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MWHUCTEPCTBO TPYOA U COLIMATIbHON 3ALLUUTBI POCCUACKOW ®EQEPALIUA

NMPUKA3
ot 4 aBrycta 2017 r. N 613H

Ob YTBEPXOEHUUN MPO®ECCUOHAJIBHOIO CTAHOAPTA "BPAY-BUMOXUMUK™

B coorBercTBuu ¢ myHkTtoMm 16 IlpaBumi pa3paOoOTKH W YTBEPKICHHUS MPOPECCHOHATBHBIX
CTaH/JapTOB, YTBEPXKACHHBIX MocTtaHoBieHueM IIpaButenscTtBa Poccuiickoii @enepanuu ot 22
suBaps 2013 r. N 23 (CoOpanue 3akononarensctBa Poccutiickoit deneparnuu, 2013, N 4, ct. 293;
2014, N 39, ct. 5266; 2016, N 21, ct. 3002), npuka3siBao:

YTBepauTh npusaraeMslii npodeccruoHanbHbIi cranaapt "Bpau-Onoxumuk".

Munuctp
M.A. TOIINJIMH

YTBepxkacH

MprKazoM MuHHCTEpCTBa TPy 1A
Y COLIMAJIbHOMN 3alUThI
Poccuiickoit @enepann

ot 4 aBrycra 2017 r. N 6131

NMPO®ECCUOHAIbHbIA CTAHOAPT

BPAY-BUOXUMUK
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Perucrpanmonubrit

HOMED
l. O6wme cBeaeHUs
[IpakTryeckas U TEOpEeTHUECKas IEATEILHOCTh B 00JIACTH MEAUIIUHCKON 02.018
OHOXUMUH '
(HauMeHOBaHME BUJa MPO(ECCHOHATFHON AEATEIbHOCTH) Kog

OcHoBHas uenb Buaa npodeccmMoHanbHON AeATeNbHOCTH:

HayuyHo-npakTuueckoe obecneueHrne MeAUINHCKOW MOMOIIM HACEICHUIO B 00JIACTH
MEIMIMHCKOW OMOXUMUU

pynna 3aHaTUN:

2131 |buoaoru, 60TaHMKH, 3000TH U 221 Bpauu
CHECIIMAIMCTBI POJICTBCHHBIX 3aHATHHA
(xon (HaMMEeHOBaHUE) (xox (HauMeHOBaHUE)
OK3 OK3)
<1>)

OcHoBHas uenb Buaa npocgeccmMoHanbHON feATEeNIbHOCTU:

86.10 JlesiTenbHOCTh OOJIBHUYHBIX OpraHu3alui
86.90 JlesTenbHOCTh B 00JIACTH MEIMITMHBI ITPOYast
72.1 Hayunsie nccienoBanus U pa3pabOTKH B 001aCTH €CTECTBEHHBIX U TEXHUUECKHUX
HayK Mpoyne
72.11 HayuHble nccnenoBanus 1 pa3paboTKy B 00J1aCTH OMOTEXHOJIOTUI
(xon (HaMeHOBaHUE BUAa SKOHOMHUYECKOH J1eATeTHbHOCTH)
OKBO/J]
<2>)

Il. OnncaHme TpyAoOBbIX (PYHKLUN, BXOAALLNX
B npoceccrmoHanbHbIN cTaHAapT (PyHKLMOHaANbHaA KapTa BMaa
npodeccuoHanbLHON AeATEeNIbHOCTH)

O060011eHHbIE TPYI0BbIE (HYHKIIUU TpynoBble GyHKIUU
KOJI HAaNMEHOBAaHHE YPOBEHb HaNMEHOBAaHHE KOJ |YypOBEHb
KBaJTH (U (momypos
KAl €Hb)
KBanu(u
KaIuu
A BrimonHenue, 7 Brimonaenue knuHndeckux| A/01.7 7
OpraHu3aiys u 1a0opaTOPHBIX MCCIIeI0OBaHUN
AHATTUTUYECKOE Opranuzanus KoHTpoJisi kadectBa A/02.7 7
oOecrieueHue KJIMHUYECKUX 71a00paTOpPHBIX
KITMTHIYECKIX VICCIICIOBAaHHHA Ha|
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1abopaTOPHBIX
MCCIIEIOBAHU I

MMpCaHaIMTUYCCKOM,
AHAJTUTUYCCKOM )51
INOCTAHAJIUTHYCCKOM JTallax

OcBoenne u BHeapeHue HoOBbIX|A/03.7
METOJI0B KIIMHUYECKHUX
1a00paTOPHBIX  UCCIICIOBAHUN |
MEIUIITHCKOTO o0opy1oBaHus,
MpeIHa3HAYEHHOTO VTS ux
BBITIOJTHEHUS
BuytpunaboparopHas — Bammunanus A/04.7
pE3yNIbTaTOB KIIMHUYECKHUX
1a00paTOPHBIX UCCIICTOBAHUI
Opranuzanus nesareapaoct| A/05.7
HaXOJSIIETOCS B PACHOPSIKCHHUH
MEIUITTHCKOTO nepcoHala
naboparopuu
Oxaszanne MeguIuHCKOH momornn A/06.7
MAIMEeHTY B OKCTPEHHOH popme
Pa3paboTka u Pa3paboTrka mporokona, 1aHa, B/01.7
BEITIOJTHCHHEC [TPOrPaMMBI JTOKJTHHHYECKOTO
OKJIMHUYECKOTO MCCIIeTOBaHUS JIEKapCTBEHHOTO
VICCIICIOBAHHUS cpeacTBa  JUIA  MEAWIIMHCKOTO
TIeKapCTBEHHOTO [IPUMEHEHUS, OMOMEIUIIMHCKOTO
CpeICcTBa JIIst KJIETOYHOTO MIPOJIYKTA,
MEIUIIMHCKOTO TEXHUYECKOTO UCIIBITAHUS u
[IPUMCHCHUS, TOKCUKOJIOTHYECKOTO MCCIICIOBAHUS
OMOMEIUIIMHCKOTO (MCTIBITaHHMS ) MEIULIMHCKOTO
KJICTOYHOTO MPOJTYKTa, V3 J1CTTHS
TEXHUYECKOTO [IpoBeneHue noknuHuyeckoro| B/02.7
VCTIBITAaHUS U VICCIICTOBAHUS JICKapPCTBEHHOTO
TOKCHUKOJIOTHYECKOTO cpeacTBa AN MEAMIIMHCKOTO
VCCIIC/TOBAHHUS [TPUMCHCHUS, OMOMETUITMHCKOTO
(McTIbITaHMS]) KJIETOYHOTO MPOJYKTa,
MEUIIHHCKOTO TEXHHYECKOTO UCTIBITAHUS "
W3 ICITHS TOKCUKOJIOTMYECKOTO MCCIIEIOBAHUS
(McTbITaHuS) MEJIULINHCKOTO
W3 1eus
O6ecneuenne kavyectBa nposenenus B/03.7
OKJIIMHUYECKOTO UCCIIETOBAHUS
JICKAPCTBEHHOTO  CpPEACTBA  JUIA
MEIUITTHCKOTO MPUMEHEHUS,
OHOMETUITTHCKOTO KJIETOYHOTO
MPOTyKTa u TEXHHUYECKOTO
WCIIBITAHAS U TOKCHKOJIOTHYIECKOTO
MCCIIeTOBAHUS (WcTbITaHwMS)
MEMITTHCKOTO W3ICIIHS
Pa3paboTka u Pa3pabotka mporokona, TuiaHa,| C/01.7
BEHITIOJTHEHHE [IPOTPaMMBbI KIIMHUYECKOTO




KIIMHUYECKOTO MCCIIETOBaHUS JIEKapCTBEHHOT'O
VICCIICIOBAHHUS mpemapata  JUIS  MEIUIIMHCKOTO
TIeKapCTBEHHOT'O [IPUMEHEHUS, OMOMEIUIIMHCKOTO
npenapara Jjist KJIETOYHOTO MIPOJIYKTA,
MEIUIIMHCKOTO KJIIMHUYECKOTO u
[PUMCHCHUS, KIIMHUKO-JIA00PaTOPHOTO
OMOMETUIINHCKOTO MCIIBITAHUS (ucciemoBaHus )
KJIETOYHOT'O MPOAYKTA, MEIUITTHCKOTO M3/ICTIHS
KJINHUYECKOTO U [IpoBeneHune kiuHuueckoro| C/02.7 7
KJIIMHUKO-JTA00paTOPHO MICCIICIOBAHUS JIEKApCTBEHHOTO
[0 UCIIBITAHUS mpermapata  JUIE  MEOUIIMHCKOTO
(uccienoBaHus) [IPUMEHEHUS], OMOMETUIIMHCKOTO
MEIUIIMHCKOTO KJICTOYHOTO MIPOJYKTa,
1563 (SIS KIIMHUYECKOTO u
KJIMHUKO-JIA00paTOPHOTO
VICTIBITAHUS (uccnemoBaHus)
MEIUIIMHCKOTO WU3/IETIHs
Ob6ecrieuenne kauectBa nposenenus C/03.7 7
KIIMHUYECKOTO UCCIIETOBAHUS
JICKapCTBEHHOT'O0  Tpemnapara  JJis
MEIUITTHCKOTO MIPUMEHEHUS,
OHOMETUITTHCKOTO KJIETOYHOTO
[IPOJYKTa, KIIMHUYECKOTO u
KJIMHUKO-JIa00paTOPHOTO
VICTIBITAaHUS (ucciemoBaHus)
MEUIIMHCKOTO M3ICTIHS
D  [[IpoBenecHue 7 Brinoinenue dbynnamentansubix| D/01.7 7
VICCIIEIOBAHMI B HAay4YHBIX UCCIIE0BAHUI 51
00JacTi MEIUITMHBI 1 pa3paboTok B 00IACTH METUITUHBI U
OMOJIOTHH OHOJIOTHH
BrimosHeHne MIPUKJIAHBIX n D/02.7 7
[MOVICKOBBIX HAYYHBIX MCCIICIOBAHHIMA
1 pa3paboTOK B 00JIACTU MEIUIIUHBI
1 OMOJIOTHH

lll. XapakTepuctuka o6006LWEeHHbIX TPYAOBbIX (pYHKLUN

3.1. O606wweHHana TpyaoBasa PyHKLUSA

BrinonHeHue, opraHu3anus "
HaumeHoBaH jaHanmuTHUECKOE obecrieyeHne Kon A YpoBeHb 7
ue KJIMHUYECKUX 1a00paTOPHBIX KBaJIM(pUKaMK
CCIIEOBAHUM
[Tpoucxoxaenue
N 3aMCTBOBaHO
0000111eHHO Opurunan X
. 13 OpUTrHHAaIa
TPYAOBON (QYHKIIUU

Kon Perucrpanuonusii



OpuruHaia HOMEp
poeCCHOHATIHLHOTO

CTaHJapTa

Bo3MoxHbIe
HAaVMEHOBAHUS
TOJDKHOCTEH, podeccuii

Bpau knmuHuueckoi 1abopaTopHO AMArHOCTUKHA <3>

TpeGoBanus K Briciiee oOpa3oBaHue - CHEHMUATUTET 110  CHEIUATLHOCTH
00pa3oBaHUIO U "MenumuHcKkast ~ Ouoxumus'',  TOJYYEHHOE 10  OCHOBHOM
00y4YeHUIO 00pa3zoBaTeNbHONM IPOrpaMMe B COOTBETCTBUH C (eaepabHbIM
rOCYy/IapCTBEHHBIM  00pa30BaTEIbHBIM  CTAHAAPTOM  BBICIIETO
oOpazoBanwus nocie 1 saBaps 2016 roga <4>, <5>
TpeboBaHMs K OTBITY -
MPaKTUYECKON PabOThI
OcoOsle ycioBust CBHIETENBCTBO 00 aKKpeIuTaluu creruainucTa 1o
normycka kK padorte crieuaIbHOCTH "MeaunuHckas Onoxumusa' <6>
[TpoxoxaeHue 00s13aTeIbHBIX MIPEABAPHUTEIbHBIX (npu

MOCTYIUICHUH Ha pPadoTy) U MEPUOIUYECKHUX MEAULHUHCKUX
0CMOTPOB (00CIIeIOBaHMUI), a TAK)KE BHEOUEPETHBIX METUIIMHCKUX
ocMOTpoB  (0oOciemoBaHuil) B MOPSAKE,  YCTAaHOBIEHHOM
3aKoHOoaTenscTBOM Poccutickoit deneparnuu <7>, <8>
OTCyTCTBUME OrpaHMYEHHH Ha 3aHATUE MpodeccuoHaNIbHON
NesITeNIbHOCTHIO, YCTAHOBJICHHBIX 3aKOHOAATENHLCTBOM Poccuiickoit
depepanun <9>

[lpyrue xapakTepucTUKU

C wenpto  1podecCHOHATBLHOIO u
KBaJTM(PUKAIIMOHHBIX KaTeTOPHil:

- JIOTIOJIHUTENbHOE TpodecCuoHanbHoe 00pazoBaHue (IPOrpaMMBl
MOBBIILIEHUS KBATU(UKALIUN);

- CTQ)KUPOBKA;

- HCIIOJIb30BaHNE COBPEMEHHBIX JCTaHITOHHBIX
00pa3oBaTeNbHBIX TEXHOJOIMH (0Opa3oBaTeNbHBIA MOpTANl H
BeOMHApBI);

- TPEHUHTY B CUMYJISIIUOHHBIX LIEHTPaX;

- ydacTue B Che3/1aX, KOHrpeccax, KOH(pepeHIusIX, MacTep-Kiaccax
CobnroneHue BpaueOHOM TailHbI, KIATBBI Bpaya <10>, MpUHLIUIIOB
BpayeOHOW STHUKH M JIEOHTOJOTUU B paboTe ¢ marueHTaMu (ux
3aKOHHBIMU NPEICTABUTEISIMH) U KOJUIETraMu

Cobmnro/ileHne 3aKOHOJATeNbCTBA B Cepe OXpaHbl 370POBbS U
MHBIX ~ HOPMATUBHBIX  TPABOBBIX  aKTOB,  ONpPEAEISAIOIINX
NEeSATeNIbHOCTh  MEAUIIMHCKUX OpraHu3alii ©  MEIULHUHCKUX
paOOTHUKOB, MPOrpaMMBbl T'OCYAAPCTBEHHBIX TapaHTHI OKa3aHUs

pocTa IIPpUCBOCHHA

rpakaaHaM OeCTIaTHOM METUIIMHCKON TTOMOIITH

JdononHutenbHbIe XapPaKTepUuCtTukun

HaunmenoBauue
JIOKYMEHTa

Konx

HaumenoBanue 6a30Boii rpynisbl, JOIKHOCTH (MTpodeccun)
WIN CIIEHUAIBHOCTH
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OK3 221 Bpaun

Kongynsrantlntoc: npumedanue.
B opuumanbHOM TEKCTe TOKyMEHTa, BUAUMO, AONYIIEHa OleyaTKa: UMeeTcsl B BUly CHOcKa <I1>)
<10>{

EKC <10> ‘— ‘Bpat{ KJIMHUYECKOM JTa0OpaTOPHOU THAarHOCTHKHU
Kongynsrantlntoc: npumedanue.
B opuumanbHOM TEKCTE TOKyMEHTa, BUAUMO, AOMYIIEHA OlleyaTKa: UMEeTCsl B BUJly CHOCKa <12>]
<11>

OKITATP <11> 20448 Bpau
Kongynsrantlntoc: npumedanue.

