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V/v Dbinh chinh quyét dinh cap SDK
thudc nude ngoai

Kinh g : | |
- S6'Y t€’cac tinh, thanh phé truc thuge trung vong;
- Céc cong ty xuét nhap khdu dugc phiam truc tiép.

Cue Quan 1y duoc thong bdo diéu chinh mot s6 noi dung trong cdc Quyét dinth cép s6
dang ky thudc nuéc ngodi nhu sau:

L. Quyét dinh s8 20/QP-QLD ngay 05/02/2009 cta Cuc trudng Cuc Quén 1y duge cong bo
475 thuoc nudce ngoai duge phép luu hanh tai Viet Nam, dot 62:

1. Thuéc Razoxcid-20, SDK: VN-7852-09 do cong ty Syncom Formulations (India)
Limited dang k¥, trong Quyét dinh ghi dia chi cong ty ding ky Ia “256-257 Sector-1,
Pithampur Dist, Dhar (M.P), India”, dia chi cong ty san xuat 14 “7 Niraj Industrial estate, off.
mahakali Caves Road, Andheri (East), Mumbai -400 093, India”; nay dinh chinh dia chi
cong ty dang ky 1a “7 Niraj Industrial estate, off. mahakali Caves Road, Andheri (East),
Mumbai -400 093, India”, dia chi cong ty san xudt Ia “256-257 Sector-1, Pithampur Dist,
Dhar (M.P), India”.

I1. Quyét dinh s6 92/QD-QLD ngay 15 thdng 4 nam 2010 clia Cuc trudng Cuc Quan 1y duoc
cong bo 471 thude nude ngoai duge phép luu hanh tai Viét Nam, dot 68:

1. Thu6c Rexlar suspensmn 125mg/5m1 SDK: VN-9818-10 do cong ty Ranbaxy
Laboratories Ltd dang ky, do sai sét ciia cong ty trong to thong tin san phim, trong Quyét
dinh ghi dang béo che 13 “Com pha hén dich uéng”; nay dinh chinh dang bio ché 13 “Bot
pha hén dich uéng”.

2. Thudc Lorinden C ointment, SDK: VN-9812-10 do céng ty Polfa Ltd dang k¥,
trong Quy€t dinh ghi thanh phén, ham lugng 14 “Fluomethasone pivalate; Clioquinol - 3mg;
450mg”; may dinh chinh thanh phin, ham luong la “Fluomethasone pivalate .0,2mg;
Clioquinol 30,0mg”.

HI. Quyét dinh s6 417/QD-QLD ngay 17 thang 12 nim 2010 ctia Cuc trudng Cuc Quan 1y
dugc cong bd 745 thudc nudc ngoai duoc phép hru hanh tai Viét Nam, dot 70:

1. Thuoc Bio-Ane, SDK: VN-10778-10 do cong ty Biodeal Laboratories Pvt Ltd
dang ky, trong Quyét dinh tén thudc 12 “Bio-Ane”; nay dinh chinh tén thuéc 13 “Bio-Acne”.

2. Thu6c Acmodim tablet, SDK: VN-10980-10 do c6ng ty Chunggei Pharm Co., Ltd
dang ky, trong Quyét dinh ghi cong ty dang ky 12 Chunggei Pharm Co., Ltd, céng ty san
xuat Ia Boram Pharm. Co., Ltd; nay dinh chinh tn cong ty dang ky 13 “Boram Pharm. Co.,
Ltd”, dia chi dang k¥ 1a “471 Moknae-dong, Danwon-gu, Ansan-si, Kyungki-do, Korea”,
cong ty san xudt 13 “Chunggei Pharm Co., Ltd”, dia chi sén xuat 1a “1106-4, Daeyang-ri,
Yanggam-myeon, Hwaseoung-si, Gyeonggi-do, Korea”.

3. Thu6c Daehwaovis Tab, SDK: VN-10991-10 do cong ty Dae Hwa Pharm Co., Ltd

dang ky, trong Quyét dinh ghi quy cédch dong g01 I2 “Hop 1 vi x 10 vién nén bao phim”; nay
dinh chinh quy cdch déng géi 1a “Hop 1 vi x 1 vién nén bao phim”.



4. Thudc Ulcozol 40, SDK: VN-11152-10 do cong ty Labbratdrlos Bago S.A dang
ky, trong Quyét dinh ghi ham luong thudc 1a “Omeprazole Natn 40mg” nay dinh chinh
ham luong thuoc 1a “Omeprazole - 40mg”.

