
BOYTE 
ClJC QUAN LY DUQC 

CQNG HOA XA HQI CHU NGHiA VI¢T NAM 
D()c h~p - Tl;l' do - H~nh phuc 

SO:.J{_] /QD-QLD Ha Nf)i, ngay lj q thang;(f) nam 2012 

QUYETI>fNH 
v e vi¢c ban himh danh m~;~c 63 vac xin, sinh pb~m y te 

dUQ'C cap so dang ky luu hanh t~i Vi¢t Nam - I>Q't 19 

Cl)C TRUONG Cl)C QUAN LY DUQC 

Can cu Lu~t Dugc ngay 14 thang 6 nam 2005; 
Can cu Nght dtnh s6 188/2007 /ND-CP ngay 27/12/2007 cua Chfnh phu 

quy dtnh chuc nang, nhi~m Yl;l, quy~n h(;ln va co cau t6 chuc cua B¢ Y te; 
Can cu Quyet dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B¢ truang 

B¢ Y te quy dinh chtic nang, nhi~m Yl;l, quy~n h';lll va co cau t6 chuc cua Cl;lc 
Qulm ly Dugc thu¢c B¢ Y te va Quyet dinh s6 3106/QD-BYT ngay 29/8/2011 
cua B9 truang B¢ Y te v~ vi~c sua d6i, b6 sung Di~u 3 Quyet dtnh s6 
53/2008/QD-BYT ngay 30/12/2008 cua B9 truang B¢ Y te quy 'dinh chuc nang, 
nhi~m VtJ, quy~n h';lll va co cau t6 chuc cua Cl;lc Qulm ly Dugc thu¢c B¢ Y te; 

Can cu Thong tu s6 22/2009m-BYT ngay 24/11/2009 cua B9 truang B¢ 
Y te Qui dinh vi~c dang ky thu6c; 

Can cu y kien cua H¢i dong xet duy~t ho sa dang ky luu hanh v~c xin va 
sinh pham y te - B¢ Y te; 

Xet d~ nghi cua Truang phong Dang ky thu6c - CtJc Quan ly Dugc, 

QUYETI>fNH: 

l>ieu 1. Ban hanh kern theo Quyet dinh nay danh mtJc 63 v~c xin, sinh 
phfim y te dugc cap s6 dang ky luu hanh t(;li Vi~t Nam- Dgt 19. 

l>ieu 2. Cac dan vi c6 v~c xin, sinh pham y te dugc phep luu hanh t(;li Vi~t 
N am qui dinh t~i Di~u 1 phai in s6 dang ky dugc B9 Y te Vi~t N am cap len nhan 
va phai chap hanh dung cac quy d!nh cua phap lu~t Vi~t Nam v~ san xuat va 
kinh doanh v~c xin, sinh pham y te. cac s6 dang ky c6 ky hi~u QL VX-... -12, 
QLSP-... -12 c6 gia tri 05 nam k~ tu ngay cap. 

l>it~u 3. Quyet dtnh nay c6 hi~u Ivc k~ tu ngay ky ban hanh. 
Dieu 4. Giam d6c SO Y te cac tinh, thanh ph6 tfl!c thu¢c trung uang va 

Giam d6c cac dan vl c6 v~c xin, sinh phfim y te neu t~i di~u 1 chtu Jrach nhi~m 
thi hanh quyet dinh nay./. 
Nai nhtj.n: ~c TRUONG 

Nh d . .. 4 · . y .,.. . - u 1eu , .,o..--·-. 
- BT. Nguyen 'fhi Kim Tien (d~ b/c); !/_ / / ~ · -~· . 
- TT. Cao Minh Quang (d~ b/c); f.• t r / 0 ~; ·~ \it 
- V1,1 Phap che, Cl,l~ Y _re cty phO~g , ~c PhOng ch6n~ ~ { .~i:e;{~- ::-Iff.-}~ · 
Ill':/ AIDS, C1,1c Quan ly kham chua b~nh, Thanh tra B¢ _.<;;..\ \;;~:-~;~ ~}. 
y te· .. -. ' .j" '· r . 5" 
- Vi~n V~ sinh dich te trung uong, Vi~n Kiem dinh qu6c _'i_~~>~·: ·~~::i',/ 
gia vAc xin va sinh pha:m y te; ~;.~~ A ' , 

- T6ng Cl,lc Hai quan - B¢ Tai chinh; 1 ruong Quoc Cuong 
-Website cua C1,1c QLD, T<;tp chi Duqc va My pha:m-
Cl,lcQLD; 
- Luu: VP, KDD, DKT (3 ban). 
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BOYTE 
Cl)C QUAN LY DlfQC 

c<)NG uoA xA HOI cuu NGHIA vitT NAM 
D<)c l~p - Tt! do - H~nh phuc 

.!, ~ A' A' ,.,, ...... / 

DANH Ml)C 63 V AC XIN, SINH PHAM Y TE DU'QC CAP SO DANG KY 
LUlJ HANH T~ VI~T NAM- DQT 19 

Ban h~mh kern theo quyet dinh s~J···./QLD-DK, ngaYJj ·./:tt;/2012 

1. Cong ty dang ky: Cong ty Abbott Laboratories (Singapore) Pte. Ltd. (1 Maritime 
Square, # 11-12 Day B, Harbour Front Centre, Singapore 099253 ). 
1.1 Nha san xuat: Abbott GmbH & Co.KG (Max - Planck - Ring 2, 65205 Wiesbaden, 
Germany) 

Ten thuoc/ Ho~t chat Bao che/ Quycach Tieu H~n So dang ky 
Tac dt,mg chinh Ham dong goi chuftn dung 

