UBND TINH QUANG NGAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Péoc 1ap - Tw do - Hanh phue
S6:4864 /SYT-NVD Qudng Ngdi, ngay 20 thdng 11 ndm 2014
V/v thue hién Cong van sb

18548/QLD-DK ngay 30/10/2014 cia
Cuc Quan ly Duge -

Kinh guri:
- Céc don vi truc thude S Y té;
- Ban bao vé, cham soc strc khée can bd tinh;
- Céc doanh nghiép kinh doanh thude trén dia ban tinh;
- Phong Y té cac huyén, thanh phé.

Thyc hién Céng vin 56 18548/QLD-DK ngay 30/10/2014 ctia Cyc Quan
Iy Duge vé viée dinh cchinh quyét dinh cdp SDK thudc nude ngodi (¢ danh muc
kém theo Cong vin s6 18548/QLD-DK),

S& Y té théng bao cho cac don vi trong toan tinh biét va yéu cau:
- Céc co s& kham, chita bénh thong bao dén céc bo phén c6 lién quan;

- Céac doanh nghiép kinh doanh thude trén dia ban tinh théng bdo dén cac
co s& kinh doanh thudc truc thude doanh nghiép;

- Phong Y té cac huyén, thanh phd thong béo dén cac co sé-hanh nghé Y,
dugc trén dia ban.

(S¢ Y té Quang Ngdi ¢é dang tai Cong van s 18548/QLD-DK ngay
30/10/2014 cua Cuc Qudn Iy Duge trén Website ctia So @é cac don vi tai xuong
trién khai thuc hién).

S¢ Y té théng bao dé cac dorn vi biét va thuc hién./: ’}L/
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic
86185948 /QLD-DK Ha Néi, ngay 20 thdng A0 niam 2014
V/v dinh chinh quyét dinh cép SDK :

P = thudc nudc ngoai
s v 1€ QUANG NGAI |
L) inh gli: - S&'Y 1€ cac tinh, thanh phé trye thuoe Trung uong;
DEN NZ& DAL 2ud L. - Céac cong ty dang ky c6 thudc duge dinh chinh.

Chuy@n St €ud Quan 1y dugc thong b4o diéu chinh mot s6 noi dung trong cic Quyét
L\tu hé $6 36 uwnmdinh-cdp-sP dang k¥ thudc nudc ngoai nhu sau:

1. Quyét dinh s6 240/QD-QLD ngay 20/8/2010 ciia Cuc truéng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 780 thu6c nuéc ngoai dugc phép luu hanh tai
Viét Nam, dot 69:

1.1. Thue Ocutop, SDK: VN-10088-10, do cong ty TNHH Duoc phém
Réng vang dang ky, do sai sét cia cong ty trong viéc chuén bj t& t6m tit vé sin
phdm nén trong Quyét dinh ghi tén nha san xu4t 13 Ahlcol Parenterals (I) Ltd;
nay dinh chinh tén nha san xuit 14 Ahlcon Parenterals (I) Ltd.

1.2. Thu6c Nutriflex Lipid Peri, SDK: VN-10694-10 va thu6c Nutriflex
Lipid Special, SDK: VN-10696-10, do cong ty B.Braun Medical Industries S/B
dang ky, trong Quyét dinh ghi thanh phdn hoat chat chinh 14 “Cdc acid amin,
glucose va céc chét dién giai”; nay dinh chinh thanh phadn hoat ch4t chinh 12
“Céc acid amin, glucose, lipid va cédc chét dién giai”.

2. Quyét dinh s6 Qb 417/QD-QLD ngay 17/12/2010 ctia Cyc trudng Cuc Quan
ly dugc cong bé 745 tén thude nude ngoai duge phép It hanh tai Viét Nam, dot
70:

2.1. Thudc Lipiget 10mg, SDK: VN-11047-11, thu6c Lipiget 20mg, SDK:
VN-11048-11 do cong ty Getz Pharma (Pvt) Ltd ding k¥, trong Quyét dinh ghi
dang bao ché la vién nén; nay dinh chinh dang bao ché€ 12 vién nén bao phim.

2.2.Thu6c Synvodex, SDK: VN-11635-10 do cong ty Synmedic
Laboratories, India ding k¥, trong Quyét dinh ghi tén thudc 14 Synvodex, nay
dinh chinh tén thuéc 1a Synvodex cream
3. Quyét dinh s6 127/QD-QLD ngay 20/4/2011 ctia Cuc truéng Cuc Quan ly
dugc cong bd 697 thude nuée ngoai duge phép luu hanh tai Viét Nam, dot 72:

3.1. ThuSc Mepraz, SDK: VN-12243-11, do cong ty C6 phin dugc phdm
Ampharco USA diang ky (da phé duyét thay d6i cong ty ding k¥ méi 1a Sanofi-
Aventis Singapore Pte Ltd tai cong van s6 7199/QLD-DK ngay 21/05/2012 cta
Cuc Quan Iy dugc), trong Quyét dinh ghi Quy cach déng géi 1a “Hép 5 vi x 4
vién nang”; nay dinh chinh Quy cich déng g6i 12 “Hép 5 vi x 4 vién nang; Vi
kep 1 vi x 4 vién nang”.

3.2. ThuSc Vinorelbine “Ebewe”, SPK: VN-12434-11 va thu6c
Vinorelbine “Ebewe”, SPDK: VN-12435-11, do cong ty Ebewe Pharma
Ges.m.b.H.Nfg.KG (Austria) ding ky va san xuat, trong Quyét dinh ghi tén
thuée 12 “Vinorelbine “Ebewe” ; nay dinh chinh tén thudc la “Vinorelbin
“Ebewe” .




3.3. Thu6c Choongwaevasol, SDK: VN-12401-11, do Céng ty Choongwae
Pharma Corporation ding Xy, trong Quyét dinh chua dé cap dén thong tin trong
muc hoat chat chinh - ham lugng “Téng ham luong acid amin: 2,5%”; nay b6
sung théng tin muc hoat chét chinh - ham luong 12 “Téng ham luong acid amin:
2,5%".

4. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 cta Cuc trudng Cuc Quan 1y
Dugc céng bé 639 tén thude nudc ngoai duoc phép Iuu hanh tai Viét Nam, dot
73:

4.1. Thudc Monan-MJ 500mg, SDK: VN-12925-11, do cong ty Cong ty C&
phidn Dugc phdm Viét An ddng ky, trong Quyét dinh ghi dia chi nha san xuét 1a
“Plot No. L/7, MIDC Industrial Area, Talija. Dist. Raigad, Navi Mumbai
410208, India”; nay dinh chinh dia chi nha san xuat 1a “Plot No. L/7, MIDC
Industrial Area, Taloja. Dist. Raigad, Navi Mumbai 410208, India”.

