PHU LUC
) ] ATTACHMENT
(Kém theo quyét dinh so: 1918 /0D - VPCNCL ngay 12 thang 10 ndm 2023
ciia giam doc Vin phong Cong nhdn Chat lwong)

Tén phong xét nghiém: Trung tim xét nghiém Medlatec
Medical Testing Laboratory Medlatec Laboratory Center

Co quan chu quan: Cong ty TNHH Medlatec Viét Nam
Organization: Medlatec Viet Nam Company Limited
Linh vuc xét nghiém: Huyét hoc, Héa sinh, Vi sinh

Field of medical testing: Hematology, Biochemistry, Microbiology

Ngudi phu trach/ Representative: Trinh Thi Qué

Ngudi c¢6 tham quyén ky/Approved signatory:

TT Ho va tén/ Name Pham vi dwgc ky/ Scope

1. | Trinh Thi Qué

2. Pham Vian Ngéi

3. Nguyén Thai Son

4, Tran Hiru Pat

5. | Vii Anh Tuin

6. Pham Anh Tuin

7. | B3 Thi Hong Van

8. Nguyén Ngoc Thanh

9. Bui Thi Thu Dung Céc xét nghiém dugc cong nhén trir xét nghiém NIPT
10. | D3 Thi Hong Van Accredited medical tests except NIPT test
11. | Nguyén Ngoc Thanh

12. | Nguyén Thi Thuong

13. | Lé Thi Lan

14. | Pd Vin Luong

15. | binh Thi Phuong

16. | Tran Thi Duyén

17. | Nguyén Thi Thu

18. | Nguyén Thi Mai Linh

19. | Luyén Thi Thanh Nga Xét nghiém NIPT dugc cong nhan
20. | Luu Yén Nhi Accredited NIPT tests

e

-
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30. | Nguyén Thu Hang

31. | Nguyén Ngoc Chién
32. | Hoang Van Thanh

33. | Vii Thi Phuong Nhung
34. | Binh Van Loi

35. | Nguyén Phi Long

36. | Hoang Thi Xuan

37. | Nguyén Thi Huyén

38. | Vi Thi Thanh Nhan

TT Ho va tén/ Name Pham vi dwoc ky/ Scope

21. | Vii Thanh Tu

22. | Nguyén Thi Diém

23. | Pham Thi Trang

24. | Pham Thi Thu

25. | Hoang Thi Thao

26. | Nguyén Thu Thanh

27. | Nguyén Thi Hué

28. | Vii Thi Minh Tam

29. | Cao Thi Trang Cac xét nghiém duoc cong nhan trir xét nghiém NIPT

Accredited medical tests except NIPT test

S6 hiéu/ Code: VILAS Med 181

Hiéu lyc/ Validation: 3 niam ké tir ngay ky

Dia chi/ Address:  2/82 pho Duy Tan, phuong Dich Vong Hau, quian Ciu Gidy, Tp. Ha Ngi

Dia diém/Location: 2/82 phé Duy Tén, phwong Dich Vong Hiu, quin Cau Gidy, Tp. Ha Noi

bién thoai/ Tel: 094 640 2699 Fax:

E-mail: que.trinhthi@medlatec.com Website: www.medlatec.vn
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN

LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 181

Linh vue xét nghiém:

Héa sinh

Discipline of medical testing: Biochemistry

Loai miu
(chit chong déng- o
STT néu c6) Tén cac chi tiéu xét nghiém K¥ thuit xét nghiém Phu’(r;lggh?gllzp xet
No. Type of samplg (The name of medical tests) (Technical test) (Test method)
(anticoagulant-if
any)
MEDVN.QTXN.
1 DPinh Iuvgng Acid Uric Po mau Enzym HSMD.181. V1.0
' Determination of Acid uric Enzymetic colour Alinity ¢ va Cobas
C503)
R MEDVN.QTXN.
Po hoat 36 ALT R
5 o Dong hoc enzym HSMD.06. V1.0
- Determination of Enzvm kinetics lini .
Aminotransferase (ALT) y (Alinity ¢ va Cobas
C503)
. MEDVN.QTXN.
Po hoat 3o AST n
3 o DBong hoc enzym HSMD.24. V1.0
: Determination of Aspatat Enzvm kinetics Alini 2 Cob
Aminotransferase (AST) y (Alinity ¢ va Cobas
C503)
binh lugng Cholesterol toan MEDVN.QTXN.
4 phan Po mau Enzym HSMD.54. V1.0
Huyét thanh, fc))(te;?rmmatlon of Cholesterol Enzymetic colour (Alinity(/: go\;a Cobas
Huyét twong )
Serum, Plasma Bong hoc enzym 2 MEDVN.QTXN.
. dié
5 (heparin) DPinh lugng Creatinin Enzyn:ilil;etics HSMD.46. V1.0
' Determination of Creatinine 4 . ini 3
colorimetric Two (Alinity c va Cobas
points C503)
\ . MEDVN.QTXN.
Bilirubin toan phan Do mau quang hoc Q
6 _— - : HSMD.27. V1.0
: Determination of Bilirubin Photometric colour o ;
(Alinity ¢ va Cobas
Total
c503)
MEDVN.QTXN.
7 Dinh lugng Protein toan phan Do mau quang hoc HSMD.131. V1.0
' Determination of Protein total | Photometric colour (Alinity ¢ va Cobas
C503)
MEDVN.QTXN.
8 DPinh lugng Triglycerid Do mau Enzym HSMD.177. V1.0
' Determination of Triglycerid Enzymetic colour (Alinity ¢ va Cobas
C503)
Huyét thanh, MEDVN.QTXN.
] Huyét twong Dinh luong Uré Dong hoc enzym HSMD.180. V1.0
' Serum, Plasma | Determination of Urea Enzym kinetique (Alinity c va Cobas
(heparin, EDTA) C503)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 181

