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BO Y TE 	 CONG HOA XA HOI CHU NG111A VIET NAM 
Hoc lap — Tty do — Hanh phtic 

DANH MIX 22 SINH PHAM CHAN DOAN INVITRO BOX 
CAP SO BANG I( 7 	HANH TAT VIET NAM - DOT 26 

(Ban hanh kern theo Quye't clinh so 5343 /QD-BYT, ngay 25712/2014) 

1. Ging ty dang liST: Abbott Laboratories (Singapore) Pte. Ltd (Dia chi: 1 Maritime Square, # 11 - 12 Day 

B, HarbourFront Centre, Singapore 099253 - Singapore) 

Abbott GmbH & Co.KG
' 
 Dia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany) 

STT 
Ten sinh phAm chAn 

down invitro/ 
Tic dung chinh 

 • 
Hoat chAt chinh- 

Ham Itroig 
Dang A 

bao the 

Thai 
tho 

• (thing) 

Tien 
chuAn 

Quy each 
dung goi 

SO dang 14 g 

1 

Architect HAVAb-IgG 
Controls (U6c tinh clO lap 
lai va phat hien sai so he 
thong Architect i system 
khi Binh tinh khang the 
IgG khang virus viem gan  
A (IgG anti-HAV) trong 
hyet thanh va. huyet 
tucmg ngtroi) 

Huy& twang ngtroi 
ducrc voi Ma, khong 

co phan ling vii 
HBsAg, HIV-1 Ag 
hay HIV-1 NAT, 

anti-HCV, anti-HIV- 
1/HIV-2, va anti- 

H  . v —; Huye ,: 
A.' 	 t Wang 
ngtreri &l  ye voi , . 

hoa,co ph.an ling vat 
IgG anti-HAV va 

khong có phan ling 
voi HBsAg, HIV-1 

Ag hay HIV-1 NAT, 
anti-HCV, anti-HIV- 

1/HIV-2. 

Dang 
long, 

pha san 
10 

thing 
NSX 

2 chai x 
4m1 

SPCD-TTB- 
0031-14 

2 

Architect Pepsinogen I 
Controls Woe tinh clO lap 
lai xet nghiem va phat hien 
sai so N thong Architect i 
system trong xet nghiem 
Binh lucmg pepsinogen I.  
trong hyet thanh va huyet 
	 twang nguCri) 

Pepsinogen I (ngtreri) 

Dang 
long 

2  
pha san 

12 
thing 

NSX 
3 chai x 

8m1 
SPCD-TTB- 

0032-14 

3 

ARCHITECT Syphilis 
TP Reagent Kit (Mat 	. 
hien dinh tinh khang the
khang Trepopema 
pallidum (TP) trong 
huyet thanh va huyet 
twang nguari) 

Vi hat: phu TP khans 
nguyen (E.coli tai to 
hop). Chat k6t hop: 

anti-IgG/anti-IgM có 
dank dau murine 

arcidinium 

Dang 
lOng, 

pha san 
10 

thing 
NSX 

HOp 100 
tests; HOp 
500 tests 

SPCD-TTB- 
0033-14 

• - 	 Division (Dia chi: Finisklin Business Park Sligo - Ireland) 
.•./.1 	1 

STT 

I.". 	Va.... 	tw. a a 1.....• 	,L l P., M.,  l■ M,  ■■ ..... 

A Ten sinh pham chan 
&an invitro/ 

Tac dung chinh 

■ ■•■•■..... ■•■ 	
ET, 

Hoat chat chinh- 
Ham luvng 

, 

Dang 
bao the 

, 

Tuoi 
tho 

(thing)  

24 
h- 	t ang 

Tien 
chuAn 

NSX 

Quy each 
'long goi 

3 chai x 
8m1 

A So clang 14 

SPCD-TTB- 
0034-14 4 

Architect CEA Controls 
(trot tinh dO lap lai xet 
nghiem va phat hien sai 

CEA (ngtrgi) 
Dang 
long, 

pha san 
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so he th6ng Architect i 
system khi dinh lugng 
khang nguyen 
Carcinoembryonic (CEA) 
trong huyet thanh va 
huyet tucmg nguai) 

5 

ARCHITECT Free T3 
Controls Me' trac tinh dO 
lap lai va phat hien sai so he 
thong ARCHITECT i 
System (thu6c did, mail 
chUan va thie't bi) khi thuc 
hien dinh twang 
triiodothyronine tu.  do (Free 
T3) trong huyet thanh hay 
huyet tuang ngu6i) 

T3 trong huyet thanh 
nguai 

Dang 
long, 

pha san 
08 

thang 
NSX 

3 chai x 
8m1 

. 

