
BQ Y TE CQNG HOA XA HQI CHU NGHiA VI~T NAM 

Cl}C QUAN LY DU'QC l>c)c I~p- TJ! do- H:;tnh phuc 

S6 g66!J /QLD-DK Ha N¢i, ngay~_!/ thang 6 nam 2012 
v /v dinh chinh quyet dinh cap 

SDK thu6c nuac ngoai 

Kfnh giri: - Sb Y te cac tinh, thanh pho tll.JC thu{)c trung U<1Ilg; 
Cac C6ng ty dang ky co thuoc duqc dfnh chfnh. 

~c Qmin ly duqc th6ng bao di~u chinh m¢t so n<?i dung trong cac Quyet 
dinh cap so dang ky thuoc nucrc ngoai nhu sau: 

1. Quyet dinh so 53/QD-QLD ngay 06/3/2008 ciia ~c trubng ~c Qulm ly duqc 
c6ng bo 663 ten thuoc nucrc ngoai duqc phep luu hanh te;ti Vi~t Nam, dqt 58: 

1.1. Thuoc Tildiem, SDK: VN-5756-08 do c6ng ty Sanofi Aventis dang ky, 
trong Quyet dinh ghi ham luqng hoe;tt chat la 60mg Diltiazem, nay dfnh chfnh 
ham luqng hoe;tt chat la Diltiazem hydrochloride 60mg. 

2. Quyet dinh so 257/QD-QLD ngay 23/10/2008 ciia ~c trubng ~c Qulm ly 
duqc c6ng bo 546 thuoc nucrc ngoai duqc phep luu hanh te;ti Vi~t Nam, dqt 61: 

2.1. Thuoc Levin tablets 250, SDK: VN-7208-08 va thuoc Levin tablets 500, 
SDK: VN-7209-08 do c6ng ty Hetero Drugs Ltd dang ky, do sai sot ciia c6ng ty 
trong vi~c chuAn bi ta th6ng tin san pham nen trong quyet dinh ghi quy each 
dong goi la h<?p 1 vi x 25 vien; nay dfnh chfnh quy each dong goi la h<?p 5 vi x 5 
vi en. 

3. Quyet dinh so 216/QD-QLD ngay 18/8/2009 ciia ~c trubng ~c Qulm ly 
duqc c6ng bo 572 thuoc nucrc ngoai duqc phep luu hanh te;ti Vi~t Nam, dqt 65: 

3.1. Thuoc Lorista, SDK: VN-8609-09 do C6ng ty TNHH Thuoog me;ti Nam 
Dong dang ky' trong Quyet dinh ghi quy each dong goi la "H<?p vi X 14 vi en nen 
bao phim"; nay dfnh chfnh quy each dong goi Ia "H<?p 2 vi x 14 vien nen bao 
phim". 

3.2. Thuoc Metronidazole Intravenous Infusion 500mg/10ml, SDK: VN-
8518-09 do c6ng ty TNHH Duqc phAm An sinh dang ky, trong Quyet dinh ghi 
ten thuoc la "Metronidazole Intravenous Infusion 500mg/10ml"; nay dfnh chfnh 
ten thuoc Ia "Metronidazole Intravenous Infusion 500mg/1 OOml". 

4. Quyet dinh so 298/QD-QLD ngay 04/11/2009 ciia ~c trubng ~c Quan ly 
duqc c6ng bo 454 thuoc nucrc ngoai duqc phep luu hanh te;ti Vi~t Nam, dqt 66: 

4.1. Thuoc Torlaxime, SDK: VN-9417-09 do c6ng ty Tedis S.A. dang ky, do 
sai sot ciia c6ng ty trong vi~c chuAn bi ta th6ng tin san phAm nen trong quyet 
dinh ghi dia chi nha san xuat la Ora de Barcelona, 135B 08290, Cerdanyola del, 
Barcelona- Spain; nay dfnh chfnh dia chi nha san xuat la Ctra de Barcelona, 135-
B 08290 Cerdanyola del, Valles Barcelona - Spain. 

5. Quyet dinh so 92/QD-QLD ngay 15/4/2010 ciia ~c trubng ~c Qmin ly duqc 
c6ng bo 4 71 ten thuoc nucrc ngohl duqc phep luu hanh te;ti Vi~t N am, dqt 68: 

5.1. Thuoc Shuraten, SDK: VN-9704-10 do c6ng ty Il Hwa Co., Ltd dang ky 
trong Quy~t dinh ghi dia chi nha san xriat la 482-2 Mongnae-dong, Danwon-gu, 
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Ansan-si, Gyeonggi-do, Korea, nay dfnh chfnh d!a chi nha s{m xufft la 448-2 
Mongnae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Korea 

5.2. Thu6c Nitagol, SDK: VN-9553-10 do Cong ty TNHH duqc phAm R6ng 
Vang dang ky, trong Quyet dinh ghi ten thu6c la "Nitagol", ten nha san xuat la 
"Alembic Chemicals Works Co., Ltd."; nay dfnh chfnh ten thu6c Ia "Nitagold", 
ten nha san xuat Ia "Alembic Limited.". 

