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LfunuLuuurvnireE3nku
UPUSPSULUUL LGSEUGLPNRME3BUL YEMUPEM3UL

1. Lpwdnipynit

Unyu thwunwpeninep uvwhdwund £ thnpdwplydwt b npwdwswthwplydwt
jwpnpwwnnphwubiph swihwghnwlwu hGnbbhnpjuu YGpwpbpjw] <wujwnwpdwgpdwt
wqqwihu  dwpdup  (UPUULUR) pwnwpwlwunyeiniup:  Unyu  pwnwpwlwunteiniup
Yphpwnth £ bwb hwdwwwwnwufuwuniyejwu quwhwndwu wju dwpdhuutph hwdwp, nyptp
hpwywuwgunu Gu swihnwubp Bu, oppuwly' pdoywlw jwpnpwwnnphwubp, huynnneniu
hpwlwuwgunn Jdwpdphuubip, unwunwpun udnpubp  wpunwnpnnubp, npuwywynpdwu
unnignd hpwlwuwgunnubp W wyu:

2. Unpdunppy JYuywlynsmdubpp

Unwug nwpbpyh Jyuyuyngdws thwunwenpbpp Yphpwnbih Gu dhwit bpghu
hpwunwpwyniyejwdp: Unyu hwuwnmwpnenud Jyujwynsyws Gu hbunlyw| thwunwenetpp'

[1] ILAC-P10 ILAC-h pwnwpwwunipntup swihdwl wpnyniupubiph hGunlbGihnygjwu
YGpuwipbipjuwy

[2] 40US hUO/PEY 17020 Cwldwwwwnwufuwunypjuu quwhwunnd. <ulynnniejntu
hpwywuwgunn  wwpptp  wbuwyh Jwpdhuubph  gnpénubinyejwup  ubpywjwgynn
wwhwugubp

[3] <US 8.11 2Quithnuwiubiph dhwutwlwuniejwt wwywhnydwu wqquiht hwdwywng.
2withwghwnieinwu. Stpdhuutip W uwhdwunwdubp

[4] JCGM 200 Quwthwghwnejwu dhowqgqwiht pwnwpwu - <hduwlhwu L
punhwunip hwuwgnieyniuubp b hwdwwwwnwufuwu ntpdpuutip (VIM)

[5] ILAC-P14 ILAC-h pwnwpwlwunigniup npwdwswihwpydwt wlnpnanyeniu-
utiph Jtpwpbipjuw)

3-pn fudpwgpnipniu - 22.03.2023 2/13



ARMNAB PL-06

[6] FOUS hUO/hEY 17025 Pnpdwnpldwu b nnpwdwswihwpydwt jwpnpwnnphw-
ubiph hpwqbynipjwup ubiplwjwgynn punhwunip ywhwugubip

[7] EA-4/02 Spwdwswithwpydwu db9 swihdwu wunpn2nigjwt wpunwhwjnndp

[8] [ILAC-G8 Mwhwuoutipht  hwdwwwuwnwufuwuniyjwl  hwybnynyejwu
Ytpwpbipjwi ninkgnyg

[9] ILAC-G24/0IMLD10 2withdwl dhongtipp wnpwdwswhwnydwu
hwéwfuwlwunyejwu npnadwu ninkignyg

[10] hPUO 17034 Uwwunwpwun udnpubp  wpunwnpnnubph  hpwgbynygjwup
utiplwjwgynn punhwuny ywhwugubp

[11] €US hUO 15189 Pdrojwywl jwpnpwwinnphwubp. Npwyhtu W hpwgbyniyejuun
utipyuwjwgynn wwhwuoubip

[12] <9O0US hUO/PEY 17043 Lwldwwwuwufuwlnyeut  quwhwwnid.
Npwlywynpdwt unnigdwu punhwunip ywhwugubp

EA-h L ILAC-h thwuwnwenebpp nbnunpjwd Gu htunlyw| Yuwjptpnud®

EA: http://www.european-accreditation.orqg/, ILAC: http://www.ilac.orq:

3. Stpdhutpp b uwhdwtmdubpp

Unyu thwunnwpnend Yphpwndwd wnbpdhutubpu nt uwhdwunwubpp  (ophuwly’
swithwghwmwywu htwnlbhnyeinu, npwdwswhwpynid, swihdwu wunpnoneyntt b wy(u)
uwhdwuywsd Gu <US 8.11 unmwunwpwinw [2] b JCGM 200 thwuwnwenpentd [4].

