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P, 2\ Ky boi: Cuc Quan
M\ 1y Dugc
| CUq B Y té

o 5 BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
S6: 690 /QDP-QLD Ha Néi, ngay 08 thdang 10 nam 2024
QUYET PINH

Vé viéc thu hdi gidy ding ky lwu hanh thudc tai Viét Nam déi véi thude da
dworc cap giay dang ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Durge s6 105/2016/QH13 ngay 06/04/2016;

Can cu 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 dwoc;

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

Can cuir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phii quy
dinh churc nang, nhiém vu, quyen han va co cdau t6 chirc ciia Bg Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y
dioc thudc Bo Y té;

~ Can cir Thong tu 6 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc;
Can cir don dé nghi thu héi gidy dang ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truéng phong Phong Dang ky thuoc - Cuc Qudn 1y Dugrc.

QUYET PINH:
Piéu 1. Thu hoi gidy ding ky luu hanh thudc tai Viét Nam dbi voi 11 thude
tai phu luc dinh kém Quyét dinh nay.

Ly do: Céac co s& ding ky thude dé nghi tw nguyén thu hdi gidy ding ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc duge phép luu hanh dén hét han dung cua thude. Co s dang
ky thudc, san xuat thudc phai c6 trach nhiém theo doi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cta thudc trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Picu 4. Giam d6c SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s6 kinh doanh dugc va Giam dbc co so dang ky, co s¢ san xuat c6 thude néu
tai Piéu 1 chiu trach nhiém thi hanh Quyet dinh nay./.

Not nhén: KT. CUC TRUONG
- Nhu biéu 4; i ) . * Y
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- Bao hiém X4 hoi Viét Nam;
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Thanh tra Bo; Trung tam mua sdm tap trung thude Qudc gia; Nguyen Thanh Lam
- CacVién: KN thuoc TW, KN thudc TP. HCM,;

- Téng Cong ty Dugc Viét Nam — Cong ty ¢d phan;

=(Céac Bénh vién & Vién c6 givong bénh truc thudc Bo;

= Cac phong Cuc QLD: QLKDD, QLCLT, QLGT, Website

Cuc QLD;

- Luu: VT, BKT (Trg) (2b).



Phu luc

DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh so 690 |QP-QLD ngayos /10 /2024 cia Cuc Quan ly Duoc)

STT Tén thube

Hoat chat, ham hrong

Dang bao ché

S6 ding ky

1. Co s6¢ dang ky: APC Pharmaceuticals & Chemical Limited (Pia chi: Flat/Rm
2203, 22/F, Bank of East Asia Harbour View, Centre 56 Gloucester Road, Wanchali,

Hong Kong)

Co sé san xuit: Mylan Laboratories Limited (Pia chi: F-4 & F-12, MIDC,
Malegaon, Tal. Sinnar, Nashik - 422 113, Maharashtra state, India)

1 Komefan 140

Artemether 20mg,
Lumefantrine 120mg

Vién nén

890110001724
(VN-20648-17)

2. Co'sé dang ky: B.Braun Medical Industries Sdn. Bhd. (Dia chi: Bayan Lepas Free
Industrial Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
2.1. Co s& san xuat: B. Braun Melsungen AG (Pja chi: Carl-Braun-StraRe 1,
34212 Melsungen, Germany)

2 Nutriflex Lipid
Special

Mbi 625ml chira:
Isoleucine 2,06g; Leucine
2,74g; Lysine (dudi dang
Lysine hydroclorid) 1,99g;
Methionine 1,71g;
Phenylalanine 3,08g;
Threonin 1,59q;
Tryptophan 0,5g; Valine
2,269; Arginine 2,379;
Histidine (dudi dang
Histidine hydroclorid
monohydrate) 1,19;
Alanine 4,25g; Acid
aspartic 1,32g; Acid
glutamic 3,07g; Glycine
1,45¢; Proline 2,98g;
Serine 2,63g; Natri
hydroxide 0,732g; Natri
clorid 0,237g; Natri acetat
trihydrat 0,157g; Kali
acetate 2,306g; Magnesium
acetat tetrahydrat 0,569g;
Calcium clorid dihydrat
0,39g; Glucose (dudi dang
Glucose monohydrate)
90,0g; Natri
dihydrogenphosphat
dihydrat 1,56g; Kém acetat
dihydrat 4,39mg; Soya-
bean oil, refined 12,5¢;
Medium-chain triglycerides
12,59

