BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUGC Péc lap — Tu do — Hanh phic
S6: 463 /QP-QLD Ha Noi, ngay 05 thang o8 ndm 2021
QUYET PINH

Vé viéc sita doi thong tin tai Danh muc thuéc duwoc cap gidy ding ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap giay dang ky luu
hanh caa Cuc Quan ly Duoc

CUC TRUONG CUC QUAN LY DUQC

Cin ctr Luat Duoc s6 105/2016/QH13 ngay 06/4/2016;
Cian ¢ Nghi dinh s6 75/2017/ND-CP ngay 20 thang 6 nim 2017 cla
Chinh pht quy dinh chitc ning, nhiém vu, quyén han va co cu td chic ciia Bo
Y té;
Cian ctr Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh pht
quy dinh chi tiét mot s6 diéu va bién phép thi hanh Luat Duoc;
Cin ¢t Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ctia Chinh pht
stra d6i, bd sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan Iy nha nuéc cia B Y té:
Cin ¢t Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ctia Chinh pht vé
cong tac van thu;
Cin ct Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cta Bb trudng
B4 Y té quy dinh viéc ding k¥ luu hanh thude, nguyén lidu 1am thube;
Cin ct Thong tu sb 29/2020/TT-BYT ngay 31/12/2020 cta B trudng
BG Y té stta ddi, bd sung va bai bé mot s vin ban quy pham phéap luit do B
trudng B6 Y té ban hanh, lién tich ban hanh;
Cin ¢t vao ho so ding k¥ Iuu hanh thude luu tai Cuc Quan 1y Duoc;
Theo d& nghi ctia Trudng phong Ding ky thude, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Sra d6i mot sb thong tin tai Danh muc thube duoc cap gidy
ding ky luu hanh tai Viét Nam ban hanh keém theo cic Quyét dinh cép gidy
ding ky luu hanh cia Cuc Quan 1y Duoc (Danh muc cu thé tai Phu luc kém
theo Quyét dinh nay).

Céc thong tin khéc tai Danh muc thudc duoc cip gidy ding k¥ luu hanh
tai Viét Nam ban hanh kém theo cdc Quyét dinh cap gidy ding ky luu hanh
thudc tai Phu luc kem theo Quyét dinh nay khong thay dbi.
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Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Gidm d6c S& Y té cdc tinh, thanh phd truc thudc Trung wong va
Giam doc co sd san xuat va co s¢ dang ky co thudce tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG
- Nhu biéu 3; A s

- B truéng BYT (dé bl); "RL@\\CUC TRUONG
- TTr. Trwong Qubc Cuong (dé blc); Y& /' '”""\-"’\Q:,_

- Cuc treéng Vii Tuan Cuong (@€ blc); ) (S cuc b

- Cuc Quan y - B6 Quoc phong, Cuc Y té - B6 Cong An; | :L QUAN

-Cuc Y té GTVT - B6 Giao thong van tai; Téng Cuc Hai

quan - Bo Tai chinh; _/'}f_;‘f
- B&o hiém x4 hoi Viét Nam; F_ ” L
-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra ~ Nguyen Thanh Lam

Bo;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Téng Cong ty Dwoc Viét Nam — Cong ty CP; Cac cong
ty XNK dugc phﬁm;

- C4c Bénh vién, Vién co giwong bénh truc thuéec BYT;
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD;

-Luwu: VT, BKT.



BOYTE

CUC QUANLY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lap — Tu do — Hanh phiic

PHU LUC

Danh muc cic thong tin sia déi cta cac thude duoc cip gidy ding ky luu hanh tai Viét Nam
ban hanh kém theo cac Quyét dinh cap giay ding ky luu hanh caa Cuc Quan ly Duoc

(Ban hanh kém theo Quyét dinh s& 463

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

/QD-QLD ngay 05

/o8 /2021)

Noi dung sira

Thong tin tai danh muc da

STT Tén thuée Co sé dang ky S6 dang ky pes BEe Rl Thong tin sira déi
Glenmark 1ch 46
I | Candid Pharmaceuticals | VN-17045-13 Q(;liy Caci CoNg | Tuyp 20g Hop 1 Tuyp 20g
L. &
Glenmark . . . . TN 4
2 | Candid -V6 Pharmaceuticals | VN-17046-13 | ¥ ¢achdong | o 1 vi x 6 vien Hop 1 v x 6 viénkém 1 ong
26i dat thuoc

Ltd.

