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BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap — Tu do — Hanh phac

DANH MUC 74 SINH PHAM CHAN POAN IN VITRO
CAP SO DANG KY LUU HANH TAI VIET NAM - DOT 01

(Ban hanh kém theo Quyét dinh s630M /0D-BYT, ngay A0  /F/2019)

1. Cong ty dﬁng’ky: Abbott Laboratories SA (Dia chi: Neuhofstrasse 23, CH-6341 Baar, Switzerland)
1.1. Nha sin xuit: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

Tén sinh pham chin

STT|  dodn in vitro/ Hogieutehink: | Deug Tt | Hiew | Quy cAeh 8 dang ky
Téc dung chinh VL AIIRG - j 8
ARCHITECT EBV
VCA IgG Reagent Kit
(phat hién khang thé IgG
khang khang nguyén vo
ctia EBV trong huyét thanh A ;
5 £ N ; Hop 100 xét
va l?Elyet tL.r(?ng nguoi. Xe;t EBV VCA pl18 l"eptlde Dang 17 nghiém, Hop | SPCH-TTB-
1 nghiém dugc dung dé ho (0,0004%), anti- 1gG : , TCCS .
0k " o e long thang 500 xét 658-19
tro' chan dodn ching tang | nguoi (M2AK) (rat nho) nehiém
bach cau don nhan nhiém B
tring (infectious
mononucleosis - IM) va hd
tro xdc dinh giai doan
nhiém virus EBV)
ARCHITECT EBV
VCA IgM Reagent Kit
(phat hién khang thé 1gM
khang nguyén vo (Viral
Capsid Antigen -VCA)
fganflisgf]'“'ﬁa”é 4w | BBV VCA pl8 Peptide Hop 100 xét
o) rone AUYEL AT | 0,0005%), Khang thé | Dang 17 nghi¢m, Hop | SPCDH-TTB-
2 va huyét tuong nguoi. Xét . i ok ; . TCCS ;
. B 2 .z | khang IgM nguoi (rat long thang 500 xét 659-19
nghiém dugc dung dé ho , n
2 5 : < nho) nghiém
tro chan doén ching tang
bach cau don nhan nhiém
tring (infectious
mononucleosis - IM) va
ho tro xac dinh giai doan
nhiém virus EBV)
Khang nguyén Architect
0,
ARCHITECT Toxo IgG kIZ:; Eggy(giotggi /;;’5
a‘z;lcdl(g]nfl{c;g(l"t Igsltzl cac tinh khiét (0,0001%),
ks S ; khéng khang thé TG Dang 11 Hop 100 xét | SPCD-TTB-
3 khang th¢ IgG khang ST L T \ h4 TCCS hia 660-19
Toxoplasma gondii trong nguoi (rat nho), CKS 1dng thang nghiém -
huyét thanh va huyét (0 N00), MEP Lysate
o yl 2 ngud) Y (0,1208%), khéng
ong ng nguyén Toxo p30 da xir
Ii nhiét (0,2704%)
ARCHITECT Toxo IgM Khéng theokhang [eM
. (0,0010%), Toxo . ,
Rezagent Kid 2 Lysate/Toxo gondii AS Hop 100 261
(dinh tinh khang thé IgM Y & Dang 12 nghiém, Hop | SPCD-TTB-
* | khing Toxoplasma gondii | CUtLYysate (0,0030%), | 0”1 ang | TCCS | 500 xet 661-19
troéli:]g I:)L)l( Ogt aétl::nﬁ nvléi SR IRAESE oo g : nghiém
4 ) Y F(Ab’)2 Fragment (rat ghis
huyét tuong nguoi) nho)
’
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1.2. Nha sin xuit: Abbott Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo, Ireland)

Tén sinh phim

Hoat chit chinh-

Dang

Tubi

Tic¢u

Quy cach

STT| chén doan in vitro/ s i X £ Z . . S6 diing ky
Tée dyng chinh Ham lugng bao ché | tho | chuan dong goi
ARCHITECT Free PSA
Controls
(kiém tra do xac thuc va
chinh xéc cua hé thong | PSA (0,001429 mg/L) ;
' ’ ’ § PCD-TTB-
5 | ARCHITECT i System | PSA (0.003571 mg/L). ?ei?g thlé?] TCCS 38%";'5 ‘ o
khi thyc hi¢n xét nghiém | PSA (0,025000 mg/L) & & ’
dinh lugng khang nguyén
dac hiéu’tuyén tien liét
trong huyét thanh nguoi)
ARCHITECT Free PSA
Reagent Kit . I Hop 100 xét
(dinh luong khang nguyén Anti SA10 grat nho)., Dang 10 nghiém, Hop | SPCD-TTB-
6 - i £ 2 s H117 don dong Anti ) ; TCCS .
dac hiéu tuyén tien liét PSA IGG (rét nho) long thang 500 xét 663-19
(PSA) tu do trong huyét o e nghiém
thanh nguoi)
ARCHITECT HBsAg £ i
. Huy¢t tuong ngudi am
Calibrators : \ .
(hiéu chudn hé théng et 75 HBs{)&g A
ARCHITECT i System ill}f’(;]gs’ﬁlicf’();é}ffﬁgg
khi thuc hién xét nghiém ; Pt N Dang 12 6 chai x SPCH-TTB-
' dinh lugng khang nguyén Lyl frong ng0di i lon than Tl 4,0 mL 664-19
bé mit .vigus viélgn galzl B tinh voi HBsAg vi Anti- : : ’
- 80 2 | HBs (5,6763%), HBsAg
(HBsAg) trong huyét .
thanh va huyét tuong uhtis phy Ad
(0,0001%)
nguoi)
ARCHITECT HBsAg
Qualitative IT
Confirmatory Reagent
zli:lténg dinh su hién dién H53 Ab tinh khict
ctia khang nguyén bé mit (Rilads), Flen A
1a Rhang nguy " | tinh khiét (0,0012%),
viem gan B (HBsAg) Dimethylformamide
trong huyét thanh va L T Dang 11 Hop 50 xét | SPCD-TTB-
8 hovat fires s (khan) (rat nho), H35 ; ; TCCS o
huyCt tuong ngudi bang ; ; l16ng thang nghi¢m 665-19
4 2 s F(ab’)2 Anti-HBsAg
khang thé trung hoa dic ik khit (et nhd
hiu. Xét nghiém nay o l.k"et {fRLARG),
g £ 5 2 . Anti-HBsAg dé (rat
dugc dung d¢€ khang dinh nho)
nhirng mau cé phan ung
lap lai voi xét nghiém
dinh tinh ARCHITECT
HBsAg Qualitative II)
ARCHITECT Rubella
IgG Calibrators )
(hiéu chuan h¢ thong )
ARCHITECT i System | Huyét tuong ngudi am
khi thyc hién xét nghiém tinh Rubella IgG
9 dinh ]uo’ng va dinh tinh (24,9377%), Huyét Dang 12 TCCS Hop 6 chai x | SPCD-TTB-
khang thé IgG khang | tuwong ngudi duong tinh long thang 4 mL 666-19

virus rubella trong huyét
thanh va huyét tuong
nguoi giup xac dinh tinh
trang mién dich  voi
rubella.)

Rubella IgG (0,667 —
66,666 %)

2/19




ARCHITECT Rubella
IgG Controls

(udc tinh dd chinh xac
cua xét nghiém va phat
hién dg I¢ch phan tich hé
théng cua hé thong
ARCHITECT i System

Huyét tuong nguoi dm
tinh Rubella IgG

% (thude thir, mau chudn va | (24,9377%), Huyét Dang 12 | rccg | Hop 3 chaix | SPCD-TTB-
thict bi) khi thyc hién xét | twong ngudi duong tinh long thang 8 mL 667-19
nghiém dinh luo‘ng va Rubella IgG (3,333 -
dinh tinh khang thé IgG 40,0%)
khang virus rubella trong
huyet thanh va huyét
twong gilp xéac dinh tinh
trang mién dich vdi
rubella.)

