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I. O6mue cBeaennsn

HpaKaneCKaa 1 TEOPECTHYCCKAA OCATCIIBHOCTD B obnacth MEIUITHHCKOM OHOXHMHUH 02.018

(HanMeHOBaHME BU/Ia MPOQeCCHOHATILHOMN AeATEILHOCTH) Kon

OcnoBHas 1enb BUAa NpodecCHOHATBHOM e TebHOCTH:

Hayuno-npaktuueckoe obecrieyenne MEAUIIMHCKOM IOMOIY HACEICHHUIO B 00JIaCTH MEAUIIMHCKOM
OHOXUMUU

I'pynna 3ansiThii:
2131 Bbuonoru, 60TaHUKH, 300JI0TH H 221 Bpaun
CIIELIUAIUCTHI POJICTBEHHBIX
3aHATHI
(xon OK31) (HaMMEeHOBAHHE) (xom OK3) (HanMeHOBaHME)

OTHeceHHE K BU/1aM 3KOHOMHYECKOM JIeITEIIEHOCTH:

86.10 JesaTenbHoCTh GOJTBHUYHEBIX OpraHu3almii

86.90 : JlesaTenbHOCTE B 001aCTH MeIUITMHBI TPOYast
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72.1 Hayunsle uccnenoBaHus U pa3paboTKH B 001aCTH €CTECTBEHHBIX U TEXHHYECKHX HAYK
IpoYne
72.11 Hayunsle uccienoBaHus 1 pa3paboTKH B 0071aCTH GHOTEXHOIOTHH

(xon OKBD]I?)

(HaMMEHOBAHUE BH/A YKOHOMHYECKOMH IEATETLHOCTH)




U BHHELGIOH OJOMIOhMHXAL H BIMATOAI OJOHROILDIN
OJOMOHHIIUITONOHQ ‘MHOHOWHAI OJOMOHMITUIOW
KU  eg1oadd  OJOHHQHIodeMol  KHHBEOWQIOOH

L L€o/d OJOMOShHMHMINON KMHOWE0dI BEIOOREN OHMHORSIINAQ()
KULOTEN OIOMOHMITHIOW (KUHRLIIIION) KHHRIOTdIr0H
OJOMOShHMIOIONHONOL M BHHRLIMIIOM  OJOMOShHMHXAL EHIIEN OJONIOHUIIUTON
“@IMATOAI OJOHROLIIN OIONOHHIUIOWOHQ ‘BUHOHOWHAI (BMHRLIGLION) BUHRLOYIIO0H
OIOMOHMIIUIOW KU  edlowado  oJoHHodrodeMolr OJOMOIhHIOLOMHONOL
L L2o/d EHUHRHOIdIro0U OJOMOSRHMHHUINOY ouHoTadod] | ¥ BUHRLIIIOU
KUIOIEH OJIOMOHMITUIOW (BMHELIGIION) OJOMOORMHXAL ‘BLMATOdI
KAHRHOWOIr00M  OJOMOOBHIOLOMMOMOL M BHHBLIGIIOH OJOHROLJIMN OJONOHUIIUTIWNONQ
OJOMOSEHMHXAL ‘BIMATOAI OJOHROLIAIN OJONOHHUIUISWOMQ ‘BUHOHOWHAII OJOMOHUIIHITOW
‘BuHOHOWMd I OJOMOHHUINIOW KLY edrorado KU ea1orodo odoHHIgL0deYoI
OJOHHYg LodexoK KUHREOUIID0U OJOMOORHMHUINOY EHHREOX I OOM 0I0MIOhUHHINOY
L L'10/9 gnwedaodo ‘BHEL ‘erroxolodu exLogedeeq L SMHOHIONME U BiLogedee] | ¢
ando¢ yonHadioNE
L L90/V € ALHOWIIEIl MIIOWOI  MOMOHHIIUZOW  OHHEBERN()
nudoredogerr erreHoodan 0IOMOHUIIMTOW MuHIXEdOIORd
L LSOV | EJ0JSIIETOXeH HULOOHIIALESY gueenHeId(
HUHedora1roou Xi9Hdoredogelr XUMOOhMHUIN
L LYoV dorelrdrAead KulreruIed sendoredogerndiAng
KHHOHI(OIIIE XH KLY OJIOHHOheHERHIadI ‘KHHREOYAd0QO
OIOMOHHIUIOW ¥ uMHedOworoonm  xigadoredoger
L L' €OV XIDIOOhUHUIN €0TOIOW XI940H SMHOAIOHE U SUHO0€0()
XeleLe WONOShMLUIBHRLOOH H WOMNOShHLUIRHE
‘WodosruLAIeHRad BH MuHedOUOUooH xiaHdoredoger HMHHRLOYIIO0U
L L20IV XIDIOOhUHMIN  ed10dheM  krodiHod — ymmesmHeldQ x19Hdoredogerr XINOShHHULN
HUHRLOXWILIIOU SHHOKIIINAQ0 ONIOhULIUIBHE
L L'TOV xiqHdoredogerr XMOJhRMHHUIN OMHOHIOLIIg L U suiresMHRIdO ‘OUHOHIOIAY | W
MO HQUIEE U U]
(qn2g0dArom) rox SHHBIOHOWHEH anogods SHHRIOHOWHEH rox
qH990dA
HHAIHAQ d1980TrAd ], HHMIDIHA() 91990rAdL SIIHHOMIQOQ()

(MLOOHIIrILBIY HOHII'BHOHIIIPod
erud erded BeHIreHOHIHAG) Ldernerd HITHIIrEHOHYYpod g XHMEYoXd ‘UHIIHA] x1980VAdL onHEIHII(Q) I




HHAIONOHQ
U MHUIUITONW HIJBIQ0 4 MOHO@NQM&Q U UHUHRIOLIIDOHU

L20/da XI9HhABH XI99OMOMOL ¥ XMHIBIMUAI OHHOHIOLIGE]
HUIOL'OUQ HUUIOI'OHQ
W I9HAITAIOW HMLOBKQO € Molrogedsed M HUHBEOWQIOOU U I9HUITUITOW HIORLQO
L'10/d XI9HhARH XI9HII'BLHOWRTHA( OUHIHIrOIIIY 4 YUHBLOXDIO0U SUHAIg0d] |
EUIRIEN OJOMOHUITHITOW
(BMHRLOXDLO0H) EUHRLIIIION oxondoxedoger
-OMMHMI'Y M OJOMOOhHHHMIN  ‘BLMAYOAI  OJOHROILIIN
OJOMOHMITHITOWONQ ‘EUHOHOWHd I OJOMOHHIIHIOW
By  eredenddn  oJOHHodIodRNOI  KMHERHONSIOOM
L€0/D OJOMOORMHHUIN  KMHOIOdodI  BEIOOREM  SUHORSIINAQ()
KUIOTEH OJOMOHHIHIOW (BHHRHOIIIOOH)
EHHRLIAION 0J0HdO1edOQRI-OMUHUI H  OJOMOShHHHIN
‘@LMAYOdI OJOHROLIIN OJIONOHMIINIOWOHNQ ‘BHMHOHOWHAII EHIT'EN OIOMOHMITUIOW
OIOMOHMIIMIOW  BrY  eiledemodn  odonHogrodedalrr (KHHREOYOIrOON ) BMHBLIAIION
L720/0 EUHBLOIIIO0H OJOMOORMHUIN QuHATg0d[ | oJ1oHdoredogel-OMUHUIN
BHIAI'EW OJONOHUITUITOW U OJOXOORMHHIN ‘BLIAYOdI
(BMHREOWAIrO0M) KMHRLMIOH OJoHdoredoger-oMHHHIN | OJIOHROLJIN OJONOHUITHIIOWOHQ
OJOMOORMHHUIN ‘BINATOdII 0IOHROLIIN OIONOHUITHITIWONQ ‘BUHOHOWHAI OIOMOHHITHYOW
‘BMHOHOWUdI OJOMOHHUIIUIIOW BIT eredenadn k1Y eledenadun oloHHogLI0dRYOI
OJOHHgLodeNoIr KWHRHOIII00H OJOMNOOhHUHUIN EWHBEOXJIOOH 0IONIOhUHUIN
L'T0/D gwwediodn ‘eHeI ‘erodorodu exrogedee SHHJHIrOIIYE U eMLogRederd

EHIOTEN OJOMNOHUNINTTON
AWNE&HHAHONV EHHRIOI 1001 OJOMORHIOIONHINOL
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III. XapakTepucTka 0606MeHHbIX TPYIOBBIX byHKIMiH

3.1. O606mennas Tpynosas gpyHxmus

Brmosnaenue, OopraHusanus " f
Haumenosanme AHATATUYECKOE obecrieuenne Kon ; A YposeHs -
KIIMHUYECKUX 71a00paTOPHBIX | KBaTH( UKL
VICCJIEI0BaHMIH
Ipoucxoxnenue
00061eHHOI TPYAOBO Opurusan X 3aumcTBoBaHo
FA— U3 OpHFHHANA
Kon PerucrpaioHHblit HOMEp
opurvHana Hpo(eCCHOHANBHOIO CTAHAAPTA
Bo3mosxHbIE Bpau kiuHHYecKo# 1a60paTopHOit THATHOCTHKH®
HanMCHOBaHHUA

JOJDKHOCTEH, podeccHii

TpeboBanus k
00pa3zoBaHHIO U
00y4eHuIo

Beiciuee 06pasoBaHHE — CHEHHAIMTET MO CHEHMAIBLHOCTH «MeaumuHeKas
OMOXHMMS», TONY4YEHHOE II0 OCHOBHOW 00pasoBaTelbHON mHporpaMme B
COOTBETCTBUH ¢ (eAepalbHBIM TOCYAApCTBEHHBIM 0OPa30BaTEILHBIM
CTaHJApPTOM BhICIIero oGpaszoBanus nocie 1 susaps 2016 roga*’

TpeboBanus K OIBITY
HPaKTHYECKOM padOTHI

Ocob6bie ycaoBus
JIoIIycKa K pabore

CBuneTenscTBO 00 AKKpeaUTaIuu CIICITHAJIBHOCTHU

((MGI[I/IIII/IHCKEUI OHMOXHMHUSY 6

crienyaiucra 110

IIpoxoxnenne o06s3aTeNbHBIX HpPEABAPUTENBHBIX (MU IOCTYIUICHHH Ha
paboTy) W TNEpHOTUYECKMX MEIHIMHCKHX OCMOTPOB (00ciesoBanuii), a
TaKXe BHEOUEPEAHBIX MEIAUIHUHCKUAX OCMOTpOB (00Cie/oBaHMif) B OPAIKE,
YCTaHOBIICHHOM 3aKOHOAATENbCTBOM Poccuiickoit eneparyn’™

OTcyTcTBHE OrpaHHYEHHH Ha 3aHSATHE HPO(GECCHOHATBHOH AESTEIbHOCTHIO,
YCTAaHOBJICHHBIX 3aKOoHOAaTesibeTBoM Poccuiickoit @eneparn’

Jlpyrue xapakTepuCTHKH

C IICJIBIO IIpO(beCCI/IOHa.IIBHOl"O pocTa B IIPHCBOCHHUA KBaJII/I(I)I/IKaI_[I/IOHHBIX

KaTeropuii:

- IONIOJIHUTENFHOE  NPOGECCHOHATIBHOE obpazoBaHue (mporpamMMBbI
MOBBIIIEHHS KBATH(HUKALH);

- CTAXKUPOBKA;

- UCIIOJIb30BAHHE  COBPEMEHHBIX  JAMCTAaHUHUOHHBIX  00pa3oBaTelIbHBIX

TeXHOJIOTUH (00pa3zoBaTeNbHBIN NOPTAT U BEOUHAPEI);
- TPEHHHTH B CUMYJISIHAOHHBIX IEHTPaX;
- y9acTHe B Che3/ax, KOHIpeccaX, KoHpepeHIHIxX, MacTep-Kaaccax

Cobmonenre BpaueOGHOM TalHBI, KJIATBBHI Bpava'’, MPUHIUIIOB Bpav4eOHOMH
9TMKM M [EOHTOJIOTMH B paboTe ¢ NanueHTaMH (MX 3aKOHHBIMH
IIPEAICTABUTENSIMHU) U KOJUIEraMHU

CoOmroneHne 3aKOHOMATENBCTBA B cepe OXpaHBI 3A0POBbS M HHBIX

HOPMATHBHBIX  MPABOBBIX  aKTOB,  OMNpPENSISIIOIIMX  JAESITENbHOCTH
MEJMIMHCKAX OpraHu3amuii ¥ MeJUIMHCKHUX pabOTHUKOB, IpOrpaMMEI
rOCyJJapCTBEHHBIX ~ TapaHTHHd  oOKa3aHMs  TpaxJaHam  OecmiaTtHOM

MEIMIHMHCKOH NOMOHIHA




IIOHOJIHI’ITCJIBHBIC XaPaKTCPUCTHKH

HauMCHOBAHHE JIOKYMEHTa Kon HaumenoBanue 6a30B0i#f rpyliibl, JOJBKHOCTH
(mpodeccun) UM CNeUUATLHOCTH
OK3 221 Bpaun
EKC" - Bpau xnmuHnYeckoii 1adbopaTopHOi TMarHOCTUKH
OKITATP" 20448 Bpau
OKCO" 3.30.05.01 | MenuuuHCKas GHOXHMHS

3.1.1. TpynoBasi pyHKIUSsI

Brmonnenne KIMHAYECKUX YposeHb
HanMeHOBAHME | 11966 haTOPHBIX HCCIIETOBAHM Kon | A/01.7 | (momyposers) 7
KBaTMUKAINA
OUCXOXIIEHHE 3anNMCTBOBAHO w3
Ip PHICH Opurunan X
TpyA0Bo# (GyHKIHH OpHUrUHaJA
Kon opurunana PeructpanuoHHsiii Homep
HpodeCcCHOHAIBHOTO

CTaHIapTa

Tpynoseie neiicTBHs

llpoBenienre KIMHMYECKMX JIAOOPATOPHBIX HCCIEAOBaHHN [0 MPOGUITIO
MEIULMHCKONW OpraHu3auu

HpOBeI[eHI/Ie KOHTPOJIA Ka4€CTBa KIIMHHYECCKHX na6opaTopHI>1x HUCCIICAOBAaHUIM

PaspaboTka M TNpUMEHEHHE CTaHJAPTHHIX  ONEPAMOHHBIX  IPOLELYD
10 KJIIMHHYECKUM JIAOOPATOPHBIM HUCCIIEHOBAHUIM

OmeHka pe3yJabTaTOB KOHTPOJISL KadyecTBA KJIMHHUYECKUX 1abopaTOPHBIX
HUCCIICQOBaHUH

Benenne METUIITHCKOMN AOKYMCHTAILIUH, B TOM YUCJIC B JJICKTPOHHOM BHJIC

IToaroroBka OT4ETOB O CBOEH HNEATENBHOCTH, B TOM YHCJIE IO BBIIOJHEHHIO
KJIMHHYECKUX JIa0OPATOPHBIX MCCIIEI0BAHHIA

Heo6xoaumele
YMEHHS

BoImoHATE KTHHHYECKHE J'Ia60paT0pHHe HCCJICAOBAHHUA

OCYIIIGCTBJISITB KOHTPOJIb Ka4CCTBA KIIMHHYCCKHUX na60paTopr,1x HUCCIETOBAHMH

Pa3pa6aTI>IBaTI> U IIpUMCHATH CTAaHOApPTHBIE ONCPAIMOHHBIC IIPOLIEAYPHI
110 KIIMHHYECKUM JIa60paTOpHI>IM HCCIACAOBAHHIM

OueHuBaTh pe3ynbTaThl KOHTPOJIS KAYECTBA KIMHHYECKHUX nabopaTopHBIX
HCCIeIOBAHUN

Bectu MCMIHMHCKYIO JOKYMEHTAILUIO, B TOM YHCJIC B 3JIEKTPOHHOM BHJIE

CocTaBnarh OTYEThI 0 MMPOBCACHHBIX KIIHHHYCCKHUX naﬁopaToprIx
HACCICIOBaAHUAX

Heo6xoaumeie
3HAHUS

IlpuHUHNBI KIMHUYECKHX JIaDOPATOPHBIX HCCIEAOBAHUN, NPHMEHSEMBIX B
naboparopuu

AHATHTHYECKNE XAPAKTEPHCTUKH KIMHAYECKHX JAGOPaTOPHBIX HCCIIEAOBaHMIA
H UX o0ecrieyeHue

MeToapl KOHTPOIS KadecTBa KIMHUYECKHX JAOOPATOPHBIX HCCIENOBAHHIN U
OLIEHKHU UX PE3YJIbTATOB

IlpaBuna odopMiIeHHS MEOMIMHCKOM NOKYMEHTAallMM, B TOM 4HCIe B
JIEKTPOHHOM BHJIE

IpaBuia edCTBHH MeIMIIMHCKUX PaGOTHUKOB IIPH OOHAPYXKEHHMH ITAIHEHTa C
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TpU3HAKaMH 0cO00 ONAaCHBIX MHQPEKIHi

