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BOYTE ;. CQNG HOA XA H(>I CHU NGHiA VI~T NAM 

Cl)C QUAN LY DU'QC D(»c l=)p- Tt! do- H~nh phuc 

SOjJ o(_JQD-QLD " Hii N(ji, ngiiy )( tfuiny niim 2013 

QUYETDJNH 
V e Vi~C ban hanh danh ffil}C 11 vac xin, sinh phftm y te 

duqc cap so dang ky luu hanh t~i Vi~t Nam - DQ't 21 btl sung 

Cl}C TRUONG Cl}C QUAN LY DUQC 

Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; 

Can cu Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chfnh phu quy 
dinh chuc nang, nhi~m Yl;l, quyen h~n va C<1 cau t6 chuc cua B¢ y te; 

Can cu Quyet dinh so 53/2008/QD-BYT ngay 30/12/2008 cua B¢ trubng 
B¢ y te . quy difih chuc nang, nhi~m Yl;l, quyen h~n va C(j cau t6 chuc cua (\lc 
Qu?m ly Duqc thu¢c B¢ Y te va Quyet dinh so 3106/QD~BYT ngay 29/8/2011 
cua B¢ trubng B¢ Y te ve vi~c sua d6i, b6 sung Dieu 3 Quyet dinh so 
53/2008/QD-BYT ngay 30/12/2008 cua B¢ trubng B¢ Y te quy dinh chuc nang, 
nhi~m Yl;l, quyen h~n va ca cau t6 chuc cua (\lc Qulm ly Duqc thu¢c B¢ Y te; 

Can cu Thong tu so 22/2009m-BYT ngay 24/11/2009 cua B¢ trubng B¢ 
Y te quy dinh vi~c dang ky thuoc; 

Can cu y kien cua H¢i d6ng tu van cap so dang ky luu hanh v~c xin va 
sinh phfim y te - B9 y te; 

Xet de nghi cua Trubng phong Dang ky thuoc - Cl;lc Qulm ly Duqc; 

QUYETDJNH: 
Dieu 1. Ban hanh kern theo Quyet dinh nay danh ffil;IC 11 v~c xin, sinh · 

phfim y te duqc cap so dang ky luu hanh t~i Vi~t Nam- Dqt 21 b6 sung. 
Dieu 2. Cac dan vi c6 v~c xin, sinh phfim y te duqc phep luu hanh t~i Vi~t 

Nam qui dinh t~i Dieu 1 phai in so dang ky duqc B¢ Y teVi~t Nam cap len nhan 
va phai chap hanh dung cac quy dinh cua phap lu~t Vi~t Nam ve san xuat va 
kinh doanh v~c xin, sinh phfim y te. Cac so dang ky c6 ky hi~u QLVX-.. . -13, 
QLSP-... -13 c6 gia tri 05 nam ke tu ngay cap. 

Dieu 3. Quyet dinh nay c6 hi~u lgc ke tu ngay ky ban hanh. 
Dieu 4. Giam doc Sb Y te cac tinh, thanh pho t11Jc thu¢c trung uang va 

Giam doc cac dan vi c6 v~c xin, sinh phfim y te neu t~i dieu 1 chiu trach nhi~m 
thi hanh quyet dinh nay./. . . ~ 
Noi nh~n: UC TRlfONG 
- Nhu di~u 4; a 0 r _.,......----= .... 
- BT. Nguy~n 'l11i Kim Ti~n (deb/c); • / / ------....... ;- ) ' 
- TT. Nguy€n Thanh Long (deb/~); , (') .<~ .; · ~~~ -.;~\ / 
- V1,1 Phap ch~. Cl,lc Y t~ dl,l phong, Cl,lc Phong ch6ng .c f ~--~.~·-· · \ L-
Hl':~AIDS, Cl,lc Qufm ly lebam chua b¢nh, Thanh tra 13¢ (') \ ~: ·.->' ~~'- .' .,.-"' 
Y te, 9 \~ ''• , ~- . r 

-- Vi¢n Vt; sinh d!ch t~ trung uang, Vit;n Kiem d!nh qu6c:_:~c,.~~)4,~:.:;;-:~;}· ""1·=··~----~· ttLv :._..---·---

gia vlic xin va sinh pham y t~; i. .; 
- T6ng Cl,lc Hai quan - 13¢ Tai chinh; 
-Website cua (\lc QLD, T;,tp chi Dugc va My phdm- Truong Quoc Cu011g 
Cl,lcQLD; 

... ·- ·--- ~ .... ... .._ , _ . " ~ 
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DANH Ml)C 11 V Ac XIN, SINH PHAM Y TE DVQC cAP SO DANG KY LVU HANH TAI VItT 
NAM - DQT 21 BO SUNG 

