BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phic
S6: 491 /QP-QLD Ha Néi, ngay 26 thdng 08 ndm 2022
QUYET PINH

Vé viéc thu hoi Gidy ding ky luu hanh thudc tai Viét Nam déi véi 30 thude
dugcC Cap glay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/0H13 ngay 06/04/2016;

Can cwr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu vé bién phap thi hanh Ludt duoc,

Can cit Nghi dinh s6 155/2018/NB-CP ngay 12/11/2018 ciia Chinh phii sira
doi mot s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan
Iy nha nude cia Bo Y té,

Can cit Nghi dinh s6 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy
dinh churc nang, nhiém vu, quyén han va co cau té chire ciia BO Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truong Bo Y
té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 ciia BJ trucng B Y
té quy dinh chikc ndng, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Qudn Iy
duwoc thuoc Bo 'Y 1é;

Can cir don dé nghi thu hoi gidy dang ky leu hanh thudc tai Viét Nam cia
cdc co s6 dang ky thuoc;

Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Durge.

QUYET PINH:

Diéu 1. Thu hoi Gidy dang ky Iwu hanh thuoc tai Viét Nam doi vei 30 thude
c6 tén trong Danh muc thudc thu hoi Gidy dang ky luu hanh thudce tai Viét Nam
kém theo Quyét dinh nay.

Ly do: Co s¢ san xuat hodc co so dang ky thude, nguyén liéu lam thube dé
nghi thu hoi gidy dang ky luu hanh thube, nguyén liéu lam thudc tai Viét Nam
(theo quy dinh tai Diém g, Khoan 1 Piéu 58 Luat Duoc s6 105/2016/QH13 va
Khoan 2 Piéu 42 Thong tu s6 32/2018/TT-BYT).

Piéu 2. Thubc duogc san xuét trude ngay Quyét dinh nay c6 hiéu luc va da
nhap khau vao Viét Nam; hoidc thudc nudc ngoai nhap khau trong truong hop
dugc giao hang tai cang di cua nugc xuat khau trudc ngay Quyét dinh nay c6 hiéu
luc tlep tuc dugc phép luu hanh dén hét han dung cua thude. Co s¢ dang ky thudc,
san xuat thudc phai c6 trach nhiém theo ddi va chiu trach nhiém vé chat luong, an
toan, hiéu qua cua thudc trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Giam dbc SO'Y té cac tinh, thanh phd truc thudc Trung wong, Gidm
doc nha san xuat va co s& dang ky c6 thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quye¢t dinh nay./.

Noi nhn: KT. CUC TRUONG
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Phu luc
DANH MUC 30 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 491 /OP-QLD ngay26 /08/2022)

1. Co s¢ dang ky thude: Cong ty TNHH Duoc pham DO HA (P/e: S6 30, Tdp
thé Tran Phii, ngd 105, dwong Nguyén Phong Scc, t6 16, P. Dich Vong Hdu, Q. Cau
Gidy, Ha Noi = Viét Nam)

Co sdé'san xuat thudc: Ferrer Internacional S.A. (B/c: Joan Buscalla, 1-9
08173 Sant Cugat del Valles, Barcelona, Spain)

STT Tén thude Hoat chét, ham lugng | Dang bao ché S6 dang ky
1" | Celofirm 200 | Celecoxib 200mg Xl'flg nang VN-22088-19

2. Co so dang ky thude: Jin Yang Pharm. Co., Ltd (B/c: 231 Hyoryeong-ro,
Seocho-gu, Seoul - Korea)

Co sO san xuat thudc: AhnGook Pharmaceutical Co., Ltd. (B/c: 40,
Jeyakgongdan 1-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

STT Tén thudc Hoat chét, ham lugng | Dang bao ché Sd dang ky
2| SOMImMEYe | povidon 206 Thuoenho | yN-17617-13
drop mat

3. Co s6 ding ky thude: II-Yang Pharm Co., Ltd (B/c: (Hagal-dong), 110,
Hagal-ro, Giheung-gu Yongin-si, Gyeonggi-do - Korea)

Co sé san xuét thudc: AhnGook Pharmaceutical Co., Ltd. (B/c: 40,
Jeyakgongdan 1-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

STT Tén thudc Hoat chat, ham luong | Dang bao ché Sb dang ky
Mosapride Citrate Vidn nén bao
3 | Dispeptin (dudi dang Mosapride him VN-22858-21
Citrate dihydrate) 5mg P

