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QUYET PINH

Vé viée ban hanh danh muc 36 sinh pham chin doan invitro
dwgre cap so dang ky lwu hanh tai Viét Nam - Pot 02

BQ TRUONG BQ Y TE

Cén cir Nghi dinh 36/2016/ND-CP ngay 15/5/2016 cua Chinh pht vé quan
ly trang thiét bi y té;

Cin ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chtc ndng, nhiém vy, quyén han va co cu td chirc ciia B6 Y té;

Can ctr Nghi dinh 169/2018/ND-CP ngay 31/12/2018 cia Chinh phu stra doi,
bo sung mot sd diéu cua  Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016 ciia Chinh
phtl vé quan ly trang thiét bj y té;

Céan cir Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 cua Bo Y té quy
dinh viéc dang ky thudc;

Cén cir y kién ctia Hoi dong tu vén cap s6 dang ky luu hanh sinh pham chan
doan in vitro - B6 Y té;

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 36 sinh phdm chén
doan in vitro dugc cap s6 ding ky Iuu hanh tai Viét Nam - Dot 02.

Piéu 2. Cac don Vi 6 sinh pham chan do4n in vitro ‘dugc phép luu hanh tai
Vigt Nam qui dinh tai Piéu 1 phai in s6 déng ky dugc B6 Y té Viét Nam cap 1én nhan
va phai chap hanh ding cac quy dinh ctia phap luét Viét Nam vé san xuat va kinh

doanh sinh pham chan doén i in vitro. Céc s6 dang ky c6 ky hiéu SPCD-TTB-...-19 c6
gia tri 05 nam ké tir ngay cap.

Piéu 3. Quyét dinh nay c6 hiéu Iyuc ké tir ngay ky ban hanh.

Diéu 4. Giam ddc S& Y té cac tinh, thanh pho truc thude trung vong va Giam
doc cac don vi c6 sinh phdm chén doan in vitro néu tai Pidu 1 chju trich nhiém thi
hanh Quyét dinh nay./. t
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BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Pic 1ap — Ty do — Hanh phic

DANH MUC 36 SINH PHAM CHAN POAN IN VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM - PQT 02

(Ban hanh kém theo Quyét dinh s6A44/0D-BYT, ngay AT~ /9/2019)

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

Tén sinh phim chén g e i .
STT Soin el Hoat‘ chat chinh- I‘)s,mg‘ Tuoi Tle;u Ql’xy cac'l_l S5 diing ky
Téc dung chinh Ham lugng baoché | tho | chuan dong goi
ARCHITECT Anti-HBce
11 Controls Mau chimg am: Huyét
(véc tinh d6 chinh xac | twong ngudi am tinh vai
cua xét nghi¢m va phat HBV (98,2612%).
hign d¢ léch phan tich hg Mau chimg duong:
I thdng may Architect i khi | Huyét trong ngudi 4m Dang 10 TCCS 2chaix 8 SPCD-TTB-
thyc hién xét nghiém dinh tinh voi HBV léng than mL 732-19
A A g
tinh khdng thé Kkhang (94,4730%), huyet
khang nguyén I8i virus tuong ngudi ¢6 phan
viém gan B (anti-HBc) rng vai anti-HBc
trong huyét thanh va (3,7788%)
huyet twong nguoi)
ARCHITECT  EBv | Mau ching im: huyét
EBNA-1 IsG Conrols | SOPSREwvi dil vii hoe,
(danh gia do lip lai va| 2™ tl?%{%fg IgG
phat hién d¢ Igéch phén Miu c:hl'm dur:urn )
tich hé thong cia may | ' & CuCug: .
S uyet tuong nguoi da Dang 15 2chaix 8 SPCD-TTB-
2 ARCHITECT i khi dinh Sbmilona p : . TCCS
tinh khéng thé IgG khéng v&i hoa, am tinh voi long thang mL 733-19
; EBV IgG (xap xi 0,900
Epstein-Barr Nuclear £ %
Antigen-1 (EBNA-1) L/L), huyét tuong ngudi
£ . | da voi héa, duong tinh
trong huyet thanh va .
vt izong ngadi) voi EBV 1gG (xap xi
0,100 L/L)

1.2. Nha sin xuit: DENKA SEIKEN CO.,LTD (Pia chi: Kagamida Factory, 1359-1 Kagamida, Kigoshi,
Gosen-shi, Niigata, 959-1695, Japan) cho Céng ty Abbott GmbH & Co.KG (Pia chi: Max-Planck-Ring2,
65205 Wiesbaden, Germany)
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Tén sinh pham £ 1. a ;
STT| chén doan in vitro/ H"flt.ch‘:t ehink: b';’*‘“lgl; fl‘:‘" cTh:fél:n g:ﬁ °af.)li‘ 6 ding ky
Téc dung chinh am lrgng il ? £6
ARCHITECT SCC | Khang thé khang khang
Reagent Kit nguyén SCC Ag chudt
(dinh lugng khang nguyén | don dong phu trén vi hat Hop 100 xét
3 ung thu biéu moé t€ bao | (0,0800%), Khang thé Dang 10 TCCS nghiém, Hop | SPCD-TTB-
vay  (squamous  cell khang khang nguyén long thang 4 x 500 xét 734-19
carcinoma antigen SCC | SCC Ag chudt don dong nghi¢ém
Ag) trong huyét thanh va gén acridinium cong
huyét tuong ngudi) hop (0,000007%).
=

s




1.3. Nha sin xuit: Fisher Diagnostics (Dia chi: 8365 Valley Pike, Middletown, Virginia 22645, USA) cho Cong
ty Abbott Laboratories Diagnostics Division (Dia chi: 100 Abbott Park Road, Abbott Park, IL 60064, USA)