IUQ'Ilg (thang) 
B<) thuoc thir vi h~tphu D~ng long, H¢p 100 NSX 7 QLSP-0540-12 

ARCHITECT Anti- kha.ng nguyen pha san tests; H¢p 
HCV (Reagent Kit) HCV trong 4x100 tests; 
(Dinh tfnh khang tM dung dich H¢p4x500 
khang virus viem gan d¢mMES; tests. 
C (anti-HCV) trong Ch~tke'thqp 

huye't thanh va huyet murine anti-
tucrng ngum) lgG/anti-lgM 

danhd~u 
acridinium 

ket hqp trong 
dung dich 

MES 

B<) thuoc thir Vi h~t phu D~ng long, H¢p 100 NSX 8 QLSP-0541-12 
ARCHITECT HIV khang nguyen pha san tests; H¢p 

Ag/Ab Combo HIV-1/HIV-2 4x100 tests; 

(Reagent Kit) (tai t6 hqp) va H¢p4x500 -
(Dinh tfnh dong thm khang tM tests. 

khang nguyen HIV HIV p24 (dan 

p24 & cac khang the dong, chu¢t) 

khang virus gay suy trong nuoc 

giam mit~n dich a mu6i d¢m 

ngum type 1 va/ho~c 1RIS; 

type 2 (HIV1/HIV2) Ch~t ke't hqp: 

trong huyet thanh va khang nguyen 

huye't tucrng ngum. HIV -1 (tai t6 
hqp) co danh 

d~u 
acridinium, 
cac peptide 
t6ng hqp 

HIV-1/HIV-2 
co danh d~u 
acridinium, 

-- --
_ __\f_a_lgl_ang the 
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HIVp24c6 
danhd~u 

acridinium 
(chu¢t, don 

dong) ke't hqp 
trong dung 
djch d~m 

phosphate vm 
protein (bo) 
& ch~t 6n 

dinh M mat. 

1.2 Nha san xuat: Abbott Ireland - Diagnostics Division (Lisnamuck, Longford Co. 
Longford, Ireland) 

Ten thuoc/ Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Tac d~ng chinh Ham dong goi chmln dung 

lU0112 (thang) 
B() thuoc thi'r anti-prolactin D~g long, H¢p 100 NSX 10 QLSP-0542-12 

ARCHITECT ( chu¢t, khang pha siin tests; H¢p 
Prolactin (Reagent the don dong) 4x100 tests; 

Kit) phii tr~n vi H¢p4x500 
(Dinh luqng prolactin h~t trong tests. 
trong huye't thanh va dung djch 
huye't tuong ngum) d~m 1RIS; 

Ch~t ke't hqp 
anti -prolactin 
( chu¢t, khang 
the don dong) 
c6 danh d~u 
acridinium 
trong dung 
djch d~m 

phosphate. 

B() thuoc thi'r anti-NGAL D~ng long, H¢p 100 NSX 15 QLSP-0543-12 
ARCHITECT ( chu¢t, khang pha sAn tests 
Urine NGAL the don dong) 
(Reagent Kit) phii tr~n vi 

(Dinh luqng lipocalin h~t trong 
trung tfnh c6 li~n h~ dung djch 

vm gelatinase d~m 1RIS; 
(neutrophil gelatinase Ch~tke'thqp 

associated lipocalin- anti-NGAL 

NGAL) trong mroc ( chu¢t, khang 

ti~u ngum) tM don dong) 
c6 danh d~u 
acridinium 
trong dung 
djch d~m 

1RIS. 

B() thuoc thi'r anti-T3 (tu D~ng long, H¢p 100 NSX 9 QLSP-0544-12 
ARCHITECT Free ctru) phii tr~n pha sAn tests; H¢p 

T3 (Reagent Kit) vi h<;it trong 4x100 tests; 
(Dinh luqng dung djch H¢p 4x500 
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triiodothyronine tt;r d~mMES; tests. 
do (Free T3) trong Chatk€thqp 

huyet thanh va huyet T3 c6 danh 
tuong nguOi) dau 

acridinium 
trong dung 
dich dem. 

6 Be) thuoc thir anti- Dl,lng long, H¢p 100 NSX 12 QLSP-0545-12 
ARCHITECT testosterone pha san tests; H¢p 
Testosterone ( chu¢t, khang 4x100 tests; 

(Reagent Kit) th~ don dong) 

(Dinhluqng phu tren vi 

testosterone trong hl,lt trong 

huyet thanh va huyet dung dich 

tuong nguOi) d~m BIS-
TRIS; Chat 

kethqp 
Testosterone 
c6 danh dau 
acridinium 
trong dung 
dich d¢m 

citrate. 

7 Be) thuoc thir Vih(,lt phu D(,lng long, H¢p 100 NSX 7 QLSP-0546-12 
A~CHITECT phuc hqp pha san tests; H¢p 
Progesterone Anti- 4x100tests. 

(Reagent Kit) fluorescein 

(Dinh luqng ( chu¢t, khang 

Progesterone trong th~ don dong) 

huyet thanh va huyet fluorescein 

tuong nguOi) progesterone 
trong dung 
dich d¢m 

1RIS; Chat 
ket hqp anti-
progesterone 
(cliu, khang 

th~ don dong) 
duqc danh 

dau 
acridinium 
trong dung 
dich d¢m 

MES. 

8 Be) thuoc thir Anti-~ TSH Dl,lng long, H¢p 100 NSX 15 QLSP-0547-12 
ARCHITECT TSH ( chu¢t, khang pha san tests; H¢p 

(Reagent Kit) th~ dcm dong) 4x100 tests; 

(Dinh luqng hormon phu tren vi H¢p4x500 

kich thich tuyen giap hl,lt trong tests. 

a nguai trong huy€t dung dich 
thanh va huyet tuong d¢m 1RIS; 

nguOi) Chatkethqp 
anti-a TSH 

( chuot, khang 
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th~ don dong) 
c6 danh d~u 
acridinium 
trong dung 
djch d¢m 

MES. 

