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IMPEJANUCJIOBHUE

Hacrosimiee pykoBoACTBO paspaborano DeaepalbHONH CIy)kO00H 1O aKKpeIuTaIlluu
B COOTBETCTBHHU ¢ yacmuvio 6 cmamwvu 13 Dedepanvrozo 3akona Ne 412-@3 ¢ 1enbl0 pa3bsICHEHUS
OTACJBHBIX MOJIOKEHUN npukaza Munskonompazsumusi Poccuu Ne 707 w BBOAUTCS B3aMeH
odoxymenma CM Ne 03.3-1.0005 (sep. 01.1), ytBepxkaeHHoro pykoBoauteiem DenepanbHOU
ciyObI 1o akkpenutamnuu 27.10.2025.

Hacrosimiee pykoBOICTBO BBOJUTCS B JCHCTBHE CO JIHS €r0 YTBEPIKICHUS.

COAEPXAHUE

N O 103 E: 162 u 100020 (S (S 1 G PSP P TR PT PR OURPRO 3
2. HOPMATHBHBIE COBIITKH ... v.vvesviaseiseeteassesieesteessesteesbeassessee bt essesbe e be e e ase e b e e n b e e beennenneenbe e e anes 3
3. TEPMUHBI M OTIPEIICITICHFIS. ... eeuvevresseesseassenseesseessesseesseessesseesseassesseeabeesseaseeabeenbeaseenneeneasneaneenne e 5
LR 01370117 (ol 3 (0 X1 (0 (=) ¢ % 5 (T 6
5. O HeEoOXOAMMOCTH aKKpeAUTOBAHHOI'O JIMIA COOTBETCTBOBAaThH TpeOoBaHusaM Kpurepues

AKKPEIUTAIIMH TTOCTOSTHHO U HETIPEPBIBHO .....veesveseetiessesseesteessesssesseesseassesseesesssesseensesnnesseensens 6
6. O HeoOXOAMMOCTH TOATBEPKACHUS COOTBETCTBUS TpeboBaHmsiM KpureprueB akKpeauTanuu

IIpu MpOXOKACHUH MPOUCAYPLI HOATBCPIKACHUA KOMIICTCHTHOCTH ....vvvviviiiiiiee v anee e 8

7. O HEo0X0AMMOCTH COOTBETCTBHA KpuTepusM akkpeauTanuyu MEAUIMHCKUX J1a00OpaTopuid,
yrBepkaeHHbIX [Tprukazom MunskonompasButus Poccun Ne 707 ..., 10

JIACT PETHCTPAIIAN MBMEHECHII ......vvieiivieiiiiesieeessbeeessseeessteesssseesssbeesssseessssesssssesssseesssesssseeessssenns 13

Koumponupyemviii sxzemnaap pasmewen 6 cemegoli nanke Pocaxkpeoumayuu
CoxpanenHbulii unu pacneuamanHslii 0OKYMEHM He AGIACHCA KORMPOAUPYEMbIM IKZEMATIAPOM



PYKOBO/JCTBO

POCaKKpeanTauus O aKKpeoumayuu MeOuyUHCKUX 1a060pamopuii
crp. 3m3 13

¢ CM Ne 03.3-1.0005 | ep. 01.2 yrs.: 30.07.2026

1. Ob6aacTp npuMeHeHHs

1.1. Hacrosimee pyKOBOACTBO COJIEPKUT pa3bsCHEHHUs 00sA3aTeNbHbIX TpeOOBaHUH,
coaepxamuxcs B Ilpuxaze Munskonompazeumusi Poccuu Ne 707.

1.2. TlonoxeHus HACTOSILEr0 PYKOBOJACTBA IPHUMEHSIOTCS HALMOHAIBHBIM OpPraHOM
[0 aKKpEAUTALMH, SKCIEPTaMU IO aKKPEIUTAUUM U TEXHUUYECKUMHU SKCIIEPTaMH B paMKax
IPEOCTABIEHUs] TOCYJapCTBEHHBIX YCIYyr IO aKKpeAMTAlMM, paCHIMPeHHI0 00acTu
AKKpeIUTalMK U OATBEPKICHUI0 KOMIIETEHTHOCTH aKKPEIUTOBAHHOI'O JIULIA.

1.3. BbinonHeHue MOJOXKEHUH HACTOALIETO0 PYKOBOJACTBA SBISIETCA 00s3aTEIbHBIM
JUISL TOJKHOCTHBIX JIML PocakkpenuTanuy, a TakyKe 3KCIEPTOB M0 aKKPEAUTALNN U TEXHUYECKUX
9KCIEPTOB.

3asBUTeNM  (AKKPEOUTOBAHHBIE  JIMIIA) MOTIYT  PYKOBOJACTBOBATHCS  HACTOSLIUM
PYKOBOJCTBOM HpHU IMOJArOTOBKE K MPOLEAYPE aKKpeAUTAlUH, paclIMpeHus o0jgacTu
aKKpeIuTaluH, TOITBEP)KIEHUS KOMIIETEHTHOCTH aKKPEIUTOBAHHOI'O JIMLIA

2. HopmaTuBHBIE CCHLIKH

2.1. B HacTosIIeM PYKOBOJCTBE UCIOIH30BAHBI CCHUIKU HA CIICAYIOIINE JOKYMEHTHI:

DenepaabHblii 3aK0H Ne 412-D3 ®enepanpHblii 3akoH oT 28.12.2013 Ne 412-®3
«O6 akkpeauTalMM B HalUMOHAJIBHOM cucreme
AKKpeIuTaLun»
I'paxknanckuii konexkc P@ I'paxxnanckuii  xomekc Poccuiickonn  denepanuun
(gactp niepBas) ot 30.11.1994 Ne 51-D3
IIocranosiienue IlpaBuresascrBa ITocTanoBnenue [IpaBurenscTBa Poccuiickon
Poccuiickoii ®enepauuu Ne 2050 ®deneparuu oT 26.11.2021 Ne 2050
(ITpaBuJa ocyuecTBIeHUSs «O0  yrBepkaenun  I[lpaBuin  OCyIIeCTBICHHS
akkpeautanuu, [IpaBniaa aKKpeIuTalyu B HaI[MOHAIbHON CHUCTEME
NPOBe/iIeHUs Mpoueaypbl akkpenuTanuu, I[IpaBun npoBeneHUS MPOLELYPHI
NMOATBEPKACHUS] KOMIIETEHTHOCTH,  IOATBEPKICHHUS KOMIIETEHTHOCTH
IIpaBuja paccMoTpeHus 3asiBJIEHUs]  aKKpEJAUTOBaHHOTO  juma, IlpaBun  BHeceHus
0 NMpeKpPALeHNH AeliCTBUS U3MEHEHUH B CBEICHUS 00 aKKpEAUTOBAHHOM JIUIIE,
akkpeautanuu, [IpaBuiaa CoJIepiKalliecs B PEECTpe aKKPEAUTOBAHHBIX JIMII
(opMupoBaHus U YTBEpPKICHHUA U TpeoyCMOTpEHHble NyHKTaMH 7 m 8 wactu |
NPOrpaMMbl Bble3HOH OLEHKHU ctatbk 21 denepanbHOro 3akoHa «O0 akKpeIuTaIuu
3asiBUTEJIS) B HAlMOHAJIBHOM  CHCTEME  aKKpPEIHUTaLUn»,
[TpaBun paccMoTpeHHs 3asIBJICHUSA