B od
<]12>

MIOUAIIBHOM TCKCTC NOKYMCHTA, BUIHUMO, JOITYIICHA OIICUaTKa: UMECTCA B BUJY CHOCKaA <13>,

OKCO <12> ‘3 .30.05.01 ‘Me,ZLI/IHI/IHCKaSI ONOXUMHUSA

3.1.1. TpynoBasa ¢pyHKUuMA

BrinonHeHne KIMHUYECKUX VYpoBeHb
Haumenosan o
e 1a00paTOPHBIX UCCIIETOBAHHUN Kox [A/01.7 | (momypoBens) | 7
KBaTH(UKALTIH
IIpoucxoxnenue 3a1MCTBOBaHO
P A Opurnnan X
TPYAOBOH (HyHKIIMU 13 OpUTMHaIa
Kon Perucrpanuonnsii
OpUTHHaa HOMED
npo¢ecCnOHaTHLHOTO
CTaHJapTa

Tpynossle neiictBus  |[[IpoBefieHHe  KIMHUYECKUX  JIaOOPATOPHBIX  HCCIEAOBAaHMM 1O
poduITI0 MEAUIIMHCKONW OpraHu3auu

[IpoBeeHNE KOHTPONS KauyecTBa KJIMHHYECKUX JIaDOpaTOPHBIX
HcclieJOBAaHUN

Pa3pa60TI<a U INPUMCHCHUC CTAHAAPTHBIX ONCPALIMOHHBIX MPOUECAYP
110 KIIMHUYCCKUM J'Ia60paTOpHI>IM HUCCICIOBAaHUAM

OneHka  pe3yabTaTOB  KOHTPOJS ~ KadecTBa  KIMHUYECKUX
11a00paTOPHBIX MCCIICTOBAHUM

Benenue MeauIIMHCKOM AOKYMCHTAIlMHU, B TOM YHCJIC B 3JICKTPOHHOM
BUJIC

TlonroroBka OTYETOB O CBOEH JESATEIBHOCTH, B TOM YHCJIE IIO
BBHITIOJTHEHUIO KJIMHHUECKUX JTA00PATOPHBIX HCCIIeI0OBAaHUN

HeoOxonumebie BbINOTHATE KIMHUYECKHE J1a00paTOPHBIE UCCIIETOBAaHUS
YMEHHUS OCyIIecTBIATh KOHTPOIb KauecTBa KIMHUYECKHX JabOpaTOPHBIX
HcclieJOBAaHUN

PaBpa6aTBIBaTB n NNPpUMCHATH CTaHJApTHBIC ONICpallnOHHBIC
MPOUCAYPHI IO KIMHUYCCKUM J'Ia60paTOpHBIM HCCICAOBaHUAM

OneHuBaTh  pe3yNbTaThl  KOHTPOJS ~ KadecTBa  KIMHUYECKHX
11a00pPATOPHBIX MCCIICTOBAHUN

Bectu MCIUIUHCKYKO JOKYMCHTAILIUIO, B TOM YHUCIIC B DJICKTPOHHOM

BHJIE

a HC

a HC

a HC
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CoCTaBIIsITh OTYETHI O IMPOBCACHHBIX KIMHHUYCCKHUX J'Ia60paTOpHBIX
MCCIICIOBAHUAX

Heo0xonuMble 3HaHUS

[TpuHIMTIBL KJIMHUYECKIX 71a00paTOPHBIX MCCIIEIOBAaHHH,
PUMEHSEMBIX B JIa00OPaTOpuu

AHaIMTHYSCKHE XapaKTCPUCTHUKHU KIIMHUYCCKUX J'IaGOpaTOpHBIX
HCCIICAOBAHUMN U UX obecrneucHue

MeToabl  KOHTpOJS  KadyecTBa  KIMHHUYECKMX  J1abOpaTOpHBIX
1ICCIIETOBAaHUM U OIIEHKHU MX PE3YyJIbTaTOB

[IpaBuna ohopmiIeHHS MEIUIIMHCKOW JOKYMEHTAIMH, B TOM YHCIIE B
SJIEKTPOHHOM BHUJIE

[TpaBuna nelcTBU METUIMHCKHX PaOOTHUKOB NPH OOHApYKEHUH
MaIMeHTa ¢ MpU3HakaMu 0co00 OMAaCHBIX HH(EKIHH

JIpyrue
XapaKTECPHUCTUKN

3.1.2. TpynoBasa ¢pyHKUMA

Opranusanus KOHTPOJIA KauecTBa
KIIMHUYECKUX JTa00paTOPHBIX YpoBeHs
Haumenosan N
e HCCIICIOBAaHUM HA MPEAHATUTUYECKOM, Kox |A/02.7 | (momgypoBens) | 7
QHATUTUYECKOM M TIOCTAaHATUTUYECKOM KBTI (DUKAITAH
STanax
[Ipoucxoxnenue 3aMCTBOBAaHO

TPYAOBOW (DyHKIIMU

Opurnnan X

13 OpUTHHAIIA

Kon Perucrpanuonssiit
OopUrMHaa HOMEP
npogeccuoHaIBLHOTO
CTaHaapTa

TpynoBeie 1EHCTBUS

Pa3paboTka craHAapTHBIX oIepalroHHBIX Hpoueayp (naiee - COII)
Mo  oOecreueHHr0  KayecTBa  KIMHMYECKMX  J1a0OpaTOpPHBIX
MCCIIEOBAHMM Ha BCEX dTaIax

OpraHmaum{ U TPOBCACHUC KOHTPOJIA Ka4YCCTBA KIIMHUYCCKUX
J'Ia60paTOpHBIX I/ICCJ'ICI[OBaHI/Iﬁ Ha NMPCAHAIIUTHICCKOM DOTAIIC

Opranuzanys W TPOBEACHHE KOHTPOJIS KadyecTBa KIMHUYECKHUX|
1a0OpaTOPHBIX MCCIEIOBAHUNA HAa aHAJUTUYECKOM 3Tare, BKIYas
BHYTpUI1a00paTOPHBII ¥ BHENTHUI KOHTPOJIb Ka4eCTBa

Opranuszanys M TNPOBEJACHUE KOHTPOJISI KayecTBa KIMHMYECKHUX
11a00PAaTOPHBIX HCCIIEI0BAaHUIN HA MOCTAHATUTHYECKOM JTare

VHTepnperanys pe3yabTaToB BHYTPUIA0OpPAaTOPHOTO M BHELIHETO
KOHTPOJIS] KaueCcTBa KIMHUYECKHX J1a00paTOPHBIX MCCIEA0BaHUN

Benenue JOKyMEHTallMuM, B TOM YHCIE B D3JIEKTPOHHOM BHJIE,
CBS3aHHOM C TPOBEJACHHEM KOHTPOJS KauyecTBa KIMHUYECKUX
1a00paTOPHBIX UCCIIETOBAHUN

HeoOxonnMeie
YMEHHUS

PaspabareiBate COIl 1o  KOHTpPONIO KayecTBa  KIMHUYECKUX
1a00paTOPHBIX UCCIIEOBAaHUI Ha BCEX dTarax

OpFaHI/ISOBBIBaTI) U MIPOU3BOAWTL KOHTPOJIb KAaYCCTBA KIMHUYCCKHX




1abOPaTOPHBIX HCCIIeI0BAaHUH HA MMPEaHATMTHYECKOM dTare

Opranu3oBbIBaTh U IPOM3BOAUTH KOHTPOJIb KAauecTBa KIMHUYECKUX
1a0OpaTOPHBIX MCCIENIOBAHUH HAa AHAJUTUYECKOM 3Tale, BKIYas
BHYTpUI1a00pAaTOPHBII U BHEUTHUI KOHTPOJIb KA4eCTBA

Opranu3oBbIBaTh U MPOM3BOAUTH KOHTPOJIb KAayecTBa KIMHUYECKUX
1a00paTOPHBIX UCCIIETOBAHUM Ha MOCTAHAIUTHYECKOM JTare

MHTeprnpeTupoBaTh pe3ysibTaThl BHYTPHIA0OPATOPHOTO M BHEIIHETO
KOHTPOJISI KAUeCTBAa KJIMHUYECKUX J1a00PaTOPHBIX UCCIIETOBAHUI

Bectn 1OKyMEHTAIMIO, B TOM YHCJIE B DJICKTPOHHOM BHJIC, CBSI3aHHYIO
C TPOBEIECHUEM KOHTPOJS KadecTBa KIMHHYECKUX JTabOpaTOpHBIX
HCCIIeIOBAHUN

HeoOxoaumeble 3HaHUSA

[IpaBwia mnpoBeJeHUS U KPUTEPUU KadecTBa MPEAHAIUTUYECKOTO
GTana, BKJIOYas NPAaBUIBHOCTh B3STHS M OLIEHKY KadecTBa
OMOJIOTMYECKOTO MaTepraa

[IpaBmiia npoBeneHUsT BHYTPUJIA0OPATOPHOIO M BHEIIHETO KOHTPOJIS
KayecTBa Ha aHAJIMTUYECKOM 3Tare, METO/Ibl OLICHKH Pe3yJIbTaTOB
[IpaBmiia npoBeneHUsT BHYTPUJIA0OPATOPHOTO M BHEIIHETO KOHTPOJIS
KayecTBa Ha NOCTAaHAJIMTHYECKOM 3Talle, METO/Ibl OLIEHKH PE3YJIbTaTOB
Crangaptel B 00JacTM KauyecTBa KJIMHHUYECKUX J1aOOPATOPHBIX
McclleIOBaHMM Ha BCEX 3Tanax JIaAbopaTOpHBIX UCCIIEIOBAHUI
[Ipunuuns! paspadorku COII B 06macTu KOHTPOIISI KauecTBa Ha BCEX
pTanax JadopaTOPHbIX UCCIeI0OBaHUN

HpeaHaJIHTquCKHC, AHAJIUTUYCCKUEC u INIOCTAaHAJIUTUYCCKUC
TEXHOJIOTUHU KJIIMHUYECKUX J1a00paTOPHBIX MCCIeI0OBAHUMN

JIpyrue
XAPAKTCPHUCTHKH

3.1.3. TpynoBas ¢pyHKuuA

OcBoeHME U BHEIPEHNE HOBBIX METOJIOB
KITMHUYECKUX J1a00paTOpHBIX YpoBeHb
HaumenoBan N
e VCCTIEOBAHUN U MEIUITMTHCKOTO Kon [A/03.7 | (momypoBens) | 7
000pyI0BaHUs, MIPeIHA3HAYEHHOTO IS KBaNTU(DUKAIH
WX BBITOJIHCHUS
IIpoucxoxnenue 3aMCTBOBaHO

TPYAOBOH (yHKIIMU

Opurunan X

13 OpUrnHajia

Kon Perucrpanuonnsiii
OpUTHHaNa HOMED
npo¢eCcCuOHATHHOTO
CTaHJapTa

TpynoBele 1eUCTBUS

OcBoeHUE HOBBIX METOJIOB KJIIMHUYECKHUX 1abopaTOPHBIX
HcclieJOBAaHUN

Buenpenue HOBOI'O MEIULMHCKOTO 00opynoBaHus,
[peIHa3HAYEHHOTO JUJIsl BBIMNOJIHEHUS KIMHUYECKUX J1a0OPaTOPHBIX
CCIIEIOBAHMM

Pazpaborka COIIl Mo HOBBIM MeTOJaM Ha BCEX JTamax KIMHUYECKUX




1abopaTOpHBIX UCCJIEIOBaHUM u SKCIUTyaTalluu HOBOTO
00OpynOBaHUs, MPEAHAZHAYEHHOTO [UIsl BBIMIOJHEHUS KIMHUYECKUX
1abOpaTOPHBIX HCCIIeI0BAaHUMN

OpFaHI/I3aI_II/I$I U MPOBCACHHUC KOHTPOJI KauCeCTBa HOBLBIX MCETOJ0B
KIIMHUYCCKHNX J'Ia60paTOpHBIX I/ICCJ'IG,I[OBaHI/Iﬁ

OKCIepUMEHTaIbHAsl MPOBEPKA U YCTAHOBJICHUE XapPaKTEPUCTHK
KIMHUYECKUX J1abOpaTOpPHBIX METOJOB HCCIIEOBaHMM  (OIIEHKA
[MPEIU3UOHHOCTH,  NPABWIBHOCTH,  JIUHEHHOCTH,  OIpEICIICHHE
"noKaabHBIX" peePEHTHBIX HHTEPBAJIOB)

[IpoBepka 1 KOpPPEKTHpPOBKAa IEPBUYHON OLIEHKH pE3YJIbTAaTOB
KJIMHUYECKHUX JIa0OPaTOPHBIX MCCIIEJOBAHUH HA aHAJIM3aTOpe

Heo0Oxoamumbie
YMCHHS

OcBauBaTh HOBEIE METO/BI KIIMHUYECKUX n1ab0opaTOPHBIX
HCCIIeIOBAaHUN

Opranu3oBbIBaTh BHEJIPEHUE HOBOT'O obopynoBaHus,
[MpeAHA3HAYEHHOTO JUIS BBHITOJHECHHS KIMHUYECKUX J1ab0paTOpPHBIX
HcclieJOBaHU I

PazpabareiBare COIl 1Mo HOBBIM MeETOJAM Ha BCEX ATamax
KIIMHUYECKUX JTa00PaTOPHBIX MCCIIEOBAaHUI M KCILTyaTalldd HOBOTO
00OpynoBaHusl, MPEAHA3HAYEHHOTO [JIsl BBIMOJHEHUS KIMHUYECKUX
1abOPaTOPHBIX MCCIICTOBAHUN

OpFaHI/IBOBI)IBaTI) U IMPOU3BOAWUTH KOHTPOJIb Ka4€CTBA HOBBIX MCTOA0B
KIIMHUYCCKHX J'Ia60paT0pHBIX I/ICCJ'IeI[OBaHI/Iﬁ

[IpoBepsiTh ¥  YCTaHABIMBATH  XAPAKTCPUCTUKH  KIMHUYECKUX
11a00paTOPHBIX METOJOB HCCIICIOBAaHUM (OLIGHKA MPEIU3MOHHOCTH,
[PaBUJILHOCTH, JIMHEHHOCTH, OnpeAcIecHUE "JTIOKaNbHBIX"
pedhepeHTHBIX HHTEPBAJIOB)

[IpoBepsiTh M KOPPEKTHPOBATH IIEPBUYHYIO OLIEHKY pPE3YJIbTATOB
KIIMHUYECKHUX JIAOOPATOPHBIX MCCIIEOBaHUI Ha aHATIM3ATOPE

HeoOxoaumble 3HAHUSA

OCHOBHBIE NpUHOUIBI W METOJUKHU OCBAMBACMBIX KIIMHUYCCKUX
J'Ia60paTOpHBIX I/ICCJ'ICI[OBaHI/II\/'I

AHAIIMTUYECKHE XapaKTEPUCTUKH 1a00paTOPHBIX METO/I0B
(MpeLM3HUOHHOCTb, [IPaBUIBHOCTb, cneun(UIHOCTb,
4YBCTBUTEIBLHOCTB) M UX OIPE/IEICHHE

MeToael  pacdyera  pedepeHTHBIX  HHTEPBAIOB  KIMHHYECKUX
1abOpaTOPHBIX MOKa3aTeseit

AHaIUTUYECKNE  XAPAKTEPUCTUKH  BHEIPSIEMOIO  MEIUIIMHCKOIO
00Opy/noBaHus, NMPEAHA3HAYEHHOTO JUIsl BBINOJHEHUS KIMHUYECKUX
1a00paTOPHBIX UCCIIETOBAHHM

J/lpyrue

XapaKTCPHUCTUKN

3.1.4. TpynoBas hyHKUuA

BryTprinabopaTtopHas BaTugamus YpoBeHb
HanmenoBan
e PEe3yAbTATOB KIMHUYECKUX Kox |A/04.7 | (momgypoBens) | 7
11a00pPATOPHBIX MCCIICTOBAHUN KBaTM(UKAITII

[Tpoucxoxaenue

Opurusan X [BamvcrBoBano | |




TPYIOBOM (YHKIIUH

3 opuruaama | |
Kon PerucrpanuoHHbIit
OpHUTHHAIA HOMEp
npodeccrnoHaIbHOTO
cTaHaapra

TpynoBbie 1eCTBUS

CooTHeceHue pe3yibTaToB KJIMHUYECKUX 1a00paTOPHBIX
MCCIIeIOBaHMH ¢ pe)epeHTHBIMU HHTEPBATAMU

OHGHKa BJIIMSHUS HENATOJOTHYECKOH M MaTOJOrnIecKoi Bapuany Ha|
PE3YJIbTAThI KIMHUYCCKHUX na6opaTopHHx I/ICCJICI[OBaHI/If/'I

lcrions30Banue MH(pOPMAMOHHBIX CHCTEM "
MH(POPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTH "MHTepHeT" ¢ 1enbio
noucka WHPOpPMAIMK, HEOOXOOUMOW Il  HpodecCHOHATBHON
eI TeTbHOCTH

OneHka BIUSHUSA pA3IUYHBIX BHUJAOB BapUalldd Ha PE3yJIbTAThI
KIIMHUYECKUX JJAO0OPAaTOPHBIX MCCIEOBAaHUMN

Heo0Oxoamumeie
YMEHUS

OueHuBaTh  CTENEHb  OTKJIOHEHMSI  pe3yjibTaTa  KIMHUYECKOTO
1abOPaTOPHOro UCCIeOBaHUS OT peepeHTHOTO HHTEepBaIa

OHGHI/IB&TB BJIIMSHUE HEIIATOJIOTHYECKOM M ITaTOJIOTMYEeCKOM Bapuanuu
Ha PC3YyJIbTAThl KIIMHUYCCKUX J'Ia60paTOpHBIX HCCHCﬂOBaHHﬁ

lcrions30BatTh MH(POpPMaILIMOHHbIE CUCTEMBI u
1H()OPMAaIOHHO-TEJIEKOMMYHUKAITMOHHYIO ceTh "MHTepHeT"

OIIGHI/IBaTB BJIMAHUC Ppa3JIMYHBIX BHJOB BapvallMd Ha pPE3YJIbTAaTbl
KIIMHUYCCKHX Ha60paTOpHLIX I/ICCJ'IG,Z[OBaHI/II‘/‘I

HeoOxoaumble 3HAHUSA

[IpaBuna paboTsl B WH(POPMAITMOHHBIX cucreMax u
1H()OPMaIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTu "MHTepHer"

Buabsl  Bapuanuu  pe3yibTaTOB  KJIMHHYECKUX  JTaOOpPATOPHBIX
HcCIeJ0BaHUM

Konnenmus pedepeHTHbIX HHTEPBAJIOB

[ [puHIUTIBI obecrieueHns MPOCIEKUBAEMOCTH pe3yJIbTaToOB
M3MEpEeHUl W TapMOHU3AllMM  KIMHUYECKHUX  JIaDOpaTOPHBIX
HcclieJOBAaHUN

J/lpyrue

XAPaAKTCPHUCTHUKN

3.1.5. TpynoBas hyHKUusA

Opranu3zanus AesITeIbHOCTU YpoBeHb
HanmeHnoBan
e HaXOJSILEr0oCs B PACIIOPSIKEHUN Kon [|A/05.7 | (monypoBens) | 7
MEIUIIMHCKOTO MepcoHaia Jaboparopuu KBaJIM(pUKaLMK
[Tpoucxoxaenue 3aMCTBOBAHO