SPCD-TTB- 
0035-14 

1.3 Nha san xuit: Abbott Ireland - Diagnostics Division (Dia chi: Lisnamuck, Longford Co. Longford - 

STT 
Ten sinh phim chin 

Tac dung chinh 
doin invitro/ 

 Hoat chit chinh- 
Ham luting 

Dang Dang , 
bao che 

TuLi 
tho 

(thang) 

Tien 
chuin 

Quy each 
dong goi 

A 	.. So dang k , y 

6 

Architect LH Calibrators 
(Hieu chuan he thOng 
Architect i system khi 
dinh lugng hormon tao 
the yang a nguai (LH) 
trong huyet thanh va 
huyet tuang nguai) 

Hormon kich thic, h 
the yang (dr tuyen 

yen ngu6i) 

Dang 
!Ong, 

pha san 
10 

thang 
NSX 

6 chai x 
4m1 

SPCD-TTB- 
0036-14 

1.4 Nha san xuit: Biokit S.A (Dia chi 08186 Llica d' Amunt Barcelona, Spain) cho Abbott GmbH & 

-Planck-Ring 	 , den German 

STT 
Ten sinh phim chin 

(loan invitro/ 
Tac dung chinh 

A 
Hoat chat chinh- 

Ham luting 
Dang • °A 

bao che 

Tuoi 
tho 

• (thang) 

Tien 
chuin 

Quy cach 
(long goi 

A 	_. So dang Icy 

7 

Architect Intact PTH 
Controls (Theo dOi dO 
xac thirc va dO lap lai dm 
xet nghiem Architect 
Intact PTH tren he thOng 
Architect i system trong 
huyet thanh va huyet 
	 Wang nguai) 

PTH (peptide tong 
hop) 

Dan g 
lo 
,
ng, 

pha san 

10 
thang 

NSX 
3 chai x 

8m1 
SPCD-TTB- 

0037-14 

8 

Architect SHBG Controls 
(Kiem tra dO xac thuc va 

Architect I System cho 
xet nghiem dinh lugng 

SHGB trong huyet thanh 
va huyet tuang ngtr6i) 

de lap lai d m he thong 
SHBG (nguai) kh6ng 

eó phan Ung vii 
HBsAg, anti-HIV- 

1/HIV-2 va anti-HCV  

Dang 
16ng2  

pha sari 

12 
thang 

NSX 
3 chai x 

4m1 
SPCD-TTB- 

0038-14 

1.5 Nha san 	Fujirebio Diagnostic, Inc. (201 Great Valley Parkway, Malvern, Pensylvania, USA) cho 
Abbott Laboratories Dia nostics Division (Dia chi: 100/200 Abbott Park road, Abbott Park, IL 60064 - USA) 

STT 
Ten sinh phim chin 

loan invitro/ 
Tic dung chinh 

boat chit chinh- 
Ham luting 

Dang 
bao the 

Tuoi 
tho 

(thang) 

Tien 
chuin 

Quy each 
(long goi 

A So Ong ky 

9  
Architect CA 125 II 
Calibrators (Hieu chuan 

Khang nguyen xac 
dinh 0C125 (tir 

Dang 
long, 

10 
thang 

TCCS 
6 chai x 

4m1 
SPCD-TTB- 

0039-14 

  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

           
    



he th6ng Architect i 
system khi dinh lugng 
khang nguyen xac dinh 
OC 125 trong huyet thanh 
va huy6t twang nguai) 

nguai) pha san 

10 

Architect CA 19-9XR 
Calibrators (Hieu chuan 
he th6ng Architect i 
system khi dinh luting 
chit phan ang 1116-NS- 
19-9 trong huyit thanh va 
fitly& tuang nguai) 

Chat xac dinh phan 
img 1116-NS-19-9 

(nguai) 

