BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phisc
S6/44 g6 / QLD-DK Ha Ngi, ngay(q thdng g ndm 2010

V/v Dinh chinh quyét dinh cip SDK
thudc nuéc ngoii

Kinh giri : - S&Y t& céc tinh, thinh phd tryc thudc trung uong
- Cic cong ty xudt nhap khdu duge phdm truc tiép.

Cuc Quan 1y dugc thong béo diéu chinh mét s6 ndi dung trong cic Quyét
dinh c4p s6 dang ky thuSc nuéc ngoai nhu sau: '
1. Quyét dinh s6 176/QD-QLD ngay 18 thing 8 nam 2008 cba Cuc trudng Cuc
Quan 1y dugc cong b6 495 thusc nudc ngoai dugc phép luu hanh tai Viét Nam, dot
60:
1.1. Thudc Crinone, SDK: VN-6643-08 do cong ty Merck KGaA dang ky, do sai
s6t cha cong ty trong viéc chuin bi td thong tin sin phdm nén trong Quyét dinh ghi
dia chi nha sin xu#t thu6c 14 94 Rickmansworth Road, Watford, Hertfordshire,
United Kingdom, WD 17JJ, nay dinh chinh dia chi nha sin xuét thubc la 94
Rickmansworth Road, Watford, Hertfordshire, United Kingdom, WD18 7JJ.
2. Quyét dinh s6 216/QD-QLD ngay 18 théng 8 nam 2009 cia Cuc trudng Cuc
Quan 1y dugc céng b6 572 thubc nuéc ngoai dugc phép luu hanh tai Viét Nam, dot
65: :
2.1. Thudc Scarobex Gel, SDK: VN-8465-09 do céng ty Boram Pharma Co.. Ltd
dang ky, trong-Quyét dinh ghi thanh phén hoat ché4t 12 Extractum cepae, nay difh
chinh thanh phdn hoat chét 1a Extratum cepae 1000mg, Heparin Sodium 500IU,
Allantoin 100mg. '

3. Quyét dinh s6 07/QD-QLD ngay 07 théng 01 n&m 2010 ciia Cuc truéng Cyc

Quan 1y duge ¢éng b 782 tén thube nuéc ngodi dugc phép I hanh tai Viét Nam,
dot 67: -

3.1. Yéu t6 VIII dong kho loai 8Y (Dred Factor VIII Fraction, type 8Y), SDK:
VN-5212-10 do c6ng ty TNHH Duge phdm Viét Phdp dang k¥, do sai sét clia cong
ty trong viéc chudn bi t& thong tin san phdm nén trong Quyét dinh ghi quy cich
déng g6i thube 12 hép 1 lo + 1 kim tiém va hop 1 lo 10ml nuéc c4t pha tiém, nay
dinh chinh quy cich d6ng g6i 12 hop 1 lo + 1 kim tiém va hép 1 10 20ml nuée cat
pha tiém. '

3.2. ThuSc Doxycycline, SDK: VN-5427-10 do Intas Pharmaceuticals Ltd., India
dang kY, do sai s6t clia cong ty trong viéc chufn bi t& théng tin san ph4m nén trong
Quyét dinh ghi sai dang bao ch€, nay dinh chinh dang bao ch€ cia thubc: la vién
nang. ' . '

3.3, ThuSc Fluaires, SDK: VN-5051-10 va thu6c Fluaires, SPK: VN-5050-10 do
cong ty ¢6 phdn Dugc phdm Duy Tan ding kY, trong Quyét dinh ghi ham lugng
Salmeterol Xinafoate chua chinh x4c 1a 25mcg/liéu, nay dinh chinh ham lugng
Salmeterol Xinafoate twong duong Salmeterol 25meg/li€u.
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4. Quyét dinh 8 92/QD-QLD ngay 15 thang 4 nam 2010 cia Cuc trudng Cuc
Quan Iy duoc cong bs 471 tén thude nuée ngoai dugc phép luu hanh tai Viét Nam,
dot 68:

4.1. ThuSc vién nén Mexicam, SDK: VN-9871-10 do cong ty. Synmedic
Laboratories dang ky, trong quyé&t dinh ghi hoat chit chinh 1a hop 10 vi x 10 vién,
nay dinh chinh hoat chit chinh 1a Meloxicam.

