c);

- Cuc trudng Vil Tuan Cuong (dé b/c);

- Cuc Quan y- Bo Quédc phong, Cuc Y té - Bo Cong An; | S| C
- Cuc Y t&GTVT - Bo Giao thdng van tai; Tong Cuc Hai |\ DI
quan - B6 Tai chinh; N\

- Bao hiém xa hoi Viét Nam; 2 v L
- BoYY té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyeén Thanh Lam
Bo;

<Vién KN thude TW, Vién KN thuéc TP. HCM;

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

ty XNK duoc pham;

- Cac Bénh vién, Vién co giuong bénh truc thuoc BYT;

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

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.




BOY TE

CUC QUAN LY DUQC

Poc 1ap — Tw do — Hanh phac

PHU LUC

CONG HOA XA HOI CHU NGHIA VIET NAM

Danh muc cac thong tin sira doi ciia cac thuoc dugc cAp gidy ding ky lwu hanh tai Viét Nam
ban hanh kém theo cac Quyeét dinh cap giay diang Ky lwu hanh cia Cuc Quan ly Dwoc

(Ban hanh kém theo Quyét dinh s6 463

1. Quyét dinh s6 261/QD-QLD ngay 01/10/2013:

/QDb-QLD ngay 05

/08 [2021)

STT

Tén thudc

Co s¢ dang ky

S6 ding ky

Noi dung sira

Thong tin tai danh muc da

Thong tin sira doi

doi ban hanh
Glenmark Q ‘ch don
1 | candid Pharmaceuticals VN-17045-13 | <oy CAch @ong | 1,95 20g Hop 1 Tuyp 20g
Ltd. gol
Glenmark , , R , Ay X
2 Candid -V6 Pharmaceuticals VN-17046-13 S(;Jiy cach dong Hop 1 vi x 6 vién ?;ﬁhlu\élcx 6 viénkem 1 ong

Ltd.

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

Noi 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
) B. Braun Medical Dang bao ché Dung dich truyén tinh mach Dung dich tiém truyén
Aminoplasmal ' .
3 o, g | Industries Sdn. VN-18160-14 . -
B.Braun 10% Bhd. Diachi cosé | Carl - Braun - Strasse 1, Carl - Braun - StraRe 1,
san xuat 34212 Melsungen 34212 Melsungen
Glenmark Quy cach dén
4 | Candid B Pharmaceuticals VN-18310-14 | <Y & | Tuyp 159 Hop 1 Tuyp 15¢g
goi

Ltd.




Clotrimazole 1% kl/kl;

Clotrimazole 1% kl/kl;

Hoat chét Anhydrous Beclometasone
Beclometasone 0,025% kl/kl dipropionate 0,025% kI/KI
Nutriflex peri B. Braun Medical VN-18157-14 | Hoat chat Isoleucine, Leucine, Lysine Moi 1000ml chira: Isoleucine
Industries Sdn. hydrochloride, Methionine, 2,349, Leucine 3,13g, Lysine
Bhd. Phenylalanine, Threonine, hydrochloride 2,84g (tuong
Tryptophan, Valine, Arginine | duong Lysine 2,27g),
glutamate, Histidine Methionine 1,96g,
hydrochloride monohydrate, Phenylalanine 3,51g,
Alanine, Aspartic Acid, Threonine 1,82g, Tryptophan
Glutamic Acid, Glycine, 0,579, Valine 2,6g, Arginine
Proline, Serine, Magnesium monoglutamate 4,98¢g (tuong
acetate tetrahydrate, Sodium | duong Arginine 2,70g va
acetate trihydrate, Sodium Glutamic acid 2,28g),
chloride, Sodium hydroxide, | Histidine hydrochloride
Potassium hydroxide, monohydrate 1,69¢g (tuwong
Potssium Dihydrogen duong Histidine 1,25g),
Phosphate, Glucose Alanine 4,85¢g, Aspartic Acid
monohydrate, Calcium 1,5¢, Glutamic Acid 1,22g,
Chloride Dihydrate. Glycine 1,65g, Proline 3,4q,
Serine 3g, Magnesium
acetate tetrahydrate 0,869,
Sodium acetate trihydrate
1,564, Sodium chloride
0,179, Sodium hydroxide
0,5¢, Potassium hydroxide
0,529, Potassium
Dihydrogen Phosphate
0,789, Glucose monohydrate
88g (twong duong Glucose
80,0g), Calcium Chloride
Dihydrate 0,37g.
Glenmark Perindopril erbumine 4mg
Perigard-4 Pharmaceuticals VN-18318-14 | Hoat chét Perindopril erbumine 4mg tuong duong véi perindopril

