DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

(Kém theo quyét dinh so/ Attachment with decision: 3367 /0D - VPCNCLQG
ngay 04 thdang 11 nam 2026 cia Giam doc Vin phong Cong nhdn Chat lwong quoc gia/

of BoA Director)

Tén phong xét nghiém: Khoa vi sinh, Vién Xét nghiém Y hoc
Medical Laboratory: Microbiology Department, Institute of Medical Laboratory
Co quan chu quan: Bénh vién Bach Mai
Organization: Bach Mai Hospital
Linh vyc xét nghiém: Vi sinh
Field of medical testing: Microbiology

Truwong Thdi Phuwong

Nguoi phu trach/ Representative:
Truong Thai Phuong

Chuan muc cong nhan/
ISO 15189:2022
Accreditation criteria:

S6 hiéw/ Code: VILAS Med 026
Hiéu luc/ Validation: Tiwngdy 04 / [] /2026 dén ngay 05/11/2030

S6 78, dwdng Giai Phéng, phwong Kim Lién, Ha Noi
bPia chi/ Address :
No. 78 Giai Phong Street, Kim Lien Ward, Hanoi City

) S6 78, dwdng Giai Phéng, phwong Kim Lién, Ha Noi
bia diém 1/Location 1 :
No. 78 Giai Phong Street, Kim Lien Ward, Hanoi City

Trung tim xét nghiém co sé Ninh Binh - Qudc 19 21B, phwong Liém Tuyén,

] Tinh Ninh Binh
bia diém 2/Location 2 -
Ninh Binh Testing Center — National Highway 21B, Liem Tuyen Ward,

Ninh Binh province
bién thoai/ Tel: 084 438693732- 6572
Email: visinhbvbm@gmail.com
Website: Bachmai.gov.vn
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Pia diém 1: S6 78, dwong Giai Phéng, phwong Kim Lién, Ha Nji

