UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Poc 14p — Tw do — Hanh phic

sé: 4448 ISYT-NVD Péng Nai, ngay b thing A nam 2017
V/v rit sb dang ky luu hanh thube
ra khoi danh muc céc thude duoc
cép sb dang ky tai Viét Nam.

Kinh guri:

- Giam doc cac don vi truc thudc So Y té;

VAN BAN BIEN TU - Truéng phong Y € cac huyén, thi xa Long Khénh,

HONG GOl AN BAN Giiy | thanh pho Dién 1oz,

Py

Cdc co s6 ban budn thuoc trén dia ban tinh.

(Sau day goi la cac don vi)

Thue hién Quyét dinh s6 397/QP-QLD ngay 19/9/2017 ciia Cuc Quén Iy Duge- Bo
Y té v& viée rit s6 dang ky luu hanh thudc ra khoi danh muc cac thube duoc cip s6

dang ky tai Viét Nam; Gidm dbc S¢ Y té Pong Nai thong bao:

1. Céc thudc trong danh myc ban hanh kém theo Quyét dinh s6 397/QD-QLD
rgay 19/9/2017 ctia Cuc Quén ly Dugc- B Y € d4 riit s6 dang ky luu hanh thudc ra
khoi danh muc cac thube duoc cép sb ding ky tai Viét Nam, 1y do: Cong ty ding
ky tu nguyén rut sé dang ky luu hanh thudc do khéng ¢6 nhu cau kinh doanh.

2. Giao Trudng Phong Y t cac huyén, thi xd Long Khénh, thanh ph6 Bién
Hoa ¢6 trach nhiém giri théng bao cho cac co so ban 1€, cac co so sir dung thude
ngoai cong lap trén dia ban quan ly biét khéng kinh doanh, sir dung cac thudc néu
trén; kiém tra va giam st cac don vi thuc hién théng bao; xir 1y nhiing co s& vi
pham theo quy dinh hién hanh.

3. Céac don vi khong dirgc mua bén, ton trit, st dung céc thudce trén.

S& Y te s& to chirc gidm sat, kiém tra, cic co sO thuc hién thong bdo nay./.

S4 2 - Phan Pinh Phing, phuong Quang Vinh, thanh phd Bién Hoa, tinh Dong Nai
PT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




( Dinh kém Quyét dinh s6 397/0D-QLD ngay 19/9/2017 cua Cuc Qudn Iy Duge- Bo ¥ té

vé danh muc thuée rit sé dang ky)

Noi nhan: KT. GIAM POC

- Nhu trén; PHO GIAM DOC.
- BGD SYT (bao céo); . e

- Phong PC15 Céng an Déng Nai;
- Chi Cuc QLTT Pdng Nai;

- BVDK Cao su Dong Nai;

- Bv tim than TW2

- TTKN, Thanh tra S&, P. QLHN;
- Trung tdm TT-GDSK;

- Website S& Y t& Pong Nai

- Luu: VT, NVD.

an Huy Anh Vii

S& 2 - Phan Dinh Phung, phuong Quang Vinh, thanh phd Bién Hoa, tinh Dong Nai
DT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Pic lip - Ty do - Hanh phic
S6: 393 /QP-QLD Ha N&i, ngay ¢ thing g ndm 2017
QUYET DINH |

V& Viéc Fut s6 di3ng ky Iuu hanh thubc ra khéi danh muc cdc thubce
dwgc cip sé ding ky luu hanh tai Vigt Nam

CUC TRUONG CUC QUAN LY DUQC
Céan ctr Ludt Dugce ngiy 06 thang 04 ndm 2016; ’

Cén ctr Nghi dinh sb 75/2017/ND-CP ngay 20 thang 6 nim 2017 ciia Chinh
Iihﬁ quy dinh chitc ning, nhiém vy, quyén han va co ga“}_x t chirc ciia BoY té

Cén ctt Quyét dinh sb 386 1/QD-BYT ngay 30/9/2013 cua B trudng BoY
té quy dinh chirc ndng, nhiém vu, quyén han va co cdu td chitc cua Cuc Quan 1y
dwge thude BO Y té: o