4.2. Thubc Kilazo 1g, SPK: VN-12957-11, do cong ty TNHH Binh Viét
Pirc ding k¥, trong Quyét dinh ghi tén nha san xuét 1 Laboratoires Panpharma;
nay dinh chinh tén nha san xut 1a Panpharma.

5. Quyét dinh s6 338/QD-QLD ngay 07/9/2011 clta Cuc truéng Cuc Quan ly
Dugc cong bd 498 tén thudc nudc ngoai duge phép luu hanh tai Viét Nam, dot
74:

5.1.Thu6c DCLOT, SPK: VN-13597-11, do Coéng ty TNHH Dugc phim
Nam Tién dang k¥, trong Quyét dinh ghi tén thudc 1a “D-Clot”; nay dinh chinh
tén thudc 1a “DCLOT™.

6. Quyét dinh s6 441/QD-QLD ngay 08/11/2011 cua Cuc trudng Cuc Quén 1y
dugc cong bo 452 tén thudc nuéc ngoai duge phép luu hanh tai Viét Nam, dot
75:

6.1.Thu6c Mirapan, SDK: VN-14006-11, do cong ty Austin Pharma
Specialties Co. dang k¥, trong Quyét dinh ghi thanh phan chinh 13 “Pamtoprazol
Sodium”; nay dinh chinh thanh phén chinh 12 “Pantoprazol Sodium”.

6.2. Thuéc Monan-MJ 1.0g, SDK: VN-14045-11, do cong ty Cong ty C8
phin Dugc phdm Viét An ding k¥, trong Quyét dinh ghi dia chi nh san xu4t 13
“Plot No. L/7, MIDC Industrial Area, Talija. Dist. Raigad, Navi Mumbai
410208, India™; nay dinh chinh dia chi nha san xuit 1a “Plot No. L/7, MIDC
Industrial Area, Taloja. Dist. Raigad, Navi Mumbai 410208, India”.

6.3. ThuSc Rolip 20mg tablets, SDK: VN-14029-11 do cong ty TNHH
Thwong mai Quéc t& An Viét dang k¥, trong Quyét dinh ghi quy cdch déng géi
12 hop 10 vi x 10 vién; nay dinh chinh quy cich déng g6i 1a hop 1 vi x 10 vién.

6.4. Thu6c Ferlatum, SPK: VN-14241-11, do coéng ty Lifepharma S.p.A.
diang ky, trong Quyét dinh ghi dia chi nha san xu4t 12 “San Rafael, 3 Pol. Ind.
Alcobendas, 28100 Alcobendas, Madrid, Spain”; nay dinh chinh dia chi nha san
xudt 13 “San Rafael, 3 Pol. Ind. Alcobendas, 28108 Alcobendas, Madrid, Spain”.
7. Quyét dinh s& 21/QD-QLD ngay 12/01/2012 cia Cuc trudng Cuc Quan ly
dugc cong bo 463 tén thudc nudc ngoai duge phép lru hanh tai Viét Nam, dot
76:

7.1. Thu6éc Huons Dexamethasone Disodium Phosphate, SDK: VN-14775-
12, do céng ty Pharmix Corporation diang ky, trong Quyét dinh ghi tiéu chuin
thanh phdm 1a USP24; nay dinh chinh tiéu chun thanh ph4dm 132 USP32.
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7.2. Thu6c Sandimmun Neoral 25mg, SDK: VN-14760-12, do cong ty
Novartis Pharma Services AG dang ky, trong Quyét dinh ghi dia chi nha san xu4t
la * Gammels bacher Strasse 2 69412 Eberbach, Baden, Germany”; nay dinh
chinh dia chi nha san xuit 12 “ Gammelsbacher Strasse 2 69412 Eberbach,
Baden, Germany ”.

8. Quyét dinh s6 92/QD-QLD ngay 22/3/2012 cia Cuc trudng Cuc Quaén ly
Dugc vé viéc ban hanh danh muc 297 tén thudc nudc ngoai duge phép luu hanh
tai Viét Nam, dot 77:

8.1. Thu6c Linmycine 600mg/2ml, SDK: VN-14897-12, do cong ty
Amoli Enterprises Ltd. dang ky, trong Quyét dinh ghi qui cdch d6ng géi 1a: hop
2 vix 10 éng x 2ml; nay dinh chinh qui cach déng g6i 1a: hop 10 lo x 2ml.

9. Quyét dinh s6 241/Qb-QLD ngay 10/10/2012 cta Cuc trudng Cuc Quan 1y
Dugc vé viéc ban hanh danh muc 401 tén thudc nuée ngoai duge phép luu hanh
tai Viét Nam, dgt 79:

9.1. Thusc Omeprazol G.E.S. 40mg, SPK: VN-15776-12, do cong ty cb
phén Dugc phdm Minh Ky dang ky, trong Quyét dinh ghi tén va dja chi nha san
xudt la: *“ Alfa Wassermann S.p.A; dia chi: Contrada S Emidio (Alanno Scalo
(Pescara)) I - 65020- Italy”; nay dinh chinh la: “co s& san xu4t: Farma
Mediterrania, S.L.; dia chi: San Sebastia, s/mn 08960 Sant Just Desvern
(Barcelona)- Spain; co s6 xuft xudng: Biomendi, S.A.; dia chi: Pol.Ind. De
Bernedo s/n 01118 Bernedo (Alava)- Spain”.
10.Quyét dinh s6 13/QD-QLD ngay 18/01/2013 cua Cuc truéng Cuc Quan Iy
Dugc vé viéc ban hanh danh muc 330 thudc nudc ngoai dugc cap s6 dang ky Iwu
hanh tai Viét Nam, dot 80:

10.1.Thu6c Neoamiyu, SDK: VN-16106-13, do cdng ty Ajinomoto
Pharmaceuticals Co., Ltd. ding k¥, do sai s6t ciia cong ty trong viéc chudn bi to
t6m tit vé& san phdm nén trong Quyét dinh ghi:

- Tén va dia chi cong ty dang ky 1a: Ajinomoto Pharmaceutical Co., Ltd.-
dia chi: 1-1, Irifune 2-chome, Chuo-ku, Tokyo 104-0042- Japan;

- Dia chi nha san xudt la: 6-8, Hachiman, kawajima-machi, Hiki-gun,
saitama 350-0151- Japan;

Nay dinh chinh:

- Teén va dia chi cong ty dang ky 1a: Ajinomoto Pharmaceuticals Co., Ltd.-
dia chi: 1-1, Irifune 2-chome, Chuo-ku, Tokyo- Japan;

- Dia chi nha san xuit la: 6-8, Hachiman, Kawajima-machi, Hiki-gun,
Saitama- Japan.