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

STT

Tén thude

Co s¢ ding ky

S6 dang ky

Noi dung sira

Thong tin tai danh muc da

Théng tin sira d6i

doi ban hanh
) B. Braun Medical Dang bao ché Dung dich truyén finh mach | Dung dich tiém truyén

Aminoplasmal ' )
3 Industries Sdn. VN-18160-14 - -

B.Braun 10% E Bhd. Dia chi co 5o Carl - Braun - Strasse 1, Carl - Braun - Strafe 1,

san xuat 34212 Melsungen 34212 Melsungen
i Quy cach don,

4 | CandidB Pharmaceuticals VN-18310-14 géiy € | Tuyp 15¢ Hop 1 Tuyp 15g

Ltd.




Clotrimazole 1% kl/kl;

Clotrimazole 1% kI/kl;

Hostehit | Beclometasone 0.025% kIKI | gf¥etovs BEComEtaone
Nutriflex peri B. Braun Medical VN-18157-14 | Hoat chat Isoleucine, Leucine, Lysine Moi 1000ml chira: Isoleucine
Industries Sdn. hydrochloride, Methionine, 2,34g, Leucine 3,13g, Lysine
Bhd. Phenylalanine, Threonine, hydrochloride 2,84g (tuong
Tryptophan, Valine, Arginine | dwong Lysine 2,27g),
glutamate, Histidine Methionine 1,96g,
hydrochloride monohydrate, | Phenylalanine 3,51g,
Alanine, Aspartic Acid, Threonine 1,82g, Tryptophan
Glutamic Acid, Glycine, 0,57g, Valine 2,6g, Arginine
Proline, Serine, Magnesium monoglutamate 4,98g (fuong
acetate tetrahydrate, Sodium | duong Arginine 2,70g va
acetate trihydrate, Sodium Glutamic acid 2,28g),
chloride, Sodium hydroxide, | Histidine hydrochloride
Potassium hydroxide, monohydrate 1,69g (tuong
Potssium Dihydrogen duong Histidine 1,25g),
Phosphate, Glucose Alanine 4,85g, Aspartic Acid
monohydrate, Calcium 1.5g, Glutamic Acid 1,22g,
Chloride Dihydrate. Glycine 1,65g, Proline 3.4g,
Serine 3g, Magnesium
acetate tetrahydrate 0,86g,
Sodium acetate trihydrate
1,56g, Sodium chloride
0,17g, Sodium hydroxide
0,5g, Potassium hydroxide
0,52g, Potassium
Dihydrogen Phosphate
0,78g, Glucose monohydrate
88g (twong duong Glucose
80,0g), Calcium Chloride
Dihydrate 0,37g.
Glenmark ) Perindopril erbumine 4mg
Perigard-4 Pharmaceuticals VN-18318-14 | Hoat chat Perindopril erbumine 4mg twong duong vor perindopril
Ltd. 3,338mg




Tacroz

Glenmark
Pharmaceuticals
Ltd.

VN-18320-14

Quy cach dong
26i

Tuyp 10g

Hop 1 Tuyp 10g

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

STT Tén thuoc Co so dang ky So dang ky | Noi dung sira doi | Théng tin tai danh muc da Thong tin sira doi
ban hanh
}Sﬂriztsn;l?énn:l g;:lrilf—gt}?e‘::ie Spasmomen (Ddng goi va
Tén thude AG (Menanini Group), dia );:gt ;l;(’:ﬁ g?fg:lc%fr&i
chi: Glienicker Weg 125 ]25’ 12489 B lin. G g
A. Menarini 12489 Berlin, Germany) etlin, Germany)
8 | Spasmomen VN-18977-15 :

Singapore Pte. Ltd.