Tipyrne
XapaKTepI/ICTI/IKI/I

3.1.2. TpynoBasi pyHxuust

Opranmu3zanust KOHTPOJIS Ka4eCcTBa

KITHHUYECKUX JTabOpaTOPHBIX VYpoBeHb
HanMenoBanue | MCCJICAOBAHUMI HA Koxn | A/02.7 (monypoBeHb) 7
IpeaHATUTHIECKOM, AHATHTHIECKOM KA/ HKAMH

H IMTOCTAHAITMTHYCCKOM JoTallax

IMponcxoxaeHue 3anMCTBOBAHO U3
. Opmrunan X
TpyaoBoil GyHKIH OpHrvHamna
Kon Perncrpamnonssiii HoMep
OpHMI'HHAJIa npoeccHOHANBHOrO CTaHAapTa
Tpynoseie aelicteus | Paspabotrka craHaapTHBIX omepanuoHHBIX mpomenyp (manee — COII) mo

obecrieueHHI0 KadyecTBa KIMHHYECKHX na60paT0pHI>1x HCCJICIOBAaHNH Ha BCEX
oTarrax

Opranuzanys ¥ OPOBEIACHHE KOHTPOJIS KavyecTBa KIHHHYECKHX J1abOpaTOPHBIX
WCCIICJOBAHUI Ha MPEaHATUTHYECKOM JTare

Opl"aHI/I?.aI_[I/ISI A MOPOBCJICHUC KOHTPOJA Kade€CTBa KIHHHYCCKHX J1a6opaT0pHI>1x
PICCJIC,Z[OBaHI/Iﬁ Ha QHAJIHTHYCCKOM OJTall€, BKIIOYasa BHy’I‘pI/IJ'Ia60paT0pHI>II71 u
BHEIIHUH KOHTPOJIb Ka4€CTBa

Opraﬂnsaunﬂ U MPOBCACHHUC KOHTPOJA KadeCTBa KIMHHUYCCKHX J'Ia60paTOpHBIX
HCCJICA0BAHM HA MOCTAHATUTHIESCKOM dTalle

WuTepnperanus pe3yibTaToB BHYTPUIA0OPATOPHOTO W BHENIHETO KOHTPOJIA
Ka4yecTBa KIMHUIECKHX JJaDOpaTOPHBIX UCCIIeAOBaHUM

Benenne mokyMmeHTanuu, B TOM YHCIE€ B 3JJIEKTPOHHOM BHJE, CBS3aHHOH C
IIPOBEJICHUEM KOHTPOJISA KadecTBa KIIMHAYECKUX JaO0PaTOPHBIX MCCIICAOBAHMIA

Heob6xoaumele PaspabGateiBate COIl 10 KOHTpOSIO KadecTBa KIMHHYCCKHX JIAGOPAaTOPHBIX
yMEHUS HCCIEI0BaHNH Ha BCEX dTamax
Opranu3oBeIBaTh U NPOU3BOIAMTH  KOHTPOJL  KA4eCTBA  KIMHHUYECKHX
71ab0OpaTOPHBIX HCCIIEIOBaHUN HA TPEaHATNTHYECKOM JTale
Opranu3oBbIBaT M NPOM3BOAUTH  KOHTPOJb  KadeCTBA  KIMHHYECKHX
1abopaTOpHBIX ~ HCCIEJOBAaHMN HA  aHATUTUYECKOM  JTame,  BKIOYas
BHYTPHJIa00paTOPHBII U BHEIIHHI KOHTPOJIh Ka4eCTBa
Opranu3oBBIBATE M INPOM3BOJUTH  KOHTPONB  KauyecTBAa  KIHHHYECKHUX
71ab0paTOPHBIX UCCIICIOBAHMH HA OCTAHAJIMTHYECKOM JTarle
HuTepnpeTrpoBaTh pe3yNbTaThl BHYTPHIAOOPATOPHOTO W BHENIHETO KOHTPOJIA
Ka4eCTBa KIIMHUYECKUX JIa00OpaTOPHBIX UCCIICIOBAaHUN
BectH noKyMeHTamMiO, B TOM 4YHCIE€ B OJJICKTPOHHOM BHJE, CBS3aHHYIO C
IIPOBEJICHUEM KOHTPOJISI KAUeCTBA KIMHIMYECKIX JJA0OPATOPHBIX UCCIIETOBAHUM
Heobxomumele IIpaBuna npoBeeHUS U KPUTEPHUH Ka4ecTBA IPCAHATUTHYECKOTO dTara, BKIIOUas
3HaHUS IIPaBHIIBHOCTD B3SITHS M OIICHKY KadecTBa OMOJIOTHIECKOTO MaTepralia

IIpaBuiia nmpoBeaeHus! BHYTpHIaOOpaTOPHOTO M BHEIIHErO KOHTPOJISA KadecTBa Ha
AQHAJIMTUYECKOM 3Talle, METO/Ibl OLIEHKH Pe3yJIbTaTOB

ITpaBuna npoBefeHUs] BHYTpHIA0OPaTOPHOrO M BHEIIHEr0 KOHTPOJISA KadyecTBa Ha
OCTaHAJIUTUYECKOM 3Tale, METOJIBI OIEHKH Pe3yJILTATOB

CranzmapTsl B 006J1aCTH KavyecTBa KIMHUYECKHX JIAGOPATOPHBIX HCCIEIOBAaHUN Ha
BCEX dTalnax J1abopaTOPHBIX HCCIIETOBAHMIA
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IMpuanuner paspaborku COIl B obnacT KOHTPOJI KayecTBA Ha BCEX JTamax
71a00paTOPHBIX UCCIIEAOBAHUI
[IpeananuTiyeckue, aHAIUTHYECKHE M  IOCTAHAIHTHYCCKHE  TEXHOJOTHH
KJIMHAYIECKUX 1a00paTOPHBIX HCCIeJOBaHUH
Hpyrue -
XapaKTepUCTUKU
3.1.3. Tpynosas pyHKUHA
OcBoeHue 1 BHEAPEHUE HOBBIX
METOOB KIMHAYECKHUX
NaGOPaTOPHBIX HCCIIENOBAHUM U VposeHs
HaumeHoBaHue Kon | A/03.7 | (nomypoBeHs) 7
MEIUIUHCKOT0 000pyAOBaHHUS, KBATHbHKALIH
MpeIHa3HaYeHHOTO JIs UX
BBITIOJIHEHUS
et | O X | S
Kon PerncrpanyionHslii HoMep
. OpUTHHAJIA npo(heCCHOHANEHOTO CTAHAAPTA

Tpynossie aeiicTBus

OCBO€HHE HOBBIX METO/IOB KJIMHHYECKUX JIa0OPATOPHBIX MCCIICTOBAHMI

BHCI[pCHI/Ie HOBOTO MCIHITMHCKOI'O 060py1[013aHn;1, IPpE€AHA3HAYEHHOI'0 JId
BBIITOJTHCHUA KITHHHUYCCKHUX J'Ia60paT0pHI>IX HCCJICIOBAaHNH

Pazpaborka COIl 1o HOBBIM MeTOJaM Ha BCEX JTalmax KIMHUYECKHX
N1abOpaTOPHBEIX HCCIENOBAaHMHA M 3KCIUIyaTallud HOBOro  000pyJoBaHHs,
IpeAHa3HAYEHHOTO JUTS BHITOJHEHAS KIHHIYECKUX JJaOOPaTOPHBIX HCCIIeTOBAHUH

OpraHu3alus U NPOBEACHHE KOHTPOJSA KAauyecTBa HOBBIX METOJMOB KIIMHHIECKHX
1ab0paTOPHBIX HCCIIEIOBAHUMH

SKCHepI/IMCHTaJ'ILHaﬂ IIPOBCPKA U YCTAHOBJICHHE XapaKTCPUCTHK KIIMHHYCCKHX

71a00paTOpPHBIX ~ METONOB  HCCleNOBaHWM  (OIEHKAa  NPEH3HOHHOCTH,
NpaBWIBHOCTH, JIHHEHHOCTH, OIpelelieHHe  «JIOKAIBHBIX»  pedepeHTHBIX
MHTEPBAJIOB)

IlpoBepka ¥ KOPPEKTUPOBKA IEPBHYHON OLIEHKH pe3yJIbTaTOB KIHMHUIECKUX
71a60paTOPHBIX UCCIICIOBAHUI Ha aHAIH3ATOPE

Heo0xoaumeie
YMEHHUS

OcBanBaTh HOBBIE METOABI KIIMHUYCCKUX JI&GOpaTOpHBIX HUCCIICIOBaHNH

OpFaHI/I3OBI>IBaTB BHEAPECHUE HOBOIO o6opy11013aHI/m, NpECAHa3HAUYCHHOTO /I
BBINNOJIHCHHA KIIMHAYCCKHUX J'Ia60paTOpHI>IX HCCIIEJOBAHUH

PaszpabGateiBate COIl mo HOBEIM MeTOZaM Ha BCEX JTamaX KIHMHHYECKHX
71a0OpaTOpHBIX HMCCIENOBAaHMI W  JKCIUTyaTalldd HOBOTO  00OpYHOBaHHS,
IIPEeIHA3HAYECHHOTO JJIs BBIIOJHEHUS KIMHUYECKHUX JIa0OpaTOPHBIX UCCIIEOBAHUN

OpraHu3oBBIBaTh H [POW3BOJAUTH KOHTPOJIF KavyecTBa HOBBIX METOJOB
KJIMHUYECKHUX JTaDOpaTOPHBIX UCCIIEAOBaHMI

HpOBCpﬂTB H YCTaHAaBJIHBAaThb XAapPaKTCPUCTHKH KIHHHYCCKHUX J'IaﬁopaTOpHBIX
METOJIOB HCCIeAOBaHUMK (OHCHKa NMPCIU3NOHHOCTH, IIPABHJILHOCTH, JIMHEHHOCTH,
ONpPCACIICHUC «JIOKAJIBHBIX» pe(bepeHTHHx I/IHTepBaJ'IOB)

IIpoBepaTh M KOPpPEKTHPOBATH IEPBHYHYIO OIEHKY PE3YJIHTATOB KIMHHUYECKUX
71a00paTOPHBIX UCCIICAOBAaHUI HAa aHATA3AaTOPE

Heobxogumsle
3HAHUS

OcHOBHBIE NMPUHIUNB U METOJWKH OCBAaMBACMBIX KJIIMHHYECKHX JIAaGOPaTOPHBIX
HccaeJOBaHHAH

AHanmuTHYeCKHE XapaKTEePUCTHKH J1abOpaTOPHBIX METOAOB (MPELU3HOHHOCTH,
IPaBIIBHOCTD, CIEUU(PUIHOCTD, TYYBCTBUTEIFHOCTD) U MX ONpPEACICHHE
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Meromsl pacyera pe()epEHTHBHIX HMHTEPBAIOB KIMHUYECKUX J1abOpPaTOpHBIX
oKasareiei

AHaTUTHYECKHE XapaKTCPpUCTUKHU BHCAPACMOro MEIAHIIHHCKOIO O60py,E[OBaHI/ISI,
NpCAHaA3HAYCHHOTO JJI1 BRIIMOJTHCHUS KIIMHHYCCKHX J'Ia60paT0pHI>IX b () (91 (0): T2 050504

Hpyrue -
XapaKTePUCTUKH

3.1.4. TpynoBas pyHKUHA

BuytpunaboparopHas Banuganus Vpogensb
HanmernoBanne | pe3yIbTaTOB KIMHUYECKUX Kon | A/04.7 (momyposeHs) 7
71a00paTOPHBIX HCCIIeNOBaHUM KB uKaym
ot O x | St
Kon Peructpanuonssiii Homep
OpHUrHHAIA po¢heCCHOHANIEHOTO CTaHAApTa
Tpynossie CootHeceHHe pe3y/NbTaToOB KIMHHYECKAX JIAOOPAaTOPHBIX HCCICAOBAaHHH C
JefcTBUs pedepeHTHRIMY MHTEPBATAMU
OnecHka BIMAHHUS HENATOJIOTHYECKOM M MAaTOJIOTHYECKOW BapHallUU HA Pe3y/bTaThl
KJIMHUYECKUX JTa00PATOPHBIX HCCIICOBAHHM
Hcnons3oBanue HHGOPMAIMOHHBIX CHUCTEM 5 UH(POPMATHOHHO-
TEJICKOMMYHUKAMOHHON ceTH «VHTepHET» ¢ MLenpl0 NoucKa WHGOPMAIHH,
HE0OX0IMMOM 11 TPO(ECCHOHATIBHOM AeITETBHOCTH
OneHka BIMAHMS paA3IHYHBIX BUJOB BapHalldl Ha Pe3Y/bTaThl KIMHHYECKHMX
71a60paTOPHBIX UCCIICIOBAHUI
Heobxonnmele OucHuBaTh CTENEHb OTKJIOHEHWS pe3ylbTaTa KIMHHYECKOTO J1abopaTopHOro
YMEHHUS HCCIICIOBaHNs OT pe(hepeHTHOTO HHTEpBaIa
OueHuBaTh BIUSHHE HEMATOJOTHYECKOM ¥ IATOJOIMYECKOM BapHalMM Ha
PE3yIBTAThl KIMHUYECKUX JIAOOPATOPHBIX MCCIICTOBAHUIA
Hcnons3oBath UH(pOpMAITHOHHEIE CUCTEMBI U UH(POPMAITHOHHO-
TENEKOMMYHHUKAIMOHHYIO ceTh «HTepHETY
OueHuBaTh BIHSHHE pa3MYHBIX BHUJOB BapHallid HA Pe3yJbTAThl KIMHHYECKHMX
71a00paTOPHBIX MCCIEIOBAHMIA
Heobxonumsre IlpaBuna paboTel B HHPOPMAMOHHBIX CHCTEMaX W  HHPOPMAIMOHHO-
3HaHHUSA TEIEKOMMYHHUKAIMOHHOM ceTn «HTepHET»
Byl Bapuanuu pe3ynbTaToB KIMHHYECKHX J1aG0paTOPHBIX HCCIIET0BAHMI
Konuenmnus pehepeHTHHIX HHTEPBAIOB
Ilpurnpnel  obeclieyeHUs] NPOCIEKHUBAEMOCTH  PE3yJbTATOB HM3MEPEHHH |
rapMOHH3alUHU KIHHAYECKHUX JIAOOPAaTOPHBIX UCCIIETOBAaHHH
Hpyrue -
XapaKTEePUCTUKH

3.1.5. TpynoBas pyHKIHS

Opranmaunx ACATCIIBHOCTH

VpoBeHb

Haxo €rocqa B pacClopsiKeHUU

HaumeHoBaHue JUIIL p P Kox | A/05.7 | (momyposeHs) 7
MEIUITUHCKOTO HCpCOHaJIa KBaJII/I(l)I/IKaIII/II/I

naboparopun




ITpoucxoxxaenue TpyaoBoi
byHKIUN
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3aUMCTBOBAHO H3

OpurmHan
P X OpHUTHHANA

Kon PeructparmyoHHsIi HoMep
OpUTHHATA npo¢eccHOHABHOIO CTAaHAAPTa

Tpynoseie neiicTBUA

KOHTpOJII: BBIIIOJTHCHHA OOIKHOCTHBIX 0043aHHOCTCH Haxomsanieroca B
PacHoOpPsKEHUH MCAUIIMHCKOTO IICPCOHAIA na6opaTopHH

KOHTpOJIb BBIIOJHEHHS HAXOJSIIETOCSd B PACHOPSKEHHH MEIUIHHCKOTO
mepcoHaia  JjabopaTopud TpeOOBaHMH OXpaHbl TpyJda M CaHHTapHO-
IPOTHBOJIIHAEMIYECKOTO PeXKUMa

Heobxonumele ymenus

OpFaHH3OBBIBaTI> JACATEIIbHOCTh MCAHITMHCKOTO IICPCOHAIa na6opaTopHH

HpOI/I3BOI[I/ITb BH}’TpeHHI/Iﬁ KOHTPOJIb Ka4eCTBa ACATCIIBHOCTH HaXOISAIICTOCs
B paCnopsKCHHUA MEOULHUHCKOT'0 NEPCOHATIA na6oparopm1

OO6yuyaTh HaXOAAUIMHCA B PpACHOPSHKCHUHM MEIULUHCKHHA  IEPCOHA
Ja00paTOpHH HOBBIM HAaBBIKAM M YMEHHSIM

Heob6xoaumble 3HaHUS

JloIDKHOCTHBIE 00S3aHHOCTH HAXOIIErocs B PaCIOPSHKEHHH MEIUIIUHCKOTO
nepcoHana 1abopaTopuH

