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BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phic

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

(Ban hanh kém theo Quyét dinh sé'4-244/QD—BYT, ngay A 77’ /9/2019)

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

STT Tendil;‘: il:nh:i'tnr:/h = Hogt chat chinh- | Dang | Tudi | Titu | Quyecich | gf a0y
Téc dyng chinh Ham lugng baoche | thgo | chuan dong goi
ARCHITECT Anti-HBc
II Controls Mau chimg am: Huyét
(w6éc tinh d9 chinh xé&c | twong ngudi am tinh véi
cia xét nghiém va phat HBV (98,2612%).
hién d léch phén tich hé Mau chimg duong:

: thong may Architect i khi | Huyét twong ngudi am Dang 10 TCCS 2chaix 8 SPCD-TTB-
thuc hién xét nghiém dinh tinh voi HBV long thang mL 732-19
tinh khang thé khang (94,4730%), huyét
khang nguyén 156i virus | tuong nguoicd phan
viém gan B (anti-HBc) ung vai anti-HBc
trong huyét thanh va (3,7788%)
huyét tuong ngudi)

ARCHITECT  EBv | Mauchingam: huyet

EBNA-1 IgG Controls tl{orng’nguo,u. al vOrhioa,

(d4nh gis 46 Bp lai va| 2™ ““lhov(ﬁ)'gfv IgG

phat hién Q(,‘) Iéch phén MZ‘uE c’hl'm dlzon '

tich hé¢ thong cua may huvét t g duo ‘g&~ D 15 2 chai x 8 SPCP-TTB-

2 | ARCHITECT i khi dinh | "oy o a8 N8UO 74 b =2 |-peEs ok
tinh khéng thé IgG khéng voi héa, am tm7h véi long thang mL 733-
Epstei EBV IgG (xap xi 0,900

pstein-Barr Nuclear L/L). huvét t i
Avtigensl .~ (EBNAS1):| s DIyel PoRg nguc
trong huyét thanh va da’\'rm hog duorng tm.h
huyét tuong ngwdi) véi EBV 1gG (xap xi

0,100 L/L)

1.2. 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-Ring2,
65205 Wiesbaden, Germany)
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Tén sinh pham g 2. " .
STT| chén doan in vitro/ Hol?lt‘chz;t chinhs bl,)i'mﬁ‘ ’It‘:m :le;l Qduy cac'l.\ S6 dang ky
Tic dyng chinh. am lwgng ao che 9 | chuan ong goi
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 mé té bao | (0,0800%), Khang thé Dang 10 | rccg | nhiém, Hop | SPCD-TTB-
vay  (squamous  cell | khéang khang nguyén long thang 4 x 500 xét 734-19
carcinoma antigen SCC | SCC Ag chuét don dong nghiém
Ag) trong huyét thanh va gén acridinium cong
huyét twong ngudi) hop (0,000007%).
1=

e




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

Tén sinh phim

xét nghiém dinh’ luong
CK-MB trong huyet thanh
va huyét tuong nguoi)

A , R oA ,
STT| chén doan in vitro/ Hoat‘ SRRV Ehinh: 1‘)ang‘ T;:Ol {le:}l Qduy cac,l.l S6 dang ky
Téic dyng chinh: Ham lwgng bao cheé | the | chuan ong goi

ARCHITECT STAT

CK-MB Calibrators

(hiéu chuin hé thong may

ARCHITECT i ¢6 quy | CK-MB nguoi tai t h Dan 15 : SPCD-TTB-
4| {rinh linh hogt STAT ohe <0001%) | long | thang | TCCS | Gchaix3ml | P

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

Tén sinh pham

ghép than duoc diéu trj
bang liéu phap sirolimus)

K , R oA ,
STT| chén doan in vitro/ L ettt PRI e Quy cheh | 56 dang ky
Téc dung chinh am lugng aoche | tho | chuan ong goi
ARCHITECT Sirolimus
Reagent Kit (dinh lugng
sirolimus trong méu toan | Anti-IgG chudt tir dé
5 phan trén hé th(")ng~ may phu vi hat (0,098%), Dang 15 TCCS Hop 100 xét | SPCD-TTB-
ARCHITECT i. Ho tr¢ Anti-sirolimus (< léng thang nghiém 736-19
didu trj bénh nhan cay 0,0001%),

2. Cong ty diing ky: Céng ty Cb phin Y t¢ AMVGROUP (Dja chi: Liu 4, Toa nha AMV Group, sd 951A
Cach Mang Thang Tam, Phudng 7, Quéin Tan Binh, TP Hb Chi Minh)
2.1. Nha san xuit: CERTEST BIOTEC, S.L. (Dia chi: Calle J N° 1 Pol. IND. Rio Géllego II - 50840 San
Mateo de Géllego, Zaragoza (Tdy Ban Nha))