ARCHITECT Rubella

IgG Rc‘agen,t Kl} (d!nh Khang nguyén Rubella ” :

lwong va phat hién dinh Virus (bt hoat) (rit Hop 100 xét

tinh cac khang thé IgG bl 1oa)(.r‘<i 5 Dang 10 nghiém, Hop | SPCD-TTB-

11 ; : nho), Anti- IgG nguoi tir . , TCCS .
khang virus rubella trong a2 oy 16ng thang 500 xét 668-19

X \ £ chudt gan acridinium o
huyét thanh va huyét nghiém

twong ngudi trén hé thong
ARCHITECT i System)

(rét nho)

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

Tén sinh phim

STT| chén doan in vitro/ Iloat‘chat chinh- l‘)ang; rum Tlc:u Quy cac’!n S6 diang ky
i y Ham lugng bao ché | thgo | chuan dong goi
I'ac dung chinh i
ARCHITECT Total T; , f‘l’]‘l’e}fogst
Reagent Kit (dinh lugng | Khang thé Anti-T; (0,96 gIem, Jop
B A S Dang 11 500 xét SPCD-TTB-
12 | triiodothyronine trong | mg/L), T3 Acridinium . hé TCCS hicm. H 669-19
huyét thanh va huyét (1,0 mg/mL) long thang o e SAD i
. ’ 4 x 500 xét
tuong nguot) s
nghiém
ARCHITECT 25-OH
Vitamin DqCalibrator;
(hiéu chuan hé thong
13 ARCHITECT i System 25-OH Vitamin D3 Dang 06 TCCS Hop 6 chaix | SPCD-TTB-
cho phat hi¢n dinh lugng | monohydrate (rat nho) long thang 4 mL 670-19

25-OH Vitamin D trong
huyét thanh va huyét tuong
nguoi)

1.4. Nha san xuit: DENKA SEIKEN CO., LTD (Pia chi: Kagamida Factory 1359-1, Kagamida, kigoshi,
Gosen-shi, Niigata, 959-1695, Japan) cho Cong ty Abbott GmbH & Co0.KG (Pia chi: Max - Planck - Ring 2,
65205 Wiesbaden - Germany)

Tén sinh pham

nguoi)

nguoi, gan acridinium
(0,0001%)

= A , N A T.ﬁ ~ h £ B )
STT| chan doan in vitro/ Iloat‘chat Shink l‘)ang'( Lan e Q‘,ly caet So6 diang ky
e . Ham lugng bao ché | tho | chuin dong goi
I'ac dung chinh :
Vi hat phu tur, khang thé
ARCHITECT PIVKA II | don dong chudt 3C10 Hop 100 xét
Reagent Kit (dinh luong | mAb (0,0238%); Khang = H6 SPCP-TTB-
14 | PIVKA-II trong huyét | thé dondong Abchugt | "8 | 10 | recs | nehiom. Hop
X . . ong thang 500 xét 671-19
thanh hay huyet tuong khéng prothrombin nghilim
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‘ ’l 5. Nha sin xuit: DENKA SEIKEN CO., LTD (Dia chi: Kagamida Factory 1359-1, Kagamida, kigoshi,
Gosen-shi, Niigata, 959-1695, Japan) cho Cong ty Abbott Laboratories Diagnostics Division (Dia chi: 100
Abbott Park Road, Abbott Park, Illinois 60064, USA)

Tén sinh pham

nguoi trong huyét thanh
va huyCt tuong nguoi.)

pU/ml), Insulin (ngudi)
(300 pU/ml)

STT| chén doan in vitro/ Hoat‘chat chinh- l‘)gngi l-um llc;l Ql’xy cac’l'l 5§ diing ky
Ham lugng bao ché | tho | chuén dong goi
Tac dung chinh : :

ARCHITECT  Insulin Insulin (nguoi) (3

Calibrato’rs ) puU/ml), Insulin (nguoi)

(hi¢u chuan cho hé thong (10 pU/ml), Insulin ) - ) o
15 | ARCHITECT i System | (ngudi)(30 uU/ml), ?,a;*g th%?] TCCS H°p46m°ﬁa' 2y B 6(372_]T9T B

khi dinh lugng insulin Insulin (nguoi) (100 ong &

1.6. Nha sin xuit: Fisher Diagnostics (Dia chi: 8365 Valley Pike, Middletown, Virginia 22645, USA) cho

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

Tén sinh pham

(PCT) trong huyét thanh
va huyét tuong nguoi.)

don dong khang
Katacalcin (<0,001%)

nghiém

STT|  chin dodn in vitro/ Hogt cht chinh- | Dgng | Tudi | Titw | Quyedch | o4 0, 1
Téc dung chinh Ham lugng bao ché | tho | chuian | dong goi
ung
ARCHITECT B-R-A-H-
M-S PCT Calibrators
(hiéu chuén hé théng
16 ARCHITECT i System Khang nguyén PCT ti Dang 08 TCCS Hop 6 chaix | SPCD-TTB-
khi thuc hién dinh lugng to hop (£0,00001%) long thang 2 mL 673-19
procalcitonin (PCT) trong
huyét thanh va huyét
tuong nguoi.)
ARCHITECT B-R-A-H-
M-S PCT Controls (udc
tinh do chinh xac va phat
17 hién do l¢ch hé thong cia Khang nguyén PCT tai Dang 09 TCCS Hop 6 chaix | SPCD-TTB-
ARCHITECT i System t6 hop (<0,00001%) long thang 3 mL 674-19
khi thuc hi¢n dinh lugng
PCT trong huyét thanh va
huyét tuong nguoi.)
- Khang th¢ don dong
‘Ic[l_*SCIf,IEETC ;{ca;ﬁ"‘;ﬁ khang Calcitonin Hop 100 xét
18 | {dink lvgng procsleitbnin (<0,001%), Acridinium Dang 09 TCCS nghi¢m, Hop | SPCD-TTB-
v : (<0,001%), Khang the long thang 500 xét 675-19

1.7. Nha sén xuét: Fisher Diagnostics (Dia chi: 8365 Valley Pike, Middletown VA 22645, USA) cho cong ty
Abbott Laboratories Diagnostics Division (Dia chi: 100 Abbott Park Road, Abbott Park, Illinois 60064, USA)

Tén sinh pham

STT chin doén in vitro/ Iloat‘chat ehiah- I‘)z_mg; L Tle,v}l Quy cac’l'l S6 ding ky
Ham lugng bao ché | tho chuan dong goi
Téac dung chinh
ARCHITECT T-Uptake
Calibrators
(hiéu chuin hé théng | TBG nguoi (<0,001%),
ARCHITECT i System TBG l]gu-zo.i (0’001%), Dang 16 ) Hép 6 chai x SPCH-TTB-
19 khi thyc hi¢n dinh lugng | TBG nguoi (0,002%), k,)'ng thiing TCCS 4 mlL 676-19
téng kha nang gén két cho | TBG nguai (0,003%),
hormon Thyroxine (T4) | TBG nguoi (0,005%)
trong huyét thanh hay
huyét tuong nguoi)
A
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20

ARCHITECT T-Uptake
Controls

(kiém tra do xéc thuc va
do chinh xéc ctia hé thong
ARCHITECT i System
khi thue hién dinh lugng
tong kha nang gin két cho
hormon Thyroxine (T4)
trong huyét thanh hay
huyét tuong nguoi)

TBG nguoi (0,00075%),
TBG — tu do huyét
thanh (99,9%), TBG
ngudi (0,0027%)

Dang
1dng

16
thang

TCCS

Hop 2 chai x
4 mL

SPCD-TTB-
677-19

21

ARCHITECT T-Uptake
Reagent Kit (dinh lugng
tong kha niang gin két ctia
huyét thanh hay huyét
twong nguoi cho hormone
tuyén  giap Thyroxine
(T4). Xét nghiém
ARCHITECT  T-Uptake
nén dugc st dung két hop
voi Total T4 dé tinh gia
tri Free Thyroxine Index
(FTI), hd tro dénh gia tinh
trang chic nang tuyén
giap)

Anti-TBG phu vi hat
(0,125 %), Anti-TBG
Ab tu do (0,0016%),

Dang
long

16
thang

TCCS

Hop 100 xét
nghiém, Hop
4x100 xét
nghié¢m

SPCD-TTB-
678-19

1.8. Nha sin xuit: Fujirebio Diagnostics, Inc (Dia chi: 201 Great Valley Parkway, Malvern, Pennsylvania
19355, USA) cho Cong ty Abbott GmbH & Co. KG (Dia chi: Max-Planck-Ring 2, 65205 Wiesbaden, Germany)

Tén sinh phlem

STT| chén doan in vitro/ IIOIaIt‘chz;t c'hmh- bp*."‘ﬁé "1;;1101 :lu:u (guy c‘ic,‘.l S6 dang ky
Téc dung chinh am luong ao che 0 | chuan ong goi
ARCHITECT Galectin- | Galectin-3 (0,0000057
3 Calibrators mg/mL), Galectin-3
(hi¢u chuin hé théng (0,0000114 mg/mL),

” ARCHITECT i System | Galectin-3 (0,0000228 Dang 10 TCCS Hop 6 chaix | SPCDH-TTB-
khi xét nghiém dinh mg/mL), Galectin-3 l16ng thang 4 mL 679-19
luong Galectin-3  trong (0,0000684 mg/mL.),
huyét thanh va huyét | Galectin-3 (0,000114
tuong EDTA nguoi) mg/mL)

