00 yrBepaxnenun IlpaBua nposeaenust
KJIMHUYECKHUX JIa00PATOPHBIX UCCIeI0BAHNI

B cootBercTtBUM ¢ myHkTOM 19 wactm 2 crtatbu 14 ®enepanbHOTO 3aKOHA
or 21 Hos6ps 2011 r1.Ne 323-®3 «OO0 oOCHOBax OXpaHbl 3I0pOBbS TpaKIaH B
Poccuiickoit denepannny (Cobpanue 3akoHonarenbcTBa Poccuiickoit deaeparum,
2011, Ne 48, cT. 6724; 2012, No 26, cT1. 3442, cT. 3446) np M K a3 BI B A 1O:

1. VYTBepauts npuwiaraembie  [IpaBuna  mpoBeneHUS  KIMHUYECKUX
71a00paTOPHBIX UCCIIEAOBAHUM.

2. OTMEHUTH CIEAYIONINE HOPMATUBHO-TIPABOBBIC AKTHI:

- Ilpukaz Ne 233 Munzgpaa PO "OO akkpeguTaluu KIMHUKO-

JMArHOCTUYECKUX JabopaTopuit B kauectBe skcnepTHhIX" oT 05.06.1991 1.

- Ilpukaz Ne 295 MunzapaBa P® "OO6 yTBepKIECHUU TOJOXKEHHS 00

aKKpeIUTalluy KIMHUKO-TUarHocTuIecKux jJabopatopuit” ot 21.12.1993 r.

- Ilpukaz Ne 380 Munzgpaa P® "O cocTrosHUM U Mepax [0

COBEPILIEHCTBOBAHUIO J1a0OPATOPHOTO OOECTICUEHUs NUATHOCTUKUA U JICUYEHUS

MalMEeHTOB B YUYPEKICHUSIX 3ApaBooxpaHeHust Poccuiickoit denepaunun” oT

25.12.1997 r.

- [Tpuka3 Ne 9 Munznpasa PO "O coBepiieHCTBOBaHUHM PabOTHI IO BHEUTHEMY

KOHTPOJII0O KadecTBa KJIMHUYECKUX JIA0OPATOPHBIX HCCIENOBAaHUU"  OT

26.01.1994 r.

- Ilpukaz Ne 60 Munzgpaa PO "O wmepax mno panbHeHmeMy

COBepIIeHCTBOBaHUID DenepanbHOM CUCTEMbl BHEIIHEW OIIEHKHM KayecTBa

KIIMHUYECKUX J1a00paTopHbIX uccienoBanui” ot 19.02.1996r.

- Ilpukaz Ne 117 MunzapaBa PO "OO6 ydacTuu KIWHUKO-IUATHOCTUYECKUX

naboparopuit  JieueOHO-TIpoPuIaKTUUECKUX  yupexnaenuit  Poccunm B

denepalbHOM  CUCTEME  BHEIIHEM  OIIEHKM  KA4eCTBAa  KIMHUYECKUX

nabopaTtopHbix uccneaoanmit” ot 03.05.1995 r.

- Ilpuka3 Ne 505 MunzapaBa P® "O nanpHeiilemM COBEPIIEHCTBOBAHUU M

Pa3BUTHH CHUCTEMBl MEXJIA00PATOPHOTO KOHTPOJS KadecTBa KIMHHYECKHX

nabopatopHbIx uccienoBanuit” ot 24.12.1990 r.
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- Ilpuxaz Ne 45 Mun3zapaBa PO "[IpaBuiia BHYTpUIa0OpaTOPHOTO KOHTPOJIS
KayecTBa KOJMUYECTBEHHBIX KIMHUYECKUX JIA0OpAaTOPHBIX HCCIENOBAaHUI" OT
07.02.2000 r.

- Ilpuka3z Ne 220 MwunsnpaBa P® "O0 yTBepKaeHUU OTPACIEBOTO CTaHIapTa
"[lpaBuna  mpoBeAeHUS  BHYTPWIAOOPATOPHOTO  KOHTPOJS  KadecTBa
KOJIMYECTBEHHBIX METO/IOB KJIMHHYECKUX JIA0OpATOPHBIX MCCIEIOBAaHUNA C
UCIIOJb30BaHUEM KOHTpoJbHbIX MaTepuanoB (OCT 91500.13.0001-2003)" ot
26.05.2003 r.

- IIpukaz Ne 545 MunznpaBa CCCP "O npanbHeieM COBEPIICHCTBOBAHUHI
KOHTPOJII KayecTBa KJIMHUYECKUX JAOOPATOPHBIX HUCCIENOBAHUMU" OT
23.04.1985 .

- Ilpukaz M3P® Ne§ O pa3BUTUM U COBEPIIEHCTBOBAHHUU J1A0OPATOPHIA
KJIIMHAYECKOW MUKPOOUOJIOTHH (0aKTEPUOJIOTHH ) JIEUeOHO-TIPOPUTAKTUYECKUX
yupexennii ot 19.01.1995r.

3. Opranam ynopaBieHHUs 3apaBOOXpaHeHHs cyObekToB P® yTBEepauThH

TCPPUTOPUATIBHBIC IIPUKA3bl O IIpaBHJIaX IMPOBCACHUA KIIMHHYCCKHX J'Ia60paTOpHI>IX

HCCJIEIOBAHUN
4, KOHTpOoIb 32 HCTIOJIHEHUEM HACTOSILETO MPHUKa3a BO3JIOKUTH Ha..
Munuctp B.A. CkBopuoBa
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[Tpunoxenue Ne 1 k npukazy
MuHuCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickon denepanunu

OT Ne

HpaBn.ﬂa NMPOBECACHUSA KIIMHUYICCKUX JIﬂﬁOpﬂTOpHBIX l/ICCJ'leI[OBaHI/Iﬁ

[. O6mmume monoXKeHus.
1. Hacrosumme IlpaBuna pa3zpaboTaHbl B ILENSIX COBEPIICHCTBOBAHUS MU
pa3BUTHS CHUCTEMBI JlabopaTopHOW muarHoctuku B Poccuiickoni deneparmm,
MOBBIIICHHS KauecTBa JJaOOPATOPHBIX UCCIEAOBAaHUN U oOecnieueHus 3PPEKTUBHOTO
VICITOJIB30BAHUS UCIIOJIB3YEMBIX B ATUX LIEJAX CPEICTB.
2. Hacrossmue IlpaBuna ycraHaBImMBarOT OCHOBHBIE NPUHLMIIBI OpraHU3alUuU
71a00paTOPHBIX MCCIEAOBAHUNA U MOJIEXKAT MPUMEHEHHIO BCEMHM MEIUIIMHCKUMHU
OpraHU3alMsIMH, OCYILECTBISIOUIMMHU JESATEIBHOCT B CQEpEe OXpaHbl 310POBbS
rpaxjaH B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 21 HOos1Opst 2011 1. Ne 323-D3
«O06 ocHOBax oxpaHbl 3/10pOoBbs rpaxkaaH B Poccuiickoit ®enepanun» u B chepe
0053aTENbHOI0 MEIUIMHCKOIO CTPAaXOBaHUsA B COOTBETCTBHUM ¢ DenepaibHbIM
3akoHOM 0T 29 Hos0pss 2010 T. Ne 326-d3 «0O6 00s3aTEeILHOM MEIUITMHCKOM
cTpaxoBanuu B Poccuiickort @eaepanmmy (1anee — MEAUIIMHCKHAE OpTaHU3aIlim ).
3. KoHTpoJib 32 cOOII0ICHNEM HACTOAILIMX MPABUII OCYILIECTBISECTCS MPU:
®  [IPOBEICHUHM BHYTPEHHETO KOHTPOJIS / ayauTa (B MEIUIIMHCKOM OpraHu3alun) u
HE3aBHCHMOTO BHEIIIHETO ay/InTa B 00J1acTH J1a0OpaTOPHBIX MCCIEIOBAHUM,

®  MPOBEJACHUU HHCIEKIMOHHBIX MPOBEPOK M OOLIECTBEHHOTO KOHTPOJIA 3a
NEeATEIbHOCTBI0  MEAWIIMHCKOM  OpraHu3alMd B  YacTU  JIa0OPATOPHBIX
HCCJICIOBAHMH,

®  JIMUEH3UPOBAHUM MEJUIMHCKOW JAESATENIbHOCTH B YacTH J1abOpaTOpHBIX
HUCCIIeI0OBaHUMH.
4. JIna ueneil Hacrosmux IIpaBuil KCnonb3yroTcs CIAEAYIOIIME OCHOBHBIE

IMOHATHA Y IPUHIMAIIBIL:
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a) MenunuHckas nadboparopust — CTPYKTYpPHOE MOJIpa3fiesieHue MEIUIIMHCKON
OpraHu3aLun (KITMHUKO-TMarHOCTHYECKAas naboparopus, XUMHKO-
TOKCUKOJIOTHYECKass jaboparopusi, OakTepuojiornyeckass jiadoparopusi, OTAEICHHE
WM OTHeN J1abopaTOpHOW JMATHOCTUKHA W JAp.) WIM MEIUIIMHCKAs OpraHW3aIus,
CHELMAIM3UPYIOIIAsACs HA  BBIIOJHEHUM  JAaOOPAaTOPHBIX  HMCCIEAOBAHUNM B
COOTBETCTBUM C YTBEPKIAEHHOWM MUHHUCTEPCTBOM 3apaBooxpaHeHust Poccuiickon
denepanii HOMEHKIIATYPOU MEIUIUHCKUX OPraHU3alni.

0) JlaGopaTopHas MeauuMHa - OTpacib MEIULUHCKON JESATEIbHOCTH,
UCTIONB3YIOIast JOCTIDKEHHUA (PYHIAMEHTANBHBIX HAyK, CHCTEMY KIMHUYECKHX
NPEACTABICHU W KOHKPETHBIX 3HAHMW M yMEHUH B cdepe 1adopaTOpPHBIX
UCCIICIOBAHUM.

B) OpueHTanusi Ha MalMeHTa - CHUCTEMa B3aUMOJACUCTBUS MEAUIIMHCKON
OpraHu3allid M 4YeJIOBEKa, OCHOBAaHHAs Ha MNPHUHLMIIAX YBAXKUTEIBHOTO U
OTBETCTBEHHOIO OTHOLICHUA K MAalUEHTy, WHIAUBUAYAIbHOM OLEHKU €ro
NPEANOYTEHU W MOTPEOHOCTEH, rapaHTUpYIOUas MPUHATHE PEUIEHUN C YYETOM
IIPUOPUTETA UHTEPECOB MALIUCHTA.

r) JlocTymHOCTP M CBOEBPEMEHHOCTh — oOOecleueHue BO3MOKHOCTH
BBIMIOJIHEHHsI  1a0OpAaTOPHBIX HCCIENOBAaHMH M TMOJYYEHHUS PE3yJbTaTOB B
UMEIOLINXCS YCIOBUSAX OKAa3aHUsl MEIUIIMHCKOW MOMOIIM U B CPOKU, HEOOXOIUMBIE
JUIsl CBOEBPEMEHHOIO NPHUHATHS PEUIEHUS O BPEMEHU U CIoco0ax HEOOXOIUMOro
MEAMIIMHCKOI0 BMEMIaTeabCcTBa. JJOCTYTHOCTh U CBOEBPEMEHHOCTh 00ECIIEUNBAIOTCA
CBOEBPEMEHHOM JOCTaBKOM 00pa3noB OuomaTepualia, MUHUMHU3ALKMEH BpeMEHU
WCCIICOBAHUSI, COKpAIICHHEM CpPOKOB IIOJYYEHHUS pE3yJIbTATOB BpadoM IIpU
PYTUHHBIX W CpPOYHBIX HCCJIEIOBAaHUSX U CBOEBPEMEHHBIM HH()POPMHUpPOBAHUEM
Bpayel 0 KpUTUYECKUX 3HAUYCHUSIX PE3YyJIbTATOB.

n) JokaszatenbHas 3()PEKTUBHOCTH M JCHCTBEHHOCTh - JAESITEIbHOCTD
MEIULUHCKONW OpPraHU3ali B COOTBETCTBUM C KIMHHUYECKUMHU PEKOMEHAALMSIMU IO
MPUMEHEHUIO JIA0OPATOPHBIX TECTOB C JIOKa3aHHOW 3(P(HEKTUBHOCTHIO, COOJIIOICHHE
HAyYHO-OOOCHOBAHHBIX MPOLEAYp M CTaHAAPTOB, MPOBEPKA pE3yJIbTaTOB TECTOB,

MPOBEJICHUE KIMHUKO-TA00paTOPHOTO ayauTa C HEIbI0 CHUKEHUS WM UCKIIOUCHUS
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U30BITOYHO WM HEIDPEKTUBHO HA3HAUEHHBIX JIAOOPATOPHBIX MCCIEAOBAHUN H
CBSI3aHHOTO C 3TUM MOBTOPHOTO B3STHs OHMOMaTepuasna U UCIPaBICHUS HEKOPPEKTHO
0(pOpPMIIEHHBIX PE3YIIbTATOB.
¢) bezonmacHocTh - cucTeMa Mep MO 3alUTe MalUeHTa OT BO3MOXKHOTO Bpeaa B
pouecce JJabopaTOpHOro 00CIeI0BaHus, MEAULIMHCKUX pA0OTHUKOB OT BO3MOXHOTO
Bpela IIpU KOHTakTe C OuomarepuanoM, OOOpYIOBaHHUEM U HCIHOJIb3YEMbIMU
BEIIECTBAMH, a TaKXKe OKPYXKAlollel cpeabl OT MOMaJaHus B HEE OMACHBIX HIIU
NOTEHLMAJIbHO  ONACHBIX  BEIIECTB, MAaTEpUaJOB U  MHUKPOOPIaHU3MOB,
npeIycMaTpUBAIONasi MEphl M0 CHUKEHHUIO PHCKa OT HAHECEHMs Bpela MalueHTY
WM 00pasily B pe3yibTaTe HEeMPaBIIbHON HIeHTU(UKALINHI, OITHOOK MPH MOJTYICHUN
/ B3ATUM OuOMaTepuasna, IMPOBEICHUU H3MEPEHHM, OpraHU3aluud KOHTPOJIbHBIX
U3MEPEHHI, TOJyYEeHUU HEMPABUIbHBIX pPE3yJbTaTOB WM WX HENPaBUIHHON
MHTEPIIPETALINY, a TAKXKE 32 CYET BO3MOXKHOW KOHTaMHHALIMKA OMoMaTrepuara.
I1. Opranuszanus nesTeIbHOCTH.
5. JleaTenbHOCTh MEIMUIMHCKUX OpraHU3aluid MO MPOBEIECHUIO J1a00paTOPHBIX
UCCIJIEJOBAaHUM BKJIFOUYAET KOMIUIEKC MEPONIPUSATHH, LIETIbI0 KOTOPBIX SIBIISIETCA:
® CKpUHHUHI (DAKTOpOB pHUCKAa pa3BuUTUs 3a00jeBaHUsA, B TOM YHCIE
WH/IMBHUIyaJIbHBIX UCKOB;
® paHHee BbISBJICHUE, JMATHOCTUKA U IPOTHO3 pa3BUTHUs 3a00JI€BaHUH,
® OIpesesieHUue pacIpOCTPaHEHHOCTH, TSHKECTH, aKTUBHOCTH ITPOLIECCa;
¢ (GopMUPOBaHHE JUATHOCTUUYECKUX KPUTEPHEB KIMHUYECKOTO BO3ICUCTBUS;
® MOHHTOPUHT Pa3BUTHS OCTPHIX COCTOSTHUHN M KPUTUYECKUX OCIIOKHEHU;
® KOHTPOJIb TEUEHUS XPOHUUECKUX 3a00JI€BaHUII;
® VHAMBHIyaJIN3AlMs JICUCHUS;
® JIEKapCTBEHHBI MOHUTOPHHT;
e ompeaeneHUe W MPoHUIAKTUKA OIMMOOK, CBSI3aHHBIX C MEIWKAMEHTO3HBIM
BO3JICHICTBUEM;
® MOHUTOPHUHT 3PHEKTUBHOCTH JICUCHUS;

® OIlcHKa 0€30MacCHOCTH MPEerapaToB KPOBU M TPAHCILJIAHTATOB,
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® BEBISBIICHUEC U ONpENCICHUE KOHIICHTPAIIUA HAPKOTHKOB M TOKCHYECKUX

BEILIECTB B OMoMarepuare.

6. CoOmonenne IlpaBun mnpoBefeHUS  KIMHUYECKUX  JTabOpaTOPHBIX
UCCJIEIOBAHUM OOeCreYrBaeTcsi TpeMsi YpPOBHAMM OpraHM3aluu J1abopaTopHOM
CITYKOBI:

1 ypoBeHb — JIOKQJIbHBIA MCTIOTHUTENbCKUNA. OpraHu3yeTcsi B COOTBETCTBUU C
dbenepabHON  W/WIM  TEPPUTOPUATBLHOM  TPOTpPaMMOM  TO  OOECICYEHUIO
TOCYJapCTBEHHBIX TapaHTHHA OECIIATHOTO OKa3aHWS MEIUITMHCKOW MMOMOIIHA B YaCTH
7a00paTOPHBIX HCCIEAOBAaHUN W/WIM Ha HETOCYyJapCTBEHHOM OCHOBE, M MOXKET
pealn30BbIBATHCS B CIEAYIONIUX BapUaHTAX:

1)  nmaGopartopHble HccaemoBaHus Mo MecTy JeueHnus (IIpunoxenue 2),
2)  nabopaTopHBIC UCCIICOBaHNS B MeAWIIMHCKOW jJadoparopuu (ITpumoxkenue 3),
B TOM YHCJIC [IEHTPAIM30BaHHbIe JabopaTtopHble uccaenoBanus ([Ipunoxenue 4).

2 ypOBEHb — TEPPUTOPUAIIBHBIN OpPraHU3aIMOHHO-METOANYEeCKu. Bo3aMoxkHas
opraHuzaiMoHHas ¢opma - TeppuTopuaibHas pedepeHc-nadoparopus (JIubo
nabopaTopus, Ha KOTOPYIO BO3JIOXKEHBI OSTH (YHKIUU), IEIbI0 JEATeIbHOCTH
KOTOpON  SIBIIAETCS OpraHu3aius U OO0CECIeYeHHe KadecTBa  KIMHHYECKHX
71a00paTOPHBIX MCCICAOBAHNN M TIOJTBEPKICHUE TIPEIBAPUTEILHBIX H/UIIA CIIOPHBIX
pe3yJIbTaToB JJabopaTtopHbIX uccieaoBanuit ([Ipunoxenwue 5).

3 ypoBeHb — (pefepanbHbIil KOOpAMHAUMOHHBIA. OpraHu3zaluuoHHas gopma -
denepanbHbIl IEHTP MO OpraHU3all{, KOOPAWHAIMM W OOECIICUeHUIO0 KadecTBa
KJIMHUYECKHUX JTabopaTtopHbIx uccienoBanuii (IIpunosxenue 5).

7. JTaGopaTtopHbIe UCCIEAOBAHMUS BBIMOJHSIIOTCS:

a) IEpCOHAJIOM MEIUIIMHCKUX JIabopaTopuii B COOTBETCTBHUH C HMEIOIICHUCS
KBaTU(UKaIIUCH;

0) mepcoHATOM METUIIMHCKUX OpPTaHM3aIfii, HE OTHOCAIIUMCS K TEpPCOHAIY
MEUITMHCKHX JJabopaTopuii, IO MECTY JICUCHUS MMAIIMEHTA TIPU BBHITTOJTHEHUH YCIIOBHH,
npuBeAcHHBIX B [Ipunoxennn 2.

B) HEMOCPEJACTBEHHO TMalMeHTaMu (CaMOTECTUPOBAHUE BHE MEIUIIMHCKOTO

YUPEKICHHUS).
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8. TpeboBaHuss K OpraHM3alMH TMPOBEICHUS KIMHHUYECKHUX JIaOOpaTOPHBIX
uccienoBanuii npueaeHsl B [Ipunoxkenusx 2-7 k Hacrosumm [IpaBunam. OtaenbHble
TpeOOBaHMS K OpraHU3alid MHUKPOOUOJIOTHYECKUX HCCIEAOBAHUN NPUBEACHBI B
[Tpunoxxenun 8, K OpraHu3aluyd XUMHKO-TOKCHKOJIOTHUYECKUX HCCIECTOBAHUM IS
oTpejiesieHus] B OMOJIOTUYECKOM MaTepHalie HAPKOTHYECKUX CPEICTB, MCUXOTPOITHBIX
Y UHBIX TOKCUYECKUX BEUIECTB U UX MeTa00iuTOB — B [Ipriioxenun 9.

9. OpraHuzanus MEIULIMHCKUX J1a0OpaTOpui, CHOCOOHBIX BBIMOJHATH
KJIIMHAYECKHUE JIabOpaTOpHbIE HCCIACAOBAHUS IS HYXKJ HECKOJIbKUX MEIUIIMHCKHUX
OpraHu3aluii, SBIAETCA Leraecoo0pa3Hoi, OCOOEHHO B TOpOJaX M pEruoHax ¢
BBICOKOW IUIOTHOCTHIO HACEJICHUS W/WIM XOpOUIEeH TPaHCIOPTHOM JOCTYIMHOCTHIO, B
LEJSIX MOBBILIEHUS MEAUIMHCKOW U 9KOHOMHUYECKOH 3((EKTUBHOCTH J1a0OpaTOPHOM
cyk0bl B cootBeTcTBUM ¢ llpunoxenuem 4 «llonoxeHue o IEHTpaIU3aU
KJIMHUYECKUX J1a00paTOPHBIX UCCIIECIOBAHUI.

10. Tlpouenypa B3ATHA OHMOJOTMYECKOIO MaTepuasa B MEAMIMHCKHUX
OpraHu3alysIX JOJDKHA OBITh MO BO3MOXXHOCTH HUCKIIFOUYEHA M3 (YHKIIMOHAJIBHBIX
00513aHHOCTEN CIIENUANNCTOB KIMHUYECKOH JIa0OpaTOPHON JUArHOCTUKH.

11. IlpumeHnenue uUHDOPMALUMOHHBIX CUCTEM W TEXHOJOTUM, SBISIOLIEECS
OJHUM U3 TPUOPUTETHBIX HANpPaABICHUM TMOBBIIMICHUs KauecTBa JabOpaTOPHBIX
uccienoBanuii, ooecrneueHus 3h(HEKTUBHOTO MCIOIB30BaHUS CPEICTB 00s3aTEIILHOTO
MEIUIMHCKOIO CTPaXOBAaHMSI, TOJKHO MPEeyCMaTpUBaTh:

a) BOBMOKHOCTbh JIOTIOJIHEHUSI PE3yJIbTaTOB JIa0OPAaTOPHBIX HCCIIEIOBAaHUMI
uH(popmaluei, HeoOX0UMMOM JJI UX UHTEPIIPETALIY;

0) MPOCIEKUBAEMOCTh TEXHOJOTMYECKUX IMPOLIECCOB NP BBINOJHEHUU
71a00paTOPHBIX MCCIEAOBAHUMN, MPEXKAE BCEro, ISl OAHO3HAYHOU MAEHTU(UKALUN
00pasIoB U pe3yJIbTATOB JTA0OPATOPHBIX UCCIACAOBAHUM B MPUBS3KE K MAIMCHTY,
BPEMEHH U MECTY B3SITHs 00pa3iia;

B) BOBMOXXHOCTh CBOEBPEMEHHOTO HWH(POPMUPOBAHUS Bpaya, MAIMEHTA U
JIPYTrUX  3aWHTEPECOBAaHHBIX W  aBTOPU30BAHHBIX JIMIl O  peE3yJbTarax
7a00paTOPHOTO UCCIIEOBaHMS, MpPEXKAE BCEro, O pe3yiabTaTaX, HMEIOUINX

KPUTHYICCKOC 3HAUCHUC JIs 3A0POBbA U KU3HU MMAITUCHTOB,
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I') BO3MOXKHOCTh ~ YIpaBJi€HUs pabOYMMHU IpoleccaMu  KIMHHUYECKOIrO
7a00paTOPHOTO  MCCIEJOBAaHUS  NPHU  HUCHOJIb30BAHUM  aBTOMATHYECKHX
aHaAJIM3aTOPOB;

1) BO3SMOXXHOCTh T€peaud U yIOpaBlIeHHUs MepeAadei J1abopaTOpHBIX
VCCJIEIOBAHNN U UX PE3YyJbTaTOB MEXIy MEIULIMHCKUMU OPraHU3aALMIMU;

€) obecriedeHre BHYTPEHHETO KOHTPOJII KadecTBa M BO3MOXKHOCTb
MEXKIJIa00paTOPHOTO CIIMUYEHUS PE3YIIbTATOB J1a00PaTOPHBIX UCCIIEIOBAHMIA;

K) obecrieueHue COIJIaCOBaHHBIX IIPUHIIUIIOB MHTEpIpETalnn
71ab0paTOPHBIX UCCIeA0OBaHU Ha TeppuTopuun Poccuiickoit @enepannu;

3) OJHO3HAYHYI0 HUJECHTUPUKAIIUIO OOBEKTOB J1a0OpPATOPHOro IpoIiecca
(mauueHT, npo0a, NepcoHall, aHATUTHYECKAst CUCTEMA);

1) BO3MOXKHOCTh (POPMHUPOBAHUSI U OTCJIECKHUBAHUS WHIUKATOPOB KAayecTBA
71a00paTOPHBIX UCCIIETOBAHUI.

12. OCHOBHBIMU KpUTEPHUSIMH KauecTBa OKa3aHMs MEAMIIMHCKOW TMOMOIIM B
YaCTU TMPOBEJEHUSA KIMHMUYECKUX JAO0OpPATOPHBIX HCCIEAOBAaHUN  SBISIOTCA
aHaJIMTUYeCKass HaAEKHOCTh JIaDOpAaTOPHBIX HCCIEJOBAHMM MO pe3ysibTaTaM
BHYTPWJIA0OpAaTOPHOM  OLIEHKM KauecTBa M MeXJI1ab0paToOpHOro  CIMYEHHUS
pe3yJabTaTOB JAOOPATOPHBIX HCCIEIOBAaHUM, a TakKe COOJIIOIEHHE CPOKOB BbIIA4M

PE3yJIbTAaTOB HCCHGHOBaHHﬁ, HMCIOIUX KIIMHUYCCKYIO 3HAYUMOCTD.



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

[Tpunoxxenue Ne 2 k npukazy
MuHuCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickon denepanunu

OT Ne

IToi0keHne o NMPOBECACHUN KIUNHHYCCKHUX J'IaﬁOpaTOprlX I/ICCJIeIlOBaHI/Iﬁ o
MECTY JICUCHUA

1. IlpoBeneHne KIMHUYECKUX JTaOOPAaTOPHBIX HMCCICAOBAHUNA IO MECTY JICUCHUS

MOJKCT OCYHICCTBIIATHCA:

1)

2)

3)

[Ipy BBIIOJIHEHUH KIMHUYECKUX JIA0OPATOPHBIX HCCICAOBAHHM, PE3yIbTAThI
KOTOPBIX HEOOXOJIMMO YYHUTHIBATH B MHUHUMAJIBHOE BpEMSl ISl TPUHSATHUS
000OCHOBaHHOTO KJIMHHYECKOTO PEHICHUsl - MPHU MPOBEACHUH XUPYPIHUECKUX
BMEIIATEIbCTB, OKa3aHUU aHECTE3UOJIOTUUECKOTO MOCOOus, BEACHUU OOIbHBIX
B OTJICJICHUSIX PEAaHUMAllMU U UHTEHCUBHOM TEparuu 1 Ip.;

IIpr OTCYTCTBHM BO3MOXHOCTH CBOECBPEMEHHOTO BBINOJHEHUS KIMHUYECKUX
7a00paTOPHBIX HCCIEAOBAaHUM, B TOM YHCIIE€ OTCYTCTBHM CaMOCTOSATEIbHOTO
nabopaTopHOTro oOecredeHus: (JIOKaJbHOM J1labopaTopuu) B MEAUIIMHCKOM
yupexxaeHnu (LleHTpsl 310poBbs, 0QHUCH Bpada OOIICH MPAaKTHKH, BBHIC3THBIC
CKPUHUHTOBBIC UCCIICIOBaHMsI (AUCTIaHCEPHU3AIHs) U JIp.);

[Ipu  BeIMONHEHWW  JTaOOPATOPHBIX  HMCCIEAOBAHMI  HEMOCPEICTBEHHO

nalnueHTaMu (CaMOTeCTUPOBAHUE BHE MEIUIIMHCKOTO YUPEKICHHUS).

2. TlpoBeneHue KIMHUYECKUX JAOOPATOPHBIX MCCIEIOBAHUN IO MECTY JICUCHUS

OCYHICCTBIIACTCA IIPH:

HEBO3MOKHOCTH WJIM HEIIEIECO00pPa3HOCTH TPAHCTIOPTUPOBKH OHMOJIOTHYCCKOM
poObI B MEAUIIMHCKYIO Jab0paTopuIo,

JKEIATeIbHOCTH W BO3MOXKHOCTH  HCIIOJIb30BaHUS JUIA  J1abOpaTOpHOTO
TECTUPOBAHUS  JIMIIb  HEOOJBIIOTO  O00BEeMa  IEJbHOM  KpoBHU, 0€3
npoOONOATrOTOBKH,

MOTPEOHOCTH B COKpAIICHUHU OOIIETO BPEMEHH MCCIICOBAHUS / TMATHOCTUKUA U

B YIIYUHICHHUHA PC3YJIbTATUBHOCTH MeI[I/ILII/IHCKOﬁ ITOMOIIIH.
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3. IlpoBeneHre KIMHUYECKUX JTAOOPATOPHBIX HCCIACAOBAHHWM 1O MECTy JICUCHUS B
MEJIMIIMHCKUX OpraHu3alusix OCYIIECTBISETCS MEIUIIMHCKUM IEePCOHAIOM, He
OTHOCALIMMCA K  TIEpPCOHANy MEIUIMHCKUX JlabopaTopuil, TNpU  HAIUYUU
YTBEPKIAEHHOTO PYKOBOJIUTEIEM MEIUIIMHCKONW OpraHu3allui MEPEUHs pa3periéHHbIX
K BBIMOJHEHUIO JIaHHBIM [EPCOHAJIOM J1abOpaTOPHBIX MCCIEAOBAaHUM, MPOBEACHUU
oOydeHus1 HeabopaTOpHOr0 MEAMIIMHCKOTO MEPCOHAala BHIMOJHEHUIO UCCIIeI0BAHUN
0 MECTY JICUCHHSI, a TaKKe TOJOKUTEIBHBIX pe3yibTaTax KOHTPOJs (ayaura) co
CTOPOHBI  JTAOOPATOPHON  CIIy’)KObl ~MEIUIIMHCKOW OpraHu3allMi W/WIM  HMHBIX
MEIUMIMHCKUX  JlabopaTopuii, Bkioyas  pedepeHc-nadboparopuu. OOydeHue
HENabopaTOPHOTr0 MEAMIIMHCKOIO IMEPCOHANa JOJDKHO BKJIIOYATh MPUOOpETEHUE
MUHUMAJIbHO  HEOOXOJMMBIX  KOMIETCHIIMH /I TMPOBEACHHUS  KIMHUYECKUX
7a00paTOPHBIX HCCIEJOBAHUM IO MECTY JIEYEHUs C COOJIIOJICHHMEM CaHUTapHO-
AMUJEMHUOJIOTHYECKUX HOPMATHUBOB, [0 UHTEPIPETALMN PE3YIBTATOB UCCIEAOBAHUMI,
a Tak)Ke JIJIsl IPEAOTBPALCHUS ITOJTyUYCHUSI HEBEPHBIX PE3YJIbTATOB.

4. OTBETCTBEHHOCTh 3a OpraHU3allMI0 U KayeCTBO pE3yJIbTAaTOB MPOBEICHUS
KJIIMHAYECKUX JTA0OPATOPHBIX UCCICIOBAHUMN MO MECTY JICUEHUSI HECET PYKOBOJAUTEIb
MEJIUIIMHCKON OpTaHU3alluy U/WUIU YIIOJHOMOYEHHOE UM JIUIIO.

5. PykoBoauTenb MEAULIMHCKON OpPraHU3alli OPraHUu3yeT NPOBEACHUE KIMHUYECKUX
7a00paTOPHBIX HMCCIENOBAHUN MO MECTY JIedeHUus: myTeM (GopMHUpOBaHUs pabodeit
IPYIIbl U3 CHEUUAIUCTOB KIMHUYECKOW MEIUIIMHBI, JIA0OpaTOPHOU CIyXKObl U
MEHEKMEHTa JUISI KOOPJMHAIIMU KOMILIEKCAa MEPOIPHUSITUH 10 00eCleueHUIo
KaueCTBEHHOW J1aDOpaTOpPHOW AMArHOCTUKW MO MeCTy JedeHus. Pabowas rpymnmna
OCYLIECTBJISIET ~ BBIOOp ~ acCCOPTUMEHTa  TECTOB,  MpeAJaraeT  pelieHue
TEXHOJIOTUYECKUX, MaTEePUATbHO-TEXHUYECKUX M IITAaTHO-KaJAPOBBIX BOIIPOCOB, a
TaKK€ MEPONPUSITUS TIO PETyJISIPHON BaNIUAAIMU TEXHOJOTMYECKUX ITPOIIECCOB,
NPOBEACHUS BHYTPEHHErO KOHTPOJIsS (ayaMTa) ¥ HHTErPallid  Pe3yJIbTaToB
KIIMHAYECKHUX JIA0OPATOPHBIX MCCIEAOBAHUIN MO MECTY JICUYCHUSI B OOIIYIO CHUCTEMY
OKa3aHUs MEIUIIMHCKOM MOMOIIIH.

6. PykoBoauTenp MEIUIMHCKON OpraHu3allK OINPEIEseT MePEeUYeHb KIMHUYECKUX

J'Ia60paTOpHBIX I/ICCJ'ICJIOBaHI/Iﬁ MO0 MECTY JICUCHM:, OTBETCTBCHHOT'O 3a KOOPAHWHAIINIO
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71a00paTOPHBIX HMCCIEAOBAHUNA MO MECTY JiedeHHs (MPEUMYLIECTBEHHO M3 YHWCa
71a00paTOPHOTO TEepCcoHaANa — Jlajee KOOPAMHATOP JIAOOPATOPHBIX UCCIICTOBAHHIA) H
HepCcoHal, JOMYIIEHHBIN K IPOBEACHUIO KIMHUYECKUX JJa0OpAaTOPHBIX UCCIIEIOBAHUN
110 MECTY JieueHUsI (B COOTBETCTBHH C TPEOOBAHUSMU MYHKTA 3 W IO MPEICTABICHUIO
paboueii rpymmbl, chOPMUPOBAHHON B COOTBETCTBHH C ITyHKTOM 5).

7. KoopauHatop 51a0OpaTOpPHBIX HCCIENOBAHUI MO MECTYy JIEUEHUS OOECIeunBaET
KayecTBO MCCIEAOBAaHUNA U TMPEEMCTBEHHOCTh WX pPE3yJIbTaTOB (COOTBETCTBHE
JTaHHBIM, ITOJTy4aeMbIM B MEJHIIMHCKOH J1TaOOpaTOpuH).

9. IlpoBeneHre KIMHUYECKUX JTAOOPATOPHBIX MCCIEIOBAHUNA MO MECTY JIEYEHHS
HETMOCPEICTBEHHO MaIleHTaMH (CaMOTECTUPOBAHNE BHE METUIIMHCKOTO YUPEKICHUS)
OpU HAJIWYUM PEKOMEHJAIMM JIEYallero Bpadya MOXET OCYIIECTBIATHCA IOCTe
OOy4aromero TPEHWHra TMAaldeHTOB MEPCOHATIOM, OMYIICHHBIM PYKOBOJIUTEIEM
OpraHM3alld K IMPOBENCHUI0 JaO0OPATOPHBIX HCCIEJOBAaHUM IO MECTY JIEUEHUS, C
COOTBETCTBYIOIEH 3alUChI0 00 00y4YEeHNH B MEAMIIMHCKON KapTe MallUeHTa.

10. [IpoBenenne KIMHUYECKHX JTa0OPATOPHBIX HCCIECJOBAHHMNA IO MECTY JICUYCHUS
ocyliecTBisiercss B coorBercTBUM ¢ [lpaBuinamm obecrieueHuss KIMHUYECKOU

0€30MacHOCTH MOJIYYEHUsI U MPUMEHEHHUs JIabOpaTopHOU HHPOopMaluu (TPUIIOKEHUE

6).
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[Tpunoxxenue Ne 3 k npukazy
MuHuCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickon denepanunu

OT Ne

ITos10:keHHMe 0 MeIMUMHCKOI J1adopaTopuu

1. MenuuuHckas 1abopaTopusi — CTPYKTYPHOE MOApa3eIeHUe MEAUIIUHCKON
OpraHu3allMd Ha M[paBax [IWATHOCTUYECKOTO OTIEICHUA WM MEAULUHCKAs
OpraHu3allys, CIeHUATU3UPYIONIAsCS Ha BHIMOJHEHUHU JTA00PATOPHBIX UCCIETOBAHUM
B COOTBETCTBUM C YTBEPXKAEHHOW MUHHCTEPCTBOM 3apaBooxpaHeHus Poccuiickon
denepanui HOMEHKJIATYPOH MEIUIIMHCKUX OpPTraHU3alnii.

2. HawmMeHoBaHME  MEIUITMHCKOW  JIAOOpaTOpWH, KaK CTPYKTYPHOTO
NOAPA3NAECIEHUS MEIWIMHCKOM OpraHu3allid W HalpaBlICHHE JIESITEIbHOCTH,
dbopmupyeTcss B COOTBETCTBUHM C JICUCTBYIOIIEH HOMEHKJIATYpPOH KIMHUYECKUX M
MHBIX MEUIMHCKUX Ja00PaTOPHBIX UCCIIETOBAHUM .

3. C 1enpl0 BBINIOJHEHUS B KPYIJIOCYTOYHOM PEXKHUME KU3HEHHO Ba’KHBIX
KIIMHUYECKUX JIA0OPaTOPHBIX HCCIEIOBAHUN [IJIi TAIMEHTOB IIPU YPrEHTHBIX
COCTOSIHUSX B MEIUIMHCKOM OpraHU3allMh MOXKET CO37aBaThCi / BBIIETATHCA
nojApaszeiacHue (Tpymnmna) B COCTaBe MEIUIIMHCKOW jJabopaTropuu JHOO OTAeIbHAs
AKCTpecc-1adopaTopusi, KOTOPbIE JAOJDKHBI pacroJiarath pecypcamu (BKJIOYas, Mpu
HEO0OXOMMOCTH, TPAHCIIOPTHYIO CUCTEMY JJis OBICTPOM JOCTaBKM OMoMarepuana -
MMHEBMOTMIOUTY U JIp.) JUIsl BBIMIOJIHEHUSI YKCTPEHHBIX U HEOTJIOXKHBIX JIA0OPATOPHBIX
WCCJICIOBAHUM B MUHMMAJIBHBIE CPOKH OT B3STHS MPOOBI JO COOOIICHUS pe3ybTara
(xak mpaBuiio, B TeueHue 15-60 Mun).

4. MenunuHckas JlabopaTopusi pa3MeliaeTcs B - CHEHUATIU3UPOBAHHBIX
MOMEIICHHSX, TIOJTHOCThIO 000PYI0OBAaHHBIX B COOTBETCTBHH C TPEOOBAHUSIMHU MPABHIT
OpraHu3allid TO CTaHJApPTU3AIlUU, CTPOUTEIBHBIX HOPM W MpaBUJ, MPaBUI IO
YCTPOMCTBY, JIKCIUTyaTallMM M TEXHUKE OE€30MacCHOCTH, CaHUTAPHO-TUTHEHUYECKUX

IIpaBuUJI, YCTAaHOBJICHHBIX HOPMATHUBHO-IIPABOBbIMU aKkTamu Pocculickon @enepanuu.
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5. Meaununckas nabopaTopusi B CBOEH JACSITENBHOCTH PYKOBOJCTBYETCA
3aKOHOJATENbCTBOM P®, HOpPMATHUBHBIMM M PaCHOPAIUTEIBHBIMH JIOKYMEHTaMU
MunucrepctBa 3apaBooxpanenus P®, mpukazamu pyKOBOAUTENS METUIIMHCKOU
opranum3ainuu, a Takke HactosmuMm [lomoxkenmem. Opranuzanus paOOTHI
MEJUIMHCKON J1ab0opaTOpuM OCYIIECTBISICTCS B COOTBETCTBUU C llpaBmimamu
oOecrieueHusl KIMHUYECKOW 0€30MacHOCTU MOMYyYeHUs U MIPUMEHEHUs J1Ta00paTOPHOH
uHbopMaluu (IpUI0KEHUE 6) U B COOTBETCTBUH C PEKOMEHIAIIUSIMU PErHOHAIBHBIX
KOOPJIMHALIMOHHBIX CTPYKTYp (pedepeHc-nadoparopuil) u denepaibHOro MEHTpa 1o
OpraHu3ali U OOECIEUEHUIO0 KauecTBa MPOBEACHUS KIMHHUYECKHX J1a00paTOPHBIX
HCCJIEIOBAHU.

6. OcHallleHue MeIULIUHCKOM J1abopaTOpHH.

6.1. OcHanienre METUIIMHCKOW JTa0OpaTOPHUH OCYIIIECTBIIIETCS] B COOTBETCTBHH
c npoduieM M 3aJavyaMud MEAMIMHCKOW OpraHU3alud, C y4eTOM pEeKOMEHAAlUH
dbenepalibHbIX U PETHOHATBHBIX KOOPJIMHAIMOHHBIX CTPYKTYp (DenepanbHbId EHTP
[0 OpraHu3alMi W  OOECHEYEHUI0 KayecTBa NPOBEICHUS  KIMHUYECKHUX
71ab0paTOpHBIX UCCIeA0BaHM, pedepeHc-1adbopaTopun).