BQ thuoc thir Anti-T3 (tl:r D~ng long, H¢p 100 NSX 10 QLSP-0548-12 
ARCHITECT Total cl:ru) phil tr~n pha sAn tests; H¢p 

T3 (Reagent Kit) vi h~t trong 4x100 tests; 
(Dinhluqng dung djch H¢p4x500 

triiodothyronine to~m d¢mMES; tests. 
ph~n trong huy€t Ch~tk€thqp 

thanh va huy€t tuong T3 c6 danh 
ngubi) d~u 

acridinium 
trong dung 
dich dem . 

B9 thuoc thir anti-T4 (tl:r D~ng long, H¢p 100 NSX 10 QLSP-0549-12 
ARCHITECT Total cl:ru) phil tr~n pha sAn tests; H¢p 

T4 (Reagent Kit) vi h~t trong 4x100 tests; 
(Dinhluqng dung djch H¢p4x500 

thyroxine (total T4) d¢mMES; tests. 
trong huy€t thanh va Ch~t k€t hqp 
huy€t tuong ngubi) T4 c6 danh 

d~u 
acridinium 
trong dung 

----
dich d¢m. 

1.3 Nha san xm1t: Fujirebio Diagnostics Inc. (201 Great Valley Parkway. Malvern, PA 
19355, USA) cho Abbott Laboratories Diagnostics Division (100/200 Abbott Park Road, 
Abbott Park, lllinois 60064, USA) 

Ten thuoc/ Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Tac dt;~ng chfnh Ham dong goi chmln dung 

IUQ'Ilg (thang) 

ARCHITECT CA anti-CA 125 D~ng long, H¢p 100 NSX 10 QLSP-0550-12 
125 II Reagent Kit (chu¢t, don pha sAn tests; H¢p 
(Dinh luqng khang dong) phil 4x100 tests; 
nguyen duqc xac tren vi h~t H¢p 500 
dinh bbi oc 125 trong dung tests. 

trong huy€t thanh va dich d¢m 
huyet tuong ngubi) 1RIS; Ch~t 

ket hqp anti-
CA 125 

(chu¢t, don 
dong) c6 danh 

d~u · 
acridinium 
trong dung 
djch d¢m 

phosphate. 
I I 
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Be) thuoc thi'r anti-BNP D<;tng long, H<?p 100 NSX 10 QLSP-0551-12 
ARCHITECT BNP (chu¢t, dan pha sAn tests; H¢p 

(Reagent Kit) dong)phu 500 tests. 
(Djnh 1UQ'11g Peptide tren vi hi;it 

tang bai tie't natri trong dung 
tuyp B hay g9i t~t la dich d¢m 

BNP trong huyet TRIS; Chat 

tuang c6 chat ch6ng ket hqp anti-

dongEDTA) BNP (chu¢t, 
dan dong) c6 

danh dau 
acridinium 
trong dung 
dich d¢m 

MES. 

Be) thuoc thi'r 115D8 D<;tng long, H¢p 100 NSX 10 QLSP-0552-12 
ARCHITECT CA (chu¢t, dan pha sAn tests; H¢p 
15-3 (Reagent Kit) dong)phu 4x100 tests; 
(Dinh 1UQ'11g khang tren vi hi;it H¢p 500 
nguyen duqc xac trong dung tests. 

dtnh bm DF3 trong dich d¢m 

huye't thanh hay 1RIS; Chat 

huyet tuang cua ke'thqp DF3 

nguOi) (chu¢t, dan 
dong) c6 danh 

dau 
acridinium 
trong dung 
dtch d¢m 

phosphate. 

1.4 Nha san xuat: Denka Seiken, Co., Ltd (Kagamida Factory, 1359-1, Kagamida, Kigoshi, 
Gosen-shi, Niigata 959-1695, Japan) cho Abbott GmbH & Co.KG (Max- Planck- Ring 2, 
65205 Wiesbaden, Germany) 

Ten thuoc/ Ho~t chat Bao chef Quy each Tieu H~n So dang ky 
Tac d1;1ng cbinh Ham dong goi chu~n dung 

luqng (thang) 
ARCHITECT Anti-ProGRP D<;tng long, H<?p 100 NSX 15 QLSP-0553-12 

ProGRP Reagent ( chu¢t, khang pha sAn tests; 
Kit th~ dan dong) 

(Djnh luQ11g Pro GRP phu tren vi 
(Gastrin-Releasing- hi;it trong 
Peptide) trong huyet dung djch 
thanh va huyet tuang d¢m 1RIS; 

nguOi) Chatkethqp 
anti-ProGRP 
c6 danh dau 
acridinium 

( chu¢t, khang 
the dan dong) 

phu tn~n vi 
hi;lt trong 
dung d!ch 
dem TRIS. 

----------
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1.5 Nha san xu~t: Biokit S.A (Can Male, 08186 Lli9a d'Amunt, Barcelona, Spain) cho 
Abbott Laboratories Diagnostics Division (100/200 Abbott Park Road, Abbott Park, 
lllinois 60064, USA) 

Ten thuoc/ Ho~t ch~t Bao che/ Quy each Tieu H~n So dang ky 
Tac dt,mg chlnh Ham dong goi chu~n dung 

lmm~ (thang) 
B() thuoc thi'r Anti-human D~ng long, H¢p 100 NSX 9 QLSP-0554-12 

ARCHITECT C- C-Peptide phasAn tests 
Peptide (Reagent ( chu¢t, khang 

Kit) the dan dong) 
(Dinh luqng C- phil tr~n vi 

Peptide trong huy€t h~t trong 
thanh, huy€t tuang va dung djch 

nucrc tieu ngum) d¢m 1RIS; 
Ch~t k€t hqp 
anti-human 
C-peptide 

( chu¢t, khang 
the dan dong) 
co danh d~u 
acridinium 
trong dung 
djch d¢m 

MES. 