‘;llifdlzf}lll(El((:l: Caleoio- Anti G'flle‘ctin-3 pha vi A , )
23 (dinh lugng galectin-3 hat phu twr) (9,080%), Dang 06 TCCS Hop IQAO xét | SPCD-TTB-
: ' Anti Galectin-3 gan long thang nghi¢m 680-19

trong huyét thanh va
huyét tuong cd EDTA.)

acridinium (< 0,001 %)

1.9. Nha san xuit: Fujirebio Diagnostics, Inc. (Dia chi: 201 Great Valley Parkway, Malvern, Pennsylvania
19355, USA) cho cong ty Abbott Laboratories Diagnostics Division (Dia chi: 100 Abbott Park Road,
Abbott Park, Illinois 60064, USA)

Tén sinh pham

2 - : it chinh- Tubi Tié uy cach £ 5o ;
STT| chéan doan in vitro/ IIO%_lt‘Chdt ehinh l‘)angi o .o Q, s So ding ky
- . Ham lugng baoché | tho | chuan dong goi
I'dc dung chinh :
ARCHITECT BNP
Reagent Kit )
(dinh luong peptide ting | Khang thé phu vi hat H6 ;
bk : : 3 2 op 100 x¢t
bai tiét natri tuyp B (0,0664%), l\hang thé Dang 10 nghiém, Hop | SPCD-TTB-
24 (human B-type natriuretic BC 203 cong hop 1on than TCCS 500 xét 681-18
peptide - BNP) trong acridinium & & nghitm
huy€t tuong ngudi c6 chat (0,0000005%). T
chong dong EDTA trén h¢
thong Architect 7 System)
5/19 ‘ﬁ/ﬁ‘/




2. Cong ty ding ky: Cong ty C6 phian Y t¢ AMVGROUP (Dia chi: Lau 4, Toa nha AMV Group, sd 951A
Cach Mang Thang Tam, Phuong 7, Quan Tan Binh, TP Hd Chi Minh)
2.1. Nha san xuit: bioLytical Laboratories, Inc. (Pia chi: 13351 Commerce Parkway, Suite 1108,
Richmond, British Columbia, V6V 2X7, Canada)

Tén sinh phim

Hoat chit chinh-

Dang

Tuoi

Ticu

Quy cach

il cﬁ;;cdd"lj‘:g"c‘hvig;"/ Ham lugng biochs | the |chuln | donggsi | S0 daug kY
INSTI® HIV Self Test
(phat hién cic khang thé
khéng virus gay suy giam | Khang nguyén HIV-1, "
mién dich ¢ nguoi typ 1| Gp4l va khang nguyén Khay 5 l/tlzihiyztshou SPCD-TTB-
25 | (HIV-1) (khdng bao gom HIV-2, Gp36 (Tong thir théng TCCS ti/thing 682-19

cac kiéu phu cta nhom N)
va typ 2 (HIV-2) trong mau
mau toan phan ctia ngudi
lay tir ddu ngon tay)

0,024-0,095x1073
pg/mL)

carton

2.2. Nha sin xuit: CERTEST BIOTEC, S.L. (Dia chi: Calle J N° 1 Pol. IND. Rio Gallego II - 50840 San
Mateo de Gallego, Zaragoza.Tdy Ban Nha)

STT

Tén sinh pham
chan doan in vitro/
Téac dung chinh

Hoat chit chinh-
Ham lwgng

Dang
bao ché

Tudi
tho

Ticu
chuan

Quy cach
dong goi

S6 dang ky

26

Certest Enterovirus 71
(phat hién dinh tinh khang
nguyén Enterovirus typ
huyét thanh 71 trong mau
phan)

Vach thir: khang thé don
dong chudt khang —
Enterovirus 71 (<2 mg),
Vach chimg: Khang thé
da dong tho khang
Streptavidin (< 1 mg);
Cong hop cac phan tir
latex ¢6 mau lién két voi
khang thé don dong
chudt khang Enterovirus
71 (< 1%); Cong hop
cac phan tir latex c6 mau
lién két v6i Protein
chirng dac hi¢u
(Streptavidin) (< 1%)

Khay
thir

24
thang

TCCS

01 hop gdm
20 khay thur
va 20 éng
dung dich
dém

SPCD-TTB-
683-19

27

Certest Influenza A+B
(phat hién dinh tinh dong
thoi cim typ A va cim
typ B tir nhiing mau tam
bong mii, mau dich huat
hodc dich rira ty hau)

Mbi khay thir bao gdm
thanh A gin lién voi thanh
B:

- Thanh A gém : Vach
thr: khéng thé don dong
chudt khang — Influenza A
(<2 mg); Vach chimg;:
Khang thé da dong tho
khang Streptavidin (< 1
mg); Cong hop céac phan
tir latex c6 mau lién két
voi khang thé don dong
chudt khang Influenza A
(< 1%); Cong hop cac
phan tir latex ¢6 mau lién
két véi Protein chimg dic
hiéu (Streptavidin) (<
1%);

- Thanh B gom : Vach
thr : khang thé don dong
chudt khang — Influenza B
(<2 mg); Vach chung:
Khang thé da dong tho

Khay
thur

24
thang

TCCS

01 hop gom:
20 khay thu,
01 lo thube
thir B dé pha
lodng mau,
01 tam bong
ching duong
cam A, 01
tam bong
chirmg duong
cam B, 20
tam bong ldy
mau, 20 tube
xét nghiém
dung mot
ldn, 20 pipet
ding mot lan

SPCD-TTB-
684-19
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khang Streptavidin (< 1
mg); Cong hop cac phan
tir latex ¢ mau lién két
v6i khang thé don dong
chuét khang Influenza B
(<1%) ; Cong hop céc
phan tir latex ¢ mau lién
két véi Protein chimg diic
hi¢u (Streptavidin) (<
1%);

- Tam bong ching duong
cum A: Khang nguyén
clm typ A bj bat hoat tim
kho trong tam bong (< 1
mg);

- Tam bong chig duong
cum B: Khang nguyén
ctm typ B bi bét hoat tim
kho trong tam bong (< 1
mg)

28

Certest Rotavirus
(phat  hién

phén)

dinh  tinh
Rotavirus to nhirng mau

Vach thir : khéng thé
don dong chudt khang —
Rotavirus (<2 mg);
Vach ching: Khang thé
da dong tho khang
Streptavidin (< 1 mg);
Cong hop cac phan tur
latex ¢ mau lién két voi
khang thé don dong
chudt khang Rotavirus
(< 1%); Cong hop cac
phan tir latex c6 mau
lién két voi Protein
chung dac hiéu
(Streptavidin) (< 1%)

Khay
thu

24
thang

TCCS

01 hop gdém
20 khay thu
va 20 dng
dung dich
dém

SPCD-TTB-
685-19

29

Certest
Rotavirus+Norovirus
GI/GII

(phat hién dinh tinh dong
thoi Rotavirus, Norovirus
nhom gen [ va II (GI va

GII) tir nhitng mau phan)

Mbi khay thir bao gom
thanh A gin lién voi thanh
B
- Thanh A gdm: Vach thr:
khang thé don dong chudt
khang — Rotavirus (<2
mg); Vach chimg : Khang
thé da dong tho khang
Streptavidin (<1 mg);
Cong hop céc phan tar
latex c6 mau lién két voi
khang thé don dong chudt
khang Rotavirus (< 1%);
Cong hop céc phan tar
latex c6 mau lién két voi
Protein chirg dac hi¢u
(Streptavidin) (< 1%);

- Thanh B gdm: Vach
thir : khang thé don dong
chudt khang — Norovirus
(<2 mg); Vach ching:
Khang thé da dong tho
khang Streptavidin (< 1
mg); Cong hop cac phan
tir latex c6 mau lién két
voi khang thé don dong

Khay
thar

24
thang

TCCS

01 hop gdm
20 khay thu
va 20 6ng
dung dich
dém

SPCD-TTB-
686-19
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chudt khang Norovirus (<

1%); Cong hop céc phan
tir latex c6 mau lién két
voi Protein ching dac

hiéu (Streptavidin) (< 1%)

3. Cong ty diing ky: Cong ty C6 phin Y té Dirc Minh (Dia chi: S6 51, ngd 205, ngéch 323/83, duong Xuén

Dinh, phuong Xuén Dinh, quan Bac Tir Liém, Ha Noi)