Co 6 san xuat

Berlin-Chemie AG (Menarini
Group)

Berlin-Chemie AG

Dia chi co 50 san
xuat

Tempelhofer Weg 83, D-
12347, Berlin

Tempelhofer Weg 83, 12347,
Berlin

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

STT | Tén thuée Cosédingki | S6dangky | Noidung sira ddi| 11ON8 ti;;ﬁi;;n'}]h myc & Théng tin sira 61
Nebilet (Bong go1 va xuat . . ce i g
. . . Nebilet (Pong goi va xuat
.. ) xuwong: Berlin-Chemie AG R g L .
9 | Nebilet —" VN-19377-15 | Tén thude (Menarini Group); d/c: XUGNE. DenliuiCtemic A0,
ingapore Pte. Ltd. P d/c: Glienicker Weg 125,
Glienicker Weg 125 D-12489 ]
) 12489 Berlin, Germany)
Berlin, Germany)
5. Quyét dinh s6 103/QD-QLD ngay 23/03/2016:
STT |  Tén thube Cossdingky | S6dangky | Noidung sira ddi| 11OP8 t'g;ﬁ‘;;ﬂ'}]h R0 Théng tin sira doi
10 | Foster ORIENT VN-19548-16 | Pia chi co sd san | Via San Leonardo 96, Via Via San Leonardo 96 -
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EUROPHARMA Xuat Palermo, 26/A, Via Ortles 6- | 43122 Parma (PR)
PTELTD Parma (PR)
6. Quyét dinh s6 412/QD-QLD ngay 19/09/2017:
STT |  Tén thube Cosé dingky | Sédangky | Néidungsiraddi| 10OR8 "g;ﬁ'h';‘:;]h B 6 Théng tin sira doi
11 | Bosviral Congty TNHH VN-20730-17 | Hoat chat Acyclorvir 800mg Aciclovir 800mg
Duge pham Lamda
Chu s¢ hitu san Rottapharm Ltd..
Ever Neuro Pharma pham va chiu A Bia chi: Damastown
12 | Go-On GmbH VN-20762-17 teeh nhigm xut Chua co thong tin Industrial Park, Mulhuddart,
Xuong Dublin 15 Ireland
MERCK SHARP & : s ] ]
13 | Singulair DOHME (ASIA) VN-20814-17 Te{n €O s0 san gatht;on l}:llzincufa(unng galht_:on l;d‘lﬁncufacturmg
LTD Xuat ervices ervices

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

STT |  Tén thubc Cosydingky | S6dangky | Néidung sira ddi | 11008 “g:f:‘:;n';‘h e, Théng tin sira doi
5 .
Cong ty TNHH Bia chi Co 88 53 52, Jeakgongdan 1-gil, IS-I_‘ Jeyakg(.mgdan 1-gil,
14 | Jeitin Duoc ph5m Nam VN-21226-18 4 s S0 san Hyangnam-eup, Hwaseong-si, yangnam-eup, :
by xuat . Hwangseong-si, Gyeonggi-
Hén Gyeonggi-do, Korea
do, Korea
Cong ty TNHH
15 Piperacillin Thuong Mai Dich VN-21257-18 Bia chi Co sosan | Z.I1. du Clairay - Luitre 35133 | Z.I. du Clairay - Luitre
Panpharma 4g Vu k¥ thuat e xuat Fougeres. 35133
Viét
. : Hyphens Pharma Hoat chat chinh - | Acid ioxitalamic Meglumic ioxitalamat
16 | Telebrix Gastro | pi."y 14 VN-21295-18 | s luong 50,68g/100ml 66,03g/100ml
Caspofunain Dr. Reddv's Pia chi co s& 8-2-337, Road No.3, Banjara | 8-2-337, Road No.3, Banjara
i | Laboratocos Ltd. | YN-21276-18 | 20 %0 Hills, Hyderabad-500034, Hills, Hyderabad-500034,
cetd me aboratories L. Y Andhara Pradesh