STT

Tén sinh pham
chin doan in vitro/
Tac dung chinh

Hoat chit chinh-
Ham lwgng

Dang
bao ché

Tubi
tho

Tiéu
R
chuan

Quy cach
dong goi

S6 dang ky

Certest Crypto+Giardia
(phat hién dinh tinh dong
thoi Cryptosporidium va
Giardia trong mau phan)

MSi khay thi bao gom thanh
A gén lien thanh B:

- Thanh A gdm: Vach thir :
khang thé don dong chudt
khang — Cryptosporidium

parvum (<2mg); Vach
chimg : Khang thé khang
protein ddc hi¢u (< Img);
Cong hop céc phan tir
latex c6 mau lién két véi
khang thé don dong chudt
khang Cryptosporidium
parvum(<1%); Cong hop
cac phan tir latex c6 mau
lién két véi Protein chimg
dac hiéu (<1%),

- Thanh B gdbm: Vach
thir : khang thé don dong
chuét khang — Giardia
lamblia (<2mg); Vach
chimg : Khéng thé khang
protein dic hi¢u (<Img);

Cong hgp céc phén tir

Khay
thur

24
thang

TCCS

20 test/Hop

SPCD-TTB-
737-19
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latex c6 mau lién két véi
khang thé don dong chudt
khéang Giardia lamblia
(<1%); Cong hop cac
phén tir latex c6 mau lién
két véi Protein chimg dic
higu (<1%).

Certest Crypto
+Giardia+Entamoeba
(phét hién dinh tinh dong
thoi Cryptosporidium,
Giardia, Entamoeba tir
trong mau phan)

MBb:i khay thir bao gdm
thanh A, thanh B va thanh
C gén lién nhau:

- Thanh A gdm: Vach thir :
khang thé don dong chudt
khéang — Cryptosporidium
parvum (<2mg); Vach
chimg : Khang thé khang
protein dc higu (< Img);
Cong hop céc phan tir
latex c6 mau lién két véi
khang thé don dong chudt
khang Cryptosporidium
parvum (<1%); Cong hop
cé4c phan tir latex cd mau
lién két v6i Protein chimg
déc hiéu (<1%);

- Thanh B gdm: Vach thir :
khang thé don dong chudt
khang — Giardia lamblia
(<2mg); Vach chimg :
Khang thé khang protein
déc hi¢u (<1mg); Cong
hop céc phan tir latex c6
mau lién két v6i khang thé
don dong chudt khang
Giardia lamblia (<1%),
Cong hop céc phan tir
latex c6 mau lién két véi
Protein ching déc hi€u
(<1%);

- Thanh C gdm: Vach thir:
khang thé don dong chudt
khang — Entamoeba (<2mg),

Vach chimg : Khéang thé
khang protein déc hiéu

(<Img); Cong hop céc phan
tr latex c6 mau lién két véi
khang thé don dong chudt
khang Entamoeba (<1%);

Cong hop céc phan tir latex

c6 mau lién ket vai Protein

chimg dic hi¢u (<1%)

Khay
thur

24
thang

TCCS

20 test/HOp

SPCD-TTB-
738-19

Certest Influenza
A+B+RSV

(phat hién dinh tinh déng
thoi cim typ A, cum typ
B va vi-rat hop bao
duong ho hép tir nhitng
mAu tim bong miii, mau
dich hut hodc dich rura ty
hau)

- MGai khay thir bao gom
thanh A, thanh B va thanh
C gan lién v&i nhau :
Thanh A gdm : Vach thir :
khang thé don dong chudt
khang — Influenza A (<2
mg); Vach chimg : Khéng
thé da dong tho khang
Streptavidin (<1 mg);
Cong hop céc phan tir

latex ¢ mau lién ket voi

Khay
thir

24
thang

TCCS

01 hop gém :
20 khay thur,
20 lo thuée
thu, 20 tam
bong lay
mau, 20
pipet dung
mot lan, 20
ong xét
nghi¢m, 1

tdm bong

SPCD-TTB-
739-19
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khéng thé don dong khang
Influenza A (< 1%), Cong
hop cac phan tir latex c6
mau lién két véi Protein
chimng dac hiéu
(Streptavidin) (< 1%);
Thanh B gom : Vach thir :
khang thé don dong chudt
khang — Influenza B (<
2mg); Vach chimg :
Khéng thé da dong thd
khang Streptavidin (<1
mg); Cong hgp céc phan
tir latex c6 mau lién két véi
khang thé don dong khéng
Influenza B (< 1%); Cong
hop cac phan tir latex c6
mau lién két véi Protein
chimng dac hi¢u
(Streptavidin) (< 1%),
Thanh C gbém : Vach thir :
khang thé don dong chudt
khang — RSV (<2 mg);
Vach chimg : Khéang thé
da dong tho khang
Streptavidin (< 1 mg);
Cong hop céc phan tir
latex c6 mau lién két véi
khang thé don dong khang
RSV (< 1%);, Cong hop cac
phén tir latex c6 mau lién
két véi Protein chimg dic
higu (StreptavidinX< 1%)
- Tam bong ching duong
cim A : khang nguyén
cum typ A (<20pg) ; Tam
bong chimg duong clim
B : khang nguyén cum typ
B (<20pg) ; Tam bong
chimg duong RSV : khang
nguyén RSV (<20ug)

