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BO YTE CONG HOA XA HQI CHU NGHTA VIET NAM
Poc lap — Tw do — Hanh phic
DANH MUC 77 SINH PHAM CHAN DPOAN IN-VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM - DQT 34
(Ban hanh kém theo Quyét dinh s6 5068 /OD-BYT, ngay 8 / M/ 2017)
1. Cong ty ding ky: Abbott Laboratories (Singapore) Pte. Ltd (Pia chi: Maritime Square, # 11 - 12 Day B,
HarbourFront Centre, 099253 - Singapore)
1.1. Nha sin xuit: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)
Tén sinh phidm By z. . :
STT| chin doan in vitro/ Hoat‘chat chinh- I‘}ang‘ Tuoi Tle:u Ql:ly ca(fl_l S& diing ky
Téc dung chinh Ham luong bao che | tho chuin déng gobi
ﬁghgefzt““'ﬂcv Khéng nguyén HCV Hop 100 xét
(phi hién dinh tinh khang | FIC43; Khéng nguyén Bghip, P
paat en N AN Khang |- gev ¢100-3;CKS- Dang | 07 500 xét | SPCD-TTB-

1 theé khang virus viém gan : s ; NSX A 5
C (anti-HCV) trong huyét Protein Lysate; SOD, long thang nghiém; hop 536417
e Dl 0%1 y khang thé tinh khiét 2000 xét
) 4 & khéang IgG ngudi nghiém
Architect EBV EBNA-1
IgG Reagent Kit Hb ;

. 5 i X : A op 100 xét
(dinh tinh khang thé IgG Khang nguyén EBNA-1 s . | )

2 | khdng Epstein-Barr Nuclear | va chit cdng hop tinh I])c’?r?g th‘; NSX “gls’;f(;“};élfp SE 2332, EB
Antigen-1 (EBNA-1)trong | khiét khang IgG ngudi g & e
huyeét thanh va huyét trong gl
nguoi)

Architect EBV VCA

IgG Controls

g:igf. ]llrlin“gﬂ?gllaiﬁ il Huyét tuong ngudi da
Amﬁ?m‘?s N 4 v6i héa am tinh EBV,

A o osem U9 | huyéttuongngudida | Dang | 15 | yo | 2Chaix | SPCBTTB-
Ig“ggkh;fg khéfg - yégn v | voihoacd phan imgvéi | long | thing 8.0mL 538:17
(Viral Capsid Antigen - By 1go
VCA) ctia Epstein-Barr
Virus (EBV) trong huyét
thanh va huyét tuong ngudi)

Architect EBV VCA
IgM Calibrator
(hiéu chuan hé thong
Architect i System khi '
4 | hién khang thé 1gM khéng | voi héa co phan imgvoi | Dfn& | 13 1 nsx 2Ly i
EhwS : long | thang 4.0mL 539:17
khang nguyén vo (Viral anti-EBV VCA IgM.
Capsid Antigen - VCA)
cua Epstein-Barr Virus
(EBV) trong huyét thanh
va huyét twong ngudi)
Architect EBV VCA ;
IgM Controls Huyet tuong ngudi da - SPCHLTTB-

5 | (u6cluongdd liplaiva | véi hod khéng cé phin '?c.ffg thléflg NSX 23?01:;-111; Ll

d6 sai l&ch hé thong ciia émg véi EBV IgM &
Architect iSystem khi
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dugc ding dé phat hién
khang thé IgM khang
khéng nguyén vo (Viral
Capsid Antigen - VCA)
clia Epstein-Barr Virus

(EBV) trong huyét thanh
va huyét twong ngudi)
Vi hat dugc phi khang
nguyén HIV-1/HIV-2 (tai
t hop) va khang thé HIV
Architect HIV Ag/Ab P24 (Con (g, chi)
Combo Reagent Kit "%‘;fs“‘g’:‘:’;('g‘hd*"f' Hop 100 xét
(dinh tinh dong thoi khang | |, . > - f‘n mv?}"téi nghiém, hop
nguyén HIV p24 va cic Y 3) ik délf 500 xét
¢ | khing thé khang virus gy | °. d?lf;um ciopepid | D€ [ 08 | yoo | nghiém hop | SPCDITTB-
suy giam mién dich & 2 2 ; long thang 4 x 100 xét 541+17
o lns 1 oxn s 1 s~ | tONghop HIV-1/HIV-2 cé S LR
ngudi loai 1 va/hodc loai 2 Ak i il nghiém, hop
(HIV-1/HIV-2) trong khéne thd HIV p24 c:.) 4 x 500 xét
huyét thanh va huyét dénhg 7 g d?nium nghiém.
rang ngud) (chubt, don dong) két hop
trong dung dich dém
phosphate véi protein (bo)
va chét 6n dinh bé mit.
1.2. Nha sin xuét:lAbbott Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo - Ireland)
Tén sinh pham I X 2 :
STT| chén doén in vitro/ H°ﬁ;°'"l“ chiak: b‘;‘-‘“ﬁx 1;1‘:‘“ :“’}' Qd:;y °“g'.‘ s& dang ky
Téc dyng chinh m lugng o che ¢ | chuan ng goi
é;‘filll:::::)fm ItM Huyét tuong nguoi da
‘2 % 203 voi hda, ¢6 phan (mg véi
(hlq:u.chuan cho hé thgng anti-CMV IgM, va
, | prehitectiSystemkhi | khong co phin imgvéi | Damg | 06 | .o | lchaix | SPCD{TTB-
hyc hién xét nghiém dinh | "y a0 BV RNA, | Iong | théng 4.0mL 542117
tinh khang thé IgM khang hay HIV-1 Ag,
Lylomegr ovirus tong anti-HIV-1/HIV-2
huyet thanh va huyet va anti-HCV ’
twong ngudi)

1.3. Nha sin xuat: DENKA SEIKEN CO.,.LTD (Pia chi: Kagamida Factory 1359-1, Kagamida, Kjigoshi

Gosen-shi, Niigata 959-1695, Japan) san xuét cho cong ty Abbott GmbH & Co.KG (Pia chi: Max - Planck -
Ring 2, 65205 Wiesbaden - Germany)
Tén sinh pham 7 z e p
y e Hoat chat chinh- Dang | Tudi | Tiéu Quy cach £ .
STT| chén doén in vitro/ g ! e So dang ky
Téc dung chinh Ham lwgng baoche | thg | chuin dong gobi
Architect PIVKA II gm"h"’"‘b'“ i‘g“‘i:' T
Calibrators ung trong mau chuan
(hiéu chukn hé dugc tinh sach tir huyét

g | théng Architect iSystem ﬁf?“gt;‘ag“f" @duoe | Dang | 07 | \gx | 6Chaix | SPCHITTB-

khi thyc hién dinh | emiavaxac el | long | thang 4.0 mL 543417
W I AT BTG khéng c6 phan img véi

PlVKA:H u*o;ng Hieyet HBsAg, HIV-1 Ag hay

yleh VA Inycenion g HIV-1 RNA, anti- HIV-1

AEOOD /HIV-2, va anti-HCV.