Telangana




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

Théng tin tai danh muc da

STT Tén thube Co sé dang ky S6 dangky | Noi dung sira dbi ban himh Thong tin sira doi
18 | Geme TTY TTY Biopharm Co., VN3-100-18 Hoat chat chinh- Gemcitabin 38mg/ml Gemcitabin hydroclorid
Ltd ham luong 38mg/ml
9. Quyét dinh s6 164/QD-QLD ngay 20/03/2019:
STT |  Tén thuée Cosédingky | Sédangky |Noidung sira ddi| 1nOn8 "ﬂjﬁ'h";,';," myc & Théng tin sia 61
Amlodipine (duoi dang Amlodipine (duoi dang
. . Amlodipine besilate) Smg; Amlodipine besylate) Smg;
19 | Caduet E{:izer (Thailand) VN-21933-19 | Hoat chat Atovastatin (duadi dang Atorvastatin (duoi dang
: Atovastatin calci trihydrate) Atorvastatin calcium
10mg trihydrate) 10mg
Ceftriaxone . P N
: Cong ty co phan sy s s . - 5-7, Niida Aza Maedano,
20 §0d1um for Dot as ik VN-21700-19 Bu} chi Cososan |5 ?‘, Maedano, Niida, Odate, Odate-shi, Akita 018-5751,
intravenous jh xuat Akita, J apan
. Phiic Japan
infusion 1g bag
Cetrotide (Co s Cetrotide® (Co so san xuat
san xuat lo bot: Cetrotide (Co s& sin xuit lo lo bqt: Pierre Fabre _
Pierre Fabre i : Medicament Production,
. bot: Pierre Fabre Medicament o
Medicament . i Aquitaine Pharm
" Production, Aquitaine Pharm .
Production, Merck Export ) SN International, Avenue du
21 | Aquitaine Pharm P VN-21905-19 | Tén thuoc . . ) Béarn, 64320 Idron, Phip.
' GmbH Bearn, 64320 Idron, Phap; Co I iy X -
International, . Pk Co s0 san xuat ong dung moi
s0 san xuat ong dung moi: g SR o
Avenue du Abbott Biologicals B.V va dong goi thir cap: Abbott
Béarn, 64320 e - Biologicals B.V., Veerweg

Idron, Phap; Co

$0 san xuat ong

Veerweg 1

12, 8121 AA, Olst, the
Netherlands))




dung moi: Abbott

Hop gom 7 khay, moi khay

Biologicals B.V., Hop gom 7 khay, méi khay chira: 1 lo bot dé pha dung
Veerweg | Quy cach dong cha: 1 lo bot dé pha dung dich tidm, 1 éng tiém chira 1
26i dich tiém, 1 ong tiém chita 1~ | ml dung mai, 1 kim tiém (cd
ml dung mdi, 1 kim 20), 1 kim tiém dudi da (c&
27), 2 miéng gac tam con.
22 | Zofra ODT 8 fd%rf)(g;;r‘]‘YO?NHH VN-21815-19 | Tiéu chuan NSX USP 40

10. Quyét dinh s6 220/QD-QLD ngay 16/04/2019:

STT

Tén thuoce

Co st dang ky

So dang ky

N#di dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sia doi

23

Getzlox Tablets
750mg

Getz Pharma
(Private) Limited

VN-21990-19

Tiéu chuén

NSX

UsP

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

STT Tén thuoc Co so dang ky So dang ky | Noi dung sira doi | Théng tin tai danh muc da Thong tin sira doi
ban hanh
S P . Co s0 san xuat:
o g?;‘i g0 Blomendi, | 5] FASIGMA $.P.A; ia
R chi: Via Enrico Fermi, 1,
Acido Céng Ty TNHH , Eﬁ“b")l“!rﬁ” ! gl . 'ﬁleeré‘ed‘f Alanno 65020, Y- Co s chiu
24 | Zoledronico Hoa Chat Dugc VN-22117-19 | Co s6 san xuat L ava), ©ay Ban wa, L0501 trach nhiém xuat xudng 16:
G.E.S 4mg/5ml | Pham Chau Ngoc san xuat: Biomendi, S.A., Biomendi, S.A ; Bia chi:
e i Poligono Industrial s/n 0118 Poli i d 't’, 1/ ’
Bernedo (Aslava), Tiy Ban 0?1?{? Y T
Nha Bernedo (Alava), Tay
’ Ban Nha.
25 | Tractocile PN qp | VN-22144-19 | Nudc dangky | Viét Nam Singapore

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




STT |  Tén thube Co'sé @ngky | Sédangky | Notdungsivaall| THORS ":;ﬁ':ﬁ:'}]h e Théng tin sira doi
2 Hoat chat chinh- ; : ; ;
2% |Fiey Cream E;;\;:d]_abommng:, VN-22235-19 | ham luong Aciclovir 0,5% (kl/kl) Aciclovir 5% (kI/kl)
Tiéu chuin BP 2016 BP 2019

