BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

Sé:3366 /QD-BYT Ha Noi, ngay & thang T nam 2017

QUYET PINH
V¢ viéc ban hanh danh muc 49 sinh pham chén dodn in vitro
dwge cap so ding ky lwu hanh tai Viét Nam - Dot 33

BQ TRUONG BQ Y TE

Can cu Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016 ctia Chinh phu vé
quan ly trang thiét bi y té;

Can ¢ Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiém vy, quyen han va co cauto chirc cia B Y te

Céan ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy
dinh viéc dang ky thudc;
~ Canciry kjép ctia Hoi ddng tw van cip s dang ky luu hanh véc xin va sinh
phamyteé-Bo Y t&;
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 49 sinh pham chén
doén in vitro duge cap so déng ky luu hanh tai Viét Nam - Dot 33.

Piéu 2. Cac don vi c6 sinh pham chén doan in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phal in s0 dang ky dugc B Y té Viét Nam cap 1én
nhan va phai chap hanh dung céc quy dinh cua phap luat Viét Nam vé san xuat va
kinh doanh sinh pham chin doan in vitro. Cac s6 ding ky cé ky hiéu
SPCH-TTB-...-17 ¢6 gia tri 05 ndm ké tir ngay cép.

Piéu 3. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Pidu 4. Gidm dbc S& Y té céc tinh, thanh phd truc thude trung wong va
Gidm dbc cac don vi ¢ sinh phdm chén doén in vitro néu tai Piéu 1 chiju trich
nhiém thi hanh quyét dinh nay./. P
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- Vién V& sinh Dich té Trung uong,
Vién Kiém dinh Quéc gia Véc xin va
Sinh phim y té;
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BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Paoc lap — Tw do — Hanh phiic

DANH MUC 49 SINH PHAM CHAN POAN IN-VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM - DQT 33

(Ban hanh kém theo Quyét dinh s6 3266 /OP-BYT, ngay 2J / F/2017)

1. Cong ty ding ky: Céng ty C6 phién sin xudit kinh doanh Duge va Trang thiét b y té Viét My (Dia chi:
1251 QL14, Ap 2, Xa TICI‘I Thanh, Thi xa Dong Xoai, Tinh Binh Phudc, Vn:t Nam)
Nha san xuat: Cong ty c6 phan sin xuit kinh doanh Dugc va Trang thiét bi y té Viét My (Pja chi: 1251
QL14, Ap 2, Xa Tién Thanh, Thj xa Pdng Xoai, Tinh Binh Phuéc, Viét Nam)

Tén sinh pham

STT|. chén dokn in-vitro/ Hoat chat chinh- | Dang | Tudi | Titu | Quyeich | oo o0 o
Tsc dyng chinh Ham lrgng baoché | tho | chuan dong goi
- F3
Quick Test HIV 1&2 (Dinh khlzﬂanglti}"l‘g’; C'Kﬁ“!g Hép gbm 25
tinh phét hién khéng thé B LY ke BADE khay tht, 25
. nguyén tai to hop HIV Khay 24 73 P SPCD-TTB-

1 khang virus HIV 1 &2 _ . , NSX ong hit va 501-17

trong huyét thanh hozc . (G;p36, GpdL), e thing huéng dan sir )

I i Khang thé dé khang IgG
huyét tuong ngudi) 5 dung
chudt

2. Cong ty diing ky: Cong ty Cb phan Thiét bj SISC Vigt Nam (Dia chi: S6 48, ngd 245 Phé Mai Dich,

phudng Mai Dich, Quan Cau Gidy, Ha N6i, Viét Nam)

Nha sin xuét: Ortho-Clinical Diagnostics (Dia chi: Felindre Meadows, Pencoed, Bridgend, CF35 5PZ,
United Kingdom)

Tén sinh pham chin

A . A I -

Téc dung chinh am eng nRe ¢ g8
VITROS
Immunodiagnostic
Products CMV IgM
Cal'}b;ator (hiél.é) cshué‘.n cac Iuy & trong ngudi
hé théng VITROS ke ‘ ) Ju—

