
UBND TiNH DONG NAI CQNG HOA xA HQI CHU NGHiA VI¥T NAMsa Y TE DQc I~p - Tlf do - H~nh phuc

sf>:~11 /SYT-NVD, Dfmg Nai, ngaycl-J-- thang OL nam 2013
VIv rut so dang ky hru hanh thuoc (1
ra khoi danh muc cac thuoc duoc
dp s6 dang ky taiVi~t Nam.

Kinh giri:
_Giam d6c cac don vi true thuoc Sa Y t@;
_Twang phong Y t@cac huyen, thi xa Long Khanh,
thanh ph6 Bien Hoa;

_Cac co sa ban buon thuoc tren dia ban tinh.
(Sau day goi la cac don vi)

Thirc hi~nQuy@tdinhs6411QD-QLDngay 16/0112018 cua C\lCQuan 1yDuoc- BQ
Y t@v@viec rut s6 dang ky hru hanh thuoc ra khoi danh muc cac thuoc duoc c~p
s6 dang ky tai Viet Nam; Giam d6c Sa Y t@Dang Nai thong bao:

1. Rut s6 dang ky cua cac thuoc co ten trong Danh muc cac thuoc duoc
c~p s6 dang kY 1uu hanh tai Viet Nam ban hanh kern thea Quyet dinh s6 411QD
QLD ngay 16/0112018 cua C\lCQuan 1yDuoc . Do co sa dang ky thu6c t\1'nguy~n rut
s6 dang ky 1uu hanh do khong co nhu cfiu kinh doanh.

2. Giao Truang Phong Y t@cac huy~n, thi xa Long Khanh, thanh ph6
Bien Hoa co trach nhi~m gui thong bao cho cac co sa ban Ie, cac co sa su d\lng
thu6c ngoai cong l~p tren dia ban quan 1ybi@tngung kinh doanh, su d\lng thu6c
tren tren; kiSm tra va giam sat cac don vi th\1'chi~n thong bao; xu 1ynhUng co sa
vi ph~m thea quy dinh hi~n hanh.

3. Cac don vi khong duQ'cmua ban, tan tm, su d\lng thu6c tren.

Sa Y t@thong bao dS cac don vi bi@tva th\1'Chi~n./.

( Dinh kern Quydt dinh s641IQD-QLD ngay 1610112018cUa C~ Quinz If;Dur;lc- B(J Y td)
NlIi nh~n: KT. GIAM DOC
_Nhutren; PHO GIAM DO(\/
- BGD SYT Cbaocao);
_Phong PC1SCong an D6ng Nai;
_Chi C\lCQLTT D6ng Nai;
_BVDK Cao su D6ngNai;
- Bv tam thAnTW2
_TTKN, Thanh tra Sa, P. QLHN;
- Trung tam TT-GOSK;
_Website SaY t~D6ng Nai ;
- LUll:VT, NVO.

S62 _Phan Dinh PhUng,phuOngQuang Vinh, thanh ph6 Bien Hoa, tinh D6ng Nai
DT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnaLgov.vn,Website: syt.dongnai.gov.vn
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BOYTE
CI)C QuAN LY DU'QC

S6 : 4- A IQB-QLD

CONG HoA xA HOI CHU NGHiA VI~T NAM
Dqc I,p - Tl}" do - H,nh phuc

Ha Nt;5i,ngav It thang n ndm 2018

QUYETDJNH
V~ vj~c nit s6 (tan~ ky luu hanh thu3c ra khOi danh muc cac thu6c

dlfQ'c cap sAdang ky luu hanb ttli Vi~t Nam

CVC TRU'ONG CI)C QUAN LV DU'QC

Can ClI Luat DUQ"en~ay 06 thang 04 nam 2016;
Can cir Nghi dinh so 75/20171ND-CP ngay 20 thang 6 nam 2017 cua Chinh phu

quy dinh chuc nang, nhiem \1\1, quyen han va eo du t6 chirc cua BQ Y t~;
Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua B(> tnroug BQ Y t8 quy

dinh chirc nang, nhiern vu, quyen han va eo du t6 clnrc cua C\1CQUlin ly duoc thuoc B(>
Yta' ,

Can cu Thong tu 56 44/2014m-BYT ngay 25/11/2014 cua B(>Y ta quy dinh vi¢e
dang ky thuoc;

Can cu h6 so tv nguyen d6 nghi rut s6 dang ky cua cac CO" so dang ky thuoc;
Xet d6 nghi cua Truong phong Phong Dang ky thu6e - Cue Quan ly Dugc,

QUYETDJNH:

Di~u 1. Rut s6 dang ky eua cae thu6c co ten trong Danh m\1ecac thu6e rut s5 dang
ky ban himh kern thea Quy~t dinh nay.