AKKpPEIUTOBAHHOI'O JIMIA O NMPEKPALICHUHU JEUCTBUS
AKKpPEIUTALIMU U MPUHITUS HAIMOHAJIBHBIM OPTraHOM
[0 AaKKpEeAWTAUMU pELUICHUS O MNpPEeKpalleHUuU
JIEUCTBUS aKKpEIUTALINH, 00 N3MEHEHNHU
Y NPU3HAHUM YTPATHUBIIMMHU CHIIY HEKOTOPBIX aKTOB
W OTHCJIbHBIX TIOJIOKEHHH  HEKOTOPBIX  aKTOB
IIpaBurenscTBa Poccuiickon denepaunmn

IIpuka3 MUHIKOHOMpPAa3BUTHSA [Tpuka3z Munskonompazsutus Poccum ot 16.08.2021
Poccun Ne 496 Ne 496 «OO6 yrBepxknaeHun ¢GopM 3asBICHUS
00 aKKpeUTaIIH, 3asIBJICHHSI O PACHIMPEHUH 00J1aCTH
aKKpEeIUTAIMM, 3asBJICHUS O COKpAIleHUU o0jacTu
AKKpEINUTAIAH, 3asIBIICHUS O TIPOBEICHUH TIPOIICTyPHI
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HOATBEPKACHUSA KOMIETEHTHOCTH

Ipuka3z MUHIKOHOMPA3BUTHS
Poccun Ne 707
(Kputepuu akkpeauTaAUN)

CM Ne 03.1-9.0003

CM Ne 03.1-1.0008

CM Ne 03.1-1.0019

CM Ne 04.1-9.0023

I'OCT P UCO 15189-2024

P 50.1.108-2016

P 50.1.109-2016

P 1323565.1.038-2021

ILAC P9

AKKpPEIUTOBAHHOI'O JIMLA, 3adBJICHUS O BHECCHUH
U3MEHEHUN B CBEICHUS peecTpa aKKpPEeIUTOBAHHBIX
JIUL, 3asgBICHHA O IPEKpallleHUUu  JACUCTBHSA
AKKpeAUTaLuN»

[Ipukaz Munskonompassutus Poccun ot 26.10.2020
Ne 707 «O06 yTBEpKACHUM KPUTEPUEB AKKPEIUTALIUH
M TepeuHs  JIOKYMEHTOB,  IOATBEPKIAIOLINX
COOTBETCTBUE 3asiBUTEJIA, AKKPEAUTOBAHHOIO JMIIA
KPUTEPUSIM aKKPEIUTaI[II

Hokymenr CM  Ne  03.1-9.0003  «Cxema
aKKpeIUTaIU MEMILITHCKUX naboparopuit
B HaHHOHaﬂBHOﬁ CUCTCMC aKKpCAUTALIUN>)

Joxkyment CM Ne 03.1-1.0008  «IlonuTuka
Pocaxkkpeauranun B OTHOILIEHUU y4yacTus
nabopaTopuif M OpPraHoB MHCHEKIMM B IPOBEPKax
KBaJIM(pUKALIU u B MeXxJ1a00paTOPHBIX
CIIMYUTENbHBIX  (CPAaBHUTEIBHBIX)  HMCIBITAHUSX,
OTJIMYHBIX OT MPOBEPOK KBAIU(PUKALIUN»

Hokyment CM Ne 03.1-1.0019 «PykoBoncTBO
0 TIPOBEJICHHUIO OLEHKU COOTBETCTBUS MPOBAiiIepOB
MEKJIa00paTOPHBIX ~ CIMYHUTENBHBIX  MCIIBITAHUN
KPUTEPHSIM aKKPEIUTAIII

Hokyment CM  Ne 04.1-9.0023 «PykoBoncTBO
no mnomutuke ILAC B oOTHOUIEHMM TPOBEPKU
KBAJTM(HUKALMN U/UIHA MEXITa00paTOPHBIX CIAMUEHUH,
OTIIMYHBIX OT mpoBepku kBanmupukamum» (ILAC

P9:01/2024, IDT)

Harmmonaneusiii ctaamapt [OCT P MCO 15189-2024
(ISO 15189:2022, IDT) «MenuiuHCKHe
nabopaTopuu. TpebGoBanus K Ka4eCTBY
Y KOMITETCHTHOCTH)

Jokyment mo cranmaptuzanuun P 50.1.108-2016
«Tomutuka  WJIIAK  mo  mpocnexuBaeMoCTH
pEe3ynbTaTOB U3MEPEHUI»

Jokyment mno cranpaptuzauun P 50.1.109-2016
«[Tomutuka NJIAK B oTHOIIEHNM HEONIPENETEHHOCTH
pU KaTUOPOBKaX»

Hokyment mno cranpaptuzaumu P 1323565.1.038-
2021 «Onenka coorBercTBua. llomutuka ILAC
B OTHOIIECHUU YYaCTHS B JEATEIHLHOCTH MO MIPOBEPKE

kBamudukanum» (ILAC-P9:06/2014, IDT)

JlokymeHT MEXIYHAPOIHON OpraHu3aIuu
no akkpeauranuu  saboparopun  ILAC P9
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«lonmutuka ILAC B OTHOIIEHMH  Yy4acTHs
B JCATENBHOCTH [0 TMPOBEpKE KBAIU(PUKAINH
U/WIH  MEXKIIAa0OpPaTOPHBIX  CIMYCHUH, OTIWYHBIX
ot mnpoBepku kBamupukanum» (ILAC P9 «ILAC
Policy for Proficiency Testing and/or Interlaboratory
comparisons other than Proficiency Testing»)

ILAC P10 JoxymeHT MEXKTyHApOIHOM OpraHu3aluu
mo akkpemutanuu sadoparopuun  ILAC P10
«[lonuTHKa 1O TPOCICKUBAEMOCTH PE3YIHTATOB
usmepenunii» (ILAC P10 «ILAC Policy on the
traceability of measurement resultsy)

ILACP 14 JlokymeHT MEX1yHapOAHON OpraHu3alu
no akkpenutanuu Jaboparopum ILAC P 14
«ITomutuka NJIAK B OTHOIIEHNM HEONIPENEIEHHOCTH
npu kanmoposkax» (ILAC P 14 «ILAC Policy for
Uncertainty in Calibrationy)

2.2. llpm npUMEHEHWH HACTOSIIETO pPYKOBOJCTBA CIEAYeT MPOBEPATh JEHCTBHE
CCBUIOYHBIX JOKYMEHTOB. EcCnu CCBUIOYHBIM JOKYMEHT 3aMEHEH, TO TMpu MPUMEHEHUU
HACTOALIET0 pPYKOBOJCTBA  CIEAYET PYKOBOJICTBOBAaTbCS  3aMEHEHHBIM  (M3MEHEHHBIM)
JIOKYMEHTOM.