Architect PIVKA 11 Prothrombin ngudi str

Controls dung trong mau chim _

5 (kiém tra d0 xac thyc va dugc tinh sach tir huyét | Dang 07 NSX 3 chai x SPCH{TTB-
d5 chinh xac ctia hé théng twong ngudi da duogc long | thang 8.0mL 544417
Architect iSystem khi thuc |  kiém tra va xac nhan
hién dijnh lugng PIVKA-II khong cé phan g véi
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trong huyét thanh va huyét

trong ngudi)

HBsAg, HIV-1 Ag hay
HIV-1 RNA, anti-HIV-1/
HIV-2 va anti-HCV.

1.4. Nha sian xulit: Techno-Path Manufacturing

Ltd. (Pia chi: Fort Henry Business Park, B

allina,

Co.Tipperary, Ireland)
Tén sinh phim Hoat chét chinh D Tudi | Tie ,
STT| chan dodn in vitro/ R L SN i ok e Quy catfl} S6 dang ky
Tée dyiiig chinh Ham lwong baoche | thg | chuan | doéng goi
: Huyét thanh ngudi c6 bd
Multichem IA Pl
10 (th:-olgﬁieg:} lip Ialiliﬁa sung nhitng nguyén vt | Dang 25 NSX 12 chai x SPCD-TTB-
: IS W ligu héa sinh di duoc long thang 5ml 545417
quy trinh xét nghiém) ’ ok such
; Huyét thanh ngudi ¢ bd
Mul
. (th‘;;'ggiegll’ap fei sung nhimg nguyén vat | Dang | 27 | \oo | 12chaix | SPCP{TTB-
" " ti liu héa sinh da duge long thang Iml 546:17
quy trinh xét nghiém) tiili sach
Multichem S Plus Huyét thanh ngudi c6 bd 36 chai
12 (Assayed) sung nhimg nguyén vét Dang 27 NSX SCmall X SPCDA-TTB-
(theo doi d¢ 1ap lai cia liéu hoéa sinh da dugce long thang 547417
quy trinh xét nghiém) __tinh sach
Multichem S Plus Huyét thanh ngudi ¢6 bd
13 (Unassayed) sung nhirng nguyeén vit Dang 27 NSX 36 chai x SPCD-TTB-
(theo doi d¢ lap lai cua liéu hoa sinh da dugce long thang 5ml 548:17
quy trinh xét nghi¢ém) tinh sach
: Nuéc tiéu ngudi cé bd
14 %‘;thgfg:,}% lai cia sung nhitng nguyén vit Dang 21 NSX 12 chai x SPCP-TTB-
iy i I-fh tom) liéu héa sinh dd dwge | long | thang 5ml 549117
i ik tinh sach
Multichem WEBT Mau méu toan phan
ey i g ngudi cé bd sung nhim Dan 27 12 chai x SPCH-TTB-
15 (theo doi d¢ 1ap lai cua g SlLg A g NSX
nguyén vt li¢u héa sinh | long thang 2ml 550117

quy trinh xét nghiém)

di duge tinh sach

2. Cong ty Cb phan Thiét bj SISC Viét Nam (Dia chi: S6 48, ngd 245 Phd Mai Dich, phudng Mai
Quén Cau Gidy, Ha Noi, Viét Nam)
Nha san xuat: Ortho-Clinical Diagnostics, Inc., (Pia chi: 1001 US Highway 202, Raritan, New Jersey (

Dich,

)8869,

USA) san xuét cho Ortho-Clinical Diagnostics (Dja chi: Felindre Meadows, Pencoed, Bridgend, CF35 5PZ,
United Kingdom)
Tén.sinh philm Hoat chét chinh- | Dang | Tudi | Tiéu | Quy cich
STT| chén doén in vitro/ ool e z 1y cacl | S§ dang ky
Tic dyng chinh Ham luwgng baoche | tho | chuan | dong goi
Blood Groupin i 2 i
Reagents A:ti-i Kleang fnf con cong
. . Anti-A (IgM) tir chudt
(Monoclonal) Anti-B (don MI-gIO 4); Khan
(Monoclonal) Anti-D e y RANIE
(Anti-D-RH1) the don dong Anti-A
= (IgM) tir chudt (dong
(Monoclonal) Contrel | 3D3); Khang thé don Hop 100
Y et et dong Anti-B (IgM)tir | Thanh | 09 | oo | thanhthi, | SPCD{TTB-
RH ;eiez:ee(;n:'(gu ing | Chudt (dongNBI1.19); | thi | thing Hop 400 551:17
Cassette) (dinh tinll:xégc Khé At do'r} dbngA trnial
dinh nhém mau ABO va A?ngg(%g?{}tg Ac?;l G
khang nguyén D (RH1) . 1. g
trén hong cau ngudi va Aﬁ?ﬁg&%ﬂiﬁ? ’
x4c dinh c4c khang thé (dong D7B8) ¥
nhém méu bt thuong) g
9.
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* 3. Cong ty ding ky: Céng ty cb phin Y t¢ AMV Group (Pia chi: S8 47, ngd 205, ngach 323/83, Duong
Xuan Dinh, phuong Xuan Pinh, quan Bic Tir Liém, Ha Noi)

Nha sin xuat: Certest Biotec, S.L. (Dia chi: Calle J N° 1 Pol. IND. Rio Gallego II - 50840 San Mateo de

Géllego, Zaragoza, Tay Ban Nha)

STT

Tén sinh pham
chin doan in vitro/
Téc dung chinh

Hoat chit chinh-
Ham lwong

Dang
bao ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

So6 ding ky

17

CerTest Crypto
(phat hi¢n dinh tinh
Cryptosporidium trong
mau phén)

Vach thir: khang thé don
dong chudt khang
Cryptosporidium

parvum; Vach chimg:

Khang thé khang protein

dic hiéu; Cong hop céc

phan tir latex ¢é mau
lién két voi khang thé
khang Cryptosporidium
parvum; Cong hop céc
phén tir latex c6 mau
lién két v&i Protein
chirng dac hiéu.

Thanh
thir

24
thang

NSX

Hop 20 test

SPCP+TTB-
552:17

18

CerTest Entamoeba
(phat hién dinh tinh
Entamoeba histolytica va
Entamoeba dispar trong
mau phan)

Vach thir: khang thé don
dong chudt khang
Entamoeba; Vach

chimg: Khéng thé khang

protein dic hiéu; Cong
h¢p céc phan tr latex ¢o
mau lién két v&i khang
thé khang Entamoeba;

Cong hop cac phan tir
latex ¢6 mau lién két voi

Protein chirng dac hiéu.

Thanh
thir

24
thang

NSX

Hop 20 test

SPCP-TTB-
553:17

19

CerTest Giardia
(phat hién dinh tinh
Giardia trong mau phén)

Vach thir: khang thé don
dong chudt khéng
Giardia lamblia; Vach
ching: Khang thé khang
protein dic hi¢u; Cong
hgp céc phan tir latex co
mau lién két v6i khang
thé khang Giardia
lamblia; Cong hop céac
phan tir latex cé mau
lién két véi Protein
ching dic hiéu.