2 | ECVECIQ, VITROS 3600, | QUorBthvoiCMV - Dang | 563 | nsx | F% e il i
VITROS 5600 dé dinh tinh | & "0 ”f’.”[g 4t g :
CMV I[gM trong huyét AmEnANGL g
thanh hodc huyét tuong
ngudi (EDTA, heparin
hodc natri citrate))
VITROS Hap 100
Immunodiagnostic gi?ngzgllﬁ; I0]
Products CMV IgM : ; : 0 20,4m
;| Reagent Pack (dinh tinh lﬂi“{fﬁggfﬁn E;I;’:otﬁ Dang | e pudn | nsx | thubethir | SPCD-TTB-
! khing thé IgM khang CMV | ™25 50 5 v o I6ng cong hop, 01 503-17

trong huyét thanh hodc ’ lo l_8_.0ml
huyét trong ngudi (EDTA, thuoe thir
heparin hodc natri citrate)) biotin

3. Cong ty ding ky: Cdng ty C4 phin Y té Pirc Minh (Dia chi: s6 51, ngd 205, ngéch 323/83, duong Xuan
Dinh, phuong Xuén Dinh, quén Bac Tu Liém, Ha Noi, Vi¢t Nam)
Nha sian xuft: Standard Diagnostics Inc (Dia chi:65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,

Han Quoc)

&




A . 2 -
Tén sinh pham chan

‘ 4 Al L. I3
STT|  doén in-vitro/ H"I‘f‘;, °'";‘ chiph: | Dung. | Tuol | Titw | Quyoich | of 40 1o
Tic dung chinh am lugng baoche | tho | chuén dong goi
SD Bioline Anti-HBs Cong hop vang: HBsAg-
(phat hi¢n dinh tinh khang keo vang; Vach thir; 1A
4 | thé khang HBV trong HBsAg; Vach chimg: K;‘;?y thi NSX I:‘?p fgot“t' SP?@'EB'
huyeét thanh hodc huyét khang thé don dong chudt u & p i uvitest *
tuong ngudi) Anti- HBs;
Cong hop vang : Khang
thé don dong chuft khéng
virus viém gan A- keo
SD Bioline HAV IgG/igMt | | van8: Khang nguyén
(phét hién, dinh tinh va g:ﬁ“g‘ﬁg"h:g?;::’hm
hén biét nh ; é 5 TTR.
s |phanbistnhanhkhingthe | G gpnoddon | K0 | 22 | nox | mopastest | SPCP-TIB
IgG va IgM khang vi rat dong chudt khiine 156G thir thang 505-17
HAYV trong huyét thanh £ chuot Xhang g
hogc huyét trong ngureri) ngudi; Vach thir M :
Khang thé don dong
chudt khang IgM ngudi ;
Vach chimg: khang thé
khang [gG chudt tir dé
Cong hop vang: khang
SD Bioline HBeAg (dinh ‘ii:ii’;i”faiﬁl‘&o
tinh HBeAg trong huyét 4 ¥ T Khay 14 " SPCD-TTB-
6 | thanh hoc huyét twong hwa“g the.don doeg thir | tugag | OX | Hop3Otest 506-17
ngad) chudt khang HBE?1 : Vach
chirng: khang thé khang
IgG tho tir dé
Cong hop vang: Khang
thé don dong chudt khang
SD Bioline HBsAg WB HBs ~keo vingit fng
(dinh tinh xac dinh su co hqp vang: Khing the IgY &
B tir ga — keo vang; Vach Thanh 24 Hop 30 test, SPCD-TTD-
7 mit cia HBsAg trong X 1 > ; NSX .
huvé P thir: Hon hgp khéng thé thir thang Hop 100 test 507-17
uyét thanh, huyét tuong : A
hodic méau toan phan) dom dong chugs khing
’ HBs; Vach chirng: Khéng
thé don dong chudt khang
IgY ga
Cong hop vang: khang
SD Bioline hCG (dinh tinh thé don dong chudt
xac dinh sur cé mit cla khang beta hCG —Keo “TTB-
8 human chorionic vang; Vach thir: khang TE:;lh th:i‘:l NSX Hop 25 test SPE{;%_ 17
gonadotropin (hCG) trong | thé dé hCG; Vach chimg: &
nude tiéu cia ngudi) khang thé khéng 1gG
chudt tir dé
SD Bioline HCG Fast (djnh | S978 hopvang: khing
: o : . thé don dong chudt khang A
tinh xac dinh sy c6 mit clia ; Hop 100 test
2 beta hCG — Keo vang; . 24 . SPCBH-TTB-
9 human chorionic = 3 | Quethir ha NSX | (25test/lox 4 509-17
onadotropin (hCG) trong AN ol etsiangs 4 08 sang 19) )
e tiéu cla ngudi ui; Vechichimg: Kidug
g thé dé khang IgG chudt
o . Cong hgp vang: khang thé
SD Bioline Leptospira IgM A Ryl
S > don dong chudt khang
(dinh tinh phét hién khing TeM ngadi — keo ving;
é ; - - ' ; D-TTB-
jo | theleMkhing Leptospira | “Goop o Teptospira | 020D | 1B | njox | Hop3Otest | SPe
interrogans trong huyét ) L thir thang 510-17
thanh, huyét tuong va méu lysata; Wgoh chitng;
A - Khang thé dé khéng 1gG
todn phan cla ngudi) 2
chudt
SD BIOLINE Malaria Ag | Cong hop vang: cong hop
P.f/P.v (dinh tinh phat hién vang- khéng the don 4 25 test/Hop : | SPCH-TTB-
11 phan bi¢t HRP-II dong chudt dc higu voi TE_laSh thzeing NSX 10 fest;’ngp’ 511-17
(histidine-rich protein II) P.f HRP-II; Céng hop
dac hiéu véi Plasmodium vang: cong hop vang- |
LY
2 4’/? |