STT 

1 

STT 

Ban hanh kern theo quy& djnh s6,t.J.,& . .!QD-QLD, ngily Jr ... ./.1.12013 

1. Cong ty dang kj: Abbott Products GmbH (Dia chi: Hans-Boeckler-Allee 20 30173 Hannover- · 
Germany) 

1.1 Nha san xuit: Abbott Products GmbH (Dia chi: Justust-von-Liebig-Stra~e 33, 31535 Neustadt­
Germany) 

Ten thuac/ Ho\lt chit chinh -
D\lng bao ch~ TuBi thq 

Tieu Quy each 
sa dang kY 

Tac dl}ng chinh Ham IU'qng chuin dong goi 

CR£0~25000 Pancreatin 300 mg vien nang 36thang NSX H{lp 50 vien QLSP-0700-13 
nang; HQp 100 

vien nang 

2. Cong ty dang ky: Baxter Healthcare (Asia) Pte., Ltd. (Dia chi: 150 Beach Road, #30-01/08 
Gateway West, Singapore 189720 - Singapore) 

2.1 Nha san xuit: Baxter AG (Dia chi: Industriestrasse 72, A-1221 Vienna- Austria) 

Ten thuac/ Ho\lt chit chinh - Ham 
D\lng bao ch~ TuBi thq 

Tieu Quy each 
sa dang kY 

Tac dl}ng chinh IU'Q'Dg chuin dong goi 

2 Human Albumin Baxter Human Albumin 200gll Dung djch tiem 36thang NSX H9p 1 chai 50ml QLSP-0701-13 
200g/l 

~ -

- truyen 

3 Human Albumin Baxter Human Albumin 250gll Dung djch tiem 36thang NSX H{lp 1 chai 50ml 
QLSP-0702-13 

STT 

4 

250gll 
~ truyen 

3. Cong ty dang kj: Cong ty TNHH DKSH Vi~t Nam (Dia chi: 23 D~i 19 d9c l~p, Khu cong nghi~p 
Vi~t Nam- Singapore, Thu~ An, Binh Duong - Vi~t Nam) 

3.1 Nha san xuit: Lab21 Healthcare Ltd (Dia chi: Lanwades Business, Kentford, Suffolk, CB8 7PN 
- United Kingdom) 

Ten thuac/ Ho\lt chit chinh - Ham 
D\lng bao ch~ TuBi thq 

Tieu Quy each 
sa dang kY 

Tac dl}ng chinh IU'Q'Dg chuin dong goi 

RPR Khang nguyen RPR; Dung djch. 24 thang NSX HQp 100 tests; 
(Djnh tinh va ban djnh Huy€t thanh hay huyet . HQp 500 tests 

QLSP-0703-13 
hrqng cac khang the ttrang ngubi duang tinh 

giang mai trong huy€t ~6i giang mai, fun tinh vai 
thanh va huy€t tuang HBsA~, HIV Ag, vai 

ngubi) ~ang the anti-HIV1, anti-
HIV2 va anti-HCV; 

5 
TPHA 200 

(Djnh tinh va ban djnh 
T€ bao dung cho thir 

nghi~m: HBng d.u ga phu Dung djch. 18 thang NSX HQp 200 tests QLSP-0704-13 
luqng cac khang the ~ang nguyen T.Pallidum; 
Treponema Pallidum T€ bao chirng: HBng du 

trong huy€t thanh va 
ga khong phti khang 

ng~yen; Chirng duan&: 
huy€t tuang nguoi) huyet thanh nguoi chuan 

d9 640-1280; Chirng am: 
Huy€t thanh nguoi chufrn 

do <80 
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4. Cong ty dang ky: Cong ty TNHH DU'Q'C phim va trang thi~t hi y t~ Hoang Due (Dia chi: 35-37 
Duang s6 8, Cu xa Binh Thai, phuang 8, Qu~ 11, Thanh ph6 H6 Chi Minh- Vi~t Nam) 

4.1 Nha san xuit: Center for Genetic Engineering and Biotechnology (Dia chi: Ave. 31 e/158 y 
190. Playa, Havana city - Cuba) 

STT 
Ten thuac/ Ho:_tt ch!t chinh - Ham D:_tng bao ch~ 

TuBi thQ 
Tieu Quy each 

sa dang ky 
Tac dyng chinh hrQllg chuin d6ng g6i 

6 Heberprot-P75 Recombinant Human B()t dong kho 36thang NSX H()pto x 6 hQp 
QLSP-0705-13 

Epidermal Growth Factor pha tiem nh6 X l!Q bQt 
0,075mg dong kho 

5. Cong ty dang ky: HUMAN BioPiazma Manufacturing and Trading Limited Liability 
Company (HUMAN BloPlazma LLC) (Dia chi: H-2100 Godollo, Tancsics Mihaly ut 80- Hungary) 

5.1 Nha san xuit: HUMAN BioPiazma Manufacturing and Trading Limited Liability Company 
(HUMAN BioPiazma LLC) (Dia chi: H-2100 Godollo, Tancsics Mihaly ut 80- Hungary) 

STT Ten thuac/ IHo:_tt ch!t chinh - Ham D:_tng bao ch~ TuBi thQ Tieu Quy each 
sa dang kY 

Tac dyng chinh hrQ'Dg chuin d6ng g6i 

7 HUMAN ALBUM]} 
Human Albumin 20% 

pung dich truyBn 36thang 
Duc;rc IH9P chua 01 chai QLSP-0706-13 

(200g!l) di~n 
chau 

thuy tinh x 50ml; 

Au 
lOOm! 

