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721 Hayunsle HccnezoBaHAg H paspaboTKH B 00JIACTH ¢CTECTBEHHEBIX U TEXHHIECKHX HAYK
npo4ue
7211 Hayunrie necneiopanusd u paspaboTki B 001acTH GHOTEXHOIOTHH

(xox OKBOII?)

(HaBHMEHOBAHNE BHAA 3KOHOMHYECKOH AeaTeNLHOCTH)




H EWHELMIOH OJOMIORHHXAL H BINATOdI OJOHROLOI
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e 5o gonmadione
L L0/ 4 ALHOMIPLL  MNIONOD  HOMOHHIIHIOW  SHHEERMN()
uudoredoger errenosdon 0IOMIHUNUT YW HHHSXEdomaed
L LSOV 4  EOOJOMETOXeH  HMLOOHIUALEDY  KHmesHHead()
HHHREOTIIOM XIdHdoTedogel XUXo9hHHULY
L LPO/V golelquisad KiTRrUlred veHdoledogenudiing
EHHSHIOLNNE XH KKT OIOHH3heHeeHIdI ‘kuHedaorAdogo
OJONOHHIIMIZOW M HUHegorsrsoH  xiaHdoredoger
L LSOV XHADShMHUIN GOTOLOW XI960H dHHAdToHE H QHHO0E2()
XRIELE WONOOhHLUIRHEIO0H H WOMOShHINIBHEE
‘WONOORHIAIPHRSdI YH HWHedorsiroon xiandoredoger HHHYHOTSIO0H
L LTV XHAOORMHMIM  B9l0dheM  krodiHod  smmesuHHead( x1aHdoLedOgRl XHMOORUHHMIN
HWHHEEOT AU SHHIRILOIQ0 0NIShHINLILCHE
L L'TOY xigudoredoger XHMOBHHHL SHHAHIrOMag] L # BUNREHHRIAO ‘OHHOHLOMYY | V
HATCIHPHIE D S——
(anegodAron) YOX SHHEdOHINHEH anogod SHHRHOHIWUEH Yox
qHagodA
HHIMIHAD omgorAd MHIDIHA( J980TAdL SIHHATIQO0()

(MLOHAIILEIY HOHIrEHOHYY¢odu
ernd erdey KeHIrEHOMNMNHAD) 1deraers praudrenonsdadodu @ xHmMEroXd ‘HHIIBRAP X19g0TAdL 3EHEIRUQ T]




U MHUTHIOW HIOPIQo € Mologedeed M MMHedOTSIraoH

L L7o/d XIHhARH XI980MOAOU H XMHE®INIAdI  SHHSHIOUINE
HHIOIrOHQ HHIOKOHQ
M I9HAMHIOW ULoergo € jorogedeed M HHHREOTSLOOH H [THEMAIYW H1JELQgO
L L1o/d XITHhARH KITHIUBLHOWRTHA(D SHHOHIOIMY 4 HHHBEOWSLO0H JUHTId0d[ |
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II1. XapaxTepueruka 0606 mennbIx TPYA0BbIX dynxumii

3.1. O6o6mennan Tpynosas Gpynkuus

' Brmonmienne, R — - [ S,
i
Hawmenoparme 2o MATHIECKOE obecneuenne Koz i A YposeHs 7
. KITHHHHECKHX 1abOpaTOPHBIX | ! KBaTHQHEaUnK
. ACC/ISIOBAHMI | [
IMponcxoknenne 1 |
0600 ERROH TPy 10BOH OpHruHan X 3auMcTROBANHO
D — E_ M3 OPHrHHana
Koa PerucTpaitOHHBIF HoMep |
OpPHriHANA MPO(ecCHOHANEHOrO CTAHA2PTA |
BosmoxHbie Bpay xnunrYeckoit 1aGopaTopEOH THATHOCTHKH |
HAHMEHOBAHHSA

HOIDKHOCTEH, MpodeccHii

PR

| TpeGopanns x Briciee 00pa3oBaHHe — CICHHATHTET TO CTMCHHAMLHOCTH «MeTHpuHcKas
00PazOBaHUIO H CHOXHMHS», TMONYYCHHOC MO OCHOBHOH 00pa3oBATENBHOH IpPOrpaMMe B
0bygennio COOTBETCTBMH ¢ (JefepanbHBIM  TOCYNAPCTBEHHBIM  OGPA30BATEILHBIM

CTaHJAPTOM BHICIIEro o6pazopanus moche | supaps 2016 roga™’

TpeboBaHug K ONBITY -
PaKTHYECKOH paboThI
OcoOble ycnosug CeuzerenecTBo 00 AKKpEAUTAMH CHELUMAAMCTA 1O CHCLHAIBHOCTH
JoTycKa K paboTe «Meannunckas Guoxumuay °

IIpoxoxacHae o©00A3aTCNBHBIX MpeABAPHTENBHEIX (IPH MOCTYIUICHHH Ha
padoTy) U NEPHOAHYECKMX MEIOHLHHCKHX OCMOTpeB (oGcaexoBauuii), a
TAKKe BHEOYEPEIHBIX MENHMIMHCKHX OCMOTPOB (OOCICIOBAHMI) B TIOPAMIKE,
YCTAaHOBICHHOM 3aKOHOAATENbCTEOM Poccuiickoit @enepauun’™

OTcyTcTBHe orpaHuUYeHnil HA 3aHATHE NpOdeCCHOHANEHOH ASATeNLHOCTHIO,
YCTAHOBICHHBIX 3aKOHOAaTENbcTBOM Poccniickoit ®eneparmn’ f’
Jpyrue xapakrepuctuki | C nenmslo npodecCHOHANTBHOTO pocTa U MPHCBOSHHS KBaNH(HKAIIHOHHBIX
KaTeropii:

. - nononHATENEHOS  npodeccmonHaneHOe  ofpasoBanmne  (NPOTpaMMBbI
HOBBILICHUA KBATHDUKAIINH);

- CTaXHpOBKa,

| - HCTIONB30BAHUE  COBPEMEHHBIX — QHCTAHIHMOHHBIX  0OpazoBaTenbHBIX
| TEXHONOTHi (00pPa30OBATENBHEIH IOPTAT H BeOHHAPEL);

- TPEHHHIH B CUMYJISIHHOHHBIX LIEHTPAaxX;

- y9acTHe B ¢bhe3Jax, KOHrpeccax, KoHQepeHIHAX, MacTep-KIaccax

Cobmogerne BpageOHOH TaifHbl, KAZTBHI Bpada’’, MpHHIHUIOB BpaueOHOH
THKH M JSOHTONOTHH B pafoTe ¢ TalMeHTaMH (HX 3aKOHHBIMHE
MpeJCTABHTENSAMH) H KOJIEraMu

Cobmonienne 3aKOHOAATENLCTBA B cepe OXpaHbl 3A0POBBA W HHBIX
HOPMATHBHEIX IIPaBOBLIX AKTOB, OTIpENeAROILIHX TeSTeNBEHOCTE
MEAUIUHCKHX OpraHu3aiuii M MCAHLMHCKHX pabOTHHKOB, NpOTrpaMMbl
rocyIapCTBEHHBIX rapanTHH OKa3aHuA rpaxaaHaM Oecmnaruoi
MEMHOHHCKOH MOMOITH




HonoNMHKUTENEHEIE XaPAKTePHCTHKH

HanMeHOBasIe T0KyMeRTa Kon HauMeHoBaHue 6az0B0i IPYNHH, JOMKHOCTH
(mpodeccun) uad CNSNUATLHOCTH
0K3 221 Bpaun
EKC" - Bpau xnmuHEveckoil 1abopaTopHol AMArHOCTHKU
OKIIATP" 20448 Bpau
OKCO" 3.30.05.01 | MeaunuHcKas OUOXUMMS

3.1.1. Tpynosan pyuxuus

| Bomonzenre KMHAGeCKAX I Vposetin
" | i
Hamseroanme | naGOPATOPHBIX HCCIIEAOBAHAMN | Koz | A/0L7 | (momyposens) | 7
SRR A ! | kBamdukaomm | |
i |
Mpoucxo BAHO H3 i
p KICHHE Opurmman X | 3aHMCTBO, l
TPYOOBOH (PyHKUHH * OPHrHHANA i
Koz opurinana PETrHCTpaLIMOHHBIA HOMEp
NMpodecCHORATLHOTD

CTaHzapTa

Tpynoreie neficTeust | [lpoBeneHHEe KIHHUYECKHX JIA0OPATOPHLIX MCCHENOBAHHMI TI0 NPOPUTIO

HpOBeI[eHHC KOHTPOJA Ka9eCTRa KIHHAYCCKUX naﬁopaTopHHx HCCIeOBAaHHHA

PaspaboTka M nNpHMeHeHHe CTAHOAPTHHEX  OMEPANMOHHBIX  MPOLEAYP
MO KIHHHICCKHM J1aB0paTopHbiM HCCICAOBAHHAM

OueAka pe3yabTATOR KOHTPOJA KauecTBa KIWHHYECKHX 1a00paTOpHBIX
HCCTIe TORAHMIT

Benmenne MEAMUHHACKOH AOKYMCHTAUHH, B TOM YHCJIC B JJICKTPOHHOM BHIE

¢
i

TloaroroBka OTHYETOR O CBOEH JEATENLHOCTH, B TOM HHCIE MO BEIMOJHEHHIO
KIRHHYECKHX NaboPaTopHbIX HCCNEIOBAHHI

Heobxonnmere BbIoJIHATE KNHHHYECKAE Tab0PATOPHEIE HCCTeJOBAHHS

YMeHHs OcyIecTBIITh KOHTPOE KaYeCTBa KITHHATECKHX Nab0paTopHBIX HCCIeIOBAHAN

PaspabaTeiBaTe H NPUMEHATH CTAHOAPTHBIE OMNEPALMOHHBIE TPOLEAYPSI
0 KAUHHYECKUM Ta00paTOPHBIM HCCIeTOBAHUAM

OueHUBATh pe3yNbTATEl KOHTPOAA KadecTBa KJIHMHHYECKHX nabopaTopHBIX
HCCIE AOBAHKE

Bectn MEMHLUHHCKYIO JOKYMCHTAIHIO, B TOM YHCJIC B 3MCKTPOHHOM BHAES

CocTapaaTe OTYCTHI o TIPOBCICHHBIX KIHHHYCCKHX H&ﬁOpﬁTOprIX

HCCIIEJOBAHHAX
HeobOxoaumeie IMpuHunel KNHEUYECKAX NaGOPATOPHBIX HCCACHOBAHHHA, NPHMEHACMBIX B
3HAHAA n20opaTopHH

AHATHTHYECKHE XAaPaKTEPUCTHKH KIMHHYECKUX TA0OPATOPHEIX HCCISAORAHTIH
H Hx 06ecnequHe ............... et o et st s i s e

Metonel KOHTPONS KavyecTBa KIHHHYECKHUX JabOpaTOpPHBIX HCCIEIOBAHUH H
OLEHKH MX Pe3yNETATOR

IlpaBuaa odopmAcHHA MEIHLIMHCKOH JOKYMCHTaUWd, B TOM 4YHCHE B
3JICKTPOHHOM BHJIC
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XapaKTepHCTHKH

3.1.2. Tpyaoras GyHKIHS

| OpraHmsanms KOHTPONIA KauecTBa

H NOCTAHANTHTHYCCKOM J3Tallax

|
KIIMHUYECKHX NaBOPATOPHBIX j Yposens |
HanmeropaHie | HCCISNOBAHHIT HA . Kom : A/02.7 (momypoBeHs) | 7
NPCAHATHTHICCKOM, AHATHTHICCKOM KBATH(HKAIH ‘
: |