10.2. Thudc Irprestan 150mg, SDK: VN-16102-13 va thudc Irprestan
300mg, SDK: VN-16103-13 do cong ty Actavis International Ltd dang ky,
trong Quyét dinh ghi hoat chdt 12 Irbersartan; nay dinh chinh hoat chat 1a
Irbesartan.

10.3. Thudc Pidoespa 75mg, SPK: VN-16150-13 do cong ty cb phan DP
Pha no dang k¥, do sai sét chia cong ty trong viéc chudn bi td t6m tat san phdm
nén trong Quyét dinh ghi tén cong ty ding ky 1a cong ty cb phan DP Pha no; nay
dinh chinh tén cong ty dang ky 1a cong ty ¢d phin Dugc Pham Pha No.



11.Quyét dinh s6 184/QD-QLD ngay 05/7/2013 ctia Cuc trudng Cuc Quan 1y
Dugc vé viéc ban hanh danh muc 382 thudc nuée ngoai duge cip s6 dang ky luu
hanh tai Viét Nam, dgt 82:

11.1. Thuéc Blaztere, SDK: VN-16744-13 do Dr. Reddy’s Laboratories
Ltd. dang ky, trong Quyét dinh khong ghi ham luong hoat chdt chinh cla san
pham; nay dinh chinh ham luong hoat chat chinh cfia san phdm 13 “4mg/lo”.

11.2.Thu6c Belsartas 300mg, SPK: VN-16609-13 do ¢ong ty cb phe“m DP
Pha no ding k¥, do sai s6t clia cong ty trong viéc chufn bi t& t6m tit san phdm
nén trong Quyét dinh ghi tén cong ty dang ky la cong ty cb phﬁn DP Pha no; nay
dinh chinh tén cong ty dang ky la cong ty c6 phan Dugc Pham Pha No.
12.Quyét dinh s6 261/QD-QLD ngay 01/10/2013 cia Cuc trudng Cuc Quan Iy
Duge vé€ viéc ban hanh danh muc 244 thuGc nu6c ngoai duge cap s6 dang ky Iuvu
hanh tai Viét Nam, dot 83:

12.1. Thuéc Aminomux 100mg Capsules, SDPK: VN-16975-13, trong
Quyét dinh ghi cong ty dang ky 12 “Cong ty c6 phin dugc phdm -thiét bi y t€ Ha
N6i (Hapharco)”; nay dinh chinh c6ng ty dang k¥ 1a Gador S.A.
13.Quyét dinh s6 372/QD-QLD ngay 26/11/2013 cha Cuc trudng Cuc Quan 1y
Dugc v€ viéc ban hanh danh muc 24 thu6c nudc ngoai duge cdp s6 ding ky hru
hanh tai Viét Nam, dot 83 (b6 sung):

13.1. Thubc Specxetil, SDK: VN-17192-13, do cong ty L.B.S. Laboratory
Ltd. ding ky, trong Quyét dinh ghi tén nha san xuit [a Zim Labratories Limited;
nay dinh chinh tén nha san xuit 13 Zim Laboratories Limited.
14.Quyét dinh s6 419/QD-QLD ngay 27/12/2013 cla Cuc trudng Cuc Quan 1y
Dugc vé viéc ban hanh danh muc 423 thudc nuéc ngoai dugc cép s6 dang ky luu
hanh tai Viét Nam, dot 84:

14.1. Thudéc Virazom, SDK: VN-17500-13, do cong ty L.B.S. Laboratory
Lid. dang ky, trong Quyét dinh ghi tén nha san xu4t 12 Zim Labratories Limited;
nay dinh chinh tén nha san xuft 13 Zim Laboratories Limited.

14.2. Thuéc Morihepamin, SDK: VN-17215-13, do cong ty Ajinomoto
Pharmaceuticals Co., Ltd. ding k¥, trong Quyét dinh ghi:

- Tén cong ty dang ky la: Ajinomoto Pharma Co., Ltd.;

- Dia chi nha san xudt 1a: 6-8, Hachiman, kawajima-machi, Hiki-gun,
saitama 350-0151- Japan;

- Hoat chét chinh- ham lugng 1a: Méi 200ml ¢6 chita: L-Isoleucine: 1,840g;
L-Leucine: 1,890g; L-Lysine acetate: 0,79g; L-Methionine: 0,088g; L-
Phenylalamine: 0,060g ; L-Threonine: 0,428g; L-Tryptophan: 0,140g; L-Valine:
1,780g; L-alanine: 1,680g, L-Arginine: 3,074g; L-Aspartic acid: 0,040g; L-
Histidi;

Nay dinh chinh:

- Tén cong ty dang k¥ 1a: Ajinomoto Pharmaceuticals Co., Ltd.;

- Dia chi nha san xuat 1a: 6-8, Hachiman, Kawajima-machi, Hiki-gun,
Saitama- Japan;

- Hoat chit chinh- ham Iugng 1a: Méi 200ml ¢6 chita: L-Isoleucine: 1,840g;
L-Leucine: 1,890g; L-Lysine acetate: 0,79g; L-Methionine: 0,088g; L-
Phenylalanine: 0,060g ; L-Threonine: 0,428g; L-Tryptophan: 0,140g; L.-Valine:
1,780g; L-alanine: 1,680g, L-Arginine: 3,074g; L-Aspartic acid: 0,040g; L-
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Histidine 0,620g; L-Proline 1,060g; L- Serine 0,520g; L-Tyrosine 0,080g;
Glycine 1,080g.

14.3. Thudc Amoksiklav 2x 1000mg, SDK: VN-17506-13 do cong ty Lek
Pharmaceuticals d.d, Slovenia dang ky, trong Quyét dinh ghi tén 13 Lek
Pharmaceutical and Chemical Company Ltd; dia chi nha san xuit Verovskova
57, 1526 Ljubljana, Slovenia nay dinh chinh tén nha san xuat 1a Lek
Pharmaceuticals d.d., dia chi nha san xuit 12 Perzonali 47, 2391 Prevalje,
Slovenia

14.4. Thudc Calciumfolinate “Ebewe”, SDK: VN-17423-13 do cong ty
Ebewe Pharma Ges.m.b.H.Nfg.KG (Austria) dang ky va san xuét, trong Quyét
dinh ghi tén thudc 1a “Calciumfolinate “Ebewe” ”; nay dinh chinh tén thudc 1a
“Calciumfolinat “Ebewe” ™,

14.5. Thuéc Somatosan, SDK: VN-17213-13, do cong ty Actavis
International Ltd. dang ky, trong Quyét dinh ghi tiéu chudn 13 “EP 2013”; nay
dinh chinh tiéu chudn 14 “Nha san xuat”.

