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QUYETDJNH
V~ vi~c ban hanh danh muc 36 sinh phim chin doan invitro

dugc c§p sa dang ky lUll hanh t~i Vi~t Nam - DQ't 02

BO TRUONG BO Y TE. .
Can cir Nghi dinh 36/20 16/ND-CP ngay 15/5/2016 cua Chinh phu vS quan

Iy trang thiet bi y tS;
Can cu Nghi dinh s6 75/2017/ND-CP ngay 2016/2017 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co cfiu t6 chirc cua BQY tS;
Can cirNghi dinh 169/2018/ND-CP ngay 31/12/2018 cua Chinh phu sua d6i,

b6 sung mot s6 dieu cua Nghi dinh s6 36/20 16/ND-CP ngay 15/5/2016 cua Chinh
phu vS quan ly trang thiet bi y tS;

Can cir Thong tu s6 44/2014/TT-BYT ngay 25/1112014 cua BQ Y tS quy
dinh viec dang ky thuoc;

Can cir y kiSn cua HQi d6ng tu vfin cfip s6 dang ky luu hanh sinh pham ch~n
doan in vitro - BQY tS;

QUYETDJNH:
Di~ll 1. Ban hanh kern thea Quyet dinh nay danh muc 36 sinh pharn ch~n

doan in vitro duQ'ccfip s6 dang ky luu hanh t~i Vi~t Nam - Dgt 02.
Di~u 2. Cac dan vi co sinh ph~m ch~n doan in vitro duQ'cphep luu hanh t~i

Vi~tNam qui dinh t~i DiSu 1phai in s6 dang kY duQ'cBQY tS Vi~t Nam cfip len nhan
va phai chfip hanh dung cac quy dinh cua phap lu~t Vi~t Nam vS san xufit va kinh
doanh sinh ph~m ch~n doan in vitro. Cac s6 dang kY co kY hi~u SPCD-TTB- ...-19 co
gia tri 05 nam kS til ngay cfip.

Di~ll 3. QuySt dinh nay co hi~u l\}'ckS til ngay ky ban hanh.
Di~u 4. Giam d6c Sa Y ts cac tinh, thanh ph6 tf\l'c thuQc trung uang va Giam

d6c cac dan vi co sinh ph~m ch~n doan in vitro neu t~i DiSu 1 chiu trach nhi~m thi
hanh QuySt dinh naY.!.:b.
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CONG HoA xX HOI CHU NGHiA VI~T NAM
DQclip - Tv do - H~nh phuc

BOYTE

DANH MVC 36 SINH PHAM CHAN DoAN IN VITRO
cAp so DANG KY LUU HANH T~I VlE:T NAM - DQT 02

(Ban hanh kern thea Quyet dinh s64.Z44/QD-BYT, ngay Ar /9/2019)

1. Cong ty (Ung,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)

Ten sinh pham chan Hoat chAt chinh- Dang TuAi Tieu Quy each
STT doan in vitro/

Ham lueng bao ch~ tho chuAn dong goi
sA dang ky

Tac dung chinh

ARCHITECT Anti-HBc
IIControls M~u chirng am: Huyet
(iroc tinh do chinh xac nrong ngiroi am tinh voi
cua xet nghiem va phat HBV (98,2612%).
hien do lech phan tich M M~u chirng dirong:

1
thong may Architect i khi Huyet nrong nguoi am Dang 10 TCCS

2 chai x 8 SPCD-TTB-
thirc hien xet nghiern dinh tinh voi HBV long thang mL 732-19
tinh khang th~ khang (94,4730%), huyet
khang nguyen lei virus nrong ngiroi co phan
viem gan B (anti-HBc) irng voi anti-HBc
trong huy8t thanh va (3,7788%)
huyet tuong ngiroi)

ARCHITECT EBV M~u chirng am: huyet

EBNA-l IgG Controls ttrong nguoi da voi hoa,

(danh gia dO l~p lai va am tinh voi EBV IgG
(l,OOOLlL).phat hien ~o l~ch phan

M~u chUng dUO'llg:tich h~ thong cua may
2 ARCHITECT i khi dinh huyet tuang nguai da D~ng 15 TCCS

2 chai x 8 SPCD-TTB-

Hnh khang th~ IgG khang voi hoa, am tinh v6'i long thang mL 733-19
EBV IgG (xAp xi 0,900Epstein-Barr Nuclear LIL), huy8t tuang nguaiAntigen-l (EBNA-1)

trong huy8t thanh va da voi hoa, duang tinh

huy8t tuang nguai) v6'i EBV IgG (xApxi
0,100 LIL)

1.2. Nhil san xuit: DENKA SElKEN CO.,LTD (Dia chi: Kagamida Factory, 1359-1 Kagamida, Kigoshi,
Gosen-shi, Niigata, 959-1695, Japan) cho Cong ty Abbott GmbH & Co.KG (Dia chi: Max-Planck-Ring2,
65205 Wiesbaden, Germany)

~en sinh pham Ho~t chAt chinh- D~ng TuAi Tieu Quy cach sA dang kySTT chan doan in vitro/ Ham IlfQ'ng bao ch~ thQ chuAn dong goi
Tac dung chinh

ARCHITECT SCC Khang th~ khang khcing
Reagent Kit nguyen SCC Ag chuot
(dinh IUQ'llgkhang nguyen dan dong phu tren vi b~t HOp 100 xet