6.2. Texanueckoe OOCIYy)XKMBaHHE MEIUIIMHCKON TEXHUKW B TapaHTUIHBIA U
NOCJIErapaHTUMHBIN MEepHoJ  SIBISETCA 00s3aTelNbHBIM YCIOBUEM €€ Oe30macHou

SKCIUTyaTauu v 3QPEeKTUBHOTO MPUMEHEHHUS 110 Ha3HaYeHUIO (mojosxenue 10).

7. CTtpyKTypa, IITaTHOE pACIUCAaHWE W Harpy3ka MEpcoHajda MEIUIIMHCKOMN
7abopaTopuu OMNPEACNAIOTCS B COOTBETCTBHU C TMEPEYHEM M CPOKAMHU BBIJAYH
PEe3yJAbTATOB KJIMHUYECKUX Ja0OPATOPHBIX MCCIAEIOBAHUM U PACUYETHBIMU HOPMaMU
BPEMEHU Ha MPOBEJACHUE KIMHUYECKUX JIA0OPATOPHBIX MCCIAEAOBAHUN (ITPUIOKEHHE
7) ¢ ydeToM peKoMeHIanui (eaepanbHbIX W PETHOHAIBHBIX KOOPIWHAIIMOHHBIX
CTPYKTYP.

8. CTpyKTypy, IITaTHYK0 YHUCJIEHHOCTb, JOJDKHOCTHBIE HMHCTPYKIUU
COTPYIHHKOB W  TMEpeYeHb  KIWHUYECKHX  JIAOOPATOPHBIX  MCCIEIOBAHUN
MEIUIIMHCKON JTa00paTOpUH yTBEPKAAET PYKOBOAUTENh MEAUIIMHCKON OpraHu3aIiu.

9. CoTpyaHUKA MEAWIIMHCKON 7Ta0OpaTOpUy HA3HAYAIOTCS Ha JOJDKHOCTH U

OCBOOOXKJIAIOTCS ~ OT  3aHUMAEMbIX  JIOJDKHOCTEH  MPUKAa30M  PYKOBOAMTENS
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MEIUIMHCKOW OpraHu3alyd B COOTBETCTBHM C 3aKOHOJATENLCTBOM Poccuiickon
Oenepanum.

10. PykoBO/ICTBO MEAUITMHCKOM JTabopaTopueii.

10.1. PykoBOJACTBO MEIUIIMHCKOW JTA00OpaTOpUEl OCYIIECTBIISET 3aBE YOI
MEJIUIIMHCKON JJTabopaTopueid, KOTOPBIM MOIUUHSICTCS PYKOBOIUTEIIO MEIUITUHCKOM
OpraHU3aIuu.

10.2. 3aBeayronuit MEIUIIMHCKON J1Ta00paTOpUEH:

- OpraHu3yeT M PYKOBOJUT BCEH NEATEILHOCTHIO MEAMIIMHCKOM J1abopaTopuu,
HECET TMEPCOHAIBHYI0O OTBETCTBEHHOCTh 3a CBOEBPEMEHHOE M KAa4eCTBEHHOE
BBITIOJTHEHUE BO3JIOKEHHBIX HAa MEIUIMHCKYIO JlabopaTopuio 3aj1ady u (yHKIIUH,
MPUHUMAET pelIeHus], 00s13aTeNbHbIC ISl COTPYIHUKOB METUIIMHCKON J1abopaTopuH,
Y YCTaHABIIUBAET CTEIEHb UX OTBETCTBEHHOCTH 3a UCIIOJIHEHUE YKa3aHUM;

- BHOCUT pPYKOBOJICTBY MEJIUIMHCKOW OpPraHu3aldd MPEIJIOKECHUS IO
COBEPIIICEHCTBOBAHUIO PAa0OThl MEIUIIMHCKOW J1labopaTopuu, ONTHUMHU3AIMHU €€
CTPYKTYpPbI U IITATHOW YUCJIEHHOCTH, YYaCTBYET B MOAOOPE U pacCTaHOBKE KaJApPOB
MEJUIIMHCKON J1a00paTOpuH, BHOCUT PYKOBOACTBY MEIUIIMHCKOW OpraHu3aluu
NPEUIOKEHUST O TOOMIPEHUM W HAJIOXKEHUM JUCIUIUIMHAPHBIX B3BICKAHUM Ha
COTPYIHUKOB MEIMIIMHCKOMN J1abopaTopuu, HAMPaBICHUM UX Ha MEPENOATOTOBKY U
MOBBINICHUE KBATU(DUKAIIY;

- TpPUHUMAET HEOOXOJIWMbIC MEphl JUIS  YJIYYIICHUS MaTepUaIbHO-
TEXHUYECKOTO U MHGOPMAIIMOHHOTO OOECNedYeHus, YCIOBUM TpyJa COTPYIHUKOB
MEJIMIIMHCKON JTa00opaTopuu;

- OCYHIIECTBJIIET KOHTPOJIb 32 UCIIOJIHEHWEM T[OJYUHECHHBIMH €My
COTPYIHUKAaMU CBOUX JIOJDKHOCTHBIX OOSI3aHHOCTEH, COOJIIOJICHHEM TPYAOBOU
JTUCHUIUIMHBI U IEATEIbHOCTHIO MEIUIIUHCKOM JTa0OpaTOPUU B IIEJIOM.

11. 3amayu 1 GyHKIIUN METUITUHCKON JabopaTopuu.

11.1. OcHoBHO# 3a7a4eil METUITMHCKOW JTabopaTopuu SIBISETCS OOECICUCHHE

BCEX DTaNoB JIE4EOHOro Mpollecca B COOTBETCTBUM C TPOPHUIEM MEIAUITUHCKOM

opraHm3anii KIMHHUYCCKHUMH J'Ia60paT0pHI)IMI/I HCCICAOBaHUAIMH, HWMCIOIINMHN
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BBICOKYIO AHAJIMTHYECKYI0 M JHAarHOCTHUYECKYI0 HAJIEKHOCTb, IOATBEPKIEHHYIO
KIIMHUYECKUMU PEKOMEH/IAlUSIMU.

11.2. ®yHKIIUNU METUIIMHCKON JTa00paTOpHH:

11.2.1. OOecneuyenne  yYTBEpKAEHHBIX  PYKOBOJIWUTEIEM  MEIULIUHCKOU
OpraHu3alliyd CPOKOB BBITIOJHEHUSI KIMHUYECKHUX Ja00paTOPHBIX UCCIIEIOBAHUM.

11.2.2. Buenpenue mnporpeccuBHbIX (opM pabOThl, HOBBIX METOJIOB
VCCJIEIOBAHNM, UMEIOIINUX BBICOKYIO aHAJUTUYECKYIO TOUHOCTh M JUArHOCTHUYECKYIO
HAJIC)KHOCTD;

11.2.3. TloBbimieHne KadecTBa JAOOPATOPHBIX  HCCIEAOBAHUN  IMyTEM
CUCTEMATUYECKOTO IPOBEACHMS  BHYTPUIA0OPATOPHOIO  KOHTPOJISI  KayecTBa
7a00paTOPHBIX MCCIEAOBAHUN, y4acTHUs B TOCYAAPCTBEHHOM MEXJ1abopaTOPHOM
CIIMYEHUU PE3YJIbTAaTOB JaOOPaTOPHBIX HCCIEIOBAaHUMN, OPraHU30BaHHBIX pedepeHc-
Jaboparopueii M  KOOPAUHAIMOHHBIM  LEHTPOM, BO3MOXHOIO Yy4yacTHs B
HEroCyJIapCTBEHHBIX OTEYECTBEHHBIX U MEXIYHAPOIHBIX MTPOrpaMMax Mo KOHTPOJIO
KauecTBa JJAOOPATOPHBIX UCCIEIOBAHUMN.

11.2.4. Oka3zaHue KOHCYJIbTATUBHOM MOMOIIM BpayaM KJIMHUYECKUX OTIEICHUN
B BbIOOpe Hanbosee MH(POPMATUBHBIX JAOOPATOPHBIX TECTOB U TPAKTOBKE JAHHBIX
71a00paTOPHOTO 0OCIEOBaHMS TALIMEHTA;

11.2.5. OGecrieueHne mnepcoHana KIMHUYECKUX OTICICHUM, 3aHMMAIOIIETOCs
cOOpOoM OHOJOTHYECKOTO MaTepHalia, ACTAIbHBIMH HHCTPYKUUSMH O TpaBUiIax
B3SITUS, XPAaHEHUS U TPAHCTIOPTUPOBKU Omomatepuana. OTBETCTBEHHOCTh 32 TOYHOE
COOJIIOJICHNE ATUX TpaBUi KIMHUYECKUM TEPCOHAJIOM HECYT PYKOBOAMUTENIN
KIIMHUYECKUX MTOAPA3IAEIEHUM;

11.2.6.06ecnieuenrie B  MEOUIIMHCKOW  OpraHU3allid  HEYKOCHHUTEIBHOTO
COOJIIOJICHUsI TPABWI B3STHS, XpPAaHEHUS U TPAHCIOPTHUPOBKM OmomaTepuana s
oOecrieueHus: CTAOMIBHOCTH 00Pa3IOB U HAJIEKHOCTH PE3YIIHTATOB.

11.2.7. ToBsiienre KBaTM(pUKAINK TEPCOHATIA METUIIMHCKON JabopaTopuu;

11.2.8. IIpoBeaeHre MepoONpUITUI MO OXpaHE TPpyAa MEPCOHAIA MEIUIIMHCKOU

JabopaTopuu, COONIOACHHE TEXHHKH O€30IMacHOCTH, IOKapHOW O0e30MacHOCTH,
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MIPOU3BOJICTBEHHOW CAHUTAPUH, TMPOTUBOAIHIAEMHUYECKOTO PEKUMA B METUITMHCKON
naboparopuu;

11.2.9. Benenue  y4eTHO-OTYETHOM  JOKYMEHTAlUM B  MEIULIMHCKOU
naboparopuu.

12. Undopmarmonnoe odecrneueHue padboThl MEIUIIMHCKON J1a00paToOpHHu.

12.1. Jlaboparopnas unpopmannonHas cucrema (JIMC) BmecTe ¢ anmaparHbIM
o0ecrneueHreM U 00IECUCTEMHBIMU CepBHUCaMH, o0ecrneurnBaroIUMU
nH(OPMAIMOHHBIE B3aUMOJICHCTBUS, SIBISETCA HEOOXOAMMOW M HEOThEeMIIEMOU
YaCThIO €IMHOM TOCYIapCTBEHHON MH(OPMAITMOHHON CUCTEMBI 3[PaBOOXPAHCHHUSI.

12.2. Ucnonw3zoBanue JINC nomxkHO 00eceyuTh:

- aBTOMATH3AIMI0 BCEX JIAOOPATOPHBIX IMPOIIECCOB, BKIIIOYAsl OPTraHU3AIUIO
CUCTEMbl IITPUX-KOJUPOBAHUSI OOpa3lOB M OJIAaHKOB HAIMPaBJICHUH, MOATAITHOIO
noaxodeHus: k JIMC umeronuxcs B 1a00paTopuu aBTOMaTHUYECKUX aHAIM3aTOPOB,
OpraHu3alui0 paboyux MeCT MJisi BBIMOJHEHUS PYYHBIX METOJUK, a TaKKe MecTa
perucTpaiuu 3aKka3oB, COPTUPOBKU 00pa31ioB, 00pabOTKHU pe3yIbTaTOB, X MIeYaTH Ha
OJlaHKax 3aJaHHOTO (popMaTa U (UIM) OTIPABKU 3aKa3UYMKaAM IO SJECKTPOHHOU MOUTE
Wiy (M) UTHBIMU crioco0amu;

- aBTOMAaTH3alUI0 J1a0OPATOPHBIX OW3HEC-TIPOIECCOB U JOKYMEHTOOOOpOTa,
BKJIIOYAs! JUTUTEIIbHOE XpaHeHHe 0a3 TaHHbBIX MAIMEHTOB U 00pa3lloB B AJIEKTPOHHOM
BUJIC, MOATOTOBKY HEO0OXOIMMBIX CTATUCTUICCKUX SKOHOMHUYECKUX,
MPOU3BOJICTBEHHBIX OTUETOB, OCYIIECTBICHUE HEOOXOIMMBIX YUETHBIX (DYHKITUN;

- CHUCTEMYy YAQJIEHHOIro A0cTyna (TEJIECEepBHUC) ISl ONEPaTHUBHON MOANECPKKU
paboTtsl JIMC, cBOeBpeMEHHOTO OOHOBJICHUSI U HACTPOEK CUCTEMBI B COOTBETCTBUU C
NOTPEeOHOCTSIMU J1ab0paTOPHH;

- cBs3b ¢ uMeromumucs B JIITY uHpopMallMOHHBIMU CUCTEMAMU;

- mpoBeieHue 2P GEKTUBHON peopraHu3aIiy JIabopaTopuu;

- BCECTOPOHHHUI MOHUTOPHHT JEATEILHOCTH JTa00OPATOPHUU;

- TIOBBIIICHUE MPOU3BOJUTEIBHOCTH W DKOHOMHYECKOW 3S(dekTuBHOCTH

nabopaTopuu.
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12.3. Pabora JIMC BO B3auMOIEHCTBMUM C €IWHOM TrOCYJapCTBEHHOM
UHPOPMAIIMOHHONW CHUCTEMOW 3/IpaBOOXpPAHEHUS W/WIM Yepe3 PEerHOHAbHBIN
¢parMeHT WH(POPMALIMOHHOM CHUCTEMBbl MEIULMHCKON OpraHu3alu JOJDKHA
peanu3oBaTh:

- IIPYUEM 3asIBOK Ha UCCJICIOBAHUS U KOHTPOJIb UX BBIIIOJIHEHUS

- PETUCTPALIMIO, paclpeesieHue U MapIIpyTHU3aliio 00pa3loB OnoMarepuana

- (opMupoBaHHE 3aKa30B Ha BBHINIOJHEHHE HCCIEJOBAHUNA M KOHTPOJIb UX
BBIIIOJIHCHHUS

- BHYTPEHHUI UH()OPMAIIMOHHBI OOMEH C MOAKIIOYAEMbIMHU aHAJIU3aTOPaAMU

- BHeIIHee nHpopMannonHoe B3anmozeiictsue ¢ PO EI'NC3

- BBOJ M 00pabOTKY pe3yIbTaTOB PYYHBIX METOAMK

- TEXHHYECKOE TMOATBEPKIACHHE  PE3YJIbTATOB, JOKYMEHTHPOBAHHE U
IIPENOCTABIICHUE PE3YJIETATOB BBIITOJIHEHHBIX UCCIIEIOBAHUI

- BHyTpUJ1abOpaTopHa OLIEHKA KayecTBa

- BEJICHHE apX1Ba OMOMATEpPUaOB

- BEJICHUE apXMBa BBIIIOJIHEHHBIX JIA0OPATOPHBIX UCCIIET0BaHUI

- BE/ICHHE HOPMATUBHO-CIIPABOYHOI MH(POPMALINH

- OTYETHO-aHATUTUYECKUN JOKYMEHTOOO0POT

- MaT€pUAJIbHBIN YYET

- (puHAHCOBBIN yUeT

- BHYTpUJIa0OpaTOPHBIN yIIPaBICHUECKUN YUET

12.4. KommbroTepHoe 0O0OpYyIOBaHME ¢  MPOrpPaMMbl  JIOJKHBI  OBITh
COOTBETCTBYIOIINM o0OpazoMm 3aIIUIIECHBI oT MTOBPEXKACHUS WIH

HCCAHKIMMOHHUPOBAHHOI'O UCIIOJIb30BAHUA.
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[Tpunoxxenue Ne 4 k npukazy
MuHuCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickon denepanunu

OT Ne

IToi0keHne o HEHTPaAJMU3aAIM KIIMHAYIECCKUX J'IaﬁOpaTOprIX I/ICCJIeI[OBaHI/Iﬁ

1. LenTtpanu3anusi KIMHUYECKUX J1a0OPATOPHBIX HCCIEAOBAHUNA — KOMILIEKC
MEp Ha OCHOBE OIICHKA TEPPUTOPUATIBHBIX OpPraHU3alMOHHBIX BO3MOXHOCTEMH,
HaIlpaBJICHHbI HA MOBBIIIEHUE MEAULMHCKON 1[EIeCO00pa3sHOCTH U S3KOHOMHUYECKOM
3¢ (HEKTUBHOCTH JTa0OPATOPHOU CITY>KOBI.

2. lenTpanuzauus KIMHUYECKUX JIAOOPATOPHBIX MCCIEAOBAHUN JOJIKHA
co3JgaBaTh  YCIOBUS  JUIsl  TOBBIIIEHUS  YPOBHSA  JOCTYIHOCTH  OKa3aHUs
BBICOKOTEXHOJIOTMYHBIX METOJOB JUATHOCTUKHU ISl HACEJICHUSI BHE 3aBUCUMOCTH OT
pEruoHa MpOKUBAHHUS.

3. lenTpanuzanus KIMHUYECKUX JAOOPATOPHBIX HCCIEAOBAHUN OJKHA
o0ecrieunBaTh  KOHLEHTPALMIO  BBICOKOKBATU(UIMPOBAHHOIO  IMEpCOHAa U
BBICOKOIPOU3BOJIUTEILHOTO  O0OpYAOBaHUS B  MEAUIMHCKHUX J1a0OpaTopusx,
MO3BOJIIET CYIIECTBEHHO MOBBICUTh SKOHOMHUYECKYIO 3(P(EKTUBHOCTh BBIJEIIIEMbIX
CPEICTB, YBEJIMYHUTH IPOU3BOAUTEIBHOCT TPyJa NPHU COKPAIICHUM II€pCOHAIA,
COKPAaTUTh CPOKHM MPOBEACHUS O0OCIIEOBaHUS MNAllMEHTOB, OOECIEYUTh BBICOKOE
Ka4yecTBO JJa0OPaTOPHOIN TUAarHOCTUKH.

4. MeaumuHcKasi 11€71€c000pa3HOCTh JIa0OPATOPHBIX MCCIIEIOBAHUN, B TOM
yucie TMpH IEeHTpalIu3alMu JIaDOpaTOPHBIX HCCIEJOBAaHMA — COOTBETCTBHE
HA3HAYEHHBIX JIA0OPATOPHBIX HCCIIECJOBAHUNA KIMHUYECKOMY COCTOSIHHIO MalMeHTa
WIM JUAarHOCTUYECKOM 3ajade. MeauIMHCKas 1enecoo0pa3HOCTh €AuHa IS BCeX
MEIUUMHCKUX  OpraHu3aluid, Y4YacTByIOIIMX B  peanmusauuud  lIporpammsl
rOCYAapCTBEHHBIX TapaHTUH OECIUIaTHOTO OKa3aHUs TpakJaHaM MEIUIUHCKON
MOMOIIM, B TOM YHCIIE MPOTrpaMMbl 00s3aTEIBLHOT0 MEIUIIMHCKOIO CTPAaxOBaHUs Ha

Bcen Teppuropun Poccuiickoii @Dexepaunu M ONPENEseTCS HA  OCHOBE
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COOTBETCTBYIOIIMX MOPSAJKOB OKa3aHHWs MEIUIMHCKOW TOMOIIM, CTaHAapTOB
MEIUIUHCKOW MOMOIIY U KIIMHUYECKUX PEKOMEH AN .

5. DxoHomuueckas  3(G(EKTUBHOCTh  IEHTpAIM3AIMU  JIaDOPATOPHBIX
UCCIICIOBAHUM OMPEACISIETCS PACUCTHBIM TYTEM U BBIABISIETCS C IMOMOUIBIO
COIMOCTAaBJICHUSI CYMMAapHBIX PacXoJl0B, CBA3AHHBIX C MPOBEACHUEM J1abOpPaTOPHBIX
HUCCIICIOBAaHUM B JIOKAJbHOM  MEIUIIMHCKOW  J1abopaTopuu  MEAUITMHCKOM
OpraHu3allid WIA NOpU UX BBIIIOJHEHUHM B IEHTPATU30BAHHON MEIUIIMHCKON
nabopatopuu.  OxoHoMHuecKas  A(P(EKTUBHOCTh  BKIIOYEHHS  KOHKPETHOM
MEJIMIIMHCKONW OpPTaHU3allMi B CUCTEMY IIEHTPAIU3alMU MPOBEACHUS KIMHUYECKUX
J1a00paTOPHBIX HCCIIEIOBAHMMN OnpeaesaeTcs ero creuupuIeCcKUMu
OCOOEHHOCTSIMH, B TOM YHUCJI€ reorpaduuecKiM pacoioKEeHUEM.

6. OpraHu3alOHHBIE BO3MOXKHOCTH TEPPUTOPUATIBLHO-aIMUHUCTPATUBHBIX
oOpa3oBaHuil 00YCIIABIUBAIOTCA T€OrpaPUuecKUMU XapaKTepUCTUKaMU TEPPUTOPUH,
YUCJIEHHOCTPIO M  PAaBHOMEPHOCTBIO  pPACCENEHUS HACEIEHHUS, Pa3BUTOCTHIO
TPAHCIOPTHON CHUCTEMBI (HAJMYME CETU aBTOMOOMIIBHBIX AOPOTr, BOJHOIO W/WIH
BO3AYLIHOIO  TPaHCIOPTa),  BIWSAHUEM  CE30HHOCTM  HAa  BO3MOXKHOCTH
TPAHCIIOPTUPOBKH MaTepuana, a TaKXe pPSAAOM HHBIX MapaMmeTrpoB. [Ipu oreHke
OpPraHU3allMOHHBIX BO3MOXXHOCTEH LEHTpalv3alMyd MPOBEACHUS KIMHUYECKHUX
71a00paTOPHBIX UCCIEAOBAHUIN YUUTHIBAIOTCS KOJIMYECTBO U XapaKTEP PACIIOIO0KECHHUS
MEJIUIIMHCKUX OpraHu3alui TOW WJIM WHOW MOIIHOCTH, YAAJIE€HHOCTh MEIMITUMHCKUX
opranu3zanuii Hu30B0ro ypoBHs (DA, mOTUKIMHUKY, Y4aCTKOBBIE OOJILHUIIBI U JIP.)
OT KPYIHBIX MHOTOMPOQPHUILHBIX OOJBHUI[ U JUATHOCTUYECKUX IIEHTPOB, a TAKKE
OIICHUBAIOTCA  COIUAJIbHbIC TIOCJIEACTBUSA JUII  COTPYAHUKOB  MEIMIIMHCKHUX
nabopaTopuid.

7. LlenTpanuzanusi NpOBEICHUA KIMHUYECKUX JIA0OPATOPHBIX MCCIEAOBAHMMA
peanu3yeTrcsi Ha TpaBaX TEPPUTOPHAIBHONW MPOTPAMMBI/TIOANPOTPAMMBI IO
00€eCIeUeHNI0 TOCYIAPCTBEHHBIX TapaHTHH OECIUIATHOTO OKa3aHWsl MEIUITMHCKOU
nomonu (nmanee IlporpaMma LEHTpalu3allid) U YTBEPKAACTCS PYKOBOJIUTEIIEM
OpraHa ymOpaBJ€HUS 3PAaBOOXPAHEHUS TEPPUTOPHAIBHO-aIMUHUCTPATUBHOTO

oOpa3zoBaHusl.
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8. Pa3pabotka [IporpaMMebl IIEHTpaTU3aIIHH.

8.1 Ilporpamma 1ieHTpanu3aliy papadbarbiBaeTcs paboueil rpymnmoii B cocTaBe
npecTaBUTeNIeH-pa3pabOTYNKOB npodeccruoHanbHON HEKOMMEpYECKON
opranu3anuu B cepe mabopaTopHO METUIIMHBI, COOTBETCTBYIOIIEH TpeOOBaHUSAM
3akoHoJaTenbcTBa Poccuiickoin ®denepaliii 1O  OCYIIECTBICHHUIO OTIEIBHBIX
bynkuuii B cepe oxpaHbl 370pOBBS, MpeacTaBUTeNeld pedepeHc-iadopatopuili u
NpEeACTaBUTENCd  aIMHHHCTPAUMA  OpraHa  YIpaBJ€HUS  3/paBOOXPAHEHUS
TEPPUTOPUATBHO-aIMUHUCTPATUBHOTO 00pa30BaHUsA, COTJIACHO PEKOMEHJIAlUIM
npoecCHOHANBPHOM HEKOMMEpPYECKOM opraHm3anud B cdepe J1abopaTopHOU
MEIULMHBI, COOTBETCTBYIOLIEH TpeOOBaHUSAM 3aKOHOJATenbcTBa Poccuiickoit
denepany MO OCYIIECTBIECHUIO OTAENBbHBIX (QYHKIUI B cepe oXpaHbl 340POBbs, U
®denepaabHOr0 LEHTPA IO OpraHM3alMi M OOECIEYEHUIO0 KadecTBa MpPOBEICHUS
KJIMHUYECKUX  JIa0OpAaTOPHBIX  MCCIEAOBAHUW W MOATBEPXKACHMUSI  CIIOPHBIX
PE3yJIbTAaTOB JJAOOPATOPHBIX UCCIIETOBAHUM.

8.2 Ilporpamma meHTpalu3aluy JAOJDKHA COJEp)KaTh KOHKPETHBIN IUIaH
JEUCTBUN TIO  OPraHU3AIMOHHOM, IOPUAMYECKOM W (PUHAHCOBOW peopraHu3aluu
7a00paToOpHOl CIyKObl pEruoHa, a TaKKe IMOJOXKEHUS U PErJIaMEHTHPYIOIINE
JNOKYMEHTBI, OTpPa)arOL[ME€ OCHOBHBIE ACIEKThl JKCTPAAHATUTHUYECKOW JIOTUCTUKH
(MpeaHaMTUTUYECKUA U TOCTAHAJIUTHUYECKUN OTambl) MPOBEACHUS JTabOpaTOPHBIX
UCCJENOBAHUM W JEATEIbHOCTH LIEHTPAIM30BaHHOM J1a0OpaTOpHM: OpraHu3anus
OPOBEJCHUS  LEHTPAJIM30BAaHHBIX  JIAOOPATOPHBIX  HUCCIIEJOBAaHUN,  IEpeueHb
7a00paTOPHBIX MCCIEIOBAHUN MOJUISKAIIUX LEHTpAIM3alMd U TOJIO)KEHHE O
LHEHTPAIM30BaHHOW J1abopaTopuu €€ OpraHM3alMOHHBIA TpoLecc, MNPOLECcC
IPOU3BOICTBA JIJAOOPATOPHBIX UCCIIEIOBAaHUI U CPOKH UX BBIITOJIHEHUS).

9. IlporpamMma HEeHTpaIu3alMKi Ha BCEX ATamax e€ pa3pabOoTKU U peau3aluu
JIOJDKHA TIO/IBEpraThCsl ayAUTy OJKCHEpTOB B cdepe J1abopaTOpHOW MEAMIIMHBI,
BKJIFOYAsi COTPYTHUKOB (heJIepATbHBIX U PETHOHAIBHBIX KOOPAHMHAIIMOHHBIX CTPYKTYP
(DenepanbHOro  1EHTpa,  pedepeHc-nmadopaTopuii) W TPOQPECcCHOHATBHBIX
HEKOMMEpPUYECKUX OpraHu3alui, HMEIOUMX HEoOXOAUMble KOMIIETEHIUU U

ITIOJTHOMOYHA.
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10. OCHOBHBIMH KpUTEpPUSMH MEIULUUHCKOW LEIECOOOPAa3HOCTH IPHU
pa3paboTke u peanuzanuu [IporpamMmbl IIEHTpaTU3aIIH SBISIOTCS:

- (OOecrieueHre  BBICOKOTO  KadecTBa  BBINOJHEHUS  JTAOOPATOPHBIX
VCCJIEIOBAHUI: COOTBETCTBHE HA3HAYEHUS KIMHUYECKOMY COCTOSIHUIO IMALIMEHTA WA
JTUAarHOCTUYECKOM 3ajjadye M CBOEBPEMEHHOCTh BBIMOJHEHUSI J1ab0paTOpHOTrO
MCCJIEIOBAHMUSI, BHIIIOJIHEHHOTO C HEOOXOAMMOM aHATMTUYECKON TOUHOCTHIO.

- Cpoku jJocTaBkM OuomaTepuana 10 IEHTPAJIU30BAHHOW J1labopaTopuu,
KOTOpbIE  OMNPENENSIOTCS MaKCUMAJbHBIM ~ BPEMEHEM KM3HU  HCCIIETyeMOro
nokaszaTessi B Mpo0e Mpu TPAHCIIOPTUPOBKE.

- Hannuume mnpoueaypbl  CKBO3HOTO  KOHTPOJIA 332  COXPAaHHOCTBIO
(cTaOunpHOCTBIO) B OOpasile OuoMarepuana MPUCYIIUX €My In VIVO CBOWCTB U
COCTaBa, BIUIOTH /10 MOMEHTA MPOBEACHUS €ro UCCIEIOBAaHUN B LEHTPAIU30BAaHHOU
nabopaTtopuu.

11. OcHOBHbIE (QaKTOphl OPraHU3ALMOHHBIX BO3MOXHOCTEH, KOTOpPbIE
YUHUTBIBAIOTCS TIPH pa3padoTKe U peanuzanuu [I[porpaMMel IEeHTpaIu3alyu:

- HaIW4yue eAUHOW HHQPOPMAIMOHHON CHUCTEMBI, MOAKIIOYEHUS K CETH
WuTepHeT W enuHON KiaccuPUKauuyd JIA0OPAaTOPHBIX HMCCIEAOBAHUM C LEJBIO
o0ecrniedyeHus: MpoCcaeKUBAaeMOCTH U oOMeHa nH(popMalreil Ha Tanax BBINOJIHEHUS
Ja00paTOPHBIX UCCIICIOBAHUI

- IJIOTHOCTb HACEJICHUS;

- MapuIpyTu3alusi: TPaHCHOPTHBIE Pa3BA3KU, IUIOMIAh TEPPUTOPHH,
reorpauyeckue Npu3HaKku, KIMMaTH4eckue GakTophl;

- COLMAIbHO-?KOHOMUYECKHE MTOKA3aTEINH.

12. Tlepeuenb nabopaTOpHBIX HccienoBanuii [Iporpammbl IeHTpaTU3aAIH
dbopmupyeTcs 111 MEIULIMHCKUX OpraHU3allii Ha OCHOBE CTaTUCTHKHU U CHeUU(DUKU
3a00JI€BaEMOCT B TEPPUTOPHAIBHO-aJMUHUCTPATHBHOM  OOpa3oBaHUU U
ONpENENSIETCS HAa OCHOBE COOTBETCTBYIOIIMX IOPSAKOB OKa3aHUS MEIULUHCKON
MOMOIIY, CTAHAAPTOB MEJUIIMHCKON MTOMOIIHY U KIIMHUYECKUX PEKOMEHAALIHIA.

13. B [Ilporpamme 1eHTpaiM3alud HEOOXOAUMO y4ecTh 4 Bujaa

CHUCTEMOOOPA3yIOIIUX OPTaHU3AIMOHHBIX CTPYKTYP:
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| - myHKTBI B3ITUA U cOOpa OMOJOTHYECKOT0 MaTepHana;

Il —memuuHCKHEe TabOpaTOpWH, BBHITIOJHSIONINE PYTHHHBIC HCCICIOBAHUS,
HeleJIeCO00pa3HbIe IS IIEHTPAIU3AIH, B TOM YUCIIE dKCIpecc-1adopaTopuu;

Il — ueHTpanu3oBaHHBIE MEIUIIMHCKHE J1a0OPATOPUM, BBIMOJHSIOUIUE BCE
BU/JIbI PYTUHHBIX UCCIIEI0BAHUM, KpOME CIIEU(DUUECKUX U PEIKUX UCCIEIOBaHUM;

IV — cnenuanu3upoBaHHbIE 1IEHTPATN30BAHHBIE MEIMUIIMHCKUE JTabopaTopuu,
BBITIOJTHSFOIIHE CTICIIM(PUICCKUE U PEIKUE UCCIICIOBAHU.

14. Opranuzanusa padotsl ctpykryp I, 1l u IV Buga ocymiectBisiercss B
COOTBETCTBHH C npuiokeHneM 3 «IlonoxkeHrne o METUIIMHCKOMN J1a00paTOPUI».

15. ITyHKT B3sTHS U cOOpa OMOJIOTMYECKOTO MaTepHaIa.

15.1. IlyHkT B3aTHsS M cOopa Ouosnormyeckoro marepuana (gamee — [IBCM)
SABJISIETCS BCIIOMOTATEIbHBIM TOJAPA3ACICHUEM MEIUIIMHCKON OpraHu3aluu U
NpeaHa3HayeH JJid B3ATUs, cOOpa, XpaHEHUS W TEPBUYHOM MPOOOMOATOTOBKU
OMOJIOTUYECKOTO ~ MaTepuasa C  [eldbl0  MOCIHEAYIOIMEe  TpaHCHOPTUPOBKU
OMOJIOTMYECKOTO MaTepuajia B MEIUIUHCKYIO Ja0OpaTOpPUIO [JIi BBIMOJHEHUS
KJIIMHAYECKUX J1a00paTOPHBIX UCCIIEI0BAHUN.

15.2. TIBCM pa3Memaercds B  CICHUAIU3UPOBAHHBIX  MOMENICHUSX,
00OpYZIOBaHHBIX B COOTBETCTBUH C TPEOOBAaHUSIMU TMPABHII OPTraHU3AlMU T10
CTaHJApPTU3AllMU, CTPOUTEIbHBIX HOPM W TpaBW, MOpaBUI MO YCTPOUCTRBY,
AKCIUTyaTalluM W TEXHUKH O€30MaCHOCTH, CAHUTAPHO-TUTUEHUYECKUX TIPaBul,
YCTaHOBJIEHHBIX HOPMATUBHO-NIPABOBBIMU akTaMU Poccuiickoit denepannu.

15.3. Ocnamenne [IBCM ocymiecTBisieTcs B COOTBETCTBUM € BO3JI0KEHHBIMU
GYHKIUSAMH W 3aJja4aMU  COTJIACHO PEKOMEHJAIMSIM MEIUIIMHCKON JtabopaTopud,
MPUHUMAIOIIEH OMOJIOTUYECKU MaTepral.

15.4. [dearensHocts [IBCM ocymecTBisieTcs COTPYAHUKAMH, HMEIOIMMHA
HeoOXoauMmoe  mpodeccuoHaabHOE  00pa3oBaHWE B COOTBETCTBHUM C  HX
JOJDKHOCTHBIMU OOSI3aHHOCTSIMH, U PETJIAMEHTUPYETCS] HOPMATUBHBIMH TTPABOBBIMH
aktamu Poccuiickon denepany U HaCTOSIIAM TTOJIOKEHUEM.

15.5. Crpykrypa, mTaTHOE€ pacnucaHue W Harpy3ka mnepcoHana [IBCM

OMnpecACIAAIOTCA B COOTBETCTBUM C PACUCTHBIMKM HOPMaMHU BPEMCHH Ha IIPOBCACHHC
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MPEAHATUTUYECKOTO  JTama  KIWHAYECKHX  JJAOOPATOPHBIX  WCCIIEIOBAHHMA
(mpunoxenne 7). B nensax obecrneueHus: HenpepbiBHOM padoThl B cTpykType [IBCM
pekomeHayeTcss uMeTh He MeHee 0,5 [mTaTHOM €IWHUIBI CIEIUAIUCTa C
METUITMHCKAM 00pa30BaHUEM, BIIAJICIONIETO MAHUTYJIANMSIMU B3SITHS OHoMaTepuaia
MO0 MOTPEOHOCTH B 3aBUCUMOCTH OT MPOQPMIST MEIUIIMHCKONW OpraHu3allud, B TOM
YUCJI€ KaNWUISIPHOW KPOBH M BEHO3HOM KpoBH, He MeHee 0,5 IITaTHOW €IUHULBI
perucrparopa, KOTOpPbIH MOKET OBbITh Ha3HAYE€H W3 YHCIa COTPYAHUKOB C
HEMEUIIMHCKUM 00pa30BaHUEM.

15.6. Metonuueckoe pykoBojcTBO I[IBCM ocyiiecTBisieTcss 3aBeayrOIUM
MEJIMIIMHCKON JTabopaTopuei, MpuHUMaroed OMoIornyeckuii MmaTepual.

15.7. HomxuocTHble oOs3aHHOCTH coTpyaHukoB [IBCM onpenensitorcs
JIOJDKHOCTHBIMM  MHCTPYKIUSIMU, YTBEPKIAEMbIMH PYKOBOJMUTEIEM MEIUIIMHCKON
OpraHU3alUH.

15.8. Corpynnuku [IBCM HazHavaroTCs Ha JTOHKHOCTH U OCBOOOXKIIAIOTCS OT
3aHUMAEMBbIX JOJDKHOCTEM MPUKAa30M PYKOBOAUTENS MEIMIIMHCKOW OpraHu3allud B
COOTBETCTBHHU C 3aKOHOJATEILCTBOM Poccuiickoit @enepanuni.

15.9. OcHoBuble 3anaun 1 pyHkuuu [IBCM:

15.9.1. Opranuzarus B3sTHSI OMOJOTUYECKOTO MaTepHaia y MareHTOB.

15.9.2. Opranmzanus coopa, 0hopMIICHHS U MOJATOTOBKH K XPAaHEHHUIO U (UJIH)
TPAHCIIOPTUPOBKE OUOJOTUUECKOTO MaTepralia B MEAUIIMHCKYIO J1a00paToOpHIo;

15.9.3. O6ecneuenne xpaHeHUs] OMOJIOTUYECKOTO MaTepraa.

15.10. Opra#auzanuss TPaHCIOPTUPOBKU OHOJIOTMYECKOTO MaTepuaia u
o0ecrieueHUE PACXOAHBIMU  MaTepuajgaMud ISl  MPOBEICHUS  KIMHUYECKHUX
71a060paTOPHBIX HCCIIEIOBAHUI periaMeHTUpyeTCs benepanbHO W
TEPPUTOPUAIBHON TPOTPAMMOM TI0 BBIIIOJHEHUIO TOCYAAPCTBEHHBIX TapaHTUU
OecryIaTHOTO  OKa3aHWsl MEIUIIMHCKOM TMOMOIM B  YacTh J1abopaTOpHBIX
HUCCIICIOBAHUM ©  MOXeT ObITh JgenerupoBaHa I[IBCM  wimm  MeaUITMHCKOM
JabopaTopuu, MIpUHUMAIOIIEH OMOJIOTHYECKUI MaTepual.

16. OCHOBHBIMU KPUTEPUSIMH YKOHOMHUECKOU 2P (HEKTUBHOCTH TIPH pa3paboTKe

u peanu3auuu [IporpaMmMsl HeHTpanu3anuu SABISIIOTCS:
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— CHIDKEHHE COBOKYIHBIX 3aTpaT Ha COJAEp)KaHHE PETMOHAIBHON J1abopaTopHOM
CITY>KOBI B LIETIOM,

— OTHOIIEHUE  KOJIMYECTBA KAYECTBEHHO  BBINMOJIHEHHBIX  MCCIEIOBAHUU K
OpakOBaHHBIM UJIM HEBOCTPEOOBAHHBIM UCCIIEIOBAHUSM,

— CHIDKEHHE W3JIEpKeK 3a CyYeT MaciuTtaba MNpOW3BOJCTBA, CTAHAAPTU3ALMHU H
YIOPABISIEMOCTH MPOLIECCA, PACCUATAHHOE C HCIIOJIb30BAHUEM NPUIOKEHUS 7
«Metoguku pacu€ra HOpPMBI 3aTpaT BpPEMEHM Ha MPOBEACHHE KIMHUYECKUX
7a00paTOPHBIX HCCIECJOBAaHUM W CTOMMOCTH KJIMHUYECKHUX JabOpaTOpPHBIX
UCCJIeIOBAHUID.

17. Tlpu pacyere  DKOHOMHMYECKMX  IIOKa3aTeledl  mpeJrosiaraeMoi

3O PEKTUBHOCTH OT MLEHTPAIM3ALUA HUCCICTOBaHUM, HEOOXOIUMO COIOCTABIISIThH

COBOKYITHBIC HW3JIEPKKHA Ha COJIEpKAaHUE PETHOHAIBHOU 1abopaTOpHOM CIy:KObI B

IIEJIOM, C TUIAHUPYEMBIMH COBOKYIHBIMH H3JCPKKAaMH B paMKax pa3paboTKh U

peanuzauuu [Iporpammel neHtpanuzauuud. COBOKYIHBIM H3JEPKKH COCTOST U3

CYMMBbI TIOCTOSIHHBIX U TEepeMEHHbIX. K MOCTOSHHBIM H3AEpKKaM Ha COjAepKaHue

MEIUUMHCKOW  J1a0OpaTOpuM  MOXHO  OTHECTH-  CTOMMOCTb  COJEpPKaHHS

MIPOU3BOJICTBEHHBIX TOMEIICHUN MEIUIIMHCKON J1abopaTopuu, aMOpPTHU3ALUI0 H

CTOMMOCTb  COJIEpXaHUS MEIUIIMHCKOTO o0OopynoBaHus jabopatopuu (mpu

KOHCepBalUMU OOOPYJIOBaHUsA, COJEpKaHUE 1eJ1ecO00pa3HO YUYUTHIBATh B paMKax

€CTECTBEHHOTO M3HOCA) M CTOMMOCTh aJIMUHUCTPATUBHO-YIIPaBIeHUYECKUX 3aTpar. K

NEPEMEHHBIM U3JIEP>)KKaM, B OCHOBHOM, OTHOCSITCS 3apaOOTHas IjiaTa COTPYIHUKOB

MEIUIMHCKON J1abopaTOpUH, CTOMMOCTh PEAareHTOB M PACXOJHBIX MaTEepHAIOB U

KOMMYHaJIbHBIE YCIIYTH.

