NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 20 cents6pst 2019 1. N 1227

O ITPU3HAHNVUM 1 Ob OLIEHKE
COOTBETCTBUS UCITBITATEJIbHBIX JABOPATOPUI (LIEHTPOB) [TPUHIIUIIAM
HAIJIEXKAILEV JABOPATOPHO! ITPAKTUKY, COOTBETCTBYIOIIVM MPUHIIUTIAM
HAJIEXKALLEN IJABOPATOPHOI ITPAKTHUKY OPTAHU3ALIIN
OKOHOMMYECKOI'O COTPYOHMYECTBA 11 PA3BUTHUSA

B cooTBeTcTBMM € TyHKTOM 12 cTaTby 46 @enepanibHOro 3akoHa 'O TeXHMYECKOM peryaupoBaHun’
[TpaBuTenbcTBO Poccuiickoi @emepaiyiy IOCTaHOBJISIET:

1. YrBepauTh mpuiaraembie [IpaBuia Mpu3HAHUS U OIIEHKY COOTBETCTBMS UCIIBITATEIbHBIX TA60pATOPUit
(LIeHTPOB) MPMHLMIIAM HafIexkalei 1abopaTopHOI MPAKTUKM, COOTBETCTBYIOIIMM MPUHIMIIAM
HaJexxaleit 1abopaTopHOi mpakTuKyu OpraHmM3anym 5KOHOMMUUECKOTO COTPYIHNYECTBA U Pa3BUTUSI.

2. YCTaHOBUTB, UTO MMHMCTEPCTBO 37paBooxpaHeHust Poccuiickoi ®eagepanyy, MUHUCTEPCTBO
IMTPOMBIIIJIEHHOCTU U TOProBiu Poccuiickoit @engepaiivin, MMHMCTEPCTBO CEIbCKOTO X03siicTBa Poccuiickorii
denepanum, GenepanbHast Cyk0a 1Mo HaA30py B cdepe 3aLIMUThI TTPaB MOTpeduTesel 1 6J1aronorydnst
yenoBeka, enepasnbHast ciryxkba 1Mo BeTepuHapHOMY U bUTOCAaHUTApHOMY Hazazopy, PenepanbHast cirykba
10 HaA30py B cepe 3npaBooxpaHeHus:, DefgepasbHoe MeaMKO-610IOrMYeCKOe areHTCTBO 1 DefiepanbHOe
areHTCTBO 10 TeXHNYECKOMY PeryJIMpoBaHUIO M METPOJIOTUM 00eCIIeuBaIOT B COOTBETCTBMUU C HACTOSIIUM
MTOCTAaHOBJIEHMEM yJyacTMe paboTHUKOB defepaabHbIX OPTaHOB VCIIOTHUTEIBHOM BIACTU U
MOJIBeJOMCTBEHHBIX UM (efepaibHbIX I'OCYIapCTBEHHbIX YUpeXAeHIi UiIu delepaabHbIX YHUTAPHbBIX
TIpeNPUSTHI B IIpOIlelypaxX MIPMU3HAHMS U OLIEHKM COOTBETCTBUS UCIIBITATEIbHBIX JJa00paTOpuii (LIeHTPOB)
MIpUMHIIUIIAM HaJjiexkallieit 1abopaTopHOi MPaKTUKM, COOTBETCTBYIONIMM MPUHIIMIIAM HaJleskal e
7abopaTopHOII MpakTUKM OpraHu3aimuy 5KOHOMUUYECKOT0 COTPYIHNYECTBA U Pa3BUTHSI.

3. [Ipu3HaTh yTPaTUBLIUMHU CUITY:

noctaHoBieHue [IpaButenbcTBa Poccuiickoit @egepatny ot 17 mekabpst 2013 r. N 1172 "O nipusHaHum u 06
OIleHKe COOTBEeTCTBMS UCIIbITATE/bHBIX TabopaTopuii (1leHTPOB) MPUHIIUIIAM HaJJiexallel 1abopaTopHOii
MPaKTUKM, COOTBETCTBYIOIMM MPUHIIMIIAM HaJJIeskalei 1abopaTopHoit mpakTuky OpraHusanmum
9KOHOMMYECKOT0 COTpyaHuYecTBa 1 pa3putus” (CobpaHne 3akoHomaTenbCcTBa Poccuiickoit denepariun,
2013, N 51, cT. 6880);

IYHKT 3 USMEHEeHU, KOTOpble BHOCATCA B akThl [IpaBuTenbctBa Poccuiickon @enepanuu, yrBepkaeHHbIX
noctaHoBieHueMm [IpaBurtenbcTBa Poccuiickoit @enepanuu ot 15 mekabpst 2016 r. N 1363 "O BHeceHUM
M3MEeHeHMI1 B HeKOTOophIe akThl [IpaBuTenbcTBa Poccuiickoit @emepanyn’ (CobpaHne 3aKOHOAATEIbCTBA
Poccuiickoir ®emgepannu, 2016, N 52, cT. 7632).

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit @enepatyn
IO.MEJIBEJEB

YTBepKOeHbI

roctaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @enepannu

oT 20 ceHtsi6ps 2019 r. N 1227

TIPABUJIA
TTPU3HAHUS 1 OLIEHKU COOTBETCTBUS UCIIBITATEBHBIX JIABOPATOPHIA
(UEHTPOB) ITPMHIIUIIAM HAZIJIEXKAIE} TABOPATOPHOYI [TPAKTUKY,
COOTBETCTBYIOILIUM IIPMHIIWIIAM HAJJTEXKAILLEY IABOPATOPHOM ITPAKTUKU
OPTAHM3ALIMY SKOHOMUYECKOT'O COTPYIHUUECTBA U PA3BUTHS



I. O61e 1oIoKeHUs

1. Hacrosmye [IpaBuia ycTaHaBAMBAIOT IIOPALOK NIPU3HAHMS U OLIEHKY COOTBETCTBYS UCIIBITaTe/IbHbIX
nabopaTopuii (1leHTPOB) MPUHIMIIAM HaJieskaleit 1abopaTopHOi MPaKTUKM, COOTBETCTBYIOIINM
MIPUMHLIMIIAM Hajiexkalei 1abopaTopHoii mpakTuky OpraHu3auy 3KOHOMUYECKOTO COTPYIHUYECTBA U
pasBUTHS (Hayee - IPUHIUIIBI HaZ Ieskalei 1abopaTopHOi MPaKTUKN).

[TpM3HaHMe U OlleHKA COOTBETCTBUS UCTIBITATEIbHBIX TA00paTOPUii (LIeHTPOB) MPUHLIMIIAM HaJlJIexKalei
n1ab0opaTOPHOII MPAKTUKY OCYIILECTBIISIIOTCSI HA OCHOBAHUM ITPOBEPKM COOJTIOIEHNS UCTIBITATEIbHbIMMU
nabopaTopusimu (IleHTpaMu) TpeObOBaHMI TOKYMEHTOB B 06/1aCTM CTaHAapPTHU3alI MM, BKIIOUEHHBIX B
nepevyeHb JOKYMEHTOB B 00JIaCTU CTaHAAPTU3ALUY, COOTIOAeH e TPeOOBaHMII KOTOPBIX MCIIbITATEebHbBIMU
nabopaTopusiMu (LleHTpaMu) Mpu MpoBefeHUM 1abopaTOPHBIX UCCIeloBaHMi1 06ecrieuBaeT COOTBETCTBIE
yKa3aHHbBIX UCIIBITATEbHBIX JIAO0paTOpMii (LIEHTPOB) MPUHITUIIAM Hajieskallei 1abopaTopHOi MTPAKTUKH,
COOTBETCTBYIOIIMM MPUHIUIIAM HajJjiexkaleii 1abopaTopHoii mpakTuky OpraHm3anuy 39KOHOMUYECKOTo
COTPYLHMUYECTBA U Pa3BUTHUS, YTBEePXKAEHHBI pacniopsikeHmeM [IpaBurtensctBa Poccuiickoit ®enepanmut ot
8 Hos16ps1 2013 1. N 2067-p.

2. IToHsTHS, MCTIO/Ib3yeMbIe B HacTOsIMX [IpaBuiax, 03HAYAIOT Cieylolee:

"ayIUT HEKJIMHMUECKOTO (MOKIMHUYECKOT0) Tab0paTOPHOTO UCC/IeIOBAHMS " - CpaBHEHME ITePBUYHBIX
IOAaHHBIX U 3aIMCel TI0 HEKIMHUYeCKOMY (IOKJIMHMUEeCKOMY) JIabopaTOPHOMY MCCJ/IeIOBAaHUIO C JaHHBIMU U
3aIMCSIMU, COAEPXKAIIMMMCS B TIPOMEKYTOUHBIX U 3aK/IIOUMTEIbHBIX OTUETaX, OCYIIEeCTB/IsIEMOe B paMKax
MHCITEKIINN;

"3aBUTEJIb" - OPUONYECKOE JINL0, IPeTeHAYIolIee Ha MoyuyeHne (TTIOATBEPKAEeHE) UCTIBITaTeNIbHOMI
naboparopueit (LIEHTPOM) CTAaTyCca COOTBETCTBMS IIPUMHIIUITIAM HaJIesKaleil 1ab0opaTOpPHO MPaKTUKM;

"3HAUYMTE/IbHbIe HECOOTBETCTBUS " - HECOOTBETCTBUS MUCITBITATEIbHO JTabopaTopuM (LleHTpa) MPUHIIUIIAM
HaJieskalei J1abopaTopHOI MPaKTUKM, KOTOPble MOTYT IMOBIUSTH Ha 1IeJIOCTHOCTb U KaueCTBO
TTOJTyYE€HHBIX JAHHBIX HEKITMHNYECKOTO (JOKIMHMYECKOT0) Ta60paTOPHOTO UCC/IeIOBAHMS,

"MHCITEKTOP OpraHa MOHUTOPMHTA" - COTPYAHMK OpraHa MOHMTOPMHTA MUJIU TTOABEIOMCTBEHHOIO eMY
(dhemepasbHOIO rOCYIapCTBEHHOTO YUPEKIEHMS, IBJISIONINIICS PYKOBOIUTEIEM MHCIIEKIIMOHHO TPYIIIIbI;

"MHCIIeKLIUST" - TIPOBeleHI e ITPOBEPKU ITPOLIeAYP, IPUMEHSIeMbIX UCIIBITATe/IbHOI JTabopaTopueii
(LIeHTPOM) JIJIsI OTIpeieJieHNsI CTEIIeHY ee COOTBETCTBMS IIPUHIIMIIAM HajIeskallei 1abopaTopHOit
ITPaKTUKN;

"MCTIbITaTe/IbHAs JabopaTopus (LIEHTP)" - MOopasie/ieHe I0PUINIECKOro JINIIA, IT0 MeCTy (MecTaMm)
HAXOXIeHMUs KOTOPOTO ITPOBOISITCS HEKIMHMYECKME (MOKIMHMYECKYE) TabopaTOpHbIE MCC/IeJOBAHMS,
HaxoJsTCs MoMeleHusT 1 000pyaoBaHMe, HeOOXOAMMOe JIJIS X BBITIOJIHEHUS, @ TAaK)Ke KOJUIEKTUB
CIIelMaInCTOB ¥ PYKOBOAUTEb MUCCIeN0BaHNI;

"KOMMCCHSL" - KOMMCCHS TI0 Hajjieskalei 1abopaTOpHOI MPaKTMUKe IPY OpraHe MOHUTOPMHTA, SIBJISIONIAsICS
KOJUIETMJIbHBIM OPraHOM, CO34aHHBIM B 1[€JISIX paCCMOTPEHMS OTYETOB (MHBIX JOKYMEHTOB) U IMOATOTOBKM
3aKJTIOUEeHMI B 11eJISTX TPOBeAeHMs IIPU3HAHMS U OI[€HKM COOTBETCTBUS UCIIBITATeIbHBIX JJAOOpaTOPUit
(LIleHTPOB) MPUHIMIIAM HajJiekalleii 1a60paTOpPHO MPAKTUKU, COCTAB U periaMeHT KOTOPOTO
orpezesisieTCss OpraHoOM MOHUTOPUHIA;

"KpUTUUECKME HECOOTBETCTBUSI" - HECOOTBETCTBMS UCIIBITATE/bHO JabopaTopum (LeHTpa) MPUHIUIIAM
HaJijiexkanieii 1abopaTopHOIi MPaKTUKY, BAUSION[ME Ha 11eJIOCTHOCTh ¥ KaueCTBO MOTyYeHHbIX JaHHBIX
HEKJIMHUYECKOTO (IOKJIMHUYECKOTO) Tab0paTOPHOTO UCCIeIOBAHMS ;

"JIMCT HECOOTBETCTBUI" - HOKYMEHT, COMlep>Kalluii TepedyeHb HeCOOTBETCTBUI UCIIBITATEIbHOM
nabopaTopuu (LeHTpa) IPUHIMIIAM HajiesKallei 1abopaTOPHO MPAKTUKM, BBISIBJIEHHBIX BO BpeMs
pPaboThl MHCIIEKIIMOHHO TPYIIIBI B UCITBITATEIbHO TJabopaTopuu (LIeHTpe);

"He3HAUUTEIbHbIE HECOOTBETCTBMS" - HECOOTBETCTBMS UCIIBITATE/IbHOI TabopaTopum (LIEHTPA)



MIPUHILIMAIIAM HaJjieskalleil JabopaTOPHO MPaKTUKY, KOTOPbIe HOCST HECHMCTEMHBIN XapaKTep U He BIUSIOT
Ha I1eJIOCTHOCTD ¥ Ka4eCTBO MOJyYeHHbIX JaHHBIX HEKIMHUYECKOTO (IOKIMHMYECKOTO) JIab0OpaTOPHOTO
MCCJIeOBaHMS;

"HEeKJIMHMYECKOe (TJOKIMHNYECKOe) IabopaToOpHOe MCC/IefoBaHue" - Mcc/iefoBaHKe (UCITbITaHMe) OO'beKTa B
J1a60pPaTOPHBIX, TEIUIMYHBIX VI TTOJIEBBIX YCIOBUSIX B I€JISIX MOJIyYeHMs] TaHHBIX O CBOICTBAX 00bEKTa U
(wnm) ero 6e30MaCHOCTM IJ1sT 3H0POBbSI YeI0BeKa U (MJIM) OKPYKAIOIIel Cpebl;

"OpraH MOHMTOPUHTIA" - HALIMOHAJIbHBIV OPraH I10 aKKpeauTaluy, YIIOTHOMOUYEHHBI OCYILeCTBIATh
(byHKIMM 110 IPU3HAHUIO U OlLleHKe COOTBETCTBUS MUCIIBITATeIbHbIX JTJabopaTopuit (LIeHTPOB) MPUHIIUIIAM
HaJjiexxaleii 1abopaTOpHOI MPaKTUKM;

"0Tpac/ieBOi MHCIEKTOP" - CIeLMaINCT, 00/1aJal0nMii CIIelMabHbIMM 3HAHUSIMY, HEOOXOAMMBIMMU [IJIST
MPOBeIeHUS MHCIIEKLIMM B KOHKPETHOM 00JIaCT ITPOBeIEHNSI HEKJIMHUYECKUX (TOKIMHUYECKIX)
71a60pPaTOPHBIX MCCAeI0BaHNIA, PEKOMEHJOBAHHbIN (e/le paJbHbIM OPraHOM MCIIOJTHUTE/IbHO BJIACTU UJIA
MOJIBEJOMCTBEHHBIM OpraHy MOHUTOPUHTA (delepaJbHbIM rOCyAapCTBEHHBIM YUPEKIeHNEM;

"OLIEHKA COOTBETCTBMS MCIIBITATEIbHO JJabopaTopuu (LleHTpa) IPUHLIMIIAM HaJJieKalleli JabopaToOpHOit
MMPAKTUKU" - KOMILUIEKC MEPOTIPUSITHII 110 IPOBEAEHUIO C YCTAHOBJIEHHOM MePUOIUUHOCTbIO0 MHCITEKIIUIA B
1IeJISIX IOATBEPKIeHMST COOTIOAe HUSI IPUHIIUIIOB HaJIjIeskalleli 1abopaToOpHOI MPaKTUKMA;

"IMpU3HaHMe COOTBETCTBMS UCIBITATENbHO JabopaTopuy (LIeHTPA) MPUHIIUIIAM HajIesKalein
nmabopaTOPHOIL MPAKTUKU" - KOMIUIEKC MEPOTIPUSITUIA 10 TTPOBEIEHNMIO TIPeABAPUTENIbHON U TIOJTHO
MHCIEKIMU B LIeJISIX OTIpeie/ieHNs CTeleH) COOTBETCTBMS UCTIBITATe/bHO JabopaTopun (1ieHTpa)
MIPUHIIUIIAM HaJjiexkaliei 1abopaTopHOi MPaKTUKH,

"IIPUHLIUIIBI HaJIJIekalleii 1abopaTopHOI MPakTUKKU" - cucTeMa TpebOBaHMIi, HaITpaB/eHHbIX Ha
obecrieyeHye KayecTBa HEKIMHUYECKOTO (JOKIMHUNYECKOTO) J1abopaTOPHOTO UCCaeA0BaHMS, B TOM UMCIie K
[poLieccam opraHmusauuy, IJIaHMPOBaHNUS, ITOPSIAKY IIPOBEIEHMS ¥ KOHTPOJISI HEKIMHNYECKUX
(DOKMMHMYECKNX) TaBOPATOPHBIX MCC/IeIOBAHNIT B 06JIaCTV OXpaHbI 3J0POBbSI UesIoBeKa 1 6e30MacHOCTH
OKpYy>kalolleii cpefibl, a Takke K 0pOpMIeHNIO, apXUBUPOBAHUIO U TIpeICTaBIE€HUIO Pe3yIbTAaTOB TaKUX
MCCaeIOBaHMUIA.