Ltd.

3,338mg




Tacroz

Glenmark
Pharmaceuticals
Ltd.

VN-18320-14

Quy céch dong
goi

Tuyp 10g

Hop 1 Tuyp 10g

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

STT Tén thudc Co sé¢ diang ky S6 diang ky | Noi dung sira doi | Thong tin tai danh muc da Thong tin sira doi
ban hanh
Spasmomen (Poéng goi va . L
) xuat xudng: Berlin-Chemie ip gfr;;);llel? gzsl?f_ Cglcf)\le\rll?ie
Tén thuoc AG (Menarini Group), dia vatx g .

chi: Glienicker Weg 125 AG, dia chi: Gh_emcker Weg

A. Menarini 12489 Berlin, Germany) 125 12489 Berlin, Germany)
8 | Spasmomen VN-18977-15 ’

Singapore Pte. Ltd.

Co sé san xuat

Berlin-Chemie AG (Menarini
Group)

Berlin-Chemie AG

Dia chi co so san
xuat

Tempelhofer Weg 83, D-
12347, Berlin

Tempelhofer Weg 83, 12347,
Berlin

4. Quyét dinh s6 672/QD-QLD ngay 17/12/2015:

Thong tin tai danh muc da

STT Tén thudc Co s& ding ky S6 dang ky | Noi dung sira ddi ban hanh Thong tin sira ddi
Ne!ollej[ (D01_1g gvt va xuat Nebilet (Pong gbi va xuét
A. Menarini X xuong: Berlin-Chemie AG xuong: Berlin-Chemie AG;
9 | Nebilet ' VN-19377-15 | Tén thuoc (Menarini Group); d/c: g ’

Singapore Pte. Ltd.

Glienicker Weg 125 D-12489
Berlin, Germany)

d/c: Glienicker Weg 125,
12489 Berlin, Germany)

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

STT

Tén thuéc

Co s¢ dang ky

S6 ding ky

N@i dung sira ddi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

10

Foster

ORIENT

VN-19548-16

bia chi co so san

Via San Leonardo 96, Via

Via San Leonardo 96 -
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EUROPHARMA
PTELTD

XUAt

Palermo, 26/A, Via Ortles 6-
Parma (PR)

43122 Parma (PR)

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

Thong tin tai danh muc da

STT Tén thuéc Co s6 ding ky S6 dang ky | Ni dung sira doi ban hanh Théng tin sira ddi
11 | Bosviral cong ty INHH VN-20730-17 | Hoat chat Acyclorvir 800mg Aciclovir 800mg
Duoc pham Lamda
Chu sé hiru san Rottapharm Ltd..
Ever Neuro Pharma pham va chiu A bia chi: Damastown
121 Go-On GmbH VN-20762-17 trach nhiém xuét Chura c6 thong tin Industrial Park, Mulhuddart,
xuong Dublin 15 Ireland
MERCK SHARP & . . . .
13 | Singulair DOHME (ASIA) VN-20814-17 Tém co so san Patheon Manufaturing Patheon Manufacturing

