[okymeHT npepoctasneH KoHcynbTaHTI10C

3apeructpuposaHo B MuHiocte Poccum 25 asrycta 2017 r. N 47968

MMWHUCTEPCTBO TPYAA U COLMANbHOM 3ALLIUTbBI POCCUMCKON ®EQEPALIUU

MPUKA3
ot 4 asrycra 2017 r. N 613H

OBb YTBEPKAEHUU NPOPECCUOHA/IbHOIO CTAHAAPTA "BPAY-BMOXUMMUK"

B cootBeTcTBMM C nyHKTOM 16 [lpaBun pa3paboTkM M yTBEPKAEHUA NpodeccMoHanbHbIX
CTaHAapPTOB, YTBEPXKAEHHbIX NocTaHoBAeHWeMm [pasutenoctBa Poccuitickoit Pegepaummn o1 22 AHBAPS
2013 r. N 23 (CobpaHue 3akoHoaaTenbcTsa Poccuiickon ®eaepaumn, 2013, N 4, cT. 293; 2014, N 39, cT.
5266; 2016, N 21, cT. 3002), npuKasbiBalo:

YTBEPAUTL NpUAaraemblin NpPodeccMoHasbHbIM cTaHAapT "Bpay-6mMoxmmuk".

MuHucTp
M.A.TONWUNNH

YTBepKaeH

npukasom MuHucTepcTBa Tpyaa
M COLMANBbHON 3aLLnTDI
Poccuiickoin Pepepaumn

oT 4 asrycta 2017 r. N613H

NPO®ECCUOHA/IbHBIA CTAHOAPT

BPAY-BMOXNMMUK

1072

PerncrpaumoHHbIv

HOomep
l. O6bwme ceepeHunn
MpaKTMyeckas 1 TeopeTMyeckan AeAaTesIbHOCTb B 061acTM MeauLMHCKON Broxmummnm ‘ 02.018 ‘
(HaMmeHoBaHMe BUaa NpodeccMoHaNbHOW AeATeNbHOCTH) Kog,

OcHoBHaA uenb Buga npodpeccMoHanbHOU AeATENbHOCTU:

HayuHo-npaKkTnyeckoe obecneyeHne meanUNMHCKON MOMOLLM HaceneHnio B 061acT meanUMHCKOM
enoxnmmm
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Fpynna 3aHATUIA:

2131 | Buonoru, 6oTaHUKK, 300/10TU U 221 Bpauun
CNeunanncTbl POACTBEHHbIX 3aHATUIM
(kon, (HaMmeHoBaHMe) (kopm, (HaumeHoBaHuUe)
OK3 OK3)
<1>)

OcHOBHasA uyenb BUAa NpodpeccMoHaNbHOM AeATe/IbHOCTHU:

86.10 JeatenbHOCTb 60bHUYHbIX OPraHU3aLLUii
86.90 JeatenbHocTb B 061aCTU MeANUMHbI NpoYas
72.1 HayuyHble nccnenoBaHua u paspaboTkM B 061aCTU eCTECTBEHHbIX M TEXHUYECKUX HAYK
npoyne

72.11 Hay4yHble nccnenoBaHma n pa3paboTku B 061acTn buotexHo ormm

(Roa, (HaMmeHoBaHMe BMAA IKOHOMMYECKON AeATENBHOCTH)

OKB3/
<2>)

Il. OnucaHue TpyA0BbIX PYHKLMIA, BXOAALLUX

B NnpodeccuoHanbHbii cTaHAapT (PyHKLMOHANbHAA KapTa BUAa
npo¢eccMoHanbHOW AeATeNbHOCTH)

O606LLeHHbIe TPyAOBble GYHKLUUM

Tpyaosble GyHKUUM

Koz, HaMMeHOBaHMe YPOBEHb HauMeHOBaHMe Ko4, | ypoBeHb
KBanuou (nogypo
Kaumu BEHb)
KBanndu
Kauum
A BbinonHeHue, 7 BbinonHerHune KNuHUYeckux | A/01.7 7
OpraHM3saumna mn NabopaTopHbIX UccnenoBaHuUi
aHa/nTHU4eckoe
obecneueHune OpraHusauua  KOHTpona  Kadvectsa | A/02.7 7
KJIMHUYECKUX KAMHUYECKNX NabopaTopHbIX
NabopaTopHbIX nccnenoBsaHuin Ha
nccneL0BaHMiA NPeaHaAUTUYECKOM, AHANUTUYECKOM
M NOCTaHA/IMTUYECKOM 3Tanax
OcBoeHne U BHeapeHuwe HoBbix | A/03.7 7
METOL0B KAMHUYECKNX TabOPATOPHbIX
nccnegoBaHU M MeAULMHCKOro
obopypoBaHMA, npeaHasHaYeHHOro
ON18 NX BbINONHEHMUA
BHyTpunnabopatopHasn Bannpauusa | A/04.7 7
pe3ynbTaToB KAMHUYECKNX
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NabopaTopHbIX UccnesoBaHUm

OpraHuszaums aearenbHoctn | A/05.7
Haxo4AWEerocs B  PACnoOPsKEHUU
MeANLMHCKOro nepcoHana
nabopatopum
OKasaHvMe MeauuUMHCKOW nomolum | A/06.7
nauMeHTy B 3KCTPeHHOM popme
Pa3paboTtka u Pa3paboTKa NPOTOKONa3, nnaxa, | B/01.7
BbIMOJIHEHWNE nporpammebl OOK/NHMYECKOro
AOKINHMUYECKOro nccnenoBaHuA NIeKapCTBEHHOIO
nccnenoBaHmsa cpeacTea ans MeaMLUMHCKOro
JIEKapPCTBEHHOIO NPUMEHEHUS, bromeauLNHCKOro
cpeacTBa ana KNETOYHOro NpPOAyKTa, TEXHUYECKOro
MeaNLMHCKOro MCNbITaHUA U TOKCMKOJIOTMYECKOTO
NPMMEHEHUA, nccnenoBaHuA (vcnbiTaHus)
6MomeanUMHCKOro MeANLMHCKOro n3genus
KNEeTOYHOro NPoAyKTa,
TEeXHUYECKOro MpoBeaeHue AOKAUHKUYecKoro | B/02.7
UCAbITAHUA U nccnenoBaHuA NIeKapCTBEHHOIO
TOKCMKOJ/IOTUYECKOTO cpeacTea ANA MeaULMHCKOro
nccnesoBaHns NPUMEHEHUS, 6bromeauLMHCKOro
(McnbiTaHws) KNETOYHOrO MpPOAYKTa, TEXHUYECKOTO
MeAULMHCKOro NCMbITaHUA U TOKCUKOJIOTUYECKOTO
n3nenmna nccnefoBaHmA (ncnbiTaHmA)
MeANLMHCKOro n3genus
ObecneyeHne KauyecTBa nposeaeHus | B/03.7
OOKANHUYECKOro nccnenoBaHus
JIEKApPCTBEHHOIO cpeacTtea ona
MeANLMHCKOro npUMeHeHus,
6romeaMUNHCKOTo K/IETOYHOTrO
NPOAYKTA U TEXHNYECKOTo UCMNbITaHUA
N TOKCMKONOIMYECKOro nccneaoBaHua
(ncnbiTaHMA) MeguUMHCKOTO U3aenus
Pa3paboTtka u Pa3spaboTKa NpoTOKONa, nnaHa, | C/01.7
BbIMOJIHEHWNE nporpammbl KAMHUYECKOTo
K/IMHUYECKOro nccnenoBaHuA NIeKapCTBEHHOIO
nccnenoBaHusA npenapaTa ans MeaUUMHCKOro
NIeKapCTBEHHOIO NPUMEHEHNS, 61MomeguLUHCKOro
npenapara AnA KNETOYHOro NPOAYKTA, KAMHUYECKOTO
MeaNUMHCKOro n KMHMKO-NabopaTopHOro
NPMMEHEHUA, UCNbITaHMA (nccnepoBaHus)
61MoMegUUMHCKOro MeAMNLMHCKOro n3genus
KNEeTOYHOro NpPoAyKTa,
KAVHMYECKOro U MposBegeHue KAnHu4eckoro | C/02.7
KJIMHUKO- nccnenoBaHuA NIeKapCTBEHHOIO
nabopaTopHOro npenapaTa ans MeaUUMHCKOro
NCMbITaHUSA NpPUMEHEHUSs, 6romeauLNHCKOro
(MccnepoBaHms) KNEeTOYHOro NpOoAyKTa, KAMHUYECKOro

n KAMHUKO-NabopaTopHOro




MeANUNHCKOTo ncnbITaHMA (nccnepoBaHus)
usgenua MeANUMHCKOro u3genusa
ObecnevyeHne KadectBa nposeaeHua | C/03.7 7
KJIMHUYECKOro nccnenoBaHus
NleKapCTBEHHOrO  npenapata  gAs
MeANUMHCKOro npuMeHeHus,
6uomeMLMHCKOro KNETOYHOTO
NPOAYKTa, KAMHUYECKOTO U KJANHUKO-
nabopaTtopHoro McnbiTaHUA
(nccneposanus) MeaUNLUMHCKOro
nspenua
D MNposeneHune 7 BbinonHeHune dyHaameHTanbHbIX | D/01.7 7
nccnefoBaHUi B Hay4YHbIX nccneaoBaHni n
obnact meanUMHbI U pa3paboTok B 0b6nactM mesunuUMHbI U
6uonorum 6uonorum
BbinosnHeHMe NPUKNAAHDBIX n| D/02.7 7
MOWMCKOBbIX Hay4HbIX UCCAEL0BAHUN U
pa3paboToK B 06/11aCTM MeaAUUMHbI U
6uonorum
lll. XapakTepucTuka 0606LeHHbIX TPYA0BbIX GYHKLMUIA
3.1. O606wWweHHan TpyaoBaa GyHKUMA
BbinonHeHue, opraHusaums n
HavmeHoBaH YpoBeHb
aHanuMTU4Yeckoe obecneyeHne KAMHUYeckux| Kopg A 7
ne . KBannduKaLmm
NabopaTopHbIX UCCNea0BaHUIA
MpoucxoxaeHue
o o 3anmcTBOBaHO
0606weHHOM Tpyaosow | OpurmHan X
M3 opuUrnMHana
bYHKLMM
Kog, PerncrpaumoHHbIn
opurnMHana Homep
npodeccnmoHanbHOro
CTaHpapTa
Bo3moHble Bpay KAnMHUYeckoin nabopaTopHON ANArHOCTUKM <3>
HaMMeHOBaHMA
OOoMKHOCTeN, npodeccuii
TpeboBaHus K Boicluee o6pasoBaHMe -  chneyManuMTeTr MO CNeLManbHOCTU
0bpasoBaHUio U "MeanuuHcKasn 6uoxmmma", nosy4eHHoe no OCHOBHOI

obyuyeHuno

obpasoBaTenbHOM Mporpamme B COOTBETCTBMM C  denepasibHbim
rocyAapCcTBEHHbIM o6pasoBaTesibHbIM CTaHZapTOM BbICLLErO
obpasoBaHua nocne 1 sHBaps 2016 roga <4>, <5>

TpeboBaHMsA K ONbITy




NpaKTMYecKon paboThl

Ocobble ycnosua gonycka |CBnaeTenscTtBo 06 aKKkpeauTauMum chneumanncta no crnewmanbHOCTU
K pabote "MeauumnHckaa buoxmmms" <6>

MpoxoxaeHne ob6s3aTeNbHbIX NpeaBapuUTesibHbIX (MPY NOCTYN/IEHMM Ha
paboTy) M NeprMoaAnNYecKMx MeauLMHCKMX 0cMOTPOoB (06cnenoBaHuit), a
TaKXe BHeouyepeaHblX MeAMUMHCKUX OCMOTpoB (obcnesoBaHwuit) B
nopsake, YCTaHOBNEHHOM 33aKOHOAATENIbCTBOM Poccuitckoit
depepaunn <7>, <8>

OTcyTCcTBME  OrpaHMYEHUn Ha 3aHATUE npodeccMoHanbHom
OEeATEeNbHOCTbIO, YCTAHOB/IEHHbIX 3aKOHOAATeNbCTBOM Poccuitckoi
depnepauun <9>

[pyrve xapakTepucTukn C Lenbto npodeccnoHanbHoro pocTa n npuceoeHua
KBa/IMPUKALMNOHHbIX KaTeropumin:

- [AononHuTenbHoe npodeccnoHanbHoe ob6pasoBaHMe (nNporpammbl
NoBbILLIEHMA KBaNPUKaLUK);

- CTa’KUPOBKaA;

- MCNO/Ib30BaHME COBPEMEHHbIX AUCTaHUMOHHbLIX 0bpa3oBaTesbHbIX
TexHonorui (obpasosartenbHblit NopTan 1 BebMHapbl);

- TPEHUHTU B CUMYNALMOHHbIX LIEeHTPaXx;

- yyacTue B Cbe3zax, KoHrpeccax, KoHpepeHUMsax, macTep-Kaaccax

CobnogeHne BpayebHOW TaliHbl, KAATBbl Bpadya <10>, npuHUMNOB
BpayebHOM 3TMKM U pgeoHTonormM B paboTe C nauveHTamu (Mx
3aKOHHbIMW NPEACTaBUTENAMM) U KOSINEramum

CobntogeHne 3akoHoAaTeNbCTBa B chepe oxpaHbl 340POBbA U UHbIX
HOPMaTUBHbIX MPaBOBbIX aKTOB, ONPeAeNAlWNX AeATebHOCTb
MEANLMHCKMX OpraHu3aLmii 1 meguuMHCKMUX paboTHUKOB, NPOrpaMmbl
rOCYapCTBEHHbIX rapaHTUA OKaszaHMA rpaxgaHam becnnatHoW
MeANLMUHCKON NOMOLLM

JononHutenbHble XapaKTepUCTUKnN

HanmeHoBaHue Koa, HanmeHoBaHue 6a30BoV rpynnbl, AOKHOCTU (Npodeccun)
[OKYMeHTa WK cneumanbHOCTH

OK3 221 Bpauun

KoHcynbTaHTlAOC: NpuMmeYaHue.
B odumumnanbHOM TEKCTe AOKYMEHTa, BUAMMO, AOMNyLLeHa oneYyaTka: MMeeTcsl B BUAY CHOCKa <11>, a
He <10>.

EKC <10> ‘ - ’ Bpay KnnHu4yeckoi nabopaTopHOMN AMArHOCTUKM

KoHcynbTaHTlAOC: NpumeyaHue.
B odumumnanbHOM TeKCTe JOKYMEHTa, BUAMMO, LONYLLEHA ONeYaTKa: MMeeTca B BMAY CHOCKa <12>, a
He <11>.

oKnAaTp <11> ‘ 20448 ’ Bpau

KoHcynbTaHTlAOC: NpumeyaHue.
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B opuuUManbHOM TeKCTe AOKYMEHTa, BUAMMO, AONyLleHa oneyYaTka: MMeeTca B BUAY CHOCKa <13>, a

He <12>.