3. VcnibiTaTenbHble 1abopaTopuu (LIeHTPbI), KOTOPbIe TPOBOAST HEKIMHUYECKME (JOKIMHUYECKIe)
nabopaTopHbie Uccaeq0BaHMs 00BEKTOB, COAeP KAIINXCS B IeCTUIMIAX, KOCMeTUUYeCKOi MPOTYKI[UMH,
JIeKapCTBEHHBIX CPeCTBAX IJISI MeAUIIMHCKOTO IPUMeHeHs, TIeKapCTBEHHBIX CPeCTBaX JIJIsd
BETEPMHAPHOTO IIPMMEHEHMS], MUIIEBBIX ¥ KOPMOBBIX J00aBKaX, a TAKKe B XMMUYECKMX BEIIeCTBAX
MPOMBIIIJIEHHOTO Ha3HaueHUsI, BIIpaBe B JOOPOBOJbHOM MOPSIKe TIOAaTh B OpraH MOHUTOPMHTA
3asiBJIeHMe B LIeJISIX TTOTyYeHMST MU TIOATBEPKAEHMS CTaTyca COOTBETCTBMSI UCIIbITaTeIbHOI JIabopaTopun
(LIeHTpa) IpMHLMIIAM Hazjiexkalleii 1a60paTopHOii IPpaKTUKNA.

3asiByieHMsI U TIpuiaraeMble K HUM JOKYMEHTbI ITPeICTaBJISIOTCSI B OpraH MOHUTOPMHTA 3asIBUTEISIMU
HerocpeICTBEHHO MM HAIIPaBJISIIOTCS 3aKa3HbIM MTOUTOBBIM OTIIPABJI€eHMEM C YBEAOMJIEHUEM O BPYyUEeHUN
160 B (hopMe 3JIEKTPOHHOTO JOKYMEHTA, IMOAIMCAHHOTO YCUIEHHOM KBaTM(PUIIMPOBAHHO 3JIEKTPOHHOI
MTOAITACHIO.

PemeHyst opraHa MOHUTOPMHIA B paMKax OCYLeCTBJIeHNS IIPoLeAyp IPU3HAaHVS U OLLleHKY COOTBETCTBUS
UCIIBITATeTbHBIX JJAOOpaTOpuii (LIEeHTPOB) MPUHIIMIIAM HaJIexkallei 1a60paTopHOi MPaKTUKI
0hOpPMIISTIOTCST ITPMKA3aMMI.

VBenoMiieHUs O pelleHUsIX, IPUHATBHIX OPTaHOM MOHUTOPUHTIA, U KO COOTBETCTBYIOLIMX IIPUKA30B
opraHa MOHMTOPWMHTA HAIIPABJISIOTCS 3asIBUTEIISIM ITOABELOMCTBEHHBIM OPraHy MOHUTOPUHTA
(dbenepanbHbIM rOCYAApPCTBEHHBIM YUpEXIeHNeM (Jlajiee - yupexaeHne) 3aKa3HbIM ITOUTOBBIM
OTIIpaBJIeHMEM C yBeJOMJIEHMEM O BpyuyeHUM U B opMe 3/IeKTPOHHOTO JOKYMEHTa, MO MMCAaHHOTO
YCUJIEHHOV KBaTU(PULUMPOBAHHO 3/IeKTPOHHOI MOAIUCHIO.

4. HpI/I IMIpoBeAdeHUN MHCIIEeKIIMIT OpraH MOHMUTOPMHTIA, yUpeXOaeHne, X JODKHOCTHBIE JIMIIA, 4 TAKXKe



MHCIIEKTOpA obecrieunBaioT 3alllUTY I/IH(l)OpMaL[I/II/I, CBSI3aHHOJ CO CBeageHusAMM, COCTAB/IAIOIMMMA
rocyonapCTB€HHYIO, KOMMEPUYECKYIO M MHYIO OXPpaHSAE€MYI0 3aKOHOM TaI‘/JIHy, " C MHBIMM CBEOEHMAMMU, OOCTYII
K KOTOPbIM OrpaHM4YeH B COOTBETCTBUMA C d)eﬂepaHbeIMI/[ 3aKOHaMN.

I1. TTopsimOK TIpU3HAHUS COOTBETCTBUS
UCIIBITATeTbHBIX JJAG0paTOpMii (LIEHTPOB) MPUHITUIIAM HaAJIeKalein
71a60paTOPHOI MPAKTUKU

5. [Ipu3HaHMe COOTBETCTBUS UCIIBITATENbHO JabopaTopum (LIeHTpa) MPUHIMIIAM Hafjieskalei
nabopaTOPHOI MPAKTUKY OCYILECTBIISIETCS 110 pe3ylbTaTaM MpeiBapUTEeIbHO U MONTHO MHCIIEKLVN.

Opranusauus IpoBeeHusI IIpeiBapUTEIbHON U MOJHOM MHCIEeKLVK OCYLIEeCTB/SIeTCS yUpeXaeHeM.

6. B Liensgx nmpoBegeHNs1 MHCIEKL MY 3asiBUTE/b [IOAAET B OpraH MOHUTOPUHTA 3asiBJIEHME O IIPOXOXKAEHUN
MpeBapUTeIbHOM MHCITEKIIUY (B IIPOMU3BOIbHOI dhopMme).

7. B 3as1BjieHUM O MPpOXOXOEHUN npe,uBapMTeanoﬁ UVHCIIEKI MM YKAa3bIBAKOTCA:

a) HaMMeHOBaHMe IPUANIYECKOro JIMIa, ero MeCTOHaXOKaeHue, HoMep TejaedoHa 1 afpec JIeKTPOHHOI]
IIOYTHI;

6) ampec (agpeca) MecTta (MeCT) IPOBeIeHNST HEKIMHNYECKUX (JOKIMHNYIECKUX) Tab0paTOPHBIX
MccIenoBaHui (TIpY IPOBeIeHMM HEKIMHNYECKUX (TOKIMHUYECKMX) JJaOOpaTOPHBIX MCCIeJOBaHMIT Ha
Iomaake (IoLanKax) MHOro PUAMIECKOro IM1a B 3asBJIeHUM JOIIOIHUTEIBHO YKa3bIBaeTCs afpec
(ampeca) mecTa (MeCT) MpoBeAeHNs TaKUX UCC/IeIOBAaHM);

B) MAeHTUMUKALIMOHHbBI/ HOMep HaJIOroIlIaTe/bIMKa (TIpY MPOBeeHUM HEKIMHUIECKUX
(IOKIMHMYECKMX) JIAGOPaTOPHBIX MCCIeqOBAaHMIi Ha IIONIAAKe (TIOIIA KaX) MHOTO PUIMUIECKOro JIUIia B
3asIBJIEHMM JIOTIOJTHUTEILHO YKA3bIBAETCS €ro UAeHTU(GUKAIMOHHBII HOMEP HaJIOTOIUIaTe bIINKa);

r) 3asBJisieMast 06/1aCTh HEKIMHNYECKUX (TOKIMHUYECKHUX) TaO0PaTOPHBIX MCCIeI0BaAHMIA.
8. K 3as1BjieHM10 O MTPOXOXKAEHUY TTpeiBaPUTETbHOI MHCIIeKLIUY TIPUIaraloTcs cjieaylolye JOKyMeHTbI:

8.) CIIMCOK TEKYIIMX U 3aBEPIIE€HHbIX HEKIIMHNYECKNUX (,E[OKJII/IHI/I"IECKI/IX) Ha60paTOprIX I/ICCJIELLOBB.HI/II}'I 3a2
roga, mpeaueCTBYyOmue JHIO ITogadm 3asBJICHUS;

6) MyIaHbl HEKIMHNYECKUX (TOKIMHUYECKMX) TAO0PaTOPHbIX UCCAeN0BAHMIA;

B) OpraHM3alMOHHAs CTPYKTYypa 3asiBUTEJISI M UCTIBITaTeIbHOI JlabopaTopum (1eHTpa);

r) IOKYMEHTbI, IOATBepKAatole KBaauduKkaluio nepcoHana;

Il) IlepeyeHb CJTy>KeOHbIX MHCTPYKIMIL TTepcoHaa;

e) MHpopmaius 06 UCIONIb3yeMbIX TPOrpaMMax 00ydeHMsI 1 O pe3y/ibTaTax MOATOTOBKM IlepcoHaa;

K) TlepevyeHb CTaHIAPTHBIX OTlepaliMOHHbBIX MPOLIeAYDP, OTHOCSIIMXCS K HEKIMHUUECKUM (TOKIMHUYECKIM)
n1abopaTOPHBIM UCCIeIOBAaHUSIM WK NIPOLeypaMm, MoAJIeskaliM MHCIIeKLINUM;

3) riepeuyeHb 000PYyIOBaHMSI, HEOOXOIMMOTO JIJIsI TPOBEeAeHMSI HEKIMHNYECKUX (TOKIMHUYECKNX)
71a60paTOPHBIX UCCAeOBaHMI, a TaKXKe TTOITaXKHBIN TVIAH UCTIbITaTeIbHO JIabopaTopuu (1eHTpa);

) CIIMCOK (CITMCKM) PYKOBOJIMUTEJIeI HEKJIMHNYECKUX (IOKIMHMUYECKIMX) JIab0PaTOPHbIX MCCIeA0BaHMIT U
JIU1I, UHUIMUPOBABIIUX 1 GUHAHCUPYIOLIUX ITPOBeeHMe MUCCc/ieJoBaHN (lajiee - CIIOHCOP), CBSI3aHHBIX C
MoJIeKAIIMMM ayAUTY HEKIMHNYECKUMY (JOKIMHNYECKMMM) TaO0paTOPHBIMYU UCCIeA0BAHUIMMU;

K) CBeZleHMs1 00 oIljIaTe IpoBeIeHMs IIpeaBapUTe/IbHOM MHCIIeKUMM (KOIMS TIaTeKHOTO TOKYMEHTA);

JI) OTIUCh TOKYMEHTOB.



9. 3asgBUTeJIb OI/IaUMBaeT [IPOBeJleHNe IIpeIBapUTEIbHOV MHCIIEKIUY 10 [104aUM 3asIBJIeHUS O
MIPOXOKIEeHMUM IIpeIBapUTe/IbHO MHCIIEKIMY B pa3Mepe, yCTAHOBJIEHHOM IIYHKTOM 96 HacCTOSILMUX
[TpaBuit.

10. PaccMoTpeHMe 3asiB/ieHMs O TIPOXOKIeHUY ITpeiBapUTeIbHOM MHCTIeKIMM U TIPUIaraeMbIX K HeMy
IOKYMEHTOB, ITPOBEPKa MOJHOTHI ¥ JOCTOBEPHOCTY COIEPIKALIUXCS B HUX CBEeJIeHMIT OCYIeCTBISIOTCS
yUpeRIeHEeM.

VupeskeHue He BIIpaBe TPeOOBATh OT 3asIBUTEJISI YKa3aHUS B 3asIBJIEHUM O TTPOXOKIEHUN
rpenBapUTEIbHOM MHCIIEKLMM CBeeHU, He TIpefyCMOTPEHHbIX IIYHKTOM 7 HacTosmux [IpaBui, a Takke
IIpefiCTaB/lIeHNs] JOKYMEHTOB, He YKa3aHHbIX B IIYHKTe 8 HacTosAwux [IpaBut.

11. B pamKkax paccMOTpeHUs 3asABJIEHNS O NPOXOKAEHUM IIpeiBapUTeIbHO UHCIIeKIUY yUpeXaeHne
OCYIIeCTB/sIeT MPOBepKy (paKkTa HaAMuMs CBeJleHuit 0 3asiBuTesie B ENMHOM rocyiapcTBEHHOM peecTpe
I0PUANYECKUX UL, B pefepasbHOM OpraHe UCIIOJHUTENbHOI BIaCTH, OCYIIECTBIISIIONIEM
roCyJapCTBEHHYIO PETUCTPALMIO0 PUANYECKUX JIUI], @ TAKKe TPOBepKy MHPOpMaIMK, MOATBePXKAatolei
(axkT MoCcTaHOBKM 3asIBUTEJISI HAa yUeT B HAJIOTOBOM OpraHe, - B (pefiepaJbHOM OpraHe MCIIOTHUTETbHO
BJIACTH, OCYILIEeCTBISIOEeM GYHKIMM 10 KOHTPOJIIO U HaA30pY 3a coOM0ieHeM 3aKOHOaTebCTBa
Poccuiickoir @emepany 0 Hajorax u coopax.

B citygae OTCyTCTBMS COOTBETCTBYIOIIMX CBeIEHMI O 3asIBUTeJIe yupexkaeHye B TeueHne 10 pabounx mHeii
CO HSI perucTpauum 3asBjieHns O IPOXOXKAEHUY MpeiBapUTeTbHOI MHCIEeKIMYM BO3BpalllaeT 3asBeHNe
HarpaBUBIIEMY €ro JIUIy 6e3 pacCMOTpeHMs.

Cpe}lCTBa, MOCTYIIMBIINE B OIVIATY ITPOBEACHUA Hpe,)lBapI/ITe]IbHOI‘/)I MHCIIEKI WU, ITOOJIEKAT BO3BPATY
3as4BUTEJII0O HA OCHOBAHMMU €TI0 3asBJICHNA.

12. B ciiyyae eciivt 3asiBJieHME O IIPOXOKAEHUM NPeIBAPUTEbHOM MHCIIEKUYU He CONEPKUT CBeAeHUN,
MpeayCMOTPEHHBIX ITYHKTOM 7 HacTosuux [IpaBuii, u (Min) 1OKYMEHTbI, yKa3aHHbIE B ITYHKTE 8
HacTosux IIpaBu, mpencTaBieHbl He B IIOJTHOM 00beMe, yUpeskIeHye B TeueHne 3 paboumx JHel co JHS
permcTpaium 3asiBjieHMsI HalpaBJsieT 3asIBUTENIO YBeIOMJIEH)E O HEOOXOAMMOCTHM ycTpaHeHus B 30-
IHEBHbIV CPOK BbISIBJIEHHBIX HAPYLIEeHUI U (MJIN) TIpeCTaBIeHNs HeJOCTAIIIUX JOKYMEHTOB.

B ciiydae HemnpencTaBieHus 3asiBuTeeM B 30-IHEBHBIV CPOK YKa3aHHbIX 3asiBJIeHUS U (MJIM) JOKYMEHTOB
yupexxJeHyue Bo3BpalllaeT 3asiBlieHe HallpaBUBLIeMy ero Juiy 6e3 pacCMOTpeHMsI.

Cpe,[LCTBa, MOCTYIIMBIINME B OIVIATY ITPOBEAEeHUA npenBapMTeanoﬁ MHCIIEKI WU, ITOOJIeKaT BO3BPATY
3asBUTEJII0O HA OCHOBAaHUM €TI0 3adBJIEHMU .

13. TIpeaBapuTebHAsI MHCIIEKIIMS ITPOBOAMUTCS B TeUEHME 3 MeCSIeB CO AHS MpueMa OT 3asIBUTENIS
3asBJIEHMS O ee MIPOXOXKIEHUM U JOKYMEHTOB, YKa3aHHbIX B ITyHKTe 8 HacTosmux [TpaBu.

14. [Ipyka30M OpraHa MOHUTOPMHIA HA OCHOBAHUM TIPeJIOKEeHUN YUpeKAeHs YTBePXKIaeTCs COCTaB
MHCIIeKLIMOHHO IPYTIbI, KOTOPasi IPOBOJUT MpeBapUTeIbHYI0 MHCIIEKIMIO U popMupyeTcs B
COOTBeTCTBUM € HacTosilumu [IpaBuiamu.

WNudbopmaiius o IpUHSATOM OpraHOM MOHUTOPMHTA pellieHU! C IPWIoXKeHeM KoM MpuKasa opraHa
MOHUTOPMHTA O COCTaBe MHCIIEKIIMOHHOJ IPYTIIIbI ¥ CpOKaX ITPOBeieHNs ITpeABapUTeIbHON MHCIIEKIUN
HaIMpaBJIIeTCs YUpeXKIeHeM 3assBUTETIO.

3asBUTeJIb BIIpaBe B TeueHe 5 paboumx qHei co AHS MoTyueHus: MHGopMalum 0 COCTaBe MHCIeKI[MOHHOM
IPYIIILI [IPECTAaBUTh B yUPeXKeHNe CBeleHNsI O HeCOOTBEeTCTBMM BKIIOUEHHOI'0 B COCTaB MHCIIEKIIVIOHHOM
TPYIIIBI MHCIIEKTOPA (MHCIIEKTOPOB) TPeOOBaHMSIM, YCTAHOBIEHHBIM ITyHKTaMu 88, 92 - 94 HacTOSIIMUX
[TpaBuit.

B ciryuae noaTBepxkaeHust GakTa HECOOTBETCTBUS WieHa MHCIEKIMOHHO TPYIIbl yKa3aHHbIM
TpeboBaHUSIM OpraH MOHUTOPMHTA HA OCHOBAHUM MOCTYMMBILINX B YUpeKeHe cBeJleHMii B TeueHme 10
pabounx gHelt co IHS UX MOCTYTJIEHUS OT 3asBUTENSI IPUHMMAaeT pellieHle O 3aMeHe B COCTaBe



MHCIIEKLIMOHHO I'PpYIIIIbI TAKOT'O Y€HAa.

MHbopManus 0 IpUHIATOM OPTaHOM MOHUTOPMHTA PellleHN O BHECEHUY M3MEHEHMIT B COCTaB
MHCITeKIIMOHHO I'PYTIIIbI C IPUIOKeHMEM KOIMMUY MPMUKa3a opraHa MOHUTOPUHTA B TeueHMe 3 paboumnx
IHEli CO AHS ero MPUHSTHSI HAallpaBJIsIeTcsl yupexaeHneM 3asiBUTEITIO.

15. HpeaBapMTeanaﬂ MHCIIEKI A ITPOBOAUTCA B LIEJIAX OIlpedeieHMA BO3MOXHOCTHU ITPpOBedeHNUA TTOJTHOM
MHCIIEKIINMN.

16. B Xxome mpoBedeHNsI IpeaBapUTEIbHON MHCIEKIUM MHCIIEKIIMOHHONM IPYMNIION MPOBOAMTCS OILl€HKA:
a) JOKYMEHTOB, YKa3aHHbIX B IIyHKTe 8 HacTosAwmx [IpaBui;
6) Tuma, pasMepa 1 pacIioOKeHNSI MCTIBITaTeIbHOM JabopaTopuu (LIeHTpa);

B) 00JIaCTY HEKJIMHUYECKUX (HOKIMHNYECKIX) TaO60paTOPHBIX MCC/IeI0OBaHNIT, KOTOPbIE OYIYT MPOBEPSITHCS
B XO7Ie TIPOBeIeH Sl TIOJTHOV MHCITeKIIVN;

T) CTPYKTYPbI YIIPaBIEHMS UCIIBITATEIbHOI JIabopaTopum (LIeHTpa).

