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A

THONG TIN CHUNG
DPon vij td chire

Trung tam Ky thuat Tiéu chuén Do luéng Chét lwong 3

S6 7, Budng sé 1, Khu Céng nghiép Bién Hoa 1, Bdng Nai
Dién thoai: (0251) 383 6212

Fax: (0251) 383 6298

Email: ptprovider@quatest3.com.vn

Website: www.quatest3.com.vn

Trung tdm Ky thudt 3 d& dwgc cong nhan phu hop theo ISO/IEC 17043:2010 (Certificate number
3477.01) b&i The American Association for Laboratory Accreditation (A2LA) — Hoa Ky. Déi v&i cac
chwong trinh cé chi tiéu da dwoc céng nhan, trang bia bao cao két thuc sé thé hién diu hiéu “dwoc
céng nhan”. PTN c6é thé tham khdo thém théng tin cdng nhan theo dwong dan sau
http://www.a2la.org/scopepdf/3477-01.pdf

Ban quyén tai liéu nay thudc s& hiru cla Trung tam Ky thuat 3. Moi sao chép, chuyén giao phai duoc
sy dong y cha Giam dbc Trung tam Ky thuat 3.

Chuwong trinh TNTT mau siva bot QPT 021/24 — BIPMLK3226.01 & BIPMLK3226.02 bat dau vao thang
04/2024 (g&ri mau dén PTN) va két thic vao thang 06/2024 (ban hanh bao cédo két thac).

Trong chwong trinh nay, BTC da st dung cac nha thau phu dé thuc hién cac cong viéc sau: kiém tra
dd ddng nhét va do 6n dinh clia mau, gtvi mau dén PTN tham gia. BTC cam két st dung cac nha thau
phu c6 uy tin, chat lwong én dinh.

Mb&i PTN tham gia chwong trinh d&u dwoc cdp mot ma sé PTN riéng dé ky hiéu khi biéu thi két qua ther
nghiém ciing nhw xt ly két qua TNTT. BTC cam két bdo mat moi théng tin lién quan dén chwong trinh

nay tri» khi cé sw ddng y bang van ban cia PTN tham gia hodc theo y&u cau clia Co quan chirc nang.

BTC xin cdm on sy tham gia nhiét tinh cia quy PTN trong chwong trinh nay, néu cé bat ky thadc méc
hodc déng goép cho chwong trinh xin vui long lién hé theo dia chi trén.

Diéu phéi vién

Ho va tén: H6 Tran Ngoc Quyén................... Chtrc vu: Phu trach Phong Thir nghiém Thanh thao

Phé duyét bao céo két thic

Ho va tén: Phan Thanh Trung.........ccccoccee. Chtrc vu: Trwdng phong Thir nghiém

Ngay phé duyét: .....J....... 1 9/06/2024 ...........
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CHU VIET TAT

AOAC

BAM

BTC

DBKbBD

FDA

ISO

PTN

TCVN

TNTT

Trung tam Ky thuat 3

XLTK

: Association of Official Analytical Communities (AOAC International)
: FDA’s Bacteriological Analytical Manual

: Ban t6 chtre

: D6 khéng dam bao do

: U.S. Food and Drug Administration

. International Organization for Standardization

: Phong thi nghiém

: Tiéu chuan Viét Nam

: Th&r nghiém thanh thao

: Trung tam Ky thuat Tiéu chudn Do lwéng Chét lwong 3

- X0 ly théng ké

TAI LIEU THAM KHAO

ISO 13528:2022 - Statistical methods for use in proficiency testing by interlaboratory comparison.

ISO/IEC 17025:2017 - General requirements for the competence of testing and calibration laboratories.

ISO/IEC 17043:2010 - Conformity assessment - General requirements for proficiency testing.

ISO 22117:2019 - Microbiology of food chain - Specific requirements and guidance for proficiency testing
by interlaboratory comparison.