6. Quyet dinh s6 240/QD-QLD ngay 20/8/2010 cua (\Ic truang (\Ic Qmin ly 
duqc cong b6 780 thu6c nuac ngoai duqc phep luu hanh t~i Vi~t Nam, dqt 69: 

6.1. Thu6c Lipitra 10, SDK: VN-10243-10 do c6ng ty Ferozsons 
Laboratories Ltd dang ky, trong quyet dinh ghi ho;;tt chat la Atovastatin Calcium, 
Atovastatin 1 Omg ; nay dfnh chfnh ho;;tt chat la Atorvastatin Calcium, 
Atorvastatin 1Om g. 

6.2. Thu6c Lipitra 20, SDK: VN-10244-10 do c6ng ty Ferozsons 
Laboratories Ltd dang ky, trong quyet dinh ghi ho;;tt chat la Atovastatin Calcium, 
Atovastatin 20mg ; nay dfnh chfnh ho;;tt chat la Atorvastatin Calcium, 
Atorvastatin 20mg. 

7. Quyet dinh s6 QD 417/QD-QLD ngay 17/12/2010 cua (\Ic truang '(\Ic Quan 
ly duqc cong b6 745 ten thu6c nuac ngoai duqc phep luu hanh t;;ti Vi~t Nam, dqt 
70: '.' 

7.l.Thu6c Suntropicamet 1%, SDK: VN-11333-10 do c6ng ty Sun 
Pharmaceutical Industries Ltd dang ky va san xuat, trong Quyet dinh ghi tieu 
chufin la BP nay dfnh chfnh tieu chufin Ut nha san xuat. 

7.2.Thu6c Sifrol, SDK: VN-10785-10, do c6ng ty Boehringer Ingelheim 
International GmbH dang ky; trong Quyet dinh ghi thanh phan chfnh, ham luqng 
la "Pramipexole dihydrochloride monohydrate, 0,18mg Pramipexole"; nay dfnh 
chfnh thanh phan chfnh, ham luqng la "Pramipexole dihydrochloride 
monohydrate 0,25mg tucmg ducmg vm Pramipexole 0,18mg". 

8. Quyet dinh s6 40/QD-QLD ngay 10/02/2011 cua (\Ic truang (\Ic Quan ly 
duqc cong b6 461 thu6c nuac ngoai duqc phep luu hanh t;;ti Vi~t Nam, dqt 71: 

8.l.Thu6c Themigrel injection, SDK: VN-11923-11 do c6ng ty Jeil 
Pharmaceutical Co., Ltd dang ky, trong quyet dinh ghi dia chi nha san xuat la 
552-2 Young Cheun Ri, Dong tan Myen, Hwa Sung Shi, Kyengki-Do, Korea; 
nay dfnh chfnh dia chi nha san xuat la 555-2. Young Cheon Ri, Dong tan Myen, 
Hwa Sung Shi, Kyung Ki-do, Korea. 

8.2. Thu6c Buject Injection, SDK: VN-11712-11 do c6ng ty c6 phk Duqc 
D~i Nam dang ky, trong quyet dinh ghi dia chi nha san xuat la 552-2 Young 
Cheun Ri, Dong tan Myen, Hwa Sung Shi, Kyengki-Do, Korea; nay dfnh chfnh 
dia chi nha san xuat la 555-2. Young Cheon Ri, Dong tan Myen, Hwa Sung Shi, 
Kyung Ki-do, Korea. 

9. Quyet dinh s6 127 /QD-QLD ngay 20/4/2011 cua (\Ic truang (\Ic Quan ly 
duqc cong b6 697 thu6c nuac ngoai duqc phep luu hanh t;;ti Vi~t Nam, dqt 72: 

9.1. Thu6c Orjection injection, SDK: VN-12215-11 do c6ng ty c6 phk 
Duqc D~i Nam dang ky, trong quyet dinh ghi dia chi nha san xuat la 552-2 
Young Cheun Ri, Dong tan Myen, Hwa Sung Shi, Kyengki-Do, Korea; nay dfnh 
chfnh dia chi nha san xufi't la 555-2. Young Cheon Ri, Dong tan Myen, Hwa 
Sung Shi, Kyung Ki-do, Korea. · 
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9.2. Thuoc Valemy, SDK: VN-12519-11 do cong ty Jeil Pharmaceutical Co., 
Ltd dang ky, trong quyet dpm ghi dja chi nha san xuAt Ia 552-2 Young Cheun 
Ri, Dong tan Myen, Hwa Sung Shi, Kyengki-Do, Korea; nay dfnh chinh dja chi 
nha san xuAt la 55~-2. Young Cheon Ri, Dong tan Myen, Hwa Sung Shi, Kyung 
Ki -do, Korea. 

9.3. Thuoc Amkey, SDK: VN-12351-11 do cong ty TNilli thuong m~i Nam 
Dbng dang ky, trong quyet dpm ghi dja chi nha san xuAt la 552-2 Young Cheun 
Ri, Dong tan Myen, Hwa Sung Shi, Kyengki-Do, Korea; nay dinh chinh dja chi 
nha san xuAt la 555-2. Young Cheon Ri, Dong tan Myen, Hwa Sung Shi, Kyung 
Ki -do, Korea. 