3
ung thu bi~u mo t8 bao (0,0800%), Khang th~ D~ng 10 TCCS nghi~m, HOp SPCD-TTB-
yay (squamous cell khang kh{mg nguyen long thang 4 x 500 xet 734-19
carcinoma antigen SCC SCC Ag chuot dan dong nghi~m
Ag) trong huy~t thanh va gin acridinium cong
huy~t tUO'llgnguai) hqp (0,000007%).
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1.3. Nha san xu§t: Fisher Diagnostics (Dia chi: 8365 Valley Pike, Middletown, Virginia 22645, USA) cho Cfmg
ty Abbott Laboratories Diagnostics Division (Dia chi: 100 Abbott Park Road, Abbott Park, IL 60064, USA}

':!'en sinh phAm Hoat chAt chinh- Dang Tu6i Tieu Quy cach S8 dang kySTT chan doan in vitro!
Ham luong bao ch~ tho chuAn dong goi

Tac dung chinh
ARCHITECT STAT
CK-MB Calibrators
(hieu chuan M thong may

4 ARCHITECT 1 co quy CK-MB nguoi tai t6 hQ'P Dang 15 TCCS 6 chai x 3ml
SPCD-TTB-

trinh linh heat STAT cho « 0,001%) long thang 735-19
xet nghiem dinh hrong
CK-MB trong huyet thanh
va huyet nrong ngiroi)

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

':!'en sinh pham Hoat chAt chinh- Dang Tu6i Tieu Quy cach S8 dang kySTT chan doan in vitro! Ham hrong bao ch~ tho chuAn dong goi
Tac dung chinh

ARCHITECT Sirolimus
Reagent Kit (dinh hrong
sirolimus trong mau toan Anti-IgG chuot ttl de

5 phan tren h~ thong may phil vi hat (0,098%), Dang 15 TCCS HQP 100 xet SPCD-TTB-
ARCHITECT 1. H6 tro Anti-sirolimus « long thang nghiem 736-19
diSu trj b~nh nhan cAy 0,0001%),
ghep th~n diroc diSu tri
b~ng lieu phap sirolimus)

2. Cong ty dang ky: Cdng ty cA phin Y t~ AMVGROUP (Uia chi: L~u 4, Toa nha AMV Group, s6 951A
Cach M~ng Thang Tam, Phuong 7, Quan Tan Binh, TP HE>Chi Minh)
2.1. Nha san xu§t: CERTEST BIOTEC, S.L. (Uia chi: Calle J N° 1 Pol. IND. Rio Gallego II - 50840 San
Mateo de Gallego, Zaragoza (T§y Ban Nha))

Ten sinh pham
Ho~t chAt chinh- D~ng Tu6i Tieu Quycach

STT chin doan in vitro! Ham 1U'Q'ng bao ch~ thQ chuAn dong goi
s6 dang ky

Tac dung chinh
M6i kha,Yth~ bao gam thalli

A gao lienthanh B:
- Thanh A g6m: V~ch thu:
khang th8 don dong chuQt
khang - Cryptosporidium
parvum «2mg); V1;lch
chUng: Khang th8 khang
protein d~c hi~u « Img);
CQnghqp cac phan tlr

Certest Crypto+Giardia latex co mau lien kStv6i

(phat hi~n dinh tinh d6ng
khang th8 don dong chuQt Khay 24 SPCD-TTB-

6 thai Cryptosporidium va
khang Cryptosporidium thu thang TCCS 20 testlHQP 737-19

Giardia trong m~u phan)
parvum( <1%); CQnghqp
cac phan tlr latex co mau
lien kStv6i Protein chUng

d~ hi~u «1%);
- Thanh B g6m: V1;lch

thu : khang th8 don dong
chuQtkhang - Giardia
lamblia (<2mg); V1;lch

chUng: Khang th~ khang
protein ~ hi~u «lmg);
Cang hop cae phan tlr
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latex co mau lien k€t voi
khang th~ dan dong chuot
khang Giardia lamblia
«1 %); Cong hQPcac

phan illlatex co mau lien
k€t voi Protein chimg d~c

hi~u«I%).
M6i khay thfr bao g6m

thanh A, thanh B va thanh
C giln li~nnhau:

- Thanh A g6m: Vach tlnr :
khang th~ dan dong chuot
khang - Cryptosporidium
parvum «2mg); V~ch
clurng : Khang th~ khang
protein ~c hieu « lmg);
Cong hQPcac phan ill
latex co man lien k€t voi
khang th~ dan dong chuot
khang Cryptosporidium

parvum «1 %); Cong hQP
cac phan illlatex co mall
lien k€t voi Protein clnrng

d~ hi~ll«1%);
- Thanh B g6m: Vach thir :

Certest Crypto khang th~ dan dong chuot

+Giardia+Entamoeba khang - Giardia lamblia

(phat hien dinh tinh d6ng (<2mg);y ach clurng : Khay 24 SPCD-TTB-7 thai Cryptosporidium, Khang the khang protein thir thang TCCS 20 test/Hop 738-19
Giardia, Entamoeba til d~ hi~u «lmg); Cong

trong m§.u phan) hQPcac phan illlatex co
mall lien k€t voi khang th~
dan dong chuot khang
Giardia lamblia «1 %);
Cong hQPcac phan ill
latex co mall lien k€t vo;
Protein chUngd~c hi~u