Tén sinh pham

xét nghiém dinh, lugng
CK-MB trong huyet thanh
va huyét trong nguoi)

o Hoat chét chinh- Dang Tudi | Tiéu Quy cich X s X
STT| chén dodn in vitro/ : £ 2 ; = So dang ky
3 d
Téc dung chinh- Ham lwgng bao che | tho | chuan ong goi

ARCHITECT STAT

CK-MB  Calibrators

(hiéu chudn h¢ thong may y

ARCHITECT i c6 quy | CK-MB nguoi tai to hgp | Dang 15 ; SPCD-TTB-
4 | trinh linh hoat STAT cho (< 0,001%) iy | thag | oo | © Ghaai x Im] 735-19

1.4. Nha san xuét: Fujirebio Diagnostics, Inc. (Dia chi: 201 Great Valley Parkway, Malvern, PA 19355,
USA) cho Cong ty Abbott Laboratories Diagnostics Division (Pia chi: 100 Abbott Park Road, Abbott
Park, IL 60064, USA)

Tén sinh phim

didu tri bénh nhén cay
ghép than duge diéu tri
bang liéu phap sirolimus)

0,0001%),

A - re A .
STT| chén doan in vitro/ Hoflt‘chazt ORHEN- b];?“lgﬁ Tt:m :le}l ?‘uy ca:;lil S6 ding ky
Téc dyng chinh am lugng o che 0 | chuan ong g
ARCHITECT Sirolimus
Reagent Kit (dinh lugng
sirolimus trong mau toan | Anti-IgG chugt tir dé
5 phan trén hé thong may | phu vi hat (0,098%), Dang 15 | pocg | HOp 100 xét | SPCD-TTB-
ARCHITECT i. Hb tr¢ Anti-sirolimus (< long thang nghiém 736-19

2. Cong ty diing ky: Céng ty Cb phan Y t¢ AMVGROUP (Pia chi: Liu 4, Toa nha AMV Group, sd 951A
Céch Mang Thang Tam, Phudng 7, Quéin Tan Binh, TP Hd Chi Minh)
2.1. Nha sin xuat: CERTEST BIOTEC, S.L. (Pia chi: Calle J N° 1 Pol. IND. Rio Géllego II - 50840 San
Mateo de Gallego, Zaragoza (Tday Ban Nha))

STT

Tén sinh pham
chin dodn in vitro/
Téc dung chinh

Hoat chit chinh-
Ham lwgng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 dang ky

Certest CryprotGiardia
(phat hig¢n dinh tinh dong
thoi Cryptosporidium va
Giardia trong mau phan)

M3i khay thir bao gom thanh
A gan lien thanh B:

- Thanh A gém: Vach thir:
khang thé don dong chugt
khang — Cryptosporidium

parvum (<2mg), Vach
chimg : Khang thé khang
protein déc hiéu (< Img);
Cong hop cac phan tir
latex c6 mau lién ket véi
khéng thé don dong chudt
khang Cryptosporidium
parvum(<1%]; Cong hop
céac phén fir latex c6 mau
lién két vai Protein chimg
dic hiéu (<1%);

- Thanh B gbm: Vach
thir : khang thé don dong
chuét khang — Giardia
lamblia (<2mg), Vach
chimg : Khang the khang
protein dc hi¢u (<Img);
CoOng hgp céc phén tr

Khay
thir

24
thang

TCCS

20 test/Hop

SPCD-TTB-
737-19
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latex c6 mau lién két voi
khéng thé don dong chudt
khang Giardia lamblia
(<1%), Cong hop cac
phén tir latex ¢4 mau lién
két véi Protein chimg dac
hiéu (<1%).

Certest Crypto
+Giardiat+Entamoeba
(phét hién dinh tinh dong
thai Cryptosporidium,
Giardia, Entamoeba tix
trong mau phan)

MGi khay thir bao gdm
thanh A, thanh B va thanh
C gin lién nhau:

- Thanh A gom: Vach thir :
khang thé don dong chudt
khang — Cryptosporidium
parvum (<2mg); Vach
chimg : Khang thé khang
protein dzc hi¢u (< Img);
Cong hgp cac phén tir
latex c6 mau lién két voi
khéng thé don dong chugt
khang Cryptosporidium
parvum (<1%); Cong hop
cac phan fir latex c6 mau
lién két véi Protein chimg
diic higu (<1%);

- Thanh B gém: Vach thir:
khang thé don dong chudt
khang — Giardia lamblia
(<2mg); Vach chimg :
Khang thé khang protein
dac hi¢u (<Img); Cong
hop cac phén tir latex cd
mau lién két véi khang thé
don dong chugt khang
Giardia lamblia (<1%),
Cong hgp cac phén tir
latex c6 mau lién két v6i
Protein chimg déc hiéu
(<1%);

- Thanh C gdm: Vach thir :
khang thé don dong chuét
khang — Entamoeba (<2mg);
Vach chimg : Khang thé
khang protein déc higu
(<Img); Cong hop céc phéan
tir latex c6 mau lién két véi
khang thé don dong chudt
khang Entamoeba (<1%);
Cong hop cac phan tir latex
¢6 mau lién két véi Protein
chimg dic hi¢u (<1%)

