
BOYTE 
Cl)C QUAN LY DUQC 

So: J(f/( /QD-QLD 

CQNG HOA XA HQI CHU NGHIA VI¢T NAM 
Dc?c l~p ~ Tl;l do - H~nh phuc 

Ha Nqi, ngay3 {t thang~1iim 2012 

QUYETD1NH 
v e vi¢c cong bo 47 vac xin, sinh ph:lm y te 
duqc phep luu hfmh t~i Vi¢t Nam - dQ118 

Cl)C TRUONG Cl)C QUAN LY DTJQC 

Can ell' Lu~t Duqc ngay 14 thang 6 nam 2005; 
Can eli' Nghi d!nh so 188/2007 /ND-CP ngay 27/12/2007 cua Chfnh phu 

quy d!nh chuc nang, nhi~m Yl;l, quy~n hqn va co cau t6 chuc cua B¢ Y te; 
Can eli' Quyet d!nh so 53/2008/QD-BYT ngay 30/12/2008 cua B¢ tru6ng 

B¢ y te quy d!nh chuc nang, nhi~m Vl;J, quy~n hqn va co cau t6 chuc cua Cl;IC 
Quan ly Duqc thu¢c B¢ Y te va Quyet d!nh so 3106/QD-BYT ngay 29/8/2011 
cua B¢ tru6ng B¢ Y te v~ vi~c sua d6i, b6 sung Di~u 3 Quyet d!nh so 
53/2008/QD-BYT ngay 30/12/2008 cua B¢ truong B¢ Y te quy d!nh chuc nang, 
nhi~m Yl;l, quy~n hqn va co cau t6 chuc cua Cl;}c Quan ly Duqc thu¢c B¢ Y te; 

Can eli' Thong tu so 22/2009nT-BYT ngay 24/11/2009 cua B¢ tru6ng B¢ 
Y te Qui d!nh vi~c dang ky thuoc; 

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

Xet d~ nghi cua Tru6ng phong Dang ky thuoc - Cl;}c Quan ly Duqc, 

QUYETDlNH: 

Dh~u 1. Cong bo 4 7 vac xin, sinh ph~m y te duqc phep luu hanh tqi Vi~t 
Nam (c6 danh m9c kern theo). 

Dieu 2. Cac dan vi c6 vac xin, sinh ph~m y te duqc phep luu hanh tqi Vi~t 
Nam qui d!nh tqi Di~u 1 phai in so dang ky duqc B¢ Y te Vi~t Nam cap len nhan 
va phai chap hanh dung cac quy d!nh cua phap lu~t Vi~t N am v~ san xu at va 
kinh doanh vac xin, sinh ph~m y te. Cac so dang ky c6 ky hi~u QLVX-... -12, 
QLSP-... -12 c6 gia tr! 05 nam, so dang ky c6 ky hi~u QLSP-H02-... -12 c6 gia tr! 
02 nam k~ til' ngay cap. 

Dieu 3. Quyet d!nh nay c6 hi~u h.Jc k~ til' ngay ky ban hanh. 
Dieu 4. Giam doc So Y te cac tinh, thanh pho tnJc thu¢c trung uang va 

Giam doc cac dan v! c6 vac xin, sinh ph~m y te neu tqi di~u 1 ch!u trach nhi~m 
thi hanh quyet d!nh nay./. 
Ncfi nhtJ,n: 
- Nhu dieu 4; 
- BT. Nguyen T'hi Kim Tien (deb/c); 
- TT. Cao Minh Quang (deb/c) ; 
- Yl;l Phap che, Cl}c Y te dtJ phong, Cl}c Quan ly kham 
chua benh, Thanh tra Bo Y te; 
- Vi~n V~ sinh dich te t;ung uong, Vi~n Kiem dinh quoc 
gia vac xin va sinh pMm y te; 
- T6ng Cl}c Hai quan - B¢ Tai chfnh; 
- Website cua C1;1c QLD, T<;ip chi Duqc va My pham-
Cl}c QLD; 
- Luu: VP, KDD, DKT (3 ban). 
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BQYTE 