[IponcxoxneHIe 3aMMCTBOBAHO H3
wpynosott pyweane | P K | opurweana | |
Kog PeracrpaunoHHbIH HOMED
OpPHIHHAIA ﬂpOd)GCCHOH&J‘[BHOl"O <Tangapra
Tpynoesie geiicTeus | PaspaboTka CTaHAAPTHBIX ONEPANHOHHBIX mnpouenyp (Aanee - COII) mo

ofecleueHHI0 KauecTbBa KIHHHUSCKUX naﬁopa'ropﬂm HCCNIeOOBAHNH Ha BCeX
JTanax

Opranuzands H OPOBeJSHHE KOHTPOJIA KaZecTBA KIMHHYECKHX Ja00paTOPHBIX
€CTBA KJIMHUYECCKHX J1abopaTopHBIX
WCCIIeAOBAHNE HA AHANMHTHUCCKOM 3Tame, BKIIOYAS BHYTPHIAOOpaTOpHEIR W
BHELIHMI KOHTPOJIbL KauecTha

Opraﬂusaunx H NpPOoBCACHUC KOHTPOAA Ka4deCTBa KIHHHYCCKHX HaﬁopaTopr]x

HurepnpeTanus pe3ydbTaTOB BHYTPWIAOOPATOPHOrO M BHCHIHETO KOHTPOJA
KaueCTBa KJIMHHYECKHX JIa0OPATOPHBIX HccaeaoBaHMi

Beaenue JOKYMEHTAIIMH, B TOM YHCIE B MIEKTPOHHOM BHIE, CBA3aHHOH ¢

Pazpabateiears COIl no xoHTPOMWO KadecTBa KIMHHYECKHX JabopaTOPHBIX

0pl"aHH3OBB[BaTb H NPpOH3BOOAHTE KOHTPOJIb Ka4yecTBa KIHHHYCCKHX

Opraﬁnaonbman H NpOH3BOIHUTE KOHTPOIE Ka49eCTBA KIHHHYCCKHX
naﬁopaToprIx HACCIICICBAaHHIH Ha AHAAHTHICCKOM ATaIIe, BKJIKO4aA

OpI‘aHHSOBBIBaTL H MpOH3IBOAUTE KOHTPONL Ka4qyCCcTRa KIHHHYCCKHX

HHTepnpeTHpoBaTe pe3yNbTaThl BHYTPHNAGOPATOPHOTO ¥ BHENIHEr0 KOHTPONA

Bectn AOKYMCHTAIIHK, B TOM YHCIC B 3NCKIPOHHOM BHJAC, CBA3AHHYIO C

Heobxonumsie

YMEHUH HCCIIENOBAHHHE HA BCeX Tanax
nab0paTOpHBIX HCCNEA0BAHHHA Ha MPeaHATHTHISCKOM JTane
BHYTpHNIA0OpaTOpHBIH H BHENIHHKIT KOHTPORE KA9€CTRA
NabopaToOpHBIX MCCICOBAHHH Ha ITOCTAHATWTHYCCKOM 3TaIe
KauecTBa KMMHHIECKIX JTA00paTOPHBIX HCCefoBaHuU

Heobxoaumere

3HaHUA

l'[pannna NPOBECHNHA W KPHTCPHH Ka4YCCTBA MpCcaHATHTHYCCKOrO 3Tana, BKAIOYAA
NPaBHIBEHOCTE B3ATHA H ONICHKY Ka9¢CTRa OHONOTHYECKOTO MaTcpHaia

IpaBuna npoBeaeHHs BHYTPHJIA0OPATOPHOro H BHEIIHErO KOHTPONS Ka1eCTBA HA
AHATUTHYECKOM JTATIE, METO/H OLCHKH Pe3yILTaTOB

npa.BH."la NPOBCOCHHA BHYI‘pHJI&ﬁOp&TOpHOFO H BHOIIHETO KOHTPOJIA KAYCCTEA Ha

CranaapTe! B 0bfacTa KadecTBa KIHHHYCCKHX JIAGOPATOPHBIX HCCICAOBAHHA Ha

BCCX JTanax JadopaTopHBIX HCCICAOBAHHIM
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IMpunnuner pazpaborku COIl B 00sacTH KOHTpONA KayecTBa Ha BCEX 3Tanax
nabopaToOpHEIX HCCICTOBAHUA

IpeaHaNMUTHYCCKHE, AHANHTHYECKHE H  MOCTAHATHTHYCCKHE  TEXHONOTHH
KJIMHHICCKHX TA00paTOPHBIX HECISAOBaAHMIT

Hpyrue -

3.1.3. Tpynosas pynxmas

. OcBOEHHe H BHEAPEHHE HOBBIX
METOHOB KITHHMISCKHX : | v
N POBEHb

HaumenoBaHuC 1aBopaTOpHBIX chneﬂo HH 1 . Kox i A/03.7 | (nomyposeHs) 7

MEAHHEHCKOro 000pyI0BARAA, _5 KBATADHKALHY

NpeaHAIHAYEHHOTO AT HX ]

BBITIOJIHEHHSA i
[IponcxoxneHue | 3aEMcTBOBAHO H3 §
B T Dt s SN E |

Koz, Pernctpauposnsii HomMep
. OpHMrHHANA NpodeCCHOHANBHOTO CTAHIAPTA

Tp}’,[lOBBle Jeticteus | OCBOEHHE HOBBIX METONOB KITHHHYECKHX J'I_EIGOPEITOPHI:IX HCCIIeNOBAHHH

Breapenne HOBOro MEMMLMHCKOTO o0OpyJoBaHHA, NpeJHA3HAYEHHOTO MJId
BBIITOJIHEHHA KIUHUYECKHX JTaGOPATOPHBIX HCCAEA0BAHMIM

Paspaborka COIl no HOBBIM METOAAM Ha BceX 5Tanax KIHHHYECKHX
J1abopaTOpHLEIX  HCCACHOBAHHMM K OKCIUIyaTalHH HOBOTO  obopydoBaHud,

OpraHuzans # NpoBefeHHE KOHTPONA KayeCTBa HOBBIX METOJOB KIIHHHUECKHX
JabopaTopHBIX Hcc/eJoBaHuH

JKCIEepHMEHTANbHAS TPOBEPKA M YCTAHOBNEHHE XapaKTEPHCTUK KITHHHUUECKHX
Ta0OpaTOpHBIX ~ METONOB  HCCNeJoBaHMH  (OUEGHKA  TIPELH3HOHHOCTH,
OPaBHIBHOCTH, JIHHEHHOCTH, ONpefeNcHHEe  IOKANBHBIX»  pedepeHTHRIX
HHTEPBAJIOB) o -
IlpoBepka W KOpPPEKTHPOBKA NEPBHYHON OLCHKH pPe3yNbTaTOBR KIMHHUCCKUX
nabopaTopHbIX HccaedoBaHHi Ha aHaNH3aTOpe

Heobxoaumere OcBaMBATE HOBBIE MeTOABI KIIMHUYECKHX JIa00PATOPHEIX HCCIIEIORAHMI

YMEHUA OpraiH3oBBIBATE BHEAPCHHE HOBOTO 00OpPYAOBaHHA, NPCAHA3HAYCHHOTO IUIA
BHUIOJIHEHHA KJIHHHYECKUX Ta00paTOPHBIX MCCIEI0BAHUM

PazpaGaremears COIl mo HOBEIM MeTOIAM Ha BCeX »TamaX KIHHHYECKHX
nabopaToOPHBIX  HCCNENOBaHHH M KCONTyaTallMd HOBOTO  000pYJAOBaHHA,
NPEAHA3HAYCHHOTO [Ulsl BbINOJIHEHKA IIHHAYECKAX JJa0opaTOpHEIX HCCEI0BaHHi
OpraHu3OBEIBaTE W [POU3BOAUTE KOHTPONL KAuecTBa HOBEIX METOMIOB
KJIHHHYECKHX 1a00paTOPHEIX HCeneioBaHuii

[IpogepATE W yCTAHARIHBATE XAPAKTEPUCTHKH KIHHHYECKHX Na0OPATOPHBIX
METOAOB HCCHACIOBAHHH (OLEHKA Npel3HOHHOCTH, NPAaBUNBHOCTH, THHEHHOCTH,
OIIPENISNICHAC JIOKAIBHHIX? pe)ePEHTHHIX HHTEPRANIOB)

ITpoBepsATh W KOPPEKTUPOBATH NEPBHUHYIO OLUEHKY Pe3YNBTATOR KIMHHUECKUX

Heobxomumele OcHOBHBIC NPUHLIHNE H METOJHKH OCBAHBAEMBIX KIHHHYECKHX IabopaTopHBIX
3HAHUA HCCIIENOBaHKH
AHAIMTHYECKHE XAPAaKTePHCTHKH NabOpaTOPHEIX MeTONOB (MpelH3HOHHOCTE,
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Metoam pacueta pedicpeHTHBIX HMHTEPBAIOB KIHHHYECKHAX JIAOOPAaTOPHBIX

[OKa3aTencH
AHaTHTHYECKHE XAPaKTePUCTHKH BHEAPIEMOIO MEAMITMHCKOrO o0OpyIOBaHHI,
NPCAHAasHAYCHHOTO JUTA BRIIOJIHCHHA KIIHHHICCKAX JJA0OPATOPHEIX HCCAeA0BaHUuH

Apyrve
XAPAKTEPHCTHKH

3.1.4. TpynoBasa dyHKIHA

BryrpunabopaTopHas BaTHAANKS | Vposes
Haumenoeanue | pe3yJbTaTOB KIIHHUYECKHX Kon | A/04.7 ;. (momyporeHs) 7
NabopaTOPHEIX HCC/ICOBAHHE ; | KBAIHGHKALWH

Mponexexneane 3aHMCTBOBARO H3
TPYIOBOH PyHKLHH Opuruman - X OPHTHMHANA
Koz PernctpaunoHnbiii HoMep
OpHTHHATA npodieccHOHANEHOTO CTAHAAPTa
Tpynoseie CooTHeceHHe  pe3yNbTaToOB  KIMHHYECKHX JAOOPATOPHBIX  HCCNEIOBAHHH C
AeHCTBHS pedepeHTHBIMHU HHTEpBaIAMH
Onerxa BIAAHHA HEIATONOTHYECKOH M MATONOTHUECKON BapHALHH Ha PE3YIBLTATH
KTHHHUYECKUX JTAGOPaTOPHBIX HCCHIENOBAHHH
Hcenone3oBaHHe HHpOpMALMOHHBIX CHCTEM H HHGOPMALHOHHO-
TCICKOMMYHHKAIMOHHOH cetn  «MHTepHeT» ¢ LesBi0 NOHcKa HHGOPMaLuH,
lllll HeoBXOIUMOi A TpodeCcCROHATBHOM NeSTeTbHOCTH
Ouenka BAMAHAA PA3NHIHBIX BHOOB BApHALMH Ha pPE3YNETATH! KIHHWICCKHX
nabopaTOPHEIX UCCICAOBAHHM
HeoGxonumeie OuenuBaTh CTENE¢Hb OTKNOHEHHS pe3yNbTaTa KIHHHUYECKOTO JaGOpATOpHOro
yMeHus UCCNENOBAHAA OT PEQEPEHTHOTO MATEPBATA
Onenupars BIHAHHE HEMNATONOrMYECKOH M  [ATOMOrHYECKOW BapHAIMM HA
pPe3yNRTATE KIMHHYECKHX J1abopaTOpHEIX HecnenOBaHHH
Henonesosathb HHGOPMAITHOHHETE CHCTEMBI )%} HHOPMATHOHHO-
TENIEKOMMYHHKAIHOHHYIO ceTh « MHTepHeTY
OneHHBatTh BNHAHHE Pa3AHYHBLIX BRIOB BapHAMU HA Pe3YJBTATEL KIHHAYCCKHX
NaGopPaTOPHBIX HCCIISAOBAHHMI
Heobxonumeie lpaBuna paboter B WHPOPMAUMOHHEIX CHCTEMAaX HW  HAHGPOPMALHOHHO-
SHAHHS TeNeKOMMYHHKANHORHOH ¢ceTr «HHTepreT) S
Buziel Bapnanus pe3ynbTaToB KIHHHYCCKHX JIA0OPATOPHBIX UCCIEAOBAH
KoHLenuus peepeHTHRIX HHTEPBAIOR
[Ipurmemer  ofecreveHHA TNPOCHEKHBACMOCTH  pPe3yNbTaTOB  HIMCPEHHH K
IApMOHH3ALAY KIMHAYECKHX 1ab0paTOPHBIX HCCICAOBAHHI
Apyrue -
XapaKTepHCTHKH |
3.1.5. Tpynoras $pyHkuns
‘ Opranuzalus JesTeIEHOCTH | _E
H { HAXOAANICFOCA B PACTIODIKCHHH | | Yposeus
AFMCHOBAHHE | | Koa  A/05.7 | (noayposems) 7
| MCOMLKHCKOIO NepcoHaa i I[ KBanubnKawH |
| maGoparopin oL |