9.4.Thu6c Choongwaeevasol Injection, SDK: VN-12401-11 do cong ty 
Choongwae Pharma Corporation dang ky, trong Quyet dpm ghi ten thuoc la 
"Choongwaeevasol Injection"; nay dinh chfnh ten thuoc la "Choongwae Evasol 
Injection". 

9.5. Thuoc Poanvag, SDK: VN-12798-11 do cong ty Yeva Therapeutics Pvt., 
Ltd dang ky, do sai sot cua cong ty trong vi~c chuful bi tO' thong tin san phttm 
nen trong quyet d!nh ghi ten nha san xuAt la Genova Laboratories Pvt., Ltd, dja 
chi nha san xuAt la C-125, T.T.C. Industrial Area, Mahape, Navi Mumbai 400 
705, India; nay dfnh chinh ten nha san xuAt la Gelnova Laboratories Pvt., Ltd, 
dia chi nha san xuAt la C-125, T.T.C. Industrial Area, Mahape, Navi Mumbai 
400 705, Dist. Thane, Maharashtra State, India. 

10. Quyet dinh so 230/QD-QLD ngay 12/7/2011 cua Cvc tru6ng Cvc Quan ly 
duqc cong bo 639 ten thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t Nam, dqt 
73: 

10.1. Thuoc Staflox, SDK: VN-13151-11 do cong ty Hanbul Pharm. Co., 
Ltd dang ky, trong Quyet dinh ghi ten thuoc la Staflox; nay dinh chinh ten thuoc 
la Statflox. 

10.2. Thuoc C-Pac, SDK: VN-12856-11 do cong ty Austin Pharma 
Specialties Company dang ky trong quyet djnh ghi quy each dong goi la h()p 1 vi 
x10 vien nen; nay dfnh chlnh quy each dong goi Ia h<?p 10 vi X 10 vien nen bao 
phim. 

10.3. Thuoc Hyranplus, SDK: VN-13319-11 do cong ty Phil International 
Co. Ltd dang ky, do sai sot cua cong ty trong vi~c chuful bi tO' thong tin san phttm 
nen trong quyet dinh ghi nha san xuAt la Huons Co., Ltd, dja chi 957 Wangam­
dong, Jecheon-si, Chungcheongbuk-do, Korea; nay dinh chlnh la san xuAt bbi 
HVLS Co., Ltd, d!a chi 938, Wangam-dong, Jecheon-si, Chungcheongbuk-do, 
Korea cho Huons Co., Ltd, dja chi 957 Wangam-dong, Jecheon-si, 
Chungcheongbuk-do, Korea. 

10.4. Thuoc Metronidazole, SDK: VN-13002-11; Ciprofloxacin intravenous 
infusion 200mg/1 OOml do cong ty TNHH Duqc phttm Rong vang dang ky trong 
Quyet djnh ghi ten nha san xuAt la Sheree Krishnakeshav Laboratories Ltd, nay 
dinh chinh dia chi nha san xuAt la Shree Krishnakeshav Laboratories Ltd. 

10.5. Thuoc Syndopa 275, SDK: VN-13392-11 do cong ty Sun 
Pharmaceutical Industries Ltd dang ky va san xuAt, trong Quyet d!nh ghi tieu 
chuttn la BP nay dfnh chinh tieu chuan la nha san xuat. 

10.6. Thuoc Eprex 1000, SDK: VN-13192-11 va thuoc Eprex 2000, SDK: 
VN-13193-11 do cong ty Janssen Cilag Ltd. dang ky, trong Quyet dinh ghi quy 
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each d6ng g6i Ia "H<?p 6 6ng 0,5ml"; nay dfnh chfnh quy each d6ng g6i cua 
thu6c Ia "H<?p 6 6ng tiem chua san thu6c 0,5ml.". 

10.7. Thu6c Eprex 4000, SDK: VN-13195-11 do cong ty Janssen Cilag Ltd. 
dang ky, trong Quy€t djnh ghi quy each d6ng g6i Ia "Hqp 6 6ng 0,4ml"; nay 
dfnh chfnh quy each d6ng g6i cua thu6c la "H<?p 6 6ng tiem chua san thu6c 
0,4ml.". · 

11. Quy€t djnh s6 338/QD-QLD ngay 07/9/2011 cua (\lc tnrbng (\lc Qmin ly 
duqc cong b6 498 ten thu6c nuac ngoai duqc phep luu hanh t~i Vi~t Nam, dqt 
74: 

11.1. Thu6c tiem Brainact 1000, SDK: VN-13846-11 do cong ty PT Kalbe 
Parma Thk dang ky, do sai s6t cua cong ty trong vi~c chuAn bi ta thong tin san 
phAm nen trong Quy€t dinh ghi ham luqng ho~t chat la "125mg/5ml"; nay dfnh 
chfnh ham luqng ho~t chat Ia "125mg/ml". 