chimg duong
cum A, 1 tdm
bong ching
duong ciim
B, 1 tim
bong chirng
duong RSV

Certest Strep A

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

- Khay thir : Vach thir :
khang thé don dong
chudt khang —
Streptococcus nhém A
(<2 mg); Vach chimg :
Khéng thé da dong thd
khang Streptavidin (< 1
mg); Cong hop céc phan
tir latex c6 mau lién két
v6i khang thé don dong
khang Streptococcus
nhom A (< 1%); Cong
hgp cac phan tir latex co
mau lién két véi Protein
chirng déc hiéu
(Streptavidin) (< 1%);
- Tam bong ching
duong Strep A : Khéng
nguyén Strep A (<20ug)

Khay
thur

24
thang

TCCS

1 hop gom:
20 khay thtr,
1 lo thude
thr A, 1 1o
thude thir B,
20 tam bong
léy mau, 20
pipet dung
mot lan, 20
6ng nghiém,
1 tdm bong
chirng duong
Strep A

SPCD-TTB-
740-19
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-Hbn hop thubce thir co
trong giéng :

Hn hop enzym gdm:
Retrotranscriptase
(<0,1%) ; Taq Polymerase
(<0,1%); Anti- Taq
Polymerase Mab (<0,1%) ;
Cac primer gdm: Primer

YIAI-Forward (<0,1%); Epas
Primer YIA1-Reverse "?‘23}“’ }g;r,%m
(<0,1%); Primer HNV1- P
Forward (<0,1%); Primer B Vol
HNV 1-Reverse (<0,1%); tch a‘l‘:;l‘ °iaé9n°“lz
Primer YIB1-Forward 15.8 mgm lglo
(<0,1%); Primer YIB1- éun dich k
Reverse (<0,1%); Primer dé g 11
RSA 1-Forward (<0,1%); i ,"m’d 9
Primer RSA 1-Reverse ¢ ]Lr;:)gchll;zgg’
(<0,1%); Primer RSB1- . >
4 RSV Real Tome PCR | Forverd (019 Primer Chitsoe
D . . : - y170),
(ohit hign Gac higuva | Primer CRI-Forward e
han biét virus cm A (<0,1%); Primer ICRI1- A o 3 .
1o | Phén biét virus cam Reverse (<0,1%) bong 24 TCCS 8 nap; SPCD-TTB
(Flu A), virus cim B (Flu ; P kho thang Hop 48 xét 741-19
B) va/hodc virus hop bao Cée probs goum: Probe nghiém, gdm :
hd hép & ngudr (RSV) g I Sk 6thanh 8
trong cac mau bénh pham Proboe SV giéng voi
dudmg h hip) (<0,1%); Probe YIBI- e
ROX (<0,1%); Probe thanh eiéne I3
RSA1 CYS5 (<0,1%); 21‘““1 g‘e“fla
Probe RSB1 CY5 e
(<0,1%); Probe ICR1 dung dich
HEX (<0,1%); g, 115
dNTPs: Deoxynucleotide gimg dl{orng,
triphosphates gom : dATP g : k’{ Thu’ng’
100 mM (<1%); dCTP amk’hén‘-’g’:é"c
100 mM (<1%); dGTP
100 mM (<1%); dTTP RN DINA
100 mM (<1%); Chimg S¥algfuay
noi kiém: nucleic acid Sk
khéng nhiém triing
(<0,1%) ; Ching duong:
¢DNA dong kho tong hop
khéng nhiém tring (10*
ban sao/phan tmg); Chimg
am: chung khong khuon
mau (100%)
- Hon hop thudc thir trong Hop 48 xét
giéng: Hon hop enzym nghiém gém
gdm: Retrotranscriptase 6 thanh 8
(<0,1%); Taq Polymerase giéng voi
},{II?VSIURE In_fl S (<0,1%)2:qAnti-y?aq chiéu cgao cla
Real Time PCR o = Wl
Detection Kit Polyme.rase Mab (<0’.1 ) e e
1 (phét hién virus cim A Céc primer gom : Primer boéng 24 Tccs | mm, 119 dung | SPCD-TTB-
(HIN1)2009 trong cac HNV1-Forward (<0,1%); kho thang dgc’h dém, 1 1o 742-19
il B s B B | e LS PR
Ayt nguiit) (<0,1%); Primer IQ- -1 lpeing
Forward (<0,1%); Primer am, 1 lop nudce
IC-Reverse (<0,1%); khong co
Céc probe gm : Probe RNAse/DNAs
HNV1-FAM (<0,1%); e va 6 thanh 8
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Probe IC-HEX (<0,1%); nép;
dNTPs : Deoxynucleotide Hop 48 xét
triphosphates gom : JATP nghiém gom 6