Cl)C QUAN L Y DUQ'C 

C(>NG HOA xA HQI CUU NGHiA VI)J:T NAM 

D(}c l~p - T\f do - H~nh phuc 

DANH M1JC 47 V Ac XIN, SINH PHAM Y TE DUQC CAP SO DANG KY LlJU HANH 
T AI VIET NAM - DOT 18 

Ban hfmh kern theo quy~t dinh s6:J./t./I. . ./QLD-DK, ngay 30 .. ..1..£i.Jif.10 

STT Ten thu&c 
Ho~t chAt ~~ng thu6c 

ifuAi th~ 
Tieu Quy each sa dang kY 

chinh ham hrqng chuin dong g6i 

1. CONG TY DANG KY 

~bbott Laboratories 
Singapore) Pte. Ltd. 

1 Maritime Square, # 11-12 Diiy 
B, HarbourFront Centre, 
Singapore 099253- Singapore 

1.1 Nha san xu§t 
Abbott GmbH & Co.KG 

Max - Planck- Ring 2 65205 
Wiesbaden, Delkenheim - Germany 

l B() thu6c thu ARCHITECT Toxo Vi h~t phu D~ng long, 8 thang NSX H()p 100 QLSP-0492-12 
IgG Avidity (Reagent Kit) kha~g nguyen pha s~n- . tests 

tai to hgp 
Toxoplasma 
gondii; ch~t k~t 
hgp IgG khang 
nguai (chu()t) 
dugc danh dAu 
acridinium 

1.2 Nha san xu§t 
Abbott Ireland - Diagnostics 
Division 

Finisklin Business Park Sligo -
Ireland 

2 ARCHITECT HBsAg Qualitative Vi h~t: anti- D~ng long, 8 thang NSX H()p 100 QLSP-0493-l '-
Reagent Kit HBs(lgM, IgG pha s~n- . tests; H()p 

chu()t don dong) 500 tests; 
phu vi h~t; ch~t H()p 4x500 
k~t hgp: anti- tests 
HBs(IgM, lgG 
de d011 dong) 
phu vi h~t 

1.3 Nha san xu§t 
Denka Seiken, Co., Ltd cho 
Abbott GmbH & Co.KG 

Trang 1 
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Ho~t chit .l. TH!u Quy each 
STT Ten thu6c 

D~ng thuoc 
TuAi thQ sa dang ky 

chinh bam luQ'ng chuAn dong g6i 

Dia chi nha scm xuat: Kagamida 
Factory, 1359-1, Kagamida, 
Kigoshi Gosen-shi, Niigata 959-
1695, Japan. Dta chi Abbott 
GmbH & Co.KG: Max-Planck-
Ring2 65205 Wiesbaden, 
Delkenheim - Germany 

3 ARCHITECT HCV Ag Reagent Vi h~t: murine D~ng long, 6 thang NSX H<)p 100 QLSP-0494-12 
Kit khang the anti- pha s~n-. tests 

HCV phu tren 
vi h~t; Chfit kSt 
hqp: murine 
khang the anti-
HCV c6 danh 
dfiu acridinium. 

4 ARCHITECT Syphilis TP Reagent vi h~t phu D~ng long, 8 thang NSX H9p 100 QLSP-0495-12 
Kit khang nguyen pha s~n-. tests; H9p 

TP tai t6 hqp 500 tests 
(E.coli); chfit 
kSt hqp duqc 
danh dfiu 
acridinium chua 
khang the chu<)t 
anti-IgG, anti-

~ -- -------------- ~gM_ ____ ----- - - -- --- ----- ,------- · 

2 . CONG TY DANG KY 
APC Pharmaceuticals & 
Chemical Ltd. 