OKCO <12> ‘ 3.30.05.01 ‘ MeaumumnHcKaa buoxmmmsn

3.1.1. TpypoBaa pyHKUUA

BbINosIHEHME KNMHMYECKUX 1TabopaTOPHbIX YpoBeHb
HavmeHoBaH o
e nuccneoBaHuUm Kog |A/01.7 | (noaypoBeHb) 7
KBaMPUKauUm
MpouncxoxgeHue 3anmcTBOBaHO

TPYAOBOM GYHKUMM

OpuruHan X
M3 OpUrnMHana

Kog, PermcrtpaumoHHbIi
opuruHana Homep
npodeccnoHanbHoOro
cTaHaapTa

TpyaoBble AencTBun

MpoBeaeHMe KAMHUMYECKUX NabopaTopHbIX MCCAeAoBaHMI NO npoduto
MeAMLMHCKOWM OpraHmn3aLmm

MpoBeseHMEe  KOHTPOAA  KAyecTBa  KJAMHMYECKUX  TabopaTopHbIX
nccnenoBaHuin

PaspaboTka M NpuMMeHeHMe CTaHAAPTHbIX OMNepaLMOHHbIX npoueayp no
KAMHMYECKUM NabopaToOpHbIM UCCNEA0BAHUAM

OueHKa pesynbTaToOB KOHTPO/A KavyecTBa KAMHMYECKUX NabopaTopHbIX
nccnenoBaHuin

BepeHue MEAMMMHCKOﬁ AOKYMEHTaUNN, B TOM 4Yncae B 31IEKTPOHHOM BUAE

MoAroToBKa OTYETOB O CBOEN AeATeNbHOCTM, B TOM YMCe NO BbIMNOJHEHMIO
KJMHUYECKMX NabopaTopHbIX UCCea0BaHUM

Heobxoanmble ymeHUs

BbINONHATL KAMHUYECKNE na6opaTopr|e nccenenoBaHuA

OcywecTBNATb  KOHTPO/Ib  KayecTBa  KAMHWYECKUX  NabopaTopHbIX
nccnenoBaHuin

Pa3pa6aTbIBaTb N NPUMEHATb CTaHAApPTHbIE OonepaUnOoHHbIE Npoueaypbl No
KANHNYECKNM na6opaTopr|M nccnegoBaHMAM

OueHuBaTb pe3y/bTaTbl KOHTPOAS KayecTBa KAMHUYECKUX NabopaTopHbIX
nccnenoBaHuin

BecTn meguuUMHCKYIO JOKYMEHTaLUMIo, B TOM YUC/Ie B 3/IEKTPOHHOM Buae

CoctaBnAtb OTYeTbl O nposeaeHHbIX  KAWMHUYECKUX na6opaToprlx
nccnenoBaHuUAx

Heobxoanmble 3HaHKA

MpUHLUNBI KAMHUYECKMX na6opaToprlx VICC}'Ie,LI,OBaHVIﬁ, npuMeHAEMbIX B
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nabopartopum

AHanuTHUyecKkune XapaKTePUCTUKMU KANHNYECKUX nabopaTtopHbIX
nccneaoBaHU U Ux obecneyeHme

MeTtoabl KOHTPO/1A Ka4yeCTBa KTIMHUYECKNX na6opaTopr|x MCCﬂeAOBaHMl\/‘I n
OLLEHKUN UX PE3YNIbTATOB

MpaBuna odpopmneHMa MeaAULMHCKOM AOKYMEeHTauuu, B TOM 4ucie B
3/IEKTPOHHOM BUAE

MNpaBuna A[eUCTBUM MeAMUMHCKMX pPaboTHMKOB npu  OBOHapyrKeHuu
naumMeHTa c NpU3HakaMm 0cobo onacHbIX MHPEKLMIA

Apyrue
XapaKTEePUCTUKM

3.1.2. Tpyposaa GpyHKUMUA

OpraHu3auma KOHTPOAA KayecTBa
KAMHUYECKMX NaB0PaTOPHbIX YpoBeHb

HanmeHoBaH .

e nccnen0BaHMM Ha NpeaHanTUYECKOM, Kog |A/02.7 | (noaypoBeHb) 7
aHa/IMTUYECKOM U MOCTaHA/INTUYECKOM KBanmdmkauum
sTanax

MpoucxoxaeHue 3anmcTBOBaHO

TPyAoBOW GyHKLMM

OpuruHan X
M3 OpUrnMHana

Kog, PerncrpaumoHHbIn
opuUrnHana HOMep
nNpo¢deccnoHanbHOro
CTaHaapTa

TpyaoBble AencTBun

PaspaboTKa cTaHAApPTHbLIX ONepauMoHHbIX npoueayp (aanee - CONM) no
obecneyeHnto KayecTBa KAMHUYECKMX NabopaTopHbIX MCCAeAoBaHUIA Ha
BCEX 3Tanax

Opl'aHVI3aLI,MFI n nposegeHue KOHTpOAA Ka4yecCTBa KTMHNYECKNX
na6opaToprlx I/ICCI'Ie,CI,OBaHMl‘/JI Ha npeaHaInTn4eCKoOM 3Tane

OpraHvsauMa UM nNpoBeAeHME  KOHTPONSA  KayecTBa  KAMHUYECKMX
NabopaTopHbIX MCCNEeAO0BaHUMI Ha aHaAMTMYECKOM 3Tane, BKJOYan
BHYTPUIabOpPaTOPHbIA M BHELLUHNI KOHTPO/Ib KayecTsa

Opl'aHVI3aLI,MFI n nposegeHue KOHTpOAA Ka4yecCTBa KTMHNYECKNX
na6opaToprlx I/ICCI'Ie,CI,OBaHMl‘/JI Ha NOCTAHA/IUTUYECKOM 3Tane

MHTepnpeTauMa pesynbTaToB  BHYTPMNabopaTOPHOrO U BHELWHEro
KOHTPOAA KayecTBa KAMHUYECKMX N1abopaTopHbIX UCCiea0BaHMMI

BeaeHue AOKYMeHTaUUK, B TOM YMUCAE B 3/1IEKTPOHHOM BUAE, CBA3AaHHOM C
npoBeAeHMEeM  KOHTPOAA  KayecTBa  KAMHUYECKUX  1abopaTopHbIX
nccnenoBaHuin




Heobxoanmble ymeHus

PaspabatbiBatb COM MO KOHTPOAI KayecTBa KAMHUYECKUX S1abopaTopHbIX
nccnepoBaHUiA Ha BCeX aTanax

OpraHu3oBbIBaTb W MNPOU3BOAMTL KOHTPONb KauyectTBa KAMHUYECKUX
nabopaTopHbIX UCCnegoBaHN Ha NpeaHaNMTUYECKOM 3Tane

OpraHv30BbIBaTb M NPOM3BOAMTb KOHTPONb KayecTBa  KIMHUYECKMX
NabopaTopHbIX MCCNEeAO0BaHUIM HA aHaAUTMYECKOM 3Tane, BKJOYas
BHYTPUIAbOPaTOPHbIN M BHELUHUI KOHTPO/Ib KaYecTBa

OpraHu3oBbIBaTb W NPOU3BOAMTL KOHTPONb KauyectTBa KAMHUYECKUX
nabopaTopHbIX UCCneaoBaHUn Ha NOCTaHaIUTUYECKOM 3Tane

MHTepnpeTupoBaTb pes3ynbTaTbl BHYTPMAAbOPATOPHOrO U BHELWHEro
KOHTPOAA KayecTBa KMHUYECKMX 1abopaTopHbIX UCCie0BaHMMA

BecT AOKYMEHTALMIO, B TOM YMCNE B I/EKTPOHHOM BUAE, CBA3AHHYIO C
NpoBeLEHMEM  KOHTPOAA  KayecTBa  KAMHUYECKMX  1abopaTopHbIX
nccnenoBaHui

Heobxoanmble 3HaHUA

MNpasuna nposefeHNA U KPUTEPUM KavecTBa MpeaHaNUTUYeCcKoro 3Tana,
BK/1IO4aA MNPaBUIbHOCTb B3ATUA WU OUEHKY Ka4yecCTBa 6uonormyeckoro
maTepuana

MpaBuna nposeaeHWAa BHYTPUNABOPATOPHOrO WM BHELWIHEro KOHTPO/A
KayecTBa Ha aHa/IMTUUYECKOM 3Tarne, MeToAbl OLeHKW pe3y/bTaToB

MpaBuna npoBefeHUAa BHYTPUNABOPATOPHOrO WM BHELWHEro KOHTPOAA
KayecTBa Ha NOCTaHAIMTUYECKOM 3Tane, MeToAbl OLEHKMN pe3y/ibTaTos

CraHpapTbl B obnactu KayecTBa KANHUYECKUX na6opaToprlx
MCCHEAOBaHMVI Ha BCeX aTanax na6opaToprlx MCCJ'IE/J,OBaHMﬁ

MpuHumnbl pa3paboTtkn COM B 061aCTM KOHTPOAA KauyecTBa Ha BCex 3Tanax
NabopaTopHbIX UccnenoBaHUi

NpeaHannTnyeckme, aHaUTUYECKME M MNOCTaHANUTUYECKUE TEeXHONIormnm
KINHNYECKNX na6opaToprlx VICC}'Ie,EI,OBaHVIﬁ

Apyrune
XapaKTepPUCTUKK

3.1.3. TpyaoBaa GpyHKUuUA

OcBoeHUe U BHeAPEHME HOBbIX METOL0B
KNIMHUYECKUX 1abopaTopHbIX YpoBeHb
HanmeHoBaH .
e nccneaoBaHMM U MeaAnLUMHCKOro Kog |A/03.7 | (noaypoBeHb) 7
obopyaoBaHuA, npeaHa3HAaYeHHOro Ana nx KBaMbMKaumnm
BbINOJIHEHMA
MpoucxoxaeHue 3aMMCTBOBAHO

TPYAoBOM GYHKUUM

OpuruHan X
N3 opuruHana

Kogp, PerncrpaumoHHbIn



opurnHana Homep
npo¢deccnoHanbHOro
CTaHAapTa

TpynoBsble aencTema

OcBO€eHME HOBbIX METOA0B KAMHUYECKUX TaDOPATOPHbLIX UCCAef0BaHMUI

BHe,EI,DEHMe HOBOro meaunuunHCKoro O60py,£I,OBaHMF|, npegHasHa4eHHOoro
AnAa BbINONTHEHNA KNTUHUYECKUX na6opaTopr|x MCCI’]EAOBaHVIﬁ

Paspabotka COIl no HOBbIM MeTOoAaM Ha BCEX 3Tanax KAMHUYECKUX
nabopaTopHbIX UCCNeaoBaHU M 3KCMJyaTauumM HOBOro obopyaoBaHuA,
npeaHasHa4YeHHOro A4 BbIMNOJIHEHMA  KAMHUYECKUX 1abopaTopHbIX
nccieoBaHUM

OpI'aHM3aLI,MF| n nposegeHMe KOHTpPOAA KayeCTBa HOBbIX METOA0B
KIMHNYECKNX na6opaToprlx MCCﬂeAOBaHMVI

JKCMepuUMeHTaNnbHasas  MPOBEPKA W YCTAHOBJIEHWE  XaPaKTEPUCTUK
KAMHUYECKUX  N1abopaTopHbIX  METOoAO0B  MUCCienoBaHUM  (OUEHKa
NPeumnsmoHHOCTH, NPaBUIbHOCTY, NIMHENRHOCTH, onpeaeneHune
"NIokanbHbIX" pedepeHTHbIX HTEPBaNoB)

MpoBepka W  KOPPEKTUPOBKA MNEPBUYHOM  OLEHKM  pe3y/bTaToB
KAMHMYECKNX 1abopaTopHbIX UCCAea0BaHUIA Ha aHaiM3aTope

Heobxoanmble ymeHUs

OcBaunBaTb HOBble METOAbI KIMHUYECKUX na6opaToprlx MCC/'IE[],OBaHMﬁ

OpraHu3oBbIBaTb BHeApPeHMEe HOBOTo 0bopyoBaHMA, NpeaHa3Ha4YeHHOro
AN BbINO/IHEHUA KIMHUYECKMX N1abopaTopHbIX UCCneoBaHMIA

PaspabaTbiBaTb COIM Mo HOBbIM METOAAM Ha BCEX 3Tanax KAMHUYECKUX
NabopaTopHbIX MCCNeaoBaHUM WM 3KchayaTauuMM HoBOro ob6opyaoBaHus,
npeaHasHayeHHOro A4S BbIMNOJIHEHUA  K/IMHWUYECKMX 1abopaTopHbIX
nccnenoBaHUM

OpraHu3oBbIBaTb M MPOM3BOAUTL KOHTPO/b KayecTBa HOBbIX METOAOB
KJMHUYECKMX NabopaTopHbIX UCCaea0BaHM

MpoBepATb M YCTaHABNMBATb XapPaKTEPUCTUKM KAMHUYECKUX 1TabOopaToOpPHbIX
MEeTOA0B WUCCNeAoBaHWUIA  (OLLEHKA MNPELM3MOHHOCTM, MPABUIbHOCTY,
JIMHEMHOCTK, onpeaenieHne "NoKanbHbIX" pedepeHTHbIX UHTEPBaoB)

MpoBepATb UM  KOPPEKTMPOBATb MEPBUYHYHD OLLEHKY pe3y/bTaToB
KAMHUYECKNX 1abopaTopHbIX UCCAef0BaHMI Ha aHaim3aTope

Heobxoanmble 3HaHUA

OCHOBHble  MPUHUMMbI M METOAMKM  OCBaMBAEMbIX  KAUMHUYECKUX
NnabopaTopHbIX UccneaoBaHUM

AHanuTnyeckune XapaKTePUCTUKN na6opaToprlx MmeToaosB
(FIDELI,M3MOHHOCTb, NpPaBuIbHOCTDb, CI'lELI,I/Id)VI‘-IHOCTb, l-IYBCTBMTEI'IbHOCTb) n
nxonpeageneHue

MeToabl pacyeta pedepeHTHbIX UHTEPBAIOB KANHMUYECKUX 1abopaTopHbIX
nokasaTenen




AHanuTUyeckme XapPaKTEPUCTUKM BHEApAEMoro MeAMLMHCKOro
obopynoBaHUA, npeaHasHAYeHHOTO ANA  BbINOJHEHUA  KIMHUYECKUX
NabopaTopHbIX UccnenoBaHUi

Apyrue
XapaKTePUCTUKM

3.1.4. TpypoBaa GpyHKUUA

BHyTpunabopatopHas Banngaums YpoBeHb
HavmeHoBaH yTp parop Adl P
e pe3ynbTaToB KANMHUYECKUX NabopaTopHbIX Kog |A/04.7 | (noaypoBeHb) 7
nccnenoBaHnin KBanmdmkauum
MpouncxoxgeHune 3aMMCTBOBAHO

TPYAOBOM GYHKUMM

OpuruHan X
M3 OpUrnMHana

Kog, PermcrtpaumoHHbIi
opuruHana Homep
npodeccnoHanbHoro
cTaHaapTa

TpyaoBble AencTeun

CooTHeceHMe pe3ynbTaToB KAMHMYECKUX N1abopaTopHbIX MCCAeA0BaHUM C
pedepeHTHbIMU MHTEPBAAMM

OueHKa BAMAHMA HemnaTo/IorMYeckol M MaTo/IorMYeckon Bapuauumn Ha
pe3ynbTaTbl KAMHUYECKUX 1aBOPaTOPHbIX UCCAeL0BaHNIA

Mcnonb3oBaHne  UHPOPMALMOHHBIX  CUCTEM U MHPOPMALMOHHO-
TeNeKOMMYHUKaUMOHHOM ceTh "UHTepHeT" ¢ Lenbio Noucka MHGopmaLumu,
HeobxoanMoW Ans NPodeccuoHaNbHON AeATebHOCTH

OueHKa BAMSAHMA  Pas3sAUYHbLIX BWAOB BapuauuMM Ha  pesyabTaTbl
KJMHUYECKMX NabopaTopHbIX UCCea0BaHUM

Heobxoanmble ymeHUs

OueHuBatb cTeneHb OTKNOHEHUA pesynbTaTa KJMHWYECKOro
nabopaTopHOro nccneaoBaHMA oT pepepeHTHOro MHTepBana

OueHuBaTb BANAHUE HEeMNaTo/IOrMYecKoi M NaToNOrMYecKom Bapunauun Ha
pe3ynbTaTtbl KIMHUYECKUX na6opaToprlx I/ICCI'IE,EI,OBaHVI[/JI

Mcnonb3oBaTb  MHPOPMALMOHHbIE  CUCTEMBI W MHPOPMALMOHHO-
TeNeKOMMYHUKALUNOHHYI0 ceTb "UHTepHeT"

OueHuBaTb BAUAHMUE Pa3/In4yHbIX BUAOOB Bapuvauunm Ha pPe3ynabTaTbl
KIMHNYECKUX na6opaToprlx VICCI'IE,D,OBBHVII?I

Heobxoanmble 3HaHUA

MpaBuna paboTbl B MHPOPMALMOHHBIX CUCTEMAX U MHGPOPMALMOHHO-
TeNeKOMMYHUKaUUOHHOM ceTn "UHTepHeT"

Buabl Bapuaunun pe3ynibTatoB KIMHNUYECKUX naﬁopaToprlx I/ICCI'IE,CI,OBBHVIVI

KoHuenuma pedepeHTHbIX UHTEPBANOB




anHLI,MFIbI obecneyeHus npocnexxmnBaemocCTt pe3ysibTaTtoB M3MepeHM171 n
rapmoHun3aumm KAIMHNYECKNX na6opaTopr|x VICCI'IE,CI,OBaHVIﬁ

Apyrue
XapaKTePUCTUKM

3.1.5. TpypoBaa pyHKUMUA

OpraHu3auma geaTenbHOCTM HaxogAaLerocsa YpoBeHb
HavmeHoBaH
e B pacnopaAXeHUn meanunHCKOro Kog |A/05.7 | (noaypoBeHb) 7
nepcoHana nabopaTtopuu KBaMPUKauum
MpouncxoxgeHune 3aMMCTBOBAHO