Jaleiparum va pLDH

(Plasmodium lactate
dehydrogenase) d4c hiéu
voi Plasmodium vivax
trong mau méu ngudi)

khéng thé don dong chudt
dac hiéu vai pLDH cia
plasmodium vivax; Vach
thir P.f: khang thé don
dong chuft dic hiéu véi
P.fHRP-II; Vach thir P.v;
khéng thé don dong chudt
déc hi¢u véi pLDH cua
plasmodium vivax; Vach
chirng: IgG dé khéng
chudt

12

SD Bioline Troponin I
(dinh tinh Troponin I tim
(cTnl) trong huyét thanh,
huyét tuong va mau toan
phén ngudi)

Cong hop vang 1 : Khang
thé don dong chudt khéng
Troponin I tim — keo vang;
Cong hop vang 2 : Khang
thé tho khang LDH —keo
vang ; Vach thir: Khang
thé da dong dé khéng
Troponin [ tim (cTnl);
Vach chimg: khang
nguyén LDH téi t& hop

Khay
thir

24
thang

NSX

Hop 25 test

SPCB-TTB-
512-17

SD Dengue IgG Capture
ELISA (phat hién dinh
tinh khang thé IgG khéng
virus Dengue trong mau
huyét thanh ngudi)

Phién vi lugng phu trude
khéng thé don dong chudt
khang-lgG ngudi ; Khang
nguyén Dengue ; Khang
thé IgG don dong chudt
khang-Dengue lién két
véi dung dich peroxidase
cli cai ngyua (HRP): Huyét
thanh ngu¢i duong tinh
voi khang thé 1gG/IgM
khéng — Dengue da bét
hoat ; Huyét thanh nguoi
am tinh v6i khang thé
IgG/IgM khang — Dengue

Dang
long

18
thang

NSX

96 test/hop

SPCB-TTB-
513-17

14

SD Dengue IgM Capture
ELISA (phét hién dinh tinh
khang thé IgM dic hiéu véi
virus Dengue trong miu
huyét thanh ngudi)

Giéng vi lugng phi trudc
khéng thé don dong chudt
khang-IgM ngudi ;
Khang n%uyén Dengue ;
Khang the IgM don dong
chugt khang-Dengue lién
két v6i dung djch
peroxidase cu cai ngua
(HRP); Huyét thanh
ngudi duong tinh voi
khéng thé 1gG/1gM khéng
— Dengue da bat hoat ;
Huyét thanh ngudi 4m
tinh véi khang thé
1gG/1gM khang — Dengue

Dang
long

18

NSX

96 test/hdp

SPCD-TTB-
514-17

4. Cong ty ding ky: Cong ty TNHH Giii Phap Khée Thai Dwong (Pia chi: S6 8, ngach 112/59, Ngoc
Khanh, Giang V3, Ba Dinh, Ha N6i)
Nha san xuét: i+MED Laboratories Co., Ltd (Dja chi: 64/34 Moo 4, Highway No.311, Km.91.5 Pluak
Daeng. Rayoung 21140, Thai Lan)

Tén sinh pham chin

Tubi

Tiéu

A - i - h ,
1| oo | Botchitebini | Dang, | Tl | Ben | O steh | 4 ang s
Tac dung chinh ong ? g

i+LAB Alpha Thal IC Test | Monoclonal anti-Hb

(dinh tinh phat hién Hb Bart’s Ab; Monoclonal : 24 _ Hop 50 SPCDH-TTB-
2 Bart’s trong dung dich anti-mouse IgG; Que it thang B que thir 515-17

