MWHUCTEPCTBO TPYOA U COLMAIIbHOMN 3ALLUTLI POCCUNCKOW ®EQEPALINA
NPUKA3

ot 4 aBrycta 2017 ropna N 613H

06 yTBepxxaeHun npocpeccrmoHanbHOro craHgapra "Bpa4y-6Mmoxmmumk™
B cooTtBeTcTBUM C NyHKTOM 16 lMpaBun pa3paboTku 1 yTBepXKAeHUA NpodeCcCnoHanbHbIX CTaHAApTOB,
yTBEPXAEHHbLIX nocTtaHoBneHnem [lpaButenbctBa Poccuiickon ®epepaumm ot 22 aHBapsa 2013 r. N 23
(Cobpanne 3akoHogaTenbcTBa Poccunckon ®epepauun, 2013, N 4, ¢1.293; 2014, N 39, c1.5266; 2016, N
21, cT1.3002),

Np1KasbIBato:
YTBEpanTb Npunaraembivi npodeccrmoHanbHbel cTaHgapT "Bpay-6uoxmmumk”.

MwuHucTp
M.A.TonunuH
3apeructpmpoBaHo
B MuHUCTEpCTBE HOCTULMK
Poccunckon degepaunn
25 aBrycta 2017 roga,
pernctpaumoHHbin N 47968
YTBEPXOEH
npuKkasom

MwHucTepcTBa Tpyaa u
coumanbHOM 3alunThbl
Poccuickon ®egepauun

oT 4 aBrycta 2017 roga N 613H

NPO®ECCUOHAINbHbLIW CTAHOAPT

Bpau-6mMoxmmumk

1072

PeructpaunoHHbIn Homep

CopepxaHue
|. O6bwume cBeaeHus

Il. OnncaHne TpyaooBbIX YHKUMA, BXOAAWMX B MpodeccuMoHarnbHbld cTaHaapT (yHKUMOHanbHas
KapTa Buaa npodeccroHanbHon AedaTensHoCTM)

Ill. XapaktepucTtuka 0606LeHHbIX TPyA0BbIX (YHKUUA

3.1. O6o6weHHas TpyaoBas yHkuMs "BbinonHeHWe, opraHM3auus M aHanuTudeckoe obecrnedeHne
KNMHMYEeCKnx riabopaTopHbIX NccregoBaHnn"

3.2. O606weHHas TpygoBas dyHkumsa "PaspaboTka M BbIMOMHEHUE OOKIMHUYECKOrO MCCrefoBaHust
NeKapCTBEHHOIO CPEeACTBa AN MEAWLUMHCKOrO MNPUMEHEHUsi, GUOMEOMLMHCKOrO KINEeTOYHOro MpoaykTa,
TEXHUYECKOro UCTMbITaHWS Y TOKCUKOIIOTMYECKOTO NCCneaoBaHns (MCnbiTaHus) MeguLMHCKOro nagenus”



3.3. O606weHHass TpygoBas dyHKuMs "PaspaboTka M BbLINONIHEHWE KITMHUYECKOrO MCCenoBaHus
neKkapcTBEHHOro npenaparta Ans MeauLMHCKOro NpUMEHeHWsi, BMoMeaNLUMHCKOrO KNeTOYHOro NPOAYKTa,
KMMHUYECKOTO U KIMHUKO-1abopaTopHOro UCMbITaHUs (MccneoBaHusl) MeamumHeKkoro nsgenms”

3.4. O6obweHHass Tpyanosas yHkuma "lMpoBegeHue wccnepoBaHun B 0BMNacTm MeauuUUHbl K
6uonorun”

IV. CBegeHus 06 opraHmsauusix - paspaboTyumkax npodeccuoHanbHoro ctaHgapTa

|l. O6Lwwume cBepgeHus

MpakTnyeckasn n TeopeTnyeckasn AesATeNbHOCTb B 06nacTn MeanUmMHCKon Buoxmummm 02.018

(HaMmeHoBaHWe BMAa NPOeCcCMoHanbLHOM AesATeNbHOCTH) Koa

OcHoBHas uenb Buaa npodeccnoHanbHoON eATeNnbHOCTM:

Hay4Ho-npakTnyeckoe obecneyeHne MeanLIMHCKOM NOMOLLM HAaceneHuto B 06n1acTu MeguumnHCKon Groxmmmm

[pynna 3aHsaTui:

2131 Buonoru, 6oTaHukK, 3oonoru un 221 Bpauu
crneumanucTbl pOACTBEHHbBIX 3aHATUN

(kop OK31) (HammeHoBaHme) (kop OK3) (HaMMeHoBaHWe)

1 Obuwepoccuiicknit knaccndumkaTop 3aHATUN.

OTHeceHue K BMAAM 3KOHOMMYECKON AeATENbHOCTU:

86.10 [esatenbHOoCTb 60MbHUYHBIX OpraHM3auuin

86.90 [esatenbHOCTb B 06n1acTy MeavLmMHbl npoYas

72.1 HayuyHble nccnegoBanus 1 pa3paboTku B 0611acTn eCTECTBEHHbBIX M TEXHUYECKUX HayK Npoyne
72.11 Hay4Hble uccnegoBaHus u pa3paboTku B o6rnacT GUOTEXHONMOMM

(kon OKB3 2) (HaMmeHoBaHWe BMaa 9KOHOMUYECKON AeSATeNbHOCTH)

2 Obwepoccuiicknin krnaccndumkaTop BUAOB SKOHOMUYECKON OEATENBHOCTMY.

Il. OnucaHune TpyAoOBbIX PYHKUUIK, BXOAALWMX B NPodeCCUOoHanbHbIM cTaHAApT ((hpyHKLUMOHaNbHas
KapTa Buga npodeccrMoHaribHon AeATeNIbHOCTH)



O606LeHHble TpyAoBblE OYHKLNN

Tpynosble dyHKLUN

Kon,

HanMeHoBaHune

ypOBEHb
KBanudukaumm

HanMeHoBaHne

Kon,

ypOBeHb
(noaypoBeHb)
KBanudunkaumm

BbinonHeHne, opraHmsaums n
aHanuTun4yeckoe

obecneyeHne KIMHUYECKMX
nabopaTopHbIX
nccnegoBaHum

BbInonHeHWe KIMHUYEeCKMX
nabopaTopHbIX nccrnegoBaHui

A01.7

7

OpraHusauust KOHTPOIA KayecTBa
KIMMHMYECKMX NTabopaTopHbIX
nuccrnenoBaHui Ha
npeaHannTn4eckom,
aHanMTU4eCcKom un
NOCTaHANMUMTU4YEeCKOM 3Tanax

A02.7

OcBoeHne 1 BHeApeHWe HOBbIX
METOZO0B KIMUHUYECKUNX
nabopaTopHbIX UCCcregoBaHUn n
MeaMuMHckoro obopynoBaHus,
npeaHa3Ha4YeHHoro Ans ux
BbINOSHEHNS

A/03.7

BHyTpunaGopaTopHasa Banuaauus
pe3ynbTaToB KIMHUYECKNX
nabopaTopHbIX UCCRefoBaHui

AJ04.7

OpraHuzaums oesiTenbHOCTU
HaxoAsLLEerocsi B pacropsikeHunm
MeAMLMHCKOro nepcoHana
nabopaTopuu

AJ05.7

OkasaHne MeaMLUHCKOM NMOMOLLM
naumeHTy B 3KCTPeHHon hopme

AJ0B.7

Pa3paboTka 1 BbinonHeHne
LOKIMMHNYECKOTO
uccregoBaHus
nekapcTBEHHOro cpeacTBa
ANst MEOULIMHCKOTO
NpUMeHeHws,
OrnomeauuUMHCKOro
KNeTOYHOro NpPoAykKTa,
TEXHUYECKOTO UCTbITaHUS U
TOKCUKOSIOMMYECKOrO

uccregoBaHus (McnbiTaHns)
MEeOMLIMHCKOro n3genus

PaspaboTka npoTokona, nnaHa,
nporpamMmbl JOKIMHNYECKOrO
nccnenoBaHns nekapcTBEHHOIo
cpeAcTsa Ans MeauLMHCKOro
NPUMeHeHUs, GOMeLNLIMHCKOrOo
KNEeTOYHOro NPOAYKTa,
TEXHUYECKOrO UCTbITaHNS 1
TOKCMKOMOIMYECKOro uccrneaoBaHns
(ncnbiTaHWsa) MeaNLIMHCKOrO
nspenus

B/01.7

[MpoBeaeHve OOKIMHUYECKOTO
nccrneaoBaHus NekapcTBEHHOTO
cpeAcTBa Ans MeauLMHCKOro
NpUMeHeHns1, GOMeLNLIMHCKOrO
KIeTOYHOro NpoaykTa,
TEXHUYECKOrO UCMbITaHUS U
TOKCMKOMOIMYECKOro UccrneaoBaHus
(ncnbiTaHWsa) MeaNLIMHCKOrO
nagenus

B/02.7

Ob6ecneyeHune kavecTsa
npoBeaeHnst AOKNMHUYECKOTO
nccrefoBaHUs NeKkapcTBEHHOMO
cpencTea Anst MeanULMHCKOro
NpUMeHeHus1, GUOMELMNLIMHCKOrO
KMeToYHOro npoaykra u
TEXHUYECKOro UCnblTaHusa n
TOKCUKOMOrM4YeCKoro uccrneaoBaHus
(McnblTaHWsA) MEANLIMHCKOTO
nsnenus

B/03.7




C [PaspabGoTka v BbinonHeHue
KMUHWYECKOro nccneaoBaHus
nekapcTBEHHOro npenaparta
ANa MeaNLMHCKOro
NPUMEHeHNs,
6uomeanLNHCKOro
KMeTOoYHOro NpoaykTa,
KNWHNYECKOro M
KNnHWKo-nabopaTopHoOro
ncnblTaHns

(nccnepoBaHus)
MegunuynHCKOro naagenund

PaspaboTka npoTokona, nnaHa,
nporpamMmbl KIMHUYECKOro
nccnegoBaHus nekapcTBeHHOro
npenapara Ans MeauLUHCKOro
NPUMEHeHNs, BOMEANLIMHCKOro
KIeTOYHOro NpoaykTa,
KIMMHNYECKOTOo U
KNnHMKO-nabopaTtopHoOro
ncnblTaHns (MccrnefoBaHns)
MeOMLIMHCKOTO u3aenus

C/01.7 7

lMpoBegeHue KNMHNUYECKOro
nccnegoBaHus nekapcTBEHHOIo
npenapara Ans MeauuuHCKOro
NpUMeHeHus1, GUOMeANLIMHCKOrO
KIeTOYHOro NpoaykTa,
KIMMHNYECKOTOo U
KrMHMKO-nabopaTopHOro
UcnbITaHns (MccreoBaHns)
MeAMLMHCKOro n3genus

C/02.7 7

O6ecneyeHne kayecTsa
npoBeAeHUst KNMHUYECKOro
nccnenoBaHus NekapcTBEHHOIO
npenapara Ans MeauuuHCKOro
NpUMeHeHus1, BUOMeANLIMHCKOrO
KNeTOYHOro NpoaykTa,
KIMUHWUYECKOTO U
KNUHKKo-nabopaTopHoro
UcnbITaHns (MccregoBaHns)
MeAMLMHCKOro usgenus

C/03.7 7

D |MNpoBegenHune nccnegosaHumn
B 06nacTv MeauLUUHbI U
6uonorun

BbinonHeHve dyHaamMeHTanbHbIX
Hay4HbIX UCCNENOBaHNI U
pa3paboTok B 061acTM MeanumHbl
n 6uonormm

D/01.7 7

BbinonHeHne NpuknagHbIX
MOWUCKOBbIX HAYYHbIX
nccrnegoBaHuin U paspaboTok B
obnacT MmeanumHbl 1 Guonorum

D/02.7 7

lll. XapakTepucTtuka 0606LWEeHHbIX TPYAOBbLIX PYHKLUUA

3.1. Obo6LweHHasa TpyaoBas (PyHKLUMUs

HaumeHoBaHue BbinonHeHnue, opranmsaums n aHanutudeckoe |Koa A
obecneyeHne KNMHNYecknx nabopaTopHbIX

ncenegoBaHumn

KBanudmkaumm

YpoBeHb 7

MpoucxoxaeHne OpvirnHan
0606LLeHHOM TPyaOBOW

yHKUMN

X

3anmcTBoBaHO n3
opurnHana

Kog opuruHana

PernctpaumoHHbIn
HoMep
npodeccroHanbHoro
cTaHaapTa




Bo3MOXHblIe HanMeHOBaHUSA

4 o Bpau knuHuyeckon nabopaTtopHomn ,D,VIaFHOCTVIKI/IB
OOIMKHOCTEN, Npodheccui

TpeGoBaHusi K 0Gpa3oBaHnio U |Bbicllee obpasoBaHue - crieuuanuTeT no cneunansHocTy "MeanumHckas
06yYeHuto GroxmMmus", NoNy4YeHHoe Mo OCHOBHOKN 06pa3oBaTesibHOM Nporpamve B
COOTBETCTBUM C hedeparibHbIM rocyaapcTBEHHbIM 06pa3oBaTeNbHbIM

cTaHgapToM BbicLLero obpasoBaHus nocne 1 sHeapsa 2016 roga 4.5

TpeGoBaHusi K ONnbITy -
npakTuyeckor paboTol

Ocobble ycnoBsuA gonycka K CBuaeTenbcTBoO 00 akkpeaunTaumuy cneumanmcTa no cneunarnbHOCTU

pabore "MeguumHckas 61/|oxv|Mv|s|“'5

MpoxoxaeHne obs3aTenbHbIX NpeaBapUTenbHbIX (NPU NOCTYNNeHUM Ha paboTy) 1
nepuoanyecknx MeauLMHCKUX OCMOTPOB (0GCcrnenoBaHuin), a Takke BHeOUYepeaHbIX
MeaULMHCKUX OCMOTPOB (06GCrneaoBaHuii) B nopsiake, yCTaHOBNEHHOM

3akoHogaTtenbcTBOM Poccuinckom <1>e,l:u3paLu/W|F"=E

OTcyTCTBME OrpaHNYeHnii Ha 3aHaThe NpodeccMoHanbHOM AEATENbHOCTLIO,
YyCTaHOBINEHHbIX 3aKoHOAaTenbLCcTBOM Poccuinckon degepaumm ?

Opyrue xapakTepucTuku C uenbto npodeccrmoHanbHOro pocTta U NPUCBOEHUS KBanuuKaLMoHHbIX
KaTeropum:

- AononHuTensHoe npodeccrMoHansHoe o6pasoBaHme (NMporpamMmmbl NOBbILLEHNS
KBanudwvkaumn);

- CTaXXUpOBKa;

- UCMONb30BaHNE COBPEMEHHbIX AUCTaHLMOHHBIX 0Gpa3oBaTeNbHbIX TEXHONOMMIA
(obpa3zoBaTenbHbI NopTan u BebuHapsl);

- TPEHUHIUN B CUMYTNALUMOHHBLIX LLeHTpaXx;

- y4acTue B Cbesaiax, KoHrpeccax, KoHepeHUUsiX, MacTep-Krnaccax

CobntogeHve BpadyebHOM TalHbl, KNATBbI Bpaqal':I , IPUHUMNOB Bpa4yebHON 3TnKN

1 AeoHTonorMn B paboTte ¢ naumeHTaMm (Mx 3aKOHHbIMU NPeACTaBUTENSMM) 1
konneramm

CobntogeHne 3akoHodaTenbCcTBa B chepe oxpaHbl 300POBbS U UHbIX
HOPMaTUBHbIX MPaBOBbLIX AKTOB, ONPeAEeNAoWNX eATENbHOCTb MEANLMNHCKNX
opraHusauuii 1 MeEANLMHCKUX pabOoTHWKOB, MPOrpamMmmbl roCyAapCTBEHHbIX
rapaHTUin okasaHus rpaxkgaHam 6ecnnaTtHon MeanUMHCKON MOMOLLN

3 Mpukas MuHsgpaBa Poccunm ot 20 gekabps 2012 r. N 1183H "O6 yTBepxaeHun HomeHknatypsbl

OOIMKHOCTEN MeOULMHCKUX paboTHMKOB M hapmaleBTUYeCKUX paboTHMKOB" (3apernctpupoBaH MuHOCTOM
Poccun 18 mapta 2013 r., peructpaumoHHblin N 27723), ¢ WU3MEHEHUAMU, BHECEHHbIMW MPUKA30M
MwuHsppasa Poccun ot 1 aBrycta 2014 r. N 420H (3apeructpupoBaH MuHioctom Poccun 14 asrycta 2014 r.,
pernctpaumoHHsin N 33591).