100 mM (<1%); dCTP thanh 8 giéng
100 mM (<1%); dGTP v6i chiéu cao
100 mM (<1%); dTTP cla giéng la
100 mM (<1%); 214 mm,11lo
Chimg ndi kiém : nucleic dung dich
acid khong nhiém tring dém, 1 1o
(<0,1%) ching duong,
- Ching duong : cDNA 1 lo chimmg
dong kho tong hop khong am, 1 lo nuéc
nhiém tring (10* ban khong c6
sao/phan mg) RNAse/DNAs

- Chimg am : chimg khong e va 6 thanh 8

khudn mau (100%) nip

3. Cong ty ding ky: Céng ty Cb ph%n Y té Pirc Minh (Pia chi: S6 51, ngd 205, ngach 323/83, dudng Xuan
Dinh, phudong Xuéan Pinh, quan Bac Tur Liém, Ha Noi)
Nha san xuét: Standard Diagnostics, Inc (Pia chi: 65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,

Han Quéc)

A . 4
STT chgﬁndil:: i‘:ll-l:ilt':‘o/ Hogt chat chinh- Dang | Tubi | Tién | Quyedch | gcgp oy
Téc dung chinh Ham lugng bao ché | the | chuan dong goi
Hop 30 xét
nghiém
Cong hop vang : khang gom 3:0
. - nguyén Helicobacter thanh thir, 1
o B m.lAme ﬂ.p):lorl ; pylori - gin keo vang (1 lQA fiung
(phat hién dn}h tinh cac +0.2u8): Vach thir - moi 4ml;
typ khang thé (IgG, IgM, AUES, Vach thir: Hop 100 xét
12 | IgA) dac hiéu véi khingnguyén | Thanh | 24 | poeg | oy | SPCR-TIB-
Halleobustar vviot & Helicobacter pylori thir thang 3m ¢ 100 743-19
z lcobaster Py Orl TONE | (0,43 + 0,086 mg); Vach B
mau huyet thanh hogc. ’h A «ha };; dé thanh thir (10
huyét twong nguoi) I W RIgMIR Ok thanh thi/dai
khapg Helicobacter % 10 dai/
pylori (0,65 + 0,13 mg) hép), 2 Io
dung mobi
8.5ml
Cong hop vang : Chat
keo vang - Khang thé
tho khang Strep A
(0,126 + 0,025 ug) va 01 hop gom :
Chat keo vang - Khang 25 que thur,
thé IgG chudt (0,042 + 01 lo dung
0,008 pg); Vach thir 1 : dich chiét A,
SD Bioline Strep A (phat Khéng thé dé khang 01 lo dung
hién dinh tinh cac khang Strep A : (1 £0,2 pg); dich chiét B,
nguyén Streptococcus Vach chimg: Khang thé 24 01 lo chimg SPCP-TTB-
13| nhom A tircde maubénh | dé khing ~IgG chugt | Quethd | . | TCCS | duong, Ollo | 74 g
pham tadm bong lay tir (GAM IgG): (0,5 + chung am, 25
hong hodc mau khuan lac 0,1pg); tam 7b6nqg \{6
tir nudi cay) Chirng dwong; kh}lﬁn de lay
Streptococcus nhém A dgclz hong,
bi bat hoat bdi nhiét 25 ong xet
(1,25 x 107 CFU/ml); nghiém dung
Chirng am: mot lan
Streptococcus nhém B
bi bét hoat bai nhiét
(1,25 x 10" CFU/ml) N e
6/12 A % +r




SD Bioline Syphilis 3.0
(Phat hién dinh tinh xoén
khuan Treponema
pallidum trong mau mau
toan phan, huyét thanh,
huyét trong)

Cong hop vang : khang
nguyén Treponema
pallidum tai tb hop

(17,15KDa) - keo vang

(1 £0,2ng); Vach thur :

khang nguyén

Treponema pallidum tai
t0 hop (17,15KDa)

(0,7+0,14 mg); Vach
ching : huyét thanh dé
khang Treponema
pallidum (0,75+0,15pg)

Thanh
thur

24
thang

TCCS

Hop 30 xét
nghiém gdm
30 thanh thtr,

1 lo dung

moi 4ml, 30

pipet mao
dan 20pl (tuy

chon), 30
kim chich

(tuy chon),
30 bong con

(tuy chon);
Hop 100 xét
nghiém gdm

(10 thanh
thu/ dai x 10

dai/ hop), 2
lo dung méi

8.5ml, 100

pipet mao
dan 20yl (tuy

chon)

SPCD-TTB-
745-19

4. Cong ty ding ky: Céng ty TNHH Giai phap Khée Thai Dwong (Dia chi: S6 8 ngach 112/59, phd Ngoc
Khanh, Phuong Giang V3, Quan Ba DPinh, Ha Noi)