Khay
thur

24
thang

TCCS

20 test/Hop

SPCD-TTB-
738-19

Certest Influenza
A+B+RSV

(phat hign dinh tinh ddng
thoi cim typ A, cim typ
B va vi-rut hop bao
dudng hé hap tir nhimg
mau tdm bdng miii, mau
dich hat hodc djch rira ty
hau)

- Mdi khay thir bao gom
thanh A, thanh B va thanh
C gén lién véi nhau :
Thanh A gdm : Vach thir :
khang thé don dong chudt
khang — Influenza A (<2
mg); Vach chimg : Khang
thé da dong tho khang
Streptavidin (<1 mg),
Cdong hop cac phan tir

latex c6 mau lién két voi

Khay
thir

24
thang

TCCS

01 hop gom :
20 khay thir,
20 lo thuée
thur, 20 tim
bong lay
mau, 20
pipet diung
mot lan, 20
bng xét
nghiém, |
tam bong

SPCD-TTB-
739-19
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khang thé don dong khang
Influenza A (< 1%);, Céng
hop cac phan tir latex c6
mau lién két véi Protein
chimg dic hiéu
(Streptavidin) (< 1%);
Thanh B gdm : Vach thir :
khang thé don dong chudt
khang — Influenza B (<
2mg); Vach chimg :
Khang thé da dong thd
khang Streptavidin (<1
mg); Cong hop cc phan
tir latex 6 mau lién két véi
khang thé don dong khéng
Influenza B (< 1%), Cfng
hgp céc phan tir latex co
mau lién két véi Protein
chimg déc higu
(Streptavidin) (< 1%);
Thanh C gom : Vach thir:
khéng thé don dong chudt
khang — RSV (<2 mg);
Vach chimg : Khang thé
da dong tho khang
Streptavidin (< | mg);
Cong hop céac phéan tir
latex c6 mau lién két véi
khang thé don dong khang
RSV (< 1%), Cong hop cac
phan tir latex c6 mau lién
két véi Protein chimg dac
hiéu (StreptavidinX< 1%0)
- Tam bong chimg duong
cim A : khang nguyén
cim typ A (<20pg) ; Tdm
bong chimg duong clim
B : khang nguyén cam typ
B (<20pg) ; Tam bong
chimg duong RSV : khang
nguyén RSV (<20pg)

chiing duong
ciam A, | tim
bong chirng
dwong cim
B, 1 tam
bong chirng
dwong RSV

Certest Strep A

(phat hién dinh tinh
Streptococcal nhom A tir
cac mau tam bong dich
hong va mau khuan lac
nudi cay khi ¢é nghi ngd
Streptococcal nhém A))

- Khay thir : Vach thir :
khéng thé don dong
chudt khang —
Streptococcus nhém A
(<2 mg); Vach chimg :
Khéng thé da dong tho
khang Streptavidin (< 1
mg); Cong hop céc phan
tir latex ¢6 mau lién két
voi khang thé don dong
khéang Streptococcus
nhém A (< 1%); Cong
hgp céac phan tir latex co
mau lién két voi Protein
chimg dic hiéu
(Streptavidin) (< 1%);
- Tam bdéng chiing
duong Strep A : Khang
nguyén Strep A (<20pg)

Khay
thir

24
thang

TCCS

1 hop gbm:
20 khay thir,
1 lo thude
thir A, 1 1o
thude thir B,
20 tim bong
lay mau, 20
pipet dung
mét lan, 20
Sng nghiém,
| tim bong
chirng duong
Strep A

SPCDB-TTB-
740-19
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-Hon hop thude thir c6
trong giéng :

Hdn hgp enzym gom:
Retrotranscriptase
(<0,1%) ; Taq Polymerase
(<0,1%); Anti- Taq
Polymerase Mab (<0,1%) ;
Céc primer gdm: Primer