4. Co s6 ding ky thudc: Cong ty TNHH Dugc pham Hoang Chuong (P/ec:
(544/33-33A4, Lac Long Qudn, Phieong 5, Qudn 11, TP. Ho Chi Minh, Viét Nam)

4.1. Co s san xuat thudc: Kyung Dong Pharm Co., Ltd. (P/c: 535-3,
Daeyang-li, Yanggam-Myun, Hwasung-si, Gyeonggi-do, Korea)

STT Tén thudc Hoat chét, ham luong | Dang bao ché Sd dang ky
Pancreatin 170mg; Vién nén bao
4 | Panastren Tab. | o1 othicone 84,433mg | tan trong rudt VN-17363-13

4.2. Co so san xuét thubc: Ahngook Pharmaceutical Co., Ltd. (B/c: 40,
Jeyakgongdan 1-gil, Hyangnam - eup, Hwaseong-si, Gyeonggi-do, Korea)




STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Ciprofloxacin 500 (
5 | Bestop tablet d‘?m dang : V|_en nen bao VN-16209-13
Ciprofloxacin phim

Hydrochloride)

5. Co so dang ky thude: Sanofi-Aventis Singapore Pte Ltd. (P/c: 38 Beach
Road, #18-11, South Beach Tower, Singapore (189767), Singapore)

5.1. Co s& san xuat thudc: Chinoin Pharmaceutical and Chemical Works Co.,

Ltd. (D/c: 2112 Veresegyhaz, Levai u.5, Hungary)

STT Tén thudc

Hoat chit, ham luong

Dang bao ché

S6 ding ky

6 | No-Spa 40mg

Drotaverine
hydrochloride 40mg

Vién nén

VN-22683-20

5.2. Co s& san xuét thubc: S.C. Zentiva S.A. (D/c: Bulevardul Theodor
Pallady 50, sector 3, Bucharest, RO-032266, Romania)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Vién nang
7 | Mepraz Omeprazol 10mg khang dich da | VN-21256-18
day

5.3. Co so san xuit thudc: Delpharm Dijon (P/c: 6, Boulevard de 1 Europe —
21800 Quetigny — France)

hydrochloride khan

10mg) 10,5mg

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Metoclopramide
hydrochloride  (twong
8 | Primperan duong Metoclopramide Vién nén VN-18878-15

6. Co s¢ ding ky thude: Enter Pharm Co., Ltd (P/c: 51, Myeongnyun-1-ga,
Jongno-gu, Seoul, 110-521)
6.1. Co s san xuat thude: Dongkoo Pharm Co., Ltd (B/c: 18, Jeyakgongdan
2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

STT Tén thude Hoat chat, ham luong | Dang bao ché Sb dang ky
9 Temifut Soft Isotretinoin 10mg V';e nnang VN-20272-17
Capsule mém

6.2. Co so san xuét thudc: Kolmar Korea (B/c: 245, Sandan-gil, Jeonui-
myeon, Sejong-si, Republic of Korea)




STT Tén thudc Hoat chét, ham luong | Dang bao ché Sd dang ky
Citominos gel | Mdi 10g gel chira: A ] ]
10 0.1% Isotretinoin 10mg Gel bodi da VN-22021-19

7. Co s6 dang ky thude: Young Il Pharm Co., Ltd., (P/c: 6-1, Munhwa 12-gil,
Jincheon-eup, Jincheon-gun, Chungcheongbuk-do, Korea)

Co sO san xuat thudc: JS Pharm. Co., Ltd (B/c: 484-28, Gangbyeon-ro,
Hwangnyong-myeon, Jangseong-gun, Jeollanam-do, Korea)

STT Tén thudc

Hoat cha‘it, ham luong

Dang bao ché

S6 ding ky

Subica

H Suspension

Mbi géi 15ml chua:
Sucralfat hydrate
(twong duong voi
190mg aluminum,
385mg sucrose
octasulfate ester) 1g

Hdn dich udng

VN-22206-19

8. Co s¢ dang ky thude: Phil International Co., Ltd. (P/c: 17, Nonhyeon-ro
99-gil, Gangnam-gu, Seoul, Korea)

Co sé san xuat thude: Samchundang Pharm Co., Ltd. (B/c: 71, Jeyakgongdan
2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

STT Tén thudc Hoat chét, ham luong | Dang bao ché Sd dang ky
Olotedin Eye Olopatadine Dung dich nhé i i
12 Drops hydrochloride 10mg mat VN-16879-13

