UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Ddc 14p — Tw do — Hanh phic

Sé: %47 ISYT-NV Dong Nai, ngay " théng . nim 2019
Vv thu hdi gidy dang ky Iru hanh
thudc tai Viét Nam

Kinh giri:
- Cac don vi truc thuée S¢Y té;
- Phong Y té céc huyén, Tp. Long Khénh, Tp. Bién Hoa;
- Céc co s0 ban budn thubc trén dia ban tinh.
(Sau déy goi tit 14 cac don vi)

Thyc hién Quyét dinh sé 428/QD-QLD ngay 23/07/2019 cia Cuc Quan ly
Duoc —Bo Y t€ vé viée thu hdi gidy ding ky luu hanh thuée tai Viét Nam; Giam
doc S&'Y t& Péng Nai thong béo:

1.Thu héi gidy ding ky luu hanh ciia cée thude c6 @n trong Danh muc céc
thude duoc cip gidy dang ky Iuu hanh tai Viét Nam theo danh muc ban hanh kém
theo Quyét dinh sé 428/QD-QLD ngay 23/07/2019 cua Cuc Quan ly Duoc.

Ly do: Co's¢ dang ky tu nguyén dé nghj rat sé déng ky luu hanh tai Viét Nam.

2.Co s¢ ding ky thude, nha san xuit cac thude néu tai Piéu 1 Quyét dinh sé
428/QD-QLD ngay 23/07/2019 cta Cuc Quan ly Dugc phai ¢ trach nhiém theo
ddi, chiu trach nhiém vé chét lugng, an toan, hiéu qua cia thube duoc san xuit
trude ngay Quyét dinh 428/QD-QLD ngay 23/07/2019 c¢6 hidu lue, thube nudce
ngoai nhap khau vao Viét Nam hoiic thudc nude ngoai nhip khiu trong trudong hop
duoc giao hang tai cang di cha nude xuit khdu truge ngay Quyét dinh 428/Qb-
QLD ngay 23/07/2019 ¢6 hiéu lye, trong qua trinh luu hanh cho dén khi hét han
dung cta thudc.

3.Giao Trudng Phong Y té céc huyén, Thanh phd Long Khénh, Thanh phé
Bién Hoa c6 trach nhiém giri théng bao cho cac co sd ban 18, cac co sé sit dung
thubc ngoai cdng lap trén dia ban quan ly; kiém tra va giam sat cac co s¢ thuc hién
thong bao; xtr ly nhimg co s& vi pham theo quy dinh hién hanh.

SOY té s& t0 chire giam sat, kiém tra, cac co sd thyc hién théng bao nay./.

S6 2 - Phan Dinh Phiing, phudng Quang Virh, thanh phé Bién Hoa, tinh Péng Nai
DT: (0251) 3942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




(Dinh kém Quyét dinh 56 428/QD-0LD ngay 23/07/2019 ciia Cuc Qudn ly
Duoc—-BéY té;{/

Noi nhén: GIAM POC
- Nhu trén;

- BGD SYT (béo cdo);

- BVDK Cao su Dong Nai;

- TTKN, Thanh tra S¢, P. QLHN; 7
- Trung tim kiém soat bénh tat (CDC) i
- Website S& Y té Pdng Nai; -

~ Chi Cuc QLTT DN; -

- Luu: VT, NVD. kS

Phan Huy Anh Vii

$6 2 - Phan Pinh Phing, phung Quang Vinh, thanh phé Bién Hoa, tinh Péng Nai
DT: (0251) 3942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lip — Tu do — Hanh phic
86 428 1QP-QLD Ha NGi, ngay oz thang 7 ndm 2019
QUYET PINH

Vé viée tho hdi gidly diing ky Ivu hanh thude tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Cin ctr Luat Duge ngay 06 thing 4 nim 2016;
Can ¢t Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh pht quy dinh
chi tiét mot s6 diéu vé bién phap thi hanh Lut duoc:

Can cir Nghi dinh s& 155/2018/ND-CP ngdy 12/11/2018 cha Chinh ph sira
a6i mot sb quy dinh lién quan dén didu kién diu tu kinh doanh thudc pham vi quan
Iy nha nuéc cia Bo Y té;

Canctt Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 n.ua Chinh phi quy dinh
chire niing, nhiém vy, quyan han va co cdu td chirc cia BS Y té;

Cin clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cua B truong Bo Y
té quy dinh viéc ding ky luu hianh thube, nguyén liéu lam thudc;

Cin ci Quyét dinh s8 7868/QD- BYT ngiy 28/1 2/2018 cua B tmorng BoY
té quy dinh chirc nang, nhi€m vy, quyén han va co cdu td chirc cla Cuc Quan ly
dugce thudc B Y t8;

Can ¢ don dé nghj thu hdi gidy dang k¥ hnu hanh thude tai Viét Nam clia cac
co s& dang k¥ thude;

Xeét dé nghi cia Truong phong Phang Png k¥ thude - Cuc Quan 1y Duoc,
QUYLT DINH:

Pidu 1. Thu hoi gidy dang ky luu hanh thudc tai Viét Nam déi voi cae thude
c6 tén trong Danh muyc thudc bj thu hdi gidy ding ky luu hanh tai Viét Nam kém
theo Quyét dinh nay.