Ly do: Co so dang ky thu5c tv nguy~n rut s6 dang ky lUll hcll1hthu6c do khong co
nhu du kinh doanh.

DI~u 2. Cae co so dang ky thu6e, nM san xu~t cae thu6e nell t~i Di6u 1 pMi co
traeh nhi~m thea doi, ehi,! traeh ~i~m v6 ehAt lugng~ an ~oim,hi~u qu~ eua, thu6e tron~
qua trinh lUll Mnh eho den khi bet h~n dung cua thuGe d6i vm eae thu6e de ngh! rut s6
(tang ky neu tren da duge sim xuit, nh~p khAutru6e ngay Quyat dinh nay eo hi~u h,rc.

Di~u 3. Quy6t dinh nay co hi~u h,rek~ ill ngay ky ban hanh.
Di~u 4. Giam d6e S6 Y t6, cae co so kinb doanh duge va Giam d5c CO" so eo thu6c

neu t~iDi6u 1 chiu trach nhi~m thi hanh Quy~t dinh nay.!. /

Noi "h~n:
- Nhu f)i~u 4;
- Be>tru6ng Nguy~n Thi Kim Tien (d~ b/e);
- C\le Quan Y - Be>Qu6e phimg, Cue Y t~-BQCong an;
- C\le Y t~ Giao thOngv~n tai - BQGiao thOngv~n tai;
- T6ng cue Hai quan - BQTai chinh, Bao hi~mXii hQiVi¢t
- V\I Phap chS, C1,1cQuan ly Y, Dmle c6 tmy6n, C\lC
Thanh tra BQ,Vi~n KN thu6e TW, Vi~n 1.(;'1 thu6e TP.
- Tbng C6ng ty Duc;1cVi~t Nam - Cong ty e6 phftn, Cae Conn"'_,",~
XNK Duge phAm;
- Cae B~nh vi~n &Vi~n co giucmg b~nh tIVC thuQcBQ;
-Website e\lc QLD, T\lp chi Dugc &My ph~m-C\lcQLD;
- L\lU:VT, Cae Ph6ng thuQcC\le QLD, BKT(12).

.,--_••.._.-._----/'.,._---
flfO'ng Quae ClfO'ng
Th(r trU'(Yng B9 Y t~
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BOYTE
Cl)C QUAN LY mroc CONG HOA xA. HOI CHU NGHIA VI~T NAM

BQc l~p - Tl! do - Hanh phuc

DANHM\JC
cAc THVOC RUT SO DANG KY LU"UHANH T~l VI~T NAM

(Ban hanh kem thea QUYft dinh s6 4,1 IQD-QLD ngaY).6 thimgtl nam 2018)

1. CO' sO'dang ky thu6c: CO'sO'd~t gia cong: Cong ty C6 phin DlfQ'C ph~m Sanofl
Synthelabo Vi~t Nam (die: 10 Ham Nghi, QUtJ,nI, TP. lI6 Chi Minh, Vi?t Nam ).
1.1.CO' s(ysap xuit thu6c: Coos(y nb~n gia cong: Cong ty TNHH Pierre Fabre Vi~t
Nam (die: So I, duong 4 A, Khu cong nghiep Bien Hoa 2, Dong Nai, Viet Nam).