INpoucxoxnerue Tpyaceoh
g ziNin
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3aHMCTEOBAHO H3

Opuriman X
p OpHIUHANA

Koz PerucrpaupoHH:IH HoMep
opHrHHANA npo¢eCcCHOHANLHOIC CTAHIAPTA

Tpyaoswie acicTBAsL

KOHTpOIb BEIIOJHEHHA JOJKHOCTHBIX OOfM32HHOCTGH HAXOMAWIErocH B |

KoRTpoas BBIIOJHEHHA HAXOZALICTOCH B PACHOPDKCHHH METHLIMHCKOIO
nepconana  naGopatopun TpeOoBaHMEl oOXpaHel TpPyAa MU CAHHTapHO-
HpPOTHEOSTHAEMHIECKOTO PeKiMa

HeobxoauMBIC YMCHUA

HPOH3BOJIHT]: BHyTpeHHHﬁ KOHTPOJIB KAaYeCTBA AEATEIBHOCTH HAXOOALCTOCA
B PACTIOPSKEHHH METUITHHCKOTO NMEPCOHATIA na6opaT0pHH

O0y4yarh HaxoAslmuicd B pPaclOpPMKCHHH MEAHIMHCKHA  NEpCoHan

HeobxoarMole sHanuA

HomkaocTabe 0043aHHOCTH HaXOAALIETocA B PACHOPOKEHHH MESAHIHHCKOTO
nepcoHana 1aboparopHH ~

TpeGomanus oxpaHBl TpyZa, OCHOBH JIHYHOH  OesomacHOCTH  H
KoH{unKTOTOTHA

[MpuaNEEH pabOTHI K l]paBl*IJ}E"?légl'HlyaTaHHH naboparopaoro 06opyoBaHEs

OcHOBEI YIPABJICHHA KAUYECTBOM KIHHHYCCKHX naﬁopampm,lx HecTeJoBaHHH

OcHoBr npodUIAKTHKH 3a0ojeBaHHl H  CaHHTapHO-NPOCBETHTCILHOH
palboTHI

3.1.6. Tpyaosana dyHKIMA

HauMenopadme

OKasaHHe MCOHLHHCKOI TOMOIH |
IalliEHTaM B SKCTpEeHHOH (opme i Koz | A/06.7 (mozyposewr) 7

YpoBeHs

KBUTHPHKALHH

[poncxoxaeHme
TpyAoBoil pyHKUIH

Oparnrban

X 3aHMCTEOBAHO H3
OpUTHEANIA

Kona opurnnama PeructpaudoHHEIN HOMED
npotpeccHORANTEHOMO
CTaHAapTA

Tpynoeseic acHcTBHS

i

!

JTIOMOIIb B IKCTPEHHOH Qopme

Ouenka COCTOAHHA MAOHCHTa, KOTOPOMY TpCGYGTCﬁ[ 0Ka3aTh MCOHLHHCKYIO

PacniosHapanHe COCTOAHME, NPeICTABAAIOIINX YIPO3Y XH3HH NAUEHTOB,
BKJIIOYAA COCTOAHME KIMHHYecKol cMepTH (OCTaHOBKA JKM3HCHHO BAXKHLIX
$yHxnmii opraHu3Ma uenoBeka (KpoBooOpameHUsS M (HNM) JbIXaHHS)),

OxazaHue MEIMUIMHCKOH NOMOLIM B 3KCTpeHHOH ¢opme nanmeHTaM IIpH
COCTOSIHUAX, MNPEeACTABIMIONUX YIPO3y JXH3HH NAIUEHTOBR, B TOM YHCHe
KAMHHYECKOH CMEPTH (OCTAHOBKA KH3HCHHO BAKHBIX (pyHKHMEA OpraHuiMa
qeTioReKa (KpoBooOpalleHus H (HJIH) JbIXaHHA)

IIpuMeHeHHe JEeKApPCTBEHHBIX IIPenaparoB M MeJUIHHCKHX H3NelMi npH
OKA3AHHH MCIUIHHCKOM NOMOIIH B dKCTpeHHOM dopMe

. HeoGxoauMble yMeHns

BoisBnars cocTosiHusA, TpeOywOmme oKazaHHd MEOHLHHCKOR TOMOIIM B
9KCIpeHHOH ¢opMe, B TOM WYHCIe XIHHHYECKHE TIPUIHAKU BHE3AMHOTO
NpeKpaIeHAd KpoBooOpameHHA ©  JsXadmda, tpelylolmue oKasaHHg
MEIMIMHCKOH IOMOUIH B SKCTPEeHHOM (opme
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I

COCTOSHHHSX, MPENCTaBIAIOMNX YIPO3Y KH3HM [ANHUCHTOB, B TOM YHCIE
KIMHIHIECKOH CMEPTH (OCTAHOBKA JKM3HEHHO BAaXHBIX (GYHKUMH OpraHuzMa
| 4eJI0BEKa (KPOBOOGPAILECHHS W (HITH) JBIXAHUA)

IIpumeHaTh nekapcTBERHBIC npenaparbl H MEAHUMHCKUE W3AETHSA npH
OKa3aHNH MCAMLHHCKOW MOMOIH B SKCTpeHHOMN hopme

|
:;_ HeoGxommmbie 3nanus | Meromuka chopa Wagob H aHaMHe3a Y TALMEHTOB (MX 3aKOHHBIX
NpeACTABUTEISH )
Meroanka (HIHKaIBEHOrO WCCNENOBAHKA MALHEHTOR (ocMoTp, manmbmanusa,
NIePKYCCHA, ayCKYIbTALIHS)
Iomundeckne Npy3HaKy BHE3AHOTO NpeKpalCHUS KPOBOOOpAEHHS U (mm)
JEIXaHHUS §
IIpaBHna npoeeacuus 6a30B0# cepaeyro-neroyHoli pcaﬂnmauml
Tlpyrue - '
XAPaKTEPUCTHKH

3.2. O6obmennas Tpysosas GynKuns

Pazpaborka u sbimonncHAE
OOKJIHHHYECKOT0 HCCIIEIOBAHUS
JIEKapCTBEHHOTO CPeACTBA JUTS

HauMeHoBaHIE MEOHITHHCKOI O IPpHMCHCHHAA, Kon B YpoeeHs 7
. OHOMEHIMHCKOTO KJIETOYHOTO IIPOAYKTA, | KBATHQHKAAY
. TEXHUTECKOTO HCTIBITAHHA H i'
TOKCHKOUIOTHYCCKOTO HCCIEA0OBAHM
(ACTIEITAHHS) MEAWIIMECKOTO M3l | | _
Mponcxoxacnne . JAHMCTBOBAHO
obobmenHoi TpynoBOH Opwuruuan X
beHKuHH H3 OpHIrHHana
Kon PervcrpaunoHHstii HoMep
OPHTHHAJIA pogeCCHOHANBHOrO CTAHAAPTA
BosMoxkHEBIE Muaamui HayqHbIA cOTPYIHUK™
HAMMESHOBAHHUA Hayuueiii cotpyauuk
XoKHOCTel, mpodecenst |

TpeboBanug K
obpazopaHMIo 0
0OYUCHHIO

Bricmee o0pa30oBaHHe — CHELHATIMTET M0 CIEHHANBHOCTH «MeaulHHCKaS
OHOXHMHSAY

TpeboBaHHs K ONBITY
NpaKTHIECKOH pabo
Ocobrle ycaoBus
Jorrycka k pabore

Hpoxomeﬁne o0s3aTeNbHBIX MPEBAPUTENLHAIX (npn MOCTYIIEHHH ‘Ha |
pabory) #l riepHOAHHECKHX METHITHHCKHX OcMOTPOB (0bcnenopanuii), a Takxke
BHEOUEPEAHBIX MEONLIMHCKHX OCMOTPOB (oOclmemoBanHi) B MOpAZAKe,
! YCTAHOBJIEHHOM 33KOHOAATENILCTBOM Poccuiickoil Qengpanuu '
OTcyTeTBHE OTpaHHYCHHIT Ha 3aHATHE NpodecCHOHANBHON ACATENBHOCTBIO;
YCTAHOBJIEHHHBIX 3aKcoHoJaTeabcTBOM Poccutickoi Pepepannn

JIpyrie XapaKTepHCTHKH

C nensio npo(eccHOHANLHOrO POCTa H IIPHCBOCHUS KBATM(PHKAMOHHEBIX
i kaTeropuii:
. - IOTMOJIHHTENbHOE

npodeccHonanpoe  obpasoBande  (IPOrpaMMel
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NOBHILIECHHA KBATHPHKALIHH);

- 0by4eHHe Mo mporpaMMaM NMOATOTOBKH HAYYHO-TIEIATOTHYECKHX KaJpoB B
| acIIMpaHType;

- CTRKHUPOBKE;

“HCIIONB30BAHMC ~ COBPCMEHHBIX  JUCTAHHMOHHBIX  00pa3oBATENBLHBIX
TCXHOJIOTHH (00pa3zoBaTeNBHLI MOPTAT B BeOHHapEI);

- TPEHHUHTH B CHMYNSIHOHHAIX UCHTPAX;

- YU4CTHE B Che311aX, KOHTPeccax, KOHQEepeHLMsAX, MacTeP-K1accax

CobmoneHie KOHOHASHUMAILHOCTH HHQOPMALME O JIOKIHHAYCCKOM
HCCICAOBAHNHA JICKapCTBEHHOTO CPECTBA U MEAMLUHACKOTO MPUMEHEHH,
GUOMEIMUMHCKOTO KIETOTHOTO IPOXYKTA W TEXHUYECKOTO MCILITAHHA H
TOKCHKONIOTHYECKOTO HCCIEAOBAHNSA (MCTIBITAHNA) MCAHLHHCKOTO H3AEHA

3HauHe TPYAQOBOIO 2aK0HOOATENILCTRA Pocentickoit Oeaepanun,
- 3aKoHoJaTenbcTBA Poccmiickoit ®enepamn B cdepe oxpamml 3m0poBbA,
' BKIIOYas Npasa TpaxkAaH B cdepe oxpaHsl 3I0pOBbA, 3aKOHOAATCIBCTRA
Poccuiickoii ®eneparin 06 06palleHHM NEKAPCTBEHHOTO CpEACTBa K
| 3aKOHOJATENECTBA Poccuiickoi Deaepannn 00 obpameHnnn
- GHOMEZMUHHCKOTO KIETOTHOTO IPOAYKTA

JonoanuTENbHEE XapaKTEPHCTHKY

Haumenoranue Kon Haumenosanne 6a30B0i rpynnsl, JOMKHOCTH (mpodeccun) min
AOKYMEHTA A CHeLHATBHOCTH
0OK3 2131 Buonory, 6oTAHMKH, 300JI0TH W CIIENHAIACTE] POICTBEHHBIX
SQHATHH
OKIIATP 20327 Broxumuk ] _
| 24394 Hayguslii COTpyNHMK (B 007aCTH GHONOTHH) i
24395 . Hayunsi cotpynauk (B 061acti GaKTepHOIOTHH H
(apMaKoJIOTHH)
24397 Hayunpiii cOTpYAHHK (B 00/1aCTH MEIHIHHE])
OKCO 3.30.05.01 | MennuuacKaa OHOXMMHA

3.2.1. Tpynopas ¢pynKkuusg

Pa3paborka npoTokona, miana,
NpOrpaMMsel JOKIHHHIECKOTO
HCCIIEOOBAHHA JIEKAPCTEECHHOT O
CpeacTsa Aa MEIHITHHCKOT)
NpUMeHeHNs, GHOMe HITMHCKOro Ypopeitb
HaumeHoBaHHe Koa B/O1.7 {moayposeHs) 7
KIETOYHOTC TIPOIYKTA, S ——
TEXHHYECKOT0 HCIEBITAHHA H
{ TOKCHKOJIOTHIECKOTO
. HCCeA0oBaHHA (MCIILITAHHA)
MEAHUIHHCKOIO H3IE/IHA
IIpomcx: EeHHE OBOT 3aHMCTBOBAHO
tbgl?lcfm?lm o Oprrunan X H3 OpMTHHATA
Kon opHruHana PerycTpanuoHnnIi HoMEp
npodeccHOHATEHOTD