Location 1: No. 78 Giai Phong Street, Kim Lien Ward, Hanoi city

Linh vue xét nghiém: Vi sinh

Discipline of medical testing: Microbiology

Loai miu
(chit chong dong- Nguyén ly/ K¥ thuéat
TT néu c6) Tén céc chi tiu xét nghiém xét nghiém Phuwong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
QTKT.VS.VK.4.9 (2026)
N e X d‘ kh, . h d,\ C,: b, d h 1 (Méy dlnh danh Maldl
Pom udi cay dom, khang sinh do ay ban dinh luong | 5. typer, méy KSD BD
L. Ssputum Culture for sputum and Semi quantitive Phoenix M50/ Maldi
Antibiogram culture Biotyper identification
system, BD Phoenix M50
AST system)
Cly dém - Pinh QTKT.VS.VK.4.5 (2026)
Cay nudc tiéu va khang sinh | danh- Khang sinh (May dinh danh Maldi
Nuée tiéu ) dd Biotyper, may KSb BD
2. ) . .
Urine sample Urine Culture and Quantitive Culture- Phoenlx _MSO{ Mal'dz
Antibiogram Identification- Biotyper identification
Antibiogram system, BD Phoenix M50
AST system)
QTKT.VS.VK.4.1 (2026)
CAy tu dong - Dinh | (Mdy ciy mau BD Bactec
Ao \ danh- Khang sinh | FX, May dinh danh Maldi
. Cay mau va khang sinh do A Bi v KSD BD
3 Miu toan phan Blood Cult 4 do 1otyper, may
' Whole Blood 00 ] witure an Automatic Culture- | Phoenix M50/ BD Bactec
Antibiogram Identification- FX blood culture, Maldi
Antibiogram Biotyper identification
system, BD Phoenix M50
AST system)
Soi phan tim KST duong rugt QTKT.VS.KST.06 (2026)
bang phuong phap xét
Phian nghiém tryc tiép va phuong K§ thuat soi thong QTKT.VS.KST.03 (2026)
4. Stool phép Willis thuong (Kinh hién vi quang hoc
Microscopy for parasite in Conventional OLYMPUS CX23/
stool by direct examination OL }.IMP Us €x23
and Willis method micropscope)
. , QTKT.VS.VRMD.132.1
Huyét twong Ky thuat dién hoa
3 ha ECLIA (2026)
(EDTA), huyét L phat quang
5. thanh Dinh tinh HBeAg (Cobas8000-¢801)
ualitative HBeA TKT.VS.VRMD.132.3
Plasma (EDT4), | © & K3 thudt hoa phat |
serum (2026)
quang CMIA o
(Alinity 1)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Loai miu
(chit chéng dong- Nguyén ly/ Ky thuét
TT néu c6) Tén cac chi tiéu xét nghi¢ém xét nghiém Phuong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
. o QTKT.VS.VRMD.135.1
Huyét twong K¥ thuat dién hoa
¢ h ECLIA (2025)
EDTA), huyét phat quang
6 ( tha);lh ' Dinh tinh Anti-HBe (Cobas8000-¢801)
' ualitative Anti-HBe TKT.VS.VRMD.135.3
Plasma (EDT4), | € K3 thuat hoa phét Q
serum (2026)
quang CMIA L
(Alinity 1)
. o QTKT.VS.VRMD.119.1
Huyét twong K¥ thuat dién hoa
3 h ECLIA (2026)
EDTA), huyét phat quang
7 ( th&1);1h ' Dinh tinh HBsAg (Cobas8000-e801)
. ualitative HBsA TKT.VRMD.119.3
Plasma (EDT4), | © £ K3 thuat hoa phat Q
serum (2026)
quang CMIA .
(Alinity 1)
. . QTKT.VS.VRMD.121.1
Huyét twong K¥ thuat dién hoa
3 h ECLIA (2026)
EDTA), huye . at quan
. ( o a)l’lh“yet Pinh luong HBsAg phatquang (Cobas8000-¢801)
' Quantitive HBsAg TKT.VRMD.121.3
Plasma (EDTA), K3 thuat hoa phat Q
serum (2026)
quang CMIA .
(Alinity 1)
. K¥ thuat dién hoa QTKT.VS.VRMD.146.1
Huyét twong phét quang (2026)
EDTA), huyét
9 ( tha)r,lh Y Dinh tinh Anti-HCV ECLIA (Cobas8000-e801)
' Qualitative Anti-HCV TKT.VRMD.146.3
Plasma (EDTA), K thudt hoa phat | 2
serum (2026)
quang CMIA L