'hong cau ngudi ly giai) Colloidal gold particles

3
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5. Cong ty ding ky: Cong ty ding ky: Cong ty TNHH Medicon (Dia chi: S6 17,16 12A, Khu d6 thi
Trung Yén, Phudng Yén Hoa, Quin Cau Gidy, Thanh phd Ha N6i, Viét Nam)
Nha san Xuit: Cong ty TNHH Medicon (Dia chi tru so: S6 17,16 12A, Khu do thi Trung Yén, Phuong Yén
Hoa, Quan Ciu Giy, Thanh phé Ha Noi, Viét Nam, Dia chi san xuft: Cum Cong Nghiép Truong An, Xa@ An

Khanh, Huyén Hoai Dirc, Thanh phd Ha N¢i, Viét Nam)

Tén sinh pham chin

% Hoat chit chinh- Dang Tudi | Tiéu Quy cich £ .
STT doan in-vitro/ A sy 2 ; o S6 dang ky
. th huan | dong goi
Téc dyung chinh Ham lwong bao ché 0 |¢ g g
Hop gom 50
Viung cong hgp: khiang m;ﬂﬁ? rt]:on
thé chudt khang BhCG; oA
hCG Pregnancy Rapid Test e s . i riéng, SPCH-TTB-
16 | (Dinhtinh phét hién hCG | 18O-chudt vach ket qua: Dang 24 | NsX | cée nghiem
i & khang thé chudt khang que thang \ 516-17
trong nudce tieu ctia ngudi) : R 20mL va
ahCG; vach ching: 1gG- T
dé khang chudt R
T dung
n A
Ving cong hop: khang tlz;lsqipthgi?rt]rlof:%
LH Ovulation Rapid Test thé chudt khang BLH; tdi riéng. 50
(Pinh tinh phét hién dinh | 1gG-tho; vach két qua: Dang | 24 | TIENS 9% | SPCH-TTB-
17 IR e ; i o NSX coc nghiém
LH trong nudc ti€u cua khang thé chudt khang que thang s 517-17
; > . 20mL va
ngudi) LH; vach chirng: IgG-dé hudng d3n si
khéng tho g canse
dung

6. Cong ty ding ky: Céng ty TNHH Thwong Mai - Dich Vy Ky Thuét Luc Tinh (Pia chi: 849 Tran Xuan
Soan, P. Tan Hung, Quén 7, Tp. H6 Chi Minh, Viét Nam)
Nha san xuit: Siemens Healthcare Diagnostics Inc. (Pia chi san xudt: 333 Coney Street, East Walpole MA
02032, USA; Dia chi vin phong: 511 Benedict Avenue, Tarrytown, NY 10591 - 5097, USA)

Tén sinh pham chén

hay EDTA)

CTnl, cTnl tir bo.

STT doan in-vitro/ Hoflt;hg;t b e ]‘)z_mg‘ Tzéi Tiérfl %“y cg“f’.’ S6 ding ky
Téc dung chinh m lwgng bao che | tho | chuin ong goi
Khéng thé don dong khéng
ADVIA Centaur® HAV IgM H;f‘i' éiEll:iEiTrtl))és)t ;atﬁri:”
jg |(Pinh tinhIgM phan img V61| v/ 4t hoat; khang thé | Dang long |12 thang | NSX HGE o0, || SPCB-LIB:
virus viém gan A (HAV) - e phan tng. 518-17
trong huyét thanh ngudi) domw dénig chugt khdng TghM
ngudi, huyét thanh ngudi
chira [gM khang HAV.
ADVIA Centaur® Tnl-Ultra Khéng thé da dong dé A
(BPinh lugng troponin I tim khang CTnl danh du Hc:':p }00 C
19 |[mach (cTnl) trong huyét acridinium ester; 2 khdng |Dang léng|10 thang| NSX p: = lsr(r;g, S 5 199—1]""7["]3-
thanh nguoi chira heparin thé chudt khang khang thé ph?l?l émg i

7. Coéng ty ding ky: Céng ty TNHH Thwong Mai H

Phudmg Pa Kao, Quéan 1, Tp. H6 Chi Minh)