17. Tlocre nipoBeieHMSI MHCITEKIIMIOHHOM TPYIIION OLleHKM JOKYMEHTOB, YKa3aHHBIX B MyHKTE 8 HACTOSIINX
[TpaBui, mpegBapuTeabHass MHCIEKIMS POBOAUTCS 10 MECTY OCYIIeCTBAeHMS IesTeTbHOCTU
MCITBITaTeIbHOI TabopaTopum (LIeHTpa).

18. HpenBapMTeanaﬂ MHCIIEKI M I10 MeCTY OCYLIeCTBJICHUS OeATEC/IbHOCTIU UCIIBITaTeJIbHOM ]Ia60paTOpI/II/I
(ueHTpa) HauMHAETCA C O3HAKOMJIEHMS YIIOJTHOMOYE€HHBIX HPEI[CTaBMTeHEﬁ 3asdBUTEJIA C L eJISIMU,
3agadyamu, ImpeagMeToM, CPOKaMM 1 YCIOBUAMMU npe,uBapMTeanoﬁ MHCIIEeKI N, COCTaBOM MHCIIeKIIMOHHOM’
I'pYIIIbI U ITIOJIHOMOUMSAMMU €€ YJIEeHOB.

19. To 3ampocy MHCIEKIIMOHHO IPYIIIIbI 3asIBUTE/Ib 00sI13aH ITPeICTaBUTh HEOOXOIMMYIO TOKYMEHTAIMIO U
MHGOpPMAIMIO, KOTOPbIe OTHOCSITCS K IIPeIMeTY U LIeJISIM ITpeiBapUTeIbHOM MHCIIEKIMN Y TIOATBEPKAAI0T
COOTBETCTBME UCIBITATEIbHO JJabopaTopuM (LleHTpa) MPUHIIMIIAM HaJijieskalei 1abopaTOpHOI TPaKTUKMY,
a Takke 00ecrevYnTh JOCTYIT WIEHOB MHCIEKIMOHHO IPYIIIbl HA TEPPUTOPUIO, B MCITO/Ib3yeMble TP
OCYINEeCTBJIEHUN [eITeIbHOCTU 30aHNs, COOPY>KEeHUS, TOMEIeHU s, K UCII0JIb3YEeMbIM 3asiBUTEIEM
060pynoBaHMIo, TeCT-CUCTEMaM, BellleCTBaM U MaTepuasiaMm.

20. Ilo pesysnbTaTam MpoBeAeHUs IpeBapUTeIbHOM NHCIIeKIUY MHCIIEKLVIOHHO I'PYIINOi COCTABIISIeTCS
OTYeT O pe3y/bTaTax IPOBeAeHMs [IpeBapUTeIbHOM MHCIIeKLIVM, COLepsKalliuil caenyolye CBeeHs:

a) maTa, BpeMsl M MeCTO COCTaBJIEHMS OTUETa;
0) bamuaMm, UMeHa ¥ oTuecTBa (MPU HAJINUIMM) MHCIIEKTOPOB;
B) HaMeHOBaHMe I0PUIMUEeCKOTO JINIIA;

r) haMuaus, UM, OTIYECTBO (TIPU HATMUMUU) U JOJKHOCTD IIpeACTaBUTeN S IOpUANIECKOrOo JIulia,
IIPUCYTCTBOBABIIETO IIPU IPOBeLeHUY IIpeBapUTeIbHON MHCIIeKLINN;

Il) maTa, Bpems M MeCTO (MeCTa) MpoBeAeHMs MpeBapUTEIbHON MHCIEKINN;

e) repevyeHb PaCCMOTPEHHBIX JOKYMEHTOB, ITOATBEPKAAIONINX COOTBETCTBYE UCIIBITATEIbHOM
naboparopuu (LleHTpa) IPUMHIMIIAM HajjIeskaleil 1abopaTOpHO MPaKTUKY;

3K) TIEpeUYeHb BbISIBJIEHHBIX T10 pe3y/IbTaTaM [POoBeAeHUs TpeaBaPUTETbHON UHCIIEKIUU HECOOTBETCTBUI
MCITBITaTeIbHOI JTabopaTopu (LieHTpa) MPUHLIMIIAM Hajjieskaleii JabopaTopHOii MPaKTUKMA.

21. K oTuety 0 pe3sysbTaTax IpoOBeJeHMs IIpeBaPUTEIbHON NHCIIeKIIUY B CIyYae BbISIBIEHUS
HECOOTBETCTBMUIA UCITBITATENbHOI JTabopaTopuu (IIeHTpa) MPUHIIMIIAM HaJjieskaleit 1abopaTopHOit
MPAKTUKU IPUIAralTCs JIUCT HECOOTBETCTBUI, KOMMUM JOKYMEHTOB, IOATBEPXKAAIINX HaIu4ne
BBISIBJIEHHBIX HECOOTBETCTBUIA, KONMM MHBIX JOKYMEHTOB, MICII0JIb30BaHHBIX IIPU €r0 COCTaBIEHUMU (TIPU



Ha]II/IIII/II/I), a TaKJKe CBeJeHMs 00 03HAaKOMJIEHMM WJIM OTKa3e B 03HAKOMJIEHMM C JIMCTOM HEeCOOTBETCTBUIL
mpeacTaBUTE/ISA 3asABUTEIIA.

22. OtueT 0 pe3sy/ibTaTax IPOBeleHNs IIpeBapUTEIbHON MHCIIeKLIUY IO IMChIBATCS BCEMU YleHaMU
MHCITeKIIMOHHO I'PYTITbI, YTBEPKAAETCS ee PYKOBOIUTENIEM U B TeueHue 5 pabouunx qHeit co AHS
OKOHYaHMS [IpeBapUTeIbHO MHCIIeKU MY ITPeCTaB/IsIeTCs (HallpaBiIseTcs) ¢ IpuiokeHueM (IIpu
HaJIMYMM) B yUPEXKIEHME U UCITBITATEIbHYIO JIAOOpaTOPHUIO (LIEHTP).

23. YupeskmeHue obecrieunBaeT pacCMOTpPeHMe Ha 3acelaHuy KOMUCCUM OTYeTa O pe3yabTaTax
MpoBeieHUS TIpeBapUTeIbHOM MHCHEKIMY C yYaCTVeM UeHOB MHCITEeKI[MOHHOM TPYMIIbl, @ IPU HAJIMIUN
BbISIBJIEHHBIX HECOOTBETCTBMIA MCIIbITATENbHOI JTJabopaTopun (LieHTpa) MPUHIIMIIAM HafjiexXallei
71a60paTOPHOII MMPAKTUKY TaKKe C yUYacTHeM YIIOJHOMOYEHHbIX ITPeICTaBUTe el 3assBUTES.

ITo nToram 3acenanus KoMuccuen O(bOpMJ'IHETCH 3aKJIK4YeHMe O pe3yjibTaTaX IIPOBeeHNS
Hpe,E[BapI/ITEJIbHOI‘/JI MHCIIeKI N B COOTBETCTBUM C d)OpMOf/I, YCTaHOBHEHHOVI OpraHOM MOHUTOPUMHTIA.

24. Oprad MOHMTOPMHIA Ha OCHOBAHMM 3aK/TIOUEHNSI KOMUCCUM B TeUeHMe 5 pabounx JHei co THS ero
MOCTYIIJIEHMS IPUHMMAET pellleHue:

a) 0 BO3MOXXHOCTM HaIpaBIeHMs 3asBUTEIEM 3asBJIEHMS O TPOXOKIEHUM ITOJTHO MHCTIIEKIUY B IeJISIX
MIPU3HAHMSI COOTBETCTBUS UCIIBITATEIbHOM JabopaTopuy (LieHTpa) MPMHIIMIIAM HaajiexKaliei
71a60paTOPHOII MTPAKTUKY - B CJTyUae OTCYTCTBUS BBISIBJIEHHBIX B X0 TIPOBeIeHMS ITpeIBapUTETbHOI
MHCIEKIMY HECOOTBETCTBUIA UCITBITATEIbHOJ JTabopaTopuy (LIeHTpa) MPUHIIMIIAM HaljIesKalle it
71a60pPaTOPHOI MPAKTUKY;

0) 0 HeOOXOAMMOCTH YCTPAHEHMS 3asIBUTE/IEM BbISIBJIEHHBIX B XOZle ITPOBeIeHMS IIpeBapUTETbHOM
MHCITEKIMY HECOOTBETCTBUI UCIThITATEIbHOV JabopaTopuy (IleHTpa) IPUHIMIIAM HaJjiesKalei
71a60paTOPHOI MPAKTUKY - TIPY HAJIMUMU BbISIBIEHHBIX HECOOTBETCTBUI MCIIBITATEIbHOT JIabopaToOpun
(LleHTpa) IPUHIMITIAM HaaJIeskalei 1ab0paTOpHO MPaAKTUKM.

25. YupeskneHue B TeueHMe 3 pabounx gHel co OHS MPUHSATHUS YKa3aHHOTO B ITyHKTe 24 HACTOSIINUX
[TpaBuy pelieHMs HAIIpaBJIsSIeT 3assBUTEITIO YBeIOMJIEHME O pe3y/IbTaTax IIPOBeAeHMs ITpeBapuUTeIbHOM
MHCHEKIIUA C TIPUIOKeHMEM KOITUY IPMKa3a OpraHa MOHUTOPUHTA.

26. CpoK ycTpaHeHMs BbISIBJIEHHBIX B X0[le IIpOBeeHus [IpeiBapuTelIbHOM MHCIIeKLVY HECOOTBETCTBUI
UCIIBITATeIbHO JJabopaTopuu (LieHTpa) MPUHIIUIIAM HajJlexkalei 1ab6opaTopHO MPaKTUKY He MOKET
IIpeBbINIATh 3 Mecsla CO JHS HAallpaBIeHMs 3asBUTEI0 YBeJOMJIEHNS O pe3yabTaTaxX IIpOBefeHys
TpeiBapUTeIbHOM MHCIIeKI M.

27. VBepomieHue 06 yCTpaHeHUM BbISIBIEHHBIX 10 pe3y/ibTaTaM MpoBeleHNs ITpeqBapuTeabHOI
MHCIIeKLIMY HEeCOOTBETCTBUI UCIIBITATENbHOI Tab0paToOpuM (LleHTpa) IPUHLMIIAM HaJIexaniei
nabopaTOpPHOIL MPAKTUKY, & TAKKe TOKYMEHTbI (CBeleHMsI), IO TBepsKAalolIye ycTpaHeH e TaKUX
HeCOOTBETCTBUIA, HAIIPABJISIIOTCS 3asiBUTEJIEM B YUpek[eHMe BMeCTe C 3asiBJIeHMeM O [IPOXOKAEeHUN
MOJIHOM MHCIEKIUU.

28. TlonHas MHCIIeKIMS ITPOBOAUTCS B 1eJISIX IPU3HAHMS COOTBETCTBUS UCIIBITATENbHOI J1abopaTopun
(LeHTpa) MpUHIMIIAM Hajjieskallei 1a60paTopHOI MPaKTUKY Ha OCHOBAHUM MPeICTaBI€HHOTO
3asBUTEJIeM 3as1BJIeHVS O IIPOXOKIEeHMM ITOJTHOM MHCIIEKUMY Y Pe3yIbTaTOB [IPOBEeHMS
IpeBapUTeIbHOM MHCIIeKI M.

29. 3asiBiieHMe O MPOXOXKIeHUY TTOJIHOM MHCIIeKIIUY (B IPOU3BOJIbHOM hopMe) IofaeTcs 3asiBUTE/IEM B
OpraH MOHUTOPMHTA B CPOK He TT034Hee 3 MecsLeB CO JHS HalpaBaeHNsI eMY YBeJOMJIEHUS O Pe3ylbTaTax
MIpOBeleHUs IIpeIBapUTe/IbHON MHCITeKLUMN.

K 3asBieHuio o IMPOXOXOEHUN MMOJTHOM MHCITEKLIUM NMpujaararoTcsa CBeaeHnAd 00 ormiate IIpOBEeOEeHM TIOJTHOM
MHCIIEKI N (KOHI/IH IJIaTEKHOTO }ZLOKYMEHT&).

B C/iydae HellpeaCTaB/IEHMS B OPpTaH MOHUTOPMHTA 3asBJI€HNUA O ITPOXOXIEHUN MMOJTHOM MHCIIEeKII N, a



TaKXe YBeJOMJIEHUS U JOKYMEHTOB, IPEeyCMOTPEHHBIX ITYHKTOM 27 HacTosuX [IpaBuii, B 3-MeCSYHbIN
CPOK CO OHS HallpaBjIeHUS 3asIBUTEII0 YBEIOMJIEHUS O Pe3yJibTaTax poBedeHus NpeaBapuTeIbHOI
MHCITeKIMU 3asIBUTETb 00S13aH MPOMTY MOBTOPHYIO MPeaBapUTEIbHYI0 MHCIIEKIUIO B COOTBETCTBUMU C
IMyHKTaMu 6 - 24 Hactosiiux [IpaBuit.

30. 3asiBUTENb OIJIAUMBAET IPOBEIEHME TTOJTHO MHCIIEKIIUN 10 TTOJaUM 3asIBJIEHUS O TIPOXOXKAEHUMN
MOJIHOJ MHCHEeKIMY B pa3Mepe, YCTaHOBJIEHHOM ITYHKTOM 97 HacTosmux [IpaBui.

B ciyyae HeoruiaThl 3asIBUTEIEM ITPOBeIeHNS TTOTHOM MHCIIEKLIUY YUpekeHe B TeueHne 3 paboumnx nHei
CO IHS perucTpauum 3asiBjIeHus O IIPOXOXKAEHUY ITI0JIHOM MHCIIeKLMM BO3BpalllaeT 3asiBJieHye
HalpaBMBIIEMY ero Juily 6e3 pacCMOTpeHMSI.

31. [TonHast MTHCIIEKLMS ITPOBOAMUTCS IO MECTY OCYIIIEeCTBIeHUS NesITeIbHOCTY UCIBITATE/IbHOM
nabopatopuu (LleHTpa) M0 BCeM afpecaMm 3asiBJIeHHbIX MeCT IMPOBeeHNsT HEKIMHNYeCKUX
(MOKMMHMYECKUX) JTAOOPAaTOPHBIX MCCIeNOBaHMI MHCIIEKIIMOHHO TPYIIIOi, TPOBOAMBIILIE
MpeaBapuUTEeIbHYI0 UHCIIEKIIUIO.

B ciiyyae HEBO3MOXKHOCTU (HaxXOXAeHye B OTITYCKe, Ha JIeUeHUM U 110 IPYIUM YBaKUTeIbHBIM IIPUUYMHAM)
y4acTys wieHa (4IeHOB) MHCIIeKMOHHOM I'PYIIIbl, IPOBOAMBIIETrO (IPOBOAMBIINX) IIPeBapUTEIbHYIO
MHCIIeKLIO, B IIPOBELeHUM TTOJTHOM MHCIIeKLIMY OPTaH MOHUTOPMHIA IPUHMMAaET pellieHye O 3aMeHe
YyjieHa (WIeHOB) MHCIIEKIMIOHHOM I'PYMIIbI.

WNudbopmaiius o IpUHSATOM OpraHOM MOHUTOPUHTA pellleHU! C PpWIoXKeHreM KOy MpuKasa opraHa
MOHMTODPVHIA HAalIPABJISIETCS YUPEXIeHVEeM 3asiBUTEIO.

[TosiHas MHCIEKLYS IPOBOLUTCS B CPOK, He IIPEeBLIIAININIA 3 MeCsLeB CO SHS IpueMa OT 3asiBUTeIs
3asIBJIEHMS O MPOXOKIEHUM IT0JTHOW MHCIIEKIUN.

32. I[lomHast MHCIIEKIMS OCYIEeCTBIISETCS B COOTBETCTBUM C IIPOTPAMMOI TTOTHOM MHCITEKIIUN,
yTBepsKJaeMO0ii OpraHOM MOHUTOPUHTA.

VBegomJ/ieHNe O CPOKax IMPOBeAeHMSI ITOJTHOM MHCIEKIMM U ITPOrpaMmMa IMOJTHOM MHCIIEKLVM HaIlPaBJISIOTCS
yupexxmeHneM 3asBUTEIO He MeHee ueM 3a 15 pabounx qHei 10 Havasia MpoBeIeHMs TOTHOM MHCIIEKIIVN.

33. [IporpamMmma 1mOJTHOM UHCIIEKIUU COJIePKUT:
a) LeJIM ¥ 06J1aCTY TIOJTHOM MHCITeKIINN;

0) mepeueHb pabOT, TPOBOAMMBIX B paMKax IMOTHOI MHCIEKI[UY, ¥ 00bEKTOB, MOJIBepraeMbIX MHCIIEKIUU
(opraHusaiys paboTbl UCIIBITATENbHOI JJabopaTopuy (LIeHTpa), TIepCOHal, TporpamMMa obecIieueHus
KayvecTBa, IIoMeleHus, 060pyaoBaHMe, MaTepMasibl, peareHThbl ¥ 00pa3ilbl, MHGOPMALIIOHHbBIE CHCTEMBI,
busmueckmne 1 XMMMUIECKIE TECT-CUCTEMBI, OMOJIOTUYECKIME TECT-CUCTEMBI, B TOM UMCJIe UX 00CTy;KMBaHME,
pasMelleHne 1 Coep>kaHye, UCIbITyeMble (TeCTUpPyeMble) U CTaHAAPTHbBIE BellleCTBa, CTaHAaPTHbIE
orepalOHHbIe MMPOLEeAYPbI, MPOLIECC TTPOBEAEHUS UCCIeA0BaHM I, OTYETHOCTD O pe3yJibTaTax
UCCIeN0BaHus, YCIOBUS U TIEPUOL, XpaHEeHUS 3a1ucein);

B) IlepeueHb JOKYMEHTOB, KOTOpbIe TPeOyITCs AJ1s1 IPOBeleHNsI TTOIHOV MHCIIeKI[UY, B TOM 4Mc/ie
nepeyeHb JOKYMEHTOB ¥ 00pa31ioB (00beKTOB), KOTOPbIe TPEOYIOTCS /ISl ayAUTa HeKIMHUIECKUX
(DOKIMHMYECKUX) TaOOPaTOPHBIX MCCIeA0BaHUIt, KOTOPOMY IMOJJjIeXxaT TeKyiiyue (Ipy Haauumn) u
3aBeplleHHble HEKIMHMUeCKIe (JOKIMHMYeCKNe) 1abopaTopHble MCCaeq0BaHMs, IPOBeleHHbIe 3a 2-
JIeTHUI IIepUoJ, O SHS NIOAAUM 3asiBJIEHNS O IIPOXOXKAeHUM ITI0JTHOM MHCIIeKLIVNK;

I) TIOMeIeHMs UCITBITaTe/bHOM JabopaTopun (IeHTpa), KOTOpbie OYIyT MOABEPTHYTHI MHCITEKIV.