3.1. Nha sin xuéit: Alere Scarborough, Inc. (Dia chi: 10 Southgate Road, Scarborough, Maine 04074 USA)

STT

Tén sinh phiam
chan doan in vitro/
Téac dung chinh

Hoat chit chinh-
Ham lwong

Dang
bao ché

Tubi
tho

Ticu
chuan

Quy cach
dong goi

S6 diing ky

30

Alere™ NMP22® Test
(dinh lugng khang nguyén
NMP22 trong mau nudc
tiéu da on dinh)

Khéang nguyén NMP22
¢ trong dung dich hi¢u
chuén NMP22: 0-120
(U/mL) ; Khang nguyén
NMP22 ¢6 trong dung
dich ching 3 néng do
NMP22: 0-100 (U/mL);
Khéng thé don dong
chudt khang NMP22
trong phién vi lugng da
phtt NMP22: 0,2 - 1,0
(ng/giéng); Khang thé
don dong chudt khang
NMP22 trong thude thir
digoxigenin khang —
NMP22: (0,3 - 1,0
pg/ml); Peroxidase cu
cai ngua dugc ghi nhan
khang thé ctru khang —
digoxigenin trong thude
tha HRP-SAD: (0,5 —
2,0 pl./ml)

dang
long

18
thang

TCCS

Hop 96 xét
nghiém

SPCD-TTB-
687-19

3.2.N

ha sin xuét: Bioneer Corporation (Dia chi: 8-11,

Munpyeongseo-ro, Daedeok-gu, Daejeon,

Han Qudc).

STT

Tén sinh pham chin
dodan in-vitro/
Tac dung chinh

Hoat chit chinh-
Ham lugng

Dang
bao ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 diing ky

31

HIV-1
RT-PCR

AccuPower

Quantitative
Kit

(dinh lugng RNA cua
virus gdy suy giam mién
dich & nguoi (HIV) typ 1
trong huyét tuon g)

HIV-1 Premix: dNTP (1,2
mM), Enzyme DNA
polymerase chiu nhiét
(4U), RTase (160U); Hon
hop mdi: Moi xudi 1
HIV-1 (13,3 pmole), mdi
xudi 2 HIV-1 (13,3
pmole), mdi xudi 3 HIV-1
(13,3 pmole), mdi xudi 4
HIV-1 (20 pmole), mbi
nguoc 1 HIV-1 (13,3
pmole), mdi nguoc 2
HIV-1 (13,3 pmole), mdi
nguoc 3 HIV-1 (13,3
pmole), mdi nguoc 4
HIV-1 (40 pmole),
dau do 1 HIV-1 (5
pmole), dau do 2 HIV-1
(5 pmole), dau do 3 HIV-
1 (5 pmole), dau do 4
HIV-1 (5 pmole), mdi

dang
long

12
thang

TCCS

Hop 96 xét
nghiém

SPCD-TTB-
688-19
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xudi IPC (10 pmole), moi
nguoc [PC (10 pmole),
dau do IPC (5 pmole);
Ching duong chuan 1, 2,
3,4,5 HIV-1: 1300
ul/bng, chimg duong cao
HIV-1: 1300 pl/éng,
chimg duong thap HIV-1:
1300 pl/dng; chimg am
NTC: 1300ul/dng ;

32

AccuPower HPV
Genotyping Kit

(phat hién DNA cua 27
typ  Papillomavirus &
ngudi tr cidc mau tim
bong ¢b tir cung hodc méu
tam bong am dao)

HPV Genotyping Premix:
Hot-Taq DNA polymerase
(Nong do gbe: 4U/ul; ndng
do cudi: 5U/phan tmg);
HPV6 F/R/probe, HPV45
probe, HPV16 F/R,
HPVI18 F/R, HPV31
probe, HPV59 probe,
HPV44 F/R/probe, HPVS1
F/R/probe, HPV26
F/R/probe, HPV35 probe,
HPV39 F/R, HPVS53 F/R,
HPV33 F/R/probe, HPV56
F/R/probe, HPV70
F/R/probe, HPV§2
F/R/probe, HPV42
F/R/probe, HPV52 probe,
HPV69 probe, HPV73
F/R, HPV43 probe,
HPV66 probe, HPV68
F/R/probe, IPC F/R/probe
(Nong do gde: 100 pmoles,
ndng do cudi: 20 pmoles);
HPV45 F/R, HPV31 F/R,
HPV 58 probe, HPVS59
F/R, HPV54 F/R, HPV35
F/R, HPV52 F/R, HPV66
F/R, (NOng do gbe: 100
pmoles, néng do cudi: 30
pmoles); HPV11 F/R,
HPV 16 probe, HPV 54
probe, HPV73 probe
(Nong do gde: 100 pmoles,
ndng do cudi: 15 pmoles);
HPV11 probe, HPV 18
probe, HPV39 probe,
HPV 353 probe, (Néng do
gde: 100 pmoles, ndng do
cudi: 10 pmoles); HPV58
F/R, HPV40 F/R (Nong do
gbe: 100 pmoles, nong do
cudi: 40 pmoles); HPV69
F/R, HPV40 probe,
HPV43 F/R (Nong do gbc:
100 pmoles, ndng do cudi:
25 pmoles); Chimg duong
(PC): 15 ul/dng

dang
l1dng

12
thang

TCCS

Hop 12 xét
nghi¢m

SPCD-TTB-
689-19
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MTB Premix: Taqg DNA
polymerase (Nong do
gde: 12,5 Ul ndng do
cudi: 3,5 U/ul), MTB

AccuPower® F/R/Probe (Nong d¢ gde:
MTB&NTM Real-Time 100 pmoles, 116|1g do
PCR Kit cudi: 15 pmoles), NTM
(phat hién DNA cta vi | F/R/Probe (Nong do gde:
3 khuan Mycobacterium 100 pmoles, nong do dang 12 TCCS Hop 96 xét | SPCD-TTB-
tuberculosis (MTB) va vi | cudi: 15 pmoles), IPC long thang nghi¢m 690-19

khuan lao khong dién | F/R/Probe (Nong do gde:
hinh (NTM) trong mau 100 pmoles, nong do
dom, miu tr phé quan | cudi: 15 pmoles); Ching
hodc nudc tiéu) duong (PC): 15 pll/éllg;
Ching duong ndi sinh
(IPC): 15ul/éng; DEPC-
DW (cho chirg am -
NTC): 15ul/ éng.

3.3. Nha sin xuit: Quidel Cardiovascular Inc. (Dia chi: 9975 Summers Ridge Road, San Diego CA 92121, USA).

Tén sinh pham

STT| chén doan in-vitro/ Hoat chat chinh- 1 Dang | Tudi | Tieu | Quycich | g5 4z 1ig
Ham luwgng bao ché | thgo | chuan dong goi

Téac dung chinh

Hon hop phan tmg:
Khéng thé don dong
chudt khang Troponin |
(1a hdn hop ctia 2 thanh
phan: Purified Tnl 1761
Fab Fragments va
Purified Tnl 1531 (DP-
Free) Fab Fragments) :
5,83E-13 dén 8,75E-13

Quidel Triage® Troponin
I Test (dinh lugng ham

o i . 'hé xé O : D-TTB-
34 lugllg t,ropm‘]m I t}rong‘, moles; Pha ran: Khang 1 h('.)fet 1,0 TCCS Hop 2§ et SPC( C
mau mau toan phan va nghiém | thang nghi¢m 691-19

thé don dong tir chudt
khang Troponin I la mot
hén hop gdm 2 khang
thé : Purified TNI 1871
(DP-Free) Fab Fragments
(0,017 dén 0,025 pg) va
Purified Tnl 1691 (DP-
Free) Fab Fragments
(0,017 dén 0,025 pg)

huyét tuong da khang
dong bang EDTA)

3.4. Nha sén xuét: Standard Diagnostics, Inc (Dia chi: 65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,
Han Qudc)

Tén sinh pham

- S Hoat chit chinh- Dang Tudi | Tiéu Quy ciach K s .
2 i _ ; s 2 L So ding k
AL chit doin in-vitro/ Ham luwgng bao ché | tho | chuan dong goi gXy

Tac dung chinh

Cong hop vang: Khang
thé don dong chudt
khang Rotavirus - keo

SD Bioline Rotavirus ving (11 0,2 pg); Vach

55| aen otniras nhom & | (0 Khang e ho knang | S| rees | RS SR
trong mau phén) Aoiceirus (1,265 0’2,52 .
ng); Vach chirmg: khang
thé IgG tir dé khang
chu,(f)t (0,72+0,014 pg)
SD Dengue NS1 Ag Elisa | Phién vi luong duoc géan . . SR
36 | (phat hié{,n dinh tinhgkhéng khang thé ch%l@t khéu%g Dang I8 | peeg | Hop6xer | SPCB-TIB-