12. Quy€t diflh s6 441/QD-QLD ngay 08/11/2011 cua (\lc trubng (\lc Quim ly 
duqc cong b6 452 ten thu6c nuac ngoai duqc phep luu hanh t~i Vi~t Nam, dqt 
75: 

12.1. Thu6c Alenta 70mg, s6 dang ky VN-14173-11 do· cong ty Getz 
Pharma (Pvt) Ltd dang ky, trong quy€t dinh ghi ham luqng la 70mg Alendronic 
aicd va h~n dung la 24 thang; nay dfnh chfnh ham luqng Ia 70mg Alendronic 
acid va h~ dung la 36 thang. 

12.2. Thu6c Oindimax 100mg, SDK: VN-14159-11 va Clindimax 150mg, 
SDK: VN-14160-11 do c6ng ty DongKwang Pharmaceutical Co., Ltd dang ky, 
trong Quy€t djnh ghi ten ho~t chat Ia "Neltimycin sulfate"; nay dfnh chfnh ten 
ho~t chat la "Netilmicin sulfate". 

12.3. Thu6c Kalium Chloratum Biomedica, SDK: VN-14110-11 do Cong ty 
TNHH EVD Duqc phAm Y t€ dang ky, do sai s6t cua cl>ng ty trong vi~c chuAn hi 
ta t6m Hit san phAm nen trong Quy€t dinh ghi ten cong ty dang ky Ia "Cong ty 
TNHH EVD Duqc phAm Y te'", dja chi cl>ng ty dang ky la "P 201, toa nha EVD, 
43 Tam Trinh, Qu~n Hoang Mai, TP. Ha n<?i"; nay dfnh chfnh ten cong ty dang 
ky la "Cong ty TNHH EVD Duqc phAm va Y te"'', dja chi cl>ng ty dang ky Ia 
"Phong 201, toa nha EVD, Khu Cl>ng nghi~p Hoang Mai, s6 431 duang Tam 
Trinh, Phuang Hoang Van Th~, Qu~ Hoang Mai, Thanh ph6 Ha N<?i". 

12.4. Thu6c Atodet-10, SDK: VN-14096-11 va thu6c Atodet-20, SDK: VN-
14097 -11 do cl>ng ty TNHH Duqc phAm Song Khanh dang ky, do sai s6t cua 
cong ty trong vi¢c chufin bi ta thl>ng tin san phAm, trong Quy€t dinh ghi tieu 
chuAn la "BP", quy each d6ng g6i Ia "1 vi 10 vien bao phim Kit dieu tri g6m 
vi en nang va vi en nen bao phim"; nay dfnh chfnh tieu chuAn la "NSX", quy each 
d6ng g6i la "H<?p 1 vi x 10 vi en nen bao phim". 

12.5. Thu6c Lubrijoint tablets, SDK: VN-14133-11, do cong ty TNHH TM 
& DP Hung Lqi dang ky; trong Quy€t djnh ghi thanh phAn chfnh, ham luqng la 
"Glucosamin sulfate posstasium chlorid, 296mg Glucosamine base"; nay dfnh 
chfnh thanh phAn chfnh, ham luqng Ia "Glucosamin sulfate posstasium chloride 
USP 500mg tmmg duong vm Glucosamine base 296mg". 

12.6. Thu6c Polfillin 2%, SDK: VN-14312-11, do c6ng ty Pharmaceutical 
Works Polpharma S.A. dang ky; do sai s6t cua cl>ng ty trong vi¢c chuAn bi ta 
thong tin san phAm nen trong Quy€t dinh ghi ten thu6c la "Polfillin 2%"; nay 
dinh chfnh ten thu6c la "Polfilin 2%". 
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12.7. Thuoc Wontazime, SDK: VN-14323-11 do cong ty Pharmix 
Corporation dang ky, trong Quyet dinh ghi tieu chuan ch~t luqng la "USP 26"; 
nay dinh chfnh tieu chuan ch~t luqng la "USP 32". 

13. Quyet dinh so 21/QD-QLD ngay 12/01/2012 cua Ct]c truemg Ct]c Qulm ly 
duqc cong b6 463 ten thu6c nuac ngoai duqc phep luu hanh tl;li Vi¢t Nam, dqt 
76: 

13.1. Thu6c Deltazime, SDK: VN-14728-12 do cong ty Lifepharma S.p.A. 
dang ky' do sai sot cua cong ty trong vi¢c chuan hi to thong tin san pham nen 
trong quyet dinh ghi dia chi nha san xu~t la Strada Solaro, 75/77-18038 Sanremo 
(IM), Italy; nay dfnh chfnh dia chi nha san xu~t la Via Dante Alighieri, 71-18038 
San Remo (IM) -Italy va b6 sung them ce1 sb ki~m nghi¢m la GET S.r.l. dia chi : 
ViaL. Ariosto, 17-Sanremo (Italy). 

13.2.Thuoc Cefamet-250, SDK: VN-14698-12 do cong ty Hetero Drugs Ltd 
dang ky, trong quyet dinh ghi quy each dong goi la h<?p 10 vi x 10 vi en; nay dfnh 
chfnh quy each dong goi la h<?p 3 vi x 10 vi en. 

13.3. Thuoc Cefotaxima Normon 1g, SDK: VN-14548-12 do Cong ty Dugc 
ph~m Trung uong 2 dang ky, trong quyet dinh ghi nha san xu~t la Laboractorios 
Normon S.A.; nay dfnh chfnh nha san xuat la Laboratorios Normon S.A. 