YIAI-Forward (<0,1%); Khop Ra e
Primer YIA 1-Reverse “5}2‘7“" S
(<0,1%); Primer HNV1- e el
Forward (<0,1%); Primer hg!e“g i
HNV 1-Reverse (<0,1%); AT
Priier YIB]Forwand thich geng W
(<0,1%); Primer YIB1- 15('18 i ]hk’
Reverse (<0,1%); Primer e Tt
RSA 1-Forward (<0,1%); A .“"‘“’d e
Primer RSA I-Reverse g l”l';gch‘fu;'"gg’
VIASURE Flu 4, Flu B | (S0:170); PrimerRSBI- am, 1 I nuée
& RSV Real Time PCR | TOrard (<0,1%); Primer khéng c6
e RSB1-Reverse (<0,1%); e
Detection Kit : i RNAse/DNA
ok ke e Primer ICR1-Forward
(phat hién déc hi¢u va (<0.1%); Primer ICR1 se va 6 thanh
{0 | Phdn biét virus cam A l’{ev;:se (<0,1%), : Péng 24 | 1ocs 8 nip; SPCD-TTB-
(Flu A), virus com B (Flu | = 20 P‘;(’)be khé | thang Hop 48 xét 741-19
B) ve'y'hoac virus hgp bao YIAP; F Alslozzﬁ 19%): nghiém, gém g
hé hap & ngudi (RSV) B RNV M‘:[ 6 thanh 8
trong cac mfiu bénh pham (<0,1%): Probe YIBI- giéng voi
dudng ho hap) RC;X E‘iﬂ 1%): Probe chiéu C&EJ cua
RSA1 CYS5 (<0,1%); g‘f‘f‘nﬂf“f lla
Probe RSB1 CY5 =+, 229
(<0,1%); Probe ICR1 ungLieh
HEX (<0,1%); deom, Lo
ANTPs: Deoxymiectide <hing duE,
triphosphates gdm : dATP " L Thtmg
100 mM (<1%); dCTP a"l'(’hlc.m"gr(‘:‘g’“
100 mM (<1%); dGTP
100 mM (<1%); dTTP csn LA
100 mM (<1%); Chimg se va6}l13nh
néi kiém: nucleic acid $nip
khong nhiém triing
(<0,1%) ; Chimg duong;
¢DNA déng kho tong hop
khéng nhiém triing (10*
ban sao/phan (mg); Chimg
am: chimg khong khudn
mau (100%)
- H(‘En hop fhuéc thir trong Hop 48 xét
giéng: Hon hop enzym nghiém gém
gdm: Retrotranscriptase 6 thanh 8
(<0,1%); Taq Polymerase gieng voi
mv&m Influenza (<0,1%); Anti- Taq chiéu cao ciia
eal Time PCR I Mab (<0.1%): 200 1415.8
Detection Kit Po'yme.rase 3 ( : 0); AR 2
. (phét hién virus ctim A Céc primer gom : Prm;er' Bﬁrig 2'4 TCCs | mms l,lg dung | SPCD-TTB-
(HIN1)2009 trong céc H}NWPﬂml-Forward (<0,1%); khé thang dlc!l dém, 1lo 742-19
bénh phim dudng hd hi er I-INV-I-Reva-se chimg dlforng,
e <0,1%); Primer IC- 1 lo chimg
lay tir nguo) e ; 5 .
Forward (<0,1%); Primer am, 1 lo nuéce
IC-Reverse (<0,1%); khéng ¢
Céc probe gom : Probe RNAse/DNAs
HNV1-FAM (<0,1%); e va 6 thanh 8 e
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Probe IC-HEX (<0,1%); nip;
dNTPs : Deoxynucleotide Hop 48 xét
triphosphates gom : dATP nghiém gom 6

100 mM (<1%); dCTP thanh 8 giéng
100 mM (<1%); dGTP v&i chiéu cao
100 mM (<1%), dTTP cla giéng la

100 mM (<1%); 21.4mm, 1 lo
Chimg ndi kiém : nucleic dung dich
acid khong nhiém tring dém, 11o

(<0,1%) chimg duong,

- Chimg duong : cDNA 1 1o chimg
dong khé tong hop khong am, 1 lo nudc

nhiém tring (10* ban khong c6

sao/phan tmg) RNAse/DNAs
- Chirng am : chimg khéng e va 6 thanh 8
khudn mau (100%) nip

3. Cong ty ding ky: Cong ty C6 phan Y té Dirc Minh (Dja chi: 6 51, ngd 205, ngach 323/83, dudng Xuan
Dinh, phuong Xuan Pinh, quan Bac Tur Liém, Ha Noi)

Nha sén xuat: Standard Diagnostics, Inc (Pia chi: 65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,

Han Quoc)
STT ch'g:nd::: il;]:fil:]mf Hogt chdtchinh- | Dang | Tubi | Tieu | Quycich | o4 qp o
Téc dung chinh Ham lrgng baoché | thg | chuin dong goi
Hop 30 xét
qghiém
Cong hop vang : khang gom : 3.0
nguyén Helicobacter thanh thi, 1
SD Bioline H.pylori A T a lo dung
(pht hign dinh tinh cdc i : zfg ) Vach th ug méi 4ml;
typ khing the (IgG, IgM, khang nguyén Thanh | 24 Hop 103t | spepTTB.
12 | IgA) dic higu véi Helicobact lori th than TCCS nghiém 743-19
Helicobacter pylori trong S py_ Sidy - 28 gom : 100
mau huyét thanh hodc. (0’43, + 0_’086, mg)’;vﬁf:h thanh thir (10
huyét twong ngudi) chimg : khgng the dé thanh thir/dai
khé_ng Helicobacter < 10 dai/
pylori (0,65 £ 0,13 mg) hép), 2 lo
dung mo6i
8.5ml
Cong hop vang : Chat
keo vang - Khang thé
tho khang Strep A
(0,126 + 0,025 pg) va 01 hop gbm :
Chét keo vang - Khang 25 que thir,
thé IgG chudt (0,042 + 01 lo dung
0,008 pg) ; Vach thir 1 : dich chiét A,
SD Bioline Strep A (phat Khang thé dé khéng 01 lo dung
hi¢n dinh tinh céc khang Strep A : (1 £ 0,2 pg); dich chiét B,
nguyén SzregxocogcusA Vach chimg: Khang thé ' 24 01 lo chimg SPCP-TTB-
13 | nhém A tir cac mau bénh dé khang - IgG chugt | Que thw | 2o TCCS | duong, 01 lo 744-19
pham tam bong lay tir (GAM IgG): (0,5 + v ching am, 25
hong hoic mau khuan lac 0,1pg); tamlbc‘m_g \;6
tir nuoi cay) Chirng duong; khuan d¢ lay
Streptococcus nhém A d!Cl} hong,
bi bat hoat boi nhiét 25 Ong xet
(1,25 x 107 CFU/ml); nghleAm El"ng
Chimg &m: mot lan
Streptococcus nhom B
bi bét hoat bi nhiét
(1,25 x 10’ CFU/ml) :‘ P
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Hop 30 xét