Cén ctt Thong tw sb 44/2014/TT-BYT ngay 25/11/2014 cia By Y té quy
dinh viéc ding ky thuéc; , _
~ Cénct hd so tu nguyén dé nghj rat sb dang ky cia cdc cong ty ding ky
thude; o : ;
| Xét dé nghj clia Truéng phong Phong Dang ky thubc - Cuc Quan 1y Duge,

. QUYKT PINH :

Pidu 1. Rut sé dang ky ctia cac thudc cé tén trong Danh muc c4c thude rat
s6 ding ky ban hanh kém theo Quyét dinh nay.

LY do: Céng ty dang ky tw nguyén rit s ding ky luu hanh thudc do khéng
c6 nhu cu kinh doanh. N '

Diéu 2. Céc cong ty ding k¥, nha sin xuit cac thube néu tai Didu 1 phai c6
tréch nhiém theo d&i, chiu trach nhiém v& chét lugng, an toan, hiéu qui cua thude
trong qud trinh luu hinh cho &én khi hét han dimg cta thude déi véi cac thude da
nghi rit sé ding ky néu trén d& dugc nhip khiu, san xuit trude ngay Quyét dinh
nay co hiéu lyc. ' ‘

Diéu 3. Quyét dinh ndy c6 hidu hyc ké tir ngdy ky ban hanh.

Diéu 4. Gidm d6c S& Y té céc tinh, thanh phd tryc thudc Trung wong, céc
don vi kinh doanh thubc va Gidm déc co 56 c6 thube néu tai Didu 1 chiu trach
nhigm thi hanh Quyét dinh nay, | :

Noi nhin:

- Nhur Digu 4;

- Bd trvéng Nguyén Thi Kim Tién (¢ b/c);

- Cuc Quén Y - BY Quéc phéng, Cuc Y t - B Cong an;
- Cyc Y t€ Giao théng van tdi - B Giao thong vén tii; -
- Tong ouc Hii quan - B Tai chinh, Bao hiém Xa hoi Vigt Negy; &2

- Vu Phip che, Cyc Quan 1y Y, Dugc ¢ truyén, Cuc Quin X Kham,.
chita bgnh, Thanh tra BS Y t4, Vien KN thubc TW, Vien KN P,
HCM; i 4 §c Curd

- Téng Céng ty Duge Viét Nam, Céc Cong ty XNK Dioc phim; ruong Quoc wong
- Cée Bénh vién & Vign c6 giudng bénh truc thude By Y t#; Thir trwéng By Y té
- Website Cuc QLD, Tap chif Duge & My phém-Cuc QLD;

- Luru: VP, Céc Phéng thudc Cuc QLD, BXT(12).




| BO Y TE ' CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC ’ ‘Poc 1ap — Ty do — Hanh phic

DANH MIT("‘

CAC THUOC RUT SO PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh sé 39+ /OD-OLD ngdy 4 thang g ndm 2017)

1. Céng ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F., Caroline Centre,

Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong ).

1.1.Nha sdn xuit: MSD International GmbH (Singapore Branch) (d/c: 70 Tuas
West Drive, 638414, Singapore); Co s& déng goi: Scher,lqg-Plough Labo N.V. (d/c:

Industriepark 30, 2220 Heist-op-den-Berg, Belgium) .

STT Tén thube Hoat chit, Him lugng | Dangbaochd | - S& ding ky

1. | Victrelis Boceprevir 200mg Vién nang ctmg | VN-19710-16

1.2.Nha san xuit: N.V. Organon (dc: Kloosterstraat 6, 5349 AB Oss, The
Netherlands); Co s& déng g6i: Organon (Ireland) Ltd. (@/c: P.O Box 2857, Drynam
Road, Swords, Co. Dublin, Ireland).