I 

6. Cong ty dang ky: Mega Lifescience Limited. (Dia chi: 384 soi 6, Pattana 3rd, Bangpoo Industrial 
Estate, Samutprak:am 10280 - Thailand) 

6.1 Nha san xuit: Biocon Limited (Dia chi: Plot No. 2-4, Phase-IV, Bommasandra-Jigani Link 
Road, Bommasandra Post, Bangalore-560 099 - India) 

STT 

8 

STT 

9 

Ten thuBc/ ~o~t chit chinh - Ham D:_tng bao ch~ TuAi thQ Tieu Quy each 
sa dang ky 

Tac dyng chinh ltrQ'Dg chuin d6ng g6i 

Duc;rc 
H()p 5 Bng x 3m!. 

QLSP-0707-13 INSUNOV A-30/70 Insulin nguai ngubn gBc Heln djch tiem. 24thang diSn 
H()p 5 Bng x 3m! 

(Biphasic) Cartridge DNA tai tb hc;rp 300IU 
chau 

v&i 10 kim tiem 

Au 
vo trung BD 

---- ---- --------···--- -----------

7. Cong ty dang ky: Merck KGaA (Dia chi: Frankfurter S_tra~e 250 64293 Darmstadt- Due) 

7.1 Nha san xuit: Merck KGaA (Dia chi: Frankfurter Stra~e 250 64293 Darmstadt- Due) 

Ten thuac/ Ho:_tt ch~t chinh - Ham 
D:_tng bao ch~ TuBi thQ 

Tieu Quy each sa dang ky 
Tac dyng chinh hrQ'ng chu§n d6ng g6i 

ERBITUX ® Cetuximab 5 mg/ml Dung djch tiem 36thang NSX H()p OllQ x 20m! 
truySn QLSP-0708-13 
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ST T 

10 

ST T 

11 

Th1,1y Sy) 

Ten thuBc/ Ho~t ch~t chinh - Him 
D~ng biw ch~ TuBi thq 

Tieu Quy each sa dang ky 
Tac dl}ng chinh IU'Q'ng chulln dong goi 

Pergoveris Follitropin alpha va BQt va dung moi 36 thang NSX H9p chua o 1 lQ 
Lutropin alpha 150 IU/ 75 pha tiem b9t va 01 lQ dung QLSP-0709-13 

IU moi; H9p chua 
03 IQ b9t va 03 IQ 

dungmoi 

8. Cong ty dang ky: Sanofi Pasteur S.A (Dia chi: 2 avenue Pont Pasteur, 69007 Lyon - Phap) 

8.1 Nha san xu§t: Sanofi Pasteur S.A (Dia chi: Campus Merieux 1541, avenue Marcel Merieux 
69280 Marcy l'Etoile, Phap/ Pare Industriel d'Incarville 27100Val de Reuil- Phap) 

Ten thuoc/ Ho~t ch~t chinh - Ham 
D~ng bao ch~ TuBi thq 

Tieu Quy each sa dang kY 
Tac dl}ng chinh hi'Q'Dg chulln dong goi 

TETRACT-HIB Polysaccharide cua H6n dich tiem + 36 thang NSX HQp 01 lQ 01 Ii~u 
(V~c X;in p~ong b~nh Haemophilus influenza d~gb9thoan v~c xin dong kho QLVX-0710-1 

b~ch hau, uon van, ho tYP B c9ng hqp v6i nguyenthanb d~ng b9t + 01 bam 
ga va Hib) protein u6n van 10 meg; h6n dich tiem tiem n~p sfut 01 

Giai d9c t6 b~ch hftu tinh Ii~u (0.5 ml) v~c 
ch~ >= 30 IU; Gi<ii dQc t6 xin d~ng h6n dich·; 

u6n van tinh ch~ >= 60 H9p 01 lQ 10 Ii~u 
IU; Bordetella pertussis v~c xin dong kho 

>=4 IU d~~ b()t + 0119 
10 lieu (5 ml) vac 
xin d~g h6n dich 

-,~Ill \"' t:!i- -·--.. =;;;::;=· 
TrU'O'ng QuAe CU'O'ng 

Trang 3/3 
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