Suite 2102, 21/F Wing on 
centre, ill Connaught Road, 
Central - Hong Kong 

2.1 Nha san xu~t 
Reliance life sciences pvt.ltd 

Plant 2, Dhirubhai Ambani Life 
Sciences Centre (DALC),R-
282, ITC Area of MIDC, Thane-
Belapur road, Rabale, Navi 
Mumbai- 400701, Maharashtra-
India 

5 Relipoietin 10000 IU erythropoietin Dung dich 24 thang NSX H<)p 1 bam QLSP-0496-12 
alpha tiem- 1tiem 1ml 

10000IU 

6 Relipoietin 4000 IU erythropoietin Dung dich 24 thang NSX H9p 1 barn QLSP-0497-12 
alpha tiem- 4000 tiem 0.4ml 

IU 

Trang 2 
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STT Ten thuBc Ho~t chit D~ng thu6c 
Tu8i thQ 

Tieu Quy each sa dang ky 
chinh ham IU'Q'ng chuAn dong g6i 

3 . CONG TY DANG KY 

C ong ty CPDP Nam Ha 

415, Him Thuyen, Nam Djnh-
Vi?t Nam 

3.1 Nha san xu:h 
Bue Cross Bio-medical (Beijing) 
Co., Ltd 

Beiqijia Industry Zone, Changping 
District, Beijing - P.R. China 

7 Q-STICK Anti-HCG Que thtr- . 24 thang NSX H(>p 1 que QLSP-0498-12 
monoclonal thtr 
antibody-! and 
anti-HCG 
monoclonal 
antibody-II; 
Goat anti mous( 
IgG 

-- -------- - -----1------ - 1- - -- - - ---- - - ----------- · 

4 . CONG TY DANG KY 

Cong ty TNHH DKSH Vi~t 
Nam 

SJ 23 Dc;zi l(J D(Jc L(lp, khu cong 
nghi?p Vi?t Nam - Singapore, 
Thu(m An, tinh Binh Duong -
Vi?t Nam 

4.1 Nha san xuit 

Novo Nordisk A/S 

Novo Aile, DK-2880 Bagsvcerd -
Denmark 

8 Levemir Flexpen Insulin detemir Dung dich 30 thang NSX H9p s but QLSP-0499-12 
tiem- tiem bam 

. 100 U/ml s~n 3ml 

1- - - - - ---- - - - - - - -- --- - --- --- - - ---- --- ----- 1------ · 
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$. $. Tieu Quy each 
STT Ten thu6c 

Ho~t chat D~ng thuoc 
TuBi thq sa dang ky 

chinh ham IU'9'Jlg chuAn dong g6i 

5 . CONG TY DANG K) 

Cong ty TNHH MTV V~c xin 
va Sinh ph~m sa 1 

SJ I , Yersin, Ha N9i- Vi?t Nam 

5.1 Nha san xuAt 

Cong ty TNHH MTV V~c xin va 
Sinh ph~m s6 1 

S61, Yersin, Ha N9i- Vi¢t Nam 

9 Gene-HBvax Khang nguyen Dung djch 36 thang NSX H()p 1019 X QLVX-0500-12 
bS m~t vi rut tiem- 1ml 
viem gan B tinh 20J..Lg/ml 
khi€t 

10 Havax® Protein bao gflm Dung djch 24 thang NSX H(>p 1019 X QLVX-0501-12 
khang nguyen vi tiem- 1ml; H()p 10 
rut viem gan A 200J..Lg/1ml; l9 x 0,5ml 

1 OOJ..Lg/0,5m 

--- -------- - ----- - ------ ----- - --- --- - - - - - ------ -
~ ~ ' 

6. CONG TY DANG KY 

Cong ty TNHHDP Bi~n Loan 
306 Nguyln Thi Minh Khai, 
Qutjn 3, TP.HJ Chi Minh - Vi?t 
Nam 

