BO NONG NGHIEP CONG HOA XA HOQI CHU NGHIA VIET NAM

VA PHAT TRIEN NONG THON Péc 1ap - Tu do - Hanh phiic
S6: 54 /2011/TT-BNNPTNT Ha Noi, ngay 03 thang 8§ nam 2011
THONG TU

Yéu cau ning hre phong thir nghiém
veé chat lwgng, an toan thyc pham Nong lam thiy sdan va muoi

Cin cir Nghi dinh s6 01/2008/ND-CP ngay 03 thang 01 nim 2008 cua
Chinh phii quy dinh vé chic ning, nhiém vu, quyén han va co cdu to chirc cia
Bo6 Néong nghiép va Phat trién nong thon; Nghi dinh s6 75/2009/ND-CP ngay 10
thang 9 nam 2009 cua Chinh phu vé viéc stra d6i Piéu 3 Nghi dinh $6
01/2008/ND-CP ngay 03 thang 1 nam 2008;

Can ctr Luat Tiéu chuan va Quy chuan ky thuat sé 68/2006/QH11 dugc
Qudc hoi khoa XI thong qua ngay 29/6/2006 va cé hiéu lyc tir ngay 01 thang 01
nam 2007;

Can ctr Nghi dinh 127/2007/ND-CP ngay 01 thang 8 nam 2007 ctia Chinh phu
Quy dinh chi tiét thi hanh mot sb diéu cta Luat Tiéu chuan va Quy chuan k¥ thuat;

Cin ctr Luat chit lugng san phadm hang hoa sé 05/2007/QH12 duoc Qudc hoi
khoa XII thong qua ngay 21/11/2007 va ¢6 hi¢u lyc tir ngay 01 thang 7 nam 2008;

Can ctir Nghi dinh 132/2008/ND-CP ngay 31 thang 12 ndm 2008 cua Chinh
phit Quy dinh chi tiét thi hanh mot sé diéu ctia Luét chat luong, san pham hang hoa;

Bo Nong nghiép va Phat trién néng thon hudng din Yéu cu vé ning luc dbi
v6i phong thir nghiém chét lugng, an toan thuc pham nong 1am thuy san va mudi
nhu sau:

Chuong I.
QUY DINH CHUNG

Piéu 1. Pham vi diéu chinh

Théng tu nay quy dinh cac yéu cau vé ning luc cho cac phong thir nghiém
c6 kha nang phan tich céac pbép ,thfr thudc Iinh vuc sinhq hoc, hoa hoc phuc vu
cong tac quan 1y Nha nude vé ché‘E lugng an toan thyc pham thudc pham vi quan
1y cia B Nong nghiép va Phat trién nong thon.

Piéu 2. Poi twong ap dung

Thong tu nay g’lp dgng d6i voi cac phong tf}ﬁ nghiém dang ky chi dinh la
phong thtr nghiém veé chat lugng an toan thuyc pham néng 1am thuy san phuc vu
cﬁgg tac quan 1y Nha nudc th,ucf)c pham vi quan 1y cua BO Nong nghi¢p va Phat
trién nong thon (sau day goi tat 1a phong thir nghiém).

Pi¢u 3. Giai thich thuat ngir



Trong Théng tu ndy, cac thuat ngir dudi day duge hiéu nhu sau:

1. Hé théng quan 1y chat luong phong thir nghiém: Hé thong quan 1y nhan
sy, trang thiét bi, co s& vat chat va hé théng ) tay chét luong, céac hd so va tai
liéu nham dam bao chat luong két qua thir nghiém.

2. S6 tay chét lugng phong thtr nghiém: Tai liéu quy dinh hé théng quan
Iy chat lugng ctia phong thir nghiém.

3. Phé duyét phuong phép thir: hoat dong danh gia cac thong sb (d6 chinh
xéc, do khong dam bao do, ....) nham dua ra cac bang chimg va khang dinh mirc
do tin cay va pham vi 4p dung cua phuong phap.

4. Thur nghiém thanh thao: Viéc thuc hién cac phép tht trén cung mdt
mau bdi hai hay nhiéu phong thir nghiém theo cac diéu kién dinh trudc nham
danh gia kha nang thyc hién phép thir dé ctia phong thur nghiém.

5. So sanh lién phong: 1a viéc danh gia chat lugng két qua thar nghiém
giita hai hay nhiéu phong thr nghiém do don vi doc lap to chirc bang cach so
sanh két qua phan tich trén cac miu dong nhat voi gia tri chung cua tap hop céc
két qua co duogc tir cac phong thir nghiém tham gia thir nghiém thanh thao.

Cac thuat nglt khac duoc hiéu theo tiéu chuan TCVN ISO/IEC
17025:2007 Yéu cau chung vé ning luc ctia phong thir nghiém va hiéu chuan.