Thanh
thir

24
thang

NSX

Hop 20 test

SPCH-TTB-
554-17

4. Cong ty ding ky: Cong ty C6 phén Y té Dirc Minh (Pia chi: S6 51, ngd 205, ngéch 323/83, duong Xuén

Dinh, phudng Xuan Dinh, quén Bac Tur Liém, Ha Noi)

4.1. Nha san xuit: Alere San Diego, Inc (Pia chi: 9975 Summers Ridge Road, San Diego CA 92121, USA)

Tén sinh pham £ uiv ¥ - ’
STT| chindodnin vitro/ | o3t chatchinh- | Dang | Tudi | MG | Quy A | g5 ging kg
Téc dung chinh ong ¢ e
Alere Triage BNP Test x A
: < Hon hgp phan
(dinh lugng ham lugng : ; % :
_ T : ung: Khang thé da dong - P.TTB-
20 Betype T_:Iatrufretlc‘ Peptide chu¢t khang BNP; Pha The')fet 9 NSX Hop 25 test SP¢
trong mau mau toan phan | ; O 2 ; nghi¢m | thang 555-17
: £ sy ran: Khang thé don dong
va huyet tuong da khang chudt khéne BNP
dong bing EDTA) A 8
Alere Triage Cardiac Hon hqp‘phén trng:
Panel Khang thé don dong The xét 8 . SPCD-TTRB-
2L |"(dinh hiong him lrong  lawshudt khing CK-MB: | mghiem | tng | To~ | HeP23®t | T4sehq
Creatine Kinase Khang thé don dong
4/14
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(CK-MB), myoglobin va | chut khang Myoglobin;
troponin I trong m&u méu |  Khang thé don dong
toan phén va huyét twong | chut khang troponin I;
da khéng dong bing Pha rin: Khéng thé da
EDTA) dong chudt khang CK-
MB; Khéng thé da dong
chudt khang myoglobin;
Khang thé da dong dé
khang Troponin I
Hon hop Ehén g :
Alere Triage Cardio3 ii%rigk;h;ggﬁ;g_
*Anel . Khang thé don dong
g‘“h.“"’l‘lg. ERGIE | 5l Yhing CRAME ;
reatine Kinase 3 :
», | (CK-MB), troponinTva | Khéngthédondong | . o 1 4 : SPCD-TTB-
22 | B-Type Natriuretic chudt khéng Troponin I; ., thén NSX | Hop 25 test 557.17
ype e Pha rén: Khang thé don | "8Piém | thing
peprdctrongmau min | o b ot Ling BNP:
toan phén va huyet tuong théng thé da c%bn ?
44 khiing déng bing chudt khiing CK-MB:
ERLES) Khéng thé don dong
chudt khang Troponin I
Alere Triage D-Dimer Hén hop phan img;
Test Khang thé don dong
(dinh lrong ham lugng chugt 1D2 khang z 5 . }
23 | D-Dimer trong miu mau D-Dimer; Pha rén: The_icet th? NSX | Hop 25 test SPSS%F{;B
toan phan va huyét twvong Khéng thé don dong nghigm e |
di khang dong béng chudt 3B6 khang
EDTA) D-Dimer
Alere Triage
N'_I'-proBNP Test Hén hop phan img:
(i ang i eme o o )
S ; chudt khéan Thé xét A D-1'1B-
24 | Natriuretic peptide . NT-proBNP' Phga cn: nghiém | thing NSX Hop 25 test 559.17
(NT-proBNP) wrong iRy | 5 oo o 6td dom dosig i
mau toan phan va huyét : kﬁ ing NT. roBgNP
tuong di khang dong An e
bang EDTA)
Hon hop phan tmg:
Khang thé don dong
chu¢t khang CK-MB;
Khang thé don dong
chudt khang
Myoglobulin; Khéng thé
Alere Triage Profiler iﬁgg?ﬁﬁ?ﬁ;g?&g
(Sc?rﬁ Il:?(;fl Sl don dong chudt khang
Creatine Kinase (CK- | D-Dimer D2 Khéng N SPCP-TTB
L ONP va D -Dimertrong | 43 4. '4ang chudt kifng
A P;‘;“ 4 | CK-MB; Khing thé da
huyet twong da khéng ddng chult Mg
Goug balg BUTA) Myoglogbulin; Kha’mgg thé
da dong tir dé khang
Troponin I; Khang thé
don dong tir chudt
khang BNP; Khang thé
don dong chudt khang
D-Dimer 3B6

5/14




4. 2 Nha sin xuét: Bloneer Corporation (Dia chi: 8-11, Munpyeongseo-ro, Daedeok-gu, Daejeon, Han Quéc)

Tén sinh pham H ha A
| STT| chan doén in vitro/ oat‘c Stching- Pang‘ Tuoi T'e;}l Ql,ly ca'f].] S6 ding ky
Técdyng chinh Ham luwgng baocheé | thg | chuan | doéng goi
AccuPower HBV mgﬁ;emi;‘ i ot
Quantitative PCR Kit t‘g]igo Sy e ‘é"
(dinh lwgng DNA virus - Dang 12 SPCD-TTB-
26 ; c .
viém gan B (HBV) trong Cc;::,;ng d(:i;m P,IB;?’ long thang Nak | Hopoeiest 561-17
cdc mau huyét thanh hogic (P C)'gDEPCg g& (1;?;
h ’ -
uyét tuong ngudi) NTC)
HCV Premix gbm 2X
AccuPower HCV master mixture (10X
Quantitative RT-PCR buffer, dNTPs; Taq
Kit (dinh lugng RNA cua | DNA polymerase ; Rtase;
27 | virus HCV trong mau DTT) va Oligo mixture; ]i)‘ang tho,ﬁ NSX | Hop 96 test SP%E;-’{;FB-
huyét thanh ngudi hoge Chimg duong chuén u0e “0B 1
cac miu huyet tuong (RNA HCV) ; Chimg
chong dong bang EDTA) | dwong ndi kiém (IPC);
DEPC-DW (cho NTC)
AccuPower MTB Real-
Time PCR Kit MTB Premix gbém: Taq
(dinil tinh DNA cta vi DNA polymerase va
khuan lao (Mycobacterium | Oligo mixture ; ching _
28 | tuberculosis —MTB) trong duong (DNA MTB) ; [])3 B thléz NSX | Hop 96 test SPEGE;:T{B_
cdc mau béqh pham: nudc Chirng duong ndi kiém ong ng
bot, dich phé quan (BAL) (IPC) ; DEPC-DW(cho
hogc trong nudc ti€u NTC)
ngudi)

4.3, Nha sin xudt: DiaSorin South Africa (Proprietary) Limited (Pia chi: 22 Kyalami Boulevard,
Kyalami Business Park, Kyalami, 1684, Nam Phi)

Tén sinh pham

ngudi)

nguoi 30%; Cong hop
chira lién hop gdc khang
thé khang IgG ngudi;
Dung mdi pha cong hop
chira Albumin huyét
thanh bo (két tinh phan
doan V)

