Bo YTE CONG HOA XA HOI CHU NGHITA VIET NAM

CUC QUAN LY DUOC Poc 1ap - Tu do - Hanh phac
SO:A™ /QP-QLD Ha Noi, ngay  thang n! nam 2019
QUYET PINH

Ve viéc thu hoi gidy dang ky lvu hanh thudc tai Viét Nam

CUC TRUONG CUC QUAN LY DUOC
Can ctr Luat Duwoc ngay 06 thang 4 nam 2016;

Can ctr Nghi dinh 54/2017/NB-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiét mét s6 diéu vé bién phap thi hanh Luat duoc;

Can ctr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cta Chinh pha stra
doi mot s6 quy dinh lién quan dén diéu kién dau tv kinh doanh thudc pham vi quan
Iy nha nuwéc clia BO Y té;

Can cr Nghi dinh s6 75/2017/NB-CP ngay 20/6/2017 ctia Chinh phl quy dinh
chtrc nang, nhiém vu, quyén han va co cdu té chirc clia B Y t€;

Can ct Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cua B6 truéng Bo Y
t€ quy dinh viéc dang ky Iwvu hanh thuéc, nguyén liéu lam thudc;

Can ctr Quyét dinh s6 7868/0OD-BYT ngay 28/12/2018 cuia B6 trwéng Bo Y
té quy dinh chlrc nang, nhiém vu, quyén han va C0O' ciu td chic clia Cuc Quan ly
duoc thudc BO Y té;

Can ctr don dé nghi thu hoi gidy dang ky lvu hanh thudc tai Viét Nam cla cac
co s¢ dang ky thuéc;

Xét dé nghi cta Truédng phong Phong Bang ky thudc - Cuc Quéan ly Dugrc,

QUYET DINH:

DBiéu 1. Thu hdi gidy dang ky lwvu hanh thudc tai Viét Nam déi vai cac thube
c6 tén trong Danh muc thu6c bi thu hoi gidy dang ky lwu hanh tai Viét Nam kém
theo Quyét dinh nay.

Ly do: Co sé' dang ky thudc tu- nguyén dé nghi thu hoi gidy dang ky lvu hanh
tai Viét Nam.

Diéu 2. Thudc trong nwdc dwgc san xudt trudc ngay Quyét dinh nay cé hiéu
lwe, thude nudc ngoai nhap khau vao Viét Nam hoac thudc nwéc ngoai nhap khau
trong trvong hop dwoc giao hang tai cang di clia nwdc xuat khau tredc ngay Quyét
dinh nay c6 hiéu luc dwoc phép luvu hanh dén hét han dung cua thubc va co s& dang
ky thudc, san xudt thudc phai co6 trach nhiém theo ddi va chiu trach nhiém vé chat
Ivgng, an toan, hiéu qua cla thuéc trong qua trinh lwvu hanh.

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



DPiéu 4. Gidm doc So Y té, cac co s& kinh doanh dwoc va Giam doc co so ¢
thu6c néu tai Biéu ! chiu trach nhiém thi hanh Quyét dinh nay./.

NQ)i nh?n: cuc TRUONG
- Nhu biéu 4;

- TT. Trvong Qudc Cuong (dé bic);

- Cuc Quan Y - B& Qudc phong, Cuc Y té - Bo Cong an;

- Cuc Y té Giao thong van tai - Bd Giao thong van tai;

- T6ng cuc Hai quan - BO Tai chinh, Bao hiém X& hdi Viét

-Vu Phap che, Cuc Quan ly Y, Dwoc ¢o truyén, Cuc

KCB, Thanh tra Bo, Vién KN thudc TW, Vién KN

HCM,; . . .
- Téng Cong ty Duoc Viét Nam - Cong ty c6 phan, Céc U Tuan Cuong
ty XNK Dugc pham;

- Céac Bénh vién & Vién cé giuvong bénh tryc thudc BY;

- Website Cuc QLD, Tap chi Dugc & My phdm-Cuc QLD;

- Lwu: VT, Céac Phong thuc Cuc QLD, BKT(12).



BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN Ly Duwoc doc lap - Tw do - Hanh phuc

DANH MUC
Thudc thu hoi gidy dang ky Ivu hanh tai Viét Nam
(Ban hanh kem theo Quyét dinh so/uyg /QB-QLD ngay thang  nam 2019
cta Cuc trudng Cuc Quan ly Duoc)

1. Co's0' dang ky thudc: Coéng ty TNHH Sanoii-Aventis Viét Nam (d/c: 123 Nguyén
Khoai, quan 4, TP. H6 Chi Minh, Viét Nam ).
1.1. Co' s0' san xuét thudc: Cong ty TNHH Sanoii-Aventis Viét Nam (d/c: 123 Nguyén
Khoai, quan 4, TP. H6 Chi Minh, Viét Nam).

STT Tén thudc Hoat chat, ham lugng Dang bao ché S6 dang ky
L Theralene Al!memaz!n (dwéi dang Vién nen bao VD-23403-15
Alimemazin tartrat) 5mg phim
2. Paracetamol Paracetamol 500mg Vién nén VD-26617-17
Choay
3. Sorbitol MOi goi 59 chta: Thudc botudng  VD-26618-17
Sorbitol 5g
4. Flagyl 250mg Metronidazol 250mg V'e”p;‘iem“ bao  \/p.23402-15

2. Co'sd' dang ky thudc: (Cong ty dat gia cong): Cong ty TNHH Sanoii-Aventis Viét
Nam (d/c: 123 Nguyén Khoai, quan 4, TP. H6 Chi Minh, Viét Nam ).

2.1. Co' s0' san xudat thudc: (Coéng ty nhan gia céng): Cong ty c6 phan Duoc pham
Sanoii-Synthelabo Viét Nam (d/c: 15/6C Bang Van Bi-Thi Bic-Tp HO Chi Minh, Viét
Nam).

STT Tén thudc Hoat chat, ham luvgng Dang bao ché S6 dang ky
5. Phenergan Promethazin 2% Kem bga: ngoal GC-295-18
Paracetamol o
Winthrop Paracetamol 500mg Vién nen GC-236-15

3. Co s6 dang ky thudc: Cong ty c6 phan Dwgc pham Sanoii-Synthelabo Viét Nam
(d/c: 15/6C Bang Van Bi-Tha Birc-Tp H6 Chi Minh, Viét Nam ).
3.1. Co’s6’san xudt thudc: Codng ty c¢d phan Dwoc phdm Sanoii-Synthelabo Viét Nam
(d/c: 15/6C Bang Van Bi-Tha Birc-Tp HO Chi Minh, Viét Nam).

STT Tén thudc Hoat chat, ham lugng Dang bao ché S6 dang ky

Acid lactic 0,059/5ml; . .
1. Lactacyd BB Lactoserum atomisat 'Ic'igl:locnm;g:: VD-21888-14
0,0465g/5ml gng



4. Co' s6' dang ky thudc: Medochemie Ltd. (d/c: 1-10 Constantinoupoieos Street, 3011

Limassol, Cyprus).
4.1. Co' s& san xuat thudc: Medochemie Ltd. - Factory c (d/c: 2, Michaei Erakleous

Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassoi, Cyprus).

STT Tén thudc Hoat chéat, ham lugng Dang bao ché S6 dang ky
. BOt pha tiém
8.  Fordamet Cefoperazon (du’c_rl dang bép, tiém tinh VN-19495-15
Cefoperazon natri) 1g mach

5. Co' s@' dang ky thuéc: Merck Export GmbH (d/c: Frankfurter Strafie 250, 64293

Darmstadt, Germany).
5.1. Co' sd san xuat thubéc: Merck KGaA (d/c: Frankfurter Strasse, 250 64293,

Darmstadt, Germany)', Co' sd dong goi: Merck KGaA & Co. Werk Spittal (d/c:
Hoesslgcisse 20, 9800 Spittal/Drau- Austria)