13. Quyét dinh s6 653/QP-QLD ngay 23/10/2019:

Thong tin tai danh muc da

STT |  Tén thude Cosé dangky | SO dangky | Néi dung sira doi S Binih Théng tin sira d6i
Clindamyc in- "
27 | Hameln gﬁﬂg\?’? e VN-22333-19 | Tuéi tho 24 thing 36 thing
150mg/ml 1 Viét Bue
Eisai (Thailand) i
28 | Pariet 10mg Marketing Co.. VN-22394-19 | Hoat chit R g Natri rabeprazol 10 mg
Ltd., abeprazol natri) 10mg
BOEHRINGER Hoat chit Pramiperol dinydrochloride | SRR GRCRCERS
. INGELHEIM : monohydrat 0,75mg S b
29 | Sifrol INTERNATIONAL | VIV-22298:19 duong 0,52 mg pramipexol)
GMBH Pia chi co so san | Binger Strasse 173, D-55216 | Binger Str. 173, 55216

xuat

Ingelheim am Rhein

Ingelheim am Rhein

14. Quyét dinh s6 293/QP-QLD ngay 26/06/2020:

STT

Tén thude

Co s¢ dang ky

S6 dang ky

Néi dung sira doi

Thong tin tai danh muc da

Théng tin sira doi

ban hanh
Tén thuoc Keppra Keppra 250mg
P S : 150 Beach Road, # 21-00
. . bia chi co s : 4 23, Rochester Park,
30 |Keppra GlaxoSmithKline VN-22526-20 | ding ky Gateway West, Singapore Singapore 139234

Pte., Ltd

189720, Singapore

Bia chi co 56 san
xuat

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

Chemin du Foriest, Braine-
I"Alleud, 1420, Belgium
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Cong ty TNHH

Tén co 50 san

31 | Mecolzine thllron.g mail Nam VN-22521-20 <At Faes Pharma SA FAES FARMA, S.A.
Dong
Céng ty TNHH xiic Edefanp, S.L. -?E);’c: 1.)011gon0 Ede‘farm, S.L.- ch:
tién thwong mai . Industrial Enchilagar dep Pollgpno Industrial

32 | Solufos 2 VN-22523-20 | Co 50 dong goi Rullo, 11746191 Enchilagar del Rullo, 117

dwoc pham va dau
TV

Villamarchante (Valencia),
Spain

46191 Villamarchante
(Valencia) - Tay Ban Nha

15. Quyét dinh s6 653/QD-QLD ngay 21/12/2020:

STT |  Tén thuée Co'si dingky | 6 dingky | Noi dungsia agi | MOMS fin (21 danhmyc da Théng tin sira déi
Alvogen Alvogen . 2
33 | Thalidomide , L. VN3-271-20 | Tiéu chuan USP 37 USP 42
C (Thailand) Limited
apsules 50mg
Céng ty TNHH Dang bao chi TR S Bot pha tiém/truyen tinh
34 | Astode 1g Duoc Phim Lidn | VN-22550-20 | 6 DA che SIS IS CNATNREY | mach
Hop Co s san xuat Swiss Parentals., Ltd. Swiss Parenterals Ltd.
Céng ty TNHH . . " - Bot pha tiém/truyén tinh
35 | Astode 2g Duoc Phim Lién | VN-22551.20 |D¥8Paoche | BOtpha iém truyén inh mach | )
Hop Co s4 san xuit Swiss Parentals., Ltd. Swiss Parenterals Ltd.
Cong ty TNHH ]
36 | Diflazone 150mg | thwong mai Nam VN-22563-20 | Tén thudc Diflazone 150mg Diflazon 150mg
Dong
Cong ty TNHH'Y X £ i gl : - G ]
37 | Dofenax 50 t& Canh Cta Viét VN-22565-20 | Dang bao che Vién dat true trang Vién dan dat true trang
38 | Femeron Congty TNHH Y1\ 92566-20 | Dang bao ché | Vién dat am dao Vién dan dat am dao