14.6. Thuéc Valbelis 160/25mg, SPK: YN-‘17296-13 va thudc Valbelis
80/12 5Smg, SDK: VN-17297-13 do cong ty co phan DP Pha no ding k¥, do sai
s6t cia cong ty trong viéc chudn bi 10 t6m tit sin phdm nén trong Quyét dinh ghi
tén cong ty dang ky 1a cong ty cb phan DP Pha no; nay dinh chinh tén cong ty
dang ky 12 cong ty ¢b phan Dugc Phim Pha No.

'14.7. Thudc Alendro, SDK: VN-17322-13, trong Quyét dinh ghi cong ty

dang ky 1a “Céng ty ¢ phdn dugc phdm-thiét bi y t€ Ha Noi (Hapharco)”; nay
dinh chinh céng ty dang ky 1a Gador S.A.
15. Quyét dinh s6 420/QP-QLD ngay 27/12/2013 cuia Cuc trudng Cuc Quan ly
dugc vé viéc ban hanh danh muc 37 thu6c nuéc ngoai (thudc diéu trj ung thu
ding ky 14n ddu - s6 dang ky ¢4 hiéu lyc 02 nam) dugce cdp s6 dang ky luu hanh
tai Viét Nam, dot 84:

15.1. Thu6c Gemcisan, SPK: VN2-160-13, do cong ty C8 phin dugc phdm
Pha No déng ky, trong Quyét dinh ghi tén nha dang ky 13 “Cong ty C5 phén
dugc phdm Pha no; nay dinh chinh tén nha dang ky 1a “Coéng ty C8 phan dugc
phdm Pha No”.

16. Quyét dinh s6 422/QP-QLD ngay 27/12/2013 ciia Cuc trudng Cuc Quan ly
dugc vé€ viéc ban hanh danh muc 04 thu6c nudc ngodi (thudc chita hoat chat
khing virus dang ky 14n ddu - s6 dang ky c6 hi¢u luc 02 nim) dugc cip s6 dang
ky luu hanh tai Viét Nam, dot 84:

16.1.Thu6c Kivexa, SDK: VN2-214-13 do cong ty GlaxoSmithKline Pte.,

Ltd ding ky, trong Quyét dinh chua ghi thOng tin vé co sd déng goi va xuat
xudng; nay b6 sung co s& déng géi va xuat xuo’ng 12 GlaxoSmithKline Australia
Pty Litd, dia chi co s& déng g6i va xuft xudng: 1061 Mountain Highway,
Boronia, Victoria 3155, Australia.

17.Quyét dinh s6 135/QD-QLD ngay 04/03/2014 clia Cuc trudng Cuc Quan 1y
Dugce vé viéc ban hanh danh muc 175 thuéc nude ngoai duge cép s6 dang ky Iuu
hanh tai Viét Nam, dot 85:

17.1. Thuéc Aridone 1g, SDK: VN-17698-14; Arotaz 1gm, SPK: VN-
17699-14; Lipidown-10, SPK: VN-17700-14; Lipidown-20, SDK: VN-17701-
14; Metxime- 1GM, SDK: VN-17702; Lerole-40, SPK: VN-17703-14 do co6ng
ty TNHH Thuong mai Thanh Danh dang k¥, trong Quyét dinh ghi dia chi cong
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ty dang ky la: Phong 3, ting 2, tda nha TAASAH, s6 749/14/4 Huynh T4n Phit,
Phuong Phd Nhuan, Quan 7, Thanh phé H6 Chi Minh, nay dinh chinh dia chi
cong ty dang ky 1a Phong 3, tdng 2, tda nha TAASAH, s6 749/14/4 Huynh Tan
Phat, Phuong Phid Thuan, Quan 7, Thanh phd H6 Chi Minh.

17.2. Thu6c Korulive Inj., SDK: VN-17718-14, do cong ty Hana Pharm.
Co., Ltd dang k¥, trong Quyét dinh ghi dia chi nha san xuit 1a “253-12, Kangje-
Dong, Chechon, Chung chong-Bukdo, Korea”; nay dinh chinh dia chi nha san
xuat 1a “253-12, Kangje-dong, Jecheon-si, Chungbuk, Korea”.
18.Quyét dinh s6 136/QD-QLD ngay 04/3/2014 chia Cuc truéng Cuc Quan 1y
dugc vé viéc ban hanh danh muc 07 thu6e nuGc ngoai (thudc diéu tri ung thu
dang ky 1an ddu - s§ dang k¥ c6 hiéu luc 02 niam) dugc cip s6 dang ky luu hanh
tai Viét Nam, dot 85:

18.1. Thuée Xalipla inj 100mg, SDK: VN2-219-14, do Cong ty C3 phin
Tap doan Dugc phdm & Thuong mai Sohaco dang ky, trong Quyét dinh ghi dia
chi nha san xudt 14 “1122-3, Singil-dong, Danwon-ku, Ansan-si, Kyungki-do
425120, Korea”; nay dinh chinh dia chi nha san xut 1a “1122-3, Singil-dong,
Danwon-ku, Ansan-si, Kyungki-do, Korea”.
19.Quyét dinh s6 294/QD-QLD ngay 12/6/2014 cha Cuc truéng Cuc Quan 1y
Dugce vé viéc ban hanh danh muc 322 thudc nudc ngoai dugc cdp s6 diang ky luu
hanh tai Viét Nam, dot 86:

19.1. Thudc Aresol, SDK: VN-17909-14, do céng ty TNHH Dugc pham
Nhdt Anh ding k¥, do sai sét clia cong ty trong viéc chudn bi t& t6m tét vé san
phdm nén trong Quyét dinh ghi tubi tho clia thusc 1a “36 thang”; nay dinh chinh
tudi tho cha thudc 1a “60 thang”.

19.2. Thu6c V-Prox 100, SDK: VN-18006-14, do c6ng ty L.B.S.
Laboratory Ltd. dang k¥, trong Quyét dinh ghi tén nha san xuit 1A Zim
Labratories Limited; nay dinh chinh tén nha san xuit 13 Zim Laboratories
Limited.

19.3. Thuéc V-Prox 200, SPK: VN-18007-14, do c6ng ty L.B.S.
Laboratory Ltd. dang ky, trong Quyét dinh ghi tén nha san xudt 13 Zim
Labratories Limited; nay dinh chinh tén nha san xuit 12 Zim Laboratories
Limited.