4Cratbs 69 denepanbHoro 3akoHa oT 21 Hosi6pst 2011 r. N 323-93 "O6 ocHoBax oxpaHbl 340POBbS
rpaxaaH B Poccunckon ®epepauun” (CobpaHune 3akoHogaTenbctBa Poccunckon ®epepaumn, 2011, N 48,
cT.6724; 2013, N 27, c1.3477; N 48, c1.6165, 2016, N 1, cT.9).

5 Mpuka3s MuH3gpaea Poccum oT 8 okTsibps 2015 r. N 707H "O6 yTBepxxaeHun KBanmndukaumoHHbIX



TpeboBaHW K MeguuMHCKMUM U dapmaueBTMyeckuM paboTHMKam C  BbicWwMM obpas3oBaHWeM Mo
HanpaBIieHNIO MOArOTOBKM "3OpaBOOXpaHEHME U MeAUUMHCKME Hayku" (3aperctpupoBaH MUHIOCTOM
Poccnn 23 oktabpsa 2015 r., pernctpaumoHHbin N 39438), ¢ M3MEHEHUsIMW, BHECEHHbLIMW MPUKA30M
MwuHsgpaBa Poccum ot 15 moHs 2017 r. N 328H (3apeructpupoBaH MuHioctom Poccum 03 uronsa 2017 r.,
perncTpaunoHHbin N 47273).

6 Mpuka3s MuHsgpaBa Poccum ot 06.06.2016 N 3524 "O6 yTBepxaeHUM mnopsigka Bblgayn
cBuaeTenbcTBa 00 akkpeauTauumm crneumanucta, opMbl cBuaeTenscTBa ob akkpegutTauum cneumanmncTa u
TexHuyecknx TpeboBaHui k Hemy" (3apernctpmpoaH MuHuctepcteom toctuumm Poccuinckon ®epepaunm 04
uionsa 2016 r., pernctpaumoHHbin N 42742).

T Cratbs 213 Tpyoosoro kopekca Poccunckon ®epepauun (CobpaHne 3akoHogaTenbCTBa

Poccunckon degepaumm, 2002, N 1, c1.3; 2004, N 35, c1.3607; 2006, N 27, c1.2878; 2008, N 39, cT1.3616;
2011, N 49, c1.7031; 2013, N 48, c1.6165; N 52, c1.6986; 2015, N 29, cT1.4356).

g Mpukas MuHsapascoupassutus Poccum ot 12 anpensa 2011 r. N 302H "O6 yTBep)xaeHUn nepeydHen

BpeOHbIX M (MnM) onacHbIX NPOM3BOACTBEHHbLIX hakTopoB M paboT, NPy BbINOMHEHUN KOTOPbIX MPOBOASTCS
obsasaTtenbHble NpegBapuTernbHble U Nepuoandeckue MeguumHckme ocMoTpbl (obcnegosanus), n MNMopsaagka
npoBeaeHus obsasaTenbHbIX NPeABapUTENbHbIX U NEPUOANYECKUX MEOULMHCKMX OCMOTPOB (06cneaoBaHui)
pabOTHUKOB, 3aHATLIX Ha TsXkKenbix paboTtax u Ha paboTtax ¢ BpegHbIMM M (UNKM) OMACHBLIMW YCMOBUSIMM
Tpygoa" (3apernctpupoBaH MuHioctoM Poccum 21 okts6pa 2011 r., pernctpauymoHHein N 22111), c
N3MEHEHNSIMUW, BHECEHHBbIMM Npukasdamu MuHagpasa Poccun ot 15 masa 2013 r. N 296H (3apermctpupoBaH
MuHioctom Poccum 3 uonsg 2013 r., peructpaumoHHein N 28970) n ot 5 pekabpsi 2014 r. N 801H
(3apeructpupoBaH MuHtioctom Poccum 3 doeBpans 2015 r., peructpaunoHHbeii N 35848).

® Crartbs 351.1 TpypoBoro kogekca Poccuiickon ®epepaumm (CobpaHue 3akoHoAaTenbCTBa

Poccuiickoit deaepaumm, 2002, N 1, cr.3: 2006, N 27, c1.2878; 2008, N 9, c1.812; 2015, N 1, cT1.42; N 29,
cT.4363).

10 depnepanbHbIi 3akoH oT 21 HosA6ps 2011 r. N 323-9®3 "O6 ocHoBax oxpaHbl 3[0pOBbs rpaXkaaH B

Poccuiickon ®depepaummn” (CobpaHne sakoHogatensctBa Poccunckon ®epepaumm, 2011, N 8, c1.6724;
2013, N 27, c1.3477; 2017, N 18, cT.2663, N 27, cT.3951).

[ononHuTteneHble XapakKTepucTtukumn

HaumeHoBaHue fokymeHTa Ko HaumeHoBaHve 6a30Boi rpynnbl, AOMKHOCTY (Npodeccum) unm
cnewumnanbHoCTH
OK3 221 Bpaun
excll - Bpau knuHu4yeckor nabopaTopHoW AMarHoCTUKN
OKMATP 11 20448 Bpau
okcolz? 3.30.05.01 |MegunumHckasa Guoxumums

10 depnepanbHbii 3akoH OT 21 HosA6ps 2011 r. N 323-93 "O6 ocHoBax oxpaHbl 3[0pOBbS rpaxdaH B

Poccuiickon ®depepaumn” (CobpaHne 3akoHogatenbctBa Poccuiickon Pepepaumm, 2011, N 8, cT1.6724;
2013, N 27, c1.3477; 2017, N 18, cT.2663, N 27, cT.3951).

11 EavHbIM KBannUKauMOHHbIA  CAPaBOYHUK  OOSDKHOCTEN  pykoBOAMUTEMEW, Ccrneumanuctos W
cnyxatumx.

12 O6Lepoccuiickni knaccudukaTop npodeccun paboumx, OOMKHOCTEN chyXawmx n TapudHbIX



paspsaos.

3.1.1. TpypnoBas cdyHKUuaA

HanmeHoBaHue BbinonHeHne KNMHMYECKMX NabopaTopHbIX Koa A/01.7 YpoBeHb 7

uccreoBaHuin (nopypoBeHb)

KBanuukaumm

MpouncxoxaeHne
TPYAoBOW (DYHKLMM

OpwuruHan X [3anmcTBOBaHO 13

opurmHana

Kopa opurmHana PeructpaumnoHHbIn
Homep
npodeccrMoHanbHoOro
cTaHgapTa

TpynoBble aencTBus

MpoBeneHWe KNMHUYECKNX NabopaTopPHbIX UCCredoBaHWA No NPOdUnto
MeaULMHCKON opraHnsaLmum

[NpoBeaeHne KOHTPOA KayecTBa KIMHNYECKMUX na6opaToprlx nccnegoBaHumn

Paspa60TKa M npuMeHeHne CtaHgapTHbIX onepaunoHHbIX npouenyp no
KIMMHUYECKUM na6opaTopr|M ncenegoBaHnAm

OueHKa pe3ynbTaToB KOHTPONSA KavyecTBa KITMHNYECKNX NabopaTopHbIX
nccnegoBaHun

Be,qume MeﬂVILI,I/IHCKOIZ OOKyMeHTauuun, B TOM 4Yucre B 3J1IEKTPOHHOM Buae

MoproToBka OTYETOB O CBOEW AEATENBHOCTU, B TOM YMCIIE MO BbINOMHEHWIO
KMMHUYECKMX NabopaTopHbIX UccrneaoBaHnn

Heobxoammble ymeHus

BbINONHATE KNUHU4YECKne na60paToprle ncecnenoBaHnAa

OcyU.leCTBﬂﬂTb KOHTPOJ1b Ka4ecTBa KIMHNYECKNX na6opaToprlx nccnegoBaHun

Pa3pabaTbiBaTb M NPUMEHATL CTaHAAPTHBIE ONepauVoHHble NpoLeaypbl Mo
KNUHUYeCcKkUM NnabopaTopHbIM UcCnefoBaHNsIM

OueHuBaTb pesynbTaTbl KOHTPOSA Ka4eCTBa KMMHUYECKUX NTabopaTopHbIX
ncecnegoBaHnn

Bectun MeANLUMHCKYI0 OOKYMEHTaLuo, B TOM 4Ynucne B SJIeKTPOHHOM BUae

CocTaBnaTb OTYETbI O NPOBEAEHHbIX KIMHUYECKMUX na6opaToprlx nccnegoBaHUAx

Heobxoammble 3HaHKA

MpUHUMMNBI KNTMHUYECKMX NaBopaTopHbIX UCCNeaoBaHUI, NPUMEHSIEMbIX B
na6opaTopuu

AHanuTnyeckne xapakTepucTUKM KIMMHUYECKUX nabopaTopHbIX UCCReaoBaHUA U UX
obecneyeHne

MeToabl KOHTPOSA KavyecTBa KIMHNYECKUX naGopaToprlx MccreaoBaHUM N OLEHKN
nx pesynbrtaTtoB

MpaBuna opopMneHns MeAULIMHCKOM AOKYMEHTALMKU, B TOM YMCTe B SNEKTPOHHOM
BuAae




MpaBuna fencTBuin MegULMHCKUX paGOTHUKOB Npu 0GHapYXeHUN nauueHTa ¢
np13HakaMuy 0coGO OMNacHbIX UHGEKLMI

[pyrue xapaktepucTuku

3.1.2. TpypnoBas cdyHKUuA

HavumeHoBaHue OpraHnsauus KOHTPOns KayecTsa Kog A/02.7 YpoBeHb 7
KNUHWYeckmx NabopaTopHbIX MccnefoBaHnm (noaypoBeHb)
Ha npeaHanuMTUYecKkoM, aHanMTUYECKOM 1 KBanudukaumm

nocTtaHannTn4eCckom atanax

MpouncxoxaeHne
TPY£OBOWN (OYHKUMNN

OpwuruHan X [3anmcTtBOBaHO n3
opurMHana
Kog opuruHana PernctpaumoHHbIn
HoMmep
npodeccroHansHoro
cTaHpapTa

TpynoBble AencTBUA

PaspaboTka cTaHgapTHbIX onepauuoHHbIX npoueayp (aanee - COIM) no obecneyeHuto
KavyecTBa KINMHUYeCKnX na60paTopr|x I/ICCJ'Ie/J,OBaHVIVI Ha BCeX 3Tanax

OpFaHMSGHMH N npoBegeHmne KOHTPOoAd KadecTBa KIMUMHUYECKUX na6opaToprlx
nccrneaoBaHui Ha npeaHannTn4eckom atane

OpraHusauusi u npoBeAeHne KOHTPONSA KayecTBa KNMHUYECKMX nabopaTtopHbIX
uccreaoBaHU Ha aHanMTUYECKOM aTane, BKIoYas BHYTp1nabopaTopHbIN 1 BHELLHWUA
KOHTpOIb KayecTBa

OpFaHMSGHMFI N npoBegeHmne KOHTPOosA KadecTBa KIMUMHUYECKUX na6opaToprlx
nccrneaoBaHWIM Ha NOCTAHANMTUYECKOM dTane

WHTepnpeTtaumsa pe3ynbTaTtoB BHyTpVIﬂaGOpaTOpHOFO N BHELLHEro KOHTpOoJ1a Ka4ecTBa
KIMUHUYECKNX na60paToprlx ncenegoBaHun

BeneHne AOOKyMeHTauun, B TOM YUcne B 3N1EeKTPOHHOM BUAE, CBSI3aHHOW C
npoBeaeHnemM KOHTposa Kav4ectBa KIMMHN4YEeCKNX na6opaToprlx nccnegoBaHun

Heobxoammble ymeHus

Paspa6atbiBaTte COlN Mo KOHTPOIMO KAYecTBa KNMHUYECKUX NlabopaTopHbIX
MCCrnefoBaHnin Ha BCex aTanax

OpFaHI/I3OBbIBaTb N NPOon3BOANTb KOHTPOIb KavyecTBa KIMUMHNUYECKNUX J'I860paT0prIX
ncenegoBaHUn Ha npeaHannTu4eCckom atane

OpraHun3oBbIBaTh U NPOU3BOANTL KOHTPOIb KA4eCcTBa KMMHUYECKUX NabopaTopHbIX
nccrnenoBaHuiA Ha aHanUTUYECKOM 3Tane, BKIYasi BHYTPUIabopaTopHbIi U BHELLHWIA
KOHTPONb KayecTBa

OpFaHVI3OBbIBaTb 1N NPon3BOANTb KOHTPOJIb Ka4eCTBa KIMHUYECKNX na6opaToprlx
nccrnefoBaHUn Ha NOCTaHaNMTUYECKOM aTane

WHTepnpeTrpoBaTh pesynbTaTtbl BHYTPUNabopaTopHOro v BHELLHETO KOHTPONS
KayecTBa KNMUHUYECKUX NlaBGopaTopHbIX UcCcrieqoBaHui




Bectun OOKyMeHTauuto, B TOM Yucrne B 3NIeKTPOHHOM BMae, CBA3aHHYO C nNpoBeAeHNneM
KOHTPOIA Ka4vyecTBa KIMNHUYECKNX na6opaToprlx nccnegoBaHun

Heobxoagnmble 3HaHus

MpaBuna npoBegeHNs 1 KPUTEPUM KavecTBa NpeaHanmuTUYeckoro atana, BKovas
NpaBUNbHOCTb B3ATUSI U OLIEHKY kayecTBa buonormyeckoro matepuana

I'IpaBVlna nposeaeHnsa BHyTpVIJ'Ia60paT0pHOFO N BHELWHEero KOHTpOoIi4 Ka4yecTBa Ha
aHannTn4eCcKom atane, MeTodbl OLEHKN pe3ynbTaToB

[MNpaBuna nposegeHus BHyTpVIJ'Ia60paT0pHOFO N BHELWHEero KOHTpoI4d Ka4yecTBa Ha
nocTaHanMTU4eCKoM atane, MeToabl OLLEeHKN pe3yrnbTaToB

CTaH,D,aprI B 00nacTu KayecTBa KIMHUYECKMX na6opaToprlx nccrnegoBaHum Ha Beex
aTanax na60paToprlx nccnefoBaHun

MpvHUMNbl paspaboTkn COMM B 06GnacTy KOHTPOS KaYecTBa Ha BCex aTanax
nabopaTopHbIX UCCrefoBaHUM

MpeaHanuTnyeckne, aHaNMTUYECKME U NOCTaHANMTUYECKUE TEXHOMOMM KIMHUYECKUX
nabopaTopHbIX UCCRefoBaHMI

[pyrue xapaktepucTuku

MpoucxoxaeHune
TPY£OBOW (OYHKUNN

3.1.3. TpynoBas pyHKUUA

HanmeHoBaHue OcBOEHMEe 1 BHEAPEHME HOBbIX METOAOB Kon A/03.7 YpoBeHb 7
KNHWYeckmx nabopaTopHbIX MCCnefoBaHum (nogypoBeHb)
MeaMLUMHCKOro 06opynoBaHus, KBanudukauum
npeaHasHa4YeHHOro Ans Ux BbIMNONTHEHMWS
OpwuruHan X [3anmcTBOBaHO 13
opuruHana
Kog opuruHana PernctpaumoHHbIn
HoMep
npodeccrmoHanbHoro
cTaHpapTta

TpynoBsble AencTeus

OcBOEHME HOBLIX MEeTOO0B KIMNMHNYECKUX na6opaToprlx nccrnegosaHumn

BHeapeHne HOBOro MeauLMHCKOro 060pyaoBaHus, NpeaHasHayeHHoro ans
BbIMOSTHEHUSA KIMHUYECKMX NabopaTopHbIX UCCNeaoBaHuin