TPYAOBOM GYHKUMUM

OpuruHan X
M3 OpUrnMHana

Kog, PermcrtpaumoHHbIi
opuruHana Homep
npodeccnoHanbHoro
cTaHgapTa

Tpyaosble AencTema

KOHTPONb BbINOAHEHUA AONXKHOCTHbIX obA3aHHOCTEN HaxoaAauleroca B
pacnopAaxXeHnn meamumnHCKOro nepcoHana na6opaTopMM

KOHTpO/Ib BbINOMIHEHUSA HAXOAAWErocs B PAcnopsKeHUn MeaULMHCKOro
nepcoHana nabopaTopum TpebOBaHMI OXpaHbl TpyAa M CAHUTAPHO-
npoTnBOINNOEMNYECKOTO pexXmnma

Heobxoanmble ymeHUs

OpFaHM3OBbIBaTb AeATENDbHOCTb MeANLUMHCKOIo nepcoHana na6opaTopMM

Mpon3BoAUTL  BHYTPEHHW  KOHTPOAb  KayectBa  AeATe/bHOCTU
HaXOAALLEroCcA B PacnopsXeHuM MeanLMHCKOro nepcoHana naboparopum

ObyyaTb HaxoAAwWMMCA B PACNOPAXKEHUUM MEAMUMHCKMI  MepcoHan
NnabopaTopun HOBbIM HaBbIKaM U YMEHUAM

Heobxogumbie 3HaHUSA

[oMmKHOCTHbIE  06A3aHHOCTM  HAxXOAAWEroca B PACMOPANKEHUU
MeZMLMHCKOro nepcoHana fnabopartopum

TpeboBaHMA OXpaHbl TPyAa, OCHOBbI AMYHOM  6e3onacHoOCTU U
KOH)AMKTONOMNK

MpuHumMnbl  paboTbl M MNpaBuaa  3Kcn/yatauuMu  1abopaTopHOro
obopypoBaHua

OcHOBblI  ynpaB/ieHus KQuecTBOM  K/JMHUYECKMX  NlabopaTopHbIX
nccneaoBaHUM

OcHoBbl NPOPUNAKTUKM 3a60/EBAHUA U  CAHUTAPHO-MPOCBETUTEIbHOM
paboTbl

Apyrve
XapaKTepPUCTUKM




3.1.6. TpyaoBaa GpyHKUUA

OKasaHue MmeauLMHCKON NoOMOLLM YpoBeHb
HanmeHoBaH o
e nauMeHTam B 3KCTPeHHOM popme Kog |A/06.7 | (noaypoBeHb) 7
KBaMPUKauUm
MpouncxoxgeHue 3anmcTBOBaHO

TPYAOBOM GYHKUMM

OpwuruHan X
U3 OpUrnHana

Koa PernctpaumoHHbIi
opuriHana Homep
npodeccnMoHanbHOro
CTaHgapTa

Tpyaosble AencTemA

OueHKa coCToAHMA NauueHTa, KoTopomy TpebyeTcsa OKa3aTb MeANLNHCKYIO
NMOMOLLb B SKCTPEHHOM popme

Pacno3HaBaHMe COCTOAHWI, NPeACTaBAAIOWMX YIPO3Y KU3HWM NALMUEHTOB,
BK/1IOYAs COCTOAHME KAUHUYECKON CMepTU (OCTaHOBKA KU3HEHHO BaXKHbIX
bYHKUMA opraHM3ma vesioBeKa (KpoBoobpallueHus u (uam) pbixaHus)),
TpebyloLwmx OKazaHMA MeLULIMHCKOM NOMOLLM B SKCTPEHHON dopme

OKasaHune MeaAWLMHCKOW MOMOLWM B IKCTPeHHOM dopme naumeHTam npu
COCTOAHUAX, NPeACTaBAAIOWMX YrPO3y MWU3HM MaAUMEHTOB, B TOM 4uc/e
KAMHMYECKOW CMEPTU (OCTAHOBKA KM3HEHHO BaKHbIX QYHKLUIA OpraHM3ma
yenoBeKa (KpoBoobpalleHua n (Mnn) abixaHus)

MpumeHeHWe NeKapCTBEHHbIX NMPENnapaToB U MeAULMHCKUX U3aenuii npu
OKa3aHUN MeaULMHCKOM NOMOLLM B SKCTPEHHOW dopme

Heobxoanmble ymeHUs

BbIfABAATb COCTOAHUA, Tpebylolwme OKasaHMA MeAMLMHCKOW MOMOLLM B
3KCTPEeHHON ¢dopmMe, B TOM 4uCae KAMHUYECKME NPU3HAKM BHE3AMHOrO
NpeKpaweHna KpoBoOOpalleHNs W AblXxaHus, Tpebylolme OKasaHuA
MeANLMHCKOMN MOMOLLM B 3KCTPEHHOM popme

BbINoNHATE MeponpuaTMa 6a30BOM cepaeYHO-1ErOYHON peaHMMaLLnn

OKa3blBaTb MEAULMHCKYIO MOMOLLLb B 3KCTPEHHOMN popme naumeHTam npwu
COCTOSHMAX, NPEACTaBAAOWMX YrPOo3y XU3HW MNaLMEHTOB, B TOM 4Yucie
KANHNYECKOM CMepTU (OCTaHOBKA KU3HEHHO BaXKHbIX GYHKLMIA OpraHnM3ma
yenoseka (KpoBoobpalyeHua 1 (Mau) abixaHusA)

anMEHﬂTb NNIEKAPCTBEHHbIE Npenapatbl U MeauunHCKne wmigenva npu
OKa3aHWu Mep,MLI,MHCKOﬁ nomouwu B QKCTpeHHOVI cboplv\e

Heobxoanmble 3HaHUA

MeTtoamnka cbopa Xanob WM aHamHe3a Yy MaUMEHTOB (MX 3aKOHHbIX
npeacTasuTenem)

MeToauKa $U3NKaNbHOMO MCCNeA0BaHUA NAaLMEHTOB (OCMOTP, Nanbhnaums,
nepKyccus, ayckynbTaumsa)

KNMHWYeckne npusHaku BHe3anHOro npekpalieHua KpoBoobpaleHua u
(nnun) gpixaHus




MpaBuna nposeseHnn 6a3o0BoOI cepAeYHO-N1Er04YHON peaHNMaLLMM

Apyrve -
XapPaKTepUCTUKn

3.2. O606wWweHHan TpyaoBan GyHKUMA

Pa3pa60TKa M BbINOJ/IHEHUE
AOOKNNHNYeCKoro nccneanosaHumA
NeKapCTBEHHOro cpeacrtea anAa

HavmeHoOBaH | MEANUMHCKOTO NPUMEHEHWA, Ko B YpoBeHb 7
ne HUoMeAMLIMHCKOrO KNETOUYHOTO NPOAYKTa, KBannduKaLumm
TEXHWYECKOr0 UCMbITaHWA U
TOKCMKO/IOTMYECKOro UccaefoBaHms
(McnbiTaHMA) MegULMHCKOTo n3aenuns
MpouncxoxgeHne
0606ueHHOM TpyaoBoW | OpurmHan X 3aumcTBoBaHO
ByHKLAM N3 OpuUrMHana
Kog, PernctpaumnoHHbIi
opurnHana HoMep
npodeccnmoHanbHOro
CTaHAapTa
Bo3moKHble MaagWwnin Hay4YHbIN COTPYAHUK <14>
HaMMeHOBaHMsA HayuHblit cOTpyaHUK
[ONKHOCTEN, npodeccnin
TpeboBaHuA K Boicluee  obpas3oBaHMe - cneuManuMteT MO CMAeLManbHOCTH

o06pasoBaHUto U
obyyeHuo

"MeanumnHcKas buoxmmma”

TpeboBaHMWA K ONbITY
npaKkTUYeckol paboTsbl

Ocobble ycnoBus fonycKa
K pabote

MpoxoxaeHne 0b6sa3aTeNbHbIX NpeaBapuTeNbHbIX (MPU NOCTYNAEHUN Ha
paboTy) 1 NepnoanYecknx meanuMHCKUX ocmoTpoBs (obcneaosaHuii), a
TaKKe BHeouyepeaHbIX MeOULMHCKUMX OoCMOTpoB (obcnenoBaHuit) B
nopsjke, YCTaHOBNEHHOM 3aKOHO/aTeIbCTBOM Poccuitckoit
depepauunn OTCyTCTBME OrpaHUUYEHUI Ha 3aHATUE NPodecCUoHaNbHOM
0EeATeNbHOCTbIO, YCTAHOB/IEHHbIX 3aKOHOAATENbCTBOM Poccuiickoi
depepauunm

[pyrve xapakTepncTukm

C Lenbio npo¢deccMoHanbHOro
KBaNUPUKALLMOHHbIX KaTeropuii:

- fonosiHuTenbHoe npodeccmoHanbHoe 0bpasoBaHuMe (Nporpammbl
NOBbIWEHMA KBaMOUKALMK);

- obyyeHMe NO nNpoOrpamMmmam MOATOTOBKM HAy4YHO-NeAarormyeckmx
KaZpoB B acCMpPaHType;

- CTaXKMPOBKa3;

POCTa n npmnceoeHnA




- WCMONb30BaHWE COBPEMEHHbIX AMCTAHUMOHHbLIX 06pPa3oBaTeNbHbIX
TexHonorui (obpasosartesibHbIM NopTan 1 BebMHapbl);

- TPEHWUHTU B CUMYNALMOHHDBIX LEeHTPaXx;

- yyacTue B Cbe3ax, KOHrpeccax, KoHdpepeHUMax, MacTep-Knaccax

CobntogeHue KOHPUAEHUMANbHOCTU MHOOPMALNK O AOKJANHUYECKOM
UccnenoBaHUM  IEKAPCTBEHHOrO  cpeactBa AN  MeAMUMHCKOro
NPUMEHEHUS, bnomegMUMHCKOro K/JIeTOYHOro npoAyKTa n
TEXHUYECKOTO MUCMbITaHUA W TOKCMKONIOTMYECKOro  UccneaoBaHuA
(ncnbiTaHmA) meanuMHCKOro Usaenuns

3HaHMe TpyaoBOro 3akoHodaTenbcTBa Poccuitickon  depgepaumu,
3aKoHogatenbctBa Poccuitckoit  Pepepaumm B chepe  oOxpaHbl
3[40pOBbA, BK/lOYAA MNpaBa rpaxgaH B chepe OXpaHbl 340POBbA,
3aKOHogaTesibcTBa  Poccuinickon  depgepauum 06 obpalieHumn
NleKapCTBEHHOrO  cpeacTtBa M 3aKoHogaTtenbcTBa  Poccuiickoit
dPepepaunm 06 obpalieHMM BUOMEANLMHCKOTO KIETOYHOMO NPOAYKTa

JononHutenbHble XapaKTepUCTUKU

HavmeHoBaHue Koa HanmeHoBaHMe 6a30BoOW rpynbl, 4OMXKHOCTM (Npodeccum)
OOKYyMeHTa WK CNELMaNbHOCTH
OK3 2131 Buonorun, 60TaHMKM, 30071011 U CNELMANNCTDI POACTBEHHbIX
3aHATUN
oKknAgTtp 20327 Brnoxnmmk
24394 HayuHblit coTpyaHuk (B obnactu buonoruu)
24395 HayuHbI coTpyaHWK (B 06nacTu 6akTepnonorum u
dapmaKkonorum)
24397 Hay4Hblit coTpyaHuK (B 061aCTU MegULMHbI)
OKCO 3.30.05.01 MeamunHcKaa brnoxmmmn

3.2.1. TpypoBasa GpyHKUUA

Pa3paboTKa NpoTOKOAa, NAaHa, MPOrpPamMMmbl
AOK/IMHNYECKOTO UCCNe0BaHMA
NeKapcTBeHHOro cpeAacTBa Ann

HanmeHoBaH | MegUUMHCKOrO NPUMEHEHUA Yposetb
P ’ Kog |B/01.7 | (noayposeHb) | 7
ne 6MOMEANLMHCKOTO KNETOYHOIO NPOAYKTa,
KBaMbMKaumnm

TEXHUYECKOro UCMbITaHNA U
TOKCUKOIOTMHYECKOro nccneaoBaHma
(vcnbiTaHMA) MmeguUMHCKOro n3aenuns

MpoucxoxaeHue
TPYAoBOM GYHKUMUM

OpuruHan

3anmcTBOBaHO
M3 opurnHana

X

Kogp, PerncrpaumoHHbIn
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OpurnHana HOMeEpP

npodeccnoHanbHoro
CTaHgapTa
Tpyaosble aencreuns dopmynnpoBsKa obocHoBaHUA AOKNNHNYECKOTO nccnenoBaHuA

NIeKapCTBEHHOTO cpeacTtsa ans MeaNLUMHCKOro npUMeHeHus,
OMOMEANLMHCKOTO K/JETOYHOro MPOAYKTa, TEXHMYECKOro WCMbITaHUS W
TOKCUKO/IOTMYECKOro UCCNeloBaHUA (UCMbITaHMA) MeAULMHCKOTO U3aenusa

Onuncanue u,eneﬁ n 3adad AOKNNHNYeCKoro nccnenoBaHuA
NEeKapCTBEHHOIO cpenctea AanAa MmeanumnHCKOro NPUMEHEHNA,
6VIOM€,EI,VILI,VIHCKOFO KNeToO4YHOro npoAayKta, TeXHU4YeCKoro ucnbiTaHnAa wu
TOKCUKO/1IOTn4yeCKoro nccaeanosaHmAa (VICI'IbITaHVIﬂ) MeaunLumnMHCKOro nsaenuna

CoctaBneHue LI,VI3al7IHa AOKNNHNYECKOIo mnccnenoBaHMA NeKapCTtBeHHOro
cpencTea ana MmegununmHCKOro NPpUMeHeHUA, 6MOM€[],VILI,MHCKOFO
KNIE€TOYHOro npoAayKTta, TeXHUYeCKOoro UcnbiTaHnAa MU TOKCUKO/10TMYeCKoro
nccnenoBaHuA (VICI'IbITaHMH) MeanumnMHCKOro nsaenuna

Pa3paboTKa Kputepmes oLeHKM 3PpPEeKTUBHOCTH, KayecTBa M 6e30nacHOCTH
NeKapCTBEHHbIX cpeacTs ans MeANLMHCKOro npUMeHeHus,
6MOMEANLMNHCKNX KNETOUYHbIX NPOAYKTOB

CoctaBneHve nabopaToOpHbIX aNrOPUTMOB OUEHKU  3PPEKTUBHOCTH,
KayecTBa M 6€30MacHOCTU NEeKapCTBEHHbIX CPeacTB A1A MeAMUMHCKOro
NPMMeHeHWA, BUOMEANLIMHCKMX KNETOYHDBIX NPOAYKTOB

OnucaHWe CTAaTUCTUMYECKMX MeTogoB Ans  06paboTKM  pesynbTaToB
JOK/IMHUYECKOTO  UCCNE0BaHUA  JIEKAPCTBEHHOTO  CPeacTBa  ANS
MeAMLMHCKOrO MpUMEHEHUA, BUOMEOMUMHCKOTO KIETOYHOrO MPOAYKTa,
TEXHUYECKOTO  WCMbITAaHUA UM TOKCMKOJIOTMYECKOro  UCCef0BaHMUA
(ncnbiTaHMA) MegULMHCKOTO N3aenuns

OnucaHue gencTenin no obecneyeHunto KayecTBa IEKapPCTBEHHOIO CPeACTBa
ONA  MEeAMUMHCKOTO  NpUMeHeHusa, OUMOMeaMLUMHCKOrO  K/IeTOYHOro
NPOAYKTa, TEXHUYECKOTO UCMNbITaHMA U TOKCUKOJIOTMYECKOTO UCCNeL0BaHMsA
(ncnbiTaHMA) MegULMHCKOTO N3aenuns

Onucanue 3TNYeCKuUxX acCneKkToB AOKNNHNYECKOro nccnenoBaHuAa
NeKapCcTtBeHHOro cpenctea AanAa MmeanunMHCKoro NPUMEHEHNA,
6VIOMELI,MLI,VIHCKOFO KNEeTO4YHOro npoAayKta, TeXHUYeCKoro ucnbiTaHnAa wu
TOKCUKO/1IOTn4yeCKoro nccaeaosaHmA (VICI'lbITaHVIH) MeanumnMHCKOro nsagenuna