STT Tén thude Hoat chét, ham luong  Dang bao ché S6 dang ky
Bisoprolol iumarat 5 mg; A
9 'S‘rcr’]dc}é o5 Hydrochlorothiazid Vien rTuer: bao VN-18561-14
g/6,2omg 6,25mg p
Bisoprolol iumarat
Lodoz 2,5mg; Vién nén bao
10 2,5mg/6,25mg Hydrochlorothiazid phim VN-18560-14
6,25mg
Bisoprolol iiimarat
Lodoz I0mg; Vién nén bao
1L 10mg/6,25mg Hydrochlorothiazid phim VN-18559-14

6,25mg

6. Co' sd dang ky thubéc: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F., Lee Garden

Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).
6.1. Co' s@ san xuat thudc:

Cramlington, Northumberland NE23 3JU, UK).

Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,

STT Tén thudc Hoat chét, ham lwong  Dang bao ché S6 dang ky
12, Zocor 20mg Simvastatin 20mg V'e”pﬁierg bao VN-20813-17

6.2. Co' sé sadn xuat thudc:

Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,

Cramiington, Northumberiand NE23 3JU, United KingdomY, Co sd déng géi va xuat
xwd'ng: PT Merck Sharp Dohme Pharma Tbk. (d/c: JI. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawwa Timur, Indonesia).

STT Tén thubc Hoat chat, ham lugng ~ Dang bao ché S6 dang ky
13, Zocor 20mg Simvastatin 20mg V'er;)r:‘fn: bao  \/N-19264-15
14.  Zocor 10mg Simvastatin 10mg Vien nen bao VN-19263-15

phim



15. Renitec 5mg Enalapril maleat 5mg Vién nén VN-19708-16

7. Co' s¢' dang ky thudc: Harbin Pharmaceutical Group Co., Ltd. General Pharm.
Factory (d/c: No. 109, Xuefu Road, Nangang Dist., Harbin 150086, China).

7.1. Co' s0' san xuat thudc: Shanxi Xinyitong Pharmaceutical Co., Ltd (d/c: No. 11
Huitong Road, Jinzhong, Shanxi, P.R.Chinay

STT Tén thu6c Hoat chat, ham lwgng  Dang bao ché S6 dang ky

Amoxicilin (dwéi dang

Amoxicilin trihydrate)

500mg; Vién nén bao
Acid clavulanic (dugi phim
dang Clavulanate

potassium) 125mg

8. Co' s6' dang ky thu6c: Il-Yang Pharm Co., Ltd (d/c: (Hagal-dong), 110, Hagal-ro,
Giheung-gu Yongin-si, Gyeonggi-do, Korea ).

8.1. Co' s6' san xudt thudc: Jiangsu Sihuan Bioengineering Co., Ltd. (d/c: No. 10
Dingshan Road Biiyicing Deveiopment Zone, Jiangyin, Yixing, Jiangsu, China).

16.  Ammoclone VN-19179-15

STT Tén thudc Hoat chat, ham lwgng Dang bao ché S6 dang ky
Dung dich
17.  Penemi Paracetamol 1g/IOOmI truyén tinh VN-16695-13
mach

9. Co' s6' dang ky thu6c: Pfizer (Thailand) Ltd. (d/c: Floor 36, 37 United Cgiitei:
Building, 323 Siiom Road, Silom, Bangrak, Bangkok 10500, Thailand). .
9.1.C0Q' s8' san xuat thubc: Hospira healthcare India Pvt .Ltd (d/c: Plot Nos B3-O4,
B11-B14, B21-B23 & B31-B33 Sipcot Industrial Park Irungattukottai Sriperum'é'u~f
Kancheepuram District 602 105, Indiay

STT Tén thudc Hoat chat, ham lwong Dang bao ché s6 dang ky
Bot pha tiém
18. DBL !\/Ier_openem MeropenemlOO_Omg hodc truyén tinh VN-12312-11
for Injectionlg (Meropenem Trihydrate) mach
DBL Meropenem Bot pﬁa tiém
19.  for Injection Meropenem 500_mg hodc truyén tinh VN-12313-11
(Meropenem Trihydrate)
500mg mach

Danh muc gém 03 trang, 19 thudc./.