1.6 Nha san xu~t: Biokit S.A (Can Male, 08186 Lli9-a d 'Amunt, Barcelona, Spain) cho 
Abbott GmbH & Co.KG (Max -Planck- Ring 2, 65205 Wiesbaden, Germany) 

Ten thuoc/ Ho~tch~t Bao che/ Quy each TUm H~n So dang ky 
Tac d~;~ng chinh Ham dong goi chu~n dung 

IUQ'Il.g (thang) 

I 

I 

! 

i 

ARCHITECT Anti- D~ng long, H¢p 100 NSX 15 QLSP-0555-12 I 

zTheophylline theophylline pha sAn tests I 

Reagent Kit ( chu¢t, khang 
(Dinh luqng the dan dong) 

Theophylline trong phu tr~n vi 

huy€t thanh, huy€t h~tkhangtM 
tuang ngum) d~ khang 

chu¢t trong 
dung djch 
d¢m 1RIS; 
Ch~t k€t hqp 
theophylline 
co danh d~u 
acridinium 
trong dung 
djch d¢m 

MES. 

ARCHITECT Anti- D~g long, H¢p 100 NSX 6 QLSP-0556-12 
iVancomycin vancomycin pha sAn tests 
Reagent Kit ( chu¢t, khang 
(Dinh luqng the dan dong) 

Vancomycin trong phil tren vi 

6 
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huyet thanh, huyet h~tkhangtM 
tuong ngum) de khang 

chu¢t trong 
dung dich 
d¢m 1RIS; 

Chatket hqp 
Vancomycin 
c6 danh dau 
acridinium 
trong dung 
dich d¢m 

MES. 

B() thuoc thir Anti-SHBG DC;lng long, H¢p 100 NSX 10 QLSP-0557-12 
ARCHITECT ( chu¢t, khang pha sAn tests; H¢p 

SHBG (Reagent the don dong) 4x100tests. 
Kit) phu tren vi 

(Dinh luqng globulin hC;lt trong 

gin ket hormon gi6i dung dich 

tinh trong huyet d¢m 1RIS; 

thanh va huyet tuong Chatkethqp 

ngum) khang the 
anti-SHBG 

( chu¢t, khang 
the don dong) 

duqc danh 
dau 

acridinium 
trong dung 
dich d¢m 

phosphate. 

1.7 Nha san xuat: Thermo Fisher Scientific- Fisher Diagnostics, Inc., (8365 Valley Pike, 
Middletown, VA 22645, USA) cho Abbott Laboratories Diagnostics Division (100/200 
- -- - --- -- , 

Ten thuoc/ Ho~tchat Bao che/ Quy each Tieu H~n So dang ky 
Tac dtJng chinh Ham dong goi chuftn dung 

IUQ'Ilg (thang) 
ARCHITECT Stat Anti-CK-MB DC;lng long, H¢p 100 NSX 15 QLSP-0558-12 
CK-MB Reagent ( chu¢t, khang pha sAn tests; H¢p 

Kit the don dong) 4x100 tests; 
(Dinh luqng phu tren vi H¢p 500 

isoenzyme MB cua hC;lt trong tests. 
creatine kinase ( CK- dung dich 

MB) trong huyet d¢m 1RIS; 
thanh va huyet tuong Chatkethqp 

ngum) anti-CK-MB 
( chu¢t, khang 
the don dong) 

duqc danh 
dau 

acridinium 
trong dung 
dich d¢m 

MES. 
-
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Be) thuoc thir Anti- D~ng long, H¢p 100 NSX 15 QLSP-0559-12 
ARCHITECT Stat myoglobin pha sAn tests; H¢p 

Myoglobin ( chu¢t, khang 4x100 tests; 
(Reagent Kit) th~ dan dong) 

(Dinh lugn.g phu tren vi 
Myoglobin trong h~t trong 

huy€t thanh va huy€t dung dich 
tuang ngum) d¢m 1RIS; 

Ch~t ket hqp 
anti-

myoglobin 
( chu¢t, khang 
the dan dong) 

duqc danh 
d~u 

acridinium 
trong dung 
dich d¢m 

MES. 

ARCHITECT Anti~ thyroglobulin D~ng long, H¢p 100 NSX 15 QLSP-0560-12 
Tg Reagent Kit ngum phu pha sAn tests; H¢p 

(Dinh lugn.g khang tren vi h~t 4x100 tests; 
th~ lgG tl! mi~n trong dung 

thyroglobulin (anti- dich d¢m 
Tg) trong huy€t MES; Ch~t 

thanh va huyet tuang k€thqp 
ngum) khang IgG 

ngum ( chu¢t, 
khang the dan 
dong) c6 danh 

d~u 
acridinium 
trong dung 
dich d¢m 

MES. 

1.8 Nha san xuat: Fujirebio Diagnostics Inc. (201 Great Valley Parkway. Malvern, PA 
19355, USA) cho Abbott GmbH & Co.KG (Max- Planck- Ring 2, 65205 Wiesbaden, 
Germany) 

Ten thuoc/ Ho~t chat Bao che/ Quy each Tieu H~n so 
Tac d~:~ng chinh Ham dong goi chuAn dung dang ky 

IUQ'Ilg (thang) 

ARCIDTECT anti-Cyfra 21- D~ng long, H¢p 100 NSX 6 QLSP-0561-12 
Cyfra 21-1 Reagent 1 (chu¢t, pha sAn tests; 

Kit khang the dan 
(Dinh lugn.g d.c dong) phu 

manh cytokeratin 19 tren vi h~t 
trong huyet thanh va trong dung 
huyet tuang ngum) dich d¢m 

1RIS; Ch~t 
ket hqp anti-

Cyfra 21-1 
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( chu¢t, khang 
the dcm dong) 
c6 danh dAu 
acridinium 
trong dung 
dich d¢m 

MES. 