«1%);
- Thanh C g6m: V~ch thfr:
khang th~ dan dong chuQt

khang - Entamoeba (<2mg);
V~ch chUng: Khang th~
khang protein d~ hi~ll

«lmg); CQnghQPcac phan
illlatex cO mau lien k€t vo;
khang th~ dan dong chuQt
khang Entamoeba «1 %);
CQnghQPcac phan illlatex
co mall lien ket vo; Protein
chUng d~c hiell «1%)

- M6i khay thfr bao g6m '01 hQp gom:
eertest Influenza thanh A, thanh B va thanh 20 khay thfr,
A+B+RSV C giln li~nvo; nhau : 20 lQthu8c
(phat hi~n dinh dnh d6ng Thanh A g6m :V~chthfr : thfr, 20 tam
thai cum cyp A, cum cyp khang th~ dan dong chuot Khay 24 bOng lAy SPCD-TTB-

8 B va vi-rut hQ'Pbao khang - lrif/uenza A « 2 TCCS m§.u, 20
duang ho hAp til nhung mg); V~h chUng: Khang thfr thang pipet dung 739-19

m§.utam bong mlii, m§.ll th~ da dong tho khang mot lh, 20
dich hut ho~c dich rfra tY. Streptavidin «1 mg); 8ng xet
h§.u) CQnghQPcac phan ill nghi~m, 1

latex co mfm lien k€t vo; tam bong
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khang th~ don dong khang chirng dirong
Influenza A « 1%); Cong cum A, I tam
hQPcac phan illlatex co bong chirng
man lien k@tvoi Protein duong cum

chimg d~c hieu B, I tam
(Streptavidin)« 1%); bong chirng

Thanh B g6m :Vach thir : dirong RSV
khang th~ don dong chuot
khang - Influenza B «
2mg); Vach clnrng :

Khang th~ da dong tho
khang Streptavidin «1
mg); Cong hQPcac phan
ill latex co man lien kStvoi
khang th~ don dong khang
Influenza B « 1%); Cong
hQPcac phan ill latex co
rnau lien kStvoi Protein

clnrng d~c hi~u
(Streptavidin)« 1%);

Thanh C g6m :Vach tlur :
khang th~ don dong chuot
khang - RSV « 2 mg);
Vach clnrng :Khang th~

da dong tho khang
Streptavidin « 1mg);
Cong hQPcac phan ill
latex co rnau lien kStvoi
khang th~ don dong khang
RSV « 1%); Cong hQPcac
phan ill latex co mau lien
kSt voi Protein clurng d~
hieu (StreptavidinX< 1%)
- Tam bong clnrng duong
cum A : khang nguyen

cum typ A (<20Ilg) ;Tam
oongchtingduongcum

B : khang nguyen cum typ
B (<20Ilg) ; Tam bong

clnrng duong RSV : khang
nguyen RSV (<20Jlg)

- Khay thu : Vach thir :
khang th~ dan dong

chuot khang -
Streptococcus nhom A 1 hop gom:
« 2 mg); V~ch chUng: 20 khay thu,
Khang th~ da dong tho 1 IQthu6c

Certest Strep A khang Streptavidin « 1 thu A, 1 19
(pMt hi~n dinh tinh mg); C(>nghQP cac phan thu6c thu B,
Streptococcal nhom A ill ill latex co mim lien k8t Khay 24 20 tam bong SPCD-TTB-

9 cac m~u tam bong dich v6i khang th~ dan dong TCCS I~y m~u, 20
hong va m~u khuAn I~c khang Streptococcus thu thang pipet,dung 740-19

nuoi dy khi co nghi ngcr nhom A « 1%); C<;mg m(>t lan, 20
Streptococcal nhom A) hQP cac phan ill latex co 6ng nghi~m,

mau lien kSt v6i Protein 1 tam bong
chung d~c hi~u chung duang

(Streptavidin)« 1%); Strep A
- H.m bong chUng

duang Strep A : Khang
nguyen Strep A «2Ollg)

J_~
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,

-HelnhQ'PtllU,6c tlnr co
trong gieng :

HelnhQ'Penzym gam:
Retrotranscriptase

«0,1%); Taq Polymerase
«0,1%); Anti- Taq

Polymerase Mab «0,1%);

HQP48 x~tCac primer gam: Primer
YIAI-Forward «0,1 %); nghiem, gomPrimer YIAI-Reverse : 6thanh 8«0,1 %); Primer HNVl- gieng voi
Forward «0,1%); Primer chieu cao cua
HNVI-Reverse «0,1%); thanh gieng la
Primer YIB l-Forward 15.8 mm, l Io«0,1 %); Primer YIB 1- dung dichReverse «0,1 %); Primer d~m, l loRSAI-Forward «0,1%); clnrng duong,Primer RSA l-Reverse l lo clurng«0,1 %); Primer RSB 1- fun, 1 IQmrocVIASURE Flu A, Flu B Forward «0,1 %); Primer khongc6& RSV Real Time PCR RSB l-Reverse «0,1 %); RNAselDNADetection Kit Primer K'Rl-Forward .se va 6 thanh(phat hien d(lc hieu va «0,1%); Primer ICRl- Dong 24 8 nAp; SPCD-TTB-phan bi~t virus cum A Reverse «0,1 %); TCCS HQP48 ~et 741-1910 (Flu A), virus cum B (Flu Cac probe gam: Probe khO thang

nghiem, gem :B) va/hojic virus hQ'Pbao YIAI-FAM«O,l%); 6 thanh 8ho h~p 6 ngiroi (RSV) , Probe HNVI-FAM gieng voitrong cac m~u benh pharn «0,1%); Probe YIBl- chieu cao cuadirong ho h~p) ROX «0,1 %); Probe thanh gieng laRSAI CY5 «0,1%); 21.4 mm, l loProbe RSBI CY5 dung dich«0,1 %); Probe ICR1 dem, IIQHEX «0,1%); clurng dirong,dNTPs: Deoxynucleotide l lo clurngtriphosphates gam: dATP fun, 1 IQmroc100 mM «1%); dCTP khong co100 mM«I%); dGTP RNAselDNA100 mM«I%); dTTP se va 6thanh100 mM«I%);ChUng 8 nApnQikiem: nucleic acid
khong nhi~m trung