3. TepMI/IHbI H OIMpeacJacHnusA

3.1. B HacrosieM pyKOBOACTBE MPUMEHSIOTCS TEPMHUHBI M ONIPEICTICHHS] B COOTBETCTBUH
¢ @eodepanvhvim 3axonom Ne 412-D3.
3.2. B HacrosimieM pyKoBOICTBE MIPUMEHSIFOTCS CIIEAYIONINE COKPAIICHHS:

BKK — BHYTPEHHMU KOHTPOJIb Ka4eCTBa
BOK — BHEUIHAA OLICHKA KayecTBa
MCH — MeXJ1a0opaToOpHble  CIWYMUTENIbHBIE  (CPABHUTEIBHBIC)

HCIIbITAHUS, OTIIMIHBIC OT IIPOBCPOK KBaJ'II/I(I)I/IKaI_II/II/I

IIK — TpOBepKa KBaJIM(UKAUK — OLICHUBAHUE XapaKTEPUCTUKU
(YHKIIMOHUPOBAHUS y4acTHUKA o 3apaHee
YCTaHOBJIEHHBIM KPUTEPUAM NIOCPEACTBOM

MeXJ1Ia0OpaTOPHBIX CIMYCHUN

nposaiinep IIK — AKKpeIUTOBaHHOE B HallMOHAIbHOU cucTeme
AKKpPEeIUTAMK JIMIO, KOTOPOE HECET OTBETCTBEHHOCTh
3a BCe 3aJ]audl 10 pa3pabOTKe U BBITOJHEHUIO POTPAMMBI
MIPOBEPKU KBATH(PHUKALUH (B LEJSIX HACTOSILET0 JOKYMEHTa
oA, [IpoOBaepoM IIPOBEPKU KBaJTM(HUKAILMN
MOAPa3yMeBaOTCs  IpoBailep, MNpoBaWaep Mporpamm
npoBepkn KBanupukaumu, mnposaiinep MCH, nwmno,
BBICTYTIAIOIIEE B KaUeCTBE MPOBaNIepa)
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4, OOuume MoJIOKEeHUSA

4.1. TloaTBepkaeHHWE HAIMOHAIBHBIM OpPraHOM IO AaKKpPEAMTALMU COOTBETCTBUSA
IOPUAMYECKOTO JIMIA WM HHIWBUIYaJbHOTO NpeAnpuHumatens Kpumepuam axkpeoumayuu
OCYILIECTBIISIETCS B paMKaxX IIPEIOCTABIEHUS TOCYJapCTBEHHOMN YCIYTH.

4.2. B omHOM 3asBIIeHUHM 00 aKKpEOUTAIIMH MOXET OBITh 3asBJICHA OgHA 00JacTh
AKKPEIUTAIIMA B COOTBETCTBHHM C OJHOM CXEMOW AaKKpPEIUTAIlUU, TMPUHSATON HAIMOHAIBHBIM
OpraHoM I10 aKKpEeIUTAlUH B COOTBETCTBUU ¢ nyHkmom I.1 cmamvu 4 Dedepanbrozo 3aKkoHa
Ne 4]2-D3 ¢ yueToM MEXAYHAPOIHBIX CTaHJIAPTOB.

4.3. CxeMa axkkpeAWTAallUd MEAUIMHCKHX JIa0opaTOpUil B HAallMOHAJIBLHOM CHCTEME
aKKpeauTaIuu yrBepxaeHa ookymernmom CM Ne 03.1-9.0003.

4.4. B cxeMme akKpeOUTAllMM YCTAHOBJICHBI IMOJIOXKEHHUS, PA3bsCHSIONINE, B TOM YHCIIE,
MOPSIIOK TIPOBEACHUS TPOIEAYPHl aKKpPEAWTAIMH, BKIIIOYas MPOBEpKYy Pocakkpenurarueit
3asIBJICHUS 00 aKKPEIUTAIMH U MPUIAraeMbIX K HEMY JIOKYMEHTOB M CBEJICHUI HA COOTBETCTBUE
YCTaHOBJICHHBIM TPEOOBAHMSIM, a TAK)KE OCHOBAHUS JIJIsI BO3BpATa 3asBJICHUS 00 aKKpEAWTAINN
0e3 paccMOTpeHHs, TMOPSIOK MPUHATHS PEHICHUH IO pe3ybTaTaM OIEHKH COOTBETCTBUS
3agButens Kpumepusim akkpeoumayuu, NOPSIOK MPEKPAIICHUs JEHCTBHS aKKpPEeIUTAIUH.

5. O He0o0X0AUMOCTH AKKPEIMTOBAHHOIO JIMIA COOTBETCTBOBATHL TPeOOBAHHUSAM
KpurtepneB akkpeaAuTALMM IOCTOSIHHO H HellPePbIBHO

5.1. O Heo0XO0AUMOCTH AKKPEIMTOBAHHOIO JIMLA COOTBETCTBOBATH TPeOOBAHHAM
KpurepueB akkpenuranum B cjyyae BHeCeHHs] M3MEHEHMII B peecTp aKKpPeIUTOBAHHBIX
JIMIL

AKKpenuTaus B HallMOHAJIBHON CUCTEME aKKpEIUTAINH SIBJIIETCS OECCPOUHOM.

Hcxons u3 nonoxennit @edepanvroco saxona Ne 412-D3, akkpeIUTOBaHHOE JTULO JOHKHO
YJIOBJIETBOPSATH TpeOoBaHUAM Kpumepues akkpeoumayuu MOCTOSIHHO U HETPEPHIBHO.

BHeceHne n3MeHeHuUi B cBeZieHNs 00 aKKpEIUTOBAHHOM JIMIIE, COJepIKAIUecs B peecTpe
AKKpEIUTOBAHHBIX JIUII, OCYILIECTBISAETCS B CIIydasix:

1) pacumupeHuss o06igacTH aKKpeIUTallMMd AaKKPEJUTOBAaHHOIO JIMIA B COOTBETCTBUU
¢ uacmoio 14 cmamou 23 Dedepanvrozo 3axona Ne 412-D3,;

2) mpekpallleHusl JAEUCTBUS aKKpeIWTaluu B TOPSAKE, YCTAHOBIEHHOM cmamuveti 22
Dedepanvroeo 3akona Ne 412-D3,

3) [OpUOCTAaHOBIIEHUS W BO30OOHOBIEHUS JCUCTBUS aKKpEAMTALMU B  MOPSIKE,
YCTAHOBIIEHHOM yacmamu 1 u 6 cmamou 23 Dedepanvrozo 3akona Ne 412-D3;

4) cokpalieHus 00JIaCTH aKKPEIUTALUH B IOPSIKE, YCTAHOBIEHHOM uacmvio 7 cmamovu 23
@edepanvroeo 3axoua Ne 412-D3;

5) NpOX0KEHUS aKKPEIUTOBAHHBIM JIMIIOM MOATBEPKACHHUSI KOMIETEHTHOCTH B TIOPAIKE,
YCTaHOBJIEHHOM cmamueli 24 Pedepanvrozo 3axona Ne 412-D3;

6) peopraHuszaluM OpPUIUYECKOro Juua B (opme mnpeoOpazoBaHUs, CIHUSIHUS
WM TIPUCOEMHEHHS B COOTBETCTBUU C uacmbio 2 cmamou 21 Dedepanvrozo saxona Ne 412-D3,