ARCHITECT HE4 anti- D<.tng long, H¢p 100 NSX 7 QLSP-0562-1 2 
Reagent Kit HE4(chu¢t, pha siln tests; 

(Dinh luqng khang khang the dcm 
nguyen HE4 trong dong) phil 
huyet thanh ngum) tren vi h<.tt 

trong dung 
dich d¢m 

PBS; ChAt ket 
hqp anti-HE4 
( chU;¢t, khang 
tM dcmdong) 
c6 danh dAu 
acridinium 
trong dung 
dich d¢m 

PBS. 
---

2. Cong ty dang ky: Cong ty c6 phAn A ChAu (SO 9 lo 11A, ph6 Trung Hoa, Oiu Giay, Ha 
N¢i, Vi¢t Narn) 
Nha san xuat: InTec PRODUCTS, INC. (Xiamen) (332 Xinguang Road, Xinyang 
Industrial Area, Haicang, Xiamen, China) 

Ten thuoc/ Ho~t chat Bao che/ Quycach Tieu H~n So dang ky 
Tac d1:1ng chinh Ham dong goi chufin dung 

Iuqng (thang) 

Rapid Anti-HIV C¢ng hqp D<_lng que/ D<_lng que: NSX 24 QLSP-0563-12 
Test (Kit thi'r nhanh v~mg HIV-Ag d<_lng khay H¢p chua 50 
phat hi~n khang th~ tai t6 hqp; quethu 

khang HIV) Anti-human trong tui 

(Dinh tinh phat hi¢n lgG-Fc rieng,dung 

khang the khang McAb; Anti- dich d¢m 5 

virus mv tuyp 1 HIVMcAb. 1<;> x 2ml; 

(bao g6m nh6m 0) D<_lng khay: 

va/ho~c HIV tuyp 2 H¢pchua40 

trong mau toan phan, khaythu 

huyet thanh ho~c trong tui 

huyet tucmg cua rieng, dung 

nguOi) dich d¢m 4 
lox 2ml 

- ----------- -- -
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3. Cong ty dttng ky: Cong ty CP Duqc phAm Duy Tan (22 H6 Bieu Chanh, Qu~n Phu 
Nhu~n, Thanh ph6 H6 Chi Minh, Vi~t Nam) _ 
Nha san xm1t: Instituto Biologico Contemporaneo S.A (Bogota 3921/25, Ciudad de Buenos 
Aires, Argentina) 
Nha dong goi: Laboratorio Pablo Cassara S.R.L. (Carhue 1096 (C1408GBV), Ciudad de 

-- - - -- - I -- - - - - -

Ten thuoc Ho~t chat Bao chef Quy each Tieu H~n So dttng ky 
Ham dong goi chuftn dung 
Iuqng (thang) 

Neutrofil30 Filgrastim Dung dich H¢p01 L9 x NSX 24 QLSP-0564-12 
ti~m. 1ml; 

30MU/ml 

Neutrofil48 Filgrastim Dung djch H¢p01LQX NSX 24 QLSP-0565-12 
ti~m. 1,6ml; 

48MU/1,6 
ml 

--- -- - - -- - ---

4. Cong ty dting ky: F.Hoffmann-La Roche Ltd (Grenzacherstrasse, CH-4070 Basel -
Switzerland) 
4.1 Nha san xuat: Roche Diagnostics GmbH (Sandhofer 116 68305 Mannheim- Germany) 

Ten thuoc/ Ho~t chat Bao che/ Quycach Tieu H~n So dttng ky 
Tac d~;~ng chinh Ham dong goi chuAn dung 

Iuqng (thang) 
Elecsys N-MID Vi h~t phu D~nglong H¢p 100 NSX 9 QLSP-0566-12 

Osteocalcin Streptavidin; tests. 
(Dinh luqn.g N-MID khang tM dan 

osteocalcin trong dong khang N-
huy€t thanh va huy€t MID 
tuang ngum tr~n may osteocalcin 
elecsys va cobas e ) gin v6i biotin; 

khang the dan 
dong khang N-
MID 
osteocalcin (tl:r 
chu¢t) danh 
d~u b~ng phuc 
hqp ruthenium 

Elecsys NSE Vi h~t phu D~ng long H¢p 100 NSX 11 QLSP-0567-12 
(Dinh luqn.g Enolase Streptavidin; tests. 
chuyen bi¢t than kinh khang tM dan 

(NSE) trong huy€t dong khang 
thanh ngum) NSE gin v6i 

biotin 18E5 (tl:r 
chu¢t); khang 
the dan dong 
khang NSE 
84B10 (tl:r 
chu¢t) danh 
dau bling phuc 
hqp ruthenium 

I I 
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29 Elecsys HIV Ag Vi h<;tt phu D<;tng long H¢p 100 NSX 14 QLSP-0568-12 
(Dinh tfnh khang Streptavidin; tests. 

nguyen P24 cua virus khang tM don 
gay suy giam mien dong khang 
dich (HIV) typ 1 0 HIV p24 g~n 

ngum) v6i biotin (tu 
chu¢t); khang 
the don dong 
khang HIV 
p24 (tu chu¢t) 
danh d~u bAng 
phuc hqp 
ruthenium 

30 CoaguChek XS PT Thromboplastin Que thu H¢p06 que NSX 10 QLSP-0569-12 
Test ngum tai t6 hqp thu; H¢p 24 

( dinh luqng thai gian que thu; 
dong mau tu mau H¢p48 que 

ngum) thu; (m6i 
h¢pkem 
1thema 

h6a) 