18. Mogens pacyeTa MOJHOW Cc€0ECTOMMOCTH JIaDOPATOPHOIO MCCIIEIOBaHUS

MIPU MOJATOTOBKE U pean3anuu [IporpaMmbl 1eHTpaM3auy BKIOYAET CIeAYIOIIne

CTaThbU PACXOJIOB Ha:

- JlabopaTtopHoe oOopyJoBaHHE U TNpUOOpPETEHHE OO0OpYJAOBaHUS IS

MEUITMHCKON JTabopaTopuu;

- Texuuueckoe oOciykuBaHuEe 000PYIO0BaHUS JJIs1 MEIUIIMHCKON JJabopaTopuu;
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- JIUC u opraam3aiuio nHPOPMAIMOHHOTO B3aMMOJICUCTBHS C MEIUIIMHCKAMU
OpraHU3alMsSIMU, IO 3al[UIIEHHBIM KaHajlaM CBSI3H;

- Texanueckyto nogaepxky JIMC;

- PearenTsl 1 pacxogHbie MaTEpUabI,

- BuytpenHioro ornieHky kadecTBa (nanee - BKK);

- Buemnroro onenky kauectna (fganee - BOK);

- TpancnopTHbIE pacXxobl Ha TOCTaBKy 00pa3lioB OMoMaTepuana;

- OOyuenue nepconana padore Ha obopyaoBanuu u JIMC, ucnosnb3zoBaHUIO
OJTHOPA30BBIX CIEIUATU3UPOBAHHBIX CHCTEM B3SITHS OMOMaTepuaa;

- Pa3zpabotka u BHenpenue ctanaaptoB JlabopaTopuu;

- ®OT nepconana 1abopaTopuu;

- KommyHanbeHble ycnyru (BoAo-, SHEPro- U TEIJIOCHA0XKEHHUE);

- YTunu3zauusi OTX0A0B.
19. IlporpamMma neHTpaJM3alUM  JOJKHA  CTPOUTHBCS HA  COBPEMEHHBIX
JIOTUCTUYECKUX TPHUHIUMAX JOCTABKHM OMOJIOTMYECKOr0 MaTepuaia, 0O0eCreyuBaTh
€OIUHCTBO W  CTAHJAPTU3ALMI0  NPEAHATUTUYECKOrO,  AHAIUTHYECKOTO U
NOCTAHAIIUTUYECKOTO 3TAIOB, COAECPKATh PacyeT MEIUIIMHCKON 11€1ec000pa3HOCTU U
IKOHOMHUYECKON A(PPEKTUBHOCTH OT MEHTPAIU3AIUU KIMHHUYECKUX JTaOOPaTOPHBIX

HUCCIIEeI0OBAHUMH.
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[Tpunoxxenue Ne 5 k npukazy
MuHuCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickon denepanunu

OT Ne

IToso:xxenue 0 PenepasbHOM MeAUIUHCKOM HAYYHO-TIPAKTHYECKOM LEHTpe 10
OPraHU3alMyu U 00ecreYeHHI0 Ka4yecTBa NPOBeAeHUs KINHNYEeCKHUX
JIa0OpPaTOPHBIX HCCJIeI0OBAHUI U MOATBEPHKACHHUS CIIOPHBIX Pe3yJIbTATOB
JIadopaToOpPHBIX HccIeI0BaHui U 0 pedepeHc-1a00paTopusAX

1. OG11re NoJ0KEeHHUS.

1.1. Hacrosmiee mnonoKeHHe periiaMeHTHUPYET HAesITeabHOCTh DenepaabHOro
MEJIUIIMHCKOTO HAy4YHO-TIPAKTUYECKOT0 IIEHTpa MO OpraHu3alid U 0O0ECIEeUCHUIO
KauecTBa  MPOBEACHHUS  KIMHUYECKUX  JJAOOPATOPHBIX  HUCCICAOBAHHM U
MOATBEPKACHUS CIOPHBIX PE3YJIbTATOB JIa0OPATOPHBIX HCCIEIOBaHUN (Hanee
KoopanHanunoHHbIM LEHTp)U JEeSATENbHOCTD pedepeHnc-nadoparopuii,
YIIOJJTHOMOYEHHBIX MUHHCTEPCTBOM 31paBooxpaHeHust Poccuiickont Denepauuu 1o
OpraHu3ald U OOECIEUYCHUI0 KauecTBa MPOBEICHUS KIMHUYECKUX JTA00PATOPHBIX
WCCJICIOBAHUM U TOATBEPKIICHUIO MTPEABAPUTENBHBIX U (MJIH) CIIOPHBIX PE3YJIHTATOB
71a00paTOPHBIX UCCIICIOBAHMIA.

1.2. Tlepeuennr pedepeHc-nadopatopuidi W TEepeyeHb 3aKpeIUIEHHBIX 3a
pedepenc-nadopaTopusmu  Tepputopuii  Poccuiickoit ®enepainiun, Ha KOTOPBIX
OCYILECTBIISIETCS ~ OpraHu3alus  JCSITEJIbHOCTH  MEIUIMHCKUX  J1abopaTopuid,
onpenensercss MuHUCTEPCTBOM 31apaBooxpaHeHus Poccuiickorn dPenepauuu 110
COTJIACOBaHMIO ¢ TMPOGECCHOHAIBPHOM HEKOMMEpUYeCKOW opraHuzamueir B cdepe
7a00paTOPHON MEAMIMHBI, COOTBETCTBYIOIIEH TpPeOOBAHUSIM 3aKOHOJIATEJIbCTBA
Poccuiickoit denepariuu Mo OCyIIECTBICHUIO OTACIBHBIX (PYHKIUH B chepe oxpaHbl
310POBBAI.

1.3. PykoBoauT aesTenbHOCTHIO pedepeHc-nmadboparopuit KoopauHaimoHHBIHM
IEHTp, OOpa30BaHHBII Ha 0aze MEAWIIMHCKON oOpraHu3auu (denepaabHOro

MOJYMHEHUS WIM CaMOCTOSTENIbHOM OpraHuzanuu Jto00i (GopMbl COOCTBEHHOCTH,
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YIOJIHOMOYEHHOM MuHncrepctBom 3apaBooxpanenus Poccuiickon denepanuu 1o
COTJIACOBAHUIO C TMpo(eccCHOHANbHOM HEKOMMEpUecKol opraHuzanued B cdepe
71a00paTOPHON MEIUIIUHBI, COOTBETCTBYIOLIEH TpeOOBaHUSM 3aKOHOJATEIHCTBA
Poccuiickoii denepannu Mo OCyIIECTBICHUIO OTIEIBHBIX (DYHKIIUH B chepe oXpaHbl
3I0POBBAI.

1.4. MenuuuHCKUE OpraHu3aldd, B COCTaB KOTOPBIX BXOJAT pedepeHc-
naboparopuu, 1 KoopAHMHAIMOHHBIA HEHTP HECYT OTBETCTBEHHOCTH 3a (DMHAHCOBOE
" MaTepUaIbHO-TEXHUYECKOE obecrieueHue NEeATEIbHOCTU YKa3aHHBIX
nonpazaenenuii. @duHaHCHUpOBaHWE JEATEIBHOCTH pedepeHc-nadbopaTopuii  u
KoopanHanmoHHOrO LEHTpa MOXKET JIONOJIHUTEIBHO OCYLIECTBIATBCA IIYyTEM
BBIMIOJTHEHUSI MMM BO3ME3JHBIX YCIYI MO OOECHEUEHUI0 METPOJOTHYECKOn
NPOCIEKUBAEMOCTH M  aTTeCTallMd CTaHAAPTHBIX O0O0pa3loB, AaTTECTALUU U
BepU(PUKALUU METOJUK, NPUMEHSAEMbIX B 00JACTH J1aOOpPaTOpPHOM JAMATHOCTUKH,
y4acCTUM B UCHBITAHUSAX MEAMIMHCKUX M3ACIUNA I JUArHOCTHKH  Invitro,
KOHCYJIbTAIIMOHHBIX, 00YYalolMX M JAPYTHX yCIyrax B O0JAaCTH MX KOMIIETECHIIUH,
onpenensiemonn MwuHuctepcTBOM 3apaBooxpaHeHust Poccuiickon @Penepauuu 1o
COrJIaCOBAaHUIO C MPO(PECCHOHAIBHOM HEKOMMEPYECKON oOpranusanuu B cdepe
7a00paTOpHONl MEAMIMHBI, COOTBETCTBYIOIIEH TpPEeOOBAHUSAM 3aKOHOAATEILCTBA
Poccuiickoit denepaiuu mo OCyIIECTBICHUIO OTIAEIBHBIX (PYHKIIUN B cepe oXpaHbl
310POBBAI.

1.5. PykoBoautens KoopauHallMOHHOTO LEHTpa HA3HAYAETCS PYKOBOIUTEIEM
MEIMIIMHCKOW OpraHW3allld, B COCTaB KOTOPOM BXOAUT KOOpAMHAIIMOHHBIN LIEHTD,
o mpeAcTaBieHnio MuHncTepeTBa 3apaBooxpanenust Poccuiickoit deaepanun u 1o
COIJIACOBAaHUIO C NPOo(eCCHOHATBFHOW HEKOMMEpPYECKOM opraHuzaluu B cdepe
7a00paTOPHON MEIMLMHBI, COOTBETCTBYIOIIEH TpeOOBaHMSIM 3aKOHOAATENbCTBA
Poccuiickoit @eneparuu Mo OCyIIECTBICHUIO OTASIBHBIX (PYHKIUN B chepe oxpaHb
310POBBA.

1.6. IToTpebHOCTL B Kajpax M KaJpoBbIi cocTaB KoopaMHAIMOHHOTO ILIEHTpa
ONPENEIATCA PYKOBOAUTEIEM MEIULIHUHCKOM OpraHu3aluy, B COCTaB KOTOPOU

BXoauT  KoOOpAMHALIMOHHBIA  LEHTP, MO  MPEACTABICHUID  PYKOBOAUTEIS

28



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

KoopavHauMoOHHOrO  LEHTpa M [0  COIJIaCOBaHMIO ¢  MMHHCTEpCTBOM
3apaBooxpaHeHus: Poccuiickoit ®@enepaunu u nmpodeccuoHaIbHON HEKOMMEPYECKON
opranusanuen B cepe 1ad0paTOpHON MEAMIIMHBI, COOTBETCTBYIOIIEH TPEOOBaHUAM
3aKoHoAaTensCcTBa Poccuiickon @enepaumy MO  OCYLIECTBICHHMIO  OTAEIBHBIX
byHKIUH B chepe oXpaHbl 3I0POBbSI.

1.7. PykoBoauTenb, NOTPEOHOCTh B KaJapaX WU KaJpOBBI COCTaB pedepeHc-
7a00paTOpUi ONPENEIAIOTCA PYKOBOJUTEIEM MEIUIMHCKONW OpraHU3alllK, B COCTaB
KOTOpOW BXOAWUT pedepeHc-1adoparopuss IO NPEACTABICHUIO PYKOBOJIUTEIS
KoopanHaninoHHOTO LIeHTpA.

1.8. IlnanupoBaHue N€ATENBLHOCTH, (OpMa M NEPUOJUYHOCTH OTYETHOCTHU
KoopaunaunonHoro ueHtpa u  pedepeHc-maboparopuil  yCTaHaBIMBAIOTCA
MunucTepcTBOM 3apaBooxpaHeHus Poccuiickot denepanuy M0 COTJIACOBAHUIO C
npo(ecCHOHABHOM HEKOMMEpPYECKOW opranuzauueid B cdepe J1abopaTopHOU
MEIMIIMHBI, COOTBETCTBYIOLIEH TpeOoBaHMSIM 3aKOHOJaTelbcTBa Poccuiickoit
denepanuu 1Mo OCYUIECTBICHUIO OTACIBHBIX (PYHKIUN B cpepe OXpaHbl 3I0POBbsI, HO
HE MEHee OJIHOTO pas3a B TOJ.

2. OCHOBHBIE 33/1a4H.

2.1. OmnpeneneHue CTpaTerdyd pa3BUTHS U TAKTUYECKUX PEIICHUM IO €€
pealM3aliy, HANpaBICHHBIX HAa COBEPILIEHCTBOBAaHHE CHUCTEMBI JIaOOpaTOpPHOU
JMAarHOCTUKH M KayecTBa JIabOpaTOpHbIX UccienoBanuii B Poccuiickoit @denepanmu.

2.2. Pa3paboTKa METOAMK YCTAHOBJICHHS PETHOHAIBHBIX T'PaHUIl peepeHTHBIX
WHTEPBAJIOB U1  KOJMYECTBEHHO MCCIENYEMBIX aHAUTOB MO  KaXIOMY
CTaHJAapTU30BaHHOMY METOAY J1a0OPaTOPHBIX UCCIEAOBAHUM.

2.3. T'apMonmzammsi TpeOOBaHWI K TMPABWIBHOCTH M BOCIPOU3BOAMMOCTU
MOJIy4aeMbIX PE3yJbTAaTOB J1a00PaTOPHBIX UCCIEAOBAHMM.

2.4. 3y4yeHue u pacrpocTpaHeHHE HOBBIX JIAOOPATOPHBIX TEXHOJIOTHUH.

3. OcHOBHBIE HYHKITUU:

3.1. Pa3paboTka W COBEpILIEHCTBOBAHHE JIOKYMEHTOB, PErJaMEHTUPYIOIINX
CUCTEMY JIaDOpAaTOPHOM TUArHOCTHKU M KauyeCTBO JIaDOpPATOPHBIX HCCIEAOBAHUN B

Poccuiickon denepanum.
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3.2. TlpoBenenue (QyHIaMEHTATbHBIX W TPUKIATHBIX HWCCIEAOBAHUM TIO
pa3paboTKe HOBBIX TaOOPATOPHBIX TEXHOJIOTHIA.

3.3. Co3manve W TMOJJEp)KAHUE KOJJIEKIIMM CTaHAAPTHBIX 00pasloB,
KOHTPOJIBHBIX MATEpHUAJIOB, & TAKXKE OXapaKTEPU30BAHHBIX KIMHUYECKUX KYIbTYP
MHUKPOOPTraHU3MOB.

3.4. VYyactue B mnporpammax BO3 u MexIyHapoAHBIX MporpaMmax Mo
MeXKIJIa00paTOPHOMY CIMYCHHIO JTAOOPATOPHBIX UCCIIETOBAHUM.

3.5. OOecnieueHrue aKTUBHOW KOMMYHHUKAIUM M HH(POPMALMOHHOTO OOMEHa
KoopauHaannoHHOTO 11eHTpa, pedepeHc-I1ad0paTopril 1 METUIIMHCKUX JTAO0OPaATOPHUH.

3.6. Opranu3zauus, OIpOBEICHUE U OLIEHKA MEXJIA0OpPAaTOPHBIX CPaBHUTEIbHBIX
VCIIBITAaHUU.

3.7. IlpoBeneHue ayaura AesITeIbHOCTH MEAUITMHCKUX JIa0OpaTOpHUiA.

3.8. Opranuzanusi BHEAPEHUS U HUCIOIB30BAHUS B TMPAKTHKE PabOTHI
MEJUIIMHCKUX J1a00paTopuil METOJI0B JIa0OPAaTOPHON AMATHOCTHUKU, YTBEPKIEHHBIX
MunucTepcTBOM 3apaBooxpaHeHus Poccuiickor denepanuu 1O COTIIACOBAHUIO C
npo(hecCHOHANBHOM HEKOMMEpPYECKOW opraHuszauueid B cdepe J1abopaTopHOU
MEIULMHBI, COOTBETCTBYIOLIEH TpeOoBaHUSAM 3aKOHOJAaTenbcTBa Poccuiickoii
denepaly 1Mo OCYIIECTBICHHUIO OTEIBHBIX (QYHKIIHNA B cPepe 0XpaHbl 370POBBS.

3.9. BeimonHenue pe@epeHTHBIX JTa0OPATOPHBIX HUCCIEIOBaHUM, B TOM YHCIIC
BBITIOTHSIEMBIX TIPU aTTECTAllMU CTAHIAPTHBIX 00OPa3IIOB.

3.10. IIpoBenenue IKCIEPTHBIX U apOUTPAKHBIX JTAOOPATOPHBIX UCCICIOBAHUM,
IIPOBEpKa pe3ybTaTOB JA0OPATOPHBIX UCCIIEIOBAHUN B CIIOPHBIX CIIyYasiX.

3.11. KoHcynbTaTuBHass W OPraHU3alMOHHO-METOJIMYECKAS JESITEIbHOCTD,
KOOPJIMHAILIUSA PAOO0ThI MEAUIIMHCKUX JIA00PATOPHIA.

3.12. COop OTYeTHON MAOKYMEHTAllUM W aHAJIW3 JaHHBIX O JEATEeIbHOCTH
MEJUITMHCKUX JlabopaTopuid, olleHKa (PPEeKTUBHOCTH M KadecTBa WX pabOThl Ha
OCHOBAaHWHM WHIUKATOPOB, pa3paboTaHHbIX KOOpAWHAIIMOHHBIM IIEHTPOM U
YCTAaHOBJIEHHBIX MMUHHCTEPCTBOM 31paBooxpaHeHus Poccuiickoin ®Penepauuu 1o
COTJIACOBAHMIO ¢ TPO(GECCHOHAIBHOM HEKOMMEpPUYECKOW opranusamueii B cdepe

71a00paTOPHON MEIUIIMHBI, COOTBETCTBYIOUIEH TpeOOBaHUSIM 3aKOHOAATENIbCTBA
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Poccuiickoii denepanny mo OCyIIECTBICHUIO OTAEIBHBIX (DYHKIIUH B chepe oXpaHbl
310POBBAI.

3.13. COop  oTyeTHOM  JOKYMEHTAllMd M  aHaJIU3  JIaHHBIX 00
AMUACMHUOIIOTHUECKOW  CUTyalui 1O  3a00JeBaHUsAM, TIEPEUYCHb  KOTOPBIX
ompenensiercs MuHUCTEpPCTBOM 3apaBooxpaHeHuss Poccuiickont depepauuu 1m0
COTJIaCOBaHUIO C TNpodecCHOHATBLHONM HEKOMMEpPUECKOW opraHuzainueit B cdepe
7a00paTOPHON MEIMLMHBI, COOTBETCTBYIOLIEH TpeOOBaHUSAM 3aKOHOAATEIbCTBA
Poccuiickoit denepanuu Mo oCymecTBICHUIO OTACIBHBIX (YHKIIUN B chepe OXpaHbI
3/10POBBA.

3.14. Opranuzanus 0o0pa3oBaTENbHON AEATENBHOCTUA MO BOINPOCAM CTPATETrUu
pa3BUTHUS M TAKTHYECKUX PEIIEHUH [0 €€ pealu3alid, HanpaBJICHHbIX Ha
COBEpILICHCTBOBAHME  CHUCTEMBI  JIaDOpPAaTOPHOM  JMArHOCTUKM W KauecTBa
nabopaTopHbIX HcchenoBanuii B Poccuiickoit ®Dexpepanvu, MO HU3YYEHUIO W
pacmpoCcTpaHEHUIO0 HOBBIX J1TA0OPATOPHBIX TEXHOJIOTHM.

4. Oprann3anioHHas CTPYKTypa.

4.1. KoopauHallMOHHBIA LIEHTP SIBISETCS 3 YPOBHEM B CHCTEME OpPraHH3alluH
71a00paTOPHOM CITY>KOBI M KOOPJIUHUPYET AEATEIBHOCTh pedepeHc-1adopaTopuil.

4.2. Pedepenc-nabopatopun IpeCTaBISIOT 2 YPOBEHb B CHCTEME OpraHU3aINH
nabopaTopHOil  CIykObl W KOOPAUHUPYIOT  JACSTEIBHOCTh  MEIUIIMHCKUX
Jab0paTopui.

4.3. MenuuuHckue 1abopaTopuu SIBISIIOTCA | YpOBHEM B CUCTEME OpraHU3aIUH
7a00paTOPHON JUArHOCTUKU W BBIIOJHSIOT JAOOPATOPHBIE HCCIEAOBAHUS B
COOTBETCTBUM C (peepaibHbIMU U TEPPUTOPUATIBHBIMHU ITpOrpaMMaMu 0OeCIieUeHHUs
roCyJapCTBEHHBIX FapaHTUN OKa3aHUS MEAUIMHCKON MOMOILN HACEJICHUIO.

5. OCHOBHBIE TIpaBa.

5.1. Buecenune npemiokeHuit mo GOpMHPOBAHUIO TOCYIAPCTBEHHOTO 3aKa3a Ha
MOJITOTOBKY CIIEIIHAIUCTOB B chepe 1abopaTopHOM THAarHOCTHKH.

5.2. IlpencraBieHne pPEKOMEHIAIMN IO COBEPIICHCTBOBAHUIO JEATEIBLHOCTU

MEJUITMHCKUX OPTaHW3allii, CBI3aHHBIX C BOMPOCAMHU OPTaHH3AIMU JIA0OPaTOPHOU
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JMarHOCTHKH, KauecTBa J1a00paTOPHBIX MCCIIEeNOBaHU, pa3paboTKON U BHEIPEHUEM
HOBBIX JJa0OPATOPHBIX TEXHOJIOTHH.

5.3. TlpuBnedeHue -crnenuaiucToB cyobekToB Poccuiickoii ®enepanuu u
benepanbHBIX OKPYTOB, CIEIMATUCTOB 00pa30BaTEIbHBIX M HAYYHBIX OpPraHU3alIuH,
MEJIMIIMHCKUX OpraHu3alui, MOJBEIOMCTBEHHBIX MHUHUCTEPCTBY 3APaBOOXPAHECHUS
Poccuiickoii  ®enepanuu, a Takke nOpodeccHOHaNbHbIE HEKOMMEpPYECKUE
OpraHM3allyd MO MX COTJACHUI0 K PEIIEHUI0 BOIPOCOB, CBA3AHHBIX C BOIPOCAMHU
OpraHu3aluy JadopaTOpHOM TUAarHOCTHKHU, KayecTBa J1ab0paTOPHBIX MCCIIEI0BAHUM,
pa3paboTKO U BHEPEHNEM HOBBIX JTAOOPATOPHBIX TEXHOJIOTHIA.

5.4. OkazaHue KOHCYJIbTAaTMBHOM NMOMOIIM OpraHaM rOCYJIapCTBEHHOM BJIACTH
cyonrekToB Poccuiickoit deneparuu B chepe oxpaHbl 3JI0POBbSl IPU UX 0OpalieHun
0 BONPOCaM OpraHu3aluu JabopaTOpHON AMArHOCTUKH, KauecTBa J1abOpaTOpPHBIX
UCCJICIOBAHUM U BHEIPEHHUS HOBBIX TAOOPATOPHBIX TEXHOJIOTHIA.

5.5. IlonyueHnue HeOOXOAMMOM 7151 pabOTHI MH(POpPMAITUH.

5.6.  Opra#mzanyss  TOATOTOBKM W IEPENOATOTOBKH  COTPYIHHKOB
KoopaunannonHoro mnenrtpa, pedepeHc-iadoparopuii, METUIIMHCKUX J1a00paTOpHil B
BEIYIIUX MEXIYHAPOIHBIX Ja00OpaTOPUsX, a TAKKE MHOCTPAHHBIX CIEIHMAINCTOB Ha
6a3e KoopauHaiimoHHOTO 1IEHTpa U pedepeHc-I1adopaTopHii.

5.7. Pa3paboTka crienuanbHbIX OJAHKOB ISl BEICHUS] BHYTPUBEIOMCTBEHHOTO,
MEXBEJIOMCTBEHHOTO U MEXIYHAPOIHOTO JOKYMEHTO000pOTA.

6. J[esarensHocTh KooOpauHalimoHHOTO TIIeHTpa U pedepeHc-I1adopaTopuii
OCYILLIECTBIISIETCS BO  B3aWMOJICUCTBUM C  JenapTaMeHTamMu MUHUCTEpCTBA
3IpaBOOXPAHEHUS, denepanbHbIM MEJIMKO-OMOJIOTHYECKUM areHTCTBOM,
®denepanpHoil  ciyxOoif  mo  Ham3zopy B cdepe  3IpaBOOXpaHEHUS U
po(eCcCUOHALHBIMU HEKOMMEPUYECKUMHU OpraHu3aluusMu B cdepe adopaTopHOit
MEJUITMHBI, COOTBETCTBYIONIMMHU TPEOOBAHUSM 3aKOHOJATENhCTBA Poccuiickoit

denepaiyu 1Mo OCYIIECTBICHHUIO OTEIBHBIX QYHKIIHNA B cPepe 0XpaHbl 370POBBSI.

32



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

[Tpunoxenune Ne 6x npukazy
MuHucTEPCTBA 3PAaBOOXPAHCHUS
Poccuiickon denepanuu

OT Ne

IIpaBuia obecneyeHusi KIMHUYECKOH 0€30MIaCHOCTH MOJyYeHHUS U IPUMEHEHHSA
JabdoparopHoii nHGopmManumn

1. UWnadopmamms,  mpemocTaBiseMas  MEIUIIMHCKOW  JlabopaTopHei,
MPEACTaBISIeT CO0OW KadeCTBEHHbIE W/WIM KOJUYECTBEHHBIE XapaKTEPUCTUKU
MOJICKYJIIPHBIX M  KIJIETOYHBIX KOMIIOHEHTOB BHYTPEHHEW CpelIbl MalueHTa
(OMONOTHYECKUX ~ JKUJIKOCTEH M TKaHeH), J0Ka3aTeIbHO  CBS3aHHBIE C
BO3HMKHOBEHHUEM M PAa3BUTHUEM OIPEACIICHHBIX MATOJOTMYECKUX MPOIECCOB. ODTU
JaHHbIC 3amnpammBaeT (MyTeM Ha3HAUYCHUSI OMPEICICHHOTO WCCIEI0BaHus) |
UCIIOJIb3YET KIMHUYECKUN TMEpPCOHAN MPU YCTAHOBICHUU JIMAarHO3a COCTOSIHUS WA
OOJIe3HM TMAlMEeHTa, Ha3HAYCHUH JICUEOHBIX MEp M CIIEKEHHH 3a Pe3yJIbTaTaMH HX
MIPUMEHEHUS.

2. OnpeneneHue XapakTEPUCTUK, YKA3aHHBIX B MYHKTE |, OCYyIIECTBISETCS B
MpoIecce KIMHUYECKOTO JTJA00PATOPHOTO UCCIIEIOBAHMS, BKIIFOYAIOIIETO:

- TIpeaHaJUTUYECKUW »dTan (Ha3HAYCHHE OMPEICICHHOTO WCCIeI0BaHMUS,
MOJATOTOBKA TAIlMEHTa, B3ATHE OOpasla OuomaTepualia, €ro mpeaBapuTeIbHas
0o0paboTKa, XpaHEHHWE W TPAHCIOPTUPOBKA K MECTy MPOBEACHUS COOCTBEHHO
aHanuza);

- aHAJMTUYECKUH dTan (uaeHTudukaius odpasia ornomarepuana, HeoOXoauMast
o0paboTka AJid MOJYy4YEHUsS AHAIMTHYECKOW MpPOObI, MPUMEHEHHE AHAIMTUYECKON
TEXHOJIOTUM C HCIOJIb30BAaHUEM COOTBETCTBYIOIIUX pPEAreHTOB M O0OpYyJAOBaHMS,
MOJTyYEHHE OMUCATEIHHOTO MJIM KOJIMYECTBEHHOTO pe3yJibTaTa UCCIEAOBAHUSA);

- TIOCTAHAJIMTHYCCKUN dTam (OIleHKa aHAJMTHYECKOH, OHMOJIOTHYeCKOM,
KIIMHUYECKOM JIOCTOBEPHOCTU pe3yJibTaTa UCCIEAOBAHUS, €r0 HO30JIOrMYecKast
WHTEpIIpeTanusi, JOCTaBKa pe3yJibTaTa Ha3HAUMBIIEMY HCCIIEIOBAHUE IEPCOHAIY,

XPpaHCHUC O6p&31.[3 N PE3YyJIbTATOB HCCIICJOBAHUA B YCIOBHAX U B TCUCHHUC CPOKOB,
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YCTAHOBJICHHBIX NMPUMEHUTEIBLHO K JTAHHOMY BHUJY HCCIEIOBAaHMS U KIMHUYECKOMN
3ajade).

3. [lone3nocTs nabopatopHOM MHPOPMALIUU JIJISl PEIICHUS KIMHUYECKUX 3a7ad
3aBHCHUT OT CBOMCTB 3TON HH(POPMAITIH:

- JloctoBepHOCTH (aHATTUTUYECKOM, OMOJIOTHYECKOMN, METUITMHCKOM )

- ConoctaBUMOCTH (HE3aBUCUMO OT BPEMEHU, MECTA, METOJMKU aHATN3a)

- OnepatuBHOCTH (C Y4Ye€TOM TeMmIla MATOJOTMYECKOro IIpoilecca, CpPOKOB
NPUHATHUS KIIMHAYECKUX PEIICHUN U TPOBEICHHUS JIEUCOHBIX 1EUCTBUI)

- JloctymHOCTH M 3P HEKTHBHOCTH  HEOOXOAMMOW MHGOPMAIMK B JTAHHBIX
YCIOBHSIX OKAa3aHUS MEIUIMHCKOW MTOMOIIIH.

4. OCHOBHBIM HCTOYHHUKOM KIMHUYECKOTO PHUCKA SABISIETCA JOCTOBEPHOCTH
nH(pOpMaIK, MOCKOJIBKY TOJBKO JIOCTOBEPHBIE CBEJACHHUSI OTpa)karoT HCTHUHHOE
COCTOSIHUE IPOLIECCOB, MPOUCXOASIIMX B OpPraHU3ME MAlUEHTa, U MOITOMY MOTYT
CIIYy’KWUTh HAJ€KHBIM OCHOBaHUEM I KIIMHUYECKUX pelieHuid. Pe3ynbrar ananusa,
HENPAaBWIbHO  OTPAXKAIOIIMK  COCTOSAHUE  MAIMEHTAa  WIM  HEMNPABUIBHO
WHTEPIPETUPOBAHHBIN, MOXXET CTaThb OCHOBOM OIIMOOYHOTO JIMarHOCTHYECKOIrO
pelieHrs Bpadya U NPOBEACHUS HECOOTBETCTBYIOIIMX JICUEOHBIX MeEp, UTO
MPEACTABIIAET MOTCHIIMATBHYIO UM HEMIOCPEACTBEHHYIO OMACHOCTb ISl HAllMEHTA.

5. Puck HeOnarompusiTHbIX TMOCJEICTBUIA JaOOPATOPHOTO MCCIEIOBAHUS U
WCIIOJIb30BAHUSI €r0 Pe3yJbTaTOB B JIEYEOHO-TMArHOCTHYECKOM ITPOLIECCE MOXKET
ObITh BBI3BAH NPUYUHAMH, CBSI3AHHBIMA C Pa3IMYHBIMH DJTalaMH Tpoliecca u
OoOyCJIOBJIECHHBIMUA  Ae(EeKTaMU  BBITIOJIHEHUS  OTACJIBHBIX  MOPOLEAYp  WIU
HECOOTBETCTBYIOIIMMH CBOMCTBAMM MCIOJIB3YEMBIX CPEJICTB aHAIM3a, B TOM YHUCJIE:

- Ha3HauYe€HHEeM JabOpaTOPHOTO TECTa, HE COOTBETCTBYIOIIETO KIMHUYECKOU
3ajaue;

- HapyIlIeHWEeM YCJIOBHM B3ATHS O0Opas3ia Ouomarepuana, €ro XpaHCHHS,
peIBapUTEILHON 00pabOTKH U TPAHCTIOPTUPOBKY;

- HE COOTBETCTBYIOIIMMHU AHAJIUTUYECKOW 3aJ1a4u€ XApAKTEPUCTUKAMU CPEICTB

aHaJm3a;
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- HEY/JOBJIETBOPUTEIILHBIMU XapaKTEPUCTUKAMHU MPUMEHSIEMON aHAIUTUYECKOU
METOJIUKHU;

- HEJIOCTATOYHOM KBanudUKauen oneparopa;

- HEJOCTAaTOYHBIM  y4Y€TOM  BIMAHUA  OHOJOTMYECKOH,  STPOreHHOW,
aHAJIMTUYECKOW Bapyalvu MPU OLIEHKE pe3yJibTaTa UCCIEIOBAHNUS;

- HEYJIOBJICTBOPUTEIBHONW HO30JIOTUYECKOW HWHTEPIIPETAlNe pe3ysbTara
UCCIICIOBAHNS,

- 3ajJiepKKOM  mepenadyd  UHGOpPMAIMM O  KPUTUYECKUX  HM3MEHEHHSIX
1a00paTOPHBIX MMOKAa3aTEIEeH;

- paznuureM pedepeHTHBIX UHTEPBAIOB PHU MPUMEHEHUU TECT-CUCTEM Pa3HbIX
M3TOTOBUTEIIEH.

6. Bplcokasg kiIMHHMYecCKass HH(POPMATUBHOCTb PE3YNbTATOB JAOOPATOPHBIX
UCCIJIEJOBaHUM TpeOyeT COOTBETCTBYIOIETO KaUeCTBA BBIMOJIHEHUS POLEAYP BCEMHU
YYaCTHMKaMHU IIpollecca HCCIENOBAaHUS HA BCEX €ro JTanax Uil IOJy4YEHHUs
HAJEKHBIX CBEJICHUN, OOBEKTHBHO OTPaXAIOUIMX COCTOsIHME mnanueHTa. Jlus
IpEeIOTBpAlICHUs JIa0OPAaTOPHBIX OLIMOOK HEOOXOAMMO NPHUMEHATH CHUCTEMY MEp
peryiaMeHTaluu, KOTopble o0ecrieunBau Obl:

- coOJyto/ileHue BCEMHU Yy4YaCTHUKaMHU IpOLecca BBIMOJIHEHUS J1aOOpaTOpHBIX
TECTOB, BKJIOYas  KIMHUYECKUW  TEpCOHaN, YCJIOBUH, OOECleuynBarouX
MaKCUMaJIbHO BO3MOXKHOE COXpaHEHHE B 00paslie OroMarepuana CBOMCTB U COCTaBa,
HPUCYIIUX eMY in VIVO;

- COOJIIOICHHE M3TOTOBUTEISIMU CPEICTB JabOpPaTOPHOTO aHajau3a IpH
pa3paboTKe, MPOU3BOACTBE, TPAHCIIOPTUPOBKE M3EINN HAMOOJBIIEr0 COOTBETCTBUS
UX CBOMCTB TpEeOOBAHUSAM IO YYBCTBUTEIBHOCTHU, CHELM(PUUHOCTH, TIPABUIBHOCTH U
MPELM3UOHHOCTH BBIIOIHIEMBIX C UX IPUMEHEHUEM METOAMK UCCIIEI0BAHMI;

- palMOHANBHYIO OPTraHM3AlMI0 AHAIUTUYECKOro Mpoiiecca, 00OCHOBAHHBIM
BBHIOOPYYBCTBUTENBHBIX, CHCIU(PUIHBIX METOAUK, OO0JaJa0IMMUX ONTUMATHHOU
NpPaBUIBHOCTBIO U MPEUU3MOHHOCTBIO,  OTCIEKHBAHHWE  TOCTOSHCTBA  MX

AHAJIUTHYCCKUX XaPAKTCPUCTHUK.
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7. C menpio perjiaMeHTallud Tporecca JIabOpaTOPHOTO WCCICIOBAHUS, €T0
ATATNOB M OTACIBHBIX MPOIEAYP MOTYT OBITh MCTIOJIb30BAHBI:

- HAUMOHAJbHBIE CTAHAAPTBI — JUIS PErVIAMEHTAUUH OpraHU3aliu BCETO
mporiecca J1abopaTOPHOTO HCCIEAOBAHUS M OTHAEIBHBIX €r0 3TaroB, TPEOOBAHHM K
KOMIIETEHTHOCTH J1abOpaTOpHOTO IEepCOHAlla U KA4YeCTBY MCCIEIOBAaHUN; K
0e30MacHOCTH  YCIOBUM paboOThl JabopaTopuu; K XapakTEpPUCTHKaM CPEICTB
7a00paTOPHOTO aHAIM3A;

- CTaHJapTU30BaHHBIE WJIM TaPMOHH3UPOBAHHBIE AHAJUTUYECKUE TEXHOJIOTHUU
— QI perjaMeHTaluu  pabdouux TMPOIECCOB B JabopaTopuu, M BbIOOpa
o0Opy/lOBaHUSI W  PEarecHTOB C  COOTBETCTBYIOIIUMU  (PYHKIIMOHAIBHBIMU
XapaKTepUCTUKAMU, JiJisi 00ecreueHrs: HaJeKHOCTU U COTMIOCTAaBUMOCTU PE3YJIbTATOB
HCCIICIOBAHUI;

- CTaH/JApTHBIC OINEPAlMOHHBIE MPOIEAYPhl — JJIsi OOECIEeUCHUs YETKOU M
palMOHANBHONW OpraHu3aluy JCHUCTBUN KaXKIOTO COTPYAHHMKA J1abOpaTopuu MpH
BBITIOJTHEHUU KaXO0T0 dTana U KakJaou MpoOONOoArOTOBUTEILHON W aHAIMTUYECKOM
MPOLEAYPHI.

8. HamnuoHanbHble CTaHAAPTHI SBJISIIOTCS HOPMATHUBHBIMH JIOKYMEHTaMHU,
KOTOpbIE€ YCTAaHABJIMBAIOT MpaBUjIa M XapaKTEPUCTHUKU B IENAX UX TOOPOBOJIBHOTO
MHOTOKPAaTHOTO WCIIOJIb30BAaHUSA [IJIsl JOCTHIKEHUS YIOPSIOYEeHHOCTH B cdepe
MPOU3BOJICTBA U TMOBBIIIEHUSI KOHKYPEHTOCIIOCOOHOCTH MPOAYKIIUU, PadOT U YCIIYT.
JlelicTBytonue HanmoHanbHbIe cTaHaapTel Poccuiickoit denepamuu B oOmactu
Ja00paTOpHON MEIUIMHBI YCTAHABIMBAIOT CHUCTEMY TpPEOOBaHUM, BBITIOJHEHHE
KOTOPBIX MOXKET CIHOCOOCTBOBATH JOCTHUKEHUIO HEOOXOAMMOTO YPOBHSI KauecTBa U
npenoTBpaniaTh WM MUHUMH3UPOBATh BIUsSHHUE (HAKTOPOB, BIUSIOMIUX HA
MOJTy4YE€HHUE HEJIOCTOBEPHBIX PE3YIIbTATOB.

9. OcHOBHBIM yciOBHEM Oe3omacHOro JjabopatopHoro oOecrieueHus
MEJUITMHCKOW TIOMOIIM SIBIIACTCS COOJIIOICHHE B  KJIMHHKO-JIMArHOCTHYECKOM
nabopatopun nosoxenut [OCT P MCO 15189-2009 «JIaboparopuu MeIUIIMHCKUE.

YacTtHble Tpe60BaHI/IH K Ka4CCTBY W KOMIICTCHTHOCTHW», ONIPCACIIAIOMICTIO CUCTCMY
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MEHE/PKMEHTa KauyecTBa B JIaDOpaTOPUHU U TEXHUYECKUE TPeOOBaHUS K MEpPCOHAIY,
npoleaypam mpoiiecca J1abopaToOpHOTO UCCIAEAOBAHUS U YCIOBHSIM UX BBITIOJTHEHUS.

10. CobOctBeHHasi 0€30MACHOCTh JACSATENBHOCTH KIMHUKO-IUArHOCTUYECKON
7a00paTOpUM B OTHOIICHHM MEpCcOoHaNa JIabopaTopHuH, OOCIEeIyeMbIX MalUEHTOB U
OKpYXarollen cpebl IOCTUTaeTcsl B pesynbrare npuMmeHeHus: tpedosanuii ['OCT P
52905-2007 «JIabopaTropuu MeauMHCKUE. TpeboBaHus 0€30MaCHOCTH.

I11. B ycnoBusix pa3HoOOpa3usi UMEIOIIUXCS  BapUaHTOB  METOJUK
UCCJIENOBAHUSI M IIUPOKOrO  BBIOOpa,  MpEAJaraeMbIX  HM3TOTOBUTEISIMM,
OTJINYAIOIINXCS] HEKOTOPBIMU CBOMCTBAMH TECT-CUCTEM PEAareHTOB, CTAHIAPTHU3ALINS
7a00paTOPHBIX  TEXHOJOTMH  ABISETCS OJHMUM U3 HEOOXOJMMBIX  CpEJICTB
o0ecrnieueHns: KIMHUYECKON O€30MacHOCTH MallieHTOB.

12. CraHmapTU30BaHHBIE AHAIIMTUYECKUE TEXHOJIOTHH, pa3pabaTbiBaeMble U
COIJIaCOBaHHBIE TPyNIaMU CHELUAIKMCTOB, COJAEpPXkKAT TOYHOE IOCIECAOBATEIBHOE
ONKCaHUE MPHUHIIUIA U TEXHOJOTUHU BBINOJIHEHMs JIaDOPATOPHOIO HCCIIEI0BaHUS,
TpeOOBaHMS K XapaKTEepUCTUKaM CPEACTB JaOOpaTOPHOTO aHalu3a, YKa3aHHs
OTHOCHUTEJIBHO CII0cO0a KOHTPOJSl KayecTBa, XapaKTEPUCTHK MPAaBUIBHOCTU U
NPEU3UOHHOCTH PE3YJIbTATOB HCCIEAOBAHMS, LEJIEBbIe pedepeHTHBIE MPEIEIbl.
['apMOHM3HPOBAaHHBIE  AHAJIMTHYECKHE  TEXHOJOTMH, KPOME  CBOMCTBEHHBIX
CTaHJIaPTU30BAHHBIM TEXHOJIOTHSIM CBOWCTB, BBINOJHAIOT (DYHKIUIO ONPECIICHUs
CTEIIEHH B3aUMOCOOTBETCTBHSI PE3YJIbTATOB, IIOJYYECHHBIX IPU HCMOJb30BAHUH
OTIIMYAOLIMXCS] TEXHOJIOTUYECKUMH JETAISIMU U PA3JIMYHBIX IO CBOMCTBAM CPENICTB
aHaJaM3a METOJIOB MCCIIEIOBAHUSI.

13. Cranpaptu3oBanHble onepaiuonasle npouenypbl (COII) npencraBisioT
co00ii MoApOOHBIE OMHUCAHUS YCIOBUM, CPEACTB U MOPSAAKA BBIMOJIHEHUS OTIEIbHON
IpoLeaypbl  mpolecca JaboparopHoro ucciuenoBanud. CraHAapTU30BaHHBIE
IpOLEAYPHl JOJIKHBI COCTABIATHCS HETOCPEICTBEHHO B J1a00paTOpUu ISl KaXa0ro
pabouero Mecta u IS KaXI0W IeJIeHANpaBiIeHHOW TPYMIIbI IEHCTBHM OmepaTopa Ha
BCEX JTarax Impoiiecca 1ab0paTOPHOTO UCCIIEIOBAHUS.