(Alinity 1)
. TKT.VS.VRMD.174.
K¥ thuat dién hoa Q V(Szz)lz 6) 743
phat quang, ECLIA,
(Cobas8000-e801)
) K¥ thuat hoa phat QTKT.VS.VRMD.174.4
Huyét twong quang (2026)
EDTA), huyét L
o ( " a)nh Y& | Dinh tinh HIV Ag-Ab oM (Alinity i)
: L Sac ky mién dich
Qualitative HIV Ag-Ab :
Plasma (EDTA), Tmmuno QTKT.VS.VRMD.170.5
serum chromatography (2026)
hiv test
K§ thuat mién dich
héa phat quang QTKT.VS.VRMD.174.5
CLEIA (2026)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Loai miu
(chit chéng dong- Nguyén ly/ Ky thuét
TT néu c6) Tén cac chi tiéu xét nghiém xét nghiém Phuong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
QTKT.VS.SHPT.180.2
(2026)
N . (Cobas 4800)
Huyét twong I;IV do tai luong h¢ thong tw QTKT.VS.SHPT.180.2
on
11, (EDTA) e . Real-time PCR (2026)
Plasma (EDTA) Automated HIV viral load (Alinity M)
testing system
QTKT.VS.SHPT.180.4
(2026)
(Cobas5800)
QTKT.VS.SHPT.137.3
Huyet twong | yRv do tai lugng hé théng (2026)
. (EDTA) tu dong | (Alinity M)
. Real-time PCR
Plasma (EDTA) | (qutomated HBV viral load QTKT.VS.SHPT.137.4
testing system) (2026)
(Cobas5800)
QTKT.VS.SHPT.152.1
(2026)
. ) (Cobas4800)
Huyét twong tHCEiV do tai lugng hé thong QTKT.VS.SHPT.152.3
13. (EDTA) waong _ Real-time PCR (2020)
Plasma (EDTA) (Automated HCV viral load (Alinity M)
testing system)
QTKT.VS.SHPT.152.4
(2026)
(Cobas5800)
Pom, dich phé
quin va cic miu
bénh phim khic
(dich nao tuy,
dich khop, dich
nfangbt o dc!l?hh “Nhugmhuynh |- Vs vk 18 (2026
maI}g l_ln%,. K . . . quang ban dinh Q T ( )
mang phai...) TlmAAFB !oang k¥ thuat lwong (kinh hién vi huynh quang
14. | Sputum, bronchial nhuom huynh quang . Fluoressent stain, Carl Zeiss)
and fdl the AFB by Fluoressent stain semi quantitive (Carl Zeiss fluorescence
spectments microscope)
(cerebrospinal
fluid, synovial
fluid, pleural
heart, translated
peritoneal, pleural
fluid ...)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Loai miu
(chit chéng dong- Nguyén ly/ Ky thuét
TT néu c6) Tén cac chi tiéu xét nghiém xét nghiém Phuong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
o QTKT.VS.VRMD.100.4
K¥ thuat dién hoa (2026)
phat quang ECLIA
(Cobas8000-¢801)
Huyét twong ' K¥ thuat hoa phat QTKT.VS.VRMD.100.8
% Treponema pallidum TPHA quang (2026)
(EDTA), huyét Y s
s, thanh dinh tinh va dinh luong CMIA (Alinity i)
T ] TPHA & thua &
Plasma (EDTA), rep.one'ma pallidum TP Ky thue,}t ngung két
cerum qualitative and quantitative | hjng cau thu dong | QTKT.VS.VRMD.100.7
TPHA (2026)
Treponema QTKT.VS.VRMD.100.9
pallidum (2026)
Hemagglutination
Huyét twong
(EDTA), huyét . S QTKT.VS.VRMD.124.1
l6. thanh HBsAb dthlgqii Iiy thuat dlgErz 1]14(;2 (2026)
uantitive s at quan
Plasma (EDT4), | 2V phat quang (Cobas8000-¢801)
serum
_ QTKT.VS.VRMD.129.1
B K¥ thuat dién hoa 2026
Huyét twong . ( )
> ) ) phat quang ECLIA
17 (EDTA), huyét | Dinh tinh Anti-HBc total (Cobas8000-e801)
' thanh Qualitative Anti-HBc total K¢ thuat hoa phat | QTKT.VS.VRMD.129.3
plasma, serum quang (2026)
CMIA (Alinity 1)
QTKT.VS.SHPT.66.1
. x Chlamydia Real-time PCR hé (2026)
Nuwdéce tieu, mau z R ..
P . thong ty dong (Alinity M, Cobas4800)
18. phét true trang Real-time PCR