TpeGoBanuss OXpaHBI TpyJa, OCHOBBI JINYHOH  O€30MACHOCTH H
KOH(JIMKTOJIOTHH

[prHUMIEl pabOTHI U IPaBIUIa YKCILTyaTalluy JJabopaTOpHOTo 000py10BaHMs

OCHOBBI YHpaBJI€HUS KaY€CTBOM KIIMHHYCCKUX JIa60paTOpHI>IX HCCJICIOBAaHUU

OcHOBBI TIPOQMIAKTHKH 3a00JIeBaHMH M CAHHTAPHO-IPOCBETHTEIBHOM
paboThI

JApyrue xapakTepucTuku

3.1.6. TpynoBas ¢pyHKIHA

OxazaHue METUITMHCKON ITOMOIIA Yposenb
Hammeroparue HalMeHTaM B 9KCTPEHHOM hopme Kox | A/06.7 (mozypoBeHb) 7
KBaTA(HUKALIH
[porcxoxneHHe ' 3a¥MCTBOBAHO M3
Opurasan X
TpyzoBoit pyHKIMU OpHUTMHAJIA
Kon opurunaia PerucTpaloHHbINH HOMEp
npodeccHOHATBHOTO
cTaHaapTa

TpynoBbie neiicTBUs

Ouenka cOCTOSHHS NallUEHTa, KOTOpoMy TpeOyeTcs OKaszaTh MEIUIMHCKYIO
TIOMOIIb B 9KCTPEHHOH QopMe

PacriozHaBaHue COCTOSHHUN, NPEACTaBILSIIONMX YIrpo3y XXHU3HHM IallUEHTOB,
BKJIIOYAsE COCTOSIHME KIMHHYECKOW CMEPTH (OCTAHOBKA >XKM3HECHHO BaXKHBIX
¢yHKIHE opraHM3Ma denoBexa (KpoBooOpamieHWs HW (WIH) JbIXaHUSA)),
TpeOYIOMUX OKa3aHUsI MEUIIMHCKOM IIOMOIIYU B SKCTPEHHOH (opme

OxazaHue MEIUIMHCKOM TMOMOIIM B JKCTPEHHOH (opme nanueHTaM IpH
COCTOSIHHSX, IPEJICTABNISIONINX Yrpo3y >XH3HH [AlUEHTOB, B TOM YHCIE
KJIMHAYECKOW CMEPTH (OCTAaHOBKA )KH3HEHHO BaXHBIX (YHKIMH OpraHu3Ma
yeJioBeKa (KpoBooOpanieHns 1 (WIN) NbIXaHUs )

IIpuMeHeHne JIEKapCTBEHHBIX INPENapaToB M MEOMIMHCKHX M3JeIMi NIpu
OKa3aHWM MEIMIIMHCKOM MMOMOITH B SKCTPEHHOM opme

HeoOxoanmMble yMeHuUs

BBIIBIATE COCTOSHUS, TpeOyIOmue OKa3zaHWs MEAWIUHCKOH IOMOIIM B
OKCTpEeHHOH ¢(opme, B TOM 4UHCIe KIHHHYECKHE IPH3HAKH BHE3AIHOTO
IpEeKpaleHnuss KpoBooOpalleHHss U JAbIXaHUs, TpeOylomue OKa3aHHA
MEIUIMHCKOH TOMOIIH B SKCTPEHHOMH (opMe
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BEINOHSTE MEPONPHATHS Ga30BOH CepIeTHO-TErOYHON peaHuMAIiH

OkashiBaTh MENMIMHCKYIO NMOMOIIB B JKCTPEHHOH (OpMe MalMeHTaM pu
COCTOSIHUAX, NPEACTABIAIONIMX YIPO3y JKH3HM IIALMEHTOB, B TOM YHCJIE
KJIMHUYECKOH CMEPTH (OCTAHOBKA JKH3HEHHO B&XHBIX (DYHKIMH OpraHusma
4esIoBeKa (KpOBOOOPAICHHS H (MJIH) ABIXaHUs)

lIpuMeHsTh JNeKkapcTBeHHbIC NPeNapaThl M MEJULMHCKHE M3IeiHs opu
OKa3aHUM MEAUIUHCKOMN IIOMOIIH B SKCTPEHHOM hopme

HeoOxonuMsie 3HaHMS

Meronuka cGopa xano6 W aHaMHe3a Y IANUMEHTOB (MX 3aKOHHBIX
IpeACcTaBUTENei)

Meronnka (u3MKaIBEHOTO WCCieqOBAHUS MAIMEHTOB (OCMOTp, MAaIbIanus,
HEePKYCCHS, aYCKYJIbTAI[HS)

KimHuueckue npusHaku BHE3AHOTO MPeKpaIeHns KPOBOOGPAIIEHHS 1 (vnn)
JIBIXaHUSA

IIpaBuna mpoBenenust 6a30BOi CepeYHO-TEro9HON peaHNMAIH

Hpyrue

XapaKTEPUCTUKH

3.2. OGo0menHas TpyaoBas GyHKIHS

Pa3pabotka u Beimonaenne
JOKIIMHUYECKOTO UCCIICIOBAHUS
JIEKapCTBEHHOT'O CPEACTBA JUIS
MEIUIMHCKOTO PUMEHEHHS,

YpoBens

HamMeHnoBanue Kon B 7
6I/IOMCI[I/II.II/IHCKOI‘O KII€TOYHOTO IIPOAYKTA, KBaHH(bHKaunn
TCXHUYCCKOI'O UCHIBITAHHUA U
TOKCHKOJOTHYCCKOI'O HCCIICHOBaHUSI
(MCTIBITAHUA) MEAMIIMHCKOIO H3ENHS
ITponcxoxaenne
000011IeHHOI TPYIOBOIA Opurusan X 3auMCTBOBAHO
U3 OpUTrHHANA
(hyHKIAH
Kon PeructpaumoHHbIH HOMED
OpHTHHAJIA npoheCCHOHATIBHOTO CTaHAApTa

BoszMmoxHEBIE
HaMMEHOBaHUs
JIODKHOCTEH, mpodeccuii

Mitaqmmii Hay9HBIH COTPYAHHK
Hayunsiif coTpyIHHUK

TpebGoBanus k
00pa3zoBaHHIO U
00y4eHHUIo

Bricmiee 00pazoBaHue — CHEMHUAIUTET MO CICHHATBHOCTH «MeauIHUHCKAs
OMOXUMUS»

TpeboBanus K oneITy
IIPAaKTHYECKOH paboTHI

Ocob5le ycnoBus
JIorycKa K pabote

[IpoxoxaeHue o0s3aTeNbHBIX MPEIBAPUTEIBHBIX (TPH TIOCTYIUIGHHHM Ha
paboTy) H HePHOIUYECKIX METUIIMHCKUX OCMOTPOB (00CIeIOBaHMUIt), @ TaKXKe
BHEOUEPEAHBIX MEAMIMHCKUX OCMOTpPOB (00OcienoBaHuil) B MOpSJKE,
yCTaHOBIIEHHOM 3aKOHOJATENILeTBOM Poccuiickoii @enepanuu
OtcyTcTBHE OrpaHMYCHHI Ha 3aHSATHE MPOPECCHOHAIBHOHN JESATEIHHOCTHIO;
YCTaHOBJIEHHBIX 3aKOHOJATENLCTBOM Poccuiickoii @enepanuu

Hpyrue xapakTepuCTHKH

C nenvio npoecCHOHATBHOTO POCTa W TPHUCBOCHHS KBATA(DHUKAIMOHHBIX
KaTeropuii:
- IOTIOJTHATEJIEHOE

podheCCHOHAIIEHOE oOpa3oBaHHe (mporpamMmebI
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HOBBILICHHS KBAIA(UKAIHH);

- 00y4eHue MO MpPOrpaMMaM MOATOTOBKH Hay4HO-TIEAArOrHYECKHX KaJpoB B
aclUpaHType;

- CTOXHPOBKa;

-HCNIOJB30BAHHE  COBPEMEHHBIX  JHCTAHIUOHHBIX  0Opa30BaTEIbHBIX
TeXHooru# (06pasoBaTeNbHbLA MOPTAT U BEGHHAPEI);

- TPEHHHTH B CHMYJIAIHOHHBIX [[EHTPAX;

- Y4acTHe B Che3/1aX, KOHrpeccaX, KOHPEPeHIHsIX, MacTep-Klaccax

Cobmonenne KOHOUOCHUHATHHOCTH HMHPOPMAHH O JOKIHHHYECKOM
HCCJIEIOBAHUH JICKAPCTBEHHOTO CPEICTBA Ui METUIMHCKOrO IPUMEHEHHS,
OHOMEMIMHCKOTO KIETOYHOIO NPOAYKTA H TEXHHYECCKOTO HCHBITAHHS H
TOKCHKOJIOTUIECKOT0 HCCAEA0OBAaHUS (UCTIBITAHMS) MEAULMHCKOTO M3/ICITHs

3HaHHE  TPYAOBOTO  3aKOHOJATeNbcTBA  Poccmiickoii Oenepanuu,
3aKoHOJaTeNnbcTBa Poccuiickod Penepannu B cdepe OxpaHbl 370POBBA,
BKIIOYasi IpaBa TpaxaaH B chepe OXpaHBl 310pPOBbS, 3aKOHOAATEIHCTBA
Poccuiickoit ®enepammu 06 oOpalleHMH JIEKAPCTBEHHOTO CpPEACTBA W
3aKOHOAATEILCTBA Poccuiickoit Oenepanuu 06 oOparnieHun

6I/IOMeI[I/II.II/IHCKOFO KIIETOYHOI'O IIPOAYKTa

JlomoTHUTEIbHBIE XapaKTEPUCTUKH

HanmenoBanue Kox HaumenoBanue 6a30B0it rpymnel, JOMKHOCTH (Ipodeccun) Wil
JIOKYMEHTA CHEIUATHFHOCTH
OK3 2131 Buonoru, 60TaHUKH, 300JI0TH ¥ CIICIHATUCTHI POACTBEHHEBIX
3aHATUN
OKIIJATP 20327 broxumuk
24394 Hayuneslii corpynauk (B 06J1acTH OHOJIOTHH)
24395 Hay4Hpl# coTpyaHuK (B 06acTH 6aKTEPHOIOTHH H
¢dapMaxoorun)
24397 Hayunpiit coTpyIHHK (B 00J1aCTH MEIUITHHEI)
OKCO Menuinnackas OHOXUMHAS

3.30.05.01

3.2.1. TpynoBas dpyuxuus

Pa3paboTka npotokosia, miaHa,
mporpaMmmbl TOKJIHHHYE€CKOI'O
HCCIICAOBaHUS JICKAPCTBCHHOI'O
cpeacTBa 1A MCIUITHHCKOI'O
NpHUMEHERHs, OHOMEIHITHHCKOTO VpoeHb
HanMeHnoBaHue P i Kon B/01.7 (moxypoBeHs) 7
KICTOYHOI'O IIPOAYKTa, KBaJII/I(I)I/IKaIlHI/I
TCXHHUYECCKOTO UCIIBITAHUA U
TOKCHKOJIOTHYCCKOI'O
uccieqoBaHus (MCIBITaHUA)
MEINIHUHCKOT'O U3CIINA
Ipoucxoxaenue TpyaoBoi 3auMCTBOBAHO
byHKIAU Opurumar X W3 OPUTHHAIA
Kon opurunana PerucTtpaiinoHHEIN HOMEP
podecCHOHATBHOTO

cTaHaapTa
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TpynoBele aeicTBUA

®opmyTHpOBKa 000CHOBaHUS JTOKJITHHHYIECKOTO HCCIIEIOBAaHHS
JIEKApCTBEHHOTO CpencTBa VTS METUIIMHCKOTO IpAMEHECHHS,
OMOMEIHUIMHCKOrO KJIETOYHOTO MHPOAYKTa, TEXHUYECKOTO WCIBITAHUA H
TOKCHKOJIOTHUECKOTO HCCIICIOBAHHUS (MCIIBITAHMS) MEIUITMTHCKOTO U3JIENHs

Onucanue 1eneil u 3aad JOKIMHUYECKOTO HCCIEIAOBAHMS JIEKAPCTBEHHOIO
CpeAcTBa IS MEIUIIMHCKOTO TMPUMEHEHHS, OMOMEIUIIMHCKOTO KIETOYHOI'O
MIPOAYKTA, TEXHHIECKOTO HUCIBITAHUS U TOKCHKOJIOTHYECKOTO HCCICIOBAHMS
(MCTIBITaHNs) METULIUHCKOTO U3/IETHS

CocraBnenne Ju3aiiHa JOKIHHHUYECKOTO HMCCIICIOBaHUS JCKQpCTBEHHOI'O
cpe€actea Ajisi MEOULHUHCKOrO IIpUMEHCHUS, 6PIOM€I[I/IIII/IHCK01"O KJICTOUYHOTO
OPOAYKTA, TEXHHYCCKOTO MCIBITAHUA W TOKCHKOJIOTHYCCKOI'O0 HCCICOOBAHHUA
(I/ICHHT aHI/Iﬂ) MCIAHUIMHCKOTO H3ACITNA

Pa3paboTka KpuTepueB OIECHKH 3()(PEKTHBHOCTH, Ka4eCTBAa U OE30IIaCHOCTH
JICKQpPCTBEHHBIX CPENICTB JIJIA MEIHUIIHHCKOTrO0 MPUMEHEHHUS, OHOMETUIIUHCKUX
KJIETOYHBIX HPOAYKTOB

CocraBienne 1a60paTOPHBIX AITOPUTMOB OLeHKH 3(PEeKTHBHOCTH, KauecTBa
¥ 06e30IacHOCTH JIEKAPCTBEHHBIX CPEJACTB IS METHUIIMHCKOTO IPUMCHCHHS,
OMOMETMIIMHCKHUX KJIETOYHBIX MPOAYKTOB

OnucaHue CTaTHCTHYECKHX METONOB s 0o0paboTKM  pe3yiabTaToB
JOOKJIIFIHUYECKOTO  HCCIIEAOBaHMUS  JIEKAPCTBEHHOIO  CpelIcTBa  JUIA
MEAUIIUHCKOTO TNPHMEHEHHUS, OHOMEIMIIMHCKOTO KJIETOYHOTO MPOJYyKTa,
TEXHHYECKOTO  WCHBITAaHWS H  TOKCHKOJIOTHYECKOTO  HCCIICJAOBAHHS
(McTBITaHNUS) MEOUIIMHCKOTO U3CITHS

Onncanne OeHCTBHI MO0 OOECIICUCHUIO KAa4eCTBa JIGKAPCTBEHHOIO CPEJICTBA
JUIST MEMIUHCKOTO MPHMEHEHHs, OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA,
TEXHUYECKOTO  WCMBITAaHHUS W  TOKCHKOJIOTHYECKOTO  HCCIICIOBAHHS
(ucnbITaHUS) MEAUIUHCKOTO M3/IENUS

Omnmncanne ITHYCCKHX aCIICKTOB JOKIIHMHHYCCKOTO HCCIICAOBAaHHs
JICKQPCTBEHHOI'O CpE€ACTBa JJIA MCIUIUHCKOT'O IPpUMECHECHU A,
6I/IOMC,[[I/IIII/IHCKOI"O KJICTOYHOTO IIPOAYKTa, TCXHHUYCCKOIO HCIBITAHHUA H
TOKCHKOJIOTHYCCKOr'0 HCCJICJOBaHUA (I/ICIIBITaHI/IH) MCIUIMHCKOI0 H3ACIHUA

Onucanne pa6OTI>I C JaHHBIMHA JOKIIHHHYCCKOI'O HCCIICAOBAHHA
JICKapCTBCHHOIO CpeacTBa I MCIHUIIHHCKOI'O HPUMCHCHHA,
OHOMEIMITUHCKOIO0 KJIETOYHOTO MNpOAYKTa, TCXHHUYECKOIO HUCIBITAHUA H
TOKCHKOJOTHYCCKOI'0O HCCIICHOBaHUS (I/ICHI;ITaHI/IH) MCIUIHHCKOI'O U3aCIINA 1
BEACHUC NOKYMCHTALIMH, B TOM YHCJIC B 3JICKTPOHHOM BHIC

Heobxoaumeie ymenus

OO60CHOBBIBATh 3HAYHUMOCTD JOKIIMHHYIECKOTO HCCIEIOBAaHMS JIEKAPCTBEHHOTO
CpeAcTBa A MEIUIMHCKOTO MPUMEHCHHS, OHOMEIHIHUHCKOTO KIETOYHOI'O
IIPOAYKTa, TEXHUYECKOTO HCIBITAHHS U TOKCHKOJIOTMYECKOTO HCCIICIOBAHHS
(ucmbITaHus ) MEOUIIMHCKOTO U3ICITHS

OnuceBaTh LK U 33J1a90 JOKITMHHYECKOTO HUCCICIOBAHUS JIEKAPCTBEHHOTO
CPelCTBA I MEAWLNMHCKOTO NpPUMEHEHHs, OHOMEIUIHHCKOrO KJICTOYHOTO
MPOAYKTa, TEXHUYECCKOTO HCIIBITAHNSA H TOKCHKOJIOTHUYECKOT'O HCCICIOBAHHS
(MCOBITaHMS) MEAUITUHCKOrO U3ICTHS