Dang 
long, 

pha san 

10 
than g 

TCCS 
6 chai x 

4m1 
SPCD-TTB- 

0040-14  

1.6 Nha san xuAt: Fisher Diagnostics — A Division of Fisher Scientific Company, LLC. A Part of 
Thermo Fisher Scientific, Inc. (Dia chi: 8365 Valley Pike, Middletown, VA 22645, USA) cho Abbott 

Laboratories Diagnostics Division Dia chi: 100/200 Abbott Park road Abbott Park, IL 60064 - USA) 

STT 
Ten sinh pham chan 

doin invitro/ 
Tic dung chinh 

Hoit chat chinh- 
Ham luting 

Ding • 
bao the 

Tuai 
tho 

(thing)  

Tien 
chuan 

Quy each 
gong goi 

A 	,. So dang li- 7 

11 

ARCHITECT Anti-Tg 
Calibrators 
(Hieu chuan he th6ng 
ARCHITECT i System 
cho xet nghiem dinh 
lugng IgG ciia to khang 
the thyroglobulin (Anti- 
Tg) trong huy6t thanh va 
huy6t tuong nguai) 

Huyet tuang nguai da 
dtrgc kiem tra phat 

hien có phan ang boi 
anti-Tg, khOng có 

phan irng vii HBsAg, 
HIV RNA, hay HIV- 
lAg, Anti-HCV va 
anti HIV-1/HIV-2 

Dang 
long 

pha san 
15 

than 
NSX 

6 chai x 
4m1 

SPCD-TTB- 
0041-14 

2. Cling ty Tang 14: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy Sy) 

mbH, Dia chi: Sandhofer 116, D 68305, Mannheim, Dire)  

STT 
Ten sinh pham chan 

down invitro/ 
Tic dung chinh 

 • 

Hoat chac t chinh- 
Ham lam 

Dang 
- 

him the 

Tuo'i 
tho 

(thing) 

Tien 
7, chuan 

Quy each 
dong goi 

• 
So ding 1c)",  

12 
CA 19-9 (Dinh luting CA 
19-9 trong huyet thanh va 

huy6i thong nguai) 

Vi hat phil 
streptavidin; khang the 

don clang khang CA 
19-9 dinh dau biotin 
(chuOt); khang the 

dan dong khang CA 
19-9 (chuOt) dinh dau 
phirc hgp ruthenium 

Chat 
long 

21 
thing 

TCCS 
HOp 100 

xet nghiem 
SPCD-TTB- 

0042-14 

1j
.1  

CK-MB (Dinh lugng iso 
enzym MB cua creatine 
kinase trong huyit thanh 
va huyet tuang nguai) 

Vi hat phi' 
streptavidin; khang 
the dan dong khang 
CK-MB dinh dau 

biotin (chuOt); khang 
the dan dong khang  

CK-MB (chuOt) 
dinh dal.' phirc hap 

ruthenium 

Chat 
long 

18 
thing 

TCCS 
Hop 100 

• 
xet nghiem 

SPCD-TTB- 
0043-14 

14 

Folate RBC Calset 
(Chuan xet nghi'01 dinh 
Itrcing Folate RBC ten 

may phan tich xet nghiem 
mien dich Elecsys va 

cobas e) 

, 

Folate trong huyet 
thanh nguai 

DOng 
kilo 

21 
thing 

TCCS 2x2xlml 
SPCD-TTB- 

0044-14 
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" 

15 

Toxo IgG (Dinh hiong 
khang the IgG khang 

Toxoplasma gondii trong 
huyet thanh va. huyet 

man nguoi) 

Vi hat phii 
streptavidin; khang 

nguyen ac hieu 
T.gondii (tai to hgp, 

E.coli) danh dau 
biotin; khang nguyen 
(lac hieu T.gondii (tai 
to hg, E.coli) danh 

dau phirc hop 
ruthenium; huyet 

thanh ngtroi, khang 
phan (mg vai khang 

the IgG khang 
Toxoplasma; huyet 

thanh nguoi, phan (mg 
yeti khang the IgG 
khang Toxoplasma 

Chat 
long 

14 
thang 

TCCS 
Hop 100 

•  xet nghiem 
SPCD-TTB- 

0045-14 

2.2 Nha san xuat: Roche Diagnostic International Ltd (Dia chi: Forrenstrasse 2, 6343, Rotkereuz, Thuy 

Sy) cho Ong ty Roche Molecular Systems, Inc (Dia chi: 1080 US Highway 202, Branchburg, New 