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

Tén sinh pham

K ’ Re oA ,
STT| chin doan in vitro/ Hogtchitchink- | Deng | Tudl | L | Py cacd | sbamngiy
Tac dung chinh ong - g8
Hop 96 xét
HBsAg One Step Free MAb HB12 Khay nglln9¢2m ;élzop
(pl:at h1’¢n dinh tinh khéang | (40pg), Mab H‘I\’Il 1- thr va 15 nghiém; hép | SPCD-TTB-
15 | theé khang HBsAg trong HRP (1pg), chung d k TCCS p
£ s £ i ung thang 180 xét 746-19
huyét thanh hoac huyet | duong (1ml), chung am 2 .
94 2ml dich nghiém; hop
tuong nguoi) (2ml). 960 xét
nghiém
2 ”
LuElisa IgG Khang nguyén nHﬁf’éié Egp
Recombinant recTreponema pallidum Kh & 192 5 b
hat hién dinh tinh khang | (15pg), Khang nguyén - 2y il
(p; e : ’ thir va 15 nghiém; hop | SPCD-TTB-
16 | thé Kkhang Treponema HRP recTreponema i than TCECS 180 xét 747-19
pallidum trong  huyet | pallidum (20x)(1pg), dicl% g nghiém; hop
thanh hodc huyét twong | ching duong (1ml), . 960 ;ét‘
nguoi) chung am (1ml). nghiém

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

Korea)
Tén sinh pham B i B 2a ¢
2 - g Hoat chat chinh- Dang Tuoi | Ti€u Quy cach Sé da ;
an dod : ' gy ing k
e Ch;:cddor:gl:h‘;,:;()/ Ham lwgng bao ché | tho chuén dong goi - gxy
i Khéang nguyén tai td
- hgp Treponema
i{)OCREDIT Byphitlis pallidum dang kham
(phét hién dinh tinh khng | (%218 Khéne ti‘é 8G | Knay | 24 | ceg | HOP25khay | SPCD-TTB-
'7" | thé khang Syphillis trong | < K"4n8 tho (Bhe), thi | théng thir 748-19
mau huyét thanh hogc h ng Y
huyét tuong ngudi) ) SISO
Y pallidum dang kham-
vang keo (0,5pg), 7’1{’




4.3. Nha san xuit: Tulip Diagnostics (P) Ltd (Dia chi: Plot Nos 92/96, Phase II C, Verna Industrial Estate,
Verna- 403 722, Goa, India)

Tén sinh phim £ m % -~ 2
STT| chén dodn in vitro/ Hogtlintchinh=1 | Dgmg. | Tubl ' THew o Quy edehs, | ooty
; , Ham lwgng baoche | tho | chuan dong goi
Tac dung chinh
Eryclone Anti-D (IgG) : 2 \ A
o J x Khang thé don dong Dang 24 Hop6lox | SPCD-TTB-

18 | (phat hién khang nguyén . { : TCCS

D va khéng nguyén D,) khang D IgG (0,075ml) long thang 10ml 749-19

5. Cong ty ding ky: Cong ty TNHH Thiét bi va Dich vu Ky thuat Phwong Péng (Dia chi: S6 14, nghich
22 ngd 183 dudong Hoang Vian Thai, Phuong Khuong Trung, Quan Thanh Xuédn, Ha N6i)
Nha san xuit: 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 pha . ¥ :
STT|  chin doin in vitro/ Hogt chit chinh- | Dang | Tubi | Tidw | Quycich | g4 a0y
Téc dung chinh Ham lwgng baoche | thgo | chuan dong goi
z Khéng the don dong : Hop 1 1o 10
19 &Zg-?ir(xigl::{l)ém sk B dan x‘uz‘%t tir té baodong | Dang 24 I:;: ml, SPCD-TTB-
ABO) ’ lai (CCS) Anti-A long thang xut Hop 1010 10 750-19
500100 (1,0ml) ml
Khéng thé don dong din
xut tir té bao dong lai Hép 1 1o 10
Anti-AB (IgM) (CCS) Anti-A A-SE10; Nha P % B et
20 | (xac dinh nhom mau hé Khang thé don dong D,a'l ng 2,4 san . i i
x Vol B S lon than £ Hop 1010 10 751-19
ABO) dan xuat tir té bao dong g & | xudt 1
lai (CCS) Anti-B B-2D7 -
(1,0ml)
s ; 2 5 ; Hop 1 1o 10
Anti-B(IgM) Khang the don dong Dang 24 Nha pml, SPCH-TTB-
21 (xac dinh nhém mau hé dan xuat tir t€ bao dong 160 than san Hép 10 1o 10 752-19
ABO) lai B501100 (1,0ml) i € | xudt P = 0
Khéng thé don dong Nha | HOp1lo10
5, | Anti-D (IgM+IgG) dn xudt tir té bao dong | Dang 24 e ml, SPCD-TTB-
(phat hién typ Rho (D)) lai (CCS) Anti-D long | thang | >z | Hop10lo10 |  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 xuit: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, 68305, Mannheim, Dirc)