34. IToaHAast MHCIIEKIVS 10 MECTY OCYIIeCTBIEHMS NesITe/IbHOCTY MCITBITATeIbHO JJabopaTopuu (1IeHTpa)
HAUMHAETCs C O3HAKOMJIEHMS YIIOJITHOMOYEHHBIX IIpeiCTaBUTeIel 3aaBUTeS C Le/IsIMI, 3ala4aMu,
rpegMeToM, CPOKaMU U YCIOBUSIMU ee IIpOBeJeHMs], COCTaBOM MHCIIEKIMMOHHOV I'PYIIIbI ¥ ITOTHOMOYUSIMU
ee YJIeHOB.



B xope nmpoBeeHMs MIOTHOV MHCIIEKIIUY ayOUTY HEKJIMHMUUECKOTO (JOKIMHMNYECKOT0) JIabopaTOPHOTO
MCC/Ief0BaHM TOJIeXaT TeKylue (Ipy HAIMYMM) U 3aBepIlIeHHble HEKJIMHUYeCKMe (JOKIMHUYECKIE)
7abopaTopHbIe UCCIeq0BaHNsl, BBITIOJIHEHHbIE B COOTBETCTBUM C IPUHIIMIIAMM HaJIjIeskaleii JabopaTopHOii
MPaKTUKY 3a 2-JIETHUI TTIepUOJ, 10 AHS MOAAUM 3asIBJIEHUS O MIPOXOKIEeHUM MOJTHO! MHCIIEKIUN.

AyIuUT HEKIMHUYECKOTO (JOKIVMHMYECKOT0) Ta60paTOPHOTO MCC/IeOBAHNS TTIPOBOUTCS JJIs OTIpee/IeHUSs
KauecTBa M [[e0CTHOCTY TOYyIeHHBIX JAHHBIX C IIeJIbI0 BOCCTAHOBJIEHMS X0/ MCC/IeOBAHMI 38 CUeT
CpaBHEHMS OTUeTa C [JIAHOM MTPOBeJeHMs UCCAeL0BaHMI, COOTBETCTBYIOUIMX CTaHJAPTHBIM
oTiepalMOHHbBIM IMPOIeAypaM, MUCXOAHBIM JAaHHBIM U IPYTUMM apXMBHBIM MaTepuaiaMm.

[To 3ampocy MHCIIEKIIMOHHOI TPYIIIbI 3asIBUTEJb 00s13aH MPeICTaBUTh HEOOXOAMMYIO TOKYMEeHTAIMIO U
MH(pOPMAaII0, KOTOPbIe OTHOCSITCS K PeAMETY U LIe/IsIM MOJHOV MHCIIeKLIUY U TTOATBEePKAA0T
COOTBETCTBME UCIBITATEIbHOI Tab0paTOpuM (1eHTpa) MPUHLMIIAM HaJJIeXkalei 1abopaTopHOi MPaKTUKMY,
a Takke 00ecrevyuTh JOCTYI WieHOB MHCIEKI[MOHHO IPYIIIbl Ha TEPPUTOPUIO, B UCTIO/Ib3yeMble TTPU
OCYLIeCTBJIEHUM IesITeJIbHOCTY 3JaHUS, COOPYKeHMs, [IOMelleHNs], K MCII0JIb3yeMbIM 3asiBUTeIeM
0060pyI0BaHUIO, TECT-CUCTEMAM, BellleCTBaM M MaTepuaiaMm.

35. I[o pe3yabTaTaM MpoBeAeHMsI TTOTHOM MHCIIeKIMM MHCIIeKI[MOHHO TPYTIIOi COCTAB/ISIETCS OTUET O
pe3ybTaTax IIPoBeIeHNs TIOJTHOM MHCIIeKLMM, COepsKalMii Ceayloe CBeIeHM s :

a) JaTa, BpeMsl M MeCTO COCTaBJIeHMSI OTUeTa;
6) bamwminm, MMeHa ¥ 0TYeCTBa (IIPY HAIMUMM) MHCIIEKTOPOB;
B) HAaMeHOBaHMe I0PUAMUECKOTO JINIIA;

r) haMuans, UMsl, OTYECTBO (TIPY HAJTUUMU) U TOJIKHOCTD IIPeACTaBUTES IOpUANIECKOTO JIUIIa,
MPUCYTCTBOBABIIETO IIPY MPOBEIEHNY TTOJHOI MHCITEKIIN;

1) aTa, BpeMsi ¥ MeCTO (MeCTa) IPOoBeAeHMSI TTOTHOM MHCIEKINNA;

€) oImMcaHMe UCIIbITaTe/IbHO JJabopaTopuM (LIEHTPA), KATETOPUM TECTUPYEMbBIX 0ObEKTOB U ITPOBOAMMBIX
MCIIBITaHMIA, a Takke MHDOpMAaLMS O pa3MelleHUM UCTIbITaTeIbHO labopaTopuu (1leHTpa) 1 IepcoHae;

X) MHMOpMAaIys O pe3ysbTaTax IMpoBedeHNs TIOJTHOM MHCIIEKIMMA 10 CIeAYIOMUM pPa3/iesiaM:
opraHu3auyst paboThl UCIIBITATEILHOI JIabopaTopuM (LIEHTpPA);

TepcoHa;

mporpamMma obecrieueHus KauecTBa;

TTOMeIlleHMS

060pyIoBaHMe, MaTepuasibl, peareHThbl M 00pas3Ibl;

MH(pOpMaIMOHHbIE CYCTEMBI;

(busnyeckme M XMMUYECKIE TECT-CUCTEMBI;

6MOI0TYeCcKMe TeCT-CUCTEMBI, B TOM UMCJIe UX OOCTYKMBaHMe, pa3MelleHe U ColepskaHue;
MCITBITyeMbI€ (TEeCTUPYEMbIE) U CTaHAAPTHbBIE BEIECTBA;

CTaHZAPTHBIE OTNepalIOHHbIE ITPOLIETYPHI;

MIPOBe/IEHME VCCIIeTOBAHMS,

OTUETHOCTD O Pe3y/lbTaTax UCC/IeIOBaHNS,

YCIIOBMS U TIEPpUOL XPAHEHNA 3armce1‘/1;



3) IIepeueHb BbISIBJIEHHBIX 10 pe3y/IbTaTaM IpOBeAeHMSI TTOTHOM MHCIIeKLM HECOOTBETCTBUI
MCITBITaTeIbHOI TabopaTopum (LieHTpa) MPUHLIMIIAM Hajjieskaleii J1abopaTopHOIi MPaKTUKMA.

36. K oTuety 0 pe3ynbTaTax MpoBeeHMs MOJHO MHCIIEKI[MY B C/TyYae BbISIBJIEHUSI HECOOTBETCTBUI
MCITBITaTeIbHOI TabopaTopum (LieHTpa) MPUHIIMIIAM Hajjleskaleii 1abopaTOpHO MPAKTUKY PUIATal0TCS
JIUCT HECOOTBETCTBMUIA, KOIIMM JOKYMEHTOB, ITOATBEPXKIAIIINX Ha/IMUMe BbISIBIEHHBIX HECOOTBETCTBUIA,
KOITMM MHBIX JOKYMEHTOB, MCII0JIb30BAHHBIX ITPM €r0 COCTaBJIeHUM (IIPY HAJIMUMM), a TAKKe CBeeHus 06
03HAKOMJIEHUM MJIM OTKa3e B 03HaKOMJIEHUM C JIMCTOM HECOOTBETCTBUI IIPeICTaBUTES 3asIBUTEIS.

37. OT4eT 0 pe3yabTaTax IMPOBeeHMS MOTHOM MHCIIEKIMM ITOAIIMChIBAETCS BCEMU YJIeHaMU
MHCIEKI[MOHHO TPYIINbI, YTBEPKAAETCS ee pyKOBOAMTENIeM U B TeueHue 5 paboumnx mHe co gHS
OKOHYAHMS MOJHOM MHCIIEKUNY [IPECTaBSIETCS (HAllpaBJIsieTcs) ¢ IPUIOXKEHUSIMU (TIPU HAJIUUNA) B
yupexxaeHye 1 UCIbITaTeIbHYIO 1a60paTopuio (LIEHTD).

VupeskaeHue obecrieunBaeT pacCMOTPeHMe Ha 3aceJaHNM KOMUCCUM OTUeTa O pe3y/IbTaTax MpoBeleHus
TIOJIHOV MHCIIEKLIMY C yYaCTUEM UIeHOB MHCIIEKLMOHHOM I'PYIIBI, @ IPU HAJIMYUU BBISIBIEHHbBIX
HECOOTBETCTBMIA UCITBITATEIbHOI JTabopaTopuu (IIeHTPa) MPUHIIUIIAM HaJjIeskalei 1abopaTopHOit
MPaKTUKHU TAKKe C y9aCTMUeM YIIOJTHOMOUYEHHBIX ITpeJiCTaBUTelel 3asiBUTes.

I[To uToram 3acemaHust Komuccuei opopmIsieTcsl 3aK/II0UeHe 0 pe3y/abTaTax MOJTHOV MHCITEKIIUY B
COOTBETCTBMM C (DOPMOJi, YCTAHOBJIEHHOJ OPTaHOM MOHMTOPMHTA.

38. OpraH MOHMTOPMHIA Ha OCHOBAHMM 3aK/II0UEHMSI KOMUCCUM B TeUueHMe 5 paboumx JHeii co THS ero
MOCTYIIJIEHUS] IPUHMUMAET pelleHune:

a) 0 MPUCBOEHMM UCIIBITATEIbHOI JabopaTopuy (LIEHTPY) CTaTyCca COOTBETCTBUS MIPUHIIMIIAM HaJjieKaliei
71a60paTOPHO MPAKTUKH,

0) 0 HeOOXOAMMOCTH YCTPAHEHMS BbISIBJIEHHBIX B XO/I€ ITPOBEIeHNSI TIOJIHO MHCITEKIIMM HeCOOTBETCTBUIA
MCIIBITATEIbHO JJabopaTopuy (LleHTpa) MPUHIIUIIAM Hajjieskalleii 1ab0paTOPHO MPaKTUKMA.

39. YupesknmeHue B TeueHMe 3 paboumx JHeN co JHS MPUHSATHSI YKa3aHHOTO B ITyHKTe 38 HACTOSIIUX
[IpaBui pellieH)s HalIpaBJsieT 3asBUTENI0 YBeJOM/IEHNe O pe3y/lIbTaTax [IPOBeLeHys I0JTHOM MHCIIeKLUHA C
IIPWIOKeHMeM KOIMUM IIpUKa3a OpraHa MOHUTOPMHTIA.

40. B ciryyae mpMHSTUS OPraHOM MOHUTOPMHTA pellieHMs] 0 HE0OXOIMMOCTY YCTPAHEHMS BbISIBIEHHBIX B
X0Jle TIpOoBeleHNsI TIOJIHOM MHCIIeKIMY HeCOOTBETCTBUI UCIIbITATe/IbHO JIabopaTopuu (1eHTpa)
MIPUHIIUIIAM HaJjiexkale 1abopaTopHOi MPaKTUKM 3asIBUTENTb 00sI3aH B TeUeHMe 3 MeCsIeB CO THS
HaIpaBJIeHUS eMY YBeIOMJIEHMSI O HEOOXOIMMOCTH YCTPAHEHMSI BbISIBJIEHHBIX B XO/I€ ITPOBEIeHMS ITOJTHOIA
MHCITeKIMY HECOOTBETCTBUI UCIThITATEIbHOV JabopaTopun (IleHTpa) MPUHLIMITIAM HaJjesKalei
71a60paTOPHOI MPAKTUKY YCTPAHUTD BbISIBJIEHHbIE HECOOTBETCTBYS M HAIIPaBUTh B YUpeXIeHle
yBeZoMJIeHMe 00 MX YCTpaHEeHUY C IPWIOKeHeM JOKYMEHTOB (CBeAeHMit), MOATBEPKAAIOIINX YCTpaHEHe
TaK/X HECOOTBETCTBUIA.

41. B ciryuae HelpeicTaB/IeHUs 3asBUTeeM yBeJOM/IeHMS 00 yCTpaHeHU! BbISIBIEHHBIX 10 pe3y/bTaTam
MPOBeAEeHMS TTOTHOM MHCIIEKIMY HeCOOTBETCTBUI UCIIBITATeNbHOI JIabopaTopuu (IIeHTpa) MPUHITATIAM
HaJIekanielt 1abopaTopHOI MPAKTUKM B TeUeHMe 3 MeCsIeB CO JHS HAIPaBIeHUs eMy YBeIOMIEHMS O
HEOOXOAMMOCTY YCTPaHeHMsI BbISIBJIEHHBIX B X0 e TTPOBeIeHNMsI TIOJIHOV MHCIIeKIIMM HeCOOTBETCTBUI
UCIIBITaTeIbHO JabopaTopuu (LieHTpa) MPUHIIMIIAM Hajjiexalel 1a60paTopHOi MPakTUKU OpraH
MOHUTOPUHTA MTPUHMMAET pellleHre 06 0TKa3e B IPUCBOEHUM UCIIBITATE/IbHO JIabopaTopun (LIeHTPY)
cTaTyca COOTBETCTBMS MTPUHIIMIIAM HaJJIeXXalleii 1abopaTOPHON MPaKTUKMA.

VupexeHue B TeueHue 3 THel CO AHS MPUHATUS YKa3aHHOTO pelleHMs] HallpaBJsieT 3asiBUTEeNI0
yBefoMmieHe 00 OTKa3e B MPUCBOEHUY UCIIBITATEIbHO JabopaTopum (IIeHTPYy) CTaTyca COOTBETCTBUS
MpMHIUIIAM HaJjiexkalleit 1abopaTopHOi MPaKTUKM C TPUIOKeHeM KoMK MpuKa3a opraHa
MOHUTOPMHTA.



42. TIpu mioiyueH Uy OT 3asIBUTEJISI yBeIOMJIeHMsI 00 YCTpaHeHMM HECOOTBETCTBUI UCITbITATEIbHOM
nabopatopuu (LleHTpa) IPUHIMIIAM Hajieskalei 1abopaTOpHO MPAKTUKY B TeUEHMe 3 MeCsIeB CO THS
MTOJTyYeHMSI TAKOTO YBEIOMJIEHUST MHCIIeKIIMOHHOJ IPYIIIOi ITPOBOIUTCS ITPOBEPKA MPeACTaBIeHHbIX
3asIBUTEJIeM JOKYMEHTOB (CBeJIeHMi1), TOATBePKIAIIINX YCTPaHeHe BhISIBIEHHBIX 110 pe3y/IbTaTaM
TpOBeIe HSI TIOJTHOM MHCITeKIIMY HeCOOTBETCTBMI UCIIBITaTe/IbHOI JabopaTopuu (1eHTpa) MPUHLIUIIAM
HaJIexkanieit JJabopaTopHOIi MPaKTUKK, B TOM YMC/Ie TP HeOOXOAMMOCTY ITPOBepKa M0 MeCTy
OCYILeCTBJIEHUS AeSTeJIbHOCTYU UCIIBITaTeIbHO TabopaTopum (1eHTpa).

43. Tlo pesy/ibTaTaM MPOBEPKM YCTPAaHEHMSI UCTIBITATE/IbHOI JJabopaTopueit (IIeHTPOM) BbISIBJIEHHBIX 10
pesysibTaTaM IpOBeAeHMsI TIOJTHOM MHCIIEeKI[MM HeCOOTBETCTBUII MPUHIMIIAM HaJjIeskaleii 1abopaTopHOi
MPAKTUKU MHCIIEKLIMOHHO TPYIIIION COCTABIISIETCS OTYeT O pe3ysbTaTax IPOBePKM, B KOTOPOM
YKa3bIBaIOTCS:

a) 1ara, BpeMs ¥ MeCTO COCTaBJIeHUs OTUeTa;
0) bamMuaIMM, UMeHa ¥ oTUecTBa (MPY HAJIMUMM) MHCIIEKTOPOB;
B) HAMMEHOBaHMe IOPULNYECKOrO JINLIA;

r) baMmuaus, UM, OTYECTBO (TIPU HAJMUYMUU) U TOJIKHOCTD IIpeACTaBUTEs IOpUANIECKOTO JIUla,
MIPUCYTCTBOBABIIErO MIPU OCYLIECTBJIEHUN IPOBEPKM (B C/Iyyae MpOBeaeHMs IPOBEPKU 10 MECTY
OCYILeCTBJIEHUS AeSTeIbHOCTY UCITBITaTeIbHO TabopaTopum (1eHTpa);

I) maTa, BpeMsi ¥ MeCTO (MeCTa) OCYyIIeCTBIeHUs IIPOBEPKM;

e) 3aK/IoUeHne 06 ycTpaHeHUy (HeyCTPaHEHNM) UCIIBITATe/IbHO JabopaTopueii (IIeHTPOM)
HECOOTBETCTBUIT IPUHIIUIIAM HaJJIekalleil 1ab0paTOpHO MPaKTUKY;

K) He3HAUMTEeIbHbIE HECOOTBETCTBMS MUCITBITATEbHOI JIabopaTopuy (LIeHTpa) MPUHIMITAM HafJIeskalei
71a60paTOPHOI MPAKTUKY (TIPU HATUYUN).

44. OTueT 0 pe3yJbTaTax IMPOBEPKU YCTPAHEHMS UCIIBITATEILHOM JIabopaTopuein (LeHTPOM)
HECOOTBETCTBMIT IPUHIIMUIIAM HaJijieskalei 1ab0paTOpHO MPaKTUKY MOAIIMChIBAETCSI BCEMM WieHaMu
MHCIEKIIMOHHO TPYIIbI, YTBEPKAAETCS ee pyKOBOAMTENIEM U B TeUeHMe 5 paboumnx mHel co gHS
OKOHYaHMS YKa3aHHOJ ITPOBEPKY MMPeACTaBISIeTCS (HalpaB/sIeTcsl) B yUpekaeHne U UCTIbITaTeIbHYI0
nabopaTopuio (LIEHTP).