TPYAOBOH (PyHKIIMU

Opurnnan X

13 OpUrnHajia

Kon Perucrpanmonueri
OpUTHHAJA HOMEp
po¢eCCuOHATBHOTO

CTaHOapTa



TpynoBbie 1eCTBUS

KOHTpOJIb BBINOJIHEHUS JODKHOCTHBIX OOSI3aHHOCTEH HAaXOJAIIErocs
B PacHOPsHDKEHUN MEIHUIIMHCKOTO MepcoHaja JabopaTopuu

KOHTpONIL ~ BBINOJIHEHMSI ~ HAXOJMINErocss B PACHOPSHKEHUU
MEIULIMHCKOTO MePCOoHaa 1abopaTopuu TpeOOBaHMI OXpaHbI Tpyaa U
CaHUTaPHO-ITPOTHUBOIIHNIEMHUUECKOr0 peKuMa

Heo0Oxoamumeie
YMCHHS

Opranu3oBbIBaTh  JEATEIHLHOCTH MEIULUHCKOTO nepcoHana
nmabopaTopuu

[Ipou3BOAUTh BHYTPEHHHH KOHTPOJb KayecTBa JEATEIbHOCTH
HAXOMAIIErocss B  PACIOPSDKCHUM — MEIULMHCKOrO  I[epCoHaia
nabopaTopuu

OOyuaTh HaxOMSIIUNUCS B PACIOPSHKCHUU MEAUITMHCKHA TepCOHAT
nmabopaTopuy HOBBIM HABBIKAM M YMEHUSIM

Heo0xoauMble 3HaHUS

JloJoKHOCTHBIE  O0S3aHHOCTH ~ HAaXOMASALIETOCS B PacIOpPsHKCHUH
MEUIIHCKOTO IepcoHaja 1abopaTopun

TpeOoBaHust OXpaHbl TpPyJda, OCHOBBI JIMYHOW O€30MAaCHOCTH H
KOH(DIMKTOJIIOTUN

[lpuHIMIBI pabOTHI W TpaBWia OSKCIUTyaTallud JIa0OpaTOPHOTO
00opynoBaHuUs

OCHOBBI ~ yIpaBlICHUs] KAYeCTBOM KJIMHUYECKUX J1abOpaTOpHBIX
HcclieJOBaHUH

OcHOBBI MPOPIIIAKTUKY 3a00JICBAHUIN U CAHUTAPHO-TIPOCBETUTEILHOM
paboThI

JIpyrue
XAPAKTCPHUCTHKH

3.1.6. TpynoBas ¢pyHKUuMA

OxazaHre MEeIUITTHCKOM TOMOIIU YpoBeHb
Haumenosan N
e MaleHTaM B SKCTPEHHOU hopme Kon [A/06.7 | (momypoBeHs) | 7
KBaNU (DUKAIH
IIpoucxoxnenue 3a1MCTBOBaHO

TPYAOBOH (PyHKIIMU

Opurunan X

13 OpUrnHajia

Kon Perucrpanuonnsii
OpUTHHAaNa HOMED
po¢eCCuOHAIBHOTO
CTaHJapTa

TpynoBeie 1eHCTBUS

OneHka COCTOSHHUS TAalMeHTa, KOTOpOMYy TpeOyeTcsi OKasarh
METUITMHCKYIO TTIOMOIIb B SKCTPEHHOHU (hopme

Pacrnio3HaBaHWe COCTOSIHUM, NPEACTABISIONIMX  yTpo3y  KU3HU
[MalMEHTOB, BKJIIOYas COCTOSIHME KIMHUYECKOH CMepTH (OCTaHOBKa
PKU3HEHHO BaXHBIX (DYHKIMI opraHu3Ma denoBeka (KpoBOOOpaIieHus
W (WJIM) IBIXaHWs)), TPEOYIONUX OKa3aHUs MEIMIIMHCKON TTOMOIIH B
HKCTPEHHOHU opme

OxkazaHre MEIUIIMHCKON TOMOIIM B IKCTPEHHOH (opMme marueHTaMm
[pU COCTOSIHUSX, MPEACTABISIOMIMNX YIPO3y KU3HU MMALMEHTOB, B TOM

qriclie KIMHUYECKOW cMepTH (OCTaHOBKA KU3HEHHO BaXKHBIX (PYHKIIMM




opraHu3ma 4dejoBeka (KpoBooOpamieHus ¥ (WJIN) JbIXaHWs)

[IpyMeHEHNE JIEKapCTBEHHBIX MPENapaToB U MEAUIMHCKUX H3AENINiN
[P OKa3aHUH MEIUIIMHCKOM MOMOIIM B SKCTPEHHOU opme

Heo0Oxoamumeie
YMCHHS

BBISIBIIATE COCTOSIHUSA, TPEOYIONMEe OKa3aHUS METUIIMHCKON MOMOIIU
B OKCTpPEHHOH ¢opMe, B TOM YHCIE KIMHUYECKUE IPU3HAKU
BHE3AITHOT'O MPEKPAIICHNsT KPOBOOOPAIIEHHUS U JIbIXaHUs, TpeOyromue
OKa3aHMs MEAMLIMHCKON IOMOIIY B 3KCTPEHHOH (opme

BhINONIHATE MeponpusIThsl 6a30BOM CEpIeUHO-TETOYHON peaHNMAallul

OxasbIBaTh MEIUIIMHCKYIO OMOIIb B AKCTPEHHON (GopMe MarueHTam
[pU COCTOSHUAX, NPEACTABIIAIOIUX YIPO3y KU3HU MMAIlUEHTOB, B TOM
YHCIIe KIMHUYECKONW CMEPTH (OCTaHOBKA KU3HEHHO BAXKHBIX (DYHKIUIHA
Oopranu3Ma uyesoBeka (KpoBooOpanieHus U (WIH) AbIXaHHs)

[ [pMMEHATH JIEKapCTBEHHBIE IPENapaThl U MEAULUHCKUAE U3EIUs IPU
OKa3aHUU MEIUIIMHCKON TTOMOIIH B SKCTPEHHOU opme

HeoOxoaumble 3HAHUSA

Metoauka cOopa xajlod M aHaMHE3a y MAalMEHTOB (MX 3aKOHHBIX
npeacTaBUTEINCH )

Metoanka (QHU3MKAIGHOTO HCCIEAOBAHUS  MAIMEHTOB  (OCMOTP,
aJIbIAIMs], HePKYCCHs, ayCKYJIbTallHs)

KimHu4ecke Mpu3Haku BHE3AIMHOTO MPEKPAIICHUS KPOBOOOPAIICHHS
1 (M) TbIXaHUST

[IpaBusa mpoBeneHust 6a30BOM CepACUHO-TIECTOYHON peaHUuMAaIIHI

J/lpyrue
XapaKTEPUCTUKH

3.2. O606wweHHana TpyaoBasa PyHKLUSA

Pa3paboTka 1 BBITTOJTHEHHE
TOKJIIMHUYECKOTO UCCIIeI0OBAHUS
TIeKapCTBEHHOTO CPENICTBA JIIS

HaumeHOBaH MeAMIIMHCKOTO MIPUMEHEHHUS], Kon B YpoBeHb 7
ue OMOMEIUIIMHCKOTO KJIIETOYHOTO KBaJIM(pUKaMu
[TPOJYKTA, TEXHUUECKOTO UCIIBITAHUS U
TOKCHUKOJIOTMYECKOTO UCCIIEIOBAHMUS
(McTBITaHUS ) MEAULIMHCKOTO U3JIeNTUS
IIpoucxoxnenue
0000111eHHOM Opurunan X 3aHMCTBOBAHO
. 13 OpUTHMHAaJIa
TPYAOBON (QYHKIIUU
Kon Perucrpanuonnsii
OpUTHHAaJa HOMEP
npoeCcCHOHATBLHOTO
CTaHJapTa
Bo3moxHbIE Mnaammnii Hay4Hbld COTPYAHUK <14>
HAaUMEHOBAHMUS HayuHbl1il cOTpyIHUK
TOJDKHOCTEH, mpodeccuii
‘Tpe60BaHI/I5[ K ‘Bmcmee o0pa3oBaHHe - CHENUAIUTET 10 CHEHUATbHOCTH



l%20Par1075%20%20o%20

00pa3oBaHUIO U
00y4eHUIO

"MenuuHackas onoxumusa"

TpeOoBaHMs K OIBITY
NPaKTUYECKON pabOTHI

OcoObIe yCIIOBHS
norycka K pabore

[IpoxoxaeHue 00s13aTeIbHBIX MPEBAPUTEIIBHBIX (npu
MOCTYIUICHUM Ha pPaboTy) W MEPUOIUYCCKUX MEAUIIMHCKHX
0CMOTPOB (00CIIEIOBaHHUI), a TAK)KE BHEOUYEPETHBIX METUITMHCKUX
ocMOTpOB  (oOciiejoBaHWi) B MOpPAAKE,  YCTAaHOBJICHHOM
3akoHOJaTebcTBOM  Poccuiickoii  @enepaunu  OTCyTCTBHE
OTpaHUYEHUI Ha 3aHATHE NPOPECCHOHATBHON AEATENbHOCTHIO,
YCTaHOBJICHHBIX 3aKOHOJIaTeNbcTBOM Poccuiickoit denepannun

/Ipyrue xapakTepUCTUKHU

C menpto  mpoeCCHOHATBHOIO  pocTa W MPHCBOCHHA
KBAJITM(UKALIMOHHBIX KaTerOpuil:

- IOTIOJTHUTENbHOE podeccuoHanbHoe 00pa3zoBaHue (IporpaMmbl
[MOBBIIICHUS KBATU(PHUKAIIIN);

- o0y4eHHe 1o MporpaMmmMaM MOArOTOBKH HAYYHO-TIEAArorHIecKuX
KaJpOB B aCHUPAHTYPE;

- CTA)KUPOBKA;

- UCIOJIb30BAHUE COBPEMEHHBIX JMCTaHIIMOHHBIX
00pa30BaTEeNbHBIX TEXHOJOTHH (0Opa3oBaTENbHBIA TMOpTANT H
BeOMHApHI);

- TPDEHUHTH B CUMYJISIIUOHHBIX IIEHTPAX;

- yuacTHe B Cbe€3/1aX, KOHIrpeccax, KoH(pepeHLnsax, MacTep-Kiaccax
CobmroieHue KOH(HICHIINATLHOCTH uHpOpMauu 0
NTOKJIMHUYECKOM HCCJIeIOBAaHUM JIEKAPCTBEHHOIO CpEACTBA LIS
MEJIULIMHCKOTO TPUMEHEHHS, OWOMEIHIIMHCKOTO KJIETOYHOTO
[POAYKTA M TEXHUYECKOI'O HCIBITAHUSA M TOKCHUKOJIOTHYECKOTO
vicclieIoBaHMsI (MCTIBITAHNS) MEIUIIMHCKOTO U3/IENUS

3HaHUE TPYAOBOIO 3aKOHojarenscTBa Poccuiickoir Penepanuu,
3akoHoAarenscTBa Poccuiickoil ®enepanuu B cdepe OXpaHbI
3/10pOBbsI, BKJIIOYAs MpaBa IpaxaH B cdepe OXpaHbl 310pOBbS,
3akoHoAarenscTBa Poccuiickoit  ®enepanuu 00 oOpaieHun
JIEKapCTBEHHOTO CPEJCTBa M 3aKoHoJareibcTBa Poccuiickoil
denepanun 00 oOpaimieHUH OUOMEIUIIMHCKOTO  KJIETOYHOTO

IIPOAYKTA

HdononHuTenbHble XapakTepPUCTUKU

HaumenoBanue Kon HaumenoBanue 6a30Boii rpynmbl, JOIKHOCTH (TIpodeccun)
JOKYMEHTa WJIH CITCITUATBHOCTH
OK3 2131 buonoru, 60TaHUKH, 300JI0TH U CIIEIUATHCTEI
OJICTBEHHBIX 3aHATUH
OKIIATP 20327 broxumuk
24394 Hayunslii corpynHuk (B 0061acTi OMOJIOTHN)
24395 Hay4unblil cOTpyaHUK (B 00J1aCTH OAKTEPUOJIOTHH H
(hapMaKoIoTum)
24397 Hayunblif coTpyiHUK (B 007aCTH MEUITIHBI)
OKCO 3.30.05.01 MeauuuHckast OMOXUMUS




3.2.1. TpynoBas hyHKUUA

[Ipoucxoxaenue
TPYAOBOW (PyHKIIMU

Pa3paboTka MpoToKoJia, TiaHa,
[MPOrpaMMbl TOKJIMHUYECKOTO
M CCIIeJOBAHUs JJEKapCTBEHHOI'O CPeICTBa
Haumenosan |miist Mg,I[I/IL[I/IHCKorogl HMEHEHUS e YpoBeH®
p ’ Kox [B/01.7 | (momypoBens) | 7
ue OMOMEIUIIMHCKOTO KJIETOYHOI'O
KBTI (UKAITII
[MPOIYKTa, TEXHUYECKOTO UCIIBITAHUS 1
TOKCHKOJOTMUECKOT'O UCCIIEI0BAaHMS
(MCTIBITaHMS) METUIIMHCKOTO U3JICTIHUS
3aMCTBOBAHO
Opurunan X
13 OpUTHHAJIA
Kon Peructparnmonnblit
OopUruHasia HOMED
podeCCHOHAILHOTO
cTaHjapTa

TpynoBeie 1EHCTBUS

@opmynupoBka  OOOCHOBAaHHUSI  JTOKJIMHUYECKOTO  WCCIIETOBAHHS
JIEKapCTBEHHOTO  CpPEACTBa Ui MEAMIMHCKOTO  MPUMEHEHUs,
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa, TEXHHYECKOTO HCITBITAHHS
1 TOKCHUKOJIOTMUECKOTO HCCIIEJOBaHMS (MCIIBITAHHS) METUIIUHCKOTO
M3 /1e11s

Onucanue neneili W 3a4a4  JOKJIMHUYECKOrO  HCCJIEIOBAHMS
JIEKAPCTBEHHOTO  CPEACTBA JUIA  MEIUIMUHCKOTO  MPUMEHEHHUS,
OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTA, TEXHHUECKOTO HCIIBITAHUS
M TOKCHKOJIOTHYECKOTO HWCCIEAOBAHUS (MCIBITAHUSI) METUIIMHCKOTO
W3 IETUS

CocraBiecHue )11/13a171Ha JOKJIIMHUYCCKOI'O HCCICI0OBaHUA
JICKapCTBEHHOT'O cpeacTBa JJI MCIUIUHCKOI'O MPUMCHCHUA,
6I/IOMGJII/IHI/IHCKOFO KJICTOYHOI'O MPOAYKTA, TEXHUYCCKOT'O HCIIbITAHUS
M TOKCHKOJOTHYCCKOIo HCCICIAOBAHUA (I/ICHI)ITaHI/ISI) MCIUIIMHCKOTO
M3 1CIINS

Pa3pabotka kputepueB oreHkH 3IG(HEKTUBHOCTH, KauecTBa |
0€30MacCHOCTH  JIGKQPCTBEHHBIX  CPEICTB  JUII  MEIUIIMHCKOTO
MPUMEHEHUSI, ONOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB

CocraBieHue 1a00paTOPHBIX aJIrOPUTMOB OIEHKH 3(deKTuBHOCTH,
KayecTBa M 0OE€30MaCHOCTH  JIEKAPCTBEHHBIX  CPEACTB M
MEIULUHCKOTO  TMPUMEHEHHs,  OMOMEAMUMHCKMX  KIETOYHBIX
[TPOJIYKTOB

Onucadnue CTaTUCTHYCCKUX METOA0B OJId 06pa6OTKI/I PE3YyJIbTATOB
JOKIIMHUYECKOTO  HMCCICAOBAHUA JICKAPCTBCHHOI'0O CpEaACTBa IJid
MCIHUIIMHCKOI'O NPpUMCHCHUA, 6I/IOMCI[I/II_[I/IHCKOT0 KJIICTOYHOI'O
IMPOAYKTA, TEXHUYCCKOI'O HUCIIBITAHUA U TOKCHUKOJOTHYCCKOI'O
MCCICIOBAaHUA (I/ICHLITaHI/ISI) MCIAUIIMHCKOT'O U3ACIINA

Onucanue JEHCTBUM TO OOECIEYCHHIO KadyecTBa JIEKapCTBEHHOTO

cpeacTBa i MCAUIMHCKOI'O IMPUMCHCHUS, 6I/IOMCI[I/ILII/IHCI(OTO




KJIETOYHOT'O MPOJIYKTA, TEXHUYECKOTO HACIIBITAaHUS 51
TOKCHUKOJIOTHYECKOTO HCClIeIOBaHUs  (MCIIBITAHUS) MEIUITUHCKOTO
M3 IEIUs

Onucanue HJTUYCCKHX AacCIICKTOB JOKIIMHUYCCKOIro HMCCICA0BAaHUA
JICKaApCTBCHHOI'O Cpe€acTBa JI MEIUIIMHCKOI'O IIPUMECHCHUA,
6HOMCI[I/ILII/IHCKOI‘O KJICTOYHOI'O MNPOAYKTA, TCXHUYCCKOI'O HMCIIBbITAHUSA
1 TOKCHKOJOTHYECKOI'O HCCJICIAOBaHUA (I/ICHI)ITaHI/IH) MCIUIMHCKOI'O
M3 CIIN

Onuncanue pa6OTI)I C JaHHBIMH JAOKJIMHHYECKOI'O HMCCJIICAO0BaHUA
JICKAapCTBECHHOI'O cpcacTBa JUIA MCIUIMHCKOI'O MMPUMCHCHUA,
6I/IOM€I[I/IHI/IHCKOI‘O KJIIECTOYHOI'O IMPOAYKTA, TEXHUYCCKOT'O HCIIbITaHUA
1 TOKCHKOJOTHYCCKOIo HMCCICIAOBAHUA (I/ICHLITaHI/ISI) MCIUIMHCKOI'O
M3CJIMA U BCACHUC NOKYMECHTAMK, B TOM YHUCJIC B 3JICKTPOHHOM BH/JIC