19.4. Thu6c Polyform, SPK : VN-17897-14 do Cong ty TNHH Duge phdm
Do Ha ding ky, trong Quyét dinh ghi dia chi nha san xu4t 12 ““93, 2 lo, Biovalley,
Jecheon-si, Chungcheongbuk-do-Korea™; nay dinh chinh 1a “93, 2 lo, Biovalley,
Jecheon-si, Chungcheongbuk-do, South Korea”

19.5. Thudc Ebitac 12.5, SDK : VN-17895-14 do Cong ty TNHH Dugc
phim Do Ha d#ng k¥, trong Quyét dinh ghi tiéu chudn 1a “NSX”; nay dinh chinh
1a “Eur.Ph.7.0”

19.6. ThuSc Aremta, SDK : VN-17874-14 do Cong ty ¢6 phin thuong mai
ddu tur va phat trién ACM ding k¥, LTD Farmaprim sén xu4t, do sai s6t clia cong
ty trong to t6m tit san phdm, trong Quyét dinh ghi hoat chit, ham lugng l1a
“Econazole 150mg” va dia chi nha san xuat 14 “5 Crinilor street, Village
Porumberi, Criuleri reg., MD-4829-Moldova”; nay dinh chinh ham lwgng hoat
chét, ham lugng 1a “Econazole nitrate 150mg” va dia chi nhd san xudt 1a “5
Crinilor street, Village Porumbeni, Criuleni reg., MD-4829-Moldova”
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19.7. Thudc Aluvia, SDK: VN-17801-14, do cong ty Abbott Laboratories
dang k¥, trong Quyét dinh ghi dia chi nha san xuat 12 “Knollstrasse 50, 670061
Ludwigshafen, Germany”; nay dinh chinh dia chi nha san xuit 1a “Knolistrasse
50, 67061 Ludwigshafen, Germany™.

19.8. Thuoe Concor Cor, SDK: VN-18023-14 do Merck KGaA ding ky,
trong Quyét dinh ghi ham hrgng hoat chAt 14 “5mg™; nay dinh chinh ham luong
hoat chat 1a “2,5mg”.

19.9. Thudc Katovastin 10mg, SDK: VN-17854-14, do cong ty C5 phan
dugc phdm Pha No ding k¢, trong Quyét dinh ghi tén nha dang ky 1a “COng ty
C6 phéan duge phdm Pha no; nay dinh chinh tén nha dang ky 1a “Céng ty CS phén
dugc pham Pha No”.

19.10.Thudc Katovastin 20mg, SPK: VN-17855-14, do c¢ong ty C3 phin
dugc phdm Pha No dang k¢, trong Quyét dinh ghi tén nhi dang ky 1a “Céng ty
C4 phan dugc pham Pha no; nay dinh chinh tén nha dang k¥ 1 “Cong ty C8 phin
dugc phdm Pha No”.

19.11.Thuéc Alvextra, SDK: VN-17925-14, do cong ty TNHH TM Thanh
danh dang k¥, do sai s6t trong viéc chudn bj t& Tém tit san phdm, trong Quyét
dinh ghi dia chi cong ty dang ky 1a “Phong 3, tdng 2, Toa nha TAASAH, s6
749/14/4 Huynh Tan Phét, P. Phd Nhuan, Q7, TP. H6 Chi Minh, Viét Nam™; nay
dinh chinh dja chi cong ty dang ky 1a “Phong 3, ting 2, Toa nha TAASAH, s&
749/14/4 Huynh Tan Phat, P. Phid Thuan, Q7, TP. H6 Chi Minh, Viét Nam”.

19.12. Thudc Clisma-lax, SPK: VN-17859-14 do Cong ty c¢d phin dugc
phdm APAC ding k¥, trong Quyét dinh ghi hoat chét, ham luong 13 Natri
monobasic phosphat khan 13,91g; Natri dibasic phosphat khan 3,18g, nay dinh
chinh hoat chat, ham luong 13 100ml dung dich bom hiu mén chita Natri
monobasic phosphat khan (NaH,PO,) 13,91g; Natri dibasic phosphat khan (Na,
HPO,) 3,18g.

19.13. Thudc Tilbec 10, SDK: VN-17884-14, do cong ty ¢6 phan Duoc Mé
Ko6ng ding ky, trong Quyét dinh ghi dia chi nha san xuit 1a Survey No. 20/1,
Vandalur-Kelambakkam Road, Pudupakkam Village, Kancheenpuram Dist.,
Tamilnadu-603 103-India, nay dinh chinh dia chi nha san xu4t 13 Survey No.
20/1, Vandalur-Kelambakkam Road, Pudupakkam Village, Kancheepuram
District, Tamilnadu-603 103-India.

19.14. Thudc Temprosone Cream, SDK: VN-17907-14, do c6ng ty TNHH
dugc phdm Khuong Duy ding k¥, trong Quyét dinh ghi tén nha san xut 1 PT
Tempo Scan Pacific, dia chi nha san xu4t 1a JI Let Jen MT Haryono No. Jakarta
13630 Indonesia, nay dinh chinh tén nha san xuit 1a P.T Tempo Scan Pacific
Tok. dia chi nha san xu4t 13 EJIP Industrial Park, Plot 1 G-H, Cikarang Selatan,
Bekasi 17550-Indonesia.

19.15. Thu6e Clupen, SDK: VN-17930-14, do cong ty Daewoo Pharm Co.,
Ltd Korea dang k¥, trong Quyét dinh ghi tén thudc 12 Clupen, nay dinh chinh tén
thuéc 1a Clupen Tab.

19.16. Thuéc Meozone, SDK: VN-17924-14; do cong ty TNHH Thuong
mai Thanh Danh dang k¥, trong Quyét dinh ghi tén thudc 12 Meozone, dia chi
cong ty ding ky la: Phong 3, tdng 2, tda nha TAASAH, s6 749/14/4 Huynh Tan
Phét, Phudng Phd Nhuan, Quan 7, Thanh phd H6 Chi Minh, nay dinh chinh tén
thudc 12 Meozone Plus, dia chi cong ty dang ky 1a Phong 3, tdng 2, tda nha
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TAASAH, s6 749/14/4 Huynh T4n Phét, Phudng Phit Thuan, Quan 7, Thanh phs
Ho6 Chi Minh.

19.17. Thudc Gridokline, SDK: VN-17960-14, do coéng ty GlaxoSmithKline
Pte., Ltd. Singapore ding ky, trong Quyét dinh ghi qui cidch déng géi 14 hop 1 vi
X 7 vién nén bao phim, nay dinh chinh qui c4ch déng géi 12 hop 4 vi x 7 vién nén
bao phim.

19.18. Thuéc M-Coban, SDK: VN-17962-14, do cong ty Hanbul Pharm Co.
Ltd-Korea diang ky, trong Quyét dinh ghi tén thudc 14 M-Coban, nay dinh chinh
tén thudc 1a M-Cobal.

19.19. Thuodc Isoking, SPK: VN-18005-14 do cong ty Kwan Star Co., Ltd.
Taiwan ding ky, trong Quyét dinh ghi tén nhd san xuadt 13 Singapore
Pharmawealth Lifescience Inc, nay dinh chinh tén nha san xuit 13 Singapore
Pharmawealth Lifesciences, Inc.