QPT 021/24 - Béo céo két thuc
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E  NOIDUNG

1 TONG QUAN
1.1  Muc dich t chirc

TNTT la phwong thirc danh gia nang lwc PTN bang cach so sanh két qua thuc hién cac phép do hodc phép
thtr gitra cac PTN trén cling mot mau thir hodc trén cac mau thr twong tw nhau trong nhirng diéu kién da
duwoc dinh trwéec.

Tham gia TNTT, PTN c6 thé tw theo déi va danh gia nang lwc cla minh, kip thdi cé nhirtng hanh déng khéc
phuc - phdng ngtra nham dam bao do tin cay cla két qua thtr nghiém, cung cip béng chirng vé nang luc thir
nghiém cho cac bén con lai, xac nhan gia trj s dung ctia phwong phap va cong béd DPKDBPD cho cac phép
ther...

Chwong trinh TNTT méu sira bot QPT 021/24 — BIPMLK3226.01 & B1PMLK3226.02 do Trung tam Ky thuat
3 t6 chirc nhdm danh gia két qua thir nghiém ctia PTN tham gia déi v&i chi tiéu dinh tinh Salmonella spp. trong
sira bot.

1.2 Pham vi phép thir

Mau Tén chi tiéu Pon vi
B1PMLK3226.01 Binh tinh Salmonella spp. 1259
B1PMLK3226.02 Binh tinh Salmonella spp. 1259

1.3 Déi twong tham gia

Trong pham vi chwong trinh nay, da c6 19 PTN tham gia véi phan b dia ly nhw sau:
Viét Nam

- Binh Duong: c6 04 PTN;

- Bén Tre: c6 03 PTN;

- Dbbng Nai, Ha Néi, Tp. H6 Chi Minh: méi noi c6 02 PTN;

- Binh Binh, Hai Phong, Hwng Yén, Nghé An: mdi noi c6 01 PTN.

Nwdc ngoai

- Myanmar: c6 02 PTN.
2 MAU
2.1 Chuéan bj mau

Nén mau s dung trong chwong trinh 1a stra bot dwoc lwa chon tlr nha san xuét cé uy tin va chat lwong 6n
dinh.
Quy trinh chuan bi mau:

- M&u B1PMLK3226.01 dwoc nhiém ching Salmonella enteritidis (ATCC 13076) va Bacillus cereus (ATCC
11778);

QPT 021/24 - Béo cédo két thiic Trang 5/10
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- Mau B1PMLK3226.02 dwoc nhiém chang Proteus mirabilis (ATCC 29906) va Bacillus cereus (ATCC
11778);

- MGi mau c6 khéi lwong twong dwong 25 g;

- DBong khé va dong goi chan khéng;

- Mau dwoc lwu gitr & nhiét do < -20 °C trwdc khi givi dén PTN tham gia.

2.2 Do dong nhat va dd 6n dinh cua 16 mau

BTC str dung PTN hop ddng phu dé kiém tra dd ddng nhét va én dinh ctia 16 mau. Mai 16 mau, lwa chon ngau
nhién tlr 3 dén 10 mau dé kiém tra dd ddng nhéat va it nhat 2 mau/lan dé kiém tra do 6n dinh.

Tiéu chuan danh gia:

- Panh gia do déng nhat: So sanh két qua gitra cac mau thir v&i nhau va véi két qua mong doi ban dau
(can cr vao ching VSV duwgc nhiém vao nén mau);

- Panh gia d6 6n dinh: So sanh két qua gitra cAc mau thr v&i nhau va voi két qua thtr do ddng nhat.
2.2.1. Kiém tra d6é déng nhét

- Chitiéu: Binh tinh Salmonella spp.

- Két qua danh gia: Céac 16 mau déng nhat.
2.2.2. Kiém tra d6 6n dinh

- Chitiéu: Binh tinh Salmonella spp.
- Két qua danh gia: Céac 16 mau 6n dinh & diéu kién lwu trir trong subt thdi gian dién ra chwong trinh va 6n
dinh & diéu kién van chuyén trong 14 ngay.

2.3  Guri mau

- Thoi gian gri: 15/04/2024.

- Tailieu dinh kém: Hwéng dan thye hién, Hwéng dan chudn bi mau, Gidy xac nhan vé méau thér, Phiéu két
qua thtr nghiém.

