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trlnh hru harm thu6c b nuac sa tl;U va a Vi¢t Nam thl phru bao cao ngay cho G.Jc 
Qulm ly Duqc- Bq Y t€ Vi¢t Nam. 

Dieu 5. Quy€t djnh nay c6 hi¢u Ivc k6 tU ngay kY ban harm. 

Dieu 6. Giam doc SaY t€ cac tinh, thrum pho tnJc thuqc trung uong, giam 
doc nha san xuat va cong ty dang ky c6 thuoc t~i Di~u 1 chju trach nhi¢m thi 
harm Quy€t djnh nay./. 

Nui nhtj.n: 
- NhuDi~u 6; 
- B¢ tnrbng Nguy~n Tb.i Kim Tie'n (d~ b/c); 
- Q,Ic Quan Y - B¢ Qu6c phong, Q,Ic Y t€- B¢ Cong 
- Q,Ic Y t€ Giao thong v~ cli - B¢ Giao thong v~ tai; 
- T6ng Cl;IC Hili quan - B9 Tai chinh; 
- Bao hi~m Xa h¢i Vi~t Nam; 
- Vl;l Phap ch€, Q,Ic Quiin ly Kham, chua ~nh- B¢ Y t€, 
Thanh tra B¢ Y t€; 
- Vien.XN thrroc--:Tw, VienXN-thu6c TP.RCM;_ 
- T6~g COng ty Duqc VN,; Tt uong Qu6c-CuU1rg 
- Ccic COng ty XNK Duqc phAm; 
- Ccic ~nh vi~n & Vi~n c6 giuOn.g b~nh tfl;l'C thu¢c B¢ Y t€; 
-Website cua Q,lc QLD, T~p chi Duqc vaMP- Q,lc QLD; 
- Luu: VP, KDD, DKT(lO). 
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BQYTE 

CTJC QUAN LY DUQC 

cONG HOA xA HOI cHO NGHiA vr6T NAM 

Dqc l~p - T1J do - H~nh phuc 

STT 

1 

DANH Ml)C 17 THUOC DIEU TRJ UNO THV DVQC CAP SO DANG KY LVU HANH 
H$U LtjC 2 NAM- DOT 86 

Ban h~mh kern theo quySt d!nh s6: ~-~ . ./QD~QLD, ngay 1if:.!.l:.!.r./,a/.Cf 

1. Cong ty dang ky: Cong ty CB phftn T~p dofm DU'(}'C phim & ThU'ong m~i Sohaco (Die: S6 5 
Lang H9, Ba Dinh, Ha N(>i - Vi¢t Nam) 

1.1 Nha san xuit: Boryung Pharmaceutical Co., Ltd. (Die: 1122-3, Singil-dong, Danwon-ku, 
Ansan-si, Kyungki-do - Korea) 

Ten thuac 
Ho~t ch~t chinh - D~ng bito TuAi Tieu Quy each sa dang ky 

Ham hrqng ch~ thq chuin dong goi 

Effcil Inj. 250mg/5ml 5-Fluorouracil · Dung dich 24 USP H9p 10 IQ VN2-227-14 
50mg/ml tiem thang 34 250mg/5ml 

..... ·· -···· ··-··· ···-·- ......... ····-·· ........ . ····-·· ... ··-···· -·· ··-· . ···' - · ·····-· .. .. .... ·-··· 
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2 

STT 

3 

2. Cong ty dang ky: Cong ty T~ Djch V\1 Thrrong m~i DU'(}'c phim Chanh Due (Die: 41 Le 

2.1 Nha san xuit: S.C. Sindan-Pharma S.R.L. (Die: lith Ion Mihalache blvd. , Sector 1, Zip code 
0111 71, Bucharest - Rumani) 

Ten thuac 
Ho~t ch~t chinh - D~ng biw TuAi Tieu Quycach s6 dang kY 

Ham lll'qng ch~ thq chuin dong goi 

Taxel-CSC 80mg/2ml Docetaxel Dung dich 24 NSX H9p 1 vi chua 1 VN2-228-14 
80mg/2ml d~m d~c dB thang lQ dung dich 

pha dung d~m d~c 
d}ch truy€n 80mg/2ml va 1 
tinh m~ch lQ dungmoi 

6,5ml 
-······ ·-···-· ····-·· -·····. ··-··· ........ ·· -····· .............. ···-· 

3. Cong ty dang ky: Cong ty TNHH DU'(}'C phim Bach Vi~t (Die: S6 146, ngo 230 Djnh C6ng 
Thu(lng, P. Dtnh C6ng, Q. Hoang Mai, Ha N9i - Vi?t Nam) 