VupekmeHue obecrieuBaeT paCCMOTpPeHMe OTYETa O pe3ysibTaTax MPOBEPKY YCTPaHEHMS UCITbITATEIbHO
nabopaTtopueii (IleHTPOM) HECOOTBETCTBUI MPMHIMITAM HaZIexkalei 1abopaTopHO MPaKTUKM Ha
3aceaHMUM KOMUCCUM C YUYACTUEM WIEHOB MHCIIEKLIMIOHHO IPYIIIIBI U YIIOTHOMOYEHHBIX TIpeICTaBUTeIeNn
3asiBUTEJIS.

[To utToram 3aceganusi Komuccuei opopmisieTcs 3aKa0YeHe 0 pe3yabTaTax MIPOBePKM YCTpaHeH S
MCIIBITaTeIbHOI JTabopaTopueit (LIeHTPOM) HeCOOTBETCTBMI MPUHIIMIIAM HaJijIeskaleil 1abopaTopHOif
MPAKTUKM B COOTBETCTBUM C (OPMOIA, YCTAHOBJIEHHOI OPraHOM MOHUTOPMHTA.

45. OpraH MOHMTOPMHIAa HAa OCHOBaAHMM 3aKJIIOUYEHNA KOMUCCUUM IIPMHMMAET pelieHmne:

a) 0 IIPMCBOEHMM UCIIBITATE/IbHO JJabopaTopum (IIEHTPY) CTAaTyca COOTBETCTBUSI IPUHIUIIAM HaIjIeXKallei
71a60paTOPHOII MPAKTUKY - B C/TyUae OTCYTCTBYS BBISIBIEHHBIX B X0OZe TTPOBeIeHMs IIPOBEPKU
HECOOTBETCTBUI MCIIBITATeIbHOI TabopaTopuu (IleHTpa) MpUHLMIIAM HaJjiexkaliei 1abopaTopHOii
MIPAKTUKY UV BbISIBJIEHWSI HE3HAUMTETbHBIX HECOOTBETCTBMUIA UCITBITATENbHO JJabopaTopuu (LIeHTPa)
MIpMHIIUIIAM HaJjiexkaliei 1abopaTopHOi MPaKTUKH;

6) 06 0TKa3e B IPUCBOEHUM UCITBITATENbHOI JIAGOpaTOpuM (IIEHTPY) CTATyCa COOTBETCTBUS MIPUHIUIIAM
HaJIexalel 1abopaTopHOI MPAKTUKM - B C/Tydae HEYCTPAHEHUST KpUTUUECKUX U 3HAUUTETbHBIX
HECOOTBETCTBMI UCIIBITAaTe/IbHOI JlabopaTopuu (1leHTpa) MpUHLMIIAM HaJJexailel 1abopaTopHOii
MPaKTUKMA.



46. B TeueHne 3 pabounx qHeN CO AHS MIPUHSATHS pelieHNs O IPUCBOEHNUY UCTIBITaTeIbHO JIabopaTopun
(LIeHTPY) cTaTyca COOTBETCTBUS IIPUHIIUIIAM HaJIjIeXXalleii 1abopaTOPHOI MPAKTUKY yUpeXIeHne
opraHm3yeT BHeCeHMe CBeIeHMIT 06 UCTIbITATeTbHOM JJabopaTopuu (LIEHTPE) B PEECTP UCIIBITATETbHbIX
nabopaTopuii (IeHTPOB), COOTBETCTBYIONIMX IMIPUHIIMITAM HaJjIesKalllei J1abopaTOPHOI TPaKTUKM (Hajiee -
peecTp), ¥ HampaBJIsIeT 3asBUTEJII0 YBeAOM/IEHNE O IIPUCBOEHUY UCTIBITATeIbHO JIabopaTopuu (LIeHTPY)
cTaTyca COOTBETCTBMS ITPUHIIMIIAM HaJJIeXalleii 1ab0paTOPHOI MPAKTUKU C IPUIOXKEeHEM KO
MpyuKasa opraHa MOHUTOPUHIA U [IepeyH BbISIBJIeHHbIX HE3HAUMUTE/IbHbIX HECOOTBETCTBU
MCIIBITATEIbHO JJabopaTopuy (LleHTpa) MPUHIIUIIAM Hajjieskalleii 1ab0paTOpHO MPakKTUKY (TTPU
HaJIMUNIA), TIOJIeKALIUX YCTPAHEHMIO 1,0 TIPOBEeHMS OLLEHKM COOTBETCTBYSI.

47. B peecTp BHOCATCS CBeJleHUsI 06 006/1aCTV HEKJIMHUYECKUX (TOKIMHUYECKMX) UCCIeq0BaHMIA,
MIPOBOJMMBIX MCIIBITATENbHOI Tab0paTopueit (LLleHTPOM) B COOTBETCTBUM C MIPUHIIMIIAMY Hajjieskalei
nabopaTOpPHOIL MPAKTUKY, & UMEHHO:

a) GU3UKO-XMMUUECKME VUCITBITAHUS;

6) MccaemoBaHUs TOKCUYHOCTH;

B) UCC/IeA0BaHNS MyTare HHOCTM ;

I') 5KOJIOTUMYEeCKMe UCC/Ied0BaHMsI TOKCMYHOCTY Ha BOJHBIX ¥ Ha3€ MHBIX OpraHmM3Max;

Il) ccJIeqOBaHMsI TTIOBeIeHMS 00beKTa MCCIeq0BaHMsI B BOIe, ITIOUBE M BO3AyXe, OM0aKKYMYJISIIIAN;
€) UCcaen0BaHms OCTaTKOB;

3K) MCCIeIOBaHUS BAUSIHMSI Ha Me30KOCMbI ¥ IIPUPOIHbIE SKOCUCTEMBI;

3) XMUMUKO-aHaJIUTUUECKME Y XMMUKO-KJIMHUYECKIE UCTIbITAaHNS;

W) Opyrue UccienoBaHms.

48. IMopsimok ¢hopMUpPOBaHMS U BeJleHUSI peecTpa yCTaHaBIMBaeTcsi MUHMCTEPCTBOM 3KOHOMMUUECKOTO
pasButus Poccuiickoit ®enmepannm.

49. 3asiBUTEJIb BIIpaBe 00PATUTHCS B YUPEKIEHME C 3asIBJIEHMEM O BblJaue JOKYMEHTA, ITOATBEPKIAI0IIEro
(akT BHECEHMSI CBEeJIeHMI1 O IIPMCBOEHMM UCIIBITATEIbHOM JabopaTopuy (LIEHTPY) CTAaTyCa COOTBETCTBUS
MIpUMHIIUIIAM HaJjiexkalliei 1abopaTopHOi MPakTUKM (B TPOU3BOIbHOM (hopMe) B peecTp.

50. lokyMeHT, ITOATBePsK Ao (aKT BHECEHMS CBeIeHMIA O TPUCBOEHMM UCTIBITAaTeIbHO JJabopaTopum
(LeHTpy) cTaTyca COOTBETCTBMS IMIPUHIIUIIAM HaJjIeskalleli 1abopaTOPHO MPaKTUKY B PEeCTp, BbITAETCS
yupeskaeHueM B TeueHme 10 pabounx mHeN O AHS MOTyUYeHMs 3asiBJIEHNSI O BbIjaue TaKOTro JOKYMEHTa.

51. B ciyyae mpuHSITUS pellleHMsI 00 OTKa3e B IMIPUCBOEHMY UCTIBITATe/IbHOI JJabopaTopun (IIeHTPY) cTaTyca
COOTBETCTBMS MIPUHLIMITAM HaJieskalieii JabopaTOpHOI MPaKTUKY yUpeskIeHe B TeueHue 3 pabounx mHeit
IOCJIe IIPUHSTUS TAKOTO pPelleHMs YBeIOMJISIeT 3asiBUTESI 06 OTKase B IMPUCBOEHNUY UCIIBITATEIbHOT
nabopatopuu (LIeHTPY) CTaTyca COOTBETCTBUS MIPUHIIMIIAM Hafjiekalei 1abopaTopHOI MPaKTUKMA C
MIPUIOKEeHMEM KOIMM TITPUKasa OpraHa MOHUTOPMHIA U YKa3aHMeM IPUYNMH OTKa3a.

52. Pemenus, gevictBus (6e3meiicTBME) OpraHa MOHUTOPUHTA, YIPEKAEHUS U UX AOJIKHOCTHBIX JIVI] TIPU
OCYIIleCTBI€HUY TIPU3HAHUS COOTBETCTBUS UCIIBITATEIbHbIX JJabopaTopuit (LleHTPOB) MPUHIIUIIAM
HaJjiexxale 1abopaTopHOI MPaKTUKM MOTYT ObITh 00kKaoBaHbl B CyLeOHOM IMOpsIJIKe, a TAKKe B
nocyne6HOM MOPSIAKE B COOTBETCTBUY C 3aKOHOAATETLCTBOM 00 OpraHu3aluy MpeioCTaBIeHUS
rOCyJapCTBEHHbIX ¥ MYHULIUITAbHBIX YCIIYT.

I11. ITopsimoK mpoBegeHUs OLIEHKM COOTBETCTBUS
UCIIBITATebHBIX JJA60paTOpMii (IIEHTPOB) MPUHIUIIAM HaAJIeKalein
71a60paTOPHOI MPAKTUKHU



53. WicibrTaTenbHas 1abopaTopust (LIeHTP) 06s13aHa IMTPOXOAUTD OLIEHKY COOTBETCTBUS ITPUHIIUIIAM
HaJIekalieit JJabopaTopHOIi MPaKTUKY He TI03IHee YeM uepe3 2 rofa co THS MPUCBOEHMS UCITbITaTeTbHOM
nabopatopuu (LIEHTPY) CTaTyca COOTBETCTBUS MIPUHIIMIIAM Hazjiexkaliei JJabopaToOpHOI MPaKTUKMA UITU
MIPOXOXKIEHMS MPeAbIayIeii OLeHKM COOTBETCTBMS UCIIBITATE/IbHOI TJabopaTopuu (IeHTpa) MPUHIUIIAM
HaJiekaliei 1abopaTopHOI MPaKTUKMA.

O1ieHKa COOTBETCTBUS UCIIBITATEIbHOV JabopaTopuu (LleHTpa) MPUHIIMIIAM HaJijieskalei 1abopaTopHOit
MPaKTUKM OCYILECTB/SIETCS IO pe3y/lIbTaTaM IIPOBeleHM S MHCIIEKIVN.

B 11e/151X TpoBeeHMs MHCIIeKIIMY 3asIBUTEJIb IT0faeT B OpraH MOHUTOPVHTIA 3asiBJIEHME O ITPOXOKAeHUN
OIIeHKM COOTBETCTBMSI TPUMHILIMITAM HaJjIeskalei 1ab0paTopHOi MPaKTUKY (B IPOMU3BOJIbHOI opMe).

54. B 3as1BJIeHMM O IIPOXOKIEHUY OLIEHKM COOTBETCTBMSI UCITBITATE/IbHO TabopaTopum (I[eHTPA)
MIpUHIIUIIAM HaJjiexkallei 1abopaTopHOi MPaKTUKM YKa3bIBAIOTCS:

a) HaMeHOBaHMe IPUANIYECKOro JIMIa, er0 MeCTOHAXOKAeHue, HoMep TejaedoHa 1 afgpec 3JIeKTPOHHOIA
TIOYTHI;

0) agpec (ampeca) MecTta (MeCT) OCYIIEeCTBIEHMS] HEKIMHUYECKUX (HOKIMHUYECKIX) J1TA60PaTOPHbIX
McCie0BaHMit, B TOM YKCIie PY He0OX0AMMOCTHU C YKa3aHMeM AOIOJHUTEbHOTO ajipeca (agpecoB) MecTa
(MecCT) OCYIIeCTBIeHNMST HEKIMHMYECKUX (TOKIMHNYECKMX) Tab0paTOPHbBIX UCCIeIOBAHMIA;

B) UAeHTUMUKAIMOHHBI/ HOMep HaJIOTOIIaTelbIyKa (py MpoBeAeHUM HeKIMHUYECKMUX
(MOKMMHMYECKUX) JTaOOPaTOPHBIX MCCIeq0BaHNI C UCII0/Ib30BaHMEM IIOIIAA0K MHOTO I0PUANIECKOTO
JIU1IA B 3asIBJIEHU M JOTIOJIHUTE/bHO YKa3bIBAETCS €ro UAeHTU(PMKALIMOHHbI HOMEP HaJIOTOIIaTe/bIINKA);

r) 0671aCTY HEKIMHUYECKUX (TOKIMHUYECKNUX) UCCIeA0BaHNIA, ITPOBOIMMBIX UCITBITATEIbHOM
naboparopueit (LIeHTPOM) B COOTBETCTBMM C IPUHIIMITAMM HaJJIeXKalleil 1abopaTOPHON MPaKTUKM, B TOM
yycyIe Mpy He0OXOAMMOCTY C YKa3aHMEM JTOMOTHUTEIbHbBIX 06/1aCTeil HEKIMHMYE CKUX (TOKIMHUIECKUX)
MccaeIoBaHUA.

55. K 3as1BJIeHUIO O ITPOXOKIEHUM OLIEHKY COOTBETCTBMUS UCITBITATE/IbHO TabopaTopum (IIeHTPa)
MIPUMHLIMIIAM HaJjiekalei 1abopaTopHOI MPAaKTUKY MPWIAraloTCsl CAeAyIoNye JOKYMEHThI:

a) JOKYMEHTHI (KOMM JOKYMEHTOB), IO TBEPKAAIOIINe COOTBETCTBIE UCIIBITATEbHOI JIabopaTopun
(LeHTpa) IpMHLMUIIAM Hajjexallei 1abopaToOpHOii MPakTUKY, B KOTOPbIE 3a IEPUOJ, C ITOC/IeJHel
MHCIIeKLIMY ObLI BHECEHbI U3MEHeHUs ;

6) CIIMCOK TeKYIIMX U 3aBeplIeHHbIX HEKIMHUYECKUX (TOKIMHUIECKMX) Tab0paTOPHBIX MCCIeJOBaHMi1 3a 2
rofa, npeJuIecTBOBaBIINE THIO 10a4M 3asIBJIEHUS;

B) IJIaHBI HEKJITMHNYECKUX (IOKIMHUNYECKMX) TAaO0PAaTOPHBIX MCCIEA0BAHMIA;

I') CITUCOK (CIMCKU) PYKOBOAMUTEIE HEKIMHNYECKUX (TOKIMHUYECKMX) JIAOOPATOPHBIX MCCAeIOBAHMIA U
CIIOHCOPOB, CBSI3aHHBIX C MOJJIEKAIIVMM ayIUTY HEKIMHUUECKUMU (TOKIMHUYECKMUMM) J1a60paTOPHBIMMU
UCC/IeN0BaHUSIMU;

1) cBeeHMsI 00 OoruIaTe MPOXOXKIEHMS OIIeHKY COOTBETCTBMS MCITBITATEIbHOI TabopaTopuy (LIeHTPa)
MIpMHIIUIIAM HaJjiexkallei 1abopaTopHOit MpakTUKY (KOTIMS TUIATEeKHOTO TOKYMEHTA);

€) OMUCh MpUIaraeMbix JOKYMeHTOB.

56. ITpu mpoBegeHNM OI[eHKM COOTBETCTBMS MCIIBITATE/IbHOI JJabopaTopuu (IeHTpa) MPUHLIUIIAM
HaJIjIekalneii JJabopaTopHOI MPaKTUKM 3asIBUTE/Ib OIUIAYMBAET IIPOBeIeH e MHCIIEKIIUM IO TT0Iaun
3asIBJIEHMSI O TIPOXOXKIEHMM OLIEHKM COOTBETCTBMSI MCIIBITaTeIbHOI JJabopaTopuu (LIeHTpa) MPUHIMIIAM
HaJijiexkaleit 1abopaTopHOIi MPaKTUKMU B pa3Mepe, YCTaHOBJIEHHOM ITyHKTOM 98 HacTosmux [TpaBui.

57. B paMKax pacCMOTpEeHMS 3asIBJIEHMSI O TIPOXOKIEHNY OILIEHKY COOTBETCTBUS MCIIBITATEIbHO
nabopatopuu (LleHTpa) IPUHIIMIIAM Hajieskalei 1ab60paToOpHO MPaKTUKY YUpEXIeHMe OCYIeCTBIsIeT



MpOBepKy (dhaKTa HAIMUMS CBeJleHMit 0 3asBuUTele B EqMHOM rocygapcTBeHHOM peecTpe 0pUIMIeCKUX JINII,
B (pemepasibHOM OpraHe MCIOJHUTEIbHO BIACTH, OCYILECTBIISIONIEM rOCyJapCTBEHHYIO PEruCcTpalnio
IOpUANYECKUX JIUII, a TaKke MHDOpMaluu, oA TBepXKAaIei akT MOCTAaHOBKYM 3asiBUTEJIS HA YUeT B
HaJIOTOBOM OpraHe, - B egepaJbHOM OpraHe MCIIOJHUTEIbHO BIACTH, OCYIIECTBISIONeM (PYHKIMN 11O
KOHTPOJIIO ¥ HAZI30pY 3a COOJI0IeHeM 3aKoHoaTenbcTBa Poccuiickoit denepaiiyy o Hajorax 1 coopax.

B ciryyae oTCYTCTBUS CBeeHMIA 0 3asgBUTele B EMVMHOM rocy1apCTBEHHOM peecTpe I0pUaNUeCKNUX JIALL
yupeskaeHue B Teduenue 10 paboumx gHei co THS perucTpanny 3asiBlIeHus O ITPOXOXKIAEHUM OLIeHKU
COOTBETCTBUS UCIBITATEIbHOI JabopaTopuu (LIeHTpa) IPUHIIMIIAM HaJIeskalei 1abopaToOpHO MPaKTUKU
BO3BpalllaeT 3asiBjieHI e HaIPaBMBIIEMY ero JIUIy 6e3 pacCMOTpPEeHMSI.

CpencrBa, IOCTYNMBLIYME B OIUIATY [IPOBeIeHMSI MHCIIeKL MM B paMKaX IpOBeJleHsI OLeHKM COOTBETCTBUS
UCIIBITATeIbHO JJabopaTopuu (LieHTpa) MPUHIIMIIAM Hajiexkallei 1abopaTopHOil MPaKTUKY, MOJJIeXaT
BO3BpaTy 3asBMTEJII0 HA OCHOBAaHMM €r0 3asBJIeHMS.