, Chlamydia Real-time PCR QTKT.VS.SHPT.66.3
Urine, Rectal swab
automated system (2026)
(Alinity M, Cobas4800)
QTKT.VS.SHPT.53.1
Nuée tidu. ma Neisseria gonorrhoeae Real- (2026)
DC HeU, MAU - e PCR hé théng tu dong (Alinity M, Cobas4800)
19. phét tryc trang Real-time PCR
Urine. Rectal swab Neisseria gonorrhoeae Real- QTKT.VS.SHPT.53.3
’ time PCR automated system (2026)
(Alinity M, Cobas4800)
mu, phan, cdc | Nudt cay- Binh TKT.VN.323.1 (2026
20 loai dich Cay nam danh (TRTVN.923.1 2020)
. A Fungi culture Culture- (Méy dinh dagh Maldl
Sputum, urme., Identification Biotyper/ Maldi Biotyper
blood, stool, fluid identification system)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Loai miu
(chit chéng dong- Nguyén ly/ Ky thuét
TT néu c6) Tén cac chi tiéu xét nghiém xét nghiém Phuong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
Tim AFB bing ky thuat - N;uolln Ziel- QTKT.VS.VK.17 (2026)
Pom nhudm Ziel-Neelsen ) ?e sen (Kinh hién vi quang hoc
21 Sputum AFB by Ziel-Neelsen bn dinh luong OLYMPUS CX23/
Stai Ziel-Neelsen stain, OLYMPUS CX23
tain semi quantltlve micropscope)
QTKT.VS.SHPT.31.1
(2026)
Pom, dich phé | Mycobacterium tuberculosis (ExiPrepTM16DX-may
quén PCR hé thdng tu dong tach; ExicyclerTM96-
. Sputum, bronchial | Mycobacterium tuberculosis Real-time PCR mdy Real-time PCR/
. . ExiPrepTM16DX-
and speciments Real-time PCR
DNA/RNA extract system;
ExicyclerTM96- Real-
time PCR system)
Pom, dich phé
quan, dich nio
tuy, cac loai dich
v6 trung, mo, to
chire hach Mpycobacterium tuberculosis Nuéi cly trong méi
»3. | Sputum, bronchial nuoi cay moi truong long truong long QTKT.VS.VK.19 (2026)
specimens, Mycobacterium tuberculosis - (MGIT 960)
. o Liquid culture
Cerebrospinal liquid culture
fluid, other sterile
fluids, tissue and
Ilymph node
speciments
Pom, dich phé
quan, djch ty hau,
dich nao tuy, dich
diﬁdz);l,;)hi::%dt;gh MTB (Mycobacterium
chl,rcgl’lach’ tuberculosis) dinh danh va QTKT.VS.SHPT.28
: khéang RMP Xpert ) (2026)
24, Sputum Real-time PCR
. cobacterium eneXpert Dx System,
bronchla,l MTB (Mycobacteri (GeneXpert Dx Syst
nasopharvn ’eal tuberculosis) identification GeneXpert 1)
swa bps pegmin and resistance to RMP Xpert
other sterile fluids,
tissue and lymph
node speciments
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026
Loai miu
(chat cl,n(‘)ng dong- Nguyén ly/ K¥ thuéat
TT néu co) Tén cac chi tiéu xét nghiém xét nghiém Phuong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
Vi sinh vat nhiém khuan ndo
- mang nado Real-time PCR
da tac nhan (cho trén 3 tac QTKT.VS.SHPT.349.1
nhan, tuy thudc vao s6 lugng (2026)
Dich niio tuy tac nhan can xac dinh) . . (MagNaPure 96-may tich
75, Cerebrospinal Multiplex real-time PCR Multiplex real-time chiét; FX96 DX-may
fluid assay for the detection of PCR Real-time PCR/
multi-agent microorganism MagNaPure 96- extract
in meniningitis (for more system; FX96 DX- Real-
than 3 agents, depending on time PCR system)
the number of agents to be
identified)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Pia diém 2: Trung tAm xét nghiém co sé Ninh Binh - Quéc 1§ 21B, phwong Liém Tuyén, Tinh Ninh Binh