«0,1%); ChUng,duang:
eDNA dong kho tong hQ'P
khong nhi~m trung (104

ban sao/phan irng); Chung
fun: clnrng khong khuon

m~u(100%)
HQP48 xet- HelnhQ'Pthuoc thir trong
nghiem gamgi~ng: HelnhQ'Penzym
6thanh 8gam: Retrotranscriptase
gi~ngvai

VIASURE Influenza «0,1%); Tag Polymerase
chiSu cao cua«0,1%); Anti- Taq
gi~ng la 15.8BINI Real Time PCR Polymerase Mab «0,1 %);
mm, 1 lQdung SPCD-TTB-Detection Kit Cae primer g6m : Primer Dong 24 TCCS dich d~m, 1 lQ 742-1911 (phat hi~n virus cum A HNVI-Forward «0,1%); kho thang
,chUngduang,(H 1N 1)2009 trong cae , Primer HNVI-Reverse
llQ chUngb~nh phAm duang ho hap «0,1%); Primer IC-

fun, 1 IQmracI~y tir nguai) Forward «0,1%); Primer
khongc6IC-Reverse «0,1 %);

RNAselDN AsCae probe g6m : Probe
eva6 thanh 8 ..,.c::::.HNVI-FAM«O,I%);
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Probe IC-HEX «0,1 %); nap;
dNTPs :Deoxynucleotide HQP48 xet
triphosphates g6m: dATP nghiem gom S
100mM «1 %); dCTP thanh 8 giSng
100 mM«I%); dGTP vci chieu cao
100 mM«I%); dITP cua gieng la

100 mM «1%); 21.4 mm, 119
Chimg nQiki~m : nucleic dung dich
acid khong nhi~m trung d~m, 119

«0,1%) chirng duong,
- Chirng d~ong : cDNA 1 19clurng
dong kho tong h9P khong fun, 1 19ruroc
nhi~m trimg (104 ban khong co

sao/pharr irng) RNAselDNAs
- Chung fun : chirng khong e va6 thanh 8

khuon m~u (100%) nip

3. Cong ty dang ky: Cong ty C6 ph~n Y t~ Duc Minh (Dia chi: S6 51, ngo 205, ngach 323/83, duong Xuan
Dinh, phirong Xuan Dinh, quan B~c ro Liem, HflNQi)
Nha san, xu§t: Standard Diagnostics, Inc (Dia chi: 65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,
Hc:mQuae)

Ten sinh phAm
STT chAn doan in-vitrol

T3C dung chinh

12

13

SD Bioline H.pylori
(phat hien dinh tinh cac
typ khang th~ (IgG, IgM,
IgA) d~c hieu voi
Helicobacter pylori trong
m~u huySt thanh ho~c.
huySt tmmg nguO'i)

SD Bioline Strep A (phat
hi~n dinh tinh cac khang
nguyen Streptococcus
nhom A tir cac m~u b~nh
phAmtam bong I~y ill
119ngho~c m~u khuAn I~c
tit nuoi dy)

Hoat chit chinh­
Ham 1U'Q'Dg

Cong h9P yang : khang
nguyen Helicobacter

pylori - gin keo yang (1
± 0,2Ilg); Vach thir :

khang nguyen
Helicobacter pylori

(0,43 ± 0,086 mg); V~ch
chUng : khang th~ de
khang Helicobacter

pylori (0,65 ± 0,13 mg)

CQng h9P yang : Ch~t
keo yang - KMng th~
tho khang Strep A

(0,126 ± 0,025 Ilg) va
Ch~t keo yang - Khang
th~ IgG chuQt (0,042 ±
0,008 Ilg) ; V~ch thu 1 :
Khang th~ de khang
Strep A : (1 ± 0,2 Ilg);
V~ch chUng: Khang th~
de khang - IgG chUQt
(GAM IgG): (0,5 ±

O,lllg);
Chung dmmg:

Streptococcus nhom A
bi b~t ho~t boi nhi~t
(1,25 x 107 CFU/ml);

ChUng am:
Streptococcus nhom B
bi b~t ho~t boi nhi~t
(1,25 x 107 CFU/ml)

Dang
bao ch~

Thanh
thir

Que thu
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Tu8i
thQ

24
thang

24
thang

Tieu
chuAn

TCCS

TCCS

Quy cach
dong goi

HQp 30 xet
nghiem
gom : 30

thanh thir, 1
19dung
moi dml;

HQP 100 xet
nghiem

g6m: 100
thanh thit (1°
thanh thir/d<ii
x 10 d<iil
hQP),219
dung moi
8.5ml

01 hQP g6m :
25 que thu,
01 19dung
dich chiSt A,
01 19dung
dich chiSt B,
0119 chUng
duo-ng, 01 19
chung am, 25
tam bong vo
khuAn dS l&y
dich h9ng,
25 bng xet

nghi~m dung
mQt I~n

..0./

s6 dang ky

SPCD-TTB-
743-19

SPCD-TTB-
744-19



HQP 30 xet
nghiem g6m
30 thanh thir,
IIQ dung

moi 4ml, 30
Cong hop vang : khang pipet mao
nguyen Treponema d~n 20fll (tuy
pallidum tai t6 hop chQn),30