A . As vy -
STT| chin doan in vitro/ Hoat chitchinh- | Dang | Tudi | Hish | Quychel | 56 gang ky
Téc dung chinh am luong o che tho chuin ong go1
Giéng dugc phu khang
nguyén HCV; Dung méi
pha mau chita Albumin
huyét thanh bo phén doan
V; Chitng dm chira dung
dich Albumin huyét
Murex anti-HCV thanh ngudi 30%; Chimg
(version 4.0) . duong khang HCV chira
(Rl hivn khingthie St tumbduongthh. | pope | a2 Hop 96 test, | SPCD-TTB-
29 | khéng virus viém gan C véi khéng the khang i than NSX Hop 480 test 564-17
(HCV) trong mAu huyét HCV va dung dich g &
thanh hodc huyét twrong Albumin huyét thanh
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' 4.4. Nha sin xuét: Standard Diagnostics Inc (Pja chi:65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-
_do, Han Quoc)

Tén sinh pham
STT| chin dosn il:l vitro/ Hoat‘chﬁt chinh- I‘):.mg‘ Tubi Tiéﬂu Ql'ly CE'I(EI-I s6 dang ky
Tic dung chinh Ham luwgng baoche | the | chuan dong goi
SD Bioline Dengue NS1 Cong hop vang: cong hop
Ag vang- khang thé don dong
(phat hi¢n khang nguyén | chudt khing Dengue NS1; .

30 | NSI virus Dengue trong Vach thir: khang thé don Khh?y th2'4 NSX Hop 25 test SP??;F{EB_
mau huyét thanh, huyét dong chudt khang Dengue e A8 (il
turong hay méau toan phdn | NS1; Vach chung: IgG dé
ngudi) khang chugt

Cong hop vang: cong hop
vang- khang thé don dong
SD Bioline FOB chudt khang hemoglobin

31 (dinh tinh phat hién ngudi; vach thir: khang Khay 24 NSX Hop 25 test, | SPCD-TTB-
hemoglobin mau trong thé don dong chudt khang thir thang Hop 50 test 566-17
mau phan ngudi) hemoglobin nguoi; vach

ching: Immunoglobulin
dé khang chudt
Cong hop vang: khang thé
don dong chudt khang
Norovirus GI - chét keo
5 " vang; Cong hop vang:
o i Moo | King o g
mat clia cdc 'khéng nguyén khé;:g Noro\fims GTtL-‘ :.:hat 24 SPCH-TTB
32 | Norovirus Genogroup I Ko vziglg, Va(:‘h e Kh?y . NSX | Hop 20 test Lolleer
\ Khang thé don dong chudt thir thang 567-17
(GI) va Genogﬁroupaﬂ khéng Nosovins G ;
fgggi‘)“’“g I sl Vach thir: Khing thé don
dong chudt khang
Norovirus GII; Vach
chimg: Khéng thé dé
khang IgG chudt
SD Bioline TB Ag
MPT6S Rupid Cong hop vang: con
(dinh tinh sy co mit cia fom vinus khe'u; thég
khang nguyén MPT64 1a OR YRng- 1AnNg ¥
mf)t pnotein chiém uu thé dm},r;g;gf C\l}uo;!l ki]u.mg Kh 18 SPCH-TTB-
33 | clia céc loi vi khudn gly et g 4 | hang | NSX | Hop2Stest | =1 Jol o
bénh lao dién hinh nbopison | " - |
: 4 chudt khang MPT64;
(M.tuberculosis complex) tir v e o
: S ach chung: IgG dé
dich nuéi cay vi khuan lao khane chuat
trong méi trudng long hoic B
moi trudng nudi cay dic)

5. Cong ty ding ky: Cong ty TNHH Avanta Diagnostics (Pia chi: S6 286 Puong Giai Phéng, Phudng
Phuong Liét, Quan Thanh Xuéan, Ha N¢i)
Nha san xuit: CTK Biotech, Inc (Pia chi: #10110 Mesa Rim Road, San Diego, CA 92121, USA)

Tén sinh phém H &, i Z. i 2
x Sy Sy oat chat chinh- Dang | Tuoi | Ti€u Quy cich £
SEE cha? foduin ‘?tml Ham lwong bao ché | tho chuéin dong goi So fang ky
Téac dung chinh i i
OnSite Cholera Ag Viing cong hop: cdng hop Hop goém 25
Rapid Test vang khang thé khang te's.t t_hAL'r trong
(Pinh tinh phat hién va Cholera Ol, cong hop vang fanz 24 thi riéng, %5 SPCH-TTB-
34 | phan biét khang nguyén khang thé khang Cholera P hing NSX durég cu lay 569.17
Vibrio Cholerae 0139 va /0139, cong hop vang IgY-ga; mau phan
O1 trong mau phén Vach két qua: khang thé nguodi, 25 the
ngudi) khéng Cholera O1, khéng thé ID bénh nhan,
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khang Cholera O139; Vach