Chuong II.
QUY PINH VE NANG LUC PHONG THU NGHIEM

Picu 4. Yéu ciu quén 1y

1. Phong thir nghiém hodc td chirc co phong thtr nghiém truc thudc, phai
c6 tu cach phap nhan, da dang ky linh vuc hoat dong kiém nghiém theo quy dinh
tai Thong tu s6 08/2009/TT-BKHCN ngay 8 thang 4 nam 2009 cua Bo Khoa
hoc va Cong nghé huéng dan vé yéu cAu, trinh ty, thu tuc dang ky linh vuc hoat
dong danh gia sy phu hop.

2. Phong thir nghiém phai tuan thu cac yéu cau quan 1y dugc quy dinh tai
Muc 4 tiéu chuan TCVN ISO/IEC 17025: 2007 yéu cau chung vé ning lyc cua
phong thir nghiém va hiéu chuén.

3. Phong thir nghiém phai c6 can bo quan ly; c6 it nhét 02 can bod k¥ thuat
trinh d6 dai hoc c¢6 chuyén mon phu hop véi ting linh vuc thr nghiém chat
luong, an toan thuc pham Nong 1am thay san va mudi va ¢ kinh nghiém cong
tac tur 03 nam tré Ién.

Pitu 5. Yéu cau k¥ thuat

1. Phong thir nghiém phai dap tng cac yéu cau ky thuat dugc quy dinh tai
Muc 5 tiéu chuan TCVN ISO/IEC 17025:2007 yéu ciu chung vé ning lyc cua
phong thir nghiém va hiéu chuén.

2. Phuong phap thir st dung tai phong thir nghiém



a) Phuong phap thtr phéi dap tng:

- Phu hop dé 4p dung vé6i dbi tuong thue pham can phan tich;

- C6 gi6i han phan tich tdi thiéu cua phuong phap (MRPL) hoic gii han
phat hién (LOD) hodc gi6i han dinh luong (LOQ) phu hop dé c6 thé dua ra két
luan chi tiéu/ nhom chi tiéu can thir nghiém dap tng cac qui dinh hién hanh cta
Viét Nam hodc nudc nhap khau vé mirc gidi han ti da cho phép cua céc chi
tiéu/nhom chi tiéu do;

- Ung dung nhitng k¥ thuat phan tich nham han ché t6i da anh huong ddi
v6i ste khoe cua kiém nghiém vién va bao vé méi trudng;

b) Cac phuong phap thir &p dung tai phong thtr nghiém phai dugc danh
gia va xac nhan gia tri sur dung theo quy dinh tai Phu luc ban hanh kém theo
Thong tu nay va dap Gmg yéu cau kiém soat chat luong an toan thuc pham Nong
1am thity san va mudi ctia co quan tham quyén Viét Nam hodc nude nhap khau;

¢) Phong thir nghiém tham gia hoat dong kiém tra chat lugng thuc pham
noéng 1am thuy san xuét khau thi cac phuong phéap thtr can phai dap tmg thém
cac yéu cau khac cua co quan thim quyén nudc nhap khau (néu co).

3. Quan 1y mau thir nghiém: Piéu kién bao quan phai dam bao thuc hién
theo yéu cau cia tiéu chuan k¥ thuat cua timg loai san pham va phwong phap thir
tuong (mg. Ngoai ra, Riéng dbi v6i mot sé mau thuc phdm cac miu dung dé
phan tich cac chi tiéu vi sinh can dam bao yéu cau vé diéu kién nhiét d6 va thoi
gian theo quy dinh tai muc 8.2 tiéu chudn TCVN 6404:2007 (1SO7218:1996), Vi
sinh vt trong thuc pham va trong thirc dn chin nudi-nguyén tic chung vé kiém
tra vi sinh vat. Viéc nhan mau, ma hoa mau va xir Iy két qua phai dam bao truy
xuat dugc cac thong tin quy dinh tai Khoan 5 Diéu nay.

4. Pam bao chat luong két qua thir nghiém:

a) Phong thir nghiém phai lya chon nha cung cip chwong trinh thir
nghiém thanh thao/so sanh lién phong (TNTT/SSLP) c¢6 kha nang dap ung phu
hop vé ddi tugng, chi tiéu phan tich va tham gia dinh ky véi tin suét it nhat 3
nam /lan/chi tiéu hodc nhom chi tiéu, trong dé:

- Phong thtr nghiém tham gia chuong trinh TNTT/SSLP phai dap tng céac
yéu cau cac chuong trinh TNTT/SSLP do co quan danh gia, chi dinh t6 chirc
hodc lam dau mdi; do cac t6 chire qubc té va khu vuc to chirc; do cac nha cung
cap/tdo chitc ap dung tiéu chuan ISO/IEC 17043 Conformity assessment —
General requirements for proficiency testing (Pdnh gid sw phit hop — Yéu cdu
chung d6i véi thir nghiém thanh thao) hodc td chirc trong duong va phai c6 két
qua dat yéu cau;

