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UBND TiNH BINH PHUGC CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE DPic l4p — Ty do — Hanh phiic
Sé:ASTH/SYT-NV Binh Phuée, ngay 3 Othdng F nim 2019
V/v thu hdi gidy dang ky E
luu hanh thubc tai Viét Nam ||
!
Kinh gti: |

- UBND céc huyén, thj xa, thanh phd;
- Céc co s& kham chira bénh; :
- Céc co s& kinh doanh duoc trén dia ban tinh.

Thuc hién Quyet dinh 427/QD -QLD; 428/QD QLD ngay 23/7/2019 cia
Cuc Quén ly Duge - B6 Y té v& viée thu hdi gidy dang ky luu hanh thubc tai
Viét Nam, S& Y té théng bao: )

Thu hdi gidy déng ky luu hanh thuoc tai Viét Nam dbi voi cac thube co
tén trong Danh muc thudc bi thu hdi gidy dang ky hwu hanh tai Viét Nam (cé van
ban kém theo). :|

Ly do: Co s& dang ky thude ty nguyén daé nghl rut s6 dang ky luu hanh tai
Viét Nam.

Tuy nhién thudc san xudt trong nuéc hoic thuoc nhip khiu truéc ngly
Quyét dinh nay ban hanh duge phép lwu hanh dén hét han dung cta thude./. {v—

——

Noi nhin:

- Nhu trén;

- Ban Giam déc;

- Thanh tra S¢;

- Trung tam TT-GDSK;
- Website SYT;

- Lwu VT, NVD.
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BO Y TE GONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pje lap - Tw do — Hanh phiic
S6: 42} /QP-QLD Ha N¢i, ngay o3 thang - ndm 2019
QUYET PINH

Vé viéc thu hdi gidy diing ky lru hanh thubc tai Viét Nam

CUC TRUOGNG CUC QUAN LY DUQC
Cin cir Luat Dugc ngay 06 thang 4 nim 2016;
Cian cr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phi quy
dinh chi tiet mt s6 di€u vé bi¢n phéap thi hanh Luét dugc;

Can cur Nghi dinh 56 155/2018/NP-CP ngay 12/11/2018 cia Chinh phu stra
dbi mot sé quy dinh lién quan dén diéu kién dAu tw kinh doanh thudc pham vi
quan Iy nha nudc cia B Y té;

Cin cir Nghj dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy
dinh chitc ning, nhiém vy, quyén han va co cdu tb chirc ctia B Y té;

Cén clr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bj trudng B
Y té quy dinh viéc dang ky lwu hanh thuébc, nguyén ligu lam thudc;

Cin ctr Quyét dinh sb6 7868/QD- BYT ngay 28/12/2018 cua Bo trudng Bo
Y té quy dinh chire nang, nhiém vy, quyén han va co cdu tb chirc ctia Cuc Quéan
1y duoc thude BO Y té;

Cin ¢t don dé nghi cia Cong ty TNHH Sanofi- AVCl‘ltIS Viét Nam va Cong
ty cb phan Sanofi Viét Nam; van ban théng bao thu hdi gidy phép luu hanh dbi
voi thuoc Décontractyl 500mg do Sanofi Aventis France s& hitu ciia Co quan quan
Iy Y t& Phap (ANSM);

Xét dé nghj cla Trudng phong Phong Ding ky thude - Cyc Quan 1y Duoc,
QUYET PINH:

Pidu 1. Thu hdi gidy dang ky luu hanh thubc tai Viét Nam dbi véi céc thube
co tén trong Danh muc thude bi thu hdi gidy ding ky lvu hanh tai Viét Nam kém
theo Quyét dinh nay.

Ly do: theo dé nghi cia co s¢ ding ky thube.

Piéu 2. Thube trong nudce dugc sén xuét trude ngay Quyét dinh ndy c6 hiéu
lyc duge phép luu hanh dén hét han ding cua thude va co s& dang ky thudc, san
xuit thudc phai c6 trach nhiém theo ddi va chiu trach nhiém vé chat luong, an
toan, hiéu qua cia thubc trong qua trinh hru hanh.

Piéu 3. Quyét dinh ndy c6 hiéu lyc ké tir ngay ky ban hanh.
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| Dicud. Giam dbc S& Y té, cic co s& kinh doanh duge va Giam dbc co s
co, thuoc néu tai Diéu 1 chiju trach nhiém thi hanh Quyét dinh nay./.

f‘.’.‘” nhn: CUC TRUOGNG
- Nhu Diéu 4; .