- S6 lwong gidy xac nhan mau thtr BTC nhan dwoc: 18 phiéu.

- Mé ta tinh trang mau nhan dwoc trén giéy xac nhan mau th&: 100 % nguyén ven.
- S6 lwong phiéu két qua BTC nhan dwoc: 19 phiéu.

3  PHUONG PHAP XLTK VA PANH GIA KET QUA TNTT

3.1 Phwong thirc XLTK két qua TNTT

Ap dung phuwong thire XLTK theo tiéu chuan ISO 13528:2022 - Statistical methods for use in proficiency testing
by interlaboratory comparison dé danh gia két qua TNTT cGa PTN tham gia.

3.2 Cach xac dinh gia tri an dinh cGia chwong trinh

Gié tri &n dinh cGa chwong trinh dwoc xac dinh tir cdng thire chuén bi mau va dwoc kiém chirng qua danh gia
dod ddng nhat va do én dinh.

Dé sir dung két qua thir d6 déng nhét va do 6n dinh lam gia tri 4n dinh thi:

QPT 021/24 - Béo cédo két thiic Trang 6/10
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- PTN hop ddng phu phai dwoc cdng nhan phi hop ISO/IEC 17025 ddi véi chi tiéu phan tich;

- Két qua thir dd ddng nhét va dd 6n dinh phai pht hop véi két qua mong doi ban dau (cdn ct vao chiing vi
sinh vat dwoc nhiém vao nén mau).

3.3 Danh gia két qua tham gia TNTT

Két qua TNTT dwoc danh gia bang cach so sanh két qua ctia PTN tham gia v&i gia tri 4n dinh.

- Két qua dwoc danh gia 1a “Pat’ néu trung véi gia tri 4n dinh;

- Két qua dwoc danh gia 1a “Khéng dat’ néu khong tring véi gia tri &n dinh.

4  NHAN XET VE KET QUA TNTT

4.1 Toém tat két qua XLTK

Bang 1: Tom tat két qua XLTK

Chi tiéu

Ky hiéu miu

Gia tri 4n dinh

Cach xac dinh gia tri an dinh

Pinh tinh Salmonella
spp./25 g

B1PMLK3226.01

Phat hién

B1PMLK3226.02

Khoéng phat hién

Cong thirc chuan bi mau va
két qua kiém tra do ddng nhét,

do 6n dinh

Bang 2: Téng hop PTN c6 két qua thir nghiém khong dat

X < S6 két qua Két qua khong dat
- . x Tong so R .
Chi tiéu Ky hiéu mau Két qua khéng phu
q hop Ma s6 PTN Ty 16
1/19
B1PMLK3226.01 19 - 19
Dinh tinh Salmonella (5,3 %)
spp./25 g 1/19
B1PMLK3226.02 19 - 02
(5,3 %)

4.2 M6t sd goép y vé mat ky thuat

PTN 02 c6 két qué dwong tinh gid. Theo théng tin PTN bd sung, c6 mét sb diém can lwu y nhw sau:

- Két qua thir TSI “day den, mat vang” khéng d&c trung cho Salmonella spp.

- Két qua khang huyét thanh “tw ngung két” 1a két qua dé loai trir Salmonella spp.

Nhw vay, véi két qua thir sinh hda va khang huyét thanh nay, PTN khong thé két luan mau dwong tinh vé&i

Salmonella spp.

PTN nén kiém tra lai viéc tht sinh héa va khang huyét thanh cta minh. Ngoai ra, PTN Ilwu y, mau
B1PMLK3226.02 dwoc cay ching Proteus mirabilis, trén mot s mai trwérng chon loc, chiing nay cé hinh thai
khuén lac gibng v&i khuan lac cla céac loai Salmonella dac trung.

PTN 19 c6 két qua am tinh gia, PTN s dung phwong phap 3M petrifilm SALX, nguyén nhan cé thé dén t
phwong phap thir. Theo mét sé cong bd thi phwong phap nay cé do nhay khong tét bang cac phwong phap

QPT 021/24 - Béo céo két thuc
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truyén thdng. PTN nén xac nhan gié tri s dung clia phwong phap trwdce khi ap dung, ddng thei PTN nén xem
lai méi trwdrng téng sinh va tién tang sinh mau.