19.20. Thu6c Samilflurone 0,1% Ophthalmic Suspension, SDK: VN-18080-
14, do cong ty Samil Pharm Co., Ltd. Korea, trong Quyét dinh ghi tiéu chudn ghi
USP 36, nay dinh chinh tiéu chuin 1 nhi san xuét.

19.21. Thusc Gadovist, SDK: VN-17840-14, do cong ty Bayer (South East
Asia) Pte., Ltd. dang k¥, trong Quyét dinh ghi dia chi nha san xuit 14 “133342
Berlin, Germany”, nay dinh chinh dia chi nha san xuat 1a “13342 Berlin,
Germany™.

19.22. Thu6c Aleradin, SDK: VN-17856-14, thu6c Lousartan, SPK: VN-
17853-14, thudc Lisbosartan (Irbesartan 150mg), SDK: VN-17857-14 vi thutc
thude Lisbosartan (Irbesartan 300mg), SDK: VN-17858-14 do cong ty ) phén
DP Pha no diang kY, do sai sét clia cong ty trong viéc chudn bi o tom tat san
phdm nén trong Quyét dinh ghi tén cong ty dang ky la cong ty ) phan DP Pha
no; nay dinh chinh tén coéng ty dang ky la cong ty cd phan Dugc Pham Pha No.

19.23. Thudc Dloe 8, SDK: VN-17898-14, do cong ty TNHH Dugc phim
DO HA dang ky, trong Quyét dinh ghi dia chi nha san xuat 12 “Avda, Barcelona
69-08970 Saint Joan Despi (Barcelona), Spain™; nay dinh chinh dia chi nha san
xuét 12 “Avada, Barcelona, 69 08970 Sant Joan Despi (Barcelona), Spain”.

19.24. Thu6e Sutent, SDK: VN-18043-14, do cong ty Pfizer (Thailand) Ltd
dang k¥, trong Quyét dinh ghi dia chi nha san xuét 1a “Localita Marino del
Tronto, IT-63100 Ascoli Piceno (AP), Italy”; nay dinh chinh dia chi nha san xu4t
12 “Localita Marino del Tronto, 63100 Ascoli Piceno, Italy™.

19.25. Thuéc Ceftazidime Gerda 2g, SDK: VN-17905-14 do cong ty

TNHH Dugc phdm Huy Cudng dang k¢, trong Quyét dinh ghi hoat chét 12
Ceftazidim (dudi dang Ceftazidim pentahydrat) 2g; nay dinh chinh hoat chat 14
Ceftazidim (dudi dang hén hgp Ceftazidim pentahydrat va natri carbonat) 2g.
20. Quyét dinh s6 351/QP-QLD ngay 17/7/2014 cta Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 02 thudc nuéc ngoai (thudc chira hoat chit
khéng virus diang ky 1an dau- sé dang ky c6 hiéu lyc 02 nam) dugc cip s6 ding
k¥ lvu hanh tai Viét Nam, dot 86:

20.1. Thudc Rihib, SDK: VN2-245-14, do cong ty L.B.S. Laboratory Ltd.
dang k¥, trong Quyét dinh ghi tén nha san xuat 12 Zim Labratories Limited; nay
dinh chinh tén nha san xu4t 12 Zim Laboratories Limited.



21.Quyét dinh s6 350/QD-QLD ngay 17/7/2014 clha Cuc trudng Cuc Quan ly
Duogc vé viéc ban hanh danh muc 07 thudc nudc ngoai (thudc chita hoat chat 1an
dau, dang bao ch€ lan dau- s6 diang ky ¢d hiéu luc 02 niam) duge cép s6 dang ky
lvu hanh tai Viét Nam, dot 86:

21.1.Thudc TS-One capsule 20, SDK: VN2-247-14, do DPKSH Vietnam Co.,
Ltd. dang ky, trong Quyét dinh khong ghi tén va dia chi nha déng géi; nay dinh
chinh tén va dia chi nha déng g6i 1a: OLIC (Thailand) Ltd- dia chi: 166 Moo 16
Bangpa-in Industrial Estate, Udomsorayuth Road, Bangpa-in District, Ayutthaya
province, Thailand.

21.2. Thuéc TS-One capsule 25, SDK: VN2-248-14, do DKSH Vietnam
Co., Ltd. dang k¥, trong Quyét dinh khong ghi tén va dia chi nha déng géi; nay
dinh chinh t&n va dia chi nha déng géi 1a: OLIC (Thailand) Ltd- dia chi: 166
Moo 16 Bangpa-in Industrial Estate, Udomsorayuth Road, Bangpa-in District,
Ayutthaya province, Thailand.
22.Quyét dinh s6 536/QD-QLD ngay 19/9/2014 cia Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 363 thudc nudc ngoai dugc cip s6 diang ky luu
hanh tai Viét Nam, dot 87:

22.1. Thuéc Jintamol Inj., SDPK: VN-18453-14, do cong ty Schnell
Biopharmaceutical Inc. dang ky, trong Quyét dinh ghi dia chi nha san xuit 13
“470-5, Musong-Dong, Whasung-Si, Kyunggi-Do- Korea”; nay dinh chinh dia
chi nha san xudt 1a “66, Muha-ro, Hwaseong-si, Gyeonggi-do, Republic of
Korea”.

22.2. Thu6c Pantoloc 40mg, SPK: VN-18402-14, do cong ty Takeda
Pharmaceuticals (Asia Pacific) Pte., Ltd. ding k¥, trong Quyét dinh ghi cong ty
dang ky 1a “Nycomed GmbH”, ham Iugng hoat chét 1a “Pantoprazole (dudi dang
Pantoprazole sodium) 40mg”; nay dinh chinh cong ty dang ky 13 “Takeda
Pharmaceuticals (Asia Pacific) Pte., Ltd., dia chi: 2 Shenton Way# 11-01, SGX
Centre 1, Singapore (068804)-Singapore”, ham lugng hoat chét 12 “Pantoprazole
(dudi dang Pantoprazole sodium sesquihydrate) 40mg”.

22.3. Thu6c Vagikit, SDK: VN-18212-14, do cong ty C8 phéin dugc phidm
Nova ding k¥, trong Quyét dinh ghi tudi tho 12 “36 thang”; nay dinh chinh tudi
tho 1a “24 thang”.

22.4. Thu6c Lamisil, SDK: VN-18396-14, do cong ty Novartis Consumer
Health S.A dang ky, trong Quyét dinh ghi tudi tho 12 “60 thang”; nay dinh chinh
tudi tho 12 “36 théng”.

