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MeTtponorusa n JlabopaTtopus

Camoe BaxHoe ans MeTpoJioroe n cneunanuncToB naﬁopaTopMﬁ

OceHHuN anpenT: pa3dupaem naket OOHOBIIEHUN
oT PocakkpeauTtauuu

OceHb 2025 roga npuHecna 3HaunTeNbHblE 0OHOBNEHMS B HOPMATUBHYHO 6a3y HaumMoHanNbLHON CUCTEMBI
akkpeguTauun. PegepanbHas cnyxba no akkpeauTaumm onybnukoBana nakeT HOBbIX Y UIBMEHEHHbIX
AOKYMEHTOB, KOTOpbIE 3aTparvBatoT KIOYEBbIE acNeKTbl AeSATENbHOCTM UCTIbITATENBHbBIX Nabopatopui,
MeanUMHCKUX nabopaTopuii 1 opraHoB Mo Banugauuy NapHMKOBbIX ra3oB.

Pa3bepeMcs, kakue KOPPEeKTUPOBKM BHECEHbI B NPaBMMa U Ha YTO CTOMT 06paTUTb BHUMaHWE NepBbIM AEMNOM.
FMmaBHble 4OKYMEeHTbI OKTAGpS

27 okTa6ps 2025 roga — eanHasi gata NPUHATUS LIENOro psga BaXKHbIX JOKYMEHTOB. C 3TOro AHs y4acTHMKam
CUCTEMBI HY)XHO PYKOBOACTBOBATLCA OOHOBMEHHBIMWU BEPCUSMMA:

— O6HoBneH gokymeHT CM Ne 03.1-9.0013 «CxeMa akkpeguTaumm ucneitateneHblx nadboparopuii (LEHTPOB)
B HaUMOHarnbHOW cucteMe akkpeauTaummn» (Bepcus 02.2 oktabpb 2025). BeoanTcs B AeCTBME CO AHSA
ee yTBepxaeHus.

— Ony6nukoBaH CM 03.3-1.0005 «PyKoBOACTBO N0 akKpeauTaLmy MeoULIMHCKMX abopaTtopuii» (BBOAUTCS
BrepBble). [JokyMmeHT BBOAWTCS BNepBble, YTO 3HaAMEHYET CODOMN BaKHbIN LUar B perynnpoBaHumn 3T0Mn
YYBCTBUTENLHOW Cchepbl.

— O6HoBneH gokymeHT CM Ne 03.1-4.0031 «MeToamyeckme pekomeHgaumm no oopMmnpoBaHuio NporpaMmel
Bbl€3JHOW OLEHKM COOTBETCTBUSA OpraHa no Banugaunm n sepudmkaumm napHUKOBbIX ra3oB KpUTEPUSM
akkpeguTauuny (Bepcus 04.1 oktabpb 2025).

— O6HoBneH gokymeHT CM Ne 03.1-9.0007 «Cxema akkpeguTauumn opnandeckmx nuy n MHANBMAYyanbHbIX
npeanpyHUMaTenei, BeINMOMHSIOWMX paboTbl U (MNK) OKa3biBaOLWMUX YCIYrK No KanMbpoBke CPeacTB U3MEPEHUN,

B HaUMOHanbLHON cucteme akkpeautauumn» (Bepcus 03.1 oktabpb 2025).

Bce JoKyMeHTbI yXXe AOCTYMHbI Ha oduumnaneHom cante Pocakkpeautauum fsa.gov.ru.
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®DOKyC Ha U3MEHEHMAX: YTO HOBOIO AJisl UCNbITaTeNnbHbIX NabopaTtopuin?

Haunbonee o6beMHble U CTPYKTYPHbIE U3MEHEHUS NpeTeprena Cxema akkpeauTaummn ons ucnbitaTernbHbIX
na6opatopuin (CM Ne 03.1-9.0013). SkcnepThbl BbIAENAT HECKOMBKO KIOYEBbLIX HOBOBBEAEHUN, KOTOPbIE
yrnopsAodMBatoT Npoueaypbl U BBOAST HOBbIE PErfiaMeHTbl.