I
-_

STT Ten tbuAc Hoat cbM, Ham hl'Q"ng Dang bao cb~ s6 dang ky
M6i 6ml chua:
Eucalyptol 21OOmg;

1. DAugio kim Menthol 2340mg; Methyl Dfrugio GC-242-15
salicylat 258mg;
Cam~hor lO2mg

2. CO' sO'dang ky thuAc: F. Hoffmann-La Roche Ltd (die: I24-Grenzacherstrasse,
CH-4070 Basel, Switzerland).
2.1. CO' s(y san xuAt tbuAc: Roche Diagnostics GmbH (die: Sandhoferstrasse 116,
68305 Mannheim, Germany).

STT Ten thuAc Hoat chit, Ham IlfQ'ng Dang bao ch€ sAdang ky J
Mircera Methoxy polyethylene !

I2. glycol-epoetin beta- Dung dich tiem QLSP-0723-13 I
i 75mcglO,3ml

2.2. Co' sO'san xuit thu6c: F. Hoffmann-La Roche Ltd. (die: Grenzacherstrasse 124,
4070 Basel, Switzerland).

STT Ten thuAc Hogt chit, Ham Ilf(,mg I Dang bao ch~ sA dang ky J
Pcginterferon alfa-2a 135 I D di h 1" ;

3. PEGASYS QLSP-I008-17 iglO5 1 lung !C rem ,mc , m i _._--_._.,_-,,-

I
4. PEGASYS Peginterferon alfa 2a 180 J ... QLSP-956-16mcglO,Sml Dung dich hem

......-~.---. ____ ......_H."..........._..__~~ ._-_.. ""-_•.._ ........._- ,.__ ..._ ...__ .__ ._.._ .._.

2.3. CO' s(y san xuit thn6c: F.Hoffmann-La Roche Ltd (die: Grenzacherstrasse 124,
CH-4070 Basel, Switzerland); Co' sO'dong goi th"" dp: F.Hoffmann-La Roche Ltd.
(Die: Wurmisweg, CH-4303 Kaiseraugst, Switzerland).
---.- -.- ..-...~--.-.-,,-"-- ..._.._...._....-r-._

STT Ten thu8c ~ - D,ng bao ch~ 86 dang kyHOl!tchat, Ham 1U"Q"ng

Dungdi~hd~
5. Avastin Bevacizumab 400 d?c de pha QLSP 925 16mg/l6m1400 mgll6ml dung dich ticm

._---_._ ..._-._ ..•--- -_. tnlY~n
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I Dung dich d~m
..--...--.........--..........-.---............-..-----

Bevacizumab 100

I
6. Avastin mg/4ml d?c d~ pha QLSP-924-16dung dich tiem

_. h~!:_lySn

2.4. Or s<rsan xuilt thu8c: Geuentech Inc. (ilk. 1 DNA Way, South Sail Francisco, CA
94080, USA; CO' sO'dong goi thu- cAp: F. Hoffmann-La Roche Ltd. (die: Wurmisweg,
CH-4303 Kaiseraugst, SWitzerland)

STT Ten thu6c Hoat chit, Ham IU'Q'ng Dang bao cb~ s6 dang ky
Dung dich d~m

7. Avastin Bevacizumab 100 mg/4 O?Cd~ pha QLSP-I049-17ml dung dich tiem
- _ .. tn'!yen ---

2.5. CO' so' san xuAt thu6c: Chugai Pharma Manufacturing Co., Ltd. (die: 16-3,
Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, Japan).

Ten thu6c

8.
!IActemra

Ho~t chAt, Ham lU'Q'ng D~ng bao ch~
Dung dich d~m
d?c d~ tiem VN-16756-13

truyen 1 .._.__------------~----~----~--

S6 dang ky

Tocilizumab 80mg/4ml

2.6. CO' sO'san xuAt thuAc: F.Hoffmann-La Roche Ltd. (die: 124 Grenzacherstrasse,
CH-4070 Basel, Switzerland).

_ ..__.__ .__ .._.__ , ._ ......._._ .._._ ........ -_
STT Ten thu6c Hoat chit, Ham IU''lng Dang bao ch~ 86 dang ky
9. Tamiflu Oseltamivir phosphate Vien nang cirng VN-164W~-1i75mg -~-.- _ .............-..-
2.7. CO' sO'san xuAt tbu6c: Roche S.p.A (die: Via Morelli 2 - 20090, Segrate, Milan,
Italy).