te Canh Cira Viét




304, Town Centre, Andheri

G-17/1, MIDC, Tarapur,

Naprod Life Bi{i chi co s san | kurla road, Andheri (E), Industrial Area, Boisar,
42 | iapracapiavy Sciences Pvt. Litd. yhaeal0 xuat Mumbai, Maharashtra, Dist. Thane-401506,
400059 Mabharastra State - India
304, Town Centre, Andheri G-17/1, MIDC, Tarapur,
Naprod Life Bia chi co sd san | kurla road, Andheri (E), Industrial Area, Boisar,
40 | Nagrolat Sciences Pvt. Lid, | " 3-26220 | ikt Mumbai, Maharashtra, Dist. Thane-401506,
400059 Maharastra State - India
PRI Ferring Private MBS0 D@g bao ché. V?%n nén dong khé dang udng Vlién dong kho dat dudi ludi
Lud. Nude ding ky Viét Nam Singapore
. |iicciome Ferring Private S ans ag Danlg bao ché’ V?c.:en nén dong khé dang udng Vlién déng khé dat dudi ludi
Lid. Nude dang ky Viét Nam Singapore
Céng ty ¢ phan '
43 | Sefotime dwge pham Khanh | VN-22545-20 | Co s0 san xuat Swiss Parentals., Ltd. Swiss Parenterals Ltd
Hoa
Hop 1 chai 6,3 g bdt twong
Céne tv TNHH Hop 1 chai 6,3 g bot tuong duong 35ml hon dich; Hop 1
44 Taromentin Dﬂ?}% )115111 Ba VN-22547-20 Quy cach dong duong 35ml hén dich; Hop 1 | chai chira 12,6g bot tuong
457mg/5ml Far p - 20i chai clnra 12,6g bot twong duong 70ml hon dich; Hop 1
duong 70ml hon dich; chai chira 25,2g bot tuong
duong 140ml hén dich
Cong ty TNHH Dia chi co sd san | 74, Frunze Str., Kiev, 04080, | 74, Frunze Str., Kyiv, 04080,
45 | Taceton Duge pham Do Ha VN-2254820 | e Ukraina Ukraina

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

Thong tin tai danh muc da

STT Tén thuée Co s¢ dang ky So dangky | Noi dung sira dbi ban hanh Thong tin sira déi
B12 Ankermann B12 Ankermann (co so dong | B12 Ankermann (co so dong
(co s dong goi: S o D ) g6i: Artesan Pharma GmbH & | géi: Artesan Pharma GmbH
46 | Artesan Pharma GmbH i Co. KG VN-22696- 20 | Tén thuoc Co. KG, dia chi: Albrecht- & Co. KG, dia chi: Albrecht-
GmbH & Co. ) Thaer-Strale 9. D-29439, Thaer-Strafie 9, 29439
KG, dia chi: Germany) Liichow, Germany)




Albrecht-Thaer-
StraBe 9. D-
29439, Germany)

Co s6 san xuat

Artesan Pharma GmbH &
Co., KG

Artesan Pharma GmbH &
Co. KG

bia chi co s0 san
xuat

Wendlandstrasse 1, 29439
Luchow, Germany

Wendlandstrafle 1, 29439
Liichow, Germany

Téncosodang | Worwag Pharma GmbH & Worwag Pharma GmbH &
ky Co. KG Co. KG
bia chi co so Calwer Strasse 7, D-71034 Calwer Stralle 7, 71034
dang ky Boblinggen, Germany Boblingen, Germany
FERRING Quy cach dong " : o . R in
47 | Pentasa 1g PRIVATE LTD. VN3-288-20 g6i Hop 10 vix 10 vién Hop 6 vi x 10 vién
. . . L . .. 37 Jalan Pemimpin, #03-
48 Pitator Tablets Orient Europharma VN-22667- 20 D-;a Chl'CU S0 37 Jalan Pemimpin, #03- 12/13, Mapex, Singapore
4mg Pte. Ltd. dang ky 12/13, Mapex
(577177)
Hoat chit chinh | Oxcarbazepin Oxcarbazepine
: Novartis Pharma uy cach don, . . Hop 1 chai 100 ml véi 1 o1
49 | Trileptal Services AG VN-22666-20 gﬁiy € | Hop I chai 100 ml S nPg o 18
11612100 s Delpharm Huningue S.A.S Delpharm Huningue SAS
Tén thude Vecmid 1g Vecmid 1 gm
Co s6 san xuat Swiss Parentals Pvt. Ltd Swiss Parenterals Pvt. Ltd
. MI Pharma Private :
.22662- 809 Kerala Industrial Estate ]
o | Veemicds Limited SR bia chi co s¢ san | G.I.D.C near Bavla Dist 809, Kerala Industrial E.?tate,
-"'t A.h;ne.dabad—382 220 Gail'arat G.LD.C., Near Bavla, Dist:
xua Tndia » DWAAL | Ahmedabad- 82220, India
Co s6 san xuat Swiss Parentals Pvt. Ltd Swiss Parenterals Pvt. Ltd
. MI Pharma Private 809 Kerala Industrial Estate .
51 |V d 500 R VN-22663-20 ’ '
eemt ™ | Limited Dia chi co sé san | G.LD.C near Bavla Dist, 809, Kerala Industrial Estate,