3.1 Nha san xuit: Laboratorio Eczane Pharma S.A. (Die: Laprida 43, Avellaneda, Province of 
Buenos Aires:... Argentina) 

Ten thu6c 
Ho~t chit chinh - D~ng bao TuBi Tieu Quy each sa dang ky 

Ham lll'qng ch~ thq chuin dong goi 

Forclina 10 Fludarabin phosphat Vien nen bao 24 NSX H9p 3 vi x 5 VN2-229-14 
lOmg phim thang vi en 

..... ~ •...•.... ····~ ·· · .. ....... ······- ................ 
······~ 

. ................. ......... ·-··· 
·~ ······ 
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STT 

4 

4. Cong ty dang k)': Cong ty TNHH MTV DtrQ'c Nam Anh (Die: 66611015 Duemg 312, phuemg 
14, QucJ-n 10, Tp. H6 Chi Minh - Vi?t Nam) . 

4.1 Nha san xu§t: Samyang Genex Corporation (Die: 1688-3, Sinil-dong, Daedeok-gu, Daejeon, 
306-220- Korea) 

Ten thuac 
Ho~t chftt chinh - D~ng bao . TuAi Tieu Quy each sa dang ky 

Ham hr(}'Dg ch~ thQ chuAn dong goi 

Docetaxel-Simgen Docetaxel 20mg/ml Dung dich 24 NSX H9p 119 1m1 VN2-230-14 
20mg/m1 d~m d~c d€ thang 

pha dung 
djch tiem 
truy~n 

--- - ----- - - --- - f- - ------ - - ---- -f--- --- ----- - -- - - ···-- ·-- - ---- ...... 
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6 

Docetaxe1-Simgen Docetaxe1 Dung djch 24 NSX H9p 119 4ml VN2-231-14 
20mg/ml 80mg/4m1 d~m d~c d€ thang 

pha dung 
djch tiem 
truy~n 

5. Cong ty dang k)': Dr. Reddys Laboratories Ltd. (Die: 8-2-337, Road No.3, Banjara Hills, 
Hyderabad-500034, Andhara Pradesh- India) 

5.1 Nha san xu§t: Dr. Reddys Laboratories Ltd. (Die: Plot No. P 1 to P9, Phase-IlL Duvvada, 
VSEZ, Visakhapatnam- District, Andhra Pradesh - India) 

Ten thuac 
Ho~t chit chinh - D~ng bao TuAi Tieu Quy each sa dang ky 

Ham IU'(}'Dg ch~ thQ chuAn dong goi 

Arpeci1 Anastrozo1e 1mg Vi6n nen bao 24 NSX H9p 1 vi x 10 VN2-232-14 
phim thang vi en 

...... ···-· ·-··· ··-- ··· . ·- - ·-·- -· - ·-·- --- ·-- ·- - ·-· · ·-·-. ·-····--

6. Cong ty dang k)': Eli Lilly Asia, Inc-Thailand Branch (Die: 8712, 9th Floor, CRC Tower, All 
Season Place, Wireless Road, Lumpini, Phatumwan, Bangkok 10330- Thailand) 

_ 6.1 Nha san xu§t: Lilly France (Die: 2 rue du Colonel Lilly, 67640 Fegersheim- France) 

Ten thuac 
Ho~t chit chinh - D~ng bao TuAi Tieu Quy each SB dang ky STT 

Ham ID'(}'Dg ch~ thQ chuAn dong goi 

7 A1imta Pemetrexed ( du6i B9t dong 36 NSX H9p 1 l9 VN2-233-14 
d~ng Pemetrexed kh6 pha thang 
dinatri heptahydrate) dung djch 
500mg tiem truy~n 

-··· 
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9 

7. Cong ty dang kj: Fresenius Kabi Deutschland GmbH (Die: D-61346 Bad Homburg v.d.H. -
Germany) 

7.1 Nha san xu~t: Fresenius Kabi Oncology Ltd (Die: Village Kishanpura, P.O. Guru Majra, 
Tehsil-Nalagarh, Distt. Solan (H.P.) 174101- India) 

Ten thu6c 
Ho,t chit chinh - D~ng biw TuBi Tieu Quy each sa ding kY 

Ham hrQ'Dg ch~ thQ chuin dong goi 

Femizet lmg Anastrozo l 1 mg Viennen 36 NSX H9p 2 vi x 14 VN2-234-14 
thang vi en 

8. Cong ty dang ky: Hexal AG (Die: Industriestrasse 25, 83607 Holzkirchen- Germany) 

8.1 Nha san xu~t: Salutas Pharma GmbH (Die: Otto-von-Guericke-Allee 1, D-39179 Bar/eben
Germany) 

'Fen4hu~ 
Ho~ chit chinh - D~ng bao TuBi Tieu Quycacb s&d- kY 

Ham hrQ'Ilg ch~ thq chuftn dong goi 
3Bg ·. 