Onucanue pa6OTbI C  A3dHHbIMKM  OOKIMHUYECKOIoO  MccnenoBaHUA
NEKapPCTBEHHOIO cpencrtea AanAa MeanLmMHCKOro NnPpUMEHEHUA,
6MOMEAVILI,MHCKOFO KNEeTOYHOro npoAaykKkta, TeEXHUYECKOro wucnbiTaHnAa wu
TOKCUKO/TOTNM4eCKoro nccnenoBaHuA (VICI'IbITaHVIFI) MeaunLMHCKOro nsaenna
n segeHne JOKymeHTauun, B TOM HMCne B 3/IEKTPOHHOM BUaE

Heobxoanmble ymeHUs

0O60cHOBbIBATb 3Ha4YMMOCTb AOKNNHNYeCKoro nccnengoBaHuA
NeKapCcTtBeHHOro cpeactea AanAa MmeanunHCKoro npuMeHeHuAa,
6VIOME,EI,VILI,VIHCKOFO KNeTO4YHOro npoAayKta, TeXHU4YeCKoro ucnbiTaHnA wu
TOKCUKO/TIOTN4YeCKOoro nccaneaosaHmA (MCFIbITaHWr'I) MeagnLMHCKOro nsagenuna




OnucbiBaTb Luenun n 3a4a4un AOKNNHNYEeCKoro ncecnenoBaHuMA
NEeKapCTBEHHOIO cpenctea AanAa MmeanumnHCKOro nNPpUMEHEHUA,
6MOM€,£I,MLI,MHCKOFO KNEeTOYHOro npoAayKta, TeXHUYECKOro ucnbiTaHnAa w”
TOKCUKO/TIOTNM4eCKoro nccneaosaHmA (MCFIbITaHMFI) MeagnLMHCKOro nsagenuna

CoctaBnatb  AM3aMH U CXeMy  [OK/IMHMYECKOro  ucc/ieaoBaHus
NIeKapCTBEHHOTO cpeacTtsa ans MeaNLUMHCKOro npUMeHeHus,
6MOMEANLUMHCKOTO KJAETOYHOro MPOAYKTa, TEXHUYECKOro MCMbITaHUAa WU
TOKCUKO/IOTMYECKOro UCCNeloBaHUA (UCMbITaHMA) MeAULMHCKOTO U3aenusa

PaspabatbiBaTb  KpUTEpPUM  OUEHKM 3PDEKTUBHOCTM, KayecTBa W
6e30MacHOCTM NIeKAPCTBEHHbIX CPEACTB A1 MEeAULMHCKOTO NPUMEHeHMs,
BUOMEANUMHCKMX KNETOUHbIX NPOAYKTOB

OnucbiBaTb CTaTUCTUYECKME MeToabl A1A 06paboTKM  pesynbTaTtos
OOKAMHUYECKOrO  MUCCNe0BaHMA  /IeKapCTBEHHbIX  CPpeacTB  ANA
MEAMLMHCKOTO NPUMEHEHNA, BUOMEANLMHCKMX KNETOYHbIX NPOAYKTOB,
TEXHUYECKUX  UCMbITAHMIA U TOKCUKONOTMYECKMX  MCCNedoBaHUiA
(McnbiTaHWiA) MeANUUHCKUX U3aennit

OnucbiBaTb AencTBMA MO  0OEcnevyeHnto KavyecTBa AOK/JIMHUYECKOrO
nccnefoBaHUA NEKAPCTBEHHbIX CPeACTB AN MEAULMHCKOTO NPUMEHEHUS,
OMOMEOUUMHCKMX KNETOYHbIX MPOAYKTOB, TEXHUYECKUX WCMbITAHUN W
TOKCUKONOTMYECKUX UCCIef0BaHNM (MCMbITAaHUI) MeaULMHCKUX U3LeNnii

OnucbiBaTb 3Th4ecKkune dCMeKTbl AOKNINHNYeCKoro nccnegoBaHuAa
NeKapCcTBeHHOIo cpenctea AanAa MmeanunMHCKOro NnPpUMeEHeEHUA,
6MOMEAMLI,MHCKOFO KNeTO4YHOro npoAayKta, TeXHUYeCKOoro ucnbiTaHnAa wu
TOKCUKO/TIOTn4yeCKoro nccneaosaHmA (MCI'IbITaHMFl) MeanumMHCKOro nsagenuna

OnucbiBaTb  paboTy C  AaHHBIMW  AOKAMHWYECKOrO  MCCAeAoBaHuA
NleKapcTBeHHOro  cpeActea  AaA MeZUNLMHCKOro NPUMeHeHus,
BUOMEANLMHCKOTO KNETOYHOrO MPOAYKTa, TEXHUYECKOro WCMbITaHUA W
TOKCUKONOMMUYECKOro nccneaosaHma (McnbiTaHUA) meauLMHCKOro u3aenms
N BECTU AOKYMEHTALIMIO, B TOM YMNC/IE B 3/1IEKTPOHHOM BUae

Heobxogumbie 3HaHUSA

OCHOBbI KNETOYHON N MOJIEKYNAPHOM BMOOrMKU, aHATOMUK, HOPMASIbHOM
M NaTo/IorMyeckon Gpusnonormu

MpaBuna w cnocobbl nonyyeHus 6OuonorMyeckoro martepuana Aans
NabopaTopHbIX UccnegoBaHuUi (MCNbITaHUIA)

MpuHUMNBI NabopaTOPHbIX METOA0B UCCAeA0BaHUN (MCMbITAHWIA)

O6U.l,aﬂ KINMHNUYECKaA CMMNTOMATUKA MOpPa*XeHUA pPa3/IndHbIX OPraHoB U
cncrem opraHunama 4enoseka C  Uenbkd  NOoArotoBKkM U OLLEHKM
TPAHCNAUNOHHDbIX MOAEI‘IEﬁ Ha 3KCNePUMEHTA/IbHbIX }XNBOTHbIX

STnonorua, natoreHes, K/AWHMUKA, npuHUUNbI NevYeHna wun I'IpOd)I/II'IaKTI/IKI/I
3aboseBaHMN YenoBekKa ¢ Uuenbo NoArotoBKMU U OLLEHKUN TPAHCNAUNOHHDBIX
MOAGI’IEVI Ha 3KCNEPUMEHTAJIbHbIX XKNBOTHbIX

Bapunauua nabopaTopHbIX pesynbTaToB U ee BAUAHWE Ha nabopaTopHble
nccnenoBaHUA

CDapMaKOKMHeTMKa n d)apMaKOAVIHaMMKa NNEeKapCTBEHHOro cpeacrtea AnA




MegnunHCKOro npumeHeHuA

Cratuctuyeckme meTtoabl 06paboTKK pe3yibTaToB AAHHbIX AOK/JIMHUYECKUX
nccnenoBaHUM NeKapCTBEHHbIX CPeACTB A1A MeAULMHCKOTO NPUMEHEHMA,
OMOMEANLUMHCKUX KNETOYHbIX MPOAYKTOB W TEXHUYECKUX MCMbITaHUM U
TOKCUKOIOTUYECKMX UCCNe0BaHUI (MCMbITaHMIA) MeAULIMHCKUX U3aeNni

CtaHpgaptel B 06/1aCTM  KayecTBa /JIEKApPCTBEHHbIX CPeacTB  ANA
MEAMUMHCKOTO NPUMEHEHNA, BUOMEANUMHCKMX KNETOYHbIX NPOAYKTOB,
TEXHUYECKUX  UCMbITAHUA U TOKCMKONOTMYECKMX  MCCeoBaHUiA
(ncnbITaHMin) MeaMUUMHCKUX U3aenni

JTUYECKMEe HOPMbl NPOBEAEHUA  [OKJAMHMYECKOro  UCC/ea0BaHUs
JIeKapCTBEHHbIX cpeacts ans MeANLMHCKOro NpUMeHeHuUs,
HMOMEANLIMHCKMX KNETOYHbIX MPOAYKTOB, TEXHUYECKUX WCMbITaHUN U
TOKCUKONOMMUYECKUX UCCNeA0BaHNI (MCMbITaHU) MeaULMHCKUX N3AeNuni

MNpuHUMNbI NpoBeaeHnA 3TUYeECKOM 9KCNepTn3bl

Apyrue
XapaKTepUCTUKK

3.2.2. Tpyposaa GpyHKUMUA

nA
HammeHoBaH A

ne

MposegeHune LOKNMHMYECKOro
MUCCNef0BaHMA JIEKAPCTBEHHOIO CpeacTsa

MeANLIMHCKOTO npuUMeHeHus, YpoBeHb

BUOMEANLIMHCKOTO KAeTo4dHoro npoaykra,| Koa |B/02.7 | (noayposeHb) | 7
TEXHUYECKOro ncnbiTaHUA " KBaNMbUKaumm
TOKCUMKOIOTMYECKOT0o nccnefoBaHus
(ucnbiTaHMA) MegULMHCKOTO n3aenuns

MpouncxoxgeHue
TPY[0BOM QYHKLUM

3anmcTBOBaHO

OpuruHan X
N3 opurnHana

Kog, PernctpaumnoHHbIi
opurMHana Homep
npodeccnmoHanbHOro
CTaHpapTa

TpyaoBble aencTeuns

NaeHTudMKauma, mapknuposka, obpaboTka, oTbop Npob, ncnosib3oBaHue,
XpaHEHWE U YHUUYTOXKEeHMe (yTuamsauma) 6uosorMyeckoro martepuana,
NIeKapCTBEHHOTO  CpeacTBa  AfA MeAMULMHCKOro NPUMEHEHUs,
HUOMEANLMHCKOTO KETOYHOTO NPOAYKTa

OpraHusaumsa ob6CnyKMBaHUS U MOBEPKU M3MEpPUTE/IbHbIX Npnbopos U
obopyaoBaHun

anFOTOBHEHMG PEAKTUBOB, NNTATE/IbHbIX Cpea, KOPMOB

BeaeHue AOKYMeHTaLMUK, B TOM YUC/IE B 3/IEKTPOHHOM BuAe




Mpvem, TPaHCMOPTMPOBKA, PasmelleHue, OnucaHue, WAEHTUOUKALMSA
6uoNorMyeckoro matepumana u TeCT-cMcTem

BbinonHeHWe AOKAMHUYECKUX UCCeA0BaHNUMN IEKAaPCTBEHHbIX CpeacTs AA
MEeANUMHCKOro NpUMeHeHUs, BUOMEANLMHCKMX KIETOYHbIX NPOAYKTOB, a
TaK)Ke BbINO/NHEHME TEeXHUYECKMUX WCMbITaHUA U  TOKCUKOIOTUYECKUX
nccnefoBaHnit (MCNbITaHUI) MeAULMHCKUX U3AENNI COrNacHO npasBuiam
Hagnexallen n1abopaTopHOM NPaAKTUKK, NPaBMIaM Haa exKallen npakTUKn
no pabote c BUOMeANLMHCKMMM KNETOYHbIMK NpoayKTamm, COMM

Heobxoanmble ymeHUs

NaoeHTudmumpoBatb, MapKMpoBaTb, 06pabaTtbiBaTb, OTOMpaTb NPOOLI,
MCMNONb30BaTb, XPaHUTb U YHWUYTOXKATb (YTUAM3MPOBATb) BMONOrMYECKUI
MaTepuas, NeKapcTBEHHble CPeAcTBa A1 MeAMLMHCKOrO NMpUMEHEHMUs,
buomMeAMUMHCKME KNETOUYHbIE MPOAYKTbI

OpraHu130BbIBaTb 06CNYKMBAHWE N NOBEPKY U3MEPUTENbHbIX NPUBOPOB U
obopynoBaHua

MoAaroTaBaAnMBaTb PEAKTUBbI, MUTaTE/IbHbIE Cpeabl, KopMa

OnucobiBaTh, M,D,EHTM(I)MLI,MPOBaTb 6uonornyeckuit maTtepunan wu TecCT-
cncrembl

BecTu [OKYMEHTALMIO, B TOM YUC/E B SEKTPOHHOM BUAE

Mpon3BoAUTb  CTAaTUCTUYECKYID 00paboTKy AaHHbIX  MCC/eAoBaHUM
NeKapCTBEHHbIX cpeacTs ana MeULMHCKOro npUmMeHeHus,
BUOMEAUNLIMHCKUX KAETOUYHbIX MPOAYKTOB, TEXHUYECKUX WCNbITaHUIA W
TOKCUKONOMMUYECKUX UCCIeA0BaHNI (MCMbITaHU) MeAULMHCKUX N3AeNni

Cobntopatbh NpaBuia Hagnexalwer nabopaTopHON NPAKTUMKKM, npaBwua
Hag/exalen NpakTMKM no pabote ¢ BUOMEAUUMHCKMMWU KAETOYHbIMMU
NpoAyKTamm

Heobxoanmble 3HaHUA

MpuHUKMNBI MAeHTMd)MKaLI,MM 61onornyeckoro maTepuana, 1eKkapCcrBeHHOoro
cpenctea ana MmegunumnMHCKOro NPUMeHeEHNA, 6MOM€AML],MHCKOFO
KNI€TOYHOro NpoAayKktTa u meaunumHCKnX M3AEJ'IMI7I

MpuHuMNbl  onucaHua 6MOMOrMYEcKoro MaTtepuana, J1IeKapCTBEHHOMo
cpeactBa A9 MEAMUMHCKOTO  NpUMeHeHus,  BuomeamuuHCKOro
KNETOYHOrO  MPOAYKTa, MeAMLUMHCKOro wusgenva (ero  npupoza
MPOUCXOXKLEHUSA N XaPAKTEPUCTUKMN)

MPUHUMNBI  MEeTOAO0B  AOKAMHUYECKMX WUCCAeA0BaHMIA JIeKapPCTBEHHbIX
CpeacTs A1 MeANLMHCKOro NpumeHeHnsa, BUoOMEeAULMHCKOrO KNeTOYHOro
NPOAYKTa, TEXHUYECKOTO MUCMbITaHMA M TOKCMKONOMMYECKOro MCCae0BaHmMsA
(ucnbiTaHMA) MegUUMHCKOTO N3aenuns

MeToabl  cTaTUCTMYeCKOWM  0B6pPaboTKM  AaHHbIX  AOKAMHUYECKUX
nccneaoBaHUn IEKAPCTBEHHbIX CPeACTB A MeAULIMHCKOrO NPpUMEHeHUs,
BUOMEANLIMHCKNX KNETOUYHbIX MPOAYKTOB, TEXHUYECKMX WCMbITaHUIA W
TOKCUKONOMMUYECKUX UCCIeA0BaHNI (UCMbITaHNI) MeAMLMHCKUX U3aenmnii

Bnabl m XapPaKTeEPUCTUKN WUCMNbITATE/IbHbIX CUCTEM, MNCNOJIb3yEMbIX ON1A
AOKNNHNYECKUX MCCﬂeAOBaHMﬁ NEeKapCTBEHHDbIX cpeacte Aana
MeONUUNHCKOTO MNMpUMeHEeHUA, 6VIOM€,£I,VILI,VIHCKVIX KNIETOYHbLIX NMPOAYKTOB,




TEXHUYECKUX  UCMbITAHUA U TOKCMKONOTMYECKMX  UCCNeoBaHMUM
(ncnbITaHMin) MeaMUUMHCKUX U3aenni

HopmatmBHble npaBoBble akTbl No pabote C  MCNO/Ab30BaHUEM
3KCNEPUMEHTA/IbHbIX YKMBOTHbIX MPU  MNPOBEAEHUU  AOKJANHUYECKOro
nccnenoBaHUA IEKAPCTBEHHbIX CPEACTB A8 MEeANLMHCKOrO NPUMEHEHUA,
OMOMEANUMHCKUX KNETOYHbIX MPOAYKTOB, TEXHUMYECKUX MCMbITaHUI W
TOKCUKOIOTMYECKMUX UCCNe0BaHUI (MCMbITaHUIA) MeAULIMHCKMX U3AeNnii

Cpe,ﬂ,CTBa, METOoAbl N TEXHONO0TUN I'IpO(bMﬂaKTMKM, ANAarHOCTUKN N neveHunA
3a6OHEBaHMﬂ, Mmoaennpyemoro B AOK/IMHNYEeCKOM  uccnegoBaHum
NEeKapCTBEHHOIO cpenctea AanAa MmeanumnHCKOro NPUMEHEHNA,
6VIOM€,EI,VILI,VIHCKOFO KNeToO4YHOro npoAayKta, TeXHU4YeCKoro ucnbiTaHnAa wu
TOKCUKO/1IOTn4yeCKoro nccaeanosaHmAa (VICI'IbITaHVIFI) MeaunLumnMHCKOro nsaenuna