CTAHIAPTA
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Tpyaoseie gelicTBHA

- QopMyIHpOBKa 000CHOBaHHA JOKTHHHYECKOTO HCCICZOBAHNS
TIEKAPCTBEHHOTO CpEACTBa Iis MEIHIIHHCKOTO TMPHMEHEHHUA,
. GHOMEAMLHHCKOTO KIETOYHOTO MPOIYKTA, TEeXHHYECKOTO HCIBITAHHA H
| Onucanne meyed W 3aaad JOKIHHHYECKOTO MCCICAOBAHUS JTEKapCTBEHHOTO
. cpe;cTBa AN MEIHIHHCKOTO MPHMEHEHH:, OHOMEAHIHHCKOTG KASTOYHOTO
' IPOAYKTA, TEXHHHCCKOT0 HCNBITAHHA H TOKCHKONOIHYECKOTO HCCIEAOBAHHA
. (MCTIBITARNs) MEMLIMHCKOTO H3AENHUs

Cocrapnenne auzadina JOKMHHHUECKOTO HCCIAEOOBAHHA JIEKAPCTBEHHOTO
CPeACTBA JUIA MCAHLUHHCKOTO TpHMEHEeHHA, CHOMEAHIMHCKOTO KIETOTHOTO
APOAYKTA, TEXHUYECKOT) HCIBITAHHA H TOKCHKONOTHYECKOI0 HCCNEA0BAHMA
(HCTIBITAHHUA) MEOHLHHCKOTO A3J€INA

PaspaboTtka KpurepHeB oucHKA 3P PCKTHBHOCTH, KaYecTBa H G€3071acHOCTH
NEeKapCTBEHHEIX CPEACTB U MEAMIIMHCKOTO MpUMEHEHUs, GMOMETMLIMHCKIX
KIIeTOUHBIX NPOAYKTOB

Cocrabierne 1abOpaTOPHBIX AITOPHTMOB OLEHKH deKTMBHOCTH, KaueCTRA |
H 6e30MacHOCTH NIEeKAPCTBEHHEIX CPelCTB AIS MeIHIHHCKOTO TpHMeHEeHHs,

OnucaHne  CTATHCTHHMECKMX METONOB It ©0OpalOTKM  pesyibTaToB
NOKNHAHYECKOTO  HCCHEACBAaHUA  JIEKApCTBEHHOr0  Cpencrea s
MEIHUHHCKOTO NPHMEHEHHA, OHOMEAMIMHCKOTO KAETOYHOrO TPOAYKTa,
TEXHHYECKOTO  HCIBITAHHA H  TOKCHKOJOTHYECKOIQ  HCCIeAOBaHHA
(MCTIBITAHKS) METMIIMHCKOTO H3IEANS

OnucaHne AcHCTBHIE [0 O0CCHCUCHHK) KAUCCTBA JICKAPCTBSHHOTO CPEACTBA
VI MEIHUHHCKOTO MpUMEHEeHHs, OHOMEIHIHHCKOTO KJIETOYHOIC NPORYKTa,
TEXHHYECKOIO0  MCIBITAHHA U TOKCHKOMOTHYECKOIO  HCCNENOBaHHs
(MCTIBITaHM ) MEIHUHHCKOTO H3ACHS

Onwucanpe ITHUYCCKHX aCIICKTOB JOKIIHHHYCCRKOTO HCCNCA0BaHHA
JeKApCTBEHHOIO cpeacTea AL MEIJHLHHCKOTO OpUMEHEHHA,
OHOMEIAOHWHCKOTO  KNETOYHOTO IPOOYKTA, TCXHEHYCCKOO HCIBTAHHA H
TOKCHKOJOTHYCCKOIr o HCCNCNOBAHHA (PICl'[bITaHHﬂ) MCIHIHHCKOI'D H3OC/THA

Onpcanre  paloTel ¢ JaHHBIMH  JOKIHHHYECKOTO  HCCIICIOBAHHS
TICKaPCTBEHHOT O cpeacTea s MCAHLHHCKOrO OPHMCHCHEA,
OHOMCTMIIMHCKOIO KIE€TOYHOIO MNPOAYKTa, TEXHMYECKOr0 WCIBITAHUA |
TOKCUKOJIOTHYECKOTO HCCIICIOBAaHHs (MCTIBITAHUA) MEAULIMHCKOTO H3AeNid U
BEJCHHE OKYMCHTALNH, B TOM JHC/IE B JEKTPOHHOM BHIC

Heobxomnmeie yMeHEs

OGOCHOBKLIBATE 3HAYHMOCTH JAOK/ITHHHYECKOTO HCCIIENOBaHHA JIEKAPCTBEHHOTO
CPEeICTBA W11 MERHLUMHCKOIO NpPHMEHEHHS, OHOMENHINHMHCKOTO KNETOYHOTO
MPOAYKTA, TEXHHIECKOTO UCTIBITAHHA H TOKCHKOAOTHYECKOTO HCC/IEI0BAHHA
(MCIIBITAHHS ) MEAHITMHCKOTO H3ZIETHsA

OnucsBaTE UeH ¥ 3a0aUH ZOKTHHAYECKOTO HCCNEAOBAHASA JEXapCTBEHHOTO
CPEACTBA AT MENHUMHCKOTO NPHMEHEHHA, OHOMEANLMHCKOTO KICTOUHOTO
NPOAYKTA, TEXHHYECKOTO HCMBITAHMS M TOKCAKOJIOTHRECKOTO HCCNENOBaHUA
(MCTIBITAHUSA) MEIAIIHHCKOTO H3CTHS

CocTasnaTe AH3alH H  cXeMy  [AOKIHHHYCCKOIO  HCCHCIOBAHHA
JIEKAPCTBEHHOO cpeacTBa ang MeIHITHHCKOTO MPHUMEHEHHS,
OMOMEAUUUHCKOTO KJIETOYHOrO MNPOAYKTA, TEXHHUECKOTO HCMBITAHHA H
' TOKCHKOJIOTHYECKOTO HCCTe0BaHuA (HCIIEITaHNA) METHIHHCKOTO H30CHHA

PaspabarweaTe KpHTEpHM OICHKH >hheKTUBHOCTH, Ka4ecTRa U G€30ITACHOCTH
NEKAPCTBEHHBIX CPEACTR IS MEAULIMHCKOTO NpHMeHeHHs, CHOMEeNITAHCKAX
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OnpcoBaTh  CTATACTHUCCKAC METOABL Mna  obpabotkm  pesyneraros
JOKNTAHHYECKOTO MCCIEL0BAHNA NEKAPCTBEHHBIX CPEACTB U MEAHLIMHCKOTO
NpHMeHeHHA, OHOMENNIHHCKHX KIETOYHBIX IPOAYKTOB, TEXHHYECKHX
HCMBITAHMA M TOKCHKOJOTHYSCKHX — HecieaoBaHnit  (HMCHBITaHMIA)
MEMUMHCKUX W3~~~

OmuceBaTE  fAelicTBHA HO  00eCMedeHHIO K4YeCTBa  JOKIHHAYECKOTO
HCC/ICIOBARKSA  ICKAPCTBCHHBIX CPEACTE Il MEAHUMHCKOrO NPEMCHCHHUA,
6MOMEMIMHCKUX  KIETOYHBIX MPOJYKTOB, TEXHHYECKHX HCIBTAHHA ©
TOKCHKOJIOFHYECKUX HCCIIEIOBAHUE (HCIIBITAHHH ) MEIHIIMHCKHX W3NETHA

OnnceBarh ITHICCKHC ACICKTHI JOKITHHHYCCKOI O HCCREAOBAHHA
JNCKapCTBCHHO G CpERCTBA Ans MCIHOHHCKOrO TPHAMEHCHHAA,
OHOMEIHIHHCKOTO KIJIETOYHOrO DPOAYKTa, TEXHAYCCKOTO HCIBITAHHA H |

OnucHIBATE paﬁmy C AaHHBIMHA JOKITHHHUYCCKOO HCCIICAOBAHHA
JICKaQpCTBEHHOT'O CpeacTBa Jna MEMUITHHCKOIO NMpHMCHCHNA,
OHOMEIHIMHCKOTO KNETOUMHOIO npoayKTa, TEXHHYCCKONO HCNBITaHHA H
TOKCHKOJIOTHUCCKOI'C HCCNICTOBAHHA (HCHLIT&HHH) MCIHIHHCKOIO H3IOCIHA H
BCCTH JOKYMCHTALHIO, B TOM UHCHC B DJICKTPOHHOM BHOC

HeobxonpmMbie 3HaHus

OCHOBBI KICTOMHOH H MONCKYJIAPHOH OHOMOrHH, AaHATOMHH, HOPMANBHOH H
naroNoruyeckoii GUIKOTOTHH

Ilpaeuna u cnocodsl momyueHHda OHOMOrHYECKOre Marepuana A
J1abOpaTOPHBIX HCCIEN0BAHH (HCNLITAHKM)

ITpunupMne 1a60pATOPHBIX METOLOB HCCIIENOBAHNH (MCITHITAHAN)

O0mnas KNHHEHYSCKadA CHMITTOMATHKA MOPAKECHHA PA3INIHBIX OPraHoB H
CACTCM  OpraHd3Ma 4YelIDBCKAa C  OEeOb HOOATOTOBKH MW OLIEHKH

BTHOJIOFHSI, Narorciue3, KJIHHHKA, NPHHOHObI JCYCHHA H npotbunalcmm{
3afboneBaHuil YeNoOBEeKa ¢ MENBK TIOATOTORKH H OLEHKH TPARCITALTHOHHBIX
MoIesei Ha IKCIEPUMEHTAIEHELX JKHBOTHEIX

Bapuauusa nabopaTopHBIX pe3yNbTATOB M €¢ BIHAHHE Ha nabopaTopHBIE
HCCIeIOBAHHAS

(DapMakokHHeTHKa H ($apMaKOAHHAMHKA JIEKAPCTBEHHOTO CPEACTBA A
MENHIHHCKOTO MPUMEHEHHS

Crarucraueckide MeToAsl 00paboTKi pe3yiAbTaTOB JAHHEIX JOXIMHHYECKHX
HCCNICAOBAHHH JICKAPCTBCHHBIX CPEACTB AN MEIMOHHCKOrO IPHMEHCHHSA,
OHOMEZIMIMHCKHUX KJIETOYHBIX MPOAYKTOB H TEXHHYECKHX HMCIBITAHHH H
TOKCHKOJIOTHYECKHMX HCCIIEAOBAHKHA (MCIIBITAHKM) MEAMIMHCKUX H3/SNuii

CranzapTel B 00IaCTH KauecTBA JISKAPCTBEHHBIX CPEACTE VI MEARIHHCKOIQ
IIPHMCHCHHA, GHOMeIlHJ.lHHCKHX KICTOYHBIX TPOAYKTOE, TCXHHYCCKHX
UCTILITAHWH H  TOKCHKOJIOTHYECKHX HCCEAOBAHH I {ucnrITanHii)
MEIHLHHCKHX H3JCIHA