13.4. Thu6c Ceftriaxon Normon 1g, SDK: VN-14549-12 do Cong ty Duqc 
ph~m Trung uong 2 dang ky, trong quyet dinh ghi ten thu6c Ia Ceftriaxon 
Normon 1g, nha san xuat la Laboractorios Normon S.A. va quy each dong goi la 
h<?p ~ l9 thu6c va 1 6ng nuac cat ; nay dfnh chfnh ten thu6c la Ceftriaxona 
Normon 1g, nha san xuat Ia Laboratorios Normon S.A. va quy each dong goi la 
h<?p 1 l9 thu6c va 1 6ng nuac cat 1 Oml. 

13.5. Thu6c Glucodown OR Tablet, SDK: VN-14695-12 do Cong ty Hanall 
Pharmaceutical Co, Ltd dang ky, trong quyet dinh ghi ten thu6c la Glucodown 
OR Tablet; nay dfnh chfnh ten thu6c la Glucodown Tablet. 

13.6. Thuoc Bee-Neotil, SDK: VN-14720-12 do Kukje Pharma Ind. Co., 
Ltd. dang ky' do SC1 suat cua cong ty trong vi¢c chuan hi to thong tin san pham, 
trong Quyet dinh ghi hol;lt chat Ia "citicholin"; nay dfnh chfnh hol;lt ch~t la 
"citicolin". 

13.7. Thu6c Linmycine 600mg/2ml, SDK: VN-14897-12, do cong ty Amoli 
Enterprises Ltd dang ky trong Quyet dinh ghi quy each dong goi h()p 2 vi X 10 
6ng x 2ml, nay dfnh chfnh quy each dong goi la h<?p 10 l9 x 2ml dung dich tiem 
300mg/ml. 

13.8. Thuoc MG-Tan Inj., SDK: VN-14824-12 do cong ty TDS Pharm 
Corporation dang ky, trong Quyet dinh ghi ten thu6c chua chfnh xac la "MG-Tan 
Inj"; nay dfnh chfnh ten thuoc la "MG-TNA Inj.". 

13.9. Thuoc Kfepime, SDK: VN-14453-12 do Aristo Pharmaceuticals Pvt. 
Ltd. dang ky, trong Quyet dinh ghi dia chi nha san xuat Ia "Survey No. 375/3, 
Kunbar Falia, Dabhel Village, Nani Daman., India", ten cong ty dang ky la 
"Aristo Pharmaceuticals Limited"; nay dfnh chfnh dia chi nha san xu~t la 
"Survey No. 375/3, Kunbar Falia, Dabhel Village, Nani Daman, Daman 396 210, 
India", ten cong ty dang ky la "Aristo Pharmaceuticals Pvt. Ltd". 

13.10. Thuoc Ranitidina, SDK: VN-14567-12 do Cong ty TNHH duqc pham 
Vi¢t Phap dang ky, trong Quyet difih ghi qui each dong goi la "H9p 200 ong 
2ml"; nay d1nh chlnh qui each dong g6i la "H()p 100 6ng 2ml". 
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13.11. Thu6c Unocef Injection 1000mg, SDK: VN-14612-12, do cong ty 
TNHH EVD Duqc phfim Y t€ dang ky, do sai sot ciia cong ty trong vi~c chufin hi 
ta thong tin san phAm nen trong Quy~t dinh ghi ten c6ng ty dang ky la "C6ng ty 
TNHH EVD Duqc phAm Y te"', dja chi tc;ti: "P 201, toa nha EVD, 43 Tam Trinh, 
Q. Hoang Mai, Ha N<?i"; nay dinh chinh ten cong ty dang ky la "Cong ty TNHH 
EVD Duqc phAm va Y te"'', dja chi tc;ti: "Phong 201, toa nha EVD, Khu cong 
nghi~p Hoang Mai, s6 431, duang Tam Trinh, phuang Hoang Van Th1;1, qu~ 
Hoang Mai, thanh ph6 Ha N<?i". · 

13.12. Thu6c Panataxel 100mg, SDK: VN-14725-12 va thu6c Panataxel 
30mg, SDK: VN-14726-12, do cong ty Laboratories Bago S.A dang ky; do sai 
sot ciia cong ty trong vi~c chuAn hi ta thong tin slm phAm nen trong Quyet djnh 
ghi: (1) dja chi nha slm xufit Ia "Palpa 2878 Ciudad Autonoma de Buenos Aires, 
Argentina", (2) ten cong ty dong goi Ia "Bioprofarm S.A"; nay dinh chinh: (1) 
dja chi nha san xufit Ia "Palpa 2870 Ciudad Autonoma de Buenos Aires, 
Argentina", (2) ten cong ty dong goi la "Bioprofarma S.A". 