. : 4 shié 693-19
nguyén Dengue NS| Dengue NS1: Khéng thé loug thing nehtem o
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trong huyét thanh nguoi)

don dong chu¢t khang
Dengue NS1 (0,83 £ 0,16
ug/giéng); Cong hop
HRP v6i khang thé khang
Dengue NS1 (dam dic
101 1an): Dung dich cong
hop khang thé don dong
chudt khang Dengue NS1
voi peroxidase tir cu cai
ngua (HRP) (0,2 pg).
Chung duong: Khang
nguyén Dengue NS1 tai
t6 hop (0,8 ml/lo)

4. Cong ty dang ky: Cong ty TNHH Avanta Diagnostics (Dia chi: S6 286 Puong Giai Phong, Phuong
Phuong Li¢t, Quan Thanh Xuan, Ha Noi)
Nha sin xuét: InTee PRODUCTS, INC. (Dia chi: 332 Xinguang Road, Xinyang Industrial Arca, Haicang,
Xiamen, P. R. China 361022)

Tén sinh phim

STT|  chén dodn in vitro/ Iloat‘chﬁt chinh- l‘)z.mg; Tuoi 'l‘iéxu Quy céc:l.l s ditng ky
Tac dune chinh Ham lugng bao ché | tho | chuan dong goi
ung
6] nhén mau A: Khang “l('iﬁagomﬁ_zo
thé don dong khang — I)L'II il
ABO&RIKD Blood khéng nguyén A (10 ke g hit émg
Grouping Kit (Solid- 1g); O nhan mau B: 20(;]:3'1[: nh(";
g7 | Phase method) Khang thé don dong Khay 24 | rees | giot dl,%no o] | SPCP-TTB-
(Dinh tinh phdt hién | khang khang nguyén B thur thang gl'én 02 lo 694-19
nhom mau ABO va | (10 ug); O nhan mau D: diitor ik v
A 2 < ung dich pha
RhD) Khang thé don dong mau 7 mL va
khang khang nguyén D 01 hudne din
10 pg) e
(10 pg su dung
Diagnostic Kit for Ving cdng hop: Khang
Antibody to Hepatitis B nguyén HBcAg tai t(:)' Hép gbm 50
Core Antigen (Colloidal | hop (0,16 ng); \{ach két qué thi frong
ol qua: Kiag the dan 24 t0i riéng kém | SPCD-TTB-
38 (DBinh tinh phat hién su cé dong khang HBcAb Que thu kb TCCS it él‘; | 695-19
mat cua HBcAl} trong | (0,2 pg); }/aclm ching: huéne d?;n sir
huyét thanh, huyct tuong | Khéng the dé da dong dt:mg
hodc méau toan phan cua | tai to hop khang HBcAg :
nguoi) (0,88 ng)
Diagnostie Lie tor : Ving cong hop: Khang
:'\/I;tll:io’(cl-z; t((éf)llfgzt‘::ls B thé don don g khang Hop gém 50
Gold) & HBe (0,16 pg); \{glCh que thur liong DT
. < a: Kha ¢ do tai riéng kéem | SPCH-TTB-
39 (9@“11 tivnh phat hién su co kjgg;?('hl;?;l;_%égc(gzn Que thu thzé:ltg TCCS hat dn"] | 696-19
mat  cua HBeAp trong i e budiis A sir
huyét thanh, huyét tuong ¢ l,g) ’ Va;Ch ChElng' . S )
2 . . A Khéng thé da dong dé dung
hodc mau toan phan cia khang chuot (0,88 jig)
nguoi) T
Diagnostic Kit for
Antibody to Treponema | Vung cong hop: Khang Hop gdm 50
Pallidum (Colloidal nguyén TP KO11B qué thir trone
Gold) (0.16: g Vel ket 24 thi riéng kém | SPCD-TTB-
40 | (Dinh tinh phat hi¢n su ¢6 | qua: Khang nguyén TP | Que thir thiing TCCS hit dl:] | 697-19
mdt cua khang thé khang | KOI1A (0,2 pg); Yacl1 buidins dfih sk
Syphilis trong mau toan | chimg: Khang thé tho dino
phan, huyét tuong hodc khang TP (0,88 pg) e
huyét thanh cta nguoi)
11/19 %’V




Diagnostic Kit for
Hepatitis B e Antigen
(Colloidal Gold)

Ving cong hop: Khing
thé don dong khang
HBe (0,16 pg); Vach

Hop g61n 50
que thtr trong

(Pinh tinh phat hién su c6 | két qua: Khang thé don , 24 tai riéng kem | SPCH-TTB-
41 o o ‘ : LS
mat cua HBeAg trong | dong khang HBe (0,2 et thang TS hat am, 1 698-19
huyét thanh, huy¢t tuong ug); Vach chimg: hudng dan sir
hogc méu toan phan cta | Khéng thé da dong dé dung
nguoi) khang chudt (0,88 ug)
Hop gém 40 | N
Diagnostic Kit for Vung cong hop: Khang khay thir
Troponin I (Colloidal thé don dong 1 khang trong tui
Gold) ¢Tnl (0,16 pg); Vach riéng kem
L pea . | két qua: Khang thé don hat dm, 40 -
(Dinh tinh phat hién su ¢cé : ; Khay 24 . £ .. SPCDH-TTB-
42 P e
mat cua Troponin I (¢Tnl) dong 2 Khing CT,l.]l (_0’2 thur thang LCha | oog nho gL 699-19
trong méu toan phin ng): Vach ching: 4 1o dung.
huygt tuong holic huyé'; Khang thé da dong dé dich pha mau
. ngu‘b‘i)' khang IgG chudt (0,88 (2ml), 1
ug) hudng dan st
dung
Hop gom 20
Vung cong hop: Khang ez lh,t!'
thé don dong khéng Hb ong
Fecal Occult Blood Test _ B riéng kém
(Colloidal Gold) A9, 16 ek, Vipch ket hat am, 20 .
h G y " qua: Khang thé don Khay 24 . z ’ SPCD-TTB-
43 | (Dinh tinh phat hién S . , . TCCS ong dung
: dong khang Hb (0,2 thr thang : i 700-19
hemoglobin  (Hb) trong ). Vach chimg: dich chict
mau phan ctia nguoi) HES VIS CRURE: mau, 20 que
Khang the dé khang thy miu, 1
1gG chudt (0,88 ug) hudng dan sir
dung
Vung cong hop: Khang P:.?iﬁ?;(ioy
One Step H.pylori Ag the khang H.pylori e i ne
oy PO thi riéng kem
T'est (0,16 pg); Vach két qua: hit Am. 50
44 (Binh  tinh  phat hién Khang thé khang . 24 o £ o7 | SPCD-TTB-
Khin an H.ovlori | H.pvlori (0.2 we): Vac Que tha P I'CCS | coe dung mau 701-19
g nguyén H.pylori pylori (0,2 pg); Vach thang ham. 50
trong mau phan cua | ching: Khang thé dé d[L)m(’ C;l 14
nguoi) khang IgG chudt (0,88 o L .,.y
mau, | huong
he) dan su dung
Hop gdm 40
Rapid Anti-lICV Test Vung cong hop: Khéng khay thur trong
P : ; .. | the don dong khang IeG tai ricng kem
(Dinh  tinh  phat hién 5 £18 2 :
kha:mg thé khang vi rat | "EYO! ,(0’]6, he); VacAh Khay 24 . il — <0 ng SPCD-TTB-
45 ) 7 ket qua: Khang nguyén I : ICCS | nho giot, 4 lo "1
HCV trong huyét thanh, ) tha thang d lich phe 702-19
huyét tuong hodc mau MY 1008 na); uns cich pia
toan phan cle N u:(‘)‘i) Vach ching: [2G nguoi mau (2 ml),
b & (0,88 ng) 1 hudng dan
su dung
Hop gom 50
. : 5 Vung cong hop: Khang que thu trong
Ra.pld Al,m-"CV,FICSt.A thé don dong khéang 1eG tai ricng kém
(DBinh  tinh  phat hién i & £ls iy 4
46 khang thé khang vi ruat 121;%u.0‘l,(_01’<ll6', He); Vacﬂ_h Que thit 24 TCCS hLl]:;uPi,(jOS()llz)g SPCD-TTB-
HCV trong huyét thanh, T NRAS NENFER ve thang ho BIot, o € 703-19

huyét tuong hodc mau
toan phan cua nguoi)