Nhil tuong tiém
truyén

400110069023
(VN-20657-17)




2

2.2. Co s6 san xuat: B.Braun Medical Industries Sdn. Bhd. (Pia chi: Bayan Lepas
free industrial zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)

5% Glucose
Intravenous
Infusion B.P.

Glucose monohydrate 5%

Dung dich truyén
tinh mach

VN-15228-12

Phuwong 14, Qudn Tan Binh, Thanh phé H6 Chi Minh, Viét Nam)
Co s6 san xuat: Temmler Pharma GmbH (Dia chi: Temmlerstralle 2, 35039

Marburg, Germany)

. Co sé dang ky: Cong ty TNHH Binh Viét Durc (Pia chi: 62/36 Truwong Cong Dinh,

Suresh 200mg

Acetylcystein 200mg

Vién nén sui bot

400100181923

. Co s& dang ky: Cong ty TNHH Novartis Viét Nam (Dja chi: Phong 1001, lau 10,

Centec Tower, 72-74 Nguyén Thi Minh Khai, Phieong V6 Thi Sdu, Qudn 3, Thanh
phao-Ho Chi Miph, Viét Nam)
Co s6 san xuat: Lek Pharmaceuticals d.d. (Pia chi: Verovskova ulica 57, 1526

Ljubljana, Slovenia)

Rishon 10mg

Rosuvastatin (tuong tmg
10,396mg rosuvastatin
calci) 10mg

Vién nén bao phim

383110406023
(VN-20038-16)

Limassol, Cyprus)

. Co sé dang ky: Medochemie Ltd. (Pja chi: 1-10 Constantinoupoleos street, 3011

5.1. Co sé san xuit: Medochemie Ltd. - Factory AZ (BPia chi: 2 Michael Erakleous
Street, Agios Athanassios Industrial Area, Agios Athanassios, Limassol, 4101,

Cyprus)

6 Cyclindox 100mg | Doxycycline hyclate Vién nang cung 529110030423
115mg tuong duong voi (VN-20558-17)
doxycycline 100mg

5.2. Co sé san xuat: Medochemie Ltd. - Factory C (Pja chi: 2 Michael Erakleous
Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol,
Cyprus)

7 Basultam Cefoperazon ( du¢i dang Bot pha tiém bap, | VN-18017-14
Cefoperazon natri) 1g; tinh mach
Sulbactam (dudi dang
Sulbactam Natri) 19

8 Medaxetine Cefuroxime natri tuong Bot pha tiém bap, | VN-20312-17

750mg duong voi Cefuroxime 750 | tiém tinh mach
mg

9 Medaxone 1g Ceftriaxone 1g (dudi dang | Bot pha dung dich | VN-18932-15
Ceftriaxone natri) tiém bap, tiém tinh

mach

10 | Taximmed 19 Cefotaxime (dudi dang Bot pha tiém bap, | VN-19496-15
Cefotaxime natri) 1000mg | tiém hoic truyén

tinh mach

6. Co sé dang Ky: Tedis (Dja chi: 9 avenue d’Ouessant,

Co sé san xuit: Sop

91140 Villebon-sur-Yvette, France)

hartex (Dia chi: 21 rue du Pressoir, Vernouillet, 28500, France)

11

Exomuc 200mg

N-Acetylcystein 200mg

Cf)m pha dung dich
uong

300100793924
(VN-15149-12)
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