.1%,1al/ 

STT 

y 	l 1 %JO I v-..,  I I J,, .Lv r . j 1„  

Ten sinh pham chat' 
doan invitro/ 

Tic dung chinh 

Hoat chat chink- 
Ham luvng 

Dung 
bao the 

TuOi 
tho 

• (thing) 

Tien 
chuin 

Quy cash 
'Jong goi 

A So dang ky 

16 

COBAS®AmpliPrep/CO 
BAS®  TaqMan®  HCV 
Quantitative Test, v2.0 
(Dinh luorig RNA dm 

viriat viem gan 
RNA) kieu gen 1 den 6 
trong huyet tucmg hay 
huyet thanh ngtroi co 
chong dOng EDTA) 

du true armored 
HCV RNA chira doan 

rn6i HCV va mot 
vimg gan ket doan do 

phat hien duy nhat 
(RNA khong lay , 

nhiem trong trong the 
thgc khuan MS2); 

Doan m6i HCV a d'i.1 
va cuot thing vai 5' 

UTR dm HCV; Doan 
do oligonucleotide  

danh dau huynh 
quang d'ac hieu vai 

HCV va Chuan Dinh 
lugng HCV; Armored 
RNA HCV chira doan 

HCV (RNA 'thong 
lay nhiZm trong the 
thtrc khuan MS2). 

Chat 
long 

18 
thang 

HOp 72 xet 
nghiem 

SPCD-TTB- 
0046-14 

2.3 Nha san xuAt: Roche Molecular Systems, Inc (Dia chi: 1080 US Highway 202, Branchburg, New 

Jul bcy 

STT 

voo i v-_, / i t, iviji.,  

Ten sinh pham chan
doan invitro/ 

Tac dung chinh 

Hout chat chinh- 
Ham luceng 

Dang 
bao the 

Tui:ii 
 ti? 

(thing) 

Tien Quy each 
Bong ng goi 

SO ding ii ,  

17 

cobas'4800 HPV 
Amplification/Detection 
Kit (240 Test) (Dinh tinh 
in vitro phat hien Human 

Papillomavirus (HPV) 
trong cac mai benh 

Doan mai HPV len va 
xuizing; doan moi (3- 
globin len va xang; 
doan do HPV danh
dau huynh quang; 

Chat 
long 

24  
thang 

TCCS 
HO 240 

xet nghiem 
SPCD-TTB- 

0047-14 
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phim) doan do (3-globin 
danh diu huSinh 

quang 

18 

cobas®  4800 HPV 
Controls Kit (Dinh tinh 

Oat hien Human 
Papillomavirus (HPV) 

trong cac mall benh 
phAm) 

Plasmid DNA khong 
nhiem (vi khuan) 

chda chu8i HPV 16, 
18, 39; Plasmid DNA 

khong nhiem (vi 
khuin) china chuOi 13- 
globin nguai; poly rA 

RNA (tOng hop) 

Chit 
lOng 

24 
thang 

TCCS HOp 10 b0 
SPCD-TTB- 

0048-14 

19  

cobas®  TaqScreen MPX 
Control Kit, v2.0 (Phat 

hien RNA viruts gay suy 
giam mien dich a nguai 

tip 1 (HIV-1) nhOm 
M,RNA HIV-1 nhOm 0, 
RNA virut gay suy Om 
mien dich & nguai tip 2 

(HIV-2), RNA virut viem 
gan C (HCV) va DNA 

virut viem gan B (HBV) 
trong huyet tucmg nguai) 

RNA HIV-1 Nh6m M 
khong lay nhiem, tong 
hap trong dive khuin 
the MS2 phd protein; 
DNA HBV khong lay 
nhiem, tong hop trong 

th‘rc khuan the 
Lambda phd protein; 
RNA HCV khong lay 
nhiem, tong hgp trong 
thuc khuin the MS2 
phd protein; RNA 
HIV-1 Nharn 0 

khong lay nhiem, tong 
hop trong thuc khuan 
the MS2 phi' protein; 

RNA khong lay 
nhiem, tong hop HIV- 
2 trong the thgc Ichuin 

phii protein 

Chit 
long 

24 
thang 

TCCS HOp 6 b0 

. 