- TT Trrong Quéc Cu'émg (4é blcy,

- Cuc Quan Y - Bé Québc phong, Cuc Y té - B Cong an;

- Cuc Y té Giao théng vén tai - B4 Giao thong vén tai;

- Tong cuc Hai quan - B$ Tai chinh, Bao hlem X4 hai Viét Nam
- Vu Phéip ché, Cuc Quan 1y Y, Duge cb truyen Cue Quan ly
KCB, Thanh tra B, Vién KN thudc TW, Vién KN thube TP.
HCM;

- Tong Cong ty Duge Viét Nam — Cong ty cd phén, Cac Céng
ty X’NK Dugc phim; :
- Céc Bénh vién & Vién ¢ givdng bénh truc thuje BS;

- chsxte Cuc QLD, Tap chi Duge & M¥ pham—Cuc QLD; !
- Lwu: VT, Cac Phong thube Cyc QLD, PKT(12).




CUC QUAN LY DUQC

BOY TE

Thuéc thu hdi gidy ding ky hru hanh tai Viét Nam

CONG HOA XA HOI CHU NGHiA VIET NAM

Pjc lap —~ Tw do — Hanh phac

DANH MUC

(Ban hanh kém theo Quyét dinh s6 423 /OP-QOLD ngay 23 thing 7 ndm
2019 cuia Cuc trudng Cuc Qudn ly Duoc)

1. Co'sé ding ky thude: Céng ty TNHH Sanofi-Aventis Viét Nam (d/c: 123 Nguyén
Khodi, qudn 4, TP. HO Cthinh, Viét Nam ).
1.1.Co s& san xuét thubc: Cong ty TNHH Sanofi-Aventis Viét Nam (d/c: 123

Nguyén Khodi, qudn 4, TP. H6 Chi Minh, Viét Nam).

STT Tén thude Hoat chit, ham lwgng | Dang bio ché S6 ding ky
1. | Décontractyl Mephenesin 250mg vwnp?l?:; bao VD-27590-17
2. | Décontractyl Mephenesin 500mg V‘enp‘lllfg bao | yp.26017-16

2. Co s& dang ky thubc: Cong ty C phin Sanofi Vigt Nam (@/c: L6 I-8-2, Duong

D8, Khu cong nghé cao, P. Long Thanh My, Q.9, TPHCM, Viét Nam ).

2.1.Co s& san xuit thubc: Cdng ty CO phin Sanofi Viét Nam (d/c: L6 I-8-2, Puong

D8, Khu céng nghé cao, P. Long Thanh My, Q.9, TPHCM, Viét Nam).

STT Tén thuée Hoat chit, ham lwgng | Dang bio ché S6 dang ky
3. | Décontractyl Mephenesin 250mg Viénpx;?; bao VD-28320-17
4. | Décontractyl Mephenesin 500mg V‘é“pﬁf; b20 | yp.28321.17

Danh muyc gém 01 trang, 04 khoan.
CUC TRUONG

i Tudn Cudng







BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dgc Idp - Ty do — Hanh phic
Sé: 428 /QP-QLD Ha Ngi, ngdy sz thing 7. nam 2019
QUYET PINH

V& vige thu hdi gidy ding ky lwu hanh thuéc tai Viét Nam

CUC TRUGNG CUC QUAN LY DUQC

Cén ctr Luit Duoc ngay 06 thang 4 nim 2016;

Cén cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cia Chinh phu quy dinh
chi tiét mét sb diéu vé bisn phép thi hanh Luat dugc;
Cén ctr Nghi dinh sé 155/201?3"/NB-CP ngay 12/11/2018 cia Chinh pht sira
d6i mdt s6 quy dinh lién quan dén diéu kién dau tir kinh doanh thudc pham vi quan
Iy nha nuéc cia Bo Y te;

Cén cir Nghi dinh sé 75/2017/ND-§P ngay 20/6/2017 cta Chinh pht quy dinh
chirc ning, nhiém VU, quyén han va co ciu t8 chire ciaB{ Y té;

Cén ctt Théng tu s 32/2018/TT-BYT ngay 12/11/2018 cua Bé truong Bo v

r

t& quy dinh viéc dang ky huu hanh thudc, nguyén lidu 1am thudc;

’ Can ctr Quyét dinh sé 7868/QD-BYT ngay 28/ 1'2/2(,)18 cia B truémg B Y
t€ quy dinh chirc nang, nhiém vy, quyén han v co cdu t§ chire ctia Cuc Quan ly

r

dugc thudc Bo Y t€;

Cén cir don dé nghj thu hdi gidly ding ky hru hanh thude tai Viét Nam ciia c4c
€0 s¢ ding ky thudc;

Xét dé nghij cua Truéng phong Phong Ding ky thuée - Cuc Quan 1y Duge,
QUYET PINH:

Ly do: Co sé dang ky thudc ty nguyén dé nghij thu hdi gidy dang ky Iuu hanh
tai Viét Nam.