Nha san xuit: Phamatech Inc., USA (Dia chi: 15175 Innovation Drive

iing Phwong (Pia chi: 33-35 Nguyén Vian Giai,

San Diego, CA 92128, USA)

Tén sinh phim chéin ey v s ;
str| ity | Bogchtehinh | Dang | 0| Bl | Qo | Séaimels
Tiac dung chinh ong 0 &8
Khang thé don dong diic Hop ] que
hidu véi D NSI thir va Ig hoa
Pharmatech Dengue NS1 U VR PR _ chat; Hop 25
RN khang the 1gG chudt, , 24 S SPCH-TTB-
20 | Ag(phat hién NS1 trong g0 o Que thir NSX | quethirvalg
X cx khang thé dé khang IgG thang £ ke A 520-17
huyét thanh ngudt) i ; 1 - hoa chat, Hgp
chudt, khang thé chudt 50 que thir va
khéng Dengue NSI. 02 lo héa chét
21 Pharmatech Syphilis EIA Khang nguyén Dung 18 NSX Hop 96 phan | SPCB-TTB-
(phat hién khang thé 1gG Treponema pallidum dich thang ing, hop 192 521-17
p .
4 %/:D‘



khang Treponema pallidum
trong huyét thanh hoac
huyét trong ngudi)

(TP); huyét thanh ngudi
bat hoat khéng ¢ khéng
thé khang TP; huyét
thanh nguoi bét hoat co
khang thé khang TP;
khéng thé don dong déc
hiéu véi TP gin HRP.

phéan ting,
h{p 480 phan
ung

8. Cong ty dang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)
8.1. Nha san xuit: Roche Dlagnosln.s GmbH (Dia chi: Sandhofer 116, D 683035, Mannheim, Pirc)

Tén sinh phim chin

Hoat chit chinh-

Dang

Tudi

Tiéu

Quy cach

A . r
STT Ti“cagl;:g"c':]’i‘:h Ham luwgng baoch§ | the |chudn | donggsi | S° dAmE kY
CKL (dinh lugng creatine NADP+, D-glucose, "
22 kinase (CK) trong huyét HK (n4m men), G6PDH I]J_ang thl 3 TCCS Bop ZOP BRCB-TIB-
thanh va huyét twong ngudi) | (vi khuin), ADP ong ang X6; Dghicm PRl
Mg2+, ADP, AMP,
Diadenosine
pentaphosphate NADP
. (nim men),
CK-MB (dinh lugng : IS
,3 | isoenzyme MB ciia creatine ?IJI ;ﬁentylgsrég’;gg & | Dwme 18 | roes P;?JP&E ]\?; SPCD-TTB-
kinase trong huyet thanh va . Gl ! Creati ' long thang 6 chai x 5 mL 523-17
huyét twong ngudi) coli), Glucose, reatm;: chaix 5 m
phosphate, 4 khang thé
don dong khang CK-M
(chudt) kha nang (e ché:
>99.6 %
Khang thé don dong
khang IgM ngudi dénh
Elecsys CMV IgM (dinh tinh dau biotin (chudt),
khang thé IgM khang Khéng nguyén dic hiéu x
24 | cytomegalovirus (CMV) CMV (tii to hop, E [I)‘@Hg hl,s TCCS ng 11190 SPE;-T:}FB-
trong huyét thanh va huyét coli) danh d4u phirc hop ong thang xetngfilg )
fuong ngudi) ruthenium, Khang thé
IgM khing CMV (huyét
thanh ngudi)
Khéng thé don dong
Elecsys Cortisol I1 (djnh khang cortisol danh dau
25 lugng cortisol trong huyét biotin (ctru); Dan xuét Dang 15 TCCS Hop 100 SPCB-TTB-
“ thanh, huyét tuong va nudc cortisol (1bng hop), long théng xét nghiém 525-17
bot ngudi) danh déu phirc hgp
ruthenium
Hai khéng thé don dong
Elecsys HBsAg 11 quant 11 Ehar.lg HBsf\g dan!1 d
. g . iotin (chudt), Khéng
(dinh lugng khang nguyén thé don dins kiig
bé miit viém gan B (HBSAG) | r1nopn oong K0S Dang 12 Hop 100 | SPCH-TTB-
26 % HBsAg (chudt), khang 2 TCCS i vix i
trong huyét thanh va huyét & i dong khs long thang xét nghiém 526-17
tuong ngudi di xdc dinh Wedadang ey
duong tinh HBsAg) H.B’sAg (etxu) dﬂ!"h dau
phire hgp ruthenium,
HBsAg
Khang nguyén téi tb
hop dic hiéu HTLV (E.
coli)~biotin; Khang
nguyén tai ) hop dic
Elecsys HTLV-I/II (dinh tinh | higu HTLV déanh dau Dang
27 khang thé khang ; phic hop ruthenium; long va 15 TCCS Hop 200 SPCB-TTB-
HTLV-I/I1 trong huyét thanh | huyét thanh nguoi, dong thang xét nghiém 527-17
va huyét tuong ngudi) khong phan lmg véi kho
khéang thé khang HTLV,
huyét thanh nguoi, phan
(g voi khang thé
khéng HTLV v /2
5