SPCD-TTB- 
0049-14 

20 

cobas® TaqScreen MPX 
Test, v2.0 (Phat hi'n 

RNA viruts gay suy giam 
mien dich a nguiyi tip 1 
(HIV-1) nhom M, RNA 
HIV-1 nhom 0, RNA 

giam virut gay suy Dam mien 
dich a ngtr6i tip 2 (HIV-

2), RNA virut viem gan C 
(HCV) va DNA virut 

viem gan B (HBV) trong 
huyet tucmg nguai) 

HIV-1 Nhorn M, 
HIV-1 Nhom 0, 

HIV-2, HCV, HBV 
va cac doan mOi 

Chimg not xuoi va 
nguac; Doan do HIV- . 	• 
1, HIV-2, HCV, HBV 

danh &au huSinh 
' 	‘ u quang; Doan 	Mau 

chirng not danh au 
huSmh quang 

, 
Chat 
long 

24 
thang 

TCCS 
HOp 2x48 

. xet nghiem 

• 

SPCD-TTB- 
0050-14 

3. Cong ty dfing 	Cong ty TNHH MOt thanh vien Vic xin va Sinh phim Nha Trang (Dia chi: 26 Han 

Thuyen, Thanh pho Nha Trang, tinh Khanh Hea, Viet Nam) 
Nha sin xuit: Cong ty TNHH MTV Vic xin va Sinh phim Nha Trang (Dia chi: Them Cay Xoai, 

...3uLu 

STT 

1 all, 	iiu..y Vii ,....icaLl., ,..,,......., 	,...,..,... 

Ten sink pham chAn 
doan invitro/ 

Tic dung chinh 

......--- ----, 	. 

A Hoat chat chink- 
Ham luvng 

Dang A 
bao the 

.Z. Tum 
th9 

(thang) 

Tien 
chuAn 

Quy each 
gong goi 

A 
So clang 147 

21 

Kit Versatilis im  xet 
nghiem HBV bang 

phucmg phap Real Time 
PCR (VersatilisTm  HBV 
Realtime PCR Test Kit) 
(Dinh luang DNA cila 

Hon hop moi va do 
O chieu HBV; chimg 
dtxcmg HBV; Chdng 

am HBV 

Dung 
dich 

18 
thing 0 
(-25 
den - 

15°C); 

TCCS 
HOp 200 

xet nghiem 
SPCD-TTB- 

0051-14 
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` kieu gen HI3V (A den H) 06 
trong huyet thanh ho4c thing 

huyet tucmg nguari) (2-8°C) 

4. Ging ty dang 14: Cling ty TNHH Thtro'ng Mai - Dich Vu ICy Thu;at Lac Tinh (Dia chi: 849 Tran 
Xuan Soan, P. Tan Hung, Quan 7, Tp. 116 Chi Minh) 
Nha san xuat: Siemens Healthcare Diagnostics Inc. (Dia chi san xudt: 333 Coney Street, East Walpole 
MA 02032, USA; Dia chi van hon : 511 Benedict Avenue, Tarrytown, NY 10591 - 5097, USA) 

STT 
Ten sinh pham chin 

loan invitro/ 
Tic dung chinh 

Hot chat chink- 
Ham Itiv ng 

Dung 
bao the 

Tuti 
tho 

' 
(thing) 

Tieu 
chuan 

Quy each 
dung goi 

SO Tang k5/ 

22 

ADVIA CENTAUR® 
SYPH (xac Binh dinh tinh 

khang the clOi voi 
Treponema pallidum trong 

huyet thanh hoac huyet 
Wang sir dung N thong 
ADVIA Centaur CP) 

Vi hut nhiZm tir phit 
Streptavidin dinh hinh 
san vii khang nguyen 

Tp15 tai to hop biotinyl 
hOa va khang nguyen 

Tpl 7 tai t6 hop biotinyl 
hoa; Khang nguyen 
Tp15 tai to hop va 

khang nguyen Tp17 tai 
hy.--- danh dau voi t6 	p  

acridinium esters; 
Huyet tuong ngtreri 

duong tinh v6i khang 
the Treponema 

pallidum 

Dang 
long 

12 
than 

NSX 
FLOp 200 

tests 

• 

SPCD-TTB- 
0052-14 

TUQ. BO  TRUONG 
VU TRU'ONG 

VU TRANG 	 CONG TRINH Y TE 
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