OTHYECKHE  HOPMBl  MPOBEJCHMN  NOKIHMHHYECKOIO  HCCIIEROBAHUA
HEKAPCTBEHHBIX CPEACTB ANd MEAULUHCKOro NpHMeHeHHs, 6HoMeIHIMHCKIX
KICTOYHBIX MPOAYKTOB, TCXHHYECKHX HCHBITAHHH H TOKCHKOJIOTHIECKHX
HeCHeA0BaHU (HCOBITAHMA) MEAHIMHCKHX H3JeIHH

anHIIHHH NpOBCACHNA STHYECKOH SKCIIEPTH3LI

HApyrue XapaKTepHCTHKA

3.2.2, Tpynosaa pyHxuma
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IIpoeenenne JOKIAHAYECKOTO
HCCIENOBaHHA JIEKAPCTBEHHOT O
cpeicTBa  JUIS  MEIHIHHCKOTO
OpUMCHCHUA,  OHOMCIULHHCKOTO YpoBeHb
HanMenoganue KIECTOYHOIO POAYKTA, Kon B/02.7 (MOAYpOBEHB) 7
TEXHHYECKOTO HCTIBLITAHHS H KBaTH(HKALIHY
TOKCHKOIOTHIECKOTO
HCCIICAOBAHKS (ncmpiTaHKAA)
MeIHHHHCKOTO H3NeIus e B
N o X e
Koa opurnHama Peructpaumnonnsiit nomep
nPodeCCHOHATEHOTO
CTABAGPTA

| Tpynoele neiicTaus

WUpentTudmkannsg, mapkuporka, o0padoTtka, otOop npob, HCOONBIOBAHHE,
XpaHeHHe M YHAYTONeHHe (yTWIHzanus) OHOIOTHYeckoro MaTepHana,
JIEKapPCTBCHHOTO cpencrBa ik | MCIAHIMHCKOTO IPHMCHCHHA,
OHOMEIMIIMHCKOTO KJIETOMHOIO NPOAYKTA

Oprannzanus o0CTYXWHBAHHS H MOBEPKH H3MEPUTCIBHBIX IIPHOGOPOB H
00opyAOBaHHSA

OHHC&HHC, I‘II[CHTH(IJHK&HH)I

IIpnem, 'rpaﬂcnopmpoaka, pasMellcHAe,
OUONOTHYECKOrO MATEPHANIA H TECT-CHCTEM

Brmonnennae NOKNAHHYICCKAX HCCISIOBAHHH JISKAPCTBEHHEBIX CPEACTB A
MEIMIHHCKOTO NPHMCHEHHA, OMOMENUMIHHCKHX KIETOYHBIX MpOIYKTOB, a
TAKKE BHIOJIHEHHE TEXHUYECKHMX HCHOBITAHMI M TOKCHKONOTHUYECKUX
HccAeqoBaHUi (UcnbITaHHE) MEANIHMHCKHX H3ZEMHH COracHO NpaBUIaM
Hagnexamnieit nabopaTopHoi npakTHKY, MPABAJIAM HALICKAMICH TIPAKTHKH 1O

HeobxonuMmele ymenus

H,II.CHTH(])HLI;HpOBa b, PKHPOBATE, P
HCNONB30BaTh, XPAHHTE H YHHYTOXKATh (ymnmuponam) 6Honoruqecmm
MaTepHa, JIE€KApCTBEHHBIE CPEXCTBA A MEJIHIHMHCKOTQ IPHMEHEHHS,
OHOMEJMIMHCKHE KIETOYHBIE NPOAYKTH

Opraen30BBIBaTh OOCHY)KHBaHNE M TOBEPKY H3MCPHTCIBHBIX IIPHOOPOB H
obopyIoBaHus

: OnucHBaTh, anﬂm¢nunponarb 6nonochcmﬁ MaTepHal H TeCT-CHCTEMbI

Bectn JAOKYMCHTAIHIO, B TOM YHCIIC B JJICKTPOHHOM BHOC

MpouspoauTs
; IEKApPCTBEHHBIX CPEACTB U MEIMIMHCKOTO MPUMEHCHHS, OHOMEIMIMHCKAX

| HeeneAoBaHu {HCTILITAHNI ) MEANINHCKHAX H3AEIHIH

CTATHCTHYCCKYI0  00paloTKy  AAHHBIX  HCCASAOBAHHE

KIEeTOYHEBIX NPOAYKTOB, TEXHHICCKHX HCIBITAHUH H  TOKCHKOJIOTHYECKHX

Cobmiopgats npasuna HauIcKammed naOdOparopHOH NPaKTHKH, TMpaBHIIa
HaIeXaled MNpakTHKH Mo pabote ¢ OHOMEAMIHAHCKHUMH KJICTOUHBKIMH
POy KT aAMM e e o

HeobxoaumMreie snanus

le‘llﬂlﬂl'lbl HJIGHTHC]}HK&].[HH 5HOJIOFH‘ICCKOI‘O MaTepHana, Jlel{apCTBCHHOFO
CpeacTa INd MCAHIMHCKOTO OPHMEHEHHS, OHOMEIUITHHCKOIO KASTOUROI0
NpOAYKTA H MEAHLIHHCKHX H3aennit
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[Ipuamumel  omucadna  OHOJMOTHYECKOTO  MAaTEPHANA,  JICKAPCTBEHHOTO
CPencTBa [T MEMUIUHCKOro NpUMEHEHHs, GHOMEIUIMHCKOro KIETOYHOro
NPOLYKTA, MEAUUUAHCKOrOo u3fenusa (ero NpHPOIa NpPOHCXOKACHUA M
XapaKTePHCTHKH)

TIpUHITAIE! METOROB JOKIHHHUESCKHX HCCIIEAOBAHMN NeKapCTBEHHBIX CPEACTR
78 MEHIHHCKOIO MPHMCHCHHS, OHOMeIHUHHCKOTO KIETOYHOTO NpPOAYyKTa,
TEXHHYECKOTO  HMCOBITAHHWS H  TOKCHKOJIOTHYECKOTO  HCCACIOBAHHA
(McOBITaHHS) MEAUITHHCKOTO H3AETUA

Meroapl cTaTHCTHYECKOH 00paboTKH JaHHAIX JOKMTHHHICCKAX HCCAEI0BaHHA
NEeKapCTBEHHBIX CPEACTB T MEIHIMHECKOTO MPUMEHEHHA, OHOMEAMIMHCKUX
KJICTOYHBIX MPOJYKTOB, TEXHHUYECKHX HCNBITAHANA H TOKCHKOJOTHYECKHX |
HCCHeA0BaHNH {HCHBITaHAH ) MEAHUMHCKIX A3ACIIHH

Buapl M XapaKTepHCTHKH MCHOSITATEABHBIX CHCTEM, HCIIONB3YEMBIX JUIA
BOKITHHHYECKHX HCCASHOBAHHH JIEKAPCTBEHHEIX CPEACTB JUIS MEAUIMHCKOTO
NpHMeHeHnA, OHOMEAHIHHCKHX KIE€TOYHBIX MPOOYKTOB, TEXHHICCKHX
HCIRITAHMI H TOKCHKQAQTHYECKHUX HCCenoBauHiA (McnbITaHHi)
MEIHUIHHCKHX W3eTHH

HO]JM&TPIBHBIG IIPpaBOBLIC aKThbl o pElﬁOTC C HCIIOJIB30BAHHEM
SKCICPUMEHTAIBHBIX  XKHBOTHEIX NOPH TIPOBCACHHA  OJOKJIHHHYCCKOI'O
HCCICAOBARNAA JNCKAPCTBCHHEIX CPCACTE ANA MCOHLHHCKOTO ITPHMCHCHHA,
OHOMETHIIHHCKHX KJIETOYHBIX IPOAYKTOB, TCXHHYCCKHX HCILITAHHH H

Cpeznctpa, METOZBI H TEXHONOTHE MPOGHIAKTHKY, AHATHOCTHKH H JICHCHH
2a00NERAHNNA,  MOZEIMPYEMOT0 B AOKNMHHUYECKOM  HCCIENOBAHHH |
NeKapCTBEHHOTO CpeACTBa b MEIONLMHCKOTO NpHMEHEHAS,
OHOMCIUNHUHCKOTO KACTOYHOIO IMPOAYKTA, TEXHHYMECKOTO MCHOHITAHHA M
TOKCHKOJIOrHYECKOTO HCCIEAORAHUS (MCTIHITAHAA) METHIIRACKOTO M3

JIOKyMEHTHpPOBaHHBIE KPHTEPHH, KOTOPEIM HeOOXOAHMO COOTBETCTEOBATH
1A YCHEIIHOTO 3aBEpLICHHA JTana HCOBITaHMs (MCCICAOBAHUA) HIIH
BRIMONIHEHHS. TpeOOBaHHN TIOCTABKH (KPHTEPHH IIPHEMKH) pE3YILTATOB
JOKIHHHYECKOr0  HMCCNENOBAHHA  JNEKAPCTREHHOro  cpeicTBa  JAns
MCIHIHHCKOTO TMPHMEHEHHA, OHOMEIHIHMHCKOTO KICTOYHOTO MIPOAYKTa,
TEXHHYECKOTO  HCNUHITAHAS W TOKCHKONOTMYECKOTO  MCCHENOBAHHA

Jpyrue xapaxTepacTHKa

3.2.3. Tpyaosan pynxuus

| OfecneucHue KavecTBa

‘ NPOBEAEHHUS JTOKIMHEYECKOTO

| UCCIIENOBAHUA JIEKapPCTREHHOTO
| CcpefeTsa I MEAHLHHCKOTO

YposeHs
: [IPHMEHCHH A 6HOM3 HUOHHCKOI'O
HaunmeHosasue P g AnL Kon B/03.7 i (MOmypOBEHN) 7
 KNETOTHOT MPOAYKTa 1 T —
* TCXHHAYSCKOTO UCIBITAHHA H
. TOKCHKONOTHIECKOI'O

HCCNeAOBaHHS (HCTILITAHMS)
MEJHIIMHCKOTO H3AE/IHA




17

INpoucxoxaeHne Tpyaosok
yHKIHH .

Opurasan X

3aHMCTROBAHO
H3 OpACHEANA

Kon opurunana PervcTpaunoHHBLH HOMep
npodecCHOHANEHOIO
CTAHIAPTA

Tpyaoesle AeftcTeHg

Paspatotia COIl, B koTOpHIX NOApoOHO H MOCNEAOBATENBHO OMHUCAH MOPATOK
OCYILIECTRBICHHA BCeX Nab0paTOPHBIX oNepaluii

CobmioneHne npasusn Hajiexaineii nabopaTopHOH NPAKTHKH M IPaBHII
Haljiekallell NpakTHkH 1o pabote ¢ OHOMEIHUMHCKUME KIETOYHBIMH

TPOAYKTaMH

CuctemMarHueckad npoBepka cobnoaeHus COI1

[lpoBeneHne HWHCTIEKHHH ¢ LEJBIO TOATBEPXJIEHAA  COOTBETCTBHA
HCCIEAOBAHHA NPABKIaM HA/UICKAIICH Tal0opaTOpHOil NpaKTHKY H NpaBEIiaM
HAamIexameR TpakTHKH 1o pabote ¢ OCHOMEAHIMHCKHMH KJIETOYHBIMHE
NPOAYKTaMH, JOCTYNHOCTH TEpCOHATY, VUACTBYIOLIIEMY B HCCTEJOBAaHUH,

[porepka 3aKTOUUTEABHBIX OTYETOR IS IOLTBEKAEHHS TOTO, UTO METOBI,
npouenypbl, HAOMIONCHHUA H Pe3yNbTaThl H3IOKEHE! TOUHO U MOJIHOCTHIO H B
MOJIHOH Mepe OTpakaloT MEPBUYHBIC JAHHBIC AOKIHHHICCKEX HCCICAOBAHHE
NIEKapCTBEHHOTO cpencTra ans MEHLIHHCKOTO IpYMEeHeHHU ,
OHOMEANOHHCKOTO KIETOUHOTO MPOAYKTA, TEXHMUECKOTO HCHOLITAaHHA H
TOKCHKOIIOTHIECKOTO HCCACAOBAHMA {MCIBITAHHA) MCAHIHHCKOTO H3ACIUA

- OfecnieueHe COOTBETCTBYIOMMX YCIOBHH 1S cOOpa, XpaHEHHs H BEIBO3a
. MEULIMHCKHMX OTXOAO0B, OBITOBBIX OTXOAOB, a4 Takke HX JC3aKTHRALMH H
| MIOCAEAYIOLIEH TPAHCIIOPTHPOBKH

OpraHuzalEd = TEXHUYECKOTO  OOCHYXKHBAHHSA, KATHOPOBKH, OUHCTKH
obopymoBaHHA _

Hpermadrkanms AcclefyeMblx BEIIECTB, JISKapCTBEHHOIO CPEACTBA JUIA |
MEIHIHHCKOTO TPHMEHEHH, OHOMEIUUHMHCKOTO KIETOYHOTO NPOAYKTa H
MEAHUHHCKUX w3peyt