HCV-210 (0,2 pg);
Vach chung: 1gG nguoi
(0,88 pg)

dung dich pha
mau (2 ml), |
hudng dan st
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Vung cong hop: Khang Hop gom 40
Rapid anti-H.pylori Test thé chudt khang 1gG khay thtr trong
(Dinh tinh phat hin su c6 | ngudi (0,16 pg); Vach tai riéng kem hat
47 mét cia khang the khang két qua: Khang nguyén Khay 24 TCCS am, 4 lo dung | SPCD-TTB-
H.pylori ~ trong  huyét | H.pylori (0,2 pg); Vach thur thang dich pha mau, 704-19
thanh, huyCt twong hodc | ching: Khang thé dé 40 dng nho giot,
mau toan phan cua nguoi) | khang IgG chudt (0,88 | hudng dan st
pe) dung
Vung cong hop: Khang Hop gdm 20
thé don dong khang khay thtr trong
nucleproteins cim A thi riéng kem
Rapid Flu A Test (Abl1) (0,16 pg); Vach hat am, 20 que
(Dinh tinh phat hién su ¢ | két qua: Khang thé don ) phét mau, 20 e
48 | mat cua khang nguyén dong khang K:]fly 12,4 TCCS |6ng chiét mau, 2 BPCR- F(l B~
influenza A trong dich | nucleproteins cim A b thang lo dung dich 10
mii ctia nguoi) (Ab2) (0,2 pg); Vach chiét mau, 20
chimg: Khang thé dé dng nho giot, 1
khang IgG chudt huéng dan st
(0,88ug) dung
Ving cong hop: Khang
thé don dong khang
nucleproteins cim A Hop gdbm 20
(Ab1) (0,16 pg), Khang khay tha trong
thé don dong khang tui ricng kem
Rapid Flu A/B Test nucleproteins cim B hat ém, 20 que
(D'jnh vtinh p,hét. hién su cc'? (Al?l) (0316 pg?; Vach‘ két Khay 24 ] A'phé"l n'l";lll, 2:0 SPCH-TTB-
49 | mat cua khang nguyén vi | qua: Khang thé don dong thir than TCCS |6ng chict mau, 706-19
rit cam A va’hoac B | khangnucleproteins cim & 2 lo dung dich
trong dich miii cua nguoi) | A (Ab2) (0,2 pg), Khang chiét mau, 20
thé don dong khang bng nho giot, 1
nucleproteins cim B hudng dan sir
(Ab2) (0,2 pg); Vach dung
chimg: Khang thé dé
khang IgG chudt (0,881g)
Ving cong hop: Khang
thé don dong khang Rota
mADb1 (0,16 pg), Khang Hop gdm 20
Rapid Rota-Adenovirus thé don dong khiing ,k'ha?/ IPCIV Rfon
i Adeno mAbl (0,16 pg); tai hat am trong)
Gl Test Vach két qua: Khang thé tui riéng, 20
(Pinh tinh phat hi¢n LT ¥ © Khay 24 £ =y | SPCP-TTB-
50 Khane neuvén vi . don dong khang Rota . J TCCS | 6ng dung dich ¥
hang nguyén vi rat Rota p thir thang hiat maa. 20 707-19
va vi rit Adeno trong mau mAPZ (_0’2 ‘ug), K!kmg e L,
phiin nau) thé don dong khang Ong’nhO %101,01
= Adeno mAb2 (0,2 pg); hudng dan sur
Vach chiing: Khang thé dung
dé khang IgG chudt
(0,88y12)

5. Cong ty diing ky: Cong ty TNHH Giii phap Khoe Thai Duwong (Dia chi: S6 8 ngach 112/59, phd Ngoc
Khanh, Phuong Giang V9, Quan Ba Dinh, Ha Noi)
Nha sdn xuat: RapiGEN Inc. (Dia chi: 2F, 25, Heungan-daero, Gunpo-si, Gyeonggi-do 15809, Republic of Korea)

Tén sinh pham

2 . | - . ‘;’\ ’ " . R A ‘.‘r 'l o . )
STT chan doan in vitro/ Iloat‘chat shink l,)"mg; Tyt ! ltxu Ql.ly e So6 ding ky
Ham lugng bao ché | tho chuan dong goi

Tac dung chinh

Khang thé don dong

?'l",(tjic.‘f't;)ll?s t‘,\% Whing | Knang HBSAg (4,0 n);
51 ni:la é;‘@tl:é ::Z:t l\l/]i;m 132:% khang thé IgG khang Khay 24 TCCS Hop 25 khay | SPCD-TTB-
o - BN | ot (2 pe): Khangthé | thir | théng thir 708-19

B trong huyét thanh hoic

huyat trong ngudi) don dong khang HBsAg-

vang keo (1,0 pe)
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52

BioCredit Rota Ag

(phat hi¢n dinh tinh khang
nguyén Rota trong mau
phan nguoi

Khang thé don dong
khang Rotavirus (1,0
ug); khang thé IgG dé
khang chudt (0,5 pg);
khang thé IgG khang
Rotavirus-vang keo (1,0
pe)

Khay
thar

24
thang

TCCS

Hop 25 khay
thar

SPCD-TTB-
709-19

6. Cong ty ding ky: Cong ty TNHH Medicon (Dia chi: S6 17,16 12A, Khu do thi Trung Yén, Phuong Yén
Hoa, Quén Cau Gidy, Thanh phd Ha Noi, Viét Nam)
Nha sian xuag Cong ty TNHH Medicon (Bia chi tru so: $6 17, 16 12A, Khu do thi Trung Yén, Phuong Yén
Hoa, Quan Cau Gidy, Thanh phé Ha Noi, Viét Nam. Dia chi san xudt: Cum Cong Nghiép Truong An, X An
Khanh, Huyén Hoai Pire, Thanh phd Ha Noi, Viét Nam)

Tén sinh pham

STT|  chin dodn in vitro/ IIoat‘chat chinh- ]‘)angA' I'uoi llC;l Ql'ly deh S8 diing ki
5z 7 Ham lugng bao ché | thg | chuan dong goi
Téac dung chinh L :
Vung cong hop: Khang H(_)pv'gom 23 ,t.CSl
: : 2 A : thur trong thi
Chlamydia Ag Rapid the chudt khang . z
_— riéng, 25 6ng
T'est C.Trachomatis (0,8 pg); %
(Dinh  tinh  phat hién | Vach két qua: Khang thé ChE md, l'lo . -
4 ; 5 - Khay 18 = mL dung dich | SPCD-TTB-
53 | khang nguyén Chlamydia chudt khang \ . I'CCS PO
) . X ; . thar thang chict mau A; 710-19
trong dich ¢o tir cung cua C.Trachomatis (0,25
e R ik . . . 1 lo 6 mL dung
nir gidi, dich niéu dao cta | pg); Vach chimg: Khang . L x
o g X 5 2 AL = dich chiét mau
nam gioi) thé dé khang IgG chudt o
0.5 b) B, 1 hudng dan
== & sur dung
Vung cong hop: Khang
nguyén Dengue
(A2302) tai to hop (0,15 ‘
Dengue IgG/IgM Rapid ng), Khang nguyén Hop gom 30
Test Dengue (A2313) tai to khay thir trong
(Dinh tinh phat hi¢n hop (0,15 pg), IgG tho tai riéng,30 6ng
54 khang the (IgG/IgM) (0,1 pg); Vach ket qua M: Khay 24 TCCS hat mao dan | SPCD-TTB-
khang Dengue trong mau Khéng thé chudt khang thir thang SuL, T'lo dung 711-19
toan phan, huyét thanh IgM nguoi (0,25 pg); dich pha mau 5
hodc huy¢t tuong ctia Vach két qua G: Khang mL, I huong
nguoi) the chudt khang IgG dan str dung
nguoi (0,25 pg); Vach
chung: Khang thé dé
khang [gG tho (0,5 ng) ‘
. . , : Vung cong hop: Khang Hop gom 30
’l)‘ulguc NSI Ag Rapid thé chudt khang Dengue khay thir kem
l{;sll tinh phét hien su cd Ag (0,8 png); Vach két bng nho miu
( -m 1, n P]d ]wnﬂsu o qua: Khéang thé tho Khay 24 e |trong tairiéng,| SPCD-TTB-
55 mat ctia khang nguyén ; 5 . TCCS . "
£ khang Dengue Ag (1,25 thu thang 1 lo dung dich 712-19
Dengue NS1 trong huyét . = N
[ 4 ng); Vach ching: dém SmlL, |
thanh, huyét tuong hodc # R, bl dan ot
méu tolin phan alia AgrE) Khang th¢ dé khang hudng dan su
I2G chudt (0,5 pg) dung
Vung cong hop: Khang
the chudt khang HBsAg i
HBsAg Rapid Test (B7009) (0,05ug); Hop gom 50
(Dinh tinh phat hi¢n Vach ket qua: Khang 4 test thur trong SPCD-TTB-
56 HBsAg trong huyct thanh | thé chudt khang HBsAg | Que thir théng TCCS | tairiéng, | ; 713-19

hodc huyet tuong cta

nguoi) chirng: Khang the dé dung
khang IgG chudt
(0,05pg)