Tén sinh pham

Z e Hoat chit chinh- Dang Tubdi | Tiéu Quy cach e ;
STl Ch’lt“:c?lr:g“clhvi:lt;?/ Ham lrong binehd |t | chudn | dongadl: | o0 CAR Y
HAV Ag (nguoi) (40
U/mL (don vi cua
Roche)). Khang thé don
Elecsys Anti-HAV dong khang HAV danh
(dinh lwong khang thé | dAu biotin (chudt) (0,25 | Dang
23 toan phan khang vi rat | pg/mL); khang thé don 16ng & 12 TCCS Hop IQO xét | SPCDB-TTB-
viém gan A trong huyét | dong khang HAV (chuét) | dong thang nghiém 754-19
thanh va huyét tuong danh dau phirc hop kho
nguoi) ruthenium (0,15 pg/mL).
Khéng thé khang HAV
(ngudi) trong huyét thanh
ngudi (khoang 46 IU/L). /’J/
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Khéng thé don dong
khang HAV (chu¢t)
danh dAu phirc hop
ruthenium (0,15
pg/mL); khang thé

‘ khang Fdy ngudi (ctru)
Elecsys Anti-HAV IgM (0,04 mg/mL). Khéng
(dinh tinh khang thé IgM | thé don dong khang IgM . . TTB-
24| khing vi it viém gan A | ngudi dinh ddubiotin | ene | A2 | 1ces | HOP OO X | SO
trong huyét thanh va (chudt) (0,4 pg/mL); & £
huyét tuong ngudi) khang nguyén HAV
(canh cay te bao), (25
U/mL) (don vi cua
Roche). Khang thé IgM
khang HAV (nguoi)
trong huyét thanh nguoi
(khoang 5 U/mL)
Khang thé khang Fdy
nguoi (ctru) (> 0,05
mg/mL). Khang thé don
Elecsys Anti-HBe IgM | 9008 khang IgM ngudi
A j 2 danh dau biotin (chudt)
(dinh tinh khang thé IgM (> 600 ng/mL); HBcA
khéng khang nguyén 13i ng/mL), HBCAg | pang | 15 Hop 100 xét | SPCD-TTB-
25 S (E. coli, rDNA), danh . . TCCS S
cua virut viém gan B £ p : long thang nghiém 756-19
£ 3 dau phurc hgp ruthenium
trong huyet thanh va .
huyét twong ngudi) (= 200 ) R
the IgM khang HBc
(nguoi) trong huyet
thanh nguoi (> 100 PEI-
U/mL)
Elecsys HIV Ag Huyeét t’hanhrl}gucfl,
duong tinh vdi khang
Confirmatory Test thé khang HIV
(xac nhan sy hién di¢n X Dang 29 Hop 2 x 20 xét| SPCD-TTB-
e khang nguyén HIV-p24 (5975 1nL.), Hiyat taanh long thang Loz nghiém 757-19

trong mau huyét thanh va
huyét twong nguoi)

ngudi, 4m tinh voi
khang thé khang HIV
(0,067 mL)

7. Cong ty dang ky: Cong ty Cd phan Céng nghé Viét A (Dia chi: 372A/8 H6 Vian Hué, Phuong 09, Quéan
Phu Nhuén, Thanh phé HO Chi Minh)
Nha sin xuét: Chi nhanh Céng ty C6 phan Vit A tai Binh Dwong (Dia chi: 1/9A Quéc 16 1A, khu phd

Binh Duong 2, Phucmngn Binh, Thi x4 Di An, Tinh Binh Duong)
Tén sinh pham B b 2 ke ’
STT| chén doén in vitro/ e e Tiew | Quy A€l | 56 diing ky
Tac dung chinh AL ARE s i o g8
Dream Taq Hot Start
DNA Polymerase (ndng
do goc 5U/ul, nong do
cuodi: 1,25U/pl); Set of o )
LightPower"ACMV dATP, dCTP, dGTP va B el
. ghiém gom
rPCR Kit DTTP (nongddo goc hép: 02 hop
(phat hién | 2mM, nong dd cuoi: iVA( ¢ ¥ »
27 | Cytomegalovirus (CMV) [ 0,2mM); RTCMVf ll);;‘gg thléig TCCS MS(MH:%;:%E LS %%_TlgB
trén mau dich, huyet (nong do goc 100pM, 25 x:ét nghi om
thanh, mau toan phan | ndng d cudi: 0 ,25uM); va 01 hop prs
nguoi) RTCMVr (nong do goc Ty ﬁﬁg
100uM, nong d6 cuoi:
0,25uM); TaqmanCMV
(nong do goc 100uM,
nong dd cudi: 0,2uM).
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Dream Taq Hot Start
DNA Polymerase (ndng
do géc: SU/ul, néng do
cuoi: 1,25U/ul); Set of
dATP, dCTP dGTP va