Heo0Oxoamumeie
YMEHUS

OOOCHOBEIBATh 3HAYUMOCTD JOKJIIMHUYCCKOI'O HNCCICO0OBaHUA
JICKaApCTBCHHOI'O cpeacrBa JIA MCIULHNHCKOI'O IIPpUMCHCHH,
6I/IOM6[[I/ILII/IHCKOFO KJIICTOYHOI'O IMPOAYKTA, TCXHUYCCKOTO HCIIbITAHWA
1 TOKCHKOJIOTHYCCKOI'O HCCIICIOBaHUA (I/ICHBITaHI/IH) MCOULMHCKOI'O
M3 CIIN

OnuceIBaTh o MW 3aJa4d JOKIIMHHYCCKOI'O  HMCCIICAOBaHUA
JICKAapCTBECHHOI'O cpeacTBa JUISA MCIHUIIMHCKOI'O MMPUMCHCHUA,
6I/IOM6I[I/II_II/IHCKOFO KIICTOYHOI'O IPOAYKTA, TCXHUYCCKOTO UHCIIBITAHUA
1 TOKCHKOJOTHMYCCKOIo HMCCICIAOBaAHUA (I/ICHI)ITaHI/Iﬂ) MCIHUIIMHCKOI'O
U3 0CTINA

CoCTaBIATh I[PISB.ﬁH H CXCMY JOKIMHHUYCCKOTO HCCICAOBAHUA
JICKaApCTBCHHOI'O cpeacrBa JIA MCIULHNHCKOI'O IMPpUMCHCHH,
6I/IOMGZ[I/ILII/IHCKOFO KJIICTOYHOI'O IPOAYKTA, TCXHUYCCKOTO HCIIbITAHUA
1M TOKCHKOJIOTHYCCKOI'O HCCIICIOBAHUA (I/ICHBITaHI/ISI) MCIUIINHCKOI'O
M3 ICIINA

PazpaOaThiBaTh KpPUTEPUH OLEHKH 3(P(PEKTUBHOCTH, KadyecTBa U
0€30MacHOCTH  JIEKapCTBEHHBIX  CPEACTB Uil  MEIUIIMHCKOTO
pUMEHEHHs], OMOMETUIIMHCKUX KJIETOYHBIX TPOJYKTOB

OnuchIBaTh CTATUCTHUECKUE METOJbI sl 0OpabOTKH pe3ysabTaToB
NTOKJIMHUYECKOTO  HCCIEAOBAHUS  JICKAPCTBEHHBIX CPEACTB UL
MEIULUHCKOTO  MPUMEHEHHs,  OMOMEIMIMHCKHX  KJIETOYHBIX
[MPOJYKTOB, TEXHUYECKHX HCIBITAHUA U  TOKCHKOJIOIMYECKHUX
viccieTOBaHUM (MCIBITAHUN) METMITMHCKUX U3/1ETUI

OnuceiBaTh JEUCTBUS MO OOECIEYEHHUIO KAadyecTBa JOKIMHHUYECKOTO
MCCIEAOBaHUS  JIGKAPCTBEHHBIX  CPEACTB Uil  MEIULUHCKOTO
[MPUMEHEHUSI, ONOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB, TEXHUUECKHUX
WCIIBITAHUH W TOKCHUKOJIOTHYECKHUX HCCIICIOBAHUM  (MCIIBITAHHI)
MEIUIIMHCKAX U3AETIAN

OnucelBaTh STHUYCCKUE ACICKTHI JAOKIIMHUYCCKOIo HCCICIOBAHUA
JICKAapCTBEHHOT'O CpeacTBa JUIA MEIHUIIMHCKOTO MMPUMCHCHUA,
61/IOMC,Z[I/II_II/IHCKOT0 KJICTOYHOTI'O MPOAYKTA, TEXHUYCCKOI'O HUCIILITAHUS
1 TOKCHKOJOTHYCCKOIo HCCICIOBaAHUA (I/ICHI)ITaHI/IH) MCEIUIMHCKOT'O
M3 CIINS

OnuceIBaTh pa60Ty C JaHHBIMHU JOOKJIMHHYCCKOI'O MCCICIOBAaHUA

JICKAapCTBCHHOT'O CpCACTBa JJISL MCIUIIMHCKOT'O IMPUMCHCHUS,




6I/IOM6I[I/IHI/IHCKOFO KJIICTOYHOI'0 MPOAYKTA, TEXHHUYCCKOT'O HCIIBITAHUA
1 TOKCHKOJOTHYCCKOIo HCCICIAOBAHUA (I/ICHBITaHI/ISI) MCIUIIMHCKOI'O
M3CJIMA 1 BECTH JOKYMCHTAIMIO, B TOM YHUCJIC B 3JICKTPOHHOM BH/IC

HeoOxoaumeble 3HaHUSA

OCHOBBI ~ KJIETOUHOM ¥  MOJIEKYJSIPHOM OMOJIOrMM, aHATOMUH,
HOpPMaJIbHOW M MaTOJOrMYeCKON (PU3HUOJIOTHH

[IpaBuiaa U crocoObl MOMyYeHHs] OMOJIOTMYECKOrO MaTepuana Juls
11aOOpaTOPHBIX MCCIICTOBAHNN (MCITBITAHUH)

[ TpuHIHITBI JTAOOPATOPHBIX METOAOB UCCIICTOBAHMN (MCIIBITAHU)

O61ua;1 KIIMHUYCCKAsA CUMIITOMATUKA ITOPAKCHUA PA3JIMYHBIX OPraHOB
M CUCTCM OpraHnum3Ma 4YCJIOBCKa C MLCJIbKO IMMOAIOTOBKHM W OICHKHU
TPAHCIIIHUOHHBIX Moz[eneﬁ Ha SKCIICPUMCHTAJIbHBIX )XMBOTHBIX

3TI/IOJIOFI/ISI, IMaToOrc¢Hes, KJIIMHHUKA, IMPUHIUIIBI JICUCHUA u
HpO(bI/IJ'IaKTI/IKI/I 3a00j1¢BaHUM 4YeJIOBEKa C OCJIbIO IIOATOTOBKHM H
OLCHKU TPAHCIAOUOHHBIX MOIICHCP’I Ha SKCIICPUMCHTAJIbHBIX
KNBOTHBIX

Bapuanuss 1a00paToOpHBIX — pe3y/bTaTOB M €€  BIMSHHAE HQ|
1abopaTOpHBIE MCCIICIOBAHUS

CDapMaKOKI/IHCTI/IKa u q)apMaKOI[I/IHaMI/IKa JICKaApCTBCHHOI'O CpCACTBA
IJI1 MCOAUIMHCKOT'O ITPUMCHCHU A

CraTtuctuueckue  MeToAbl  00pabOTKM  pe3yabTaTOB  JIaHHBIX
TOKJIMHUYECKUX  HUCCJICIOBAHMM  JICKAPCTBEHHBIX  CPEACTB  JUIS
MeIUIIMHCKOIO PUMEHEHUS, OMOMEIUIIMHCKUX KJIETOYHBIX
[MPOJYKTOB ¥ TEXHUYECKHX HCIBITAHUH H TOKCHUKOJIOTHMYECKHUX
MCCae0BaHUH (MCIIBITAHNN ) MEIUITUHCKHUX W3ICITUI

Cranmaptel B 00JacTH KadecTBa JIGKAPCTBEHHBIX CPEACTB A
MEIUITTHCKOTO MIPUMEHEHUS, OMOMETUIIMHCKUX KJICTOYHBIX
MPOAYKTOB, TEXHUYECKUX HCIBITAHUM ©  TOKCHKOJIOTMYECKUX
MCCaeA0BaHUH (MCIIBITAHNUN ) MEIUITUHCKHUX U3

3TI/I‘-I€CKI/I€ HOpMBI HpOBCI[eHI/Iﬂ JOKJIIMHUYECCKOIr0O HUCCICIOBAHUSA
JICKADCTBEHHBIX  CPENCTB  JUISI ~ MEOULUMHCKOIO  IPUMEHEHMS,
6I/IOMG)II/IHI/IHCKI/IX KJICTOYHBIX HpOI[YKTOB, TCXHHUYCCKHUX I/ICHI)ITaHI/Iﬁ H
TOKCHUKOJIOTHYECKUX  HCCIIeIOBAaHUN  (MCMBITAHUN) MEIUIIMHCKUX
M3 0CITHIA

HpI/IHI_II/IHBI IMPOBCACHU ATHYECKOM OKCIICPTU3BI

JIpyrue

XapaKTCPUCTHUKU

3.2.2. TpynoBas ¢pyHKUMA

TS
HanmenoBan

ue
MMPOITYKT

HpOBe}IeHI/Ie JOKIIMHUYECKOT' O
MICCIIeTOBaHMS JIEKApPCTBEHHOTO CPENICTBA
MCECOUITUHCKOI'O MMPUMCHCHUA, ypOBeHB
OMOMETUITMHCKOTO kinerounoro| Kox [B/02.7 | (momypoBens) | 7

TOKCHUKOJIOTHYECKOTO HCCIIETOBAHUS
(MCTIBITaHMST) METUIIMHCKOTO M3IEITHS

da, TCEXHHUYECKOI'O HCIIBITaHHUA U KBaJ'II/I(bI/IKaHI/II/I

[Tpoucxoxaenue

Opurusan X [BammcTBoBaHO




TPYIOBOM (YHKIIUH

u3 opurunana | |

Kon PerucrpanuoHHbIit
OpHUTHHAIA HOMEp
npodeccrnoHaIbHOTO
cTaHaapra

TpynoBbie 1eCTBUS

Nnentudukanus,  MapkupoBka,  oOpaboTka,  otbop  1poo,
MCIIONB30BaHUE,  XPAaHEHME U YHUYTOXKEHUE  (yTHUIIU3alus)
OMOJOrMYEeCKOro  MaTepuana, JIEKapCTBEHHOTO  CpeAcTBa  JUIs
MEIUIIMHCKOTO  TPUMEHEHHS,  OMOMEIMIIMHCKOTO  KIETOYHOTO

[IPOTyKTa

Opranuzanus 00CITy)KHBaHUS ¥ TIOBEPKH U3MEPUTEIHHBIX MPHOOPOB H
000pyIOBaHUS

HpI/IFOTOBJIeHI/Ie PCAKTUBOB, ITUTATCIIBHBIX CPC, KOPMOB

Benenue AOKYMCHTAIMK, B TOM YUCJIC B 3JICKTPOHHOM BUIC

[Ipriem, TpaHCIIOPTUPOBKA, pa3MeIlleHUe, ONMUCaHKEe, UACHTU(UKALINS
OHMOJIOTHYECKOTO MaTeprata U TeCT-CUCTEM

BriroHeHHE JOKIMHUYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX CPEJICTB
UIsT  MEIUIIMHCKOTO TMPUMEHEHHS, OWOMEAUIIMHCKUX KJIETOYHBIX
[POJYKTOB, a TAaKXe BBIMOJHEHUE TEXHUYECKHX WCIBITAHUH U
TOKCHUKOJIOTHYCCKUX HCCIICIOBAaHUN  (MCIBITAHWH) MEIUITMHCKUX
W3/eNIMKA COTJIACHO TpaBWjIaM HaJyIeKalleld J1adopaTOpHON MPaKTHUKH,
[paBWJIaM HAJJICKAIICH MPAKTUKUA 1O padoTe ¢ OMOMEIUIIMHCKHUMHU
Ki1eTouHbIMH npoaykTamu, COII

Heo0xoaumeie
YMEHUS

M nenTudunupoBars, MapKupoBaTh, 00padbaTeiBaTh, OTOMPATH MPOOHI,
MCIIOJIB30BATh,  XPaHUTh M YHHYTOXKaTh  (YTHIM3HPOBATH)
Ouvonoruyeckuii ~ Marepual,  JICKapCTBEHHBIE  CpEeICTBa  JUIs
MEIUIMHCKOTO NPUMEHEHHU s, OMOMEIMIIMHCKUE KJIETOYHBIE TPOYKTHI

Opranu3oBbiBaTh  OOCITYXKMBAaHHE U TOBEPKY H3MEPUTEIbHBIX
npuOOpPOB U 000PYAOBAHUS

HOI[FOT&BJ'II/IBaTB PCAKTUBLI, TUTATCIBbHBIC CPC/IbI, KOpMaA

OnwuceiBaTh, WIACHTUGUIUPOBATh OWOJOTHYECKUH MaTepual H
TECT-CHUCTEMBbI

Bectu JAOKYMCHTAIHUIO, B TOM YUCJIC B 3JICKTPOHHOM BH/JIC

[Ipon3BOIUTE CTATUCTHUYECKYIO OOpaOOTKY HaHHBIX HCCIEIOBAaHUI
JICKADCTBEHHBIX  CPEICTB  JUISI ~ MEOULUMHCKOIO  IPUMEHEHMS,
6I/IOMG)II/IHI/IHCKI/IX KJICTOYHBIX HpO)IYKTOB, TCXHUYCCKUX HUCIIBIT aHI/Iﬁ nu
TOKCHUKOJIOTHYECKUX  HCCIIEIOBAaHUN  (MCMBITAHWN) MEIUIIMHCKUX
M3 0CITHI

Cobmro1aTh paBUiia HaJUIeKaIlel 1abopaTOpHON NMPAKTUKU, TPaBUIIA]
Ha/JIeKallel MPakTUKK 10 paboTe ¢ OMOMEIUIMHCKUMH KIETOYHBIMU
[IPOAYKTaMHU

HCO6XOI[I/IMBIC 3HaHUA

HpI/IHL[I/IHBI I/IJICHTI/I(I)I/IKB.LII/II/I OMOJIOTHYECKOTO Marepuaia,
JICKAapCTBEHHOT'O CpeacTBa JJIsL MEIHUIIMHCKOT'O IMPUMCHCHUA,
6I/IOMC,Z[I/II_II/IHCKOTO KJICTOYHOI'O NIPOAYKTAa U MCAUTTUHCKUX U3JIeIui

[[pyuHIMIIBI ONMUCaHUs OMOJOTHYECKOTO MaTepualia, JIEKapCTBEHHOTO
CpeIcTBa M MEAMIIMHCKOTO TPUMEHEHUS, OHOMEIUIIMHCKOTO
KJICTOYHOTO TPOAYKTa, MEAMIIMHCKOrOo wm3Aenust (ero mpupojaa




[TPOMCXOXKACHUS U XapaKTEPUCTUKH )

[[pUHIUITBI METOAOB NTOKIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHBIX
CpPEeICTB IS MEIUIIMHCKOTO TPUMEHEHUs, OWOMEIUITMHCKOTO
KJICTOYHOI'O MPOAYKTA, TEXHUYECKOTO HUCITBLITAHUS Hu
TOKCHKOJIOTHYECKOTO HCCIAeAOBaHUS (MCIBITAaHUSI) MEIUIIMHCKOTO
W30S

MeToabl  CTaTUCTUYECKOH 00pabOTKM JaHHBIX  JOKJIMHHYECKHX
MCCIEAOBAHUN  JICKAPCTBEHHBIX  CPEACTB  JUISL  MEIULUHCKOIO
[IPUMEHEHMs], OMOMEAMLIMHCKUX KJIETOYHBIX IPOJYKTOB, TEXHUYECKUX
VCIBITAHUNH M TOKCUKOJIOTMYECKUX HCCIIEIOBAaHUM  (MCIBITAaHUI)
MEIUIIMHCKUX U3EIUN

Buapl 1 XapakTEpUCTUKHU UCIBITATEIbHBIX CUCTEM, HCIOJb3YEMBIX
I TOKJIMHUYECKUX HCCIICIOBAaHUM JIEKAPCTBEHHBIX CPEICTB ISt
MEIHUITTHCKOTO MIPUMEHEHUS, OMOMETUIIMHCKHUX KJIETOYHBIX
[IPOJYKTOB, TEXHUYECKUX HCIBITAHUM U  TOKCHKOJIOIMYECKHUX
VcCIe0BaHUM (MCTIBITAHUN) MEIUIIMHCKHUX W3JICTUN

HOpMaTI/IBHLIe IIpaBOBBIC AaAKTbHI IIO pa60Te C HCIIOJBb30BaHUEM
OKCIICPUMCHTAJIbHBIX JXUBOTHBIX IPH HNPOBCACHUU OOKIMHUYCCKOTO
M CCICIOBaAHUA JICKAaPCTBCHHbBIX CpCacCTB JIIA MCIULINHCKOI'O
IMIPUMCHCHUA, 6I/IOMCIII/IIII/IHCKI/IX KJIICTOYHBIX IIPOAYKTOB, TCXHUYCCKUX
MCIBITAHUM M TOKCHKOJIOTHMYECKHUX I/ICCJ'Ie,Z[OBaHI/Iﬁ (HCHLITaHHfI)
MCIHUIIMHCKHUX PI3IIGJII/II>1

CpencrTBa, METOJIbI W TEXHOJOTUH MPOGUIAKTHKH, TUATHOCTHKH H
JeYeHUsT  3a0O0JieBaHUsS,  MOJCIUPYEMOro B JIOKJIMHHUYECCKOM
MCCICAOBAHUM  JISKAPCTBEHHOT'O  CPEICTBA IS MEAUIIUMHCKOTO
[IPUMEHEHUSI, OMOMEIUIIMHCKOTO KJICTOYHOI'O MPOJIYKTA,
TEXHUYECKOrO MCIBITAHHA M TOKCHKOJOIMYECKOI0 HCCIEA0BAHUS
(MCTIBITaHMS) METUIIMHCKOTO U3JIETTHUs