Location 2:Ninh Binh testing Center — National Highway 21B, Liem Tuyen Ward, Ninh Binh Province

Linh vue xét nghiém: Visinh

Discipline of medical testing: Microbiology

Loai mau
(chit chong dong- Nguyén ly/ Ky thuét
TT néu c6) Tén cac chi tiéu xét nghiém xét nghiém Phwong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
. , K¥ thuat dién hoa QTKT.VS.VRMD.132.1
Dinh thinh HBeA o
1. HIR R HBeAs phét quang (2026)
Qualitative HBeAg ECLIA (CobasPro-¢801)
S . K¥ thuat dién hoa QTKT.VS.VRMD.135.1
5 Pinh tinh Anti-HBe phat quang (2026)
Qualitative Anti-HBe ECLIA (CobasPro-e801)
L K¥ thuat dién hoa QTKT.VS.VRMD.119.1
3. Dinh tinh HBsAg phat quang (2026)
Qualitative HBsAg ECLIA (CobasPro-¢801)
Dinh lugng HBsAg K¥ thuat dién hoa QTKT.VS.VRMD.121.1
4. phat quang (2026)
Quantitive HBsAg
ECLIA (CobasPro-e801)
. Dinh tinh Anti-HCV Ky thl,}fglt dién hoa QTKT.VS.VRMD.146.1
5. Huyét twong o . phat quang (2026)
(EDTA), Qualitative Anti-HCV ECLIA (CobasPro-801)
huyet thanh T K§ thuat dién héa | QTKT.VS.VRMD.174.3
6. | Plasma (EDT4), | Pinbtn g phat quang (2026)
serum Qualitative HIV Ag-Ag ECLIA (CobasPro-¢801)
TKT.VS.VRMD.100.4
K¥ thuat dién hoa Q (2026)
. hat ECLIA
Treponema pallidum TPHA pAat quang (CobasPro-e801)
. dinh tinh va dinh luong K§ thuat ngung Két
’ Treponema pallidum TPHA héng ciu thu dong TKT.VS.VRMD.100.9
qualitative and quantitative TPHA Q ‘ (é026) B
Treponema pallidum
Hemagglutination
) ) QTKT.VS.VRMD.124.1
] HBsAb dinh lugng K¥ thuat dién hoa (2026)
' Quantitive HBsADb phat quang ECLIA
(CobasPro-e801)
L . TKT.VS.VRMD.129.1
9 Dinh tinh Anti-HBc total Ky thuét dién hoa Q (2026)
' Qualitative Anti-HBc total phat quang ECLIA
(CobasPro-e801)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 026

Loai miu
(chit chéng dong- Nguyén ly/ Ky thuéat
TT néu c6) Tén cac chi tiéu xét nghiém xét nghiém Phuong phap xét nghiém
Type of sample The name of medical tests Principle/ Technical Test method
(anticoagulant-if test
any)
Dinh tinh Anti-HEV IgM Ky thuat mién dich QTKT.VS.VRMD.165.3
10 Qualitative Anti-HEV IgM huynh quang gan ‘ (2026) o
: enzym
ELFA (Vidas 3)
Huyét twong = .
(EDTA), tHBdY do tai lugng h¢ thong QTKT.VS.SHPT.137.3
11.|  huyét thanh A"r one sy | Realtime PCR (2026)
1 1 J . .
Plasma (EDTA), “ ?ma ¢ virat fod (Alinity M)
testing system
serum
tH(iiV do tai lugng h¢ thong QTKT.VS.SHPT.152.3
12. wraong Real-time PCR (2026)
Aut?maled HCYV viral load (Alinity M)
testing system
Ghi ch/ Note:
- QTKT...: Phuong phap do PXN xay dung/ Laboratory developed method
- Truong hop Khoa vi sinh — Vién xét nghiém y hoc thudc Bénh vién Bach Mai cung cép dich vu xét nghiém phai
dang ky hoat dong va dugc cip gidy chimg nhan ding ky hoat dong theo quy dinh cta phép luat trude khi cung
cap dich vu nay/ It is mandatory for the Microbiology Department, Institute of Medical Laboratory of Bach Mai
hospital that provides the medical testing services must register their activities and be granted a certificate of
registration according to the law before providing the service.
K
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