14. COIl pomkHa coaepkaTh OTBET HA CIEAYIOLINE BOIPOCHI:

- KTO yuacTtByeT B peanu3zaiuu, Boinonnset TpedoBanust COII,
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- KAK (onucanue neiictBuil onepartopa);

- YTO (xakue pecypcbl HEOOXOAUMBI JJIsl peaanu3alum);

- KOI'IA (Ha xakoM 9Tare TeXHOJIOTMH MPOU3BOJUTH TMPOLEAYpPY U B KaKou
BPEMEHHOUN MPOMEXYTOK HEOOXOUMO YIOKUTHCS).

15. Tlopsmox ©Oe3omacHOTO JIaOOpaTOPHOTO OOECTICYCHUS MEIUITMHCKOM
MOMOIIY JIOJDKEH MpeycMaTpuBaTh KOHKPETHbIE TPEOOBAHMS KO BCEM YYaCTHHKAM
KOKIOTO JTala KIMHWUYECKOro jabopaTOpHOTO HcciaeaoBaHus B ¢GoOpMe CBOJIOB
MpaBuJ U UHJIMKATOPOB KayecTBa.

16. JlaGoparopHas omuOKa dame BCETO HMEET MPEaHATUTHICCKOE
npoucxoxkaenue. Jlms Toro, 4ToOl MHUHUMH3UPOBATH BO3MOXHOCTH ITOSIBJICHUS
OIMOKHU, CIIeAyeT KaKk MOXHO TOYHEE COOJIIOCTM  TpaBuja  BEJCHUS
MPEaHAIMTUYECKOTO ATala: OCYIIECTBUTh IMOJATOTOBKY IMAalMEHTa K IPOBEICHUIO
UCCJICIOBAHUSI, OIEHUTh BO3MOJKHBIC BIIUSHUS JUATHOCTHYECKUX U JIEUEOHBIX
MEpOTIPUATHIA, TPOBECTU cOOp OmomaTepuana COTJIACHO MHCTPYKIIMSM, BBITIOJIHUTD
HEOOXOIMMYIO TIPEIBApUTEIIbHYI0 00pabOTKy oOpas3ia (BBECTU MPETyCMOTPEHHBIC
n00aBKM — aHTUKOATYJISTHThI, KOHCEPBAHTHI), COOIIOCTU MPEANUCAHHBIC YCIOBUS U
CpPOK XpaHEHHWs, MPEAYCMOTPETh YCIOBUS TPAHCIIOPTHPOBKH, OOECIECUYMBAIOIINC
COXpPaHHOCTh CBOMCTB oOpasnia (TemriepaTypa, 3aluTa OT BO3ICHCTBUS CBeTa,
MPEIOXpaHEHUE OT TPSICKU | T.1.). [Ipu 3TOM HOKHBI OBITH YYTEHBI OCOOCHHOCTU
CBOMCTB II€JIEBOT0 HCCIEAYEMOTO XHWMHUYECKOIro, OHOJIOTMYECKOro, KJIETOYHOTO,
MUKpPOOHOTO KOMIOHEHTa OnomaTrepuana (J1abMIbHOCTh CTPYKTYPhl U aKTUBHOCTH,
CTaOMIIBHOCTD B PA3JIMYHBIX YCIOBHUSIX XPaHCHUS).

17. HavanbHble mOpouHeaypbl NPEAHAUIMTUYECKOTO  ATamna  BBIMNOJHSET
KIMHUYECKUM  mepcoHal.  OcyllecTBICHWE  JAEHCTBEHHOTO  B3aUMOJCHCTBUS
71a00paTOPHBIX CHEIUATMCTOB C KIMHUYECKUM TIEPCOHATIOM SIBIIICTCS HEMPEMEHHBIM
YCIIOBUEM TPABWIBHOTO BBITIOJIHEHUS TIporiecca JaOOpaTOPHOTO UCCICIOBAHUS
('OCT P 53079.1—2008. Texnomoruu nabopaTopHble KauHuueckue. ObecneueHne
KauecTBa  KJIMHUYECKUX J1a0OpaTOpHBIX HCCIEAOBaHUM. Yacte 3.IIpaBuna
B3aMMOJICUCTBUSl  MEpPCOHANA  KJIMHUYECKUX  TOJApa3IeNeHud ¢ KIMHHKO-

JUAarHOCTHYCCKHUX Ha60paT0pHﬁ MCOUITMHCKUX OpFaHI/IBaHI/Iﬁ IIpHU  BBINTIOJIHCHHUHA
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KJIMHUYECKHX JIabopaTOpHBIX HccieaoBanuil). [Ipu nentpanuzoBanHon (yAaleHHOM)
¢opMe BBIMOTHEHHSI TaOOPATOPHBIX MCCIEAOBAHUN MPEaHATUTUUECKUN dTal CBSI3aH
C 0COOCHHO BBICOKMMH PHCKAaMHU HapyIIEHUS CBOMCTB oOpaslia OHOJOTHYECKOIo
matepuana. OCHOBHbIE TpeOOBaHHMA K BEACHHUIO NPEAHATUTUYECKOTO JTara
npenacrasiensl B ['OCT P53079.4—2008. TexHosoruu 1abopaTOpHbIE KIMHUYECKHE.
OOecnieueHre KadyecTBa  KIMHUYECKUX J1A0OpaTOpHBIX uccienoBanuil. Yacts 4.
[IpaBuna BeAeHUS NIPEAHATUTUYECKOTO 3Tana.

18. JlaboparopHasi 4acTh MPEAHATUTUYECKOTO 3Tarma COCTOUT B TEPBUUYHOU
OLICHKE IOCTYyNMBLIETO0 00pa3na, UACHTU(UKAIMKM TauMeHTa | olpasla,
HE00X0IMMON 00pabOTKE U JO3UPOBAHUU AHATUTHYECKUX TTPOO.

19. C nenbr0 JACTAIBHOM OLIGHKM BBINOJHEHUS OTAEIBHBIX IPOLENYP
7a00paTOpPHON  4YacTW  NPEaHAIMTUYECKOro  dTama  CIEeAyeT  MPUMEHSThH
COOTBETCTBYIOIIME NHIUKATOPBI KAYECTBA:

- OueHka 3asBKU Ha 00clie/JOBaHUE NAI[UeHTa
- [IpaBWJIBHOCTH OPOPMIIEHUS HA3HAUYECHHSI AHAJIU30B

- COOTBETCTBME HA3HAYECHHBIX aHAIM30B CTAaHAAPTY MEIULMHCKON ITOMOIIH IIpU
JTAaHHOM NaTOJIOTUU

- OTcyTcTBHE 3aMIpoca Ha KPUTHUUYECKU BaXKHYIO HH(OPMALINIO

- VYkazanue Ha JieueOHble MeEphl, CIOCOOHBIC MOBIMUATH Ha peE3yJbTaT
3aMpOIIEHHOrO aHaIn3a

- Bastue/mapkupoBka oOpasiia Gmomarepuana

20. CooTBeTCTBUE YCIOBHI B34ATHS 00pa3iia yCTAHOBJIECHHBIM IPABHUIIAM:
- BpeMs B3ATHUS (YKa3aHHE B COMPOBOAMTEILHOM JOKYMEHTE, COOTHOILEHUE C
rpadukom nmpuema JIeKapcTB),
- YaCTOTA BBISABJICHHUS] KOHTAMUHAIIUHU NPU KYJIbTYpaJbHbIX MOCEBAX KPOBH,
- IPAaBUIILHOCTh WICHTH(UKAIINH MTAIIHCHTA,
- COOTBETCTBUE 100ABOK M aHTUKOATyJIIHTOB HA3HAUYCHHOMY aHaJIM3Y.
21. Ilpu HeoOXOAMMOCTH, CIEAYET MNPUMEHATH CIEAYIONINE KPUTEPUH MAJis

OTKa3a B mpueMe obpasia Onomarepuana:
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- PacCXOXJEHUE MEXKAY NAHHBIMU 3asiBKU U 3TUKETKU (MHUIUAIbBL, 1aTa, BPEMS U
T.J.);

- OTCYTCTBHE 3TUKETKU Ha IIMpHUIle (BaKyTeHHepe) Wi MpoOUpKe;

- HEBO3MOXKHOCTH MPOYECTh HA 3asBKE W/MIU STHKETKE MaCIOpPTHBIC JaHHBIC
NalyeHTa, OTCYTCTBUME HA3BaHUS OTIEJICHUS, HOMEpP HCTOpUU OOJe3HH, (hamMuIIuu
JieYallero Bpaya, MOAMUCH MPOLEAYPHOM CECTphl, YETKOTO MepeyHsi HEOOXOIMMBIX
HUCCIEI0BAHUM;

- TeMoJu3 (32 MCKJIIOYEHUEM MCCIIECOBAaHUM, Ha KOTOpbIE HAJIMYME T'eMOJIu3a
HE BIIUSIET);

- B3ATBI MaTepuall HAXOJUTCS B HECOOTBETCTBYIOIIEH €MKOCTH (T.€. MaTepual
B3SIT B KOHTEHHEP HE C TEM aHTUKOAryJITHTOM, KOHCEPBAHTOM U JIp.);

- HaJIMYME CTYCTKOB B MPO0ax C aHTHUKOATyJISTHTOM;

- MaTepuai B34T B BAKYyMHBIE EMKOCTH € IIPOCPOYECHHBIM CPOKOM I'OJTHOCTH.

22. AHaIMTUYECKUI 3Tall COCTOUT B BBIIIOJIHEHUU COOCTBEHHO aHAJIMTUYECKOU
IpOLEIYypbl C TIOJy4EHUEM pe3yibTaTa MCCIECJOBAaHUS B YUCIOBOM WM
ONucaTeNbHOM (QOpME, COOTBETCTBEHHO BHUAY MCCIEIOBAHHUA U  CBONCTBaM
HCCIIEAYEMOTO aHAJUTa, a TAaKXKe OICHKE AHAIMTHYECKOW  HAJECKHOCTHU
IPOBEJCHHOIO HCCJIENOBAaHUS W OHOJIOTMYECKOM JOCTOBEPHOCTH IOJTYYEHHOI'O
pe3ynbrara.

23. Ilpouenypbl aHAIUTHYECKOrO HATama JOJHKEH BBINOJHATH TEPCOHAT
MEUITMHCKHX JabopaTopuil.

24. Pe3ynbTaThl BBINOJIHEHUS aHATUTUYECKUX MPOLIEYDP 3aBUCHT:

- OT CBOICTB npuMeHsembix Meroauk ucciaenoBanuii (OCT P 53079.1—2008
Texnonoruu nabopaTopHble KiauHHuYeckue. OOecreyeHne KadecTBa KIMHUYECKUX
naboparopHbix uccienopanuit. Yacts 1. Onucanue meronoB uccnenoBanus. 'OCT P
53022.2-2008 TexHonoruu nabopaTOpHbIE KIMHUYECKHE — TpeOoBaHUS K Ka4eCTBY
KIIMHAYECKUX J1abopaTopHbIX wuccienoBanuii. Yacte 2.01eHKa aHAIMTHUYECKOU
HAJIe)KHOCTU METO/IOB UCCIEOBaHMS) M OT TOUHOCTH MX BBITIOJIHEHUSI IEPCOHAIOM;

- OT CBOWCTB MPUMEHSIEMBIX [JI1 BBIMOJTHEHUS METOJUK OOOpYAOBaHUS U

pearcHToB, HM3TOTABJIMBACMBIX IMPOMBINIJICHHOCTHIO, IIOCTABIACMBIX TOPTOBbBIMU

40



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

OpraHW3alUsIMU U JOMYIICHHBIX ISl TPUMEHEHUS PErHCTPUPYIONIMMH OpraHaMu
(I'OCT P EH 13 612-2010 Ouenka (pyHKIMOHAIBHBIX XapaKTEPUCTUK MEIULIMHCKUX
W3JICJIUM JIJIs1 TUAarHOCTUKH InVitro).

- oT mpodeccuoHaTbHOW KBATM(DHUKAIMA W YETKOTO BBIMTOJHCHHS MPOLEIYP
UCCJIEIOBAHUS M YKAa3aHUN U3TOTOBUTEIIECH CPE/ICTB J1JAOOPATOPHOTO aHAIU3A.

25. Ilomyyenue pgoctoBepHON uHGOPMALIMK TPH JIAOOPATOPHOM aHAIIU3E
TpeOyeT ydeTa 0COOCHHOCTEH OMOIOTHMYECKON MPUPOIBI H3yUaeMbIX J1a00paTopusiMu
00BEKTOB — MaTEepPUAJIOB JKUJKOCTEH M TKaHel denoBeka. [Ipu olieHKe MmoimydaeMbIx
PE3YNIBTATOB JIOJDKHEI OBITH IPUHSATHI BO BHUMAHHE:

- Oco0eHHOCTU WUCCIEAYEMBIX OMOJOTMUECKUX Mpo0 (CIOXKHBIM COCTaB
MaTpHIIbI, TPUCYTCTBHE UHTEP(HEPEHTOR)

- CBoeoOpa3ue CBOMCTB M3y4aeMbIX aHAJIUTOB (CJIOKHOCTb CTPYKTYPBHI,
MHOT000pa3re MeTabOoJUTOB, JAOMIBHOCTh CTPYKTYphI INViVO, HECTAOMJIBHOCTDH In
Vitro)

- buonmornueckyro Bapuanuio (BHyTpU- U MEKUHINBUIYATBHYIO)

- YcnoBusi  NEATENBHOCTH  JlabopaTtopuii B~ MEIUIIMHCKOW  cpelie
(maTOJIOTUYECKYIO U SITPOTEHHYIO BapHaIliH)

- Bapuantbel MeTOIMK HCCNEOBAaHWUN M WX BBINOJIHEHUS (AaHAIUTUYECKYIO
BapHaIuio).

26. AHaJIMTHYECKHMH »Tam o00JajaeT HEMajbIM IOTCHIIMAJIOM OIIHOOK,
BO3MOXKHBIE HMCTOYHUKM KOTOPBIX U3BECTHBI, W TpeOyeTcs coOItoIeHne
OTPEICICHHBIX TIPaBUJI JJIsl UX YCTPAHCHUS:

- CBOIICTBa METOJIUKN U TOYHOCTH €€ BBIMOJIHEHUS

- CBoiicTBa peareHToB (TPOCICKUBAEMOCTD )

- XapaKkTEepUCTUKHU CPEACTB U3MEPEHNN

- UHukaTopsl KauecTBa aHATUTUYECKOTO dTara

- [IpoBenenune ananmsa

- COOTBETCTBUE BBITIOJIHEHHBIX aHAJIN30B Ha3HAYCHUSIM

- Bpemsi, 3aTpaunBaeMoe Ha BBITIOJTHEHHE CPOYHBIX aHAIU30B (COOTBETCTBHE

TpeOOBAHUSIM)
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- Bpems BbIONIHEHUST AaHANU30B MpPU  OOCIYKUBAHUHM XHUPYPrHUECKHUX
omnepannii, OTACICHU HEOTIOKHON TOMOIIA

- OlIeHKa KayecTBa UCCIIEA0BAHUIM

- CoOmroeHre npaBuil 0€30MMaCHOCTH IPH MPOBEJECHUYU aHAIN30B

27. MeTroauka KIMHUYECKOTO JaO0OpaTOPHOTO MCCIEI0BAHMS, IPUMEHsIeMast JJis
oOcieoBaHUsl TMAlMEHTOB, [OJDKHA OBITh OXapaKTepu3oBaHa  CIEAYIOIIUMU
(GYHKIIMOHATIBHBIMU XapaKTEPUCTUKAMHU:

- IPELU3UOHHOCTD,

- IPaBUJIBHOCT,

- aHAJIUTUYECKasi IYyBCTBUTEIHHOCTD,

- aHAJIUTUYECKas CIEU(PUIHOCTh (U30UPATENBLHOCTD),

- uHTepdepeHuus,

- IMHEMHOCTH (B Mpeaenax pabovyero HHTEpBala ONpeaeIeHus),

- Ipejiest 0OHapyXKeHUs (ICKOMOTO aHaJIUTa),

- IpeJie1 KOJMYECTBEHHOTO OMpPeACICHUS (M3MEPEHHUS).

28. IlpumeHeHME METOJIMKH, B OTHOLUEHUU KOTOPOH HE HPEACTaBICHO
HEOOXOJMMBIX XapaKTEPUCTHK H3TOTOBUTENIEM TECT-CUCTEMBI, HCIIOIb3YEMOUN I
BBIMIOJIHEHUSI JaHHOM METOAMKH, JOMYCKAeTCsl TOJBKO TII0CJI€ TPOBEACHHUS B
1a00paToOpun HKCIEPUMEHTATBLHON IPOBEPKU BCEX HEOOXOIMMBIX XapaKTEPUCTHUK:

- HCCJIeIOBaHUE NapaUiebHBIX PO (OIEHKA MPEIIM3UOHHOCTH);

- CpaBHEHHE METO/I0B (OLIEHKA MTPABUIIBHOCTH);

- YCTAHOBJICHUE AHAIMTUYECKON UyBCTBUTEIBHOCTH;

- YCTaHOBJICHUE AHAJIUTHUYECKOW CHelu(pUYHOCTH (BKJIKOYAs YCTAHOBJICHUE
uHTEPHEPUPYIONTUX BEIIECTB);

- YCTaHOBJIEHME Tpenena OOHapyKEHHsI HMCKOMOro aHaiuTa (HauMEHbIEH
KOHIIEHTPAILIMU aHAJIUTa, KOTOPYIO YJaeTcsl OOHApYKUTh) U UHTEpBaJIa ONpEeSICHuUS;

- IPOBEpKA JMHEHMHOCTH HA MPOTSHKEHUH pabodyero MHTepBaia onpeesieHus,

- ompeneneHue  KodpuuueHta  OTKpbITUS (C  y4E€TOM  IOCTOSIHHO

UHTEPPEPUPYIONTUX BEIIECTB);
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- YCTaHOBJIEHHE PePEepEeHTHOTO0 MHTEpBaJa IMMyTeM 00CIeIOBaHUS JOCTATOYHOTO
YHClia 3J0POBBIX JIUII, MOJOOPAHHBIX IO MOJIY U BO3PACTYy.

29. llepen HayajaoOM HCIOJb30BAaHUS METOAUKH, KOTOpas BBINOJHAETCS C
NPUMEHEHUEM TECT-CUCTEMBI, IOKYMEHTAJIbHO 0XAapaKTEPU30BAHHOW U3TOTOBHUTEIEM
U TIOJATBEPKIACHHOW MPU PETrUCTpalliid B YIMOJIHOMOYEHHOM OpraHe, jabopaTopus
o0s3aHa  AKCIEPUMEHTAIILHO  TMOATBEPAUTh  COOTBETCTBHUE  XaPaKTEPUCTHK
BBIIIOJIHEHHUS C 3asBJICHHBIMM W3FOTOBHUTENIEM XapakTepucTukamu. g 3Toro
JOJDKHBI ~ OBITH  TIPOBEICHBI  MCCIENOBaHUS  MapajuleNibHbIX Tpo0  (OIeHKa
NPEIU3UOHHOCTH), CpaBHEHHE METOJ0B (OlIEHKAa MPaBUIBHOCTH), MPOBEpPKA
JMHEHHOCTH Ha MPOTSHKEHMHM padoyero MHTepBaja ONpeAesieHUs, cOOp JaHHBIX OT
3IOPOBBIX JIMII M MAllMEHTOB I COINOCTABIIEHUS COOCTBEHHOI'O pPEPEPEHTHOTrO
MHTEpBaja ¢ UHTEPBAJIOM, 3asBJICHHBIM U3rOTOBUTENEM (B KAaUeCTBE aJbTEPHATHBBI
MOJKET OBITh MPOBEIEHO COIIACOBAaHUE PEPEPEHTHOr0 MHTEpPBAlA C KIMHHUYECKUM
MIEPCOHAJIOM, COMNOCTABJICHUE B JAHHBIMH, [PUBOJAUMBIMHU B aBTOPUTETHBIX
PYKOBOJICTBAX).

30. Pe3ynbTaThl MOATBEPKICHUS XAPAKTEPUCTUK BBINOJHEHUS METOIUKH,
IIPOBEICHHOI0 B JTAOOPATOpPUHU, AOJKHBI OBITh JTOKYMEHTHPOBAHBI U XPAaHUTHCS Ha
NPOTSKEHUH BCEro CpOKa INMPUMEHEHWs JaHHOW MmeToauku. lIpoBepka mMeroxa B
OJIHOM J1abopaTopuu MOKET MOTPEOOBATh MOATBEPKACHUS, IO KpailHEl Mepe, elle B
OJIHOM J1ab0OpaTOpHH.

31. Kputepuu npuemiieMOCTH 3HA4YEHUN (PYHKIIMOHAIBHBIX XapaKTEPUCTHK
JOJDKHBI YCTaHABIMBATHCA JUIsl KOXIOTO aHAIUTA WHIWBUIYAIBHO C MPUMEHEHHEM
COIMOCTAaBJICHUS ¢ OMOJOTUYECKON Bapualuen U KIMHUYECKUMH TPEOOBaHUSIMU.

32. Cranpaptu3aisi METOJUK JOCTUTAeTCs TMyTeM BbiOOpa HauOosee
COBEpILIEHHOIO BapuaHTa BBINOJHEHUS MCCIENOBAHMUS [AHHOTO aHalIWTa U
JETAIBHOTO ONMCAaHUS MPOLIEAYP Ha BCEX 3Tanax MPOLECCa UCCIIEI0BAaHHUS.

33. T'apMmoHu3auus MpeaycMaTpUBaeT CHOCOOBI COMOCTaBICHHUS M OLEHKU
METO/IMK, HCIOJIb3YIOUIUX CYIIECTBEHHO pa3jiMyaloliiecs MPUHIMIBI U CPENCTBA

aHaJIn3a.
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34. Beaymyro posib B CTaHAAPTH3aUMU U FApMOHU3AIMU METOJIUK BBIIOJHAET
enuHas TPEXYpOBHEBas TOCYAapCTBEHHAas peQepeHTHas CUCTeMa OpraHu3aluu
KauecTBa MEJIUIIMHCKUX JTAOOPATOPHBIX UCCIEOBAaHUM.

35. BremonHeHwe BHYTPHIA0OPATOPHOTO KOHTPOJS KadecTBA MEIUIIMHCKUX
71a00paTOPHBIX UCCJIeIOBAHUMN periiaMeHTUPOBAHO poleypamu u
kputepusimu,yctanoBiieHbiIMu ['OCT P 53133.1—2008 «Texnonoruu nadopatopHbie
KinHn4Yeckne. KoHTpoab KadecTBa KIMHMYECKUX JIAOOPATOPHBIX HCCIEAOBAHMIA.
Yacts 1. Ilpenensl qomycKkaeMbIX MOTPEUTHOCTEM pe3yIbTaTOB U3MEPEHUS aHAJTUTOB
B KJIMHUKO-JAMAarHoctuueckux Jjabopatopusix», u I['OCT P 53133.2—2008
«Texnonorun maboparopHsle KiuHHYecKHEe. OleHka KayecTBa  KIMHHYECKHX
71a00paTOPHBIX UCCIIEJOBaHUH. Yactp 2. [IpaBuna IIPOBEJCHMUS
BHYTPHJIA0OPATOPHOTO KOHTPOJISI Ka4eCTBA KOJIMYECTBEHHBIX METOJOB KIMHUYECKUX
71a00paTOPHBIX UCCIEOBAHUM C UCIIOJIB30BAHUEM KOHTPOJIbHBIX MaTEPUAIOBy.

36. Ilpu olueHKe HaHHBIX HMCCIEAOBAHUS KOHTPOJIBHBIX MNPOO MNPUMEHSIOTCA
KOHTPOJIbHBIE TIpeleibl M KOHTpPOJIbHBbIE mpaBuia Westgard, mpociaexuBaercs
JIMHAMHUKa MoKa3arenei TouHocTH B rpaduke Levy-Jennings.

37. Opranuzanmmio  KadecTBa JIAOOPATOPHBIX  HCCICIOBAHUN  CIICTyET
paccMaTpuBaTh B aCMEKTE HE TOJBKO YHCTO TEXHUYECKUX KPUTEPUEB aHAIUTUUYECKON
TOYHOCTH, HO U B AaCIEKTE€ OLEHKH OMOJIOrMYECKON BEPOATHOCTH M BO3MOKHOM
KJIIMHAYECKOW MHTEPIPETAIMH, TO €CTh 3TO HHCTPYMEHT HE TOJbKO aHAIIUTUYECKOTO,
HO U NIOCTAHAJIUTUYECKOTO 3TAIOB.

38. Ilpu wucnonab30BaHUM MOOUIBHON (OpMBI JTAOOPATOPHOTrO OOECIeUEHHUs
MEIUIMHCKONW MOMOUIM MPOBEJECHUE HCCIEJOBAHUMN MO MECTY JICUECHHUS NMAlMEHTa C
OPUMEHEHHEM  NOPTAaTUBHBIX  AHAJUTHYECKUX  YCTPOWCTB  OCYLIECTBIISETCS
HEnaboOpaTOPHBIM ~ MEPCOHAJIOM WM  CaMUMU  [AlUMEHTaMH B TMOPSIKE
camoTecTupoBaHus. HanexHocTh mostydaeMoil mpu 3TOM MH(GOpPMAaLMU 3aBUCUT KaK
OT OpraHu3allid JAaHHOTO CHoco0a BBIMOJHEHUS HCCIEIOBAaHUI B yUpekKICHUU
(I'OCT P UCO 22870 — 2009 UccnenoBanus mo MecTy JiedeHus. TpeOoBaHUs K

KAueCTBY U KOMIIETEHTHOCTH), TaK U OT CBOMCTB npumeHsieMbix ycTpoiicts (I'OCT P
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EH 13532- 2010 OGmue TpeboBaHUS K METUIIMHCKUM U3ISTUSAM JJISI TUAaTHOCTHUKH 1n
Vitro 11 CAaMOTECTHPOBAHUS ).

39. IlocraHalmuTUYECKUM STall COCTOUT B HWHTEPHPETALUU MOTYYECHHOTO
pe3yiapTaTa HCCICNOBAHUS C Y4YETOM MPHUHATHIX pPePEepeHTHBIX MpenesoB s
HMCKOMOT'O aHaJIWTa W MOCTABJICHHOM JIeYaluM BpayoM JMArHOCTUYECKOM 3ajau, a
TaK)K€ B OINEPATHUBHOM JOCTaBKE pe3yJibTaTa MCCIECAOBAHMUS Ha3HAYUBIIEMY
UCCIIEIOBaHKE JIeUalleMy Bpady.

40. NunukaTtopsl KauecTBa MOCTAHATUTUYECKOTO dTara:

- UnTepnperarus u olieHKa pe3yIbTaTOB aHAIN30B

- ComnocraBiieHHe pPe3yJbTaTOB C pEePEepeHTHbIMU HWHTEpBajaMu I
COOTBETCTBYIOIIEIO KOHTUHI€HTA

- ComnocraBneHne pe3yabTaTOB JJaHHOTO aHajW3a C MPEAIEeCTBYIOIINMHU
AaHAJIOTUYHBIMUA WJIM TapajuIeNbHO IPOBEACHHBIMU CONPSIKEHHBIMU TECTaMU Y
JAHHOTO MalueHTa

- O1leHKa BO3MOXHOM JIEKApCTBEHHOW MHTEPPEPEHITNN

- BrisBieHue npuyMH OOHApPYKEHHBIX TI'PyObIX OTKIOHEHUH pe3ylbTaToOB OT
OKUIAEMBIX

- [IpenocraBienne oT4eTOB O pe3ysIbTaTax aHAJIU30B

- CBOEBPEMEHHOCTb MPEIOCTABICHUS OTYETOB O KPUTHUUECKH Ba)KHOU
uH(popmManuu

- [lonHOTa/KOPPEKTHOCTH OTUETA O pPe3yIbTaTax

- UcnipaBiieHHbIE OTYETHI BCIICCTBUE BBISIBICHHBIX OLTHOOK

- CobOmrogieHre KOH(QUIESHIMAIBHOCTH PE3yJIbTATOB aHATTU30B

- Hapymenus cuctembl 0e30macHOCTH B J1aOOpaTopHOM WHOOPMAITMOHHON
cUCTEeMe, He3allJIaHMPOBaHHBIE TIPOCTOU, HEBO3MOKHOCTh U3BJICYb U3 apXMBa JaHHBIE
O MaIUEeHTe

- OOparienue ¢ mpodbaMu 1 3aIUCSIMU O pe3yiIbTaTax

- CoxpaHeHue npoO aJ1si TOBTOPHBIX aHATM30B (YCIIOBUS, CPOKH)

- Y nanenue npo0, HENPUroIHBIX AJI1 MOBTOPHOIO aHAIN3a

- CoxpaHeHue 3anucei 0 pe3yjbTaTax aHaJM30B ((POpMBbI, CPOKH)
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- Knnanueckoe Ucnonb30BaHUE PE3YIbTATOB AHAIU30B

- BoctpeboBaHHOCTH pe3yIbTaTOB aHAIU30B

- 3aJiepKaHHbBIN JUArHo3

- Mepbl, IPUHSATHIE NOCIE KTPEBOKHBIX)» PE3YIbTATOB aHAIH30B

- OmuOKH Mpu NepeMBaHU KPOBH

- YpoBeHb BHYTPUOOIbHUYHBIX HHPEKIIUMA

- O00O01IEHHBIE CBEIEHUS O UYBCTBUTEIBHOCTH K aHTUMUKPOOHOW Tepanuu

- OlLleHKa MPaBWIBHOCTH JIA00pATOpHOU MH(OpMAIUU (B T.4Y. IUTOJIOTHYECKOI)
10 pe3yJbTaTaM ayTOICUU

- IlpoBeaenne KIMHUYECKOTO ayAWTa HUCIOJb30BaHUA J1a0OPaTOPHOM
uHpopMaIuu.

41. VYcnemHoe TPOBEACHUWE MOCTAHAIUTUYECKOTO ATama 3aBUCUT  OT
npo(hecCHOHANBHON  KBaNM(UKAMU JIAOOPATOPHBIX ~CIIELMAIUCTOB W YETKOU
OpraHU3alMU CBSI3U JIAOOPATOPUH C KIIMHUYECKUMU MOAPa3ICICHUSIMHU.

42. TpeOoBaHMS K YCIOBUSAM OCYIIECTBICHHS MOCTAaHAJUTUYECKOTO ITara
pernamentupoBanbl ['OCT P 53022.2-2008 TexHonoruu  JgabopaTOpHBIE
KIIMHUYeckne — TpeOoBaHMS K  KauyecTBY  KJIMHUYECKHUX  JTA0OOPATOPHBIX
ucciaenoBanuii. Yacte 3. IlpaBuna OIEHKM KIMHUYECKOW HH(POPMATUBHOCTH
nabopatopubix TectoB. Yacth 4. IlpaBunma pazpabotku TpeOoBaHUN K
CBOEBPEMEHHOCTH MpefocTaBieHuss JnadopatopHoi wuHpopmaruu. ['OCT P
53133.1—2008 Texuonoruu nabopaTopHbie KinHUYeckue. KOHTpoib  KauecTBa
KJIMHAYECKUX JlabopaTopHbIX uccienaoBanuii. Yacte 4. IlpaBuiia mnpoBeneHus
KJIIMHUYECKOTo ayauTa 3P(EeKTUBHOCTH JTaOOPATOPHOTO 0OecCredeHus AesITEIbHOCTH
MEIUIIMHCKUX OPTaHU3aLIHil.

43. JIns cranpapTtu3auuy padoT B MEIUUMHCKHUX JIA0OpATOPUSIX HEOOXOIUMO
pa3paboTaTth JOKYMEHT, PErJIAMEHTUPYIONIMI TMpaBwWiia CO3JaHUs CTaHIapTHHIX
oneparmoHHbix npoueayp (COIloB), npoBeCcTH aHAIM3 BCEX OCHOBHBIX ONEpaluid U
MPOLIECCOB, TIOCJIE€ YEro COCTaBUTh CTAHAAPTHBIE OMNEPALMOHHBIE MPOIEAYPHI

(COlIImr).
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44. Pexomennyemblii nepeueHb COIIoB s nmpeaHaIuTUUYECKOTo 3Tama 3a
npeaenaMu JabopaTopuu:

1 - 3anonHenue OJaHKa-3amMpoca Ha UCCIEeI0BaHNE KIIMHUIIUCTAMU

2 - IlepBuuHas peructpamus naueHTa

3 - KouTponb coOnio/ieHHs TMalMeHTOM TMpaBWJ MOJArOTOBKM K cjAade
OnomaTepuaia

4 - 3abop Onomatepuaina (10 BUIaM UCCIEAOBAaHUIN M TUITAM OMoMaTepHaia)

5 - [IlpaBuia mnepBUYHOM MapKUPOBKM OuomaTepuana, 3aloJIHEHUE
COIMPOBOJUTENHFHON JTOKyMEHTAllMU, TEPBUYHON 0OpabOTKU JaHHBIX O MAIMEHTE U
BHECEHHE JJAHHBIX B UHPOPMALIMOHHYIO CUCTEMY

6 - [IpaBuia TpaHCIOPTUPOBKHU OHOMaTepHralia

45. PyxkoBoguTenu MEAMIMHCKOM OpraHu3alud, B KOTOPOM JEHCTBYET
MEUITMHCKAs J1abopaTopusl, TOJKHBI TpoaHaau3upoBaTh U yTBepauTh COIlbr 44.1-6
COBMECTHO C PYKOBOJMTEISIMA MEIULIIMHCKUX U TUArHOCTUYECKHUX MOIPA3/IEICHUN.

2. Pexomennyemsiii nepedenb COIIoB 1 mpeaHaIuTUYECKOTO 3Tana BHYTPH
JabopaTopuu:

1 - Tlpuem, peructpanus 1 olleHKa KauecTBa OnomaTtepuaia jadopaTopuei

2 - [IpaBuia MapKUpOBKHU OHOMaTepuaia

3 - Buecenue nanHbIxX 0 nmanueHnTe u ouomarepuaine B JIMC

4 - JleiicTBUS COTPYAHUKOB MPH OOHApYKEeHUU Opaka Oromarepuana

5 - JleficTBUSI COTPYIHUKOB TIPH HEOOXOIUMOCTH UCIIOJIB30BATh OJHY MPOOUPKY
¢ OMoMarepuanoM JUisi HECKOJIBKUX BUAOB UCCIEA0BAHUI

6 -IIpoGomoaroToBka M OIllEHKa KadecTBa Ouomartepuana (10 BUAAM
UCCIJIEIOBaHUM UTUnam OromaTepuana)

46. COIIb1 45.1-6 yTBepKIaeT 3aBEAYIONINI MEIUIIMHCKOM TabopaTopueil.

47. Pexomennyemblii iepeueHb COIIOB a1 aHAIUTHYECKOTO ATara:

1 -COIIbl o BCEM «pY4YHBIM METOAAM» U METOJaM, II€ UCHOJb3yeTCsI MHOTO
«PYYHOTOTPYJ1a» W/WIH pabOThl FKCIIEPTOB (MMPUMEP — MUKPOCKOTIHS )

2 - COIlpl mo aHaTMTUYECKHMM METOAaM, I/I€ MPUMEHSIIOTCS CTaHJapTHBIE

WHCTPYKLIMHU IPOU3BOIUTEIS
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3 - IlpaBwia mpoBeneHHWss BHYTPEHHErO KOHTPOJS KadecTBa (MO BHUIAM
UCCIIEIOBAHUI )

4 - IlpaBuia OLEHKH JIaHHBIX, MOJYYEHHBIX B XOJI€ BHYTPEHHErO0 KOHTPOJIA
KadecTBa (110 BUJaM HUCCIICIOBAHUIN)

5 - [IpaBwita kaauOPOBKU 000pYa0BaHUS (C MPUBSA3KOHN K MpHUOOpam)

6 - OnepalMoHHbIE HHCTPYKIIMH MO paboTe ¢ 000pyAoBaHUEM (C MPUBSI3KON K

npudopam)

7 - IlpaBuia npoBeJeHUS U OLICHKU JAHHBIX MO0 BHEIIHEH OllEHKE KauecTBa

8 - IIpaBuna paboThl ¢ HHGOPMAITMOHHBIMU CUCTEMaMU J1abopaTopuu

9 - Opranuzaiys MexIa00paTOPHBIX CIIMYEHUIN

10 - [IpoBeaenue BepuduKauu U peBepudUKaIuy aHATU3aTOPOB

11 - [IpoBeaeHune BepupUKaLUKA U peBepU(PUKATUN METOIUK UCCIIETOBAHUN

12 - YpaBneHue puckamu, BKIIIOUass OMOPUCKU

13 - [IpaBuna pacuera HEONPEAEICHHOCTU

14 - TlpaBuna pacueta o01el OMMOKH

15 - IlpaBuiia rapMOHU3AIMK JAHHBIX, MOTYYEHHBIX B OJIHOM JIAOOpATOPHUH IS
OJTHOTO TAIlMeHTa, OAHOW OHWOMPOOBI, OJHOTO aHATUTa Ha Pa3HBIX aHAIM3aTOpax
W/WJU pa3HBIMA METOJIaMHU.

48. COIIpi47.1-15 yTBepkaaeT 3aBeAyIOMUi METUITMHCKON JabopaTopuei

49. Pexomennyembiii nepedueHb COIIOB 111 TOCTaHAIMTUYECKOTO ATana:

1 - TlpaBuiia odopmiieHus, BepuUKAIIUU U YTBEPKIACHUS JAaHHBIX MPOTOKOJIA

HCCJIEIOBAHUN

2 - IlpaBuna BeImauu HHGOPMAITMH MAMCHTY WUIH KIMHUITUCTY

3 - IIpaBua nepecbulku HHGOPMAIIUH 110 AIEKTPOHHBIM CPEICTBAM CBSI3H

4 - TlpaBuia mH(pOpPMUPOBaHUS TOJIydaTesss 000 BCeX 3HAUMMBIX (haKTopax
MIPOBENICHUSI MCCIIEIOBaHUs (MMPUMEPBI: OTCYTCTBUE MH(OpMAIuu 0 coO0IeHUN/HE
COOJIIOJICHNH MAIIMEHTOM YCJIOBUHM MOATOTOBKM K cllade OMomarepuana; pa3indHbIe
HE KPUTUYHBIC JaHHBIC 110 KaYeCTBY OMoOMaTepuraia u T.11.)

5 - IlpaBuna B3auMOEHCTBUS ¢ KIMHUIIMCTAMH 110 UHTEPIPETAIUN JaHHBIX

6 - IIpaBuna pearnpoBaHus Ha IPETEH3HUH 10JIb30BATENEH.
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50. COIlb1 49.1-6 yTBepKIaeT pyKOBOAUTEIH MEIUIIMHCKON OpraHU3aluH.

51. PexoMeHnayemslii iepedeHs gonoHuTenbHbix COIloB:

1 - TlpaBuiia XpaHeHUs peareHTOB

2 - [IpaBuna xpaHeHus OMOMaTepHaIoB

3 - Texuuueckoe 00CTy)KMBaHUE 000PYIOBAHUS

4 -COlIlbI no ynpaBlIEHUIO IEPCOHATIOM

52. COIIet 51.1-4 yTBepxkIarOTCsi B COOTBETCTBHE C MpOLELypaMu
JIOKyMEHTO000pOTa KOHKPETHOM MEIUIIMHCKON OpraHu3aIuu.

53. B kaxaod MEOUIMHCKOW Jabopatopud MOTYT OBITh pa3paboTaHbI
nonosiauTenbHble COIIBLI

54. B npunoxenusx k COIlam MoryT ObITh JaHBI METOJIUYECKUE PEKOMEH AU
[0 COCTaBJCHHUIO JIOKYMEHTOB, OCHOBHBIE TEKCTOBKM U3 OIBITa MEIUIIMHCKUX

nabopaTopuil, a Takxke TpeOOBaHUs MOBEJACHUIO 3anuceil B xxypHanax u B JIMC.
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[Tpunoxxenue Ne 7 k npukazy
MuHuCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickon denepanunu

OT Ne

MeToauku pac4éTa HOPMbI 3aTPAT BPEMEHHU HA NMPOBeACHUE KIMHUYECKHUX
JIa0OPATOPHBIX UCCIEAOBAHUIA M CTOMMOCTH KJINHUYECKHUX JJa00PATOPHBIX
HCCJIeN0BAHUM

1. Meroguka pacuéra HOpPMBI 3aTpaT BPEMEHU Ha MPOBEIACHUE KIMHUYECKHUX
71a00paTOPHBIX UCCIIETOBAHUIA.

1.1. HopMmsl 3aTpaT BpeMeHHU Ha 1a0OpaTOPHbBIE UCCIIEA0BAHMS PACCUNTHIBAIOTCA
Ha OCHOBE IMPOBEACHUS XpOHOMeTpaxka. OCyHIECTBISAETCA XPOHOMETPAXK OTAEIbHBIX
AJIEMEHTOB TPYJa IIO 3apaHee COCTABICHHBIM KapTaM TEXHOJOTMYECKHX OIEpalHii,
IIOCJI€ YEro MPOBOAST CTATUCTHUECKYIO 00pabOTKY TaHHBIX U pacyeT 3aTpaT BPEMEHU
Ha KaxJaoe HcciaefaoBaHue. PacyeTHble HOPMBI BpPEMEHHM HA KIMHUYECKHE
7a00paTOpHbIE  HUCCIENOBAaHUS  ONPEACNSAIOTCA € Y4eTOM  ONTUMAaJbHOM
IPOU3BOAUTENLHOCTH TPyJAa MEANEpCoHana, 00ecleYnBaroiel BHICOKOE KaueCTBO
HCCJIEIOBAHU.