1. YckopeHue n umdpoBu3aLma HavanbHoro atana. [poueaypa nogaym 3asBrneHus ctana bonee
yoo6Hon. CornacHo NyHKTY 4.2, K 3a8BMeHN0 Tenepb MOXHO Cpa3y NpUnoxuTb 6aHKOBCKNE PEKBU3UTbLI A5iS
3aKmnYeHns JoroBopa C 9KCNepTHOM opraHn3aunen. 310 M3MEHeHne HanpsiMyto CriegyeT NoNoXeHnsm
nyHkTa 31 NpaBun ocyllecTBneHusa akkpeantTauum (noctaHoeneHne MNpasutensctea PP Ne 2050)

1 NPM3BaHO YCKOPUTb adMUHUCTPaTUBHbIE NPOLECCHI.

2. XKecTKkne TaMMUHIN HA NPOBEPKY AOKYMEHTOB. PocakkpeamTaums YeTko pernameHTMpoBarna Cpoku
paccmoTpeHus ookyMmeHToB (n. 4.3):

e 5 pabouunx gHewn O0TBOAUTCS Ha NepBuYHYIO NpoBepky PenepanbHon cnyxbor no akkpegutaumu.

e 3 pa60qu OHA — Ha NPUHATUE pelleHna nocrne nonyvyeHna oTtBeTtoB Ha MeXxXBeoMCTBEHHbIE 3arnpocChbl.
Takon nogxopn nNosblAET npencKkasyemMocCTb 1 Npo3pavyHOCTb npouenypbl and 3asiBuUTENEN.

3. HoBbIl pernaMmeHT Bble3aHOM oLeHKU. [1poueaypa Bble3OHOM OLIEHKWN Takke npeTepnena pag
n3meHeHun. Tenepb oHa 0ba3aTenbHO HAYMHAETCS C BCTYNMUTENBHOMO COBELLAHNS, HA KOTOPOM
npencrasuTenen nabopaTopumn 3HaKOMST C AeTarbHbIM NAaHOM-rpadMkoM MEPONPUATUI, NX MECTOM

1 BpemeHeM npoBefeHus (n. 4.5.3.2). 31o genaet npouecc bonee CTpyKTypPUPOBaHHBIM U MOHATHBIM 4115
BCEX YYaCTHUKOB.

4. YxecToyeHue TpeboBaHMI K cneumnanbHOW oLeHke. BBogutca HoBoe TpeboBaHue K HasHaveHunto CO
NpY HaNMuYUK BbISIBNEHHbIX HapyLIeHUn, AaHHbIX aHannsa ceeaeHnin Al n pesynbsTaTtoB rOCKOHTPONS.
MNpoeeaeHne CO Tenepb OCYyLLECTBNSAETCA C yY4ETOM PYKOBOACTB MO aKKkpeamTauum, yTBePKAEHHbIX
Pocakkpegutauuen (n.4.5.3.4).

5. Mpoueaypa NnpoBepKM KOMNETEHTHOCTU: HIOAHCLI M YTOYHEHUSA. I3MeHeHns Takke 3aTpoHynu
W perynsipHyto npouenypy nposepku komneteHTHocTH (MMK):

— Yuyem macwmaba dessmenbHocmu: B nyHkTe 6.1 Tenepb oduumansHO yH4TEHO yBENMYEHNE CPOKOB NPOBEPKN,
ecnn naboparopus paboTtaet no Tpem u 6onee agpecam.

— baHkoscKkue peksusumsl u 30eck: o aHanorum ¢ Npoueaypon akkpeguTaumm, B ceegeHuns ans MK
pobaBneHbl 6aHKOBCKME PEKBM3UTDI (M. 6.2).