7) U3MEeHEeHHs] HaUMEHOBAHUS IOPUAWYECKOTO JIMIA, MECTa €r0 HaXOXACHUs WIH ajpeca
MecTa €ro HaxOXXICHHs, aJpeca MecTa OCYIIECTBICHUS UM JAEATeNIbHOCTH B 00JacTu
aKKpeauTaluH (B cydae nepeMMeHOBaHUs reorpaduyeckoro o0bekTa, nepeuMeHOBaHUS YIIUIbI,
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TUTONIA/IA WITM UHOM TEPPUTOPHUH, U3MEHEHUSI HyMepaIuu 1oMa), UMeHd, pamuiuu u (B ciiydae,
€CJIM UMEETCS) OTYECTBA, MECTA KUTEIHCTBA UHAUBUAYAIBHOTO MPENTPUHUMATEINS, PEKBU3UTOB
JOKYMEHTa, yJOCTOBEPSIOUIEr0 €ro JMYHOCTb, B COOTBETCTBUU C yacmvio 4 cmamovu 21
Dedepanvroeo 3akona Ne 412-D3,

8) MU3MEHEeHHs] MeCTa WJIM MECT OCYLIECTBICHUS JESATEIbHOCTH aKKPEIUTOBAHHOIO JIMIIA
B COOTBETCTBUHU C uacmvio 4 cmamou 21 Dedepanvroeo 3axona Ne 412-D3 (3a UCKIIOYECHUEM
CIy4aeB YBEJIMYEHHUS YHWCIA MECT OCYILIECTBIICHHS MACSATEIBHOCTU AKKPEAUTOBAHHOTO JIHUIIA
B CBSI3M C paCUIMPEHHEM O0O0JIACTU aKKpEIWUTalUU B COOTBETCTBUHM C nywkmom I uacmu 1
cmamou 21 @edepanvroco 3axona Ne 412-D3);

9) B apyrux ciyyasix, NpeayCcMOTpeHHbIX DedepanvHuim 3akoHom Ne 412-D3 u uHbIMU
HOPMAaTHUBHBIMH IIPaBOBBIMU akTaMu Poccuiickoit denepamuu.

6. O Heo0X0AUMOCTH AKKPEIMTOBAHHOIO JIMIA COOTBETCTBOBATHL TPeOOBAHHSIM
KpurepueB akkpeauranmumn

6.1. O Heo0X0AMMOCTH AKKPEIUTOBAHHOIO JIMIA COOTBETCTBOBATH TPEOOBAHMIM
KpurepueB akkpegutanuu B  CJy4Yae PpPeOpraHuM3allud  OPUAUYECKOro JIMIA,
AKKPeJUTOBAHHOIO B HALIMOHAJIbHOI cHcTeMe aKKpeAuTauuu

[TpaBorpeeMHUK aKKpEIUTOBAHHOIO JMIA B CIy4yae peOopraHU3alud aKKpEAUTOBAHHOTO
auna B Gopme mpeoOpa3oBaHUs, CIUSHUSA WM MPUCOSTUHEHHsS oOpalaeTcss B HAI[MOHATbHBIN
OpraH Mo akKpeIuTaIlH ¢ 3asBJICHHEM O BHECEHUU NU3MEHEHUH B CBEJICHUS 00 aKKPEeIUTOBAaHHOM
JIUIIE, COAepIKAIINUECs B PEeCTpe aKKPEAUTOBAHHBIX JIUII, HE O3HEE IeCATH pabouux JHEH co THs
BHECEHMS COOTBETCTBYIOIIMX CBEICHUI B €JUHBIN IrOCYIapCTBEHHBIN PEECTP HOPUANUECKUX JIULL.
B cnydae, eciu npaBolpeeMHUK aKKpEAUTOBAHHOI'O JIMIA B YCTAHOBJIEHHBIN CPOK HE oOpaTuiics
B HAIIMOHAJIBHBIN OpraH MO aKKpeIUTAllUU C 3asBJICHUEM O BHECEHUU W3MEHEHUU B CBEICHUS
00 aKKpeIUTOBAaHHOM JIMIIE, COJEPIKAIMECs] B PEECTPe aKKPEIUTOBAHHBIX JIUL, HAIIMOHAIbHBII
OpraH MO AaKKpeAWTallud MPUHMMAET pEIIeHHE O MpPEeKpallleHuu AEHCTBHUS aKKpEAUTALUU.
[IpaBorpeeMHMK  aKKpEAMTOBAHHOIO  JHIa  JODKEH  COOTBETCTBOBaTb  Kpumepusam
axkkpeoumayuu, B YCTaHOBJEHHble @edepanvhvim 3axkonom Ne 412-P3 cpokd TNPOXOAUTH
IpoIeypy MOATBEPKACHNS KOMIETEHTHOCTH, COOII0IaTh UHbIE TPeOOBAaHHS 3aKOHOAATENbCTBA
Poccuiickoiit @eaepanuu 00 akkpeAUTAlMK B HAIMOHATBHOW CUCTEME aKKpeauTauuu (uacms 2
cmamou 21 @edepanvrozo 3axona Ne 412-D3).

B cootBerctBUM ¢ nynkmom 1 cmamou 57 Ipasxcoanckozo koodexca P® peopranuzanus
IOPUAMYECKOTO JIMIIa MOXKET OBITh OCylIecTBieHa B (opMe CIUSHUS, NPUCOETUHEHUS,
pasziesieHus, BbIJIEIeHUs, TPeoOpa3oBaHusl.

[IpaBuyia ¥ MOPSIOK  peopraHM3alMi  IOPUAMYECKUX  JIMI,  [PaBONPEEMCTBO
IPU PEOPraHU3aALUHN IOPUANYECKHX JIUI] PEryIUpYIOTCcs HopMaMu [ pasicoarckozo kooekca P,
a Taxke Dedepanvrozo 3akona Ne [129-D3.

Ilynkmom 6 wacmu 1 cmamou 21 @edeparvhnoco 3axkona Ne 412-D3 ycTaHOBIEHO,
4TO B CIy4yae pEOpPraHM3alUd IOPUIMYECKOro Juma B (opme npeodpa3zoBaHus, CIUSIHUSA
WM TIPUCOETUHEHHS B COOTBETCTBUU C uacmvio 2 cmamvu 21 Dedepanvrozo 3axona Ne 412-D3
OCYIIIECTBIISIETCS] BHECEHHE U3MEHEHUHN B CBEJEHUS 00 aKKpEeIUTOBAHHOM JIUIIE, COAEPIKALUECS
B peecTpe aKKpeIUTOBAHHBIX JIULI.

Koumponupyemviii sxzemnaap pasmewen 6 cemegoli nanke Pocaxkpeoumayuu
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@®opma 3a8BICHHUS O BHECEHUM M3MEHEHMM B CBEJIEHHUS PEECTpa aKKpEIUTOBAHHBIX JIMIL
yTBepKACHA npunodicenuem Ne S k Ilpuxazy Munsxkonompaszeumus Poccuu Ne 496.