9. Co so dang ky thudc: Torrent Pharmaceuticals Ltd. (B/c: Torrent House
Off. Ashram road, Ahmedabad- 380 009, Gujarat, India)

Co so san xuat thudc: Torrent Pharmaceuticals Ltd. (B/c: Indrad-382721,
Dist. Mehsana, Gujarat, India)

STT Tén thudc Hoat chat, ham luong | Dang bao ché Sb dang ky
: Donepezil Vién nén bao
13 | Torpezil 10mg hydrochloride 10mg ohim VN-16401-13

10. Co so dang ky thube: A. Menarini Singapore Pte. Ltd (P/c: 30 Pasir
Panjang Road, # 08-32 Mapletree Business City, Singapore (117440), Singapore)

Co s& san xuat thudc: Berlin Chemie AG (P/c: Tempellhofer Weg 83, 12347

Berlin — Germany)

Co s& dong gbi va xuat xuong: Berlin Chemie AG (B/c: Glienicker Weg 125

12489 Berlin - Germany)

STT Tén thude

Hoat chit, ham luong

Dang bao ché

Sb dang ky




14 | Benalapril 5

Enalapril maleat 5mg

Vién nén

VN-22048-19

11. Co so dang ky thude: Mundipharma Pharmaceuticals Pte. Ltd. (B/c: 12
Marina View, #22-01 Asia Square Tower 2, Singapore 018961, Singapore)

Co sé san xuat thude: Baxter Oncology GmbH. (B/c: Kantstrasse 2, D-33790

Halle., Germany)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
15 | Folotyn Pralatrexate 20mg/ml fi)éﬁ]lg dich VN3-192-19

12. Co s6 dang ky thube: Saint Corporation (P/c: Academy Tower, Rm #718,
719 -118 Seongsui-ro, Seongdong-gu, Seoul, Korea)

12.1. Co s& san xuat thudc: AhnGook Pharmaceutical Co., Ltd. (B/c: 40,
Jeyakgongdan 1-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

STT Tén thudc

Hoat cha‘it, ham luong

Dang bao ché

S6 ding ky

16 | Lefodine Tab.

Levosulpirid 25mg

Vién nén

VN-22678-20

12.2. Co s& san xuét thudc: Korea Prime Pharm. Co., Ltd (B/c: 100,
Wanjusandan 9-ro, Bongdong-eup, Wanju-Gun, Jeollabuk-do, Korea)

clavulanic (dudi dang
Kali clavulanat) 125mg

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Amoxicilin (dudi dang
Amoxcilin trihydrat) Vian nén bao
17 | Gumeltine 500mg; Acid ohim VN-21040-18

12.3. Co s& san xuét thude: Kolmar Pharma Co., Ltd. (B/c: 93, Biovalley2-ro,
Jecheon-si, Chungcheongbuk-do, Korea)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
: L-cystin 250mg; A
18 Liverterder soft Cholin hydrotartrat V"Aen nang VN-20619-17
capsule 250mg mém

13. Co s¢ dang ky thude: Cong ty TNHH Duoc phdm Lamda (B/c: 27/6 Ly
Thdi Té, Phuwong Thac Gidn, Qudn Thanh Khé, Thanh phé Pa Nang, Viét Nam)

Co sd san xuat thude: Labiana Pharmaceuticals, S.L.U (P/c: C/Casanova,27-
31, Corbera de Llobregat, 08757 Barcelona, Spain)

STT Tén thudc Hoat chat, ham luong | Dang bao ché Sb dang ky
Natri Colistimethat 1 Bot dong kho
19 | Chamogel MIU (80mg) oha tiém VN-22834-21




14. Co so dang ky thude: Baxter Healthcare (Asia) Pte., Ltd. (B/c: 150 Beach
Road #30-01/08 Gateway West, Singapore 189720 - Singapore)

Co s& san xuit thudc: Baxter S.A (D/c: Bd René Branquart 80, B-7860
Lessines - Belgium)