Quwihwghnwlwu hbGwnubihneymt’  swhdwu  wpryniuph  hwwnynyeinu, nph
dhongny wpryntupp Ywpnn £ Yww niubuw) uygpuwybinnh hbin npwdwswihwnpyndubipp
thwuwwpenpwhu wupunhwwn onpwny, npp bwywuwnnud £ swihdwl wunpnoniejwup.

Quithdwu dhgngutiph wpwdwswihwpynd® gnpdnnnipyniubiph wdpnnonipyni,
nph  dhongny npnowyh wwjdwuubpnd npnaynd £ inpwdwswithwpyynn - swhdwu
dhongutiph swihynn wpdtipubiph pwtudwu wnhpnypt woluwwnwupwihtu swihwudnubph
Ywd swihwudnwihu swihdwu dhongubiph hwdbidwwnniejwdp.
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ouunreNh@3NhL 1. Spwdwswihwpldwt — wpryniuptbpp Yupnn G wpunwhwinyb)
hwjunwpwpnipjudp, npwdwswhwplydwu pniayghwih, nhwgpwdh, Ynph Yud wnynwwyh dhongny:

Lbipppt wpwdwswihwpynmd' npwdwswihwpynd, npu hpwlwuwgynd £ pp
gnpéniubinigut swihwghwnwlwu  hGnlbbGhnyeniup - wwwhndbine tywwnwyny
hwywunwpdwagpdwtu ninpunp 2powtiwynid, huswbu twl.

- ubpwnwd sk Jwpnpwwnnphwih hwwwwpdwgpdwt  npppond (U npwbu
wjnwhuhtu sh Yupnn wnwownyyb) npwtiv hwjwwnwpdwagpywé dwnwjniyentu),

- npu hpwywuwgynd k£ jwpnpwnnphwih wuduwlwaqdh W uwppwynpnidubiph
dhongnd (Ywd upw wudhowlwu hulynnnigjwu ubppn)' Yhpwnbind wn twywwnwyny
ubpyuwjwgywsd pupwgwlywngbinp, npnup quwhwwnyt| Gu UPULUR-h Ynndhg:

4. <Gipubhnyywits puwppbpp

Quihwghunwwtu hbGwnubhnyeinup  punyewgpynd £ hbnlyw; ybg hhduwlwu
wwppbipny’

1) hwdbtdwuwnniginiuubiph wupunhwuin onew, npp Ywnnignud £ dhowqquihtu Yuwd
wqqwjhu Guybwnwihu biwnup hwdwp punniubh vwhdwuwsd swhdwu dhwynpubipp,

2) hwuwnwpenpwynpywd swthdwl wunpnnientu,

3) hwuwnwpnprwynpywsd swihdwu pupwgwlywpg,

4) wmGfuuhlwlywu hpwqgbyniejniu,

5) Yww Ubh dpwynpubph hwdwwpgh hbw, swihdwt  dGénienutbpp
hpwlwuwgubiint hwdwp swihdwu Guybwmwht fwint Yuwd  swhdwu  Guybuowhu
pURwgwlwng,

6) npwdwswihwpydwu wwppbpwlwunyeniu:
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Jdbpp upqwd wnwppbipt wybih dwupwdwut uupwagpywsd tu ILAC-P10 [1] L ILAC-
G24/0IML D10 [9] thwuwnwpnpbtinnid:

5. Mwhwtgtbpp

5.1 Kkwnubjhniejwu wnpynipubpp

5.1.1 2uihdwt dhongubipp wbiwp E wnpwdwswihwpyytu, tpp

- swihdwtu Grgpuniginiup Ywd  swihdwt wunpnaniginiup wgnnud £ wpdwuwagpywd
wpnynitupubiph hwywuwnhniejwt Yypw W/wd vwppwynpdwt inpwdwswihwpynwip wwhwugynid
E wpdwuwagpywéd wpnyniupubiph swhwghunwlwu htnbbhnyenup uwhdwubne hwdwp:

ouunreNhfa3NhL.  Updwuwgpywd  wpryniupubiph hwjwuwnhnigjwtu  Jpw  wqgnnn
uwppwynpndubph tbuwyubp Ywpnn Gu hwunhuwuw|’