B cnydae peopraHuzanmuu OpUANYECKOro Jnuna B ¢dopMax, HE MPelyCMOTPEHHBIX
nynkmom 6 uacmu 1 cmamou 21 Dedepanvroco 3axona Ne 412-D3, a umeHHO B (opMme
pas3ziesieHus] WK BBIJCICHHUS, NEUCTBUE aKKpPEIUTAIlMU MPEKPallaeTcsi, B TOM YHCJIE C YYETOM
nynkma 3 uyacmu 1 cmamou 22 @edepanvroco 3axkona Ne 412-d3, HOBas aKKpeauTaIUs

OCYIIECTBIISIETCS B TMOPSAKE, YCTAHOBICHHOM cmamvimu 17 — 18 Dedepanvnoco 3akoHa
Ne 412-D3.

7. O Heo0X0AMMOCTH MOATBEPKIAEHUsSI COOTBeTCTBUA TpeOoBaHusiM Kpurepuen
AKKpPeIUTAIMU MPHU MPOXO0KAEeHUH NPOLeAYPHI NOATBEP KAeHU KOMIIETEHTHOCTH

7.1. AkkpemuTauus B HallMOHAJIBHOM CUCTEME AKKPEIUTALUHU SBISETCS OeCCpOUYHOH,
OpU 3TOM AaKKpPEIUTOBAHHOE JMIO C LEJIbI0 TMOATBEPXKICHHUS COOTBETCTBUA Kpumepusm
akkpeoumayuy B TEYEHHWE LHMKIA AKKpEOUTAllMM B COOTBETCTBUM C uacmvio I cmamovu 24
@edepanvroco 3axkona Ne 412-@P3 00s3aHO TPOXOIUTH HPOLEAYPY MOATBEPKACHUS
KOMIIETEHTHOCTH (ITOATBEPKJIaTh aKKPEIUTALIMIO) B CIIEIYIOIINE CPOKHU:

a) B TEYEHHE NIEPBOTO Io/ia CO JHS aKKpEAUTALIUN;

0) He pexe 4eM OJUH pa3 B JiBa I'0/la HAuMHAs CO JHSA HPOXOXKICHUS Hpeiblaylien
poLeypbl HOATBEPKICHHSI KOMIETEHTHOCTH;

B) KaXXIbl€ MATh JIET CO JIHS aKKpEeIUTalUH.

7.2. JlaTol akkpeauTalui HE00X0AUMO CUNTATh YKa3aHHYIO B PEECTpe aKKpEAUTOBAHHBIX
JMI 1aTy NpUHATHS pemieHus (mpukasa Pocakkpenuranuu) o0 akKpeIuTalMK IOPUIMYECKOrO
JMIa WY UHJIMBUTYyaJIbHOTO NPEATNPUHUMATEIIS.

7.3. B cnmydae OTCYTCTBHS CBEIACHHMA 00 aKKpEIUTOBAHHOM JIMIIE B peecTpe
AKKpPEIUTOBAHHBIX JIUI] M (MJIM) OTCYTCTBUSA YKa3aHMUs Ha JaTy MPUHATHS pELICHUS
00 aKKpeIuTaluy, JaHHbIE CBEJCHMS ClIeAyeT BOCCTAHOBUTh. JlJIi 3TOr0 HEOOXOOUMO IMOJAaTh
3asBJICHHE Ha TOCYJAapCTBEHHYIO YCIYry O BHECEHMHM W3MEHEHHH B  CBEJIEHUSA
00 aKKpeIMTOBAaHHOM JIMIIE, COAEPIKAIINECs B PEEeCTpe aKKPEIUTOBAHHBIX JIUI] B COOTBETCTBUU
co cmamueti 21 @edepanvroeo 3akona Ne 412-D3, mocpeacTBoM (eaeparbHON rocy1apcTBEHHON
nH(pOpMalMOHHON cucTeMbl «EAMHBIN MOPTal TOCYJapCTBEHHBIX W MYHULMNAIBHBIX YCIYT
(pyHKUMIT)» UM ¢ UCTIOJIB30BaHUEM CPEACTB (hesiepaabHOM rocy1apcTBEHHOW HH(POPMaIMOHHON
cucteMbl B oOjacTM  akkpenutauuu B (GopMe  DJIEKTPOHHOIO  JOKYMEHTAa,
MOJMUCAHHOTO YCHJIEHHOM KBaTU(PHUIIMPOBAHHON JIEKTPOHHON MOIHUCHIO.

7.4. ]Jlatoii TPOXOXKICHHS TOATBEPKICHUS KOMIETEHTHOCTH HEOOXOJUMO CUYUTATh
YKa3aHHYIO B PeeCTpe aKKpEeIUTOBAHHBIX JIAILL 1aTy NpuKa3a Pocakkpeaurannu o NoATBEPKAECHUN
KOMIIETEHTHOCTH AaKKPEIUTOBAHHOIO JIMLA WM O 3aBEPIIEHUU IPOXOXKIEHUS IPOLETypHI
MOJATBEPKJIEHUSI KOMIIETEHTHOCTH aKKPEINTOBAHHOTI'O JIMLIA.

[Ipuka3 O TOATBEPKIEHUM KOMIIETEHTHOCTH M3JA€TCS B CIIy4ae YCTAHOBJICHHUS
COOTBETCTBUS aKKPEAUTOBAHHOTO Julla Kpumepusm akkpeoumayuu.

[Ipyka3 o 3aBepHIEHUH NPOXOXKACHUS MPOLEAYpPbl MOATBEPKACHUS KOMIIETEHTHOCTH
AKKPEIUTOBAHHOI'O JIUI[A U3/Ia€TCs B CIIy4ae YCTAHOBJIEHHS HECOOTBETCTBUS aKKPEIUTOBAHHOTO
miua Kpumepusm akkpeoumayuu.

Koumponupyemviii sxzemnaap pasmewen 6 cemegoli nanke Pocaxkpeoumayuu
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['ocynapcTBeHHas yciiyra CUMTAETCs 3aBEPILICHHON ¢ MOMEHTA U3/JaHUs TaKUX MMPUKA30B.

VYcerpanenue HECOOTBETCTBUH U IPUHSATHE OTYETA 00 UX YCTPAaHEHUU MPOUCXOIUT B paMKax
benepanbHOro rocy1apCTBEHHOTO KOHTPOJIA (HAaA30pa) 3a AeSATEIIbHOCTHIO aKKPETUTOBAHHBIX JIUI]
MoCJie 3aBEPILECHUs TOCYIapCTBEHHON YCIYTH MO MOATBEP)KICHUI0 KOMIIETEHTHOCTH.

7.5. AKKpeIuTOBaHHOE JIMIIO BMECTE C MPOXOXKICHUEM MPOLEIyphl MOATBEPKACHUS
KOMIIETEHTHOCTH BIIPaBE MPOWUTH MPOLEAYPY PACIIUPEHUS OOJACTH aKKpEAUTAllUU, U3MEHEHUS
MecTa (MECT) OCYILECTBICHHUS JEATENbHOCTH, AaKTyajlu3aluu o0JacTh aKKpeAUTALUU.
[Ipy >TOM oOLEHKAa COOTBETCTBUSI AaKKPEAUTOBAHHOro jauua Kpumepusm akkpeoumayuu
OCYIIECTBIISIETCS. B COOTBETCTBHHM CO cmamvell 24 ®Dedepanvrozo 3axona Ne 412-D3
(B acTH pacimiMpeHusi o0JacTu aKKpeAUTAllMH — ¢ ydeToM cmamvu 17 DedepanrbHozo 3akoHa
No 412-@3) u poBOAUTCS OAHON IKCHEPTHOM TPYIIION.