1.2. Pa3paboTka pacyeTHbIX HOPM BKJIIOYaeT B ce0sl MpOBEJCHUE
XPOHOMETPAKHBIX 3aMEpPOB (PAKTUUECKHUX 3aTpaT BPEMEHHU HA OTIEIbHBIC AJIEMEHTHI
TpyJa, CTaTUCTUYECKYI0 OOpadOTKy MdaHHBIX, pacyeT 3arpaT BpeMeHu. [l
IIPOBEIEHUS XPOHOMETPAXKa COCTABIISIETCS MEPEUYCHb TEXHOJIOIMYECKUX OIEPaLMM 110
KOKIOMY METOLY.

1.3. Heo06xoauMoe 4YHCIO XPOHOMETPAKHBIX 3aMEPOB OMNpENeNsieTcs I

dbopmye 1:

X =2500 9 —--ccmmmemmmeeeeee , (1)

rae: X - Heo0X0IUMOE YUCIIO XPOHOMETPAXHBIX 3aMEPOB,
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Ky - HopMaTuBHBIN K03()(PUIIHEHT YCTOMUYNBOCTH XPOHOPSA,

C - HeoOxoauMas TOYHOCTh HaOIroaeHul B %o,

K - k03¢ dunrent, cooTBETCTBYIONINI 3aJaHHON JOBEPUTEILHON BEPOSTHOCTH
(npu BepositHOCTH 0,95 K=2).

1.4. Ilpu Tounoctn HaOmoaeHuit 10% u HOpMaTUBHOM KO3 GUIIUEHTE
YCTOMYMBOCTU XPOHOPSAJIA, PABHOM 3, ONTUMAJIbHOE YHCIIO 3aMepoB cocTaBisieT 20-
25. Ilocme npoBeAEHHS OMNPENEIICHHOTO YHMCIa 3aMEPOB BBINOJHEHUSA KIMHUKO-
JTMAarHOCTUYECKOTO MCCIIEOBAHUS M0 KAKIO0W TPYyAOBOW Omeparyuy MmoJiyqdaeTcst psij
3HAQYEHUN €€ MPOJIOHKUTEILHOCTH, M3 KOTOPBIX CTPOUTCA BapHAIlMOHHBIN psij
(xpoHopsa). Kputepruem OLIEHKH XpOHOpPsIa CIIYyKUT KO3 dULUeHT ycroitunBoctu K
ycT.: K ycr = tmax / tmin, T.e. OTHOIIIEHHE MAaKCUMAaJIbHON BEIMYHMHBI XPOHOPAJIA K
MHUHHUMAJIbHOM.

1.5. Ilpu nAMTENbHOCTH TPYIOBBIX omepanuii Oosiee 1 MuH KOAhOUIIMEHT HE
JOJDKEH OBITh Oosiee 2, misg anemMeHTOB Tpyaa ot 21 go 60 cek - He Oomee 2,2.
Cpennee BpeMsi Ha TPYJIOBYIO OIEPAIMIO PACCUMTHIBACTCS IO OOIICHPUHSTHIM B
CTaTUCTHKE METOJIaM C OMPEJICTICHUEM CPEIHET0 KBaJAPATUUECKOTO OTKIOHEHUS (0) U
cpeaHelt omuOKku cpeaHeit apupmMeTrndeckon (m).

1.6. YcranaBnuBaercs Takke KOI(PQOUIIMEHT YaCTOThI BBITIOJHEHUS TPYAOBOU
oneparuu  (K), mnpencrabnsionuii  coboii  OTHOIIGHHE (DAKTHUUECKOTO YHCIIa
BBITIOJTHEHUS TPYAOBOM ONepalivu K 00IIeMy YHCITy BBITTOJIHEHHBIX UCCIICIOBAHUIA.

1.7. YMHOXEHHEM CpPEIHEro BPEMEHH TUTEIBLHOCTH TPyAOoBOM omnepammu (M)
Ha ee yactory (M x K) monmyyaeM cpenHee pacyeTHOE BpeMs Ha TPYIOBYIO
oIepauuio.

1.8. 3arpaThl BpeMEHM Ha BBIIIOJHEHUE MWCCICAOBAHUS CICIUATUCTAMU C
BBICIIUM  OOpa3oBaHMEM U  CHEIUAJIUCTaMH CO CpeaHUM  oOpa3oBaHUEM
pPacCUUTBHIBAIOTCA B OTACJIBHOCTH. JlOMyCKarOTCA OTKIOHEHUS COOTHOIICHUI
Harpy3ku Bpadeil u s1abopanToB. OHH MOTYT YCTaHaBIIMBAThCS B 3aBUCHMOCTH OT

o0beMa UCClIeIOBaHUN U MECTHBIX YCJIOBHH.
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1.9. Hopmbl BpeMeHu pa3pabaThIBalOTCS Ha OJJHO MCCIEAOBAaHUE - ""eTUHUYHOE"
n "Kaxjoe nocueayrouiee”, mMpoBeIeHUE OJHOTO M30JUPOBAHHOIO HCCIEIOBAHUS U
MEePBOTO UCCIIEIOBAHUS B CEPUU paccMaTpUBaeTCs Kak "eqMHUYHOE" .

1.10. PacueTHble HOpMBI BPEMEHU BKJIIOYAIOT:

-7 CIICIMAJIMCTOB € BBICIIMM OOpa3oBaHueM (Bpaued KIMHUYECKOU
1ab0paTOPHON AMArHOCTUKU, Bpauei-1a00paHTOB 1 OMOJIOTOB): 3aTpaThl BPEMEHH Ha
HEIMOCPEJICTBEHHOE  IMPOBEJACHUE  HCCIEAOBaHUS, IPUTOTOBICHUE PEAKTUBOB
extempore, pacueT U OIIEHKa PE3yJIbTATOB U 3alMCh UX B paOOUuil xKypHa,

- ISl CHEIMAIMCTOB CO CPEAHUM MEAMIMHCKUM OOpa3oBaHHEM (METUIIMHCKUX
TEXHOJIOTOB, MEIUIMUHCKUX J1a0OpaTOPHBIX TEXHUKOB, JIAOOPAHTOB): 3aTpaThl
BPEMEHH Ha HENOCPEJICTBEHHOE IIPOBEJCHHUE HCCIENOBAaHUSA, NPUTOTOBIICHHUE
PEaKTHUBOB extempore, PErucTpaIiio MOCTYNUBIINX OMoMaTepruanoB (KpoMe KpOBH),
pacder pe3ysNbTaTOB U 3alUCh WX B pabOuyuil KypHal, >KypHaj pPETrUCTpalud U
ONaHKM aHanu30B. 3aTpaThl BPEMEHM JlabopaHTa Ha B3STHE KPOBM U3 Malbla
(BKIIFOUAsl PETUCTPAIMIO), & TaKXKe O0OpabOTKY M PEruCTPaLMI0 BEHO3HOM KpOBU
(moy4eHue ChIBOPOTKH, IJIa3Mbl) JaHbl OTJEIBHO.

1.11. Hopmbl BpeMEHM HE BKIIOYAIOT BpPEMs Ha MPEIBaAPUTEIBHOE
IIPUTOTOBJIEHUE PEAKTUBOB.

1.12. Tlpu pacuere BpeMeHHU IIEHTPpUPYTUPOBAHUS, UHKYOAIIUU, OKPACKU U T.J.
HOPMBI BPEMEHU BKIIIOUAIOT TOJBKO BpEeMs MOMEUIEHUSI TPOOUPOK B UEHTPUPYTY WU
TEPMOCTAaT W BpeMs H3BJICUEHHUS UX; BpeMs mpolecca UeHTpU(yTrupoBaHHUs,
MHKyOanuu (OKpacKu, BbINapuUBaHUS W T.I.) HE Yy4yUThIBaeTcs. TakuM o0Opaszom,
pacyeTHble HOPMBI BPEMEHUM BKJIIOYAIOT TOJBKO BpPEMs, HEMOCPEACTBEHHO
3aTpayeHHOE HA aHaJIU3, U HE SBIIAIOTCS MOKAa3aTeIeM JUIMTEIbHOCTH aHAJIN3A.

1.13. 3a eguHuIly y4deTa LUTOJIOTHYECKOTO MCCIEIOBAHUA MPUHUMAETCA OJVH
npenapar.

1.14. Y onmHOro OOABLHOTO MOXET OBITh MPHUTOTOBJICHO PA3HOE YHUCIO
npenaparoB. M3 oOpabaTtbiBaemMoii B J1a0OpaTOpPUM MOKPOTHI, KUJIKOCTEH, a TaKKe
OTIIEYaTKOB M COCKOOOB OIEPAIlMOHHOTO MaTepuaja MPUrOTaBIUBAIOT OOBIYHO HE

Oonee 5 mpenaparos.
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1.15. B cooTBeTCTBHM € (PYHKIIMOHAIBHBIMU OOS3aHHOCTSIMH CIIEIIUAIKCTOB C
BBICIIUM M CpeAHMM OOpa3oBaHMEM B pacueTHble HOPMBI BpEMEHH IS
UTOJIOTUYECKUX UCCIIETOBAHUM BKIIFOUAIOTCS CIEAYIOLINE 3Talbl paOOThI:

- JUI1 Bpada: O3HAKOMJICHHE C MATEPHAIIOM, MHUKPOCKONMUS BCEX HMEIOLIUXCS
IpernapaToB JaHHOrO OoJbHOrO (0030pHas NOJ MalbIM YBEJIMYEHHMEM U C
UMMEpCHEN), KOMITJIEKCHAs! OLIEHKAa MUKPOCKOIHMYECKON KapTUHBI C MPUBJICYEHUEM
JAaHHBIX KIMHUKM M JPYTMX METOJOB JIMATHOCTUYECKOTO  HCCIIEIOBAHMS,
KOHCYJbTallUM C JPYrMMH Bpadamu, paboTa C JUTEpaTypoi, COCTaBJIECHHE
JTMAarHOCTHYECKOTO 3aKIF0OUEHUSI O MaTepuase, BHECEHUE 3aKIIIOUEHUS B OJIaHK;

- CHEUAINCTa CO CpPeOJHMM OOpa30BAHHMEM: IPUTOTOBIEHUE MOCYIBI,
IIPEAMETHBIX CTEKOJ, PEaKTUBOB eXtempore, O3HAKOMIICHME C MaTepualioM |
perucrpauus €ro, NPUIrOTOBJIECHHWE M OKpAIMBAaHWE IpPenaparoB, pacKiIaika H
nepegaya Bpady Uil MMKPOCKOIIMM, PETUCTpalys 3aKIIOYEHMs, ITOMEIIECHUE
IIpenapaToB B apXHB.

1.16. B 3arpaTsl BpeMeHM OAHOrO (MEPBOro) Mpernapara BKIOYAETCS, KpoMe
MHUKPOCKOIIMH, BPEMsI Ha BCIO MOATOTOBUTEIBHYIO U 3aKIIOUUTEIbHYIO paboTy ¢
JAHHBIM MaTepuagoM, (KOHCYJNbTAMM C BpayaMd, O3HAKOMJIEHHUE C MaTepHUalioM,
COCTaBJICHHE 3aKJIIOUEHHUS] U BHECEHUE €ro B OJIaHK M T.1.); B 3aTpaThl BpPEMEHHU Ha
UCCIICIOBAHUE KAXXIOTO IMOCIEAYIOUIEro Ipernapara BKIIOYAECTCA TOJBKO BpEMs
MHKPOCKONIMHU. 3aTpaTrbl BPEMEHM Bpadya HaA LUTOJIOTUYECKOE HCCIECIOBAHUE
MaTepuaia, MOJy4EeHHOTO BO BpeMs IPOBEICHUS XUPYPIrHYECKUX BMEIIATEINIBCTB,
BKJIFOYAE€T MOJTOTOBUTENBHYIO padoTy 10 omnepauuud (M3y4eHUe KIMHUYECKOIrO
Marepuana IO MCTOPUU OOJE3HU, KOHCYJbTALlUM, W3YyYEHUE JIMTEpPaTyphl),
MUKPOCKOIIMYECKOE MCCIIEIOBAHUE OJHOIO Ipenapara M 3aKiIYeHUe. 3aTpaTsl
BPEMEHHU CHEIHAINCTa CO CPEAHUM O0Opa30BaHUEM YKA3bIBAIOTCA B pacueTe Ha BCE
npenapartsl JaHHOIO MaTepuana.

1.17. Tlpu mnpoBeneHUM HCCIEAOBaHUS MaTepuajia, IMOJIYYEHHOIO MpHU
NPOPHUIAKTUYECKUX THMHEKOJIOTHYECKUX OCMOTpPAax, B pacyeTHbIE HOPMBI ISl Bpaua

BKJIIOYAETCSI BpEeMsl MHMKPOCKONHMHM 2-X TMpenapaTtoB (M3 IMIEMKU MaTKu U

53



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

LEPBUKAIBHOTO KaHaia), B paldOTy CHEHHaTucCTa CO CPEeJHUM O0pa30BaHHUEM
BKJIIOUEHA TAKKE MUKPOCKOIUS MAa3KOB.

1.18. Pa3paboTka pacyeTHBIX HOPM BpPEMEHH HAa MHUKPOOHOJOTUYECKUE
VCCJIEIOBAHMSI TPOBOJUTCS O MPUHLMITY pacuera JJisl UCCIEAYyEeMOro mMaTepuana u
JUTSL OTJEIBHBIX METOJIOB UCCIICIOBAHMS.

1.19. Ilpu pacnpeneneHuu BpeMEHHM Ha MHUKPOOMOJIOTHYECKHE HMCCIEIOBAHUSA
MEXKJly CHEIUAIMCTOM C BBICHIUM OOpa30BAaHUEM U CHEHUAIMCTOM CO CPEIHUM
oOpa3zoBaHueM paboTa CIENHAIMCTAa C BBICHIMM OOpa30BaHUEM BKIIOYAET OTOOP
KOJIOHUH W  BBIJAEICHUE YHUCTBIX KYJIbTYpP, MHUKPOCKOIMUPOBAHUE MAa3KOB,
CEpOJIOTUYECKOE THUIHUPOBAHHME, OIEHKY OKOHYATEJIbHBIX PE3yJIbTAaTOB BCEX
aHaJIM30B: MMMYHOCEPOJIOTUYECKUX, daroTunupoBaHus, OmpeIelICHHE
YYBCTBUTEJIBHOCTH MHUKPOOPTaHM3MOB K aHTUOMOTHKAM, WCCJIEJOBaHUE IO
KOHTPOJIIO KayecTBa U T.J. Bce ocTanbHble MAHUIYJISIIUNA BBIMOIHSIET CIEIUATUCT CO
CpelHUM O0Opa3oBaHHEM TOJI KOHTPOJEM Bpada - PETUCTPAIUIO IMOCTYMHBIINX
MaTepuajioB, NPUTOTOBICHHE MUTATEIBHBIX CpPEA, IIOCEBbl OMOMATEPHUAJIOB,
MPUTOTOBJICHHE PEAKTUBOB eXtempore, OKpacKy Mas3KoB M T.J. B pacueTHbIx HOpMax
CYMMHPOBAHO BpEMs, 3aTPAau€HHOE Ha KyJIbTypaJbHOE HCCIEIOBAaHUE MpU
BBIJICJICHUM MUKPOOPTaHU3MOB C H3y4eHHEM MOPQOJIOTHYEeCKUX CBOMCTB, CO
BpEMEHEM, 3aTPauyeHHBIM Ha UJICHTU(DUKAIINIO PA3IMYHBIX BUIOB MUKPOOPTAHU3MOB.
[Ipu BwimeneHun Oojiee OAHOTO MHUKPOOpPraHuW3Ma B TIpynmnax a’poOHBIX,
(bakyIbTaTUBHO-aHA’POOHBIX U OOJIMraTHO-aHA’POOHBIX MUKPOOPTAHW3MOB BpeMs
YBEJIMYUBAECTCS COOTBETCTBEHHO KOJIMYECTBY BBIACICHHBIX MHKPOOPTaHU3MOB U
MPOBEJICHHON UEHTU(DUKAIIIY.

1.20. VYnenbHblli Bec pabOThl MEINEpPCOHANIa MO HEMOCPEACTBEHHOMY
MPOBEJCHUIO  BCEX  BHUJOB  JIAOOpPAaTOPHBIX  HCCJIENOBaHUN  (OCHOBHas W
BCIIOMOTAaTeNIbHAS JCSATEIBHOCTh, OIIEHKA Pe3yibTaToB, paboTa C JOKYMEHTAIIUECH )
COCTABJISIET y CHEIUATMCTOB C BBICIIMM OOpa3zoBaHueM 75%, y CIEIHAIUCTOB CO
cpeaHuM obpazoBanueM 80% pabodero BpeMeHH.

1.21. B pacueTHbIX HOpMaxX BpEMEHH BpeMsl Ha IPYTyI0 HEOOXOAUMYIO paboTy U

JINYHOC H€O6XOIII/IMO€ BpEMsA HE YYMTLIBACTCA. Y CIICOUaJINUCTOB C BBICIIUM
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oOpa3oBaHME€M - 3TO BpeMs Ha OCBOCHHE HOBBIX METOJOB, ammapaTyphl,
IpeIBapUTENbHOE MPUTOTOBICHHE PEaKTUBOB, OOy4YeHHE U KOHTPOJIb 3a pabOTOM
NepcoHana, ydyacTMe B  KOH(EpEeHIMSX, COBEHIaHUSAX, aJMUHUCTPATHUBHO-
X03sIiCTBEeHHAsI paboTa, TMYHOE HEOOXOAMMOE BpeMsl, KPaTKOBPEMEHHBIN OTIBIX pU
paboTe C MHMKPOCKOIIOM M IMOJb30BaHUU APYTMMH ONTHYECKUMU Npudopamu. Y
CHEIUMAINCTOB CO CPEIHMM OOpa3oBaHHEM - 3TO BpEeMs Ha MOJATOTOBHUTEIIbHYIO
paboTy, NpeIBapUTEIbHOE NPHUIOTOBICHHE PEAKTUBOB, BbIJAUY pE3yJIbTaTOB
aHAJIM30B, MOJYyYEHHE HEOOXOIUMBIX PEaKTHBOB M JPYTUX MaTEpHANOB, YXOJ 3a
annaparypou, CTepWIM3alUI0 KalWUISIpOB, CKapU(PUKATOPOB U T.JA., JUYHOE
HEOO0XO0IMMOE BPEMS M KPaTKOBPEMEHHBIN OTIBIX MPU paboTe ¢ MUKPOCKOIIOM.

1.22. Bpems nepexoJoB (mepee3aoB) i B3STHUS MaTepUaloB CHENUAINCTOM C
BBICIIMM WJIM CPEIHMM OOpa3oBaHMEM BHE JaOOpaTOPUU YYUTHIBAETCA TIO
(baKkTHYEeCKUM 3aTpaTam.

1.23. Haubonee ciaoxHble U OTBETCTBEHHBIE ISl TUArHOCTUKU HCCIIEJOBAHUS
BBINIOJIHAET CIEHHAIMCT C BBICHIMM OOpa30BaHMEM - IIUTOJOTUYECKHE H
IUTOXUMHUYECKHE MCCIEHAO0BAaHUS MPHU JHUArHOCTUKE OHKOJIOTMYECKUX 3a00JIeBaHMI,
UCCJIEIOBAHNUSI KPOBH M KOCTHOTO MO3Ta IMpPH IeMaTOJIOIMYECKUX HCCIEAOBAHMSIX,
MOUYM TpHU 3a00JIEBAHUSX IOYEK, CIOXKHbIE OMOXMMHUYECKHE, UMMYHOJIOIMYECKUE
UCCJIEIOBaHMsI, BKJIIOUAsl TUArHOCTUYECKYIO0 MHTEPIIPETALIMIO PE3YIbTAaTOB.

1.24. Cpneuumanucrtam coO CpeIHUM O0Opa30BaHUEM MOXET OBITh MOPYYEHO
BBITIOJIHEHUE MHOTHUX BUJIOB OOIIEKITMHUYECKHUX, reMaToJI0rM4ecKHuX,
OMOXUMHUYECKUX M JIPYTUX JIaDOpAaTOPHBIX MCCIIEOBAHUN: MHUKPOCKOIHUS OCaaKa
MOYH, €CIIA TPH XUMHUYECKOM HCCICOBAHUNA HE BBISBICHO MATOJIOTHUH, MOJCYET
JefikorpaMmbl (ITOBTOPHBIE aHAJIW3bl MPU OTCYTCTBUU MATOJOTHH), OINpeAesieHUE
dbepMeHToB,  paboTa  Ha  aBTOAHAIM3aTOpaX,  HMMYHOT€MaTOJIOTHYECKUE
uccleoBaHusl (Mociie MPOXOXKJIEHUS Kypca OOydeHHsS HMMMYHOreMaTOJIOIMYeCKUM
METO/IaM u HATUYHS JIOKyMEHTA, JIOITYCKAIOIIEro BBITIOJTHSATh
MMMYHOTE€MAaTOJIOTHYECKUE UCCIIEIOBAHMS) U T 1.

1.25. OTBETCTBEHHBIM 3a pacmpeeieHne (QYHKIIMOHAIBHBIX O0sS3aHHOCTEN

NepcoHaa sBJSAETCS 3aBEAYIOINIA METUIIMHCKON JTabopaTopureH.

55



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

1.26. Ha ocHOBaHMM pacuETHBIX HOPM BPEMEHHU U PE3YJIbTATOB BBIKOMHPOBKHU
YHUCJIa UCCIICOBAaHUHN, MPOBEIEHHBIX B TaOOPATOPUU 3a TOJI, OMPEASIIAETCS TOJOBOM
00BEM JEATEILHOCTH CTPYKTYPHOIO MOApa3AesieHus (WU OTIEIbHOTO PabOTHUKA)
o ¢opmye 2:

T =ting + thny +...+ tin;, (2)

rae T - rogoBoit 00beM IesTeTbHOCTH, BIPAXKEHHBIA B MUH.;

N1, N2, Nj - YHUCJIO0 UCCIICIOBAHUI;

t1, to, ti- BpemMs BMUH Ha OJHO UCCIIEIOBAaHUE.

30. Pacuer HEOOXOAMMOro 4YMCiIa JOHKHOCTEN (A) Ha BBINOJHEHUE TOJOBOTO
o0beMa paboThl IpoBoUTCS MO Gopmyre 3:

A =T/B, (3)

rae T - cootBeTcTBYET hopmyiie 1;

B - rogoBoii Gro1keT pabodero BpeMeHH JI0JKHOCTH.

31. PesynapTaToM aHanm3a TOJOBOTO OOBEMa JEATEIBHOCTH CTPYKTYPHOIO
nojApaszeiaeHus (WId OTAEIbHOr0 pabOTHUKA) U HEOOXOAUMOTO YHUCiia JTOJKHOCTEH
(A) Ha BBIMOJHEHUE TOJOBOTO OOBEMa pabOTHl SBISETCS COIOCTABJIICHHE YHCIIA
JTOJDKHOCTEN:

- BBEJICHHOT'O B IITATHOE PACIIMCAHHUE YUPEXKICHUS;

- 3aHATOrO;

- PaCCUUTAHHOTO TIO OOBEMY BBITIOJTHEHHOM B T€UEHUE rojia padoThI.

1.27. OtcyTcTBUE YTBEP)KJICHHBIX HOPM BPEMEHHM HE JIOJDKHO OBITh
NPENATCTBUEM K BHEIPEHHUIO HOBBIX METOJOB JHWAarHOCTUKHU, HOBBIX MNpUOOPOB,
CPEACTB aBTOMATH3allMM W MEXaHW3aluu. B Takux ciydasx HOPMBI BPEMEHU
COTJIaCOBBIBAThCS € MPOGECCHOHATBHOW  HEKOMMEpPYECKOW  OopraHu3anuen
CIEIUAIMCTOB KIMHUYECKOW Ja0OpaTOpPHOM NMArHOCTUKH, ACSATEILHOCTh KOTOPOM
COOTBETCTBYET 3aKOHOJATENbCTBY P® MO OCYIIECTBIECHUIO OTIAENbHBIX (DYHKUIUN B
chepe oXpaHbl 310pOBbs rpaxkaan B Poccuiickoit denepanum.

2. MeTtonuku pacyéra CTOMMOCTH KIIMHUYECKUX JTaOOPATOPHBIX UCCIICIOBAHUM.

2.1. JlanHas MeTOAMKa pacueTra CTOMMOCTH JIa0OpAaTOPHOTO HCCIEAOBAHUS

omnpenenser 0coOeHHOCTH (GOpMUPOBAHUS Tapu(POB, BKIIOUAIOIIUX BBIMOJHEHHUE
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71a00paTOpPHBIX HCCIIeOBaHUN B pamkax [IporpaMMbl rocyaapCTBEHHBIX TapaHTHIA
OeCIJIaTHOTO OKa3aHUs MEAMIMHCKOW TIOMOIIM, B OOBEME OMpEeeICHHOM
TEPPUTOPHUATBHON MTPOTrPaMMO 0053aTETbHOTO MEAUIIMHCKOTO CTPaXOBaHUS.

2.2. B cootBerctBum ¢ @enepanbHbiM 3akoHOM PD ot 29 Hoa0ps 2010 roga N
326-D3 «006 00s3aTEILHOM MEIUIIMHCKOM CTPAaxXOBaHMHM B POCCUMCKOMN (emeparnm
(B pen. ®enepanbHbix 3akoHOB OT 14.06.2011 N 136-®3, ot 30.11.2011 N 369-03,
ot 03.12.2011 N 379-®3, ot 28.07.2012 N 133-®3, ot 01.12.2012 N 213-®3, ot
11.02.2013 N 5-®3, or 02.07.2013 N 185-®3,or 23.07.2013 N 251-®3, or
27.09.2013 N 253-@3, ot 25.11.2013 N 317-®3, ot 28.12.2013 N 390-@03, ot
12.03.2014 N 33-@3, ot 10.07.2014 N 204-®3, or 21.07.2014 N 268-D3, ot
01.12.2014 N 418-®3), Ilpukazom Munsnpascorpazsutus Poccun ot 28 despais
2011 1. N 1588 «00 ytBepxnaenun npaswii OOs3aTENBHOTO MEIUIUHCKOTO
ctpaxoBanus (B pen. IIpukazoB Munzgpascoupasputus Poccun ot 10.08.2011 N
897H, ot 09.09.2011 N 10361, ITpukazoB Munzapasa Poccuu ot 22.03.2013 N 160,
or 21.06.2013 N 396n, ot 20.11.2013 N 859aH)cTouMOCTb J1a0OPATOPHOTO
UCCIIEJOBaHMSI BKJIFOYAET B CEOSL:

1) pacxoasl Ha 3apaOOTHYIO IUIaTy, HAYMCJICHUS HA OIUIaTy TpyJAa, Mpouue
BBIIUIATBl, NPHUOOpPETEHUE JIEKAPCTBEHHBIX CPEACTB, PACXOIHBIX MAaTepUasOB,
MPOAYKTOB TMHTaHUS, MSATKOTO WHBEHTaps, MEAUIMHCKOTO HHCTPYMEHTapHs,
pPEaKkTUBOB M XHMMHMKATOB, MPOYMX MaTEpPHAIbHBIX 3allacoB, PacxXxoibl Ha OIJIaTy
CTOMMOCTH JIaOOpPaTOPHBIX M MHCTPYMEHTAJIBHBIX HCCIEJOBAHHUM, MPOBOJUMBIX B
IPYTUX YUpexAeHUSX (TP OTCYTCTBUM B MEIULIMHCKOW OpraHu3aiuu J1adopaTopuu
U JUarHOCTUYECKOro 0OOpYIOBaHHUSA), OpraHU3alUd MHUTAHUS (IIPU OTCYTCTBUU
OpPraHHW30BAHHOTO MUTAHUS B MEIUIIMHCKON OpraHu3aluu), pacXxobl HAOIJIATy YCIYyT
CBSI3U, TPAHCIIOPTHBIX YCIIYT, KOMMYHAJIbHBIX YCIIYT, pa0OT U yCIYT MO COAEPKAHUIO
MMYILIECTBA, PACXOJbl HA apeHAHYIO IUIaTy 3a MOJIb30BAaHUE MMYILECTBOM, OILIATy
OpOrpaMMHOr0 OOECHEeYeHHUs U TMPOYUX YCIYr, COluaibHOe oOecredyeHue
pabOTHUKOB MEIMIIMHCKUX OpraHu3alui, YCTAHOBJIEHHOE 3aKOHOJATEIhCTBOM

Poccuiickoit  deneparuu, mnpoune Ppacxojbl, pacxXoabl Ha MPUOOpETEeHHe

57



Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

00OpyZOBaHUSI CTOMMOCTBIO JIO CTa ThICAY PyOJel 3a €IUHUIY B COOTBETCTBUU C
yacThto 7 crathu 35 denepanbHOro 3aKOHA;

2) JOMOJIHUTENLHBIE AJIEMEHTBhl CTPYKTYpbl Tapuda Ha OIuIaTy MEIUIIMHCKOU
IIOMOIIM, oOmpeaenaeHuple lIporpaMMoli TrOCyIapCTBEHHBIX TapaHTUM OKa3aHUs
rpakaanam  Poccuiickori  ®enepanuu  OecIUIaTHOM  MEIUIIMHCKOW  ITOMOIITH,
yTBepxkIeHHOU [IpaBuTenscTBOM Poccuiickor denepanii B COOTBETCTBUU C YACTHEO
8 cratbu 35 DenepalibHOTO 3aKOHA;

3) pacxozbl, ompeneieHHbIE TEPPUTOPUAIBHONU MPOrpaMMoOil 00s3aTEIIBHOTO
MEUITMHCKOTO CTPaxXOBaHUS B CJy4dae YCTAHOBJICHHUS JOINOJHHUTEIBHOTO 00BbeMa
CTPaxoBOr0 OOECIEUEHUs] MO CTPaxXOBBIM CJIydyasiM, YCTAHOBJICHHBIM 0a30BOM
IporpaMMoi  00s3aTeIbHOTO MEIUIIMHCKOTO CTPAaxXxOBaHUsA 3a CYET CPEJICTB
cyOBeHIUi U3 OromkeTa DenepanbHOro PoHma U MEKOIOIKETHBIX TpaHC(PEPTOB U3
oromkeToB cyOobekToB Poccuiickoit ®Denepanu B OIOHKET TEPPUTOPHATBHOTO
dbonma.

2.3. Pacu€r cTommocTH 1a0OpAaTOPHBIX HCCIEIOBAHMMN ISl IeJed JaHHOTO
MpUKa3a OCYIIECTBISAECTCSI HOPMATUBHBIM METOJIOM ONPEICIICHHS 3aTpar.

2.3.1. Ilpu pacueTe CTOMMOCTH JAOOPATOPHBIX HCCICAOBAHUM MJi LIeJIeH
JAHHOT'O TpHKa3a €IWHUILIEH MEAUIWHCKON YCIyTH SBJISIETCA MPOBEICHHUE OIHOTO
uccIeIoOBaHusl B cOOTBeTCTBHM C lIpukazom MuHHUCTEpPCTBAa 31paBOOXPAHEHUS U
couuanbHoro pazsputusg P® ot 27 gexabps 2011 r. N 1664n "OO yTBepkaeHun
HOMEHKJIATypPbl MEAUIIMHCKUX YCIYT" (C MU3MEHEHUSIMU U JIOTIOJTHEHUSIMU ).

2.3.2. B pacdeT CTOUMOCTH Ja0OPATOPHBIX HCCIEIOBAHUN BKIIOYAKOTCS
3aTpaThl MEIUIIMHCKOM OpraHu3alluu, HEMOCPEACTBEHHO CBSI3aHHBIE C MPOBEICHUEM
71a00paTOPHBIX UCCIEIOBAHUN M MOTpeOsieMble B TpOIlecce €€ MPEAOCTaBICHUS, U
3aTparbl, HEOOXOAUMBIE JJIsI  OOECMEeUeHUs]  JIeSITEIBHOCTH  MEAUIIMHCKOMN
OpraHu3alud B II€JIOM, HO HE TMOTPeOJsieMble HEMOCPEACTBEHHO B TIPOIECCce
BBITIOJTHEHUS JTAOOPATOPHBIX UCCIICOBAHUM.

2.3.3. 3aTpaThl HEOOXOAUMBIE JIJIsi OOECIICUCHUs JAEATeIbHOCTU MEIUITMHCKOMN
OpraHu3alid B II€JIOM, HO HE TMOTPeOsieMble HEMOCPEACTBEHHO B TIPOIECCce

BBITTOJIHCHU S na6opaTopH51X I/ICCJ'ICIIOBaHI/Iﬁ pPaCCUNTBIBAIOTCA COIJIaCHO
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nonoxkenusiM [Ipukaza Munszapasconpas3sutusi Poccun ot 28 ¢espans 2011 r. N
1588 «O6 ytBepxkaenun mpaBui OOs3aTENHPHOTO MEIMIIMHCKOTO CTpaxoBaHUS (B
pen. IlpukazoB Munzapascoupassutusa Poccun ot 10.08.2011 N 897H, ot
09.09.2011 N 1036n, IIpukazoB MunzapaBa Poccum ot 22.03.2013 N 160n, ot
21.06.2013 N396n, ot 20.11.2013 N 859an). Ilpu »3TOM Takue 3aTpaThl
pacmpeieniaioTcss  NPONOPIUOHAIBHO  O0BEMY  MPOBEACHHUS  JIAOOPATOPHBIX
UCCJIENOBAHUM W  3aTpaTaM, HEMOCPEICTBEHHO CBA3aHHBIM C IPOBEICHHEM
71a00paTOPHBIX HCCIEAOBAaHUN M TOTPEONIIEeMbIM B MPOIECCE €€ MPEea0CTaBICHUS
cormacHo Qopmyse 4 TOJHBIX 3aTpaT HAa OJHO MCCIEIOBAaHHE B COOTBETCTBUH C

BBIIICYKAa3aHHON HOMEHKJIATypOH MEIUIIMHCKHUX YCIIYT:
XY T

I 'ne:

Z — DTO COBOKYITHBII 00bEM 3aTpaT MEIUIMHCKOW OpraHU3alyu IO 3aTpaTram
HEOOXOJUMBIM JUIsl OOECHEeYeHHUsl JEATENIbHOCTH MEAMIMHCKOM OpraHu3aluu B
LEeJIOM, HO HE TNOTpeOsieMble HEMOCPEACTBEHHO B IPOLIECCE BBIMTOJIHEHUS
71a00paTOPHBIX UCCIICIOBAHUIA.

Xi - Dro o0BeM 3aTpaT HENOCPEACTBEHHO CBSI3aHHBIX C IPOBEACHHEM
71a00paTOPHBIX MCCIIEOBAHUN U MOTPEOJIIEMBIX B MPOLECCE €€ MPEJOCTABICHUS B
pacyere Ha OJHO MCCIEJOBAaHUE B COOTBETCTBHUM C HOMEHKIIATypOM KIMHHUYECKUX
71a00paTOPHBIX UCCIICIOBAHUIA.

Y; - Oro mniaHupyeMbli 00BEM MPOBEACHHUS OAHOrO BHIA JA0OOPATOPHBIX
UCCJIEJIOBAaHUM B COOTBETCTBUU C HOMEHKJIATYpOH KIMHUYECKHX J1abOpaTOPHBIX
UCCJIEI0BAHUI COTJIACHO TOCYIapCTBEHHOMY 33JJaHUI0 Ha CPOK pacuéTa Tapuda.

| — DTO0 KOJMYECTBO pAa3NMYHBIX BHUAOB JIAOOPATOPHBIX MCCIEIOBAaHUN B

COOTBETCTBHUM C HOMEHKIATYpOH KIWHUYECKUX JIAOOPATOPHBIX HCCIICTOBAHUMN

COTJIACHO TOCYAapCTBCHHOMY 3aJIaHUIO Ha CPOK pacuéra tapuda.
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i
ZX i+ Y

‘- COBOKYIIHBIE MPSIMBIE 3aTPaThl HA IPOBEICHHUE BCEX MCCIIEIOBAHUI
B cooTBercTBUM ¢ KkonudecTtBOM (Yi) W HOMEHKJIATypod JabopaTOpHBIX
UCCIJIEJOBAaHUM 3a MEPHOJ] CPOKA Ha KOTOPBII paccuuThIBaeTCs Tapud.

2.3.4. B cocraBe JeTalM3UpPOBAHHBIX 3aTPAT, HEMOCPEIACTBEHHO CBS3aHHBIX C
IpoBeJcHUEM JabOpaTOPHBIX HUCCIECIOBAHHM, YYUTBHIBAIOTCS CJEAYIOIIHE TPYIIIbI
3arpar:

- 3aTpaThl Ha OIUIATy TPyJa M HAYMCIECHHS Ha BBIUIATHI IO OIUIATE€ TpyJa
NEepCOHaa, MPUHHUMAIOLIETO  HENOCPEACTBEHHOE  ydYacTHE€ B  IPOBEACHUHU
71a00paTOPHBIX UCCIIEIOBAHMUIA;

- 3aTpaThl Ha MPUOOPETEHHWE MAaTEepUaIbHBIX 3alacoB, MOTPEONSIEMBIX B
npouecce NPOBEACHUS JIAOOPATOPHBIX MCCIEAOBaHUN, a HMMEHHO pPEareHTOB,
KOHTPOJIBHBIX MaTepHaJIOB, KaauOpaTOpOB, J1aOOPAaTOpPHOW MOCYAbl, KOHTEHHEPOB
JUISL TIOYYEHUS. XpaHEHUs M TMEPEeBO3KM pa3IMYHBIX BHUAOB OMOMATEpUasoB,
pacxXoAHBIX MaTepUaloB JJs IMOJIydeHUs OuomaTepuanioB M JPYyTruxX BUIOB
MaTepHaIOB UCIIOIb3yEMBIX TPU MPOBEAECHUH J1a00PATOPHBIX UCCIIEIOBAHUMA.

- 3aTpaThl HA aMOPTHU3aLIMI0 000PYAOBaHUS, UCIOIb3YEMOIO MPU MPOBEACHUU
71a00paTOPHBIX UCCIIETOBAHMIA,

- 3aTpaTbl Ha MPOBEJCHHE BHYTPEHHErO KOHTPOJISI KadyecTBa JabOpaTOpPHBIX
UCCJIEIOBAHMM, OIUIaThl y4YacTHsl B CHUCTEMax BHEIIHEH OLIEHKM KadecTsa,
peanu3anuio MporpaMMbl MEHEKMEHTa KadyecTBa M IPOBEIECHUS BHYTPEHHErO H
BHEIIHETO HWHCHEKLIMOHHOIO KOHTPOJISI KadecTBa MPOBEACHUS JabOpaTOPHBIX
HCCIICIOBAHUN;

- 3aTpaTbl Ha aMOPTHU3ALMI0O U SKCIUIyaTalMil0 HWHMOPMALMOHHBIX CHUCTEM
MCIIOJIb3YEMBIX JIJISl BBITIOJIHEHHUS 1a00paTOPHBIX UCCIIEIOBAHUM;

- 3aTpaTbl Ha MPOBEACHMS PETYISIPHOTO, NPOYHUIAKTHYECKOTO TEXHUYECKOIrO
oOciykuBaHUsi 00OPYJOBaHUs, HMCIOJb3YEMOT0 NpPH MPOBEIECHUU JAaOOPATOPHBIX

UCCIIEeI0OBAHNH.
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- 3aTpathl Ha OOy4YeHHE TOBBbIIIEHWE KBaIM(UKAIMU  TEepcoHana,
IPUHUMAIOIIETO HEMOCPEACTBEHHOE YydacThe B TMPOBEACHHM J1aOOpaTOPHBIX
HCCIECAOBAHUM;

- 3aTpaThl Ha JOCTaBKY B IICHTPAJIM30BAHHYIO JIAOOPATOPHUIO OMOJIOTUYECKUX
00pasIioB.

2.3.5. 3aTpatbl Ha NMpUOOpPETEHUE MaTepUATBHBIX 3alacOB PACCUUTHIBAIOTCS
IyTEM COCTaBJIEHUS (OPMYJIISIPOB, ONPEIEIAIONIMX HOPMBI PACXOJ0B MaTepUaIbHbIX
3alacoB Ha MPOU3BOJCTBO OJHOIO JabopaTopHOro wuccienoBanus. llpu pacuere
HOPM pacxooB B (opMyisipe Y4YUTBHIBAIOTCS 3aTpaThl, OTHOCHUMBIE Ha BCE
7a00paTOpPHBIE UCCIENOBAHUS, MPOBOAUMbBIE Ha OJTHOM JaOOPATOPHOM aHAIU3aTOpPE
U Ha KOHKPETHBIM BHJ J1a00OpaTOpHBIX uccienoBaHuil. B gopmynspe ykasbiBaercs
NEpPEUYCHb PACXOJHBIX MAaTEpPUAOB, pPEAareHTOB, KOHTPOJEH U KalauOpaTopoB C
yKa3aHueM 0a3bl OTHECEHHs; HOPMBI pacxoja ¢ Y4eTOM HEOOXOAMMBIX IOBTOPOB
BBIIIOJIHEHHSL TECTOB, OXXUJAEMBIX IIOTEPh OT MCTEUYECHHUS CpPOKa TOJHOCTH,
OKMJAEMBIX  pPAacXO/IOB  CBSI3aHHBIX C IPOBEJCHUEM  KOHTPOJIA  KayecTBa
VCCJIEIOBAHNM; 0KMIa€MON CTOMMOCTH 3aKYIIKM MaTE€pUalbHBIX 3allacoOB B IEPUOJ
JEUCTBUSL CTOUMOCTH JIaOOPaTOPHBIX HcclienoBanuil. [Ipu cocraBienuun GopMyisipoB
YUUTBIBACTCS PEKUM BBITIOJHEHUS JIAOOPATOPHBIX MCCIEA0OBaHUMN U POTHO3UPYEMBIE
00BEMBI BBITMIOJTHEHUS JTA0OPATOPHBIX UCCIICTOBAHUM.

2.3.6. 3arpathl Ha OIIaTy TPYAAa U HAYMCIEHWs HA BBIILIATHI [0 OIUIATE TPyAa
OTIPENEISAIOTCA UCXO0/ U3 MOTPEOHOCTH B KOJIMUYECTBE MEPCOHAja, IPUHUMAIOIIETO
HEIMOCPEJICTBEHHOE yYacTHE B TNPOBEICHHUU JIAOOPATOPHBIX HCCIEAOBAHUI B
COOTBETCTBUM C HOPMAaMH TPYJ03aTpaT NpelyCMOTPEHHBIMU MyYHKTOM 1 HacTosIero
IPUIOKEHUS.

