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LOI GIOI THIEU

Cung vai su phat trién ciia khoa hoc cong nghé, kinh té - xa hoi viéc
cham soc va bao vé sitc khoé, nang cao chat lwong cudce séng cua con ngudi
ngay cang dwgce quan tim, trong d6 cé van dé an toan thwe pham. Bao dam
ngudn thie pham an toan s& gop phan bao vé va cai thién sitc khoé, chat
lrong cudce séng va gidng noi dan toc. Tuy nhién, cong tac bao dam an toan
thwe pham luon la mot thach thirc khong chi véi cac mrde dang phat trién
ma ngay ca véi cac nudc phat trién. Sy da dang cua cac ching loai thuc
pham, cong nghé, cac chat phu gia, cac chat ho tro ché bién, cac chat 6
nhiém thue phém luén dwoc cai tién, bod sung... la thach thirc ddi voi hé
théng quan Iy, kiém soat an toan thwc pham, dac biét la ddi véi cac phong
kiém nghiém. Do d6, viéc nang cao nang lyc hé théng phong kiém nghiém
an toan thuc pham doéng vai tro dic biét quan trong trong cong tac quan ly
an toan thuc pham ciia méi qudc gia, nhét 1a trong giai doan hoi nhap kinh
té toan cau hién nay.

Tai Viét Nam, trong nhitng nim gan day cong tac bao dam an toan
thuc phﬁm da duoc Pang va Nha nude dac biét quan tam va da gat hai duoc
nhiéu thanh tuu dang khich l¢. Hé théng phap luat, quan I¥ da dugc hinh
thanh va kién toan, trong do cé hé théng kiém nghiém an toan thuc phém
ma dién hinh 1a sy ra doi cia Vién Kiém nghiém an toan vé sinh thuc phém
quéc gia (theo Quyét dinh s6 376/QD-TTg ngay 23/3/2009) v&i chitc ning
la don vi trong tai qubc gia trong kiém nghiém thire pham. Tuy nhién, do
nhiéu yéu t6 va ngudn lyc dau trr chwa dap ting, hé thong kiém nghiém thuc
pham ctia Viét Nam con gdp rat nhiéu kho khan, ngay ca & cap Trung wong.
Ba&i vi ddi véi hé théng kiém nghiém thurc phfam._ khong chi can dau tw thoa
dang vé co s& vat chat, trang thiét bi, con ngudi ma can phai dau tw cac hé
théng quan 1y chat hrong, k¥ thuat (phwong phéap) phan tich phu hop.

Hién nay da sé cac phong kiém nghiém thwc pham cua cac dia
phwong st dung cac phwrong phap thir nghiém khéac nhau, chwa dwoc chuan



ho4 hodc khong théng nhét nén rat khé danh gia két qua hodc két qua khong
bao dam d6 tin cay anh hwong trie tiép dén cong tac quan Iy nha mrde.
Nham timg budc hwdng t6i tiéu chuan hoa cac phong kiém nghiém va
phwrong phap kiém nghiém thuc pham, Vién Kiém nghiém an toan vé sinh
thwe pham qudc gia ban hanh cudn tai liéu “Tham dinh phwong phép trong
phan tich hoa hoc va vi sinh vat” nhw mot tai liéu tham chiéu cho cac phong
kiém nghiém thwe pham. No6i dung cudn tai liéu gdm hai phan chinh 1a tham
dinh phwong phap phan tich hoa hoc va tham dinh phwong phap phan tich vi
sinh vat v&i nhirng cach bd tri thi nghiém va cach tinh cu thé ¢6 cac vi du
thue tién. Ngoai ra cudn tai liéu cung gidi thiéu cach wdéce lwong do khong
bao dam do va cac chirong trinh bao dam chat hrong két qua thir nghiém ma
cac phong kiém nghiém co thé thwc hién duoc.

Hy vong cudn tai liéu nhod nay sé it nhiéu htru ich ddi véi ban doc. Do
lan dau tién bién soan nén cudn tai liéu sé khong tranh khoi thiéu soét, ban
soan thao rat mong nhan dwoc s dong gop cia ddng nghiép xa gan.

Xin tran trong cam on.

TM Nhém bién soan
PGS.TS. Pham Xuin Pa
Vién truéng
VIEN KIEM NGHIEM AN TOAN
VE SINH THU'C PHAM QUOC GIA



LOI CAM ON

Xin bay to long biét on sau sic dén nhitng ngudi thay PGS. Pham Gia
Hué va KS. Pham Thanh Nhi - nhitng ngudi da triee tiép ho trg va dong gop
y kién stra chira dé hoan thién cudn sach.