22.5. Thu6c Aminoplasmal B. Braun 5% E, SDK: VN-18161-14, do cong ty
B.Braun Medical Industries Sdn. Bhd. dang k¥, trong Quyét dinh ghi tuéi tho 1a
“36 thang”; nay dinh chinh tuéi tho 1a “24 théng”.

22.6. Thudc Tilcotil, SDK: VN-18337-14, do cong ty A.Menarini Singapore
Pte., Ltd. ding k¥, trong Quyét dinh ghi cong ty dang k¥ 1a “Invida (Singapore)
Private Limited™; tuéi tho 1a “60 thdng™; nay dinh chinh cong ty dang ky 1a
“A.Menarini Singapore Pte., Ltd., dia chi: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440)”; tudi tho 12 “36 thang”.

22.7. Thuéc Julitam 1000, SDK: VN-18176-14, do coéng ty Cadila
Healthcare Ltd. dang ky, trong Quyét dinh ghi tiéu chudn 12 “Nha san xuit”; nay
dinh chinh tiéu chudn 12 “USP 36”.




22.8. Thudc Nanfizy, SDK : VN-18202-14 do Cong ty cd phin dugec Nam
Thién Phic ding ky, trong Quyét dinh ghi dia chi nha san xuét 1a “5 Crinilor
street, Village Porumberi, Criuleri reg., MD-4829-Moldova”; nay dinh chinh dia
chi nha sin xu#t 1a “5 Crinilor street, Village Porumbeni, Criuleni reg., MD-
4829-Moldova”

22.9.Thudc Capulco SDK : VN-18216-14 do Cong ty c6 phén thuong mai
ddu tu va phat trién ACM diang k¥, do sai s6t chia cong ty trong t& tém tat san
phém, trong Quyét dinh ghi quy cich déng g01 la “Hop 2 vi x 10 vién”; nay dinh
chinh quy cach déng géi 1a “Hop 2 vi x 5 vién”

22.10.Thudc Vemlqueen SPK : VN-18218-14 do Cong ty cd phén thuo‘ng
mai ddu tu va phat trién ACM dang k¥, trong Quyét dinh ghi dia chi nha sén
xudt 1a “5 Crinilor street, Village Porumbeni, Criuleri reg., MD-4829-Moldova”;
nay dinh chinh dia chi nha san xuit 12 “S Crinilor street, Village Porumbeni,
Criuleni reg., MD-4829-Moidova”

22.11. Thudc Falipan, SDK : VN-18226-14 do Cong ty TNHH Binh Viét
Dic ding ky, trong Quyét dinh ghi tén nha san xu4t 14 “Industria Farmaceutica
Nova Argentina SRL” nay dinh chinh tén nha sdn xuit 13 “Industria
Farmaceutica Galenica Senese S.R.L”

22.12.Thuéc JW Amigold 8,5% Injection, SDK : VN-18341-14 do Céng ty
JW Pharmaceutical Corporation dang ky, do sai s6t clia cong ty trong t& tdm tat
san phim, trong Quyét dinh ghi hoat chat ham lugng chua c6 théng tin “Dung
dich acid amin 8,5%”, quy céch déng géila “Tii 500ml”; nay dinh chinh b6
sung thfmg tin hoat chat, ham lugng 1a “Dung dich acid amin 8,5%”, quy céch
déng g61 1a “Tii polypropylene 500mli”.

22.13.Thuéc Ciprofloxacin, SPK: VN-18342-14 do Céng ty JW
Pharmaceutical Corporation ding ky, trong Quyét dinh tudi tho thudc 13 “36
thdng”, quy céch déng géi 12 “Hop 1 chai 100ml”; nay dinh chinh tudi tho thuse
la “24 thang”, quy c4ch dong géi 1a “Chai nhua polypropylene 100mli”.

22.14.Thuéc Rodogyl, SPK: VN-18268-14, do cong ty TNHH Sanofi-
Aventis Viét Nam ding Ky, trong Quyét dinh ghi dia chi nha s&n xuit [
“Avenue de Leganes, No 62,28923 Alcorcon (Madrid), Spain™; nay dinh chinh
dia chi nha san xuat 132 “Avda de Leganes, N°62,28923 Alcorcén (Madrid),
Spain”.

22.15.Thutc Fepinram, SPK: VN-18435-14, do cong ty PT. Dexa Medica
dang ky, trong Quyét dinh ghi dang bao ch& 1a dung dich tiém bép/tiém finh
mach; nay dinh chinh dang bao ché€ 1a dung dich truyén tinh mach.

22.16.Thudéc Gemzar, SDK: VN-18294-14, do cong ty Eli Lilly Asia, Inc-
Thailand Branch dang k¥, trong Quyét dinh ghi dia chi cong ty ding ky la
Thanapoom Tower, 14th Floor 1550 New Petchburi Road, Makasan, Rachtavee,
Bangkok 10400 -Thailand; nay dinh chinh dia chi cong ty ding ky 1a 87/2 9*
Floor, CRC Tower, All Season Place, Wireless Road, Lumpini, Phatumwan,
Bangkok 10330 Thailand.

22.17.Thutc Seoba, SDK: VN-18333-14, do cong ty Il Hwa Co., Ltd. dang
ky, trong Quyét dinh ghi dia chi cong ty dang ky 1a 437, Sutack-dong, Guri-shi,
Kyonggi-do, Korea va dia chi nha san xuit 1a 957, Wangam-dong, Jecheon-si,
chungcheongbuk-do, Korea; nay dinh chinh dia chi cong ty ding ky 1a 25,
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Angol- ro 56 beon-gil, Guri-si, Gyeonggi-do, Korea va dia chi nha san xuét la
100, Bio valley-ro, Jecheon-si, Chungcheongbuk-do, Korea.

22.18. Thudc Cisatracurium-hameln 2mg/ml, SDK: VN-18225-14, do cong
ty TNHH Binh Viét Puc ding ky, trong Quyét dinh ghi tén nha san xuit 1a
Hameln Pharmaceutical GmbH; nay dinh chinh tén nha san xuat 13 Hameln
Pharmaceuticals GmbH.

22.19.Thuéc Colestrim, SPK: VN-18373-14, do cong ty Mega
Lifesciences Public Company Ltd. dang k¥, trong Quyét dinh ghi tén thudc 1a
Colestrim va dia chi céng ty ding ky 1a 384 Moo 4, Soi 6, Bangpoo Industrial
Estate, Pattana 3 Road, Phracksa, Mueang, Samut Prakam 10280, Thailand; nay
dinh chinh tén thubc 1a Colestrim Supra va dia chi cong ty ding ky 1a 384 Moo
4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Praeksa, Mueang,
Samutprakarn 10280, Thailand.