- Phong thtr nghiém phai luu giir cac két qua cua tt ca cac chuong trinh
TNTT/SSLP di tham gia. HO so nay 1a mot phan dugc xem xét trong cac cudc
danh gid cua Co quan danh gia, chi dinh;



b) Phong thir nghi€ém phai thuc hi¢n thir nghi€ém thanh thao ndi by hang
nam. Phép thir nghiém thanh thao ndi bo bao gdm phép thir do lap lai, d6 tai lap
va d6 thu hdi; Loai mau, sb 1an thuc hién, phuong phap thuc hi¢én, cach tinh
toan, tiéu chi va mirc chip nhan d6i véi mdi phuwong phap can dugc cu thé hoa
trong so tay chat luong va duoc cip co tham quyén cta phong thir nghiém phé
duyét.

¢) Phong thir nghiém phai tién hanh thir nghiém thanh thao va kiém tra tay
nghé nhan vién vdi tan sut it nhat 11an/nam/chi tiéu hodc nhom chi tiéu. Tiéu
chi va mirc chap nhan kiém tra tay nghé can duoc cu thé hoa trong sb tay chat
lwong va duoc cap c6 thim quyén cua phong thir nghiém phé duyét. Phong thir
nghiém chi giao viéc phan tich mau cho nhitng nhan vién da dugc kiém tra tay
nghé dat yéu cau.

d) Cac dir liéu kiém soat chat luong két qua thir nghiém phai duoc luu gitr
va thdng ké thudng xuyén dé danh gia duoc xu huéng va thuc hién cac bién
phéap phong ngtra kip thoi.

d) Pdi v6i cac phép thir hoa hoc, trong mdi dot phan tich phai thir nghiém
song song voi mau thir it nhat 1 miu kiém soat va 1 mau trang. Chap nhan thay
mAu tring bang miu mu chi trong trudng hop c6 bang chimg 1a khong tim duoc
mau trang doi v&i phép thir d6. Truong hop khong thé c6 mau mu can ¢ bang
ching 14 khong tim dugc mau mu dbi voi phép thir do.

e) Dbi voi cac phép thir sinh hoc, trong mdi dot phan tich phai thir
nghiém song song v6i mau thir it nhat 1 miu d6i ching duong va 1 mau doi
ching am tinh/dbi chung trang. Chap nhan thay mau dbi ching duong tinh bang
chung chimg duong thuan khiét chi trong truong hop c6 bang chung 14 khong
tim dugc miu d6i chimg duong. Chap nhan thay mau d6i ching am tinh/ddi
chtng tring bang miu chung chting am tinh thuan khiét chi trong truong hop co
bang chimg 1a khong tim dwoc mau 4m tinh hodc miu tring d6i voi phép thir do.

5. Bao cdo két qua

a) Trong trudng hop c6 théa thuan voi khach hang viéc chuyén giao két
qua bang phuong tién dién tir thi phai dam bao dung vdi ban goc va cé dau hiéu
da duoc kiém soat;

b) B4o c4o thir nghiém phai c6 thong tin tdi thiéu dam bao kha ning truy
xuat dugc ngudn gbc mau thir nghiém bao gom:

- Ngay lay mau;

- S6 nhén dién cia mau thir nghiém tai phong thir nghiém;

- Ngay va nguoi gii mau, nhan mau;

- Ngay phan tich va ngay tra két qua;

- Két qua thir nghiém (theo yéu cau ctia khach hang);



- Phuong phap thu: Tén va ma hi¢u ctia phuong phép thu;
’ - G161 han Cl}la phuong phap tb&: LOP hodac LOQ (nél} c0) hoac céc thong
s0 khac theo y€u cau cua co quan tham quyén nudc nhap khau;
- Bac trung cua san phém va cac diéu kién bao quan dac biét (néu o).
Phong thir nghiém phai dam bao bao cao két qua thir nghiém chinh xéc,
khach quan, thong bdo dung han va chiu trach nhi€ém vé két qua thir nghiém.

Chuong I11.
TRACH NHIEM TO CHUC THU NGHIEM

Picu 6. Trach nhiém ciia t6 chirc thir nghiém

1. Bam bao nang lyc cua phong thir nghiém theo quy dinh tai Thong tu nay.

2. B4o cdo co quan thdm quyén khi c6 sy thay ddi vé niang luc ciia phong
thir nghiém.

3. Chiuﬁ su kié{n tra, gidm sat vé nang luc ctia phong thir nghiém cua cac
co quan co tham quyén.

Chuong IV.
DIEU KHOAN THI HANH

Piéu 7. Hiéu lwc thi hanh

1. Thong tu nay co hiéu lyc sau bén muoi lim (45) ngay ké tir ngay ky
ban hanh.

2. Thong tu nay thay thé Quyét dinh s 115/2008/QD-BNN ngay
03/12/2008 cua Bo truong Bo Nong nghiép va Phat trién nong thon yéu cau vé
ning lyc ddi véi phong thir nghiém chat lugng an toan thuc pham ndng 1am thuy
san.