.,,-...- -
STT Ten thu6c Ho~t chit, Hit

10. Tamiflu Oseltamivir phos
......... 45mg

."

11. Tamiflu Oseltamivir phos
30mg

m IU'qng
phate

I D~ng~~_aO_Ch€I
I
. Vien nang cirng

86 diingy

VN-16261:

, Vien nang cimg VN-16260-13i ~ _'

2.8. Co' s<r san xu~t thudc: Productos Roche S.A.de C.V (die: Via Isidro Fabela
Nte.1536 B. CP50030 Col.Parque Industrial. Toluca, Mexico).

phate

SIT H
.._--

o~t chllt, Ham IU'Qng Dang bao ch~ 86 dang ky
----

pecitabine 500mg Viennen bao VN-I6258-13phim-_.._ ...._.-

Ten thuac

CaL 12. Xeloda

3. Co' sO'dang ky thuAc: Bayer (South East Asia) Pte, Ltd. (die: 63 Chulia # 14-00,
Singapore (049514), Singapore).
3.]. CO' sO' san xuAt thu6c: Bayer Weimar GmbH und Co., KG (die:
Dobereinerstrasse 20, lJ99427 Weimar, Germanv).

2
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STT I ._----------- _ ..._._-------_ ..__ ._ ..._-
Ten thu6c Hoat chiit, Ham hrqug Dang bao ch~ Sa dang ky

13. IAndrocur .._-_ .........._._ ..._
Cyproterone acetate 50

Vien nen VN-19564-16mg

3.2. CO'sO'san xuit thu&c: Berlimed S.A. (tile: Poligono Industrial Santa Rosa Sin, E-
28806Alcala de Henares, Madrid, Spain) .

..

STT Ten thuc}c Hoat chit, Ham IU'qug Dang bao ch~ se dang ky
.....•• •.-------- ..~-. _,_-_".", .._-

14. Ventavis Iloprost O,Olmg/ml Dung dich
VN-19795-16thu6c dang hit _._ .......

3.3. CO' sO' san xu§t thu6c: Delpharm Lille SAS (die: Z.1 de Roubaix-Est .. Rue de
ToufJlers, 59390 Lys-Lez-Lannoy, France).

ISTT
.

ITen thu6c Hoat chit, Ham hreng Dang bao ch~ s6 dang ky
I - 1---.....-.----- -

I
I 15. Androcur Cyproteron acetate 50mg Vien nen VN-I8165-14I ,,

......_...--1

4. CO'sO'dang ky thuac: Cong ty c6 ph§n DU'Q'cpham OPV (d/c: La 27, Duong 3A,
KCN Bien Hoa II, Phuong An Binh, thanh ph6 Bien Hoa, tinb D6ng Nai, Virl Nam ).
4.1. CO'sO'san xuit thu6c: Cong ty c6 phin DU'Q'cphdm OPV (die: S6 27, Duong 3A,
KCN Bien Hoa II, Phuong An Binh, thanh ph6 Bien Hoa, tinh D6ng Nat, Vi?tNam).

STT Ten thu6c I Hoar chit, Ham hreng I Dang bao ch~ I S6 dang ky
16. Asmolex 80 I Sotalol hydroclorid 80mg I Vien nen !

VD-26218-17I_i_:..............._.........................._._._ I "-_ ..,.__ ..,.._
5. CO'sO'dang ky thuAc: C6ng ty TNHH DU'Q'cphAm Minh tri (tile: 36 ViiHuy Tein,
Phuong 3, Q.Binh Thanh, TP. H6 ChiMinh, Vi?tNam ).
5.1. CO' sO' san xuit thu6c: Huons Co. Ltd (tile: JOo, Bio valley-I'D, Jecheon-si,
Chungcheonbuk-do, Korea).

._.

SIT Ten thu6c Ho~t chit, HamlU'Q'ng D~ng bao ch~ s6 dang
" "".__ ._. ---- ..

17. Bivonfort Bromhexin HCL
Dung dich tiem VN-J909Injection 4l11g/2ml ~]

6. CO' sO'dang ky thu6c: GlaxoSmithKline Pte., Ltd. (die: 150 Beach Road, # 21-00
Gateway West, Singapore 189720, Singapore).
6.1. CO' sO' san xuit thu3c: Glaxo Operations UK Limited (tile: Harmire Road,
Barnard Castle, County Durham, DLl2 8DT, UK).