SD Bioline Syphilis 3.0 (17,15KDa) - keo vang kim chich
(Phat hien dinh tinh xo~n (1 ± 0,2flg); Vach thir : (tuy chon),

14 khuan Treponema khang nguyen Thanh 24 TCCS
30 bong c6n SPCD-TTB-

pallidum trong m~u mau Treponema pallidum tai thir thang (tuy chon); 745-19
toan phan, huyet thanh, to hop (l7,15KDa) HQP 100 ~et
huyet nrong) (0, 7±0, 14 mg); Vach nghiern gorn

chirng : huyet thanh de (10 thanh
khang Treponema thir/ dai x 1O

pallidum (0,75±0,15flg) dai/ hop), 2
IQdung moi
8.5ml,IOO
pipet mao

d~n 20fll (tuy
chon)

4. Cong ty dang ky: Cong ty TNHH Giai phap Khoe Thai Duong (Dia chi: S6 8 ngach 112/59, ph6 Ngoc
Khanh, Phuong 9iang ve, Quan Ba Dinh, Ha N('>i)
4.1. Nhit san xufit: MBS NEW S.R.L (Dia chi: Via Sportingmirasole 38, 20090, Opera, Milano, Y

'!en sinh pham Hoat chAt chinh- Dang Tu8i Tieu ' Quy cach s6 dang kySTT chan doan in vitro/ Ham IU'Q'Ilg bao ch~ tho chuin dong goiTic dung chinh
HQP 96 xet

HBsAg One Step Free MAb HB12
nghiem; hop

(p~lit hien dinh tinh khang (40flg), Mab HNll- Khay 192 xet
thu va 15 nghi~m; hQp SPCD-TTB-

15 the khang HBsAg trong HRP (1 flg), chung dung thang TCCS 180 xet 746-19
huy8t thanh ho~c huy8t duong (lml), chung fun

dich nghi~m; hQp
tuong nguai) (2ml). 960 xet

nghiem

LuElisa IgG Khang nguyen
HQP 96 xet
nghi~m; hQp

Recombinant recTreponema pallidum Khay 192 xet
(phlit hi~n dinh tinh khang (l5 flg), Khang nguyen - thu va 15 nghi~m; hQP SPCD-TTB-

16 th~ khang Treponem,a HRP recTreponema dung thang TCCS 180 xet 747-19
pallidum trong huyet pallidum (20x)( 1flg), dich nghi~m; hQp
thanh ho~c huy8t tuong chtrng duong (lml), 960 xet
nguai) chtrng am (Iml). nghi~m

4.2. Nhit san xuAt: RapiGen Inc (Dia chi: 2F, 25, Heungan-daero, Gunpo-si, Gyenonggi-do 15809, Republic of
Korea)

'!en sinh pham HO\lt chAt chinh- D\lng Tu8i Tieu Quyeach s6 dang kySTT chan doin in vitro/ Ham 1U'Q'ng bao ch~ thQ chuin dong goi
Tic dung chinh

Khang nguyen tai t6

BIOCREDIT Syphillis hqp Treponema
pallidum dl;lngkhamAb (0,5 flg), khang th~ IgG

(ph lit hi~n dtnh tinh khang Khay 24 HQP 25 khay SPCD-TTB-
17 th~ khang Syphillis trong

de khang tho (4flg), thu thang TCCS thu 748-19
m~u huy~t thanh ho~c

Khang nguyen tM t6

huy~t tuang nguai)
hqp Treponema

pallidum dl;lngkham-
vang keo (0,5Jlg), ~f't.-_""7/12



4.3'. Nha san xu§t: Tulip Diagnostics (P) Ltd (Dia chi: Plot Nos 92/96, Phase II C, Vema Industrial Estate,
Vema- 403722, Goa, India)

-:ren sinh pham
Hoat chAt chinh- Dang Tu8i Tieu Quy each s6 dang kySTT chan doan in vitro/

Ham hrong bao ch~ tho chuAn dong goiTac dung chinh

Eryclone Anti-D (IgG)
Khang th€ don dong Dang 24 HQP 61Q x SPCD-TTB-18 (phat hien khang nguyen TCCS

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

5. Cong ty dang ky: Cfmg ty TNHH Thi~t hi va Djch V\l Ky thu~t Phuong Dong (Dia chi: S6 14, nghach
22 ngo 183 dirong Hoang Van Thai, Phuong Khuong Trung, Quan Thanh Xuan, Ha N9i)
Nha san xu§t: 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)

Ten sinh pham
Hoat chAt chinh- Dang Tu8i Tieu Quy eachST1' chAn doan in vitro/ s6 dang ky

Tac dung chinh Ham lU'Q'llg bao ch~ tho chuAn dong goi

Anti-A (IgM) _!(han~ th€ ~on dong Nha HQP 1 IQ10

19 (xac dinh nhom mau h~ dan xuat tir te bao dong Dang 24 san
ml, SPCD-TTB-

ABO) lai (CCS) Anti-A long thang xu&t HQP 101910 750-19
500100 (l,Oml) ml

Khang th~ don dong ddn
xuat nr te bao dong lai HQP llQ 10Anti-AB (IgM) (CCS) Anti-A A-5E1O; Nha