5. Thubc Sachol-Gel, SDK: VN-11272-10 do cong ty Polfa Ltd. ding k¥; trong
Quyét dinh ghi thanh phdn 1a “Choline Salicylate, Cetalkonium Chloride”, ham lugng 1
“87,1mg Choline Salicylate, 0,1mg Cetalkonium Chloride”; nay dinh chinh thanh phin ham
luong 14 “Choline Salicylate 87,1mg; Cetalkonium Chloride 0,1mg”. -

6. Thuéc Xiclav, SDK: VN-11309-10 do cﬁng ty Sandoz’ GmbH ding ky, trong
Quyét dinh ghi quy cdch déng géi 12 “Hop 1 vi x 10 vién”; nay dmh chinh quy cédch déng
g6i 1a “Hop 5 vi x 4 vién”. o

7. Thuéc Encorate Chrono 500, SDK: VN-11330-10 do cong ty Sun Pharmaceutical
Industries Ltd déng k¥, trong Quyét dinh ghi dia chi nha sin xust 13 “Survey No 214, Govt.
Industrial Estate, Phase I, Silvassa, 396230 (UT of Dadra & Nagar Haveli), India”; nay dinh
chinh dia chi nha sdn xu4t 1a “Survey No 214, Govt. Ind Area, Phase II, Silvassa, 396230
(UT of Dadra & Nagar Haveli), India”.

8. Thudc Piraxis Injection 15ml, SPK: VN-11359-10 do cong ty Tai Yu Chemical &
Pharmaceutical Co., Ltd ding ky, trong Quyé&t dinh ghi dang thuéc, ham lugng 134 “Dung
dich tiem”, quy céch déng géi 1a “Hop 5 6ng x 20ml”; nay dinh chinh dang thu6c, ham
lugng 14 “Dung dich tiém-200mg/ml”; quy cdch déng géi 1a “Hop 5 6ng x 15mi”.

9. Thudc Gentixl, SPK: VN-11401-10 do cong ty XL Laboratories Pvt., Ltd dang
k¥, trong Quyét dinh ghi tén thudc 14 “Gentix]”; nay dinh chinh tén thuée 1a “Gentixl 300”.
IV. Quyét dinh s6 440/QD-QLD ngay 23 thing 12 nam 2010 cta Cuc trudng Cuc Quan Iy
dugc cong b6 214 thudc nude ngodi duge phép lwu hanh tai Vigt Nam, dot 70 bo sung:

1. Thu6c Triamvirgri, SDK: VN-11457-10 do coéng ty Alpha Intes Industria
Terapeutica Splendore ding ky, trong Quyét dinh ghi tén thubc 1& “Triamvirgri”, tén cong ty
. ding ky la “Alpha Intes Industria Terapeutica Splendore”; nay dinh chinh tén thudc la
“Triamvirgi”, tén cong ty dang ky 1a “Alfa Intes Industria Terapeutica Splendore (S.r.1)”.

2. Thusc IVE-M 75IU, SPK: VN-11585-10 do cong ty Kolon I Networks
Corporation ding k¥, do sai sét clia cong ty trong qué trinh chu4n bi t& théng tin sén phérn
trong Quyét dinh ghi quy cich dong g6i “Hop 1 1o™; nay dinh chinh quy cdch déng géi 1a
“Hop 1 lo + 1 lo dung méi pha tiém”:

3. Thu6c Prednisolon Tablet 5mg, SDK: VN-11654-10 do cong ty Y.S.P. Industries
(M) Sdn. Bhd. dang ky, trong Quyét dinh ghi tén thudc 13 “Prednisolon Tablet Smg”; nay
dinh chinh tén thudc 13 “Prednisolone Tablet Smg”. |

V. Quyét dinh s6 40/QD-QLD ngay 10 thang 02 ndm 2011 cta Cuc trudng Cuc Quan 1y .
dugc cong bo 461 thudc nude ngoai duge phép luu hanh tai Viét Nam, dot 71:

1. Thu6c Travatan, SDK: VN-11673-11 do céng ty Alcon Pharmaceuticals Ltd dang
ky, trong Quyét dinh ghi dang thudc, ham lugng 12 “Hén dich nhd mét - 0,004%”; nay dinh
chinh dang thuéc, ham lugng 12 “Dung dich thudc nhd mét vo tring — 0,004%”.