31 Elecsys hGH Vi h<;ttphu D<;tng long H¢p 100 NSX 11 QLSP-0570-12 
(Dinhluqnghonnon Streptavidin; tests. 
tang trubng 0 ngum khang the don 

(hGH)) dong khang 
hGH g~n v6i 

biotin (tu 
chu¢t); khang 
th~ da dong 

khang hGH (tu 
ctru) danh d~u 
bAng phuc hqp 

ruthenium 

32 Elecsys HSV-1 lgG Vi h<;tt phu D<;tng long H¢p 100 NSX 15 QLSP-0571-12 
(Dinh tfnh invitro Streptavidin; +dong tests. 

khang th~ nh6m IgG khang nguyen kho 
khang HSV -1 trong dac hieu HSV-
huyet thanh va huyet . 1 g~n v6i 

tuong ngum) biotin (tai t6 
hqp, E.coli); 

khang nguyen 
dac hieu HSV-
i (tai ·t6 hqp, 
E.coli) danh 
d~u bAng phuc 

hqp 
ruthenium; 
huyet thanh 

ngum, khong 
phan t.lng v6i 
HSV-1 IgG; 
huyet thanh 
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ngum, phlm 
lffig v6i HSV -1 

IgG 

33 Precinorm/ CRP (ti:r D~ng long H¢p 03 chai NSX 14 QLSP-0572-12 
Precipath Protein ngum); ASLO X 01ml. 
(Ki~m tra d¢ dung va (ti:r ngum) 
d6 chinh xac cua xet 
nghiem dinh luang) 

34 Elecsys Troponin I Troponin I (tai D~ng d6ng H¢p 04 chai NSX 09 QLSP-0573-12 
STAT Calset t6 hgp, ngum) kh6 x01ml 

(Chuan dinh xet 
nghi¢m Elecsys 

Troponin I Sf AT 
tren may xet nghi¢m 
Elecsys va co bas e) 

35 D- Dimer Gen.2 Huy€t thanh D~ng long H¢p 06 chai NSX 07 QLSP-0574-12 
Calibrator Set ngum; Phan X 0,5ml. 
(Chuan dinh cac do~D-Dimer 

phuang phap dinh (cua ngum) 
luqng) trong huy€t 

thanh ngum 

36 D- Dimer Gen.2 PhAndo~D- D~ng long H¢p 04 chai NSX 07 QLSP-0575-12 
Control IIII Dimer (cua X 01ml. 

(Ki~m tra ch~t luqng ngum) c6 dinh 
xet nghi¢m) trong n~n 

huy€t thanh 
nguOi. 

37 Precinorm CK-MB CK-MM (ti:r Ch~t d6ng H¢p 04 chai NSX 11 QLSP-0576-12 
(Kiem tra d¢ dung va ngum); CK-BB kh6 X 03ml. 
d¢ chinh xac cua cac ( ti:r 6c heo) 

xet nghiem) 

38 Precipath CK-MB CK-MM (ti:r Cha'td6ng H¢p 04 chai NSX 09 QLSP-0577-12 
(Ki~m tra d¢ dung va ngum); CK-BB kh6 X 03ml. 
d¢ chinh xac cua cac (ti:r 6c heo) 

xet nghiem) 

39 IGG-2, Tina-quant Khang the D~ng long H¢p 150 NSX 14 QLSP-0578-12 
[a] lgG Gen.2 khang IgG tests. 

(Dinh luqng IgG ngum ( ti:r de) 

trong huy€t thanh, 
huy€t tuang va d!ch 

nao tuy ngum tren h¢ 
th6ng may 

Roche/Hitachi cobas i 
I 

c) 

40 C3C-2, Tina-quant Khang tM D~ng long H¢p 100 NSX 20 QLSP-0579-12 

[a] Complement khang C3c tests. 

C3c ver.2 ngum ( tu de) 
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(Dinh luqng b6 th~ 
C3c trong huyet 

thanh va huyet tucmg 
nguOi tren h¢ th6ng 
may Roche/Hitachi 

cobas c) 

41 IGA-2, Tina-quant KhangtM Dq.ng long H¢p 150 NSX 14 QLSP-0580-12 
[a] lgA Gen.2 khang IgA tests. 

(Dinh luqng lgA nguOi ( tu de) 

trong huyet thanh va 
huyet tucmg nguOi 
tren h¢ th6ng may 

Roche/Hitachi cobas 
c) 

42 ASLOT, Tina- Vi hq.t latex Dq.ng long H¢p 150 NSX 14 QLSP-0581-12 
quant [a] phti hOi tests. 

Antistreptolysin 0 streptolysin 0 

(Dinh luqng mien 
d!ch antistreptolysin 
Otrong huyet thanh 
va huyet tucmg nguOi 

tren h¢ th6ng may 
Roche/Hitachi cobas 

c) 
43 AAT2, Tina-quant Khang tM Dq.ng long H¢p 100 NSX 20 QLSP-0582-12 

[a] a1-Antitrypsin khang nguOi tests. 
ver.2 a1-antitrypsin 

(Dinh luqng a1- antibody (ttr 

antitrypsin trong tho) 

huyet thanh va huyet 
tucmg nguoi tren h¢ 

th6ng may 
Roche/Hitachi cobas 

C) 
44 TRSF2, Tina-quant Khang th~ Dq.ng long H¢p 100 NSX 20 QLSP-0583-12 

[a] Transferrin khang tests. 
ver.2 transferrin 

(Dinh luqng nguoi (tu tho) 

transferrin trong 
huyet thanh va huyet 
tucmg nguOi tren h¢ 

th6ng may 
Roche/Hitachi cobas 

C) 

45 HAPT2, Tina-quant Khang the Dq.ng long H¢p 100 NSX 20 QLSP-0584-12 
[a] Haptoglobin khang tests. 

ver.2 haptoglobin 

(Dinh luqng nguOi (ttr tho) 

haptoglobin trong 
huyet thanh va huyet 
tucmg nguOi tren h¢ 

th6ng may 
Roche/Hitachi cobas 

__ g 
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46 APOAT, Tina- Khang th~ D~ng long H¢p 100 NSX 20 QLSP-0585-12 

quant [a] khang tests. 