JIOKyMEHTUPOBaHHBIE KpUTEPUH, KOTOPBIM HE00X0IMMO
COOTBETCTBOBATh JUIsl YCIEHIHOI'O 3aBEpILIEHHUS ATarna HCIbITAaHUS
(uccnenoBaHus) WM BBINOJIHEHUS TPeOOBaHMN MOCTaBKU (KpUTEPUU
[IPUEMKH ) pe3yJIbTaToB JTOKJIMHUYECKOTO UCCIIEJIOBAHUS
JIEKApCTBEHHOI'O  CPeACTBa Ui MEAMIMHCKOIO  IPHUMEHEHUS,
OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, TEXHUUECKOTO HCIBITAHUS
1 TOKCHKOJIOTMYECKOTO HCCeOBaHUs (UCHBITAHUS) MEIULIMHCKOIO
M3 /1eI1s

Jpyrue

XapPaKTCPHUCTHUKU

3.2.3. TpynoBas hyHKUuA

TIEKapCTBEHHOT'O CPEJICTBA AJIs YpoBeHb
HaunmenoBan
e METUITMHCKOTO MIPUMEHEHHS, Kon [B/03.7 | (momypoBens) | 7
OHOMEIUITMHCKOTO KJIETOUYHOTO MPOAYKTa KBaJTM(pUKAIIH

ObecneueHne kKayecTBa MPOBEICHUS
TOKJIIMHUYECKOTO UCCIIeI0BaHUS

N TCXHHUYCCKOT'O UCITBITAHUA U
TOKCHUKOJOTHYCCKOI'O UCCIICAOBAHUA




‘(I/ICHBITaHI/IH) MEIUIIMHCKOTO U3IEITH ‘ |:| |:|

[Ipoucxoxaenue
TPYAOBOW (HyHKIIMU

3aMCTBOBAHO

Opurunan X
13 OpUrMHaJIa

Kon Peructparmonubri
opuruHasia HOMED
podeCCHOHATILHOTO
cTaHjapTa

TpynoBeie 1EHCTBUS

Pazpaborka COII, B KOTOPBIX TOIPOOHO U MOCIEAOBATEIHHO OMHUCAH
[OPSITOK OCYIIECTBIICHHSI BCEX JIAOOPATOPHBIX OMEpaIfid

CoOnroieHue mnpaBuil  HaJulekalled JabopaToOpHOM NPAaKTUKU MU
paBWJI Ha/UIeXKalmled MPakTUKH 10 padoTe ¢ OMOMETUIIMHCKUMHU
KJICTOYHBIMU IPOAYKTAMU

Cucremarnueckast mposepka coomoaenus COI

[IpoBeeHNE MHCIEKIMM C LEIbK IOATBEPKICHHUS COOTBETCTBHS
WCCIICIOBAHMS TIPAaBUJIaM HaJUIeXKaled J1abopaTOpHOW NPAKTUKUA H
[paBUIaM HaJuIeXkalledl MpakTUKU mo padoTre ¢ OMOMEIUIIMHCKUMU
KJIETOYHBIMU MPOAYKTAMH, JOCTYIHOCTH IEPCOHATY, Y4aCTBYIOLIEMY
B HCCJIEIOBAHNM, TPOTOKOJIY, IJIaHY, IPOrpaMMe MCCIEN0BaHUs

[IpoBepka 3aKIIIOYUTENBHBIX OTYETOB JJISl MOATBEPAKACHUS TOrO, YTO
METO/IbI, IPOLEYPhl, HAOIIOAEHHUS U Pe3yJbTaThl U3JI0’KEHBI TOUHO U
[IOJIHOCTbIO M B IIOJIHOM Mepe OTpa)kaloT IE€PBUYHBIE JIaHHBIE
NOKJIMHUYECKUX  MCCIEIOBAaHUM JIGKApPCTBEHHOI'O  CpeAcTBa s
MEIUIIMHCKOTO  NPUMEHEHHUsl,  OMOMEIMIMHCKOIO  KJIETOYHOTrO
POAYKTa, TEXHUYECKOTO MWCHBITAHUS U  TOKCHUKOJIOTMYECKOTO
yiccieIoBaHMsl (MUCIIBITaHUs) MEIULIIMHCKOTO U3JIEIINs

OOecnieueHre COOTBETCTBYIOIIMX YCIOBHM uis cOOpa, XpaHEHUs U
BbIBO3a MEIUIMHCKHUX OTXOJOB, OBITOBBIX OTXOJOB, a TaKXe HX
NI€3aKTUBALIMY U TIOCIIENYIOIIEH TPAaHCIIOPTUPOBKU

Opranuzaius TEXHUYECKOTO OOCITYXUBaHUS, KaTUOPOBKH, OUYHMCTKH
00opynoBaHUs

nenTudukanus UcciaenyeMblX BELIECTB, JEKApCTBEHHOI'O CpeACTBa
U1 MEIUIIMHCKOTO TPUMEHEHHs, OMOMEIUIIMHCKOIO KIJIETOYHOI'O
[TPOJTYKTa U MEJUIIMHCKUX U3ICITAN

OOecnieueHne HaIJIeKaAIIUX YCIOBUH JJs pa3MelleHHs, XpaHEHus,
00pabOTKH ©  COAep>KaHUS OWOJOTHYECKUX  TECT-CUCTEM  JJIA
NOKJIIMHUYECKUX ~ HCCIIEOBAaHUM  JIEKAPCTBEHHBIX  CPEACTB  JUIA
MEIUIIMHCKOTO  NPUMEHEHUs,  OMOMETUIIMHCKUX  KJIETOYHBIX
[IPOJYKTOB, TEXHUUYECKOTO MCIBITAHUS M TOKCHKOJOTHYECKOTO
vicciieToOBaHUM (MCIBITAHUN) METMIIMHCKUX U3/1eTUI

Heo0xomumele
YMEHHUS

[TonrorasnuBath COII 115 Bcex 1ab0paTOpHBIX Oneparui

CobmroiaTh TpaBWJIa HaJUIekKalled 1adopaTOpHOW TMPAKTUKU H
MpaBujia HaJIeKAIICH NPaKTUKA MO paboTe ¢ OMOMEIMIIMHCKUMH
KJIETOYHBIMH NPOAYKTAMU

ObecneunBaTh ccTeMaTH4ecKyto nposepky coomtonenus: COIl

[IpoBOANTH HMHCHEKLUIO C LENbK IOATBEPKACHUS COOTBETCTBHS
VICCIIEIOBaHMs TMpaBWJIaM HaJJiexaniel 1a0opaTopHON MPakTUKU U




MpaBUjiaM HaJIeXkKAIIeH MPaKTHKKA M0 padoTe ¢ OMOMEIUIIMHCKUMHU
KJIETOYHBIMH ITPOJYKTaMH, JOCTYIMHOCTH MEPCOHAIY, YYaCTBYIOIIEMY
B MCCIICIOBAaHUH, IIPOTOKOITY, TUIAHY, IPOrPAMME MCCIICTIOBAHMS

[Ipon3BoaUTH MIPOBEPKY 3aKJIFOYUTENILHBIX OTYETOB ISt
[MOATBEP)KIICHUST TOTO, YTO METOJIbI, MPOIEAYpPhl, HAOTIOICHUS H
pe3yabTaThl M3JI0KEHBI TOYHO M TIOJHOCTBIO M B TIOJHOM Mepe
OTpa)KaloT TIEPBUYHBIC JIaHHBIC JOKIMHHUYECKOTO HCCIICIOBAHUS
JIEKApCTBEHHOTO  CpPEACTBAa I  MEIUIMHCKOTO  IPUMEHEHUSs,
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, TEXHUYECKOTO HCIBITAHUS
1 TOKCHKOJIOTMYECKOTO HCCIEAOBAHUS (MCHBITAHUS) MEIUIIMHCKOTO
31T

OOecnieunBaTh COOTBETCTBYIOIIUE YCIOBUS JUIs cOOpa, XpaHEHHS H
BHIBO32 MEIUIIMHCKUX OTXOJOB, OBITOBBIX OTXOJIOB, a TaKXe HX
NIe3aKTHUBAIMY U MTOCIIEAYIOIIEH TPAaHCTIOPTUPOBKU

OpraHu30BbIBATH TEXHHUYECKOE OOCITYKHBAHUE, KATHOPOBKY, OUHUCTKY
00opymOBaHUS

I/II[CHTI/IQ)I/II_II/IPOBEITB HCCIICAYCMBIC BCIICCTBA, JICKapCTBCHHLIC
cpeacrBa  ajd  MCIAUMIHUHCKOIrO  HNPHUMCHCHMA, 6I/IOM€I[I/IIII/IHCKI/I€
KJICTOYHBIC IPOAYKTBI U MCAUITUHCKUC U3CIIN

ObecrieunBaTh HaAJeXKalllUe YCIOBHUS Il pa3MELICHUs, XpaHEHMUs,
00paboTKM W coaep)KaHMs OHMOJIOTHYECKHX TECT-CHCTeM  JUIs
MPOBEICHUSI  JOKIMHUYECKOTO  MCCIIEJOBAHUS  JICKAPCTBEHHOTO
CpencTBa s MEIUIIMHCKOTO IPHMEHEHUS, OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTA, TEXHUYECKOTO UCTIBITAHUS "
TOKCHUKOJIOTHYECKOTO HCCIIEOBAHUS (MCIBITaHUA) MEAMLIUHCKOTO
V3T

HeoOxoauMble 3HaHUS

IlocnenoBaTenIbHOCTh U XapaKTCPHUCTHUKA J'Ia60paTOpHBIX onepaunﬁ B
JTOKJIIMHUYCCKOM HMCCICJOBAaHUN

[lpaBuna  HagIexameld  Ja0OpaTOPHOW  MPAKTUKH,  MpaBUiIa
HaJJIexKalleld MPaKTUKU 1Mo paboTe ¢ OMOMETUITMHCKUMU KIIETOUYHBIMH
[IPOYKTaMU

MG)K,HYHapOI[HBIe )51 pOCCHP’ICKHe CTaHOapThl B o0JlacT KauyecTBa
HCCIICJOBAHMIA JICKApCTBCHHOT'O cpeacrtsa  jid MCAUIUMHCKOI'O
IIPUMCHCHUA, 6I/IOMCI[I/II_[I/IHCKOFO KJICTOYHOTI'O IMPOAYKTA,
TCXHUYCCKOIO HMCHbITAHUA W TOKCHKOJIOIHYCCKOTO HCCICIOBaHNWA
(I/ICHBITaHI/IH) MCIUIMHCKOT'O M3 ACTIHUA

[IpuHIMIBl OQOPMIIEHUST OTYETHOM JOKYMEHTAlMd, B TOM 4MHCJIE B
DJIEKTPOHHOM BHJIE

TpeOoBaHUsT K TOMEIIEHUSIM, TPEIHA3HAYCHHBIM I TPOBEICHUS
NTOKJINHUYECKOTO  HCCIIEOBAHUS JIEKAPCTBEHHOIO CPEACTBA IS
MEIUIIMHCKOTO  NPUMEHEHHUs, OMOMETUIIMHCKOTO  KJIETOYHOTO
MPOAYKTa, TEXHUYECKOTO HCHBITAHUSA U  TOKCUKOJIOTMYECKOTO
vccae0BaHus (MCIIBITAHNS) METUIIMHCKOTO U3IEITHS

Tpe6OBaHI/IH K 060pyI[OBaHI/IIO, npeaAHa3HAYCHHOMY JJIA IMPOBCACHUA
JOKIIMHUYECKOTO  HMCCJICAOBAHUA JICKAPCTBCHHOI'O CpeACTBa I
MCIHUIIMHCKOI'O NPpUMCHCHUA, 6I/IOMCI[I/II_[I/IHCK01"0 KJIIECTOYHOI'O
IMPOAYKTA, TEXHUYCCKOI'O HUCIBITAHUA W TOKCHKOJOTHYECKOI'O

MCCICIOBAaHUS (I/ICHBITaHI/ISI) MCIAUIIMHCKOT'O U3ACIINA




XapakTepUCTUKN  OMOJOTMYECKMX HCHBITATEIBHBIX CHCTEM IS
NPOBEJCHUS  JOKIMHHUYECKOTO  HMCCIICAOBAHHS  JIGKAPCTBEHHOTO
cpeAcTBa ISl  MEAMIIMHCKOTO TPHUMEHEHHS, OWOMEIUIIMHCKOTO
KIJICTOYHOTO IpPOJIyKTa, TEXHUYECKOTO UCTIBITAaHHS "
TOKCHKOJIOTHYECKOTO HCCIICAOBAaHUS (MCIBITAHWSI) MEAUIIUHCKOTO
M3 eNs
Jlpyrue -
XapaKTePUCTHKH
3.3. O606wweHHasn TpyaoBas (pyHKLUA
Pa3paboTka 1 BEITIOJTHEHHE
KITMHHYECKOTO UCCIIETOBAHHMS
JIeKapCTBEHHOT'O Mpernapara Jis
HavMeHOBaH [MEIUIIMHCKOTO IIPUMEHEHUS, Ko C YpoBeHb 7
ue OMOMEIUIIMHCKOTO KJIETOYHOTO KB (UKALIU
[POAYKTA, KITMHHYECKOTO U
KJIMHUKO-Ta00PaTOPHOTO UCTIBITAHHS
(rccieoBaHus) MEAMIIMHCKOTO U3JICIIUS
[IpoucxoxaeHue
N 3aMCTBOBaHO
00001IeHHOM Opurunan X
TpyI0BO yHKIIH 13 OpUIHHAIA
Kon Perucrpanuonnsii
OpUTHHAJIA HOMED
npogecCnOHaTHLHOTO
CTaHJapTa

Bo3moxHbIE
HalMEHOBAaHUS
TOJKHOCTEH, Tpodeccuii

Mnaammnii HayqHbId COTPYIHUK
Hay4nblii cOTpyqHUK

TpeboBanus k
00pa3oBaHUIO U
00y4IEHUIO

Briciiee o0pazoBaHue - CIIEUATUTET MO CTICIIHATIBHOCTH
"Menuuunackasa onoxumus"

TpeboBaHMs K OMBITY
PAKTUYECKON pabOThI

Oco0ble ycoBus
momycka K pabore

[IpoxoxacHue 00s13aTeNbHBIX MpeABaPUTEIbHBIX (pu
[MOCTYIUIEHUH Ha paldoTy) W TMEPUOAUYECKUX MEIUIIMHCKUX
0CMOTpPOB (00ciIe10BaHUi), a TaK)Ke BHEOUEPEIHBIX MEAUIIMHCKUX
OCMOTpOB  (0OCieoBaHM) B  TIOPSAJIKE, YCTAaHOBJICHHOM
3aKoHoAarensCcTBOM  Poccuiickoii  @epepanuu.  OTcyTcTBHE
OrpaHMYEHUN Ha 3aHATHE MNPO(PECCHOHAIBHON NesATENbHOCTHIO,
YCTAHOBJICHHBIX 3aKOHOaTeNbcTBOM Poccuiickoit denepanuu

/Ipyrue xapakTepuCTUKHU

C mempto  Tpo(eCCHOHATBHOTO  POCTa W HPUCBOCHHUS
KBaJTM(UKAIIMOHHBIX KaTerOpHil:
- JIONIOJTHUTENIbHOE MpodeccuoHanbHoe o0pa3zoBaHue (IIPOrpaMMbl

MOBBIIIECHUS KBATU(DUKAIINN);




- 00ydeHue 1Mo mporpammam MOArOTOBKH HAayYHO-TIEJarorHuecKux
KaJ[pOB B aCIIUPAHTYPE;

- CTAXXHUPOBKA,
- TODCHUHI'Y B CUMYJIIIIMOHHBIX LCHTPAX;
- HCIIOJIb30BaHHUC COBpPEMEHHBIX JUCTaHIIMOHHBIX

00pa30oBaTEeNbHBIX TEXHOJOTHH (0Opa3oBaTENbHBIA TMOpTANT H
BeOUHAPHI);

- yuacTHe B Che3/1aX, KOHrpeccax, KOH(pepeHInsX, MacTep-Kiaccax
Cobmoienue KoH(UISHIIMATbHOCTH HHPOPMAIIUH O KIMHUYECKUX
MCCIIEIOBAaHUAX JIEKAPCTBEHHOIO IIpernapara A MEIULUHCKOIo
[PUMEHEHUs, OWOMEIUIUHCKOIO KJIETOYHOTO IMpOAyKTa U
KIIMHUYCCKOI'O u KJII/IHI/IKO-JIaGOPaTOpHOFO HUCIIbITaHUA
(uccnenoBaHus) MEIUIUHCKOTO U3/IeNUs

3HaHUE TpPyAOBOro 3akoHojarenbcTBa Poccuiickoit deneparumy,
3akoHoAarenscTBa Poccuiickoit ®enepanuu B cdepe OXpaHbI
3/10pOBbs, BKJIIOYAs IpaBa rpakJaH B cepe OXpaHbl 30pOBb,
3akoHomarenscTBa Poccuiickoit  ®enepanuun 006 oOpaiieHuu
JIEKapCTBEHHOIO CPEACTBA M 3aKOHOJATENbCTBA Poccuiickoii
Odenepanun 00 oOpameHUd OUOMEAMIIMHCKOTO — KJIETOYHOTO