| huéng dan sir

chimg: khéng thé dé khang dung
IgY-ga
OnSite Filariasis (g D o
IgG/IgM Combo Rapid | PSP vang - khing nguyén .
Test Filariasis B. malayi, Hop gom 30
(Binh tinh phit hign ddng | 0N 1P vang khing test thir trong
ihhoR phin bRt khang baiif.iﬁ? cémﬁ”c;; i D 24 b g t3,01 lo | SPCD-TTB
35 | thé IgG va IgM khéng ky ook | B | ST | gy | DAOEELC 0 o
sinh triing giun chi bach iﬁ"f—g&ti]yé}ﬁh ket q}lé: khay thang dung dich pha 570-17
huyét (W. Bancrofti va ang the chuot khang - 510l
£ IgG-ngudi, khang thé hudng dan st
B.Malayi) trong huyét hudt khane I .
thanh, huyét fuong va Cvgg; chirngg _ a‘;‘gggh% dung
S tod e :
mau toan phan ngudi) 38 khiing 15Y-gi
116p gom 25
Viing cong hop: khang test thir trong
Onsie OBt Rapa | 1 g gt e
Test o U | e 24 VEA A | SPCDITTB-
36 | (Dinh tinh phi hign mén khing the khang khay | thang | oX | mauphan | e,
4n trong phin) hemoglobin nguoi 2; ngudi, 25 thé
Vach ching: khang thé ID bénh nhan,
dé khang [gG-chudt | huéng dan sir
dung
OnSite HAV IgG/IgM Ving cong hop: cong P
Rapid Test ‘ hop vang khang nguyén tHfi[i};gf) m 30
(Dinh tinh phét hién ddng | HAV, cong hop ving i S
thoi va phan biét khang IgY-ga; Vachkétqua: | ® i copgaci RS 5 BN
37 | thé IgG va IgM khéng khang thé chudt khan khang b NSX T?° da“ d‘? = kg
virus viém gan A (HAV) IgG-ngudi, khang thé ay e h 9 ljﬂgs !CL [
trong huyét thanh, hu)fét chudt khang IgM-nguoi; Fha rénnau d_{m .
twong va mau toan phéan Vach chiing: khéng thé u d aaa
ngudi) dé khang IgY-ga wng
Ving cong hop: cong AL A
OnSite hCG Combo hop vang khang thé tHS‘;'ihg." ’;’ 10
Rapid Test khang hCG, IgY-ga; - - f’ . .é“ °3 og .
38 | (Dinh tinh phat hién hCG | Vach két qua: khang thé | 2 & "y NSX ém“‘;L (;‘g’i 21l Tl
trong nudc tiéu va huyét khang hCG; Vach 2y ng | fé dg:r?s’fr [
thanh nguoi) chimg; khang thé dé -/
khéng IgY-ga Wig
OnSite hCG Combo V“‘f‘éﬁg"k';%;‘gg; o hg‘?]’ Hop gdm 50
Rapid Test hCG, IgY-ga; Vachkét | Dan 2 test thrtrong | chipirTR:
39 | (Dinh tinh phat hién hCG - 4 g . NSX thi riéng, 1
2 X qua: khéng thé khang que thang A 574-17
trong nudge tieu va huyét hCG: Vach chime: kha hudéng dan sir
thanh ngudi) .Y BTG, KL 0B dung
theé dé khang IgY-ga
. : Ving cdng hop: cong .
I(:nS_l REECS YL NS IENL hop vang khang nguyén Hop gom 30
apid Test i x <
S oy o HSV-1 téi to hop, cong test thir trong
(Pinh tinh phat hién dong . = i rieng. 30
thoi va phin bigt khing | 1OP Yans IgY-ga; Vach i ricng,
2 i ek ket qua: khang thé Dang 24 ong mao dan 10| SPCD-TTB-
40 | the IgG va IgM khang R o : NSX
: : chudt khang TgG-ngudvi, | khay thang uL, 1 lo dung 575:17
virus Herpes simplex 1 : A ~Llik : H
£ khang thé chudt khang dich pha mau 5
(HSV-1) trong huyet -~ :
£ : IgM-ngudi; Vach mL, 1 huéng
thanh, huyét twong va hfing: Lhine thé da dn 65 d
mau toan phan ngudi) ching: kudhg the e e
khang IgY-ga 1
OnSite HSV-2 IgG/IgM Ving cong hop: cong Hop gom 30 test
Rapid Test hop vang khéng nguyén thirtrong thi | <p oy 1R
41 | (Dinh tinh phat hién ddng | HSV-2 téi té hop, cong Eﬁ;‘g thzé‘:‘ NSX | riéng,30éng | © 1
thdi va phéan biét khang hop vang IgY-ga; Vach Y g mao dan 10 pL, 1
thé IgG va IgM khang két qua: khang thé 1 lo dung dich
8/14




virus Herpes simplex 2 chudt khang IgG-ngudi, pha mau § mL,
(HSV-2) trong huyét khang thé chudt khang | huéng dén sir
thanh, huyét twong va IgM-ngudi; Vach dung
mau toan phan ngudi) chimg: khang thé dé
khang IgY-ga
OnSite Leishmania Ving cng hop: cong
IgG/IgM Combo Rapid | hop vang khang nguyén Hop gbm 30
Test L. donovani rK39, cong test thir trong
(Dinh tinh phat hién ddng | hop vang IgY-ga; Vach tai riéng,30 ong
0 thﬁ;i va phan biét khang két qua: khang thé Dang 24 NSX nhé giot, 1 lo | SPCD-TTB-
the IgG va IgM khang céc | chut khang IgG-ngudi, |  khay thang dung djch pha 5-’?7’-1 7
phén loai Leishmania khéng thé chudt khang mau 5 mL, 1
donovani trong huyét IgM-ngudi; Vach huéng dén sir '
thanh, huyét twong va chimg; khang thé dé dung
méu toan phan ngudi) khéng IgY-ga
OnSite Leptospira Ving cfng hop: cdng
IgG/IgM Combo Rapid | hgp vang khing nguyén Hop gdm 30
Test . L.interrogans, cdng hop test thir tror:g
(Dinh tinh phat hi¢n dong | vang IgY-ga; Vach két thi riéng,30 ng
43 thdi va phan biét khang qua: khang thé chudt Dang 24 NSX |Mao dan 5 pL,| SPCD-TTB-
thé IgG va IgM khang khang IgG-ngudi, khay thang 1 1o dung dich 578-17
Leptospira interrogans khang thé chudt khang pha mdu 5 mL,
trong huyét thanh, huyét IgM-ngudi; Vach | huéng din sir
tuong va mau toan phén chimng: khang thé dé dung
ngudi) khang IgY-ga
OnSite Malaria PPy | |8 OB hop: cong. Hop gbm 30
Ab Combo Rapid Test Pof?téi ¢ 6gh cg“ng hy test thir trong
(Dinh tinh phét hién dong | . - khén"p;l " tii riéng, 30
th(;:ri va phén biét khang t:iigté hqu cr?ng AW ong mao dﬁl;l 2 |
44 the IgG, IgM vé. IgA ving ng-g,é' Vach két Dang 24 NSX vach lay mau SP(iL‘:BfTTB-
khang Plasmodium b e khay thang 10/20 pL, 1 Io 579-17
; qua: khang nguyén Pf :
Sfalciparum va ti th hop, khéng dur:g dich pha
Plas‘modium viva.‘x ooy nguyén Pv l,'&i t6 hop; iy 3 rr;l.,, l.
hl{-;)’e:i thtan;:; hﬁ;’et tuo;ig Vach chimg: khéng thé hmfn:j%1 ;ian sir
| i dé khéng IgY-ga :
Hop gdm 30 test
Ving cfng hop: cong tbir trong‘tili
OnSite RF Rapid Test hop vang globulin mién néng,?;gat:lng
(Dinh tinh phat hién hé s6 | djch G, IgY-ga; Vach mao da TTR.
45 | thip khép (RF) trong két qua: Globulin mién Ef::g th2é‘:‘ NSX (SuL),1lo SP?E),T;B
huyét thanh, huyét tvong | dich G; Vach chimg: Y g dung dich pha
va mau toan phan ngudi) khéang thé dé khing mau 5 mL, 1
IgY-ga hudu:ig dan sir
ung
Hop gom 25 test
thir trong thi
riéng, 25 ong
chiét mau, 25 |
OnSite Strep A Rapid Vung cong hop: cong ' ::lue‘phét mau |
Test hgp Biotin khang the tigt E’L;ng. lc:f)llﬂ '
(Pinh tinh phat hién khang Strep A, IgY-ga; mL dung dic 1 i
46 | khang ngujfén lién cau Vach két qua: khang thé Eha::g thzé?'n NSX | chiet mau A, 1 SP?;E)I _T;HB
khudn nhém A (Strep A) |  khéng Strep A; Vach Y 8 lo 10 mL dung
trong dich ¢b hong cua chimg: khang thé dé dich chiet mau
ngudi) khang IgY-ga dB. 1 (Iio iooh?rkg
ung dich ¢
duong Strep A,
1 19 200 puL
dung dich chimg
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am Strep A, 1
huéng din sir
dung
OnSite Syphilis Ab Viing cong hop: khang Hop gom 30
Combo Rapid Test nguyén Trelponema test thir trong
(Dinh tinh phit hi¢n Pallidum t4i to hop, IgY- tai riéng,30 ng
47 | Khing thé IgG, IgM va g3; Vach két qua: khang | Dang 24 | \sx |nhogiot, 1o | SPCD-TTB-
IgA khang Treponema nguyén Treponema khay thang dung djch pha 582-17
pallidum (TP) trong huyét Pallidum tai t& hop; méu 5 mL, 1
thanh, huyét twong va Vach chimg: khéng thé huéng dan sir
mau toan phan ngudi) dé khang IgY-ga dung
OnSite Troponin I Ving cong hop: cfng Hop gom 30
Combo Rapid Test hop vang khang thé t:ffit ::él;;r(;nog
(Pinh tinh phat hién khang c¢Tnl-1, IgY-ga; £ . -
48 Troponin I co tim (cTnl) Vach lg(ét qua: khgénggihé Dang 2.4 Nsx |°"8 nhé g'?t’ 1| SPCD:TTB-
va phirc hgp ctia n6 trong khéng cTnl-2; Vach khay thing o du? gdich ol
huyét thanh, huyét tuong chimg: khang thé dé i o S:mL.’
va mau toan phan ngudi) khang IgY-ga 1 huo;fn;lan o
OnSite Typhoid Vimng eong bop: cjng hop
IgG/IgM Combo Rapid | '2n&khingnguyénSS. Hop gdm 30
Test htyph} H t:;to hop, coﬁngq test thir trong
(Dinh tinh phét hién dong | "OP ‘l;?“g T i i tii riéng, 30
4o | theivaphan bigtkhang || DPL OO MR8 | pang | 24| |éng nho giot, 1| SPCD-TTB-
thé IgG va IgM khéng op ¥Rl Ehfn fhz If‘ﬂ Y khay | thang lo dung dich 58417
Salmonella typhi (S.Typhi) khq,ua' BV S u?t pha miu § mL,
4 . £ ang IgG-ngudi, khang 3 x g
va paratyphi trong huyét thé chudt khéne IeM- 1 huéng dan sir
thanh, huyét trong va mau Ao apg gM' dung
todn philn tigudi) ngudi; Vach chimg: khang
thé dé khang IgY-ga