Bo 50 xét

LightPowerVAEBV nghiém gdm 03
28 | (phat bién Epstein Barr o >mm), EBVE (odng | D€ | 12| qoeg |VAEBVIPCR | SPCD-TTB-
irus (EBV) trén mau 6 obc: 100uM. ndn long thang Mix, moi hgp 759-19
dich, huyét thanh, mau -d§ 0‘3 e g 25 xét nghiém
toan phan ngudi) auok A, 2pN; va 01 hap dbi
EBVr (nong d¢ goc: shitng
100pM, ndng do cudi:
0,25uM); Probe EBV
(ndng do gbc: 100uM,
ndng d6 cudi: 0,2uM).
Dream Taq Hot Start
DNA Polyme (ndng do
g(f)c: 5U/ul, ndng do
cuoi: 1,25U/ul); Set of B6 50 xét
LightPowerVAEV71 dg“ﬁpdglg R nghiém gdm 03
rP(:,‘R Kit . 2mM, nonggdo cim »Vlllép: 02 hop
29 (phat hién Entergvnrgs 71 0.2mM); EV71£ (nong D':_mg 1,2 TCCS ! EV7 I:.rPCAIR SPCD-TTB-
(EVT1) trong mau dich, 46 gbc: 100uM. ndne d6 long thang Mix, moi hop 760-19
huyét thanh, mau toan 0 %OC H ,-nong N 25 xét nghiém
phan nguoi) cuoi: 0,%5 p‘M), EV71r va 01 hop d&i
(ndng d9 goc: 100uM, ST
néng do cudi: 0,25 pM); &
Tagman EV71 (péng do
goc: 100pM, nong do
cudi: 0,2uM).
Dream Taq Hot Start
DNA Polymerase (ndng
do gbe: 5U/pl, ndng do
cuoi: 1,25U/ul); Set of
dATP, dCTP, dGTP va B6 50 xét
DILIF (nbng dp goc: nghiém gdm 07
2mM, nong do cuc‘)‘i: hép: 02 hép
0,2mM); HBV-1f (nong VAHBV
do6 goc: ’IOOuM, nong Genotype rPCR
d06 cudi: 0,25uM); Mix A, méi
LightPowerVAHBV ?&Vhif g:)‘;“g dd°ci‘c’§ hop 25 xét
Genotype rPCR Kit 0, g SuM); I%lB%-lr nghiém, 02 hop
(dinh kiéu gen Hepatitis B g 100uM, Dang 12 TCCS VAHBV SPCD-TTB-
i Virus (HBV) trong huyét (nong P goc H l1éng thang Genotype rPCR|  761-19
thanh, mau toan phan nong do cud: 0,25 M) Mix B, moi hop
¥ HBV-2r (nong do goc 25 xét nghiém
nguo) 100puM, nong dd cuoi: 02 hop .'VAHB\’/
(251 M) Saigmat Genc;type rPCR
HBV-A (nong d6 goc: Mix C, mdi hp
100uM, nong d9 cudi: 25 xét nghié o
0,2pM), Tagman HBV- va 01 hép aéi
B (nong d¢ goc: chils g
100uM, nong dd cuoi:
0,2uM), Tagman HBV-
C (ndng do gdc:
100uM, néng dd cubi:
0,2uM).
LightPowerVAHBV Dream Taq Hot Start Bé 50 i{ét
rPCR Kit DNA Polymerase (ndng Dang 12 TCCS nghi¢m gom 03| SPCB-TTB-
31| (dinh luong Hepatitis B | do géc: SU/ul, ndng dd | long | thang Thop: 02hop | 762-19
Virus (HBV) trong huyét | cudi: 1,25U/ul); Set of VAHBV rPCR
* Ao
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thanh, mau toan phan
nguoi)

dATP, dCTP, dGTP va
DTTP (ndng do gc:
2mM, néng d6 cudi:
0,2mM); RTHBVf
(nong do goc 100uM,
nong do cuoi: 0 25uM),
RTHBVr (ndng d6 gbc:
100puM, ndng d6 cudi:
0,25uM); Tagman HBV
(nong d goc: 100uM,
nong d6 cudi: 0,2uM).