Paspa6otka COIll no HOBbIM MeTOAaM Ha BCEX aTanax KMMHUYEeCKUX nabopaTopHbIX
nccrnefoBaHWin  aKkcnnyaTaumy HoBoro obopyAoBaHus, NpegHa3Ha4YeHHoro Ans
BbINOSTHEHWUS KIMMHUYECKNX NaBopaTOPHbIX UCCIe[oBaHNM

OpraHu3aumst 1 NpoBeAeHNe KOHTPONA KaueCTBa HOBbIX METOA0B KITMHUYECKNX
nabopaTopHbIX UCCNeaoBaHuii

JkcnepuMeHTarnbHas NPOBEpPKa M YCTAaHOBIEHWNE XapaKTEPUCTUK KITMHUYECKUX
nabopaTopHbIX METOA0B UCCNEAOBaHUIA (OLeHKa NPELM3NOHHOCTH, NPaBUbHOCTY,
NIMHENHOCTW, onpeaeneHune "nokanbHbIX" pedpepeHTHbIX MHTEPBArioB)

MpoBepka 1 KOPPEKTUPOBKA NEPBUYHON OLIEHKU Pe3yIbTaToB KIIMHUYECKMX




na6opaToprlx nccrneaoBaHum Ha aHanusaTtope

Heobxoammble ymeHus

OcBaunBaTb HOBble MeTOAbI KIMHUYECKMX na6opaToprlx nccrnegoBaHun

OpFaHVI3OBbIBaTb BHeapeHne HOBOro o6opy,qosaHV|9|, npegHa3HavYeHHoro ansa
BbINOJTHEHNA KIMMHNYECKUX na60paToprlx nccnegoBaHum

Pa3pa6aTblBaTb COIl no HoBbIM MeTOA4aM Ha BCex aTanax KImMHUYECKMX
na6opaToprlx nceneaoBaHum m 3Kcnnyataunm HoBOro 060py,CI,OBaHVIF|,
npeaHa3HavYeHHOoro AnAa BbliNONMHEHUA KIMMHUYECKNUX na6opaToprlx nccrnegoBaHun

OpraHn3oBbIBaTb U NPOW3BOANTE KOHTPOSIb KAYECTBA HOBLIX METOA0B KITMHUYECKUX
nabopaTopHbIX UCCNeaoBaHuii

[MpoBepATb M yCTaHaBNMBATb XapakTEPUCTUKM KITMHUYECKMX NabopaToOpHbIX METOAO0B
nccnegoBaHuii (OLeHka NpPeLm3noHHOCTH, NPaBUbHOCTH, IMHENHOCTH, onpeaeneHue
"nokanbHbIX" pedepeHTHbIX MHTEPBAOB)

MpoBepsiTb 1 KOPPEKTUPOBATL NEPBUYHYIO OLIEHKY PE3YNbTaToOB KIMHUYECKNX
nabopaTopHbIX UCCNEAOBaHWI Ha aHanusaTope

Heobxoanmble 3HaHus

OcHOBHble NpUHUMNBI N MEeTOOUKN OCBanBaeMbIX KIMMHNYECKNX na6opaToprlx
nccnenoBaHumn

AHanuTnyeckrne xapakTepucTukim nabopaTtopHbIX METOA0B (MPELM3NOHHOCT,
NpPaBuIbHOCTb, CNEeUNMUYHOCTb, YYBCTBUTENBHOCTbL) U UX onpegeneHne

MeToabl pacyeTa peepeHTHbIX MHTEPBAanoB KNMHNYECKMX NabopaTopHbIX
nokasateneu

AHanuTuyeckmne XapaKTepucTtukn sHegpaemMmoro megmunHCKoro 060pyJJ,OBaHVIF|,
npegHasHa4YeHHoro Ana BbliNOJIHEHUA KIMTMHUYECKUX na6opaToprlx nuccnenoBaHuin

[Lpyrve xapakTepucTuku

3.1.4. TpypnoBas cdyHKUuUA

HanmeHoBaHue BHyTpunabopaTtopHas Banugaums Koa A/04.7 YpoBeHb 7
pes3ynbTaToB KIMHUYECKNX NabopaTopHbIX (nogypoBeHb)
ncenegoBaHumn KBanudukawumm

MpoucxoxaeHne OpwuruHan X [3anmcTBOBaHO n3

Tpy4oBOW PyHKUMM opurmHana

Kop opwrmHana PervctpaunoHHbIn
HoMep
npodeccroHansHoro
cTaHpapTta

TpynoBble AencTBuA

CooTHeceHMe pe3ynbTaToB KMMHUYECKUX NabopaTopHbIX UCCNefoBaHuii ¢
pedepeHTHbIMU UHTEPBATamm

OueHKa BNMsiHUS HENATOMNOrMYeCKon 1 NaTororM4yeckon Bapvauuun Ha pesynbTaTbl
KIMUHUYECKNX na6opaToprlx nccnegoBaHum




Mcnonb3oBaHne MHpOpMaLMOHHBIX CUCTEM U
WMHPOPMaLMOHHO-TENEKOMMYHUKaLIMOHHOM ceTh "VIHTepHeT" ¢ Lenbio nomncka
WHOopMaLum, HeobxoamMMon Ans NnpodeccmoHansHOM AeATENbHOCTH

OLI,eHKa BIMNAHUA pa3finyHbIX BUOOB Bapvauun Ha pe3yrnbTaTbl KNMUMHNYECKUX
nabopaTopHbIX NccriefoBaHUn

Heobxognmble ymeHus

OueHunBaTh CTeneHb OTKIIOHEHUs pesyrbTaTta KIMHUYEecKoro nabopaTtopHoro
1ccrneaoBaHnsl oT ped)epeHTHOro MHTepeana

OueHnBaTb BNUSIHWE HEMATOMNOMMYECKON N NaTONOrMYeCcKon Bapuaunm Ha pesynbTtatsl
KNMHWYeckmx NabopaTopHbIX MccnefoBaHnm

Mcnonb3oBaTtb MHPOPMALMOHHBIE CUCTEMBI 1
MHOPMaLMOHHO-TENEKOMMYHUKALMOHHYIO0 ceTb "UHTepHeT"

OueHunBaTh BNUsIHWE PasfiMyHbIX BULOB Bapuauuy Ha pesyrbTaTbl KIIMHUYECKMX
nabopaTopHbIX UCCRefoBaHMI

Heobxoanmble 3HaHUA

Mpasuna paboTbl B MHpOPMALMOHHBIX CUCTEMAX U
MHOPMALMOHHO-TENEKOMMYHMKALUNOHHON ceTun "UHTepHeT"

Buabl Baprauny pesynstaToB KNMHUYECKNX nabopaTopHbIX nccnegoBaHnii

KoHuenums pedepeHTHbIX MHTepBanos

rlpVIHLI,I/II'IbI obecneyeHuns npocnexmnBaemMoCTn pe3ynbTaToB M3MepeHVII7I n
rapMoHumn3aummn KNnMHN4YeCcKnx na6opaTopr|x nuccnegoBaHuin

[Lpyrve xapaKkTepucTrKu

3.1.5. TpynoBas cdyHKUuA

HanmeHoBaHue OpraHunsauus aestenbHoCcTU Haxogsiwerocs B (Kog A/05.7 YpoBeHb 7
pacnopskeHuM MeauUUHCKOro nepcoHana (nooypoBeHb)
nabopaTtopum KBanudukauum

MponcxoxaeHne OpvirnHan X |3anmcTtBOBaHO n3

TpyZ4oBoOW pyHKLMK opurmHana

Kop opvrmHana PervcrtpaunoHHbIn
HOMeEp
npodeccroHansHoro
cTaHpapTta

TpynoBble aencTeus

KOHTpornb BbINOMTHEHUS OOMMKHOCTHbIX 06s13aHHOCTEN HaxoasiLLerocs B pacnopsaXxeHnn
MeanUMHCKOro nepcoHana na6opaTopV||/|

KOHTpOnb BbINONHEHUS! HAXOASLLErOCS B PacropsikeHUU MeaULMHCKOro nepcoHana
naGopaTopuun TpeGoBaHW 0XpaHbl TpyAa Y CaHUTapHO-NPOTUBO3NUAEMUYECKOTO
pexuma

Heo6xoammble ymeHus

OpraHI/I3OBbIBaTb neATenbHOCTb MeJULIMHCKOro nepcoHana na60paTop|/||/|

[pon3BoanTb BHYTPEHHUI KOHTPOSTb KayecTBa OeATENbHOCTN HaxoadLlerocq B




pacnopsaXxeHun megnumnHCKOro nepcoHana na6opaTopvw|

O6y4yaTb HaxoasALLMIACA B PAcNopskeHN MeAMLMHCKUI NepcoHan nabopaTopun
HOBbIM HaBbIKaM U YMEHMUsIM

Heobxoanmble 3HaHKA

JOMmKHOCTHbIE 0GSI3aHHOCTU HAXOASALLEroCs B PacrnopsikeH! MeanLMHCKOTo
nepcoHana naéopaTtopuu

Tpe6oBaHWs 0xpaHbl TpyAa, OCHOBbI JINYHOWM GE30MacHOCTU U KOHAIUKTONOM K

MpuHUMNBI paboTbl 1 NpaBuna akcnnyatauuy nabopaTopHoro o6opyaoBaHms

OCHOBBI yrpaBneHns Ka4eCcTBOM KIMMHUYECKNX nabopaTopHbIX UCCneaoBaHuim

OcHOBbI NPOUNAKTUKN 3a60neBaHUii U CAHUTAaPHO-NPOCBETUTENBHON PaGoThI

[Lpyrve xapakTepucTuKm

3.1.6. TpynoBas pyHKUUA

HanmeHoBaHue OkasaHue MeauLUUHCKOM nomMolm nauueHtam (Kop A/06.7 YpoBeHb 7

B 3KCTPEHHOW hopme (nogypoBeHb)

KBanudukawumm

MpoucxoxaeHune
TpyAoBOW dyHKUUU

OpwuruHan X [3anmcTBOBaHO 13
opurMHana

Kog opvrmHana PeructpaunoHHbin
Homep
npodeccrmoHanbHoro
cTaHgapTta

TpynoBble aencTBus

OueHka CoCTOsIHUS NauMeHTa, KOTOpoMy TpebyeTcst okazaTe MEAULIMHCKYHO MOMOLLb B
3KCTPEHHOW cbopme

PacnosHaBaHvne COCTOSIHWI, NPEACTABMSAOLWMX YrPO3Y XKU3HU MNALMEHTOB, BKIHOYas
COCTOSIHUE KIMMHUYECKON CMEPTU (OCTAHOBKA XXM3HEHHO BaXHbIX (DYHKLUMIA OpraHn3ma
YyenoBeka (KpoBoOOpaLLEHUS U (MNKN) OblIXaHKs)), TPEOYIOLLMX OKa3aHUsi MeaULIMHCKON
NOMOLLM B 3KCTPEHHOW chopme

OkasaHve MeaULIMHCKON MOMOLLM B 9KCTPEHHOM hopMe naumeHTam npu COCTOSHUSX,
NpeacTaBnSoOWMX Yrpo3y Xn3HW NaLUeHToB, B TOM YuCne KIMHUYECKOR cMepTu
(oCTaHOBKa XXM3HEHHO BaXHbIX (OYHKLMI opraHu3Ma Yenoseka (kpoBoobpalleHus n
(vnn) gbixaHns)

MprMeHeHne nekapCcTBEHHbIX NPenapaToB U MEAULMHCKUX U3OeNUI NPy oKasaHun
MEANLMNHCKON MOMOLLN B 9KCTPEHHOM hopme

Heo6xoanmble ymeHus

BbIsBnATL cocTOsHUS, TpebytoLme okasaHUs MegULMHCKON MOMOLLU B SKCTPEHHON
dopMe, B TOM YMCre KIMUHUYECKNE NPU3HAKM BHE3AMHOMO NpekpaLleHuns
KpoBoobpalLeHus 1 abixaHusi, TpebytoLne okasaHus MegULIMHCKON MOMOLLM B
3KCTPEHHON hopme

BbINoNHATL MeponpuaTus 6Ga3oBon cepeyYHO-NErouHol peaHnmManmum




Oka3sblBaTb MEANLMHCKYIO MOMOLLb B 3KCTPEHHON hopMe naumneHTam npu COCTOSHUSIX,
NpeacTaBnsoOWMX Yrpo3y Xn3HW NauueHToB, B TOM YuCTe KIMHUYECKOA cMepTu
(ocTaHoOBKa XM3HEHHO BaKHbIX (DYHKLMIA OpraHn3mMa venoseka (KpoBoobpalleHus v
(nnn) gbixaHus)

[MprMeHATb NekapcTBeHHbIE NpenapaTthl U MeAULMHCKUE N3Oenus Npy okasaHun
MEeLMLIMHCKOM NOMOLLM B 3KCTPEHHOM dhopme

Heobxognmble 3HaHus

MeToauka cbopa xanob n aHamHesa y NauMeHToB (MX 3aKOHHbIX NpeacTaBuTenen)

MeToauka dur3nkKanbHOro nccrefoBaHus naumeHTos (OCMOTP, Nanbnauus, NepKyccus,
ayckynbTaums)

KrnnHuyeckre NpusHaky BHE3amNHOro npekpaLleHust KpoBoobpaLLeHUs 1 (Unn) AblXxaHus

MpaBuna npoBeaeHns 6a3oBoi cepAeYHO-NEr0YHON peaHMMaLmm

[pyrue xapaktepucTuku

3.2. O606LeHHan TpyaoBasa (pyHKUUSA

HanmeHoBaHue Pa3paboTka 1 BeinonHeHne goknuHudeckoro  (Kog B YpoBeHb 7

nccneaoBaHWs NekapcTBEHHONO cpeacTea Ans KBanudukauum
MEeLMLMHCKOro NPMMEHEHNS,
OMOMENUMHCKOro KIeTOYHOro NpoayKTa,
TEXHUYECKOro UCMbITaHUSA U
TOKCUKOJIOMMYeCKOro UccrneaoBaHus
(ncnblTaHMsA) MEAMLMHCKOrO u3genusi

MponcxoxaeHne
0606LLeHHOM TPyaoBOW
dyHKUMN

OpwuruHan X [3anmcTtBOBaHO n3
opurinHana

Kop opwrmHana PeructpaunoHHbiin
Homep
npodeccrMoHansHoOro
cTaHgapTta

Bo3MoXHble HanMeHoBaHUSA
OOIMKHOCTEN, npodeccui

Mnagwnin HayYHbIN (:Opr,JJ,an(14

HayuHbIn coTpyaHUK

TpeboBaHusa kK 0Opa3oBaHnio U |Bbicluee obpasoBaHue - cneuuanuteT no cneyuansHocTn "MeanumHckas

o0yyeHuto

onoxnmuns"

TpeGoBaHuUs K ONbITY
npakTuyeckor paboTbl

Ocobble ycrnosusi fonycka k MpoxoxaeHue obs3aTernbHbIX NpeaBapuTEnbHbIX (MPU NOCTYNNEHUN Ha paGoTy) v

pabote

nepuoanyecknx MeauLMHCKUX 0CMOTPOB (06crnenoBaHuin), a Takke BHeOUYePeaHbIX
MeAMLMHCKUX OCMOTPOB (06cneaoBaHuin) B Nopsake, yCTaHOBIEHHOM




3akoHogaTenscTBom Poccuickon ®enepaumm

OTCcyTCTBME OrpaHNYEeHUn Ha 3aHATUE NPOdEeCCMOHarnbHOW AeATENbHOCTbLIO
yCTaHOBMNEHHbIX 3aKkoHogaTenscTBoM Poccuiickon ®egepauum

[pyrue xapaktepucTuku C uenbto npodeccmoHanbHOro pocTa U NPUCBOEHUS KBanuuKaLuMoHHbIX
KaTeropuvn:

- [ononHUTENbLHOE npodeccrnoHansHoe obpasoBaHmne (MpPorpamMmmbl MNOBbLILLEHUS
KBanudwvkaumn);

- 06yyeHne nNo nporpammamM NOAroTOBKW Hay4YHO-Neaarormyeckux Kagpos B
acnupaHType;