(B7008) (0,1ng); \/ach

hudng dan st
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57

HCV Ab Rapid Test
(Dinh  tinh  phat hién
khang thé khang HCV
trong huyét thanh hodc
huyét tuong cua nguoi)

Vung cong hop: Khang
nguyén HCV tdi t6 hop
(0,1 pg), Khang thé
IgY-ga (0,1 ug); Vach
két qua: Khang nguyén
HCV tai té hop (0,1
ng); Vach ching:
Khéng thé dé khang
IgY-ga (0,5 pg)

TCCS

Hop gom 50
test thu trong
tui riéng, 50
dng hat mao
dan 20 pl,
1 lo dung dich
pha mau 5 mL,

dung

1 hudng dan sur

SPCD-TTB-
714-19

58

Malaria Pf/Pan Ag
Rapid Test

(Dinh  tinh  phat hién
khang nguyén pHRP II
va/hodc pLDH trong mau
toan phan ctia nguoi)

Ving cong hop: Khang
thé chuét khang pHRP 11
(0,5 pg), Khang thé
chudt khang pLDH (0,2
ng); Vach két qua Pan:
Khang thé chudt khang
pLDH (0,5 ng); Vach
két qua Pf: Khang thé dé
khang pHRP II (0,5
ng); Vach chimg: Khang
thé dé khang IgG chudt
(0.5 pg)

TCCS

Hop gom 30
khay thur trong
tai ricng, 1 lo

dung dich li
giai hong cau

10 mL,
30 6ng nho
mau 5 pl,
1 hudng dan su
dung

SPCD-TTB-
715-19

59

PSA Semi-quantitative
Rapid Test

(Ban dinh luong 116|1g do
PSA trong mau toan phan,
huyét thanh hodc huyét
tuong cua nguoi)

Ving cong hop: Khang
thé chudt khang PSA-
nguoi (0,1 pg), [gY-ga
(0,1 ug); Vach két qua
T: Khang thé dé khang
PSA (0.5png), Vach
tham chiéu R: Khang
thé dé khang IgY-ga
(0.5ug); Vach ching:
Khang thé dé khang
IgY-ga (0,5 png)

TCCS

Hop gdm 30
test thar trong
tui riéng,
30 6ng nho
giot, 1 lo dung
dich pha mau 5
mL,

I hudng dan sir
dung

SPCD-TTB-
716-19

60

Syphilis Ab Rapid Test

(Dinh  tinh  phat  hién
khang thé (IgM, IgG va
IgA) khang Treponema
pallidum (Tp) trong huyét
thanh, huyét tuong hodc
mau toan phan ciia ngudi)

Ving cong hop: Khang
nguyén Treponema
Pallidum ti t6 hop (0,25
ng), IgY-ga (0,15 pg);
Vach két qua: Khang
nguyén Treponema
Pallidum tai tb hop
(0,25 pg); Vach ching:
Khang thé dé khang
IgY-ga (0,50 pg)

TCCS

Hop gdm 30 test
thir trong tai
riéng, 30 dng
nho giot,
1 1o dung dich
pha mau 5 ml., |
huéng dan sir
dung

SPCD-TTB-
717-19

0l

TB IgG/IgM Rapid Test
(Binh  tinh  phat  hién
khang thé IgM va IgG
khang M.TB trong mau
toan phan, huyét thanh
hoic huyét tuong cua
nguoi),

Viung cong hop: Cong
hop vang M.TB (0,1
ug), Khang thé IgY-ga
(0,1 ug); Vach két qua
M: Khéng nguyén tai to
hop M.TB-1 (0,1 pg);
Vach két qua G: Khang
nguyén tai to hop
M.TB-2 (0,1 pg); Vach
chimg: Khang thé dé
khang IgY-ga (0,5 pg)

;. 24
Que thu fhing
Khay 24
thir thang
Khay 18
thur thang
Khay 24
thir thang
Khay 24
thir thang

TCCS

Hop gdm 30
test thu trong
tui riéng,

30 6ng nho

giot, 1 1o dun

dich pha mau
mL.,

| hudng dan sir

dung

o
5
D

SPCD-TTB-
718-19
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7. Cong ty ding ky: Cong ty TNHH Thuong mai Dich vy Thach Phat (Dia chi: S6 44 Nguyén Vin Giali,
Phuong Da kao, Quan 1, Thanh phé Ho Chi Minh, Viét Nam)
Nha san xuat: CE-Immundiagnostika GmbH (Dia chi: Am Seerain 13, D-74927 Eschelbronn, Durc)

Tén sinh phﬁm £y . 2. — ;
STT| chén dosn in vitro/ Hogt chat chinh- | Dgng | Tuoi | Tién | Quycach | gp o0, i
" ; Ham lugng bao ché | tho | chuan dong goi
Téac dung chinh i
Anti-A Dong té bao 11HS (khang Hop 50 lo x
62 | (dinh tinh nhom méu he | thélgMdondongtir | i€ | 2t | Ccs |1omlhop 101 o
ABO) chudt) (8,5 ml) - & x 10ml
Anti-D Dong té bao RUM 1 Hop 50 lo x .
63 (dinh tinh nhom mau h¢ (khang thé IgM don dong Igrlcnhg thzz':] TCCS |10ml, hop 10 lo SP%)()__Tgl =
Rh) tur chudt) (8,5 ml) : & x 10ml

8. Cong ty dang ky: Chi nhanh Cong ty ) ph?m}dwq’c phz‘;m Nam Ha (Dia chi: S§ 423 Vii Tong Phan,
Phuong Khugng Dbinh, Quan Thanh Xuén, Thanh pho Ha N¢i, Viét Nam)
Nha sian xuiat: Shenzhen GLD Biotechnology Ltd (Dia chi: 25 Bldg, MeiBao Industrial Zone, LianTang

Industrial City, ShangCun Village, GongMing Town, GuangMing Dist, Shenzhen, GuangDong, China)

Tén sinh pham

khang IgG chudt cua dé
trén vung kiém soat
(2£04 pg);

STT!  chin doan in vitro/ I’Ioat‘chat chinh- l‘)z_mg‘ Tubi TIC;I Ql,ly cac’l'l s diing ky
p : Ham luwong bao che | tho | chuan dong goi
Tac dung chinh :
Khang thé don dong
khang hCG 26 gan voi
chat danh dau keo vang
Prcgnanﬁy hCG Test (l‘d:0,2 p,g); khang thé don Dasig 36 Hop gdm 01 | SPCD-TTB-
64 | (phat hién hCG trong | dongkhang hCG B2 (vach e than TCCS ae thit Imim 721-19
nudce ticu) thir) (4+0,8 pg); khang thé q & q

9. Cong ty ding ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)

Nha sin xuit: Roche Diagnostics GmbH (Pia chi: Sandhofer 116, D-68305, Mannheim, Dtrc

STT

Tén sinh pham
chan doan in vitro/
Tac dung chinh

Hoat chit chinh-
Ham lugng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

65

Elecsys HIV Combi PT
(dinh tinh khang nguyén
HIV-1 p24 va khang thé
khang HIV-1, bao gdbm
nhém O, va HIV-2

trong huyét thanh va
huyét tuong nguoi)

R1: Khang thé don dong
khang p24 danh dau biotin
(chudt), khang nguyén tai
t6 hop dac hi¢u HIV-1/2
danh d4u biotin (E.coli),
peptide déc hicu HIV-1/-2
danh du biotin; R2:
Khang thé don dong khang
p24 (chudt), khang nguyén
tAi t& hop dic hi¢u HIV-1/-
2, peptide dac hi¢u
HIV-1/-2 danh ddu phirc
hop ruthenium; Call:
huyét thanh nguoi, khong
phan tmg véi khang thé
khang HIV-1 va khang thé
khang HIV-2; Cal2: huyét
thanh nguoi duong tinh voi
khang thé khang HIV-1
(bét hoat) trong huyét
thanh nguoi am tinh voi
khang thé khang HIV-1 va
khang thé khang HIV-2.