22.20.Thu6c Tadocel 20mg/0,5ml, SDK: VN-17807-14 do cdng ty Actavis
International Ltd dang k¥, do sai s6t clia cong ty trong viéc chudn bi t& t6m tét
san phdm nén trong Quyét dinh ghi quy c4ch déng géi 14 hdp 1 1o 20mg/0,5ml +
1 1o dung méi 1,5ml; nay dinh chinh quy cach dong géi 1a hép 1 lo 20mg/0,5ml
+ 1 lo dung méi 1,83ml.

22.21.Thubc Tadocel 80mg/2ml, SDK: VN-17808-14 do céng ty Actavis
International Ltd dang k¥, do sai s6t ctia c6ng ty trong viéc chudn bi t& t6m tét
san phdm nén trong Quyét dinh ghi quy cach dong géi 1a hop 1 1o 80mg/2ml + 1
lo dung méi 6ml; nay dinh chinh quy cich déng géi 1a hép 1 lo 80mg/2ml + 1 lo
dung méi 6,5ml.

22.22. Thubc Simvahexal 10mg, SDK: VN-18322-14 do cong ty Hexal AG,
Germany dang k¥, trong Quyét dinh ghi qui cich déng g6i 1a hop 3 vi x 10 vién,
nay dinh chinh qui cdch déng géi 12 hop 10 vi x 10 vién.

22.23. Thu6c Clivent Eye Drops, SDPK: VN-18431-14 do c6ng ty Phil
International Co., Ltd. Korea ding k¥, trong Quyét dinh ghi tén nha sdn xuft 13
Samchundang Pharmaceutical Co., Ltd., dia chi 904-1 Sangshin-Ri, Hyangnam -
Myun, Hwaseong-Gun Kyeongki-Do, Korea, nay dinh chinh tén nha sdn xuét 1a
Samchundang Pharm. Co., Ltd., dia chi 904-1 Sangshin-Ri, Hyangnam - Eup,
Hwaseong-City, Gyeonggi-Do, Korea.

22.24. Thudc Esomeprazole Wynn, SDK: VN-18258-14 do cong ty TNHH
Dugc phdm Viét Phap ding kY, do sai s6t clia cong ty trong viéc chudn bj t&f t6m
tit sain phdm nén trong Quyét dinh ghi tén thudc 13 Esomeprazole Wynn va tén
nha sin xuft 12 Farma Mediterrania; nay dinh chinh tén thu6c 1a Esomeprazol
Wynn va tén nha san xudt 1a Farma Mediterrania S.L.

22.25.Thu6c Sevoflurane, SDK: VN-18162-14, do c¢ong ty Baxter
Healthcare (Asia) Pte., Ltd. ding k¥, trong Quyét dinh ghi quy cich déng géi 1a
“Chai 250ml”; nay dinh chinh quy c4ch déng g6i 1a “Chai nhom 250ml”.

22.26.0rgalutran (d6ng goi: Organon (Ireland) Ltd. dja chi: Drynam road,
Swords, Co. Dublin, Ireland), SDK: VN-18375-14, trong Quyét dinh ghi dia chi
nha san xuit la Schutzenstrase 87 and 99-101, 88212 Ravensburg. Germany, nay
dinh chinh dia chi nh3 san xuit la Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany.
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23. Quyét dinh s6 533/QD-QLD ngay 19/9/2014 clia Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 27 thu6c nudc ngoai (thudc diéu tri ung thu
dang k¥ 14n ddu - s6 dang k¥ ¢6 hiéu lgc 02 nam) duoc cdp s6 ding k¥ Ivu hanh
tai Viét Nam, dot 87:

23.1. Thuéc Gemcitabin Onkovis, SDK: VN2-278-14, do Cong ty TNHH
Binh Viét Dic dang k¥, trong Quyét dinh ghi tén va dia chi nha sin xu4t la
“Actavis Italy S.p.A.-Nerviano Plant (dia chi: Viale Pasteur 10, 20014 Nerviano
(Milan)- Italy)”; nay dinh chinh tén va dia chi nha san xudt 1a “Actavis Italy
S.p.A. (dia chi: Nerviano Plant, Viale Pasteur 10, 20014 Nerviano (Milan)- Italy

24.Quyét dinh s6 534/QD-QLD ngay 19/9/2014 cha Cuc trudng Cuc Quan 1y
Dugc vé viéc ban hanh danh muc 16 thu6c nudc ngoai (thuéc ¢6 hoat chat 14n
d4u, ph6i hop hoat chét 14n d4u hoac dang bao ché 14n ddu dang k¥ tai Viét nam
- s6 dang k¥ c6 hiéu luc 02 nam) dugc cip s6 dang ky luu hanh tai Viét Nam,
dat 87:

24.1. Thu6c Tenolam, SDK: VN2-267-14, do cong ty Hetero Drugs
Limited dang ky, trong Quyé’t dinh ghi tén céng ty ding ky 1a Hetero Drugs
Limited, tén nha san xuét 1a Hetero Drugs Limited, dia chi nha san xut 1a 22-
110, IDA Jeedimetla, Hyderabad Zip-500 055, Andhra Pradesh, India, dang bao
ché 1a vién nén, han dung 1 24 thang; nay dinh chinh tén cong ty dang ky 1a
Hetero Labs Limited, tén nha san xuét 1a Hetero Labs Limited, dja chi nha san
xudt 1a Unit II-22-110, IDA Jeedimetla, Hyderabad-500 055, Andhra Pradesh,
India, dang bao ché 13 vién nén bao phim va han diing 14 36 thang.

24.2.Thu6c Meiac 400mg, SDK : VN2-268-14 do cong ty Meiji Seika
Pharma Co., Ltd ding k¥, trong Quyét dinh ghi han dung la 36 thing; nay dinh
chinh han dung 14 24 thang.

Cuc Quén 1y Duoc thong bdo dé cic don vi biét./.

Noi nhén: CUC TRUGKG
- Nhu trén;
- B6 truémg Nguyén Thi Kim Tién (dé b/c);

- Cyc Quén y - B6 Quéc phong, Cuc Y 1§ - Bo Congln;, =5 7'-:; -

- Cyc Y &€ Giao théng van tii - BO Giao thong vén fai; /57
- Téng cuc Hai quan - BO Tai chinh; S o
- Bao hiém X3 hoi Viet Nam; \i?,_“,\‘ /;,, g
- Vu Phép ch€, Cuc Quan 1y Y, Dugc c6 truyén, CuQuéﬁ’I? g e i

Khém, chita bénh - Bo Y 1€, Thanh tra B6 Y t&;
- Vién KN thusc TW, Viéen KN thusc TP. HCM; .

- Téng Cong ty Duoc VN; -

- Cic Benh vién & Vien o6 giudng benh truc thuéc Bo Y t&; Truong Quéc Cuong

- Website Cuc QLD, Tap chi Dugc & MP, P. QLKD Duoc;

- Liru: VP, DK(12).
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