- CTaXWpOBKa;

- UCMONb30BaHNE COBPEMEHHbIX ANCTaHLMOHHBLIX 06pa3oBaTenbHbIX TEXHONOMMIA
(obpa3zoBaTenbHbIV NopTan u BebunHapbl);

- TPEHUHIN B CUMYNALUMNOHHbIX LLeHTpaXx;
- y4acTve B Cbesaax, KOHrpeccax, KoHPepeHUUsiX, MacTep-Knaccax

CobniogeHne KoHMUAEHUMANbHOCTU MHAOPMAaLIMK O OOKIUHUYECKOM
nccrnenoBaHnn NekapcTBEHHOro CpeacTBa Ana MeauLMHCKOro NpUMeHeHus,
G1OMeaNLMHCKOrO KNeTOYHOro NpoayKTa U TEXHUYECKOTO UCMbITaHUS U
TOKCMKOSIOTMYECKOro 1CCneaoBaHuns (UCNbITaHUsA) MeaULMHCKOTo n3aenus

3HaHue TpyooBoro 3akoHogatensctea Poccuiickon ®eaepauun,
3akoHopaTenbcTBa Poccuickon Pegepaunm B cdepe oxpaHbl 340POBbS, BKMOYas
npaea rpaxxgaH B cdepe OxpaHbl 300pOBbsl, 3akoHoAaTenbcTBa Poccuiickon
depepaunm 06 obpalleHnM nekapCTBEHHOIO CPeacTBa U 3aKOHOAATENbCTBA
Poccuiickon ®enepaumu 06 obpallieHnm GnoMeanLIMHCKOro KNneToYHoro npoaykTa

14 Mpuka3 MuHagpaBcoupassutua Poccun ot 3 umona 2008 r. N 305H "O6 yTBEepxaeHum

npodeccnoHarnbHbIX KBanugmKaumMOoHHbIX rpynn AOMKHOCTEN paboTHMKOB cdiepbl Hay4HbIX UCCIeg0BaHUn u
paspaboTtok" (3apeructpupoBaH MwuHioctom Poccunm 18 uons 2008 r., pernctpaumoHHbin N 12001), ¢
N3MEHEeHNsIMK, BHeCEeHHbIMU npuka3om MwuHsgpascoupa3sutua Poccum ot 19 gekabpsa 2008 r. N 740H
(3apeructpuposaH MuHioctom Poccuu 21 aHeaps 2009 r., peructpaumoHHbin N 13147).

[ononHuTteneHble XapakKTepucTtukumn

HanmeHoBaHue fokyMeHTa Kog HaumeHoBaHne 6a30Bo rpynnbl, 4OMKHOCTY (Mpodyeccumn) nnm
cneumansHOCTM
OK3 2131 Buonoru, 6oTaHuKK, 300M0MM U CNeUManmcTbl POACTBEHHbIX 3aHATUI
oKnaTrP 20327 Buoxumunk
24394 HayuHbIn coTpyaHuk (B obractv Guonorun)
24395 HayuHbIn coTpyaHuk (B obnactu 6aktepuonornm u hapmakosnormim)
24397 Hay4HbIli coTpyaHuK (B 06nacTy MeguumHel)
OKCO 3.30.05.01 MeguuuHckasa Guoxmmms

3.2.1. TpypnoBas cdyHKUuA



HavnmeHoBaHue PaspaboTka npotokona, nnaHa, nporpammbl  (Kog B/01.7 YpoBeHb 7

OOKIMMHNYECKOro nccneaosaHus (noaypoBeHb)
nekapcTBEHHOro cpefcTaa Ans MeauLuMHCKOro KBanudukaumm
NpUMeHeHns, BUOMEeANLIMHCKOrO KNeTOYHOro
NpoAyKTa, TEXHNYECKOro UCTbITaHUS U
TOKCUKOSIOTMYECKOro nccrnenoBaHus
(McnbITaHMs) MEANLMHCKOTO N3fenus

MpoucxoxaeHune
TPYAoBOW (DYHKLMM

OpwuruHan X [3anmcTBOBaHO n3
opurmHana
Kop opuruHana PervctpauunoHHbIn
Homep
npodeccrMoHanbHoro
cTaHgapTa

TpynoBble aencTBus

dJopmynMpOBKa 060CHOBaHMSI LOKIMHUYECKOrO NCCneaoBaHNs NlekapCTBeHHOro
cpeacTtea Aand meauumHCKOro npuMeHeHna, O1oMegNUNHCKOrO KNeTo4YHOro npoaykTa,
TeXHUYECKOro UcnbiTaHna U TOKCUKOJIOMrM4YeCcKoro nccrnegoBsaHua (VICI'IblTaHVIFl)
MeaNLUMHCKOro nsgenua

OnucaHue uenen n 3agad AOKIIMHUYECKOro UCcrefoBaHus NekapCTBeHHOro
cpeacTtea Aand meauumHCKOro npuMeHeHua, O1oMegNUNHCKOrO KNeTo4YHOro npoaykra,
TEeXHNYECKOro ncnbiTaHnAa N TOKCUKONOIM4YeCcKoro nccrieqoBaHua (I/ICI'IbITaHI/Iﬂ)
MeaNLUMHCKOro nsgenua

CocTaBneHune amMsaiHa AOKIIMHUYECKOro nccrnenoBaHus NeKkapCTBeHHOIro cpeacTea
Ana MeanumnHCKOro npuMeHeHus, OMOMEONLMHCKOrO KIeTOYHOro npoaykra,
TEeXHUYECKOro UcnbiTaHnAa N TOKCUKOJIOMrM4YeCKoro nccnegoBsaHmnA (VICI'IbITaHVIﬂ)
MeaNLUMHCKOro nsgenua

Pa3paboTka KpuTepmneB oueHkn 3hPEKTUBHOCTH, KayecTBa n 6e30nacHoOCTH
NeKkapCTBEHHbIX CPeACTB AN MEANLIMHCKOrO NPpUMeEHEeHNsl, BUoOMeaNLIMHCKUX
KNeTOYHbIX NMPOAYKTOB

CocTtaBneHne nabopaTopHbIX anropuTMoOB OLEHKU 3h(PEKTUBHOCTH, KavyecTea 1
06€e30MacHOCTU NEeKapPCTBEHHbIX CPEACTB AN MEAULMHCKOTO NPUMEHEHUS,
OMOMEONUNHCKMX KIETOYHbIX MPOAYKTOB

OnucaHune cTaTUCTUYECKUX METOAOB ANA 00paboTkn pe3ynbTaToB AOKITMHUYECKOrO
NCcCcrnegoBaHMs NEKAPCTBEHHONO cpeacTsa Anst MEAUMLMHCKOrO MPUMEHEHNS,
OMOMEeMUNHCKOro KNETOYHOrO NPOoAyKTa, TEXHUYECKOro NCMbITaHUS U
TOKCUKOMOIMMYECKOro MCCNeaoBaHus (MCMbITaHUs) MeOULMHCKOTo n3aenums

OnvicaHve OeicTBuii No oBGecrneYeHnio KayecTsa fieKapcTBEHHOTO CpeacTaa Ans
MEOULIMHCKOrO NMPUMEHEHNS, BUOMEAMLIMHCKOTO KIIETOYHOrO NPOaYyKTa, TEXHUYECKOro
UCTIbITAHUSA 1 TOKCUKOJSIOTMYECKOTO UCCIeaoBaHust (MCblTaHnsa) MeOuLMHCKOro
nsgenus

OnncaHne 3TUYECKMX acrneKToB AOKMTMHUYECKOrO UCCIEA0BaHNS NIEKAPCTBEHHOIO
cpeacTea Anst MEAULMHCKOrO NpUMEHEHUs1, GUOMEANLMHCKOro KNeTOYHOMO NpoayKTa,
TEXHUYECKOTO UCTbITaHWS U TOKCUKONOTMYECKOro UccrneaoBaHus (MCnblTaHus)
MeOULIMHCKOTO U3aenus

OnucaHue paboTbl C AaHHBIMU AOKMUHUYECKOrO UCCNEeA0oBaHUS NEKapCTBEHHOTO
cpencTea AnNs MeaULUMHCKOrO NpUMeHeHWsl, GUOMEANLIMHCKOrO KNEeTOYHOro NPoayKTa,
TEXHMYECKOTO UCMbITaHUSA Y TOKCUKOMOMMYECKOro UCCNEAoBaHMs (MCMbITaHWs)
MeOMLMHCKOro U3nenusa n BegeHne 4OKyMeHTauum, B TOM Yncre B 31eKTPOHHOM
Buae




Heo6xoanmble ymeHus

O60ocHOBbIBaTbL 3HAYMMOCTb OOKIMTMHUYeCKOoro nccrnenooBaHuna nekapcTtsBeHHoro
cpeacTtea onda MeauunHCKOro npuMeHeHus, 6MOMe,ElI/1LI,VIHCKOFO KNeTOYHOro npoaykra,
TeXHUYEeCKOro UcnbiTaHnAa N TOKCUKOJIOMrMYeCKoro nccnegoBaHua (VICI'IbITaHVIFl)
MeaunumHCKOoro n3genuna

OnwvceiBaTb LENW U 3a4a4m AOKNMHUYECKOrO UCCIeA0BaHUS NeKapCTBEHHOMO
cpefcTBa Anst MEAULMHCKOrO NPUMEHEHUs!, BUOMEANLMHCKOrO KNeTOYHOro NPOAyKTa,
TEXHUYECKOTO UCTbITAHUS U TOKCUKONOFMYECKOro UCCreaoBaHUs (MCMbITaHUS)
MeONLIMHCKOTO U3aenus

CocTaBnaTb Au3ariH u CXeMy OOKINMMHNYeCKoro nccnenoBaHna nekapcTtBeHHOro
cpeacTtea And meauumMHCKOro npuMeHeHna, O1oOMeaNUNHCKOrO KIeTO4YHOro npoaykTa,
TEXHUYECKOro ncnbiTaHna n TOKCUKOJ10r’mM4eCckoro nccnegoBaHuA (VICI'IbITaHVIFl)
MeaunumHCKoro n3genuna

Pa3spabatbiBaTb KpUTEpUK OLEHKN 3QEKTUBHOCTM, KayecTBa U 6e30MacHOCTM
NeKapCTBEHHbIX CPeACTB A1 MEAMLIMHCKOTO NMPUMeHeHUs!, GrioMeanLMHCKIX
KNeTOYHbIX NPOAYKTOB

OnucblBaTb cTaTUCTUYECKNE METOALI AN 06paGoTKN pe3ynbTaToB AOKITUHUYECKOro
nccrnenoBaHnsa nekapcTBEHHbIX CPeACTB AN MEAULIMHCKOTO NPUMEHEHMS,
GrOMeaNLMHCKMX KNETOYHbIX NPOAYKTOB, TEXHUYECKUX UCTIbITaHUIA U
TOKCUKOSIOTMYECKUX UCCNeaoBaHuii (MCMbITaHWin) MeAULIMHCKUX U3aenui

OnucbiBaTb AeNCTBUS NO 06ecneYveHnto kayectTsa AOKIIMHUYECKOro UccrnenoBaHus
nekapcTBEHHbIX CPeacTB ANt MEAULIMHCKOrO NPUMeEHEeHNs!, BUoMeaNLMHCKNX
KNETOYHBIX MPOAYKTOB, TEXHUYECKNX UCMbITAHWUIA N TOKCUKOMOTMYECKUX
nccnegoBaHUmM (MCMbITaHUIN) MEOULUHCKUX U3Oenun

OnucbiBaTb 3TMYECKME acnekTbl 4OKITMHUYECKOrO NccrnenoBaHns NeKapCTBeHHOro
cpeacTtea and meauumHCKOro npuMeHeHna, O1oMegNUNHCKOro KNeTo4YHOro npoaykTa,
TEXHUYECKOro ncnbiTaHna n TOKCUKOJ10r’M4eCcKoro nccnegoBaHnA (VICI'IbITaHVIﬂ)
MeaNLUMHCKOro nsgenua

OnuckiBaTb pa60Ty C AaHHbIMW OOKIMMHUYECKOro nccrieqoBaHuna nekapCcTtBeHHOro
cpeacTtea And meauumHCKOro npuMeHeHusa, 61oMeaMUNHCKOro KNeTo4YHOro npoaykra,
TEeXHUYECKOro UcnbiTaHnAa N TOKCUKOJIOMM4YEeCKoro nccnegoBaHua (VICI'IbITaHVIFl)
MeaNLUMHCKOro nsgenuma n BeCtn AoKyMmeHTauuto, B TOM Yucre B 3J1EKTPOHHOM Buae

Heobxoammble 3HaHKA

OcCHOBbI KNETOYHOM U MOSeKynspHON 6ruonorMmn, aHaToMuW, HOpMarsibHOW 1
naTonornyeckon usmonorumn

MpaBuna u cnocobbl nony4eHus Guonoruyeckoro mateprana ansi nabopaTopHbIX
nccnefoBaHuii (MCnbITaHWN)

MpuHLMNEI NabopaTopHbIX METOAOB UCCHEeAO0BaHUIA (UCMbITAHWI)

O0was knMHn4Yeckast cMMmnTomaTuka nopaxeHusa pasfnnyHbiX OpraHoB N CUCTEM
opraHm3ma 4enioBeka C Lerbio NoArotoBkM N OLUEHKN TPaHCIALMUOHHbIX Moaenen Ha
KCNnepnMeHTarbHbIX XXUBOTHbIX

OTmonorus, naToreHes, KIuHuKa, NPUHUUNbI NeYeHnda n I'IpOCbVIJ'IaKTI/IKVI 3aboneBaHui
YyenoBeKa C Lenbio NoaArotoBkA 1 OUEeHKN TPaHCIALUOHHbIX MoZenemn Ha
KCNnepuMeHTarbHbIX XXUBOTHbIX

Bapuauus naGopaTopHbIX pe3ynbTaToB v ee BfusiHWe Ha nabopaTopHble
uccrnegoBaHus

dapmakoKkMHeTVKa 1 dhapMakoanuHaMmuKa NnekapcTBEHHOro CpeacTBa ans
MEOULIMHCKOrO NMpUMEHEHS

Cratuctuyeckue metoabl 06paboTkM pe3ynbTaToB AAHHBLIX JOKIMHUYECKMX
nccrnegoBaHWN NEKapCTBEHHbIX CPEACTB A1 MEAULMHCKOTO NPUMEHEHUS,
OMOMEeNUNHCKMX KIETOYHBIX MPOAYKTOB Y TEXHUYECKUX UCMbITAHUIA U
TOKCUKONMOMMYECKUX nccrnefoBaHum (MCnbITaHUn) MeAULUUHCKMX U3genui

CTaHﬂaprl B obnactu kayecTBa NeKapCTBEeHHbIX CpeacTB Ana MeamunHCKoro




NpUMeHeHNs1, BUOMEONLIMHCKUX KNETOYHbIX MPOAYKTOB, TEXHUYECKUX UCTIbITAHUIA U
TOKCUKOMOMMYECKUX MccrnefoBaHuin (UCNbITaHNn) MeOULNHCKUX n3aenui

JTn4eckne Hopmbl NPOBEAEHUSA AOKIIMHNYECKOrO UCCreoBaHUS NeKapCTBEHHbIX
cpeacTs AN MeAULIMHCKOro NPUMEHeHNs, BUOMeaNLIMHCKMX KNEeTOYHbIX NPOAYKTOB,
TEXHUYECKNX UCNBITAHNI U TOKCUKONOrMYECKNX NCCrneaoBaHnin (MCNbITaHni)
MeAVLIMHCKNUX N3aenui

MpuHLUMNBI NpoBEeAEeHUs 3TUYECKON IKCNepTU3bI

[Opyrve xapakTepucTuKu
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NeKkapcTBEHHOro cpeacTsa Anst MeAMLUHCKOro (nogoypoBeHb)
NpUMeHeHUs, GUOMEONLIMHCKOTO KIEeTOYHOro KBanudukauum

NPOAYKTa, TEXHNYECKOrO UCTILITAHNA W
TOKCUKOSMOMMYeCcKoro uccriefosBaHust
(McnbiTaHWs) MeaULMHCKOro U3nenus