STT Tén thuéc Hoat chit, Him lwgng | Dang bao ché S6 ding ky
Etonogestrel 11,7mg/1
. vong dat; ‘I Vong dit dm : )
2. | Nuvaring Ethinylestradiol 2,7mg/ 1 dao VN-16839-13
vong dat

2. Cong ty déing ky: Merck Sharp & Dohme (Asia) Ltd. (d/c: Flat/RM 1401 A&B
14/F & 27/F., Caroline Centre, 28 Yun Ping Road, Causeway Bay, Hong Kong ).
2.1.Nha sén xuit: Merck sharp & Dohme Corp (@/c: 13900 NW 57th Court, Miami

Lakes, Florida 33014, USA).

STT Tén thubc Hoat chit, Him lwgng | Dang bao ché | 56 diing ky
3. | Cedax Ceftibuten 36mg/ml Bétphahon | ' 19554 15
dich udng

3. Cong ty ddng ky: Merck Sharp & Dohme (Asia) Ltd (d/c: 27/F., Caroline Center,

Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong ).
3.1.Nha sin xuit: Vetter Pharma- Fertigung GmbH & Co. KG (d/c: Mooswiesen

2, 88214 Ravensburg, Germany); Co s& d6éng géi: Organon (Ireland) Ltd. (d@/c:
Drynam road, Swords, Co.Dublin, Ireland).

STT Tén thube Hoat chit, Him lwegng | Dang bao ché $6 dang ky




Follitropin beta
900 IU/1,08 ml

4. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (d/c: Flat/RM 1401 A&B
14/F & 27/F., C oline Center, 28 Yun Ping Road, Causeway Bay, Hong Kong ).

QLSP-0787-14

4.1.Nha san xumsﬂmmengmmﬁMMﬁ%
South Avenue 6, 63 7766, Singapore), CO s& déng goi: Merck Sharp 0
(Australia) Pty. Ltd (d/c: 54-68 Ferndell Street, South. Granville, N.S.W.21 42

Australia). _
-m Hoat chét, Ham lugng Dang bio ché S6 ding ky

STT

4.2.Nha san xuat: PT. Merck Sharp Dohme Pharma Tbk (d/c: JI Raya Pandaan
Km48, Pandaan, Pasuruan, Jawa Timur, Indonesia).

Hoat chit, HAm lugng Dang bao ché S6 dang ky
n Celestone Tablet Betamethason Smg Vién nén m

5. Cong ty dang ky: 1 Hwa Co., Ltd. (d/c: 437, Sutaek-dong, Guri-shi, Kyonggi-do,
Korea )- : o

5.1.Nha san xuht: Theragen Etex Co., Ltd (d/c: 649-1, Choji-Dong, Danwon-gu,
Ansan-Si, Gyeonggi-Do, Korea).

STT m Hoat chit, Ham lwong Dang bao ché S6 diang ky
Peptiose injection Piracetam 1000mg/5ml Dung dich tiém m

52 Nha san xuit: Theragen Etex Co., Ltd (d/c: 58, Sandan-ro 68 Beon-gil, Danwon-
gu, Ansan-si, Gyeonggi-Do, Korea).

Tén thube Hoat chit, Ham hrong Dang bao ché Sé dang ky
u lisolu Injection Dung dich tiém | VN-19479-15

6. Cong ty dang Kky: GlaxoSmithKline Pte., Ltd. (@/c: 150 Beach Road, # 21-00
Gateway West, Singapore 189720, Singapore ).

6.1.Nha san xuat: Agila Sspecialties pvt. itd. (d/c: 194, Plot No. 284-B/1,
Bommasandra-Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore-560105,
India).




STT Tén thudc Hoat chit, Him lugng | Dang bao ché S6 ding ky
. Vancomyein 1000mg/lo | Botdong kho |
9. Yancomycm GSK (duéi dang Vancomycin dé pha truyén VN-16768-13-
& hydrochloride) finh mach

6.2.Nha sin xuit: Dr. Reddys Laboratories Ltd. (d@/c: Survey No. 41, Bachupally
Village, Qutubullapur Mandal, Ranga Reddy District, Andhra Pradesh, India).