nghiém gom
30 thanh thr,
1 1o dung
mo&i 4ml, 30
Cong hop vang : khang pipet mao
nguyén Treponema dan 20ul (tuy
pallidum tai td hop chon), 30
SD Bioline Syphilis 3.0 (17,15KDa) - keo vang kim chich
(Phét hién dinh tinh xodn | (1 +0,2pg); Vach thir : (tuy chon),
14 khuén Treponemci khang nguyén Thanh 24 TCCS 30 bong con | SPCD-TTB-
pallidum trong mau mau Treponema pallidum tai thir thang (tuy chon); 745-19
toan phan, huyét thanh, to hgp (17,15KDa) Hop 100 xét
huyét twong) (0,7+0,14 mg); Vach nghiém gdm
chimg : huyét thanh dé (10 thanh
khang Treponema thir/ dai x 10
pallidum (0,75£0,15ug) dai/ hop), 2
lo dung moi
8.5ml, 100
pipet mao
dan 20l (tuy
chon)

4. Cong ty ding ky: Céng ty TNHH Giai phap Khée Thai Dwong (Dia chi: S6 8 ngach 112/59, phé Ngoc
Khénh, Phuong Giang V&, Quan Ba Dinh, Ha Noi)

4.1. Nha san xuit: MBS NEW S.R.L (Dia chi: Via Sportingmirasole 38, 20090, Opera, Milano, Y)

P

Tén sinh pham . 2. - :
STT| chén dodn in vitro/ i vl N Y Tﬂ‘:‘“ B ?“,'y “f,.'i' $6 ding ky
Téac dung chinh g RS v ong e
Hop 96 xét
HBsAg One Step Free MAb HB12 Khay "gll’ ;‘“'2’";;109
(pbat ht{cn dinh tinh khang | (40pg), Mab HN! 1- thi va 5 nghiém; hop | SPCD-TTB-
15 | thé khang HBsAg tron HRP (1pg), chirng d : TCCS ;
£ A ung thang 180 xét 746-19
huyet thanh hodc huyét | duong (1ml), chirng am . Pa Al
Bions ngush (2ml) dich ngitiga; bop
518 W 960 xét
nghiém
LuElisa IgG Khang nguyén nﬁﬁ?lzf Egt
Recombinant recTreponema pallidum oo v
(phét hién dinh tinh khang | (15pg), Khang nguyén- | 02 s
& ks MRE | L oRBAADIAE thiva | 15 nghiém; hop | SPCH-TTB-
16 |thé Kkhang Treponema | HRP recTreponema g TCCS ;
; £ : dung thang 180 xét 747-19
pallidum trong huyét | pallidum (20x)(1pg), dich nghiém; hé
thanh hodc huyét twong | ching dwong (1ml), ’ g960 );ét P
nguoi) ching am (1ml). nghiéin

4.2. Nha san xuit: RapiGen Inc (Pia chi: 2F, 25, Heungan-daero, Gunpo-si, Gyenonggi-do 15809, Republic of

Korea)
Tén sinh phim Hoat chit chinh- Dang | Tudi | Tiéu | Quycich | .
STT| chén dosn in vitro/ flam oo B ok tho | chuin | donggoi | SO aneky
Tac dung chinh — a8
ang nguyen tai to
ks hop Treponema
BIOCREDIT Syphillis | pallidum dang kham
L od s x (0,5p1g), khang thé IgG i
17 (phét hi¢n dinh tinh khang dé khéng thd (4ug) Khay 24 TCCS Hop 25 khay | SPCD-TTB-
thé khang Syphillis trong | -+ . ngu . t;‘igté thir | théng thir 748-19
mau huyet thanh hogc h f,rpgTrgepS(; " i
Huyst rong neot) pallidum dang kham-
vang keo (0,5pg), ’.‘/_‘
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4.3. Nha san xuat: Tulip Diagnostics (P) Ltd (Dia chi: Plot Nos 92/96, Phase II C, Verna Industrial Estate,
Verna- 403 722, Goa, India)

Tén sinh phaim £ z. .a .
STT| chan dodn in vitro/ Hoat;h}:t Ehink: b]‘)a“ﬁ P 'It‘::m :'e;u Qd:)l: ca;l; S6 dang ky
Tac dung chinh m fuong e 2 g8
Eryclone Anti-D (IgG) ; 2 ; 4
g . " Khéng thé don dong Dang 24 Hop6lox | SPCD-TTB-
18 | (phat hién khéng nguyén ; ¢ TCCS
D va khing nguyén D,) khang D IgG (0,075ml) long thang 10ml 749-19

5. Cong ty ding ky: Cong ty TNHH Thiét bi va Dich vy Ky thuiat Phuwong Pong (Dia chi: S6 14, nghach
22 ngd 183 dudng Hoang Van Thai, Phuong Khuong Trung, Quan Thanh Xuan, Ha Noi)
Nha san xuét: Egyptian Company for Biotechnology (S.A.E) — Spectrum Diagnostics (Dia chi: Industrial
Area Obour city Piece 19 A, Block 20008, PO Box 30, Cairo Egypt)