20 (xac dinh nhom mau h~ Khang th€ don dong Dang 24 san
ml, SPCD-TTB-

ABO) ddn xu&t tu t~ bao dong long thang xuit HQP 10 IQ10 751-19

lai (CCS) Anti-B B-2D7 ml

(l,Oml)

Anti-B (IgM) Khang thS don dong Nha
H<)p 1 IQ10

21 (xac dinh nhom mau h~ ddn xuit illt~ bao dong D~ng 24 san
ml, SPCD-TTB-

ABO) lai B501100 (I,Oml) long thang xuit H<)p 1019 10 752-19
ml

Khang th€ don dong Nha
H<)p 1 19 10

22 Anti-D (IgM+IgG) ddn xuit illt6 bao dong D~ng 24 san
ml, SPCD-TTB-

(phat hi~n typ Rho (D» lai (CCS) Anti-D long thang xuit HQP 101910 753-19
BS225 (I,Oml) ml

6. Cong ty dang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy' Sy)
Nha san xu§t: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, 68305, Mannheim, Duc)

-:ren sinh pham Ho~t chAt chinh- D~ng Tu8i Tieu Quy cach s6 dang kySTT chan doan in vitro/
Ham lU'Q'llg bao ch~ thQ chuAn dong goi

Tac dun2 chinh·
HA V Ag (nguai) (40
U/mL (don vi cua

Roche». Khang thS don
Elecsys Anti-HA V dong khang HA V daub
(dinh lUQ11g khang th~ dAubiotin (chu<)t)(0,25 D~ng
toan phdn khang vi rut J.lglmL);khang thS don long & 12 TCCS

H<)p 100 xet SPCD-TTB-
23 viem gan A trong huy~t dong khang HA V (chuQt) dong thang nghi~m 754-19

thanh va huy~t Wong daub diu phuc hqp kho
nguo·i) ruthenium (0,15 J.lglmL).

Khang thS khang HAV
(nguai) trong huy~t thanh
nguai (khoang 46 lUlL). I
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Khang the don dong
khang HAV (chuot)
danh dAuphirc hop
ruthenium (0,15

ug/ml.); khang thS
khang Fdy ngiroi (ciru)

Elecsys Anti-HA V IgM (0,04 mg/mL). Khang
(dinh tinh khang th~ IgM th~ don dong khang IgM Dang 12 HQP 100 xet SPCD-TTB-

24 khang vi rut viem gan A ngiroi danh d~u biotin TCCS
tron~ huyet thanh va (chuot) (0,4 ug/ml.);

long thang nghiern 755-19

huyet nrong ngiroi) khang nguyen HAV
(canh c~y t~ bao), (25
U/mL) (dan vi cua

Roche). Khang thS IgM
khang HAV (ngiroi)

trong huye; thanh nguoi
(khoanz 5 U/mL)

Khang thS khang Fdy
ngiroi (ciru) (> 0,05

mg/mL). Khang thS don

Elecsys Anti-HBc IgM dong khang IgM nguoi

(dinh tinh khang th~ IgM danh d~u biotin (chuot)

khang khang nguyen loi (> 600 ng/mL); HBcAg Dang 15 HQP 100 xet SPCD-TTB-
25 (E. coli, rDNA), danh TCCS

cua vi rut yiem gan B dAuphirc hop ruthenium
long thang nghiern 756-19

trong huyet thanh va
huyet wong ngiroi) (> 200 ng/mL). Khang

th~ IgM khang HBc
(ngiroi) trong huyet

thanh ngiroi (> 100 PEI-
U/mL)

Elecsys HIV Ag
Huyet thanh nguoi,

Confirmatory Test duon~ tinh voi khang

(xac nhan str hien di~n
the khang~V D~ng 29 HQP 2 x 20 xet SPCD-TTB-

26 khang nguyen HIV -p24
(0,075 mL), Huyet thanh long thang TCCS nghi~m 757-19

trong miu huy~t thanh va
nguai, am tinh vai

huy~t tuong nguai)
khang thS khang mv

(0,067 mL)

7. Cong ty dang ky: Cong ty cA ph~n Cong ngh~ Vi~t A (Dia chi: 372AJ8 H6 Van Hue, PhuOng 09, Qu~n
Phu Nhu~n, Thanh ph6 H6 Chi Minh)
Nhil san xu§t: Chi nhanh Cong ty cA ph~n Vi~t A t~i Blnh DU'ong (Dia chi: 1/9A Qu6c 1(>lA, khu ph6
Binh DuO'ng2, PhuOng An Binh, Thi xii DI An, Tinh Binh DuO'll~)

'-ren sinh ph am HO\lt chAt chinh- D\lng Tu8i Tieu Quyeach s6 dang kySTT chan dmin in vitro/ Ham lU'Q'ng bao ch~ thQ chuAn dong goi
Tac dung chinh

Dream Taq Hot Start
DNA Polymerase (n6ng
dQ g6c: 5U/Jll, n6ng dQ
cu6i: 1,25U/Jll); Set of BQ 50 xet

LightPowe~VACMV dATP, dCTP, dGTP va nghi~m g6m 03
rPCRKit DTTP (n6ng dQ g6c: hQp: 02 hQp
(phM hi~n 2mM, n6ng dQcu6i: D~ng 12 iVACMVrPCR SPCD-TTB-