STT Tén thudc Hoat chét, Him lwgng | Dang bao ché S6 ding ky
| Clopidogrel 75mg (du6i .
10. | Gridokline dang clopidogrel bisulfat Vien Ef; bao VN-17960-14
Forml 97,875mg) P

7. Cong ty ding ky: F.Hoffmann-La Roche Ltd. (d/c:

4070 Basel - Thuy Sy, Switzerland ).

7.1.Nha san xudt: Catalent Belgium SA (d/c: D/c: Font Saint Landry 10, 1120

Ty

Grenzdcherstrasse 124, CH-

Brussels - Belgium); Co s& déng géi: F. Hoffmann-La Roche Ltd (B/c: Wurmisweg
CH-4303 Kaiseraugst — Thuy Sy, Belgium).

STT Tén thube Hoat chét, Ham lwgng | Dang bio ché Sé ddng ky
Dung dich tiém
PEGASYS Peginterferon alfa-2a déng trong bom s

H. 180 meg/0,5ml tiém ty dong | QSEBO4-1S
. ‘Dung dich tiém

12, PEGASYS Peginterferon alfa-2a d6ng trong borm QLSP-863-15

135 meg/0,5ml o R
tiém tu ddng

79 Nha sin xudt: Roche Diagnostics GmbH (d/c: Sandhofer Str. 116 68305

Mannheim, Germany).

STT Tén thude Hoat chit, Ham lwgng | Dang bao ché Sé ding ky
RECORMON Epoetin beta 10000 L
13. 10/0.6 mi Dung dich tiém QLSP-820-14

73 Nha sin xuit: F.Hoffmann-La Roche Ltd. (d/c. Wurmisweg, 4303 Kaiseraugst,

Switzerland).
STT Tén thudc Hoat chit, Ham lrgng | Dang bao ché Sé dang ky
14, §3cephin 25008 | Cofriaxone 250mg Thuét‘;?@t pha | yN.17037-13
V. em
5. | Ropegra f:ﬁzfmn alfa-22 180 | 0o dich tigm | QLSP-1009-17




7.4.Nha san xuit: F. Hoffmann-La Roche Ltd (d/c: 124-Grenzacherstrasse, CH-

4070 Basel, Thuy Sy).

STT Tén thudc Hoat chit, Him lvgng | Dang bao ché S6 ding ky
Roferon-Ac Interferon-alpha 2a et
16. 3 MIU/0,5ml Dung dichfiem QLSP-0722-13

8. Cong ty ding ky: Hawon Pharmaceutical Corporation (d/c: 312, Nonhyeon-ro,

Gangnam-gu, Seoul, Korea)

A

8.1.Nha san xuat: Theragen

Ansan-si, Gyeonggi-Do, Korea).

Etex Co., Ltd (d/c: 649-1, Choji-Dong, Danwon-gu,

STT|  Tén thude Hoat chit, Ham lrgng | Dang bio ché s6 dang ky
. Cefuroxime 750mg (duéi
17, f‘f"cf”ﬁm‘me dang Cefuroxime Botphatiém | VN-17928-14
jection :
sodium)

9. Céng ty ding ky: Céng ty ¢ phin dwgc pham Trudng Tho (d/c: 93 Link Lang,

Ba Dinh, Ha Néi, Viét Nam ).
9.1.Nha san xuit: Céng ty co

N3, KCN Hoa Xa, TP. Nam Dinh, tinh Nam Dinh, Viét Nam).

5 phin dwgc phim Truwong Tho (d/c: Lo Ml, duong

STT Tén thube Hoat chit, Ham lwgng | Dang bao ché S6 dang ky
. Sildenafil 50 mg (duéi . Vién nén bao
18. | Sexapil dang Sidenafil citrat) phim VD-24882-16

10. Cong ty dang ky: Harbin Pharmaceutical Group Co., Ltd General Pharm. -
(@/c: 109 Xuefi road, Nangang Dist, Harnin 150086,

10.1. Nha san xuit: New Gene Pharm Inc. (d/c:

Jellabuk-do, Republic of Korea, Korea).

China).

117, Seokam-ro 9-gil, Iksan-si,

STT Tén thudc Hoat chit, Him lwgng | Dang bao ché S6 ding ky
Newgengenetil Netilmicin Sulfate tuong _
19, | oWEenE duong Netilmicin 100 Dung dich tiém | VN-19573-16 -
Inj.
mg/2 ml

11. Cong ty dang ky: Binmex Co., Ltd. (d/c: 480-2, Jangrim-dong, Saha-gu, Busan.,

Korea).