CocraBasars JHu3aiH 151 CXEMY JOKIMHHAYCCKOI'O HCCIICAOBaHUA
JICKAPCTBCHHOI'O CpeacTea JJIA MCIHITHHCKOI'O IIPUMCHCHHUA,
6I/IOMCIII/IIII/IHCKOFO KJI€TOUHOI'0 MPOAYKTa, TEXHHYCCKOI'O MHMCIBITAHUA H
TOKCHKOJIOTHYCCKOT'O HCCIICJOBAHUS (I/ICHBITaHI/ISI) MCIAHIMHCKOI'O U3ACIHA

PaspabaTeiBaTh KpUTEpHH OIICHKH 3((HEKTHUBHOCTH, Ka4eCTBa M OE30IMaCHOCTH
JIEKApCTBEHHBIX CPEACTB AJSI MEAUIUHCKOIO IPUMEHEHH, OMOMETNITHHCKAX
KJIETOUHBIX IIPOJTYKTOB
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OnucelBaTh  CTATHCTHYECKHE METOABI Ui oOpaboTKM  pe3yJbTaToB
JIOKJTHHAYECKOTO MCCIICOBAHUS JIEKAPCTBEHHBIX CPEACTB UL MEAULMHCKOIO
MPUMCHEHUS, OHOMEIULIMHCKAX KJIETOYHBIX MPOAYKTOB, TEXHHYECKHX
HCHBITAHAH i TOKCHKOJIOTHIECKHX HCCIIEIOBaHAMN (ucnpITaHUM)
MEIUIIHCKHUX U3ACINH

OmnuceBaTh AEUCTBHA 1O OOECIEYEHHMIO KadecTBA JIOKIIMHHUYECKOIO
HCCIICIOBAHUS JIEKAPCTBEHHBIX CPEICTB UII MEAUIUHCKOIO NPHUMEHEHHS,
OMOMEIMIIMHCKUX KJIETOYHBIX MPOJYKTOB, TEXHHUYECKUX HCHBITAHUH U
TOKCHKOJIOTHICCKHX HCCIICIOBAHUA (MCIIBITAHUN ) METUIIMHCKUX W3ETUN

OnuceBaTh OTHYCCKUC ACIICKThI AOKIIHHHYICCKOTI'O HCCICA0OBaHUA
JICKapCTBCHHOI'O cpeacTea JJIA MCIUITHHCKOI'O IIPpUMCHCHUA,
OHOMEIUIIMHCKOTO KIIETOYHOTO IIPOAYKTa, TEXHHUCCKOI'O HCIBITAaHUA H
TOKCHUKOJIOTHYCCKOI'O UCCJIEJOBaHNA (I/ICI'IBITaHI/I}I) MCIUITHHCKOI'O N3ICIINA

OnuceBaTh pa60Ty Cc JaHHbIMH JOKIIHHHYCCKOT'O HUCCIICAOBAHUA
JICKapCTBEHHOI'O Cpe€acTBa JJIA MCIHUITHHCKOI'O IIPpUMCHCHHA,
OHOMEIMIIMHCKOTO0 KJIETOYHOro INpOoAYKTa, TEXHHUYECCKOIO HCIIbITAHHUS W
TOKCHKOJIOTHYCCKOI'O UCCIICAOBAaHHS (I/ICHLITaHI/ISI) MCIHUIIMHCKOrO H3JCIHA U
BCCTH NOKYMCHTAIIUIO, B TOM YHUCJIC B DJICKTPOHHOM BHJC

Heob6xoaumele 3HaHUA

OCHOBBI KJIETOYHOH W MOJIEKYJIApHOH OHONOrHMH, aHATOMUH, HOPMAJILHON H
MaTOJIOrMYeCKON (HHU3HONIOTHH

IlpaBuna u cnoco6bl NONMy4YeHHST OHWOJNIOTHYECKOTO Marepuaia IS
J1a00paTOPHBIX UCCIIENOBAHUN (MCTIBITAHU)

IlpuHyns! 1a60paTOPHEIX METOAOB HCCIIeNOBAHUI (MCIIBITAHUIA)

061[1&5[ KIIMHAYCCKAasd CHMIITOMATHKa IIOPpaXCHHUs Pa3lIMYHBIX OpraHoB H
CHCTEM opranusMa 4YCJIOBEKa C  LCIIBIO IIOATOTOBKH 51 OLICHKHA
TPAHCIIANUOHHBIX MOJEIICH Ha IKCIICPUMEHTAJIBHBIX JKXHBOTHBIX

3TI/IOJIOFPI$I, INMaTor€¢He3, KIHMHHKA, IIPHHIOUIBLI JICUHCHHA H IIpO(i)I/IJIaKTI/IKI/I
3a00JICBaHHI dYelloBeKa ¢ OCJIbI0 MOATOTOBKH M OIICHKH TPAHCIIAIMOHHBIX
MoJeleh Ha IKCHCPUMCHTANIBHBIX JXUBOTHBIX

Bapuauus 1aGopaTOpHBIX pe3yNbTAaTOB M €€ BIMSHHE Ha JabopaTOpHBIC
HCCIIEIOBAHUS

®DapmakokuHeTHKa H ¢apMaKkoAMHAMHUKA JICKAPCTBEHHOTO CpPEACTBA A
MeJUIUHCKOTO NPUMEHEHHS

CratucTuueckue MCTOAbL O6pa6OTKI/I PEIYILTATOB AAHHBIX JOKITWHUYICCKHX
UCCIICIOBAHUA JICKapCTBCHHBLIX CPEACTB OJId MCOUIHUHCKOIO IIPHMCHCHHA,
OHOMEIMITMHCKUX KJIETOYHBIX IMPOAYKTOB H TEXHHUYCCKHUX HCIIBITAHUH H
TOKCHKOJIOTHYECKHUX HCCICTOBAHHI (HCHBITaHHﬁ) MEIUITHHCKHX H3/Ie/uii

CranzapTsl B 00J1aCTH KadecTBa JIEKAPCTBEHHBIX CPEJICTB JIJIS MEAHUITHHCKOTO
IpUMEHEHHs,, OHMOMEAMLIMHCKUX KJIETOYHBIX MPOAYKTOB, TEXHUYCCKUX
HWCMBITAaHUH u TOKCHKOJIOTHYECKHX HCCIICIOBAHUM (ucnisITaHu)
MEIHUIHUHCKUX U3enii

OTHdeckue  HOPMBI  MPOBENCHUS  JOKJIMHHYECKOTO  HCCIIeAOBaHHUSA
JICKapCTBEHHBIX CPEJICTB JJISI MEJUIHHCKOTO MIPAMEHEHUS, OHOMETUITHHCKHAX
KJICTOYHBIX MPOAYKTOB, TCXHMYECKHX HMCHBITAHHHA H TOKCHKOJOTHUYECKHX
VCCJIC/IOBaHMH (MCIBITAHUI ) METUIMHCKHAX H3JEITHI

IIpuHIMIIBL IPOBEACHUS ITHYECKON IKCIEPTH3EI

Jpyrue xapakTepucTuku

3.2.2. TpyaoBas pyHKIHS
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IIpoBenenue JIOKJIMHHYECKOTO

HCCIIeTOBaHHUs JIEKapCTBEHHOTO

cpencTtBa AN MEIUIIMHCKOTO

NpUMEHEHHS, OHOMEIUIITHCKOTO VpoBeHs
HamMeHoBaHue KJIETOYHOTO MPOAYKTa, Kon B/02.7 (omypoOBEHB) 7

TEXHHYECKOTO  HWCIOBITAHHMS  H KBaTM(uUKaLMY

TOKCHKOJIOTHIECKOTO

HCCIIeIOBaHMs (ucribITaHuA)

METUIIHHCKOTO H3/ICITHS

IIpoucxoxaeHue TpyAOBOM
byHKIIN

3auMCTBOBAHO
Opurunan X
U3 OPUTHHAIA
Kon opurunana PeructpammoHsslii Homep
npoeCCHOHAEHOTO
CTaHAApTa

Tpynossle aeiicTBus

WUnentudukanus, MapkapoBka, oOpaboTka, oTéop mpod, HCIOIB30BaHHE,
XpaHCHWE W YHHYTOXeHHe (yTHiIM3amus) OHOJOrHYecKoro MaTepHaia,
JIEKapCTBEHHOTO cpeAcTBa JUTS MEIHIIUTHCKOTO MPUMEHEHUS,
6HOMEUIIMHCKOTO KJIETOYHOTO IIPOJYKTa

Opranmsanus OOCIY)XHBAHUS H TOBEPKH HW3MEPHTENBHBIX IPHOOPOB U
000pyIoBaHUS

HpI/IFOTOBJ'IeHI/Ie PCAaKTHBOB, MUTATCIBHLIX CPEL, KOPMOB

Benenue JOKYMCHTAIIHHU, B TOM YHCJIC B 3JICKTPOHHOM BUAC

Ilpuem, TpaHCHOPTHPOBKa, pa3MellleHHe, OIHCaHWe, WICHTHQUKAIHS

OHOJIOTTYECKOTO Marcepuajia U TECT-CHCTEM

Bemonnenne NOKIMHAYECKUX HCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEACTB JUIS
MEIUIMHCKOTO IpPUMEHEHHS, OHOMEIUIIMHCKUX KIETOYHBIX IMPOAYKTOB, a
TAaKXKE BBINONHEHUE TEXHUYECKUX MWCIBITAHUH M TOKCHUKOJIOTHYECKUX
WCCeOBaHNM (MCHBITAHUN) MEAMIIMHCKUX M3/IENUi COTTacHO MpaBUjIaM
HaJuiexanielt 1abopaTopHOH MpakTHKH, IpaBIIaM HaUIexkallel MpakTUKY 10
pabore ¢ OuoMeAUIIMHCKIMH KiIeTogHbIMH poaykramu, COIT |

HeoOxoaumele yMeHus

Wnentudummposars, MapkupoBaTh, o0pabarbBath, OTOHpaTh IPOOHI,
HCIOIB30BaTh, XpaHUTh M YHHUYTOXKATh (yTHUIM3UPOBaTh) OMOJIIOTMYECKHH
MaTepuall, JEeKapCTBECHHBIE CPEIACTBA M1 MEIUIIMHCKOTO HpI/IMCHeHI/Iﬂ
OHOMETUIIMHCKHE KJIETOYHBIE TPOIYKTHI

Opranu3oBbIBaTh OOCTYXXHUBaHHE W TOBEPKY H3MEPHUTENBHBIX IPHOOPOB H
obopyznoBaHus

HOI[FOTaBIII/IBaTI) PCAKTHUBEL, TATATCIILHLIC CPCABI, KOpMa

OHI/ICBIBaTL, I/IHCHTI/I(I)I/II_II/IPOBaTB OHOJIOrHYECKHI MaT€pHall U TCCT-CUCTCMBbL

Bectu HJOKYMEHTaUu10, B TOM 9HUCJIC B 3JICKTPOHHOM BHJIC

[Ipou3BOIUTH  CTATUCTHYECKYI0 00pabOTKy  JaHHBIX  HCCIIEAOBaHUI
JIEKapCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHN, OMOMEIUITMHCKHUX
KJICTOYHBIX NPOAYKTOB, TEXHMYECKUX HCHBITAHUH M TOKCHKOJOTHYECKHX
HCCIIETIOBAHM (MCTIBITAaHMI) METUITTHCKHUX H3JIEJTHH

Cobmiomate mnpaBuiaa Haiexamed JabopaTOpHON TpPaKTUKH, HpaBWIa
HaJUleXxamel NpakTUKH 1Mo pabore ¢ OHOMEJHIMHCKHMH KJIETOYHBIMH
IPOTyKTaMH

Heobxogumele 3HaHUS

[TpuHUMDB WACHTHDUKAINN OHOJOTHUYECKOTO MaTrepHasa, JeKapCTBEHHOTO
CpeJICTBA Ui MEAMIMHCKOTO MPHUMEHEHHS, OHOMETUITMHCKOTO KJIETOYHOIro
IPOAYKTa U MEAMIMHCKHUX U3ICITAHM




16

[MpuHnunel  omucandss OWONOTHYECKOTO MaTepHaia, JE€KapCTBEHHOIO
CpencTBa [UIS MEAMIMHCKOTO IMPUMEHEHHS, OHOMEIUIMHCKOIO KJIETOYHOIO
NPOAYKTa, MEAMIUHCKOTO W3JAeNus (€ro MNpUpoJa IPOHUCXOXKIACHHSA H
XapaKTEPHUCTHKH )

[IpUHITUTIBEI METOI0B AOKIMHUYECKUX UCCIICIOBAHUM TEKAPCTBEHHBIX CPENICTB
IUIS. MEIUIIMHCKOTO NMPUMEHEHHUSI, OMOMEIUIIMHCKOr0 KIIETOYHOI'O IPOAYKTA,
TEXHHYESCKOTO  HCHBITAHUS W TOKCHKOJIOTHYECKOIO  HCCIEIOBAHUSA
(MCOBITaHKA) MEAMUIIUHCKOTO M3CTUS

MeTo/1b! CTaTHCTHYECKOH 00pabOTKU JAHHBIX JOKITHHHYECKUX HCCIIEIOBaHMUH
JIEKAPCTBEHHBIX CPEJICTB JJIs MEJUI[MHCKOTO IPUMEHEHU, OMOMETUIMHCKUX
KJICTOYHBIX MNPOIYKTOB, TEXHHYECKUX MCHBITAHUNA H TOKCHKOJIOTHYECKHX
HccaeaoBaHUH (MCIBITaHNH) MEAMIMHCKIX H3EIi

Buapl M XapakTepUCTHUKH MCIBITATENBHBIX CHCTEM, HCIOJB3YEMBIX JUIS
JOKJIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB IS MEIAULIMHCKOIO
NPAMEHEHHS, OHOMEIUIUHCKUX KJIETOYHBIX MPOAYKTOB, TEXHUYECKHX
UCIIBITAHUH M TOKCHKOJIOTMYECKHMX  HMCCIEAOBaHUH  (UCIBITaHUI)
MEIHUITMHCKUX W3IETHI

HopmaruBHble mpaBOBBIE aKkThl 10 paboTe C  HUCIOJIB30BAaHHUEM
JKCIEPUMEHTAIBHBIX JKMBOTHBIX IIpH  IPOBEACHUH  JOKIMHHYECKOIO
HCCIIEIOBAaHUSl JIEKAPCTBEHHBIX CPEACTB JUISI MEAUIMHCKOTO IIPUMEHEHUS,
OMOMEIUIIUHCKUAX KJIETOYHBIX MPOMYKTOB, TEXHUYECCKUX HMCIBITAHUNA W
TOKCHKOJOTHYECKHUX UCCISAOBAHUM (MCIBITAHUM ) METUIUHCKAX H3/ACITHHA
CpencrtBa, METOIBI M TEXHOJIOTHH NPOQYHIAKTHKH, TUATHOCTHKH U JICUCHHUS
3aboneBaHus, MOIETUPYEMOTO B  JOKJIMHUYECKOM  HCCICIOBAHHH
JIEKapCTBEHHOT'O CcpelcTBa hi) 61 MEAUIIHCKOIO IIPUMEHEHHUS,
OMOMEIUIIUHCKOTO KIIETOYHOTO MPOAYKTa, TEXHHYECKOTO HCIBITAHHA M
TOKCHKOJIOTHYECKOTr0 HCCIIEAOBaHUS (MCIBITAHUS ) METUITHHCKOTO U3/IeITUs
JloKkyMeHTHpOBaHHbIE KPHUTEPHH, KOTOPHIM HEOOXOMHMO COOTBETCTBOBATH
JUIA YCHEIIHOIO 3aBEpPIICHHS JTana HCHBITaHUS (WUCCIENOBAHUSA) HIIH
BBIITOJIHEHUSL TpeOOBaHHUH TOCTaBKH (KpUTEpHH MPHEMKH) pe3yIbTATOB
JOKJTMHHUYIECKOTO HCCIICTOBAHUS JIEKapCTBEHHOIO cpencraa hifi '
MEJMIMHCKOIO IIPHMEHEHHS, OMOMEIMIIMHCKOTO KJIETOYHOTO IIPOIYKTa,
TEXHHYECKOTO  MUCHBITAHHUA W  TOKCHKOJOTHYECKOTO  HCCICIOBAHHSA
(McTIBITaHUS) MEIUITMHCKOTO H3JCITHS

JIpyrue XapakTepucTHKH | -

3.2.3. TpynoBas ¢pynxkuus

OGecneuenue KauecTna
MPOBEACHHUS JOKIUHUIECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOIO
CpelcTBa JIA MEIUIHHCKOTO