27 Cytomeg_alovirus (CMV) 0,2mM); RTCMVf long thang TCCS Mix, m6i h(lp 758-19
tren mau dich, huy~t (n6ng dQg6c: 100JlM, 25 xet nghi~m
thanh, mau toan phAn n6ng dQ cu6i: 0,25JlM); va 01 hQp d6i
nguai) RTCMVr (n6ng dQ g6c: chung

100JlM, n6ng dQ cu6i:
0,25 JlM); TaqmanCMV
(n6ng dQg6c: 100JlM,
n6ng dQcu6i: 0,2IlM).
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Dream Taq Hot Start
D~~A,Polymeras~ (nong
dQ~oc: 5U/!!I, nong dO
cuoi: 1,25U/!!I); Set of

Llghtl'ower'" AEBV dATP, dCTP, dGTP va se 50 xet

rPCRKit DTTP (nong do g6c:
nghiem gom 03

28 (phat hien Epstein Barr 2mM, nong do cu6i: Dang
hop: 02 hop

Virus (EBV) tren mfru 0,2m~); EBVf (n6ng
12 TCCS

iVAEBVrPCR SPCD-TTB-

dich, huyet thanh, mau dO goc: ,100!!M, nong long thang Mix, m6i hop 759-19

toan ph~n ngiroi) dO cuoi:, 0,25 !!M);
25 xet nghiem

EBVr (nong dOg6c:
va 01 hop d6i

100!!M, n6ng do cuoi:
chung

0,25 !!M); Probe EBV
(nong dOg~c: 100!!M,
nong dOcuoi: 0,2uM).
Dream Taq Hot Start
D~A Polyme (~6ng dO
g?c: 5U/!!I, nong dO

cuoi: 1,25U/!!l); Set of

Lightl'ower'" AEV71 dATP, dCTP, dGTP va ne 50 xet

rPCRKit DTTP (nong do g6c:
nghiem g6m 03

29 (phat hien Enterovirus 71 2mM, nong dOcuoi: D~ng
hop: 02 hOp

(EVyl) trong mfru dich, 0,2~M); EV71f(n6ng 12 TCCS
iVAEV71rPCR SPCD-TTB-

huyet thanh, mau toan dO~oc: 100!!M, n6ng dO
long thang Mix, m6i hop 760-19

phan ngiroi) cu?i: 0,25!!M); EV71r
25 xet nghiem

(~ong dOg?c: 100!!M,
va 01 hQp d6i

nong do cuoi: 0,25!!M);
chung

Ta9man EV71 (n6ng dO
goc: 1qO!!M,n6ng dO

cuoi: 0 2uM).
Dream Taq Hot Start

DNA, Polymerase (n6ng
dO~oc: 5U/!!I, n6ng dO
cuoi: 1,25U/!!I); Set of
dATP, dCTP, dGTP va
DTTP (n6ng do g6c:

Bo 50 xet

2mM, n6ng do cu6i:
nghi~m g6m 07

0,2Aml\1); HBV-lf(~6ng
hop: 02 hop

dQ goc: ,1OO!!M,nong
iVAHBV

do cuoi: 9,25!!M);
Genotype rPCF

LightPoweriVAHBV HBV-2f(nong dO g6c:
,MixA,m6i

Genotype rPCR Kit 100!!M, n6ng dOcu6i:
hOp 25 xet

30 (dinh ki8u gen Hepatitis B 0,25 !!M); HBV -1r D~ng
nghi~m, 02 hOp

Virus (HBV) trong huy8t (~6ng dOg?c: 100!!M,
12 TCCS

iVAHBV SPCD-TTB-

thanh, mau toan ph~n
nong dOcuoi: 0,25!!M);

long thang Genotype rPCR 761-19

nguai)
HBV-2r (n6ng dO g6c:

lMix B, m6i hOp

100!!M, n6ng dOcu6i:
25 xet nghi~m,

0,25 !!M); Taqman
02 hQp iVAHBV

HBV-A (n6ng dOg6c:
Genotype rPCR

100!!M, n6ng dOcu6i:
lMix C, m6i hQp

0,2!!M), Taqman HBV-
25 xet nghi~m

B (n6n~ dOg6c:
va 01 h('>pd6i

1OO!!M,nong do cu6i:
chung

0,2!!M), Taqman HBV-
C (n6ng dOg6c:

100!!M, n6ng d('>cu6i:

LightPoweriv AHBV
0,2uM).

Dream Taq Hot Start B(,>50 xet

31
rPCR Kit DNA, Polymerase (n6ng
(dinh luqng Hepatitis B

D~ng 12 nghi~m g6m 03 SPCD-TTB-
dO~oc: 5U/!!I, n6ng d('> long

TCCS

Virus (HBV) trong huv8t cu6i: 1,25U/ul); Set of
thang hQp: 02 hQp 762-19

iVAHBVrPCR

10/12
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thanh, mau toan phAn dATP, dCTP, dGTP va Mix,m6i hop
ngiroi) DTTP (nong do g6c: 25 xet nghiern

2mM, n6ng do cuoi: va 01 hOp d6i
0,2mM); RTHBVf chirng

(nong dO g6c: 1001lM,
nong do cuoi: 0,25IlM);
RTHBVr (nong dOg6c:
lOOIlM, n6ng dOcu6i:

0,25IlM); Taqman HBV
(nong dO g6c: 10011M,
n6ng do cuoi: 0,2IlM).
Dream Taq Hot Start