ky thuéc, san xut thude phai c6 trach nhiém theo dai v3 chiu trich nhiém vé chit
luong, an toan, hi€u qua cua thudc trong qué trinh lwu hanh,

Didu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh,
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{ Diéu 4. Giam déc S¢ Y té, c4c co s¢ kinh doanh dugc va Gism déc co s& co
thuoe néu tai Piéu 1 chiu tréch nhigm thi hanh Quyét dinh nay./.
Nm llhan J CUC TRU()NG
5 Nhu' Diéu 4;
- 'I‘T Truong Quéc Cuémg (4é bic);
- Cuc Quan Y - B& Quéc phong, Cuc Y té - B§ Céng an;
- Cuc Y té Giao théng van tii - B§ Giao thong vAn tai;
- Tong cue Hai quan - Bg Tai chinh, Béo hlem Xd hoi Viétr}
- Vu Phap ché, Cuc Quan Iy Y, Duge ch truyen Cuc QF
KCB Thanh tra B, Vién KN thube TW, Vién KN thubd
HCM; oza.
- Tong Cong ty Duge Viét Nam — Cong ty cb phan Céac Conpagy
ty XNK Duge phim;
- Céc Bénh vién & Vién cb giudmg bénh trye thude BY;
- Webme Cuc QLD, Tap chi Duge & My pham -Cuc QLD;
- L}m VT, Cic Phong thuje Cuc QLD, DKT(12).
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CONG HOA XA HQI CHU NGHIA VIET NAM

BO Y TE )
Dgc Idp — Ty do — Hanh phiic

CUC QUAN LY DUQC

DANH MUC
Thudc thu hdi gidy ding ky lwu hanh tai Viét Nam ]
(Ban hanh kém theo Quyét dinh so /OD-QLD ngay £3 thing 3_ndm 2019
cua Cyc trieong Cuc Quan ly Duoc)

1. Co s& diing ky thudc: Cong ty TNHH Sanofi-Aventis Viét Nam (d/c: 123 Nguyén
Khodi, qudn 4, TP. H6 Chi Minh, Viét Nam ). .
I.1. Co s& san xuit thude: Cong ty TNHH Sanofi-Aventis Viét Nam (d/c: 123 Nguyén

Khodi, qudn 4, TP. H6 Chi Minh, Viét Nam).

STT Tén thube Hoat chit, ham lweng Dang bao ché Sé dang ky

Alimemazin (dudi dang Vién nén bao VD-23403-15

I~ | Theralene Alimemazin tartrat) 5mg phim

2. | Paracetamol Paracetamol 500mg Vién nén VD-26617-17

Choay
3. | Sorbitol MGi géi Sg chira: Thubc botubng | VD-26618-17
’ Sorbitol 5g
4. | Flagyl 250mg Metronidazol 250mg Vler;’gieﬁ bao VD-23402-15

2. Co sé dang ky thgéc: (Cong ty dit gia ¢bng): Cong ty TNHH Sanofi-Aventis Viét
Nam (d/c: 123 Nguyén Khodi, quin 4, TP. H6 Chi Minh, Viét Nam).
(Cong ty nhin gia céng): Céng ty Cb phg’in Dirge phim

2.1.Co s& san xuét thude:
Sanofi-Synthelabo Viét Na

Nam).

- Y )

STT Tén thudc Hoat chit, him lwgng | Dang bao ché S6 diing ky

5. | Phenergan Promethazin 2% Kem bc;)al ngoat GC-295-18
Paracetamol x

6. Winthrop Paracetamol 500mg Vién nén GC-236-15

3. Co s& ding ky thuée: Cén
(@/c: 15/6C Ping Vin Bi-Thi

g ty C6 phin Dugc phdm Sanofi-Synthelabo Viét Nam
Dure-Tp Ho Chi Minh, Viét Nam ).

3.1.Co 56 sin xuét thubc: Céng ty CH Rh?m Dugc phim Sanofi-Synthelabo Viét Nam
(d/c: 15/6C Bang Vin Bi-Thi Birc-T, P Ho Chi Minh, Viét Nam).
STT Tén thudc Hoat chit, ham lwgng | Dang bao ché S6 dang ky

7. | Lactacyd BB

Acid lactic 0,05g/5ml;
Lactoserum atomisat
0,0465g/5ml

Thubc nuée
ding ngoai

VD-21888-14
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4. Co sé dang ky thube: Medochemie Ltd. (@/c: I-10 Constantinoupoleos Street, 3011 -

Limassol, Cyprus ). , )
I 1

. - il
4.1:Co s6 sin xuat thube: Medochemie Ltd. - Factory C (d/c: 2, Michael Erakieous
Strﬁet, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus).