MpoucxoxaeHune
TPY£oBOWN (OYyHKUMN

OpwuruHan X [3anmcTBOBaHO 13
opurnHana
Kog opuruHana PernctpaumoHHbIn
HoMep
npodeccrMoHanbsHoro
cTaHpapTta

TpynoBble AencTBMA

MpaeHTudmkaums, mapkupoBka, 06paboTka, oT6op npob, ncnonb3oBaHne, XxpaHeHne 1
YHUYTOXEeHMe (yTunusauusi) bruonormyeckoro Matepumana, nekapcTBeHHOro cpeactaa
ANS MeaNLMHCKOro NPUMeHeHUs!, GBMOMEeANLIMHCKOTO KIETOYHOrO NPoAyKTa

Opranusauusi o6cnyxmBaHus n NOBEPKM n3MepuTenbHbIX Tpubopos n 06opyaoBaHus

MpurotoBneHne peakTMBOB, MUTATENbHBLIX CPed, KOPMOB

BeneHne AOKyMeHTauunn, B TOM YUcne B 3N1IEKTPOHHOM BUAE

Mpuem, TpaHCNopTUPOBKa, pasmellieHne, onucaHue, naeHTudKKaums Gronornyeckoro
martepuana u TecT-CUcTem

BbInonHeHne SOKNMHUYECKMX MCCNEeAOBaHMIA NIEKapCTBEHHbIX CPeACTB Ans
MEeOMLIMHCKOro NPUMEHeHNs, BUOMEONLIMHCKUX KIETOYHbIX NPOAYKTOB, a Takke
BbIMOSHEHNE TEXHUYECKUX UCTbITAHNA N TOKCUKOMOrMYECKUX nccrnenoBaHuin
(ncnblTaHWMN) MeAULMHCKUX U3AENUIA COrNacHo npasunamM Hagnexatlen
nabopaTopHOW NpakTUKK, NpaBMnaM Haanexallen npakTuku no pabote ¢
OVoOMeaMUNHCKMMM KNeTOYHbIMK npoayktamu, COl

Heo6xoanmble ymeHus

WneHTudrumpoBaTb, MapkupoBaTs, o6pabaTsiBaTb, 0T6UpaTh Npobbl, UCNONbL30BATb,
XpaHUTb U YHUUYTOXATb (YTUNU3MPOBATb) GUOMOrMYECKUiA MaTepuarn, NekapcTBEHHbIE
cpeacTBa Anst MEAULIMHCKOTO NMpUMEHEHNs!, BUOMEAMLIMHCKME KIETOYHbIE MPOAYKTHI

OpraHu3oBbIiBaTb 06CNyXMBaHWE U NMOBEPKY U3MEPUTENbHBLIX NPUGOPOB 1
o6opynoBaHusi




MogroTaBnueBaTthb peaKkTuBbl, NUTaTENIbHbIEe Ccpeabl, KopMa

OnucbiBaTh, naeHTunumnpoBaTb Guonornyeckni mMaTtepuan n TeCT-CuCtemMbl

Bectn gokymeHTauuio, B TOM YMCne B ANIEKTPOHHOM BUae

[MpounsBoanTb cTatucTudeckyto o6paboTKy AaHHbIX UCCRea0BaHUN NeKapCTBEHHbIX
cpencTB ANA MeQULMHCKOro NpUMeHeHUs, GUOMEeNLIMHCKMX KNETOUHBIX MPOAYKTOB,
TEXHUYECKUX UCTMbITAHWI Y TOKCUKOIOMMYECKNX MCCNeoBaHumn (UCMbITaHNI)
MEeOMLMHCKNX U3aenui

Cobnioaatk Npasuna Hagnexallen nabopaTopHOW NpakTUKK, MpaBuna Haanexatiemn
npakTuku no paboTe ¢ GOMEeAULIMHCKUMM KNETOUYHLIMU NPOAYKTaMM

Heobxognmble 3HaHus

MprHUUNbl ngeHTUdUKaLMKM Gruonormyeckoro MaTepmnana, NnekapCTBEHHOro cpeacTaa
ANst MEOULIMHCKOTO NPUMEHEHWs1, BUOMEANLIMHCKOrO KNETOYHOro NpoayKTa u
MEeOMLMHCKMNX U3aenui

MprHUMNBLI ONrcaHns BUOMOrMYecKoro MaTepuana, nekapcTBeHHOro CpeacTea ans
MeAULMHCKOro NPUMEHEHNS!, BUOMEAMLIMHCKOTO KIIeTOYHOro NpoaykTa, MeanuLMHCKOro
nsgenus (ero NpMpoaa NPOUCXOXKAEHNS U XapaKTepPUCTUKN)

MpUHLMNBI METOA0B AOKIMHUYECKUX UCCHeA0BaHMWI nekapCTBEHHbIX CpeacTB ans
MEZAMLMHCKOrO NPUMEHEHWs, BUOMEANLIMHCKOIO KIETOUYHOMO NPOAYKTa, TEXHUYECKOro
UCMbITAHUS Y TOKCUKONOFMYECKOTO UCCNEAOBAHUS (MCMbITAHUS) MEAMLMHCKOTO
nagenus

MeToap! cTaTUCTUYECKON 06paboTKN AaHHbIX AOKMMHUYECKUX UCCNEeaoBaHUiA
neKapcTBEHHbIX CPeACTB AnA MeAULIMHCKOTO NPUMEHEHUs, BUOMEANLIMHCKUX
KMETOYHbIX NPOAYKTOB, TEXHUYECKMX UCTBITAHWIA U TOKCUKOSIOMMYECKMX UCCreoBaHUM
(McnbITaHUt) MeaULIMHCKUX U3Oenuit

Buabl M XapaKTepUCTUKM UCTbITaTeNbHBIX CUCTEM, UCMOMNb3YEeMbIX AN AOKIMHUYECKUX
nccrnenoBaHuin NeKkapcTBeHHbIX CPeacTB Ans MeauLMHCKOro NpUMeHeHNs,
BroMeaNLMHCKUX KNETOYHbIX NPOAYKTOB, TEXHUYECKUX UCTIbITAHUIA U
TOKCUKOJIOTMYECKUX UCCNEeA0BaHMiA (MCMbITaHW) MEAULIMHCKUX U3aenui

HopmaTtunBHble NnpaBoBble akTbl MO paboTe C NCNOMb30BaHNEM IKCNIEPUMEHTANbHbBIX
XXMBOTHbIX MNPV NPOBEAEHUN JOKITMHUYECKOTO NCCNEA0BaHNA NEKapCTBEHHbIX CPEACTB
ANa MeANLMHCKOro NPUMeHeHWs, BUoOMeaNLIMHCKUX KNETOYHbIX MPOAYKTOB,
TEXHUYECKUX UCMbITaHNIM Y TOKCUKONOMMYECKNX MCCNeoBaHnmM (UCMbITaHN)
MEeOMLMHCKNX N3aennui

CpepncTBa, MeTodbl U TEXHONOMMM NPOUNAKTUKUN, AUArHOCTUKA U NIeYeHUs
3aboneBaHusi, MOAENUPYEMOrO B AOKIMHUYECKOM UCCIeA0BaHNMN NIEKAPCTBEHHOIO
cpencTea Anst MEAULMHCKOTO NMPUMEHeHNs!, BOMEANLIMHCKOrO KNEeTO4YHOro NPOAYKTa,
TEXHUYECKOTO UCTbITAaHUSi U TOKCUKOMOTMYECKOrO UCCINEA0BaHNS (MCNbITaHUS)
MeOMLMHCKOro usaenus

[ OKyMEHTNPOBaHHbIE KPUTEPUU, KOTOPbIM HEOBXOAMMO COOTBETCTBOBATL AN
YCMELLHOro 3aBepLUeHns dTana ucnbiTaHus (MccnegoBaHns) UNn BbINOMTHEHUS
TpeboBaHuUi NOCTaBKU (KPUTEPUM NMPUEMKIN) PE3YTbTATOB AOKNMHNYECKOTO
nccrnepoBaHnsa nekapcTBEHHOro cpeacTsa Ans MeauuMHCKOro NpUMeHeHus,
61oMeaNLMHCKOro KNeTOYHOro NpoaykKTa, TEXHNYECKOrO UCTbITaHUS U
TOKCUKOJIOMMYECKOro nccrnegoBaHus (MCnblTaHnus) MeAULIMHCKOTO n3aenms

[pyrve xapakTepucTuku

3.2.3. TpynoBas cdyHKUuA
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LLOKIMUHUYECKOTO UCCreaoBaHus (nooypoBeHb)
NEeKapcTBEHHOro CpeacTBa Ansl MEAULIMHCKOTO KBanudukaumum
npYMeHeHusl, GUOMEMNLIMHCKOTO KNETOYHOrO
NpoayKTa 1 TEXHNYECKOTO UCTIbITaHUS 1
TOKCUKOIOIMYECKOro UCCIefoBaHuUs
(MCnbITaHUs1) MeAMLIMHCKOTO M3aenus

MpoucxoxaeHune
TPY£oBOWN (OYHKLMNU

OpwuruHan X [3anmcTBOBaHO n3
opuruHana
Kopg opuruHana PervctpauunoHHbIn
HoMmep
npodeccrMoHansHoro
cTaHpapTa

TpynoBble aencTeus

Paspa6oTka COll, B KOTOpbIX NOAPOBHO M NocneaoBaTenbHO onvucaH NopsaoK
OCYLLLECTBMNEHMS Bcex NabopaTopHbIX onepaLuii

CobniogeHne nNpasun Haanexatlern nabopaTtopHoOn NPakTUKL U NPaBMN Haanexallen
npakTuku no paboTe ¢ GoOMeaNLIMHCKUMU KNETOYHLIMU NpoayKTaMu

Cuctematumyeckasn nposepka cobntogeHms COl

[MpoBeaeHne NMHCNeKUMM C Lenbio NOATBEPXKAEHUS COOTBETCTBUA UCCeoBaHus
npasunam Hagnexatuen nabopaTopHoW NPakTUKM 1 NpaBnnam Hagnexallen NpakTukmn
no paboTe ¢ GUOMEANLMHCKMMM KNETOYHLIMW NPOAYKTaMu, AOCTYMHOCTY NepcoHarny,
yyacTBylOLLEMY B UCCreaoBaHUM, NPOTOKONY, NnaHy, nporpammMe nccrnegoBaHus

I'Ipoaepka 3aKIMOYNTESIbHbIX OTYETOB A4 NOATBEPXAEHUA TOro, YTO MeTOoAbl,
npouenypesbl, HabnogeHusa n pe3ynbTaTtbl U3N0XXeHbl TOYHO U NOJTHOCTLIO N B NOHOM
Mepe OoTpaxatoT nepBUYHbIe AAaHHbIE OOKITMHNYECKNX nccnenoBaHui J1eKapCTBEHHOIo
cpeacTtea Ana MeanumHCKOro npuMeHeHus, 61omMegMUNHCKOro KNeTo4YHOro npoaykTa,
TEXHNYECKOro UcnblTaHNA N TOKCUKOJ1IOrM4EeCKOro nccnegoBaHmna (VICI'IbITaHMFI)
MeanumnHCKoro n3genna

Ob6ecneyeHne COOTBETCTBYIOLLMX YCIOBMIA ANs cGopa, XpaHeHWsl U BbiBO3a
MeAULMHCKNX OTXOA0B, ObITOBLIX OTXOAOB, a Takke MX Ae3aKTMBaLuy 1 nocrneayouen
TPaHCMOPTUPOBKM

OpFaHVI3aLI,VIF| TEeXHUYeCcKoro OGCJ'Iy)KI/IBaHVIFl, KaJ'IM6DOBKVI, OYUCTKAN 060py,D,OBaHVIF|

MpoeHTudukaums ncecnegyemoix BeLLECTB, NeKapCTBEHHOro cpeacTaa Ans
MELMLIMHCKOrO NPMMEHEHNs, BOMEANLIMHCKOTO KNETOYHOIo NPOAYKTa N MEANLIMHCKNX
nsgenun

ObecneyveHne Hagnexalmx ycroBui Ansi pa3MeLleHnsi, XxpaHeHusl, o0opaboTku u
cofepxaHunst BMONOrnMYecKnx TECT-CUCTEM AN AOKITMHUYECKUX UCCea0BaHUN
NeKkapcTBEHHbIX CPeACTB ANt MEAULIMHCKOrO NPUMEHEHUS, GBUOMEeaNLMHCKINX
KMNEeTOYHbIX MPOAYKTOB, TEXHUYECKOTO UCTbITAHUS U TOKCUKOSIOMMHYECKOrO UCCNeaoBaHUiA
(ncnblTaHWM) MEAULMHCKUX U3aenumn

Heobxoammble ymeHus

MoarotaBnmeate COlN ons Bcex nabopaTopHbIX onepaumni

Cobntogatb NpaBuna Hagnexatlern nabopaTtopHOM NPakTUKU 1 MpaBunia Hagnexailen
npakTuKK no paboTe ¢ GUOMeONUMHCKMMM KNEeTOYHbIMU NPOAYKTaMu

ObecneynBaTtb cucTeMaTUYECKYO NpoBepKy cobntogeHns COr

MpoBOANTL MHCMEKLMIO C LENblo NOATBEePXOeHNs1 COOTBETCTBUA UCCreaoBaHNs
npaBunam Hagnexalle NabopaTopHOM NPaKTUKKU U NpaBuiam Hagnexallen npakTukm
no paboTte ¢ GUOMEAULIMHCKUMM KITETOYHBIMU NPOAYKTaMU, JOCTYNHOCTY NepcoHarny,
y4yacTBYlOLLEMY B UCCIe0BaHUM, NPOTOKOIY, NiaHy, NporpamMmMe MUccrieoBaHus




MponsBoaMTb NPOBEPKY 3aKMHOUMUTESNbHBIX OTYETOB AN NOATBEPXKAEHUS TOT0, YTO
MeToAbl, NpoUeaypbl, HABMIAEHUA U PesyNbTaTbl U3N0XKEHbI TOYHO M MONTHOCTLIO U B
NOJSIHON Mepe OTPaXkKatoT NepPBUYHbIE OaHHbIE AOKIMHUYECKOro NCCrieqoBaHus
neKapcTBEHHOro cpeacTea And MeauLMHCKOro NpuMeHeHusl, GUOMEAMNLIMHCKOro
KMETOYHOro NPOAYKTa, TEXHUYECKOTO UCTIbITAHUSA U TOKCUKOJSIOTMYECKOTO UCCIef0BaHus
(McnbiTaHMs) MeaULMHCKOro U3nenus

O6ecneunBaTb COOTBETCTBYIOLLME YCMOBUA Ana cbopa, XpaHeHUs U BbiBO3a
MEIMLMHCKUX 0TX0A0B, GLITOBLIX OTXOA0B, a Takke WX Ae3akTMBaLuMu 1 nocneaytoLlen
TPaHCMOPTUPOBKM

OpraHu3oBbIBaTb TEXHUYECKOE 06CNyXMBaHWe, KanubpoBKy, O4UCTKY 060pyAoBaHUS

MaeHTudmumpoBath UccreayeMble BELLECTBA, NEKapCTBEHHbIE CpeacTBa Ans
MeOMLMHCKOro NPpUMEeHeHUs1, BoMeaNLIMHCKUE KNETOYHbIE NPOAYKTHI U MeAULMNHCKNE
nagenus

Ob6ecneunBaTb Hagnexalume ycroBusi Ans pa3MeLLeHusi, XxpaHeHusi, o6paboTkm un
cogepxaHus B1MonorMyecknx TecT-cucTeM Af1si TPOBEAEHUST AOKIMHUYECKOTO
nccrnefoBaHWs NekapCcTBEHHOMO CpeacTBa AN MeaUUMHCKOTO NPUMEHEHMS,
B61omMeanLMHCKOrO KNeTOYHOro NPoAyKTa, TEXHUYECKOTO UCTIbITaHWS U
TOKCWKOJIOTMYECKOTO UCCNEeAOBaHUS (UCNbITaHUs) MeaULMHCKOro usaenus