Tén sinh pham Lo s % vk i
STT| chén dodn in vitro/ Hogt chitt chink- Dgng. | okt | ARG | QUTORER | b ages g
Tic dyng chinh Ham lrgng baoche | thg | chuin déng goi
; Khéng thé don dong . | Hopllo10
> é‘gz";éigﬁ‘)ém o e | dinxudttx@ébaodong | Damg | 24 | N ml, SPCP-TTB-
ABO) “|  lai (CCS) Anti-A long | thang | *°% | Hop101o10 [  750-19
500100 (1,0ml) ml
Khang thé don dong dan
Xuit tir té bao dong lai Hop 1 1o 10
ALtk (g ) ] {CCS) Anti-A A-SER0; Dang 24 i ml, SPCH-TTB-
20 | (xdc dinh nhdm mau hé Khéng the don dong lon didin san H6b 10 1o 10 751-19
ABO) dan xuat tir té bao dong & & | xuit P e
lai (CCS) Anti-B B-2D7
(1,0ml)
: : 2 : Hop 1 1o 10
s Hianptedonding | 5., | 24 | N ml, SPCD-TTB-
21 (xédc dinh nhém mau hé dan xuat tir té bao dong lon than san Héb 10 1o 10 752-19
ABO) lai B501100 (1,0ml) & € | xuit | °P - 0
Khéng thé don dong Nha | HOp 11010
2 Anti-D (IgM+IgG) dan xuat tir té bao dong Dang 24 e ml, SPCD-TTB-
(phat hién typ Rho (D)) lai (CCS) Anti-D long thang bt Hép 10 lo 10 753-19
BS225 (1,0ml) ml

6. Cong ty ding ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy Sy)
Nha san xuat: Roche Diagnostics GmbH (Pia chi: Sandhofer 116, 68305

, Mannheim, Dic)

Tén sinh pham

A . Aw I I
STT| chén doén in vitro/ H“ﬁtﬁch‘]‘t SRR b‘""zﬁé Tt;:m c::.?n %‘3‘: ca:’,}'i‘ $6 ding ky
Téc dung chinh LT - 0 g8
HAV Ag (nguoi) (40
U/mL (don vj clia
Roche)). Khang thé don
Elecsys Anti-HAV dong khang HAV dénh
(dinh lwong khang thé | dAu biotin (chuét) (0,25 Dang
5 | todn phan khéng vi rit | pg/mL);khéngthédon | long & 12 | ;o | Hop 100 xét | SPCD-TTB-
viém gan A trong huyét | dong khang HAV (chugt) | dong thang nghiém 754-19
thanh va huyét tuong danh dau phirc hop kho
ngudi) ruthenium (0,15 pg/mL).
Khéng thé khang HAV
(ngudi) trong huyet thanh
ngudi (khoang 46 1U/L). /"/
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Elecsys Anti-HAV IgM

Khang thé don dong
khang HAV (chudt)
danh déu phirc hop
ruthenium (0,15
ug/mL); khéng thé
khang Fdy ngudi (ctru)
(0,04 mg/mL). Khang

(dinh tinh khang thé IgM | thé don dong khang IgM Hop 100 xét | SPCH-TTB-
24 | khdng virit viem gan A | ngudi dénh d4u biotin ?."""g 2 | g | H AR i
£ 2 . ong thang nghi¢m
trong huyet thanh va (chudt) (0,4 pg/mL);
huyét twong ngudi) khang nguyén HAV
(canh cay té bao), (25
U/mL) (don vj cta
Roche). Khang the IgM
khang HAV (ngudi)
trong huyét thanh nguoi
(khoang 5 U/mL)
Khang thé khang Fdy
ngudi (ctru) (> 0,05
mg/mL). Khang thé don
Elecsys Anti-HBc¢ IgM d?ng kil éng lgM e
i Se : 2 danh dau biotin (chudt)
(dinh tinh khang thé IgM (> 600 ng/mL): HBcAg ! ,
. | khang khang nguyén 16i ‘ U g Dang 15 Hop 100 xét | SPCD-TTB-
25 e (E. coli, rDNA), danh 2 p TCCS i
ctia vi rut viém gan B 2 ; - long thang nghiém 756-19
£ g dau phirc hgp ruthenium
trong huyét thanh va ;
irt hisn a nabt (> 200 ng/mL). Khéng
S g nguoi) thé IgM khéng HBc
(ngudi) trong huyét
thanh nguoi (> 100 PEI-
_U/mL)
Hisdepi Y A% gt vt g
Confirmatory Test thg Khang HIV
(xéc nhan sy hién dién Dang 29 Hop 2 x 20 xét| SPCD-TTB-
5 khéng nguyén HIV-p24 (RIS ?:L) Ht.ly}?t til.mh long thang L nghiém 757-19
trong mau huyét thanh va T, o KBt YO
pee khang thé khang HIV
uyet twong nguoi) (0,067 mL)

7. Cong ty ding ky: Cong ty Cd phin Céng ngh¢ Vigt A (Dia chi: 372A/8 H6 Vin Hué, Phuong 09, Quén
Phu Nhuén, Thanh phé H6 Chi Minh)
Nha sin xuét: Chi nhanh Céng ty C6 phan Viét A tai Binh Dwong (Dia chi: 1/9A Quéc 16 1A, khu phé