- dbdnipjwu  nipnuyp  swihdwu  hwdwp, ophuwl qwugqwdh swhdwu  hwdwp'  Yobinph
ogwnwagnpdntdp,

- swihdwd JdbEdnpwu wpdbpubpnd nipnnudubp uwnwpbine hwdwp, ophuwy' sbpdwuwnhtwuh
swithnid,

- swihdwU wpryntupp unwuwint hwdwp ogunwgnpdynn uwppbip' hwodwnplyywsd dh pwup swihdwu
dtidnieniuutiphg:

- uwnpbin, npnug swihdwu wpryniupp hwodwpyynud £ dh pwup swihywd dGdniejniuttiphg:

5.1.2 2uihwghunwywt hGwnubjhnyeniut wywhndbint bywwwynd  swihdwu
dhongubipp wtwp £ mpwdwswihwplybu hbnlyw; ugdwybpwnipyniiubph Ynndhg'

1) 2wihwghwnyejwtu  wqquihu  huunpunnun  (2UP), nd Ynndhg dwwnnigwd
ownwjnijniuutipp hwdwwwunwufuwund tu upqwd ywhwuoubipht L pungpywsd Gu
Yhnubph W swihnwdubph  dhowqquiht  hwuduwdnnndyh  Pnfjuwnwnpd  Gwuwsdwu
hwdwdwjuwgptipnd ~ (CIPM MRA):  CIPM  MRA-h  gpowtwynwd  dwwnnigynn
dwnwjnigyniutph gwuyp wpdwsd £ Yohnubph L swihnwiubph dhowqgquwihu  pjnipnh
Lhduwlwu hwdbdwwnnieniuutiph nyjwubph pwquynud (BIPM KCDB-h <wybwéd C-nud),
npuntin upwé k jnipupwugnip Swnwjnygjwt dhowlwipp W wunpnonieiniup Yud
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2) Lwywwnwpdwgpywsd wnpwdwswthwpldwu [wpnpwwnnphuw, nid
hwwunwpdwagpdwt ninpunt pungpynid £ hwdwwwunwufuwt tnpuwdwswihwpynwdubpp b
wjn <wywwnwpdwgpdwu wqgquiht dwpdhup hwunhuwund £ ILAC-h hwdwdwjuwgph
unnpwagpnn  Ynnd  Jwd  ILAC-h Ynndhg  Gwutwsywd  nwpwdwonpowuwihu
hwwunwpdwgpdwt Yugdwybpwniejuwu hwdwdwjuwgph unnpwgpnn Ynnu:

3w) 2uthwghwniejwt wqgquihtu huunpinnunp (UP), nd Ynndhg dwnnigwd
Swnwniejniuttipp hwdwwwunwuluwunw Gu pywd wwhwugubpht, uwywju pungpywsd
st CIPM MRA-nwd Yuwd

3p) <wywwnwpdwgpywd wpwdwswthwplydwu  wpnpwwnnphwt, nwd Ynndhg
dwwnnigwd dwnwjniejniuutipp hwdwwwwnwujuwunw Gu Upywd ywhwugubphtu, uwlwju
Cwywunwpdwgpdwt  wqquiht dwpdhup” sh hwunhuwund  ILAC-h  hwdwéwjuwgph
unnpwagpnn Ynnd  Jwd  ILAC-h Ynndhg  Swuwsywd  nwpwdwonpowuwihu
hwwunwpdwgpdwt Yugdwybpwniejwu hwdwdwjuwgph unnpwgpnn Ynnu:

3)w U 3)p Ytnbph wwhwugubpp Yhpwnynid Gu, Gt huwpwynp sk 1)-hu b 2)-pn
yGunbph wwhwuoubipu  hpwlwuwgut] ny <wjwunwuh <wlpwwbnnyeginund, ny k|
wpwnbpypnud: Lagwsd Yhwnbph punpnygyuu nbwpnid quwhwwnynn jwpnpwnnphwt wbinp
E ubGpyuwjwguh wnpwdwswihwpydwu jwpnpuwwnnphwih nbluuthywywu  hpwgbyniejwu
hwlwwwwwujuwt  wwwgnygubp  swihwghnwlwu  hGnlubhnyejwu  Ybpwpbpw:
Lwpnpwwnnphwih  wnGluuhjwywt  ppwgbynypjut  hwdwwwwnwufuwtu - wwwgnygubipp
wwhwuoynn swihwghwnwlwu htwnbbhnyejuu  Gpwpbpw] UGpwnnd, vwlwju  sku
uwhdwuwthwyynd  hbnwind  (Yywywynsywsd Ynbpp SOUS  hUO/PEY 17025
unwunwpunh YGinbpu Gu).

- inpwdwswithwpydwu dbennutinh Jujhnwgdwu yGpwpbpjw) gpwnnwdubp (7.2.2.4),

- swithdwU wunpnonyejwu quwhwwndwu pupwgwlwpgbin (7.6),

" UPULUP-h Ynnihg hwjwunwpdwgpyws npwdwswihwpydwl wpnpwwnnphwibiph Ynndhg npqws
unpwdwswihwpydwu  ubpunpbphluwmubpp hpdp Gu punnugnd  hnpéwplydw  jwpnpwnnphwubpnud
Yhpwnynn swihdwu dhongutiph swihwghwnwlwu hGnbbhnyejwtu wwywhnddwu dwuny, dhusk UNPULUR-h
ynndhg 2-pn YGwnd  upwd  hwdwdwiuwgph  Yupnudp:  Unyu  YGpwwwhndp  sh Yhpwnynid
unpwdwswihwplydwu jwpnpwunnphwubph hwjwunwpdwgpdwu dwdwuwy:
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- swihdwu  wprynwptbph  swhwghnwlwu  hGinlbhnyejwu  Ybpwpbpug
thwuwmwpenptn b gpwnnudubp (6. 5),

- npwdwswthwnydwu wpryniupubiph hwjwuwnpnipjutu wwywhndwu ybpwpbpjug
thwuwmwpenptn b gpwnnudubp (7.7),

- wuduwlwquh hpwgtyniejwu Yybpwpbpnw| hwunmwenetp W gpwnnidutip (6.2),

- gpwnnidubip wju uwppbph yGpwpbpjwi, npnup Ywpnn Gu wqnb| jwpnpwwnnphwih
gnpoénwutinyejwu Ypw (6.4),

- 2biuph U gpowlw  dhowdwiph  wwjdwuubph  Jbpwpbipwy thwunwenebp U
gpwnnudubp (6.3),

- npwdwswhwplydwt jwpnpwnnphwih wniphunubp (6.6 L 8.8):

Lwywwnwpdwgpdwu wggwihu dwpdhup quwhwunnd £ yGpp updwsd wwwgnygubinp
U jwpnpwwnnphwih Ynndhg npwup guwhwwnbint wpnnniejniup:

Wu nbwpnwd, Gpp hbwlbhnyeinwup wggqwihu  binwinuubpht Yppwnth s Sl
dhwynputiph hwdwlwpgny, wwhwugynn swihwghunwywu hbunlbhnyejuup hwutbnt
uwwwnwyny jwpnpwnnphwt wbwnp £ Yhpwnh FOUS hUO/PEY 17025 unnwunwpunh 6.4.1
ytunnd uwhdwudwé dbpnnutipp (YUppwnh ubpnhbpyugwd unmwunwnpun udnubp,
uwhdwuywsd dbennutip b binwnuubp W wyu): Wu huwpwynpnyeyniup Ywpnn £ pudbngb
wju nGwpntd, Gpp 5.1.2 Yhwh 1)- 3) Gupwlybinbpp Yhpwnbih sGu:

Ubpwnhdpyuwgwd unmwunwpn  udnubph  dhongny (KUL/CRM)  unnwunwpun
udnpubp  wpunwnpnnubph (RMP/ULU)  UYnndhg wpwdwnpjwsd  swihwghunwlwu
htinubhnipywu Jepwpbpjw) ILAC pwnwpwywunyejwt hwdwdéwiu® ULU-ubphu wnipud
Ubpinhdpywgywd wpdtipubipp hwdwpynwd Gu Jwybip swhwghunwlwu hGunlbhniejwdp
odndwsd wju nbwpbpnud, bpp'

w. <UL-tipu wpunwnpynwd Gu UP-ubph Ynndhg, npnup ogwwgnpdnd Gu BIPM
KCDB-h dti9 pungpyywsd dwnwjnipniu Yud

p. <UUL-Gpu  wpunwnpynud  Gu  hwjwwwpdwgpywsd ULU-h  Ynndhg  upw
hwywwnwpdwgpdwu ninpnnd, b hwjwwnwpdwgpdwu Jwpdhtuu pungpyws £ ILAC
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hwdwdwjuwgpnud ~ Jwd  ILAC-h Ynndhg  Swtwswsd  nwpwdwopowuwih
hwdwdwjuwgpnw Yud

g. <UL-ubiphu npywsd Ubpinhdhlwgywd wpdbpubipp pungpywsd Gu Lwpnpwwnnp
pdoynipjwu dbe hGuinlbhniejwu hwdwwbin hwuduwdnnngh (JCTLM) wndjwjubiph pwqujh
dninpwgpnidubipnud:

Cwoyh wnubind wju hwuqwdwupp, np ULU-ubph hwywwnwpdwgpndp nbinlwu
qunquwgdwt thnynwd £ b <UL-ubpp Yupnn Gu hwuwubih shutp hwdwwnwpdwgpywd <SU-
ubiphu, www Ybpghuubipu wbwp £ gnyg wnwu, np <UL-ubpp wnpwdwnpyb) Gu hpwqgbly
(Undwbwnbuw) ULU-h Ynndhg, Gpp <UL-UGpp wpunwnpynud U shwywnmwpdwagpywd
ULU-ubiph Ynndhg:

Wu ntwpbpnud, tpp U<-h hbGuin swihwghunwwu hGnubihnyenitup nbiuthlwuwbiu
huwpwynp sk, hwjwunwpdwgpywé hwdwwwunwufuwunipjwt qguwhwwndwlt dwpdhuubpp
(wjunthbin' <QU) ywpunwynp b.

w. puunpb] Gnwuwy, npp ey Yuw pwjwpwpb) swhwghunwlwu hGunbbhnyegjwu
wwhwuoutipp  ppwgbly  (Yndwbwnbuw)  wpwwnpnnh  Ynndhg  wpwdwnpwd
Ubpnhbpyuwgwd unwunwpun udnpubiph Ubpnhdphlugwd wpdbpubph Yhpwndwu
dhgngny Yuwd

p. hwuwnwagpbi] ywuwnpwéd Guybnwihtu swhdwtu pupwgwywngbph, dwnuwuaywd
dbennh Ywd Ynuubbunwwihu  wjuwyhuh unwunwpnubph  hbin  hwdbdwnniejwu
wpryntupubipp, npnup hunwynpbt uyupwagpywsd Gu b odindwd Gu Lwfuwunbuywd
Yphpwndwu hwdwp wyhunwuh swihdwu wprynpubp npwdwnpbiine uwpnnnyejudp: Uju
hwdbdwuwnnyejuu Jywynypyniutipp/wwwgnygubtinp wbitnp k quwhwwnybtu
Cwywwnwpdwgpdwu dwpdup Ynndhg:

Owunpenieniu 1. bpb dhwju UL dhwynpubinh htin swihwghnwlwu htnlbihnyegniup wwunpwt sk Yud

Yhpwntih sk myjw) gnpdwoényejwu nbwpnid, wtinp £ punpgh hunwynpbu uwhdwuywd swihynn dadniejniu:
Quihwghnwlwtu hbwnlbhnpjwyu hwunwwndp ubpwnnd £ pE swihynn hwwyniygjuu  hupuniejwu
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wwwgnyg, RE  wpryniwpubph  hwdbdwwnneniup hwdwywwwufuwt  upwd  Guybnh  hbwn:
Cwdbdwwneyniup hwunwunynd £ wwwhndbing, npwbugh swihdwt pupwgwlwpgbpp wwwowé Yapwny
quwytipwgybtu b unnigytu, npwbiugh swihdwu uwppp ywwowéd Yepwny wnpwdwswhwpyjwsd huh, L
npwbugh swihdw wwydwuubpp, ophuwy' 2powlw Jhowywjnph wwydwuubpp, yepwhulybu pwywywuwswih
(wy, npwbugh htwpwynp |huh unwtw] wpdwuwhwywwn wpryntup:

owunpnentu 2. UJtigntwiht thnpdwpydwu unebpp hwéwfu hwuwubh Gu npwywynpdwu
unnignudubiph (PT) dwwnwlwpwpubphg: Mbwp £ unnigdh’ wprnynp PT dwwnwlwpwpp Ywpnn b wnpwdwnpbg
Yuyniunipjwu  Jbpwpbpw) (pugnighs wbnBluwndnygin’ gnyg wwint hwdwp  hwnyngjwu  wpdbiph
ownniuwwlwu Yuwjnwunieyniup U thnpdwnpldw ujnyeh dwinphgwt: Geb huwpwynp sk uw tnpwdwnpbi, wju
thnpdwplydwtu  Ynebpp  wbwp & hwdwpbp  wprynwpubph Jwybpwlwunpjwt  wwywhnddwu
wj|puinpwupwihtu Gnuwuwly:

5.1.3 Uunwunwpwn unwdbpp  dwupfwpwuwywtu  thnpdwpynwdubph  hwdwnp
hwunhuwunw GU swihwghwnmwlwu hbGnlbhnyejuu ulygpuwnpnp: Uwupbwpwuwlwu
thnpéwpynuubpnud  swihwghwmwlwu  hGwnubihnyeniup wwywhnyynd £ unnwunupun
onwdbpp Ywd npwug wéwugjwiutpp Yhpwntiint dhongny:

Uwupbwpwuwlwu thnpdwpynwdubpnud dwuwsywd Ynruinipwutph
hwwpwodniubph  unwunwpun ounwdbph Yppwnnwp hwdwpynd £ 6hoin dninbignid
thnpéwpydwu dbennh uwhdwutbpnd swihwghnwlwu hbwnbbhnyeinup wwywhnybint
hwdwn:

5.2 Pdjwlwt jwpnpwwmnphwubp

5.2.1 Rdojwlywu wpnpwwnnphwubph hwjwwnwpdwgpdwtu dwdwuwly wbwp Lk
Ywuwnwpytiu <US hUO 15189 [11] unwunwnpuh ywhwugubipp:

5.2.2 Cwjwwnwpdwagpywsd jwpnpwinnphwt swihdwt Guybunwihtu nwinuuubpp
wbwp £ wpwdwswhwpyh  hwdwwywwwufuwu CMC  niubgnn  hwdwwnwpdwagpywd
[wpnpwwnnphwubipnid:

owbnpnipinit: <US hUO 9001 uypwbnwpipny ubpipphbplywgywsd Yunwduwndwt
hwdwlwpgh  wnluwynygnitp  sh - hwdwuypnid,  np qwpnpupnphwt - ppwqbly £
hpwlwbwgtbnt 6pgnpipn inpwdwswthwnynid: << hwldwypwpdwanpdwt wqquyht dwpdhap
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sh panniund wynuihup qwipnpuipnphwtiiph Ynndhg Yuipwipywé swihdwt wpryniipbbiph
htpllihnipyniap:

Jdbpp Updwd  hnpdwpynwiubph  hbGwubihnygywtu  wwwhnynwp  unwunwpun
udnipubph L unwunwpun 2nwdtph dhongny uwhdwuywd £ unyt hwunwpneh 5.1.2
YGwnnwd:

Cwdwpynuw k, np pdolulwt jwpnpwinnphwubpnd ogunwgnpdynn Lwpnpuwwnnn
pdoynipjwu dbe htiwnlbhniyejwu hwdwwnbn Yndhwnbh (Joint Committee for Traceability in
Laboratory Medicine (JCTLM)) nbtunpnuwd ubpwnwé swihdwt Guybunwihu Einwnuubpp
thnpéwpydwu dbpnnh uwhdwuubipnd wwwhnynw Gu swihdwu hGinlbbihnyeyniun:

5.3 Qwihwghnwwu hEnubhniyejwt hwumwnndp

Unyu thwunwpeneh 5.1 YtGwnnd vwhdwujwsd swihwghunwlwu hGnlbGihnygjwu
wwwhnynwip hhdp £ hwunhuwtund hpwably Yuqdwybpwniyeniuubph Ynndhg swhdwu
dhongutiph nnpwdwswithwpynid Yunwpbnt hwdwp:

Spwdwswithwpynup hwjwuwnynd £ inpwdwswihwpydwtu ubpinpphlunny:

Cwywwunmwpdwagpywsé npwdwswhwpydwu  (wpnpwwnnphwubph Ynndhg npgwé
unpwdwswhwpydwu  ubpuhbpywnutipp hwunpuwund  Gu swhwghunwlwu
htunubhnygjwt wwywgnyg wju wywjdwuny, np wyn ubpunpdhluwwnh Yypw gbinbndwsd tiu
hwywunwpdwagpdwtu bpwup b/{wd nbpunwiht Yywjwynsnidp:

5.4 Quihdwt wunpnanipynLup

Quithdwu wunpnonieiniup, Yuuwywsd swihdwu dhongubiph  wnpwdwswithwnplydwu
htiwn, swhwghunwwu hGnlbhnyejwu wwpptphg dalyu E:

Quithdwtu wunpnoniejniup npwdwswithwpydwu jnipwpwtgnp wnbuwyh hwdwp
hwodwpyynwd £ hwdwswjuy SOUS hUO/PEY 17025 unwunwnwh: SYjwiubpp, npnug
hhdwu dpw npnadb| £ wunpnonyeniup, wbwp £ thwunwenpwynpgtu b wunpnonyejwt
npn2dwt ybpwpbpjw| Gupwnpnieniuubpp wbiwp £ updwsé b hwunwenpwynpywsd |hutu:

Spwdwswihwpydwu dbe swihdwu wunpnnigjut wpunwhwjnnwp uwhdwudwé
EA-4/02 [7] thwuwnwpnenLy:
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Spwdwswthwpydwu  dbg  swihdwu  wunpnonyejuu  quwhwwndwt  Juunuubpp
uwhdwuywsd Gu ILAC-P14 [5] hwuwnwpnentd:

5.5 2uihdwu dhongubiph ubpphtu mpwdiwswthwpynudp

5.5.1 Jwjwunwpdwgpywsd wnpwdwswihwpydwt, thnpdwpydwu, pdoyulut
[wpnpwwnnphwubipp, Yhpwnbihnyejwu nbwpnd bwl unwunwpun udny wpunwnpnnubpp,
npwlwynpdwu unnignud uwqdwybipwnnutpp, huynnnyeinitu hpwlwuwgunn dwpdhuubpp
hpbug  gnpéniubinyywu, npp UGpwnws & hwjwwnwpdwgpdwu  nnpunid,
swthwghwmwlwu hGwnbbhnyenup uwhdwubine tywwnwynd Ywpnn Gu hpwlwtwgub)
ubipphtu npwdwswhwpyned:

5.5.2 L{U-utipp, npnup hpwywlwgunud Gu hptug swihdwu dhongubiph ubippht
wnpwdwswthwnynd, wbwp £ hwdwwwwwujuwutu  ILAC-P10 L uwnnpl Uupdwd
wwhwugubpht.

- Yphpwnynn swihwudnubpp  (Enmwnuubpp)/utipnpdhugwsd  unwunwpunn
udnipubpp whbwp £ hGwnlbh hubt' hwdwéwju 5.1.2 Yhwnh, nubuwt hwdwwywunwufuwu
swithdwu dhowwjp b wunpnonieniutbip,

- wn swihwudnubipp (Enwnuubpp)/utipinhdhugwsd unmwunwpun udnubpp
whiwp E pwgwnwwbu Yhpwndbu dhwju inpwdwswhwpynwdubiph b tnpudwswithwpydwu
Ywpgqwyhtwyh dhowuljw| unnignwdutiph hwdwn,

- Ubppht  wnpwdwswthwpynup wbwp £ ppwywiwgdh hwdwwwwnwufuwt
unpwdwswhwnpydwu pupwguwluwpgbpny W ppwagbly (npwywynpywsd) wuduwlwqgdh
4nndhg:

Lbppht  wpwdwswthwpyndp  Ywpnn £ ppwywtwgdbp Gwlb  wpwnwphu
wuduwlwqgdh Ynndhg' wwhwywubng ybpp ugdwsd wwhwugubipp:

5.5.3 <UU-p wbtwp E quwhwunh swihdwu dhongubtiph Ubpphtu tnpwdwswthwpynid
hpwlwuwgunn jwpnpwwnphwubph  hpwgbynyentup, npp  ubpwnnud,  uwlwiu  sh
uwhdwuwthwyynd hbnlywiny'

o npwdwswthwpydwu jnipupwugnip nbuwyh hwdwp  hwunwenpwynpywd

pURWgwywngp,
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e unpwdwswthwpynid hpwlwuwgunn wuduwywqdh hpwqgbynyentup,