58. B ciryuae eciu 3asiBjieHMe O IPOXOXKIEHMM OLLeHKM COOTBETCTBYSI UCIIbITaTeIbHO J1abopaTopun
(LleHTpa) IpUHIMIIAM Hajjiekallei 1a60paToOpHO MPaKTUKY He COOTBETCTBYET TPeOOBaHUSIM,
MpeayCcMOTPeHHbIM ITyHKTOM 54 Hactosiimx [IpaBui, M (M) JOKYMEHTbI, yKa3aHHbIe B ITyHKTe 55
HacTtosiyx IIpaBui, mpecTaB/ieHbl He B ITOJIHOM 00beMe, yupeXXieHue B TeueHue 3 pabounx JHei co qHS
MpMeMa TaKoTO 3asiBJIeHUsI HalpaBJIsieT 3asiBUTEI0 yBeIoMIeHe 0 He0OX0IMMOCTH ycTpaHeHus B 30-
IHEeBHbIV CPOK BbISIBJIEHHbBIX HaPYLIEHUIA.

B cnyyae HempecTaBiaeHus 3assBuTesieM B 30-THEBHbI CPOK HaZ IeXXaluMM 06pa3oM opopMIeHHOTO
3asIBJIEHMSI O TIPOXOKIEHMM OLIEHKY COOTBETCTBMSI UCIIBITATEIbHO TabopaTopuy (LIeHTpa) TPUHLIUIIAM
HaJiyiexkanieit 1abopaTopHOI MPaKTUKK U (UIU) TOKYMEHTOB, YKa3aHHBIX B ITyHKTe 55 HacTosmux [Ipasui,
OpraH MOHUTOPUHTA IPUHMMAeET pellleH)e O IPUOCTAHOBIEHUHM CTaTyCa COOTBETCTBUS MCIIbITATeIbHOM
nabopaTopuu (1leHTpa) IPUHIIMIIAM HaJiJIeXXaleii 1a60paTOPHOI MTPAKTUKMA.

VupexaeHue B TeueHue 3 pabounx AHei co IHS MPUHSITUSI YKa3aHHOTO pellleHNs OpraHu3yeT BHeCeHe
CBEJIEHM 1 O IIPMOCTAHOBJIEHMM CTaTyCa COOTBETCTBUS UCITBITATEIbHOI JTabopaTopuy (1IeHTPa) MPUHIIUIIAM
HaJjIekaleii JabopaTopHOI MPaKTUKY B PEeCTp U HAIIPaBJISIeT 3asIBUTEITI0 YBeIOMJIEHNE O PUHSITOM
OpraHOM MOHMUTOPMHIA PelleHNH) C IPUI0KeHeM KOIMY pyKa3a opraHa MOHMTOPMHTA.

59. O1ieHKa COOTBETCTBUS UCITBITATEbHBIX JIAO0PATOPMIi (IIEHTPOB) MPUHITAIIAM Hazjieskariei
71a60pPaTOPHOI MPAKTUKY IIPOBOAUTCS B hOpMe MHCITEKIIMM, OCYIIECTBIISIEMON MHCIIEKIMOHHOJ IPYIITON,
dbopmupyemoii B COOTBETCTBMM € HacTos UMy [IpaBmiamu.

60. B xo/ie poBeieHMsI MHCIIEKL MM ayIUTy HEKIMHNYECKOTO (JOKJIMHUYECKOTO0) 1abopaTOPHOTO
UCCieqOBaHMS MOAJIeXAT TeKyIIMe (TIPY HaJIMUMN) U 3aBepIIeHHbIe HEKJIMHMYECKMe (TOKIUHUYECKIE)
nmabopaTopHble UCCaeq0BaHMs, BBITIOJIHEHHbIE B COOTBETCTBUM C IPUHIIMIIAMM HaJjIekalei 1abopaTopHOii
MPaKTUKY 3a 2 rofia, NpelecTBOBaBIIMe JHIO [I0JauM 3asIBJI€HUS O IPOXOKAEHUM OLLleHKM COOTBETCTBUS
UCIIBITATeIbHO JJabopaTopuy (LieHTpa) MPUHIIMIIAM Hajjiekalei 1a60paTopHO MPaKTUKM.
VccnemoBaHus 1Sl ayiuTa OTOMPAIOTCS MHCIIEKIIMOHHONM I'PYIIITOJ C yUeTOM IOJIOKeHMIA ITyHKTa 34
Hactosuux [Ipasuii.

61. [IpoBeneHNe MHCIIEKIMM TIPU MPOBeIeHUY OIIeHKM COOTBETCTBMS UCIIbITATebHOI TabopaTopum
(LleHTpa) MPUHIIMIIAM HaJieskalei 1ab60paToOpHOM MPAKTUKY OCYILECTBISIETCSI B COOTBETCTBUM C
MOJIOKEHUSIMMU, TIPeAYCMOTPEHHBbIMU ITyHKTaMu 31 - 36 HacTosmux [IpaBuil.

OTuer 0 pesynbTaTax [IPOBeeHYs MHCIIeKI MY IIPU [IPOBeJeHUM OLIeHKM COOTBETCTBMUS UCIIbITATEeIbHOM
nabopaTopuu (IleHTpa) IPUHIMIIAM HaJjIexaleii JabopaTOpHOI MTPaKTUKM MTOAIMCHIBAETCS BCEMU
YJIeHaMM MHCIIeKIVIOHHO I'PYTIIIbI, YTBEPKAAETCS ee PyKOBOAUTEIEM U B TeueHue 5 pabounx JHeit co qHS
OKOHYaHMS MHCIIeKIUU [IpeCTaB/sIeTCs (HalpaBiasgeTcs) C MPUWIOKeHUIMU (TIPU HAIMUMN) B yUpeKaeHue
M VICTIBITATEJIbHYIO 1TA60PaTOPUIO (LIEHTD).

quemeHI/{e obecrneunBaeT pacCMOTpeHIe Ha 3aCedJaHNM KOMMUCCUM OTUETa O pe3yJjibTaTaX IIpOBedeHN I
MHCIIEKI A IIpU ITPOBEAECHMM OLEHKN COOTBETCTBUA UCITBITAaTEIbHOM na60paTopMM (HEHTpa) IIpMHONUIIaM



HaJjiexkanieit JJabopaTopHOI MPAKTUKM C YIaCTVMeM WIEHOB MHCIIEKIIMOHHO I'PYIIbI, a IPY HATUUUN
BbISIBJIEHHBIX HECOOTBETCTBUIA MCIIBITATENbHOI JTJabopaTopuu (LIeHTpa) MPUHIIUIIAM HajIexKalein
71a60paTOPHOII MMPAKTUKY TaKKe C yUYaCcTHeM YIIOJHOMOYEHHbIX ITPeICTaBUTe el 3assBUTES.

62. OpraH MOHMTOPMHIA HAa OCHOBAaHMM 3aK/IIOUYE€HUA KOMUCCUM IIPMHMMAET pelieHne:

a) 0 MOATBEPXKIEeHUN CTaTyCca COOTBETCTBUS UCIIbITATEIbHOI TabopaTopuy (LleHTpa) IPUHLUMUIIAM
HaJieskalei J1abopaTopHOI MPAKTUKM - B C/Tydae OTCYTCTBUSI BbISIBIEHHBIX B XOZe TIPOBeIeHNs TPOBEPKU
HECOOTBETCTBMUIA UCITBITATENbHOI JTabopaTopuu (IIeHTpa) MPUHITMIIAM HaJjieskalei 1abopaTopHOit
MPaKTUKM U BbISIBJIEHUSI He3HAUUTETbHBIX HECOOTBETCTBMUIA UCIIBITATE/NbHOI TabopaTopun (LieHTpa)
MPUHLIMIIAM HaJiexallei 1abopaTopHOi MPaKTUKY;

6) 0 MPMOCTAHOBJIEHUY IECTBUS CTATyCa COOTBETCTBUS UCITBITATEIbHO JJabopaTopuy (LIEHTPa)
MpUHIUIIAM HaJjiexkaliei 1abopaTopHOi MPAKTUKH - B CJIydae BbISIBIEHUSI KPUTUIECKMX HECOOTBETCTBUIA;

B) 0 HEOOXOAVMOCTY YCTPAHEHMS BhISIBJIEHHBIX 3HAUMTETbHBIX HECOOTBETCTBUIA UCITBITATETbHOM
nabopatopuu (LleHTpa) IPUHIIMIIAM HaJjieskalei 1a60paTOpHO MPaKTUKY - B CJTyyae BbISIBIEHUS
3HAUMTEIbHBIX HECOOTBETCTBUIA.

63. B cyiyyae mpuHSITUS pellleHNsI O TIOATBEPsKOeHMM CTaTyca COOTBETCTBMSI UCTIBITaTe/IbHOI JIabopaTopun
(LleHTpa) MPUHIMIIAM HajJieskalei 1ab0paTOpHO MPAKTUKY YUpeKIeHMe B TeueHue 3 pabounx aHel co
IHS TIPUHSITUS YKAa3aHHOTO pellleHNsI OpraHu3yeT BHeCeHMe CBeIeHMII O MOATBepKAeHMM CTaTyca
COOTBETCTBUSI UCITBITATEIbHOI JTabopaTopuy (LieHTpa) MPUHIIMIIAM Hajjieskalei 1abopaTopHOl MPaKTUKU
B peecTp ¥ HaIpaBJsieT 3asiBUTEJI0 yBelOMJIeHe O TIPUHSITOM OPTaHOM MOHUTOPUMHTA pellieHnH  C
TIPUJIOSKeHMEeM KOTIMM MIPMKa3a OpraHa MOHUTOPUHTA U TePeYHS BhISIBIEHHBIX HE3HAUUTETbHBIX
HECOOTBETCTBUIA UCIIBITATENbHOI JIabopaTopuu (IIeHTpa) MPUHIUIIAM HaZieskaliei 1abopaTopHOit
MPaKTUKA (TTPY HAIMUUM), TIOJJIEXKAIMX YCTPAHEHUIO 10 TTPOBeIEHMS OUepeTHO OI[eHKM COOTBETCTBMSI.

64. B cirydae NIpUHSATUS PellieHus O IPUOCTAHOBIEHUM JEeCTBUS CTaTyCca COOTBETCTBUS UCIIbITATEIbHOM
nmabopatopuu (LIeHTpa) IPUMHIMIIAM HajIeskaleil 1abopaTOPHO MPaKTUKY YUPEXKIeHe B TeueHue 3
paboumx mHeN CO THS MPUHSITUS YKAa3aHHOTO pelleHMs] OpTaHM3yeT BHeCeHMe CBeIeHMI O
MIPMOCTAHOBIEHUY CTaTyCa COOTBETCTBUSI UCIIbITATENbHO JabopaTOpuy (LIeHTpa) IPUHIIUTIAM
HaJjIekalieit JabopaTopHOI MPaKTUKY B PeeCcTp M HAIIpaBJISIeT 3asIBUTEITI0 YBeIOMJIEHNE O IPUHSITOM
OpraHOM MOHUTOPUHTA PelleHUN C IPUIoKEHUEeM KONMUM MPUKA3a OpraHa MOHUTOPUHTA U TIEpEeYHSs
BBISIBJIEHHBIX 110 pe3y/bTaTaM MHCIEKI WU IIPU ITPOBEIeHMM OLIeHKM COOTBETCTBUS UCITBITATEIbHOMN
nabopatopuu (LleHTpa) IPUHIMIIAM Hajjieskalei 1ab0paTOpHO MPAKTUKY KPUTUIECKUX HECOOTBETCTBUI
MCITBITaTeIbHO JTabopaTopum (LieHTpa) MPUHLIMIIAM Hajjieskalei JabopaTopHOii MPaKTUKMA.

65. B cyiyyae mpuHSITHS pellleHMsI 0 He0OXOAMMOCTY YCTpaHEeHMS BbISIBIEHHBIX 3HAUMUTEIbHbIX
HEeCOOTBETCTBUIA UCIIBITATEIbHO JIabopaTOpuM (LIeHTpa) MPUHIMIIAM HaaJIekalleii 1abopaTopHOit
MPAKTUKA YUPEKAEHME B TeueHre 3 pabounx qHel co THS MPUHSITUS YKa3aHHOTO pelleHs] HalpaBJsieT
3asIBUTEJII0 YBeJOMJIEHME O TIPUHSITOM OPTaHOM MOHUTOPUHTA PELIEHUN C IPUIOKEHEM KON MpuKasa
opraHa MOHUTOPUMHTA U ITIePeYHS BbISIBJIEHHBIX 10 pe3yJIbTaTaM MHCIIEKLUY IIPU TIPOBEIeHUN OLleHKMU
COOTBETCTBUS UCIIBITATENbHOI TabopaTopuu (LIeHTpa) IPUHIIMIIAM HaJIeskalei 1abopaTopHO TPaKTUKU
3HAUMTEJIbHBIX HECOOTBETCTBUIA MCITBITATE/IbHOI JJabopaTopuy (IeHTpa) MPUHIIUIIAM HaJjexXaliei
71a60paTOPHOI MPAKTUKMN.

66. 3asBUTEb 005I13aH YCTPAHUTD BBISIBJIEHHbIE B XOJI€ ITPOBEIeHMSI MHCITEKINM KPUTUUECKME UTU
3HAUMTE/IbHbIE HECOOTBETCTBMS UCIIBITATEIbHO JIabopaTopuu (1leHTpa) MPUHIIMIIAM HaJjiexkalei
71abopaTOPHOI MPAKTUKY B TeUeHMe 6 MeCsI1eB CO THSI HallpaBieHus yupeskaeHeM yBeJOMIeHNS B
COOTBETCTBUM C MyHKTaMM 64 wiu 65 HacTosmux [IpaBuil M HAIIPaBUTh B YUpeskIeHMe yBegoMeHe 06
YCTpPaHEeHU BbISIBJIEHHBIX T10 pe3yIbTaTaM NPOBeAeHNs MHCIEeKIIUK [IPU TIPOBEeIeHUM OlleHKHU
COOTBETCTBUSI UCIIBITATEIbHOI JJabopaTopuy (LleHTpa) MPUHIIMIIAM Hajijieskalei 1abopaTopHOl MPaKTUKU
KPUTUYECKUX UM 3HAUUTEbHBIX HECOOTBETCTBYI, a TAKKE TOKYMEHTHI (CBeIeHMSs), MOA TBEPKIaloIIe
yCTpaHeHMe TaKUX HECOOTBETCTBUIA.



67. [Ipu mpeAcTaB/ieHNM 3asiBUTEIEM YBeJOMJIEHMS 00 YCTpaHEHUM KPUTUUECKUX HECOOTBETCTBUI
MCITBITaTeIbHOI JabopaTopum (LieHTpa) MPUHILIMIIAM Hajjieskaleii 1abopaToOpHOI MPaKTUKA
MHCIEKIMOHHO TPYIIIO M0 MEeCTY OCYIIeCTBIEHMS NesITeIbHOCTY MUCIIBITaTeIbHOJ JIabopaTopum
(LleHTpa) IPOBOAMUTCS IIPOBEPKA YCTPaHEeHMST KPUTUUECKMX HECOOTBETCTBUIA UCITBITATEIbHOI JIa00paTopumn
(LeHTpa) IpUHIMIIAaM HajJiekalei 1abopaTopHO MPaKTUKY B CPOK He 6osiee 3 MecsIeB CO THS
MOCTYTJIEHUS TaKOTO YBEeIOMJIEHMSI.

[To pe3ynbTaTam yKa3aHHO ITPOBEPKY COCTABIISIETCS OTUET 00 YCTpaHeHUM (HeyCTpaHeHUM) KPUTUUECKUX
HECOOTBETCTBMI MCIIBITATe/IbHOI JTabopaTopuu (IleHTpa) MpUHLMIIAM HaJjiexalei 1abopaTopHOii
MPAKTUKU, KOTOPBIN MOATIMCHIBAETCS BCEMU WiI€HAMM MHCITEKIIMOHHO TPYIIIIbl, YTBEPXKIAETCS €€
PYKOBOJMTEEeM U B TeueHMe 5 pabounx AHei co THS OKOHUAHUS TIPOBEPKU MTPeICTaBIIsIeTCs
(HampaBJIsieTCs) B YUpeXIeHle U UCITbITaTeIbHYI0 JabopaTopuio (LIeHTP).

YupeskneHue obecrieurBaeT pacCMOTpeHMe OTUeTa 00 yCTpaHeHU Y (HEYCTpaHeHUM) KPUTUUECKIUX
HECOOTBETCTBUIA UCIIBITATEIbHO JJabopaTOpMM (LIeHTpa) MPUHIIMIIAM HajJIesKalleii 1abopaTopHOi
MPaKTUKU Ha 3aCefaHUM KOMUCCUY C YUACTUEM WIEHOB MHCIIEKIMIOHHO IPYIINbI Y YIIOTHOMOYEHHBIX
peacTaBuUTeNel 3asiBUTEI.

[To utoram 3acemanus Komuccueit opopmiiseTcs 3aK/I0ueHne 0 pe3ybTaTaxX IPOBEPKM YCTPaHEeHUS
KPUTUUECKUX HECOOTBETCTBUIA UCIIBITATENbHOI JJabopaTopum (LleHTpa) MPUHIMIIAM HaJjiesKalei
nmabopaTOPHOII MPAKTUKY B COOTBETCTBUM C (POPMOIL, YCTAHOBIEHHOI OPTaHOM MOHUTOPMHTA.

68. B ciryyae mpu3HaHMUS KOMUCCHEN KPUTUUIECKMUX HECOOTBETCTBUI UCITBITATEe/IbHOI TabopaTopum
(LeHTpa) MpUHIMIIAM Hajjiekallei 1a60paTopHOM MPaKTUKY YCTPAaHEHHBIMY OpraH MOHUTOPMHTA Ha
OCHOBAHUM 3aK/IIOUeHMS] KOMUCCUY TIPMHUMAET peliieHie 0 BO30OHOBIEHUM CTaTyCca COOTBETCTBUS
MCIIBITaTeIbHOM JTabopaTopuu (LieHTpa) MPUHLIMIIAM Hajjieskalei 1abopaTopHOi MPaKTUKMA.