Tamoxifen Sandoz Tamoxifen ( du&i Vien nen bao 36 NSX H9p 3 vi x 10 VN2-235-14 
20mg d~ng Tamoxifen phim thang vi en 

citrate) 20 mg 
-·- ······-· ··-- . ·--- --·-· --- -- --- ·---- - -·------·--- ---------· i--- --- -------- ----- ---

10 

··-

STT 
· -

11 

-·--
12 

-----
13 

Tamoxifen Sandoz Tamoxifen ( du&i Vien nen bao 36 NSX H9p 3 vi x 10 VN2-236-14 
10mg d~ng Tamoxifen phim thang vi en 

citrate) 1 Omg 
····-· ····· - · -·· .. - ·-· ··--

9. Cong ty dang Icy: Kwan Star Co., Ltd. (Die: 21F-1, No. 268, Sec. 1, Wen Hwa Road, Banciao 
Dist., New Taipei city 220 - Taiwan) 

9.1 Nha san xuftt: United Biotech (P) Limited (Die: Bagbania, Baddi-Nalagarh Road, 
District-So/an (HPJ -india) - -

Ten thu6c 
Ho~t chit chinh - D:;mg bao TuAi Tieu Quycach sa ding kY 

Ham IU'Q'Dg ch~ thQ chuin dong goi 

Blomindex-200 Gemcitabin (dum B9t dong 24 USP H9p llQ VN2-237-14 
d~ng Gemcitabin kho pha tiem thang 32 
hydroclorid) 200mg 

----------1-------- _-_ ----- H 1--- --- ------- -------
F osfidex 100 Paclitaxel Dung djch 24 USP H9p llQ VN2-238-14 

1 00mg/16,67ml d~m d~c dS thang 32 16,67ml 
pha dung 
dich truy€n 
tinh m~ch 

-----------1---------- ----- 1--- --- ------- -------
Novutrax Doxorubicin H6n dich 24 NSX H9p 11Q 10 ml VN2-239-14 

hydrochlorid ( du&i tiem thang 
d~ng Pegylated 
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L I ILiposoma) 20 
mg/lOml I J 

STT 

14 
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15 

10. Cong ty dang Icy: Novartis Pharma Services AG (fJ/c: Lichtstrasse 35, 4056 Basel
Switzerland) 

10.1 Nha san xuit: Novartis Pharma Stein AG (Die: Schajjhauserstrasse, 4332 Stein
.Switzerland) 

Ten thufic 
Ho~t chit chinh - D~;tng bao TuBi Tieu Quycach sa dang kY 

Ham hr(}'Ilg ch~ thQ chuftn dong goi 

Tasigna Nilotinib (dum d~ng Vi en nang 36 NSX H9p 7vi x4 VN2-240-14 
nilotinib c(rng thang vi en 
hydrochloride 
monohydrate) 
150mg 

11. C&ngiy ding-Jcy: Phar maunity Co:., Ltd (D/c:- 69-5 Taepyeongno, 2-Ga, .Jt.mg=Gu, Seoul
Korea) 

11.1 Nha san xuftt: Reyon Pharmaceutical Co., Ltd (fJ/c: 69-10, Hansam-ro, Duksan-myun, 
Jinchun-gun, Chungbuk - Korea) 

Ten thufic 
Ho~;tt chit chinh - D~;tng bao TuBi Tieu Quy each sa dang kY 

Ham ltr(}'Ilg ch~ thQ chuin dong goi 

Carutuse Inj. lOOmg Oxaliplatin 1 OOmg B9tdong 36 NSX H9p llQ h9t VN2-241-14 
kho da pha thang dongkho pha 
tiem truyen tiem 
tinh m~ch 

1--- ----------1--------- ----- --- --- ----------- - -·-·- ---
16 

-·- .. 

STT 

17 

Carutuse Inj. 50mg Oxaliplatin 50mg B9tdong 36 NSX H9p 11Q h9t VN2-242-14 
kho da pha thang dongkho pha 
tiem truyen tiem 
tinh m~ch 

. .. ·- ·-· - . - ····-· ........ ··-·· ..... . ...... . ·· - ···· -· ·· 

12. Cong ty dang Icy: TTY Biopharm Co., Ltd (Die: No. 838, Sec. I , Chung-Hwa Rd., Chung-Li 
city, Taoyuan county- Taiwan) 

12.1 Nha san xuit: TTY Biopharm Co., Ltd (Die: No. 838, Sec. I, Chung-Hwa Rd., Chung-Li 
city, Taoyuan county- Taiwan) 

Ten thuac Ho~t chit chinh - D~ng bao TuBi Tieu Quy each sa dang kY 
Ham Iuon ch~ tho chuftn don oi 

Domide Capsules 50mg Thalidomid 50mg Vien nang 60 NSX H9p 6 vi x 10 VN2-243-14 
c(rng thang •A v1en 
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