DNA Polymerase (nong
dOg6c: 5U/IlI, nong dO
cuoi: 1,25U/IlI); Set of
dATP, dCTP, dGTP va
DTTP (nong do g6c:

BO 50 xet2mM, n6ng do cU6i: nghiem g6m os0,2mM); RTHCVGf
(nong do g6c: 10011M, hop: 02 hop

iVAHCV
LightPowe.-iVAHCV nong do cuoi: 0,25IlM); Genotype 1-6RTHCVGr (nong dOGenotype rPCR Kit

g?c: 10011M,n6ng dO
Mix rPCR, m6i

(dinh kiSu gen Hepatitis C D~ng 12 hOp 25 xet SPCD-TTB-32 cuoi: 0,25IlM); Taqman TCCSVirus (HCV) trong huyet
HCVG 1 (nong dO g6c: long thang nghiem, 02 hOp 763-19

thanh, mau toan phAn
100 11M,n6ng do cuci:

iVAHCV
nguoi) Genotype 2-30,2IlM), Taqman rPCR Mix, m6iHCVG2 (nong dOg6c:

IOOIlM, nong dOcuoi; hOp 25 xet
nghiem va 010,2IlM), Taqman hQp d6i chirngHCVG3 (nong dOg6c:

100 11M,n6ng dOcuoi:
0,2IlM); Taqman

HCVG6 (nong dO g6c:
100 11M,n6ng dOcu6i:

0,2IlM).
Dream Taq Hot Start

DNA Polymerase (n6ng
dO~6c: SUI Ill, n6ng dO
cuoi: 1,25U/IlI); Set of
dATP, dCTP, dGTP va Bo 50 xet

LightPowe.-iVAHCV dTTP (n6ng do g6c: nghi~m g6m 03
rPCRKit 2mM, n6ng do cu6i: hOp: 02 hOp
(dinh luqng Hepatitis C 0,2mM); RTHCVf D~ng 12 TCCS

iVAHCVrPCR SPCD-TTB-
33 Virus (HCV) trong huy~t (n6ng do g6c: 10011M, long thang Mix, m6i hQp 764-19

thanh, mau toan phAn n6ng dO cu6i: 0,25IlM); 25 xet nghi~m
nguai) RTHCVr (n6ng dOg6c: va 01 hOp d6i

lOOIlM, n6ng do cu6i: chung
0,25 11M); Taqman
HCV (n6ng dOg6c:
100 11M,n6ng dOcu6i:

0,2IlM).
Dream Taq Hot Start BQ 50 xet

LightPowe.-iv AHPV DNA Polymerase (n6ng nghi~m g6m 03
rPCRKit dQ g6c: 5U/IlI, n6ng dQ hQp: 02 hQp
(phat hi~n Human cu6i: 1,25U/IlI); Set of D~ng 12 iVAHPVrPCR SPCD-TTB-

34 Papillomavirus (HPV) dATP, dCTP, dGTP va long thang TCCS Mix, m6i hOp 765-19
tren m~u dich ph~t dTTP (n6ng dQg6c:
(duang sinh d\lc, h~u 2mM, n6ng dQcu6i:

25 xet nghi~~
va 01 hQp d6i

mon)) 0,2mM); RTHPVf chung
(n6ng do g6c: 1001lM,
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nong dQ cu6i: 0,25IlM);. RTHPVr (nong dQg6c:
1001lM, nong dQcuoi:
0,25IlM); Taqman
HPV (nong dQ g6c:

1001lM, nong dQcuoi:
0,2JlM).

Dream Taq Hot Start
DNA, Polymerase (n6ng
dQ~oc: 5U/IlI, nong dQ
cuoi: 1,25U/lll); Set of
dATP, dCTP, dGTP va

BQ 50 xet

LightPowe~VAHSV dTTP (nong dQg6c:
nghiern g6m 03

rPCRKit 2mM, nong dQcuoi:
.hop: 02 hQp

35 (phat hien Herpes 0,2mM); HSVF (nong Dang 12 iVAHSVrPCR SPCD-TTB-
TCCS

Si!?plex virus (HSV) tren dQ g6c: ,IOOIlM, nong long thing Mix, m6ihQp 766-19

mau dich) dQcuoi: 0,25IlM);
25 xet nghiern

HSVR (nong dQ g6c:
va 01 hop d6i

1001lM, n6ng dQcu6i:
chung

0,25IlM); HSVP (nong
dQ g6c: IOOIlM, n6ng

dQ cu6i: 0,2JlM)
Dream Taq Hot Start

DNA, Polymerase (nong
dQ~oc: 5U/lll, n6ng dQ
cuoi: 1,25U/lll); Set of
dATP, dCTP, dGTP va

BQ 50 xet

LightPoweriVARSV dTTP (nong dQ g6c:
nghiem g6m 03

36 rPCRKit 2mM, nong dQcuoi: Dang
hop: 02 hQp

(ph it hien RSV tren m§u 0,2m~); RSVF (n6ng
12 TCCS

iVARSVrPCR SPCD-TTB-

dich) dQ goc: IOOIlM, nong long thing Mix, m6i hQP 767-19

dQ cu6i:,0,25IlM);
25 xet nghiem

RSVR (nong dQ g6c:
va 01 hQp d6i

IOOIlM, n6ng dQcu6i:
chung

0,25IlM); RSVP-N
(n6ng dQg6c: 1001lM,
n6ng dQ cu6i: 0,2JlM)

TUQ. BO TRUONG
VVTRUONG

VV TRANG THI ~ :vA CONG TRINH Y TE
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