5 KET QUA XLTK

51 Téng hop két qua cia PTN tham gia

Bang 3: Két qua ctia cac PTN tham gia

Pinh tinh Salmonella spp./25 g
Ma s6 PTN

B1PMLK3226.01 B1PMLK3226.02
01 Phat hién Khong phat hién
02 Phat hién Phat hién
03 Phat hién Khong phat hién
04 Phat hién Khoéng phat hién
05 Phat hién Khoéng phat hién
06 Phat hién Khoéng phat hién
07 Phat hién Khoéng phat hién
08 Phat hién Khong phat hién
09 Phat hién Khéng phat hién
10 Phat hién Khéng phat hién
11 Phat hién Khéng phat hién
12 Phat hién Khoéng phat hién
13 Phat hién Khoéng phat hién
14 Phat hién Khoéng phat hién
15 Phat hién Khoéng phat hién
16 Phat hién Khoéng phat hién
17 Phat hién Khéng phat hién
18 Phat hién Khéng phat hién
19 Khéng phat hién Khéng phat hién

QPT 021/24 - Béo céo két thuc
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5.2 Dinh tinh Salmonella spp./25 g

Bang 4: Danh gia két qua ctia PTN tham gia

B1PMLK3226.01

B1PMLK3226.02

Ma s6 PTN Gia tri 4n dinh: Phat hién Gia tri 4n dinh: Khong phat hién
Két qua Panh gia Két qua DPanh gia
01 Phat hién Dat Khéng phat hién bat
02 Phat hién bat Phat hién Khong dat
03 Phat hién Dat Khéng phat hién bat
04 Phat hién Pat Khdéng phat hién Pat
05 Phat hién Pat Khong phat hién Pat
06 Phat hién Pat Khong phat hién bat
07 Phat hién Pat Khong phat hién Pat
08 Phat hién Pat Khong phat hién bat
09 Phat hién Pat Khdéng phat hién Pat
10 Phat hién Pat Khéng phat hién bat
11 Phat hién Pat Khéng phat hién bat
12 Phat hién Pat Khéng phat hién bat
13 Phat hién Pat Khéng phat hién Pat
14 Phat hién Pat Khéng phat hién Pat
15 Phat hién Pat Khéng phat hién Pat
16 Phat hién Pat Khéng phat hién Pat
17 Phat hién Dat Khéng phat hién Pat
18 Phat hién Pat Khéng phat hién Pat
19 Khéng phat hién Khéng dat Khéng phat hién Dat
QPT 021/24 - Béo céo két thuc Trang 9/10
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6 PHUONG PHAP THU CUA PTN THAM GIA

PTN in dam |1a PTN c6 két qua phan tich khéng dat.

STT Phwong phap thi Ma sé PTN
1. TCVN 10780-1:2017 (1SO 6579-1:2017) 03, 04, 05, 07, 12, 13, 14
2. ISO 6579-1:2017 Amd.1:2020 16, 17
3. ISO 6579-1:2017 Adm.1:2020 (E) 15
4. ISO 6579-1.2 18
5. TCVN 13370:2021 01

TCVN 10780-1:2017
6. 1. TCVN 10780:2017 08
2. Real time RT- PCR Nhanh Q7
7. AOAC 2014.01 19
8. AOAC 2016.01 (MDA-3M) 06
9. FDA BAM CHAPTER 5 02

10. IRIS Salmonella Certificate No: BKR 23/07-10/11 10

11. Phuwong phap ndi bd 09, 11

Ghi chi 1: Trong truong hop phuong phdp thir do PTN béo céo co thé tiét 16 thong tin nhan dang cta PTN,
BCKT sé thé hién la “Phuong phép ndi bd” (trir truromg hop cé yéu céu khac ter PTN tham gia).

-Hét-

QPT 021/24 - Béo céo két thuc
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