1




Estradiol ITI (dinh lugng

Hai khéng thé don dong
khéng estradiol danh

28 | estradiol trong huyét thanh | du biotin (tho), dén o | e eey | o9 e | T
va huyét trong ngudi. xuat estradiol, ddnh du ong ang xctaghitan o
phtrc hop ruthenium,
PreciControl HBsAg II quant
11 (kiém tra chat lugng xét ; Dang 18 Hop 15 chai | SPCB-TTB-
29 ke oo : ?
nghiém dinh lugng Elecsys | [ BSA8 (ngudi) long | thang | 1CCS x1.3mL 529-17
HBsAg Il quant IT)
Huyét thanh ngudi, 4m
. tinh v&i HIV (khang
PreciControl HIV (kiém tra | nguyén va khang the), Da Hop 6 chai x
30 | chét lugng céc xét nghiém | huyét thanh ngudi, d?“g 1 2.0 mL SPCD-TTB-
Elecsys HIV combi PT va duong tinh voi khang kﬁ?ﬁg thang (thé tich sau 530-17
Elecsys HIV Ag) thé khang HIV, khéng hoan nguyén)
nguyén HIV p24 (E.
coli, rDNA)
Huyét thanh ngudi, 4m
. is tinh véi khdng thé Hop 6 chai x
FreoiControl HILV (kibm. - | 4 e pTiv L hiotony, | D8 15 1.0 mL SPCD-TTB-
31 tra chat lugng xét nghig¢m 5 Nt dong TCCS T &
Huyét thanh ngudi, X thang (thé tich sau 531-17
Elecsys HTLV-I/ID ; i khd . i 5
duong tinh vdi khang hoan nguyén)
thé khang HTLV-I,
Roche CARDIAC Ceontrol Dan Hop 2 chai x
32 Troponin T (kiém tra chat P dc‘;ng 18 TCCS 1.0 mL SPCD-TTB-
lugng ctia xét nghiém Roche p g Kh (‘? thiang : (thé tich sau 532-17
CARDIAC Troponin T) hoan nguyén)
- A \
Roche CARDIAC POC Khang U dordong
Troponin T (dinh lugng Khang woponin 5 Hdp 10 que
. y f chudt dénh dau biotin, . 12 - - ; SPCD-TTB-
33 cardiac troponin T trong méu K aar Que thir TCCS thar + 1 the
o F . khang theé nhan vang théng ~ 533-17
tinh mach chong déng : A ma hda
henatin don dong tir chudt
p khéng troponin T.

8.2.Nha san xuit: Roche Molecular Systems, Inc (Dia chi: 1080 US Highway 202, South Branchburg,

New Jersey 08876, M$)
Tén sinh pham chin Baoe z. on o
TT| | tminairas | Hoghltobnh | Do | Tobi | Ty | Qoveih | g g i
Téc dung chinh ong ¢ B8
COB{\S@ Poan mbi HBV xudi va
AmpliPrep/COBAS® ngugc, Doan do
- TaqMan® HBV Test, oligonucleotide danh Chit 25 TCCS Hop 72 SPCD-TTB-
version 2.0 (Dinh lugng dau huynh quang dic léng thang xét nghiém 534-17
DNA clia Virus Viém gan B | pigy y6i HBV va chuén
(HBV) trong huyét tuong va | ginh lugng HBV
huyét tuong ngudi) '
COBA,S® Taqu@ .l\.:iTB Poan mdi MTB, Poan
Test (dinh tinh phét hi¢n do oligonucleotide danh ‘ 2
35 | DNA cua phirc hop dhu hugnh quang déc Chat 24 TCCS }—qu 4§ SPCD-TTB-
Mycobacterium tuberculosis long thang xét nghi¢m 535-17