6. Cong ty ding ky: Cong ty TNHH Dwgc phim Minh Tién (Pia chi: S6 21, ngd 27, phé Vii Ngoc Phan,
phuong Lang Ha, Quan Péng Pa, Ha Noi)
Nha san xuit: Weifang Kanghua Biotech Co., Ltd (Dia chi: No. 699 Yuehe Road, Economic development
zone, Weifang, 261023 Shandong, China)

A . A
STE| sl ol Hogt chit chink- | Dgng | Tubi | Tibu | Quycich | ogpy,,
Tée dyng chinh Ham lugng bao ché | tho | chuan dong goi
C(’)nig hop vang: khang
the don dong chudt
4 ts Eregnaney: Test Khing beta HCG - keo Nha . |
(Colloidal Gold) . S . 36 > Hop 1 que SPCH-TTB-
0 | (Dinh tinh phét hién heG | 2% Vach thir T:khing | Quethir | 0 | san thir 585-17
tro;lg nuc tidu ngudi) thé dé khang HCG, Vfch xuat
ching C: khang the
khang IgG chudt tir dé

7. Cong ty dang ky: Cong ty TNHH Giai phap khée Thai Dwong (Dia chi: S6 8, ngach 112/59, Ngoc
Khanh, Giang V8, Ba Dinh, Ha Noi)
7.1. Nha sin xuit: Arbor Vita Corporation (Dia chi: 48371 Fremont Blvd, Suite 101 Fremont, 94538, CA, USA

Tén sinh pham £ £ wa :
STT| chén dosn in vitro/ Ho;lt‘ ch::t Chink: b]‘)i,m[gl‘ 1;:0] :le::l (guy ca?‘.‘ So dang ky
The dung chinh am lwong a0 che 0 | chuan ong goi
OncoE6™ Cervical Test | Khang thé bat giit don
(Xét nghi¢ém dinh tinh dong khang HPV16 E6; | Que thir
nhim phaét hién lugng Khéng thé bét giir don va cac 24 SPCPLTTB-
51 | oncoprotein E6 ting 1én dong khang HPV18 E6; | lo thudc thén NSX | Hop 24 test 386-17
thé hién s c6 mit ciia Khang thé phét hién don | thir dang &
virus papilloma & nguoi dong khang HPV 16 E6; long
(HPV) ching 16 va 18 Khang thé phat hién don
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trong mau dich té bao ly
giai)

dong khang HPV 18 E6;
HPV16-E6 protein;
HPV18-E6 protein

7.2. Nha sin xuit: nal von minden GmbH (Dia chi: Carl Zeiss Strasse

12, Moers 47745, Germany)

-~ - ; :
gin Te";‘?" plim °}“‘“ Hoat cht chinh- | Dang | Tudi | Tiéu | Quyecich | o .
g Ham lugng bao ché | tho | chudn | dong goi S0 ke ky
Tic dung chinh i
Khang thé don dong
NADAL Adenovirus Adenovirus; Khang thé
cassette 1gG tho Strepravidin; " | )
52 | (xétnghi¢m dinh tinh phat | Khingthédondong | 12 | %' | NSX | Hop 10test SP?;EB
hién Adenovirus trong chudt khéng Adenovirus; 8
mau phan ngudi) Khang thé da dong dé
khang IgG chudt
Khéng thé don dong
NADAL Rotavirus khang Rotavirus; Khang
cassette thé IgG tho Streptavidin; TTR.
$3 | (xét nghigm dinh tinh phét | Khngthé dadongthe | X% | 24 | Nsx | Hopiotest | SPCRTTTE
hién Rotavirus trong mau | khang Rotavirus; Khang &
phan ngudi) thé da dong dé khang
I1gG chudt

7.3. Nha san xuit: Qualpro Diagnostics - A Division of Tulip Diagnostics (P) Ltd (Dia chi: Plot Nos
Phase II C, Verna Industrial Estate, Verna - 403 722, Goa, India)

88/89

Tén sinh pham £, 1. : . Z
NP Hoat chét chinh- Dang | Tudi | Tiéu | Quy cich P .
STT| chan doan in vitro/ i 3 £ So dang ky
Tic dung chinh Ham lwgng bao ché | thg ch_uﬁn dong goi B
; ; Khéng thé don dong | Khay thir
Qualisa Malaria khén & iy A "
I ol 7 g pLDH; Cong hgp | vacac lo Hop 96 test; | i
54 | (dinh tinh phat hién khang | g G e e thir | 12 | NSX | 192 test; 480 | SPEDTTB
nguyén sot rét pLDH £ e thang 589-17
huyet thanh dé khang dang test
trong mau mau toan phan) chudt ng