2. Thudc AlembicAzithral, SDK: VN-11674-11 do cong ty Alembic Ltd dang k¥,
trong Quyét dinh ghi dia chi cong ty dang ky 1a “Plot No. 21/22 Epip Phase-1 Jharmajri
Baddi Dist. Solan, India”, dia chi cong ty san xuit 12 “Alembic Road Vadodara 390 003,
Gujarat State, India”; nay dinh chinh dia chi cong ty diang ky 1a “Alembic Road Vadodara
390 003, Gujarat State, India”, dia chi cong ty sin xuat 1a “Plot No. 21/22 Epip -1 Jharmajri
Baddi Dist. Solan, India”.



3. Thudc Staraxim, SDK: VN-11764-11 do Céng ty TINHH Duogc pham DOHA déng
ky, trong Quyét dinh ghi ham lugng 13 “40mg Cefpodoxime’; nay dinh chinh ham lugng la
“40mg/5ml Cefpodoxime™.

4. Thudc Celcoxx 100mg, SDK: VN-11877-11 do céng ty Getz Pharma (Pvt) Ltd
ding ky, trong Quyét dinh ghi quy cdch déng g6i 1a “Hop 2 vi, 10 vi x 10 vién nang”; nay
dinh chinh quy cdch déng g6i 1a “Hop 2 vi, 5 vi x 10 vién nang”.

5. Thutc Telart HCT 40mg+12,5mg, SDK: VN-11879-11 do cong ty Getz Pharma
(Pvt) Ltd dang ky, trong Quyét dinh ghi hoat chit la “40mg Telmisartan; 12,5mg
Hydrochlorothia”; nay dinh chinh hoat chdt 1a “40mg Telmisartan: 12,5mg
Hydrochlorothiazide”.

6. Thudc Glovalox, SDK: VN-11883-11 do cong ty Global Pharma Healthcare Pvt.,
Ltd dang ky, do sai s6t clia cong ty trong viéc chudn bi t& thong tin san phdm nén trong
Quyet dinh ghi quy cich déng g6i 12 “Hop 16n chita 10 hop nhd X 1 vi 12 vién nén bao tan
trong rudt”; nay dinh chinh quy cich déng géi 1a “Hop 10 vi x 10 vién nén bao tan trong
rudt’”,

7. Thuéc Kotase Tab., SDK: VN-11925-11 do cong ty Kolon I Networks
Corporation dang ky, trong Quyét dinh ghi dia chi cong ty dang ky “116-117, Samsung-
dong, Kangnam-gu, Seoul, Korea™; nay dinh chinh dia chi cong ty dang ky 1a “533-2 Gasan-
dong, Geumcheon-gu, Seoul, Korea”.

8. Thu6c Voltaren, SDK: VN-11972-11 do céng ty Novartis AG dang ky, trong
Quyét dinh ghi tén cong ty ding ky 1a “Novartis AG”; nay dinh chinh tén cong ty déng ky 1a
“Novartis Pharma Services AG”.

9. Thutc Anofer, SDK: VN-12034-11 do cong ty Sun Pharmaceutical Industries Ltd
dang ky, trong Quyét dinh ghi dia chi nha san xuat 13 “Survey No 214, Govt. Industrial
Estate, Phase II, Silvassa, 396230 (UT of Dadra & Nagar Haveli), India”; nay dinh chinh dia
chi nha san xuit 13 “Survey No 214, Govt. Industrial Area, Phase 11, Silvassa, 396230 (UT of
Dadra & Nagar Haveli), India”.

10. Thu6c Metronidazole Injection, SPK: VN-12065-11 do cong ty Wuhan
Tiantianming Pharmaceutical Corporation ding ky, trong Quyét dinh ghi tén céng ty san
xufit va dang ky 1a “Wuhan Tiantianming Pharmaceutical Corporation”; nay dinh chinh tén
cOng ty san xudt va dang ky 1a “Wuhan Grand Pharmaceutical Group Co., Ltd”, dia chi cong
ty ding ky va sdn xudt 14 “No.5 Gutian road wuhan, China”. :

11.Thuéc PM Renem, SPK: VN-11788-11 do céng ty TNHH Dugc phim Quang
Thai déng ky, trong Quyét dinh ghi tén thudc 1a “PM Renem”: nay dinh chinh tén thudc 1
“PM Remem”.

Cuc Quan ly dugc théng bdo dé cac don vi biét./.
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