Loai miu
(chit chong déng- o
STT néu ) Tén cac chi tiéu xét nghiém K¥ thuit xét nghiém Phu’o’;lggh?gl;p xet
No. Type of samplg (The name of medical tests) (Technical test) (Test method)
(anticoagulant-if
any)
Binh lugng AFP Electrochemilumines Q '
10. ]I%teéel;rg;:ierl]tlon of Alpha cence immunoassay HSMD.02. V1.0
p Sandwich (Cobas E801)
, Determimaton of f-subunic | Hoaphitauang | MEDVN.QTXN.
11. Huye: thanh, intact human chorionic CTemllumlxescent HSMD_.2_6. y1.0
SHuyet |t:l|mng gonadotropin mmuno Assay (Aliniy i)
erum, Plasma ) ] ;
_ Dinh luong CEA Hoa phat quang MEDVN.QTXN.
12. | (Heparin, EDTA) | petermination of Carcino Chemiluminescent HSMD.39. V1.0
Embryonic antigen Immuno Assay (Aliniy i)
Pinh lugng TSH Di¢n héa phat quang | \EpVN.QTXN.
13. Determination of Thyroid Electro_chemllumlnes HSMD.174. V1.0
Stimulating Hormone cence Immunoassay Cobas ES01
Sandwich (Cobas )
II{{‘;yztt ttl:(‘::lh MEDVN.QTXN.
| s y o £ | Pinh lugng Glucose Pong hoc enzym HSMD.73. V1.0
' erum, asma Determination of Glucose Enzym kinetics, UV (Alinity ¢ va Cobas
(NaF, Heparin, C503)
EDTA)
Séc ky 1ong hiéu nang cao
. Sac ky trao doi ion
15. Whole blood Eler;]iloluizrtlj%n}ﬂ)l%lc Liquid Chromatography HH.20.VV1.0
(EDTA-K2/K3) g (HPLC) (Tosoh G11 va D100)
lon-exchange
chromatography
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 181