xuat

Ahmedabad-382 220, Gujarat,
India

G.LD.C., Near Bavla, Dist:
Ahmedabad- 82220, India




17. Quyét dinh s6 226/QD-QLD ngay 20/04/2021:

STT |  Tén thube Cosé dingky | S6dangky | Noi dung sira ddi | LMOP8 “;;}‘*:lh‘gl“hh =08 Théng tin sita déi
Aurobindo Pharma Limited, | Aurobindo Pharma Limited,
Unit 111, Survey No 313 & Unit III, Sy. No. 313 & 314,
: Aurobindo Pharma Dia chi co sd san | 314, Bachupally, Bachupall Bachupally, Bachupall
P4 | nohensg Limited VAR L Mandal, Medchal - Malkajgiri | Mandal, Medchal -
District, Telangana State, An | Malkajgiri District,
bj Telangana State, An D§
Bendamustine
hydrochloride
180mg/4ml Dr. Reddy's aid Tén co s6 ding ] Dr. Reddy's Laboratories
o concentrate for Laboratories Ltd. il ky Dt Badiys Leborstonesdad Ltd.
solution for
infusion
Bendamustine
hydrochloride
180mg/d4ml Dr. Reddy's Tén co 50 san . Dr. Reddy's Laboratories
34 concentrate for Laboratories Ltd. VRS2l xuat Di: Reddys Labocataniss Lid Ltd.
solution for
infusion
Siu Guan Chem Hoat chat chinh- | Scopolamin-N-butylbro mid “opolanin RO
55 | Buston Injection Ind. Co., Ltd. VN-22791- 21 ham luong 20ml/ml ((Hyoscin-N-Butylbromi d)
20 mg/ml
56 Denk-air junior 4 | Denk Pharma VN-22771-21 bia chi co sd san | Gollstrabe 1, 84529 Gollstr. 1, 84529 Tittmoning,
mg GmbH & Co. Kg ) 0 | xuat Tittmorning., Germany Germany
57 Denk-air junior 5 | Denk Pharma VN-22772-21 Pia chi cososan | Gollstrabe 1, 84529 Gaollstr. 1, 84529 Tittmoning,
mg GmbH & Co. Kg xuat Tittmorning., Germany Germany
. Lo . . One Pharma Industrial
58 | Paincerin Lupin Limited VN-22780-21 TS e One Pharma Industrial Pharmaceutical Company

xuat

Pharmaceutical S.A.

Societe Anonyme




Accord Healthcare

Hoat chat chinh-

Palonosetron (duol dang

Palonosetron (duol dang

59 | Palonosetron Limited VN-22800- 21 ham 1 Palonosetron hydrochlorid) Palonosetron hydrochlorid)
e 1am uong 0,05mg/Sml 0,05mg/ml
; B. Braun Medical i e . s )
Propofol-Lipuro : bia chi co sd san | Carl-Braun-Strasse 1, 34212 | Carl-Braun-Strafe 1, 34212
60 Industries Sdn. VN-22719-21 F
1% (10mg/ml) Bhd xuat Melsungen Melsungen
61 | Stimufer Mega Lifesciences | yy 55783, | TN COSOANE | \eon Lifesciences Limited | Micg@ Lifesciences Public
Limited ky Company Limited
384 Moo 4, soi 6, Bangpoo 364 Sa 6, Bangpoo
Mega Lifesciences Bia chi co s Industrial Estate, Pattana 3 e S
62 | Stimufer o8 i " | VN-22783-21 b . i e . Road, Moo 4, Phraeksa,
Limited dang ky Road, Samut Prakarn 10280,
Thii Lan Mueang, Sqmutprakam
10280, Thai Lan
Cong ty TNHH )
63 grea[c,] 31 Breath | oy vutbnghop | VN3-311-21 | Tén thude Urea[C13] Breath Test Kit | Urea[13C] Breath Test Kit
est Kit s
Medaz Viét Nam
7-2-A2, Hetero Corporate, Hetero Labs Limitt?d, 7-2-
Hetero Labs 6-21 bia chi co so Industrial Estate, Sanathnagar, f%l He_te]r c;ECorpordlc
o |20k Limited V220 dang ky Hyderabad Andhra Pradesh, A

Anbo

Sanathnagar Hyderabad TG
500018, An Bo

KT. CUC TRUONG

s/ cuce

"|: QUAN LY
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