Heobxoanmble 3HaHKA

[NocnepoBaTenbHOCTL M XapaKTepucTuka na6opaToprlx onepaumi B OKITMHUYECKOM
ncenegoBaHum

MpaBuna Hagnexallen nabopaTopHOM NPaKTUKK, NpaBuna Hagnexaiuen NPakTuky no
paboTe ¢ GOMEANLIMHCKUMM KNETOYHLIMW MPOAYKTaMu

MexayHapoaHble U poccuncKkne ctaHgapThl B 06racTu kKayecTBa uccneaoBaHum
NeKapCTBEHHOro cpeacTea Anst MEAMLMHCKOrO NpUMEHeHUs, GBomMeanLUmMHCKOro
KNEeTOYHOro NpoAyKTa, TEXHNYECKOTO UCMbITaHUA M TOKCUKOIOrMYECKOro nccrenoBaHus
(McnbiTaHWsA) MEAWLIMHCKOTO U3aenusi

MpuHUMNBI OhOPMMEHNS OTYETHOM JOKYMEHTaLMKN, B TOM YMCIE B 3IEKTPOHHOM BUAE

Tpe6oaaHM;| K noMelleHnam, npeaHa3HavyeHHbIM Ana nposeaeHna OOKIMHUYEeCKoro
nccnenoBaHUAa nekapCTtBeHHOro cpencTea Ana MeanumnHCKoOro npuMeHeHu4,
O1MOMEeMUUHCKOro KNeTOYHOro npoaykra, TeXHN4YEeCKOro ncnbiTaHnAa u
TOKCUKOJ10rm4ecKkoro nccrnegosaHua (I/ICI'IbITaHI/Iﬂ) MeaunumHCKOro n3genunsa

TpeboBaHus kK 060pyAOBaHMIO, NpegHa3HAYEeHHOMY A5 NPOBEAEHUS AOKITMHUYECKOrO
nccrejoBaHUs fieKapCTBEHHOrO CPeACcTBa AN MEANLIMHCKOrO NPUMEHEHWS,
OMOMEANUMHCKOrO KNeTOYHOro NpoayKTa, TEXHUYECKOro UCMbITaHWS U
TOKCUKOJIOMMYECKOro UccrenoBaHns (MCnblTaHnsa) MeQULMHCKOro N3aenus

XapakTtepucTuky GMONOrMYecknx UCTIbITaTENbHbIX CUCTEM OIS NPOBEASHUA
[OKIHNYECKOro UCCEeaoBaHmst NieKapCTBEHHOMO CpeacTBa A MeOULMHCKOro
NpUMeHeHNs!, BUOMEANLIMHCKOO KIIEeTOYHOrO NPOAYKTa, TEXHUYECKOro UCMbITaHUS U1
TOKCWKOJIOTMYECKOTO UCCNeaoBaHus (UCnbiTaHUs) MeauUMHCKOro usaenus

[pyrne xapakTepuctuku

3.3. O606LwWeHHasa TpyaoBas PyHKUUs

HanumeHoBaHue Pa3paboTka 1 BbIMOMTHEHWE KITMHUYECKOrOo Kon C YpoBeHb 7

nccnenoBaHUAa nekapCTBeHHOro npenaparta KBaJ'II/I(*)I/IKaLI,VII/I
ana MeauunHCKOro npuMeHeHus,
61MoMeaNUMHCKOro KNeTo4YHOoro npoaykra,
KIMUHNYECKOro n KﬂMHMKO-ﬂaGOpaTOpHOFO
ncnbiTaHnA (VICCJ'Ie,CI,OBaHVIFI) MeanumHCKoro




n3genna

MpowucxoxaeHue OpwuruHan X |3aumcTBOBaHO n3

0000LLeHHON TpyaoBON
yHKUMN

opurmHana

Kog opuruHana PernctpaumoHHbIn
HOMep
npodeccrMoHanbsHoro
cTaHpapTa

Bo3MmoXHble HanmMeHoBaHUS
OOMmKHoCTen, npodeccni

MnapLumn Hay4HbIM COTPYAHUK

Hay4HbIn coTpyaHmK

TpeboBaHus k 0Opa3oBaHnIo 1
obyyeHuto

Bbicliee obpasoBaHue - cneumanuTeT Mo cneuunanbHocTy "MeauumHckas
onoxmmus"

TpeGoBaHus K OnbITy
npakTuyeckol paGoTol

Ocob6ble ycnosusi gonycka kK
paboTe

MpoxoxaeHue oba3aTenbHbIX NpeaBapuTenbHbIX (MPY NOCTYNMEHNN Ha paboTy)
1 Nepnoauyeckmx MeanLMHCKUX 0CMOTpoB (0bcnenoBaHnii), a Takke
BHEOYepeaHbIX MEANLIMHCKMX OCMOTPOB (06crnenoBaHnin) B MOpsiake,
yCTaHOBINEHHOM 3aKkoHoaaTenbcTBoM Poccuiickon ®epepaumun. OTcyTcTBUE
OrpaHNYeHUIn Ha 3aHATME NPOdECCMOHANBHON AEATENBHOCTBH), YCTAHOBITEHHbIX
3akoHogaTenbcTBOM Poccuiickon ®enepavmu

[Lpyrve xapaKkTepucTuKm

C uenblo NpodeCccnoHanbLHOro pocta U NPUCBOEHUS KBanMAUKaLMOHHBIX
KaTeropwm:

- AononHuTensHoe npodeccnoHansHoe obpasoBaHme (NporpaMMbl NOBLILLEHNS
KBanudukaumm);

- 0By4yeHMe Mo Nporpammam NoAroTOBKM Hay4yHO-Neaarornyeckux Kagapos B
acnupaHType;

- CTaXXMPOBKa;
- TPEHVHIM B CUMYMALIMOHHBIX LIEHTpaXx;

- UCMONb30BaHNE COBPEMEHHbIX AUCTAHLUMOHHBLIX 0Opa3oBaTernbHbIX TEXHOMOIMIA
(o6bpaszoBaTenbHbI NopTan 1 BebuHaphl);

- yyacTve B cbesaax, KoHrpeccax, KoHbepeHumsx, MacTep-knaccax
CobntogeHne KoHMAEHUNANLHOCTU MHAOPMAaLIMK O KIMHUYECKUX
nccreoBaHUSIX fleKapCTBEHHOrO nNpenapara Ans MeAULMHCKOro NPpUMEHEHNs,
BMOMEANUMHCKOrO KNEeTOYHOro NMPOoAyKTa U KITMHUYECKOro 1
KINMHUKO-NabopaTopHOro UcnbiTaHus (MccrieqoBaHns) MeAULIMHCKOTO M34enus

3HaHue TpyaoBoro 3akoHogaTenbctBa Poccuickon degepauun,
3akoHogaTenbcTBa Poccuiickon degepaunm B chepe oxpaHbl 300pOBbS,
BKMOYasi NpaBsa rpaxaaH B cdhepe oxpaHbl 300pOoBbs, 3aKkoHoAaTeNbLCTBA
Poccurckon Pepepaumm o6 obpalleHnmr nekapcTBEHHOTO CPeACTBa U
3akoHogaTenbcTBa Poccuiickon ®eaepauun o6 obpailieHnn 6noMeanumMHCKOro
KNEeTOYHOro NpoaykTa

JononHuTenbHble XapakTepUcTUKn




HanmeHoBaHve gokymeHTa Koga HaumeHoBaHve 6a3oBoWn rpynnbl, 4OMKHOCTY (Mpodeccun) nnm
cneuunanbHoOCTH
OK3 2131 5monorl/|, BOoTaHWKK, 300M0MM 1 CneunanmncTbl POACTBEHHbIX
3aHATUN

oKnaTP 20327 Buoxmumumk
24394 HayuHbIln coTpyaHuk (B obnacTtun Guonorun)
24395 Hay4HbIn coTpyAHuK (B obnactu 6aktepuonory n papmakonorum)
24397 Hay4HbI coTpyAHuK (B 06rnactu megnumHbl)

OKCO 3.30.05.01 MeauuuHckasa buoxmmms

3.3.1. TpypnoBas cdyHKUuA

HavnmeHoBaHue PaspaboTka npoTokona, nnaHa, nporpammel  (Kog C/01.7 YpoBeHb 7
KIMMHMYECKOro NccregoBaHUsA NekapCTBEHHOro (nogoypoBeHb)
npenapara gns MeguuuHCKOro NpuMeHeHus, KBanudukauum

OMOMEAMNUMHCKOrO KNeTOYHOro NpoayKTa,
KINMHWUYECKOTrO U KMMHMKO-nabopaTopHOro
UCMbITaHUs (UCcrefoBaHNsA) MeAULIMHCKOTO

nsgenus
MpoucxoxaeHune OpwuruHan X [3anmcTBOBaHO 13
TPYAOBOW (PYHKUMU opurnHana
Kog opuruHana PernctpaumoHHbIn
HoMep
npodeccrmoHanbHoro
cTaHpapTta
TpynoBble AeNCTBUA dopmynmpoBka 060CHOBaHMS KIMMHUYECKOTO UCCNEAOBAHNS NIEKapCTBEHHOMO

npenaparta anda meguumHCKoro npuMeHeHus, BGMOMEeaNLMHCKOTO KIeTO4YHOro npoaykra,
KIMUHNYECKOro n KﬂMHMKO-ﬂaﬁOpaTOpHOFO ncnbiTaHnA (I/ICCJ'Ie,CI,OBaHMﬂ) MeaunumHCKoro
n3genna

OnucaHune Lene 1 3aga4 KNMHUYECKoro UCCrneaoBaHns NnekapcTBEHHOro npenapara
AN MeAULUMHCKOro NpUMEHeEHNsl, BUOMEAMLIMHCKOrO KIIeTOYHOro NpoaykKTa,
KIMUHUYECKOrO 1 KIIMHMKO-NabopaTopHOro UCMbITaHWUsA (MccriefoBaHus) MeauLMHCKOro
nagenus

CocTaBneHune gmsarnHa KINMHNYECKOro ccnefoBaHna NnekapcTBEHHOIo npenapara ansd
MeONLUNHCKOro NnpuMeHeHu4, OMOMEaNLMHCKOrO KIeTO4YHOro npoaykra, KnnMHn4eckoro n
KJ'IMHI/IKO-J'Ia60paTOpHOFO ncnbiTaHnA (I/ICCJ'Ie,EI,OBaHI/Iﬂ) MeanumMHCKOro nsgenna

(DOpMyﬂMpOBKa KpuUTepumnenB BKIMKOYEHNA N UCKITIOYEHUA NaUuNeHTOB N3 KIMMHNYECKOro
nccnenoBaHuAa nekapCTtBeHHOro npenapata And MeanumHCKoro npumMeHeHua,
61MoMeaMUMHCKOro KNeTo4YHOoro npoaykra, KnnmHn4eckoro n KJ'IVIHI/IKO-J'Ia60paTOpHOFO
ncnbiTaHnA (VICCJ'Ie,CI,OBaHVIFl) MeanUMHCKOro n3genna




PaspaboTka kpuTepueB oLeHkU 3PEeKTUBHOCTH, KayecTBa U Ge3onacHocTu
neKapcTBeHHbIX NpenapaToB A8 MeAULMHCKOro NpUMeHeHUsl, GUOMEANLIMHCKMX
KNeTOYHbIX NPOAYKTOB U MEAULMHCKUX U3AENUI

CocTaBneHue nabopaTopHbIX anropuTMOB OLEHKN 3P(EKTUBHOCTHU, KayecTBa 1
©6e30MacHOCTM NekapCcTBEHHbIX NpenapaToB Ans MeOULNHCKOro NpUMeHeHus,
OMOMEANLNHCKNX KIETOYHbIX NPOAYKTOB Y MEANLIMHCKUX N3aenuin

OnucaHue cTaTUCTUYECKUX MEeTOAOB AN 06paboTkn pe3ynbTaToB KMMHUYECKOTO
nccnegoBaHusa 3dEKTUBHOCTU, kavyecTBa U 6e30MacHOCTN NeKkapCTBEHHbIX
npenapaToB AN MeANLMHCKOro NpUMeHeHns, BUOMeaULMHCKOro KNeTOYHOro NpoaykTa,
KIMMHNYECKOTO U KIMMHMKO-NabopaTopHOro UCMbITaHns (MccrieoBaHns) MeaMLUHCKOro
nsgenus

OnucaHue gencteuin no obecneveHunto aPeKTUBHOCTY, kKavecTBa U 6esonacHoCTu
neKkapCTBEHHOro npenapara Ans MeguuUMHCKOro NpuMeHeHnsi, bBromeanLMHCKOro
KNETOYHOro NPOAyKTa, KIMMHUYECKOTO U KITMHMKO-NabopaTopHOro NCMbITaHWs
(nccnepoBaHWsa) MEOULIMHCKOTO M3aenus

OnucaHne 3aTUYECKMX acneKkToB KIMHNUYECKOro UCCreaoBaHus NeKkapCTBeHHOro
npenaparta anda meauumHCKoro npuMeHeHu4, BGMOMEONLMHCKOTO KIEeTOYHOro npoaykra,
KIMUHNYECKOro n KJ'IVIHVIKO-J'Ia60paTOpHOFO ncnbiTaHnA (VICCJ'Ie,CI,OBaHVIﬂ) MeaunumHCKoro
n3genna

OnucaHne paGOTbI C AaHHbIMW N BEAEHME 3anucen, B TOM YUCIE B ANIEKTPOHHOM BUae

Heobxognmble ymeHus

OnucbiBaThb LENM U 3a4a4u KIMHUYECKOro MCCrneaoBaHus J1leKapCTBEHHOIo npenaparta
ana MeanunHCKOro npuMeHeHus, BGMOMEONLMHCKOrO KIeTOYHOro npoAaykKTa,
KIMAHNYECKOro n K.I'IVIHVIKO-J'Ia60paTOpHOFO ncnbiTaHnA (VICCJ'Ie,CI,OBaHVIH) MeaunumHCKoro
n3genna

CocTaBnaTb AM3alH U CXEMY KITMHUYECKOro UCCneoBaHus NekapcTBEHHOro npenapaTa
AN MEAULMHCKOTO NPUMEHEHNS!, BUOMEANLIMHCKOTO KNETOYHOro NpoaykKTa,
KIMUHNYECKOrO 1 KIIMHUKO-N1abopaTopHOro UCMbITaHus (MccrefoBaHus) MeauLMHCKOro
nsgenus

(DOpMyﬂVIpOBaTb KpUTEpUN BKINKOYEHNA U HEBKIMTKOYEHNA NAaUMEeHTOB B KITMHN4YECKOoe
ncenegoBaHue nekapCTtBeHHOoro npenaparta ana MmeguumnHCKoro npuMeHeHu4a,
61oMeaMUMNHCKOro KNeTo4HOoro npoaykKra, KnnHn4yeckoe n Kﬂl/lHVIKO-HaGOpaTOpHoe
ncnbiTaHmne (Mccne/:losaHme) MeaunUmnHCKOro nsgenuma

PaspabaTbiBaTb KpUTEPUM OLEHKM 3P EKTUBHOCTN, KavyecTBa U Ge3onacHOCTH
NeKapcTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NpUMeHeHusl, BroMeanLMHCKNX
KMNETOYHbIX MPOAYKTOB, KIMMHUYECKUX U KIMHUKO-NabopaTOpHbIX UCMbITaHWIA
(nccnepoBaHuin) MEOULMHCKUX M3aenui

OnucbiBaTh cTaTUCTUYECKUE MeTOAbI Anst 06paboTkM pe3ynbTaToB KIMHUYECKOTO
ncenefoBaHUA NeKapCTBEHHbIX NpenapaToB A4S MEQULMHCKOTO NPUMEHEHNS,
OVMOMEANLMHCKMX KITETOYHbIX NPOAYKTOB, KIMMHUYECKUX U KITMHUKO-NabopaTopHbIX
UCNbITaHUA (MCCNefoBaHUN) MEAUNLIMHCKNX U3OEeNni