Apolipoprotein A-1 apolipoprotein 

ver.2 A-1 ngum (tu 

(Dinh luqng Clru) 

apolipoprotein A-1 
trong huy€t thanh va 
huy€t tuong ngum 
tren h¢ th6ng may 

Roche/Hitachi cobas 
c) 

47 APOBT, Tina- Khang th~ D~ng long H¢p 100 NSX 20 QLSP-0586-12 
quant [a] khang tests. 

Apolipoprotein B apolipoprotein 

ver.2 Bngum (tu 

(Dinh luqng Clru) 

apolipoprotein B 
trong huy€t thanh va 
huyet tuong ngum 
tren h¢ th6ng may 

Roche/Hitachi cobas 
c) 

48 PREA, Prealbumin Khang huyet D~ng long H¢p 100 NSX 16 QLSP-0587 -12 
(Dinh luqng thanh khang tests. 

prealbumin trong prealburnin T 
huyet thanh va huy€t (tu tho) d~c 
tuong ngum tren h¢ hi¢u v6i 

th6ng may prealbumin 
Roche/Hitachi cobas ngum 

c) 

49 CERU, Khang huyet D~ng long H¢p 100 NSX 16 QLSP-0588-12 
Ceruloplasmin thanh khang tests. 

(Dinh luqng ceruloplasmin 
Ceruloplasmin trong T (tu tho) d~c 
huyet thanh ngum hi¢u v6i 
tren h¢ th6ng may ceruloplasmin 

Roche/Hitachi cobas ngum 
c) 

50 CRPHS, Cardiac C- Globulins D~ng long H¢p 300 NSX 14 QLSP-0589-12 
Reactive Protein mi~n djch (tu tests. 

(Latex) High chu¢t); H~t 
Sensitive nhva phu 

(Dinh luqng C- khang th~ 

Reactive Protein khang CRP (tu 

(CRP) trong huy€t chu¢t) 
' 

thanh va huyet tuong 
ngum tren h¢ th6ng 
may Roche/Hitachi 

cobas c) 
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STT 

53 

4.2 Nha sim xuat: Roche Molecular Systems, Inc (1080 US Highway 202, Branchburg, New 
Jersey 08876-3771, USA); Roche Diagnostics Ltd (Forrenstrasse, 6343 Rotkreuz, 
Sweetzerland) 

Ten thuoc/ Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Tac d~;~ng chinh Ham dong goi chuAn dung 

lm;mg (thang) 

Co bas® Chuan d!nh D~ng long H¢p48 NSX 18 QLSP-0590-12 
AmpliPrep/Cobas® luqng HCV; tests. 

TaqMan®HCV H6n hqp 

Test MasterHCV; 

(D!nh luqng RNA 
Chling duang 
tfnh cao HCV; 

cua virus Viem gan C chling duang 
trong huyet thanh va tfnh thap 
huyet tuang ngum) HCV; Chling 

am tfnh v6i 
Cob as 

TaqMan 
(Huyet tuang 

ngum) 

4.3 Nha san xuat: Ventana medical systems, Inc (1910 E Innovation Park Drive Tucson, AZ 
85755- My) . 

Ten thuoc/ Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Tac d~;~ng chinh Ham dong goi chuAn dung 

lm;mg (thang) 

PATHWAY® Anti- Khang th~ sa D~ng long H(>p 01 chai NSX 09 QLSP-0591-12 

c-KIT (9.7) Primary 
capkhang la x 05ml. 

globulin mi~n 
Antibody d!ch lap IgG tu 

(Kit d!nh tfnh protein tho 
trong cac u m6 d¢m 

duCm.g tieu h6a 
(GISTs)) 

5. Cong ty dang ky: Cong ty C6 phan Y teDuc Minh (SO 51, ngo 205 ngach 323/83 duemg 
XuAn Dinh, xa Xuan Dinh, huy¢n Tu Liem, Ha N<?i), Vi¢t Nam 
Nha san xuat: Standard Diagnostics, InC. (156-68, Hagal-dong, Giheung-ku, Yongin-si, 
Kyonggi-do Korea 446-930). 

Ten thuoc/ Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Tac d~;~ng chinh Ham dong goi chuAn dung 

Iuqng (than g) 

SD BIOLINE TB KMngth~dan Thanhthi'r H¢p25 NSX 18 QLSP-0592-12 

AgMPT 64 (sAc ky dong chu¢t tests. 

dinh tfnh khang MPT64; 

M. tuberculosis IgG tho khang 
complex) chu(>t 
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55 
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56 

57 

6. Cong ty dang ky: Eli Lilly Asia, Inc- Thailand Branch. (Thanapoom Tower, 14th Floor 
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400, Thailand). 
Nha san xuAt: Eli Lilly and Company (Lilly Corporate Center, Drop Code 2200, 46285 
Indianapolis, Indiana, USA) 
Nha dong goi: Lilly Pharma Fertigung und Distribution GmbH & Co. KG, (Teichweg 3, 
35396 Giessen, Germany) 

Ten thuoc Ho~t chAt Bao che/ Quy each Tieu H~n so 
Ham dong goi chu~n dung dang ky 
hrqng (thang) 

Humulin R Insulin ngum Dung dich H¢p ll9 X NSX 24 QLSP-0593-12 
ti~m. lOml 

100 dan vi 
insulin/ml 

Humulin N Insulin ngum H6n dich H¢p ll9 X NSX 24 QLSP-0594-12 
ti~m. lOml 

100 dan vi 
insulin/ml 

7. Cong ty dang ky: GlaxoSmithKiine Pte Ltd (150 Beach Road,# 21-00, Gateway West, 
Singapore 189720, Singapore) 
Nha san xuat: GlaxoSmithKiine Biological S.A (Rue de L'Institut 89 
, 1330 Rixensart, Belgium) 