Linh vue xét nghiém: Huyét hoc
Discipline of medical testing: Hematology
Loai miu
STT (chat chﬁgg)d(‘)ng-néu Tén cac chi tiéu xét nghiém Ky thuit xét nghiém Phu’ozlgghg)élizp xet
No. Type of sample (The name of medical tests) (Technical test) (Test method)
(anticoagulant-if any)
Xac dinh luong Huyét sic t6 o MEDVN.QTXN.
1. Determination of Hemoglobin | b0 quang. HH.55.V1.0
tical t
(Hb) Optical measuremen (XN-3100)
Xac dinh s6 lugng Tiéu cau Dién tro khang MEDVN.QTXN.
2. Determination of Platelet count Electric impedance HH.54.V1.0
(PLT) Method (XN-3100)
Xac dinh s6 lugng Hong cau EIDitéI.l tro khéing MEDVN.QTXN.
3. | Msutoan phin | Determination of Red blood & r:ge'trﬂgg ance HH.52.V1.0
(EDTA-K2/K3) cell count (RBC) (XN-3100)
Whole blood ) ) DPém té bao dong chay st
(EDTA-K2/K3) | Xac dinh s6 lwong Bach cau dung laser ban dan. MEDVN.QTXN.
4, Determination of White blood Flow Cytometry Method HH.53.V1.0
cell count (WBC) with using (XN-3100)
the semiconductor laser
Xlac dinh nhom mau hé ABO L ) MEDVN.QTXN.
bang phuo‘ng phap gelcard Ngung két khang nguyén HH.32.\/1.0
5. Determination of ABO Blood —khang thé (Ortho Vision
group typing using gelcard antigen — antibody
Max)
method
Huyét twong (Natri | Xac dinh thoi gian Prothrombin
o | citrate3:29) | tinh theo gidy (PT in second) Po co TN
' Plasma Determination of Prothrombin Chronometry (ST A R. Ma;x)
(Natri citrate 3.2%) | time in second (PT)
Xac dinh thoi gian hoat hoa
et s hin MEDVI QTN
7 oot glay e tated HH.02.V1.0
etermination of Activated (STA R Max)
. partial thromboplastin time in
H“glet twong second (APTT) Po co
asma
. . . Chronometry MEDVN.QTXN.
g | (Natri citrate 3.2%) fD)lrtlh lugn%_Flbrlfn;_gbel? HH.04.V/1.0
etermination of Fibrinogen (STA R Max)
Xac dinh thoi gian Thrombin MEDVN.QTXN.
9. Determination of Thrombin HH.03.V1.0
time (TT) (STA R Max)
I-!uyét twong trong | Sang loc truge sinh khong xam
ong chuyén dung | lan (NIPT-Basic): Trisomy 13, o o
cho Cf-DNA Trisomy 18, Trisomy 21. Giai “lnh;l‘-g?en théhé | MEDVN.QTXN.
10. Streck tube or Prenatal Non Invasive Next Generation DT.01.V1.1
specialized cfDNA | Screening Testing Procedure Sequencing (MGISEQ 200)
blood collection (NIPT-Basic: Trisomy 13,
tubes Trisomy 18, Trisomy 21)
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DANH MUC CHI TIEU XET NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED MEDICAL TESTS

VILAS Med 181

Linh vue xét nghiém: Vi sinh

Discipline of medical testing: Microbiology

Loai mau
oy | sgg‘;%)df’“g' Tén céc chi tiéu xét nghiém K§ thut xét nghiém | T h““;‘gghli’g‘;" xét
No. Type of sample (The name of medical tests) (Technical test) (Test method)
(anticoagulant-if any)
. AFB tryc tiép nhuém huynh quang Nhudm soi huynh
1. Dom AFB Fluoresent staining guang MEDVN.QTXN.
Mucus Ziehl Neelsen stain Fluorescence staining VS§.43.V1.0
Huyét thanh, HBV do tai luong h¢ thong tw dong MEDVN.QTXN.
Huyet twong COBAS 6800 . VS.73. V1.0
2. . Realtime - PCR Jdo. V1
Serum, Plasma HBV Viral Load on Cobas 6800 (Cobas 6800)
(EDTA-K2/K3) System
Dich phét cb tir o
cung H}’V Genotype PCR hé thong tu MEDVN.QTXN.
. dong cobas 6800 .
3. Cell collection HPV Genotvoi Cobas 6800 Realtime - PCR VS.74
medium enotyping on .obas (Cobas 6800)
. System
preservCyt solution
Dbién hoa phat quang
4 HbsAg mién dich tw dong chemiIIEL:?r?itr::écence MEDVILR
' Determination of HbsAg immunoassay HSMD.84. V1.0
: (Cobas E801)
Sandwich
Huyét thanh, Hoéa phét quang
Huvé CLIA
uyet twong Chemiluminescence
Serum, Plasma imrInLij(I)assay
(Heparin, EDTA) HIV Combo Ag/Ab mién dich tu Sandwich MEDVN.QTXN.
5. dong Dién hoa phat quang HSMD.93. V1.0
Determination of HIV Ag/Ab ECLIA (Alinity i va Cobas
Electro- E801)
chemiluminescence
immunoassay
Sandwich

Ghi chd/ Note: MEDVN.QTXN: Phuong phéap ndi b/ Developed laboratory method

AFLM 01/08

Lan ban hanh/Issued No: 3.00

Soét xét/ngay/ Revised/dated:

TrangPage: 6/6




		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2023-10-12T16:26:24+0700
	Bộ Khoa học và Công nghệ - Hà Nội
	Trần Thị Thu Hà<thuha@boa.gov.vn> đã ký lên văn bản này!


		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2023-10-13T08:52:03+0700
	Bộ Khoa học và Công nghệ - Hà Nội
	Văn phòng Công nhận chất lượng<vpcongnhan@boa.gov.vn> đã ký lên văn bản này!


		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2023-10-13T08:52:10+0700
	Bộ Khoa học và Công nghệ - Hà Nội
	Văn phòng Công nhận chất lượng<vpcongnhan@boa.gov.vn> đã ký lên văn bản này!