LTD

XUAt

Services LLC

Services LLC

7. Quyét dinh sé 411/QD-QLD ngay 04/07/2018:

Thoéng tin tai danh muc da

STT Tén thudc Co sé diang Ky S6 diang ky | Noi dung sira doi ban hanh Thong tin sira doi
Cong ty TNHH Dia chi Co s¢ san 52, Jeakgongdan 1-gil, az,ajneyr?;(r%c-)gl?dan ol
14 | Jeitin Dugc pham Nam VN-21226-18 | ~*x Hyangnam-eup, Hwaseong-si, yang P. .
A xuat . Hwangseong-si, Gyeonggi-
Han Gyeonggi-do, Korea q
0, Korea
Cong ty TNHH
15 Piperacillin Thuong Mai Dich VN-21257-18 bia chi Co s¢ san | Z.I. du Clairay - Luitre 35133 | Z.I. du Clairay - Luitre
Panpharma 4g Vu k¥ thuat Buc xuat Fougeres. 35133
Viét
. Hyphens Pharma ] 1o | Hoat chat chinh - | Acid ioxitalamic Meglumic ioxitalamat
16 | Telebrix Gastro | ") 4 VN-21295-18 | Ham Iuong 50,680/100m| 66,03g/100m!
Caspofunain Dr. ReddV's Dia chi co s& 8-2-337, Road No.3, Banjara | 8-2-337, Road No.3, Banjara
17 potung - eddy VN-21276-18 | = Hills, Hyderabad-500034, Hills, Hyderabad-500034,

Acetate 50mg

Laboratories Ltd.

dang ky

Andhara Pradesh

Telangana




8. Quyét dinh sb 748/8/QD-QLD ngay 29/10/2018:

STT

Tén thuéc

Co'so dang ky

S6 ding ky

Néi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira doi

18

Geme TTY

TTY Biopharm Co.,

Ltd

VN3-100-18

Hoat chét chinh-
ham luong

Gemcitabin 38mg/ml

Gemcitabin hydroclorid
38mg/ml

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

Thong tin tai danh muc da

STT Tén thudc Co sé diing ky S6 dang ky | Ni dung sira doi ban hanh Thong tin sira ddi
Amlodipine (dud¢i dang Amlodipine (dud¢i dang
Pfizer (Thailand) ) Amlodipine besilate) 5mg; Amlodipine besylate) 5mg;
19 | Caduet VN-21933-19 | Hoat chat Atovastatin (dudi dang Atorvastatin (du¢i dang
Ltd. . L : .
Atovastatin calci trihydrate) Atorvastatin calcium
10mg trihydrate) 10mg
Ceftriaxone 21 "
: Cong ty cO phan o . oz i . 5-7, Niida Aza Maedano,
20 _Sodlum for Duoge Nam Thién VN-21700-19 B;i} chi Cosdsan | 5 7., Maedano, Niida, Odate, Odate-shi, Akita 018-5751,
Iintravenous , xuat Akita, Japan
ol Phuc Japan
infusion 1g bag
Cetrotide (Co sO Cetrotide® (Co s¢ san xuat
san xuat lo bot: Cetrotide (Co s sén At 1 lo bot: Pierre Fabre
Pierre Fabre etrotide {0 5 san xudt 1o Medicament Production,
. bot: Pierre Fabre Medicament o
Medicament . o Aquitaine Pharm
: Production, Aquitaine Pharm .
Production, Merck Export ) International. Avenue du International, Avenue du
21 | Aquitaine Pharm GmbH VN-21905-19 | Tén thuoc Béarn, 64320 Idron, Phép: Co Béarn, 64320 Idron, Phap.

International,
Avenue du
Béarn, 64320
Idron, Phap; Co
s& san xuit ong

s& san xuit dng dung moi:
Abbott Biologicals B.V.,
Veerweg 1

Co so san xuat 6ng dung moi
va déng goi thu cip: Abbott
Biologicals B.V., Veerweg
12, 8121 AA, Olst, the
Netherlands))




dung méi: Abbott

Hop gom 7 khay, mbi khay

Biologicals B.V., Hop gdm 7 khay, mdi khay chura: 1 1o bot dé pha dung
Veerweg 1 Quy céach dong chtra: 1 lo bot dé pha dung dich tiém, 1 6ng tiém chira 1
goi dich tiém, 1 ong tiém chra 1 | ml dung méi, 1 kim tiém (c&
ml dung moi, 1 kim 20), 1 kim tiém duéi da (c&
27), 2 miéng gac tim con.
22 | ZofraODT 8 :\:/ICI;ND(IE ;.I_YO-:;NHH VN-21815-19 | Tiéu chudn NSX USP 40