(MTB) trong méu dam long,
sach,cd dic, bao g{}m nudc
bot va dich rira phé quan

hiéu véi MTB va chimg
ndi Mycobacterium

st




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

Tén sinh phdm chin

STT|  doan in-vitro/ Hogt chidtchlinh- | Dgng | Tadl | Tiby | Quyche | of g b
Téc dyng chinh Ham luong bao che | tho | chuidn | doéng goi
Cong hop vang: Khang
Asan Easy Test AFP the tho khang AFP; Nha

36 (dinh tinh o-feto protein Vach thir: Khéng thé Dang 24 <in Hop 25 SPCD-TTB-
(AFP) trong huyét thanh ho&ic | chuft khing AFP; Vach khay thang z khay thir 536-17
huyét twong ngudi) chimg: Khang thé dé Kuat

khéng IgG tho
Cong hop vang: Khéng
Asan Easy Test Anti-HBs nguyén bé mat vi rit
(dgph tinh k{xangithé cua v;érp gan B; }/aclg thir: Dang 24 Nha Hop 25 SPCD-TTB-

37 | khang nguyén be mit HBs Khang nguyén bé mat Kh tha san khay thir 537-17
trong huyét thanh hodc huyét | vi rit viém gan B; Vach ay e xuat Y
tuong ngudi) chitng: Khang thé

khéng vi riit viém gan B
Asan Easy Test CEA Cong h?'p vang: Khilng
(xdc dinh khang nguyén the tho khéng CEA;; Nha
i 2 Vach thir: Khang the Dang 24 3 Hop 25 SPCD-TTB-

3% || cacinoentbryemie (CEA) | ypmone opai e | ¥ thang | 5% khay thr 538-17
trong huyét thanh hay huyét = lng b 4 g xuat Y
titong & ngudi) chu‘ng: Khéng thfz de

khang I1gG tho
Cong hop vang: Khang
nguyén tdi tb hop dic
Asan Easy Test Dengue higu Dengue; Vach thir
IgG/IgM (dinh tinh, phan 1: Khang thé don dong Hép 25
bi¢t immunoglobulin G chudt khang IgG ngudi; Nha kh‘ay thir,

39 (IgG) va immunoglobulin M | Vach thir 2: Khéang thé Dang 24 shti 25 dong mao SPCD-TTB-
(IgM) khang tat ca cac logi don dong chudt khang khay thang skt quan, 1 lg 539-17
vi rat Dengue tir huyét thanh, IgM ngudi; Vach dung dich
huyét tuong va méu toan chimg: Khang thé don trién khai
phan ctia ngudi ) dong chudt khang

khang nguyén Dengue
tai to hop
Cong hop vang: Khang
Asan Easy Test Dengue NS1 | thé Anti-Dengue NS1
Ag 100 vai keo va‘m_g; Vach thir: Nha Hoép 25 khay

40 (xdc dinh khang nguyén Khéng thé don dong Dang 24 sy thir, SPCB-TTB-
Dengue vi rit NS1 ¢ trong (chudt) anti-Dengue khay thang <ulbt 25 ém'g nho 540-17
huyét thanh, huyét tuong va NS1; Vach chimng: giot
mau toan phan ciia nguréri) Khéng thé dé khang

1gG chugt
Khang thé don dong
khang Hemoglobin, ] Hgp 25 khay
” ‘?Sﬁgxiﬁ Igftnfaouiong khing thé dondong | Dang | 24 | Lo |thu,1lodung | SPCB-TTB-
}F:ﬁn igurdd) khang Hemoglobin géan khay thang xudt dich trlsn 541-17
phan ng vang, khang thé dé khai mau
khang [gG chudt
Cong hgp vang: Khéng

nguyén bé mat vi rut
Asan Easy Test HBs viém gan B (chudt); Nha i _

42 (dinh tlinh khang nguyén Vach thi: Khang Dang 24 s&n Hop 25_ khay | SPCB-TTB-
HBs trong huyét thanh hogc nguyén bé mat vi rit khay thang it thir 542-17
huyét tuong ngudi) viém gan B; Vach

chimg: Khang thé dé
khang 1gG chugt.
7
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Asan Easy Test HIV 1/2