Ly do: Co s& dang ky thube tu nguyén & nghi thu hdi gidy ding ky lwu hanh
tal Viét Nam.

Pidu 2. Thude trong nude duge san xuat trrde ngay Quyét dinh nay cé hidu
luc, thube nude ngoai nhip khiu vao Viét Nam hoic thuoc nurée ngoai nhap khiu
trong trudmg hop duoc giao hang tai cang di cia nuge xuat khau truge ngay Quyét
dinh nay co higu e duge phép luu hanh dén hét han dung ciia thube va co s dang
ky thudc, san xuét thube phaz ¢é trach nhiém theo ddi va chiu trach nhiém vé chét
luong, an toan, hiéu qua cla thude trong qua trinh hwu hanh.

Pidu 3. Quyét dinh nay cd hidu lyc k& tir ngay ky ban hanh.
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Diéu 4. Gidm ddc S&' Y 18, cac co sa kinh doanh ducc va Giam déc co s co
thudc néu tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Nei ahgn: CUC TRUONG
- Whu Bridu 4;

- TF. Truong Quée Cudng (dé bic);
- Cye Quin Y - B4 Quéc phong, Cuc Y té-Bé Céng an;
- Cuc Y té Gigo théng vin tii - Ba Giao théng vin tai;

- Vi Phip ché, Cue Quan 1y Y, Duge cd truydn, Cyc Q 1%
KCB. Thanh tra B3, Vién KN thude TW, Vida KN muée‘m’“
HCM; CWEa
- Téng Céng ty Duge Viét Nam — Cong ty cd phin, Cic Cﬁl}‘g;;#;_'h .
ty XK Duge phim; o

- Cie Bénh vién & Vién co giwimyg bénh truc thude Ba;

- Website Cue QLD, Tap chi Duge & My phim-Cuc QLD;

- Luu: VT, Cic Phong thuge Cuc QLD, BKT(i2).
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)Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY bUQC

Poc lip — Tu do — Hanh phike

DANH MUC
Thude thu hdi glay ding ky Ivu hanh tai Viét Nam
(Ban hdnh kém theo Quvét dinh sé 428 /OD-QLD ngay <3 thang 7- nam 2019

cria Cuc truong Cye Qudn Iy Droc)

I. Co s& diing ky thude:

Khodi, quan 4, TP. Hé Chi Mink, Viét Nam ).
I.1.Co sé san xuit thude: Céng ty TNHH Sanofi-Aventis Viét Nam (d/c: 123 Nguyén
Khodi, guén 4, TP. Hé Chi Minh, Viét Nam).

Céng ty TNHH Sanofi-Aventis Viét Nam (d/c: 123 Nauvén

STT Tén thube

Hoat chat, ham luong

Dang bao ché

$6 dang ky

Alimemazin (dudi dang

Vién nén bao

Sorbitol 5g

.| Theralene Alimemazin tartrat) Smg phim VD-23403-15

2. Paracetamol Paracetamo! 500mg Vién nén VD-26617-17
Choay

3. | Sorbitol Moi g6i 5g chira: Thudc bot udng | VD-26618-17

4. | Flagyl 250mg

Metronidazol 250mg

Vién nén bao
phim

VD-23402-15

2. Co s& diing ky thube: (Cong ty dit gia cong): Céng ty TNHH Sanofi-Aventis Viét
Nam (d/c: 123 Ngmen Khodi, qudn 4, TP. Ho Chi Minh, Viét Nam ).

{Cong ty nhin gia cbng): Cong ty C6 phan Duroc phim

2.1.Co s& sin xudit thude:

Sanofi-Synthelabo Viét Nam (d/c. 15/6C Pang Vin Bi-Thi Bue-Tp Hé Chi Minh, Viét

Nam).
STT Tén thude Hoat chit, ham lugng | Dang bao ché S5 dang ky
5. | Phenergan Promethazin 2% Kem bcii ngodi GC-295-18
5. Pwa;?ﬁif;}‘)“o‘ Paracetamol 500mg Vién nén GC-236-15

3. Co sé ddng ky thude: Codng ty Cé ph?in Dugc phim Sanofi-Synthelabo Viét Nam
(d/c: 15/6C Bgng Vin Bi-Thit Pure-Tp H6 Chi Minh, Viét Nam ).
3.1.Co sé san xudt thube: Céngty Ch phau Duge phim Sanofi-Synthelabo Viét Nam

(d/c: 15/6C Ding Van Bi-Thi Pire-Tp Hé Chi Minh, Viét Nam).

STT Tén thube

Hoat chét, ham hrong

Dang bao ché

86 ding ky

7. | Lactacyd BB

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

Thude nude
ding ngoai

VD-21888-14
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4. Co so diing ky thudc: Medochemie Ltd. (d@/c: /-10 Constantinoupoleos Street, 3011

Limassol, Cyprus ).

4.1.Co s& san xuat thude;

Medochemie Ltd. - Factory C (d/c: 2, Michae! Erakleous
Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus).