10. Quyét dinh'sb 220/QD-QLD ngay 16/04/2019:

STT

Tén thuoc

Co sé dang ky

S6 diang ky

Néi dung sira déi

Thoéng tin tai danh muc da
ban hanh

Théng tin sira doi

23

Getzlox Tablets
750mg

Getz Pharma
(Private) Limited

VN-21990-19

Tiéu chuan

NSX

USP

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

STT Tén thudc Co sé¢ diang Ky S6 diang ky | Noi dung sira doi | Thong tin tai danh muc d& Thong tin sira doi
ban hanh ’
Co s¢ dong goi: Biomendi, ii;&;ﬁgﬁf’s P.A: Dia
S.A. - Dia chi: Poligono hi- Via Enri F 7 L
. . Industrial s/n 01118 Bernedo | &1 Y18 BATIco Ferml, 1,
Acido Cong Ty TNHH ’ Al Tav Ban Nha: Co s¢ Alanno 65020, Y- Co s¢ chiu
24 | Zoledronico Hoa Chat Dugc VN-22117-19 | Co so san xudt | (21ava), Tay Ban Nha; Coso | p e cue xuong 16:
G.E.S 4mg/5mi Pham Chéu Ngoc san xuat: Biomendi, S.A., Biomendi, S.A.; Dia chi:
o ¥ Poligono Industrial s/n 0118 l I d tr Ls/n ’
Bernedo (Aslava), Tay Ban Poligono Industria A
Nha. 01118 Bernedo (Alava), Tay
Ban Nha.
25 | Tractocile PEnONe | VN-22144-19 | NuGedangky | Vigt Nam Singapore

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




Thong tin tai danh muc da

STT Tén thudc Co sé diang ky S6 diang ky | N§i dung sira doi ban hanh Théng tin sira doi
Hoat chét chinh- . . ) )
) i N Aciclovir 0,5% (kl/kl Aciclovir 5% (kl/kl
26 | Ficyc Cream Elrr?]"l‘;g dLaboratorles VN-22235-19 | ham lugng o (KI/KI) o (I/Kl)
Tiéu chuin BP 2016 BP 2019

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

Thoéng tin tai danh muc da

STT Tén thuéc Co sé diang ky S6 diang ky | Noi dung sira doi ban hanh Théng tin sira doi
Clindamyc in- o
27 | Hameln cong ty TNHH VN-22333-19 | Tubi tho 24 thang 36 thang
Binh Viét Buc
150mg/mi
Eisai (Thailand) £ Rabeprazol (duéi dan
28 | Pariet 10mg Marketing Co., VN-22394-19 | Hoat chat P L dang Natri rabeprazol 10 mg
Ltd.. Rabeprazol natri) 10mg
. . . Pramipexol dihydrochloride
BOEHRINGER z Pramipexol dihydrochloride
_ INGELHEIM Hoat chat monohydrat 0,75mg monohydrat 0,75mg (tufong
29 | Sifrol VN-22298-19 dwong 0,52 mg pramipexol)

INTERNATIONAL
GMBH

Dia chi co s& san
xuat

Binger Strasse 173, D-55216
Ingelheim am Rhein

Binger Str. 173, 55216
Ingelheim am Rhein

14. Quyét dinh sb 293/QD-QLD ngay 26/06/2020:

Thong tin tai danh muc da

STT Tén thudc Co sé diang Ky S6 diang ky | Noi dung sira doi ban hanh Thong tin sira doi
Tén thudc Keppra Keppra 250mg
: 150 Beach Road, # 21-00
) . Dia chi co so . 23, Rochester Park,
30 | Keppra GlaxoSmithKline VN-22526-20 | dang ky Gateway West, Singapore Singapore 139234