5. Quyét dinh s6 240/QD-QLD ngay 20 thang 8 nam 2010 cita Cuc trucmg Cuc
Quan ly dugc cong b6 780 thudc nuée ngoai dugc phép lvu hanh tai Viét Nam, dot
69:

5.1. Thude Scotrasix - Vién nang, SDK: VN-10361-10 do Laboratorios Liconsa,
S.A., Spain dang ky, do sai s6t clia cong ty trong viéc chuan bi 1o théng tin san
pham, trong quyét dinh ghi sai quy cdch déng g6i 12 hép 1 vi x 10 vién, nay dinh
chinh 12 hop 1 vi x 4 vién.

5.2. Thudc Xeloda - Vién nén bao phim, SDK: VN-10242-10 do F. Hoffmann- La
Roche Ltd., Switzerland dang ky, trong quyét dinh ghi sai quy cich déng gl la
hop 1 lo 120 vién, nay dinh chinh 12 hop 12 vi x 10 vién.

5.3. Thuéc Cefdolexe Tablet, SDK: VN-10433-10 do Myungmoon Pharmaceuhcal
Co., Lid., Korea dang ky, do sai s6t cua cong ty trong viéc chudn bi t& thong tin
san phﬁm trong Quyét dinh ghi sai dia chi nha sdn xudt la 236, Eumnae-ni,
Yeoncheon-eup, Yeoncheon- -gun, Gyeonggi-do, Korea, nay dinh chinh la #40-8,
Banje-ri, Wongok-myeon, Anseung-si, Gyeonggi-do, Korea.

5.4. Thuéc Immutes Capsule, SDK: VN-9977-10 do Boram Pharmaceutical Co.,
Lid. dang k¥, trong Quyét dinh ghi dia chi nha san xudt ]a 624-4 Sconggok Dong,
Danwon-Gu, Ansan-City, Gyunggi-Do, Korea nay dinh chinh dia chi nha san xut
12 642-4 Seonggok-Dong, Danwon-Gu, Ansan-City, Gyunggi-Do, Korea.

5.5. Thuéc Cicostaline Inj, SDK : VN-10433-10; Furunas Cap, SDK: VN-10435-
10; Nelticine Inj, SPK: VN-10436-10 do cong ty Myung Moon Pharmazeutical
Co., Ltd dang k¥, trong Quyét dinh ghi dia chi nha san xuét 1a 905-1, Sangshin-Ri,
HyangNam-Myeon, Hwasung-Si, Gyeonggi-Do, Korea nay dinh chinh dia chi nh2
san xust 1a 905-1, Sangshin-Ri, HyangNam-Eup, Hwasung-Si, Gyeonggi-Do,
Korea.

5.6. Thu6c Skadia’ T4b, SDK: VN-10567-10 do cong ty Schnell Korea Pharma Co.,
Ltd diang ky trong quyét dinh ghi hoat chét chinh Biphenyl dimethyl carboxylate
25mg, nay dinh chinh hoat chét chinh 12 Bipheny! dimethyl dicarboxylate 25mg.
5.7. ThuSc Miarotin, SPK: VN-10628-10 do céng ty Withus Pharmaceutical Co.,
Ltd dang k¥, trong Quyét dinh ghi han ding 35 thédng, nay dinh. chinh han ding
thudc 1a 36 théng.

5.8. Thuéc Buluofen, SPK: VN-10686-10 do cong ty Yunnan Dongjun
Pharmaceutical Co., Ltd dang k¥, trong quyét dinh ghi dia chi nha sén xudt la
No.51 Yuantai Road, Yiling town, Jangdu City, Jangsu Province, China nay dinh
chinh dia chi nha san xudt 13 No.51 Guotai Road, Yiling town, Jiangdu City,
Jiangsu Province, China.