Cong hop vang: Khang
nguyén HIV ¥ tai to

hgp; Vach thir 1: Khang |

(dinh tinh phan biét khang nguyén HIV 1 (p24 va NES Hop tﬁr khay

43 thé HIV loai 1 va loai 2 gp41) téi td hop; Vach Dang 24 an 1o de SPCB-TTB-
trong huyét thanh, huyét thir 2: Khéng nguyén khay théng <udt dich triéE 543-17
tuong va mau toan phan cia | HIV 2 (gp36) tai to hop; ' Khi miu
ngudi) Vach chimg: Khéang

nguyén khang HIV %
tdi to hyp da dong (i dé
Cong hop vang: Khang
thé don dong chudt
khang influenza A,
g i Hop 25
Asan Easy Test Influenza A/B (b i f? aniaug . Nha que thir,

44 (phat hién phan biét, dinh Vach t}%ﬁ- I* Khén t‘hé Dang 24 <At 1 lg dung SPCb-TTB-
tinh cim tuyp A va tuyp B idsdbbac ) que | thang : dich trién 534-17
trong dich tiét mii hong) don dangchuit kikng s khai, 25 tdm

: influenza A; Vach thir l;c")n
2: Khang thé don dong &
chudt khang influenza
B; Vach ching: Khang
thé dé khang 1gG chudt
Cong hop vang: Khang
. thé don dong chudt
Qéznafisg Test Malaria khang Pf HRP-II; Céfg
ST 5 hop vang Khang the
tf}i*t‘a]:h';f; :g:; g‘:ﬂc’;g}ll:gl don dong chubt khidng Hop 25 khay
' : Tl A thir, llo d
P.falciparum va Plasmodium PaghELDE’;\?Ch dt.h ke Dang 24 I;I;: :ich ?ri éL:-; e SPCD-TTB-

43 khéc (histidine-rich protein e i khay thang £ . x 545-17
1 (HRP-II) i Plageibtliim chudt khang Pf HRP-II; xuat khai mau, 35
lactate dehydrogenase Vach thir 2: Khang thé que lay mau
(pLDH)) trong mau toan dog;lnogﬁ[c)l:;{o\tjl;il;n g

S " ] ]
pRS GO RERHT) chiémp: Khéng thé dé
khang IgG chugt
Asan Easy Test PSA _ Cs;gtl;lﬁpk;ﬁgglg(slﬁng
(Cinh tish Khang AEYe 4B | Vech thir: Khangthé | Dang | 24 Nb& | Hop25khay | SPCD-TTB-

46 | higu tuyen tien li€t (PSA) |\ njc knang PSA; Vach | khay | thang | > this 546-17
trong huyét thanh hay huyeét , i xuat
ST O ) chimg: Khang thé dé

g 0 nguol). khéang 1gG tho
Cong hop vang: Khang
thé don dong thé khéng Hop 25 que
Asan Easy Test Rota Strip Rotavirus; Vach thir: Dang 24 Nha thl‘?p]lo (?ung i ——
47 (phat hién rotavirus nhém A | Khéng the da dong tho ue théng SéI} dich tridn 547-17
trong phén ngudi) khé'ng Rota}urus;;\’ach xXuét khai mau
chung: Khang thé IgG
dé khang chudt
Cong hgp vang: Khang
o nguyén tai té hop
oo i g 108 K reponemia pallidum | pp. | g4 | NhA | HOP2SRKhay | gpop.rrp.

4g | (dinhtinh khing the (Bang | (a7, R17, R1); Vach | 18| S| san | i 25éng | o

E;nﬁu[;gtl tu(;r:lgg. nug):fbi) thir: Khang nguyén t4i to Xuat nho giot

hop treponema pallidum
(R47,R17,R15)
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18531, Korea)

9,2. Nha sian xuat: NanoEnTek Inc. (Pia chi: 851-14 Seohae-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do,

. Tén sinh phim chéin N z. T 5
STT dodn in-vitro/ o it b e e Qd‘,‘l’l’ coeh | 56 dang ky
Tac dung chinh ong i ¢ i ong g
Khang nguyén HIV 1
BioTracer HIV ' Rapid (gp41), khang nguyén Hép 30 kha
Card (djnh tinh cc khéng HIV 2 (gp36), khang | o i M. | e acnn « 4l T
49 | thé khang HIV trong huyét | thé dé khang IgG chugt, | B e s | el I e
thanh, huyét twong hodc mau | cdng hop vang: HIV 1 i & xuat Lilc}gn ! mg:l
toan phén ngudi) (gp41), HIV 2(gp36); &
IgG chudt
- L=
TUQ. BQ TRUONG
VU TRUO'NG
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