2.3.7. 3arpaThl Ha aMOPTHU3aLMIO OOOPYIOBaHHUSA, WCIOIB3YEMOTO MpH
POBEJCHUH JaO0OPATOPHBIX HCCIIEIOBAHMM, OMPEAEISIOTCS MUCX0As U3 OalaHCOBOM
CTOMMOCTH OOOpYyIOBaHUS, TOJOBOW HOPMBI €ro H3HOCA MU BPEMEHH pPaOOTHI
000pyZ0OBaHUs B MIPOLIECCE BHIMIOJIHEHUS TAOOPATOPHBIX HMCCIEAOBaHU. 3aTpaTsl Ha

aMOpPTHU3aluro O60py,Z[OBaHI/I$I CTOMMOCTBIO CBBIIIC CTA TBICAY pY6JIeI>'I 34 CAUMHHLY

61



Accormanusi CrienHaInCcTOB U OPraHm3aIuii 1abopatopHoii ciayxosr «Demeparnust 1Ta60paTOPHON MEAUIUHED), MPpobuIbHAsS Komuccus M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

ONPEENSIOTCA B CIIy4ae, €M YKa3aHHbIE PAacXO/bl BKIIOUYEHBI B TEPPUTOPUATILHYIO

nporpaMmMy 00s513aTeIbHOT0 MEAUIIMHCKOTO CTPAXOBAHMS.
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[Tpunoxxenue Ne 8 k npukazy
MuHucTEPCTBA 3PAaBOOXPAHCHUS
Poccuiickon ®enepanuu

OT Ne

IIpaBuia npoBeaeHUss MUKPOOMOJIOTHYECKHUX UCCIIeI0BAHUM

1. [TpoBeaeHre MUKPOOUOTOTHYECKUX UCCIIEIOBAHUMN SBIISIETCS HEOTHEMIIEMOM
4acThlo JITAOOPaTOPHOro OOECHEeYeHUs MEAUIIMHCKOW TIOMOIIM HACEJICHUI0, HO
oOnagaer  ompeAeieHHbIMU  OTIMYUAMH. OCHOBHBIM  OTJIMYHMEM  SIBJISIETCS
HEO0XOMMOCTh, IOMUMO XapaKTEpPUCTUKUA BHYTPEHHEH Cpe/bl OpraHiu3Ma MalleHTa,
BBIICJICHHS BO30YAUTENsI HHPEKIMOHHOrO 3a00eBanus (OaKTepuu, BUPYChl, TPUOBI,
npocteiiire) U (Win) BBIABICHUS U UJIEHTU(PUKALNUN T€HETUYECKUX JCTEPMUHAHT,
ONPEAENSIONMX NaTOT€HHOCTh BO3OYAMTENS M YCTOMYMBOCTH K aHTUMHUKPOOHBIM
npenapataM.  CylIecTBEHHbII 00bEM  MHUKPOOMOJOTMYECKUX  UCCIIEJOBaHUN
COCTaBJISIET aHAJIU3 MUKPOOMOJIOTMUECKON COCTaBISIOLIEH OOBEKTOB OKpY’Karollen
Cpellbl C LEJbI0 MPOPMIAKTUKA MH(EKIHNI, CBA3aHHBIX C OKAa3aHHEM MEIUIUHCKOU
IIOMOIILIN.

2. llenpro mpoBeneHHS MHUKPOOHMOJIOTHYECKUX HCCICIOBAHUN  SIBIISICTCS
IIPEJOCTABJIECHNE JIEHallleMy Bpady, Bpauyy-CHEUUAIUCTY, YIHOJHOMOYEHHOMY
MEJIUIIMHCKOMY paOOTHHUKY JOCTOBEPHOH, CBOCBPEMEHHOM W OOOCHOBAaHHOM
uHpopMauu O MHUKPOOHMOJOTMYECKON COCTABISIIOUIEH BHYTPEHHEH  Cpefbl
OpraHuM3ma NalueHTa U OOBEKTOB BHEUIHEW Cpelbl, MUKpPOOHOTa KOTOPBIX MOXKET
OKa3aTh BJIMSHUE Ha 3/I0pPOBbE MallMEHTa WM HaceJleHUs B LenoM. JlabopaTtopHble
MUKPOOMOJIOTUYECKHE JTaHHbIE HEOOXOAMMBI Ui TOCTAaHOBKM JMAarHo3a u
ocymiecTBICHUST JI(PGEKTUBHBIX ATHOTPOMHBIX JIEUEOHBIX W MPO(UIAKTHUUECKHUX
MEpOTNPUATHNA, OLIEHKM CTeNeHM HHQPEKIMOHHON OIMAaCHOCTU YeJoBeKa Ui
OKpYXXaloIIUX U OOBEKTOB BHEIIHEH Cpeapl Il HACEJICHUs, MOHHUTOPHHIa U
IIPOTHO3a AMUAEMHUOJOTHYECKON CUTYALUH.

3. Ilpu npoBeaeHUHM MUKPOOMOJOTHUUECKUX  HCCIEIOBAHUM  ClIEayeT

PYKOBOJACTBOBATLCA ITOJIOXCHUAMUN HpaBI/IJ'I IMIPOBCACHUA KIIMHUYCCKHUX
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7a00paTOPHBIX  MCCIAEAOBAaHUI M HACTOALIETONPHUIIOKEHUS,  OTPa’KaOIIEro
cenu(pUKy MUKPOOHOIOTMYECKUX UCCIIEIOBAHUMA.

4. Crneuu¢uka MUKpOOHOJIOTHYECKUX MCCIEAOBAHNMN JT0JKHA YUUTHIBATHCS HA
YPOBHE MPEaHATUTUUYECKOTO U aHAJTUTHUYECKOTO 3Tarna UCCIEIOBAaHUSA U TPEOOBaHUIA
K KOMIIETEHTHOCTH MEIUIUHCKUX pPaOOTHUKOB, OCYILIECTBIISIIOIIMX BBIIOJIHEHHE
MUKpPOOHOJIOTUYECKUX UCCIIETOBAHUM.

5. OcoOeHHOCTHM  MPEAHAIUTUYECKOTO  dTama  MHUKPOOMOIOTHYECKHUX
UCCIIeTOBaHMMI:

- HA3HAUEHHE JIeYallUM BpayoM, BpaAYOM-CHEHHAIUCTOM WA JAPYTUM
YIOJTHOMOYEHHBIM METUIUHCKUM pabOTHUKOM MUKPOOHOJIOTHYECKOTO
UCCJIEIOBaHMSI ONPEICTICHHBIX OMOTOMNOB MAllUEHTa;

- BbIOOp, B35TME, TPAHCHOPTUPOBKA M XPAaHEHHE ONTHUMAJIBHOIO oOpasla
OMOJIOTMYECKOro MaTepuaja MalMeHTa WM o0pas3lia 0ObeKTa BHEIIHEH cpeabl B
COOTBETCTBUHM C YCTAHOBJIEHHBIMM IpOLIETypaMU U C COOJIOACHHEM TpeOOBaHUMN
Ono0e30macHOCTH MOpu  paboTe ¢  NATOTEHHBIMHM ~ MUKPOOpPraHU3MaMH U
BO30yIUTENAMHU  Tapa3UTapHBIX  Ooyie3Hel, omnpeneinéHHbiMu  CaHUTapHBIMU
IpaBUJIaAMH.

6. BoinosHeHNe aHATMTUYECKOrO 3Tana MUKPOOUOJIOTUYECKUX HCCIEA0BaHUMN
OasupyeTrcsi Ha CTaHJAPTHBIX TEXHOJOTUSX MPOBEACHUS KOMIUIEKCHOTO
MUKpPOOHOJIOTUYECKOTO0  MCCJIEIOBAaHUA C  HUCIIOJIb30BAaHUEM  KYJbTYPAJIbHBIX,
UMMYHOJIOTHYECKHUX, MOJIEKYJISIPHO-TEHETUYECKUX METO/I0B (B 3aBUCHMOCTH OT BHUJIA
UCCIENyEMOTr0  Marepuaiga M JAMArHOCTUPYEMOIO  MHUKPOOPraHW3Ma/TpyIIibl
MUKpPOOPTraHU3MOB: OaKTepHUH, BUPYCHI, TPUOBI, IPOCTEUIINE), PErIAMEHTUPYIOLINX
CTaHJIapPTHbIE ONEpPALMOHHbBIE MPOLEAYPHI (AITOPUTMBI) BBIMOJIHEHHS UCCIIEJOBAHUH,
MHTEPHPETALUIO PE3YIbTATOB U YHU(DUIIMPOBAHHYIO (POpMY Mepeaadyu pe3ysibTaToB

JicHameMy Bpavy.
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[Tpunoxxenue Ne 9 k npukazy
MuHucTEPCTBA 3PAaBOOXPAHCHUS
Poccuiickon denepanuu

OT Ne

IIpaBujia npoBeaeHNsl XUMHKO-TOKCHUKOJOTHYECKHX UCCIeT0BAHUI HA MIpeIMeT
HAJIMYHUS B OPraHu3Me HAPKOTHYECKUX CPeICTB, ICUXOTPOIHBIX M HHBIX
TOKCHYECKHUX BelecTB (MX MeTa00JIMTOB)

1. Hacrosimue I[paBuia ycraHaBnMBaloT €IMHbIE TPEOOBAHUS BBITIOIHEHUS
XUMHKO-TOKCUKOJIOTHUECKHUX UCCJIEIOBaHUITHA npeaMeT HaJTHYUs B
OpPraHU3MEHAPKOTUYECKUX CPEICTB, ICUXOTPOMHBIX U MHBIX TOKCHYECKHX BEIIECTB
(MX MeTaboJIUTOB).

2.  XWUMHKO-TOKCHUKOJOTHUYECKHE HCCICIOBAaHUS TPOBOIATCS B IENAX
YCTaHOBJIEHUsI HaJU4YMs B OpraHU3ME HApKOTUYECKUX CPENICTB, MCUXOTPOMHBIX U
MHBIX TOKCUUECKUX BEIIECTB (MX META0OIUTOB), & TAKXKE BBISIBIICHUS KyPSILIUX JIUL U
JIHIL, TOTPEOIIAIOMINX aJTKOTOJIb, C IENIbI0 MPO(HIAKTUKH BPEAHBIX IPUBBIUCK.

3. XUMHUKO-TOKCHUKOJOTHYECKHE HCCIENOBAaHUS MPOBOJAATCA METOJIaMU
OpsIMOTO  OTNpENEICHUs] HApPKOTUYECKUX CPEACTB, TCHUXOTPOMHBIX U  HHBIX
TOKCUYECKHX BEIIECTB (MX METaOOIHUTOB).

4.  XUMHKO-TOKCHKOJIOTUYECKUE UCCIIEIOBaHMS BKJIOYAIOT
npeBapUTEIbHbIC U TOITBEPKIAIOIINE HCCIIETOBAHNS.

5. [TpenBapuTenbHbIe XUMHKO-TOKCUKOJIOTHUECKHE UCCIIEIOBaHMS
OPOBOAATCS ~ MEIUIMHCKAMU  OpraHu3aiusMd  (MHBIMH  OpPTaHU3AIMSIMH,
OCYIIECTBISIONUMHU MEIUIIMHCKYIO JeSITEIbHOCTD), HE3aBUCHUMO oT
OpraHU3alMOHHO-TIPAaBOBOM (OPMBI, NMPU HAIMYUU JIMIEH3UU Ha OCYLIECTBIICHUE
MEAWIIMHCKOW  ACSITeNbHOCTH, TpeaycMaTpuBaromie paboTel  (yCoyru) 1o
MEAMIIMHCKUM  OCMOTpaM  Mpo(uIaKTUYeCKuM, B  paMkKax amOyJaTOpHO-
MNOJMKJIMHUYECKOH MEAUIIMHCKOW ITOMOIIM, OCHAlIeHHBIMH B COOTBETCTBUU CO
CTaHJAPTOM OCHAIIEHUS, COIVIACHO IYHKTYy 24.]1 HacToAlero NpwIOKEHUs U

HMCHOIIMMHU B HITATC CIICOUAIIMCTOB, HNPOMICAINX IMOATOTOBKY B COOTBCTCTBUH C
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npukazoM MuHHCTEpCTBa 3APABOOXPAHEHUS] U COLMAIBHOrO pa3Butusa Poccuiickon
®enepaumu ot 27 suBapsa 2006 roga N 40 "O6 opranuzainuu nNpoBeIeHUS XMMHKO-
TOKCUKOJIOTUYECKUX HCCJIEAOBAaHUN MPU AHATUTHUYECKOW TUArHOCTUKE HAJIUYMS B
OpraHU3M€ YEJIOBEKA aJIKOTOJIsl, HAPKOTHYECKUX CPEJCTB, MCUXOTPONHBIX U APYTHUX
TOKCUYECKHUX BEHIECTB', 3aperucTpupoBaH MUHHCTEPCTBOM rocTULMM Poccuiickoi
deneparuu 26 Gespans 2006 roaa, peructpanrondsiii N 7544, nanee - mpuka3 N 40.

6. [ToaTBepxaaromue XUMHUKO-TOKCUKOJIOTHYECKUE UCCJIEI0BAaHUS
OPOBOJATCA  MEAMIIMHCKMMM  OpraHu3alusMu  (MHBIMA  OpTraHU3alUsMU,
OCYLIECTBJISIIOIIMMHA ~ MEIUUMHCKYIO  JE€ATEIbHOCTD), HE3aBUCUMO  OT
OpraHU3allMOHHO-NIPABOBOM (POPMBI, MPU HATMYUU JUUEH3UH Ha OCYIIECTBIICHUE
MEAMIIMHCKOW  JESITeNbHOCTH, NpelycMaTpuBarolieil paboTel  (yciayru) 1o
MEIUUMHCKHUM  OCMOTpaM  NpoQUIAaKTUYECKMM, B  paMKax amMOyJaTOpHO-
NOJINKJIMHUYECKOW MEIWIMHCKOM TIOMOIIY, OCHAIICHHBIMH B COOTBETCTBHHM CO
CTaHJAPTOM OCHAIIEHUsA, COIIaCHO NYHKTy 24.2 W  HMEIOIKUMH B IITaTe
CIICIIMAJIMCTOB, MPOLICANINX MOATOTOBKY B COOTBETCTBUU € npuka3zoM Ne 40.

7. OObeKTaMH XUMHUKO-TOKCUKOJIOTUYECKUX MCCIEAOBaHUNW B  IIEJIAX
YCTAaHOBJICHHSI HAJIMYUS B OPraHU3ME€ HApKOTHUYECKUX CPEACTB, MCUXOTPOIHBIX H
MHBIX TOKCUYECKHX BEIIECTB (MX META0OJIUTOB), @ TAKXKE BBISIBIICHUS KYPSIIUX JIUII U
JUI, TOTPEOJSIONMX aJIKOTOJIb, C IIEJIbI0 TMPOQPMIAKTUKA BPEIHBIX MPUBBIYEK
ABJIIETCS] MOYaA.

8. OT0OO0p, TpaHCIOPTUPOBKA, XpaHEHUE, MPUEM U pETUCTpaLus OuoMarepuara.

8.1. Otrbop o00pa3lioB MOYM MNPOU3BOAUTCA B oObeme He MeHee 20 M B
KOHTEWHep Il cOopa MOYM, B TyaJIeTHOW KOMHATE, B YCIIOBUSIX, MCKIHOYAIOLIUX
BO3MOXKHOCTH (haibCU(UKAIINK U MIOBPEKACHHUS OMOJIOTHIECKOTO 00BEKTA.

8.2. B TedeHue mNEpBBIX MATH MHUHYT MOcie OTOOpa OOBEKTa MPOBOJIUTCS
U3MEpEHHe  TEMIIEpaTypbl C  TOMOIIBI0  OECKOHTAKTHOIO  yCTPOMCTBA €
ABTOMATUYECKOM PETUCTpAlMe pPe3yJabTaToB u3MepeHus. Eciam mo pesynpraram
M3MEpPEHUs TEMIIEPATYphl BBIABIISIETCSI HECOOTBETCTBUE TEMIIEPATYPHOMY JHAMA30HY

30 - 37 ° C, mpoBOUTCS TOBTOPHBIN OTOOP U U3MEPEHHE TEMITEPATYPhl MOYH.
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8.3. Tlocne u3mepeHusi TEMIeEpaTypbl U BHU3YyaJIbHOTO OCMOTpA, MPOBOMASTCS
npeIBapUTeNbHbIE XMMHUKO-TOKCUKOJIIOTUYECKUE HCCIeNOBaHusl o00paslia MOYH.
OOpa3ipl MOYM XpaHATCs He Oojee ABYX YacoB JO Hayajga NpeBapUTEIbHBIX
XUMHUKO-TOKCUKOJIOTUYECKUX UCCIIEI0BAHUN.

8.4. IIpu nosrydeHUn OTPULIATEILHOTO PE3YIbTaTa MPEIBAPUTEIBHBIX XUMHUKO-
TOKCHUKOJIOTUYECKHUX MCCIIeIOBAHMM, 00pa3el] MOYM YTHIM3UPYETCS, KpOME CIIy4aes,
YKA3aHHBIX B IIYHKTE 12 HACTOSIIETO NPUIOKECHUS.

8.5. Ilpm mnoJydyeHUHM MOJOKUTEIBHOTO pe3ysibTaTa MPEIBAPUTEIbHBIX
XUMHUKO-TOKCUKOJIOTUYECKHUX HCCIIEJOBAaHUM, MEIUIIMHCKUN paOOTHUK OTOMpAET HE
MeHnee 10 mu1 00pasia MOYM B BAKYYMHYIO POOUPKY. [IpuKperuisieT Kk Hel 3TUKETKY,
Ha KOTOPYI0 HAHECEH IWTPHUX-KOJ WIM HOMEp, C YKAa3aHWEM JaTbl U Ha3BaHUsA
MEIULMHCKONW OpraHu3aluu, KOTOpasi Ipou3Bena oT0op oOpa3lia MOYHU U BBINOJIHUIIA
IIPEBApUTEIIBHBIE  XMMHUKO-TOKCHKOJIOTHUECKHE HccienoBaHus. Bce Haamnucu
HAHOCSITCSI HECMBIBAEMBIMU YEpHUJIAMU. PacrieyaTbIBacT pe3yJIbTaThl UCCIEIOBAHNN
B 2 HK3eMIUIApax, MOMeEIIaeT BaKyyMHYIO MPOOUPKY € 0Opa3loM MOYH U OJIUH
DK3EMIUISIP pacleyaTKH pe3yibTaTa IPEABAPUTEIbHBIX XUMHUKO-TOKCHKOJIOIMYECKUX
MCCIICIOBAaHUM B TPO3payHbIN IJIACTUKOBBIA MaKeT, OOECIeYMBAIOIIUNA KOHTPOJIb
BCKpBITHUS U JocTaBisieT  (oOecrmeuuBaeT  OTIpPaBKy) JUIsl  MPOBEACHUS
MOATBEPKIAAIOIINX XUMHUKO-TOKCHUKOJIOTHYECKUX UCCIIEA0BAHMIM.

8.6. IIpy HEBO3MOKHOCTH IOCTaBKM OOBEKTA B TEUEHUE CYTOK B J1a0OpaTOpHIO,
IPOBOJSLIYIO  IMOATBEPKAAOIMIME  XUMHUKO-TOKCUKOJOTUYECKHE  WCCIEN0BAHMS,
oOpa3Lbl MOUM XpaHATCs MpU TeMiepatype munyc 14-22° C.

8.7. IlepBblil PK3EMIUTAP PACHEYATKHA PE3YJbTaTa MPEIABAPUTEIBHBIX XUMHUKO-
TOKCHUKOJIOTUYECKHX MCCIIEIOBAHUN XPAHUTCA B MEIHUIMHCKON OpraHu3alui,
KOTOpasi Mpou3Beaa 0TOOp 00BEKTa 10 MOJTYUYEHUs PE3yNbTATOB MOATBEPKIAIOLINX
XUMHUKO-TOKCUKOJIOTUYECKUX uccaenoBanuil. Ilocne mosydeHUss pe3ysbTaToB
NOATBEPKIAAIOIINX XUMHKO-TOKCHUKOJIOTHYECKUX UCCIEN0BaHUM, MEPBBIA IK3EMILISP
pacneyaTKku pe3yibTaTa MpeABapUTEIbHbIX XUMHUKO-TOKCUKOJIOTUYECKUX

MCCIIeN0OBaHN yHUUTOXaeTcs. JlocTaBka (oTmpaBka) oOpasiia MOUM OCYIIIECTBIIAECTCS
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pabOTHUKOM, OTBETCTBEHHBIM 3a IOCTaBKy Omomarepuana. JlocTaBiIeHHbIE OOBEKTHI
IPUHAMAET YIIOJHOMOYEHHBIA COTPYIHUK 1a00paTopuu.

8.8. Ilpm mpumemke oOpa3lOB MOYM YIOJHOMOYECHHOE JIMIIO IPOBOIUT
HapYKHBIA OCMOTp LIEJIOCTHOCTH YMaKOBKU, IPOBEPSIET MPABUIHLHOCTH OPOPMIICHHUS
JTIOKYMEHTOB.

8.9. Ilpu BBHIBICHHM YIOJHOMOYEHHBIM JIUIIOM B TIPOIECCE TPUEMKH
00pa3I0B MOYH CIEAYIOUINX HECOOTBETCTBUM:

- OTCYTCTBHUE IOKYMEHTOB Ha TIOCTYMHBIIKE 00pa3iisl (00pa3el)Moun;

- OTCYTCTBHE HEOOXOJMMBIX 3allMCEHl B COMPOBOIUTENLHON JOKYMEHTAIMH U
Ha 3TUKETKaX BaKyyMHBIX POOUPOK, COIEPKAIUX 00pa3iibl MOYH;

- OTCYTCTBUE, HAPYILIEHNE LEIOCTHOCTU WM 3arps3HEHNE HOMEPHBIX STUKETOK
Ha BaKyyMHBIX MPOOUPKAxX ¢ 00pa3IioM MOYH;

- HaJIM4Me OJJMHAKOBOTO HOMEpa y IBYX U 0ojee 00pa3lioB MOYH;

- HaJIM4Me HECKOJIbKUX ATHUKETOK Ha MPOOHUpPKe, coeprkalleil oopaser Mouu;

- HaHECEHHWE HAJMUCEl Ha STUKETKH MPOOUPOK, COAEPKAIIUX 00paslbl MOYH,
CMBIBA€MBIMH YEPHUJIAMH WJIH KapaHJaIlloM;

- HEJIOCTATOYHOE KOJIMYECTBO WIIM OTCYTCTBHE (B MPOOHpKE) 00pasiia MOUH;

- TpOTEKarolue MPOOUPKHU, colepKalme oOpaszel] MOYd, MOTYT OBbITh HE
OPUHATHL HA  TOJATBEPXKAAIONINE XUMHUKO-TOKCUKOJOTUYECKHE HWCCIICIOBAHMS.
MotuBupoBaHHOE pelieHHe 00 OTKa3e B MPOBEACHUH MOATBEPKAAIOIINX XHUMHKO-
TOKCUKOJIOTMYECKUX HCCIIEIOBAaHUN NMPUHUMAETCSI YIOJHOMOYEHHBIM COTPYIHUKOM
naboparopur. MOTHBHPOBAHHOE pelIeHHE 00 0TKa3e MPOBEICHUS MOITBEPKIAOIITIX
XUMHUKO-TOKCUKOJIOTHUECKUX HCCIEAOBaHUN 00pa3IioB MOYM B TMHCHbMEHHOM BUJIEC
HAIpaBJIsETCS B MEIUIIMHCKYIO OpPTaHU3AIMI0, HAMPABUBIIYI0 OHOJOTUYECKUN
MaTepuad i TPOBEICHUS MOATBEPKIAIOIUX XUMHUKO-TOKCHKOJIOTUYECKUX
VCCIICIOBAaHUM.

8.10. Ilocne mnpoBeneHUs MNOATBEPKIAIOIIUX XUMHKO-TOKCHUKOJIOTUYECKHUX
UCCIIEIOBaHMI 00pa3ell MOUr yTUITU3UPYETCSI.

Q. [TpenBapuTenbHble XUMHKO-TOKCUKOJIOTHUECKHE HCCIEIOBAHUS MOYHU

MNpOBOAATCA HMMMYHOXUMHUYCCKMMHU MCETOJAaMHM C HMCIIOJIb30BAHUCM TCXHUUYCCKHX
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CPEICTB, COOTBETCTBYIOIIMX TpeOoBaHUSIM K  TEXHUYECKHM  CPEJICTBAM,
MPUMEHSIEMBIM C IIEJIbI0 OOHAPYKEHHsSI HAPKOTHUYECKHUX CPEICTB, MCUXOTPOIHBIX U
WHBIX TOKCHYECKUX BEHIECTB (MX METAa0OJUTOB) B MOYE, MPU MPOBEJCHUU
MpEABAPUTEIbHBIX XUMHKO-TOKCUKOJIOTHYECKUX HCCIEIOBaHHUM, YKa3aHHBIX B
MyHKTE 22.

10. I[IpenBaputenbHbIe XUMHUKO-TOKCUKOJIOTUYECKUE UCCIIeI0BAHUS
IPOBOJATCS Ha MecTe OTOOpa oOpaslia MoudM WiIM B Ja00paTOpuu MEAMIIMHCKON
OpraHu3allid HE TO3JHee 2 YacoB C MOMEHTa OTOOpa MOYM, MEIUIUHCKUMU
pabOTHUKAMU, IPOILIEIITUMHU MOATOTOBKY B COOTBETCTBUU C TIpuKka3zom Ne 40.

11. Tlpu mnosiydeHUHM KOJIMYECTBEHHOTO pe3yjbTaTa HUXKE KOHIIEHTpaIuu
yKa3aHHOW B Ta0nuile MyHKTa 22, MpU MPOBEJACHUU MPEABAPUTEIBHBIX XHMHKO-
TOKCUKOJIOTUYECKUX HCCIICAOBaHUMN, AalbHEHUIINE HCCIETOBAHUS HE MPOBOJSITCS.
Pe3ynbTaT Ucciaeq0BaHUN CUUTAETCS OTPULIATEIHHBIM.

12. Ilpu modydeHHH OTPHUIATEIBHOTO pe3yjbTaTa IPeIBaApPUTEIHHBIX
XUMUKO-TOKCUKOJIOTMYECKUX UCCIEOBAHUM 00pa3iia MOYH, IPOBEACHHBIX HA MECTE
oTOOpa MOYM JIOMYCKAETCA IMOBTOPHOE MPOBEICHUE XUMHKO-TOKCHKOJIOTHYECKUX
UCCIIEIOBAaHUM MOTBEPKIAIOIIMMU METOJJAMH.

13. Ilpu monayyeHWH KOJMYECTBEHHOTO pe3yJbTaTa BHIINIE KOHIICHTPAIUU
yKa3aHHOW B Ta0iuIle MyHKTa 22, MpU MPOBEACHUU MPEABAPUTEIBHBIX XUMHKO-
TOKCUKOJIOTUYECKUX HCCJIEAOBAHUN, TMPOBOASATCA TMOJTBEPKIAIONINE XUMHUKO-
TOKCUKOJIOTUYECKUE UCCTIENOBAHUS.

14.  TloxarBepkaaroniue XUMHKO-TOKCUKOJIOTHYECKUE HCCIIEIOBAHUS MOYHU
MPOBOJAATCS METOJaMU Ta30BOM W/WJIM IKUJIKOCTHOM XxXpomartorpaduu ¢ macc-
CHIEKTPOMETPUYECKUM JIETEKTUPOBAHUEM C UCIIOJIb30BAHUEM TEXHUYECKUX CPEJICTB,
COOTBETCTBYIOIMMX TpeOoBaHUSIM K TEXHUUYECKUM CpEICTBAM, MPUMEHSEMBIM C
1EJIbI0 OOHAPYKEHUSI HAPKOTUIECKUX CPEICTB, TICUXOTPOITHBIX M UHBIX TOKCHYECKHUX
BEIECTB (MX META0OJUTOB) B 00pa3Iax MOUH, MPHU MPOBEIACHUH TOITBEPKIAFOIINX
XUMUKO-TOKCHUKOJIOTHYECKUX UCCIICIOBAHNM, YKa3aHHBIX B MMyHKTE 23.

15. Ilpu nonydyeHun pe3ylbTaTa HUKE KOHIIEHTPALMM YKa3aHHOM B

Tabnauie  NOyHKTa 23, TOpd  TPOBEICHUM  TMOATBEPKIAIOMIMX  XUMHUKO-
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TOKCHUKOJIOTUUECKUX HCCIEAOBAHUM, NaNbHEHINNE HCCISAOBAHUS HE TPOBOISTCS.
Pe3ynbpTaT uccnenoBaHuii CYUTACTCS OTPUIIATEIHHBIM.

16. Ilpu mnoxydeHUM pe3yibTaTa BbIIIE KOHILEHTPAIMM YKAa3aHHON B
Tabnuie  TyHKTa 23, TpU  TPOBEACHUM  MOATBEPKAAIONUX  XUMHKO-
TOKCUKOJIOTUYECKUX  MCCJIENIOBAHMUM,  pe3yJlbTaT  MCCIEIOBAHUUA  CUHTAETCS
MOJIOKUTEIIbHBIM.

17. XUMHKO-TOKCUKOJOTMYECKUE HUCCIEAOBAHUSI B 00S3aTEIIBHOM MOPSAKE
IPOBOAATCS Ha CHHTETHYCCKUE KaHHAOMHOM b, KaTHHOHBI (MDPV, a-PVP, a-PHP),
KOTUHUH, OTWITIIOKYPOHHJ, a TakKe Ha TMepeueHb HApPKOTUYECKUX CPEJCTB,
TICUXOTPOMHBIX M MHBIX TOKCHYECKUX BEIMIECTB (MX META0OJMTOB), YTBEPKIACHHBINA
TEPPUTOPUAIBHBIM OpPraHOM HCIIOJIHUTENbHON BiactTu cyobekTa Poccuiickoit
deneparyu Mo BOMPOCaM OXPaHbI 37J0POBbsI, COCTABICHHBIN C y4ETOM 0COOEHHOCTEN
o0cJeyeMoro KOHTUHIE€HTa U PErHOHAIbHBIX 0COOCHHOCTEH.

18. C uenbio BBISIBICHUS KypSIIMUX JHI, MPOBOASTCS TMpPEIBAPUTEIbHBIC
XUMHUKO-TOKCHKOJIOTHYECKHUE UCCIIEAOBaHUS 00pa3IoB MOYM HA KOTHHHH.

19. C uenbio BBISBICHUSA JIMI MOTPEOSIOMIMX AJKOTOJIb, MPOBOMISITCS
MIPEABAPUTEILHBIE XUMHUKO-TOKCUKOJIOTHYECKHE HCCISAOBAHUS OOpa3I0OB MOYH Ha
STHITITIOKYPOHH/I.

20. Ilpm ompeaeneHud KOTMHHWHA U OTWITIIIOKYPOHUJA 3aKIIOUCHUE
BEIHOCHTCSI Ha  OCHOBAaHMM  PE3YJIbTAaTOB  MPEABAPUTCIBHBIX  XHWMHKO-
TOKCHUKOJIOTUYECKUX HCCIeoOBaHUN 00pa3ioB Moud. [loaTBepxmaroniye XUMHKO-
TOKCHUKOJIOTHYECKHE UCCIICIOBAHUS HE TIPOBOISATCS.

21. PesymbraThl TpeABAapHUTENBHBIX M TOATBEPKAAIONIUX  XHUMHKO-

TOKCHUKOJIOTUYECKUX HMCCIIEIOBAaHUN O(POPMIISIOTCS B COOTBETCTBUU C MpUKa3zoM No

40.

22. TpeOoBaHus K TEXHUYECKHUM CPEACTBAM, IPUMEHSIEMBIM C IIEJIBIO
OOHapyXeHUsI HAPKOTUYECKUX CPEJCTB, ICUXOTPOMHBIX W HHBIX TOKCHYECKHUX

BEIECTB (MX METa0OJMUTOB) B 00pasiax MOYH, MPH MPOBEIACHUH TPEIBAPUTEITHLHBIX
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XUMUKO-TOKCUKOJIOTUYECKUX HCCIeNOBaHUN. TeXHUYEeCKHue CpeacTBa JOJIKHBI
00ecrneynBaTh:

- perucTpanyio W KOJHMYECTBCHHYIO OIIEHKY pPE3ylIbTaTOB MCCIICAOBaHUS
MyTEM CPAaBHEHUS MOJTYUYEHHOTO pe3yJibTaTa C KaIMOPOBOYHOM KPUBOM;

- pacredarky Ha OyMa)KHOM HOCHTEJIe TepeYHs BBISBICHHBIX BEIIECTB, C
yKa3aHUEM KOHIIEHTpAIlUU OOHAPYKEHHBIX HAPKOTUYECKUX CPEACTB, ICUXOTPOITHBIX
M HHBIX TOKCHYECKUX BEIIECTB (MX METAa0OJIUTOB), BPEMEHH MPOBEIACHUS
HCCIICIOBAaHUM, HOMEpa HCCIEIOBaHUsI, HOMEpa HCIOJIb3YeMOro TEXHHUYECKOTrO
CPE/ICTBAa U CEPUU HCIIOJIB30BAHHBIX PEAreHTOB;

- O0HapyKeHUE HAPKOTUUECKUX CPEJICTB, ICUXOTPOIHBIX U MHBIX TOKCUYECKUX

BCIICCTB (I/IX MGTa6OHI/ITOB) B KOHIOCHTPAIOUAX, YKa3aHHBIX B Ta6J'II/II_[e H BBIIIIC:

HaumenoBaHue rpynmn BeuecTs Konuenrpauus (Hr/mon)

Ornuatsl 300

(6 MmonoanetmiMophuH, MOp(HUH, KOJICHH,

ne3oMopduH u 1p.)

KannaOuHoM b1 15

OenumnankmiaMunbl (amperaMmuH, MeTaMpeTamuH, 25

Me(eapoH U Jp.)

MeranoH 25
benzoauazenuubl 20
MJIMA 40
Koxaun 25
bapOutypatst 50
Kotuaun 20
CuHTeTHYEeCKHE KAHHAOMHOMIBI 5

Katunonst 20
OTUITIIOKYPOHU 200

23. TpeOoBaHuss K TEXHUYECKHM CPEACTBAM, MPUMEHSIEMBIM C IIEJbIO

O6H3py>KeHI/I$[ HAapKOTHYCCKHUX CPCACTB, IICHUXOTPOIIHBIX MW HWHBIX TOKCHYCCKHX
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BEIECTB (MX META0OJUTOB) B 00pa3Iax MOYH, MPHU MPOBEIACHUH TOITBEPKTAFOIINX
XUMHUKO-TOKCUKOJIOTUYECKUX HUCCIAEAOBaHUM. TeXHUYECKHe CpeACTBA JOJDKHBI
obOecrieunBaTh:

- perucTpaiuio u 00padOTKy pe3yJbTaTOB UCCIEAOBAHUS MyTeM CPaBHEHUS
MIOJTyYEHHOTO PE3yJIbTaTa C TAHHBIMU AJICKTPOHHBIX OMOJIIMOTEK MacC-CIIEKTPOB;

- 00Hapy)KeHUE HAPKOTUIECKUX CPEJICTB, TICKHXOTPOITHBIX U WHBIX TOKCHUECKHUX

BCIICCTB (I/IX MeTa6OJ'II/ITOB) B KOHOCHTpaluAX, YKa3aHHbIX B Ta6J'II/II_Ie H BBIIIIC:

HanMenoBaHue rpynmn BemecTn Konuenrpanus

(Hr/mJr)

I'pynna amperamuna

Amperamun 20
Meramderamun 20
Metunenanokcuamperamua (MJ1A) 40
Metunenanokcumerambperamud (MJIMA) 40
Hpyrue BeniectBa aMm(p)eTaMUHOBOM TPYIIIBI 40

I'pynna onuaros

Mopdun 10
Konenn 20
6-MoHOaLeTHIMOPUH 5
Jpyrue BenecTsa OMIMHON IPYIIIIbI 10

I'pynna 0en3onuasennna

Oxkcazenam 50
Jlnazenam 50
Hopnuazenam 50
Munazonam 20
denazemnam 50
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HaumeHoBaHue rpynmn BemecTn KonuenTpanus
(ur/mun)
Jlpyrue BeliecTBa rpyInbl 0€H30/1Ma3enHa 50
I'pynna 6apouryparos
denobapouTan 1000
bapbammun 100
DTaMuHaN HATPUA 100
Jlpyrue BemiecTBa rpymnmsl 6apOuTypaToB 100
BemecTBa 1pyrux rpynn
11-HOp-A9-TeTparuipokaHHaOMHOJIOBAsA KUCJIOTA 15
(ocHOBHOM MeTabonuT A9-TeTpa-ruapoKaHHaONHOIIA)
ben3ommKkronut (MeTaboIuT KOKanHa) 50
Meranon 50
[Iponokcuden 40
Bbymnipenopdun 5
JICH 1
deHTaHuI 4
MerakBayoH 100
DeHnuKInanH 20
Kotuaun 20
CuHTeTHYECKNE KaHHAOWHOM/IBI 5
Katunonst 10
OTUITIIOKYPOHU 200
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24.  CraHgapT  OCHAIIEHUS  AHAIUTHUYECKUM UM BCIIOMOTaTeIbHbIM
7a00paTOpHEIM  O0OpPYAOBAaHMEM MEIUIIMHCKUX OpraHu3anuil  (y4pexIaeHui),
BBITIOJIHAIOIINX XUMHUKO-TOKCUKOJIOTUYECKUE UCCIIET0OBAHMUS.

24.1. MenuuuHCKHE ~ OpraHu3aluu (Jtaboparopun), IIPOBOSAIINE

NpeaABaApUTCIIbBHBIC XUMHUKO-TOKCUKOJIOTHYCCKHUC UCCIICIOBAHUA!

Ne | HammeHoBaHMe 000py10BAHUS KosuvecTBo

n/n eIMHHUIL

AHaJUTHYECKOE 000PYyA0BaAHUE

1 O6opynoBaHue U peareHTbl JUarHOCTUYECKUE IS He menee 2
MMMYHOXHMHYECKOTO aHAJIM3a Mpo0, BKIOYAs:
aHaIM3aTop ISl XUMUKO-TOKCUKOJIOTHYECKUX
UCCJIeIOBAHUM, COOTBETCTBYIOIIMK TpeOoBaHUAM K
TEXHUYECKUM CPEJICTBAM, IPUMEHSIEMBIM C 11€JIbIO
0oOHapy>KEeHHsI HAPKOTUUYECKHUX CPEJICTB, IICUXOTPOIHBIX U
MHBIX TOKCUYECKUX BEIIECTB (X METa0OJIUTORB) B
oOpasiiax MouH NP MPOBEICHUN MPEABAPUTEIBHBIX
XUMHUKO-TOKCUKOJIOTHYECKUX UCCIIEOBAHUM, YKa3aHHBIX B
[Tpunoxenun Ne2.

PeareHnTsl k aHanu3aTopy, 0OeCIeunBaroIe OO6ecrieuynBaromux
0oOHapyXeHHE HAPKOTUYECKUX CPEJICTB, ICUXOTPOMHBIX U | MOTPEOHOCTH
MHBIX TOKCUYECKHUX BELIECTB (MX META0OINTOB) B
oOpasiiax Moud, B KOHIIEHTPAIUAX YKa3aHHBIX B

[Tpunoxenun Ne 2

BcnomoraresabHoe 000py10oBaHue

2 BeckOHTaKTHBIN TEpMOMETP. He menee 2
Jwnana3zon uzmepenus temnepatypsi: ot 0 o 60,0°C.
[Torpemnocts: £1,0°C.

Paspemaromias ciocobnocts: 0,1°C.

JlanpbHOCTB M3Mepenus: 5-20 cm.

3 XonoaunbpHas KaMmepa (3anupaemasi) Ha tioc 2-4°C, He menee 1
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Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HaumeHoBaHue 000Py10BAHMS KosauvecTBo

n/n eIMHHUIL
eMKOCTbhIO 350 JIUTPOB.

4 Mopo3suinibHas kamepa (3anupaemasi) Ha Munyc 40°C. He menee 1

5 O6opynoBanue 115 BUACOHAOTIOICHNS (BU3YaTbHOTO He menee 1
KOHTPOJIS).

6 O6opynoBanue JJ1s IITPUX-KOAUPOBaHUs, B KoMmIuiekTe ¢ | He menee 1
CHUCTEMOMW CUMTHIBAHUS, TPUHTEPA U IPOTPAMMHOIO
oOecrieueHusl.

7 Bokchl (CyMKH XOJOMUITBHUKH ), OXJIAXAAI0NTNE dJIeMEeHThl | OOecneunBaromux
JUTSl TPAHCIIOPTUPOBKH 00pa3O0B OMOJIOTUYECKOTO NOTPEOHOCTH
Marepuarna.