IIPOAYKTA

JononHutenbHble XapaKTepuctTuku

HanmenoBanue Kon HaumenoBanue 6a30B0ii rpynibl, JOIKHOCTH (IIpodeccun)
JOKYMEHTa WIH CHEeLUaIbHOCTU
OK3 2131 buonoru, 60TaHUKH, 300JI0TH U CIICIUAIICTHI
[POJICTBEHHBIX 3aHITUI
OKIIATP 20327 bruoxumuk
24394 Hayusblil coTpyHHK (B 0011acTH OHOJIOTHH)
24395 Hayunblii cOTpyaHUK (B 00J1aCTH OAKTEPUOJIOTHH U
(hapMaKoJI0Tum)
24397 Hay4Hblil coTpyHUK (B 001aCTH MEUIIMHBI)
OKCO 3.30.05.01 [MenunuHcKas OMOXUMUS

3.3.1. TpynoBas yHKUusA

HaumMenoBan [mpenapata 11 MEIAITMHCKOTO Yposerb
perap Kon (C/01.7 | (momypoBens) | 7
He [IPUMECHCHHS, OMOMETUITHHCKOTO
KBaNTM(pUKaIHH

Pa3paboTka MpoTOKOIIa, MiaHa,
[POrpaMMBbI KIIMHUYECKOTO
MCCIIEIOBAHMS JICKAPCTBEHHOTO

KJICTOYHOI'O IPOAYKTA, KIMHUYCCKOTO U
KJ'II/IHI/IKO-J'Ia60paTOpHOFO HUCIIBITaHUA
(I/ICCJ'ICI[OBaHI/ISI) MCIUIIMHCKOT'O U3 ACIHUA

IIpoucxoxnenue
TPYAOBON (QYHKIIUU

Opurunan X

3aMCTBOBAHO
13 OpUTHHAJIA

Kon Perucrpanuonusii




OpuruHaia HOMEp
poeCCHOHATIHLHOTO
cTaHmapra

TpynoBbie 1eCTBUS

@opmynupoBka  OOOCHOBaHMS  KJIMHHYECKOI'O  HCCIIEIO0BaHMS
JICKAPCTBEHHOI'0  IIpemapara Uil MEIULUHCKOrO IPUMEHEHUS,
OMOMEIUIIMHCKOIO  KJIETOYHOIO0  IMPOAYKTa, KJIMHUYECKOTO MU
KIIMHUKO-J1a00paTOPHOTO MCIBITAaHUS (MCCIIEOBAHNUS) MEIUIITHCKOTO
M3aeIus

Onucanue Heiaed W 3aJad  KIMHUYCCKOTO  HCCIICIOBaHMS
JICKAPCTBEHHOTI'O0  Mpemnapara s MEJAUIMHCKOTO TPUMEHEHUS,
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTA, KIMHUYECKOTO |
KIIMHUKO-JIA00paTOPHOTO UCIBITAHUS (MCCICAOBAHMS) MEIUITMHCKOTO
W30S

CocraBlicHHE )IPI38.I>1H8. KIIMHUYCCKOI'0O MCCIICAOBAaHUsA JICKAPCTBCHHOI'O
[nperapara Jd MCAUIMUHCKOIO IIPHUMCHCHUA, 6I/IOMGILI/IHI/IHCKOFO
KJIICTOYHOI'O IHPOAYKTA, KIMHUYCCKOTO U KJ'II/IHI/IKO-J'Ia60p8.T0pHOFO
K CIIBITAaHU A (I/ICCJICI[OBaHI/ISI) MCIUIIMHCKOT'O U3CJIUA

DopMyIUpPOBKAa KPUTEPHUEB BKIIOUCHUS U UCKIIOUCHHUS MAIUEHTOB U3
KIIMHUYECKOTO  HWCCJICJOBAHHUS JIEKAPCTBEHHOrO Ipemapara JJis
MEIUIIMHCKOTO  NMPUMEHEHHUs, OMOMEIUIIMHCKOTO  KJIETOYHOTO
[POJYKTa, KIMHUYECKOTO M KJIMHUKO-JIA00paTOPHOTO MCIBITAHUS
(MccieToBaHus ) METUITMHCKOTO M3/IEITHS

Pa3paboTka KkpuTepueB OLEHKH dS()PEKTUBHOCTH, KadecTBa W
0€30MaCHOCTH  JICKQPCTBCHHBIX MPENapaTtoB Ui MEIUIIMHCKOTO
[PUMCHCHHS,  OMOMEIMIIMHCKHX  KJICTOYHBIX  TPOAYKTOB U
METUIIMHCKUX U3/l

CocraBiieHne 1a0OpPaTOPHBIX AITOPUTMOB OLIEHKH 3(P(PEKTUBHOCTH,
KayecTBa M O€30MacCHOCTU  JIEKAPCTBEHHBIX IpenapaTtoB  JJs
MEIUIITMHCKOI'O MMPHUMCHCHUA, 6I/IOM€I[I/IHI/IHCKI/IX KJIICTOYHBIX
[IPOAYKTOB U METUIIMHCKUX M3/1EeIUN

OnucaHue CTaTUCTUYECKHMX METOAOB JUIisi O0OpabOTKM pe3ynbTaToB
KIMHUYECKOTO  UccieloBaHus  A()PEKTUBHOCTH, KadecTBA U
0€30MacCHOCTH JIGKAPCTBEHHBIX TMpEmapaToB Js MEIUIIMHCKOTO
[IPUMEHEHUSI, OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa,
KIIMHUYECKOTO u KJIIMHUKO-JIA00paTOPHOTO WCIIBITAaHUS
(vccneoBaHusl) METUIIMHCKOTO U3IENHS

Onucanue nedcTBuil Mo obecneueHUto 3(PPEeKTUBHOCTH, KayecTBa U
0€30IaCHOCTH  JIEKAPCTBEHHOI0 Ipernapara sl  MEJUIIMHCKOrO
[TPUMEHEHNUS, OMOMETUIIMHCKOTO KJIETOYHOTO IIPOJYKTA,
KJIMHUYECKOTO u KIIMHUKO-J1Ia00paTOPHOTO UCIBITaHUS
(ccnenoBaHusl) MEIULIMHCKOTO U3IENIHSI

Omnmcanne ODTUYECKHMX AaCIeKTOB KIMHWYECKOTO  HCCIeIOBaHHUSI
JICKAPCTBEHHOI'0  Ipemnapara Uil MEAULUMHCKOIO IPUMEHEHMS,
OMOMEIUIIMHCKOTO  KJIETOYHOTO  NPOAYKTa, KIMHHUYECKOTO W
KIIMHUKO-JIA00PATOPHOTO HCTBITAaHUS (MCCIEAOBAHUS) METUITTHCKOTO
M3 IS

Onucanue paGOTBI C JaHHBIMU KW BCACHUC 33HHCCI>1, B TOM 4YMCJIC B




DJICKTPOHHOM BH/JIC

Heobxonumele
YMEHUS

OnucelBaTh I1€JIM W 3aJa4d  KJIMHAYECKOrO  HCCIEIOBAaHUS
JICKAPCTBEHHOT'O  Ipemnapara s MEAUIMHCKOTO  IPUMEHEHUS,
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTA, KIMHUYECKOTO |
KJIMHUKO-JIA00paTOPHOTO UCIBITAaHUS (MCCIEA0OBaHUS) MEIUIIMHCKOTO
W30S

CocTaByiATh aM3aliH M CXEMY KIMHHUYECKOTO  HUCCIIEIOBAHHUSA
JICKAPCTBEHHOI'0  IIpernapara Uil MEQULUHCKOrO IPUMEHEHMUS,
OMOMEIUIIMHCKOIO  KJIETOYHOIO  IMPOAYKTa, KJIMHUYECKOTO U
KITMHUKO-JIa00paTOPHOTO MCIIBITAaHUS (MCCIIEOBAHMUS) MEIUIIMTHCKOTO
M3aeIus

DopMyJIUPOBATh KPUTEPUH BKIIFOUEHUS U HEBKIIFOUCHUS MALIMEHTOB B
KIIMHHYECKOE  HCCIICJOBaHUE JIGKAPCTBEHHOrO  Tpenapara s
MCIUITUHCKOI'O MNPUMCHCHUA, 6I/IOMGI[I/II_[I/IHCKOFO KJIECTOYHOI'O
MPOAYKTa, KIMHUYECKOE M KJIMHUKO-JIA0OPATOPHOE HCIIBITAHHE
(uccienoBaHre) MEIUIIMHCKOTO H3JIEIHS

Pa3pabarbiBaTh KpUTEpUH OLEHKH J(P(EKTUBHOCTH, KadecTBa H
0C30MaCHOCTH JICKAPCTBEHHBIX IMPEMapaToB sl  MEIUIIMHCKOTO
[IPUMEHEHUSI, ONOMETUIIMHCKUX KJIETOYHBIX MPOTYKTOB, KIMHUYECKUX
1 KJIMHUKO-JIA00PAaTOPHBIX UCIIBITAHUHN (MCCIIEI0OBAHMM ) METUIIMHCKUX
W3S

OnuchiBaTh CTaTUCTUYECKHE METOIbI JJisi 00pabOTKH pPE3yNIbTaTOB
KIMHUYECKOTO HCCIENOBaHUSl JICKAPCTBEHHBIX IpenapaTroB JJis
METUIIUHCKOTO MPUMEHEHUS, OMOMEIMIIMHCKUX  KJIETOYHBIX
[IPOJYKTOB, KIMHUYECKUX M KIMHUKO-Ta00paTOPHBIX HUCHBITAHUMN
(uccaeoBaHMM ) MEAUITMHCKUX W3ICITHI

OnuchIBaTh JACUCTBUSA MO OOecrieueHHI0 d(PPEKTUBHOCTH, Ka4yeCTBa U
0€30MacCHOCTH  JIEKAPCTBEHHBIX TMPENapaTtoB I  MEIUIIUHCKOTO
[MPUMEHEHUSI, ONOMETUITMTHCKUX KJIETOYHBIX MPOTYKTOB, KIMHUYECKUX
1 KJIMHUKO-JIA00PAaTOPHBIX UCIIBITAHUHN (MCCIIETIOBAHUM ) METUIIMHCKUX
M3 0eITU

OnuceiBaTh 3THYECKHE aCHEKTHl KJIHMHHYECKOrO HCCIIEIOBaHUS
JIEKApCTBEHHOTO  TIpermapara Juisi MEIUIMHCKOTO  MPUMEHEHHUS,
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa, KIWHUYECKOTO |
KJIIMHUKO-JIA00PAaTOPHOTO UCHBITAHUS (MCCIEIOBAHMS) METUITMHCKOTO
W3 ]ICIIHS

OnuceIBaTh pa60Ty C JaHHbBIMH W BCECTH 3allMCH, B TOM 4YHCIIC B
DJICKTPOHHOM BH]JIC

HeoOxoaumble 3HAHUSA

Ctpykrypa ¥ (QYHKIMHM KJIETOK, OpraHOB M CHUCTEM OpraHu3Ma
yesI0BeKa (OCHOBBI KJIETOUHOM U MOJIEKYJISIPHOW OMOJIOrUH, aHATOMMUH,
HOpMaJIbHOW M MAaTOJIOTHYECKO (pU3NO0JIOTHN)

[IpaBmia U crmocoObl TMONYYEeHUS OMOJOTHYECKOTO MaTepuaia s
11a00pPATOPHBIX MCCIICTOBAHUN

[TpuHIMOBl 7a00paTOPHBIX METOJOB KIMHUYECKUX HCCIEeIOBaHUI
JIEKapCTBEHHBIX IpEnapaTroB s MEIUIMHCKOTO TMpPUMEHEHUS,
OMOMETUIIMHCKUX  KJETOYHBIX  MPOAYKTOB,  KJIMHHUYECKUX U
KJIMHUKO-JIa00paTOPHBIX HCHBITAaHUM (HMCClIeI0BaHUN) MEIUIUHCKUX

N31EITNI




O6H135[ KIIMHUYCCKAasA CHMIITOMAaTUKa IOBPCKIACHUA Pa3InIHBbIX
OpraHOB U CUCTCM OpraHu3Ma 4YCJIOBCKA

OTHOJOIMs, TMaTOreHe3, KIWHUKA, [PUHLUIBL  JIEYEHUS U
npoduIakTuKy 3a00€BaHUM YeT0BEKa

Bapuanuss  1a00paTOpHBIX — pe3y/bTaTOB M €€  BIMSHHAE HQ|
1abopaTOpHBIE HCCICAOBAHUS

(DapMaKOKI/IHeTI/IKa nu (bapMaKOI[I/IHaMI/IKa JICKApCTBCHHOI'O IIpCIIapara

CraTucTU4eckne MeETOJbl 00pabOTKH pPe3ydbTaTOB KIMHUYECKOTO
MCCIICIOBAHUSL JICKAPCTBEHHBIX IIpPENapaTtoB Ui MEIUIIMHCKOTO
[PUMECHCHHUS,  OMOMEIMIIMHCKUX  KJICTOYHBIX  TPOAYKTOB  H
KIMHUYECKUX W KJIMHUKO-T1a00paTOPHBIX UCIIBITAHUHN (MCCIeI0BaHU)
MEIUIIMHCKUX W3S

CranmapTel B 00JaCTH KayecTBa JICKAPCTBEHHBIX TPEMapaToB IJIs
MEIUIIMHCKOTO MIPUMEHEHUS, OMOMEMUITMHCKUX KJIETOYHBIX
[TPOJIYKTOB U MEIUIIMHCKHUX U3JENUN

JTUYECKHE HOPMBI U MPaBa YYACTHUKOB KJIMHUYECKOTO UCCIIEIOBAHUS
JIGKapCTBCHHI)IX HpenapaTOB JJIA MECOAUIINHCKOT'O HpI/IMeHeHI/Iﬂ,
OMOMEIUIIMHCKUX  KIETOYHBIX TMPOJYKTOB U  KIMHUYECKUX H
KIIMHUKO-JIA00PAaTOPHBIX HUCIBITAHUN (MCCIICIOBAHUM) MEIUIIMHCKUX
n3enni

[ [puHIMIIBI IPOBEIEHUS STUYECKON IKCIIEPTU3HI

J/lpyrue
XapaKTEPUCTUKH

3.3.2. TpynoBas cpyHKUUA

[IpoBeeHNE KIMHUYECKOTO
MICCIIEIOBaHMS JIEKAPCTBEHHOTO
Hamveropay FPEaPaTa it MEMIHHCKOTO YpoBeHb
e MIPUMEHEHUSI, OMOMEIUIITHCKOTO Kog |C/02.7 | (momypoBens) | 7
KJIETOYHOTO MPOJIYKTa, KIMHUYECKOTO U KBaJIM(pUKaMu
KJIMHUKO-J1a00paTOPHOTO UCTIBITAHUS
(uccienoBaHus) METUITMHCKOTO M3/IEIHS
Hponcxovn(J:[eHHe Opurmsan X 3aMCTBOBAaHO
TPYAOBOH (yHKIIMU 13 OpUTHHAJIA
Kon Perucrpanuonnsiii
OpUruHazia HOMEp
npodeccrnoHalbHOTO
cTaHjapTa

TpynoBeie 1eHCTBUS

BBI60p ManUEHTOB JIsI MPOBCACHUA KIMHHYCCKOI'O HCCICAOBAHUA
JICKApCTBCHHOI'O  Ipeniapara I  MCAUIHUHCKOIO  IHPHUMCHCHUA,
6I/IOMel]I/IHI/IHCKOFO KJIECTOYHOTI'O IMPOAYKTa, KIIMHUYECKOI'O u
KJ'II/IHI/IKO-J'Ia60paTOpHOF O HCIIBITaHUA (I/ICCJIC,[[OBaHI/IH) MCIHUIIMHCKOT'O
M3 CIINA

CO6J'IIOI(CHI/IC IpOTOKOJIa KIIMHUYECCKOI'O HCCICAO0BaHUA
JICKAQpCTBCHHOI'O  Mpfriapara I MCIUIHMHCKOrO MNPHUMCHCHHA,




OMOMEIUIIMHCKOIO  KJIETOYHOrO  IMPOAYKTa, KJIMHUYECKOTO MU
KITMHUKO-J1a00paTOPHOTO MCIIBITAaHUS (MCCIIEJOBAHNUS) MEIUIIMTHCKOTO
M3eIus

BGI[GHI/IG AOKYMCHTAIlUU B YCTAHOBJICHHOM IIOPAAKE, B TOM 4YHCJIC B
DJICKTPOHHOM BHJIC

[logroroBka  MTOrOBOrO  OTYETAa  MPOBEACHUS  KIMHUYECKOTO
MCCIIEIOBaHMs JIEKAPCTBEHHOI'O Iperapara [Uuisi  MEIUIIMHCKOTO
[IPUMEHEHUS], OMOMEIUITMHCKOTO KJIETOYHOT'O MPOJIYKTA,
KJIIMHUYECKOTO u KIIMHUKO-JIa00paTOPHOTO UCIBITaHUS
(uccienoBaHus) METUIIMHCKOTO U3ICIHS

CobmroieHue mpaBuil HaJUIeKalle KITMHUYEeCKON MPaKTUKU U TPaBUII
HaJJIeXKAIeH MPAKTUKH 110 paboTe ¢ OMOMETUITMHCKUMU KIIETOUHBIMH
[IPOYKTaMU, MpaBHII MIPOBECHUS KIIMHUYECKUX u
KIIMHUKO-JIA0OPATOPHBIX HCIBITAHUHN (MCCICIOBAHUN) MEIUIIMHCKUX
W3S