Ten thuoc/ 
Tac d1;1ng chinh 

V ARILRIX™ (vic 
xin phong thuy d~u 
s6ng, giam d¢c lt,rc) 

PRIORIX™ (vic 
xin phong sCi., quai 
hi va rubella (s6ng, 

giam d¢c lt,rc)) 

Ho~t chat 

Virus thuy 
d~u s6ng 

giam d¢c lt,rc 
(chung OKA) 

Virus sCi. 
s6ng, giam 

d¢c lt,rc chung 
Schwarz; 

Virus quai hi 
s6ng, giam 

d¢c lt,rc chung 
4385 RIT; 

Virus rubella 
s6ng, giam 

d¢c lt,rc chung 
WistarRA 

27/3. 

Bao che/ 
Ham 
luqng 

D6ng kh6. 
M6i lieu 
vic xin 

0,5ml sau 
khi ho~m 
nguy~n 

chuakh6ng 
dum 103

•
3 

PFU virus 
varicella-

zoster giam 
d6c luc 

D6ng kh6. 
M6i lieu 
vic xin 

0,5ml sau 
khi hoan 
nguy~n 

chua kh6ng 
dum 103

·
0 

CCID50 
cua virus 
sCi. chung 
Schwarz, 

kh6ng du6i 
103.7 

16 

Quycach 
dong goi 

H¢p ll9 vic 
xin d6ng 
kh6 va 1 
6ng nu6'c 
h6i chinh, 
lieu 0,5ml 

H¢p ll9 vic 
xin d6ng 
kh6 va 1 
6ng nu6'c 
h6i chinh, 
lieu 0,5ml 

Tieu 
chu~n 

NSX 

NSX 

H~n 
dung 

(thang) 
24 

24 

so 
dang ky 

QLVX-0595-12 

QLVX-0596-12 
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ROT ARIX™ (vac 
xin phong Rota virus) 

Rota virus 
ngum s6ng, 
giam d¢c 1tJc 
chungRIX 

4414 

CCIDSO 
cua virus 
quai bi 

chung 4385 
RITva 

khOng du6'i 
103.0 

CCID50 
cua virus 
rubella 
chung 

Wistar RA 
27/3. 

DOng khO. 
MOi li~u 

vac xin 1,0 
m1 sau khi 

hoan 
nguyen 

chua 
Rota virus 

ngum s6ng, 
ghim d¢c 
1tJc chung 
RIX4414 

khOng dum 
106.0 

CCID.10• 

H¢p 119 vac 
xin dan li~u 

va 1 6ng 
nu6'c hoi 

chinh 1,0m1; 
H¢p 1019 

vac xin dan 
li~u va 10 
6ng nu6'c 
h6ichinh 

1,0ml. 

NSX 36 QLVX-0597-12 

8. Cong ty dang ky: Cong ty TNHH DKSH Vi~t Nam. (SO 23, D~i 1¢ D¢c l~p. Khu cOng 
nghi¢p Vi¢t Nam-Singapore, Huy¢n Thu~n An, Tinh Blnh Duong). 
Nha san xuat: Novo Nordisk A/S (Novo Alle DK-2880 Bagsvrerd Denmark). 

Ten thuoc Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
·' Ham dong goi chuAn dung t1 .. . 

IUQ'Ilg (thang) ... 

Actrapid Insulin ngum, Dung djch H¢p 119 X Duac 30 QLSP-0598-12 
rADN tiem. 10m1 di~~ 

100 IU/m1 Chau . 
Au 

Mixtard 30 Insulin ngum, H6n djch H¢p 119 X Duac 30 QLSP-0599-12 
rADN tiem. 10m1 di~~ 

100 IU/m1 Chau 
Au 

Insulatard Insulin ngum, HOn djch H¢p 119 X Duac 30 QLSP-0600-12 
rADN tiem. 10m1 di~~ 

100 IU/ml Chau 
Au 
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9. Cong ty dang ky: Cong ty KEDRION S.p.A (Loc. Ai Conti, 55051 Castelvecchio Pascoli, 
Barga (Lucca), Italia) 
Nha san xuat: KEDRION S.p.A (Bolognana Gallicano 55027 Lucca, Italia) va 

Cvba CAF-DCF scrl (Neder-Over-Hemmbeek, de Tyraslaan 109 B-1120-
Brussels, Belgium) 

Ten thuoc Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Ham dong goi chu~n dung 
luqng (thang) 

KEDRIGAMMA Human Dung djch H¢p01 LQx NSX 24 QLSP-0601-12 
normal ti~m 20ml; 

immunoglobu truy~n. H¢p 011<;> x 
lin 50mg/ml 50ml, 

lOOml, 
200mlkem 

m¢t day 
truy~n dich 

10. Cong ty dang ky: Grifols Asia Pacific PTE Ltd (501 Orchard Road #20-01 Wheelock 
Place Singapore 238880) 
Nha san xuat: Instituto Grifols, S.A. (Pol. Levante, Can Guasch 2 E 08150 Parets del Valles 
(Barcelona), Spain) 

Ten thuoc Ho~t chat Bao che/ Quy each Tieu H~n So dang ky 
Ham dong goi chu~n dung 
Juqng (thang) 

Flebogamma 5% Human Dung djch H¢p01 LQ x NSX 24 QLSP-0602-12 
DIF normal tiem 50ml; 

immunoglobu truy~n. lOOml; 
lin 50mg/ml 200ml; 

400ml 

Truong Quoc Cu<mg 
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