Binh Duong 2, Phucmngn Binh, Thi x4 Di An, Tinh Binh Duong)
Tén sinh pham H E 2. - ]
z . oat chat chinh- Dang | Tuoi | Tiéu Quy cach £ ;
BEl cha? Soki I vire/ I?Iﬂm lwgng bao ché | tho chuéin dong goi S0 diog ky
Tac dung chinh
Dream Taq Hot Start
DNA Polymerase (nbng
do goc 5U/ul, nong do
cuoi: 1,25U/pl); Set of B¢ 50 xét
LightPower"*CMV dATP, dCTP dGTP va nghiém gbm 03
rPCR Kit DTTP (nong do goc hop: 02 hop
(phat . hién 2mM, ndng do cudi: Dang 12 . iVACMV rPCR| SPCH-TTB-
27 | Cytomegalovirus (CMV) | 0,2mM); RTCMVE long | théng | | Mix, m&ihop | 75819
trén mau dich, huyet (nong do goc 100pM, 25 xét nghiém
thanh, mau toan phén | ndng dé cuoi: 0 ZSpM), va 01 hop déi
nguoi) RTCMVr (nong a0 goc chimg
100puM, nong dd cudi:
0,25pM); TaqmanCMV
(nong d¢ goc 100puM,
nong_dg cudi: 0,2uM).
LY
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Dream Taq Hot Start
DNA Polymerase (néng
d6 goc: SU/pl, ndng do
cuoi: 1,25U/pl); Set of

A B§ 50 xét
LightPowerVAEBY ALY dL18, 4L va nghiém gdm 03
rPCR Kit o el hop: 02 hép
o (\?'hét hién Epstcin Barr 0,;111111\;[;1;025\7? E:;)rllg Dang | 12 | g |AEBVIPCR | SPCD-TTB-
irus (EBV) trén mau d6 gbc: 100uM. long thang Mix, moi hop 759-19
dich, huyét thanh, mau g 0'3 : h'j“’“g 25 xét nghiém
toan phin ngudi) 6 cudi: K ) va 0l hop déi
EBVr (nong dé goc chimg
100uM, nong d5 cudi:
0,25uM); Probe EBV
(ndng d goc: 100uM,
nong d6 cudi: 0,2uM).
Dream Taq Hot Start
DNA Polyme (nong do
goc SU/ul, nong do
cudi: 1 ,25U/pl); Set of Bb 50 xét
LightPower"AEV71 dgﬁpﬂgg ‘?Tgc e nghiém gém 03
CECB M . 2mM nénggdaocic‘)i: V{:@p! b
29 (phat hién Entergwr!ls 71 0,2mM); EV71£(n $ng D‘:;mg 1’2 TCCS EV?E: !‘P(;R SPCP-TTB-
(EV71) trong mau djch, 46 2bc: 100uM. nong db long thang Mix, m6i hop 760-19
huyét thanh, mau toan i 74 s "M 2 EV% v 25 xét nghiém
phan ngudi) i el s _)’ 3 va 01 hdp dbi
(ndng do goc: 100pM, i
ndng do cudi: 0,25uM); s
Tagman EV71 (ndng do
goc: 100uM, nong do
cudi: 0,2uM).
Dream Taq Hot Start
DNA Polymerase (néng
do goc: 5U/ul, nong do
cudi: 1,25U/ul); Set of
dATP, dCTP, dGTP va . e
DTTP (nj:ong do gﬁ‘}c: nglﬁgnfogg:: 07
2mM, nong do cuof: hop: 02 hop
0,2mM); HBV-1f (nong "W.‘HBV
6 goc: lOOpM, ndng Genotype rPCR|
d6 cudi: 0 ,25uM); Mix A, mBi
LightPower"AHBV ﬁvﬁif(“‘mgdd" goe: hop 25 xét
Genotype rPCR Kit 0.25 N‘}‘}’“fm‘{,";‘f‘ nghiém, 02 hop
(dinh kiéu gen Hepatltls B 6 s 100uM, Dang 12 TCCS VAHBV SPCD-TTB-
2 Virus (HBV) trong huyet (g ng =9 goc H long thang Genotype rPCR 761-19
thanh, m4u toan phan nH]r;%dg cum 0§SpM) Mix B, moi hop
ngudi) 3 (nong R 25 xét nghi¢m,
100puM, ndng dd cudi: 02 hop VAHBV
0,25uM); Tagman Genotype rPCR
HBV-A (nong d¢ gi‘ic: Mix C, m&i hop
100puM, ndng d6 cubi: ne st nghiém
0,2uM), Tagman HBV- va 01 hop déi
B (ndng d¢ gbe: ] chimng
100puM, nong d cudi:
0,2uM), Tagman HBV-
C (néng d6 gbc:
100pM, nong do cudi:
0,2uM).
LightPowerY"HBV Dream Taq Hot Start BO 50 i&ét
3 rPCR Kit DNA‘ Polymerase; (nong Dang 1'2 TCCS nghnu:fn gom 03| SPCD-TTB-
(dinh lwgng Hepatitis B do goc: 5U/pl, nong do long thang ~hop: 02 hop 762-19
Virus (HBV) trong huyét | cudi: 1,25U/pl); Set of VAHBV rPCR
[} -3
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thanh, mau toan phﬁn dATP, dCTP, dGTP va Mix, moi hop
ngudi) DTTP (nong dd gbe: 25 xét nghigm
2mM, néng d% cudi: va 01 hop doi
0,2mM); RTHBVf chimg
(nong do goc 100puM,
nong dé cudi: 0 ZSpM),
RTHBVr (nong d6 goc:
100uM, nong do cubi:
0,25uM); Tagman HBV
(némg do goc: 100pM,
nong dd cudi: 0,2pM).
Dream Taq Hot Start
DNA Polymerase (ndng
d6 gbe: SU/pl, ndng dd
cuoi: 1,25U/ul); Set of
dATP, dCTP dGTP va
DTTP (nong do goc A ;
2mM, ndng do cudi: hB? 3¢ i{e[ 05
0,2mM); RTHCVGf e
(nong do goc 100pM, ?\e ‘;‘HCVQP
EightPoweH‘“HC\:’ n?%}?gﬁgt (r?ozl"lsgpé\g) Genotype 1-6
gnot}f];)e TN Klt. . goc 100pM, nong d6 MOETPC R, 104
3 gi']nh kieu gen Hepatltls;C cubi: 0 ZSuM) Tageakn D:ang 1'2 TCCS h?ﬂp 25 xét SPCD-TTB-
irus (HCV) trong huyét HCVG1 48 Ao long thang nghiém, 02 hép|  763-19
thanh, méu toan phan (nong 6 g0c: VAHCV
yi 100uM, nong dd cubi:
ngudi) Genotype 2-3
0,2uM), Tagman : x.
HCVG2 (ndng 86 gbc: S e
100pM, ndng do cubdi: hoﬂ 24 %Et
nghiém va 01
0,2pM), Tagman hop ddi chin
HCVG3 (ndng db gbe: oP &
100puM, néng d6 cudi:
0,2uM); Tagman
HCVG6 (nong d6 gbc:
100puM, ndng d6 cubi:
0,2uM).
Dream Taq Hot Start
DNA Polymerase (ndng
d6 gée: SU/pl, ndng do
cuodi: 1,25U/pl); Set of
dATP, dCTP, dGTP va B 50 xét
LightPowerVAHCV dTTP (ndng d gbc: nghi¢m gom 03
rPCR Kit 2mM, ndng d6 cudi: _hop: 02 hép
133 (dinh lugng Hepatitis C 0 ,2mM); RTHCVf Dang 12 TCCS "”‘HCV;PCR SPCD-TTB-
Virus (HCV) trong huyét (nong do goc 100uM, long thang Mix, moi hop 764-19
thanh, mau toan phan nong do cuoi: 0 ZSuM) 25 xét nghiém
ngudi) RTHCVr (nong do goc va 01 hop doi
100pM, ndng d% cudi: chimg
0,25uM); Tagman
HCV (ndng d% gbe:
100uM, nong d6 cudi:
0,2uM).
Dream Taq Hot Start n :
LightPowerV*HPV DNA Polymerase (ndng » }E ?“f{) g;: 03
rPCR Kit do géc: 5U/ul, nc“mg do %log 0% hop
(phat hién Human cudi: 1,25U/pl); Set of VATTT i @
34 | Papillomavirus (HPV) dATP, dCTP, dGTP va ?F‘“g B | pgl | SR SRS
AT e £ 2 o= ong thang Mix, moi hjp 765-19
trén mau dich phet dTTP (nong d6 goc: 25 xét nghiém
(dwomg sinh dyc, hau 2mM, ndng d6 cudi: va 01 hop dbi
mén)) 0,2mM); RTHPVf ch&n‘;
(ndng do gbc: 100uM,
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nong do cudi: 0 ZSuM)
RTHPVr (nong dé goc
100uM, ndng d cudi:
0,25uM); Tagman
HPV (ndng d6 gbc:
100puM, ndng d6 cudi:
0,2uM).