Hemanusayus rpoyecca: YTOMHEHO coaepaHue BCTynuTenbHoro coselandms npu MK (n. 6.5.3.2)
N KOHKPETU3NPOBaHO NPMMEHEHNe MOAENPOBaHMS NPOLECCOB AEATENbHOCTM coTpyaHMkamm AJl Bo Bpems
oueHku (n. 6.5.3.4).

— [pueneyeHue He3asucuMbix aKcriepmos: BaxxHoe HOBLLECTBO — MyHKT 6.6.1 Tenepb paspeluaer npMenekaTb
HEe3aBMCUMMbIX TEXHUYECKUX IKCNEPTOB ANS NPUHATUS UTOTOBOIO peLleHnst 0 cooTBeTcTBun. OgHako

32 0OBbEKTUBHOCTb MPUXOANTCA NNATUTh BPEMEHEM: €CNN Takne 3KCNepTbl MPUBMNEKAIOTCH, CPOK OKa3aHUs
rocyaapcTBEHHOW ycnyru yBenuynsaetcsa Ha 20 paboumx gHen.

— KoHmporb nipu 3akpsimuu: TMpu npekpalleHnn gestensHocTy nabopatopumn Pocakkpeautauums obszaHa
NpoBEpPUTL CBEAEHMS O BHEMNaHOBbIX NPOBEpPKax He no3aHee YeM 3a 7 pabounx gHei (n. 7.3).

B utore o6GHOBMNEHNSI CUCTEMbBI MEHEKMEHTA POCQKerD,VITaLI,VII/I HanpassrieHbl Ha NoBbILLEHWE NMPOo3pPa4yHOCTH,
YCKOpeHue otaenbHbIX npouenyp n y>xectodeHmne KOHTpona B Hanbonee YyBCTBUTEIbHbIX 30HAX. YyacTHuKam
PblHK@ CTOUT BHUMaATESNIbHO U3Yy4YNTb HOBblE JOKYMEHTHI, 4YTObbI ObITH BO BCEOPYXUW.
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Ccbinkun BeAyT Ha AOKYMEeHTbl B CUCTEMe «TexalccnepT».Ech CCbUJIKM HEaKTUBHbI UK Npu nepexoge
BO3HUKaeT OLNGKa, BEPOATHO, Bbl He siBNsieTeCb Nonb3oBatenem « TexakcnepT» Unu y Bac

He HacTpoeHa yTunuTa «KACcucT».

O6GpatuTtech k npeacTaButTento «TexakcnepT» B BalleM pervoHe.

A 3HaeTe nu BbI?

A
HoBble OoKymMeHTbl PocakkpeguTtaumm

OceHHne HoBOBBeaAeHWs1 PocakkpeauTauum 3aTpoHyYIM He TONMbKO UCMbITaTeNbHbIE U MEAULIMHCKME
nabopartopwun. B koHue okTabpsa 2025 roga BCTYNWI B UMy LENbIA NakeT JOKYMEHTOB, KOTOPLIN AeTannampyeT
TpeboBaHWs K OPYrMM KITHOYEBbIM UFPOKAM CUCTEMbI — IOPUANYECKUM MMM U MHANBUAYANbHbLIM
npeanpuHUMaTensMm, Ybs AesTeNbHOCTbL CBA3aHa ¢ o0ecnevYeHneM equMHCTBa n3mMmepeHnii. Peub naet o HOBbIX
pefakumsix CXeM akkpeauTauum n pykoBOACTB, PErynupyloLnx Takme HanpasneHus, kak nposeeHne NUCnbiTaHui
CTaHOapTHbIX 06pasL0oB 1 CPeacTB N3MEPEHUI B LENSX YTBEPXKAEHMS TUNa, a Takke paboTbl No atTecTauum
METOAMK U3MEPEHWUI N METPOSTOrMYECKON 3KCNepTm3e.