'. STT Tén thube Hoat chét, ham lugng Dang bao ché S6 ding ky
. Cefoperazon (dudi dan | Bétphatiém
8. | Fordamet P ang g in
: ' Cefoperazon natri) 1g bap,;izzrklltmh VN-19495-15

5. Co sé dang ky thubc: Merck Export GmbH (d&/c: Frankfurter Strafie 250, 64293
Darmstadt, Germany ).

5.1.Co s& san xuft thubc: Merck KGaA (d/c: Frankfurter Strasse, 250 64293,

Darfpstddt, Germany); Co s& dong gbi: Merck KGaA & Co. Werk Spittal (d/c:
Hoesslgasse 20, 9800 Spittal/Drau- Austria) !

| -
ST’l; Tén thudc Hoat chit, ham lugng - Dang bao ché S6 diang ky
A Bisoprolo! fumarat 5 mg;. A
9., Igl‘;dg‘;g 5o Hydrochlorothiazid | " o bao | yN-18561-14
" =T 6,25mg ' P
B Bisoprolol fumarat ;
- 7| Lodoz 2,5mg; 'l Vién nén bao
10 | 5 5mg/62smg | Hydrochlorothiazid '} Phim VN-18560-14
. 6,25mg )
E Bisoprolol fumarat |
" | Lodoz 10mg; ‘| Vién nén bao
L1 Jomg/6,25mg Hydrochlorothiazid ' phim VN-18559-14
i 6,25mg ‘

6. Clc'_i' s& dang ky thude: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F., Lee Garden
Two, 1“28 Yun Ping Road, Causeway Bay, Hong Kong ).

6.1.Co s& san xuat thude: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, UK).

STT Tén thube Hoat chit, ham lwgng " Dang bao ché Sé dang ky ‘
: : | Vién nén bao
12.1 | Zocor 20mg Simvastatin 20mg phim VN-20813-17

6.2. Co sb san xulit thude: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, United Kingdom), Co s& déng gdi va xuét
xwéng: PT Merck Sharp Dohme Pharma Tbk. (d/c: JI. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawwa Timur, Indonesia). |

ST’I_’, Tén thube Hoat chit, ham lugng | Dang bao ché S6 dang ky

13.7| Zocor 20mg Simvastatin 20mg Vién nen bao
phim

1
[

VN-19264-15

Vién nén bao

14.:| Zocor 10mg Simvastatin 10mg

[T |

phim VN-19263-15 J




15. | Renitec Smg Enalapril maleat Smg Vién nén VN-19708-16

7. Co sé didng ky thudc: Harbin Pharmaceutical Group Co., Ltd. General Pharm.
Factory (d/c: No. 109, Xuefu Road, Nangang Dist., Harbin 150086, China ).
7.1.Co s& san xuat thudc: Shanxi Xinyitong Pharmaceutical Co., Ltd (d/c: No. 11

Huitong Road, Jinzhong, Shanxi, P.R.China).

STT Tén thubc Hoat chét, ham lwgng | Dang bao ché $6 diing ky

Amoxicilin (dudi dang
Amoxicilin trihydrate)
500mg;

Acid clavulanic (dudi
dang Clavulanate
potassium) 125mg

Vién nén bao

) VN-19179-15
phim

16. | Ammoclone

8. Co s& diing ky thudc: II-Yang Pharm Co., Ltd (d/c: (Hagal-dong), 110, Hagal-ro,
Giheung-gu Yongin-si, Gyeonggi-do, Korea ).

8.1.Co s& san xuit thudc: Jiangsu Sihuan Bioengineering Co., Ltd. (d/c: No. 10
Dingshan Road Binjiang Development Zone, Jiangyin, Yixing, Jiangsu, China).

STT Tén thube Hoat chit, ham lwong | Dang bao ché S6 ding ky
Dung dich
17. | Penemi Paracetamol 1g/100ml truyén tinh VN-16695-13
mach

9. Co sé& diing ky thudc: Pfizer (Thailand) Ltd. (d/c: Floor 36, 37 United
Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thailand ).

9.1.Co s& san xuét thudc: Hospira healthcare India Pvt .Ltd (@/c: Plot Nos B
BI1-Bl4, B21-B23 & B31-B33 Sipcot Industrial Park Irungattukottai Sriperumbi
Kancheepuram District 602 105, India). X

STT Tén thude Hoat chit, hAm lugng | Dang bao ché $6 dang ky

Bét pha tiém
DBL Meropenem | Meropenem1000mg o Y- VN

13 for Injectionlg (Meropenem Trihydrate) hodc ;r]l;);;n tinh 1231211
DBL Meropenem Bot pl;a tiém
o Meropenem 500mg - Y-

19. | for Injection . hodc truyén t VN- -
SOOm{g, (Meropenem Trihydrate) odc ma)é;n inh 12313-11

Danh muc gém 03 trang, 19 thudc./.

CUC TRUONG
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