[ OKYMEHTUPOBaHHbIE KPUTEPUM, KOTOPLIM HEOBXOAMMO COOTBETCTBOBATb
ONA YCNEwWHOoro 3aBeplleHMs 3Tana MCNbiTaHuA (MccnepoBaHuaA) uau
BbINO/IHEHUA TPebOoBaHUI NOCTaBKM (KPUTEPUM NPUEMKM) pPe3ynbTaToB
OOK/IMHUYECKOTO  UCCNeAOBaHWA  /IeKAapCTBEHHOTO  CpeacTBa  AAA
MeAMLMHCKOro NpUMeEHEHUA, BUOMEONLMHCKOTO K/ETOYHOro MNPOAYKTa,
TEXHUYECKOTO  WCMbITAaHMA UM TOKCMKO/IOTMYECKOro  MccnegoBaHMA
(McnblTaHMA) MeAULMHCKOTO U3aenun

Apyrue
XapaKTEePUCTUKM

3.2.3. TpypoBaa GpyHKUMUA

MpouncxoxaeHue
TPYA0BOM GYHKLUM

ObecneyeHune KayecTBa NpoBeaeHUs
OOKANHMYECKOro UccneaoBaHmA
JIeKapCTBEHHOTO cpeacTBa ANA
HanmeHoBaH Mep,mpu,MHCKoro npf/)IMpéHeHlf;l Yposerb
’ Koa |B/03.7 | (noayposeHb) | 7
ne H6MOMEeaUUMHCKOro KNETOYHOTO NPOAYKTa U
KBanmMdmKkaumnm
TEXHWUYECKOrO UCNbITAHWUSA U
TOKCUMKOI0TMYECKOTo UCCNef0BaHMUA
(vcnbiTaHMA) MeguLMHCKOTO n3aenuns
3anmcTBOBaHO
OpuruHan X
M3 opurnHana
Koa PernctpaumnoHHbIi
opuUrnHana HOomep
npo¢deccnoHanbHOro
CTaHgapTa

TpyaoBble aencTeuns

Paspabotka COIll, B KOTOpbIX MNOAPO6GHO M NocCNeAoBaTe/ibHO OMNMcaH
NOpPAAOK OCYLLECTBAEHUA BCeX NabopaTopHbIX onepaumii

CobntogeHne npaBua Hagnexkalen nabopaTopHOM MPAKTUKU UM NpaBun
Hag/exallen NpPakTUKM No paboTe ¢ BUOMEANUMHCKMMU KIAETOYHbIMM
NpPoAyKTamMm




CuctemaTtmyeckas npoBepka cobatogeHma CONM

MpoBeseHMEe MHCMAEKUMM C UEeNbl0 MNOATBEPKAEHMA COOTBETCTBUA
NUCCNefoBaHUA MpaBuiaM  HagnexKalwen nabopaTopHOM MPaKTUKKM U
npasuiam Hagnexawen npakTUKn no pabote ¢ HGUMOMEANLMHCKUMMU
KNETOYHbIMM MPOAYKTAMM, [OCTYNHOCTM MEepCoHany, ydacTBylowemy B
nccnefoBaHUK, NPOTOKOAY, NAaHy, NPorpamme nccnenoBaHumA

MpoBepKa 3aKNOUYUTENIbHLIX OTYETOB ANSA NOATBEP)KAEHWA TOro, YTo
MeToZbl, npoueaypbl, HabnwogeHUAs WU pPe3ynbTaTbl U3/0MKEHbI TOYHO U
MONHOCTbIO M B MONHOW Mepe OTpaxKaloT MepBUYHble AaHHble
OOK/IMHUYECKMX  WUCCNef0BaHMIM  IeKapCTBEHHOTO  CpeacTBa  ANs
MEAMUMHCKOTO MPUMEHEHUSA, BMOMEAMUMHCKOTO KIETOYHOro NpoayKTa,
TEXHUYECKOrO  MUCMbITaHWUA UM TOKCMKOMIOTMYECKOTro  UCC/eg0BaHus
(ncnbiTaHMA) MeguLMHCKOTO N3aenuns

ObecnevyeHne COOTBETCTBYIOWMX YCOBUI ana cbopa, XpaHeHMA U BblBO3a
MeAMLMHCKMX OTXOA0B, BbITOBbIX OTXOA0B, @ TaKKe WX AEe3aKTUBALUMM U
nocaeaytoLen TPaHCNOPTUPOBKM

OpraHusauma TEeXHUYECKOTOo OOCNYXKMBAHUA, Ka/JIMOPOBKKU, OUYUCTKMU
obopynoBaHus

NaeHTMdMKaUmMA nccaeayembiX BELLECTB, SIeKapCcTBEHHOro cpeacTsa Ans
MEANLMHCKOro NpuUmeHeHus, BUoOMeaNLUHCKOrO KAETOYHOro NpPoayKTa u
MeANLMHCKUX U34ennit

ObecneyeHne HagNexalWMX YCAOBUA [ANA  pasMEeLLEeHMA, XPaHEeHwUs,
06paboTkKM M comepraHua  OMONOTMYECKMX  TecT-cuctem  aaa
OOK/MHUYECKUX  WUCCNEAOBaHMWA  NIEKApPCTBEHHbIX  cpeacts  Ans
MEAMUMHCKOTO NPUMEHEHNA, BUOMEANUMHCKMX KNETOYHbIX NPOAYKTOB,
TEXHUYECKOTO  UCMbITAaHMAT U TOKCMKONOTMYECKOro  MCCNeAoBaHUM
(McnbITaHWIA) MEeOUUMHCKUX U34eNnit

Heobxoanmbie ymeHUs

Moarotaenmsatb COM ans Bcex NabopaTopHbIX onepawmii

Cobntopatb npaBuaa Hagsexallelr nabopaTopHON MPaKTMKM M nNpasuaa
Hag/exalen NpakTMKM no pabote ¢ BUOMEAUUMHCKMMWU KAETOYHbIMMU
NpPoAyKTamM

ObecneunBaTb CMCTEMATMYECKYIO NPOBEpPKY cobatoaeHns COT

npOBOAMTb MHCNEeKUMo C Uenbko  noarBepxaeHmA  COOTBETCTBUA
nccnegoBaHMAa npasuviam Ha,a,nemau.l,eﬁ na6opaTopHoi/'1 NPaKTUKN "
npasuiaam Ha,a,nemau.l,eﬁ NPaKTUKN no pa60Te c 6MOMGAMLI,MHCKMMM
KNEeTOYHbIMKN NPOAYKTaMK, AOCTYNMHOCTU NnepCoHany, y4dacTeywullemy B
nccnegoBaHuUun, NPOTOKOANY, NaHy, Nporpamme nccnegosaHmAa

Mpon3BoAUTb NPOBEPKY 3aKAHUYMTE/NbHbIX OTYETOB ANA NOATBEPMHAEHMSA
TOro, 4To MeToApl, Npoueaypbl, HabAlOAEHUA U pPe3ynbTaTbl U3/0MKeEHbI
TOYHO WM MONHOCTbIO M B NOJIHOW Mepe OTPa)KaloT NepBUYHbIE AaHHble
OOKIMHUYECKOrO  UCCNeA0BaHUA  NIeKapCTBEHHOro  cpeactBa  AnA
MeAMUMHCKOTO MPUMEHEHUs, BMOMEANLMHCKOTO KAeTOYHOro NpoaykKTa,
TEXHUYECKOr0  MUCMbITaHUA U TOKCMKONOrMYECKOro  UccienoBaHus
(ucnbiTaHMA) MeguUMHCKOTO N3aenuns




ObecneunBaTb COOTBETCTBYIOLLME YC0BUA AN COOpa, XpaHeHMs M BbiBO3a
MeAMLMHCKUX OTXOA0B, BbITOBbIX OTXOA0B, @ TaKKe WX AEe3aKTUBALMM U
nocaeayloLLen TPaHCNoPTUPOBKM

OpraHmM3oBbIBaTb TexHWYeckoe 06CAyKMBAHWE, KaAZAMOPOBKY, OYMCTKY
obopynoBaHus

M,ﬂ,eHTMd)MLI,MpOBaTb nccnegyemble BelwecTBa, JieKapCTBeHHbIE CpeacTBa
ana meanumnHCKoro npumeHeHus, 6MOMeAMLI,MHCKMe KNETOYHblE NPOAYKTbI
n meanumnHCKne nsgenna

ObecneumBaTb Haanexaliyue YC/AOBUA [N1A pPasMeLlleHUs, XpaHeHus,
06paboTKN N cogepKaHMa BUONOTMYECKUX TECT-CUCTEM ANA NMPOBEeAEHUA
OOK/NIMHUYECKOTO  MCCNeAoBaHMA  JIeKapCTBEHHOro  cpeacTBa  AAs
MeAMLMHCKOTrO MpUMEHeHUs, BUOMEANLMHCKOrO KAETOYHOro MPOAYKTa,
TEXHUYECKOr0  UCMbITaHUA U TOKCMKONOFMYECKOro  UccnenoBaHus
(cnbiTaHMA) MeguUMHCKOrO N3aenuns

Heobxogumbie 3HaHUSA

MocnenoBaTeNbHOCTb M XapaKTepuCTMKa nabopaTopHbIX onepauuii B
LOKAMHUYECKOM UCCNef0BaHMM

MpaBuna Hagnexkawel NabopaTopHOM MPAKTUKKU, NpaBuaa HagnexKallein
NPaKTUKKM No paboTte ¢ BUOMESNUNHCKUMMN KNETOUYHBIMU MPOAYKTaMM

MeayHapoaHble M POCCUMCKME CcTaHgapTbl B 06nactM  KadvecTsa
NCCNefoBaHWUIA  JIEKAPCTBEHHOrO  CPeacTBa AN MEAMUMHCKOro
NPUMEHEHNsi, BMOMEAULIMHCKOIO KNETOYHOrO NpPOoAYyKTa, TEXHWUYECKOro
MCNbITaHNA n TOKCUKOJI0Tn4yecKoro nccnenoBaHuA (l/ICI'IbITaHVIFI)
MeaULUHCKOro nsgenmsa

MpuHUKMNBI Od)OpM}'IEHMFI OTYETHOM AOKYMeHTaUuMn, B TOM 4YuUCne B
3/1EKTPOHHOM BUAaE

TpeboBaHMA K MNOMeLLeHUsM, npeaHasHayeHHbIM A1s  NpoBeseHus
JOK/IMHUYECKOTO  UCCNE0BaHUA  JIEKAPCTBEHHOTO  CPeacTBa  AJA
MEeAMUMHCKOTO MPUMEHEHUS, BMOMEANUMHCKOTO KIETOYHOro NpoayKTa,
TEXHUYECKOrO  MUCMbITaHUA UM TOKCMKONOTMYECKOro  UCCiefoBaHus
(ucnbiTaHMA) MeguLMHCKOTO N3aenuns

TpeboBaHua K obopygoBaHMIO, NpeAHAsHAaYeEHHOMY AAA MPOBEAEHUA
AOK/IMHUYECKOTO  UCCNeAOBaHMA  NIeKAapCTBEHHOrO  cpeacTBa  AAA
MeAMLMHCKOrO NpUMeHEHUs, BUOMEIUUMHCKOTO K/IETOYHOro MNPOAYKTa,
TEXHUYECKOTO  WCMbITAaHUA UM TOKCMKO/IOTMYECKOro  MCCNef0BaHMUA
(McnbITaHMA) MeAULMHCKOTO u3aenms

XapaKTepucTMkn 6MON0rMYECKNX NUCMbITaTeNbHbIX CUCTEM A1 NPoBeAeHUA
OOK/VHNYECKOrO  UCCeAoBaHUA  JIEKAapCTBEHHOro  cpeacTtea AnA
MEAMLMHCKOTO MPUMEHEHUA, BMOMEANLIMHCKOTO K/AETOYHOro NPOAYKTa,
TEXHUYECKOr0  MUCMbITaHUA UM TOKCMKOMIOFMYECKOro  UccieaoBaHus
(cnbiTaHMA) MeguUMHCKOro n3aenuns

Apyrve
XapPaKTePUCTUKHN

3.3. 0606wWweHHan TpyaoBan GyHKLUMUA




Pa3pa60TKa M BbINO/IHEHNE KTNMHNYECKOTO
ncecnenoBaHMA NeKapCTBEHHONO npenapara
ana megnunHCKOro npumeHeHusA,

HanvmeHoBaH YpoBeHb
6MOMEeaMUMHCKOro KNETOYHOTO NPOAYKTa, Koa C 7
ne KBaMPUKauum
K/IMHUYECKOro U KNIMHUKO-NabopaTopHOro
UCNbITaHWUSA (MccnenoBaHMA) MeaULMHCKOTO
nsgoenuns
MpoucxoxaeHue
o o 3anmcTBOBaHO
0606ueHHOM Tpyaosow | OpurmHan X
M3 opurnHana
$YyHKUMM
Kog, PernctpaumnoHHbIi
opuruHana HOomep
npodeccnmoHanbHOro
CTaHpapTa

Bo3moxHble
HaMMeHOBaHuA
[ONKHOCTEN, npodeccnin

Mnagwmnin Hay4HbIN COTPYAHUK
HayuHblit cOTpyaHUK

TpeboBaHuAa K
06pasoBaHUtoO U
obyyeHuo

Bobiclwee o6pasoBaHue - cneumanmTeT No cneunanbHoOCTH
"MeanumnHcKas buoxmmma”

TpeboBaHMWA K ONbITY
npaKkTUYeckol paboTsbl

Ocobble ycnoBua aonycka
K pabote

MpoxoxKaeHne 0b6a3aTeNbHbIX NpeaBapuUTesIbHbIX (MPY NOCTYNAEHUN Ha
paboTy) 1 Nepnoanyecknx meanuMHCKUX ocmoTpoBs (obcneaosaHuii), a
TaKKe BHeouyepeaHbIX MeOULMHCKMX OocMoTpoB (obcnenoBaHuit) B
nopsake, YCTaHOBNEHHOM 33aKOHOATEIbCTBOM Poccuitckoit
depepaunmn. OTcyTCTBME OFPAaHUYEHNIN HA 3aHATUE NPODECCUOHANbHOM
[eATeNbHOCTbIO, YCTAHOBNEHHbIX 3aKOHOAATeNbCTBOM Poccuitckoi
depepaunm

[pyrve xapakTepncTukm

C Lenbio npodeccuoHanbHOro
KBaNUPUKALLMOHHbIX KaTeropuii:

- [JonoNHUTENbHOE npodeccrmoHanbHoe 06pasoBaHMe (Mporpammel
NOBbIWEHMA KBaIMOUKALMK);

- obyyeHMe NO nNporpamMmmam MOATOTOBKM HAy4YHO-MeJarormyeckmx
KaZpoB B acCMUpPaHType;

- CTaXKMPOBKa3;

- TPEHWHTU B CUMYNIAILMOHHBIX LeHTPaXx;

- WCMNONb30BaHWE COBPEMEHHbIX AUCTAHUMOHHbLIX 06pa3oBaTeNbHbIX
TexHonorui (obpasosaTtenbHbIi NopTan 1 BebMHapbl);

- yyacTue B Cbe3aax, KoHrpeccax, KoHdepeHUmMax, MacTep-Knaccax
CobnoaeHne KoHOMAEHUMANbHOCTM WHPOPMAUMM O KAMHUYECKUX
ncCnefoBaHMAX  /IEKAPCTBEHHOro npenapata  Ans  MeAMUMHCKOro
npMMeHeHna,  BUOMEAMUMHCKOrO  KNETOYHOro  MpoayKTa  u

pocCTa n npumuceBoeHnA




KIMHNYECKOro N KNMHUKO-N1abopaTopHOro UCNbITaHMA (MccneaoBaHus)
MeAMLUHCKOro usaenusa

3HaHMe TpyaoBoro 3akoHogaTenbctsa Poccuitickon deaepaumn,
3aKoHogdaTenbcTBa Poccuiickolt  depepaumm B chepe  oxpaHbl
300pOBbA, BK/AOYAA NpaBa rpaxkaaH B chepe oxpaHbl 340POBbA,
3aKoHogatenbcTBa  Poccuitckoit depepauum 06  obpaweHun
NleKapCTBeHHOro  cpeactBa M 3aKoHogaTtenbcTsa  Poccuiickoit
depepaunm 06 obpaweHMN BUOMEANLMHCKOTO KETOYHOMo NPOoAyKTa