Obecrnieuenue HajuiexKanMx YCAOBHH [UIA  PasMELICHWA, XPaHEHMS,
006paboTkH H coaepKaHKud DHOMOTHUSCKHX TECT-CHCTEM AJS JOKTHHHYECKHX
HCCASAOBAHMH JICKAPCTBEHHBIX CPCACTB A MEAHUHHCKOIO TNPHMEHCHHS,
OHOMEIMIMHCKAX KIETOMHBIX [POAYKTOB, TEXHHYECKOrO MCMBITAHMS #
TOKCHKOJIOTHYECKOIO HCCIIEA0BAHMI (MCIIBITAHNN) MeIMIHECKAX H3AeTuil

HeobxopaMEle yMeHHs

Hoarorasausate COIl a4 Beex aGopaTopHBX onepalyii

CoGntofate NMpaBHIa HAIEKANICH NaGOPATOPHONH NpPAKTHKH W TpaBUia
HagjpexalleH OpakTAKH No paboTe ¢ OHOMEAWOHHCKAMH KISTOYHBIMH
OPOAYKTaMHu

OGecneunBaTh CHCTEMATHYECKYIO MPoBepky cobmoaenns COIl

[IpoBOUTE  HHCMEKHMIO ¢ TENBI0 NOATBCPKACHHA  COOTBCTCTBHS
HCCNICNOBAHUA PAaBH/IaM Hallexameil nabopaTopHoil NPaKTHKH H NpaBiiam
HajnexaimmeHd NpakTHKH 1o pabore ¢ OHOMEIUIIMHCKMMHU KJETOYHBEIMU
IPOAYKTaMH, HOCTYIMHOCTH NEPCOHANY, YYAcTBYIOLIEMY B HCCI€ZOBAaHHH,

TOTO, YTO METO/BI, NPONeAYPH, HAGMIOACHNS | PE3YABTATH H3I0KESHE! TOUHO
H IOTHOCTBIO H B TOJHOH Mepe OTPaXaiOT IEPBHYHBIE AaHHbIC
DOKNHHWYECKOTO  HUCCHECJOBAHHA  JIEKAPCTBEHHOTO  CpeficTBA  JUIA
MEIMLIHCKOTO TNpPUMEHEHH, OHOMEJHIMHCKOTO KICTOYHOTO NPOAYKTA,
TEXHHYECKOTO  HCMBITAHHA W  TOKCHKOJOTHYECKOTO  HCCICAOBAHAAL
(vcnBITaHKA ) MEAHITHHCKOTO H3AEITHS
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ObecneumBaTe COOTBETCTBYIOIIHE YCAORHA XA ¢00pa, XpaHeHHA H BLIBO32
MEAMIMHCKHAX OTXC/J0B, OBITOBEIX OTXOJ0B, a4 TAKKE HX A€3aKTHBALIMH H
nocneayrolliel TpascIopTHPOBKH

OpraHu3oBEIBATE  TEXHHYECKOS OOCIIyKHBaHHMEG, KATHOPOBKY, OYHCTKY
| obopynoeanma . S
HaenTHGHAIMPOBATE HCCNenyeMEe BelIecTRa, NeKapCTReHHEIE CPefcTRa I
MEIHIHHCKOTO INPHMEHEHHA, OHOMEHHI[MHCKHE KISTOMHbIE NpPOAYKTH H
MEIHIIHHCKHE U3ISTHI

ObfecneunBaTs HAAICHKAINHEe YCIOBHSA JUIA  PasMEIICHAA, XpaHeHHH,
o0paboTkn u conepxaHud OHOMOTHYECKHX TECT-CHCTEM JUISH NPOREACHHA
JOKITHHHYECKOT O HCCHenoBaHus  JIEKAPCTBEHHOTO cpencrea Ui
MEIHLOHHCKOTO [PHMEHEHHS, OHOMCIHHHHCKOTO KICTOYHOTO NPOOYKTA,
TCXHUYECKOIO0  MCMBITAHHA H  TOKCHKONOTHYECKOTO  HCCIEOBAHHS
(MCIBITAHKS ) MEAHIMHCKOTO H3STHA

| HeoGxoaumeie sHAHKA IlocreposarenpHocTh W XapaxTepucTHKa abopaTopHBIX onepanuit B |

[IpaBuna Hamnexamed MabopaTopmoii NPAKTHKH, NpPABHIA HaLeKalek |
_MPAaKTHAKK 110 paboTe ¢ 6MOMEIHIIHHCKAME KJICTOTHBIME IPOAYKTaMH

MexnayHapopasle M pocCHHCKME CTAaHJapTHL B OONACTH  KayecTBa
HCCICAOBAHHI JICKAPCTBCHHOIO CPelcTBa V1A MEAHIMHCKOTO NMPAMCHCHHA,
OHOMEMUNHCKOrO KICTOYHOTO IPOAYKTA, TEXHHYECKOIO HCIBITAHHS M

Tpebopanua x ToOMeINCHHSAM, HPeAHAHAYCHHBIM I NPOBedeHHA
AOKAHHHYCCKOTO  HCCASIOBAHUA  JICKADCTBEHHOTC  CpeacTBa  JUis
MEIALHHCKOre NpUMeHeHHd, OHOMEAHIUHCKOTO KJIETOYHOIO MpPOAyKTa,
TeXHAYECKOTO  MCOBITAHMA U TOKCHKOIOTHYECKOIO  MCCICAOBAHHA
(McmBITaHAA) MEOHLMHCKOIO H3OEIHA

TpeGopanus k oOopydoBaHHIO, NpeAHA3HAYCHHOMY MMM [OPOBEREHHS
AOKMTHHHYCCKOTO  HCCACAOBAHHA  JICKAPCTBEHHOTO  CPEeAcTBa I
MCAALIHHCKOTO NpPAMCHEHH:A, OHOMCAHIMHCKOTO KJIETOUHOTO NPOIYKTa,
TCXHUYECKOT0  HCNBITAHMA W TOKCHKOJNOTHYECKOTO  HCCISAOBAHHA

XapakTepHCTHKH OHOJOTHYECKHX HCIBITATENBHBIX CHCTEM IS NPOREAEHHS
AOKNMHHUYECKOTO  HCCAEJOBAHHA  JIEKAPCTBEHHOTO  cpeacTsa md
MEAHUHHCKOrO NPHMEHEHHA, OHOMEIHIMHCKOTO KNETOYHOTO NPOAYKTA,
TEXHHMCCKOTO  HCIBITAHHA H  TOKCHKOJIOTHYECKOTO  MCCHENORAHHA
(MCTIEITaHUS) MeMIIAACKOTO H3Jlenus

Apyrie xapakTepucTaky | -

3.3. Obo0mennan Tpyaopas GyHKIHA

HCCIIEOBAHHA JICKAPCTBEHHOTO TIperapaTa |
JUIS METHHHHCKOTO NIPHMEHEHH,
Haumenoratme OHOMEMIHHCKOTO KIIETOTHONO MPONYKTA, Kon *
KNHHHYECKOTO H KJIHHHKO-TAa00paToOpHOro
HCIBITaHHA (HCCIENORAHNA) MENHIHHCKOTO
H3menus

Ypoeens
C KBATHHKALA 7
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INponcxoxaerne oGo0IEHHOH t Opnmﬂan X 3aHMCTBOBAHO
TpyaoBoii dyHKIMH e ot A3 OPHTHHATIA & e
Koa PerHCTpatiMOHHBIA HOMEp
OpHIHHANA npodeccHoHATRHOTO
CTaHOapTa
Bo3smooxHEle Muaamueit HayaHBIH COTPYIHHK
HAaWMEHOBAHUA HayvHbI# cOTpYIHUK

OOIDKHOCTEN, podeccuit

TpeboBanns x Bricmee obpasopaHie — CICLHATHTET O CTIenHanBROCTH «MenuHcKas
obpaszoBaHuIO H OHOXHMES»

00ydeHHI0 »
Tpebopanud x oneITy |-

MPAKTHYSCKON padoThl |

OcobHe ycnorus
Fonycka K pabore

- Tlpoxoxnenne OOS3ATENBHLIX NPEABAPHTENBHBIX (MPH IOCTYIVIEHHH HA
paboTy) M NEepHOAMYSCKHX MEIHIHHCKHX OCMOTpoB (oOciaemoBanmii), a
TAKKC BHCOUECPEIHBIX MEAHHMHCKHX OCMOTPOB (00cienoBaHmii) B mopAaKe,
YCTaHOBICHHOM 3aKOHOTATENLCTBOM Pocemiickoif Deaepanuy. :
OTCyTCTBHE OTpaHUYEHUI HA 3AHATHE npocbeccuouanbnofi JAEATENLHOCTEIO,

,prl'l']e XApaKTEPHCTHKH

C uenrsio npo::])eccnonanmoro pocTa H TPHCBOEHUS KBaan;mcauHOHHLD;
KaTeropHif:

- IOTIONHATENbHOE  NpodeccHOHaNbHOS
HOBBITIEHHA KBATM()HKAIHH);

- obyueHse o nporpaMMaM HOArOTOBKH HaYYHO-TIEIATOrHYSCKHX KaIpOB B

obOpasoBaHHe  (mporpaMMbl

ACHHPAHTYPE;
- CTAXHPOBKA;

- TPEHHHTH B CUMYJISLIHOHHEIX [EHTPAaX;

-HCMOJIB30BAHHE  COBPEMCHHBIX  ZHCTAHUHOHHBIX  0Opa30BaTe/IbHBIX

TeXHOJOTH# (00pa3oBaTeNbHEIA IOPTAT K BECHHADHI);

- yuacTHe B ¢he34aX, KOHrpeccax, KoHpepeHI X, MacTep-Kaccax
Cobmtojenne  KOHQHUACHUHANLHOCTH HHPOPMAaHMH ©  KIHHHYECKHX
ACCNCOBAHUAX  JTEKapCTBEHHOrO  Ipemapara WIf  MEIMUHMHCKOro
NpUMEHEHHS, CHOMETUIMHCKOIO KAETOYHOTO MPOXYKTA ¥ KJIMHHYIECKOTO H

KIHHUKO-Ta00paTOPHOTO  HCOBITAHMA  (ACCIEIOBAHHI) MEAHOHHCKOTO
H3OeNH
3HaHue  TPYAOBOTO  3aKcHomatenbeTBa — Poccuiickolt  denepanum,

3aKOHOJATENECTRA Poccuiickol @eacpamuu B chepe OXpaHbl 30pOBbA,
BKJIIOYAS MpaBa rpaxkiaH B cdepe OXpaHbl 3MOPOBLA, 3aKOHORATENHCTBA
Pocemiickoit Peaepauund o6 ofpallcHUH JIEKApCTBEHHOTO CpelcTBa H
aKOHOJaTeNLCTRA Poccuiickoii Denepaunu 06 oOpalIeHIH
a

I[OHOJ]HHTCI[BHBIG KAPAKTCPHCTHRKH

HanmenoBanwue Kon HanmeHopaHKe 6a30BOH IpyIIbL, JOJBKHOCTH (IPOgeccHr) NIl
AOKYMCHTZ CICIHANBHOCTH
OK3 2131 Brosory, GOTAHHKH, 300JI0TH U CIIELHANMCTE] POICTBEHHBIX
3aHATHHA
OKILOTP 20327 - baoxyMuk o
24394 ~ Hayunsii cotpyaHuk (B oGnacta Guonornu)
24395 * Hayumblii coTpyauuk (B o6nacTi 6aKTepHOIOTHE K
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......................................... . apmaxonornn __
24397 : HayuHb1il cOTpYAHMK (B 00NIACTH METHIHHBI)