7.6. Ilpouenypa MoATBEpk ACHUS KOMIIETEHTHOCTH aKKPEAUTOBAHHOTO JUIA B TEUCHHE
MEepBOro rojaa co AHS akkpemutauuu (nywkm 1 yacmu I cmamou 24 DedepanrvHoco 3aKoHa
Ne 412-@3) npoBoautcs B (popme TOKYMEHTApHOW OIEHKH COOTBETCTBUS aKKPEIUTOBAHHOTO
muna Kpumepusm akkpeoumayuu, 3a WCKIIOYEHUEM CIYy4aeB, YCTAHOBJIEHHBIX C1e0VIOUWUM
abzayem.

7.7. Yxaza"Has mpoueaypa MOATBEP>KICHUS KOMIIETEHTHOCTH aKKPEIUTOBAHHOTO JIUIA
POBOAMTCS B (hOpME BBIC3THOM OIICHKH B CIydasX, ONpeaesieMbix Pocakkpenuraiueii ¢ yaeTom
OLICHKH TMOTCHIMAJIBHBIX PUCKOB JESITEIbHOCTH AaKKPEAUTOBAHHBIX JIMIl B  0O0NaCTAX
aKKpeIuTalllK, B TOM YHUCIIE €CIIu:

— B TEYEHHE IEPBOIO To0Ja CO JHS aKKpEOuTalluu JCHCTBHUE aKKpEAUTALMU
AKKPEJAUTOBAHHOTO JIMIIAa OBLIIO MPUOCTAaHOBJICHO Pocakkpeautarueii;

— B TEYEHHE IEPBOrO roja CO JHS aKKPEIUTAllUU JIEHCTBHE TOKYMEHTOB, BBIJIaHHBIX
Mo  pe3yiapTaTaM  JEATeTbHOCTH  aKKPEAUTOBAHHOTO  JIMIA,  IPHOCTAHABIIUBAJIOCH
WM TPEKpalaioch, a TaKkKe YKa3aHHbIE JOKYMEHTHI MPU3HABAINCH HEJEHCTBUTEILHBIMU
OpraHaMH rocyIapcTBEHHOTO KOHTPOJIsS (Haa3opa) min Pocakkpeauranueit;

— TpeOyeTcst MPOBEIEHUE CBUICTEIHCKOM OIEHKH;

— Tpoueaypa MOATBEPKACHUS KOMIETEHTHOCTH AKKPEAMTOBAHHOIO JHIA MPOBOIAUTCS
C pacuiMpeHueM O00JIACTH aKKpPEAWTAIlMM WM HU3MEHEHHEeM MecTa (MECT) OCYIISCTBICHUS
JIeATeTFHOCTH aKKPEIUTOBAHHOTO JIUIIA.

7.8. Tlpouemaypa MoATBEpk ACHHUS KOMIIETEHTHOCTH aKKPEIUTOBAHHOTO JIUIA HE PEKE YeM
OJIMH pa3 B JiBa rojla HauYWHas CO JTHS MPOXOXKJICHUS MPEABIIYIIECH POILETYyPhl TOITBEPKIACHUS
KOMIIETEHTHOCTU (nynkm 2 uacmu 1 cmamou 24 @edepanvrozo 3akona Ne 412-D3) npoBoaUTCS
B (popMe BBIE3THOM OLIEHKH, 32 UCKIIFOUEHUEM CITydasi TPOBEEHUS MPOLEAYPhl TOATBEPKICHHUS
KOMIETEHTHOCTH aKKPEAUTOBAHHOTO JIUIA C pACIIMPEHHEM O0JIACTH aKKpeAuTaluud (B TaKOM
CIy4ae B YaCTH PACIIUPEHHUS] OO0JIACTH aAKKPEAUTAIMHU TMPOBOJUTCS TaKKe TOKyMEHTapHas
OIICHKA).

7.9. Tlpomeaypa MOATBEPKIACHUS KOMIICTCHTHOCTH aKKPEIWTOBAHHOTO JIHIA KaXKIIbIe
ISITh JIET CO JHS aKKpeauTanuu (nyukm 3 uacmu 1 cmamou 24 @edepanvrozo 3axona Ne 412-D3)
MPOBOJUTCS B pOpME TOKYMEHTAPHOU OIEHKH W BBIC3THON OIICHKH.

B cootBercTtBUM ¢ yacmbio 2 cmamou 24 Dedepanvroeo 3axona Ne 412-D3 B ciydae,
€CIM CPOK MPOXOXKAECHUS NPOLEIYypbl MOATBEPKICHUS KOMIETEHTHOCTH, IPEIyCMOTPEHHBIN
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nynkmom 3 wacmu I cmamou 24 @edepanvroeo 3akona Ne 412-@3, HacTynaeT paHee, 4eM uepe3
OJIUH TOJ1 TIOCJIE IPOLIEYPHI, MPEAYCMOTPEHHON nynkmom 2 wacmu 1 cmamou 24 ®edepanbHozo
3akoHa Ne 412-D3, B cpoKHU NMPOLENYpbl, IPEAYCMOTPEHHON nynkmom 2 yacmu I cmamou 24
Deodepanvroeo 3akona Ne 412-D3, npoBOAUTCS TPOLENypa, MPEIYCMOTPEHHAs nyHkmom 3
yacmu 1 cmamou 24 @edepanvroco 3axona Ne 412-D3.

7.10. CorjmacHO yKa3aHHOMY TOPAOKY HCYHCIEHUS CpPOKOB JBE IPOLEIYpHI
MOJTBEPKICHUS] KOMIIETEHTHOCTH CYHMTAIOTCS YCTAHOBJICHHBIMH KaK MPOXOJSIIME B TEUYCHUE
OJIHOTO T0JIa, €CIM IPOMEXKYTOK BPEMEHM MEXAY IpPENEIbHBIMU CPOKaMU MX IPOXOKICHHS
cocraBiseT 364 nHs nunu MeHee (365 nHeEN — B cilyvae, €Clii IEpUOJ BPEMEHU MEKY YKa3aHHbIMU
npeJeNbHBIMU CPOKAMHU COICPIKUT AatTy 29 deBpalts, BKIItoYas KpaifHUe JaThl IEPUO/IA).

7.11. OOmwuit CpoK OCYIIECTBICHUS MPOLEAYPHl MOITBEPKICHUS KOMIETEHTHOCTH
AKKPEIUTOBAHHOTO JIUIIA, TPEAYCMOTpeHHOU nynkmamu 1 u 2 yacmu I cmamou 24 @edepanvrozo
saxona Ne 412-D3, coctaBnser 40 pabouux ITHEH.

7.12. OOmuit CpoK OCYIIECTBICHUS MPOUEAYPbl MOATBEPKICHUS KOMIETEHTHOCTH
AKKpPEJAUTOBAHHOTO JIUIIA, MPETyCMOTPEHHON nynkmom 3 uacmu 1 cmamou 24 @edepanbHoco
3axkona Ne 412-@3, n (Wi1K) NpU NPOXOKIECHUU IPOLEAYPHI MOATBEPKACHUS KOMIETEHTHOCTH
C pacuMpeHueM 00JIaCTH aKKpPEAUTAIIMH cOocTaBisaeT 47 pabouux AHEH.