13.13. Thu6c Reduced Glutathione Injection 300mg, SDK: VN-14613-12 va 
thu6c Reduced Glutathione Injection 600mg, SDK: VN-14614-12 do cong ty 
TNHH EVD Duqc phAm Y te dang ky, do sai sot ciia cong ty trong vi~c chuAn bj 
ta thong tin san phfim nen trong Quy€t djnh ghi ten cong ty dang ky Ia "Cong ty 
TNHH EVD Duqc phAm Y te"'', dja chi tc;ti: "P 201, toa nha EVD, 43 Tam Trinh, 
Q. Hoang Mai, Ha N<?i", dc;t,ng bao ch€ la "B<?t dong kho"; nay dinh chinh ten 
cong ty dang ky Ia "Cong ty TNHH EVD Duqc phAm va Y te"', dja chi tc;ti: 
"Phong 201, toa nha EVD, Khu cong nghi~p Hoang Mai, s6 431, duang Tam 
Trinh, phuang Hoang Van Th1;1, qu~ Hoang Mai, thanh ph6 Ha N<?i", dc;tng bao 
che Ia "B<?t dong kho pha tiem". 

14. Quy€t djnh s6 17 /QD-QLD ngay 12/01/2012 ciia ~c trubng ~c Quan ly duqc 
cong b6 10 ten thu6c nuac ngoai duqc phep luu hanh tc;ti Vi~t Nam, dqt 76- cfip 01 
nam: 

14.1. Thu6c Pradaxa, SDK: VN1-618-12, do cong ty Boehringer Ingelheim 
International GmbH dang ky; trong Quyet djnh ghi: (1) thanh philn chinh, ham 
luqng Ia "Dabigatran etexilate mesilate 86,48mg tuong duong", (2) ten nha sfm 
xufit la "Boehringer lngelheim International GmbH"; nay dinh chinh: ( 1) thanh 
philn chinh, ham luqng la "Dabigatran etexilate mesilate 86,48mg tuong duong 
Dabigatran etexilate 75mg", (2) ten nha san xufit la "Boehringer Ingelheim 
Pharma GmbH & Co.KG". 

14.2. Thu6c Pradaxa, SDK: VN1-619-12, do cong ty Boehringer lngelheim 
International GmbH dang ky; trong Quy€t djnh ghi: (1) thanh philo chinh, ham 
luqng la "Dabigatran etexilate mesilate 126,83mg tuong duong", (2) ten nha slm 
xuA't Ia "Boehringer lngelheim International GmbH"; nay dinh chinh: (1) thanh 
philn chinh, ham luqng la "Dabigatran etexilate mesilate 126,83mg tuong duong 
Dabigatran etexilate 110mg", (2) ten nha san xufit Ia "Boehringer Ingelheim 
Pharma GmbH & Co.KG". 

15. Quy€t djnh s6 92/QD-QLD ngay 22/3/2012 ciia ~c trubng ~c Quan ly 
duqc cong b6 297 ten thu6c nuac ngoai duqc phep luu hanh tc;ti Vi~t N am, dqt: 
77: 

15.1. Thu6c PM Branin, SDK: VN-15009-12, do cong ty TNHH Duqc phAm 
Quang Thai dang ky, do sai sot ciia cong ty trong vi~c chufin bj to thong tin san 
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ph~m nen trong Quyet djnh ghi tu6i th<;> cua thuoc la "36 thang"; nay d.inh chinh 
tu6i thQ cua thuoc la "24 thang". 

15.2. Thuoc Cymevene, SDK: VN-15049-12, do cong ty F.Hoffmann-La 
Roche Ltd. dang ky, do sai sot cua cong ty trong vi¢c chuan bi ta thong tin san 
pham nen trong Quyet djnh chua ghi thong tin nha dong goi thuoc; nay b6 sung 
thong tin ten nha dong goi thuoc: F.Hoffmann-La Roche Ltd., dja chi: CH-4303 
Kaiseraugst, Switzerland. 

15.3. Thuoc Medoclav 375mg, SDK: VN-15087-12, do cong ty 
Medochemie Ltd. dang ky, do sai sot cua cong ty trong vi¢c chufin bi ta thong 
tin san pham nen trong Quyet djnh ghi tu6i th<;> cua thuoc Ia "24 thang"; nay 
d.inh chinh tu6i th<;> cua thuoc la "36 thang". 

15.4. Vien nen bao phim YSP Gincare, SDK: VN-15159-12, do cong ty 
Y.S.P. Industries (M) Sdn. Bhd. dang ky, do sai sot cua cong ty trong vi¢c chuan 
bi ta thong tin san pham nen trong Quyet djnh ghi tu6i th<;> cua thuoc la "24 
thang"; nay d.inh chinh tu6i thQ cua thuoc la "36 thang". 

15.5. Thuoc Apotel, SDK: VN-15157-12 do Wuhan Grand Pharma Group 
Co., Ltd. dang ky, do so suat cua cong ty trong vi¢c chuan bi ta thong tin san 
pham, trong Quyet djnh ghi ham luqng la "1005mg/6,7ml"; nay d.inh chinh ham 
luqng la "1000mg/6,7ml". 

15.6. Thuoc Osavix dry powder for oral suspension, SDK: VN-14972-12 do 
cong ty c6 phan dugc pham Osaka dang ky, trong Quyet dinh ghi ten nha slm 
xuat la Twilight Litaka Pharmaceuticals Ltd, nay d.inh chinh ten nha san xuat la 
Twilight Litaka Pharma Ltd. 