OKCO 3.30.05.01 | MeauuHHCKAS OHOXUMMA
3.3.1. Tpyaosan pyaxuun

Paspabotka npoTokona, niaHa, ‘

MpPOrpaMMBbl KITMHHYECKOTO

HCCTEeAOBaHHUA TEKAPCTBEHHOTO

npenapata JUis MeAHLIHHCKOTO

| PUMEHERNAS, GHOMEHIMHCKOTO Yposesk

HaumenoBaHue ’ Kon C/01.7 (monypoReHE) 7

KJICTOYHOTO IPOAYKTAa, R ——

KIHHAYECKOIC H KIHHHKO-

nabopaTopHOro HCHBITAHUA

(HCClTeJOBAHUA ) MEAUITHHCKOTO

MILCTMA 3 A d L i
IpoMcxoxacHHE TPYAOBOR | OpHrsan X 3aUMCTBOBAHO ;
pyHKUMK H3 OpATHHATA
Kox opuriHama PerucTpanHoHHRIH HOMEp
HpodeCCHOHANBHOTO
cTaniapra

! prnoni-.le JAeHCTBHA

d)opmyﬂnpomca O0OCHOBaHHS KIUHHYECKOTO HCCIIEAOBAHUS JNEKAPCTBCHHOIQ
IIpETIapaTa gjna MCAHIHHCKOrO IIPHMEHCHHA, ORMOMEIUUHHCKOTO KISTOYHOTO
IIPOAYKTAa, KIHHHYMCCKOro H KJIHHHKO-J'IEI‘SOP&TDPHOFO HCHbITAHHUA
(HCCJICI[OB&HHQ) MCIOHIHHCKOC H3MeIHd

Omnucanpe uemell H 3agady KIMHHYECKOTO HCCIHECHOBAHEA JIEKapCTBEHHOTO
npenapara Ajis MEOHMLHHCKOFO TPUMEHEHHS, OHOMEIHIMHCKOTO KIETOYHOTO
NPOOYKTa,  KIHHHYECKOTO M KIHHHKO-TAGOPATOPHOTO  HCHBITAHHS
{(HCCIIe ZOBAHU: ) MCAHIAHCKOTO H3HEHA

CocraBienne AxsafiHa KIMHHYECKOTO HCCAENOBAHHA  JIEKAPCTREHHOTO
Tpenapara A8 MEIUOUHCKOTO [MpUMEeHeHHs, OHOMeIHIHHCKOTO KIETOUHOrO
NPOAYKTA, KJHHHYECKOTO H  KNHHHKO-T1a0OpaTOPHOTO  HCIIBITAHRA
(HecnefOBAHES) MEAHIMHCKOIO M3ACIHs

@®opMyIHPOBKA KpPHTEPHER BKIIOYEHHS H HCKIIOUCHHS MNAHCHTOB H3
KIIHHAYCCKOTO HCCACAOBAHHA IEKapCTBEHHOTO NPEIIapara 114 MeARIHHCKOro
NPAMEHEHHS, OHOMEAHLIMHCKOTO KIETOYHOTO MPOAYKTA, KIMHAYECKOTO U
KIHHUKO-TA00PAaTOPHOTO  HCIBITAHHS  (MCCNEAOBAHMN)  MENHIHHCKOTO
H3/IeHA

PazpaGoTka KpHTEPHEB OLICHKH 3((EKTHRHOCTH, KAueCcTBa U 5e30macHoCTH
JEKApCTBEHHBIX  TPEnapaToB I8 MeIHOAHCKOTO  TIPHMEHEHWs,
OHOMEIHLHMHCKUX KJICTOYHBIX NPOAYKTOB M MCAHIMHCKHX H3ACIHM

Cocrasnerne 1a6OpaTOPHEIX AITCPHTMOB OLEHKH (PPeKTHRHOCTH, KaUeCcTBa
4 0e30MacHOCTH  NeKAPCTBEHRBIX MpPemapatoB Uil MEAHLHHCKOTO
IPHMCHCHHAA, OHOMENMIMHCKHX KJIETOUHBIX NPOAYKTOB W MENHLHHCKHX
H3JENHA

OnucaHHe CTATHCTHYECKHX METONOB jaas  o0paboTKE  pe3yNBTaToB
KIHHHYSCKOTO HCCHeAOBaHHs >(OMEKTHBHOCTH, KAYECTBa H Oe30IacHOCTH
JIeKapCTBEHHBIX  MPENApPaToR s  MEAHLHHCKOTO MPUMEHERHS,
OUOMETUIHHCKOTO KIETOYHOTO IPONYKT3a, KIMHHYECKOTO M KIHHHKO-
nabopaTOPHOrO HCTIBITAHUA (MCCIeA0BAHAA) MEAHLHHACKOTO A3AeIHA
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Onucanme gelicteaii no ofecneveHuto 3H¢pEKTHBHOCTH, KA4eCTBA M
6¢30MaCHOCTH NICKAPCTBEHHOTO Npenapata Jii MeAHUMHCKOro NMpHMEHEHH,
GUOMEIHMITMHCKOTO  KIECTOYHOTO TPOAYKTa, KIMHAYECKOro H  KIHHUKO-
nabopaTopHOTo HCTIBITAHHS (HCCIENOBAHHA) METHIIHHCKOTC H3/IEIHS

Onmucanne ITHICCKHX ACMEKTOB KIAHAYCCKOro HCCTICTOBAHHA
JICKAPCTBEHHOTQ) npenapara JUIS MENHAIHHCKOIO OPpHMCHCHNA,
OHOMEOHLIMHCKOrO KJIETOYHOTO NpoAyKTa, KIHHHICCKOTO H KIHHEHKO-
JI&.GOP&TOPHO]‘O HCIBbITAHHA (HCCHC,I[OB&HHH) MCIHOHHCKOIQ H3ACITHA

Onucanpe paboTH ¢ JAHHGIMH W BeAcHHE 3aluced, B TOM YHCIE B
ICKTPOHHOM BHIE

OmucEIBaTE HEJH H 33Ja4d KIHHHYECKOTO HCCIEAOBAHHA JIEKAPCTBEHHOTO
npenapara il MEIULHMHCKOTO NIPAMEHEHHS], OHOMETAIHHCKOTO KJIETOYHOTO
IpOAYKTa, KIHHHICCKOTO H  KIREAKO-IA00pPaTopHOre  HCMBITAHHS
(MccnenoBaHnA) MEAHLHHCKOTO H3ENUA

CocrasaaTk quzaiin u CXeMY KJIHHEYCCKOTO HCC/ICNOBAHUS JIeKAPCTECHHOTO
npenapara g MCIHUHHCKOTrO IpHMCHCHHA, OHOMCAHIIMHCKOTO KJICTOYHOTO
HpOAYKTA, KITHHHYECKOIO H KHHHHKO-H&ﬁDpﬂTDpHDFO HCIIBITAHHA
(HCCJIG,I[OB&HHSI) MCIHIHHCKOI'0 H3&THA

PopMyIHpPOBaTh KPHTEPHH BKMIOYEHHA M HEBKIIIOYEHHA IIALHSHTOB B
KIMHHYECCKOE HCCIEAOBAHNE JEKAPCTBEHHOTO NMpPenapara ;s METHHHHCKOrO
NpUMEHEHHS, OUOMENHIMHCKOTO KIETOYHOTO IPOAYKTa, KIMHMYECKOe H |
KJIHHAKO-NTab0paTOpHOE HCHBITAHAS (MCCIICAOBAHKE) MEANIHHCKOTO H3JCHAS

PazpabateieaTth  KpHTEpUM  OlleHKH  3pdeKTHBHOCTH, KavecTBa M
0€30I1aCHOCTH ICKAPCTEEHHEIX NPENapaTor A4 METHIHHCKOTO MPHMEHESHHA,
OHOMEIUIMHCKHX KNETOMHBIX HAPOAYKTOB, KIMHHYECKUX U KIMHUKO-

ONHCLIBATE  CTATHCTUYSCKHE METOABI  UIA  OOpaloTKH  Pe3ynmbTaToB
KIHHAYECKOTO  HCCICAOBAHHAE  JICKADCTBCHHBIX — TIPCHAPATOB A
MEAMIHHCKOr0 MPHMEHEHUS, OHOMETHIHHCKUX KIeTOYHHIX IIPOAYKTOB,
KIHHUYECKHX H KIHHHMKO-TA0OPATOPHBIX HCMEITAHHH  (HcclaedoBaHuil)
MEIHUMHCKUX H3ACIHI

OmuceBare JeifcTBusi no obecnedenuto 3G(eKTHBHOCTH, KAUSCTBA M
6€30MacHOCTH NeKapCTBEHHEIX MpenaparoB JJia MEAHIHHCKOTO IPHMEHEHNA,
OHOMCAWIMHCKHX KIETOYHBIX TPORAYKTOB, KIMHMYECKAX W  KIMHHKO-
JabOpaTOPHEIX HCMBITAHKH (MCC/eIORARN ) MEAHIIMHCKHX H3ASTUH

OmHCHLIBATE STHYCCKHE ACIMEeKTHI KJIRHHISCKOTO HCCIIeDOBAHHS
JICKAPCTRBSHHOTO npenapara IUTA MEIHLIHHCKOTO pHMEHEHHA,
OMOMEIVIMHCKOTO KJETOYHOTO MpPOJYKTA, KJIMHHIECKOTO H KIMHHKO-
n2a00paTOPHOrO HCMLITAHHA (MCCHSAOBAHAA) METUITHHCKOTO U3/IeTHS

OmuceiBarb pa60'ry C JAHHBIMH ¥ BCCTH 3AIIHCH, B TOM YHCIC B 3JICKTPOHHOM
BHIC

HeobxoaumMele 3sHanus

CrpyxTypa B (QYHKUHH KICTOK, OPraHOB H CHCTCM OPraHH3Ma YCIIOBEKA
(OCHOBBI KJIETOYHOH H MOJEKYJAPHON OGUOMOrHH, AHATOMHH, HOPMAIBHOH H
NaToJ0THYecKoi Pu3HONOorHu)

IlpaBuna w cnocobbl moaydeHHA OHONOTrWMYecKoro MatepHana [Uld
nabopaTopHbIX HCCICAOBAHUMA

| [Ippampanel 1aGOpaTOPHEIX — METOAOB  KIHHHYECKMX — HCCHEIOBAHMH

NICKapCTBEHHBIX ~ NpermapatoB I MEAMHHMHCKOTO  MpHMEHEHHA,
OMOMETHIAHCKUX KIETOYHBIX TNPOAYKTOB, KIMHAYECKHX W  KIMHHKO-
na0OpaTOPHBIX UCTILITAHUI (MCCIENOBAHNH ) MEAHUHHCKHX H3ASTHI

Obias KIHEAYECKAA CHMIITOMAaTHKA HOBPCKACHAA DAIHYIHLIX OpraHoB H
CHCTCM OPIraHK3Ma SCHOBOKA
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DTHONOTHS, NATOTeHe3, KJIWHHKA, TPHHLUNL NEeYeHHS M NPOPHIAKTHKH
3a00MeBaHHH YeTOBEKA

Bapuanus nabopaTopHBIX PpE3YIRTATOR H €€ BIHMAHME Ha JabopaTopHBIE
MCCeoBaHus

CratucTudeckue  MeTofibl O0O0pabOTKH  pe3ynbTaTOB  KIHHHHECKOTro
UCCNIEIOBAHNA ICKOPCTBEHHBIX NPenapaTos A MeOHLUHHCKOrO NPUMEHEHHH,
OHOMCIUINHCKAX KNE€TOYHBIX NPONYKTOB H KIMHAYECKHX H KITHHHKO-
1a0opaTOpPHLIX UCTILITAHUH (HCCIeNOBAHMI) MEAHIWHCKUX H3ZEnui

CTaH,I[apTBI B o0mactn KayecTsa JICKAPCTBCHHBIX IIPENapaToB A
MCIHIHHCKOTO [IPAMCHCHHA, OHMOMEIHIHHCKHX KJIETOYHBIX [IPOOYKTOB H
MEIHIAHCKHX H3ALHIA

OJTHYECKHE HOPMBEI M NPaBa Y9ACTHAKOB KIHHHIECKOTO HCCHEIOBAHHA
NEKAPCTBEHHBIX  NPCIApAaToB A MEAHIHHCKOTO  NPHMEHEHHH,
OHOMEIMOMHCKUX KIETOUHEIX MPOAYKTOB H KIMHHYECKHX H KIMHHKO-
CTLITAHHH (HCCNeNOBAHNIT) MeIHIHHCKUX H3ACTHH
TIpHHIMIIB] IPOBEACHHS STHYECKOM 3KCICPTH3BI