[ononHuTenbHble XapaKTepPUCTUKMU

HavmeHoBaHue Koa HanmeHoBaHMe 6a30B0W rpynmbl, 4OMXKHOCTM (Npodeccum)
OOKyMeHTa WK CNELMANbHOCTH
OK3 2131 Buonorun, 60TaHNKM, 30071011 N CNELMANNCTDI POACTBEHHbIX
3aHATUN
oKknagrtp 20327 Brnoxnmmk
24394 HayuHbI coTpyaHuK (B 0bnactu buonorum)
24395 HayuHbI coTpyaHWK (B 0bnactu 6akTepnonorum u
dapmaKkonorum)
24397 HayuHblit coTpyaHuK (B 061acTU MeguLmHbI)
OKCO 3.30.05.01 MeamunHcKaa brnoxmmmn

3.3.1. TpypoBaa ¢pyHKUMUA

Pa3paboTKa NpoToOKoAa, N/aHa, Mporpammsl
KNMHUYECKOTO UCC/Ie0BaHNA
JleKapCTBEHHOTO NpenapaTa ann
HavmeHoBaH Mep,mpu,MHCKoro anMQHpeHVIFIA Yposerb
’ Koa |C/01.7 | (noayposeHb) | 7
ne 6UoOMeAMLIMHCKOrO KNETOUYHOTO NPOoAYKTa,
KBanmudmKkaumnm
KNMHUYECKOTO U KMHUKO-NabopaTopHOro
UCNbITaHWUA (MccneaoBaHMA) MeaULMHCKOTo
nsgenus
MpoucxoxaeHme 3aMMCTBOBaHO
P o A OpuruHan X
TPYA0BOM GYHKUUM 13 opurnHana
Koa PernctpaumnoHHbIi
opurnHana Homep
npo¢deccnoHanbHOro
CTaHAapTa
TpynoBble aencTema dopmynmpoBKa obocHoBaHuA KNMHUYECKOTO nccnenoBaHus

NleKapcTBeHHOro  npenapaTa AN MeAMUMHCKOrO  NMpPUMEHEHMUs,
6UOMEANUMHCKOrO K/IeTOYHOro NPOAYKTa, KAUHUYECKOTO W  KJAMHWMKO-
NabopaTopHOro UcnbiTaHUA (MccnefoBaHUA) MeaULMHCKOro U3aenus
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OnucaHune uenen M 3a4ay KAMHUYECKOTO UCCNeaoBaHWUA NEeKapCTBEHHOrO
npenapata A4na  MeAMUMHCKOro  NpUMeHeHua, BUomMeanLUMHCKOro
KNETOYHOrO  MPOAYKTA, KAMHUYECKOr0 U  KAWHWUKO-NabopaTopHoro
McNbITaHUA (UCccNenoBaHUA) MeANLNHCKOTo U3aenusa

CocTaBneHMe au3aiiHa KAWMHMYECKOrO WUCCNeA0BaHUA /IeKapCTBEHHOTO
npenapata Ana  MeAMLUMHCKOrO  NpPUMeHeHua, BuomeamLMHCKOro
KNETOYHOTO  MNPOAYKTa, KAMHUYECKOTO U KAUMHUKO-NabopaTopHOro
ncnbiTaHMA (MccnenoBaHMA) MeAULMHCKOTO U3aenmsa

dopmMynMpoBKa KPUTEPUEB BK/OYEHUS M WUCKAKOYEHUA NAUMEHTOB M3
KAMHMYECKOTO  MCCNefoBaHMA  JIeKapCTBEHHOro  npenapata  gas
MEeAMULMHCKOIO NpUMeHeHUs, BUMOMEeANUMHCKOrO KAETOYHOro NPOAYKTa,
KIMHUYECKOTO U  K/JIMHWUKO-1abopaToOpHOro WCnbiTaHMA (MccnegoBaHms)
MeAMLMHCKOTo nsgenma

PaspaboTKa KpuTepmnes OUEHKM 3PEKTUBHOCTHM, KauecTBa M 6e3onacHoCTH
NEeKapCTBEHHbIX  MpenapatoB  ANA  MeAUUMHCKOTO  MPUMEHEHMS,
B6MOMEANUMHCKMX KNETOUYHBIX NPOAYKTOB M MeAUUMHCKUX U3aeNuni

CoctaBnieHne NnabopaTtopHbIX aANTOPUTMOB OLEHKM 3DPEKTUBHOCTH,
KayecTBa M 6€30MacHOCTM NEeKAPCTBEHHbIX NPENapaToB 419 MeAULMHCKOTO
npUMeHeHna, BUOMEANLMHCKUX KAETOUYHbIX MPOAYKTOB U MeAMUMHCKUX
nsgenni

OnuncaHnMe CTaTUCTMYECKUX MeToa0B  ANA O6pa6OTKM pe3ynbtaTtoB
KIMHN4YeCKoro nccnenoBaHumA 3¢¢EKTMBHOCTM, KauyecTBa M 6e3onacHocTu
NEeKapCTBEHHDbIX npenapartos ana MmegnunHCKoro NPUMEHEHNA,
6MOM€AMLI,MHCKOFO KNEeTO4YHOro npoAaykKTta, KAWHWUYECKOINo U KANHUKO-
na6opaTopHoro NCNbiTaHNA (VICC/'IEAOB&HMH) MmegununHCKOro nsaenua

Onucanne pgenctBun no obecneyeHUto 3PPEKTUBHOCTU, KayecTBa M
6e30MacHOCTM  JIeKapCTBEHHOro  npenapata A4  MeAMUMHCKOro
npUMeHeHna, BUOMeaNLIMHCKOrO KAETOYHOrO MPOAYKTa, KAUHUYECKOro U
KANMHUKO-NabopaTopHOro mchbiTaHUA (MccnefoBaHMA)  MeAMLMHCKOro
nspenmsa

OnucaHMe  3TMYECKMX  aCMeKTOB  K/AMHUMYECKOro  UcciedoBaHuMA
NeKapcTBeHHOro  npenapata A48  MeAMUMHCKOrO  MPUMEHEHUA,
6UOMEANLMHCKOrO K/IETOYHOrO MNPOAYKTa, KAUHUYECKOTO U  KJAMHWMKO-
NabopaTopHOro MUcnbiTaHUA (MccnesoBaHUA) MeOULMHCKOTO U3aenmns

Onucanue pa60TbI C OaHHbIMW W BeaeHue 3anucei, B TOM 4ucie B
3/1EKTPOHHOM BUAE

Heobxoanmbie ymeHus

OnucbiBaTb LEeAn U 3afa4u KIMHUYECKOro NCCAeaoBaHMA NeKapCTBEHHOTO
npenapata A4na  MeAMUMHCKOTO  NpUMeHeHua, BUomMeanLMHCKOro
KNETOYHOTO  MPOAYKTA, KAMHUYECKOTO U  KAWHWUKO-NabopaTopHoro
McnbITaHUA (UCcNefoBaHUA) MeANLNHCKOTO U3aenusa

CoctaBnatb  Au3allH M CXeMy  KAMHWYECKOro  UCCaeaoBaHuA
NleKapCcTBeHHOro  npenapata ANA  MeAMUMHCKOrO  MPUMEHEHMUS,
BUOMEANLIMHCKOrO K/AETOYHOrO NPOAYKTA, KAUHUYECKOTO U  KJANHWUKO-
NabopaTopHOro UcnbITaHUA (MccnefoBaHUA) MeAULMHCKOTO U3aenms




cDO]:)M\U]MF)OBaTb KpUtepunn BKAKOYEHNA U HEBKAKOYEHUA NAULMEHTOB B
KIMHN4YeCcKoe nccnengoBaHue NeKapCTBEHHOIO npenaparta Aana
MegnunHCKoOro npmmeHeHusA, 6MOME,CI,VILI,MHCKOI'O K/I€TOYHOro npoAaykKTa,
KIMHN4YeCKoe " KﬂMHMKO-ﬂaGOpaTOpHOG ncnbiTaHme (MCCJ’IE,D,OBaHMe)
MmegnunHCKoOro nsaenuna

PaspabatbiBaTb Kputepum oueHKn 3ddEeKTMBHOCTM, KadvecTBa W
6€30MacHOCTM  NEKAPCTBEHHbIX  MNpenapaTtoB  Aaa  MeAMUMHCKOro
npUMeHeHna, BUOMEANLMHCKUX KNETOYHbIX NPOAYKTOB, KAMHUYECKUX WU
KIMHUKO-1ab0paToOpPHbIX  UCMbITAaHWUA  (MCCnefoBaHUI)  MeAUUMHCKUX
n3aenmim

OnucbiBaTb CTATUCTMYECKME MeToabl pAns  06paboTkmM  pesynbraTos
KIMHUYECKOrO  MCCNegoBaHWA  JIeKAPCTBEHHbIX  NpenapaTtoB AN
MegnunHCKOro npumeHeHusa, 6MOM€,£I,VILI,VIHCKVIX KNIeTOYHbIX MPOAYKTOB,
KAMHUYECKUX W KIMHUKO-NabopaTopHbIX WCMbITaHMIA (MccnenoBaHWUic)
MeOMLMHCKMX U3aennii

OnucbiBaTb AenctBus no obecrneyeHUto 3GEEKTUBHOCTM, KayecTBa M
6e30MacHOCTM  NEeKApCTBEHHbIX  MNpenapaTtoB  And  MeAULMHCKOro
NPUMeHeHNA, BUOMEANLMHCKUX KNETOYHbIX NPOAYKTOB, KAMHUYECKUX WU
KAUHMKO-NabopaTopHbIX  MUCMbITaHUIM  (MccnegoBaHUA)  MeAMUMHCKUX
nsgenum

OnucbiBaTb  3TMYECKME  ACMEKTbl KAWMHMYECKOTO nccnefoBaHmA
JIEKAPCTBEHHOro  npenapata Aaa  MeAUUMHCKOro  MPUMEHEHMUA,
6MOMEOUUMHCKOrO KAETOYHOrO NPOAYKTA, KJAMHMYECKOTO W  KAMHWUKO-
NnabopaTopHOro UcnbiTaHUA (MCcCneaoBaHMA) MeANLMHCKOTO U3aenmsa

OnucbiBaTb paboTy C AaHHbLIMM M BecTM 3anucu, B TOM 4uucie B
3/1EKTPOHHOM BUAE

Heobxogumbie 3HaHUSA

CTpyKTypa U GYHKLMWU KNETOK, OPraHoB M CUCTEM OpraHM3ma 4YenoBeKa
(OCHOBbI KNETOYHOM U MONEKYNAPHOM BUONOIMM, aHATOMMUU, HOPMAJIbHOM
M naToJiorMyeckomn pusnonormm)

Mpasuna w cnocobbl NOJyYeHUs OUONOTMYECKOTO MaTepuana Ans
NabopaTopHbIX UccnenoBaHuUm

MpuHUMNBI  NabopPaTOPHbIX  METOL0B  KAMHMYECKMX  UCCAeaoBaHUM
NeKApCTBEHHbIX  MNpenapaToB A4  MEAMUMHCKOTO  NMpPUMEHEeHMs,
OUOMEANUMHCKUX KNETOYHbIX MPOAYKTOB, KJAMHUYECKMX U  KJAMHUKO-
NabopaTopHbIX UCMbITaHUI (MCCneaoBaHNN) MeANLMHCKUX U3aenni

O6LLI,aF| KINMHNYECKaA CMMNTOMAaTUKa noBpexXaeHnaAa pas3zinvyHbiX OpraHoB U
CncTtem OpraHM3ma 4enoBeKa

dTuonoruaA, naToreHes, KAMHUKA, NPUHUMUMbI leYeHMA U NPOOUNAKTUKM
3aboneBaHU YenoBeKa

Bapuauus nabopaTopHbIX pe3y/ibTaToB U ee BAWAHWE Ha NabopaTopHble
nccnepoBaHusA

dapmMaKkoKnHeTMKa U GpapmaKkoaMHaMMKa NeKapCcTBEHHOrO Npenaparta

CraTuctnyeckme meTobl 06pa6OTKl/I pe3ynbtaTtoB KIMHNYECKOro




nccnenoBaHMA — NIEKApPCTBEHHbIX — NpenapaTtoB  AnA  MeAULMHCKOro
NpUMeHeHuA, BUOMeANLMHCKUX KNETOYHbIX NPOAYKTOB U KAMHUYECKMX U
KNUHUKO-N1ab0paToOpHbIX  MUCMbITAaHUI  (MccnegoBaHUA)  MeAMUMHCKUX
nsaenmim

CtaHpaptel B 06/1aCTM  KayecTBa JIEKAPCTBEHHbIX MpenapatoB Ans
MEAMUMHCKOTO NPUMEHEHNs, BUOMEANUMHCKUX KIETOYHbIX MPOAYKTOB U
MeANUMHCKUX U34eNnit

3TUYeCKMe HOPMbl M NpaBa YYaCTHUKOB KAUMHMYECKOro uccaeaosaHuA
NeKapCTBEHHbIX  MpenapaToB  AAA  MeAMUMHCKOTO  MPUMEHEHMUS,
BUOMEANLMHCKUX KNETOUYHbIX MPOAYKTOB W KAMHUYECKUX U KAUHUKO-
NabopaTopHbIX UCMbITaHUI (McCneaoBaHNN) MeANLMHCKUX U3Aenni

MpUHLMNbI NPOBEAEHMA STUHECKOMN IKCNEePTMU3bI

Apyrve -
XapPaKTePUCTUKHN

3.3.2. TpypoBasa GpyHKUUA

MNpoBegeHne KAMHMYECKOro nccaesoBaHnA
JNIeKapCTBEHHOrO NpenapaTa aAna
MeONLMHCKOro NPUMEHEHNA YpoBeHb
HavmeHoBaH Al P ! P
e 6MoOMeaMUMHCKOro KNETOYHOTO NPOAYKTa, Kog |C/02.7 | (noaypoBeHb) 7
K/IMHUYECKOro U KIMHUKO-NabopaTopHOro KBaMbUKaumnm
UCNbITaHUSA (MccnenoBaHMA) MeAULMHCKOTO
n3genua
MpouncxoxgeHune 3aMMCTBOBAHO
P o A OpuruHan X
TPYAOBOM GYHKUMUM W3 opurnmHana
Kog, PerncrpaumoHHbIn
opuUrnHana HOMep
npodeccnMoHanbHOro
CTaHAapTa

prp,OBble,D,EﬁCTBl/lﬂ Bbl60p naunMeHToB AnAa nposeaeHnA KAWMHUYECKOro wuccnegoBaHuA
NeKapCcTtBeHHOro npenaparta anAa MmegununHCKOro npuMeHeHuAa,
6MOMEAMLI,MHCKOFO KNEeTO4YHOro npoAaykKTta, KAWHUYECKOrNo WU KAUHUKO-
na6opaTopHoro MCNbiTaHNA (VICCI’IEAOB&HMH) MmegunumnHCKoOro nsaenua

CobntogeHne NpPOTOKOJIA KAUHUYECKOro MUCC/ef0BaHUA NeKapCTBEHHOTO
npenapata A4aa  MeAMUMHCKOTO  NpUMeHeHua, BUomMeanLMHCKOro
KNETOYHOTO  MPOAYKTA, KAMHUYECKOTO U  KAWHWUKO-NabopaTopHoro
MCNbITaHWUA (UCCNefoBaHUA) MeANLNHCKOTO U3aenus

BepeHue AOKymeHTauuM B YCTAaHOBAEHHOM MopAgKe, B TOM 4ucrie B
3/1EKTPOHHOM BUAE

MNoarotoBka UTOroBOro oT4yeTa nposeaeHNA KANMHMYeCKoro nccnenoBaHumA
NEeKapCTBEHHOIO npenapara Aana MmegnunHCKOro NPpUMeEHEHUA,




6UOMEANUMHCKOrO K/IeTOYHOrO MNPOAYKTa, KAUHUYECKOTO W KJAMHWMKO-
NnabopaTopHOro UcnbiTaHUA (MccnefoBaHMA) MeAULMHCKOTO U3aenms

CobnoaeHne nNpaBuA HagneKalleh KANHUYECKOW MPaKTUKM M Npasun
Hagnexalen npakTUKn no pabote ¢ GBUOMEANUMHCKMMU KAETOUYHbIMU
NPoAyKTamMu, MNpPaBuUA  MPOBEAEHUA  KAMHUYECKMX U KJIUHUKO-
NabopaTopHbIX UCMbITaHUI (McCneaoBaHUN) MeANLMHCKUX U3aenni