5.9. ThuSc Hoic huong chinh khi dang nuéc, SPK: VN-10685-10 do céng ty
Yunnan Dongjun Pharmaceutical Co., Ltd dang k¥, trong quyét dinh ghi tén va dia
chi nha san xu4t 12 Tengchong Chinese Medicine Factory Co., of Yunnan dia chi
61 Lower West Rd of Guanghua West Rd, Tenyue District, Tengchong Yunnnan,
" China-China; qui cdch déng géi hop 1 lo 10ml, nay dinh chinh tén va dia chi nha
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san xuét 12 Tengchong Chinese Medicine Factory Co., Lid of Yunnan dia chi 61
Lower West Rd of Guanghua West Rd, Tenyue District, Tengchong Yunnan,
China; qui cdch déng géi hop 10 lo 10ml.

5.10. Thuéc Mactagen Tab., s6 dang ky VN-10304-10, do cong ty Il Hwa Co., Ltd.
dang k¥, do sai s6t clia cong ty trong viéc chudn bi to thong tin san phdm nén trong
Quyét dinh ghi tén hoat chat 12 Biphenyl dimethyl carboxylate, nay dinh chinh tén
hoat chat Ia Biphenyl dimethyl dicarboxylate.

5.11. Thuéc Pedcefix, SDK: VN-9916-10 do cong ty ACI Pharm. Inc. dang k¥,
trong Quyét dinh ghi hain lugng la 1g Cefixime; quy cdch déng géi la “Hcp 1 10™;
nay dinh chinh ham lwong 13 50mg Cefixime/Sml quy cdch déng géi 1a “Chai
30ml”.

5.12. Thudc Ultigra 120 Tablets, SDK: VN-10394-10 do cong ty Medley
Laboratoires Pvt., Ltd. dang ky, trong Quyét dinh ghi tén cong ty dang ky chua
chinh x4c 12 Medley Laboratoires Pvt., Ltd., nay dinh chinh tén cong ty dang ky la
Medley Pharmaceuticals.Ltd.

6. Quyét dinh s6 241/QD-QLD ngay 20 thing 08 nam 2010 cia Cuc trudng Cuc
Quan 1y duoc cong b6 17 tén thude nude ngodi duge phép lwu hanh tai Viét Nam,
dot 69: -

6.1. Thudc Crotax, SDK: VN-10699-10 do cong ty c6 phan tap doan Merap dang
ky, trong Quyét dinh ghi nha sdn xu4t: Sinsin Pharmaceutical Ce.; dang thudc, ham
luong Dung dich xit diing ngoai; qui cich déng gbi : hép 1 lo 200 liéu xit, nay dinh
chinh nha san xuit: Sinsin Pharmaceutical Co. Lid; dang thudc, ham luong: thudc
phun md diing tai chd trén da; qui cach déng g6i: lo xit 200 ml.

Cuc Quan 1§ duoc thong béo dé cic don vi it/

CUC TRUONG

Pa ky: Troeong Quoc Cudng

30 Y TE PONG THAP SAO Y BAN CHINH
S6: 14C /ISY-SYT TP. Cao Lanh, ngdyZf thing /2 nam 2010

Noi nhén: ) TL. GIAMBOC
- Cac don vi tryc thugc Nganh y t€ TANIT VA PIIONS
- Cac Cty, DN Dugc, / lir ;
- BVQDY, BVDPK DOMEDIC, Ban BVSKTU / o2 /i
- Cac PYT huyén, thi, TP. . /’//s '
- PNV Dugc, Thanh tra S&, [ Wi,
- Trang Web S¢ '

Thong bao khén dén céc co s& kinh doanh,
sir dung thudc biét dé thyuc hién.
-Luu.
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