7.13. OOmwmii CpoK OCYIIECTBICHHUS TMPOLEAYPHl MOATBEPKACHUS KOMIIETEHTHOCTH
AKKPETUTOBAHHOTO JIUIA MOXKET OBITh YBEITMYEH B CBSA3HM C YBEIMUYECHUEM CPOKOB MPOBEACHHUS
HEKOTOPBIX ATAIMOB MPOLEAYPHI B CIydasix, yCTAHOBICHHBIX [Ipasunamu npogedeHus npoyeoypul
NOOMBEPIHCOEHUSL KOMNEMEHMHOCMIL.

8. O wHeoOxogumocTu coorBercTBUsE nyHkTram 27(1) u 27(2) Kpurepuen
aKKpeIuTaluu

8.1. Ilynkmom  27(1)  Kpumepues  axkpeOumayuu  yCTaHOBJICHO  TpeOOBaHUE
o cobmonenuun I OCT P UCO 15189-2024.
Iloonynkmom  27(2).1  Kpumepues  axkpeOumayuu  yCTaHOBIEHO  TpeOOBaHUE

o cobmonenun P 50.1.108-2016 B wyactm coorBerctBus monutuke ILAC P10
MO MPOCTEKUBAEMOCTH PE3yIbTaTOB U3MEPECHHIA.

Hoonynkmom  27(2).1  Kpumepueé  axkpeOoumayuu  YCTaHOBJIEHO TpeOoBaHME
o coomonenuu P 50.1.109-2016 B uyactu cootBetcTBus nonutuke ILAC P 14 B oTHomeHuu
HEOIpeeIEHHOCTH TPU KaJTMOPOBKaX.

Iloonynkmom  27(2).3  Kpumepues  axkpeoumayuu  yCTaHOBIEHO  TpeOOBaHHE
0 coOiroennn tpedoBanuit P 1323565.1.038-2021 B wactu coorBercTBus monutuke ILAC P9
B OTHOIIICHUHU YYacTHs B JCATCIHHOCTH IO MPOBEPKE KBATH(DHUKAIIMN, HA OCHOBAHHH KOTOPOU
Pocakkpenuranuei yreepxkaena noauruka CM Ne (03.1-1.0008.

DKcrepTaM Mo aKKpeIUTAINH U aKKPETUTOBAHHBIM JIUIAM MIPH YYACTHH B IEATEIHLHOCTH 110
MpoBepKe KBaNU(UKAIIMU TAKXKe CIIeyeT pyKOBOACTBOBAThCS Ookymenmom CM Ne (3.1-1.0019.

Ilynkm 7.3.7 TOCT P HCO 15189-2024 ycranaBnuBaeT TpeboBaHHe 00 oOecredeHun
JIOCTOBEPHOCTH PE3YJIHTaTOB UCCIICIOBAHUIA.

[Tonmoxxenusimu noonynkma «a» nyukma 7.3.7.3 FOCT P UCO 15189-2024 ycraHOBIICHO,
4TO Ja00paTopus JOJKHA KOHTPOJIUPOBATH KAYECTBO MPOBOAMMBIX €HO HMCCIICJIOBAHUN ITyTEeM
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CpaBHEHHMS C pe3yJbTaTaMy JPYTHUX JIabopaTopuil. DTO BKIIOYAET B ce0sl yyacTre B MpOrpamMmax
BHelIHeH oueHkH kadecTtBa (BOK), COOTBETCTBYIOIIMX HCCIENOBAaHUSAM U MHTEPIPETUPYEMBIM
pe3ynbTaTam, BKIFOUYas METObI UCCIEAOBAaHUS HA MECTE OKa3aHMS MEAUIIMHCKON TOMOIILIN.

8.2. JlaGopaTopusi cCaMOCTOSTEIBHO OMpEIesieT KPUTEPHUH JOCTYIIHOCTH U YMECTHOCTHU
ITK u (nmm) MCH.

Cnepgyer mnpu3HaTh, YTO CYIIECTBYIOT cekTtopa, rne ywactue B I[IK Moxker ObITH
3aTPYAHUTENBHBIM 110 IPUYUHE TEXHUYECKUX XAPAKTEPUCTUK UCIIBITAHUM, OTCYTCTBUSA cXxeM 11K,
MaJIOTO KOJIMYECTBA JEHCTBYIOIIMX B CEKTOPE MEIUIIMHCKHUX JabopaTopuii u Tak jganee. B atux
00JacTsIX IPUTOHOCTb IPYTHX MEP UMEET EPBOCTENIEHHOE 3HAUECHHUE.

8.3. [lanHple, TOXy4YeHHBIE C TOMOLIbI0 MOHHMTOPWHIA, JOJDKHBI aHAJIH3UPOBATHCS
Y UCIOJIb30BATHCS ISl YIIPABICHUS TaOOPATOPHON JESTENbHOCTHIO, a TAKXKE 1O BO3ZMOXHOCTH
JUTSL BHECEHUS YIYUIICHUH B paboTy MEIUIIMHCKOM 1a00paTopuu.

8.4. VYuacrue B IIK sBusercs maubonee HaJACKHBIM M MPEINOYTHUTEIHLHBIM BapUaHTOM
npoBeaeHusT MoHUTOpuHra. [Ipu 3TOM 1abopaTopus HOJDKHA YUUTHIBATH KPUTEPUU YMECTHOCTHU
n pocrynHoctu IIK ¢ yuyeToM DOJOKEHUH, W3JIOXKEHHBIX B nyHkme 7.2 HACmosauje2o
PYKO8oOcmaa, a Takxke 1esecooopasHocts mposeneHus 11K,

Hanpumep, 11K cunrtaercs qocTynnHOH, €CIIN:

a) mpemjaraercs KommneTeHTHbIM mpoBainepom I[IK u HeoOxomumasi TOKyMeHTaIUs
JOCTYIHA JIsl TOHUMaHUs pabOTHUKaM J1a00paTopuu;

0) He Tpebyer paszpabotku otaenbHO cxembl [IK u pesynbratel MOryT OBITH
MPEIOCTaBIIEHbl B TEUEHHWE KOPOTKOTO BPEMEHH OTHOCUTEIBHO MOTPEOHOCTEH MEAUIIMHCKOU
nabopaTropuu, perIaMeHTUPOBAHHBIX B I1aHe Juid rporpaMmel [1K.

[1IK cuuTaercs ymecTHOW, eciau mpeicTaBiseMas OOJacTh aHAJIOTWYHA MPAKTHYECKOH
JeSATeTLHOCTH MEAUIIMHCKON jabopatopuu. B ciydae OTHENbHBIX HMCHBITAHUNW WU METOJIOB
U3MEpEeHUH, /Il KOTOPBIX HenocTymHbl ctanaapTabie [1IK u (mmn) MCU, MoXeT ObITh YMECTHBIM
BeiOpath 1K u (1) MCH, KOTOpble aHaIOTWYHBI OOJIACTH HJIM MOKPBIBAIOT BAKHYIO YaCTh
JIEATEIbHOCTH.