Dang
long va
dong
kho

15
thang

TCCS

Hop 100 xét
nghiém

SPCD-TTB-
722-19
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10. Cong ty ding ky: MP Biomedical Asia Pacific Pte. Ltd (Dia chi: 02 Pioneer Place, MP Biomedicals
- Headquaters Singapore 627885)
Nha san xuiat: MP Biomedical Asia Pacific Pte. Ltd (Dia chi: 02 Pioneer Place, Singapore 627885)

Tén sinh pham

STT chin dodn in vitro/ IIoat‘chat ehinh- ],)ang; Taior ! S Ql,ly cac:lj S6 ding ky
g , Ham lugng bao ché | tho | chuén dong goi
I'dc dung chinh ’
Khéng thé dé khang
IgA nguoi (0,7-1,0
MP Diagnostics mg/ml), khang the
Multisure Dengue chudt khang [gM nguoi
Ab/Ag Rapid Test (0,2§-0,4 mg/ml), khang
(phat hién va phan biét thé chudt khang 1gG
” Ao 2 0 c
Cc\lC khang th,e lgA,' lgM ngut?l (O,SAO,) mg‘/ml), Hop 20 xét
va IgG khang vi rut khang thé don dong 24 nohicm va 01 | SPCH-TTB-
2 LA ~ o R ~ IS - . -~
66 Dengue va khang nguyén dengue NS1 (0,5 Que thu thang I'CCS lo dung dich 723-19

Dengue NSI trong huyét
thanh hodc huyét tuong
nguoi hodac mau toan
phan tir ddu ngén tay hodc
mau toan phan chia céc
chit chdng dong)

mg/ml), khang thé don
dong dengue NST -

cong hop vang; khang
nguyén Dengue-cong

hop vang; khang thé dé-
biotin cong hop vang;
cong hop Biotinylate
BSA (0.5-0.6 mg/ml)

dém

11. Cong ty diang ky: Sistar BH Korea Co., Ltd (Dia chi: 509, Owners Tower, 28, Hwangsaecul-ro 200

(iback) beon-gil, Bundang-gu, Seongnam-si, Gyeonggi-do, Korea)

11.1. Nha sian xuat: Asan Pharmaceutical Co., Ltd (Dia chi: 122-26 Gicopdanji-ro, Gongdo-cup, Anscong-si.
Gyeonggi-do, Korea)

Tén sinh pham

\¥

2 Sl hit chinh- : Tubi Tié cack e ;
STT| chan doan in vitro/ Iloat\chat xfith l‘)"mg; uor " Ql,'y cact So ding ky
ey y Ham lugng bao ché | tho | chuan dong goi
I'dc dung chinh
Hop 25 que
: thir trong tai
Cong hop: Khang thé 1gG 1uril§]n:, u
anti-Adenovirus tu 1o dﬁ;w
Asan Easy Test Adeno chudt - vang (15 pg); dich chiépt
(dinh tinh ching | Vach thi: Khang thé don 24 Tox ST T AT
. i o R s . e . . mau, SPCH-TTB-
67 | Adenovirus trong cac mau | donganti-Adenovirus tr | Que thu ; I'CCS %o {A i
- x - , o thang 25 tam bong 724-19
mui 11(_)ng, mau dich hut chudt (0,45+0,09 pg);q 1Ay mau
va mau phan) Vach chimg: Khang thé 25 (;3; - ;hi &t
dé khang IgG chudt AU 5 5 &no
5 <]
(0,450,082 e nho giot dung
mot lan
Cong hop 1: Khang thé
don dong khang
Myoglobin ttr chudt -
vang (0,018 pg); Cong
hop 2: Khang th¢ don
Asan Easy Test Cardiac donAg khz§ng CK-MB tir Hop 25 khay
Combo chudt - vang (0,202 pg); A i
ey ap s n , 2 thu trong tui
(dinh tinh Cardiac Cong hop 3: Khang thé Kha 24 Fitno. SPCD-TTB-
68 Myoglobin/CK- don dong khang Troponin thiry than TCCS 25 én vbn ho 7’2 519
MB/Troponin [ trong méu I tr chudt - vang (0,486 ang e gil -
toan phan, huyet tuong va | pg); Vach thir 1: : Khéng arr;()t l"”ma
huy¢t thanh) thé don dong khang o
Myoglobin ttr chudt
(0,135 pg);ﬂVach thur 2:
Khang thé¢ don dong
khang CK-MB ttr chudt
(0,482 ng); Vach thu 3: g
17/19 y. -




Khang thé don dong
khang Troponin I tr chudt
(0,771 pg); Vach ching;
Khang thé dé khang IgG
chudt (1,54 pg)

Asan Easy Test hCG

Cong hop: Khang thé don
dong khang hCG tir chudt
- vang (10 ng); Vach thu:

Hop 25 khay
thtr trong tui

69 (dinh tinh hCG trong Khéng thé khang hCG tir K:]?}/ 1%4 TCCS | riéng, 25 bng SP%D{ {(; =
nudc ticu) deé (1,0 pg); Vach chimg: thy thalg nho giot "
Khéng thé dé khang IeG ding mot lan
chudt (1,0 pg)
Cong hop: Khéng thé don Hop 25 khay
dong anti-H.Pylori tir thar trong tai
Asan Easy Test H.pylori chudt- vang (0,340,06 riéng,

. Ag. , ’ . H); V‘ach thf.r: Khéng 'th‘é Khay 24 o 25”6“'%; SPCD-TTB-
(dinh tinh khang nguyén don dong anti-H.pylori tur thir than FCCS | nghiém lay 797-19
H.pylori trong phan chudt (0,3+0,06 pg); Vach & mau chira -
nguoi) chimg: Khang thé dé dém trién

khang IgG chudt khai
(0,6+0,12 ng)
Cong hop 1: Khang thé
don dong anti-malarial Hop 48 que
LDH tir chu¢t - vang thu, 48 dia
(1£0,2 pg); Cong hop 2: rira voi giéng
Khang thé don dong anti- micro, 1 lo
malarial aldolase tir chudt dém rira va
Asan Easy Test Malaria - vang (1£0,2 pg); Vach l,rién khai, 48
P{/Pv Strip thtr 1: Khang thé don . 24 . ong mao dan, | SPCD-TTB-
# (xdc dinh ky sinh trang dong ami—malirial LDH e thi thang Te 48 bong tam 728-19
sot rét trong mau nguoi) (1£0,2 pg); Vach thu 2: con,
Khang thé don dong anti- 48 kim lay
malarial aldolase mau, 48 dia
(1,25£0,2 pg); Vach doc két qua,
chimg: Khang thé dé 48 ban bao
khang IgG chudt (0,5+0,2 cdo két qua
pe) .
Hop 25 que
thar trong tui
Cong hop: Khang thé don riéng,
dong khang RSV - vang 1 1o dung
Asan Easy Test RSV (1,040,2 ug); Vach thur: dich chiét
(dinh tinh vi rat hop bao Khang thé don dong . 24 : mau, SPCDH-TTB-
% | @8V tony dic dicrl: mii khéngg RSVtrchust | "% | thang | T | 25 tim bong 729-19
hong) (0,5+0,1 pg); Vach ching: ldy mau,
Khang thé dé khang 12G 25 bng chiét
chudt (1,04£0,2 pg) mau, 25 6n Q
nho giot
dung mot lan
Hop 25 que
Cong hop: Khang thé da i _l.lf) he
3 : i riéng,
dong anti-Strep A tir tho - Lo dﬁnu
Asan Easy Test Strep A vang (9’361(,)’07 H%)} dich chiéol
(dinh tinh khang nguyén Vach thu‘:. Khang th¢ da 24 mau A, 1 lo | SPCD-TTB-
73 Strept hém A dong anti-Strep A trdé | Que thu héno TCCS lune d iy 730-19
ptococcus nhom S Vae thang dung dich 3
trong dich ¢6 hong) (0’554&0’17 ,ug), V-f‘ldj chiét mau B,
chimg: Khang the dé 25 tam bonge
khang IgG tho (0,45+0,09 l&v mau. 25
ay mau,
he) dng chiét
I]]'d:lll
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- 11.2. Nha sin xuiit: Asan Pharmaceutical Co., Ltd (DPia chi: 163, Yeongcheon-ro, Dongtan-myecon,
~Hwaseong-si, Gyeonggi-do, Korea).

Tén sinh pham

. Ag bion oy R Tié “ich . ]
STT| chan doan in vitro/ Hoat‘chat —— l‘)z.mg‘ b " Ql,ly e So ding ky
Ham lugng bao ché | tho | chuan dong goi

Tac dung chinh

Chlorophenol do (0,05
Asan Helicobacter Test mg/L); Urea (1 mg/L);

74 (phat  hién vi khuén Natri acetate (0,03 Khay 12 TCCS Hop 50 khay | SPCD-TTB-
H.pylori trong mau sinh | mg/L); Kali Chloride (1 thir thang thir 731-19
thiét) mg/L); Thach agar (3
mg/L)

TUQ. BQ TRUONG =
HURG ,
VA CONG TRINH Y TE
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