Vposens

MPUMCHEHHS, OHOMETUITHHCKOTO

HaumeHosaHue p i AL Kon B/03.7 (o IypoOBEHB) 7
KJIETOYHOI0 IPOIYKTa U KBATHHKALHH
TEXHHYCCKOTO UCIIBITAHHUA U
TOKCHKOJIOTHYECKOT O

HCCIIeIOBaHUS (UCTIBITAHHS)
MEJUITUHCKOTO U3JIeTIHS




INpoucxoxaeHne Tpy A0BOH
lingiianie
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3auMCTBOBAHO
M3 OpHTHHAIA

OpuruHan X

Kox opurunana PerucTpaimoHHbI# HOMEp
npoheCCHOHANTLHOTO
CTaHJapTa

TpynoBsie neticTBus

Pa3zpa6otka COII, B KOTOpBIX IToAPOOHO | MOCIEI0BATENHHO OMUCAH HOPSIOK
OCYILIECTBJICHUS BCEX JTaOOpaTOPHBIX onepanuit

CobmofieHre mpaBwil Ha/uiexanieid 1abopaTOpHOM IPAaKTUKA W NpaBHI
HaJUIeKaIed INpakTUKd Mo pabore ¢ OHOMEAMIIMHCKUMH KJIETOYHBIMH
HIPOIYKTaMH

Cucremarnueckas nposepka coodmoaenus COIlT

HpOBCI[CHI/Ie HHCICKINHN C OEIBIO IIOATBCPXXICHUSI COOTBCTCTBHUA
HCCIICOAOBAHUA ITpaBHJIaM HaJJIeKaIeH na6opaTopH01>’1 IpaKTHKH W I[IpaBHIaM
HaJJICXKaIeH MMpaKTHKHU IIO pa60Te Cc 61/IOMCIII/IIII/IHCKI/IMI/I KIICTOYHBIMH
IIPOAYKTAaMH, IAOOCTYIIHOCTH II€PCOHATY, Y4YacTBYIOIIEMY B HCCICIOBAaHUH,
IIPOTOKOJIY, IUIaHy, IPOTrpaMMe HCCIICAOBAHAA

HpOBCpKa 3aKJIIOYUTCIIBHBIX OTUCTOB JIJIA IIOATBEPIKIACHU TOI'O, YTO MCTOFEI,
IpoLECaAyphl, Ha6J'IIOI(CHI/ISI H PEIYJIbTAaThl U3JIOKCHBI TOYHO K IIOJHOCTBHIO U B
TNOJHOH MEPC OTPAXKAKT NCPBUYHLIC JAHHBIC JOKJIMHHYCCKUX HCCIICIOBAaHUH
JIEKApCTBEHHOI'O cpeacTea JJIA MCITHIIHHCKOI'O IIPUMCHCHUA,
6I/IOMCHI/IHI/IHCKOI‘O KICTOYHOI'O IIPOAYKTaA, TEXHHUYECKOIO HMCHOBITAHUA H
TOKCHUKOJIOTHYCCKOI'O HCCIICTOBAHUA (I/ICHBITaHI/ISI) MCAHUIIHHCKOI'O U3ACIINA

OGecriedeHnie COOTBETCTBYIOINUX YCIOBHHM JUIS cOOpa, XpaHEHHs W BhIBO3a
MEAMLMHCKAX OTXOZOB, OBITOBBIX OTXOJOB, a TAKKE WX JIC3aKTHBAIIMH H
HOCTENYIOMEH TPaHCIIOPTHPOBKH

OpraHuzanys TEXHHYECKOTO  OOCIYXKHBaHHA, KaJluOpOBKH, OYHCTKH
000pyAOBaHUs ‘

Wnentudukanus HccleAyeMbIX BEIIECTB, JEKAPCTBEHHOIO CPEACTBA I
MEIUIUHCKOIO IIPUMEHEHHUs, OHOMEAUIIMHCKOTO KJIETOYHOTO TNPOAYKTa H
MEIUIIMHCKUX U3

ObecneueHne HaIexKamUX YCIOBHN U1 pasMELICHHs, XpaHEHHs,
006paboTKH U colepKaHus OMOJOTHYECKHX TECT-CHCTEM IS AOKIMHHYECKUX
HCCIIEAOBAaHUM JIEKAPCTBEHHBIX CPEACTB M MEIUIIHHCKOTO IPHMEHEHHS,
OHOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB, TEXHMYECKOIO HCIBITAHAA U
TOKCHKOJIOTHYECKOT'O HCCIEIOBaHUM (MCIIBITAHHIH) METUITHHCKUX M3 1CIIHM

Heobxoaumele ymeHus

IToarorasimeate COII 11 Beex 1a00paTOPHBIX onepauyii

Cobmonare mpaBuna HaUIeXKallei 1abopaTOPHONW MPAKTHKH H IIPaBHIIA
Ha[UIeKale IMPakTHKH [0 paboTe ¢ OHOMEIMIMHCKHMH KIIETOYHBIMHU
HOPOIYKTAMH

Ob6ecneunBath cucTeMaTHIecKylo npoBepky cobmmoaenus COIT

[IpoBogMTE HHCIEKIHMIO C IHENBI0  MOATBEPKIAECHHS  COOTBETCTBHS
HCCIIEI0BaHUA IIPaBUIaM HaJJIeKallel 1abopaToOpHOi MPAKTUKK M IIpaBHIAM
HaJJIeKalled IpakTHKH o0 paboTe ¢ OHOMEIMIHMHCKHMH KJIETOYHBIMH
IPOAYKTaMH, IOCTYIIHOCTH MEPCOHANY, YYacTBYIOIIEMY B HCCIEIOBAHHUM,
IIPOTOKOILY, IIaHY, IPOrpaMMe HCCIICTOBAHK

[Tpou3BoauTe NPOBEPKY 3aKTIOUUTEIBHBIX OTYETOB IS ITOATBEPXICHHS
TOTO, YTO METOABL, IPOLEAYPHI, HAOMIOAEHHS U Pe3yIbTaThl H3JI0KEHE] TOYHO
U TOJHOCTBIO ¥ B TIOJHOH Mepe OTpPaXalOT MEPBUYHLIE IAHHBIC
MOKIIMHUYECKOTO  HCCIENOBAHUS  JIGKAPCTBEHHOrO  CpeAcTBa i
METHUIIMHCKOTO IMPUMEHEHHS, OMOMEIMIIMHCKOTO KJICTOYHOTO IPOAYKTA,
TEXHHYECKOIO  HCOBITAHUS W  TOKCHKOJIOTHYECKOI'O  HMCCIIENOBaHHUS
(MCTIBITaHUS ) METHUIIMHCKOTO H3EIIUS
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O6eCIIC‘IHBaTB COOTBETCTBYIOIIUE YCJIOBHA OJI c6opa, XpaHCHUS UM BbIBO3a
MCIHUIIMHCKUX OTXO0O0B, OBITOBEBIX OTXOOOB, a TAKXC HX [OC3aKTHBAIlUHA H
IIOCJ'IC,I[YIOH_ICﬁ TPaHCIIOPTHPOBKHU

Opranu3oBbBaTh TEXHHYECKOE OOCITYy)XMBaHHE, KaIHOpPOBKY, OYHCTKY
obopynoBaHus

I/I,Z[eHTI/I(bI/II_II/IpOBaTB HCCJIICAYEMBIC BCHICCTBA, JICKAPCTBCHHBIC CPEACTBA 1A
MEIUITUHCKOT'O HNPHUMCHCHU, 6I/IOMGJ_II/II_II/IHCKI/IG KJIICTOYHBIC IIPOAYKTEI H
MEIUITUHCKHUEC U3NCIIN

OOecneunBaTs HaAJICKAIAEe YCIOBUS JUIA pa3MEIleHHs, XpaHEHHS,
00paboTku M cozepKaHud OHONOTMYECKMX TECT-CHCTEM JUIS IPOBEICHHS
JOKJIMHHYECKOTO UCCNIEIOBaHUS  JICKAPCTBEHHOTO cpencTBa A
MEJMLIUHCKOTO MpPHUMEHEHUs, OMOMEIMIIHHCKOTO KJIETOYHOTO IIPOAYKTa,
TEXHHYECKOTO  HCIBITAHAA M TOKCHKOJIOTHYECKOTO  HCCIIEIOBAHHUSI
(VcTBITaHUA) METHIIMHCKOTO M3EITHS

Heobxoaumele 3HaHUS

ITocnemoBaTenbHOCTE W XapakTEpUCTHKA J1a0OpaTOPHBIX oOlepanuii B
JOKJIMHUYECKOM HCCIICIOBAaHUH

IlpaBuna Hamnexamed mabopaTopHOW TPAKTHKH, IpaBHIA HaJJIeKaIIeH
OPAKTHKH 10 PaboTe ¢ GHOMEAUITMHCKIMH KJIETOUHBIMH IIPOTYKTaMU

MexnayHaponHble M POCCHHCKHE CTaHZapThl B 00JacTH KadecTBa
HCCIICIOBAaHUH JIEKAPCTBEHHOTO CPEACTBa [UISI MEAWLUHCKOTO MPUMEHCHHS,
OHOMEHUIMHCKOr0 KJIETOYHOTO MPOAYKTA, TEXHHYECKOIO HCIBITAHUSA H
TOKCHKOJIOTHUECKOTO HCCIIEIOBAaHUS (MCIIBITAHUS) MEIUIIHHCKOTO M3HEITHS

Ilpuauunel odopmileHHS OTYETHOM JOKYMEHTAIlMH, B TOM YHCIE B
3JIEKTPOHHOM BHJIE

TpeGoBanuss Kk TOMEUICHWSM, TpPEAHA3HAYCHHBIM U1 NPOBEICHHS
JOKJIHHHYECKOTO HCCIIeIOBaHUS JIEKaQpCTBEHHOTO cpeacTBa I
MEIUIMHCKOTO IPHMEHEHHs, OHOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
TEXHHYECKOTO  MCHOBITAHNS H  TOKCHKOJIOTMYECKOTO  HCCJIEIOBAHHUS
(ucnBITaHuA) MEIHIUHCKOTO M3 AEIIHs

TpeGopanusa k 06opynOBaHUIO, MpPEIHA3HAYEHHOMY JUIi IPOBEACHHS
JOKJIMHHYECKOTO  HCCACNOBAHUS  JIEKAPCTBEHHOIO  CPEACTBA  JUId
METMLUHCKOTO IPUMEHEHHMS, OHMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTA,
TEXHHYECKOIO  HCHBITAHHUSA UM TOKCHKOJIOTHYECKOTO  HCCIIEIOBAHHSA
(¥cnBITaHUSA) MEAUITHHCKOTO M3E/IUs

XapakTepUCTUKH OHOJIOTHYECKHX HCIBITATENBHBIX CHCTEM UL IPOBEACHHS
JOKJTMHHYECKOTO  HCCIIENOBAHUS  JIEKAPCTBEHHOTO  CpeACTBA  JUId
MEIUIHHCKOTO IPUMEHEHMs, OHOMEIUIMHCKOTO KIETOYHOTO MHPOIYKTa,
TEXHHYECKOTO  HCIBITAHUS M TOKCHKOJIOTHYECKOTO  MCCIEIOBaHHSA
(ucnbITaHHA) MEAMIUHCKOTO M3EIIHS

Jpyrue xapakTepucTHKH

3.3. O600mennas TpyaoBast yHKIus

Pa3pa60TKa K BBIITOJTHCHHC KIIMHUYCCKOI'O
HCCICA0BaHYS JIEKAPCTBECHHOTO IIpeIiapaTa
AU MEAUIUHCKOIO IPUMCHCHU S,
HaunmeHnoBanue 6I/IOMCI[I/II.II/IHCKOFO KICTOYHOI'O IPOAYKTa, Kon
KIIMHHYCCKOTO U KJ'II/IHI/IKO-J'Ia60paTOpHOFO
HCIIBITAHUA (HCCJICIIOBaHI/ISI) MCIHUIIHHCKOTO
HU3ACIINA

Vposens
C KBanupukamm 7




ITponcxoxacHue 0606mIeHHOM
TpYAOBOH HyHKIHK
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3auMCTBOBaHO
OpuruHal X
W3 OpUrHHAIA
Kon Peructpammonssiii Homep
OpHUTHHAIA Po¢eCCHOHALHOTO
cTaHIapTa

BosMoxxHBIE
HAaNMEHOBAHUA
JOJDKHOCTEH, mpodeccuii

Munagmuii HayIHBIH COTPYAHUK
Hayunsrit coTpyaHuk

TpeboBanus x
00pa3oBaHHIO H
00y4EHHIO

Bricmiee o6pa3zoBaHue — CIENMATUTET O CHeNHATBHOCTH « MeaunuHcKas
OHOXUMHUS»

TpeboBanus Kk OIbITY
PaKTUIECKOM paboThHI

OcoOble ycaoBHS
Jionycka K pabore

IIpoxoxaeHne o00s3aTENBbHBIX NPEABAPUTENBHBIX (IPH IMOCTYIUIEHUH Ha
paboTy) M HEepHOAMYECKHX MEIUIIMHCKHX OCMOTPOB (oOcienoBaHuii), a
TaKXe BHEOUEPEAHBIX MEJIUIIMHCKUX OCMOTPOB (00CienoBaHuil) B OPAAKE,
yCTaHOBJIEHHOM 3aKOHoJaTeNbcTBOM Poccuiickoit denepanuu.
OtcyTcTBHE OrpaHHYEHHUI Ha 3aHATHE MPOGECCHOHAIBHON JIEATEILHOCTEIO,
YCTaHOBJIEHHBIX 3aKOHOATENbCTBOM Poccmiickoii denepanyn

Jpyrue xapakTepuCTHKH

C nensio mpodhecCHOHATBHOTO POCTAa W HPHUCBOCHUS KBATU(HUKAIMOHHBIX
KaTeropui:

- IOIIOJIHUTEIILHOE npodheCCHOHAIBHOE
MOBBINICHUS KBATH(DHKAIIH);

- o6yuyeHne o mporpamMmmam MOATOTOBKH HAYYHO-TIEIArOrHYeCKuX KajapoB B

obpazopanue  (IIporpaMMbl

aCIUpPaHTYPE;

- CTAXHPOBKa;

- TPEHUHTH B CUMYJISIIMOHHBIX [EHTPAX;

-MCIONB30BaHHE  COBPEMEHHBIX  JUCTAHIMOHHBIX  0Opa3oBaTelbHbIX

TeXHOJOTu# (0O6pazoBaTeNLHBIN IOPTAT M BEOHHAPEHI);

- y4acTue B Che3lax, KOHrpeccax, KOHPEepeHIHAX, MacTep-KiIaccax
Cobmonenre KOHOUICHIHANPHOCTH HMHQOpPMAIMH O  KIMHHYECKHX
HCCIEOBAaHUSAX  JIEKapCTBEHHOrO0  Ipemapara Ui MEOHLIHHCKOTrO
IIPUMEHEHNS, OMOMENUIUHCKOIO KJIETOYHOTO HPOXYKTa M KIMHHYECKOTO U

KJIMHUKO-Ta00paTOpPHOTO  HCIBITaHHS ~ (MCCIENOBAHHA) MEIHIHHCKOrO
H3JIeNus
3HaHMe  TpPYOOBOTO  3aKOHOJATENLCTBA  Poccuiickoii  ®epeparium,

3akoHomarenbcTBa Poccuiickoit @enepanuu B cepe OXpaHBI 370POBbA,
BKJIIOYAs. IIpaBa IpaxznadH B cepe OXpaHbl 3J0POBBS, 3aKOHOAATENHCTBA
Poccuiickoit ®enepanyi 06 oOpallleHUH JIEKAPCTBEHHOTO CPEACTBA H
3aKOHOJATeNbCTBA Poccuiickoit Oepepanu 00 obparenun
OMOMEUIIMHCKOTO KJIETOUHOTO MPOIYKTa

I[OHOJIHI/ITGJIBHBIC XAPAKTCPHCTHKHU

Haumenopanune Kox Haumenoanue 6a30Boit rpymnbl, 10JKHOCTH (TIpodeccrn) uitu
JIOKYMEHTAa CHENMANBEHOCTH
OK3 2131 bronoru, 60TaHuKY, 300JI0TH ¥ CIICITHAIECTHI POIACTBEHHBIX
3aHATHIL
OKIITP 20327 buoxumuk
24394 Hayunbli coTpyHuk (B 00J1aCTH OHOJIOTHHN)
24395 Hayunslil coTpyaauk (B o61acTu 6aKTEpHOIIOTHH U
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(bapmakosorun)