15.7. Thuoc Oxamark 500, SDK: VN-15084-12 do cong ty Marksans 
Pharma Ltd. dang ky, do sai sot cua cong ty trong vi¢c chufin bi ta thong tin san 
pham nen trong Quyet djnh ghi quy each dong goi cua thuoc la "H<?p 1 vi X 10 
vien"; nay d.inh chinh quy each dong goi cua thuoc la" Hqp 1 vi X 12 vien". 

15.8. Thuoc Solu-Medrol, SDK: VN-15107-12 do cong ty Pfizer (Thailand) 
Ltd. dang ky, trong Quyet dinh ghi ten nha san xuat la "Pharmacia & Upjohn 
Inc.", dja chi nha san xuat la "7000 Portage Road, Kalama zoo Michigan 49001, 
USA"; nay d.inh chinh ten nha san xuat la "Pharmacia & Upjohn Company", dja 
chi nha san xuat la "7000 Portage Road, Kalamazoo, MI 49001, USA". 

15.9. Thuoc Depakine, SDK: VN-15133-12 do cong ty Sanofi Aventis dang 
ky' do sai sot cua cong ty trong vi¢c chufin bi ta thong tin san pham nen trong 
quyet djnh ghi dja chi nha san xuat la La Batlloria a Hostalric, Km, 63,09 17404 
Riells i Viabrea (Gerona), Spain; nay d.inh chinh dja chi nha san xuat la Ora. C-
35 -La Batlloria a Hostalric Km, 63,09 17404- Riells i Viabrea (Girona), Spain. 

15.10. Thuoc Ribazole, so dang ky VN-15055-12 do cong ty Getz Pharma 
(Pvt) Ltd dang ky, trong quyet djnh ghi dc~mg bao chela vien nang cUn.g; nay 
d.inh chinh d~ng bao che la vien nen bao phim. 

15.11. Thuoc Liquifilm Tears, so dang ky VN-14892-12 do cong ty 
Allergan, Inc dang ky, trong quyet dinh ghi ham luqng la 1,4% w/v (140mg/ml); 
nay d.inh chinh ham luqng la 1,4% w/v (14mg/ml). 

15.12. Thuoc Siofor 1000, SDK: VN-14924-12 do cong ty Berlin Chemie 
AG (Menarini Group) dang ky, trong Quyet djnh ghi ten nha san xuat la 
"Dragenopharm Apotheke Puschl GmbH & Co. KG" va dja chi nha san xuat la 
"Gollstrasse 1, D-84529 Tittmoming, Germany"; nay dfnh chfnh ten nha sfm 
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xuat Ut "Dragenopharrn Apotheker Pueschl GmbH" va d!a chi nha san xuat Ia 
"Goellstrasse 1, D-84529 Tittmoning, Germany". 

15.13. Thu6c Nephgold, SDK: VN-14954-12 do cong ty Choongwae 
Pharma Corporation dang ky, trong Quyet dinh ghi ten nha sc!m xuat Ia 
"Choongwae Pharrna Corporation" va d!a chi nha san xuat Ia "146-141, 
Annyoung-dong , Hwaseong-City, Gyeonggi-Do, Korea"; nay dinh chinh ten 
nha san xuat Ia "Choongwae Corporation" va d!a chi nha san xuat Ia "416 
Hanjin-ri, Songak -myeon, Dangjin-gun, Chungcheongnam-do, Korea". 

15.14. Thu6c Restasis, SDK: VN-14894-12 do Allergan, Inc dang ky, do se1 
suat cua c6ng ty trong vi~c chutin bi to th6ng tin san phAffi, trong Quyet d!nh ghi 
ham lUQ'llg la "0,05%", dia chi nha san xuat Ia "8301 Mars Drive Waco, TX 
76712-USA"; nay dinh chinh ham lUQ'llg Ia "0,05% (0,5mg/g)", dia chi nha sc!m 
xuat Ia "Waco, TX 76712-USA". 

15.15. Thu6c Zymar, SDK: VN-14895-12 do Allergan, Inc dang ky, do se1 
suat cua c6ng ty trong vi~c chutin b! to th6ng tin san pham, trong Quyet dinh ghi 
ham luQ'llg Ia "0,3mg/ml", d!a chi nha san xuat Ia "8301 Mars Drive Waco, TX 
76712-USA"; nay dinh chinh ham lUQ'llg Ia "0,3% (3mg/ml)", dia chi nha sc!m 
xuat la "Waco, TX 76712-USA". 

15.16. Thu6c Adult's Tylenol, SDK: VN-15070-12, do c6ng ty Janssen 
Cilag Ltd. dang ky, trong Quyet dinh ghi tieu chuan thanh phAm Ia "nha sc!m 
xuat"; nay dinh chinh tieu chuan thanh phAm Ia "USP 34". 

15.17. Thu6c Mysoven Granules, SDK: VN-14984-12, do c6ng ty 1NHH 
DKSH Vi~t Nam dang ky, trong Quyet d!nh ghi: (1) ten nha san xuat Ia "Greater 
Pharma Limited Partnership", (2) d!a chi nha san xuat Ia "46 Charansanitwongs 
40, Bangkok, Thailand"; nay dinh chinh: (1) ten nha san xuat Ia "Greater Pharrna 
Co., Ltd.", (2) d!a chi nha san xuat Ia "46 Charansanitwong 40, Bang Yi Khan, 
Bang Phlat, Bangkok 10700, Thailand". 