S1T Tén thude

Hoat chit, ham lugng

Dang bao ché

Sb dang ky

8. Fordamet

Cefoperazon (dudi dang
Cefoperazon natri) 1g

Bot pha tiém
bép, tiém tinh
mach

VN-19495-15

5. Co s& ding ky thubde: Merck Export GmbH (dfe: Frankfurter Strafie 250, 64293

Darmstadt, Germany ).

5.1.Co s6 san xuit thudc: Merck KGaA (d/c Franifurter Strasse, 250 64293
Darmstady, Germany); Co sé déng géi: Merck KGaA & Co. Werk Spittal (@c:
Hoesslgasse 20, 9800 Spittal/Drai- Austria)

SIT Tén thudc Hogt chét, ham lrgng | Dang bao ché $6 dang ky
Bisoprolol fumarat 5 mg; T
g | Lodoz Hydrochlorothiazid Viennénbao g yg561-14
5mgi6,25mg phim
6,25mg
Bisoprolol fumarat
Lodoz 2,5mg; Vién nén bao )
10. 2,5mg/6,25mg Hydrochlorothiazid phim VN-18560-14
6,25mg
Bisoprolol fumarat
Lodoz 10mg; Vién nén bao ) c
') Omg/6,25mg | Hydrochlorothiazid phim VN-18559-14
6,25mg

6. Co s6 dang ky thude: Merck Sharp & Dohme (Asia) Ltd. (d/c; 27/F., Lee Garden

Two. 28 Yun Ping Road, Causeway Bay, Hong Kong ).
6.1.Co s& sin xuit thube: Merck Sharp & Dohme Ltd. (d/c:

Cramlington, Northumberland NE23 3JU, UK).

Shotton Lane,

STT Tén thude

Hoat chit, ham lwong

Dang bio ché

86 ding ky

12. | Zocor 20mg

Simvastatin 20mg

Vién nén bao
phim

VN-20813-17

6.2. Co s& sin xufit thube: Merck Sharp & Dohme Ltd. (#c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, United Kingdom); Co st déng géi va xuit
xudng: PT Merck Sharp Dolune Pharma Tbk. (d/c: JI. Raya Pandaan K 48, Pandaan,
Pasuruan, Jawwa Timur, Indonesia).

STT Tén thubc

Hoat chit, ham hrong

Dang bio che

S6 ding ky

13. | Zocor 20mg

Simvastatin 20mg

Vién nén bao
phim

VN-19264-15

14. | Zocor 0mg

Simvastatin 10mg

Vién nén bao
phim

VN-[9263-15
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15. | Renitec S5mg Enalapril maleat 5mg Vién nén VN-19708-16

7. Co s ding ky thude: Harbin Pharmaceutical Group Co., Ltd. General Pharm.
Factory (d/c: No. 109, Xuefu Road, Nangang Dist., Harbin 150086, China }.

7.1.Co s& san xnit thude: Shanxi Xinyitong Pharmaceutical Co., Ltd (d/c. No. 1]
Huitong Road, Jinzhong, Sharxi, P.R China).

STT Tén thubc Hoat chit, ham lwong | Dang bao ché Sb ding ky

Amoxicilin (dudi dang
Amoxicilin trthydrate)
500mg;

Acid clavulanic (dudi
dang Clavulanate
potassium) 125mg

8. Co sé' diing ky thude: Ii-Yang Pharm Co., Ltd (d/c: (Hagal-dong), 110, Hagal-ro,
Giheung-gu Yongin-si, Gveonggz do, Korea ).

8.1.Co s& sin xuit thude: Jiangsu Sihuan Bicengineering Co., Ltd. (d/c: No. 10
Dingshan Road Binjiang Development Zone, Jiangvin, Yixing, Jiangsu, China).

Vién nén bao

16, | Ammoclone . VN-19179-15
phim

STT Tén thude Hoat chit, ham lugng Dang bao ché Sé dang ky

Dung dich
truyén tinh
mach

9. Co s&v diang ky thube: Pfizer (Thailand) Ltd. (d/: Floor 36, 37 United
Building, 323 Silom Road, Silom, Bangrak. Bangkok 10500, Thailand ).

9.1.Co s& sin xuiit thuée: Hospira healthcare India Pvt .Ltd (d/c: Plot Nos Bidet
BII-Bi4, B21-B23 & B3]-B33 Sipcot Industrial Park lrungatiukottai Srzpeimnbua’zi
Kancheepuram District 602 105, India).

17. | Penemi Paracetamol 1g/100ml VN-16695-13

S \

..ﬁ*

STT Tén thude

Hoat chit, ham lugrg

Dang bao ché

$6 ding ky

Bot pha tiém

500mg

(Meropenem Trihydrate)

1g. | DBL Meropenem | Meropenem]000meg hodc truyén finh | VN-12312-11
for Injectionlg (Meropenem Trihydrate) mach
DBL Meropenem N Bot pfm tiém

19. | for Injection Meropenem 500mg hoc truyén fink | VN-12313-11

mach

Danh myc gém 03 trang, 19 thube./.

CUC TRUONG
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