Heobxoanmble ymeHUs

PaspabaTbiBaTb KpuUTepun Ana oTbopa NauMeHTOB ANA KANMHUYECKOro
nccnenoBaHWA  IeKAapPCTBEHHOro  npenapata  A4da  MeAUMUMHCKOro
npUMeHeHna, BUOMeaNLIMHCKOrO KAETOYHOro MPOAyKTa, KANMHUYECKOro U
KAMHUKO-NabopaTopHOro wmcnbiTaHMA (MccnefoBaHMA) MeAWMUMHCKOro
nsgenua

MpoBoauTb  nabopaTopHble  WUCCNEAOBaHMA  COMIACHO  MPOTOKOAY
KNMHUYECKOrO  MCCNeJoBaHWA  NleKapCcTBEHHOro  npenapata  AnA
MEAMLMHCKOrO MPUMEHEHMA, BUOMEOULMHCKOrO K/AEeTOYHOro MPOAyKTa,
KNMHUYECKOTO M KAMHWUKO-NabopaTopHOro ucnbiTaHua (MccnegosaHua)
MeAMLMHCKOro n3aenvsa

BecTu fOKYMEHTALMIO, B TOM YUC/E B SNEKTPOHHOM BUAE

Mpon3BOAUTb CTAaTUCTMYECKYID 06paboTKy pPesynbTaToB KAMHWYECKOTO
nccnepoBaHMA  IEKApCTBEHHOrO  npenapata  A4d  MeAWMUMHCKOro
npMMeHeHWsA, BMOMEAMLMHCKOrO KNEeTOUYHOro NPOAYKTa, KANMHUYECKOTO U
KAMHMKO-NabopaToOpHOro  MCMNbITaHMA  (MCCNegoBaHMA)  MeOMUMHCKOTo
nsgenvsa

OueHuBaTb 3PPEKTUBHOCTb, KayecTBO M 6e30MacHOCTb KAMHUYECKOTO
nccnefoBaHus JIEKapCTBEHHOTO npenapara, bUomMeaNLMHCKOrOo
KNETOYHOTrO NPOAYKTa U MeAULNHCKUX U3LEeNNni

Heobxoanmble 3HaHUA

NabopaTopHble  mMeToAbl  OUEHKM  3hGDEKTUBHOCTH,  KadecTBa MU
6e30nNacHOCTM /fleKapCTBEHHOro npenapaTta MeAUUMHCKOro HasHayeHus,
BUOMEeANLIMHCKOrO KAETOYHOMo NPOoAYyKTa U MEANLMHCKUX U3aennii

Kputepun  oueHkn  sddektnBHocTM, KayvecTtBa UM HesonacHocTu
KAMHWYECKOrO  UCCNefoBaHWMA  NEKapCTBEHHOro  npenapata  AnA
MeAMLMHCKOrO NPUMEHeHNA, BUOMEeANLIMHCKOTO KNETOYHOro NpoayKTa u
KAMHUYECKOrO W  KAWHWKO-1abopaTopHOro MUcnbiTaHuA (MccnenoBaHusA)
MeAMLMHCKOro n3aenus

MeTtoabl CTaTUCTUYECKOM 06pa6OTKI/I AaHHbIX N PE3YNIbTATOB K/IMHNYECKOIro
nccnenoBaHuA NNEKAPCTBEHHOIO npenaparta ana MmegnunHCKOro
NnpUMeEHEHNA, 6MOMEAMLI,I/IHCKOI'O KNE€TOYHOro npoAaykKTta, KJIMHN4YeCKoro mn
KﬂMHMKO-ﬂa60paTOpHOFO ncnbiTaHnA (MCCﬂeAOBaHMH) MegnLumMHCKOro
n3genna

dapMaKoKMHETMKa U dapMaKoaMHaMMKa MCCAeLyemMOoro JIeKapCTBEHHOro
npenapara

MpaBuna Hagnerkawen KANHUYECKOW NPaKTUKKU, MpaBuna Hagaexauein
NPaKTUKKM no paboTe ¢ BUOMEAULMHCKUMM KAETOYHbIMU NPOAYKTaMW,
npaBua NPoBeAeHUA KNMHUYECKUX U KNAMHUKO-1abopaTOPHbIX UCMbITaHWIA
(nccnepoBaHnil) MeaULMHCKNX N3aennmn




Apyrve
XapPaKTePUCTUKHN

3.3.3. TpyaoBaa GpyHKUUA

ObecneyeHune KayecTsa NpoBeseHUs
K/IMHWUYECKOro UcCnefoBaHuA
JIeKapCTBEHHOTrO npenapara ANnA
HanmeHoBaH Mep,mpu,MHCKoro I'IpEMeHPEHVIﬂA Yposetb
’ Kog |C/03.7 | (noaypoBeHb) 7
ne 6MOMEeaMUNHCKOrO KNETOYHOTO NPOAYKTA,
KBanmdmKkauum
K/IMHUYECKOro U KNIMHUKO-NabopaTopHOro
UCNbITaHWUSA (MccnenoBaHMA) MeaULMHCKOTO
n3penuna
MpoucxoxaeHue 3anmcTBOBaHO
P o A OpuruHan X
TPYAOBOM GYHKUMM W3 opurnmHana
Kog, PerncrpaumnoHHbIN
opurnHana HOomep
npodeccnMoHanbHOro
CTaHgapTa

Tpyaosble AencTemA

Paspabotka COMN a4nAa npoBeAeHUA  KAMHUYECKOTOo  MCCnenoBaHusA
JIeKapCcTBEHHOro npenapaTta, 6MOMeAMUMHCKOrO KAETOYHOro NPOAYKTa,
KAMHMYECKOTO WU KAWMHMKO-N1abopaToOpHOro MCNbITaHUA (MccnenoBaHus)
MegMLUMHCKoro nsgenus, cbopa, perMctpaumm n npeactaBaeHma AaHHbIX

CobnofeHne npaBua HagaexKaweh KAMHUYECKON NPaKTMKM U NpasBun
Hag/exallen NpPakTMKM no paboTe ¢ BUOMEAMUMHCKMMU KAETOUYHbIMU
npoAyKTamm

CuctemaTtmyeckasa npoBepka cobatogeHma COM

CobntogeHne BHYTPEHHEro KOHTPOASA NPOBEAEHUA MHCNEKUUU C Lebio
NOATBEPKAEHNA COOTBETCTBMA WCCAeAO0BaHMA MNpaBuMaam Hagaexallen
KAMHUYECKOW NPaKTUKKM, NpaBuaam Hagaexalen npakTuku no pabote ¢
BUOMEANLMHCKMMM KAETOYHbIMU MPOAYKTaMM, AOCTYMHOCTM MepcoHany,
y4yacTByloLLEMY B UCCNe0BaHUN, MPOTOKOY KIMHUYECKOTo UCCe0BaHusA
NleKapCTBEHHOro  npenapaTa AN MeAMUMHCKOrO  MpPUMEHEeHMUs,
6UOMEANLMHCKOrO K/IeTOYHOrO NPOAYKTa, KAUMHUYECKOTO U  KJAMHUKO-
NabopaTopHOro MUcnbiTaHUA (MccnesoBaHUA) MeOULMHCKOTO U3aenms

MpoBepKa 3aKAIUYNTENbHbIX OTYETOB

Heobxoanmbie ymeHus

Moarotaenamnsatb COM gns Bcex NabopaTopHbIX onepaunii

OpraHusoBbiBaTb obecneyeHMe KayecTBa Ha Bcex 3Tanax nabopaTopHbIX
nccneaoBaHUM

Mpons3BoguTb BHYTPWIAbOpaTOpHble CAMYEeHUs U MexknabopaTopHble
CpaBHEeHWA pe3ybTaToB 1abopaToOPHbIX UCCNEd0BaHUIA




npOM3BO,£I,MTb BHYTpeHHMﬁ KOHTPOJ1b Ka4vecTBa KTNMHNYECKOTo
nccnenoBaHuUA NEeKapCTBEHHOIO npenaparta ana MmegnumnHCKoOro
NPUMEHEHNA, 6MOM€,£I,MLI,MHCKOI'O KNETOYHOro npoAaykKrta, KAMHN4YeCKoro mn
KﬂMHMKO-ﬂaGOpaTOpHOFO ncnbiTaHUA (MCCﬂe,ﬂ,OBaHMﬂ) MeagnumnMHCKOro
n3genna

Heobxoammble 3HaHUA

MocnenoBaTeNbHOCTb M XapaKTepUCTMKa NabopaTopHbIX onepauuin B
AOK/IMHNUYECKOM UCCNeA0BaHNN

MpaBuna Hagne)kallen KAMHUYECKOW NPaKTUKKW, MpaBuna Hagaexauen
NPaKTUKK No paboTe ¢ BUoMeANLUHCKUMM KNEeTOYHbIMM NPOAYKTaMU

MpUHUMNbI  BHYTPMAADOPATOPHbLIX CAMYEHUA U MeXKNabopaTopHbIX

CpaBHEHUI pe3yibTaToB 1ab0pPaATOPHbLIX UCCeA0BaHNI

MeXayHapoaHble W POCCUMCKME CTaHZapTbl B 061acTM  KavecTsa
KAMHUYECKOrO  WUCCNeAOoBaHMA  JIEKAPCTBEHHOrO  npenapata  Ans
MEANUMHCKOTO NPUMEHEHMA, BUOMEANUMHCKMX KNETOYHbIX NPOAYKTOB,
KAMHUYECKUX W KIMHUKO-NabopaTopHbIX WCMbITaHMIA (MccnenoBaHWMic)
MeOMULMHCKMX U3aenni

MpUHUMNBI 0POPMNEHNA AOKYMEHTALMM, B TOM YUC/AE B 3I/EKTPOHHOM
BMae

Apyrue
XapaKTePUCTUKM

3.4. 0O606wWweHHan TpyaoBaa GyHKUMA

HanmeHoBaH | MNpoBeaeHue uccnenoBaHuii B obnactu Ko D YpoBeHb 7
ne MeaMLUNHbI U Buonorum KBaMbUKaunm
MpoucxoxaeHue
o o 3anmcTBOBaHO
0606LeHHOM Tpyaosow | OpurmHan X
n3 opuUrnHana
bYHKLMM
Kog, PerncrpaumoHHbIn
OopuUrnHana HOMep
npodeccnMoHanbHoro
CTaHAapTa

Bo3moKHble
HaMMeHoBaHuA

OOoMKHOCTeN, npodeccuii

MnagLwnin HayYHbIN COTPYLHMUK
HayuHbIli COTPYAHMK

TpeboBaHMA K
o0bpasoBaHUIo U
obyyeHuto

Bbicliee obpa3oBaHue - cneymanmTeT No cneumanbHOCTH
"MeauumnHckaa bnoxmmma"

TpeboBaHMsA K onbITy
npakTn4eckom paboTbl




Ocobble ycnoBus gonycka
K paborte

MpoxoxaeHne 0b6s3aTeNbHbIX NpeaBapUTe/IbHbIX (MPY NOCTYNAEHUN Ha
paboTy) M NeprMoaAnNYecKMX MeauLMHCKMX ocMOTPOoB (06cnenoBaHuit), a
TaKXe BHeouyepedHblX MeAMUMHCKUX OCMOTpPoB (obcnenoBaHwuit) B
nopsake, YCTaHOBNEHHOM 3aKOHOAATE/IbCTBOM Poccuitckoit
depepaunm

OTcyTCcTBME  OrpaHUYEHU Ha  3aHATME  npo¢deccHoHaNbHOM
OEeATEeNbHOCTbIO, YCTAHOB/IEHHbIX 3aKOHOAATeNbCTBOM Poccuiickoi
depepauunm

[pyrve xapakTepucTuku

C Lenbio npodeccnoHanbHoro pocTa n NPUCBOEHMSA
KBaNMPUKALMOHHbBIX KaTeropuii:

- [AOnonHUTeNbHoe npodeccnoHanbHoe o0b6pa3oBaHWe (Nporpammbl
MOBbILWEHMA KBaAnPUKaLmm);

- obyyeHrme MO nporpaMmmam MOArOTOBKM Hay4YHO-NEeAarormyeckmnx
KaZpOoB B acMMpaHType; - CTaXKMPOBKa;

- TPEHUHIU B CUMYIALMOHHbIX LEeHTPaXx;

MCMONb30BaHNE COBPEMEHHbIX AWUCTaHLUMOHHbIX 06pa3oBaTesibHbIX
TexHonorui (obpasosartenbHblit NopTan 1 BebMHapbl);

- yyacTue B Cbe3zax, KoHrpeccax, KoHpepeHUmaxX, macTep-Kaaccax
CobntogeHue KOHPUAEHUMANbHOCTM MHPOPMALUUN O KJIMHUYECKUX
NCCNeaoBaHMAX JIeKapCTBEHHOrO npenapata  Agas  MeAMLMHCKOro
npumeHeHua,  BUMOMEAMLMHCKOrO  KNETOYHOro  MNpoaykTa MU
KAMHNYECKOro N KNMHUKO-1abopaTopHOro UCNbITaHMA (MccnenoBaHus)
MeAMNLMHCKOro usaenusa

3HaHMe TPy#oBOro 3aKoHopaTenbcTBa Poccuiickont  depepaumuy,
3aKoHogatenbctBa Poccuiickot  Pepepaumn B chepe  oxpaHbl
300pOBbA, BK/OYasA NpaBa rpaxkgaH B chepe OXpaHbl 340pPOBbS,
3aKoHogatenbctBa  Poccuitckoit depepauum 06 obpaleHun
JIEKAapCTBEHHOTO  CpeAcTBa M 3aKoHodaTesnbCcTBa  Poccuiickoi
depepaunn 06 obpaleHnn BUOMEeANLMHCKOTO KNETOYHOTO NPOoAYKTa

[ononHutenbHble XapaKTepUCTUKKU

HanmeHoBaHue Koa HanmeHoBaHMe 6a30BoW rpynnbl, 4OAXKHOCTU (Npodeccun)
OOKyMeHTa WAN CNeunanbHOCTH
OK3 2131 Buonorun, 60TaHNKM, 3007101 U CNELMANUCTbI POACTBEHHbIX
3aHATUN
oKnATP 20327 Bruoxmmumk
24394 HayuHblit coTpyaHuk (B obnactu buonoruu)
24395 HayuHbI coTpyaHMK (B 06nacTu 6akTepnonorum u
dapmakonorum)
24397 Hay4Hblit coTpyaHUK (B 061aCTU MeaULMHbI)
OKCO 3.30.05.01 MeaumunHcKkaa brnoxmmmsn

3.4.1. TpypoBaa GpyHKUUA
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BbinosiHeHWEe dyHAAMEHTaNbHbIX HayYHbIX YpoBeHb
HanmeHoBaH o
e nccnenoBaHuii U paspaboTok B obnactu Kog |D/01.7 | (noaypoBeHb) 7
MeguLMHbI U Buonorum KBanmMduKaumnm
MpouncxoxgeHue 3anmcTBOBaHO

TPYAOBOM GYHKUMM

OpwuruHan X
U3 OpUrnHana

Koa PernctpaumnoHHbIi
opurnHana Homep
npodeccnMoHanbHOro
CTaHgapTa

Tpyaosble AencTema

Ob6ocHoBaHMe pyHAAMEHTAJIbHbIX HayYHbIX UCCNed0BaHUIA U pa3paboTok B
obnactn meguumnHbl n Guonornu

OnpeaeneHune uenun u 3agad GpyHAaMeHTaAbHbIX Hay4YHbIX UCCIeA0BaHUI K
pa3paboToK B 061acTM MeanumMHbI U Bronorum

MnaHupoBaHne ¢yHAAMEHTANbHLIX Hay4HbIX WcCaefoBaHUA B obnactu
MeguUMHbl M Brnonormn, nogbop amsaiHa ¢yHAAMEHTANIbHbIX Hay4YHbIX
nccneaoBaHNn B COOTBETCTBUM C LENAMM U 334a4aMu

MpoBeaeHve dyHAAMEHTANbHBIX HAYYHbIX MCCNEA0BaHUI U Pa3paboToK B
ob61actn meamuMHbl 1 6UONOMMK, aHAM3 NOYYEHHbIX PE3YyNbTaToB

MHTepnpeTauma NOMYYEHHbIX pPe3ynbTaToB ¢yHAaMEHTaNbHbIX Hay4HbIX
nccnepoBaHUiAi U paspaboTok B 061acTU MmeanuMHbl U BUONOTMK C Lenbio
BbIACHEHWA MONEKYNAPHbIX MEXaHU3MOB BUOXMMMNYECKMX NPOLLECCOB