VupexeHue B TeueHue 3 pabounx AHe co IHS IPUHSTUS YKa3aHHOTO pellleHNs OpraHu3yeT BHeCeHe
CBeZleHMIt 0 BO30OHOBJIEHUM CTATyCa COOTBETCTBMS UCIIBITATEIbHOI Tab0paTopuy (LleHTpa) MPUHLMUIIAM
HaJiekalei J1abopaTopHOI MPAKTUKM B PEECTp U HAIIPaBJISIET 3asIBUTEJII0 YBeJOMJIEHME O IIPUHSATOM
OpPraHOM MOHMTOPMHIA PelleHN ¢ IPUIOKEeHNEeM KoMUY IIPUKa3a OpraHa MOHUTOPUHTA.

69. B ciryyae HermosryueHMsI OT 3asiBUTEJS yBeJOMJIEHMSI 00 yCTpaHeHUY KPUTUUECKUX HECOOTBETCTBUI
UCIIBITATeIbHO JJabopaTopuu (LieHTpa) MPUHIIMIIAM Hajjlexkalei 1abopaTopHO MPaKTUKY B TeueHue 6
MecCsLeB CO AHS HalpaBJIeHNs yupexIeHeM yYBeJOM/IeHV I B COOTBETCTBUM C IYHKTOM 64 HaCTOSIIUX
[IpaBu1 opraH MOHUTOPMHTA IIPMHMMAET pellleHye O IpeKpalieHy CTaTyca COOTBETCTBUS
UCIIBITaTeIbHO JJabopaTopuu (LieHTpa) MPUHIIUIIAM Hajjlexkallel 1a60paTopHO MPakKTUKM.

70. B cyiyyae mpuHSITUS pellleHNs O TTpeKpalleHUI cTaTyca COOTBETCTBMS UCIbITATeNbHO TabopaTopum
(LleHTpa) MPUHIMIIAM HaaJIekalei 1abopaToOpHO MPAKTUKY YUpEeKIeHe B TeueHne 3 pabounx aHel o
IIHS TIPUHSTUS TaKOTO pelleHus] OpraHu3yeT BHECEHME CBeIEHMIT O TIpeKpalleHuN CTaTyca COOTBETCTBUS
MCIIBITaTeIbHOI JTabopaTopuy (LieHTpa) MPUHLIMIIAM Hajjieskaleii JabopaTopHOii MPaKTUKN B PeecTp U
HaIpasJiseT UCIIbITaTe/IbHO JJabopaTopuu (1IeHTPY) yBeJoM/IeHMe O IPUHATOM OpraHOM MOHUTOPUHTA
pelleHny C IPUIoKeHMEM KOMU TPUKa3a OpraHa MOHUTOPMHTA U YKa3aHWeM IIPUUYMH ITPeKpaleHus
craryca.

71. YBegomieHue 00 yCTpaHEHMM BbISIBIIEHHBIX 110 Pe3yJibTaTaM IpoBefeHMs] MHCIIeKIM 3HAUUTeTbHbIX
HECOOTBETCTBUIA UCIIBITATENbHOI JIabopaTopuu (IIeHTpa) MPUHIIUIIAM Hazieskaliei 1abopaTopHOit
MPAKTUKH, & TaAKKe JOKYMEHTHI (CBeIeHMs), TOATBEPKAal0lIe YCTPaHeHNe TakKX HeCOOTBEeTCTBUIA,
paccMaTpuBalOTCS MHCIIEKUMOHHOM Ipynnoii. Pe3ynpTaTel pacCMOTpPeHMS NOKIAIbIBAIOTCS HA 3acelaHNN
KoMuccun. B ciiydae eciiy 3HaUMTeIbHbIE HECOOTBETCTBUS IPU3HAHBI KOMMCCYEN HEYCTPaHEHHBIMMU, OPTaH
MOHUTOPUHTA 0OecrieurBaeT MPOBePKY MHCIIEKIIVIOHHO TPYIITION yCTpaHeHMS 3HAUUTeIbHBIX
HECOOTBETCTBMUIA UCITBITATENbHOI JTabopaTopuu (IIeHTpa) MPUHITUIIAM HaJjieskalleit 1abopaTopHOit
MIPAKTUKY 110 MeCTY OCYLIeCTBIeHMUS JesTelbHOCTY UCIIBITaTebHO 1abopaTopuu (LIeHTPa) B CPOK He
6omee 3 Mecs1eB CO JHS MOCTYIIJIEHUS] YKa3aHHOTO YBeIOMJIEHMSI.



[To pe3ynbTaTam yKa3aHHO¥ ITPOBEPKY COCTABIISIETCS OTUET 00 YCTpaHeHUM (HeyCTpaHeH M)
3HAUMTEIbHBIX HECOOTBETCTBUI MCITBITATE/IbHOI JJabopaTopuy (IeHTpa) MPUHIIUIIAM HazjexXaliei
71a60paTOPHOII MTPAKTUKY, KOTOPBIA IMOAMMCHIBAETCS BCEMM YIEHAMM VHCIIEKIIMMIOHHO IPYIIITHI,
YTBEPXKIAETCS €€ PYKOBOAUTEIEM U B TeueHMe 5 pabounx IHel co THSI OKOHUAHUS TTPOBEPKU
TpeiCTaB/IsIeTCS (HAIIPaBJISIeTCsI) B YUPEXKIeHMe U UCITbITaTeIbHYIO TabopaToOpuio (LIeHTP).

VYupeskneHue obecrieuBaeT pacCMOTpeHMe oTueTa 00 yCTpaHeHUY (HeyCTpaHeH M) 3HAUNTeTIbHbIX
HECOOTBETCTBUIA UCIIBITATEIbHO JabopaTOpuM (LIeHTpa) MPUHIMIIAM HajJIeskalleii 1ab0opaTopHOi
MPaKTUKU Ha 3aCelaHUM KOMUCCUHU C YUYACTUEM WIEHOB MHCIIEKIIMOHHOM TPYIIIbI U YITIOTHOMOYEHHbBIX
MpeacTaBUTENe 3asiBUTEIS.

[lo uToram 3acemaHusi Komuccuei obopmisieTcs: 3aka0UeHMe 0 pe3yibTaTaxX IPOBepPKM YCTpaHeH ST
3HAUMTEJIbHbIX HECOOTBETCTBUIA MCIIBITATE/IbHOI JJabopaTopuy (IeHTpa) MPUHIIUIIAM HaJjexXaliei
71a60paTOPHOI MPAKTUKYU B COOTBETCTBUY C (POPMOIL, yCTAaHOBJIIEHHOI OPTAaHOM MOHUTOPMHTA.

72. B ciiydae HeyCTpaHeH M 3asBUTEJIEM BbISIBJI€HHBIX 3HAUUTEIbHbIX HECOOTBETCTBUI UCIIBITATE/IbHOM
nabopatopuu (LIeHTpa) IPUMHIMIIAM HaJjIeskaleil 17abopaTOpHO MPaKTMKY OpraH MOHMTOPMHTA Ha
OCHOBaHMM 3aK/JII0YEHMSI KOMUCCUM TIPUHUMAET pellieHNe O MPMOCTAaHOBJIEHMM CTAaTyCca COOTBETCTBUS
MCIIBITATEIbHO JJabopaTopuu (LleHTpa) MPUHIIUIIAM HajjlesKalleii 1ab0paTOPHO MPaKTUKMA.

73. B cyiyyae HeloyuyeHus OT 3asiBUTeNsI yBeJOM/IeHNs 00 yCTpaHeHUY 3HAUMTe/IbHbIX HeCOOTBETCTBUI
MCIIBITaTeIbHOI TabopaTopum (LieHTpa) MPUHILIMIIAM Hajieskalei 1abopaTOpHO MPaKTUKY B TeueHue 6
MecCsI11eB CO AHS HampaBjeHUs yupexXaeHreM yBeJOMJIEHMSI B COOTBETCTBUM C ITYHKTOM 65 HaCTOSIIUX
[TpaBua opraH MOHUTOPUHTA TIPUMHUMAET pellleHMe O MPUOCTAHOBIEHUM CTaTyCa COOTBETCTBUS
MCIIBITATEIbHO JJabopaTopuy (1leHTpa) MPUHIIUIIAM Hajieskaleii 1ab0paTOPHO MPaKTUKMA.

74. B ciiydae NpUHSITUS pellieHus O IPUOCTAHOBIEHUM CTATyCa COOTBETCTBUSI UCIIBITATEIbHOM
nabopaTopun (LeHTpa) MPUHLIMIIAM HaJjieskallei J1abopaTOPHOI MPaKTUKM YUPEXIeHNe B TeueHne 3
paboumx mHel co OHS MPUHSITUS TaKOTO pelleHNs] OpraHu3yeT BHeCeHMe CBeJeHN i O MPUOCTaHOBIeHUN
CTaTyca COOTBETCTBMSI MCITBITATE/IbHO JJabopaTopuy (LeHTpa) MPUHIIMIIAM HafJiexXalei 1abopaTopHOii
MPAKTUKM B PEECTp M HAIPaB/IsIeT UCIIbITATe/IbHO JJabopaTopuu (IIEHTPY) YBeAOM/IEHNE O IPUHSTOM
OpraHOM MOHUTOPMHTA PelIeHUN C NPUIOKeHNEeM KON MPUKa3a OpraHa MOHUTOPMHTA M YKa3aHMEM
MIPUYMH [IpeKpalleHus craTyca.

75. PetlieHus, neiictBus (6e3neiicTBie) OpraHa MOHUTOPUHTA, YUPEKAeHNS U UX OOKHOCTHBIX JIULL TIPU
MpOBeIeHM OLIeHKYM COOTBETCTBUS MUCITbITATEIbHBIX JabopaTopuit (LIeHTPOB) MPUHIMIIAM HaIJIesKalei
71a60paTOPHOI MMPAKTUKYM MOTYT ObITH 063KaJIOBaHbI B Cy1€O0HOM ITOPSIIKE, a TAaKKe B AOCYIe0HOM ITOpSIIKe
B COOTBETCTBUM C 3aKOHOAATETHCTBOM 00 OpraHu3aium MpeoCTaBaeHUs TOCYyJapCTBEHHBIX U
MYHULIUTIQTbHBIX YCIIYT.

IV. TlopsmoK MpMOCTAaHOBIEHUS U TIPEKpalleHus CTaTyca
COOTBETCTBUS UCIBITATEIbHO TabopaTopuy (LIeHTpa) IPUHIMIIAM
HaJIeXkaliei 1a60paTopHoOit MPaKTUKA

76. OpraH MOHUTOPMHTA IIPMUOCTAHABAMBAET CTATYC COOTBETCTBMS UCIIbITATEIbHO JIabopaTopuu (LIeHTpa)
MIpUMHIIMIIAM HaJjiexkallei 1ab0paTopHOi MTPaKTUKM B CJIEAYIOMIMX CIydasx:

a) BbISIBJIEHVE KPUTUUECKUX HECOOTBETCTBUIA UCIIBITATEbHOI JJabopaTopuu (LIeHTpa) MPUHIUIIAM
HaJiyiexkaleii 1abopaTopHOIi MPaKTUKK, B TOM UMc/ie B pe3yabTaTe IpoBeleHs KOHTPOJIS 3a
coOTIoieHeM UCTIbITATEIbHBIMM JTab0paTOpUsIMU (LIeHTpaMi) IPUMHIIMIIOB HafJIexallei 1abopaTopHOii
MPaKTUKH;

0) HelpeCTaBIeHNe B YCTAHOBJIEHHbIE CPOKM I0PUANIYECKUM JIMIIOM, B COCTaBe KOTOPOTO HaXOAUTCS
MCITbITaTeIbHas TabopaTopus (IeHTP), KOTOPOI IMIPMUCBOEH CTATyC COOTBETCTBUS IIPUHIIUIIAM HajIesKalein
7a60paTOPHOII ITPAKTUKY, 3asIBJIEHNSI O IIPOXOKIEHMUM OI€HKM COOTBETCTBUS MCIIBITATEIbHOM
nabopaTopuu (LeHTpa) IPUHIMIIAM HaJjieskalei 1abopaTOPHOI MPAKTUKHM B LeJISIX MOATBEPsKAeHMS
CTaTyca COOTBETCTBMSI UCIBITATE/IbHO JJabopaTopuu (LieHTpa) IpUHIMIIAM Hafjiexallel 1abopaTopHOii



IMIPaKTUKU;

B) HETOJTyYeHMe OT 3asiBUTEJIS YBeIOMIeHMSI 06 yCTpaHeHMM 3HAUMUTETbHbIX HECOOTBETCTBMIA
MCIIBITaTeIbHO TabopaTopuu (LieHTpa) MPUHLIMIIAM Hajjieskalei 1abopaTopHOI MPaKTUKM;

T) IIpeJiCTaBIeHNe PUINIECKIM JIMIIOM, B COCTaBe KOTOPOTO HAXOAMTCS UCIIbITATEIbHAS TabopaTopust
(LIeHTp), KOTOPOJi MIPUCBOEH CTATYC COOTBETCTBUS MPUHLIMIIAM HaJjiexkalei J1abopaTopHOi MPaKTUKMA,
3asIBJIEHMSI O IIPMOCTAHOBJIEHUM CTATyCa COOTBETCTBUS IIPUHIIMIIAM Hajiexkalei jabopaTopHOii
MPaKTUKMA.

77. Opuaudeckoe JnUI0, B COCTaBe KOTOPOTO HAXOAUTCS UCIbITATe/IbHAs TabopaTopust (LIEHTP), KOTOPOIA
MIPUCBOEH CTATyC COOTBETCTBUS UCITBITATEIbHOI JabopaTopuy (LIEHTPa) IPUHIIMIIAM Ha/JIesKallei
71a60paTOPHOIL MPAKTUKY, BIIpaBe MOAATh B OPraH MOHUTOPUHTA 3asiBJieHMe O IPUOCTaHOBIEHUN CTaTyca
COOTBETCTBMS MPUHIIMIIAM HaJJiexkaleii 1abopaToOpHO¥ MPakTUKM (B TPOM3BOIbHOI popme). B aTom
3asIBJIEHMM YKA3bIBAETCSI CPOK IIPMOCTAHOBJIEHMS CTATyCa COOTBETCTBUS UCIIBITATEbHOI JJabopaTopumn
(LleHTpa) IPUMHIMITAM HaJIeskaleil 1ab0paTOPHO MPAKTUKY, KOTOPBI HE MOXKET ITPeBbIIIaTh OAVIH TO/I.

OpraH MOHUTOPMHTA B TeueHne 10 paboumnx gHe co OHS MOTyIeHNs] YKa3aHHOTO 3asiBJIEHNS IPUHMMAaeT
pelieHue 0 IPMOCTAHOBIEHUM CTaTyCa COOTBETCTBUS UCITBITATEIbHOI JTabopaTopuy (LIeHTpa) IPUHIIMIIAM
HaJjIekaleii J1abopaTopHOi MPaKTUKMA.

VupekmeHue B TeueHue 3 pabounx AHe co THS IPUHSITHUSI YKa3aHHOTO pellleH!s OpraHu3yeT BHeCeHe
COOTBETCTBYIOIIMX CBeIE€HMIT B peeCTp ¥ HaIlpaBJIsieT 3asIBUTETI0 YBeIOMJIEHME O IIPUHSITOM PeIIeHUN C
MIPUIOKeHMeM KOTIMM MIpMKa3a OpraHa MOHUTOPUHTA.

[eiicTBMe cTaTyCca COOTBETCTBUS UCIIBITATEIbHO TabopaTopuy (LIeHTpa) IPUHIIMIIAM HaIjIeKallei
71ab0paTOPHOI MPAKTUKY TPUOCTAHABIMBACTCS IO NHS BCTYIUIEHUS B CWJIY pellleHMs OpraHa MOHUTOPUHTA
0 BO30OHOBJIEHMM CTaTyCa COOTBETCTBUS UCIIBITATEIbHOI JabopaTopuu (LieHTpa) MPUHIIUIIAM
HaJieskalei J1abopaTopHOI MPaKTUKM MO0 pelieHusI O IIpeKpalieHn yKa3aHHOTo cTaTyca.

78. B cyiyyae mpMOCTaHOB/IEHMSI CTaTyCa COOTBETCTBUS UCIIbITATEIbHOV TabopaTopuy (1leHTpa) IPUHIUIIAM
HaJjIekalieit JJabopaTopHOI MPAKTUKM IO OCHOBAHUSM, ITPeyCMOTPEHHBIM MOAITYHKTaMM "a" - "B’
MyHKTA 76 HacTosmux [IpaBui, BO30OGHOB/IEHE OPTAHOM MOHUTOPUHTA CTATyCa COOTBETCTBUS
MCIIBITATEIbHO JJabopaTopuy (1leHTpa) MPUHIIMIIAM HaJjieskaleit JabopaTOpHO MPaKTUKNA
OCYILeCTBIsIETCS IO (PaKTy yCcTpaHeHMs 3asiBUTE/IeM BbISIBJI€eHHbIX HECOOTBETCTBUIT MUCIIBITATEIbHOM

nabopatopuu (LleHTpa) IPUHIMIIAM Hajiekalei 1abopaTOpHO MPAKTUKMN.