STT Tén thudc Hoat chat, ham luong | Dang bao ché Sb dang ky

1000 ml nhu dich chtra:
Alanine 6,41g;
Arginine 4,34q;
Aspartic acid 1,28g;
Glutamic acid 2,21g;
Glycine 3,07¢;
Histidine 2,64g;
Isoleucin 2,21g;
Leucine 3,07g; Lysine
(dudi dang Lysine
acetate) 3,48qg;
Methionine 2,21g;
Phenylalanine 3,07g;
Proline 2,64g; Serine | Nhii dich
20 | Olimel N7E 1,75¢g; Threonine truyén tinh VN2-646-17
2,21g; Tryptophan
0,74g; Tyrosine 0,11g;
Valine 2,83g; Natri
acetat trihydrat 1,5g;
Natri glycerophosphate
hydrat 3,679; Kali
clorid 2,24g; Magnesi
clorid hexahydrat
0,81g; Calci clorid
dihydrat 0,52g;
Glucose anhydrous
140g; Dau oliu tinh
khiét va dau dau nanh
tinh khiét: 40g.

mach

15. Co so ding ky thude: Cong ty TNHH Dugc pham Nam Han (B/c: Phong
201, Lau 2, Toa nha City View, sé 12 Mac Dinh Chi, Phuwong Pa Kao, Qudn 1, Tp.
H6 Chi Minh, Viét Nam)

15.1. Co s san xudt thude: Young IL Pharm Co., Ltd. (P/c: 521-15, Sinjong-
ri, Jinchon-Up, Jinchon-kun, Chungchong-Bukdo, Korea)

STT Tén thudc Hoat chat, ham luong | Dang bao ché Sb dang ky

Vién nang

21 | Bacero 20mg Isotretinoin 20mg mém VN-22096-19




15.2. Co so san xuat thude: Young IL Pharm Co., Ltd. (P/c: 6-1, Munhwa 12-
gil, Jincheon-eup, Jincheon-gun, Chungcheongbuk-do, Korea)

Smg

STT Tén thude Hoat chat, ham luong | Dang bao ché S6 dang ky
22 | Sotrel 10mg Isotretinoin 10mg lgﬂ hang VN-21227-18
Flunarizin (dudi dang Vién nan
23 | Prizine Capsule | Flunarizin hydroclorid) oimg g VN-21393-18

15.3. Co s& san xuat thudc: Tai Guk Pharm.

Co., Ltd. (P/c: 123,

Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
24 Sucar | Sucralfate hydrate 15 Hn dich VN-21392-18
Suspension mg

16. Co so dang ky thudc: Novartis (Singapore) Pte Ltd. (B/c: 10 Collyer
Quay, # 10-01, Ocean Financial Centre Singapore (049315), Singapore)

16.1. Co s6 san xudt thudc: Sandoz Grup Saglik Urunleri llaclari San. Ve. Tic.
A.S. (P/c: Gebze Organized Industrial Region, Ihsan Dede Cadde N0.900. Sokak,
TR.41480 Gebze- Kocaeli, Turkey)

STT Tén thudc Hoat chat, ham luong | Dang bao ché Sb dang ky
25 | Tensicor 40mg | Telmisartan 40mg Vién nén VN-20291-17
26 | Tensicor 80mg | Telmisartan 80mg Vién nén VN-20292-17

16.2. Co s san xuat thudc: Hermes Arzneimittel GmbH. (B/c: Hans-
Urmiller-Ring 52, 82515 Wolfratshausen, Germany)
Co s& xuat xudng: Salutas Pharma GmbH (B/c: Otto — von- Guericke — Allee
1, 39179 Barleben, Germany)

bot

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
27 | Acc Pluzz 200 | Acetylcystein 200mg B];fn e sut VN-20830-17
28 | Acc Pluzz 600 | Acetylcystein 600mg Vien nen sui VN-20831-17

16.3. Co s¢ san xuat thude: Sandoz GmbH. (P/c: Biochemiestrasse 10, 6250

Kundl, Austria)

STT Tén thude

Hoat chit, ham luong

Dang bao ché

Sb dang ky




29

Parzidim 1g

Ceftazidim ( dudi dang
Ceftazidim
Pentahydrat) 1g

Bo6t pha dung
dich tiém hoac
tiém truyén

VN-21089-18

Nam)

17. Co s& dang ky thudc: Cong ty Co phan Sanofi Viét Nam (D/c: Lo 1-8-2,
bPuong DS, Khu cong nghé cao, P. Long Thanh My, Q.9, TP. H6 Chi Minh, Viét

Co s6 san xuét thudc: Delpharm Reims (B/c: 10 rue Colonel Charbonneaux,
51100 Reims, France)

STT Tén thude Hoat chat, ham lwong | Dang bao ché S6 dang ky
Vién bao
30 - | Dulcolax Bisacodyl 5mg duong tan VN-20394-17
trong rudt
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