15.18. Thu6c Mysoven Granules 200, SDK: VN-14985-12, do c6ng ty 
TNHH DKSH Vi~t Nam dang ky, trong Quyet dinh ghi: (1) ten nha san xuat la 
"Greater Pharrna Limited Partnership", (2) dia chi nha san xuat Ia "46 
Charansanitwongs 40, Bangkok, Thailand", (3) ham lUQ'llg Ia "100mg/3g c6m"; 
nay dinh chinh: (1) ten nha san xuat Ia "Greater Pharma Co., Ltd.", (2) dia chi 
nha san xuat Ia "46 Charansanitwong 40, Bang Yi Khan, Bang Phlat, Bangkok 
10700, Thailand", (3) ham luQ'llg Ia "200mg/3g c6m". . 

15.19. Thu6c Celebrex, SDK: VN-15106-12 do c6ng ty Pfizer (Thailand) 
Ltd. dang ky, do sai s6t cua c6ng ty trong vi~c chuan b! to th6ng tin san pham 
nen trong Quy€t dinh ghi ce1 sb d6ng g6i Ia "Pfizer Manufacturing Deutschland 
GmbH"' nay dinh chinh CC1 sb dong g6i va xuat xubng Ia "Pfizer Manufacturing 
Deutschland GmbH, dia chi: Heinrich-Mack-Str.35, 89257 Illertissen, 
Germany". 

15.20. Thu6c tiem Kidofadine, SDK: VN-15179-12, do c6ng ty Young-11 
Pharm. Co., Ltd. dang ky, do sai s6t cua c6ng ty trong vi~c chufin bi to th6ng tin 
san phfim nen trong Quyet dinh ghi tieu chuan thanh phfim Ia "USP 24"; nay 
dinh chinh tieu chufin thanh pham la "USP 32". 

15.21. Thu6c Union Dexamethasone, SDK: VN-15114-12 do c6ng ty 
Pharmix Corporation dang ky, trong Quyet dinh ghi tieu chuAn Ia USP 32, nay 
dinh chinh tieu chufin Ia nha san xuat. 
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16. Quyet dpm so 95/QD-QLD ngay 22/3/2012 cua ~c tnr6ng (\Ic Qm'in ly duqc 
cong bo 07 ten thuoc nu6'c ngoai duqc phep luu hanh t~i Vi~t N am, dqt 77 - dip 01 
nam: 

16.1. Thuoc Doxetaxel Teva, SDK: VNl-629-12, do cong ty C6 phan Duqc · 
phfim Duy Tan dang ky, do sai s6t cua cong ty trong vi~c chufin bi to thong tin 
sim phfim nen trong Quyet diflh ghi ten thu6c Ia "Doxetaxel Teva"; nay dfnh 
chfnh ten thuoc la "Docetaxel Teva". 

162. Thuoc Vinorelsin 50mg/5ml, SDK: VN1-634-12 do cong ty PT 
Acta vis Indonesia dang ky, trong Quyet dinh ghi h~n dung cua thuoc la "24 
thang"; nay dfnh chfnh h~n dung cua thuoc la "36 thang.". 

17. Quyet dpm so 91/QD-QLD ngay 22/3/2012 cua G;tc tnr6ng ~c Quan ly duqc 
cong b6 14 ten thuoc·nu6'c ngohl duqc phep luu hanh t~i Vi~t Nam, dqt 77- ctfp 01 
nam: 

17.1. Thuoc Elonva, SDK: VN1-650-12 va Elonva, SDK: VN1-651-12 do 
cong ty Merck Sharp & Dohme (Asia) Ltd dang ky, trong Quyet dinh ghi dia chi 
nha sim xuat Ia Schutzen strasse 87 and 99-101, 88212 Ravensburg-Germany, 
nay dfnh chfnh ten nha sim xuat Ia Schutzenstrasse 87 and 99-101, 88212 
Ravens burg-Germany. 

OJc Quim Iy duqc thong bao d~ cac don vi biet./. I 
Noi nh~n: 
- Nhutren; 
- Cl;lc Quan y- BQ Qu6c phong, C\}c Y t€- B(> Cong an; 
- C\}c Y t€ Giao thong v~n t<ii - BQ Giao thorig v~n tid; 
- T6ng Cl;IC Hai quan - B(> Ta.i chinh; 
- Bao hiem Xa h(>i Vi~t Nam; 
- V1;1 Phap ch€, V1;1 Y duqc c6 truy~n. C\}c Quan ly kham 
chua ~nh - BQ Y te, Thanh tra B(> Y t€; 
- Vi~n KN thu6c TW, Vi~n KN thu6c TP. HCM; 
- T6ng Cong ty Duqc VN; 
- cac ~nh vi~n & Vi~n c6 giuemg b~nh tn.rc thu(>c BQ Y t€; 

; Truong Quoc Cu01lg 

-Website C\}c QLD, T~p chi Duqc & MP, P. QLKDD; 
- Luu: VP, DK(lO). 
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