MenunuHckas naboparopusi 1o/bkHa paszpaborars miaaH ywactus B IIK u (mmm) MCHU
¢ yderoM nepuoanyHocty ydactus B IIK m ompeneneHHOro ypoBHsS PHCKa, BO3HHMKAIOLIETO
B IEATEIILHOCTH MEIUIIMHCKOH JJabopaTopu.

[Tocne yrBepxkaenus miana ydactus B IIK u (wum) MCU menuumuckas mabopaTopus
oOecnieunBaeT MOUCK akKpeauToBaHHOro mpoBaizepa [IK B peectpe akkpeIWTOBaHHBIX JIULL,
C YYETOM 3asBJICHHOW/YTBEPKIACHHOW 00JIaCTH aKKpEIUTAIUH.

B cnywae ecnmm coorBerctByrommii npoBaiinep I[IK Haiimen, mabGopaTopus HampapisieT
3asgBKy Ha ydactue B [IK, B mHOM ciydae naGoparopuss pyKOBOACTBYETCS MYHKmMOM 7.5
Hacmosue2o pykogoocmaa.

Pesynbratsl yuactus MmeguiuHckux gadoparopuii B IIK ucnons3yrores Pocakkpenuranueii:

— NOpU MPUHATAM PEIICHHA N0 aKKpeAUTAIuH, MOATBEPKICHUI KOMIIETEHTHOCTH
AKKpEIUTOBAHHBIX JINLL;

— NIpU ONpPENENECHWH NPOrpaMMbl BBIE3JTHOM OLICHKM AaKKPEIWTOBAHHOIO  JIMIIA
U OTlpe/ieTICHUN/M3MEHEHNHN 00beMa MTPOBEIEHUSI KOHTPOJIbHBIX UCTIBITAHUI;
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— IpU PACCMOTPEHHH XKalo0 Ha pPe3yiabTaThl JEATEIbHOCTH AaKKPEIWTOBAHHOIO JIMIA
(B ciryyae ux noctyrmieHus: B Pocakkpenuranuto).

8.5. B cnyuae orcyrctBusi mpoBaiinepa IIK B ompeneneHHON o0nacTH JEATEIBHOCTH
MEIUIUHCKON J1Tab0paTOpHH J1abopaTopusi BIIPaBEe OCYILECTBIISATh MOHHUTOPUHT JOCTOBEPHOCTH
PE3yNbTATOB AEATEIBHOCTU ITOCPEICTBOM:

— yuacrusa B MCH;

— NPUMEHEHUs aJbTEPHATUBHBIX METOJO0B MPOBEIECHNUS MOHUTOPHHTIA.

Yyactre B MCH BO3MOXKHO TTPU KOJIMYECTBE JIBYX M 00JI€€ YYaCTHUKOB.

[Ipu paspaborke mmana ywactus B IIK u (wim) MCHU, B TOM uuncie, B ciydae
NepBOHAYAJILHOTO OTCYTCTBUS TpoBaitnepoB [IK B ompeneneHHoil 00gacTH, YYUTHIBAIOTCS
MI0JIO’KEHUS, U3JI0KEHHBIE B nyHKme 7.4 nacmosue2o pyKogoocmed.

Pesynabrarel  yuactus B MCH npunumarorcs Pocakkpenurtanueil mno aHajioruu
¢ npunsaTreM pe3ynbratoB [IK (nynxkm 7.4 nacmosweeo pykoeoocmea).

Ecnu no pesynbTaraM npoueayp, ycTaHOBJICHHBIX B nyHKkme 7.4 Hacmosaue2o pyKogoocmasda
U Hacmoawezo NyHKma, MEOUIMHCKOW JabopaTopuedl He HaWAEHBI MpoBaiiepsl
[IK, naGoparopun ¢ COOTBETCTBYIOIICH OO0JACThIO aKKpeAUTAUU MJid [POBEICHUS
MCH oTCyTCTBYIOT, METUIIMHCKAsA JTaboparopus oGopMisieT JOKYMEHTapHOE MOJATBEPKICHUE
OTCYTCTBUSI BO3MOKHOCTH ydacTus B MCH u nokyMeHTapHOE IMOATBEP)KJIEHUE OTCYTCTBHS
BO3MOKHOCTH yuacTus npoBaiiaepa [1K (kacaemo kaxoil craauu noucka nposaiaepa [1K).

8.6. MeauuuHckas abopaTtopusi BIpaBe MoA00paTh sl ce0sl aTbTePHATUBHBIE METOBI
MOHUTOPUHTA CBOEH JESTEIbHOCTH.

ATnbTEepHATUBHBIE  METOJBI  TMPOBEACHHUS MOHUTOPHHTA JOJKHBI — OOecreyuBaTh
JIOCTOBEPHOCTD PE3YJIbTATOB.

MenunuHckass n1abopaTopusi CaMOCTOSITENIBHO OIpenesseT ajlbTepPHATUBHBIE METOJbI
MPOBEJICHUS] MOHUTOPUHTA C YYETOM YPOBHS pHUCKa Ta0OPaTOPHON AESITETLHOCTH.

[Tpuemnemsble anbTepHATUBHBIE METO/IbI IPOBEICHNS MOHUTOPUHTA BKIIIOYAIOT:

— ydactue B oOMeHe mpobaMu ¢ APYTUMU J1abOpaTOPUSIMU;

— MeX1a0opaTOpHbIE CIUYEHUS PEe3yJIbTaTOB HMCCIIEJOBAHMSI MJIEHTUYHBIX MaTepHUajioB
st BKK, koropeie onenuBator pesynbTatel BKK otnenbHOl mabopaTopuu B CpaBHEHUU
C O0beIWHEHHBIMU pE3yNbTaTaMU YYaCTHHKOB, WCHONB3YIOIIMX OJUH M TOT K€ MaTepual
s BKK;

— aHanu3 JApPYroi mapTuu KajauOpaTopa MPOU3BOIUTENS AJII KOHEUHOTO IOJIb30BaTeNs
WJIM MaTepualia MpOU3BOAUTEINS 111 KOHTPOJISE TOUHOCTH;

— aHaJu3 MHUKPOOHMOJOTMYECKHX OPraHU3MOB C HCIOJIb30BAaHHUEM pa3iesIbHOT0/CIIENoro
TECTUPOBAHUSI OJTHOTO M TOTO kK€ 0Opaslia Mo KpaliHed Mepe AByMsl UIaMU, WK, TI0 KpaiHen
Mepe, Ha JIByX aHaJIu3aTopax, Wi, 10 KpaitHel Mepe, IByMsl METOIaMH;

— aHanu3 pedepeHTHBIX MaTepualioB, CUUTAIOUIMXCS COMOCTAaBUMBIMH C oOpa3uamMu
MAIMEHTOB;

— aHainu3 o0paslloB MAallMEHTOB, MCMHOJIb30BAaHHBIX AJI KIMHUYECKUX KOPPEJSALIMOHHBIX
HCCIICTOBAHUII;

— aHaJIM3 MaTepPHaJIOB M3 KICTOYHBIX U TKaHEBbIX 0aHKOB (noonyukm «f» nynkma 7.3.7.3
T'OCT P HCO 15189-2024).
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