Pacxoanble MaTepuabl

8 Konrelineps 17151 cOopa MOUYH, BAKYyMHBIE IPOOUPKH, ObecneunBaromux
ATUKETKH HOMEPHBIE. HOTPEOHOCTH

7 OHOpa30BbIE CPEICTBA UHANBUAYAIBHOMN 3AIIUTHI, O0ecneunBarONINX
BKJTIOYAs XaJlaThl, IAMOYKH, IEPUYATKU, MACKHU, OUKH. MOTPEOHOCTH
24.2.  MeaunuHckue — opraHuzanuu  (1abopaTtopuu),  BBIMOJHSIONIUE

NpeABApPUTCIBHBIC U ITOATBCPIKAAIOITNEC XUMHUKO-TOKCUKOJIOTHUICCKUC UCCICAOBAHUS:

Ne | HammeHoBaHue 000py10BaHUA KouauuecTBo

n/n eAMHUIL
AHaJUTHYECKOE 000pYyA0BaHUE

1 O6opynoBanue jis aHanu3a mpod merogom | He menee 1

B2XX/MC/MC, Bxnroyas:

TaHJEMHBIA KBaJAPYIIOJbHBIN Macc-
CIIEKTPOMETP; YIIPABIAIOUIUNA KOMIIBIOTED;
IpOrpaMMHOE 0OecrieueHne JIJIsl yIpaBIeHuUs

MaAcCC-CIICKTPOMETPOM U JKUIKOCTHBIM
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Acconuanysi CrieluaiicTOB U OpraHu3aluii 1adopatopHoil ciy0bl «Demepanust 1a00paToOpHON MEAULMHBD), TpoduibHas komuccus M3 PO no
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n eIMHHIY

xpomatorpadom;

porpaMMHoOE o0ecIieueHue g 00paboTKu 1
XpaHEHHsI pe3yIbTATOB aHAJIN3A,;
OMOIMOTEKN Macc- CIIEKTPOB;

MIPUHTED IS pacIIeuyaTKH pe3yIbTaToB
aHaIN3a;

BBICOKOA(D(PEKTUBHBIN KUJKOCTHOU
xpoMarorpad ¢ CHCTEMOI aBTOMaTHIECKOTO
BBOJIa 00pa31oB (aBTOCAMILIED), IBYMS
Hacocamu, jierazatopoM, UV-nerexkropom,
TEPMOCTATOM;

ra3oreHepaTOPHYIO CTAHIIUIO JIJIs
ra30CHA0KEHHSI MacC-CIIEKTPOMETpa C

KOMITPECCOpOoM (KOMITpeccopamu).

2 O6opynoBanue i1 aHanu3a mpod metogom | He menee 1
I'X/MC, Bxmrouas:

ra3oBbIil XpoMmaTorpad ¢ KBaJpyrnoabHbIM
MacC-CeJICKTUBHBIM JETEKTOPOM;
YIPaBISIONIUN KOMIIBIOTED;

MporpaMMHOe O0ecriedeHHE JIsl yIPaABICHUS
puoopoM, 00pabOTKHU U XPaHECHUS
pE3yNbTaTOB aHAJIN3A,

OMOIMOTEKN MaCC -CIIEKTPOB;

TIPUHTED IS paclIeyaTKH Pe3yIbTaTOB
aHaIN3a;

CHUCTEMY aBTOMATHYECKOTO BBO/Ia 00Opa3IoB
(aBTOCAMILIIED);

ra30BbIil OAJIJIOH C PETYKTOPOM.
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Acconuanysi CrieluaiicTOB U OpraHu3aluii 1adopatopHoil ciy0bl «Demepanust 1a00paToOpHON MEAULMHBD), TpoduibHas komuccus M3 PO no
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n eIMHHIY

3 O6opynoBanue i aHanu3a Metogom I'X, He menee 1
BKJIFOYAS:

ra3oBbIil XpomaTorpad;

TEPMOUOHHBIN IETEKTOP;

IJIAMEHHO- MOHU3AIIMOHHBIN JETEKTOP;
KaTapoOMETP;

YIPaBJISIOMINN KOMIIBIOTED;

MpOTpaMMHOE 00ECTICUCHHE JIsl YIIPABIICHUS
pudbopoM, 00pabOTKU U XpaHEHUS
pe3yJbTAaTOB aHAJIN3A;

MIPUHTEP JJIsI pacievyaTKu pe3yabTaToB
aHanu3a,

CHUCTEMY aBTOMAaTHYECKOr0 BBOJIa 00pa3IoB
(aBTOCAMILIED);

ra3oBblil OAJIJIOH C PEIYKTOPOM

(razoreneparop).

4 O6opynoBaHHe U peareHThHI He menee 2
AMArHOCTUYECKUE JJI1 UMMYHOXHUMHYECKOTO
aHanu3a npo0, BKIKOYAs:

aHaJIU3aTop JUIsl XUMHUKO-
TOKCUKOJIOTHUECKUX MCCIEIOBaHUH P00,
COOTBETCTBYIOMMUM TpeboBaHUIM K
TEXHUYECKUM CPEJCTBAM, IPUMEHSIEMBIM C
1eTbI0 O0HAPY)KEHHSI HAPKOTHUECKHUX ObecneunBaronmx
CPEICTB, IICUXOTPOIHBIX U UHBIX NOTPeOHOCTH
TOKCUYECKHUX BELIECTB (MX METa0OJIUTOB) B
oOpasiax Mo, IpU NPOBEAECHUU

NpCaABaApPUTCIIbBHBIX XUMHKO-
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Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n e IMHUIL

TOKCHUKOJIOTUYECKUX UCCIIEI0BAHUMN,
yKka3aHHbIX B [Ipunoxxenun Ne2.

Pearents! k aHanm3atopy, 06ecreynBarome
oOHapy>KeHHE HAPKOTUYECKUX CPEJICTB,
MICUXOTPOTHBIX M MHBIX TOKCUICCKUX
BEIIECTB (MX METAa0OJUTOB) B 00pa3iiax MOYn
B KOHIEHTpAIUIX, YKa3aHHBIX B Ta0JIHUIIE

[Tpunoxenus Ne 2.

5 | Ucrounuku 6ecniepeOOMHOTO MUTaHUS IS He menee 3

MacC-CIIEKTPOMETPOB.

BcenomorarenbHoe 000py1oBaHue

6 | beckoHTaKkTHBIN TEPMOMETP He menee 2
Juana3oH u3aMepeHus remmneparypsl: ot 0 10
60,0°C

[Torpemnocts: £1,0°C

Pa3pemaromas ciocodnocts: 0,1°C
JanpHOCTB M3Mepenus: 5-20 cm.
ObopynoBaHue Ui IITPUX-KOJUPOBAHUS, B
KOMILJIEKTE C CUCTEMOM CUMTHIBAHMS,

IPUHTEPA U TPOTrPAMMHOTO OOECIICUECHHUS. .

7 Mopo3unbsHas kaMmepa (3anupaemas) Ha He menee 1
MuHyc 40°C emkxocTrro 500 UTpPOB.
Komrmekranus:

YCTPOMCTBO KOHTPOJISI TEMIIEPATYPHOTO
pexuma (BHEIIHEEe WM BCTPOCHHOE B KOPIYC
MOPO3HJIBHON KaMephbl), JUIsl IOJKIFOUEHUS K
KOMIIBIOTEPY, JIOKAJIbHOW KOMIIBIOTEPHOM

CCTHU.
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Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n eIMHHIY

8 | XonoauibHas kaMmepa (3anupaemas) Ha ronoc | He menee 1
2-4°C, emxocTbto 350 IUTPOB.
Komrmekranus:

YCTPONCTBO KOHTPOJISI TEMIIEPATYPHOTO
pexuMa (BHEIIHEE WM BCTPOCHHOE B KOPITYC
XOJIOIUITLHOM KaMephl), AJIs MOAKIIOUEHUS K
KOMITBIOTEPY, JIOKAJIbHON KOMITBIOTEPHOMN

CCTHU.

9 | [IporpamMHOe oOecriedeHue it KOHTPOJIS He menee 1
TEMIIEPATypPHOTO PEKUMa MOPO3UIBHBIX U

XOJIOAUJIBHBIX KaMEp.

10 | HenTtpudyra c oxjaxaeHHEM pOTOPOB. He menee 1
MakcumanbHoe yckopenue 10 25 000g. B
KOMITJIEKTAINH MPEyCMAaTPUBAIOTCS

YIJIOBBIC U Oaker POTOPBLI.

11 | HenTpudyra HacToJIbHAS 0€3 OXJIAKIECHUS He menee 1
poTopa. MakCUMaJIbHOE YCKOPEHHE 110 5

000g. C yrioBbIM pOTOPOM.

12 | lenTpudyra-KOHIEHTPATOP C POTOPAMHU. He menee 1

13 | Bechl 2JIeKTpOHHBIC aHATUTHIECKHE. He menee 1
Bepxnnit npenen B3eemrBanus 100-120 r.
Huckpetnocts: 0,0001 r.

Knacc tounoctu: I cnennanbHbIi
KanubpoBka: BHYTpeHHSISI.
Komrmuiekranus:

YCTPOMCTBO (BHEILIHEE UM BCTPOECHHOE B
KOPITYC BECOB) JIJIsl TOAKITIOUCHHS K

KOMITBIOTEDY,
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Acconuanysi CrieluaiicTOB U OpraHu3aluii 1adopatopHoil ciy0bl «Demepanust 1a00paToOpHON MEAULMHBD), TpoduibHas komuccus M3 PO no
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n eIMHHIY

YCTPONCTBO (BHEIIHEE WJIK BCTPOCHHOE B
KOPITYC BECOB) ISl MOJKIIFOUEHHUSI BECOB K
MIPUHTEPY,

IPUHTEP K aHATUTUYECKUM BECAM JIJIs
pacrieyaTku pe3yiabTaTOB B3BEIIMBAHUS,
IpOrpaMMHOE 0OecrieueHne K
AHAJIMTUYECKUM BecaM JUIsl XpaHEHUS U

00pabOTKH pe3yJIbTATOB B3BEIIMBAHUS.

14 | KoMIIeKT pa3HOBECOB (3TATIOHHBIX THPBH) He menee 1

JJIA aHAJINTHYCCKHUX BCCOB.

15 | Becsol anekTpoHHbIe. BepxHuii mpeaen He menee 1
B3pemuBanusg 3 000-5 000 r.
Huckpernocts: 0,01 r.

Knacc Tounoctu: |1 BeICOKMHIA.

KanuGpoBka: BHYTpeHHSIS.

16 | ductuinstop, BKIHOYast eMKOCTh IS He menee 1

XpaHCHUA I[HCTHHHHpOBaHHOfI BOJBI.

17 | BuaucTuIISaTOPCTEKISHHBINA, BKITIOYAs He menee 1
€MKOCTb JUIsI XpaHEHUS AUCTHILTUPOBAHHON

BOJBI.

18 | CucreMa i1t OYMCTKH BOJBI METOIOM He menee 1
00paTHOT0 OCMOCA U JICUOHU3AIUN JIJIS
BOXX, BKiIto4asi eMKOCTh AJIsl XpaHEHHSI

JICMOHU30BAHHOM BOJBI.

19 | pH meTp ¢ yHHBEpCAIbHBIM CTEKJITHHBIM He menee 1
AJIEKTPOIOM M HAOOPOM CTaHIAPTHBIX

Oy(epHbIX pacTBOPOB.
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Acconuanysi CrieluaiicTOB U OpraHu3aluii 1adopatopHoil ciy0bl «Demepanust 1a00paToOpHON MEAULMHBD), TpoduibHas komuccus M3 PO no
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n eIMHHIY

JlnanazoH usMepseMbIx 3HadeHuit ;o1 0 10
14 pH.

[Ipenensl nomyckaemMbIX a0COTIOTHBIX
norpemHocter pH metrpos ot 0,01 g0 0,5

PH, usmepurenbubix 35ekTpoioB oT 0.01 1o

0.2 pH .

20 | Tepmomkad s CYIIKHA CTEKISHHON He menee 1

MOCY/IBL.

21 | YcrpoiictBo 1uis punbTpoBanus pactBopoB, | He menee 1
BKJIIOYAS:

CTEKJISTHHBIN JIepKaTeNb (PHIBTPOB
nuaMeTpoM 47 mwm,

npueMHas kojba (koyida byHzeHa),
COCTMHUTEIBHBIC IIJIAHTH, MEMOPaHHBIH

HacCocC.

22 | bans nabopatopHasi C yIbTPa3ByKOBBIM He menee 1

HCTOYHHNKOM H3JIYUCHH.

23 | OGopynoBanue ajsi TBepAodazHoit He menee 1
AKCTPAKIIMH.
24 | HarpeBatenbHas matdopma (TUIUTKA) TS He menee 1

HarpeBaHus )XUAKUX MPod B TaOOpaTOpHOI

MOCY/I€ C PETYJIMPOBKON TEMIIEPATYPHI

Harpesa.
25 | llleiikep poTarmOHHBIN TUTIA «VOITEX. He menee 1
26 | Memanka MarHuTHasi ¢ HAOOPOM SKOPEH. He menee 1

27 | Pyunsie mo3aTopsl ¢ mepeMeHHbIM 00beMoM | OOecriednBaromumx

no3upoBanus: 10 10 mxi, 10 50 Mk, 10100 | moTpedHOCTH
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Acconuanysi CrieluaiicTOB U OpraHu3aluii 1adopatopHoil ciy0bl «Demepanust 1a00paToOpHON MEAULMHBD), TpoduibHas komuccus M3 PO no
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo
n/n eIMHHIY
MKk, 10 200 mxa, 1o 1000 mxn, 7o 10000
MKJL.
28 | lllTatuB A pydHBIX J03aTOPOB. OO6ecneunBarommx
OTPeOHOCTH
29 | lratuB 11t IpOOUPOK. O0ecreunBaroImx
OTPEOHOCTH
30 | lInpuiibl CTEKISTHHBIE TUIIA «TAMEJIBTOH O6ecnieunBaromux
(mst BOXX) emxocTthio: 5 Mk, 10 Mk, 50 | moTpedHOCTH
Mk, 1000 Mk,
31 | llInpuiibl CTEKISTHHBIE TUIIA «TAMEJIBTOH O6ecneunBaromux
(mms I'X) emxocThio: 1 Mki,10 MKJI. nOTpeOHOCTH
32 | lnpums! ans umsTpoBaHUs IPoo O0ecneunBarommx
CTEKJISIHHBIE, THII «JTyep», EMKOCThIO 5 M1, NOTPEOHOCTH
10 M7 co cTanbHBIM JiepKaTesieM (PUIBTPOB
auameTpoM 13 Mm 1715t GUITBTPOBAHMUS
pPacTBOPUTEIICH.
33 | UHCTpyMEHTHI TabopaTOpHBIC, BKITIOYAS: O0ecneunBarOmMUXIOTPEOHOCTH
IITATENH, TUHIETHI, HOKHUIIBI.
34 | YcTpoicTBO sl YKYTIOPUBAHUS BHAIT He menee 1
(xpumrmep).
35 | YerpoiicTBO uisl YKYTIOPUBAHUS He menee 1
MICHUITUUIMHOBBIX (DJIAKOHOB €eMKOCTRIO 10
M1, 12 mut, 20 mut (kpummnep).
36 | KommbroTepsl ¢ ceTeBBIM 000pYI0BAaHUEM. OO6ecreunBarOmMux
noTpeOHOCTH
37 | KoHauuuoHeps! (CIUIMT-CUCTEMBI) IS O0ecrieynBarONINX
OXJIKJCHUS BO31yXa. HOTPeOHOCTH
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Accomnuanus CIienUaIucTOB U OpraHu3anuii nabopaTopHoii ciayx0s! «Denepanus 1a00paTOPHOI MEAUIUHED), IpoduabHas kKomuccus M3 PO o
KJI/I v o aHanuTHYeCKOU U cyeOHO-MEeTUIIMHCKOI ToKcuKonoruu. Bepeust 11.0

24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo
n/n eIMHHIY
CrexkasiHHasi MOCyaAa
38 | Koabsl MepHBIE eMKOCTBIO 5 M1, 10 M1 25 O0ecreunBaroImx
mit. 50 m1, 100 mit noTpeOHOCTH
39 | Crakans! 50 M1, 100 M1, 250 M, 500 M. OO0ecreunBaronux
OTpeOHOCTH
40 | CrexnsaHBIE IPOOUPKHU 10 M. O0ecneunBarommx
OTPeOHOCTH
41 | Mepnsbie mumuaAps! 10 mur, 250 mi, 500 M, | OGecnieunBarommx
1000 mu. NOTPEOHOCTH
42 | Brokchl. OOGecreunBaromux
nOTpeOHOCTH
43 | banku mpo3padvHbIe A1 PACTBOPOB OOGecneunBarommx
eMmkocThio 100 mut, 250 mur, 500 M1, 1000 mit. | moTpeOHOCTH
44 | BopoHKH 1UaMeTpoM 3 cM, 6 cM. OOGecneunBarommx
nOTpeOHOCTH
45 | Konba xoHHYecKas II0CKOJOHHAsS eMKOCThI0 | O0ecreunBarommux
250 m. NOTPEOHOCTH
46 | Ilamouku CTEKJISTHHEIC. O0GecnieunBaromux
OTPeOHOCTH
PacxoaHbie MaTepuasbl
47 | PacxoaHble MaTepHUaibl, BKIIOYAS: O0ecrieuynBarOnINX
PACTBOPUTEIIN, PEareHThI, KATMOPaTOPHI, NOTPEOHOCTH

CTaHJIaPThI, KOJIOHKH JIJIs1 XpoMaTorpados,
rassl Juisi IpuOOpoB (MOcTaBiIsieMbIe B
Oaynonax), GUIbTPHI, HAKOHEYHHUKH JJIS
NUTIETOK, TPOOUPKH I UEHTPUDYT,

MPOOUPKHU ISl SKCTPAKITAN, TTATPOHBI JIJIsI
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Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

Ne | HammeHoBaHue 000py10BaAHUA KosaunvectBo

n/n eIMHHIY

TBEepA0(a3HON IKCTPAKIIMU, BUATIBI C
KPBIIITKaMH (BCTABKH B BUAJIBI), (DIIAKOHBI
MEHUIUJUIMHOBEIE eMKOCThIO 10 M1, 12 M,
20 MJI ¢ KpBILLIKaMH, MOIIOKKH (JTOTKH) TS
B3BCIITMBAHUS PEAKTHBOB, Oymara
UHIMKATOpHAsI YHUBEpCalibHasl, KOHTEHHEPHI
1uist cOopa MOYM, BaKyyMHbBIE€ IPOOUPKH,
nunetku [TactepaTpancdepHbie
IUTACTUKOBBIE, MAPKEPHI JIA0OpATOPHBIE,

ATUKETKH JJIs1 TIPOO.

48 | Pacxomyembie MaTepUaIbl IS O0ecneunBarommx
UMMYHOXMMHYECKOTO aHAJIN3a. HOTPEOHOCTH

49 | KoMIUIEKT pacxoyeMbIX MaTepHAIOB IS O0ecneunBarommx
Macc-CIEKTPOMETPOB NOTPEOHOCTH

50 | KoMmieKT pacxolyeMbIX MaTepHaoB s O6ecneunBaromux
xpomatorpados. noTpeOHOCTH

51 | Macno nist popBaKyyMHBIX HACOCOB. OOGecneunBarommx
OTPeOHOCTH

52 | KoMmIeKkT pacxoIyeMbIX MaTepHaoB s OOGecneunBarommx
ra3oreHepaTopoB. noTpeOHOCTH

53 | CmeHHbIC KOJIOHKH (KapTpuIku) 11 cucteMm | OOecnednBarommx
OYMCTKH BOJIBI METOJIOM JICHOHU3AITIH U OTPEOHOCTH

00paTHOro ocMoca.

54 | OgHOpa30BbIE CPEACTBA MHIUBUIYATBHOM O6ecneunBarOMUXIOTPEOHOCTH
3alUThI, BKJIIOYAs XajaaThl, IAMOYKH,

IICPpYATKH, MACKH.OYKH.
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Acconpanys CIeNHaIiCTOB U OpPraHU3aliii JTabopaTopHOil ciryx0b1 «Degeparus 1ab0paTopHOl MEAUIIMHE, TTpoduIbHas Komuccust M3 PO o
KJI/I 1 o aHanuTH4ecKo 1 cyaeOHO-MeTUIMHCKOM Tokcukonoruu. Bepeus 11.0 — 24.03.2015

[Tpunoxxenue Ne 10 k npukaszy
MunucTEpCTBA 3APABOOXPAHECHUS
Poccuiickon denepanunu

OT No

IMon10xeHHE 0 TEXHUYECKOM 00CY;KMBAHNM MeIMIMHCKON TEXHUKH B
MeIUIMHCKOI JJabopaTopun

1. Hacrosmee 1ONOKEHUE  YCTAaHABIMBAECT E€OUHYI0 TEXHUYECKYIO
MOJUTUKY TI0 COBEPIICHCTBOBAHUIO CHUCTEMBl TEXHUYECKOTO OOCIYKUBaHUS
MEIULIMHCKON TEXHUKH, HKCILUTyaTUPYEeMOH B MEAMIIMHCKUX JabopaTopusix, U
oOecrieueHusi 0€30MACHOCTH, KadecTBa, A(PPEKTUBHOCTU  MPEIOCTABIISIEMBIX
rpakjaHaM MEJIUIMHCKUX JTa0OpaTOPHBIX YCIYT.

2. TepMuHBI U ONIpEETICHUS.

2.1. MemunuHCcKas TEXHHKA MEIWIIMHCKOW Ja0OpaTOpud -  MEIUITMHCKHE
u3JIenus: MpuOopkI, armapaThl, 000pyA0BaHUE, YCTPONUCTBA, YCTAHOBKH, KOMILJICKTHI,
KOMILJIEKChI, CHCTEMbl C MPOTPAaMMHBIMH  CpPEJCTBAMHU, MPHUCIOCOOJICHHUS,
MEXAHU3UPOBAHHBIE U APYTHE€ UHCTPYMEHTHI, MPEAHA3HAYCHHBIE ISl IPUMEHCHUS B
MEJUIIMHCKON JIa0OpaTOpPUH IO OTACIBHOCTU WJIM B COUYETAHUU MEXIY COOOM, aJis
KOTOPBIX 3KCIUTYaTallMOHHOW JOKYMEHTAIMEN MPEAYCMOTPEHO HX TEXHUYECKOE
oOcy>KMBaHUE MPU SKCILTyaTalUu.

2.2. BBOA MEIMIIMHCKOW TEXHUKH B OKCIUTyaTalldil0 B MEIMUIIMHCKOMN
naboparopud — Tpoleaypa NPOBEACHUS KOMIUIEKCAa perjaMeHTHUPOBAHHBIX
HOPMATUBHOW M 3KCIUTYaTAlMOHHOW JOKYMEHTALMEd MEPOIPUATHH U OIepalui 1o
MOJATOTOBKE K JKCIUTyaTalldd MPUOOPETEHHOW  MEIUIMHCKUM  YUPEXKICHHEM B
MEJIMIIMHCKYIO0 J1a00paTOpUI0 METUIIMHCKON TEXHHKHU, 3aBEpIAroIascs mnepenadyeit
MEJUITMHCKON TEXHUKU TIEPCOHATY MEIUIIMHCKON JTabopaTOpuu JjIsi UCTOIb30BAHMS
110 HA3HAYCHHUIO.

2.3. Texanueckoe OOCTY)KUBAHHE MEAUIIMHCKONW TEXHUKUA B MEIUIIMHCKOM
nabopaTopuu — KOMILJIEKC perinaMeHTUPOBAHHBIX HOPMAaTUBHOU 151
DKCIUIyaTallMOHHOM JOKYMEHTALMEd MEPOIPUATUNA U ONEpALUi 10 MTOANEPKAHUIO U

BOCCTAHOBJICHHUIO HCIIPABHOCTHU H pa6OTOCHOCO6HOCTI/I MGI[HHHHCKOﬁ TCXHUKH IIPpHU
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ee HCII0Jb30BaHUU 0 HAa3HAYEHUIO, a TaKXke IMpPU XPaHEHUU U
TPAHCIIOPTUPOBAHUH.

2.4. TleproIMYHOCTh TEXHHUYECKOTO OOCITYKMBAaHHUS MEIUIIMHCKOW TEXHUKHU B
MEJIUIIMHCKON JTaOOpaTOPUU - YCTAHOBJICHHBIM B AKCILTyaTallMOHHOW JOKYMEHTAIUU
WHTEpBAJI BPEMEHU WM HapaOOTKa MEXIy JJaHHBIM BHJIOM TEXHHUYECKOTO
00CITy>KMBaHUS U TIOCJICAYIOIINM TaKUM K€ BUJIOM.

2.5. TexHuyeckoe COCTOSHHE MEIUIIMHCKOM TEXHUKH B MEIUIIMHCKOU
Ja00paTOpUN - TEXHUYECKOE COCTOSHHE U3JCIUS MEIUIIMHCKONM TEXHUKH B
OTIPEJICTICHHBIA MOMEHT BPEMEHHU, KOTOpPOE XapaKTepusyeTcs (HaKTUICCKUMU
3HAYCHUSIMH TEXHUYECKUX, (DYHKIMOHAIBHBIX U KOHCTPYKTHBHBIX IapaMeTPOB U
XapaKTEPUCTUK, U OIICHUBAETCS X COOTBETCTBUEM IapaMeTpaM U XapaKTEPUCTUKAM,
MIPUBEICHHBIM B HOPMATUBHOW M SKCILTyaTallMOHHON JOKYMEHTAIMKU Ha U3JIeIue.

2.6. KOHTpOJIb TEXHHYECKOTO COCTOSHHS MEIAUIIMHCKOM TEXHHKU B
MEJIUIIMHCKON J1a00paToOpuu - MPOBEPKa COOTBETCTBHS 3HAUYCHHM MapaMeTPOB H
XapaKTePUCTUK W3ACIUS MEIUIMHCKON TEXHUKHM B MEIUIIMHCKOW JlabopaTtopuu
TpeOOBAaHUSIM HOPMATUBHOM U SKCIUIyaTallMOHHOM JOKYMEHTAIIMH, BBISBICHUC
W3HOIIICHHBIX M TOBPEXKICHHBIX 4YacTe (Ierasieil), MmpoBepka JACHCTBHUS BCEX
3aIIUTHBIX YCTPOMCTB M OJIOKMPOBOK, HAIMYUS M BEACHHUS OKCILTyaTallMOHHOMN
JIOKYMEHTAIINH.

2.7. PeMOHT MEIWIIMHCKONW TEXHUKA B MEAWIIMHCKON maboparopuu -
COBOKYITHOCTh MEPOINPUATHA W ONepalydid MO BOCCTAHOBJICHUIO HCIPABHOCTH U
paboTOCTIOCOOHOCTH U3ICIUA MEAUITUHCKON TEXHUKH.

2.7. Texymuii peMOHT MEIUITMHCKOW TEXHUKH B MEIUITMHCKON JIabOpaToOpHH
- HCIUTAaHOBBIM  PEMOHT, BBIMOJHAEMBI 0€3 YaCTUYHOTO WM  IIOJHOTO
BOCCTAHOBJICHUSI pecypca HM3Jeaus MEAUIIMHCKOM TEXHHKU IyTeM 3aMeHbl U (WJIn)
BOCCTAHOBJICHUSI OT/EJIBHBIX JE€Tajeil WM CMEHHBIX KOMIUIEKTYIOIIUX YacTeill C
IIOCJICPEMOHTHBIM KOHTPOJIEM TEXHHUYECKOTO COCTOSHHS W3ACHHs B 0OBeMe,
YCTAHOBJIEHHOM B 3KCILTyaTallMOHHOM JTOKYMEHTAIIUH.

2.8. IlpenenpbHOE COCTOSIHUE MEIUIMHCKOM TEXHHUKH B  MEIUITMHCKOM

Ja00paTOpUN - TEXHUYECKOE COCTOSTHUE W3ACIUS MEIUIMHCKON TEXHUKU, TPHU
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KOTOPOM 3HAau€HHE XOTS Obl OJHOTO TapameTpa (XapaKTEPUCTHKH) W3JCIHS HE
COOTBETCTBYET TPEOOBAHUSIM HOPMATHBHOU WJIHM JKCILTyaTallAOHHOW JTOKYMEHTAIIUH,
a TpPOBEIEHHWE PEMOHTA TEXHUYECKH HEBO3MOXXKHO WJIM  SKOHOMUYECKU
HEIEJIECO00Pa3HO.

2.9. DKcIUTyaTallUOHHBIE JOKYMEHThl B MEIUIMHCKOW JiabopaTtopuu -
JIOKYMEHTBI, TpUJlaraeMble K U3JECTUI0 MEAUIIMHCKOM TEXHUKH TIPU IOCTaBKe
(macmopt, Gopmyisap, pyKOBOACTBO IO IKCIUTyaTaIlliy, METOJIUKA MOBEPKU CPEIICTB
U3MEpPEHUN U Jp.), CoAepKaIlue:

- CBEJCHHS 0 KOHCTPYKIIMW, TPUHIIAIIE JEHCTBUSA, IapameTpax,
XapaKTEPUCTHKAX (CBOWCTBAX ) M3/IENHS, €TO COCTABHBIX YaCTECH;

- yKa3zaHus, HEOOXOJMMbIEC Jisi TMPAaBWILHONW M 0€30MacHOM JKCILTyaTaluu
n3nenus (MCIOIb30BaHMs 110 HA3HAYEHUI0, TEXHMYECKOTO OOCITY)KHUBaHUS, XPAaHCHHUSI
U TPAHCTIOPTUPOBAHUSA );

- CBEJICHMSI 110 YTUIIN3AIlUH;

- TH(OPMAITUIO 00 U3rOTOBUTEJIE, TOCTABIINKE M3/CHSI M UX TapaHTUHHBIX

00s3aTEeNbCTBAX.

3. O0uImre NoJ0KEeHHUS.

3.1. Texuuueckoe oOCTY>KMBaHHE MEIMIIMHCKON TEXHUKH B TapaHTUUHBIA U
MOCJICTAPAHTUIHBIA TEepuoj SBIsieTCA 00s3aTeNbHBIM YCIOBHEM €€ 0e30macHon
IKCIUTyaTanu M 3(PQPEKTUBHOTO TPUMEHEHUS [0 HA3HAYCHUIO B MEIUIIMHCKOM
nabopaTopuu. OKCIUTyaTtanusi Y NPUMEHEHHE B  MEIUIIMHCKOW J1abopaTopuu
METUITMHCKOW TEXHUKH, HE OOCCIEYCHHOW TEXHUYECKHM OOCTY)KHBAHHEM WIIH
CHATOM ¢  TEXHUYECKOTO  OOCITYXXWUBaHHs, HEIOMyCTHMO, TTOCKOJIBKY
MIPEICTABIISCT OIMAaCHOCTh JUIsl  TIAlIMeHTa W MEIUIIMHCKOTO  TMepcoHaa.
OTBeTCTBEHHOCTh 3a oOecreueHrne O€30MacHOM JKCIUTyaTallud MEIUIUHCKON
TEXHUKH HECET €€ Biajesell (MoJb30BaTelb).

3.2. B cOOTBETCTBUM C 3aKOHOJATEIHCTBOM 00 OXpaHE 3/I0pOBbBS TPaXkKIaH
IKCILTyaTarus W TPUMCHCHHE B  MCAWIIMHCKON JabopaTopuu W3ACIIAN

MGI[HHHHCKOI;'I TCXHUKHN OTCUYCCTBCHHOI'O " 3apy6e>1<Horo IIPpONU3BOJACTBA
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paspemiaeTcsi 1ocje MPOBEACHUS B YCTAHOBICHHOM TOPSIKE HMX OOS3aTEIHHOU
rOCyapCTBEHHOM PErUCTPALIUU.

3.3. B cOOTBETCTBUM C YCIOBHSIMHU, KOTOpPBIE OrOBapUBAIOTCA B JOTOBOpE
(KOHTpaKTe) Ha MOCTABKY MEAMIIMHCKOM TEXHUKH B MEIUIIMHCKYIO JIaDOPaTOPHIO,
MOCTABIIMK MEAUIIMHCKON TEXHUKH (MPeapUsTUE-TIPOU3BOIUTEID WIH MOCPEIHHK):

- MPENOCTAaBIICT  BIAJEIbIY (MoIB30BATENIO) AKCIUTYaTallHOHHYIO
JTOKYMEHTAIMIO0, HEOOXOAUMYIO JUIsl TOAJCP)KaHWS IOCTABICHHOW MEIUIIMHCKOM
TEXHUKU B UCTIPABHOM, PaOOTOCTIOCOOHOM COCTOSTHUY;

- o0ecrieynMBaeT B TapaHTUHHBIA TEPUOJ TEXHHUYECKOE OOCIYy)XKMBAaHUE U
OecruIaTHBIN PEMOHT MOCTABJICHHON MEAMIIMHCKON TEXHUKHU CUJIaMH COOCTBEHHBIX
WM YTIOJTHOMOYEHHBIX CIIYKO TEXHUYECKOTO 00CTyKUBaHUS;

- obOecrnieunBaeT B MOCIETapaHTUHWHBIA TEPUOJ HA JIOTOBOPHON  OCHOBE
TEXHUYECKOE OOCITY)KMBAHHE M PEMOHT TOCTABJICHHON MEIUIIMHCKON TEXHUKU
CHJIAaMH COOCTBEHHBIX UJTM YIIOJTHOMOYEHHBIX CITYXKO TEXHUUYECKOTO 00CITYy >KHUBAHUS;

- o0ecreunBaeT MOCTaBKY CHEIUATM3UPOBAHHBIX KOMIUIEKTYIOMINX U3JCTUN U
3allaCHBIX 4YacTed Ha MPOTSDKEHHMM CPOKa  JKCIUIyaTalMd  ITOCTaBJICHHOU
MEIUIMHCKOW TEXHUKH;

- OCHAIlA€T YIMOJHOMOYEHHBIC  CIYXObl ~ TEXHHMYECKOTO  OOCIIYyKHMBaHUSA
HEOOXOJAMMOW  CEpBUCHOM W PEMOHTHOM JOKyMEeHTalued, a Takke (mpu
HEOOXOJIMMOCTH)  CHEUUATIU3UPOBAHHBIM  PEMOHTHBIM U JUArHOCTUYECKUM
00opy10BaHUEM;

- o0y4aeT CHelnuaJuCTOB MO TEXHUYECKOMY OOCTY>KMBAaHHUIO TOCTaBJICHHON
MEIUIMHCKOW TEXHUKH;

- obecrieunBaeT, TNpU  HEOOXOJIUMOCTH, oOydeHue MEJIUIIMHCKUX
CIEIUAIIMUCTOB pabOTe C MOCTABJICHHOW MEIUIIMHCKOM TEXHUKOM.

3.4. B cayyasx, korja mnocraBKka MEIULMHCKOW TEXHUKH B MEIUIMHCKYIO
7a00paTOPUI0  OCYIIECTBISIETCS TMOCPEAHUKOM, TOCPEIHUK TIPU  3aKITIOYCHUH
JoTOoBOpa (KOHTpaKTa) Ha MOCTAaBKY MPEIOCTABISIET JHOKYMEHTBI, MOJY4YEHHBIE OT
MPEANPUATUA-TIPOUZBOAUTENS U MOATBEPKIAAOIIME IIOJHOMOYHS ITOCPEIHHUKA 10

BBITIOJIHEHUIO TIOJIOKEHUM, IEPEYUCIIEHHBIX B 1. 3.3.
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3.5. B ciuydasx, Korgja TEXHHYECKOE€ OOCITY>KMBAaHHWE MOCTABICHHON
MEIULUHCKON TEXHUKU B MEIUIMHCKON J1abopaTopuu MpeArnoaaraeTcs
OCYLIECTBIIATh CHUJIAMU CIIy>KObI, YITOJIHOMOYEHHOU IIPEANPUATHEM -
IPOM3BOJAUTENIEM, TOJHOMOYHS JTOM CIYXOBbI MOATBEPKAAIOTCS MPEANPUSTUEM-
IIPOU3BOAUTEINIEM JOKYMEHTAJIBHO.

3.6. Ecniu MHOE HE OrOBOPEHO B JOTrOBOpe (KOHTPAaKTE) Ha IOCTaBKY,
TEXHUYECKOE OOCITYKMBAHUE MEIUIIMHCKON TEXHUKH B MEIMLIMHCKON JJaOOpaTOpUH B
NIOCJIETaPAHTUMHBINA [TEPUOJT MOXKET IPOU3BOINUTHCS:

- HA JIOTOBOPHON OCHOBE CIIy’K00#, HMEIoIEed TPaBO  OCYIIECTBIATH
TEXHUYECKOE OOCITYKMBAHHUE TAHHOTO BUJ1a MEJUIIMHCKON TEXHUKU;

- CWJaMM WITaTHBIX CHEHUAJIMCTOB WM IOJAPA3JIEICHUNA MEJULUUHCKOIO
YUPEXKACHUS - MOJIb30BATEIS MEAUIUHCKON TEXHUKHU.

3.7. Bo Bcex ciyyasix TEXHHYECKOE OOCITYKMBAaHUE MEIULMHCKON TEXHUKU B
MEAMIMHCKON J1a00paToOpuu AODKHBI — HPOU3BOJUTH  CIYXKObl  (FOpUAMYECKUE
WA, HHAWBUAYaJbHbIE MPEANPUHUMATENIH, TEXHUYECKUE MOJAPA3JCICHUS WIH
LITATHBIE TEXHUYECKUE CIIEUAIMCTE MEAUIMHCKAX YYPEKICHUM), HUMEIOIUE B
COOTBETCTBUM C JACHCTBYIOIIMM 3aKOHOJATEIbCTBOM IIPABO OCYIIECTBISTH I3TY
NEeSATENIbHOCTb. MepomnpHsaTisi M ONepalud IO TEXHUYECKOMY OOCITy>KHBaHUIO
ONPEJEIICHHBIX BUJIOB WJIM HAMMEHOBAaHUMN MEIUMLUMHCKOW  TEXHUKU  JIOJDKHBI
OCYUIECTBISATHCSA B COOTBETCTBUM C TIOJIO)KEHUSIMH  COOTBETCTBYIOLIUX
HOPMATUBHBIX MPABOBBIX aKTOB, TPEOOBAHUSMHU HAIIMOHAIBHBIX, MEXIYHAPOJIHBIX
CTaHJAApTOB, TMpaBWJI W HOPM, a TaKKE B COOTBETCTBUM C YKa3aHUSIMU
AKCIUTyaTallMOHHON JOKYMEHTALIUH.

3.8. lns  BblmosHEHUS  pabOT MO  TEXHUYECKOMY 00CITyKUBaHUIO
MEIUIMHCKOW  TEXHUKM B MEIULMHCKOW JabopaTOpuH, XpaHEHUs  CpPENCTB
TEXHOJIOTHYECKOTO0 OCHAIIEHUS M 3allaCHbIX YacTell MEIMIMHCKUE YUYPEXKICHHS B
HEOOXOJMMBIX CITy4asiX BbBLACISAIOT COOTBETCTBYIOIINE MOMEIIECHUS.

3.9. IlepcoHan MeIMIIMHCKOW JabOpaTOpuu JOJKEH OBITh OOy4YeH IpaBUJIaM
TEXHUYECKOM JKCIUIyaTallud MEIUIMHCKON TEXHUKUW M HECET OTBETCTBEHHOCTH 3a

cOOJII0ICHUE ATUX MPABUIL.
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4. Cayx00i TEXHHYECKOTO 00CITy)KHBaHHUS MEIULUHCKON TEXHUKU
MEAMIIMHCKOW OpraHu3allud B MEIUIMHCKON Jaboparopum oOecnednBaeTcs
coOJro/IeHre HE0OXO0IUMBIX yCIIOBUI JEeSTENbHOCTU o CJEeAYIOLUM
HaIlpaBJICHUSIM:

- KBanu(uUKaIus nepcoHana;

- POU3BOJICTBEHHBIE TOMEIICHUS;

- 000pyIOBaHWE;

- TOKyMEHTAIHs;

- METPOJIOTHYECKOe 00ecreyeHne AesITeIbHOCTH;

- opranuzauusi Tpyjaa u oOecreyeHue Oe30IacHOCTH MPOU3BOACTBA

pabor;

- o0ecrnieueHre KauecTBa TEXHUYECKOrO 00CITy>KBaHUS.

4.1. KBanudukanus nepcoHania.

4.1.1. K BBINOJHEHUIO TEXHUYECKOIO OOCITYXKMBaHUS MEIUIIMHCKOM TEXHUKU
JOMYCKAIOTCS CHEUAINCTBI HE MOJIOKE 18 JeT, uMMelnue COOTBETCTBYIOIIYIO
1po(heCcCHOHATIBHYIO MOATOTOBKY.

4.1.2. Jlng KaxXIOro CHEUHAIMCTAa ONpEeNesatoTcss  (QyHKILHH, paBa,
00513aHHOCTH U OTBETCTBEHHOCTb.

4.1.3. Ciryxx0a TEXHHYECKOTO OOCTY)KMBaHHS MEIUIIMHCKONW TEXHUKH JTOJDKHA
UMETh CIEUUAIUCTOB IO BCEMY IEPEYHIO BUJIOB OOCITYKMBAEMOW MEIUIIMHCKOU
TEXHUKH, OTBEYAIOMIMX CJIEAYIOIIMM KBaJU(UKALNOHHBIM TPEOOBAHUIM:

- Hajgu4Me BBICIIET0O WM  CPEJHEro  TEXHUYECKOro  oOpa3oBaHus,
npoecCUOHaNbHON  MOATOTOBKM M KBAIM(UKAUUM B COOTBETCTBHHM CO
CHELMATIBHOCTHIO U JOJDKHOCTHBIMU 00S13aHHOCTSIMU;

- HaJu4Me KBaTM(UKANUMOHHOW TPYyMIMbl AOMYCKAa K MPOBEICHUIO ONACHBIX U
CHELMANBHBIX BUJOB pabOT ISl OCYIIECTBICHUS TEXHUYECKOTO OOCTYKUBAHUS
COOTBETCTBYIOIMUX BUJOB MEAUIIMHCKON TEXHHUKHU.

4.1.4. Cneunanuctel 1O TEXHHUYECKOMY  OOCITY)KMBAaHUIO  MEIULHUHCKOU
TEXHUKH JOJDKHBI TPONUTH oOOydeHHe Ha MPearnpHUsITHsIX - MPOU3BOAUTENSNX

COOTBETCTBYIOIIMX BHUJOB (HAMMEHOBAHWI) MEIUIIMHCKOW TEXHUKU WM B
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OpraHU3alUSIX U YIPEKICHUSIK, UMEIONTUX TPABO OCYIIECTBIATH COOTBETCTBYIOIINE
BUJIBI  00pa30oBaTelIbHOW  JNESATENIbHOCTH  (OOydeHwue, poecCHOHATbHYIO
MOJITOTOBKY, TIOBBIIIICHHE KBAIM(UKAIMA 10 TEXHUYECKOMY OOCITYKHUBAHUIO
COOTBETCTBYIOIIUX BHUJIOB MEIUIIMHCKOW TEXHUKH), C TMOJyYEeHHUEM JTOKyMEHTa
YCTaHOBJICHHOTO 00pasiia.