Heo0Oxoamumeie
YMEHUS

Pa3pabaTeiBaTh KPUTEPHUU JUISI OTOOpA MAIMEHTOB I KIIMHUYECKOTO
MCCIIC/IOBAHMs  JICKAPCTBEHHOTO Mperapara JUis  MEIUIIMHCKOTO
[IPUMCHCHUS, OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa,
KITMHHYECKOTO u KIIMHUKO-J1a00PaTOpHOTO UCTIBITAHUS
(uccienoBaHus ) METUIIMHCKOTO M3/IEIHS

[IpoBoauTh 1abOpaTOpHBIE HCCIENIOBAHUS COTJIACHO IPOTOKOILY
KIIMHUYECKOTO  HWCCIEAOBAHUS JIGKAPCTBEHHOTO Ipemapara  JJis
MEIUIIMHCKOTO  NMPUMEHEHHs, OMOMEIUIIMHCKOTO  KJIETOYHOTO
[POJYKTa, KIMHUYECKOTO M KJIMHUKO-JIA00paTOPHOTO MCIBITAHUS
(MccieToBaHus ) METUITMHCKOTO U3/IEITHS

Bectu JOKYMCHTAIIHUIO, B TOM YHMCJIC B 3JICKTPOHHOM BH/IC

[Tpon3BOIUTH CTaTHCTUYCCKYIO 00paboTKy pe3yabTaToB
KIMHUYECKOTO0  HCCIEOBaHUsl JIEKAPCTBEHHOTO TMpemnapara Juis
MEIUIIMHCKOTO  TIPUMEHEHHS,  OMOMEIHIIMHCKOTO  KIIETOYHOTO
MPOJAYKTa, KIUHUYECKOTO U KJIMHHUKO-TA0OPAaTOPHOTO HCHBITAaHUS
(rccienoBaHus ) METUIIMHCKOTO M3/IEIHS

OI_IGHI/IBaTB Bq)(I)CKTI/IBHOCTL, Ka4eCTBO U 0€30IIaCHOCTh KIIMHUYECKOTO
MCCICIOBaHU JICKApCTBECHHOT'O npemnapara, 6I/IOM€I[I/IHI/IHCKOFO
KJICTOYHOI'O IPOAYKTAa U MCIAUTTUHCKHUX H3JIeTui

HeoOxoaumble 3HAHUSA

JlaGopaTtopHble METOAbl OLEHKH JPPEKTUBHOCTH, KadyecTBa M
0e30macHOCTH JIEKapCTBEHHOT O npenapara MEIULIMHCKOTO
Ha3Ha4YCHUI, 6I/IOMCJII/IIII/IHCKOFO KJIETOYHOI'O IIpOaAYKTa n
MEIUIIMHCKUX U3J1ETUH

Kputepun oneHkn 3¢(QeKTUBHOCTH, KayecTBa U 0O€30MaCHOCTH
KJIMHUYECKOTO  MCCIEN0BaHUS JIEKAPCTBEHHOI'O Ipenapara  Juis
MEIUIIMHCKOTO  MPUMEHEHHs,  OMOMEIMIIMHCKOTO  KJIETOYHOTO
MPOAYKTa M KIMHUYECKOTO M KIMHUKO-TA0OpaTOPHOTIO HMCHBITAHUS
(WccienoBaHus) METUITMHCKOTO M3IEITHS

MeToasl  CTaTUCTHYECKOM 06pa60TKI/I JaHHBIX W  PC3YyJIbTAaTOB
KJIMHUYCCKOIO  HMCCICOAOBAHUA  JICKAPCTBCHHOI'O  IIpfrapara ajid
MCIHUIIMHCKOI'O NPpUMCHCHUA, 6I/IOMCI[I/II_[I/IHCKOT0 KJIIECTOYHOI'O
MpOAYKTa, KIWMHHYCCKOI0 U KJ'II/IHI/IKO-.]'Ia60paT0pHOFO HUCIIBITaHUA

(I/ICCJ'ICI[OBaHI/ISI) MCIUIIMHCKOT'O U3 ACTIHUA




DapMaKkOKHMHETHKA u bapmakoMHAMUKa UCCIIETyEMOT0
JIEKApCTBEHHOTO Mpernapara

[IpaBuna  Hamiexamed  KIMHUYECKOM  MPaKTUKH,  [paBUiIa
HaJJIeXkKAIel MPaKTUKH 10 paboTe ¢ OMOMETUITMHCKUMU KJIETOYHBIMU
[IPOYKTaMHU, paBuIIa MIPOBECHUS KIIMHUYECKHUX u
KIIMHUKO-JIA0OPATOPHBIX HCTBITAHUHN (MCCICIOBAHUN) MEIUIIUHCKUX
N3Ienni

JIpyrue
XapaKTECPHUCTUKN

3.3.3. TpynoBas ¢pyHKUuMA

IIpoucxoxnenue
TPYAOBOH (HyHKIIMU

ObecnieueHre KauecTBa IPOBEICHHS
KIHHUYECKOTO MCCIEI0BAHUS
JIEKapCTBEHHOIO Iperapara JIIst
Hanmenosau Memfunﬂcxoro II EMGHIZ:HI/ISI YpoBeHb
p ’ Kox |C/03.7 | (momypoBens) | 7
ne OMOMEIUIIMHCKOTO KJIETOYHOI'O
KBaTH(UKALTIH
[TPOYKTA, KIMHUICCKOTO U
KIIMHUKO-JIA00paTOPHOTO MCIIBITAHUS
(uccienoBaHus ) METUIIMHCKOTO U3/ICIHS
3aMMCTBOBAHO
Opurunan X
13 OpUTHHAJIA
Kon Perucrpanuonssiit
OpHUTHHAJIA HOMEp
podeCCHOHAILHOTO
CTaHaapTa

TpynoBeie 1EHCTBUS

Pazpabotka COIl nnst mpoBeAeHHS KIMHUYECKOTO HCCIICIOBAHUS
TEKapCTBEHHOTO  Mpermapara,  OMOMEAMIIMHCKOTO  KJIETOYHOTO
MMPOAYKTA, KIMHHUYCCKOIO H KJ'II/IHI/IKO-J'Ia60paTOpHOFO HUCIIBITaAHUA
(MccnenoBaHusl) MEIUIIMHCKOTO W3JeNusi, cOopa, pPETUCTpallud H
MMPCACTABJICHUA TaHHBIX

CobmroieHue mpaBul HaJIeKalle KITMHUYECKON MPAaKTUKH U TIPaBUII
HaJJIeKalleld MPaKTUKUA 0 paboTe ¢ OMOMEAUITMHCKUME KJIETOYHBIMU
[POTYKTaMH

Cucremarundeckas mpoepka cobmonenust COI

CO6J'IIOI[CHI/IC BHYTPCHHCTO KOHTPOJII MPOBCACHUA HHCICKIHUU C
LCJIBI0 TMOATBCPKIACHUA COOTBETCTBUA HUCCIICAOBAHUA IIpaBUJIaM|
HaJJIeKaIlel  KIMHUYECKOMN IPaKTUKH, IIpaBUJIaM HaJIeKaIen
IIPAKTUKH I10 pa60Te C 6HOM€}1HHI/IHCKI/IMI/I KJICTOYHBIMHU IMPOAYKTaAMHU,
JOCTYIIHOCTH nepcoHaly, Y4aCTBYIOLIEMY B HUCCICIO0BAaHUU,
IMPOTOKOJIY KIIMHUYCCKOI'0 MCCICAOBAHUSA JICKAPCTBCHHOI'O IMpEriapara,
JI1 MCIUOHUHCKOIO TIPUMCHCHUA, 6I/IOM6I[I/II_[I/IHCKOP0 KJICTOYHOTI'O
MpOAYKTa, KIWMHHYECKOIO H KHI/IHI/IKO-J’Ia60paTOpHOFO HUCIIBITaHUA
(I/ICCJ'ICI[OBaHI/IH) MCIUIIMHCKOT'O U3 ACTIUA

[IpoBepKa 3aKITIOUYUTEIBHBIX OTYETOB

Heo0xonumele

[Tonrorasnusats COII 115 Bcex 1abopaToOpHBIX oneparuii




YMEHHUS

Oprann3oBbiBaTh  oOecrlieueHHe  KadecTBa HA  BCEX  JTamax
1abopaTOPHBIX HCCIICTOBAHUN

[Ipon3BOIUTE BHYTPHJIA0OpATOPHBIE CIMYEHUS M MEXI1a00paTOpHBIE
CpaBHEHHUs PE3yJIbTAaTOB JJAOOPATOPHBIX UCCIIET0BAHUI

[Ipon3BOIUT, BHYTPEHHHH KOHTPOJIb KauyecTBa KIWHUYECKOTO
MCCIIEOBAaHUSl  JICKAPCTBEHHOI'O IMpenapara s  MEIUIMHCKOTO
[IPUMEHCHUSI, OHMOMETUIIMHCKOIO KJIETOYHOI'O MPOJIYKTA,
KJIMHAYECKOTO " KITMHUKO-JIA00PATOPHOTO HCIIBITAaHUS
(uccienoBaHus) METUITMHCKOTO U3ICITUS

HeoOxoaumeble 3HaHUSA

[TocnenoBaTenbHOCTh M XapaKTEPUCTHKA JTa0OPATOPHBIX ONeparuii B
JTOKJIMHUYECKOM HCCIIeI0BaHUU

[IpaBuna  HamIexkallel  KIMHUYECKOW  MPAKTUKH,  I[paBUIIa
HaJIexallel MPakTUKU 1Mo paboTe ¢ OMOMETUIIMHCKUMU KIIETOUYHBIMU
[POAYKTaMHU

[IpyHIMIBI BHYTPUIA0OPATOPHBIX CIMYEHUNH U MEXIa0OpaTOPHBIX
CpaBHEHUH pPe3yJabTaTOB JA0OPATOPHBIX UCCIIEIOBAaHUI

Me:x1yHapO/JHbIE W POCCHWMCKHE CTaHAapThl B 00JacTH KadecTBa
KJIIMHUYECKOIO0  MCCIEN0BaHUs JIEKAPCTBEHHOIO IIpenapara  Juis
MEIULUHCKOTO  MPUMEHEHMs,  OMOMEIMIMHCKMX  KJIETOYHBIX
[IPOJYKTOB, KIMHUYECKMX U KJIMHUKO-1a00paTOPHBIX HUCHBITAHUI
(uccnenoBaHuil) MEIMIMHCKUX U3ACIUH

HpI/IHI_II/IHBI O(I)OpMJ'IeHI/ISI AOKYMCHTAIMHU, B TOM YUCJIC B 3JICKTPOHHOM
BUIC

JIpyrue

XAPaAKTCPHUCTHUKU

3.4. O606wWweHHana TpyaoBasa PyHKLUSA

Haumenosan [[IpoBenenue ncciaeaoBanuii B 006J1acTu Kox D YpoBeHb 7
ue MEIUIIMHBI M OMOJIOTUU KBaNU(DUKAIH
IIpoucxoxnenue
N 3aMCTBOBAaHO
0000111eHHOM Opurunan X
. 13 OpUTHMHAJIa
TPYAOBOH (HYHKIIUU
Kon Perucrpanuonnsii
OpUruHazia HOMEp
po¢eCCuOHAIBHOTO
cTaHjapTa

Bo3moxHbBIE
HAaUMEHOBAHMS

TOJKHOCTEH, mpodeccuii

Mnaamuii HayqHbId COTPYIHUK
Hayunslii cOTpyqHUK

TpeGoBanus k
00pa3oBaHUIO U
00yJIEHUIO

Briciiee oOpazoBaHue - CIIEIUATUTET IO CTICIIHATIBHOCTH
"MenunuuHckasa onoxumus"

TpeboBaHMs K OMBITY
PAKTUYECKON pabOoThI




OcoObie ycIIoBHs
norycka Kk padore

[IpoxoxaeHue 00s13aTENbHBIX IPEIBaPUTEIBHBIX (mpu
[OCTYIUICHUH Ha padoTy) M TMEePHOAMYECKUX MEIUIIMHCKUX
0CMOTpPOB (00ciIe10BaHUi), a TaK)Ke BHEOUEPEIHBIX MEAUIIMHCKUX
ocMOTpoB  (oOciiejoBaHWi) B MOpPAAKE,  YCTAaHOBJICHHOM
3aKoHOJ1aTeNbecTBOM Poccuiickoit denepanu

OTcyTcTBHE OrpaHMYEHHH Ha 3aHATHE MNPO(EeCcCHOHATBHOM
NesITeIbHOCTBIO, YCTAHOBJIEHHBIX 3aKOHO/1aTeNIbCTBOM Poccuiickoit
Denepannn

[pyrue xapaktepuctuku [(C  1eabl0  OpoecCHOHAIBbHOTO  pocTa U MPUCBOCHUS

KBTU(DUKAITMOHHBIX KATETOPHIA:

- JIONIOJTHUTENIbHOE MpodeccuoHanbHOe 00pa3oBaHue (IIPOrpaMMBbl
MOBBIIICHUS KBATU(PUKAIUH);

- 00ydeHue Mo mporpammam MOArOTOBKH HAayYHO-TIEJarOrHuecKux
KaJpOB B aCIIUPaHTYpE; - CTAXKUPOBKA;

- TPEHUHTY B CUMYJISIIITUOHHBIX [IEHTPaX;

MCII0JIb30BAaHUE COBPEMEHHBIX JAUCTAHIIMOHHBIX 00pa30BaTEIbHBIX
TEXHOJIOTHH (00pa30BaTEIIbHBIN MOPTA U BEOUHAPHI);

- ydacTue B Che3/1aX, KOHrpeccax, KOHPepeHIusAX, MacTep-Kiaccax
Cobmtoienne KoH(GUISHIINATFHOCTH HHPOPMAIIMH O KITMHUYECKUX
MCCIIEOBAaHUSAX JIEKAPCTBEHHOI'O Tpernapara s MEIUIIMHCKOTO
MPUMEHEHUs, OWOMEIUIMHCKOTO KJIETOYHOTO IMPOAyKTa U
KJIMHUYECKOTO u KJIIMHUKO-JIA00PaTOPHOTO WCIIBITAaHUS
(vccnenoBaHus) MEIUIUHCKOTO U3/IENUS

3HaHUE TPYAOBOro 3aKoHomarenbcTBa Poccuiickoit denepanuu,
3akoHoAarenscTBa Poccuiickoit ®enepanuu B cdepe OXpaHbI
3I0pPOBBS, BKJIIOYAsl MpaBa TpaxkaaH B cdepe oxpaHbl 370pOBbS,
3akoHoAarenscTBa Poccuiickoit ®enepanuun 006 oOpaiieHuu
JICKAPCTBEHHOTO CPEACTBA M 3aKOHOAATENbCTBA Poccuiickoit
@Denepanit 00  oOpailleHU OUOMETUIIMHCKOTO  KJIETOYHOTO
MPOJIyKTa

JononHutenbHble XapaKTepucTtuku

HanmenoBanue Kon HaumenoBanue 6a30B0ii rpynibl, JOIKHOCTH (IIpodeccun)
JOKYMEHTa WIN CHEeNHaIbHOCTH
OK3 2131 buoJsioru, 60TaHUKH, 300JI0TH U CIIEUATIACTEI
OJICTBEHHBIX 3aHATHH
OKIIJITP 20327 bruoxumuk
24394 HayuHblii coTpyiHUK (B 007aCTH OMOJIOTHN)
24395 Hayunblil coTpyHUK (B 00:1acTH OaKTEPHUOJIOTHH U
(dhapmakoI0THn)
24397 Hayunblii coTpyiHUK (B 007aCTH MEIUITIHBI)
OKCO 3.30.05.01 |MeagunuHcKass OMOXUMHUS

3.4.1. TpynoBas hyHKUUA

Haumenosan [BeimonHenue GpyHaaMeHTaIbHBIX
ue HayYHBIX UCCIIEIOBaHU U pa3pabOTOK B

YpoBeHb

Kox |D/01.7 (MoJypOBEHD)




lo6mactu

MEIULIMHEI U OMOJIOTUH ‘ |:| KBaTM(UKAITII |:|

[Ipoucxoxaenue
TPYAOBOW (HyHKIIMU

3aMCTBOBAHO
Opurunan X
13 OpUTHHAJIa
Kon Peructparmonubri
opuruHasia HOMED
podeCCHOHATILHOTO
cTaHjapTa

TpynoBeie 1EHCTBUS

O6ocHoBaHue (PyHAAMEHTATBHBIX HAYYHBIX  HCCICIOBAHUU W
pa3paboTOK B 00JACTH MEAUITUHBI U OMOJIOTHH

Omnpenenenve 1enu © 33734 (QYHOAMEHTAIBHBIX  HAay4YHBIX
MCCIIeJOBaHHUH U pa3paboTOK B 00IaCTH METUIMHBI M OHOJIOTHH

[lnanupoBanne (yHAAMEHTAIBHBIX HAy4YHBIX HCCICJOBAaHHHA B
00JIaCTH METUIIMHBI 1 OMOJIOTHH, OO0 nn3aiiHa (yHIaMEHTaTbHBIX
HaYYHBIX UCCIICIOBAHUI B COOTBETCTBHUH C LIEISIMU M 33a4aMu

[IpoBenenue  (yHIaMEHTAIBHBIX  HAYYHBIX  HUCCIICOBAaHUH U
pa3paboToK B 00JIACTH MEAMIMHBI U OMOJIOTHH, aHAIIU3 MOTYyYEHHBIX
pe3yabTaToOB