Pte., Ltd

189720, Singapore

Dia chi co so san
xuat

Chemin du Foriest, B-1420
Braine I'Alleud, Belgium

Chemin du Foriest, Braine-
I’Alleud, 1420, Belgium




Cong ty TNHH

Tén co so san

31 | Mecolzine thy:ong mai Nam VN-22521-20 <UAL Faes Pharma SA FAES FARMA, S.A.
Déng u
Cong ty TNHH xic EddEfarm]S.L.f;'ﬁ)/C: pghgono Edﬁfarm, S.Id_. - f_)/lc:
tién thuong mai ‘ Industrial Enchilagar dep Po igono Industria

32 | Solufos ' VN-22523-20 | Co sé dong goi Rullo, 117 46191 Enchilagar del Rullo, 117

duge pham va dau
tw TV

Villamarchante (Valencia),
Spain

46191 Villamarchante
(Valencia) - Tay Ban Nha

15. Quyét dinh'sé 653/QD-QLD ngay 21/12/2020:

Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky | Noi dung sira doi ban hanh Thong tin sira doi
Alvogen Alvogen v
33 | Thalidomide 9 - VN3-271-20 Tiéu chuan USP 37 USP 42
(Thailand) Limited
Capsules 50mg
cong ty TNHH Dane bio ché Bot oha tiém truvén finh mach | BOt Pha tiém/truyén tinh
34 | Astode 1g Duoc Phdm Lién | VN-22550-20 | o 8 P40 che OF Pha HEm HUYen HIR A | mach
Hop Co s san xuat Swiss Parentals., Ltd. Swiss Parenterals Ltd.
Cong ty TNHH Dane bao ché Bat pha tidm truvén tinh h Bot pha tiém/truyén tinh
35 | Astode 2g Dugc Phim Lién | VN-22551-20 | & Pa0 €he Ot pha HEm Huyen M mach | mach
Hop Co s6 san xut Swiss Parentals., Ltd. Swiss Parenterals Ltd.
Cong ty TNHH )
36 | Diflazone 150mg | thuvong mai Nam VN-22563-20 | Tén thudc Diflazone 150mg Diflazon 150mg
Dong
Congty TNHH Y \ x A ax . A 9 .
37 | Dofenax 50 t Canh Cira Viét VN-22565-20 | Dang bao ché Vién dét tryc trang Vién dan dat tryc trang
38 | Femeron Congty TNHH ¥ 1\ /N.22566-20 | Dang bao ché | Vién dat am dao Vién dan dit Am dao

té Canh Cra Viét
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Naprod Life

Dia chi co s& san

304, Town Centre, Andheri
kurla road, Andheri (E),

G-17/1, MIDC, Tarapur,
Industrial Area, Boisar,

39 | Naprocap-500 Sciences Pyt Ltd. | YNo28120 | & Mumbai, Maharashtra, Dist.Thane-401506,
400059 Maharastra State - India
304, Town Centre, Andheri G-17/1, MIDC, Tarapur,
Naprod Life oan. Dia chi co s san | kurla road, Andheri (E), Industrial Area, Boisar,
40| Naprolat Sciences Pvt. Ltd. VN3-282-20 Xudt Mumbai, Maharashtra, Dist.Thane-401506,
400059 Maharastra State - India
41 | Nocdurna Ferring Private VN3-279-20 Dang bao ché V%én nén dong kho dang udng Yién dong kho dat dudi ludi
Ltd. Nuéc dang ky Viét Nam Singapore
42 | Nocdurna Ferring Private VN3-280-20 Dang bao ché V%én nén dong kho dang uéng Yién dong kho dat dudi ludi
Ltd. Nude dang ky Viét Nam Singapore
Cong ty gé phan ’
43 | Sefotime dugc pham Khanh | VN-22545-20 | Co s¢ san xuat Swiss Parentals., Ltd. Swiss Parenterals Ltd
Hoa
Hop 1 chai 6,3 g bot tuong
cona tv TNHH Hop 1 chai 6,3~ g bot tuong duong 35ml hon dich; Hop 1
44 Taromentin Duo% yhém Ba VN-22547-20 Quy cach dong duong 35ml hon dich; Hop 1 | chai chira 12,6g bot tuong
457mg/5ml Lan P goi chai chira 12,6g bot tuong duong 70ml hon dich; Hop 1
duong 70ml hon dich; chai chira 25,2g bot tuong
duong 140ml hon dich
45 | Treeton cong ty ;I'NHH VN-22548-20 D;ai} chi coso san | 74, F_runze Str., Kiev, 04080, | 74, F_runze Str., Kyiv, 04080,
Dugc pham Do Ha xuat Ukraina Ukraina