STT Ten thu6c Ho~t chftt, Ham hrQ'ng D~ng bao ch~ I s6 dang ky
""..,""._-_ ..

Clindamycin (duui d~llg
Clindamycin phosphat)

18. I Duac Once Daily 1% (kllkl); Anhydrous Gel VN-19962-16Gel Benzoyl Peroxide (duui
d'imgHydrous Benzoyl

iPeroxide) 5% i "".".-...._.,........_--_._--_._ ........,..__j
3
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7. CO'sO'dang ky thu8c: Merck Sharp & Dohme (Asia) Ltd (die: FlatlRM 1401A&B
14IF & 271F, Caroline Centre, 28 fun Ping Road, Causeway Bay, Hong Kong).
7.1.CO' sO'san xu~t thll6c: MSn International GmbH (Singapore Branch) (d/c: 60
Tuas West Drive Singapore 638413 - Singapore); CO' sO' dong goi thlf cAp va xu§t
xlfO'ng: Schering-Plough Labo N.V.(Dk: Industriepark 30, 2220 Heist-op-den-Berg,
Belgium)

SIT Ten thu&e Ho~t eMit, Ham hreng Dang bao cb~ S6 dang ky 1
-.

rferon alfa-2b BQtdong kbo
10,5ml pha tiem QLSP-873-15

-_...•_.__. ................. ................................................_-
rferon alfa-2b B9t dong kbO
!0,5ml pha tiem QLSP-874-15

_.. . ........_- ._•..._._--_ .•..........•..•..........._
rferon alfa-2b I Bot dong kilo QLSP-872-15

i
T - .,

pha tiem !
______ _L_._ ..._ ...._. L _

PEG-INTRON®
® PeginteI 19'1 CLEARCLICK 50 meg

120. i g:~~~N·:-::;;;;-®-t--p-e-g-ill-te
I 801l1Cg

PEG-INTRO~
2] . CLEARCLICK®

Peginte
100mcg/o.Sml

7.2. CO' sO'san xuAt thu6c: Schering- Plough (Brinny) Company (a/c: Innishannon,
County Cork, Ai-len); Co' sO'dong goi, san xu§t dung moi va xuAt xu'ong: Scherlng
Plough Labo N.V (Dia chi: Industriepark 30, Heist-op-den-Berg, 2220- Belgium).

I

ng ! D~ng bao~.~~-+__ s_. 6_Q_li_n_g_k_y_'__ J
B9t dong kbo
pha tiem

B9t dong kho
.L pha tiem

QLSP-0760- I 3

STT Ten thu3c Heat ehllt, Ham 1U'Q'_ .•...._- !

22. Peg-intron ! Peginterferon alfa-2b
50 meglO,5ml

23. Peg-intron Peginterferon alfa-2b

-.-- 80 n:_~_g!0,5ml

8. CO' sO'dang ky thuBc: Cong ty c6 ph§n duQ'c phdm Euvipharm- Thanh vien t~p
doan F.I.T. (d/c: tip Binh Tidn 2, xii Due Hod ha, Dirc Hod. Long An, Vi¢tNom).
8.1. CO' sO'san xu~t thuBc: ~ong ty eli phin dlfQ'CphAm Euvipharm- Thanh vien t~p
doan F.I.T. (dlc: dp Binh Tien 2, xii EX.c Hod /U;I, Due Hod, Long An, Vi¢t Nam).

STT I ., HOliltch~t, Ham Ilf9'ng
4--------------~I-_---------

D,ng baD chiLsA_~ngkY -:

Cefuroxim 500mg (dum Vien nen bao
dilng Cefuroxim axetil) phimL---L----r-----....L....:,-:"'r-_ _ _:_--' __ "-- __ --'L_ ...0

Danh m\lC g6m 04 trang 24 thu6c.I.

Ten thu6c

24. Eucinat 500 VD-17323-12

I

rU'O"ngQuAe CU'(rng
Tho' trU'(yug B{I Y t~
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