3. Trong qué trinh thuc hién Thong tu nay néu c6 khé khin, vudng mic,
cac tO chirc, ca nhan bao céo vé Bo Nong nghiép va Phat trién nong thon xem
xét, stra do6i, bod sung./.

Noi nhén: KT. BQO TRUONG
- Van phong Chinh phu; THU TRUONG
- Lanh dao BO;

- Cuc Kiém tra vin ban B Tu phép;

-BO KH&CN; BO Y té;

- UBND, S NN&PTNT cac tinh, TP truc thudec TW;
- Cong bao; Website Chinh phu; Website B
NN&PTNT,;

- Céac Cuc, Vu, Vién, Truong c6 lién quan thudc Bo;
- Luu: VT, KHCN.

Bui Ba Bong



Phu luc

- CAC THONG SO TOI THIEU CAN XAC PINH
KHI TIEN HANH XAC PINH GIA TRI SU DUNG PHUONG PHAP
(Ban hanh kem theo Thong tw so /2011/TT-BNNPTNT ngay

thang nam 2011 ciia B¢ Néng nghiép va Phdt trién Néng thén)

Bang 1. Cac chi tiéu héa hoc

TT | Cac thong so cin xdc | Phwong | Phwong | Phwong phap dinh | Phwong phap
dinh phap phap lwgng sinh hoa trén
dinh ban dong vat TN
tinh dinh Coswr | Khong
lwgng dung | sitdung | Pinh | Dinh
duwong | duodng tinh | lwgng
chuan chuan
1 | Bo ding (trueness) - - + + - +
2 | Do nhay + + + +® N .
(sensitivity)
3 | Do chon loc + + + +@®
(Selectibility)
4 | Do lap lai - - + 4
(Repeatability)
5 | Do tailap - - + -
(Reproducibility)
6 | Gigi han phat + + + -@ N .
hién* (LOD)
7 | Gi6i han dinh - - + _@
lugng* (LOQ)
8 | Do thu hoi - - - @
(Recovery)
9 | Do tuyén tinh - - + ;
(Linearity)
10 | Khoang xac dinh - + + -@
(Working range)
11 | b6 khong dam bao - - + +
do (Uncertainty)




Bang 2. Cac chi tiéu sinh hoc

TT Cic thong s6 cin xéc dinh Phuwong phap nudi cdy [Phwong phap sinh hoc
sinh hoc phan tir
Dinh tinh | Pinh lwgng | Dinh tinh Pinh luwgng
1 | D06 dang (Trueness) - - - +
2 | D) nhay (sensitivity) +1 +D + +
3 | Do chon loc (Selectibility) +D +O +O +D
4 | DJ lap lai (Repeatability) - + -
5 | Do tai lap (Reproducibility) - + -
6 | Gidi han phat hién (LOD) + - + -
7 | Gi61 han dinh luong (LOQ) - - -
8 | Do thu hoi (Recovery) - - -
(Linearity)
10 | Khoang xac dinh (Working i e i L)
range)
11 | Do khong dam bao do i . ] 4
(Uncertainty)

Ghi chii: Cac ky hiéu trong bang trén dugc hiéu nhu sau:

Céc ky hiéu trong bang trén dugc hiéu nhu sau:

(+) : Can xac dinh

(- ) : Khéng can xé4c dinh

(*) : Khong phai tinh toan d6i véi chi tiéu da luong.

(1): Str dung phuong phap thtr tiéu chuan thi khong can xac dinh thong sb
nay.

(2): Tuy ting trudng hop cu thé co thé can phai xac dinh.
Trong do:

- Phuong phap tiéu chuan la phuong phap dugc cong bd boi to chic tiéu
chuan quéc gia, khu vuc, qudc té (vi du: TCVN, EN, Codex, ISO...), hodc ban
hanh bai cac t6 chic k§ thuat chuyén nghién ctru va xac dinh gia tri s dung
phuong phap phén tich (vi du: AOAC, AFNOR, ...) d6ng thoi cong bd kém theo
day du cac thong sd vé xac nhan gia tri sir dung cia phuong phap.

- Phuong phéap khong tiéu chuan: ngoai cac phuwong phap tiéu chuin néu
trén va nhimg phuong phap co sua ddi so v6i phuong phap tiéu chuin ma phan
stra di ¢ thé anh hudng dén két qua thir nghiém.