6.1 Nha san xuAt 
Novartis vaccine & diagnostics 
S.r.I 

Via Fiorentina, 153100 Sience 
Italia - Italia 

11 Agrippal S1 vile xin cum H6n djch 12 thang NSX H()p 1 bam QLVX-0502-12 
mua tiem- . tiem n~p sin 

IiSu 0,5ml 

~-- --- - ---------- 1------- ----- - --- --- -----1------ -
~ ~ ' 

7. CONG TY DANG KY 

Dong-A pharmaceutical Co., 
Ltd 
252, Yongdu-dong, 
Dongdaemun-gu, Seoul - Korea 

Trang 4 
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STT Ten thu&c 
Ho1.1t ch~t D1.1ng thu&c 

TuBi thQ 
Tieu Quy each s& da ng ky 

chinh ham IU'Q'ng chu~n dong g6i 

7.1 Nha san xuiit 
Dong-A pharmaceutical Co., Ltd 

29-40, Bonri-ri, Nonkong-eup, 
Dalsung-kun, Taegue- Korea 

12 Eriprove Recombinant Dung d!ch 18 thang NSX H9p 10 19 X QLSP-0503- 12 
human tiem- 1m1 dung 
erythropoietin 20001U/1m1 d!ch tiem 

2000IU 

13 Eriprove Recombinant Dung dich 18 thang NSX H()p 10 QLSP-0504-12 
human tiem- syringes 
erythropoietin 2000IU/0,5 dong s~n x 

m1 0,5 ml dung 
d!ch tiem 
2000IU 

14 Eriprove Recombinant Dung d!ch 18 thang NSX H()p 10 QLSP-0505-1 2 
human tiem- syringes 
erythropoietin 1000IU/0,5 dong s~n x 

ml 0,5 m1 dung 
d!ch tiem 
1000IU 

15 Eriprove Recombinant Dung d!ch 18 thang NSX H()p 1019 X QLSP-0506-12 
human tiem- 1m1 dung 
erythropoietin 4000IU/1m1 d!ch tiem 

400010 
f- -- - - -- - --- - ---- - 1-- --- - - - -- - -- ---- - -- - - -- - f- ---- -· 

8. CONG TY DANG KY 
F.Hoffmann-La Roche Ltd. 

Grenzacherstrasse, CH-4070 
Basel - Switzerland 

8.1 Nha san xudt 
Roche Diagnostics GmbH 

Sandhofer 116 68305 Mannheim -
Germany 

16 C.f.a .s. CK-MB CK-BB (nguai), dong kho- . 14 thang NSX H9p 3 chai x QLSP-0507-12 
CK-MM (6c lml 
lgn), albumin bo 

17 C.f.a.s Proteins Ferritin (nguai), ch~t long-. 14 thang NSX H9p 5 chai QLSP-0508-12 
CRP (nguai), lm1 
ASLO (nguai) 

Trang 5 
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STT Ten thuBc 
Ho~t chAt D~ng thuBc 

TuAi th<? 
Tieu Quy each sa dang ky 

chinh ham hrQ'Dg chu~n dong g6i 
' 18 CKMBL, Creatine Kinase-MB G6PDH (vi chat long- . 9 thang NSX H9p 100 xet QLSP-0509-12 

sinh), HK (tir nghi~m 
men), khang thS 
dan dong tir 
chu(>t uc ch~ 
khang thS CK-
M a nguai (tir 
chu(>t) 

19 CoaguChek XS PT Controls Huy~t thanh tho Ch~t long+ 11 thang NSX H9pg6m 4 QLSP-0510-12 
da khang dong dong kho- . chai huy~t 
307mg, calcium thanh dong 
Chloride kho, 4 chai 
0.84mg dung djch 

pha, 1 the 
mahoa 

20 D-DI2, Tina -quant D-Dimer H;;tt nhiJa phu ch~t long- . 7 thang NSX H9p 2 chai x QLSP-0511-12 
Gen.2 khang thS dan 15m! 