MuTepnperanys — MOJNYYEHHBIX — PE3yJIbTaTOB  (yHIAMEHTAIbHBIX
HAyYHBIX WCCIICOBAHWNA W pPa3pabOTOK B 00JACTH MEAWIMHBI H
OMOJIOTMU C [EJIbI0 BBICHCHHS MOJICKYJISIPHBIX ~MEXaHU3MOB
OMOXMMHYECKHX TIPOIIECCOB

HeoOxonuMmeie
YMCHHSI

dopmynupoBaTh 33124 GyHIAMEHTAILHBIX HAYYHBIX HCCIICAOBAHHIMA
1 pa3pabOTOK B 0OJIACTH MEIUIIMHBI B OMOJIOTHH, ONPEACIATh OOBEKT
(GyHIAMEHTAJILHOTO ~HAYYHOTO HCCJICIOBAaHMUS M HCIIOJIb30BaTh
COBPEMEHHBIE (hU3UKO-XUMUIECKHE, OMOXUMHUYECKHE 31
MEINKO-OMOIOTUYECKUE METO/IbI HCCIIEAOBAHUS

[IpyMeHsITh  OCHOBBI ~ JAOOPATOPHOM  TEXHUKH  XHMHUYECKOTO
DKCIIEPUMEHTA, METOJbl AHAJIUTUYECKOW XUMHH, OPTraHUYECKOrO
CUHTE€3a M  (U3MKO-XMMHYECKOIO aHajlu3a NpU  BBINOJIHEHUU
(byHIaMEHTaJIbHBIX HayYHBIX UCCIIEIOBAaHUM U pa3pabOTOK B 00JacTH
MEIUIMHBI M OMOJIOTUN

[IpuMeHsITh ~ METOAbl ~ MaTeMaTHYeCKOrO  aHajin3a,  METOJIbI
CTATUCTUYECKON 00pabOTKM pe3yJabTaTOB HAOIIOJEHUN, METObI
[IAHUPOBAHUS DKCIIEPUMEHTA

HTepnpeTupoBaTh  pe3yiabTaTbl ~ HAy4yHBIX  (DyHIaMEHTalIbHBIX
MCClIeIOBaHUM U pa3paboToK B 00JacTH MEIUIMHBI U OMOJIOTHUH C
[[€7bI0 BBIICHEHHMS] MOJIEKYJSPHBIX MEXAaHU3MOB OHMOXHMHUYECKUX
[IPOLIECCOB

HeoOxoanMele 3HAHUS]

Teopernueckre 1 METOAMYECKHE OCHOBBI (PYHIAMEHTAIbHBIX HAYK

MeTO)IOJ'IOFI/I‘IeCKI/Ie OPUHOHUIIBI U3YUYCHUSA KXHUBBIX CHCTEM, BKIIIOYAA
MPUHIUIIBI TCOPpUHU W HNPAKTHUKU W TPAKTUKH TIJIAHUPOBAHHA
Me}IHKO-6HOHOFquCKOFO OKCIIECPUMCHTA, €ro TEXHUYCCKOTO U
MaTeMaTUYECKOTO 00CCIICUeHHMS

KauecTBeHHbIE U KOJMYECTBEHHBIE DPA3NIUYUS MEXKAY 3/10pOBbEM H
00JIe3HbIO, O3THOJIOTHS, TIaTOreHe3 W KIWHUKAa Hauboyiee Yacrto
BCTpeyaroluxcsi 3a00JieBaHUM, NPUHLUIBI UX MOPOPUIAKTHKH,




JeUYeHus, a Takke oOlue 3aKOHOMEPHOCTH HapylleHUH (QyHKIUH
CUCTEM

OcHOBBI 00paOOTKH JTUArHOCTHMYECKOM W MEIUKO-OMOJIOTHYECKOM
MH(OPMAIIUY C TIOMOIIBIO COBPEMEHHBIX KOMITBIOTEPHBIX TEXHOJIOTHH

[IpuHuMnBl ~ felcTBHSA, 00JacTh  NPUMEHEHUS  COBPEMEHHOM
anmnaparypel s MPOBEACHUS OMOXMMHYECKUX MCCIECIOBAHUN U
METOAMYECKUX MOJIX0JI0B, AJIs IPOBEACHUS HAYYHOI'O SKCIEPUMEHTA U
KJIMHUYECKOM THAarHOCTUKHU

Jlpyrue
XAPAKTCPUCTHUKU

3.4.2. TpynoBas hyHKUUsA

BrInoJIHEHNE TPUKIIATHBIX U TOMCKOBBIX YpoBeHb
HaumenoBan N
e Hay4YHBIX UCClieZloBaHuii U pa3padotok B | Kox [D/02.7 | (momypoBeHs) | 7
00J1acTH MEAWIIMHBI M OUOJIOTUN KBTI (DUKAITAH
[Ipoucxoxnenue 3aMCTBOBAaHO
P o Opurunan X
TPYIOBOM QYHKIIUH 13 OpUTHHAJIA
Kon Perucrpanuonssiit
OopUrMHaia HOMED
pohecCuOHaTBLHOTO
cTaHjapTa

TpynoBeie 1€HCTBUS

BrironHeHne TpUKIaAHBIX M MOMCKOBBIX HAYYHBIX HCCICAOBAHUN U
pa3paboToK B 00JIaCTH MEIULIMHBI U OMOJIOTUH, HAIPaBJICHHBIX Ha
VIY4IIEHUE JUarHOCTHKUA 3a00JICBAaHUN  YEJOBEKa, CKPUHUHT,
MOHHUTOPHHT 3a00JIEBaHUI UeIoBeKa

[IpoBeaeHNE MPUKIIAIHBIX U MOMCKOBBIX MCCIEIOBAHUN M pa3pabOTOK
B 00IacTd MEAMIMHBI U OHOJOTHH, CBS3aHHBIX C OIEHKOM
b PeKTUBHOCTH, KadyecTBa M OE€30MACHOCTH JICYCHHUS U MPOTHO30M
CX0JI0B 3200JI€BaHM

JlanpHelilee COBEPIIEHCTBOBAHUE METOAOB JUArHOCTUKU U JICUCHHS,
HaIpaBJIEHHbBIX Ha COXPAaHEHUE KU3HH U 3JJ0POBBS YEIIOBEKA

Br100p muarHocTUYecKy 3HAYMMBIX JTaOOPATOPHBIX IMOKa3aTenei

DopMynHpOBKa KPUTEPUEB BKIIOUYEHUS MALMEHTOB B MPHUKIATHOE U
MMOMCKOBOE HAYYHOE MCCJIEIOBAHNE B 00JIACTH MEIUIIMHBI U OMOJIOTUH

CocraBnenrne MHOOPMUPOBAHHOTO COTJIACHs TAIlMEHTa HAa y4acTHE B
MPUKIAJHOM M TOMCKOBOM HAay4yHOM HCCIEIOBaHUU B 00JIacTH
MCIULIUHBI U onooruu

Heo0xomumele
YMEHHUS

BBINMONMHATE NMPHUKIAHbIE M TOWCKOBBIE HAy4YHBIE HCCIEAOBAHHUS M
pa3pabOTKM B 00JIACTM MEIUIIMHBI W OWOJIOTHH, HaIlpaBlEeHHBIE Ha
yAydIlleHHe JUAarHOCTUKM  3a00JIeBaHMI  YelloBeKa, CKPUHUHT,
MOHHUTOPHHT 3a00JI€BaHUI YeIoBeKa

HpOBOI[I/ITL MPUKIIAAHBIC U ITOUCKOBBIC UCCIICAOBAHUA U pa3pa60TKH B
o0yacTh MCIHUIINHBI u 6I/IOJ'IOFI/II/I, CBsA3aHHBIC C OIICHKOM
B(I)(I)CKTI/IBHOCTI/I JICYCHUS U ITPOTrHO30M UCXOOO0B 3a00J1eBaHUs

IloaroraBiuBaThb TIPEITOKECHUS o JlaJIbHENIIEMY|




COBEPIIEHCTBOBAHHIO METOJIOB JTMAarHOCTHKH u JICUCHHS,
HaIpaBJIEHHBIX HA COXPAHEHUE KU3HU U 3J0POBbS YEIIOBEKA
BriOupaTh IMarHOCTUYECKU 3HAYUMBIC JTa00paTOpPHBIC MMOKA3aTeIn
DopMynHpOBaTh KPUTEPUM BKIIOUCHHUS MALMEHTOB B MPHUKIATHOE U
[MOMCKOBOE HAYYHOE MCCIICIOBAHNUE B 00JIACTH MEIUIIMHBI 1 OMOJIOTHH
CoctaBiaTe UHGOPMUPOBAHHOE COTJIACHE TMAIMEHTA IS y4acTHs B
[MPUKJIQTHOM M IIOMCKOBOM HAy4YHOM HCCJIEAOBAaHUU B 00JIaCTH
MEIULMHEL 1 OMOJIOTHN

HeoOxoaumbie 3HaHUA T €OpeTHUECKUE W METOJUYECKHE OCHOBBI (DYHIAMEHTAIBHBIX U
MEINKO-OMOIOTUYECKUX ~ HAyK, KIMHUYECKHX W  HPUKIATHBIX
TTFCITUTLIINH

OTUOJIOTHS U IIaTOreHE3 3a00JICBaHNM YCIOBEKa

[ [prHIMIIBI JOKA3aTEIbHON MEIUITUHBI

MeToabl CTaTHCTUUECKOTO aHaIM3a

JIpyrue -
XAPAKTCPHUCTHKH

IV. CBegeHus 06 opraHusaumsx - paspaborumkax
npocdpeccMoHanbLHOro ctaHgapTa

4.1. OTBeTCTBEHHasA opraHusauua-paspadboTymk

Acconuanys ClieuaiicToB U OpraHu3anuii jadbopaTopHoil ciayxo0b! "®enepanus
maGopaTopHoil MeauuuHbl", ropoa MockBa
[Ipe3uneHt KoueroB Anatonuii [ 1eboBud

4.2. HanmeHoOBaHUA opraHM3auun-paspadboTYMkKoB

1..®I'BOY BO "MockoBckuii rocyqapcTBeHHbIN yHuBepcureT umeHu M.B. JlomoHocoBa",
ropoa Mocksa

2./Coro3 MeaunmHCcKoro coobmiectra "Hanmonansnas Menuuunckas [Tanara", ropon
MockBa

3.®@I'bOY BO "Cubupckuii rocyjapcTBEHHbII MEUIIMHCKUN YHUBEpCUTET"
MuHucrepcTBa 31paBooxpanenus Poceniickoit @enepanun, ropox Tomck

4.,®I'bOY BO "Poccuiicknii HallMOHAIbHBINA UCCIIEN0BATENBCKUA MEIUIIMHCKUI
yausepcureT umenn H.U. ITuporosa" MunucrepcTBa 3npaBooxpanenus Poccuiickoit
Denepannu, ropox Mocksa

<1> OO0mmepoccuiickuii KaccupuKaTop 3aHATHH.
<2> O0mepocCcUicKul KIacCH(PUKATOP BUIOB SKOHOMHUECKOH JAEITeTLHOCTH.

<3> Ilpukaz Munsgpasa Poccun ot 20 pexabps 2012 r. N 1183u "OO yrBepxaeHuu
HomeHknaTypbl IOMKHOCTEW MEAMIMHCKUX pabOTHUKOB U (hapMaleBTHUECKUX pPaOOTHUKOB"
(3apeructpupoBan Muntoctom Poccum 18 mapra 2013 r., perucrpauuonnsiii N 27723), c
W3MEHEHUSIMH, BHECEHHBIMHM IpuKa3oM Mun3npaBa Poccum ot 1 asrycra 2014 r. N 420H



(3apeructpuposan Muntoctom Poccun 14 asrycra 2014 r., peructpaunonssiii N 33591).

<4> Cratbs 69 OdenepanpHoro 3akoHa ot 21 HosOpst 2011 1. N 323-D3 "O6 ocHOBax OXpaHbI
310poBbst TpaxaaHn B Poccuiickoit ®enepanun" (Cobpanue 3akoHOIATENbCTBA Poccuiickoii
Oenepannm, 2011, N 48, ct. 6724; 2013, N 27, ct. 3477; N 48, c1. 6165, 2016, N 1, cT. 9).

<5> Ilpukxaz MunzapaBa Poccun ot 8 okrsaops 2015 r. N 7071 "OO yTBepk)aeHUU
KBanudukanoHHeIx TpeOOBaHUM K MEIUIIMHCKUM U (hapMalleBTUYeCKUM PaOOTHUKAM C BBICIIMM
o0pa3oBaHMEM I[10 HAIIPABJICHUIO MOJAIOTOBKU '"3/1paBOOXpaHEHHWE M MEAMLIMHCKHE HayKHu"
(3apeructpupoBan MuntoctoM Poccun 23 oktsa6ps 2015 1., peructpanmonubiii N 39438), c
U3MEHEHUSIMU, BHECEHHbIMM INpukazoM Mun3znpaBa Poccun ot 15 wurons 2017 r. N 328n
(3apeructpupoBan Muntoctom Poccuu 03 utons 2017 r., perucrparmonssiii N 47273).

<6> Ilpuxa3z Munznapasa Poccun ot 06.06.2016 N 3521 "OO0 yTBep»A€HUU MOPAIKA BBLIAYH
CBUJETENLCTBA 00 aKKpeIuTaluu creuuanucra, (Gopmbl CBUAETEILCTBA 00 aKKpeIuTaIlH
CHeNHAINCTa U TEXHUYECKHX TpeOOBaHWHU K Hemy'" (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMU
Poccutickoii ®eneparuu 04 urons 2016 r., peructpanronubiii N 42742).

<7> Cratbs 213 TpynoBoro konekca Poccuiickoit ®enepanuu (Cobpanne 3aKOHOAATEICTBA
Poccuiickoit @enepanuu, 2002, N 1, ct. 3; 2004, N 35, cT. 3607; 2006, N 27, cT. 2878; 2008, N 39,
cT. 3616; 2011, N 49, ct. 7031; 2013, N 48, cT. 6165; N 52, c1. 6986; 2015, N 29, cT. 4356).

<8> [Ipukaz Munzapascornpaszsutust Poccuu ot 12 anpenst 2011 r. N 3021 "O6 yrBepx)aeHun
nepevyHell BPeAHBIX W (MJIM) OMACHBIX MPOW3BOACTBEHHBIX (DAKTOPOB M padOT, MPHU BBHITOTHEHUU
KOTOPBIX MPOBOJATCS 00s3aTeIbHbIC NPEIBAPUTEIbHbBIE U NEPUOJIUUYECKUE METUIIMHCKUE OCMOTPHI
(o0cnmenoBanus), u Ilopsimka TpoBeneHUS OO0S3aTEIBHBIX MPEIBAPUTEIBLHBIX W IMEPUOTUICCKIX
MEIUIIMHCKUX OCMOTPOB (00CIIeIoBaHNIi) paOOTHHUKOB, 3aHATHIX HA TSDKEIBIX padoTax U Ha paboTax
C BpeOHBIMU M (WJIM) ONACHBIMU ycIOBUSAMH Tpyna" (3apeructpupoBan Munioctom Poccun 21
okTsi0pst 2011 r., peructpanuonHsii N 22111), ¢ u3MeHeHMAMH, BHECEHHBIMH IpUKa3aMU
Mumnznpasa Poccun ot 15 mas 2013 r. N 296H (3apeructpupoBan Muntoctom Poccun 3 nronsa 2013
r., peructpauuonuslii N 28970) u ot 5 nexabps 2014 r. N 801n (3aperucrpupoBan MuHOCTOM
Poccuu 3 depans 2015 r., peructpannonnsiii N 35848).

<9> Crartea 351.1 TpymoBoro xkoxmekca Poccuiickoit ®enepannu (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2002, N 1, ct. 3; 2006, N 27, ct. 2878; 2008, N 9, cT.
812; 2015, N 1, ct. 42; N 29, cT. 4363).

<10> ®denepanbHblii 3akoH OT 21 HOsOps 2011 r. N 323-®3 "O06 ocHOBax OXpaHbl 3JOPOBbS

rpaxnaan B Poccuiickoit ®enepanun" (Cobpanue 3akoHonatenbetBa Poccuiickoit denepanuu, 2011,
N 8, cr. 6724; 2013, N 27, ct. 3477; 2017, N 18, ct. 2663, N 27, cT. 3951).

<11> Eaunblii KBanu()UKAITMOHHBIA CIIPABOYHUK JODKHOCTEH PYKOBOJMTENEH, CIICIIMAINCTOB
U CIIy’KaIlUX.

<12> Ob6mepoccuiickuii kiaaccupukarop npodeccuit paboUMX, JOIKHOCTEH CIyKalIUX M
TapuU(PHBIX pa3psAIoB.

<13> Obuepoccuiickuii Ki1accupukaTop crenraibHOCTeN M0 00pa30BaHMIO.

<14> Tlpuka3 Munznpascoupassutus Poccun ot 3 utonst 2008 r. N 3051 "O0 yrBepx)aeHun



npoeCCUOHATBHBIX KBATU(HUKAMOHHBIX TPYII JOJDKHOCTEW paOOTHUKOB CQepbl HAyYHBIX
WccaeoBaHu W pa3paboTok" (3apeructpupoBaH Mmunioctom Poccum 18 wmrons 2008 r.,
peructpaunoHHeld N 12001), ¢ u3MeHEHUsIMH, BHECEHHBIMH NpPUKa30oM MMHH3ApaBCOLPA3BUTHS
Poccuu ot 19 nexabps 2008 r. N 740u (3apeructpupoBan Muntoctom Poccuu 21 saBaps 2009 1.,
peructpaunoHHblii N 13147).