OnucbiBaTb AeNCTBUS NO obecneYveHnto acpeKkTMBHOCTU, KadecTBa 1 6e30nacHOCTM
JNIEKapPCTBEHHbIX NpenapaToB A1 MEAULMHCKOrO NMpUMeHeHusl, BoMeanLIMHCKNX
KNETOYHbIX MPOAYKTOB, KITMHUYECKNX U KITMHUKO-NabopaTOpPHbIX UCMbITAHWIA
(nccnepoBaHuin) MEOULMHCKUX M3aenui

OnuckIBaTh 3TUHECKME acreKTbl KIMHUYECKOro NCCIef0BaHUsA NeKapCTBEHHOIo
npenapara Ans MeQuLMHCKOro NMpUMeHeHnsl, BUOMEANLIMHCKOIO KNEeTOYHOrO NMPOoAYyKTa,
KIMUHNYECKOTO M KIMHMKO-N1aBopaToOPHOro UCTbITaHNUA (MCCrefoBaHns) MeauLMHCKOro
nagenvs

OnucbiBaThb pa60Ty C AaHHbIMW N BECTU 3anncu, B TOM YUCIe B 3J1IEKTPOHHOM BUae

Heob6xoammble 3HaHWS

CTpyKTypa 1 OYHKLMMN KNETOK, OPraHOB U CUCTEM OpraHM3Ma YernoBeka (OCHOBbI
KNeTOYHON 1 MOMEKynsIpHON BUONorMn, aHaTOMMUK, HOpMarbHOW Y NATONOrMYECKOW
dusnonorun)




Mpasuna n cnocobbl nonyyeHuss Guonornyeckoro MaTepuana ans nabopaTtopHbIx
nccnenoBaHum

MpuHUMNBI NabopaTopHbLIX METOAO0B KIMHUYECKMX NCCNEAO0BaHNA NekapCTBEHHbIX
npenapaToB ANs MeANLMHCKOro NpUMeEHeHNs, BUOMEANLIMHCKMX KNETOYHbIX MPOOYKTOB,
KMUHNYECKNX N KNNHUKO-NabopaTopHbIX UCMbITaHWI (MCCnegoBaHnin) MeanLMHCKNX
n3genun

O6was knMHu4Yeckast cuMmnTomaTumka nospexaneHuna pasfnmyHbliX OpraHoB 1 CUCTEM
opraHmn3ma 4ernoBeka

3Tnonorus, natoreHes, KNMHWKa, NPUHLUMNLI IeYeHns 1 NpodunakTuki 3abonesaHui
Yyenoseka

Bapvauus nabopaTopHbIX pe3ynbTaToB 1 ee BusiHue Ha nabopaTopHble
nccrneaoBaHus

dapmakokMHeTUKa 1 bapMakogmMHaMuKka fekapcTBEHHOro npenapaTta

CraTtucTnyeckre MeTofbl 06paboTkv pe3ynbTaToB KNMHUYECKOTO UCCNeaoBaHus
neKkapCcTBEHHbIX MpenapaToB Ans MeaULIMHCKOro NpUMeHeHUs, GUoMeanLIMHCKMX
KMETOYHbIX MPOAYKTOB M KIIMHWUYECKUX U KIMHUKO-NTaBopaTopHbIX UCTbITaHWI
(MccnefoBaHWit) MeOUUMHCKUX U3aenun

CTaH,D,aprI B obnacTtu kayecTBa NeKapCTBEHHbIX NpenapaTtoB Ana meanumHCKoro
npuUMeHeHuA, BGMOMEONLMHCKNX KNETOYHbIX NPOLYKTOB U MEANLIMHCKNX N30ennmn

OTM4eckne HopMbI M MpaBa y4aCTHUKOB KITMHWUYECKOrO MCCNeaoBaHus NekapcTBEHHbIX
npenapartoB A5s MeANLMHCKOrO NPUMEHEHMUS, BUOMELNLMHCKMX KNETOYHbIX MPOAYKTOB
U KITUHUYECKUX U KIMHUKO-NTabopaTopHbIX UCMbITaHWI (MCCreaoBaHuin) MeANLMHCKUX
nsgenun

[MpuHUMNBI NPpOBEAEHNSA 3TUYECKOW 3KCNEPTUSI

[pyrue xapaktepucTuku

3.3.2. TpypnoBas cdyHKUuA

HanmeHoBaHue [MpoBeneHne KNMHMYECKOrO NCCneaoBaHNst Kon C/02.7 YpoBeHb 7
nekapcTBEHHOro npenapara ang (nonypoBeHb)
MeLMLMHCKOro NpMMEHeHNs, KBanudukauum

BGroMeaNLMHCKOrO KNeTOYHOro NpoAayKTa,
KMUHWUYECKOTO U KMUHMKO-NabopaTopHOro
ncnbiTaHus (MCCrneaoBaHns) MeaULMHCKOro

nsgenus
MpoucxoxaeHne OpvirnHan X |3anmcTBOBaHO n3
Tpy4oBOW PyHKUMM opurmHana
Kop opwrmHana PervctpaunoHHbIn
HoMep
npodeccruoHansHoro
cTaHpapTta

TpynoBble aencTeus

Bbl60p nauneHToB AnAa nposeaeHUsa KnnMHU4YeCcKoro nccrieaoBaHmaA nekapcTtBeHHoro




npenapata ans MeauLMHCKOro NpuMeHeHusl, GUOMEeANLMHCKOroO KNETOYHOro NPOAYKTa,
KMUHWMYECKOTO U KMMHMKO-TabopaTopHOro UcnblTaHus (MCCrnefoBaHusl) MeauLMHCKOro
nsgenuns

CobniogeHve NPOTOKOa KIMNMHNYEeCKOro nccnenoBaHusa nekapCTtBeHHOro npenaparta
ana MmeauunHCKOro npuMeHeHus, 61omMegNUUHCKOro KNeTo4Horo npoaykra,
KINMMHN4YeCKOoro n KﬂMHMKO-HQGOpaTOpHOFO ncnbiTaHnAa (I/ICCJ'Ie,El,OBaHI/Iﬂ) MeaNLUMHCKOro
n3genna

BeneHue gokymeHTauum B yCTaHOBNIEHHOM Nopsike, B TOM YMCIE B 3NTEKTPOHHOM
Buae

MoaroToBka UTOrOBOrO OTYETa NPOBEAEHNSA KIMHUYECKOro UCCIefoBaHns
nekapcTBEHHOro npenapara Afs MeanLUMHCKOro npuMeHeHus, GuomMeauLMHCKOro
KMNETOYHOro NPoAYyKTa, KIMHUYECKOTO U KIMHMKO-NaGopaTopHOro UCrbiTaHUs
(vccnegoBaHUs) MEAMLMHCKOTO U3Oenus

CobniogeHve npaBun Hagnexallen KNMHUYECKOM NPakTUKXA 1 NpaBun Hagnexallemn
NpakTUkK no pabote ¢ GUOMEOULNHCKMMUY KNETOYHBIMU NPOAYKTaMU, NPaBun
NPOBEAEHMS KITMHUYECKNX N KITMHKUKO-NTabopaTopHbIX UCNbITaHWIA (MCcCneaoBaHuin)
MEeLMLMHCKMX n3genum

Heobxoonmble ymeHus

PaspabGatbiBaTb KpuTepun Ona oT6opa NaumMeHToB AN KINUHUYECKOro UCCNeaoBaHmns
nekapcTBEHHOro npenapaTa AN MeAULMHCKOro npuMeHeHus, GroMeauLIMHCKOro
KMEeTOYHOro NPoAyKTa, KIIMHUYECKOTO U KIMHMUKO-NabopaTopHOro UCTbITaHUs
(vccnegoBaHUs) MEAMLMHCKOTO U3Oenus

MpoBoanTb na60paToprle ncenenoBaHna cornacHo NPoOTOKONY KIMUMHUYECKOro
ncenegoBaHuA nekapCTtBeHHOoro npenaparta ana MeguumnHCKOro npuMeHeHu4,
O1oMeaMUNHCKOro KNeTo4HOro npoaykKra, KnnmHn4eckoro n KJ'IVIHVIKO-HaGOpaTOpHOFO
ncnbiTaHNA (VICCJ'Ie,D,OBaHWiI) MeanumHCKoro n3genuna

Bectun OOKyMeHTauuto, B TOM Yucrne B 3NIeKTPOHHOM Buae

Mpon3BOAMTL CTATUCTMHECKYHD 06paBOTKy Pe3yNbTaToB KIIMHUYECKOro NCCreqoBaHus
NeKapcTBEHHOTo npenapara A/ MeanLMHCKOro NpuMeHeHus, GuomMeauLMHCKOro
KMNEeTOYHOro NPOoAYKTa, KIIMHUYECKOTO U KIMHMKO-NabopaTopHOro UCMbITaHUs
(MccnegoBaHNsA) MeaUUMHCKOTO U3aenus

OueHuBaTb 3(pPEKTMBHOCTb, KAYECTBO N 6€30MaCHOCTb KITMHUYECKOrO UCCNeaoBaHMs
nekapcTBEHHOro npenaparta, GuoMeaNLIMHCKOro KNeTOYHOro NPOAYyKTa U MeANLMHCKUX
nsgenun

Heobxoaumble 3HaHus

JTabopaTopHble MeToabl OLEHKM 3 EKTUBHOCTU, KavecTBa U 6e30nacHoOCTU
riekapCcTBEHHOro npenapaTta MegULMHCKOro Ha3Ha4YeHns, GUoOMeaNUMHCKOro
KNeToYHOro NpoaykTa u MeaUUMHCKUX U3Lenuii

Kputepuu oueHkn apdekTBHOCTU, kKadecTsa 1 6e30MacHOCTM KIMHUYECKOTO
“ccnefoBaHUs NekapCTBEHHOro Npenapara Anst MeAULMHCKOTO NPpUMEHEHUS,
BGYOMEULIMHCKOTO KNETOYHOO NPOAYKTa U KIMMHUYECKOTO U KIIMHUKO-NabopaTopHOro
UCNbITaHus (MCcnefoBaHUs) MEAULMHCKOrO U3fenus

MeToabl cTaTUCTMYECKON 06p860TKVI OaHHbIX U Pe3ynbTaToB KIMHNYECKOro
ncenegoBaHuA nekapcTtBeHHOro npenapata ana MmeguunHCKoro npuMeHeHu4,
61oMeaNUNHCKOro KNeTo4HOoro npoaykra, KnnMHN4ecKoro n KﬂMHMKO-ﬂaGOpaTOpHOFO
ncnbiTaHNA (VICCﬂe,ElOBaHVIﬂ) MeanumHCKoro n3genuna

dapmakokmHeTUKa n bapMmakogmHaMmmka ncecnengyemoro nekapCTtBeHHoro npenaparta

MpaBuna Hagnexaluen KNMHUYECKON NPakTUKKL, Npasuna Hagnexatien npakTuku no
paboTe ¢ GOMEANLIMHCKUMY KIETOYHBIMW NPOAYKTaMu, Npasuna npoBeaeHus
KMUHWUYECKNX W KIMHUKO-NabopaTopHbIX UCNbITaHWUIA (MCCNe[oBaHnin) MeANLIMHCKNX
n3genun

[Opyrve xapakTepucTuku




3.3.3. TpynoBas cdbyHKUuA

HaumeHoBaHue ObecneyeHne kayecTBa NpoBeAeHUS Kopn, C/03.7 YpoBeHb 7
KINMMHNUYECKOro UccreaoBaHusl ekapcTBEHHOMO (noaypoBeHb)
npenapara Ans MeanLIMHCKOro NpUMEHEeHNs, KBanugukaumm

OMOMEANLMHCKOrO KNeTOYHOro NpoayKTa,
KINMMHUYECKOTrO U KIMUHMKO-nabopaTopHOro
UCMbITaHUs (UCCrefoBaHNs) MeAULMHCKOrO

nsgenus
MpoucxoxaeHune OpwuruHan X [3anmcTBOBaHO n3
TPYAOBOW (PYHKLMM opuvrvHana
Kog opuruHana PernctpaumoHHbIn
Homep
npodeccroHanbHoro
cTaHpapTa

TpynoBble aencTBus

Pa3p860TKa COrl ansa npoBeaeHna KnmHn4eckoro nccrieaoBaHmna nekapCTtBeHHoro
npenaparta, 61MoMegNUMHCKOrO KIeTOYHOro npoayKrta, KIMMHN4YeCKoro n
KJ'IMHVIKO-J'Ia60paTOpHOI’0 ncnblTaHnA (VICCJ'Ie,D,OBaHVIH) MeaNUMNHCKOro n3agenus, c6opa,
perncTtpaunn n npeacrtaBrieHna AaHHbIX

CobniogeHue nNpasun Haanexallen KNMHUYECKon NPakTUKX U NpaBun Haanexatiemn
npakTUKu No paboTe ¢ GUOMEeANLMHCKUMM KNEeTOYHBIMU NPOAYKTamu

CuctemaTtumyeckas nposepka cobntogeHms COl

CobntogeHve BHYTPEHHEro KOHTPOMsi NPOBEAEHNST UHCMIEKLUN C Lienbio
noaTBepPXXAEHMS COOTBETCTBUS UCCIeN0BaHUA NpaBuiamM Hagnexawen KnmHU4eCcKom
NPaKTUKK, NpaBunam Haanexallen NpakTuk1 no pabore ¢ GroMegnLMHCKUMN
KNeTOYHbIMU NPOAYKTaMu, AOCTYNHOCTY NEepCoHany, y4acTByoLLEMY B UCCIIEA0BaHNM,
NPOTOKOMY KIMHWUYECKOro MCCrneoBaHns NekapcTBEHHOro npenapara ans
MEeOMLIMHCKOrO NPUMEHeHUsi, BUOMEANLIMHCKOrO KNEeTOYHOro NPoAyKTa, KIMMHUYECKOro
N KIMUHWKO-NabopaTopHOro UCMbITaHWs (MccrneaoBaHus) MeAMUMHCKOTo N3fenms

[poBepka 3akNYNTENBbHbLIX OTYETOB

Heobxognmble ymeHus

MoprotasnmeaTte COl ana Bcex nabopaTopHbIx onepaumin

OpraHusoBbiBaTh 06ecneyeHne KayecTBa Ha Bcex aTanax nabopaTopHbix
ncenegoBaHumn

Mpon3BoanTb BHYTpUNaGopaTopHble CRMYEHUs U MexnabopaTopHble CpaBHEHNS
pe3ynbTaToB N1abopaTopHbIX UCCIe0BaHUI

Mpon3BoAMTb BHYTPEHHWUIA KOHTPOIb KayecTBa KMMHUYECKOTO UCCNeqoBaHUs
nekapCcTBEHHOro npenaparta ans MeauUMHCKOro NpuMeHeHusi, GUoMeauLMHCKOro
KNEeTOYHOro NPOAYKTa, KNMMHUYECKOTO U KITMHMKO-N1abopaTopHOro NCMbITaHus
(nccnepnoBaHUs) MEOULMHCKOTO U3AENUs

Heobxoanmble 3HaHKA

[NocnepoBaTenbHOCTbL U XapakTepUCTUKa na6opaToprlx onepauni B 4OKMMHUYECKOM
ncenegoBaHum

I'Ipasmna Hagnexawlemn KrnmHn4eckon NpaKTuKK, npasuna Hagnexawien NPakTuKK no
pa60Te ¢ OMoOMeMUVHCKMMUY KNETOYHbIMMW npoaykramum

MpuHUMNBI BHYTPUNaGopaTopHbIX CANYEHWUI U MeXNaGopaTOPHbIX CPaBHEHNI




pe3ynbTaToB NaGopaTopHbIX MCCMefoBaHUM

MexxayHapoaHble U pOCCUMICKME CTaHOapThl B 0611acTy KayecTBa KIMHUYECKOro
nccneaoBaHWs NekapcTBEHHOrO npenapara Ans MeguLUmMHCKOro NpuMeHeHus,
OMOMEeANUUNHCKMX KNETOYHbIX NPOAYKTOB, KITMHNYECKUX N KITUHUKO-NabopaTopHbIX
ucnbITaHU (MCCnegoBaHUN) MEAULIMHCKUX U3aenun