dong khang D-
Dimer nguai (tir 
chu(>t) 

21 Elecsys ACTH Vi h?t phu ch~t long-. 9 thang NSX H(>p 100 xet QLSP-0512-12 
streptavidin, nghi~m 
khang thS dan 
dong khang 
ACTH c6 g~n 
Biotin (tir 
chu9t), khang 
thS dan dong 
khangACTH 
danh d~u b~ng 
phuc hqp 
ruthenium (tir 
chuot) 

22 Elecsys ACTH Calset ACTH (tBng dong kho -. 9 thang NSX H9p 41Q X QLSP-0513-12 
hqp) 1ml 

23 Elecsys Anti-CCP vi h~t phu Ch~t long+ 7 thang NSX H(>p 100 xet QLSP-0514-12 
streptavidin, cac b9tdong nghi~m 
peptide t6ng kho-. 
hqp vong g~n 
voi citrullin, 
duq~ g~n voi 
biotin, khang 
thS dan dong 
khang IgG 
nguai (tir chu(>t) 
danh d~u 
ruthenium, 
khang thS anti-
CCP (tir nguai), 

Trang 6 
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STT Ten thu8c 
Ho~t ch~t D~ng thu6c 

TuBi thQ 
Tieu Quy each s6 dang ky 

chinh ham hrgng chuiin dong goi 

24 Elecsys 13- CrossLaps/serum vi h~t phu chat long- . 9 thang NSX H(>p 100 xet QLSP-0515-1 2 
Streptavidin, nghi~m 
khang th~ dan 
dong khang ~-
crossLaps g~n 
Biotin (tu 
chu(>t), Khang 
th~ dan dong 
khang Beta-
CrossLaps (tu 
chu(>t) danh d§u 
b~ng ph(rc hqp 
ruthenium 

25 Elecsys Cortisol Vi h~t phu ch~t long-. 9 thang NSX H(>p 100 xet QLSP-0516-12 
Streptav idin, nghi~m 
Khang th~ da 
dong khang 
cortisol danh 
d~u biotin (tu 
cuu), Dh xu§t 
cortisol (tflng 
hgp )danh d§u 
phuc hgp 
ruthenium 

26 Elecsys C-Peptide Vi h~t phu ch~t long-. 9 thang NSX H(>p 100 xet QLSP-0517-12 
Streptavidin, nghi~m 
khang th~ dan 
dong khang C-
peptide g~n 
biotin (tu 
chu(>t), khang 
th~ dan dong 
khang C-peptid 
(tu chu(>t) danh 
d~u ruthenium 

27 Elecsys Digoxin Vi h~t phu ch~t long-. 9 thang NSX H(>p 100 xet QLSP-0518-1 2 
Streptavidin, nghi~m 
Khang th~ dan 
dong khang 
digoxin (chu9t) 
dugc danh d§u 
vai phuc hqp 
ruthenium, 
Digoxigenin 
g~n biotin 

Trang 7 
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1.. 1.. 
Tieu Quy each 

STT Ten thuBc 
Hol;lt chat Dl;lng thuoc 

TuAi thQ sa dang ky 
chinh bam Imyng chu§n dong g6i 

28 Elecsys Folate III Natri 2- chat long- . 9 thang NSX H(>p 100 xet QLSP-0519-12 
mercaptoethane nghi~m 
sulfonate, Vi h~t 
phU 
streptavidin, 
Protein g~n kSt 
folate duqc 
danh d~u b&ng 
ruthenium, 
Folate g~n 
biotin 

29 Elecsys Insulin Calset Insulin (nguoi, dong kho-. 9 thang NSX HQp 4 chai x QLSP-0520-12 
tai t6 hqp tir l.Oml 
n~m) 

30 Elecsys Precicontrol ACTH ACTH (tflng dong kho-. 9 thang NSX HQp 4 chai x QLSP-0521-12 
hqp) lOOpg/ml, 2.0ml 
1000pg/ml 