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

Thong tin tai danh muc da

STT Tén thudc Co sé¢ diang ky S6 dang ky | Noi dung sira doi ban hanh Thong tin sira doi
B12 Ankermann B12 Ankermann (co s& dong | B12 Ankermann (co s¢ dong
(co so dong goi: Wérwad Pharma ) goi: Artesan Pharma GmbH & | goi: Artesan Pharma GmbH
46 | Artesan Pharma g VN-22696- 20 | Tén thuoc Co. KG, dia chi: Albrecht- & Co. KG, dia chi: Albrecht-

GmbH & Co.
KG, dia chi:

GmbH & Co. KG

Thaer-Stralle 9. D-29439,
Germany)

Thaer-StraRe 9, 29439
Lichow, Germany)
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Albrecht-Thaer-
Stralle 9. D-
29439, Germany)

Co sé san xuat

Artesan Pharma GmbH &
Co., KG

Artesan Pharma GmbH &
Co. KG

Pia chi co sé san
xuat

Wendlandstrasse 1, 29439
Luchow, Germany

WendlandstraRe 1, 29439
Lichow, Germany

Tén co s¢ dang
ky

Worwag Pharma GmbH &
Co. KG

Worwag Pharma GmbH &
Co. KG

Dia chi co so

Calwer Strasse 7, D-71034

Calwer StraRe 7, 71034

dang ky Boblinggen, Germany Bdblingen, Germany
FERRING haq. Quy céach dong o , o . , n
47 | Pentasa 1g PRIVATE LTD. VN3-288-20 g6i Hop 10 vi x 10 vién Hop 6 vix 10 vién
Pitator Tablets Orient Europharma Dia chi co so 37 Jalan Pemimpin, #03- 87 Jalan Pemlmpm, #03-
48 am Pte. Ltd VN-22667- 20 dine k9 12/13. Manex 12/13, Mapex, Singapore
g - ang Ky » Map (577177)
Hoat chit chinh | Oxcarbazepin Oxcarbazepine
i Novartis Pharma 99666-20 | Quy cach don ) . Hop 1 chai 100 ml véi 1 6n

49 Trileptal Services AG VN-22666-20 gé|y g Hop 1 chai 100 ml u(")ﬁ)g ol g
zzgtw S07san Delpharm Huningue S.A.S Delpharm Huningue SAS
Tén thubc Vecmid 1g Vecmid 1 gm
Co sO san xudt Swiss Parentals Pvt. Ltd Swiss Parenterals Pvt. Ltd

. MI Pharma Private :

50 | Vecmid 1g Limited VN-22662-20 L 809 Kerala Industrial Estate 809, Kerala Industrial Estate,
Dia chi co so san | G.1.D.C near Bavla Dist, e
xuat Ahmedabad-382 220, Gujarat G.LD.C., Near Bavla, Dist:

India ' " | Ahmedabad- 82220, India
Co sé san xut Swiss Parentals Pvt. Ltd Swiss Parenterals Pvt. Ltd
51 | Veemid500mg | e PV | yN92663-20 809 Kerala Industrial Estate | gq o5 nqustrial Estate,

Limited

Dia chi co so san
xuat

G.1.D.C near Bavla Dist,
Ahmedabad-382 220, Gujarat,
India

G.1.D.C., Near Bavla, Dist:
Ahmedabad- 82220, India
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17. Quyét dinh s 226/QD-QLD ngay 20/04/2021:

Thoéng tin tai danh muc da

STT Tén thuéc Co sé ding'ky S6 dang ky | Noi dung sira ddi ban hanh Théng tin sira ddi
Aurobindo Pharma Limited, Aurobindo Pharma Limited,
Unit 111, Survey No 313 & Unit 111, Sy. No. 313 & 314,
i Aurobindo Pharma i i Dia chi co s¢ san | 314, Bachupally, Bachupall Bachupally, Bachupall
52 | Auroliza 30 Limited VN-22716-21 xuét Mandal, Medchal - Malkajgiri | Mandal, Medchal -
District, Telangana State, An | Malkajgiri District,
Do Telangana State, An D
Bendamustine
hydrochloride
180mg/4ml Dr. Reddy's 214 Tén co s¢ dang . Dr. Reddy's Laboratories
53 concentrate for Laboratories Ltd. VN3-314-21 ky Dr. Reddys Laboratories Ltd Ltd.
solution for
infusion
Bendamustine
hydrochloride
180mg/4ml Dr. Reddy's Tén co s& san . Dr. Reddy's Laboratories
% | concentrate for | Laboratories Ltd, | YNo-34-2L e Dr. Reddys Laboratories Ltd ||
solution for
infusion
. L oy . . Scopolamin-N-butylbro mid
55 | Buston Injection Siu Guan Chem. VN-22791- 21 H‘oat chat chinh- | Scopolamin-N-butylbro mid ((Hyoscin-N-Butyibromi d)
Ind. Co., Ltd. ham luong 20ml/mi
20 mg/ml
56 Denk-air junior 4 | Denk Pharma VN-22771-21 Dia chi co s¢ san | Gollstrabe 1, 84529 Gollstr. 1, 84529 Tittmoning,
mg GmbH & Co. Kg xuat Tittmorning., Germany Germany
57 Denk-air junior 5 | Denk Pharma VN-22772-21 Dia chi co s¢ san | Gollstrabe 1, 84529 Gollstr. 1, 84529 Tittmoning,
mg GmbH & Co. Kg xuat Tittmorning., Germany Germany
Tén co s¢ san One Pharma Industrial One Pharma Industrial
58 | Paincerin Lupin Limited VN-22780-21 Pharmaceutical Company

xuat

Pharmaceutical S.A.

Societe Anonyme
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Palonosetron (dudi dang

Palonosetron (dudi dang

59 | Palonosetron A.chrd Healthcare VN-22800- 21 Hoat chat chinh- Palonosetron hydrochlorid) Palonosetron hydrochlorid)
Limited ham lugng
0,05mg/5ml 0,05mg/ml
. B. Braun Medical o .
Propofol-Lipuro . Dia chi co so san | Carl-Braun-Strasse 1, 34212 | Carl-Braun-Strape 1, 34212
60 Industries Sdn. VN-22719-21 X
1% (10mg/ml) Bhd xuat Melsungen Melsungen
61 | Stimufer Meg_a Lifesciences VN-22783-21 T?n co 56 dang Mega Lifesciences Limited Mega Llfesc§|epces Public
Limited ky Company Limited
384 Moo 4, soi 6, Bangpoo 384 SO! 6, Bangpoo
. Mega Lifesciences Dia chi co s& Industrial Estate, Pattana 3 Industrial Estate, Pattana 3
62 | Stimufer S VN-22783-21 = , ’ Road, Moo 4, Phraeksa,
Limited dang ky Road, Samut Prakarn 10280, K
Théi Lan Mueang, S,a}mutpra arn
10280, Thai Lan
Cong ty TNHH
g3 | UrealC13] Breath Dich vu tong hgp | VN3-311-21 | Tén thude Urea[C13] Breath Test Kit Urea[13C] Breath Test Kit
Test Kit o
Medaz Viét Nam
7-2-A2, Hetero Corporate, Hetero Labs Limited, 7-2-
Hetero Labs Dia chi co so Industrial Estate, Sanathnagar AZ, He_tero Corporate
64 | Zoled VN-22776-21 : ; " | Industrial Estate,

Limited

dang ky

Hyderabad Andhra Pradesh,
An Do

Sanathnagar Hyderabad TG
500018, An Bo
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