24397 Hayunsiit corpyaauk (B 06J1aCTH MEHLIMHBI)

OKCO

3.30.05.01 | Meagumuackas OUOXHUMUS

3.3.1. TpynoBas pyHKIuS

HaumMenonanue

Pa3paboTka npotoxona, miaHa,
[IPOTPaMMBbI KIIMHAYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpemnapara A1 MEAHIHHCKOTO
IIPUMEHEHUS, OMOMETUIIMHCKOTO
KJIETOYHOTO MPOJYKTa, KBATAGHKAIIH
KJIMHUYECKOTO U KJIMHUKO-
71a00paTOPHOTrO UCTIBITAHUS
(MccnenoBaHus) MEAHITTHCKOTO
H3JIEITUS

VYpoBeHB
Kon C/01.7 (moTypOBEHB) 7

IMpoucxoxacHue TpyAOBOIH
fiY:19112078

3auMCTBOBAHO
W3 OPHTHHATA

Opuruasan X

Kon opurnnana PeructpanponHsiii Homep
PO eCcCHOHATEHOTO
cTaHAapTa

TpynoBsie aeiicTBus

@opmMypoBKa 000CHOBAHHS KIHMHHIECKOTO UCCIICIOBAHHS JIEKAPCTBEHHOTO
npenapara A1 MEOULUHCKOTO IPAMEHEHHS, OHOMETUIIMHCKOIO KJICTOYHOTO
IOPOAYKTa, KIMHHYECKOT0 W  KIMHHKO-TabopaTOPHOTO  HCIBITaHHS
(uccneroBaHUSA) MEAUITUHCKOTO M3AETHUS

Omnucanne nenedt ¥ 3amady KIMHUYECKOTO HCCIIENOBAHHS JIEKAPCTBEHHOTO
npernapara Al MEJULIMHCKOrO NPUMEHEHHS, OMOMETUITMHCKOTO KIETOYHOTO
OPOAYKTa,  KIMHHYECKOTO M KIHHHKO-TA0OpaTOpHOTO  HCILITAHHUS
(uccilenoBaHUSA) MEAUIUHCKOTO H3/IEIHS

CocraBnenne gm3aifHa KJIMHHYECKOTO HCCIAEAOBAHMSA JIEKAPCTBEHHOIO
npenapara A1 MEJUIUHCKOTO NIPUMEHCHHS, OHOMEIUIINHCKOTO KIETOYHOIO
IPOAYKTa,  KIHHHYECKOTO MW  KIMHHKO-Ta0OpaTOpHOTO  MCOBITaHHS
(uccrenoBaHUS) MEAUITUHCKOTO M3IEIHSA

(I)OpM}’J'II/IpOBKa KpUTCPUECB BKIIOYUCHHUS H HCKIIOUYCHHS IMIAallUCHTOB H3
KJIMHAYECKOI'0 UCCICAOBAaHUS JICKAPCTBCHHOr O ITpenapara A MeIHIUHCKOr O
IIPpUMEHCHHAS, 6I/IOMC,Z[I/H_II/IHCKOFO KII€CTOYHOI'0 MPOAYKTa, KJIHHHYCCKOIO M
KJII/IHI/IKO-JIa60paTOpHOFO UCTIBITaHUA (I/ICCHCI[OBaHI/ISI) MCOHUITHHCKOTO
u3aciand

Pa3paboTka KpHuTepueB OLeHKH 3G()EKTHBHOCTH, KAauecTBA H O€30MaCHOCTH
JEKapCTBEHHBIX  IPENapaTroB - Ui  MEOUIMHCKOTO  NPHMEHEHHS,
OHOMEMITMHCKUX KIETOYHBIX MPOAYKTOB U MEUIUHCKAX W3/IEIIHi

Cocrasnenue 1a60paTOPHBIX aJITOPUTMOB OLEHKH 3P PEKTUBHOCTH, KAIECTBA
U 0e30IacCHOCTH JNCKAPCTBEHHBIX I[IPElmaparoB i  MEAHULMHCKOTO
IPUMEHEHHs, OMOMEIUIHMHCKUX KJICTOYHBIX IPOJYKTOB M MEIHUIMHCKHX
H3JeIui

Onwcanue  CTaTHCTHYECKHX METOHOB i OOpaGOTKH  PEe3y/IbTaToB
KIIMHAYECKOro HcciaeqoBaHus 3¢ ¢eKTHBHOCTH, KadyecTBa M 0€30I1aCHOCTH
JeKapCTBEHHBIX  IPENapaToB Ui  MEOWUIUHCKOTO  MPHUMEHEHHS,
OHOMETUIHUHCKOTO KJIETOYHOTO IPOAYKTa, KIMHMYECKOTO W KJIHHHKO-
1a60paTOPHOTO UCIIBITAHUS (MCCIIENOBAHMS) MEAUITMHCKOTO U3IEIIH
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Omnucanue pAeicTBHi 1o obecrmedeHn0 APPEeKTHBHOCTH, KadecTBa H
6€30MMacHOCTH JICKAPCTBEHHOTO IIpernapaTa Uil MEIUIIMHCKOrO MPAMEHEHH,
OMOMEUIIMHCKOTO KJIETOYHOIO MPOAYKTa, KIMHUYECKOTO H KIMHHUKO-
71a60paTOPHOrO UCHBITAHUS (UCCIIC0BAHUS) METHUIIMHCKOTO M3/IeITHS

OnucaHue  OTHYECKMX  AaCHEeKTOB  KIMHHYECKOTO  HCCIIE0BAHUSA
JIEKapCTBEHHOTO npenapara  JUIS  MEIUIWHCKOTO  NPHMEHEHHS,
OMOMEIMIIMHCKOrO KJIETOYHOTO TPOAYKTAa, KIMHHYECKOTO M KIMHHKO-
J1a60paTOPHOr0 UCIBITAHHS (UCCIICJIOBAHHUS) MEIUIMHCKOTO H3/IeIHS

Onucanne pa60T1>1 C JaHHBIMHA H BCICHHUC 3armce171, B TOM YHCIC B
JJICKTPOHHOM BHJE

Heobxoaumele ymeHus

OmnuceBaTh HENTH W 33JaYd KIMHHIECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
mpemnapara Jjisl MEIUIMHCKOTO NMPUMEHEHHS, OMOMEAUIIUHCKOTO KJIETOYHOTO
NPOAYKTa, KIMHHYECKOTO W  KIMHHKO-JIAOOPAaTOPHOTO  HCIBITAHUS
(uccienoBaHus) MEIUIIMHCKOTO H3IEHS

CocTaBnaTh Au3aiiH U cXeMy KIMHHUYECKOTO HCCIIEOBAaHHUS JIEKAPCTBEHHOIO
npemnapara A MEAULIUHCKOTO NPUMEHEHHS, OMOMEAUUMUHCKOTO KJIETOYHOTO
IPOAYKTa, KIMHHYECKOTO M  KIMHHUKO-TA0OpaTOpHOTO  HMCHOBITaHHSA
(uccrmenoBaHus ) MEIUIIUTHCKOTO H3IETHA

®opMyIHpOBaTh KPHUTEPUH BKIIOYEHHS M HEBKIIIOYCHUS IMAIUEHTOB B
KJIMHUYECKOE HCCIEA0BAHUE JICKAPCTBEHHOTO NpernapaTa JJisl MEAUIIMHCKOIO
IOPUMEHEHUs, OHOMETULIMHCKOTO KJIETOYHOIO IpPOAYKTa, KIMHHYECKOE H
KIIMHHAKO-Tab0paTopHOEe UCHBITAHKUE (HCCIIET0BAHAE) MEAUIIMHCKOTO U3 ACIIHS

PazpabGatriBate  kpuTepuu  OIeHKH  3()(eKTHBHOCTH, KayecTBa U
0€30I1aCHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MPHMEHEHHS,
OMOMENIMIIMHCKUX KIETOYHBIX MPOAYKTOB, KJIWHUYECKAX M  KIMHUKO-
J1a00paTOPHBIX UCHIBITAHMI (MCCIEIOBAHMH ) MEJUIIMHCKAX W3ICTHi

OnuceiBaTh CTATUCTHYECKHE METOABI IS 0OpabOTKH  pe3yNbTaToB
KJIMHHYECKOTO  HCCIEAOBAaHHS  JICKAPCTBEHHBIX  MIpemapaToB A
MEIMIHUHCKOTO IpPUMEHEHHUs, OMOMEIMLMHCKUX KIETOYHBIX MPOAYKTOB,
KIMHUYECKAX MW KIMHHKO-IaDOpaTOpHBIX MCIBITaHUH (HCCIel0BaHMi)
MEIUIMHCKUX H3eITHi

OmnuceBate gAeificTBUS 1O ofecnedeHUI0 3((PEeKTUBHOCTH, KadecTBA W
6€30MacHOCTH JIEKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO TPUMCHEHHH,
OMOMEIUIMHCKUX KJIETOYHBIX MPOAYKTOB, KIHHUYECKAX H KIMHHUKO-
J1a00opaTOPHBIX HCOBITAHUH (MCCIeJOBAaHUN ) METUIIMHCKHIX H3/ISIIHii

OnuceIBaTh OTHYCCKUC ACIICKThI KJIHHHYCCKOI'O HCCICIOBaAHUS
JCKapCTBCHHOTO nperapara JJIA MCIHITHHCKOI'O IIPpUMCHCHHSI,
6I/IOMC,ZII/IIII/IHCKOI‘ 0 KJICTOYHOI'O IPOAYKTA, KIHHHUYCCKOTO M KIHHHKO-
J1a6opaT0pHoro HUCIIBITaAHNUA (I/ICCJ'IGI[OBaHI/ISI) MCIHUITUHCKOI'O U3CIINA

OmnuceIBaTh pa60Ty C JaHHBIMH B BCCTH 3allUCH, B TOM YHCJIC B 3JICKTPOHHOM
BHAC

HeoOxoanmele 3HAaHHA

CtpykTypa ¥ (YHKIHHM KJIETOK, OPraHOB H CHCTEM OpraHM3Ma dYejIOBEeKa
(OCHOBBI KJIETOYHON W MOJIEKYJISIPHON OHOJIOTHH, aHATOMHH, HOPMAIBHOH H
HaTOJIOTMYECKOH (PH3MOJIOTHH )

IIpaBuna u cnocoGpl NOMy4eHHs] OHONOTHYECKOTO Marephaia i
71a60PaTOPHBIX HUCCIICIOBAHUI

IMpuanunel  1abopaTOpHBIX ~ METONOB  KIMHMYECKMX  HCCJCIOBaHUH
JEKapCTBEHHBIX  IpenapaToB  JUIS  MEIUIUHCKOTO  NPHUMEHEHHS,
OMOMEIMIUHCKUX KJICTOYHBIX MPOAYKTOB, KIHHMYECKHX M  KIHHHKO-
71a60paTOPHBIX HCIIBITAHUI (HCCIICIOBaHMI) METUIMHCKUX H3/ICITHIA

O6mias xIHHAYECKAss CHUMIITOMATHKA MOBPCKIACHUA PA3IMYHBIX OPraHoOB H
CHCTCM OpraHu3Ma 4CjIOBEKa
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BTHOJIOFHSI, naTorceHe3, KIMHHKA, IPAHOUAIB JICYCHUSA H HpO(bI/IJIaKTI/IKI/I
3a00JieBaHMM YeIoBeEKa

Bapuanus nabopaToOpHBIX pPe3yJIbTaTOB U €€ BIMsIHHE Ha J1abopaTopHBIE
HCCIIeIOBAHNS

dapMakoKIMHETHKA U (hapMaKoIMHAMHUKA JIEKAPCTBEHHOT'O Iperapara

Cratuctuueckue  MeToApl  OOpabOTKH  Pe3yIbTaTOB  KJIMHHYECKOTO
HCCIIeIOBaHHS JIEKAPCTBEHHEBIX MpenapaToB /Ui MEAHIUHCKOTO IPUMEHEHHS,
OMOMEIHIUHCKUX KJIETOUHBIX TMPOAYKTOB W KIMHUYECKUX U KIMHHKO-
71a00paTOPHBIX UCTIBITAHU# (MCCIICAOBAHTI) MEAUIIMHCKUX U3CITHit

Cranmaptel B 00JacTH KavecTBa JICKAPCTBEHHBIX IIpEHapaTroB UL
MEIUIMHCKOTO IIPUMEHEHHS, OMOMEAMIIMHCKUX KJIETOYHBIX IMPOAYKTOB U
MEIUIUHCKAX U3AeIINi

OTHdecKkHe HOpPMBI M IIpaBa YYAacTHHKOB KIMHHUYECKOTO HCCIE€HOBAHUSA
JIEKapCTBEHHBIX  IpenaparoB  JUis  MEIUIUHCKOTO  NPUMEHEHHS,
OMOMEIUIMHCKUX KIE€TOYHBIX TNPOAYKTOB M KIMHHUYECKHX W KIHHHKO-
71a00paTOPHBIX HCIIBITAHHUH (HCCIIEIOBaHMIA) METUITMHCKAX M3 ICIIHi

ITpuHLMITBI OPOBEACHUS ITHUECKOH DKCIIEPTH3HI

I[pyme XapaKTCPUCTUKH

3.3.2. TpynoBas dyHkuus

HpOBelIeHI/IC KIIHHHYE€CKOT' O
HCCIICTIOBAHUA JICKAPCTBCHHOI'O
npernapara JJis1 MCITHITHHCKOT O

TIpUMEHEHHS, OMOMEAMLITHCKOTO Vposerp
HaumeHoBaHHE KJIETOYHOTO IPOJYKTA, Kox | C/02.7 (moypoBeHE) 7
KJIHHUYECKOTO U KJIMHUKO- Kkpanudukaupn

1a60paToOpHOTrO HCIIBITAHHS
(uccnenoBanus) MEAUIHHCKOTO
H3JIeHs

IIporcxoxaenue TpyaoBoi
byHKIUR

X 3auMCcTBOBaHO

Opurunan
W3 OpHrHHAIA

Kon opurnnana PerucrpaliuoHHbIH HOMED
poeCCHOHATBHOTO
CTaHJapTa

Tpynossie aelictBus

Bribop manMeHTOB IS OPOBEAEHHS KJIMHHYECKOTO HCCIEAOBAHUA
JeKapCTBEHHOTO  Ipemapara Uil  MEIUIMHCKOTO  NPHMEHEHHH,
OHOMETMIHUHCKOTO KIETOYHOTO MPOAYKTA, KIMHHYECKOTO H KIMHHKO-
1ab0paTOPHOTO HUCIIBITAHUS (HUCCIIEIOBAHUS) MEAUIIMHCKOTO U3

COGJIIOI[GHI/IC IIPOTOKOJIA KIHMHHUYECCKOIrO HMCCICAOBAHHA JICKAPCTBEHHOI'O
Ipenapara Uit MEAAIUHCKOTO IIPUMCHCHHUS, 6I/IOMC,ZII/II_II/IHCK01"O KJIICTOYHOI'O
IIPOAYKTa, KIIMHHYCCKOTr'O Hu KJ'II/IHI/IKO-J'Ia60paT0pHOI‘O HUCIIBITaHHUA
(PICCJICI[OBaHI/ISI) MCIUIUHCKOI'O U3OEIUS

Benenne JOKYMCHTAllUU B YCTAHOBJICHHOM IIOPsiAKE, B TOM 4HCIIE B
JJICKTPOHHOM BHUJEC

IlogroroBka HTOrOBOro OTYETA IPOBECACHHUA KIHHHUYCCKOTO HCCIICHOBAHU
JIEKAPCTBEHHOI'O nperuapara JUIA MCITHUITHHCKOI'O OpUMCHCHHA,
6HOMCI[I/IIII/IHCKOF0 KIE€TOTHOI'0 HPOAYKTA, KIHHUYECCKOIO M KIHHHKO-
na60paTopH0ro HUCIIBITaHUA (I/ICCJICI[OBaHI/IH) MCAHUIMHCKOI'O H31CITHA
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CobmoieHre TpaBWI HaIeKallell KIMHMYECKOH IPAKTHMKH W TPaBHI
Ha[UTeXamed MpakTHKH 1o pabore ¢ OHOMEAMLMHCKHMH KJIETOYHBIMH
IPOAYKTaMH, TMPABHI [POBEACHHS KIMHUYECKUX M KIMHHKO-1a00paTOpPHBIX
HCIBITaHM (MCCIIeTOBaHM) METUIUHCKUX H3EIHI

Heo6xoaumele yMeHHS

PaspaGaTeiBaTh KpuUTEpUd A1 OTOOpa MAMEHTOB UL KIMHHYECKOTO
HCCIIEAOBaHUS JIEKAPCTBCHHOTO Tpenapara Uil MEIUIUHCKOTO NIPHMEHEHHS,
OMOMEIHUIIMHCKOTO KJIETOYHOIO MPOAYKTa, KIMHMYECKOTO M KIMHHMKO-
71a60paTOPHOTO UCITBITAHUS (MCCIIEAOBAHNS) MEAMLIMHCKOTO U3ETIUS