CM 03.2-1.0004 «PykoBoacTBo Mo npoBeneHuto oueHkn cootsetctaud HOJ1 n LI, BeinonHALLWMX pabdoTbl 1 (Unn)
okasbiBatoLLmx ycnyrn no OEW, kputepuam akkpeautauumn» (sepcus 01.1) — gencteyet ¢ 31.10.2025.
— fsa.gov.ru

CM Ne 03.1-9.0016 «Cxema akkpegutauumm FOJT n UM, BeinonHsowmx paboTsl 1 (MNn) OkasbiBaloLMX YCryru
no nposeaeHuio ncnbitaHuin CO B uensix YT, B HCA» (Bepcusi 02.1) — gencteyet ¢ 31.10.2025. — fsa.gov.ru

CM Ne 03.1-9.0015 «Cxema akkpegmTaumm tOI1 n UM, BeinonHaoWwWmMxX paboTsl 1 (MNn) OKasbiBaoLWMX YCyru
no npoeeaeHuto ucnoitaHni CU B uensax YT, B HCA» (Bepcus 02.1) — gewnctayet ¢ 31.10.2025.- fsa.gov.ru

CM Ne 03.1-9.0018 «Cxema akkpeguTaumm tOI1 n UM, BeInoNHAOWMX paboTbl 1 (MNK) OKasbiBaoLWMX YCyrn
no aTTectaumym MeToguk (METOOOB) N3MEPEHUI U (M) MeTporornyeckon akcneptmae, B HCA» (Bepcua 02.1) —
pevicteyeT ¢ 31.10.2025. — fsa.gov.ru

O6unve OOKYMEHTOB 1 NPABOK MOXET NOCTaBUTb B TYMUK AaXe ONbITHOro cneunanucTta. Ho B 93ToM noToke
N3MEHEHN eCTb HagEeXHbIN OPUEHTUP, KOTOPLIN MOMOraeT AepxaTtb PyKy Ha nynbce, — «CnpaBoYHUK

no akkpeautauum» B cucteme «Texakcnept: Jlabopatopus. UHcnekuus. Ceptudumkaumnsa». OH Bceraa
COOEPXUT CaMble akTyarbHble BEpCUM JOKYMEHTOB, cpa3dy nocne ux ocuumansHON nyonukaumm.

YTto 3TO Takoe?

OTO KOMMMEKCHBIV PECYPC, KOTOPbIN COAEMKUT BCIO HEODXOANMYHO MHGOPMALIMIO A115 MPaBOBOIO N TEXHUYECKOTO
obecneveHus geatenbHocTU. OH NOMOraeT He TOMNbKO rMyOoKo pa3obpaTbCs B KpUTEPUSIX akKpeauTaumm,

HO M BbICTPOUTb 3(hPEKTUBHOE B3aMMOAENCTBME C HAA30PHbIMU OpraHamu, Oyayym yBepeHHbIM B TOYHOCTU

M CBOEBPEMEHHOCTU OaHHbIX.

[OKYMEHTbI 1 ONOMHUTENbHBIE MaTepuarbl, OTHOCALUMECS K CMPABOYHONM MHbopMaLmMK, NpeacTaBneHb
B COOTBETCTBYHOLLUNX APbIKax:

— Hopwmbl, npaBuna, ctaHgapTbl;

— 3akoHopaTtenbcTBO Poccuy;
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— KommeHTapuu, koHCcynbTauum (COAepXXUT aHanuTuieckme Mmatepuarbl, Hay4HO-TEXHUYECKYIO MHbopMaLuio,

KOMMEHTapumn, KoOHCynbraunn 1 CTaTbVI);

— O6pasubl 1 hopMbl JOKYMEHTOB.
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CcbInku BeAyT Ha AOKYMEHTbI B cucTeMe «TexakecnepT».

Ecnu ccbInku HeakTUBHbI UNKU NPU Nepexoae BO3HMKAET OWM6bKa, BeposTHO, Bbl He ABNsieTeCb
nonb3oBaTteneM «TexakcnepT» UMM y Bac He HAaCTpoeHa yTUnuTa «KAccucry.