"

B ciryuae mpuoCcTaHOBIEHUS CTATyCca COOTBETCTBUS UCIIBITATEIbHO JJabopaTopuu (LleHTpa) MPUHIIUIIAM
HaJIekalieit JJabopaTopHOI MPaKTUKM 110 OCHOBAHUIO, IIPeyCMOTPEHHOMY MOAITYHKTOM 'T" IIYHKTa 76
HacTosmuX IIpaBui, BO30OGHOB/IEHME CTATYyCA COOTBETCTBMS MCIIBITATE/IbHO JIaG0paTOPUM MIPUHLIUIIAM
HaJIexanieli 1abopaTopHOI MPAKTUKM OCYILIECTBIISETCS TI0 3asIBJIEHUIO I0PUIMYECKOTO JINIA, paHee
oOpaTuBIIerocs C 3asiBjeHKeM O ITPUOCTAHOBIEHMM YKa3aHHOTO CTaTyCca, B COOTBETCTBUM C TyHKTaMu 53 -

75 Hactosuux I[IpaBui.

79. OpraH MOHUTOpPUHTA IPUHMMAET pellieH}e O MpeKpallleH! CTaTyca COOTBETCTBUS UCIIbITATeTbHOM
nabopatopuu (LleHTpa) IPUHIMIIAM Haajieskalleil 1a60paTOpPHO MPAKTUKY B CJIEIYIOMIMX CTydasix:

a) HeyCTpaHeHMe B YCTAaHOBIEHHbBI CPOK UCIbITATeNbHO TabopaTopueii (IIeHTPOM) BbISIBIEHHBIX
KPUTUYECKUX HECOOTBETCTBUI UCITBITaTEIbHOI TabopaTopum (1eHTpa) MPUHLUIIAM UCTIBITaTeTbHOM
nabopatopuu (LIeHTpPa), MOBJIEKIINX ITPMOCTAHOBIEHME CTATyCa COOTBETCTBUS MUCITBITATEIbHO
nabopatopuu (LleHTpa) IPUHIMIIAM HajIeskalleil 1abopaTOpPHO MPaKTUKY, a TAKKe HEIOoJyuYeHe B
yCTaHOBJIEHHbIE CPOKM OT 3asiBUTEJISI yBeJOMJIeHMSI 00 yCTpaHeHUY KPUTUUECKMUX HeCOOTBETCTBUIA
MCIIBITaTeIbHO TabopaTopuu (LieHTpa) MPUHLIMIIAM Hajjieskaleii 1abopaTopHOIi MPaKTUKM;

6) mpecTaB/IeHMEe OPUANIECKUM JIUI[OM 3asIBJIEHUS O TIPEKPAI[eHUY CTaTyca COOTBETCTBUS
MCIIBITaTeIbHOM TabopaTopuu (LieHTpa) MPUHLIMIIAM Hajjieskaleii 1abopaTopHOi MPaKTUKM;



B) JIMKBUAALIVS OPUIUUECKOTO JINIIA;

T) peopraHu3anys PPUINIECKOro JIMIIA, 32 UCKITIUYEeHeM peopraHm3anuu B Gopme CAUSHMS,
MpUCOeITHEHMSI U TIPe0Opa30BaHus;

1) HeTlipeicTaB/eHye 3asiBJIeHMSI O IIPOXOKIeHUM OLIeHKM COOTBETCTBMS UCIbITaTeIbHOI JabopaTopumn
(LeHTpa) MpUHLMUIIAM HaJjiexallei 1a60paTOpHOI MPaKTUKY B LIeJISIX MOATBEPKAEHNUS CTaTyca
COOTBETCTBUS IPMHIIMIIAM HaJjieskalei 1abopaTopHOii MPaKTUKY B 3-MeCSIUHbIN CPOK CO THS
MIPMOCTAHOBJIEHMS CTATyCa B COOTBETCTBUM C TOJAMYHKTOM "6" MyHKTa 76 HacTosmux [IpaBui.

80. YupeskneHue B TeueHue 3 pabounx JHel co JHS MPUHSTHUSI COOTBETCTBYIOIIErO pellleHys BHOCUT
CBeIEeHMSI O IIpeKpalleHNy CTaTyca COOTBETCTBUS UCIIbITATeIbHOI JabopaTopuy (LieHTpa) MPUHIUIIAM
HaJexalet 1abopaTOpHOI MPAaKTUKM B PEeCTp U HallpaBiseT IPUIMIeCKOMY JIMIY YBeJOMIeHNe O
IIPUHATOM OPraHOM MOHUTOPUHTA pellleHUM C IIPUJI0KeHeM KOIIUY IpuKa3a opraHa MOHUTOPMHTA.

81. B ciryuae, mpeycCMOTpPeHHOM MOAITYHKTOM "6" MyHKTa 79 HacTosimux [IpaBuii, opraH MOHUTOPMHTA
MpMHMMAaeT pellieHNe O ITpeKkpalieHny CTaTyca COOTBeTCTBMS UCIIbITATe/bHOI TabopaTopun (LieHTpa)
MIPUHIIUIIAM HaJjiexkalei 1abopaTopHOi MPakTUKY B TeueHye 10 paboumx qHe co THS TOTyIeHUsT
3asIBJIEHMSI OPUAMUECKOTO JINIIA O TTPeKPaIeHNN CTaTyCca COOTBETCTBUS UCIIBITATENbHO JIabopaTopun
(LeHTpa) MpUHIMIIAM Hajjiekallei 1a60paToOpHO MIPaKTUKMU.

82. [IpekpallleHe CTaTyca COOTBETCTBMUS UCIIBITATEeIbHOI JabopaTopuu (IleHTpa) MPUHLIUIIAM
HaJIjIekalei JJabopaTopHOI MPAKTUKY ITPOUCXOAMUT CO JHS BHECEHMSI COOTBETCTBYIONIIMX CBEIEeHMIT B
peecTp.

83. B ciiydae peopraHu3anu IOPUAUIECKOTO U1, U3MEHEeHUS HauMeHOBaHus U (MJIM) MEeCTOHAXOKIEHM ST
IOPUIMYECKOTO JINIIA I0pUamMUeckoe JIUIo (MTpaBolipeeMHMK) 00513aHO HAllpaBUTh B yupeXaeHle B TeueHue
10 gHelt 3asiBIeHMe C YKa3aHMeM M3MeHEeHHbIX CBeleHUI 1151 BHeCeHMs B peecTp (B POU3BOJIbHOI

dopme).

84. YupesxeHue Ha OCHOBAaHMM YKa3aHHOTO B ITyHKTe 83 HacTosux [IpaBui 3asB/ieHUs OpTaHU3yeT
BHECEHME B PeecTp COOTBETCTBYIOIINX CBeIeHNII MO0 CBeIeHMI1 O ITpeKpallieHUI CTaTyCca COOTBETCTBUS
MCITBITaTeIbHOI JTabopaTopum (LieHTpa) MPUHLIMIIAM Hajjieskaleii JabopaTopHOii MPaKTUKMA.

85. B ciryyae peopranusaiuy I0pUaMUeCKOro Jiniia B popme pasmeneHus UM BblIe/IeHUs, U3MeHeHUs
MecTa (MeCT) OCYIIeCTBIEeHUS esITeTbHOCTY UCTIbITaTe/IbHOI JIabopaTopun (IIeHTpa) MpU3HaHMe
COOTBETCTBUSI UCIIBITATEIbHOM 1abopaTopuu (LLeHTpa) MPMUHIIMIIAM Hajjieskalleit 1abopaTopHOi MPakTUKU
OCYLIeCTBJISIeTCS. HA OCHOBAHMM 3asIBJIeHV S I0PUINYECKOTO JINLa, B COCTaBe KOTOPOI'0 HaXO4UTCS
UCTIBITaTeIbHas JabopaTopust (LleHTP), KOTOPOI paHee MPUCBOEH CTATyC COOTBETCTBUSI PUHLIUIIAM
HaJieskaiei J1abopaTopHOI MPAaKTUKM, B COOTBETCTBUM C MTyHKTamMu 5 - 52 HacTosimux [TpaBuit.

V. Tlopsiaok popMupoBaHMsS MHCIIEKIIMOHHBIX TPYIIIT
B 1IeJIIX IIPOBeeHMSI MPOLeAyp MPU3HAHMS U OLIEHKM COOTBETCTBUS
MCITBITaTeIbHbIX JJA00paTOpUit (LIEHTPOB) MPUHIMIIAM HaJIJIesKallei
71a60paTOPHOI MPAKTUKY M OIJIAThI pabOT MHCIIEKTOPOB

86. B 11e/1sIX ITpoBeIeHMSI MHCIIEKIIMIi OpraHOM MOHUTOPUHTA GOPMUPYIOTCS MHCITEKLIMOHHbIE TPYIIIbI, B
COCTaB KOTOPBIX BKIIOUYAIOTCSA MHCIIEKTOP OpraHa MOHUTOPUHTIA M OTPACIeBO MHCIIEKTOP (OTpacjieBbie
MHCIIEKTOpaA).

87. IHCiekTOp OpraHa MOHUTOPUHTA:
a) hopMupyeT IMporpaMMy MHCHEKIINN;
0) coryIacoBBIBAET C UCIIBITATENbHOI JJabopaTopueil (IIeHTPOM) CPOKM ITPOBEeIeHNST MHCIIEKITUIA;

B) COCTaBJIAE€T M YTBEPXKOAET OTUEThI O pe3y/IbTaTaX IIPOBEACHUA MHCHEKHMﬁ, BKJTIO4as JIMCTbI
HEeCOOTBETCTBMUIA.



88. I/IHCHEKTOp OpraHa MOHUTOPMHIA U OTpaCHeBOﬁ MHCITIEKTOP COOTBETCTBYIOT CJIEAYVIOMI MM Tpe6OBaHI/IHM:

a) Hainuye KBanu@ukaum 1 mpakTuyeCcKoro OIbiTa paboThl B 06/1aCT HAYYHbIX AUCUMUIIIMH (OJHOM WK
HEeCKOJIbKMX), CBSI3aHHBIX C UCCIeN0BAaHMUSIMY 00bEKTOB, COAEPKALINXCS B MTeCTULIMAAX, KOCMEeTUYeCKOM
MIPOAYKLMMN, IEKaPCTBEHHBIX CPeNCTBaX /IS MeAULIMHCKOIO IPUMEeHEHNSs, IeKapCTBEHHbIX CpeICTBax AJ1sl
BETePUHAPHOTO MPUMEHEHMSI, TUIIEBBIX M KOPMOBBIX T00aBKaX, a TAKKE B XMMUYECKUX BeIleCTBaX
MPOMBIIIVIEHHOTO Ha3HAUeH s ;

6) HajIMYMe OIbITa PabOTHI B 06/1aCTH ITPOBEAEHMS JJaOOPATOPHBIX UCCIeIOBAHMIA;

B) 0OyueHMe Ha Kypcax 110 IporpaMme MOoArOTOBKYM MHCIIeKTOPOB, OpraHM30BaHHbIX OpraHusaiyeii
9KOHOMMUYECKOTO COTPYIHUUECTBA U PAa3BUTUS (06S13aTeIbHO IJ1SI MHCIIEKTOPOB OpraHa MOHUTOPUHTA);

I) Ha/Iuye OITbITa Y4acTys B MHCIIEKUMSAX U (M/IN) ayAUTaxX HeKIMHNYeCKUX (OKIVHUYECKUX)
nabopaTOPHBIX MCCIeI0BaHNI, B TOM UMC/Ie B MHOCTPAaHHOM rocyapcTBe (006s13aTeIbHO JIsl MHCIIEKTOPOB
OopraHa MOHUTOPWUHTA);

1) BJIaJleHMe 3HAHUSIMY O TIPUHIIUIIAX HaJJIeskalleil 1ab0opaTOpHOM MPaKTUKU U TPEOOBAHMSIX,
HEeOOXOAMMBIX JIJISI COOJTIOIeHMS] STUX IIPUHIIUIIOB.

89. OT60p OTpacjieBbIX MHCIIEKTOPOB AJIsI BKIIIOYEHMSA B COCTAB MHCIIEKIMOHHBIX I'PYIIIT OCYIIECTBJISIETCA
OpraHoM MOHUTOPMHTIA 13 YMCJia OTPAC/IE€BbIX MHCIIEKTOPOB, PEKOMEHIOBAaHHbIX (be,llepaflebIMI/I OopraHamMmm
VCIIOJTHUTEIbHOM BJIACTU U yupexxgeHnueMm, C yuyeToM UX Clieqmaan3aniim B KOHerTHOIZ obnmactu
IIpoBegeHMsI HEKJIMHNYE CKNX (,E[OKJII/IHI/I‘-IECKI/IX) ]Ia60paTOprIX I/ICCJIeJlOBaHI/II‘/’I.

90. Ins popmMupoOBaHMSI MHCIIEKIIMOHHO I'PYIIbI OPTaH MOHUTOPMHTA B TeueHMe 15 paboumx qHei co gHS
rpyeMa 3asiBjieHsI O IIPOBeJleHUY IIpeIBaPUTeIbHO (IT0JIHO) MHCIIeKL UMY VI IIPOXOKIEeHUM OLeHKU
COOTBETCTBUSI UCIIBITATENbHO JJabopaTopuu (LleHTpa) MPUHIMIIAM Hajjieskallei 1abopaTopHOi MPaKTUKU
HampasJiseT B Qpellepa/ibHbIl OpraH UCIIOTHUTEIbHON BIaCTU, peKOMEH0BaBIINii COOTBETCTBYIOIIETO
0TpacaeBOro MHCIIEKTOPa, 3alIpocC O COTIaCOBAaHUM BO3MOXKHOCTH €ro y4yacTys B [IPOBEeAeHUN MHCIIeKIUY C
yKa3aHyeM IIpeiBapUTe/IbHbIX CPOKOB ee IIPOBeleHMSI.

91. ®enmepasbHbIlV OpPTaH UCOJIHUTEBHOM BJIACTH, YKa3aHHbIN B myHKTe 90 HacTosmux [Tpasnn,
paccMaTpuBaeT 3alIpoC OpraHa MOHUTOPUHTA O BO3MOKHOCTM y4aCTUsI OTPacaeBOro MHCIIEKTopa B
MpOBele HUM MHCITeKLIMM B TeueHme 10 paboumx gHe co THS ero MOoCTYIIeHNs.

92. I/IHCHEKTOI) OpraHa MOHUTOpMHIA U 0TpacneB0171 MHCIIEKTOP O0J/IDKHbI OBITH HE3aBMCUMMBI OT J1I000T0
KOMMeEpUYeCKOro, (I)I/IHaHCOBOI‘O Wi agMMHUCTPAaTUBHOI'O BOS,E[EI;’ICTBI/IH, KOTOpOe€ OKa3bIBdeT MJIN MOXET
OKa3aTb B/IMSHNME Ha IIPpMHMMadeMble OPraHOM MOHUTOPVHIA pelleHIMs WM IIpoBeJeHNe MHCIIeKIIUN.

93. IHCIIeKTOp opraHa MOHUTOPMHIA ¥ OTPACIEBOI MHCIIEKTOP He JOJDKHBI ObITh CBSI3aHbI KAKMM -JIO0
00pa3oM C UCIBITATeIbHOJ JIabopaTopueit (IIeHTPOM), ITPOXOASIIEeli MHCIIEKIINIO, a TAKKe C
OpraHu3alusIMM, SIBJSIOMIMMUCS CIIOHCOPaMy ITPOBeAeH ST HEKIMHUYECKUX (JOKIMHUUECKIX)
71a60PaTOPHBIX MCCAEI0BAHNIA, BBIITOTHSIEMBIX B MCIIBITATEIbHO JJabopaTOpuM (LIEHTPE).

94. VIHCIIeKTOp opraHa MOHUTOPMHTA ¥ OTPAC/IeBOV MHCIIEKTOP TOJIKHbI 00eCIieunBaTh
KOHOUIEeHIIMaTbHOCTb CBeJIeHN, TOMYyUYeHHBIX B ITpoliecce MpOBeIeHMs] MHCIIeKIMii, COCTaBSIOMNX
roCcygapCTBEHHYI0, KOMMEPUYECKYI0 ¥ MHYI0 OXPaHsIeMyI0 3aKOHOM TaliHy, MUHbIX CBeeHUI, TOCTYI K
KOTOPBIM OTpaHMYEH B COOTBETCTBUM C Defepa/ibHbIMM 3aKOHAMMU, a TakKe CBeleHU, SIBJISTIOMINXCS
KOHOUIeHIIMaAbHBIMM, TI0 MHEHMIO UCTIBITaTEIbHO JIabopaTOpuM (LIEHTPA), ¥ UCIIOIb30BaTh X TOIbKO B
LIeJISIX, IJISI KOTOPBIX TaKye CBeeHMsI IIPeaoCTaB/IeHbl, a TaKKe TPy He0OXOIMMOCTY MMETh IOMYCK K
paboTe co cBeeHUSIMM, COCTABISIOMIMMY rOCyIapCTBEHHYIO TallHY.

95. OmtaTa ycIyr COTPYIHUKOB (efepabHbIX OPTaHOB UCIIOTHUTEIbHONM BJIACTY U MTOABEOMCTBEHHbBIX UM
(denmepanmbHbIX TOCYIAPCTBEHHBIX YUPEKIAeHMI 1M DelepaabHbIX YHUTAPHBIX MPeIIIpUSITUA,
BBICTYTIAIONIMX B POJIY MHCIIEKTOPA OpraHa MOHMTOPMHTA M OTPACIeBOro MHCIIEKTOPA, ¥ BO3MelleHue
TTOHECEHHBIX MMM PACXOJ0B B CBSI3Y C YUACTMEM B IIpOIleaypax MPU3HAHMS U OLI€HKM COOTBETCTBUS



UCIIBITaTeIbHBIX JJabopaTopuii (LIeHTPOB) MPUHIIMIIAM HajJiexkallei 1a60paTopHOi MPakTUKI
OCYLLIEeCTBIISIOTCS 3a CYeT CPefCTB, MOCTYNMBIINX B KaUeCTBe IIaThl 3a [IpOBeJieHye IpoLenyp IpU3HaAHUS
" OLIEHKY COOTBETCTBUS UCITBITATENIbHBIX JTA60paTOPUii (IIEHTPOB) MPUHIIAIIAM HaJIeskamlei
71a60pPaTOPHO MPAKTUKNA.

VI. Pazmepsl m1aTel 3a IpoBeJieHye IMpoLenyp NpU3HaHUS
M OLIeHKM COOTBETCTBUS UCIIBITATe/NbHbIX 1a00paTOpuii (LIeHTPOB)
MPUMHLUIIAM Hajiexalei 1abopaTopHOi MPaKTUKA

96. Pa3zmep 1u1aThl 3a IpoBeJieHMe IpeJBapUTeIbHOM MHCIIEeKLUY TIPU ITIPOBeAeHUM NIPOLeYPhI IPU3HAHUS
COOTBETCTBUSI UCIIbITATEIbHOI TabopaTopuu (LleHTpa) MPUHIIMIIAM Hajjieskalleit 1abopaTopHO MPaKTUKU
cocrasiiseT 200 TbIC. pybJIeii.

97. Pazmep 11aThl 32 TPOBeIeHNE TTOJIHOM MHCIIEKLMM TIPY POBeIeHUN TTPOLeAyPhl TPU3HAHUS
COOTBETCTBUSI UCIIbITATEIbHOI TJabopaTopuu (LleHTpa) MPUHIIUIIAM Hajjieskallei 1abopaTopHOi MPaKTUKU
cocrasiiseT 300 ThIC. pybJIeii.

98. Pazmep 11aThl 3a MPOBeieHEe MHCITEKIMU P MTPOBeleHM OLleHKM COOTBETCTBUS UCIIbITATe/IbHOM
nabopatopuu (LleHTpa) IPUMHIMITIAM Hajieskaleii 1abopaTopHoit mpakTuKy coctasisieT 300 ThiC. py6iieit.