4.1.5. CnenpanncTel MO TEXHUYECKOMY  OOCIY)KMBAHMIO  MEIUITMHCKOM
TEXHHUKH JIOJDKHBI TOBBIIIATH CBOIO KBATH(DHUKAIIUIO HE peXke OJHOTO pas3a B 5 JIeT.

4.2. Ilpon3BOACTBCHHBIC TIOMEIICHMSI, TMPEIHA3HAYCHHBIC JIJII TEXHUYECKOTO
0OCTY)KNBaHUS METUITMHCKOW TEXHUKH, TTOMEIICHUS ISl XPaHCHUS MEIUITMHCKON
TEXHUKA M 3amMacHeIX  dYacTed  (CKJIambl)  JOJKHBI  COOTBETCTBOBATH
YCTaHOBJICHHBIM TEXHUYECKHMM HOpMaM M TpPeOOBaHUSAM CaHUTAPHOM, IOKAPHOU
0e30macHOCTH, O€30MaCHOCTH TPYIa U OXPaHbl OKPYKAIOIIEH CPEe/IbI.

4.3. O6opynoBaHHE.

4.3.1. TexHOJOTMYECKOE M HCIBITATEIbHOE OOOPYJOBAaHUE, HUHCTPYMEHTHI,
CpeICTBa M3MEPEHUN JOJKHBI 00€CTeurBaTh BBHIMIOJHEHHE BCEH HOMEHKIATYPHI
paboT MO TEXHUYECKOMY OOCTYKUBAHUIO MEAUITMTHCKON TEXHUKHU.

4.3.2. UcnbiTatenbHoe 00OpYyHOBaHUE JIOJDKHO OBITH aTTECTOBAHO, a CPEICTBA
U3MEPCHU TIOBEpEHbl TMPH HAJIMYUM METOJWKH TIOBEPKH, YTBEPKIEHHOU
npoGUIBHBIM (hefiepaTbHBIM OPTaHOM UCTIOTHUTEILHOM BIIACTH.

4.4. JlokymeHTanusl.

4.4.1. Cnyx0be  TEXHHMYECKOTO  OOCIY)XMBaHUS MEIUIIMHCKOM TEXHUKH B
MEAWIIMHCKOW J1abopaTopun pPEKOMEHAYETCS HMETh B CBOEM PaCHOPSIKCHHUU
CIIEYIOIINE JOKYMEHTHI:

- HOpMaTHBHBIC TIPABOBBIC aKTHI, PErJIAMEHTHPYIOIINE ICATCIHHOCTh B cdepe
oOparieHus] MEIUIMHCKUAX U3IETUH (MEIUIIMHCKOW TEXHUKH);

- HODMAaTUBHBIC  JIOKyMCHTHI,  YCTaHABJIMBAIOIIMEC  OOIIUE TEXHUUYCCKUE
TpeOOBaHUS K MEIUIIMHCKON TEXHUKE U METOJIbI €€ MCITBITAaHH;

- METPOJIOTHYECKHE MTPaBUIa U HOPMBIL,

- HOpPMAaTHBHBIC M PYKOBOSIINE JOKYMEHTHI, YCTaHABJIMBAIOIIME TOPSIOK U

coJiep>KaHue padoT M0 TEXHUYECKOMY OOCTYKUBAaHUIO METUIIMHCKOW TEXHUKU;
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- SKCIUTyaTallMOHHYIO U, TPU HEOOXOJUMOCTH, PEMOHTHYIO JOKYMEHTAIUIO Ha
BECh NIEpEeUEHb 00CITY)KMBAa€MON MEIUIIMHCKON TEXHUKH;

- PYKOBOJSIIHME W HOPMATHBHBIE JOKYMEHTBHI IO OXpaHe TPyla M TEXHHUKE
0e30ITacCHOCTH;

- PYKOBOJCTBO TIO OOECIEUEHUID UM KOHTPOIIO KadecTBa paboT 1o
TEXHUUYECKOMY 00CITY’KUBAHUIO U PEMOHTY MEIUIIMHCKON TEXHUKH;

- YYETHO-OTYETHYIO JOKYMEHTAIMI0 MO0  TEXHUYECKOMY  OOCITYXHUBAHUIO
MEIULUHCKON TEXHUKHU.

442. K Y4ETHO-OTYETHOMN JNOKYMEHTALUU 1o TEXHUYECKOMY
00CTY’KUBAHUIO MEIUIIUHCKON TEXHUKU OTHOCSATCS:

- J0roBopa (KOHTPAakThl) O TEXHUYECKOM OOCITY>KMBAaHUU MEIULUHCKON
TEXHUKU;

- XKYpHaJIbl  TEXHUYECKOTO  OOCIYKMBaHUs MEIULUHCKON TEXHUKN
(Tabmuuer 1, 2, 3);

- aKThI-HapsAAbl Ha BBINOJHEHHWE PA0OT MO TEXHUYECKOMY OOCITYKUBAHUIO
MEIULUHCKON TEXHUKU;

- NPOTOKOJBI  (aKThl) KOHTPOJS TEXHUYECKOIO COCTOSIHUA ~ M3JEIHM
MEIULIMHCKOM TEXHUKHU;

- rpaUKN TEXHUYECKOT0 00CTYKUBAHUS MEIUIIMHCKONW TEXHUKH;

- YYeTHbI€  JOKYMEHTbl Ha  KaXIyl0 €JUHULy CpEACTB HW3MEpPEHUH,
UCIBITATEIBHOTO ¥ TEXHOJIOTUYECKOT0 000PYAOBAHHUS.

4.5. Metposiornueckoe 00ecreueHue 1esITeIbHOCTH.

4.5.1. Mertpoisoruueckoe oOecrieueHue NEATEIIBHOCTH CILY OBl
TEXHUYECKOTO 0OCITYKMBAHUS MEIULIMHCKON TEXHUKU B MEAUIIMHCKON JIabopaTopuu
peaycMaTpuBaeT HaIMUHeE:

- YTBEPXKACHHOIO  TOJOXEHHS O METPOJIOTHYECKOM o0ecrieueHnu
NEeATEIbHOCTH;

- JOKYMEHTOB y4Y€Ta CpPEICTB M3MEPEHHH U JIOKYMEHTOB, MOATBEPKIAIOIINX

MPOBEJEHUE UX TTOBEPKH;
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- COHCOK METOJMK TIOBEPKH, YTBEPKIEHHBIX NPOPUILHBIM (deaepaTbHbIM
OpraHOM HCTIOTHUTEIILHON BIACTH,

- rpad)MKOB MOBEPKU CPEACTB U3MEPEHUM.

4.6. Opranuzanusi Tpyna u obecriedeHrne 0€30MacHOCTH MPOU3BOICTBA PaboT B
MEJUIIMHCKON 1abopaTopuu.

4.6.1. Tlpy  BbIMONHEHMH  PabOT MO  TEXHUYECKOMY OOCITYKMBaHUIO
MEJUITMHCKOW TEXHUKHA B MEIUITMHCKON JIabopaTopuul B IENAX  00ECTeUYCHUS
0e30macHOCTH  OOCIY)KMBAIOILIETO MEPCOHAIa M HKOJOTHYECKON O0e30macHOCTU
MIPOBOJIUMBIX Pa0OT JOHKHBI COONIOAATHCS TPeOOBaHMUSI HOPMATHUBHBIX JOKYMEHTOB
B 00J1aCTH OXpaHbI TPYJa U TEXHUKHU O€30MaCHOCTH.

4.7. ObecrieueHne KayecTBa TEXHUYECKOTO  OOCIY)KMBAaHUS  MEIUIIMHCKOU
TEXHUKHA B MEIUIIMHCKOU JTAOOpaTOPHUH.

4.7.1. KayecTBO TEXHUYECKOTO OOCHYKMBAaHUS MEIUIIMHCKOW TEXHHUKU B
MEJUIIMHCKON JlabopaTtopun 00ecreuynBaeTCs BBITIOJITHEHHEM TpeOOBaHMI
JNEUCTBYIOIIEN CHCTEMBI YIIPABIICHHS KAYECTBOM.

4.7.2. Cnyxba TEXHHUYECKOTO OOCTY)KMBAHHUS MEAUIIMHCKON TEXHUKUA B
MEIULMHCKON J1abopaTopuu:

- IUIAHUPYET U OCYIIECTBISIET MEPONPUATHUS 1O TPHUBEACHUIO CHUCTEMBI
VOpaBJICHUs]  KaueCTBOM B COOTBETCTBHE C TpEOOBaHUSMU JEHCTBYIONIUX
HAIMOHATBHBIX M MEXKTYHAPOIHBIX CTAHAAPTOB CHCTEMBI YIIPABJICHUS KAa4eCTBOM;

- OCYHIICCTBJISIET ~ OpPraHU3AIMI0  KAdecTBa  BBIMIOJHSIEMBIX  paboT 1o
TEXHUYECKOMY OOCITY)KHBAHHIO METUITMHCKOW TEXHUKH U HECET OTBETCTBEHHOCTH 3a
Ka4yeCTBO ITUX padoT.

4.7.3. KauecTBO pEMOHTHBIX pPabOT  TOATBEPXKIACTCS  TapaHTUHHBIMU
00s3aTeTbCTBAMH Ha TOCHEAYIOIMIUKA CPOK OJKCIUTyaTallud OTPEMOHTHPOBAHHON
METUITMHCKON TEXHUKU B MEIUIIMHCKOU TaOOpaTOpHH.

5. Opra#umzanys # TOPSJAOK TMPOBEACHUS TEXHUYECKOTO OOCTY>KWBAHUS
METUITUHCKONW TEXHUKH.

5.1. Bunpl, 06beMbl U IEPUOAUYHOCTH PAOOT MO TEXHUYECKOMY OOCITYKHUBaHUIO

MCI[I/II_II/IHCKOI\/’I TCXHHUKU, 0COOEHHOCTH OopraHu3aly 3THX pa60T B 3aBHUCHUMOCTH OT
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ATafoB, YCJIOBUA W CPOKOB OKCIUIyaTallud W3JCINA MEIULIUHCKOM TEXHUKHU
YCTAaHABJIMBAIOTC B COOTBETCTBYIOIEW HOPMAaTMBHOM M 3KCIUTyaTallHOHHOM
JOKYMEHTAIUU.

5.2. Bunpl paboT 10 TEXHUYECKOMY OOCTYKUBAHUIO MEAUIIMHCKON TEXHUKH:

- BBOJ| B DKCILIyaTalHIO;

- KOHTPOJIb TEXHUYECKOTO COCTOSIHUS,

- IEPUONYECKOE U TeKYIIee TEXHNUECKOe 00CITyKHBaHHE,

- TEKYIIU PEMOHT.

5.3. BBox B 3KCILTyaTaluio

5.3.1. BBoa B O3KCIUTyaTalui0 M3ACIWA MEAUUUHCKOW TEXHUKH OXBATHIBACT
KOMIUIEKC paboT M0 UX paclnakoBKe, paCKOHCEpPBALlMU, YCTAHOBKE, MOHTaXY, COOpKE,
HAaCTPOMKE U PETYJIHPOBKE, CAAYE-TIPUEMKE B IKCILTYaTALIHIO.

5.3.2. BBoa B DHSKCIulyaTallul0O MEAUIMHCKOM TEXHUKH B MEIUIIMHCKOU
7ab0paTOpUu MPOU3BOJUTCS B COOTBETCTBUHU C YCJIOBHUSIMHU JIOTOBOpa (KOHTpPAKTA)
ITIOCTAaBKHU U YKa3aHUSMU, COAECPKAIMUMUCS B SKCIUTYaTaAlTAOHHON JOKYMEHTALIAH.

5.3.3. MoHTa)X MEIUIMHCKOW TEXHUKH OCYIUECTBIISIETCS TOJBKO NPHU HAJUYUU
MOATOTOBJICHHOTO B COOTBETCTBUU C HOPMATHMBHBIMU TPEOOBAHUSIMHU IMOMEILICHUS
WM pabovero MecTa nojab30BaTells.

5.3.4. MoHTa)x MEIUIMHCKOW TEXHUKH OCYIIECTBISIETCS B COOTBETCTBUU C
TpeOOBaHUSIMU HOPMATUBHOMU JOKyMEHTAIuU c Y4ETOM KJlacca
3JIEKTPO0OE30MaCHOCTHU U IPYrUX TpeOOoBaHUI 0€30MaCHOCTH MEIULIMHCKON TEXHUKH.

5.3.5. IloaroroBka K MOHTaXY BKJIKOYAET BCKPBITUE YNAKOBKH, IPOBEPKY
KOMIUJIEKTHOCTH W UEIOCTHOCTH W MPUEMKY H3IEIWS MEAULIHUHCKOW TEXHUKH IO
MOHTaX.

5.3.6. BCckppITHE YIAKOBKHU U MPOBEPKA KOMIUJIEKTHOCTH U IIEJTOCTHOCTH U3ACIUS
MEIUIMHCKOW TEXHUKU JOJDKHA TIPOBOJMUTHCS IPEICTABUTEIIEM OpraHU3alNM,
OCYLIECTBIISIIOIIE  MOHTaX, B  IPUCYTCTBUM  MNPEACTABUTENS  BJIAJEIIbLA

(monp30BaTess).
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5.3.7. IlpueMka mom MOHTaX O(OPMISETCS aKTOM, B KOTOPOM OTpa)kaeTcs
BHEIIHUI BHUJ, KOMIUJIEKTHOCTh M  IEJIOCTHOCTh MOHTHUPYEMOTO  U3JEIIHUS
MEIUIMHCKOM TeXHUKU. [Ipu oOHapy>KeHMM HEKOMIUIEKTHOCTH WA JAePEeKTOB
oopMIISIETCS aKT JIsl IPEIBSABICHUS IPETECH3UHA U3TOTOBUTEINIO (TIOCTABIIUKY ).

5.3.8. Tlo OKOHYaHMM MOHT@XKHBIX M MYCKOHAIAJOYHBIX PabOT MPOBOASTCS
CJIEIYIOLIUE MEPOTIPUSATHUS

- KOHTPOJIbHBIE TEXHUYECKHE UCTBITAHUS C LEJIbI0 OIEHKH paboTOCTIOCOOHOCTH
U3JIeNusl U, B HEOOXOJUMBIX CIIy4asiX, CPaBHEHHS IOJIYYEHHBIX pe3yJbTaTOB C
XapakTepucTukamMu (TpeOOBaHMUSIMHU), YCTAHOBJICHHBIMH B SKCIUIyaTal[MOHHOM
JTOKyMEHTAIMU. Pe3ynbTaTsl HCTIBITAHUN O(POPMIIIIOTCS MPOTOKOJIOM;

- 00yuyeHHEe MEAUIIMHCKOTO MEepCcOoHaja MEAUIIMHCKON J1adopaTopuM MpaBHiIaM
TEXHUYECKOUN AKCIUTyaTaluu U3aeiusi ¢ 0pOpMIEHUEM COOTBETCTBYIOINICH 3amucu B
aKTe CaYu-TIPUEMKH padoT.

5.3.9. Cnaua MEIMIMHCKOM TEXHUKH B JKCIUTyaTalluio O(OpMIIIETCS aKTOM
cAaYU-NIPUEMKH pabOT B COOTBETCTBUHM C TMOPSAJIKOM, MPETyCMOTPEHHBIM IS
JTAHHOTO BUJA MEIULIMHCKON TEXHUKH.

6.4. KOHTpOJIb TEXHUYECKOTO COCTOSIHUS

6.4.1. [leppuoanuHOCTH, OOBEM U TEXHOJOTHSI KOHTPOJIS TEXHUYECKOTO COCTOSTHHS
MEJUIIMHCKON TEXHUKUA B MEAMIIMHCKOM J1abopaTopuu, BHIOOP METOJOB M CPEICTB
KOHTPOJISI OMNPEAEIISIIOTCS COOTBETCTBYIOIIEH HOPMATHUBHOM M SKCILUTYaTallMOHHOU
JIOKYMEHTAIUEH.

6.4.2. Pe3ynbTaTbl KOHTPOJS TEXHUYECKOTO COCTOSIHHUSI CIIY’KaT OCHOBOM IS
NPUHATUS PEIIeHHsT O HeoOXOAMMOCTH TMPOBEACHUS M o0beme paldoT Mo
TEXHUYECKOMY  OOCITY)KMBAHMIO  MEIUIIMHCKOW TEXHUKH B  MEIAMIIMHCKOM
nabopaTopuu.

6.4.3. TeXHUYECKOE COCTOSTHUE U3JICJIUS OTIPEACIACTC:

- BU3YaJIbHO U 10 OPTaHOJIENTUYECKUM ITPU3HAKaM (IIyMbI, 3alaxu U T.1.);

- IPOBEPKOH B AeUCTBUY ((PYHKIMOHAIBHBIA KOHTPOJIb);

- CpCACTBAMH MHCTPYMCHTAJILHOT'O KOHTPOJIA.
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6.4.4. BuzyasbHO 1 110 OpPraHOJIENTUYECKUM MPU3HAKAM KOHTPOIUPYIOT U3AEIIHNS,
y37bl, JAETald, KOTJa HUX HCIPAaBHOCTb, HAJIEKHOCTh MOHTaXKa MOXET OBITh
onpejienieHa 0€3 MPUMEHEHHS CPEACTB HHCTPYMEHTAIBHOTO KOHTPOJS (BUAMMBIC
MOBPEXKIICHUS TOKPBITHH, HAPYIICHUS TEPMETUYHOCTH, TEYU TPYyOOIPOBOJIOB,
MarvcTpajne u T.I1.).

6.4.5. [Ipu npoBepke u3aenus B JEHCTBUM YCTaHABIMBAIOT pabOTOCIIOCOOHOCTH U
MPaBUIHLHOCTh (DYHKIIMOHUPOBAHUS HM3JCIHA W MEXaHU3MOB, JIEHCTBHE 3alUTHBIX
YCTPOMCTB U OJIOKHPOBOK.

6.4.6. Ilpu mpoBeeHHH MHCTPYMEHTAJIBHOTO KOHTPOJS ONPEIECHSIOT 3HAUCHHS
OCHOBHBIX IKCIUTYaTallMOHHBIX M TEXHHUECKUX XapaKTEPUCTUK U3CTHSI.

6.4.7. IIpenyCMOTpEHBI CIEAYIOINE BUIbI KOHTPOJISI TEXHUYECKOTO COCTOSIHHUSL:

- KOHTPOJIb TEXHUYECKOTO COCTOSHMS MEPE]] UCII0JIb30BAHUEM;

- IEPUOINYECKUH (IIJITAHOBBIN) KOHTPOJIb TEXHUYECKOTO COCTOSHUS;

- TeKyIIUH (BHETJIAHOBBIN ) KOHTPOJIb TEXHUYECKOTO COCTOSIHHUS.

6.4.8. KOHTpOJIb TEXHUYECKOTO COCTOSHHUS H3ACIUS MEIUIMHCKOW TEXHUKHU
nepell  WCIOJIb30BAHMEM  MPOBOJUTCS  SKCIUTyaTallMOHHBIM  [EPCOHAJIOM
HEIMOCPEJICTBEHHO TII€peJl HCIOJb30BAHUEM M3ACIHS MEOUUUHCKOM TEXHUKH.
[Topsinok u mpaBuiia MPOBEACHUSI KOHTPOJISI TEXHUYECKOTO COCTOSTHUSI M3JIaraeTcsi B
paznene "lloarotoBka M3AeNHs K MCHOJIB30BAHUIO" PYKOBOJICTBA MO AKCILTyaTalllH
(MHCTPYKLHHU MOJIb30BATENS).

6.4.9. KOHTpOIb TEXHUYECKOTO COCTOSIHUSI IMEpPE] UCIOJIb30BAHUEM BKJIIOYAET B
ceost:

- BHEIIHUI OCMOTp paboyero Mecra u u3Jeius;

- IPOBEPKY COOMI0ACHUS Mep 0€30MaCHOCTU IPU MOJATOTOBKE M3JEIHs K padoTre
(LIEJIOCTHOCTh CETEBBIX HIHYPOB U NMPHUOOPHBIX BUJIOK, COEIMHUTEIBHBIX MPOBOJIOB
anmnapaToB, HAJTMYUE YKPAHOB, OTPAKICHHM, 3aLIUTHBIX YCTPOICTB);

- MPOBEPKY 3aMPaBKH U3CIIUS PACXOTHBIMU MaTepUaIaMu;

- MPOBEPKY F'OTOBHOCTU M3JENHUS K HUCIOIb30BAHUIO (CBOEBPEMEHHOCTH TTOBEPKHU
CPEIICTB M3MEPEHUIN MEAMIIMHCKOTO HA3HAYEHUS, MPOBEPKA MCXOTHBIX IMOJIOKEHUIN

OpTaHOB YIIPaBJICHUS);
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- BKJIIOUEHHE U MTPOBEPKY pabOTOCTIOCOOHOCTH U3/IETHS, €r0 COCTABHBIX YacTel U
YCTPOMCTB, OPraHOB CUTHAJIM3ALUU U OIOKUPOBOK.

6.4.10. Ileppoanyeckuii  KOHTPOJIb TEXHUYECKOTO COCTOSIHUS  W3CTUs
MEIUIIMHCKOW  TEXHUKHM  TPOBOJUTCS  CHEUUATMCTAMH MO  TEXHUYECKOMY
0OCITY>KUBAHUIO MEIUIIUHCKON TEXHUKH.

6.4.11. Ileproguyeckuii KOHTPOJIb TEXHUUECKOTO COCTOSHUS BKJIIOYAET B CeOsl:

- TPOBEPKY IIENIOCTHOCTH  Kalenei, COCAMHUTEIbHBIX  MPOBOJHUKOB,
KOMMYTHUPYIOIINX YCTPOMCTB, MarucTpaseu;

- MPOBEPKY OPraHoOB yMIpaBJCHUS, KOHTPOJS, UHAUKAIIMKA U CUTHAJIM3AIMKA Ha
LEJIOCTHOCTh, YETKOCTh (PUKCAIIMH, OTCYTCTBHS JTIO(PTOB, cpabaThIBaHUS 3aIUTHBIX
YCTPOUCTB U OJIOKHPOBOK;

- KOHTPOJb COCTOSIHUSL ~JETaleil, Yy3JI0B, MEXaHU3MOB, IOJBEPKEHHBIX
MOBBIIIEHHOMY U3HOCY;

- TpoBepKy (YHKIMOHHUPOBAHUS OCHOBHBIX U BCIIOMOTAaTEJbHBIX Y3JIOB,
U3MEPUTEIBHBIX, PETUCTPUPYIONINX U 3alUTHBIX YCTPOUCTB;

- IPOBEPKY U3/EJINs Ha COOTBETCTBUE TPEOOBAHUAM AJIEKTPOOE30MIaCHOCTH;

- HHCTPYMEHTAIBHBIN KOHTPOJIb OCHOBHBIX TEXHUYECKUX XaPAKTEPUCTHK;

- HHBIE YKa3aHHbIE B JKCIUTyaTallAOHHOW JIOKYMEHTallud OIEpaluH,
cnenupuyecKue Il KOHKPETHOTO TUIIA U3/IEITH.

6.4.12. Ilepuonnuecknii KOHTPOJIb TEXHUYECKOTO COCTOSIHUS PEKOMEHIYETCS
MpOBOAUTH HE pexe | paza B 12 mecsues.

6.4.13. Tekymuil KOHTPOJIb TEXHUUYECKOTO COCTOSIHWS BBIMTOJHSAETCS B HOPSIAKE
BXOJIHOTO KOHTPOJIA MpPU TMOCTYIJIEHUW U3JENIUs B SKCIUIyaTalUI0 WM [OCIe
MPOJIOJDKUTEIILHOTO TIEpephiBa B paboTe H3JAENWsA, a TaKKe MPU OTKa3aX CHUCTEM
U3JIEeTIHSL.

6.4.14. Pe3ynbTaThl KOHTPOJISI TEXHUYECKOTO COCTOSIHUSI U3JIETUSI OTPaKatoTcsl B
KypHaJie TEXHUYECKOTO 00CTyKUBaHUs. Pe3ybTaThl HHCTPYMEHTAILHOTO KOHTPOJIS
TEXHUYECKOTO COCTOSIHUS U3/1eNIUS MOTYT O(OPMIIATHCS] IPOTOKOJIOM.

6.5. [leproauueckoe U TeKyliee TEXHUUIECKOe 00CITy)KUBaHHeE.
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6.5.1. Buapl, 00beMbl, TEXHOJOTHYECKAs TOCIEAOBATEIBHOCTh pPadboOT 0
MEPUOIMIECKOMY U TEKYIIEMY TEXHHUYECKOMY OOCITYXKUBAHUIO MEIUITMHCKON
TEXHUKHU B  MEIUIMHCKOW  JabopaTopuu  ONpENeNsitoTcs  TpeOOBaHUSIMHU
AKCIUTYaTallMOHHOM JOKYMEHTAIINH, a TAKXKE pe3yJbTaTaMu KOHTPOJSI TEXHUYECKOTO
COCTOSIHUSL U3IEIHIA.

6.5.2. PaboThI MO0 TEXHUYECKOMY OOCITYKUBAHUIO BBIMOJIHSIIOTCS B COOTBETCTBUU
C TpeOOBaHUSIMU SKCILTYyaTal[MOHHON JOKYMEHTAIIUH.

6.5.3. IlpumepHsbiii mepedeHb pabOT MO MNEPUOJAUYECKOMY TEXHHUUECKOMY
00CTY>KNBaHUIO MEIUITMHCKON TEXHUKHU TIpuBeAcH B Tabmuie 3.

6.5.4. IlepuoIMYHOCTh TEXHUYECKOTO OOCITYKMBAHUS MEIUIMHCKON TEXHHUKHU B
MEJUIIMHCKONM  JabopaTopuu MO  KaJICHAAPHBIM  CPOKaM  YCTaHABIMBAETCA
AKCIUTyaTallMOHHOM JOKyMEHTauued. B 3aBUCMMOCTM OT YCJIOBHM M CpPOKOB
AKCIUTyaTalli TMEPUOJUYHOCTh U 00beM pabdOT MOTYT OBITh M3MEHEHBI CIIyKOOU
TEXHUYECKOTO OOCITYy)KMBaHUS MEIUIMHCKOM TEXHUKH IO COTJIACOBAaHUIO C
BJIaJICTIbLIEM (TTOJIb30BATEIEM ) MEIUIIMHCKON TEXHUKH.

6.5.5. Tekyiee TexHUYECKOE OOCITYy)XKMBAaHUE IPOBOJUTCA B HEOOXOAUMBIX
o0beMax 1O pe3yibTaTaM TEKYIIEr0 KOHTPOJISI TEXHHYECKOTO  COCTOSHUS
MEJUITMHCKON TEXHUKU B MEIUIIMHCKOM TaOOpaTOpHH.

6.5.6. JlokyMeHTaMH, TOATBEPKIAIONIMMHU OOBEM M KauyeCTBO BBIMOJHEHHBIX
paboT MO TEXHUYECKOMY OOCIYKMBAHUIO MEIUIMHCKOW TEXHUKU B MEIUIIMHCKOM
nabopaTopuu, SBISIOTCA KypHajdl TEXHUYECKOTO OOCTY>KMBAaHHS M aKT-HApAI Ha
BBITIOJTHEHHBIE PaOOTHI.

6.6. Tekymuii pEMOHT.

6.6.1. Pemenue o HeOOXOAMMOCTH MPOBEACHUS TEKYIIIETO PEMOHTA IPUHUMACTCS
CIIY>KOOM TEXHUUYECKOTO OOCTY>KUBAHUS MEIUIMHCKOM TEXHUKH COBMECTHO C
BIIJIeTblIeM (TOJIb30BATENEM) MEAUIMHCKON TEXHUKH MO PE3yiabTaTaM KOHTPOJIA
TEXHUYECKOTO COCTOSIHUSA U3AEIUS MEIUIIMHCKOW TEXHUKHU.

6.6.2. Texkymuidi peMOHT MOKET BBINOJHIATHCS KaK Ha MECTE SKCIUTyaTaluu
W3JIeTUsl MEJIUIMHCKOW TEXHUKH B MEIUIIMHCKOW J1abopartopuu, TaKk U Ha

IMPOU3BOACTBCHHBIX IINIOMIAIAX CJ'IY)K6BI TEXHUYCCKOT'O O6CJ'Iy)KI/IBaHI/I$I MCHHHHHCKOﬁ
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TEXHUKA B 3aBUCUMOCTH OT CJIO)KHOCTH, OOBeMa paboT W BO3MOXKHOCTEH
TPAHCIIOPTUPOBKU U3EITUSL.

6.6.3. Ilocne Tekymero peMOHTa U3JAEIHNE€ MEIULIUHCKOM TEXHUKA B
NPELYCMOTPEHHBIX JKCIUTyaTallAOHHOW JIOKYMEHTalMeW CiydasX IOABEpraercs
MOCJIEPEMOHTHBIM HCTBITAHUAM B OOBEME, HEOOXOAMMOM JiJIsi TMOATBEPKICHUS
COOTBETCTBHUS HKCILTYaTallHOHHBIX U TEXHUYECKUX XapaKTEPUCTHUK
OTPEMOHTHUPOBAHHOTO W3JEIUsl 3HAYCHUSIM, MPUBEACHHBIM B HKCIUTyaTallMOHHOU
JOKYMEHTAIUU.

6.6.4. HcnonHuteneMm TEKYyIIEro PpPEMOHTA MPENOCTABISIOTCS TapaHTUU Ha
OTPEMOHTHUPOBAHHBIE Y3JIbI W3/ENIMA Ha MOCIEAYIOIUNA CPOK JSKCIUTyaTaluu Mpu
COOJIIOJICHUH TI0JIb30BaTEIeM TPEOOBaHU M SKCIUTYyaTallUOHHOM IOKYMEHTAIIUH.

6.6.5. N3nenue MEOUIMHCKOM TEXHUKH, OTHOCSIIEECS K CPEICTBAM H3MEPEHUM
MEJIMIIMHCKOTO HA3HAYEHUsT MpPU HaJUYUU METOJHUK IOBEPKHU, YTBEPKIEHHBIX
npouIbHBIM (peiepanbHbIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH, B CIydasX, KOIja
IPOBEICHUE TEKYIIEro0 PEMOHTa MOTJIO OKa3aTh BIUSHHUE HA METPOJOTHYECKHE
XapaKTEPUCTUKU U3JEIIHS, OJIBEPTraeTCs MOCIEPEMOHTHON MMOBEPKE.

7. CHATHE MEMIIMHCKON TEXHUKHU B MEIUIIMHCKOMN J1a00paTOPUU ¢ TEXHUUECKOTO
00CITy>KUBaHHUS.

7.1. U3penue MEAUIIMHCKONW TEXHUKH MOXET OBITh CHATO C TEXHUYECKOTO
OOCIY’KMBaHUSI M HCKJIIOYEHO W3 JOrOBOpa Ha TEXHHYECKOE OOCIy)XHBaHUE B
CJIEIYIOLIUX CITy4dasX:

- 110 PEIICHUIO MEIUIIMHCKOTO YUPEXKICHHUS;

- 1O COIVIACOBAaHUIO MEXAY CIyKOOW TEXHHUUYECKOro OOCIyKUBaHUS
MEJIMIIMHCKOW TEXHUKU U MEIUIIMHCKUM YUPEKIECHUEM MPHU TOCTHKEHUHU U3JIEIUEM
MEJIUIIMHCKOM TEXHUKUA TMPENEbHOTO COCTOSIHUS, TOJTBEP>KJICHHOTO aKTOM
KOHTPOJISI TEXHUYECKOTO COCTOSIHUSI U BETOMOCTBIO A€(PEKTOB.

7.2. Cnyxba TEXHMYECKOTO OOCITYXKWBAaHUS MEIUIMHCKOM TEXHUKH BIIPABE
OTKa3aThbCsl OT TEXHUYECKOTO OOCIYXKUBAaHUS M3JEIUS MEOUIMHCKOM TEXHUKH,
DKCIUTyaTasi  KOTOPOTO  OCYIIECTBISAETCS € HapylmieHueM  TpeOoBaHUU

3KCHHyaTaLII/IOHHOﬁ AOKYMCHTAIIVH, HOPM M IIpaBHUJI TCXHUKU 0Ee30ITaCHOCTH.
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8. XypHaibl TEXHHYECKOro OOCIy)XHBaHHS B MEIUIMHCKON maboparopuu
ClIeTyeT BECTH OTAENIbHO M0 Pa3InYHBIM JOTOBOPaM Ha TEXHUUYECKOE 00CITyKUBaHHE.

8.1. XypHam TEeXHHYECKOTO OOCTYXKMBAaHUS MEAWIIMHCKOW TEXHHKH JOJDKEH
COJZIEPKaTh CIEAYIOIINE Pa3/ACIIbl:

- MepeUYeHb MEIWIIMHCKOW TEXHUKH, BKJIIOUEHHOW B JIOTOBOP O TEXHHUYECKOM
OOCITy)KMBaHUHM MEXIy MEAWIIMHCKUM YUPSKICHHEM U CIY)KOOW TEXHHYECKOTO
0OCITy’)KHBaHUSI MEIUIIUHCKON TEXHUKU;

- CBEIEHUS O TIPOBEACHUM WHCTPYKTaka MeEJIIEpcoHala 1O TpaBHiIaM
DKCIUTyaTaly 3JIEKTPOyCcTaHOBOK moTpedutenedt (I[12311) m mpaBuimaM TeXHUKH
oesomacuoctu (I1TH);

- CBEACHMS O BBINOJIHEHUH pabdOT 1O TEXHUUYECKOMY OOCITyKUBaHUIO
MEAUIIMHCKON TEXHUKH;

- MEpEYCHb TUIIOBBIX PETJAMEHTHBIX pabOT MO TEXHUYECKOMY OOCITYKHUBAaHUIO
MEAMIMHCKON TEXHUKH.

8.2. XKypHaybl TEXHUYECKOTO OOCITYXKWUBAaHHS 3arOJHSIIOTCS CICIUATUCTaMH,
OCYILECTBISIOIIUMU  TEXHUYECKOE  OOCIIy)KMBaHHE  MEIUMLUMHCKON  TEXHUKH,
yKa3aHHOH B 1-M pasnese >KypHala, ¥ COTPYJHUKAMU MEIUIIMHCKOTO YUPEkKIACHHUS,
OTBETCTBEHHBIMH 32 TEXHUYECKOE COCTOSIHHE METUIIMHCKON TEXHUKH.

Tabnuna 1. ®opma TUTYIBHOTO JIMCTA JKypHaja TEXHUYECKOTO O0O0CITY>KMBaHUS

MEIUIMHCKON TEXHUKU B MEIMLIMHCKON TabopaTopuu (peKoMeHayeMast)

YKYPHAJI TEXHUUECKOI'O OBCJTYXXUBAHUS MEJUITMHCKON TEXHUKH

(HaMEHOBaHUE MEAUIIMHCKOTO YUPEKICHMUS )

(HauMEeHOBaHUE OTEICHUS WIH KaOMHeTa)

(HauMeHOBaHUE CITY>KObI TEXHUYECKOTO O0CTYKHUBaHMS)

(ampec u TenedoH cayKObl TEXHUYECKOTO 00CTyKUBaHU)

JIoroBop Ha TEXHUUYECKOE 0OCITy)KUBAHNE

MEIUIIMHCKON TeXHUKU N oT 20 T
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Tabmuna 2. ®opmsl

paszenon

KypHalIa TEXHUYECKOro OOCTy>KMBaHUS

MEAMIIMHCKON TEXHUKH (PEKOMEHyeMbI€) B MEIUIIMHCKOM TabopaTopuu

Paznen 1. IlepeyeHb MEIUUMHCKOM TEXHUKH, BKJIIOYEHHOW B JIOTOBOP O

TCXHUYCCKOM O6CJIy}KI/IBaHI/II/I

N | HanmenoBanue, | 3aBoackoi
/1 THII, MapKa N, rox
N3 CIINA BLIHYCKa

N rocynapcTBeHHOM

perucTpanuu

MunsznpaBom Poccun

I'on ycraHoBKH B [ImanoBas
MEIULUHCKOM NEePUOIUYHOCTh
YUpEeKICHUU TEXHUYECKOTO
o0cy>)KUBaHUS

Paznen 2. CBeneHust 0 MPOBEICHUHN MHCTPYKTAaka MEIUIIMHCKOTO MEPCOHAJIA 10
npaBuiIaM KCIUTyaTalluy 3IeKTpoycTaHOBOK noTpeduTeneit (I19311) u npasunam

texHuku 6e3omnacHoctu (I1TH)

Hara|Tema nHcTpyKTaka

HNHCcTpyKTHpYEMBII

HNHCTpyKTHPYIOLINIA

(baMI/IJ'II/IH, H.o. |,Z[OJ'DKHOCTB |1'IO,Z[HI/ICB

(baMI/IJ'II/Iﬂ, H.0. |I[0J'DKHOCTI) |l'IOI[1'II/ICI>

Pa:men 3. CBGILGHI/I}I O BBIIIOJIHCHHNHU pa60T II0 TCXHUYCCKOMY O6CJ'IY)KI/IB3HHIO

MG,Z[I/IHHHCKOﬁ TCXHHUKHU

[ar| Haumenosa Bun [lepeuens |3anacHsl |Pemienue o Pabotel PaGotel npunsn
a | HUe, TN, |TEXHUYECKO [BHIOJHEHH|E YacTH, |lalbHEeIIe| BbIIOIHNI
Mapka, 3aB. ro BIX paboOT |MaTepua i JOJDKHOC | o | momskHoC | moamnu
N uznenus |o6cmyxuBa JBl | 9KCIULyata | g, Ch 6, Ch
HUA o1H ®.1.0. ®.1.0.

Ta6J'II/II_Ia 3. HepequL THUIIOBBIX PCTIIaMCHTHBIX pa60T II0 TCXHHUYCCKOMY

06CJIY)KHB3HI/IIO MGIIHHHHCKOﬁ TCXHHUKH B MGI[I/II.[I/IHCKOﬁ J'Ia60paTOpHH

KoHntpouss Texnnue

CKOI'O COCTOSAHUA

[Iepnoanueckoe

nepeyeHb padoT

nepen
HUCIIOIB30BAHUEM

MePUOTUYECKUI

TEXHHYECKOE
oOcy)KuBaHUE

1. BHemnuit ocMoTp pabouero Mecta
W U3J1ETIUs:

1. OumcTKa OT MBLIH,
Tpsi3v U T.11. U3/ACIIUS B

- IpOBE€pKa HAJINYNSA DKPAHOB, + + 1€JIOM HJIU €r0 COCTaBHBIX

OTpaXkICHUH, 3alIUTHBIX YCTPOUCTB, JacTei.

CPEACTB NMPENYNPEAUTETbHOM 2. UucTka, cMa3ka u, mpu

CUTHAIIM3aLnN HE00X0IMMOCTH,

2. IIpoBepka COOTBETCTBUS U3ENHS nepedopKa MEXaHH3MOB 1

TPEOOBAHUSIM AJIEKTPOOE30MACHOCTH Y3JIO0B.

W HaJIe)KHOCTHU: 3. 3aTspkka ocnabiIeHHBIX

KpENEeKHbIX 3JIEMEHTOB.

- IPOBEPKA COCTOSIHUS y3JI0B + + 4. 3anpaBka pacXOqHBIMU

3a3eMJIEHUS, [IeJIOCTHOCTH CETEBBIX MaTepuagamH,

IHYpOB, Kabemneil, CoOeMHUTENbHBIX CHEeIMATIbHBIMU

MIPOBOJAHHUKOB, MPUOOPHBIX BUJIOK, KUJIKOCTSMU U JIp.

APYTHX KOMMYTUDPYIOMNX 5. 3ameHa oTpaboTaBLINX

YCTPOMCTB, MATAOIIMNX MarucTpajien pecypc COCTAaBHEIX 4acTeit
+ (IIEeTKU 2JIEKTPOMAIITHH,

- IPOBEPKa OPTaHOB YIPABJICHUS U
KOHTPOJIS Ha 1IeIOCTHOCTh, YETKOCTh
¢dukcanuu, OTCyTCTBUE JIIOPTOB,

(GWIBTPHI U T.IL.).
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cpabaThIBaHHE 3aAIIUTHBIX YCTPONCTB
U 3alIUTHBIX OJIOKHUPOBOK

- KOHTPOJIb COCTOSIHUSL YCTPOMCTB + + 6. PaboTsi,

WHAWKAIMN U CUTHAIIU3aluN crenupuuecKue st
NTAHHOT'O U3/IETus,
YCTaHOBJICHHbBIE
SKCIUTYyaTalMOHHOM
JIOKYMEHTAIUECH.

- KOHTPOJIb COCTOSIHUS JIeTajeH, + 7. HacTpoiika u

y3JI0B, MEXaHU3MOB, B T.U. pEeryJaupoBKa U3/IeNus

M0JIBEP>KEHHBIX MTOBBIIICHHOMY

WU3HOCY

- KOHTPOJIb COOMIOZICHUS TpahKOB +

[MOBEPKU CPEACTB U3MEPECHUI
MEIULMHCKOr0 Ha3HAYEHUs

3. IlpoBepka HaIMYHUs PACXOHBIX + +
MaTepuajoB U 3allpaBKa UMU
U30ETIUS

4. [IpoBepka rOTOBHOCTH U3JIEIHS K
MCII0JIb30BaHUIO:

- IPOBEPKA UCXOJHBIX MOJOKEHUH |+ +
OpPraHoB YIIPABJICHUSA

5. BkitodyeHue u poBepkKa
paboTOCTIOCOOHOCTH WU3ICIHS:

- IpoBepKa (QYHKIIMOHUPOBAHHUS +
OCHOBHBIX U BCIIOMOT'aT€JIbHBIX
y3J10B, U3BMEPUTEIBHBIX U
[PErUCTPUPYIOLIUX YCTPOUCTB,
OpraHOB YIPABIICHUs, UHIUKALUU U
CUTHAJIM3AaLNH, 3aIIATHBIX

OJIOKUPOBOK

- HHCTPYMEHTAJIbHBIA KOHTPOJIb +
OCHOBHBIX TEXHUYECKUX

XapaKTEPUCTHK

- KOHTPOJIb BBITIOJHECHUS OTIEpaIluii, +

crienuPUIecKux s KOHKPETHOTO
THUIIa U30CIIUMN
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