Mix, mbi hop

25 xét nghi¢m

va 01 hop ddi
chung

Dream Taq Hot Start
DNA Polymerase (ndng
do géc: 5U/ul, néng do
cuoi: 1,25U/ul); Set of
dATP, dCTP, dGTP va

DTTP (nong do goc

2mM, nong d6 cuoi:

0,2mM); RTHCVGf
(nong do goc 100pM,

Bo 50 3(ét
nghi¢m gom 05
hép: 02 hop

’ do 0,25uM VAHCY
LightPower'VAHCV n‘;{ngHg\c;grl (non H 46 ) Genotype 1-6
Genotype rPCR Kit S ool et Mix rPCR, m¥i
(dinh kiéu gen Hepatitis C | 897" "ZRRYLIONECO 1 pape 1 12 hop 25 xét | SPCD-TTB-
32 . X cuodi: 0 ,25uM); Tagman ; ; TCCS b A
Virus (HCV) trong huyet léng thang nghiém, 02 hop 763-19
e A HCVGI (nong do goc iVA
thanh, mau toan phan HCV
R 100pM, nong d9 cuoi:
nguoi) Genotype 2-3
0,2uM), Taqman : %
rPCR Mix, moi
HCVG2 (nong do goc: 2 ;
hop 25 xét
100puM, nong do cuoi: Sl
nghiém va 01
0,2pM), Tagman. hép déi chimg
HCVG3 (nong d$ goc:
100puM, nong do cudi:
0,2pM);‘Taqman
HCVG6 (nong dd gc‘;c:
100pM, nong do cuoi:
0,2uM).
Dream Taq Hot Start
DNA Polymerase (nong
d6 g()c: 5U/ul, nong d¢
cuoi: 1,25U/ul); Set of
dATP, dCTP, dGTP va B§ 50 xét
LightPowerVAHCV dTTP (nong do goc nghiém gom 03
rPCR Kit 2mM, nong do cuoi: _hop: 02 hop
33 (dinh lugng Hepatitis C 0,2mM); RTHCVf Dang 12 TCCS IVAHCV~rPCR SPCD-TTB-
Virus (HCV) trong huyeét (nong do goc 100uM, léng thang Mix, moi }}ép 764-19
thanh, mau toan phan nong do cudi: 0,25uM); 25 xét nghlép}
nguoi) RTHCVr (nong do goc: va 01 hop doi
100pM, ndng d6 cuodi: chung
0,25uM); Tagman
HCV (nong do goc:
100puM, nong dg cuoi:
0,2uM).
° VAHPV Dlrzlr:agl 1T e Kol gt
nghtPoYver' NA Polymerase (nonig nghiém gdm 03
rPCR Kit do goc: 5U/ul, nong do hop: 02 hop
(pha'?t hién Human cuoi: 1,25U/ul); Set of Dang 12 iVA'HPV rPCR SPCD-TTB-
34 | Papillomavirus (HPV) dATP, dCTP, dGTF va : é;ng g TCCS Mix, m&i hop 765-19
trén mau dich phét dTTP (n6ng d6 goe: 25 Xé ¢ nghiém
(duong sinh duc, hau 2mM, nong d9 cuoi: g e
va 01 hop doi
mon)) 0,2mM); RTHPVf chimg
(nong do gdc: 100uM,
1/12 U -




nong do cudi: 0 ,25uM);
RTHPVr (nong do goc
100uM, nong dd cuoi:
0,25 uM), Taqman

HPV (nong do goc:
100pM, nong d¢ cuoi:
0,2uM).
Dream Taq Hot Start
DNA Polymerase (ndng
do géc: 5U/ul, nc“mg do
cudi: 1,25U/ul); Set of z .
dATP, dCTP, dGTP va i
LightPowerVAHSV dTTP (nong do goc nic‘:sfnogolig o
rPCR Kit 2mM, nong d6 cudi: VR :
35 | (phét hién Herpes 0.2mM); e (néng | DRne 123 | feps | PV ECR | BECERT S5
§onlagol HSV) trén 45 gbe: ong thang Mix, moi l:lQp 766-19
mplex virus ( ) tré g IOOpM nong 25 xét nghiém
mau dich) do cudi: 0,25 rM); va 01 hon dbi
HSVR (nong do goc chﬁﬁg
100uM, nong dg cuoi:
0,25uM); HSVP (ndng
d6 gbc: 100uM, ndng
d6 cudi: 0,2uM)
Dream Taq Hot Start
DNA Polymerase (ndng
do géc: 5U/ul, ndng do
cuoi: 1,25U/ul); Set of 5 .
dATP, dCTP, dGTP va nglﬁg & (;(’)‘;f i
LightPowerVARSV ST{}; (nong (f‘i’ goc: hap: 02 hop
rPCR Kit b Dot diaiOn Dang 12 iVARSV rPCR | SPCD-TTB-
36 A A X 0,2mM); RSVF (ndng \ - TCCS : N
(phat hién RSV trén mau &5 ghc: 100uM, ndng long thang Mix, moi hop 767-19

dich)

do cuéi:‘0,25 pM);
RSVR (nong d¢ goc:

25 xét nghiém
va 01 hop doi

100uM, ndng d9 cubi: SAlpg
0,25uM); RSVP-N
(ndng @5 gbe: 100pM,
ndng do cudi: 0,2uM)
TUQ. BQ TRUONG
VU TRUONG
VU TRANG THI VA CONG TRINH Y TE
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