Dream Taq Hot Start
DNA Polymerase (nong
do gbe: 5U/pl, ndng do
cuoi: 1,25U/pl); Set of

dATP, dCTP, dGTP va : ﬁgnf%:;f i
LightPowerVAHSV dTTP (néng do gée: ghép, 02 hop
rPCR Kit 2mM, ndng d6 cudi: iVALIC : TR
35 | (vhathien Herpes 0.2mM); HSVF (ngng | "8 thﬁg TCCS Mizsnfgﬁpéi i
Simplex virus (HSV) trén do géc:xloopM, nong & 25 xét nghiém
mau dich) dé cudi: 0,25uM); va 01 hdp abi
HSVR (ndng do gbc: g
100pM, nong do cudi: &
0,25puM); HSVP (néng
do gbe: 100pM, nong
d6 cudi: 0,2uM)
Dream Taq Hot Start
DNA Polymerase (néng
d6 goc: 5U/ul, nong do
cudi: 1,25U/ul); Set of & ,
dATP, dCTP, dGTP va nglﬁg nf Og;f]t 5
LightPower'V*RSV gﬁ (rﬂ;:} r:lg cf{f? cgu%ci.' “hop: 02 hop
16 | rPCRKit ! . 2m1\;!)' REVF (adn Dang 12 | rccg | “RSVIPCR | SPCD-TTB-
(pht hign RSV twénmu | g'os 00, 508 | long | thang Mix, m3i hop | 767-19
dich) 9 goe: 100y & 25 xét nghiém
d6 cubi: 0 ZSuM) va 01 hdp dbi
RSVR (norlg do goc chidig
100uM, ndng do cubi:

0,25uM); RSVP-N
(n&ng do gbe: 100uM,
ndng dé cudi: 0,2M)

TUQ. BQ TRUONG
VU TRUONG