IMpoBoauts  MabOpaTopHBIE  HCCICAOBAaHHS  COIVIACHO  IIPOTOKOITY
KIHHHYECKOTO HCCIIEIOBAHHUS JICKAPCTBEHHOTO Ipelapara s MeIHIUHCKOTO
MPUMEHEHHUS, OMOMEIMIMHCKOTO KJIETOYHOTO HPOAYKTA, KIMHHYECKOTO H
KJIMHHKO-Tab0OpaTOPHOTO  HCHBITaHWS  (HUCCIENOBAaHMSA)  MEIHIMHCKOTO
U3JIENNS

Bectu JOKYMCHTaIHIO, B TOM YHCJIC B DJICKTPOHHOM BHJC

[Ipou3BOAMUTL CTATHCTHIECKYIO 00pabOTKYy pe3ysibTaToB KIHMHHYECKOIO
HCCJICIIOBAHUS JICKAPCTBEHHOTO Mpernapara Ul MEJAIUHCKOrO NPUMEHEHHS,
OMOMEIUIIUHCKOTO KJIETOYHOTO TMPOAYKTa, KIMHUYECKOTO M KIMHHUKO-
71ab0paTOPHOTO MCITBITaHUA (MCCIICAOBAHNS) MEUIIMHCKOTO U3/IEIIUS

OnenuBath >PPEKTHBHOCTh, KAYeCTBO H OE30IACHOCTb KJIMHHYECKOTO
HCCITEZIOBaHUS JICKAPCTBEHHOTO IIperapara, OHOMEIUIMHCKOro KJIETOYHOTO
IPOAYKTa U METHIIMHCKHX U3/IENNi

HCO6XOJII/IMI>IC 3HaHHUsA

JlabGoparopHbie METOABI OLIEHKU S(PPEKTHBHOCTH, Ka4eCcTBA U O€3011aCHOCTH
JIEKapCTBEHHOTO IIpenapara MEAUIUHCKOIO Ha3HA4YeHUs, OMOMEIUIIMHCKOIO
KJIETOYHOTO NPOAYKTA M MEIUIIHHCKUX HU3IeNHit

Kputepun onieHku 3¢peKTHBHOCTH, KauecTBa  0€30MacHOCTH KIIMHHYECKOT0
HCCIIEIOBaHMS JIEKAPCTBEHHOT'O mpenapaTa JUisi MEJUIIMHCKOTO MPHUMEHEHHUS,
OMOMEIHIIUHCKOTO KJIETOYHOTO MPOAYKTA M IKJIMHAYECKOTO H KJIMHHKO-
71a60paTOPHOTO HCHBITAHUS (MCCIICAOBAHNS) MEIHIIMHCKOTO H3EIUs

Meroas! crarucTudeckoii 00pabOTKH JaHHEIX M Pe3yJIbTATOB KIMHUYECKOTO
HCCIIeIOBaHMsl JIEKAPCTBEHHOTO IIpernapara JJis MEIHIMHCKOrO NPpUMEHEHUH,
OMOMEUIIMHCKOTO KJIETOYHOTO TPOAYKTa, KJIMHUYECKOTO M KIMHHKO-
71ab0paTOPHOTO UCHIBITAHUS (MCCIESOBAHUS) METUIIMHCKOTO W3 S

dapmaxkokuHeTHKa U (apMakoJAWHAMUKA HCCIEAYEMOro JIEKapCTBEHHOTO
npernapara

IIpaBuna HajIexamelf KIMHWUYECKOW TPAKTHKH, I[paBHiIa HaJyIexKameit
INPaKTHKH 10 padore ¢ OHMOMEAMUMHCKUMH KJIETOUHBIMH IPOTYKTAMH,
IIpaBHJIAa IPOBEACHUS KIMHUYECKHX U KIMHUKO-Ta0OpaTOPHBIX HCIBITaHHH
(uccnenoBaHuil) MEAMIIMHCKHX M3CITHIA

Jlpyrue xapakTepucTuku

3.3.3. TpynoBas pyuxuus

HanMmenoBanue

Obecnieuenue KauecTBa MPOBEICHUS
KJIMHHYECKOTO HCCIIEAOBAHUS
JIEKapCTBEHHOIO Ipenapara s

KJIMTHHYECKOTO U KIIMHUKO-IabopaTopHOTO
HCIIBITaHus (UCCIIEIOBAHH)
MEIUIMHCKOTO U3/1CIHS

MEIUIIAHCKOTO IPUMEHEHHS, Kox | C/03.7 (m?;l;‘;‘:;‘;b) 7
OUOMETUIIMHCKOTO KJIETOYHOTO TIPOAYKTA, : KBamAG KA




[IpoucxoxxaeHue TpyAOBOil
pyHKIHHI

24

3auMCTBOBAHO

Opuruzain X
P W3 OPUTHHANA

Kon opurunana PerucTtpanoHHslif HOMEp
npo¢eCCHOHATLHOTO
CTaHAapTa

TpynoBsie aecTBUA

PazpaGorka COIl s mnpoBeneHHs  KIMHHYECKOTO  HCCIEHOBaHHUS
JIEKapCTBEHHOTO TMpernapara, OHOMEIUIIMHCKOIO KJIETOYHOIO IIPOAYKTa,
KIHHAYECKOTO H KIHHHUKO-Ta0OpPaTOPHOTO HCHBITAHUS (HUCCIECAOBAaHUA)
MEIMIIMHCKOTO M3IeTHsl, COOpa, PETHCTPAllMK U NPEACTABJICHHUS JaHHBIX

CoOmoneHue mpaBUil HaIexallel KIMHUYECKOM IpPaKkTHKH W IIPaBUI
Hauiexamed NpakTHKH 1o pabdoTe ¢ OHOMEAMIMHCKMMHU KJIETOYHBIMH
IPOAYKTaMH

Cucrtemaruueckas nmposepka coomoenus COIL

CobnroieHre BHYTPEHHEro KOHTpOJIA TIPOBEACHHS HMHCHEKIUH C IENbIO
TOATBEPXKACHUS COOTBETCTBHSI HMCCIIEJAOBAaHHMS IIpaBWIaM  HajJexaled
KJIMHAYECKOM TNpPaKTHKH, MpaBHIaM HAUIEKAlIeH MpakTHKH Mo paboTe ¢
OMOMEIMIIMHCKAMH KJIETOYHBIMH HPOAYKTaMH, JOCTYIIHOCTH II€PCOHAILY,
YYacCTBYIOIIIEMY B HCCJICAOBAaHUH, IPOTOKOIY KIHHHYECKOTO HCCICAOBAaHUSA
JeKapCTBEHHOT'O mpemapara A MeTHIAHCKOTO MPUMEHEHUS,
OMOMETMIIMHCKOTO KJIETOYHOTO TPOJYKTa, KIMHHYECKOTO H KIMHHKO-
71a00paTOPHOTO MCNBITaHUS (MCClieIOBaHMs ) MEAMIIMHCKOTO U3/IENUs

HpOBepKa 3aKJIIOYHUTCIIBHBIX OTUYCTOB

Heo6xonumele ymeHusS

Hoarotasnusate COII 1ys Beex J1aGOpaTOpHBIX onepanuii

OpraHuzoBbiBaTh ObOecrieueHHE KadyecTBa Ha BceX ITamnax JabopaTOpHBIX
HCCIIEAOBaHUN

ITpousBoauTe BHYTpHJIAOOpATOpPHBIE CIMYEHHS U MEXIabopaTOpHbIE
CpaBHEHMS pe3yJIbTaToB Ja00paTOPHBIX MCCIEIOBAHMI

HpOI/I3BOIII/ITB BHYTpeHHI/If/'I KOHTPOJIP Ka4Y€CTBA KIMHHYCCKOTO UCCICAOBAHUA
JIEKAPCTBCHHOI'O npenapara A1 MCIOHIIHHCKOI'O IIPUMCHCHUA,
6I/IOMC,HI/IIII/IHCKOI‘O KJICTOYHOIO IIpOAYKTa, KIMHHYCCKOTO H KIHHHKO-

_J'Ia60paT0pHOI‘O HUCHBITaHHUA (I/ICCJ'Ie,ZIOBaHI/ISI) MCIAHITHHCKOI'O U3ACIINA

Heob6xoaumMeie 3nanus

IlocnemoBaTenbHOCTE W XapaKTEpHCTHKA J1abOpaTOpHBIX oOmepanuii B
JOKIIMHUIECKOM HCCIIETIOBAHUN

[IpaBuna Hajiexamelf KIMHUYECKON NPAaKTHKM, IpaBHJIA HajJIeKamei
IPaKTHKH [0 padoTe ¢ OMOMEINIUHCKIMH KIETOUHBIMU MPOAYKTaMU

[Ipunuuner  BHYTpHUIaOOpaTOPHBIX  CIMYEHHH W MEXIa00paTOPHBIX
CpaBHEHHI pe3yIbTaToOB JIAOOPATOPHBIX HCCIICAOBAHUI

MexayHapoaHble M pPOCCHICKHE CTaHAapThI B O0OJacTM  KadecTBa
KJIMHUYECKOTO HCCIIEJOBAHUS JIEKAPCTBEHHOTO Mpenapara JiIsl MEIUIHHCKOTO
IpUMEHEHUs, OMOMEIMIMHCKHAX KJICTOYHBIX IPOAYKTOB, KIHHHYECKHX H
KJIMHUKO-JTA00pATOPHBIX UCIBITAHHH (HCCIICTOBAHHHN) MEIHIIMHCKIX H3AETHi

HpI/IHI_[I/Il'IBI O(I)OPMJ'IGHI/ISI AOKYMCHTAIlUH, B TOM YHUCJIC B 3JICKTPOHHOM BHIC

Jlpyrue XapakTepucTHKH




3.4. O606mennas TpyaoBas pyHKIHA

" E
IIpoBenenue uccienoBanuii B 5 VpoBeHb
HauMeHoBaHue POBCA A | Kox D p 7
o0JacTy MeTUITMHBL M OHOJIOTHH | KBaNuKaMH
IIpoucxoxaeHue
06001eHHOI TpY0BO Opwurusan X 3aHMCTBOBAHO
W3 OpUTHHATA
¢byHKIIMN
Kon PerucrpauyioHHbIH HOMED
OpHUruHajia np0(1)eccn0Ham,Horo craHaapTa
Bo3moxusbie Mnaanmit Hay4HbIi COTPYIHUK
HAVMMEHOBAHUS Hayunsrit coTpyaHuK
JOJDKHOCTEH,
npodeccuii

Tpe6oBanus
00pa3oBaHHIO H
00y4eHHIO

Bricniee 00pa3zoBaHue — CIENHATATET MO CHSIUAILHOCTH « MeauIHHCKAs
OUOXUMUS»

TpeboBaHHUs K ONBITY
IIPaKTHYIECKOH paboThl

Oco0ble ycnoBHs
JIOIycKa K pabote

IIpoxoxkneHue o0g3aTENbHBIX PEABAPUTEIBHBIX (TIPH MOCTYIUICHHW Ha
paboTy) M NEepHOAMYECKMX METUIMHCKHX OCMOTpoB (0OciemoBaHuii), a
TaKKe BHEOYEPETHBIX MEAULUHCKHX OCMOTPOB (00CieI0BaHU) B MOPSAAKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit @enepannu

Ot1cyTcTBHE OrpaHHYEHHH Ha 3aHATHE MPOGECCHOHAIBHON JESTENbHOCTHIO,
YCTaHOBJIEHHBIX 3aKOHOAATENLCTBOM Poccniickoit @eneparuu

Jpyrue xapakTepucTHKH

C menslo nmpogecCHOHATBHOTO POCTa W NMPUCBOCHHS KBATH(HKAIMOHHBIX
KaTeropui:

- JONOJHUTENbHOE  NpodecCHOHATBHOE
NOBBIIICHAS KBaTH(UKAIIH);

-00y4eHHe 10 MPOrpaMMaM MOATOTOBKH HAy4HO-TIEAArOrHYeCKAX KaJIpoB B
acTMpaHTypE;- CTAKUPOBKA;

- TPEHHUHTH B CUMYJIIIMOHHBIX LICHTPAX;

- HCHOJB30BAaHME COBPEMEHHBIX JHUCTAHIHMOHHBIX
TEXHOJIOTUH (00pa30BaTeNbHbL HOPTAT U BeOHHAPHI);

- y4acTHe B Cbe3/1aX, KOHrpeccax, KOHPEPEHIUAX, MacTep-Kiaccax
Cobmonenrie  kKOHQUACHIMATHHOCTH HHGPOpMAIMH O  KIMHHYECKHX
HCCIICZIOBaHUAX  JIEKQPCTBEHHOIO  Ipemapara  JUis  MEAULUHCKOTO
IIPUMEHEHHUs, OHOMETUIIMHCKOTO KIETOYHOrO MPOAYKTa W KIHHUYIECKOTO H

obpaszoBanne  (TPOrpaMMBI

00pa3zoBaTeNbHbIX

KJIMHUKO-Ta00paTOpHOTO  MCIBITaHWS  (MCCIEJOBAaHUA)  MEIAHUIMHCKOIO
N3JEeNus
3HaHHE  TPYZOBOTO  3aKoHOAaTenbcTBa  Poccuiickoit — Depeparuu,

3akoHozarenbcTBa Poccuiickoit denepanun B chepe oxpaHbl 340POBbS,
BKJIIOYasl IIpaBa IpakJaH B cdepe OXpaHBl 3[0POBbs, 3aKOHOIATEILCTBA
Poccwmiickoit ®enepanun 00 oOpamieHHH JICKAPCTBEHHOTO CPEICTBA H
3aKOHOJATENLCTRA Poccuiickoit Oenepanuu 00 obparmeHnn
OGHOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa




JlonomHUTENbHBIC XapaKTePUCTHKH

HaumenoBanue Kox HaumenoBanue 6a30Boit rpyiisl, JOJDKHOCTH (PpodECCHH) HITH
JOKYMEHTa CHEIHATLHOCTH
OK3 2131 buosnoru, 6oTaHukH, 300JI0TH U CHEIHAIMCTHI POJACTBEHHBIX
3aHATUH
OKIIJTP 20327 buoxumuxk
24394 Hayunslit coTpyanuk (B o6actu 6uonorun)
24395 Hayunslii coTpyauk (B 06macTa 6aKTepHONIOTHE U
(hapMaKoJIOTHH)
24397 Hayunslii coTpyaauk (B 007aCTH MEAULIMHEIL)
OKCO 3.30.05.01 . Memgununckast 6uoxumus

3.4.1. TpynoBasi pyHKIus

Brmonuenne GpyHaaMeHTaIbHBIX

HAYYHBIX HCCIICIOBAHMI U VpoBeHs (MOypOBEHb
HaumeHoBaHue Y A Kox | D/01.7 P (nozyp ) 7

pa3paboToK B 00JaCTH MEAUITAHBI KBATH(HKALHH

U Ouoyorun

3auMCTBOBaHO

ITponcxoxaeHne TpyaoBoOik

byHKIMN : Opurusan X W3 OpUTHHANA
Kon opurunana Perucrpanuonnsiii HomMep
npodecCHOHAILHOrO
CTaHzaprta
TpynoBsle nelcTBHS O6ocHoBaHUE (hyHIAMEHTATBHBIX HAYYHBIX HCCIIEAOBAHHN M Ppa3pabOTOK B

00J1aCTA MEUIUHBI ¥ OHOJIOTHHN

Omnpenenennie nenyu 4 3ama4 yHIaMEHTATBHBIX HAYYHBIX MCCIIEIOBAHHM U
pa3paboToK B 00JIACTH METUIMHEI H GHOJIOTHH

IlnanupoBanne (QyHIAMEHTANHHBIX HAYYHBIX MCCIEIOBaHHM B 001acTH
MeTUUMHBEL U OHonoruu, noxdop au3aiiHa (yHIAMEHTAIBHBIX HAYYHBIX
HCCIIC/IOBaHMI B COOTBETCTBHH C LIEJIAMH M 3aa9aMH

IIposenenne dyHOaMEHTATIBHBIX HayYHBIX HCCIIEIOBAHHN M pa3paboTOK B
006J1acTH MeTUIIHHBI M OMOJIOTHH, aHAJIN3 TIOJYYEHHBIX PE3YILTATOB

I/IHTepHpCTaIII/ISI IIOTYHYEHHBIX PE3YIbTATOB (bYH,Z[aMCHTaIILHBIX HAay4YHBIX
HCCIIegOBaHMH H pa3pa60T0K B 00JacTH MCIHUIIMHBI U 6uonorun ¢ OEJIbIO
BBEIICHCHU A MOJICKYJIIPHBIX MCXaHU3MOB OHOXMMHYECKHX IpoucccoOB

Heobxomumeie ymMeHus ®opMynupoBaTh 334a9H (QYHAAMCHTANBHBIX HAYYHBIX HCCIICAOBAHHN H
pa3paboTOK B O0OIACTH MEAMIMHBI M OHOJIOTHH, OIpENeIaTh OOBEKT
(yHaaMEeHTaNTbHOTO HAyYHOTO UCCIIENOBAHHS U UCIIOJIB30BaTh COBPEMEHHBIE
GH3UKO-XUMHYECKHE, OHOXUMHUIECKHE U MEAUKO-OMOJOTHYECKHE METO/IBI
HCCIIEIOBAHUS