. swithwudnpubph (Elnwnuutiph)/ubipnp$hlwgywd unwunwnw udnubipp

hinubhnipniup’ hwdwwwwnwufuwt swihdwu wunpnanigniutbipny,

e swihnuubiph b 2pgwlw dhgwduwyph Ytpwpbipjwi gpunnidubipp,

e gwllwgwd  hwpwplubph  wpryniupubph b wduubph - epwptinpw
gpwnnuwiubpt nt hwaybnynieyniuubinp,

e swihdwu wunpn2niejwu/CMC-utiph guwhwwndwu pupwgwywngbpp:

5.6 Cpowlw dhowywyph wuwydwuubpp

5.6.1 2wihdwu dhongubiph unniqiwt (hwdbdwwndwu) hwdwp <SGU-U wbinp L
nubuw hwdwwwuwunwuluwu 2powyw dhowywiph wwjdwuubp:

5.6.2 Cpowlw dhowywjph hwdwwywwnwufuwtu  wwjdwuubph  YGpwpbipju
wwhwugubipp upynd tu npwdwswhwpydwu thwunwpenpwynpwd pupwgulupgnid
Ywd npwdwswihwpydwu hwdwp Yphpwnynn dbpnnutipnid: Wn wwhwusubpp ubpwnnid
GBU wju punyewgptph huynnnieniup W dnthpnphugp, npnup Ywpnn Gu  wgnbp
unpwdwswhwnpydwu npwyh Jpw, ubipwnyw| funtwynyeiniup, obpdwumhbwun, ppenndp
(Yhppwghw) b wyu:

5.6.3 U hwdwwwuwufuwt wwjdwutbpp, husyhupp GU  YGUuwpwlwlwu
dwupbwgbpdjwénipyniup  (unbphinyeynwu),  thnohu/Ybinunp,  ElGYunpwdwquhuwywu
mwwnwunwiutpp, dwnwquw)enup, LGYwnpwdwunwwpwpnwp, dwjiuh L dhppwghwih
dwlwpnwyp, wbwp L bGupwplybu huynnnigyuu W dnuppnphugh’  hwdwdw)u
hwdwwwwnwuluwu nbluthywywu gnpdniutinygywt: Spwdwswthwpydwu wpnyniupubiph
Jpw  2powlw  dhowdwyph  wwydwuubph  wqgnbgnyejuu  nbwpnd - wudhowuwtiu
nwnwpbgund Gu npwdwswihwpydwu gnpdpupwgp: Spwdwswithwpydwu gnpdpupwgu
ulubnig wnwye wuhpwdtiown L hpwlwuwgubi| ninnhs gnpdnnnie)nLu:

5.7 Spwiwswhwpydwu dEpnnubpp b pupwgulwupgbpp
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5.71 <QU-u wbwp £ wwhwwuh UL Yppwnh swihdwu dhongubiph
unpwdwswhwplydwu ytpwpbipjw) hwunwenerpwynpywd dbpnnubpp b pupwgwlwngbipp,
huy ns unwunwpwn deennubp Yhpwnbine nbwypnud'  wpwdwswhwplydwtu  dbennh
wihnwgdwu ybGpwpbpjw| gpunnwiubpp:

5.7.2 Spwldwswthwpydwu pupwgwlwngh yGpwpbipjw] hwunwenpebpp wbwp
hwuwubh |pubu wnpwdwswihwpynw  hpwywtwgunn wdpnne wuduwlwaqdh hwdwp:
Spwdwswthwpydwu Ewnwinuutph Yhpwndwtu b swhdwu wunpn2nyejutu guwhwwndw
wpryntupubiph htin uwwywd pninp gnignwdubipp, ninbignygutipp b wy] wnbnGlwwnynieiniup
wbuwp £ [hubu hwuwubh b wpnhwyw:

5.7.3 2wthdwtu dJhongutiph  wnpwdwswhwpydwu  YGpwpbpjw]  dhowqquihu,
tmwpwdwonpowuwihu, wqaqwjhu utnwunwnuubph Yud wy| dwuwsywd
Ywqlwybpwnyeynwuutph Ynndhg dowlyjws thwunwpenpbph wnywjniyejwt nbwpnid
wuhpwdtipn sE npwup  wpuwgptp npwtiu bippht pupwguwlwng, wj Yupth |
ninnwyhnptu Yhpwnb:

6. Unyu pwnwpwywuntejwu ypwuwjnudp Yuwnwnpynid £ pun wuhpwdtionnipjw:
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