MpuHUMNBI OhopMMEeHNs JOKYyMEHTaLMK, B TOM YUCIE B 3MEKTPOHHOM BUAE

[Opyrve xapakTepucTuKu -

3.4. O6o6LeHHana TpyaoBas PyHKUUA

HanmeHoBaHue MpoBeneHne nccnegoBaHuin B 06nactu Kon D YpoBeHb 7
MeanLUuHbI 1 Gruonorum KBanudukauum
MpoucxoxaeHune OpwuruHan X [3anmcTBOBaHO 13

0606LLeHHOV TPyaoBOW
OYHKLMMK

opurmHana

Kog opwvrmHana PeructpaumnoHHbii
Homep
npodeccrMoHanbHoOro
cTaHgapTa

Bo3amoXxHble HauMeHoBaHWs
OOJDKHOCTEN, Npodheccun

MnagLwuin Hay4HbI COTPYOHUK

Hay4HbIn cOTpyAHMK

TpeboBaHusa k 0bpa3oBaHuto 1
oby4eHno

Bbicliee obpasoBaHue - cneumanuTeT Nno crneunansHocTy "MeauumHckas
onoxmmuns"

TpeboBaHus K OnbITy
npakTuyeckol paboTol

Ocobble ycnosust gonycka K
pabote

MpoxoxaeHve oba3aTenbHbIX NpeaBapuTeNbHbIX (MPY NOCTYNNeHun Ha paboTy)
1 NepUoanNYeCcKnx MeauUMHCKUX OCMOTPOB (0OCnenoBaHuin), a Takke
BHEOYepeaHbIX MEANLMHCKUX OCMOTPOB (06crnenoBaHuin) B nopsake,
yCTaHOBNEHHOM 3akoHoaaTenbcTBOM Poccuiickon ®egepauum

OTCyTCTBUE OrpaHNYEHUI Ha 3aHATME NPOGECCUOHANBHOM AEATENBbHOCThIO,
yCTaHOBMNEHHbIX 3aKoHoAaTenbLcTBoM Poccuiickon deaepaunn

[pyrne xapakTepuctuku

C uenbto npoceccmoHanbHOro pocTta U NPUCBOEHWS KBanuUKaLMOHHbIX
KaTeropum:

- gononHutensHoe npodeccrnoHansHoe obpasoBaHue (NPorpamMmMbl NOBbILLEHNS
KBanudukauum);

- 0by4yeHue Mo nporpamMmMam NoAroTOBKU Hay4HO-NearorMyecknx kagpos B
acnupaHType;

- CTaXNPOBKa;




- TPEHUHIN B CUMYTNALUMOHHBLIX LLeHTpax;

- MCNOSb30BaHNE COBPEMEHHbIX AUCTaHLMOHHBLIX 0Opa3oBaTenbHbIX TEXHOMOMIA
(obpaszoBaTenbHbIV NopTan u BebunHapbl);

- y4actue B Cbe3fax, KOHrpeccax, KOH(pepeHUMsIX, macTep-Knaccax

CobntogeHne KoHUAEeHLMaNsLHOCTN NHAOPMALIMK O KIMMHUYECKUX
nccnegoBaHMsAX NekapcTBEHHOro npenaparta Ans MeguUUHCKOro NpuMeHeHus,
OMoMeaMUUHCKOro KNeTo4YHOro NPoAyKTa 1 KNMHUYECKOro U
KNMHMKO-NabopaTopHOro UcnbITaHWs (MCcnefoBaHnst) MEQULIMHCKOTO U3aenus

3HaHwve TpyaoBoro 3akoHogaTenscTBa Poccuiickort ®egepauuu,
3akoHogaTenbcTBa Poccuiickoin denepaunm B chepe oxpaHbl 340pOBbS,
BKIItOMasi NpaBa rpaxkaaH B chepe oxpaHbl 340pOBbsi, 3aKoHOA4aTeNbCTBa
Poccuiickon depepaunm 06 obpalleHnm nekapcTBEHHOro CpeacTsa u
3akoHogaTenbcTBa Poccuiickon ®egepaumm 06 obpalieHun 6GrnomeanLmMHCKOro
KIeTo4YHOro npoaykra

JononHunTenbHble XapaKTepUCTUKN

HanmeHoBaHve gokymeHTa Kog HaumeHoBaHne 6a3oBoWn rpynnbl, 4OMKHOCTY (Mpodeccun) nnm
cneuunanbHOCTH
OK3 2131 Buonoru, 60TaHukn, 30010rM 1 cNeLManmcTbl POACTBEHHbIX 3aHATUN
oKnaTP 20327 Buoxmmmk
24394 Hay4HbIli coTpyaHuk (B obnactu 6uonorum)
24395 Hay4HblIli coTpyaHuK (B o6nactu 6aktepuonorum u cpapmakonorum)
24397 Hay4HbI coTpyAHuK (B 06ractv meguumHbl)
OKCO 3.30.05.01 |MeaunumHckas buoxnmms

3.4.1. TpynoBasa dyHKUMA

HanmeHoBaHue BbinonHeHve dyHAaMeHTanbHbIX Hay4YHbIX Kog D/01.7 YpoBeHb 7
uccreaoBaHui 1 paspaboTok B obnacTtu (nopypoBeHb)
MeaunumHbl u Gronorun KBanudukaumm
MponcxoxaeHne OpvirnHan X |3anmcTBOBaHO n3
TpyZ4oBoOW yHKLMM opurmHana
Kog opuruHana PernctpaumoHHbIn
Homep
npodeccruoHansHoro
cTaHpapTta

TpyaoBble oencTeus

O6ocHOBaHWE hyHOaMeHTarnbHbIX Hay4YHbIX UCCNeAoBaHuWii U pa3paboTok B obrnactu
MeauLMHbI 1 Bronorum




OnpegaeneHve uenu n 3agad pyHaamMeHTanbHbIX Hay4YHbIX UCCReaoBaHUiA 1
paspaboTok B obnactu MmeguumHbl u Guonorum

MnaHmpoBaHue yHOaMeHTanbHbIX Hay4YHbIX UCCeaoBaHW B 06nactu MeguunHel u
Buonorun, noabop AnsanHa pyHaaMeHTarnbHbIX Hay4YHbIX NUCCIeAOBaHUN B
COOTBETCTBUM C LIENAMU N 3aga4amu

MpoBeneHne yHAaMeHTanbHbIX HayYHbIX UCCRefoBaHni u pa3paboTok B obnactu
MeauLMHbI 1 Bruonorun, aHanusa NonyyYeHHbIX pesynsTaTos

MHTepnpeTaums nonyyYyeHHbIX pesynbTaToB yHAaMEHTarnbHbIX Hay4YHbIX
nccnegoBaHMn u paspaboTok B ob6nactv MeanumHbl 1 GUONornn ¢ Lenbio BbISCHEHUSA
MOIEKYNAPHbIX MEXaHU3MOB BMOXMMMYECKMX NPOLLECCOB

Heobxoammble ymeHus

dopmynumpoBaTh 3agavm yHAaMEHTanNbHbIX HAay4YHbIX MCCNEeaOBaHUA 1 pa3paboTok
B obnacti meguuuHel n Guonorun, onpeaensts 00bLEKT PyHAAMEHTANBHOMO
Hay4yHOro MccneaoBaHust U UCMOMb30BaTb COBPEMEHHbIE (HU3MKO-XMMUYECKME,
Oroxmmmn4eckne n meguko-omnonornyeckme MeToabl MccrnenoBaHns

MpumeHATL OCHOBLI TaboPaTOPHON TEXHWNKN XMMUYECKOTro 9KCNepMMEHTa, MeToabl
aHanMTUYeCKoM XMMUW, OPraHNYECKOro CUHTE3a N U3NKO-XMMUYECKOro aHannsa npu
BbINONHEHUW hyHAaMeHTarnbHbIX Hay4YHbIX UCCNeAoBaHWI 1 pa3paboTok B obnactu
MeauLmMHbI 1 Bruonorun

MpuUMeHATbL MeToAbI MaTEMATUYECKOro aHanmaa, MeTofbl CTaTUCTUYECKON
06paboTkM pe3ynbTaToB HAGMIOAEHUIA, METOAbI NITAaHMPOBAHUS 3KCNIEpUMEHTa

WHTepnpeTMpoBaTb pe3ynbTaTbl Hay4HbIX (PyHAAMEHTamNbHbIX UCCNEAOBaAHWN U
pa3paboTok B 061acT MeAMLUMHbI M BUONOMMK C LENbIO BbISICHEHWS MOMNEKYNAPHbBIX
MeXaHU3MOB BUOXMMUYECKUX NPOLLECCOB

Heobxoammble 3HaHKA

TeopeTunyeckme n METOANYECKNE OCHOBBI beH}J,aMeHTaﬂbeIX HayK

MeTogonormyeckne NpMHUMMGI N3y4eHUA XKNBbIX CUCTEM, BKIHOYHaA NPUHLUNbI TEOPUN
N NPaKTUKN N NPaKTUKK nNinaHMpoBaHNA MeaMKOo-BMOoNornyeckoro JKCNnepumeHTa, ero
TEXHUYECKOro u MatemaTnyeckoro obecrneyeHms

KayecTBeHHblE 1 KOMMYECTBEHHbIE Pa3NUuna Mexay 300poBbeM 1 6onesHbHo,
3TUOMOrns, NaToreHes u KNMHWUKa Hanbornee YacTo BCTpevatoLmxcs 3abonesaHun,
NPUHUMNBI NX NPOUNAKTUKN, NeYeHns, a Takke obLiMe 3aKOHOMEPHOCTW HapyLLUEHWI
dyHKUMI cuctem

OcHoBbl 06pabOTKMN AMArHOCTUYECKON U MeauKo-Bronornyeckon nHdopmauum ¢
MOMOLLIbIO COBPEMEHHBIX KOMIMBIOTEPHBLIX TEXHOMOTUI

MpuHUMNbI AeRcTBUS, 06NacTb NPUMEHEHUS COBPEMEHHO annapatypbl A
npoBeaeHnsi BUOXUMUYECKMX UCCIiedoBaHUA U MeTOAUYECKUX NOAX0A0B, AN
NpoBeAeHUs1 Hay4HOrO JKCNepUMEHTa U KIMHUYECKOWM OUarHOCTMKM

[pyrve xapakTepucTukm

3.4.2. TpypnoBas cdyHKUUA

HanmeHoBaHue BbinonHeHne npuknagHbiX U NOUCKOBbIX Kog D/02.7 YpoBeHb 7
Hay4HbIX UccrnenoBaHuin 1 pa3paboTok B (nogypoBeHb)
obnacTtv meanumHbl 1 Gronorum KBanudukaumm

MpouncxoxaeHne OpwvruHan X |3ammcTBOBaHO n3

TPy4OBOW PYHKLMM

opurnmHana




Kopg opuruHana PervctpauunoHHbIn
Homep
npogeccrmoHarnbHoro
cTaHgapTa

TpyaoBble oencTeus

BbinonHeHne npuknagHbiX U NOUCKOBbLIX Hay4HbIX nccneaoBaHum m paapa60TOK B
obnactu meguuuHbl U Gruonorunm, HanpaelieHHbIX Ha yny4lleHne JUarHoCTukn
3aboneBaHuin Yenoseka, CKPWHWHT, MOHUTOPWUHI 3aboneBaHuM YenoBeka

MpoBeaeHWe NpUKNaaHbIX U MOUCKOBbIX UCCMeaoBaHui 1 pa3paboTok B obnacTu
MeanLMHbI 1 BUONOrMK, CBA3aHHBIX C OLIEHKOW 3pdeKTUBHOCTM, KavecTsa U
6e30MacHOCTM NleYeHns U MPOrHO30M UCX00B 3aGoneBaHus

[anbHenwee coBepLIEHCTBOBaHNE METOLOB OMArHOCTUKN N NeYEHUs, HanpaBieHHbIX
Ha COXpaHeHWne XXN3HN N 300POBbA YeJloBeKa

Bbl60p AnarHoCTn4eckn 3aHa4nMmbixX na60paToprlx nokasarenem

dopMynMpoBKa KpUTEPMEB BKIOYEHUSI NALMEHTOB B MPUKNagHOE U NOMCKOBOE
Hay4Hoe nccregoBaHue B obnactn meauumHbl n Guonorum

CocTaBneHve MHMOPMUPOBAHHOIO COornacus naumneHTa Ha y4acTue B NpUKnagHoM u
NMOMCKOBOM Hay4HOM MccreaoBaHumn B obnactv MeguumHel 1 6ronorum

Heobxognmble ymeHus

BbInonHATL NpuknagHble u MOUCKOBbIE Hay4YHble UCCEefoBaHM 1 pa3paboTky B
obnacTtvn meauumHbl 1 Guonornn, HanpaeneHHble Ha ynyYlueHne QUarHoCTUKK
3aboneBaHnii YenoBeka, CKPUHUHT, MOHUTOPUHI 3aboneBaHnin Yenoseka

MpoBoanTb NpMKNagHbIe 1 NOUCKOBbLIE UCCIeAoBaHUs 1 pa3paboTku B obnactu
MeLMLMHBI 1 BMONorMmM, CBA3aHHbIE C OLLEHKOWM 3¢PEKTMBHOCTUN NIEYEHUSA U MPOrHO30M
ncxoaoB 3aboneBaHus

MogroTaBnueBatb npeanoxeHuma no ﬂaﬂbHEVIUJEMy coBepLUeHCTBOBaHNIO METOO0B
ONarHOCTUKN N NeYvYeHnd, HanpaBlieHHbIX Ha COXpaHeHMe XXU3HU 1 300p0BbA YerioBeKa

BbI6MpaTb AnarHoCTn4yeckn 3Havynmble na60paToprle nokasaTtenu

(DOpMyﬂVIpOBaTb KpUTEepun BKNOYEHNA NaumeHToB B NpUKnagHoe 1 nonckoeoe
Hay4HOe uccrnengosaHune B obnact MeguuuHbl U Gruonorum

CocTaBnaTb VIHCbOpMVIpOBaHHOG cornacue nauueHTa gngd y4actua B npuknagHom v
NOMCKOBOM Hay4YHOM uccrnenosaHun B obnactn meguumHbl 1 Guonorun

Heobxoanmble 3HaHuS

TeopeTqucme n metTognyeckmne OCHOBbI beHﬂaMeHTaJ'lele n
MeﬂVIKO-GVIOJ'IOFI/I‘-IeCKVIX HayK, KMMHUYECKUX N NpUKNnagHbiX AUCUNNIINH

3Tnonorus 1 natoreHes 3aboneBaHnin YernoBeka

MpuHLUMNbI JoKa3aTenbHOW MEAULIMHBI

MeToabl cTaTUCTMYECKOrO aHanmnsa

[pyrne xapakTepuctuku

IV. CBeaeHusa 06 opraHusaumsax - paspaborumkax npodeccmoHanbHOro craHgapTa

4.1. OTBeTCTBEHHaA opraHusauusi-pa3paboTymk




Accoumnauuns cneunanncToB 1 opraHusauun nabopaTtopHon cnyxobl "degepaunst nabopaTtopHo MeanLnHbI",
ropoa Mocksa

MpesnaeHT KoyeTtoB AHaTtonui Mebosuy

4.2. HaumeHoBaHUA opraHM3sauun-paspaboTYMKoB

1. ®Ire0Y BO "MockoBckui rocyfapCcTBeHHbIN yHMBepcuTeT nMmeHn M.B.JlomoHocoBa", ropoa Mocksa

2. Coto3 megmumHckoro coobuectea "HaumoHanbHas MeguunHckas Manata”, ropoa Mocksa

3. ®re0Y BO "Cubupcknii rocyaapCTBEHHbIM MEAULIMHCKMIA yHUBepceuTeT" MUHMCTEPCTBa 30paBoOXpaHeHus
Poccuickon ®egepaumm, ropoq Tomck

4. ®IrbOY BO "Poccuickuin HauMoHanbHbIN UCCNeaoBaTenbCKUn MeAULUUHCKUIA YHUBEPCUTET UMEHU
H.W.Muporosa" MuHuctepcTea 3gpaBooxpaHeHnsa Poccuiickon degepaunn, ropoa Mocksa

13 Obuwepoccuiickni knaccndukaTop cneumansHocTen no obpasoBaHuto.
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