IIprMensATE OCHOBBI JTaGOPaTOPHON TEXHHUKH XHMHYECKOTO JKCIIEPMMEHTA,
METOJbl AHAIHTHYECKOHM XHMMHH, OPraHHYECKOrO0 CHHTE3a W  (DHU3HKO-
XMUMHYECKOTO aHajlg3a IIPU BBHIIOJHEHUH (yHIAMEHTAIBHBIX HAayYHBIX
HCCJIEIOBAaHUM M pa3pabOTOK B 00JIACTH METHIIMHBI ¥ OMOJIOTHH

IIpuMenATH METOABl MAaTEMaTHYECKOTO aHAM3a, METOIBI CTATHCTHYECKOM
00paboTKH  pe3yabTaToB  HaONIONCHMI, METOABl  IUIAHHPOBAHHS
JKCIEpHMEHTA

HnTepnperuposaTh pe3yJIbTaThl HAYYHBIX byHIaMEeHTaIBHBIX
HCCIIENIOBAaHUH U pa3paboTOK B 00JacTH MEIUUUHBI U OHOJIOTHH C IEJBIO
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BBIICHCHHA MOJICKYJIAPHBIX MCXaHU3MOB OHOXUMHIECKHX IpouccCoB

HeobOxoaumele 3HaHNS

TeopeTuueckue 1 MeTOAMYECKHE OCHOBHI (DYHIaMEHTAIBHBIX HayK
MeTonoNoTHYeCKHE TNPUHIMIBI W3YYCHHS JKMBBIX CHUCTEM, BKIIIOYAs
NPHUHIANE TEOPUH H MPAKTAKA W TPAKTUKH IUIAHUPOBAaHHUS MEIUKO-
OMOIOTMYECKOTO DJKCHEPHUMEHTA, €r0 TEXHHYECKOTO M MAaTeMaTHYeCKOro
oOecreucHus

KadecTBeHHBIE M KOJHMYCCTBCHHBIC pa3jiMyds MEXIY 3J0POBbEM U
00NIe3HBI0, OJTHOJIOTHS, I[IaTOreHe3 H KIMHHKA Hanbojee  9acTo
BCTpEYAIOIUXCs 3a00JIeBaHMiA, IPHHIMIB UX NPOQIIAKTHKY, JEYCHHS, a
TaKke 00IIre 3aKOHOMEPHOCTH HAapyIIeHUI (QYHKIHN CHCTEM

OcHOBBl  00pabOTKH  THATHOCTHYECKOM H  MEIHUKO-OMOJIOTHYECKOM
uHGOPMAIMHU C TOMOIIBI0 COBPEMEHHBIX KOMITHIOTEPHBIX TEXHOJIOTHIHA
[puntuns! neicTBus, 00JaCTh IPUMEHEHHS COBPEMEHHOM anmmapaTypsl JUIS
MpOBE/ICHHS OMOXHMHUYECKHX HCCIEAOBAaHHM M METOAMYECKMX MOAXOO0B,
UL IPOBEACHNUS HAYYHOT'O 3KCIIEPUMEHTA M KIIMHUYECKO! TUArHOCTHKHA

Hpyrue xapakTepucTuku

3.4.2. TpyaoBas pyHKIHUs

BrimosineHre NpUKIIaIHBIX U

. YpoBeHb
MIOMCKOBBIX HAYIHBIX HCCIICOBAHHI 1
HamnmeHoBaHHe v a Kox | D/02.7 (monyposeHs) 7
pa3paboTok B 06JIACTH MEUIIMHEI U A ——

onomorumn

IIponcxoxaeHue TpynoBOiA
$byHKIIUN

Opurusan X 3auMcTBOBaHO M3 OpHTHHANA

Kon opurunana  PeructpannoHHBII
HOMeEp

npopeccHOHATHHOTO
CTaHIapTa

Tpynossie neiicTeus

BeimosHeHne DpUKIaMHBIX M MOMCKOBBIX HAYYHBIX HCCIICAOBAHHU U
pa3paboTok B 00JacTM MEIHWIMHBI W OWOJIOTHH, HAIIPaBICHHBEIX Ha
ylIy4lieHHe OUarHOCTHKM 3a00JIeBaHUil YellOBeKa, CKPHHHHI, MOHHTOPHHT
3aboJIeBaHMUil YeloBeKa

IlpoBeneHre NpHUKIAAHBIX M MOUCKOBBIX HCCENOBaHMUd M pa3pabOTOK B
o0acTi MeTUIHHBI U OWOJIOTHH, CBSI3aHHBIX C OIEHKON 3(dexTHBHOCTH,
Ka4ecTBa U 0€30MIaCHOCTH JICUEHVSI U MPOTHO30M HCXOIOB 3a00JIeBaHUS

I[anLHeI‘/'Imee COBCpHICHCTBOBAHHUC MCTOAOB JHArHOCTHUKHM M JICUCHUI,
HaIlIpaBJICHHBIX Ha COXPAHECHUE XXHU3HHU 1 30POBBA YCTIOBCKA

BBI60p AUArHOCTUYCCKH 3HATUMBIX na6opaToprlx noxasarejiei

d)opmynnpOBKa KPUTCPUCB BKIIOYCHHA [MAIIHEHTOB B IIPHKJIAJHOEC H
TIOUCKOBOC HAYYHOC HCCIICIOBAHHUC B obnactu MCJIHUIIMHEBI 1 OHOJIOrHH

CocraBnenne MHGOPMHPOBAHHOTO COrJIacHs IAliEHTa HA y4YacTHE B
IIPUKIJIaHOM U IIOMCKOBOM HAayYHOM HCCJICAOBAaHHM B O0JIACTH MEIULIMHEBI U
OuoJIOruH

HeobxoaumMple ymMmeHHsS

BBINONHATE MpHKIATHBIE W HOWCKOBBIE HAyYHBIE HCCIAECJOBAHHN H
pa3paboTku B 00JacTH MeAWIMHBI W OWOJOTHH, HANpPaBICHHBIE HAa
yAy4lIeHHe JMAaTHOCTHKH 3a00/IeBaHUM WeTIOBEKa, CKPUHHHT, MOHHTOPHHI
3a00JieBaHMIl YETTOBEKA

IlpoBomUTE NpHKIAAHBIE ¥ ITOHCKOBHIC MCCIIEAOBAHHSA M DPa3pabOTKH B
001acTH MEIUIMHBI M OHOJIOTHH, CBSI3aHHBIE C OIEHKOM 3()(EKTHBHOCTH
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JICUCHHA ¥ TPOTrHO30M UCXOOO0B 3a00J1eBaHus

IloaroraBnuBaTh OPEATIOKECHAA IIO J.Ia)'[BHeﬁIIICMy COBCPHICHCTBOBAHHUIO
METOJA0B JHArHOCTUKH U JICUCHHs, HAIIPABJICHHBIX Ha COXPAaHCHHUC XHU3HH H
3J0POBBA YCJIOBCKA

BI)I6I/IpaTI> ANarHoCTHYCCKH 3HAYUMBIC na6opaToprIe IIOKa3aTcC/in

(DOpMy.TII/IPOBaTB KPpUTCPHH BKIIOYCHHA MMAIMCHTOB B IIPHKIAAHOC H
TMOUCKOBOC HAYYHOC UCCIICJOBAHUC B 001acTH METUIIMHBI 1 OHOJIOTMH

CocTaBniaTh HHQOPMHPOBAHHOE COIJIACHE IMalMeHTa [UId Yy4acTHs B
MPUKJIAHOM U MOMCKOBOM HayYHOM HMCCJIECOBAaHHUU B OOJIACTH MCAHMLIUHBI ¥
ouoJsiorun

Heo6xoaumMele 3HaHHSA TeOpeTI/IquKI/Ie H MCTOAHUYCCKHC OCHOBBI (I)YHI[aMCHTaJILHBIX H MCEIHUKO-
OHOJIOTHYECKHX HAYK, KTHHHYCCKHUX U NPHAKIIAAHBIX JUCIHIUINH

DTHONOTUA ¥ IATOreHes3 3a00JIEBaHI YETIOBEKA

[TpuHIMTBL JOKA3aTeNbHON METUIMHEI

MeTo/ibl CTATUCTAYECKOI'O aHaIu3a

Jpyrue xapakTepucTuky | -

IV. CBeaenns 06 opranuzanusx — pa3padoTunkax npogeccHoHaJIbLHOro CTAaHAApPTA

4.1. OTBeTcTBeHHAN OPraHU3ANUA-PA3PAOGOTIHK

Acconyanus CrielMaiicToOB U OpraHu3aIyi JadoparopHoit ciy Ol «Penepanns 1abopaTopHOH
MEIMIUHEBDY, Topox Mocksa

IIpe3npeHt KouetoB Anaronmii [ 1e6oBuy

4.2. HanMeHOBaHMS OPraHH3aNHIi-pa3padoTYNKOB

1., ®I'BOY BO «MockoBckuii rocyjapcTBeHHbIH yHUBepcuTeT iMeHd M. B. JlomoHOCOBa», ropox
Mocksa

N

Coro3 MemmHCKOro coobmecta «Hanmonansuas Menumunckas Ilanaray», ropog Mocksa

»

OI'bOY BO «Cubupckuii rocyJapcTBeHHbINH MEUIIMHCKHM YHUBEPCHTET» MUHUCTEPCTBA
3apaBooxpanenus Poccuiickoit @epepamyn, ropoa Tomck

4. ®I'bOY BO «Poccuiickuii HaMAOHATBHBIH HCCIE0BATEIBCKHM MEIHITHHCKHM YHHUBEPCUTET HMEHH
H. Y. Iluporosa» MunucrepctBa 3apaBooxpanenus Poccuiickoit ®egepanun, ropoa Mocksa

! O6mepoccuiickuii KI1accH(UKATOP 3aHATHIA.

? O6mepoccuiicKuii KJIACCH(pHKATOP BUAOB SKOHOMHUECKOH eATEIbHOCTH.
? [pyikas Munsnpasa Poccun ot 20 mexabps 2012 r. Ne 1183u «O6 yTeepxaennu HoMeHKIATypbl JOKHOCTENH MeTUIIMHCKHX
paGoTHHKOB M (apMalleBTHIECKUX PaGOTHUKOBY (3aperucTpupoBan MumoctoM Poccun 18 Mapra 2013 r., perucTpaiuoHHbI
Ne 27723), ¢ W3sMeHeHuAMH, BHECEHHBIMU Npuka3oM Munzapasa Poccuu ot 1 aerycta 2014 r. Ne 420u (3aperncTpupoBaH
Mumnroctom Poccun 14 aBrycra 2014 r., peructpanuonnsiii Ne 33591).

* Cratba 69 DepepanbHoro 3akoHa oT 21 HosOps 2011 1. Ne 323-03 «O6 ocHOBax 0XpaHb! 3A0POBBA IpaxaaH B Poccuiickoit
Denepanun» (Cobpanue 3axoHOAaTenbCTBA Poccuiickoit Menepaunn, 2011, Ne 48, c1. 6724; 2013, Ne 27, ct. 3477; Ne 48,
CT. 6165, 2016, Ne 1, cT. 9).

5 Tlpuxas Mumnsapasa Poccun ot 8 oxrabps 2015 r. Ne 7070 «O6 yrBepxaenun KpainHKalHOHHBIX TpeOoBaHMM K
MEIUIMHCKAM H  (apMaleBTHYECKMM pafOTHHKAM C BBICHIAM OOpa3oBaHMEM [0 HAMpPAaBAEHHWIO MOArOTOBKH
«31paBoOXpaHeHHe H MEAMIMHCKIE HayKm» (3apeructpupoBan Munioctom Poccun 23 oktabps 2015 r., perucTpaudoHHbIH
Ne 39438), ¢ u3MeHEHIAMH, BHECEHHBIMH TpHKa3oM Mumnzapasa Poccun ot 15 wmons 2017 r. Ne 328H (3aperucTpupoBan
Muntoctom Poccuu 03 mons 2017 r., peructpanuonssiit Ne 47273),
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¢ Iprikas Munsnpasa Poccun ot 06.06.2016 Ne 3521 «O6 yTBepKIeHUH MOPAIKA BBIIAYH CBHACTENHCTBA 00 aKKpeIWTaLuy
CTIeLMANNCTa, (POPMBI CBUAIETENHCTRA 00 aKKpeIUTALNH CICUHATHCTA U TEXHUIECKHX TpeOOBaHUIi kK HeMy» (3apeTUCTpHpOBaH
MuHuctepeTBoM roctuimu Poceniickoit @enepauuu 04 wmons 2016 r., perHCTpauHOHHEI Ne 42742).

" Cratea 213 Tpynosoro xoaekca Poccuifckoit @enepanun (Cobpanue 3akoHonatenscTBa Poccuiickoii @eneparmy, 2002,
Ne 1, c1. 3; 2004, Ne 35, c1. 3607; 2006, Ne 27, ct. 2878; 2008, Ne 39, ct. 3616; 2011, Ne 49, cr. 7031; 2013, Ne 48, ct. 6165;
Ne 52, ct. 6986; 2015, Ne 29, ct. 4356).

8 IIpukas Munsapascoupassurus Poccunt ot 12 ampens 2011 . Ne 3020 «O6 yTBepkieHur nepedHeidl BpeAHbIX U (MJIH)
ONACHBIX NPOM3BOACTBEHHBIX (pakTOPOB U PaboT, MPH BHIIOIHEHUH KOTOPHIX MPOBOIATCS 00A3aTENbHBIC MPEABAPUTEIBHEIC U
HEPHOANYECKUE MEIULUHUHCKME OCMOTPhL (oOGcnemoBaHust), u Ilopsnaxa mpoBencHus oO0s3aTeNbHBIX TIPEJBAPUTENBHBIX H
MEPHOAMYECKHX MEAHULMHCKHX OCMOTpoB (00cienoBaHMil) paGOTHUKOB, 3aHATHIX Ha TKeJNbIXx paboTtax W Ha paborax ¢
BpeIHBIMH M (WIHM) ONACHBIMH YCIOBHAMH TpyHa» (3apeructpupoBai Mumrocrom Poccunr 21 okrabps 2011 r.,
perucTpanuonnslii Ne 22111), ¢ #3MeHeHHAMH, BHECEHHBIMHU TNpuka3aMu Munzapaea Poccum ot 15 Mag 2013 r. Ne 296H
(3apeructpuposan MunroctoM Poccuu 3 wmrons 2013 r., peructpauuonssiii Ne 28970) u ot 5 mexkabpsa 2014 r. Ne 801u
(3apeructpupoBan MurtoctoM Poccuu 3 despais 2015 r., peruictpauuonssiii Ne 35848).

® Cratesa 351.1 Tpynosoro koaexca Poccutickoit ®enepannu (Cobpanne 3akoHomarensctea Poccniickoit ®epepawwu, 2002,
Ne 1, c1. 3; 2006, Ne 27, cr. 2878; 2008, N 9, ct1. 812; 2015, Ne 1, c1. 42; Ne 29, c1. 4363).

10 denepanbubiit 3aKoH ot 21 HOAGDs 2011 1. Ne 323-®3 «O6 ocHOBax OXpaHHI 310POBbA I'paxkaaH B Poccutickoii ®enepanumy»
(Cobpanue 3akoHoxatenbcTBa Poccuiickoii ®enepanum, 2011, Ne 8, ct. 6724; 2013, Ne 27, cr. 3477; 2017, Ne 18, cT. 2663,
Ne 27, ct. 3951).

U E nunsnin KBATM(HKAIMOHHbI CHPABOYHHK JOJDKHOCTEH PYKOBOAMTENEH, CIIELUATHMCTOB U CTYKAIHX.

2 O6mepoccuiickuit Knaccrugpukartop npodeccuii pabounx, JOHKHOCTEHN CTyKaIMX M TApHHLIX PaspAaoB.

13 OGmepoccuiickrii KIacCHPUKATOp CIELHATLHOCTEN N0 06pa30BaHHIO.

" ITpukas Munsgpascoupassutus Poccun or 3 mons 2008 r. Ne 305H «OG yTBepIeHHH HpOeCCHOHANBHBIX
KBaTM(pUKAIMOHHBIX TPYIN JODKHOCTEH PaGOTHHKOB Chepbl HAYYHBIX WCCIENOBaHMI M pa3spaGoTok» (3apericTpUpOBaH
Muntoctom Poccun 18 mons 2008 r., peructpaimionssiii Ne 12001), ¢ HM3MEHEHHSMH, BHECEHHBHIMH HPHKAa30M
Mussapascoupassatus Poccun ot 19 nexabps 2008 r. Ne 740u (3apeructpuposan Mumoctom Poccuu 21 suBaps 2009 r.,
perucTpannoHHbii Ne 13147),