Heobxoanmble ymeHus

dopmynmpoBaTtb 33gaunm GyHAAMEHTANbHbIX HayYHbIX MCCAeA0BaHUIA U
pa3paboTok B 0b6nactm meguuMHbl U Buonoruun, onpesensito OOBEKT
OYHOAMEHTAaNbHOTO  HAy4YyHOro  MCCNefoBaHMA M MCNOAb30BaTb
coBpemeHHble  OUBUKO-XMMUYECcKMe, Buoxmmuyeckme U Me[MKo-
b6uonormyeckne metoabl UccieLoBaHNSA

MpUMeHATb OCHOBbI N1a60PaTOPHON TEXHUKM XMMUYECKOTO IKCMEepPUMEeHTa,
MeTOAbl aHa/NIMTUYECKOW XWUMUWU, OPraHUYECcKOro cuHTesa U GU3MKOo-
XMMUYECKOro aHanm3a Mpu BbINOJHEHUN (YHAAMEHTANbHbIX Hay4HbIX
nccnenosBaHnin M pa3paboToK B 061acTM meguLmHbl U 6rosorum

MPUMEHATb MEeToAbl MAaTEMATUYECKOro aHan3a, MEeTOAbl CTaTUCTUYECKOW
0b6paboTkM  pe3ynbTaToB  HabAwoAeHWA,  MeToAbl  MJAaHMPOBAHUA
3KCNepuMeHTa

NHTepnpeTnposaTthb pe3ynbTaThbl HayYHbIX byHAaMeHTaNbHbIX
nccnenosBaHnin U paspaboTok B 06nacTn meanuUmnHbl U BUOAOTMK C LIe/blo
BbIACHEHMA MOIEKYNAPHBIX MEXaHU3MOB BUOXMMMYECKMX MPOLLECCOB

Heobxoanmble 3HaHUA

TeopeTnyeckne n meToanyeckme OCHOBbI d)yHAaMEHTa}'IbeIX HayK

MeToooNorMyeckne MPUHLMMbI  U3YYEHUA XUBbIX CUCTEM, BK/OYasA
NPUHUMNBI TEOPUM U MNPAKTUKU U NPaAKTUKU NAAHUPOBAHUA MeaMKO-
B6UONOrMYECKOro 3KCNEepUMEHTa, ero TeXHMYECKOro M MaTemMaTU4ecKoro
obecneyeHus




KauecTBeHHble W KO/JMYECTBEHHbIE Pa3ANuMA  MeXAy 340POBbeM W
60/1e3HbIO, 3TWOJIOTMA, NaToreHes W KAMHWKA Haubonee yvacto
BCTpeyatowmxcsa 3abonesaHuii, NPUHLMNBLI UX NPOPUNAKTUKK, NeYeHms, a
TaKKe 0bLue 3aKOHOMEPHOCTU HapyLeHui GyHKLMIA cucTem

OcHoBbl  06paboOTKM  AMArHOCTUYECKOM U MeanKo-buonormyeckom
MHGOPMaLINU C MOMOLLLbHO COBPEMEHHbIX KOMMbIOTEPHbIX TEXHONOTUIA

MpuHuMNbl gelicTBuA, 0bnacTb NPUMEHEHWA COBPEMEHHOM annapaTypbl
ONA  npoBedeHus BUOXMMUYECKMX WCCNeA0BaHUA U MeTOOUYECKUX
noaxo4oB, ANA NPOBEAEeHWA HAy4YHOro 3KCNepuMMEHTa M KAMHUYECKOW
AVArHOCTUKM

Apyrue
XapaKTePUCTUKM

3.4.2. TpypoBaa GpyHKUMA

BbinonHeHMe NPUKAaLHbIX U MOUCKOBBIX YpoBeHb
HanmeHoBaH .
e Hay4HbIX UccneaoBaHUn U pa3paboTok B Kog |D/02.7 | (nomypoBeHb) 7
obnactv meanumHbl U Bronoruu KBanmMdmKkaumum
MpoucxoxaeHne 3aMMCTBOBaHO

TPYA0BOM QYHKLUM

OpuruHan X
N3 opuruHana

Kog, PernctpaumnoHHbIi
opurMHana Homep
Npo¢deccnoHanbHOro
CTaHaapTa

TpyaoBble AencTBun

BbiNnoNHEHWE TMPUKAAOHBIX WU MOUCKOBbLIX HAYYHbIX MCC/'Iep,OBaHMVI n
pa3pa60TOK B obnactu megnunHbl U 6MOJ'IOFMM, HanpaB/IeHHbIX Ha
ynydyuweHne anarHoCtukm 3abosieBaHuUi yesioBeka, CKPUHUHT, MOHUTOPUHT
3aboneBaHuin YenoBeka

MpoBeaeHMe MPUKAAAHbLIX U MOUCKOBbIX UCCNeaoBaHWA U pa3paboTok B
obnactM meguumHbl U BMoNOrMK, CBA3AHHBIX C OLLEHKON 3 PEKTUBHOCTH,
KayecTBa 1 6€30MacHOCTM IeYeHMs U MPOrHO30M UCX0A0B 3aboieBaHmA

ﬂ,aaneﬁmee coBepleHCTBOBaHNME MeTOoa0B AMArHOCTUKM WU NeYvYeHus,
HanpaB/leHHbIX HAa COXPaHeHWE XKU3HU U 300P0BbA YE/NOBEKA

Bbl60p ANarHOCTN4YECKN 3HaYMMbIX na6opaToprlx rnokasartenew

CDOpMyﬂMpOBKa Kputepmnes BKIKOYEHMA NMAUMEHTOB B MNPUKNagHoe U
NONUCKOBOE Hay4YHOe nccnegosaHune B obnactu MmeagunLnHbI U 6uonorum

CoctaBneHne WHPOPMMPOBAHHONO COFlAacUA MauMeHTa Ha y4yacTue B
NPWUKNALHOM M MOMCKOBOM HAay4YHOM MccnenoBaHMM B 061acTM meguLmHbl
n buonorumn

Heobxoanmble ymeHus

BbinonHATL npukaagHole W MNMOUCKOBbIE Hay4dHble UCCnenoBaHnA U




pa3paboTkn B obnactm MeAWUMHbI U BUONOrMM, HamnpaB/eHHble Ha
yAydlleHne ANarHoCTMKK 3aboneBaHuii YenoBeKa, CKPUHUHT, MOHUTOPUHT
3aboneBaHUIM YenoBeKa

MpoBoANTb NpUKNaAHbIE U MOWUCKOBblE UCCNeAOoBaHUA U pa3paboTku B
obnactn meguuMHbl U BUOSIOTNK, CBA3AHHbIE C OLEHKOoN 3¢dEeKTUBHOCTHU
JIe4eHuA N NPOrHO30M UCXoa0B 3aboieBaHUsA

MNoagrotasnueaTtb npegnoxeHma no ,a,aaneﬁLuefv\y coBepLleHCTBOBAHUIO
MEeToA0B ANATHOCTUKU U Ie4eHNA, HaNpPaB/a1EHHbIX Ha COXPaHEHUNE U3HU U
340p0BbA 4YENT0BEKA

BbliBUpaTb ANArHOCTUUYECKM 3HaUYMMble 1abopaTopHble NoKasaTenn

cDO]:)M\U'IMpOBaTb KpuUtepnn BKAKOYEHUA MAUMEHTOB B TMNPUKNaAHOE WU
NONUCKOBOE Hay4YHOEe nccnegosaHune B obnactu MeagunLUnHbI U 6uonorum

CocTtaBnatb MHPOPMUPOBAHHOE cornacue nauueHtTa AnAa yyactma B
NPUKNAAHOM M MOMCKOBOM Hay4YHOM MUcCaeaoBaHMK B 061acTM MmeauLnHbI
n buonorumn

Heobxoanmble 3HaHUA

TeopeTnyeckne n metognyeckme OCHOBbI (I)YHLI,aMEHTa!'IbeIX n Mmeagunko-
6ronormyeckmnx HayK, KIMHNYEeCKUX N NPpUKNagHbIX gncumniamH

3Truonorua u natoreHes 3abosieBaHUM YenoBeKa

MpUHUMNBI AOKa3aTeNbHOW MeaULMHbI

MeTtoAabl CTaTUCTUYECKOro aHanm3a

dpyrue
XapaKTepUCTMKM

IV. CBeaeHuna 06 opraHusaumax - paspaboTumKkax
npo¢eccMoHanbHOro cTaHaapTa

4.1. OTBeTCTBEHHaA OpraHM3auua-paspaboTumk

Accoumaums cneumanmcToB U opraHusauuin nabopatopHoit cnyxbsl "Pegepauus nabopaTopHO
meauumHbl”, ropoa Mocksa

Mpe3nageHt

KoueTtos AHaTtonuit Fnebosuy

4.2. HaumeHOBaHUA opraHM3aLMit-paspPaboTunKos

MockKsBa

1. | Pre0Y BO "MoCKOBCKUI rocyAapCTBEHHbIN YHMUBEpPCUMTET UMeHn M.B. JlomoHocoBa", ropoa

2. | Coto3 megmumHckoro coobuwectsa "HaumoHanbHas MeaunumHckas Manata", ropos Mocksa

3.|Pre0Y BO "CnbUpCKMin rocyAapCTBEHHbIN MeAMLMHCKUIA yHMBepcuTeT" MUHUCTEepCTBa
34paBooxpaHeHusa Poccuninckon Pepepaunn, ropog TomcK

4.| dre0y BO "PoccnincKkMiA HAULMOHANbHbBIN UCcCe0BaTeIbCKUI MEANLMHCKUIN YHUBEPCUTET




umeHn H.N. Muporoea" MuHucTepcTBa 3apaBooxpaHeHns Poccuitckoit Pegepaumn, ropos,
MockBa

<1> O6LepoCcCUMCKUN KnaccudmrKaTop 3aHATUN.

<2> O6LLEePOCCUIACKUI KNAacCUDUKATOP BULOB IKOHOMUYECKOM A,eATEIbHOCTU.

<3> T[pukaz MwuH3gpaBa Poccum ot 20 pekabpa 2012 r. N 1183H "O6 yTBEp:KAeHUM
HomeHKnaTypbl [O/KHOCTEN MEAULMHCKMX paboTHMKOB W dapmaueBTUYECKMX paboTHUKoB"
(3apeructpuposaH MuHioctom Poccnm 18 mapta 2013 r., pernctpaumoHHbiit N 27723), ¢ U3SMeHeHUaMMU,
BHECEHHbIMU NpuKazom MuHsgpasa Poccum oT 1 aBrycta 2014 r. N 420H (3apernctpmuposaH MuHiocTom
Poccun 14 asrycta 2014 r., peructpaumoHHbii N 33591).

<4> Cratba 69 ®epepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
340poBbA rparkaaH B Poccuickoit Pepepaunn (CobpaHue 3akoHogatenbcTsa Poccuiickon deaepauymm,
2011, N 48, c1.6724; 2013, N 27, cT. 3477; N 48, cT1. 6165, 2016, N 1, cT. 9).

<5> TMpukas MwuH3gpaBa Poccum ot 8 oktabps 2015 r. N 7074 "O6 vyTBEp)KAEHUMU
KBannpMKaUMOHHbIX TPeboBaHUI K MeAUUMHCKMM M dapmaueBTUYECKMM PaboTHMKAM C BbICLUMM
obpasoBaHMEM MO HanpaBJeHWIO MNOAFOTOBKM "34paBOOXpaHEHME W  MeAUUMHCKME  HayKn"
(3apeructpuposaH MuHioctom Poccum 23 oktabpa 2015 r., perucTpaumoHHbin N 39438), c
U3MEHeHUAMMN, BHECEHHbIMU npukasom MwuH3gpasa Poccumn ot 15 wmwoHa 2017 r. N 328H
(3apeructpuposaH Munioctom Poccun 03 nrons 2017 r., pernctpaumoHHbiid N 47273).

<6> Mpukasz MwuH3gpasa Poccum ot 06.06.2016 N 352H "OO6 yTBEepKAEHMM MopsAAKa BblAaun
cBMAaeTenbCcTBa 06 akkpeauTaumm cneumanucta, Gopmol CBMAETENbCTBA 06 aKKpeaMTaLMKM cneunanmcta
N TexHu4Yeckmx TpeboBaHUI K Hemy" (3apeructpuMpoBaH MWHUCTEPCTBOM tOCTUUMKM Poccuiickoit
depepaunn 04 nionsa 2016 r., pernctpaymoHHbid N 42742).

<7> Cratba 213 TpyagoBoro KoaeKkca Poccuiickoit depepaumm (CobpaHue 3aKoHOAATeNbCTBA
Poccuiickoit ®epepaunm, 2002, N 1, cT1. 3; 2004, N 35, ct. 3607; 2006, N 27, cT. 2878; 2008, N 39, cT.
3616; 2011, N 49, ct. 7031; 2013, N 48, cT. 6165; N 52, cT. 6986; 2015, N 29, cT. 4356).

<8> MMpwukas MuHsgpascoupassutna Poccumn ot 12 anpensa 2011 r. N 302H "O6 yTBep:KAeHMMU
nepeyHen BpesHbIX 1 (MAK) ONACHbIX MPOM3BOACTBEHHbIX GPaKTOPOB M PAaboT, NPU BbINOAHEHUN KOTOPbIX
nposogAtcA  06fA3aTeNbHble  NpeaBapuTesibHble U NepuoauyecKkMe  MeaMUMHCKME  OCMOTPbI
(obcnepoBanua), n lMopagka npoBefeHMA 06A3aTeNbHbIX NPEeABAPUTENBHbLIX W MNEPUOSMYECKUX
MeAULMHCKMX OCMOTPOB (0b6cnenoBaHMil) paboTHUKOB, 3aHATLIX Ha TAXeNblXx paboTax M Ha paboTax c
BpeAHbIMU 1 (UAK) onacHbIMU ycnoBuAMK Tpyaa" (3apernctpupoBaH MuHiocTom Poccum 21 oktabpsa
2011 r., pernctpayMoHHbii N 22111), ¢ USMEHEHUAMMW, BHECEHHbIMW NpUKasamu MuHsapasa Poccum ot
15 man 2013 r. N 296H (3apeructpupoBaH MuHiocTom Poccum 3 mionsa 2013 1., perucTpaumoHHbiii N
28970) u ot 5 pgekabpa 2014 r. N 801H (3apeructpupoBaH MuHioctom Poccum 3 despana 2015 r.,
peructpaumnoHHbii N 35848).

<9> Cratbs 351.1 Tpymosoro kogekca Poccuitckoit ®Pepgepaumm (CobpaHne 3aKoHOLATENLCTBA
Poccuitckoit ®epepauymm, 2002, N 1, c1. 3; 2006, N 27, cT. 2878; 2008, N 9, cT. 812; 2015, N 1, cT. 42; N
29, cT. 4363).

<10> depgepanvHbliii 3akoH OoT 21 HoAbps 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl 340POBbS
rpaxgaH B Poccuiickoii Pepepaunn” (CobpaHune 3akoHogaTenbctsa Poccuinickon degepauum, 2011, N 8,
CcT. 6724; 2013, N 27, c1. 3477; 2017, N 18, cT. 2663, N 27, cT. 3951).

<11> EAuHbIA KBaNMPUKALMOHHBIA CNPaBOYHUK AONKHOCTEN PYKOBOAWUTENEN, CMELMUaNNCTOB U
CAyXaLmx.

<12> Ob6uwepoccninckmii Knaccupukatop npodeccnin paboumx, [AOMKHOCTEN CAYMKALWMX U
TapUPHbIX pPa3pALoB.

<13> 0O6uepoccninckmin KnaccupuKkaTop cneumnanbHocTen No 0bpasoBaHuto.

<14> Mpukasz MuH3gpascoupassutna Poccumn ot 3 mons 2008 r. N 305H "O6 yTBep:aeHUU
npodeccMoHanbHbiX  KBAJIMOUKAUMOHHbBIX  FPYynn  AO/KHOCTEM paboTHMKOB  cdepbl  Hay4HbIX
nuccnefioBaHuii 1M paspaboTtok" (3apeructpupoBaH MwuHioctom Poccum 18 wuwons 2008 .,
pernctpaunoHHbiii N 12001), ¢ USMEHEHUAMM, BHECEHHBIMKW NPUKaszom MuH3apaBcoLpa3BuTMa Poccum
oT 19 pekabpa 2008 r. N 740H (3apeructpupoBaH MuHioctom Poccum 21 adBaps 2009 r.,
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pernctpaumnoHHbiii N 13147).