O6patuTtech k npeacraBuTento «TexakcnepT» B BalleM pervoHe.

Bonpoc-oTBeT

Bonpoc:

B ucnbiTatensHomn nabopatopumn NpOTOKOSbl YTBEPXKAAET U.0. 3aBEAYOLLEN
nabopatopueit, a Bo PI'MC npoToKorbl BHOCUT AUPEKTOP OpraHu3auum nog cBoewn
YYETHOW 3anncblo. ABNSETCH K 3TO HapyLleHnem?

TypkuHa Hamarbsi

OTBeT:
BnadumupoeHa

Hoctyn k ®I'C Pocakkpegutaumm npegoctaBnsaeTcs creqyowmm kateropmsam
nonb3oBarenemn (He orpaHNYnBasiCh):

— PYKOBOAUTENU U COTPYAHUKN aKKpeAMTOBaHHbIX NNLL;
— uvcnblTaTenbHble nadopaTtopun.

Tonbko pykoBogutens KOJT MOXET yNONMHOMOYMTbL COTPYAHMKA aKKpeauToBaHHOWM nadopatopun (ABnsOLENnCs,
B CBOIO ovepenb, oaHuM 13 nogpasaeneHun tOJ1) ocywectenate Bxoq B JIK ®IMUC nog y4eTHOM 3anunceto, nytem
npegoctasnexHms MY/,

CornacHo n.10 npukasa MuHakoHompaseuTua Poccuu ot 24.10.2020 Ne 704 «O6 yTBepxaeHun [NonoxeHnst

0 COCTaBe CBELAEHWUN O pesyrnbratax AesTENbHOCTM aKKpeAUTOBAHHbIX NnL, , 06 M3MEHEHMAX cocTaBa

nX PabOTHNKOB N O KOMMETEHTHOCTM 3TUX PabOTHUKOB, 06 M3MEHEHUAX TEXHNYECKON OCHALLEHHOCTMH,
NpeacTaBnseMbIX akkpeguMToBaHHbIMU Nnuuamu B PegepanbHyto criyxby no akkpeamtaumm , Nopsake U Cpokax
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NpeAcTaBneHUs akkpeanTOBaHHbIMY NLLaMKN Takux ceegeHun B degepanbHyto cnyx0y No akkpeguTauum »
(nanee — lNonoxeHne), akKpeauTOBaHHbIE NMLA NPeACTaBNsAT CBEAEHNS, YKa3aHHble B NyHKTax 1-9
[NonoxeHus , B aNeKTpPOHHOM BMAe NocpencTBoM otnpasneHns nx so ®ric.

CornacHo n.5 ct.4 ®enepanbHoro 3akoHa oT 28.12.2013 Ne 412-03 «O6 akkpeanTaumm B HaLMOHarIbHON
CUCTEME aKKpeanTaumm » akKpeguToBaHHOE NULO — IPUANYECKOE N0 HE3aBUCKMMO OT OpraHM3aLnNoHHO-
npaBoBor OpMbl UNK UHOVBUAYANbHbLIA NPeAnpPUHMMAaTENb, NOMNyYNBLUNE aKKPEAUTaLMIO .

YuuTblBas BbilleckasaHHoe, npepnocraeneHune cBegeHun o NPOTOKOJ1aX ANPEKTOPOM OpraHn3aunm He aBndeTca
HapyLlleHneMm.

Cchbinku BeAyT Ha AOKYMEHTbI B cucTemMe « Texakcnepr».

Ecnu ccbInku He akTUBHbI UNW NMPU Nepexoae BO3HUKAET OWNGKa, BEPOATHO, Bbl He sIBNsAeTECh
nonb3oBaTtenemM «TexakcnepT» UMM y Bac He HacTpoeHa yTunuta «KAccuctr.

O6paTuTech K NpeacTaBmTento « TexakcnepT» B BalleM peruoHe.
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