Xin chan thanh cam on nhitng ngudi thay, nguoi ban, dong nghiép
trong hoi dong khoa hoc thong qua néi dung cudn sach PGS.TS. Tran
Chuong Huyén, PGS.TS. Ta Thi Thao, Truong Pai hoc Quéc gia Ha Noi;
PGS.TS. Thai Phan Quynh Nhw, TS. Tran Viét Hung, Vién Kiém nghiém
thudce trung wong; TS. Tran Pang Ninh, Cuc Quan ly chat lrong Nong 1am
san va Thuy san; ThS. Lé Van Giang, Cuc An toan vé sinh thuc phém va
KS. Nguyéh Thi Van Lan, Vién Kiém nghiém an toan vé sinh thuwc phém
quéc gia vi nhitng ¥ kién déng gop quy bau trong qua trinh bién soan cudn
sach.

Xin chan thanh cam on céc ban df“mg nghiép tai Vién Kiém nghiém an
toan vé sinh thuc phém quéc gia da tao diéu kién ho tro dé xuat ban cudn
sach.

Nhém bién soan
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DANH MUC CHU VIET TAT

AOAC (Association of Official
Analytical Chemists)

ASTM (American Society for Testing
of Materials)

CRM (Certified reference material)
DAD (Diod array detector)

GC-MS (Gas chromatography mass
spectrometry)

HPLC (High performance liquid
chromatography)

HR (High resolution)

ICH (International Conference on
Harmonization)

IP (Identification point)

ISO (International Standard
Organization)

LC-MS (Liquid chromatography
mass spectrometry)

LOD (Limit of Detection)

LOQ (Limit of Quantification)
LR (Low resolution)

MRLs (Maximum residue Limits)
QC (Quality control)

S/N (Signal to noise ratio)

SOP (Standard Operation
Procedure)

TCVN

USFDA (United States Food and
Drug Administration)

USP (United States Pharmacopoeia)

Hiép hoi cac nha hoa phan tich
chinh thic
Hiép hoi phép the My

Mau chuan duoc ching nhan

Detector mang diod
Séc ky khi khoi phd

Séc ky long hiéu nang cao

Do phan giai cao

Hoi dong hoa hop quéc té

Diém nhan dang

T6 chirc tiéu chuan quoc té
Séc ky long khéi phd

Gid1 han phat hién

Gi61 han dinh hrong
D6 phan giai thap

Gidi han ton du tdi da
Kiém tra chat lwong

Ty 1é tin hiéu trén nhiéu

Quy trinh thao tac chuan

Tiéu chuan Viét Nam

Cuc Duoc phém va Thuc phém
My

Duoc dién My



10 CHUONG I: CAC YEU CAU CHUNG

Chwong I: CAC YEU CAU CHUNG

1. Khai niém vé tham dinh phwong phap

Tham dinh phwong phap la s khang dinh bang viéc kiém tra va cung
cap bang chimg khach quan ching minh rdng phwong phap d6 dap tmg
duoc cac yéu cau dat ra (fitness for the purpose). Két qua cua tham dinh
phwrong phap c6 thé dwoc st dung dé danh gia chat hrong, do tin cay cia két
qua phan tich. ThAm dinh phwong phap phan tich la mét phin khéng
thé thiéu néu muén c6 mét két qua phan tich dang tin ciy.

Hién nay nhiéu thuat ngtt khac nhau dugc st dung dé chi khai niém
trén, nhw dinh tr1 phwong phap, danh gia phwong phap, xac nhan gia tri st
dung ctia phuwrong phép, phé duyét phmrong phap. Tat ca cac thuat ngit nay
déu 1a cach goi khac nhau ctia tham dinh phwong phap (method validation).

Phong thir nghiém thwong st dung nhiéu phwong phap khac nhau.
Dua vao ngudn goc co thé phan loai cac phrong phap thanh hai nhom:

- Cac phwong phéap tiéu chuan: cac phuong phép thir theo tiéu chuan
quéc gia, quéc té, hiép hoéi khoa hoc dwgc chﬁp nhan rong rai trén thé gidi
nhr TCVN, ISO, ASTM, AOAC...

- Cac phwong phap khéng tiéu chuan hay phwong phép noi bé (non-
standard/alternative/in-house method): la cac phwong phap do phong thi
nghiém tw xay dung, phwong phéap theo hwéng dan ciia nha san xuat thiét bi,
phwong phap theo céc tap chi, tai liéu chuyén nganh...

Theo yéu ciu cia ISO 17025, phwong phap phan tich phai dwoc tham
dinh hodc tham dinh lai khi:



