TCVN TIEUCHUANQUOC GIA

TCVN ISO 17034:2017
ISO 17034:2016

Xuét ban lan 1

YEU CAU CHUNG VE NANG LUC CUA NHA SAN XUAT
MAU CHUAN

General requirements for the competence of reference material producers

HA NOI - 2017



TCVNISO 17034:2017
Muc luc
L& D01 BAU. covevecrresssenssassessssresimeasssssenss
L& i thidU.....coueruerenersenns

>

1 Pham vi ap dung........cceeenen
2 Tailiéu vién dan
3 Thuét nglr va dinh nghia
4 Y&U CAU ChUNG ..uveveveersenereeaenree e sssacnese e
Bl CACNAR OO DD O vcnsvissssims s i s s S TS R v
4.2 KRECH QUEN wuvieisiiiiisisiteciies it essssassesasnsssssasssssmsstesessansessnsessasessasesssssssesssresssssassssarsarsessenss 10
4.3 Baomat......cceeeeneaenee. O BN PSNEE SRS ETTORTUTRIINERRERE 10
5 Céc yéu cdu vé co céu ....... ; i T 1
6 Yéu ciu vé ngudn luc......... reverereeseseasesaesasaeteea e e s e mnse st eessesennemas 12
6.1 NRAN SW...uicrieererrenrenieenrinseessereesresseesresreessenns - 12
B TR s T R A AN S e T P AR T 12
6.3 Cung cAp thiét bi, diCh VU VA VAL BP.......e.eoeeeeeincescaeisisse s sasas s esssssesnssssasssssessessssasssssssssasssenns 13
6.4 Co 5O Vat ChAt VA diBU KIBN MBI tTONG.......eeirerrersresssessressssssnsssesessessssssasssassasesssssassassssessanss 14
7 Yéu clu vé ky thuat va san xuét ...... - 14
7.1 Yéu cdu chung : cersaesssssssssessetensasassesessesess et asaann bl B BT s W
7.2 Hoach dinh san xuét....... . SR
7.3 Kiém 504t SAN XU&t .......ouccvuvreenne.. - ; s 18
7.4 X0 1§ VA DAO QUAN VALIIBU ...coocecevrereveessesssesseesesssersessssrssnsssessssensssssensassasessossassansssssasesssaneenns 16
7.5 Ch 120 VAL IBU....courrvucenirrrerereenecersesessaesasssneains 7
T8 THU MG Q0 woissaiisvimimmsnoions s o s s s s s i o e S e s e e v 17
7.7 TRIEE D] G0..1ucruuriniersaaneanssanssesesessersssseessesssesssssessesssesssssassssssssssassassssssssssasssessasssssessesessossassensasssens 17
7.8 Tinh toan ven va xem xét danh gia d liéu......... PRI |
7.9 Lién két chudn do lwdng clia gia tri dwgc chirng nhén s 48
7.10  DAnh Gid tinh GONG MNAL........vvuivseceecrereeceeessseesessscssesesssessersstessssessssnsssesssensisssesasssesssasesssssions 19
7.11 Danh gia va theo ddi 6 6n dinh A R R A SRR SRSV 19
7.12 Mo ta déc frung ........ s 21
7.13 An dinh cac gi4 tr tinh chét va do khang dam bao clia ChUNG ....vvevsereereressrseesssereansseesessassesaees 21
7.14 Tailidu va nhan mau chuan.............. i S |
7.15 Dich vy phan phdi.... S T R 24
7.16 Kiém soat hd so chét Ieong va ki thuat ...e.veeeececeneee. —
7.17 Quan ly cong viéc khong phil RQP....c..crveerrervenrenns RS S RIS E R S S e 25
G I T R 26
8 Yéu cdu vé hé théng quanly ......... ] verereessneassnsaensassenencns 27
8.1 Caclya chon.......eeceeeenenen. T .
8.2 Chinh s4ch chAtWrong (Liva Chon A soisisssississivisisiivisisssisismimsie 2B

-

.................................................................

.....................................................

w W ~N =~




TCVNISO 17034:2017

8.3 Tailiéu chung cla hé théng quan ly (Lwa chon A)....

.. 28

8.4 Kiém s04t tai ligu hé thAng qUAN 1Y (LWA ChON A)....c...o..vvreereeeaeeranssssrssssesssssssssssssssssenssessasaessns
L

8.5 Kidm so04t hd so’ (Lyra chon A)........oveeeveecenee

8.6 Xem xét clia 1anh G20 (Lura chon A).veeeivincrirnsimnnsssnssnsnissis s e rssrssmssnsssssasssssssssssnsss

8.7 Danh gia ndi bd (Lua chon A).....cceeereerreerereesaienerernssnsnns

8.8 Hanh ddng gidi quyét ri ro va co hdi (Lra Chon A).........cceeerervereressssissserssresssssnaens

8.9 Hanh dong khéc phuc (Lura Chon A) ......e.ceveeenrieveverereessesesssens
8.10 Caitién (Lwa chon A).... vereraerer bbb ea b s et eastseaseates
8.11 Théng tin phan hdi tir khach héng (Lwa chon A)

Phu luc A (tham kh&o) Tom tat cac yéu cau dbi véi san xuét méu chuén va
MAU ChUAN APYC CRIPNG NHEN ..o ceeaesessesesssserssassssssessssssessosssssesssssnens

Thw muyc tai liéu tham khéo ........

28

.29
.30
.30

e 31
PR ..
S O

...........................

-----------------



L&i néi dau
TCVN ISO 17034:2017 thay thé TCVN 7366:2011,

TCVN ISO 17034:2017 hoan toan fuong dwong véi
ISO 17034:2016.

TCVN ISO 17034:2017 do Ban ky thuat Tiéu chudn
Quéc gia TCVNICASCO Béanh gid sy phd hop
bién soan, Tdng cuc Tiéu chudn o lwdng Chét lvgng
d& nghi, B4 Khoa hgc va Céng nghé cong bé.
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L&i gidi thiéu
Mé&u chudn droc st dung trong tit ca cac giai doan clia qua trinh do lwdrng, bao gbm x4c nhén gia tri
str dung clia phirong phap, hiéu chudn va kiém soat chat lwgng. Miu chuén cling dwoc st dung trong

50 sanh lién phong dé xac nhan gia tri st dung clia phwong phap va danh gia sy thanh thao cla phdng
thi nghiém,

Viéc chirng minh niing lirc v& khoa hoc va k§ thuét clia nha sén xuat mau chuén 13 mot yéu ciu co ban
nham dam bao chét lwong clia miu chudn. Doi héi déi véi méu chudn méi cb chét lwong cao hon
dang tang 1&n 1a do dd chinh xac clia thiét bi do dwoc cai thién va yéu ciu vé di ligu chinh xac va dang
tin cay hon trong céc finh virc khoa hoc va cong nghé. Cac nha san xuat mAu chudn khéng chi cin
cung cap théng tin v& mau chuan dwéi hinh thirc tai ligu mau chuin ma con phai chirng t nang lyc
clia minh trong viéc san xut miu chuan c6 chét luwgng thich hop.

Tiéu chuan nay dua ra yéu ciu chung cho cac nha san xuat miu chuén, bao gdm ca miu chuan dwoc
chirng nhan, Tiéu chudn nay thay thé TCVN 7366:2011 (ISO Guide 34:2009) va phi hop voi cac yéu
céu co lién quan ciia TCVN ISO/IEC 17025:2005. Hwéng din thém (vi du lién quan dén ndi dung clia
gidy chirng nhan va thiét ké md ta dic treng, tinh ddng nhét va nghién ciru do on dinh) dwec cung cip
trong TCVN 7962 (ISO Guide 31) va TCVN 8245 (ISO Guide 35). Trong khi cac phwong phap néu
trong TCVN 7962 (ISO Guide 31) va TCVN 8245 (ISO Guide 35) dap tng cac yéu cau ¢6 lién quan clia
tiéu chuan nay thi co thé co nhivng phwong phap khac dé dat dwgc sw tuan thi theo tidu chuan nay.

Nha san xuét miu chudn tuan theo tiéu chuan nay néi chung cling sé hoat dong theo cac nguyén tac
ctia TCVN SO 9001. Déi véi cac phép thir thire hién trong finh ve y té, cd thé sir dung TCVN ISO
15189 dé tham khao thay cho TCVN ISO/IEC 17025.

Trong tiéu chuan nay, thuat ngl “chirng nhan" dé cap t¢i chirng nhan mau chuén.
Trong tiéu chuén nay tir:

- “phai” chi mét yéu ciu;

- “can/nén” chi mot khuyén nghi;

- “dugc phép” chi mét sy cho phép;

- “c6 thé” chi mot kha ndng hodc nang lyc.
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Yéu ciu chung vé ning lwc clia nha san xuat mau chuén

General requirements for the competence of reference material producers

1 Pham vi ap dyng

Tiéu chudn nay quy dinh cac yéu cdu chung déi véi nang Iyc va hoat dong dn dinh clia nha sdn xuét
m3u chuén.

Tiéu chuan nay dua ra cac yéu cau theo 6 mau chuan dwgc san xuét. Tiéu chudn nay nhdm &p dung
nhu mét phan clia thd tuc dam bao chét lwgng chung clia nha san xuat mau chuén,

Tiéu chuan nay ap dung cho viéc san xuét tit ca mau chuén, ké ca mau chuan dugc chirg nhan.

CHU THICH 1: Nha sdn xuét mau chuén, co quan quén Iy, td chirc va chuong trinh sir dyng danh gis déng ding,
t6 chirc cong nhan va cac td chirc khac cling c6 thé sl dyng tiéu chuin nay trong viéc xac nhan hodc thira nhan
n3ing Iy cia nha sdn xuét mau chuén,

2 Tai ligu vién din
Céc tai lidu duwdi day rat can thiét cho viéc ap dung tiéu chudn nay. Déi voi cac tai liéu ghi nm cong bd

thi 4p dung ban dugc néu. Bdi voi cac tai ligu khdng ghi nam cong bbd thi &p dung ban méi nhét, bao
gdm ca cac stra doi.

TCVN ISO/IEC 17025, Yéu cau chung vé néng luc cta phong thir nghiém va hiéu chuan

3 Thuét ngi? va dinh nghia

Tiéu chudn nay s dung céc thudt ngl* va dinh nghfa trong TCVN ISO/IEC 17000, TCVN ISO/NEC
17025, TCVN 8890 (ISO Guide 30), TCVN 6165 (ISO/IEC Guide 99), TCVN ISO 9000 va céc thuét
ng® va dinh nghia duwéi day."

3.1
Nha san xuét miu chuan — RMP (reference material producer)

Co s& (td chirc hodic cdng ty, cong hodc tw) chiu hodn toan trach nhiém dbi véi viéc hoach dinh va
quan Iy di an, 4n dinh va quyét dinh cac gi4 trj tinh chét va d6 khong dam bdo kém theo, phé duyét gia

1) Uu tién st dyng dinh nghia trong TCVN 8890 (ISO Guide 30) khi ¢é nhiéu hon mét dinh nghfa cho cling mét
thuat ngt lién quan dén mau chuln.
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tri tinh chét va ban hanh gidy ching nhan mau chudn hodc cac céng bd khac vé mau chudn do minh
s3n xuét.

[Ngudn: TCVN 8890 (ISO Guide 30:2015), 2.3.5]
3.2

M3u chuén dwoc chipng nhan - CRM (certified reference material)

Miu chuin dwoc dac trung béi mét thl tuc c6 higu lvc do lwong d6i véi mét hodic nhiéu tinh chét quy
dinh, cling véi gidy chieng nhan méu chudn cung cip gié tri clia tinh chat quy dinh, 6 khong dam
bao kém theo va tuyén bb vé& lién két chuan do lwéng.

CHU THICH 1: Khai niém gia tri bao gbm tinh chit danh nghia hoac cac thude tinh dinh tinh nhw nhan biét hodc
trinh ty. D khong dam bao ddi véi cac thudc tinh nay c6 thé dwgc bidu thj béing xac suét hoc db tin cay.

CHU THICH 2: Thti tyc ¢6 hidu lyc do lwdng ddi voi viéc san xust va chieng nhdn miu chudn dwgc néu trong
TCVN 8245 {1SO Guide 35) bén canh nhirng 1ai liéu khac.

CHU THICH 3: TCVN 7962 (ISO Guide 31) dwa ra hwéng dén vé ndi dung clia gidy chirng nhan mau chuén.
CHU THICH 4: TCVN 6165:2009 (ISCMEC Gt.!ide 99:2007) ¢6 mét djnh nghta twong tip.

[Ngudn: TCVN 8890:2017 (ISO Guide 30:2015), 2.1.2, duwgc stra dbi)

33

Mau chuin - RM (reference material)

Vit ligu, @t ddng nhat va &n dinh v& mot hodc nhiéu tinh chét quy dinh, dwgc thiét 1ap phi hop véi
muc dich st dung dy kién trong qua trinh do.

CHU THICH 1: M3u chuén Ia mét thuat ngtr chung.

CHU THICH 2: Cac tinh chét c6 thé mang tinh dinh legng hodc dinh tinh, vi du: nhan biét cac chét hodc loai.

CHU THICH 3: Viéc str dung c6 thd bao gdm hiéu chuiin mét hé théng do, danh gia thti tuc do, &n dinh gia trj
cho cAc vat liéu khac va kiém soat chét lwgng.

CHU THICH 4: TCVYN 6165:2009 {ISONEC Guide 99:2007) c6 mét dinh nghta tvong tw, nhung gidi han thuat
ngi¥ "phép do” chi ap dung cho cac gia tri dinh lwgng. Tuy nhién, Cha thich 3 cla TCVN 6165:2009 (ISONEC
Guide 99:2007), bao gdm tinh chat dinh tinh, dwgc goi Ia “tinh chét danh nghia™.

[Nguén: TCVN 8890:2017 (ISO Guide 30:2015), 2.1.1, dwoc sira ddi - cau thir hai cia Chi thich 4 a5
dwoc stra ddi]

34
Gia tri dwoc chiPng nhan (certified value)

Gia tri duge 4n dinh cho mét tinh chét cdia mdu chuén ciing véi cong bd dd khong dam bao va cong b
lién két chuan do lvéng, dwgc xac dinh trong gidy chirng nhan mau chuén.

[Ngudn: TCVN 8890:2017 (ISO Guide 30:2015), 2.2.3]
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3.5
Tinh khach quan (impartiality)-
Su thé hién clia tinh vo tw

CHU THICH 1: Vo tw ¢6 nghia la khéng ¢6 xung dét vé lgi ich ho3c xung dét lgi ich dwgc gidi quyét sao cho
khong dnh hudng bét loi dén cac hoat dong ciia nha sén xuét mau chudn,

CHU THICH 2: C4c thuét nglr khac c6 thé ding dé truyén tai déc treng cha tinh khach quan 12 déc 18p, khang co
xung dét lgi ich, khéng thién léch, khang thanh kién, trung lap, cong bang, c&i mé, khdng thién vj, tach bach, cén
bang.

[Ngudn: TCVN ISONEC 17021-1:2015, 3.2, dwgc stra ddi — trong Chd thich 1, tir “té chirc chirng nhan”
da dugc thay bang “nha san xuét mau chudn’]

3.6
Tai liéu v& miu chudn (reference material document)

Tai liéu bao gdm tét ca thdng tin can thiét cho viéc str dung mau chuén,
CHU THICH 1: Tai tidu v& miu chuin bao gdm c4 phiéu thdng tin san pham va gidy chirng nhén mau chudn.

[Ngudn: TCVN 7962:2017 (ISO Guide 31:2015), 3.5, duqc sira ddi — thuét ngir dugc wa dung thir hai
“tai ligu mAu chudn” da dwgc dua vao)

3.7
Pai lwong do thire nghiém (operationally defined measurand)

Pai lwong do dugc xac dinh bing cach quy chiéu dén mét thi tuc do dang van ban, dwgc chap nhéan
rong rai, theo a6 chi nhirng két qua thu dwgc theo cling thi tuc méi c6 thé so sanh.

CHU THICH 1: Vi dy bao gém xo thd trong thizc phdm, do bén va dap, hoat dd enzym, chi chiét xuét dwgc trong
a4t

4 Yéu cau chung
4.1 Cic véan dé hop dong

4.1.1 Moi yéu ciu, @& nghj thdu hoic hop ddng lién quan dén viéc san xuét mau chun déu phai

dwoc xem xét theo cac chinh sach va thi tuc dang van ban do nha san xuét miu chudn thiét lap, aé

d3m béo réng:

a)  cac yéu cAu dbi voi mau chuan va vigc san xuét miu chuan déu duqc xac dinh, I4p thanh van
ban va dwoc hidu day dd;

b)  nha san xuét mau chudn c6 kha nang va ngudn lyc dap (ng c4c yéu ciu nay.

CHU THICH 1: Kha naing nghia 14 nha san xuét mAu chuin tiép can dugc, vi dy, thiét bj can thiét, cac ngudn
lwe tri thirc va thong tin va nhan sy cda nha san xut mau chuén cé cac k§ nang va sy thanh thao can thiét cho
viéc san xuét mau chudn theo yéu cu. Viéc xem xét kha niing c6 thé bao gdm viéc danh gia hoat dong san xuét
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méau chudn @3 thyc hién treée day varhoac viée t chire cac chwrong trinh md ta déc trung lién phong thi nghigm
trong d6 si¥ dyng cac mau ¢ thanh phén twong t nhu méu chudn sé dugc san xuét.

CHU THICH 2: Mt hop déng c6 thé Ia bét ky thoa thuan bang van ban hodc béng I&i.

CHU THICH 3: Yéu cAu chuin bj mét mau chudn cy thé c6 thé bét ngudn tir nha san xuédt méu chudn,

4.1.2 Viéc xem xét phai bao gdm bét ky cong viéc ndo can nha san xuét mau chuan thué thau phu.
4.1.3 Nha san xuét miu chuin phai duy tri hd so clia nhitng xem xét nay, bao gom cé cac thay 6di bat

ky, hd s@ vé& nhirng thao ludn thich hop véi khach hang lién quan dén yéu ciu clia khach hang va cong
viéc thau phuy.

4.2 Khach quan
4.2,1 Nha san xuét mau chuan phai dugc t6 chirc va quan ly dé bao vé tinh khach quan.

CHU THICH: Khach quan ham y riing cac quyét dinh dira trén céc tiéu chi khach quan ma khdng dya trén co s&
thién léch, dinh kién hodc wu tién lgi ich clia ngwéi nay hon ngwdi khac vi ly do khéng chinh déng.

4.2.2 Nha san xuét mau chuén phai:

a) o cac sép dat dé dam bao ring lanh dao va nhan sy cla minh khong chiu bét ky 4p lwc qua
miFc ndo, c& ndi bd va bén ngoai, vé thiong mai, tai chinh va cac ap lyc, anh hedng khac co
thé gay tac dgng bét Igi toi chét iwgng cong viéc clia hg;

b)  nhan dién cac rdi ro dbi voi tinh khdch quan mét cach lién tuc, bao gdm nhivng rli ro ndy sinh tlr
cac hoat dong hodc cac méi quan hé clia nha san xuét mau chuén hay tir cac mdi quan hé clia
nhén sy clia nha san xuit mau chudn. Tuy nhién, nhixng mdi quan hé nay khéng nhét thiét thé
hién mdt nha san xuat mau chuan c6 rii ro déi véi tinh khach quan.

¢)  khi mdt rii ro ddi véi tinh khach quan dwec nhén biét, nha san xuat mau chuan phai c6 kha nang
chieng td cach thikc loai bd hoéc gidm thiéu rli ro nay.

d) 6 cam két clia lanh dao cao nhét vé tinh khach quan,

CHU THICH: Mé&i quan hé &nh hudng dén tinh khach quan clia nha san xuét mau chuén cb thé xuét phat tie
quyén s& hiru, didu hanh, quan ly, nhan sy, chia s& ngudn liec, tai chinh hodc hop ddng cho cac myc dich khac
ngodi viéc ban hodc san xuét miu chuin.

4.3 Bao mat

4.3.1 Nha san xuét mau chuan phai chiu trach nhiém va phai xtr ly mét cach thich hep cac théng tin co
duoc, bao gém ca thong tin bi mat. Néu théng tin nhan dugc tir ca nhan hodc co quan khac, théng tin
d6 phai dwgc coi la bi mat trir khi ca nhan hodc td chirc ¢6 lién quan dwa théng tin vao pham vi cong
khai hodc ddng y tiét 16 théng tin d6 cho ngudi khac.

4.3.2 Khi c6 yéu cdu ctlia luat phap hodc duoc phép theo thda thuin hop déng vé cong b thong tin bi
mét, thi c& nhan hoic td chire lién quan phai dwoc théng bao vé thdng tin dugc cung cdp, trir khi luat
phap ngan cim. '

10
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5 Cac yéu cau vé co ciu

5.1 Nha san xuAt mau chudn phai I& mat phap nhan, hodc bd phan xac dinh clia phap nhan dé ¢o thé
chiu trach nhiém phap ly d6i véi tat ca cac hoat dong lién quan dén sdn xuét mau chuln.

5.2 Nha san xuét miu chuan phai dugc té chirc va phai hoat dong theo hwéng dap (ing tat ca cac
yéu cau c6 thé 4p dung duoc clia tiéu chudn ndy, du thuec hién cong viéc & co s& cd dinh hay & nhirng
dia diém khéc (bao gdm céc co s& tam thoi hoidc Iy dgng ¢6 lién quan).

5.3 Nha san xut mau chuén phai:

a)

b)

c)

d)

e)

g

¢ mé ta vé tinh trang phap ly, xac dinh co cu tb chirc va quan Iy cla nha san xuét miu chudn, vj
tri trong t chirc chil quan va méi quan hé gitra cac hoat dong quan Iy, ky thuat, dich vu hé tro, nha
thau phuy;

xac dinh cac bd phan cla td chirc dwgc quan Iy bdi hé thdng quan ly dé san xuét m3u chuén;

xac dinh trach nhiém, quyén han va mdi lién hé cla tat ca nhan sy tham gia quan ly, thuc hién
hodc kiém tra xac nhan céng viéc anh hwdng 1¢i chit lwong clia miu chuin dwoc san xuét;

¢6 @di ngl quan ly, dwee hd tror bdi nhan vién ky thuat, co thdm quyén va ngudn lipc can thiét gé
hoan thanh trach nhiém clia ho va d& nhan biét sy xuit hién nhirng chéch hwéng so véi hé thdng
quan ly hodc cac thl tyc san xuat mau chudn va dé trién khai cac hanh dong nhim ngan ngira
hodc giam thiéu nhitng chéch hurdng nay;

¢6 quan ly k§ thuét chju toan bd trach nhiém vé& hoat dong k§ thuat va cung cAp céc ngudn lyc can
thiét 3& dam bao chét Igng theo yéu ciu clia tirng hoat dong thugc qua trinh san xuit mau chun;

chi dinh nhan sy (voi tén goi bét ky), ngodi cac nhiém vy va trach nhidém khac, phai cd trach nhiém
va quyén han x4c dinh d& dam bdo cac yéu clu clia tiéu chudn nay luén dwgc ap dung va tuan
thdi; nguoi dwee chi dinh phai ¢ sy tiép can tryc tiép toi cap lanh dao cao nhét la ngudi dwa ra
c&c quyét dinh vé chinh sach hoac ngudn lyc san xuit mau chuén;

c6 dy phong day du (vi dy bao hiém hozc dy trir) d& chju trach nhiém phap ly ndy sinh tir c4c hoat
dgng cta minh.

5.4 Lanh dao clia nha san xuét miu chudn phai dam bao:

a)

b)

c)

co ché trao ddi thong tin ndi bd va bén ngoai phai dwoc thiét iap;
trao ddi théng tin duge thipe hién lién quan dén hiéu e cla hé théng quan ly.

tAm quan trong clia viéc dap (ng cac yéu cAu cia khach hang va céc yéu ciu khéc dugc trao dbi
théng tin véi nhan sy clia nha san xuét mau chudn.
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