31 Elecsys Precicontrol S100 PC1: SlOO (tir dong kho-. 9 thang N,SX H9p 4 chai x QLSP-0522-12 
nao bo, ngubn 2m! 
My) 0.2ng/ml, 

' 
PC2: S 100 (tir 
nao bo, ngubn 
My 2,5ng/ml) 

32 Elecsys Precicontrol thyroAB Khang the Anti- dong kho- . 7 thang NSX HQp 21Q X QLSP-0523-12 
TSHR (nguoi), 2m I 
Khang th€ Anti-
TPO (ciru), 
Khang th€ Anti-
Tg (ctru) 

33 Elecsys Precicontrol TSH TSH (nguoi, tai ch~t long- 9 thang NSX H9p 4 chai x QLSP-0524-12 
t6 hqp , tir n~m) 0,2mciU/ml 2m I 

34 Elecsys RBC Folate hemolyzing Acid ascobic B9t-. 14 thang NSX hQp 4 g6i ' 1 QLSP-0525-12 
reagent 400mg chainhl!a 

200m! 

35 Elecsys total P1 NP Vi h~t phu ch~t long-. 9 thang NSX H9p 100 xet QLSP-0526-12 
Streptavidin, 
khang th€ dan 

nghi~m 

dong khang 
P1NP g~n biotin 
(tir chu(>t), 
Khang the dan 
dong khang 
P1NP (tir chu9t) 
danh d~u b&ng 
phuc hqp 
ruthenium 

Trang 8 
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Ten thuBc 
Ho~t chit P~ng thuBc 

TuAi thQ 
Tieu Quy each sa dang ky STT 

chinh ham ltrQ'ng chuAn dong g6i 

36 Elecsys Troponin I Vi h?t phu r:hat long - . 7 thang NSX H()p 100 xet QLSP-0527-12 
streptavidin,2 nghi~m 
khang th~ don 
dong khang 
trop<?nin I tim 
c6 gan Biotin 
(tu chu()t), 
khang th~ don 
dong khang 
troponini tim,tu 
chu()t danh dau 
ruthenium 

37 Elecsys Troponin I Stat 
vi h?t phu 

~hfrt long - . 7thang NSX H()p 100 xet QLSP-0528-12 streptavidin, 2 
khang th~ don nghi~m 

dong khang 
troponin I tim 
c6 g~n Biotin 
(tu chu()t), 
khang th~ dan 
dong kMng 
troponin I tim 
c6 g~n Biotin 
(tu chu()t) 

38 Elecsys T-Uptake vi h?t phu hfrt long-. 14 thang NSX H()p 200 xet QLSP-0529-12 
Streptavidin, T4 nghi~m 
polyhapten g~n 
biotin, khang 
th~ da dong 
khang T4 (tu 
cuu) danh dfru 
ruthenium 

39 Elecsys T-Uptake calset L-Thyroxine, chfrt long- 12 thang NSX h()p 4 chai x QLSP-0530-12 
Thyroxine 1,0ml 
binding globulin 
matrix 

40 Elecsys Vitamin B12 Dithiothreitol, ~hfrt long - . 9 thang NSX H()p 100 xet QLSP-0531-12 
vi h?t phu nghi~m 
Streptavidin, 
y6u t6 n()i danh 
dfru ruthenium 
(tu IQ11), 
Vitamin M12 
g~n Biotin 

41 Roche Cardiac ProBNP+ Khang th~ da Que thu-. 7 thang NSX H()p 10 que QLSP-0532-12 
dong khang NT- hu + 1 the 
proBNP biotin,Yl 
hoa, Khang the 

mahoa 

dan dong khang 
NT-Pro BNP c6 

8.2 Nha san xu§t 
g~n nhan vang 

Ventana medical systems, Inc 

Trang 9 
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STT Ten thudc 
Ho~t ch~t D~ng thu6c 

TuBi thQ 
Tieu Quy each s6 dang ky 

chinh ham hrQ'ng chu~n dong g6i 

1910 E Innovation Park Drive 
Tucson, AZ 85755- My 

42 Confirm anti-CD20 (L26) Primary Khang th~ dan chfrt long- . 9 thang NSX H(lp 1 chai QLSP-0533-1 2 
Antibody dong tu chu(lt 5ml 

khang tn,rc ti~p 
v&i vung khang 
nguyen hi~n 
di~n chu y€u 
tren t€ biw 
lympho B nguoi 

1-- - - - ---- - -------- - ------ ---- - - --- --- ---- - ------ · 
9. CONG TY DANG KY 

HBI Co., Ltd. 
#7508, Dongil Technotown 7th. 
823, Kwanyang-Dong, Dongan-
Gu, Anyang-si, Gyeonggi-Do, 
43 1-716- Republic of Korea 

9.1 Nha san xuftt 
HBI Co., Ltd. 

#7508, Dongil Technotown 7th. 
823, Kwanyang-Dong, Dongan-
Gu, Anyang-si, Gyeonggi-Do, 431-
716 - Republic of Korea 

43 Hisens HBsAg Card Inactivated Que thu- . 18 thang NSX Tui I que QLSP-0534-12 
HBsAg; thu; Tui 10 
Polyclonal anti- que thu. 
HBsAg from 
goat; 
monoclonal 
anti-HBsAg-
gold colloid 

44 Hisens HCV Card Goat anti- Que thu- . 18 thang NSX Tui 1 que QLSP-0535-12 
human thu; Tui 10 
Immunoglobuli que thtr. 
n; Recombinant 
HCV antigens 
(core, NS3, 
NS4, NS5); 
Protein A-gold 
conjugate 

Trang 10 
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STT Ten thuBc 

45 Hisens Syphilis Card 

46 Hisens Troponin-1 Card 

10 . CONG TY DANG KY 

Vi~n V~ sinh D!ch t~ Trung 
trong 

S6 I , Yersin, Hai Ba Trung, Ha 
N(Ji - Vi?t nam 

10.1 Nha san xuit 
Vi~n V~ sinh Dich t~ Trung trO'ng 

61, Yersin, Hai Ba Trzmg, Ha 
9i- Vi?t Nam 

4 7 Sinh ph&m chAn do an vie~ nao 
h?t Ban (Xet nghi~m mien dich 

enzym phat hi~n IgM) 

Ho~t ch§t D~ng thu6c 
chinh ham hrQ'ng 

Rabbit anti Que thu- . 
recombinant TP 
antigens; 
Recombinant 
TP antigens; 
Recombinant 
TP antigens 
gold conjugate 

Polyclonal anti- Que thu-. 
mouse lgG from 
goat; Polyclonal 
anti-Troponin-1 
from goat; 
Monoclonal 
anti-Troponin-1 
from mouse-
gold colloid. 

Khang th€ !chang Ch~t 1• + 
I M , . d~ a ong 
g nguat ~c dA khA 

h 'A h -;:. . ong o 
1~u c uo1 m1cro; 

khang nguyen 
VNNB dong kho; 
chtrng duang: 
uy~t thanh nguo 
6 IGM khang 
irus VNNB; 
hung am: HT 
guoi khong c6 
gM &IgG khang 
irus VNNB; 
(>ng hgp: lgG 

Trang 11 

TuBi thQ 
Tieu 
chuh 

18 thang NSX 

18 thang NSX 

12 than NSX 

Quy each 
dong goi 

Tui 1 que 
thu; Tui 10 
que thu. 

Tui 1 que 
thu; H9p 30 
que thu. 

9 sinh 
h&m2x8 
et nghi~m 

sa dang ky 

QLSP-0536-12 

QLSP-0537-12 

QLSP-H02-
0538-12 
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