11.1. Nha san xuét: Dae Han New Pharm Co., Ltd. (dfc:

Hyangnam-Eup, Hwasong-City, Kyonggi-Do, Korea).

# 904-3, Sangshin-Ri,

STT Tén thudc

Hoat chét, Ham lugng

Dang bao ché

S6 dang ky




20.

Newcerixone Inj.
lg

Cefiriaxone 1g
(Ceftriaxone Sodum)

Thubc bt pha
tiém -

VN-8459-09

11.2. Nha sian xuidt: Theragen Etex Co., Ltd (d/c: 649-1, Choji—Dbng, Danwon-gu,

Ansan-si, Gyeonggi-Do, Korea).

STT|  Tén thudc Hoat chit, Him Iwgng | Dangbao ché S6 diing ky
Neomycin Sulfat;
Nystatin; Polymyxin B

Etexvalix Vaginal Sulfat Moi vién chira: Vién nang mém
21, Soft Capsule Neomycin 350001U; &5t 4m dao VN-9013-09
- -apse Nystatin 100.000IU; e
Polymyxin B sulfat i
350001U
2. ]538%’;?;’“ ®aP- | Cefadroxil 500mg Vién nang VN-5860-08

11.3. Nha san xudt: Union Korea Pharm. Co., Ltd. (d/c: 5-9, Bangye-ri, Moonmak-
eup, Wonju-si, Gangwondo Korea)

STT Tén thufc ﬁg@t @,,at, Ham lwgng | Dang bao ché S6 ding ky
23, | Newsinkorek soft | Cao Ginlgo biloba Viennang mém | VN-4178-07
cap. 40mg

12. Céng ty dang ky Bayer (South East Asia) Pte Ltd. (d@/c: 63 Chulia # 14-00,
Singapore (049514), Singapore ).
Nha sin xuit: Bayer Weimar GmbH und Co. KG (d/c: Dobereinerstrasse
20, 99427 Weimar, Germany).

12.1.

STT

Tén thuc

Hoat chit, Him luwgng

Dang bio ché

S6 ding ky

24,

Qlaira

2 vién nén vang tham,
mai vién chira estradiol
valerate 3 mg; 5 vién nén
d6 vira, mdi vién chira
estradiol valerate 2mg va
dienogest 2 mg; 17 vién
nén mau vang nhat, mi
vién chira 2 mg estradiol
valerate va 3 mg
dienogest; 2 vién nén
maiu do thim, mbi vién
chira 1 mg estradiol
valerate; 2 vién nén
khéng chira hormon mau
tring

vién nén bao
phim

VN2-437-15




~y .
am

12.2. Nha san xuit: PT. Merck Sharp Dohme Pharma Tbk (d/c: JI Raya Pandaan
Km48, Pandaan, Pasuruan, Jawa Timur, Indonesia).
STT Tén thude Hoat chit, Him lwgng | Dangbaoché | S0 dingky,
Y oem-hAalLnocoaii
25. | Elomet Mometason Furoat 0,1% | ”c‘l'; eV VN-19271-15
13. Cong ty ding ky: Delorbis Pharmaceuticals Ltd. (d/c: 17 Athinon Street, Ergates
Industrial Area, 2643 Ergates, P.O. Box 28629, 2081, Lefkosia, Cyprus). '
13.1. Nha san xuat: Delorbis Pharmaceuticals Ltd. (d/c: 17 Athinon Street, Ergates
Industrial Area, 2643 Ergates, P.O.Box 28629, 2081 Lefkosia, Cyprus).
STT Tén thubc Hoat chat, Ham lwgng Dalig ‘bao ché S6 dang ky
26. Melgez 7.5mg Meloxicam 7,5 mg Vién nén VN-18492-14
tablets

Danh muc gbm 06 trang 26 thudc./.

- ' A 3
Truong Quoc Cudng
Thit trudng Bé Y té
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