8. Cong ty ding ky: Cong ty TNHH Medicon (Pia chi : S6 17, 16 12A, Khu d thi Trung Yén, Phuong
Yén Hoa, Quan Céu Gidy, Thanh phé Ha Noi, Viét Nam)
Nha sin xuat: Céng ty TNHH Medicon (Dia chi try s¢ : S6 17, 16 12A Khu @6 thi Trung Yén, Phudng
Yén Hoa, Quan Céu Gidy, Thanh pho Ha Noi, Viét Nam. Dia chi san xuit: Cum Cong Nghiép Trudng An, Xa
An Khéanh, Huyén Hoai Pirc, Thanh phé Ha Nbi, Viét Nam)

Tén sinh pham ¥ 2B -
P Hoat chit chinh- Dang | Tudi | Tiéu Quy cach £ :
STT| chén doan in vitro/ i sno o6i | S0 dang ky
baoché | tho | chuin | déng goi
Téc dung chinh Sl ey s X =k
Hop gbm 30
HAYV IgM Rapid Test Vung cong hop: khing tes?ﬁl%ir trong
(Dinh tinh phat hi¢n thé chuft khang lgM i Fidig, 30
k!léng 1;.[}6 IgM khang clia ngudi; Vach két Dang 24 éngnhé mau | SPCD-TTB-
55 | virus viém gan A tron qua: khang nguyén kha théng NSX 5 ul, 1 dung 590-17
huyét thanh hoZc huyét HAV tai t6 hop; Vach Y di(;h dém
trong ngudi) chimg: Khéng thé dé Sml, 1 huéng
khéang IgG chudt dan sir dung
HBcAb Rapid Test ' gém b
e s . Vung cdng hgp: khan test thir trong
(Dinh tinh phét hi¢n sy c6 i gL 24 thi riéng, 40 | SPCD-TTB-
i tno thé khi thé khang HBc; Vach Dang NSX | & 7
56 | mét cua khang t ¢ Khang két qua: HBcAg; Vach khay thang ong nho mau, 591-17
HBc trong huyet thanh o 1 hudne dan
X . chirng: SA-IgG wéng
hodc huyeét tuong ngudi) &t i
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HBeAb Rapid Test

Hop gom 40

_ (inh tinh phét hién sy c6 Vﬁ:lg cf;‘mg hop: khéng test tFu‘: trong
57 | mit cia khéng thé khdng tile k}{ang HBe; Vach Dang %4 NSX thi riéng, 40 | SPCD-TTB-
HBe trong huy &t thanh két quz::m: HBeAg; Vach khay thang 6ng nh6 mau, 592-17
hodc huyét tuong ngudi) chimg: SA-IgG 1 hL‘ro;g i
str dung
HBeAg Rapid Test Vung cong hop: khang Hop gom 40
. ’ . A
(Dinh tinh phat hlxén sur co theé chut khang test thir trong
sg | mat c]fla khang the kha'u}g HBeAg-1 1 Vach két qua: | Dang 24 NSX thiriéng, 40 | SPCH-TTB-
nguyén HBe trong huyet khang thé chuot khdng | khay | thang 6ng nho mau, 593-17
thanp' hodc huyet tuong HBeAg-2; Vach ching: | huéng dan
nguoi) IgG-dé khang chudt str dung
HBsADb Rapid Test Ving cong hop: Lab HQ]?‘J[hg.ém 4
(Dinh tinh phat hiénswcé | HBsAg; Vach két qua: b
3 £ e d D 24 tdi riéng, 40 | SPCD-TTB
59 | mat cua khang thé khang khang nguyén HBsAg; kﬁlng : NSX | Jooeil el i
HBs trong huyét thanh Vach chimg: ay: || thang oln]% nio rge:u, i
hodc huyét twong nguoi) Streptavidin IgG-tho sl.irro;llﬁlgan
HBsAg Rapid Test ¥ilog song bop: Kkng Hip gom 40
(Dinh tinh phat hién s c6 | ot ¢ V“‘-"h e | o ’ testtr t“;“g
60 | mat ciia khang nguyén i soledh e s0g , N§x | futGed0 | SPADITTB.
HBs trong huyét thanh P}(gagg th\? df}: kl;le}ng khay thang ong l'l!'lO mau, 595-17
hokc X sAg; Vach chimg: 1 hurémg dan
Gje Buyet bidug ngpol) IgG-dé khang chudt sir dung
. Vung cong hgp: khang Hop gom 40
HCYV Rapid Test 2 bk :
(inh tnh phidt sien st co I}g-ugenh}fc%y tazi-tﬁhlﬁp- D 24 e tmil y | spcp.TTB
61 | matcia khang thé khang | > ' ach xetqua: Ahang | - Dang , Nsx | fineng, 40 |
HCV trong huyét thanh gguzen;{(;\f tai io(l}lqgj- khay thang on}g; nho rgg;ll, 596-17
£ . ; Vach ching: 1gG-dé 1 huong da
hodc hu?’elt't‘u-cﬁlg' nguoi) khéng chubk, sit d}-‘ ng
. Vung céng hop: khang Hop gom 40
gir IgG/igM Rapid nglug-.“fn :[EV \t{éi t}é:) ll:gp, test thir trong
T s Nk ; -chudt; Vach két thi riéng, 2
(Pinh tinh phat hién su co g ; siueh T8 4 : !
62 | matcua khang thé IgM klf‘,“é' i‘hé“g “‘;."tﬁt Iahang h‘?:4 NSX df‘““%lg ien SP?@'TP )
va IgG khing HCV trong | ‘1138 &2 18U0L WISLE | Kay | fhane el Bk
huyét thanh hodc huyét - .}10 ang gM A
Hxong g ngudi; Vach ching: hudng dan sir
IgG-dé khang chuét dung

9. Cong ty diang ky: Céng ty TNHH Thiét bj va Djch vy Ky thuit Phuong Péng (Pia chi: S6 14, ngach
22 ngd 183 dudng Hoang Van Thai, Phudng Khuong Trung, Quan Thanh Xuan, Ha Noi)
9.1. Nha sin xuat: Egy Chem for Lab Technology (Dia chi: 83 Abdel-Hamid Badawy St. Heliopolise,
Cairo, Egypt )

Tén sinh pham

A ’ A I -
STT| chin doén in vitro/ Hogtchitchinh- | Dgng | Tuoi | Tien | Quyeach | gelygy, yg
S : Ham lugng bao cheé | thg | chuan | ddng gbi
Téac dung chinh
3 ; Dong té bao nubi ciy Nha %
Biomed Anti-AB : 4 Dang 24 Hép 3 1o SPCD-TTB-
& |ipishnemmaninoy | AMPABSBIOAVE | oo | g | S 10 ml 598-17
Anti-AB 503100B xuét
o4 | Biomed Anti-A (IgM) Déngtéblonudichy | Dang | 24 T:;‘; Hop3lo | SPCD-TTB-
(Pinh nhém méu ABO) Anti-A 500100 long | thing | S°f 10 ml §99-17
65 Biomed Anti-B (IgM) Dong té bao nubi cdy Dang 24 T:;lna Hop 3 lo SPCD-TTB-
(Pinh nhém mau ABO) Anti-B 501100 long thang saf 10 ml 600-17
Bionied And-D Dong tébaonudichy | Dang | 24 | "2 | Hop3lo | SPCH-TTB-
66 | (ghitighs) Anti-D 502100 long | thang | %7 10 ml 601-17
(Pinh nhém mau ABO) xuat
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"+ 9.2, Nha san xuit: Sifin Diagnostics Gmbh (Dia chi: Berliner Allee 317-321, 13088 Berlin, Germany)

) Tén sinh phim £ x - .
| STT|  chin dodn in vitro/ H“ﬁ‘;}"‘?‘ il b].)""gg 1;:"' :“"}' Qd',‘y cich | of Wang ky
T —"— wong ao che 0 | chuan 6ng goi
Allﬁ-A Nh\
67 (Phat hién cac khang Dong té bao nubi ciy Dang 24 sz'ma Hop 1 lo SPCD-TTB-
nguyén cta h¢ nhém mau Anti-A A-11HS5 long thang k¢ 10 ml 602-17
ABO) Xua
Anti-AB X L3 g 5
cs | (Phét hién cic khing Dong (e bao A | Dang | 24 a | Hopllo | SPCD-TTB-
nguyén cuia hé nhém méu v Anti-B B 2D7 long thang xudt 10 ml 603-17
ABO)
Anti-B Nha
69 (Phat hién cac khang Dong té bao nudi cdy Dang 24 sin Hop 1 1o SPCH-TTB-
nguyén cia hé nhém méu Anti-B B 6F9 léng thang 4 10 ml 604-17
xuat
ABO)
SRED ARD . Dongtébaonudichy | Dang | 24 | "M@ | popilo | SPCH-TTB-
70 | (Phithién céc khing Anti-D BS 225 16 tha sén 10 ml 605-17
nguyén D hé RH) 0E ng Xuat I

10. Cong ty ding ky: Cong ty TNHH Thwong Mai - Dich Vy Ky Thuét Luc Tinh (Dia chi: 849 Trin
Xuén Soan, P. Tan Hung, Quén 7, Tp. H6 Chi Minh, Viét Nam)

10.1. Nha san xuit: Alere Technologies GmbH. (Dia chi: Loebstedter Str. 103-105 07749 Jena, Germany)

Tén sinh phim chin E o 2. o .
STT doan in vitro/ H“ﬁtﬁch‘ft Sex h].)?“lgl; Tﬂ‘:‘" :'e.%' g‘,'y cach | of ding ky
Tac dung chinh URSCE wo.che Q | chuan ong goi
Khéng thé don dong
PIMA CD4
£ Y- khang CD3 & nguoi PE- Hop 25 thanh )
71 (gg‘;‘ Jf‘(':"gf ftrl;‘:’ & D-HIDI; Khéng thé don Ti’h"f’h th'.s NSX | thir, hop 100 SPE&:{IB
> B dong khang CD4 & " g thanh thir
nghim) ngudi PE.

10.2. Nha sin xuit: Siemens Healthcare Diagnostics Inc. (Pia chi san xuét: 333 Coney Street, East
Walpole MA 02032, USA; Dia chi vin phong: 511 Benedict Avenue, Tarrytown, NY 10591, USA)

Tén sinh pham chén

A - A A -
STT Sk T vitvo! Ho;t& ch::t chinh- bI‘):gmlg1 A 'It‘ltllm 'i‘legu Qduy cag!: $& dang ky
Tie dyiig chifh m lugng ao che ¢ | chuan 6ng goi
Khéng thé don dong
chudt khang HAV danh
ADVIA Cent?urg aH_AV'I; déu acridinium ester;
(Dinh lugng téng khang thé |  Khang thé don dong |
72 |véi virus viém gan A trong [chudt khang HAV lién két %a:g 12 thang| NSX | Hop 100 test spgg_ﬁs
huyét thanh hoZic huyét cOng hoa trj véi cac hat &
tuong ngudi) thuan tir; Khang nguyén
HAV; Huyét thanh ngudi
¢6 khéng thé khang HAV
ADVIA Centaur® RUB M| Khing nguyén bit hoat
(Pinh tinh khang the IgM virus rubella (HPV 77); SPCPH-TTB-
73 |véi virus rubella tron khang thé don dong chudt It)él:g 12 thang| NSX | Hop 50 test 508-1 7
huyet thanh hodc huyét khéng IgMp ngudi; khang g
tuong ngudi) = the khéng Rubella IgM.
ADVIA Centaur Huyét thanh bd c6 khéng A test: | SPCH-TTB-
74 |TSH3-UL (Dinh lugng | thé don dong chuét khang ?ff;‘g 15 thang| NSX I:I%‘; 15%% w2 509-1 =
TSH, thyrotropin trong TSH déanh dau acridinium g
13/14 M“




huyét thanh va huyét tuong
ngudi)

ester; Khang thé don dong
khang huynh quang lién

két cong hoa trj véi cac hat

thuén tir (PMP); khéng thé

thanh nguai)

don dong chudt khang
TSH; TSH.
ADVIA Centaur® T3 2
: £ Khéng thé don dong Dang ; Hop 80 test, | SPCD-TTB-
75 |(Dinh lugng T3 trong huyét chugt khdng T3; T3. léng 11 thang| NSX 400 test 610-17

11. Cong ty ding ky: Sistar BH Korea Co., Ltd (Pja chi: 509, Owners Tower, 28, Hwangsaeul-ro 200
(ibaek) beon-ﬁil, Bundang-gu, Seongnam-si, Gyeonggi-do, Korea)
Nha sin xuat: Asan Pharmaceutical Co., Ltd (Dia chi: 122-26 Gieopdanji-ro, Gongdo-eup, Anseong-si,

Gyeonggi-do, Korea)
Tén sinh phim £ 2. .
STT|  chén dosn in vitro/ H"l’i_'lt. °"’:t i bfg“lgl; Tﬂ‘lw‘ cz:fg'n gzy mg'i‘ §6 dang ky
Téc dung chinh anLiwyng gene ? nee
Cong hop vang: HCV Hb
2y op 25
Asan Easy Test HCV fﬁi‘:‘é’n‘g‘:’:@tﬂg‘_‘ Khay thir
(dinh tinh khéng thé khdng | “pova Netahen” | pang | 24 | NBR | (motkhay | qpop pn
76 | virus viém gan C trong san thir/bao) va
£ £ (Core, NS3, NS4, khay thang X 611-17
huyét thanh hodc huyet ) ; xuat 01 lg dung
twong ngudi) N33); vach chiimg: dich trién
khang the 1gG Chat ke
dé khang lgn.
Cong hop ving: k?gyp s
Asan Easy Test H.Pylori H.pylori Ag tinh khiét Nha (mot kha
57 | (dinh tinh khang thé khing | cao-keo vang;vach | Dang | 24 cén | thirbao) > | SPCDTTB-
H.Pylori trong huyét thanh thir: H.pylori Ag tinh khay thang it 01 lo dun 612-17
hogc huyét twrong ngudi) khiét cao; vach chimg: dich trid &
hat bt giir vang ie 'tn;:n
g khai mau
, =
TUQ. B() TRUONG =i
VU TRUUNQ i
VU TRANG_,}I"HIET‘BL’VA CONG TRINH Y TE
(PR, /

guyen Minh Tuén
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