Hpyrue xapakTepucTaKd

3.3.2. Tpyaosasa dyukunn

- MpoRefenKe KNIUHHYIECKOTO
HCCIICOBAHHS JIEKAPCTBEHHOTO
npenapara Ins MEIHLIFHCKOTO
IPAMEHENHS, GHOMEHITHACKOrO  Vposens
HaumeHoranue KJIETOYHOIO IPOJAYKTA, Koa  C/027  (moayposens) 7
KITHHHYECKOTO H KIIMHHKO- | KBanadHKaLHH
naopaTopHOTo HCMBITAHAS
(uccnemoRaHmA) MEAHLHHCKOTO
WOAICIIHA B |
Tporcxoxnenne ’ ‘
R B |
Kox opuruHana PerucTpaLHOHHBIA HOMep
HpodecCHOHANBHOTO
CTAHAApTA

.B5160p ManHeHTOR A1 OPOBEASHHA KIHHHYECKOrO> HCCISAOBAHHS

JEKAPCTBEHHOTO IIpenapata A MCIOHLHHCKOTO IPpHMCHCHHA,
6HOMeﬂﬂuHHCKOI‘O KICTOYHOTO NPOOYKTa, KIHHHYECKOIC H KIHHHKO-

Cobmoaenne npoToKona KIHHHYECKOrO HCCICAOBAHMA JEKAPCTBEHHOTO
npenapata Al MENHIHACKOTO IpHMEHeHN, OHOMEIHIHHCKOTO KACTOYHOIO
IPOJIYKTa,  KIMHHYECKOTO H  KJIMHMKO-TA0OPaTOPHOTO  HCHBITAHHS
(HeCllefloBatus) MEAUUUMHCKOTO M3neAs

Benenue JAOKYMCHTAUHH B YCTaHOBICHHOM TIOPSAKE, B TOM YHCIE B
MCKTPOHHOM BHAC

IloaroroBka WTOrOBOTO OTHUETA NPOBEACHHA KIHHHYECKOTO HCC/ISROBAHHA
JIEKapPCTBEHHOTO npenapara st MEIHLIHHCKOTO MPHMEHEHHS,
OHOMEIMIMHCKOIO KIETOMHOTO HPOAYKTA, KIHHAYECKOTO M KIHHHKO-
J26OPATOPHOTO HCIILITAHAS (HCCIIEIOBAHIS) MEOHLHHCKOTO H3ASTHA
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CobmoaeHne NpaBHN HaUICKAICH KIHHHYCCKOH MPAKTHKH W TPABHI
HaUTeKamel npakTHku mo pabore ¢ OMOMEAMIMHCKMMH KJICTOYHBIMH
TPOZYKTAMHU, MPABMN MpPOBEAEHAA KIMHHYECKHX M KIHHUKQ-NA0OPaTOPHEIX
HCHOBITAHAR (HCCACAOBaHUN } MEAHIHHCKHX H3ICTHEI

HeoOXoauMble yMeHHsT

PaspaaTteiBaTeE KpuTepun AT oTOOpa MNANMEHTOB [UIL  KIHHHYECKOTO
HCCNIeNOBAHHA JIEKAPCTBEHHOr0 Mpenapara AIa MeAHUHHCKOTO NPHMEHEHH,
OHOMETHIHHCKOTO KICTOYHOrO MPOAYKTa, KIAHHYSCKOTO H  KJIHHHKO-
NabopaTOPHOTO UCTILITAHUS (HCCIIETIOBAHISN) MEIHIHHCKOro M3AEIHA

Ilposooute  NafoparopHble  HCCACAOBAHHA  COTVIACHO  MPOTOKOTY
KIHHHYECKOTO HCCACIOBAHUA ICKAPCTBEHHOTO TIpenapara A MEHIHHCKOTO
mpEMeHeHus, OHOMETHIIHHCKOTO KIETOYHOTO HpPOJAYKTa, KIWHHYECKOTO |
KJIHHAKO-1a00paTopHOTO  UCMBITAaHMA  (HCCHEAOBAHHA)  MEIHIHHCKOTO

HSMCIMA s e o

Bectn AOKYMEHTAIHIO, B TOM UHCIIe B MICKTPOHHOM BHAE

[IpOoH3BOARTE CTATHCTHYECKYI? OOpabOTKY pe3ynbTaTOB KIHHHYCCKOTO
UCCIIENORAHUA JIEKAPCTREHHOrO MPENAPATA JUIS MEAAIMHCKOr0 NPHMEHEHHMA,
OMOMEMUIIMHCKOTO KIeTOYHOTO MNPOAYKTa, KIAHWIECKOr0 H  KIMHHKO-
JaGopaTopHOTO HCNIBITaHU (HCCICOOBAHHA) MEIHIHACKOTO H3/IC/IH

OuennBats 3(MpEKTHBHOCTH, KAa4ecTBO H OE€30IACHOCTh KIHHHYECKOTO
HCCIIeROBAHHUS JICKAPCTBEHHOrO Npenapara, OHOMENMEHHCKOTO KJIETOYHOIO
NpoAYKTa H MeIHUMHCKAX M3geymit

HeoGxonumMule 3HAHKA

Jlaboparoprrie MeToaB ONeHKH 3(MPEKTHRHOCTH, Ka4ecTBA U 0€30MacHOCTH
NeKAPCTBEHHOTO NPSHapaTa MEAMIMHCKOro HazHaueHHs, OHOMEAHWLIMHCKOTO |
KJICTOUHOTO IPOAYKTA H MEIHIHHCKHX H3JIe/ui

KpHTeme OLEHKH B{IICI)CICTHBHOCTH, KauecTBA M De30MacHOCTH KIHHHYECKOTO
HCCNENOBAHUA NCKAPCTBCHHOTO Hperiapara 14 MeIHITHHCKON0 NPUMCHCHHI,
6HOM6IlHLIHHCKOP ¢ KICTOYHOTO DIPOAYKTA H KIHHHYMCCKOTO H KNHHHKO-
naﬁopampﬁoro HCITBITAHNA (HCCJ'ICI[OBEIHHH) MCIUIHHECKOIY H3IAC/THA

MeTtonp! cTaTHCTHUCCKOH oﬁpaﬁomn OAHHBIX H pC3YNLTATOB KNHHHICCKOIO
HCCIICOOBAHHA NCKAPCTBCHHOTO MNpCrapara anid MCAHUHHCKOTrO IIPHMEHCHHAA,
OMOMEIUIHHCKOrO KICTOUYHOTO NMpOAYKTa, KIHHHYECKOro H KIHHHKO-
JIaGOPaTOPHOI'O HCIIBITAHHA (HCCJ’IB}IOBEIHHP[) MEAHITHHCKOINO H3MeIHa

DapMakOKHHETHKA M (PapMakoMHAMHKA HCCICAYCMOIO JICKAPCTBCHHOTO
fpenapara

Ilpasuna wHapnexamiel KIHHHYSCKOH NpaKTHKH, MPaBHIA HALISKAILCH
NpakTHKH 0o pafore ¢ OHOMCIALMHCKAME KICTOYHBIMH HpPOIYKTaMH,
NPABHIA TPOREICHHS KNHHHYECKHX H KIMHHKO-NaGOpaTOPHBIX HCHBITAHHIA
(mcenenoBaHmif) MENFUMHCKHX H3qeméi

Jpyrre xapakTepHCInKy | -

3.3.3. Tpynoras ¢pynknus

HammMeHoBaHHe

Ob6ecnieuenne xadecTBa MPoBEICHUA
KIHHHYECKOTO HCCIIEA0BAHAA
NEeKapCTBEHHOTO MpenapaTa At
MENHIHHCKOTO IPHMEHEHHA,
OHOMEAHMIMHCKOTO KJICTOYHOTO TPOAYKTA, f KPATH(HKAUEE
KJIMHHYECKOTO H KIIMHUKO-TTafopaTopHOro
HCNEITaHHUY (KCCTIEIOBAHAS )
MEAHLIHHCKOTO W3¢k

YposeHp
Kox ;1 (C/03.7 (noayporens) 7




IpoycxoxaeHye TpyIOBOH
$yHKUHH
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3aHMCTBOBAHO
OpHraHax X
H3 OPHIHHANA
Kon opHruHana PerucTpallioHHBIH BOMED
NpodhecCHOHANBHOIO
cTaHzapTa

Tpynoseie neticTeHA

Pazpaborka COII ang  npoBeneHHs  KIMHUYECKOrO  HCCIEZOBAHHSA
JIEKapCTBEHHOTO MNpemaparta, OHOMEIMIOHHCKOTO KIETOYHOIO MNpPOXYKTA,
KIMHHYECKOTO M KIHHMKO-1a00paTOPHOrO HCIbLITAHMA  (HCCIECIOBAHHA)
MEJUIAHCKOTO H3ASHHs, cO0pa, peTHCTPAIIHH H MPEACTABJICHHS JAHHBIX

CobmoneHre nNpaBdl HaiekKamell KIHHAYECKOH IPAaKTHKA H IPaBHI
Hajuiexanmeid npaktnks no pabore ¢ OHOMEOHOUHCKHMH KJIETOYHBIMHA
NPOAYKTaMH

CHcreMaTHYecKaA nposepka cobmogerna COIL

CobaloncHnie BHYTPEHHENC KOHTPOJS TIPOBEAEHHS HHCHEKIUH C LEIbIO
NMOATBEPXACHHS COOTRBETCTBHA HCCHEIOBAHHA TPAaBHNIaM  HaJJlexame
KIHHHYeCKON MPAKTHKH, MpaBAjiaM HANISKAWCH NPAKTHKH No padote ¢
OMOMENHIMHCKUMH KJIETOYHBIMH HDOAYKTAMH, AOCTYIHOCTH MNEPCOHANY,
yuyacTBYIOIleMY B HCCIEHOBAHMM, TPOTOKONY KIHMHUYECKOTO HCCIAENOBAHUS
JIEKapCTBEHHOIO npenapata  Aad MEIHLHHCKOTO NpHMEHEHNAA,
6HOMEIMIMHCKOTO  KICTOYHOTO MNPOAYKTa, KIHHAYCCKOTO W KJIHHHKO-
naGopaTopHOro HCIBLITAHHA (MCCNENOBAHUS ) METMITHHCKOTO H3IETHS

Hposepxa SFAKNMIOYHTCIBHEIX OTUCTOR

HeobxonuMble yMeHus

Ioaretasnueats COII ans Beex nabopaTopHbeix onepauuii

OpraHuzoBEIBaTE obecleueHHE KAuecTBA Ha BCeX 3Tamax JaabopaTopHBIX
HCCIICIOBaHHH

IMpouzBOAUTE BHYTPAIAGOPATOPHBIE CHHYEHHS H  MeXiaGopaTopHBIE
CpaBHEHHS pe3y/bTaTOR NaGOpaTOPHEIX HCCNeJOBAHHIA

].-[]JOH3BO.I[HTB BH}’TPCHHHﬁ KOHTPONb KaueCTBA KAUMHHYCCKOTO HCCNICAOBAaHNA
NEKAPCTBCHAOTO npenaparta Al MCIAHIIHHCKOTO INPHMCHCHH A,
OHOMENHIUHCKOTO KJIETOYHOTO [IpoavKTa, KIHHHYCCKOIO H KITHHHKO-
ﬂaﬁopa'ropﬂoro HCTIEITAHAA (HCCI[G,I[OB&HPI}I) MCAHIOHHCKOIO H3ZCJIHA

Heobxonumele 2HAHHS

IlocnenoBaTENBHOCTE M XapaKTEPHCTHKA JIAGOPAaTOPHEIX  omepamuif B
JOKITHHAYECKOM HCCNeAOBAHUA

[lpasmna Hagmexamed KIHHHYECKOH NpaKTHKM, NPaBHIA HRUICKAINCH
NPAKTUKH N0 paboTe ¢ ONOMEINIHHCKIMA KIeTOUHBIMHA TPOAYKTaMH

[Ipuniuner  BHYTpHIAOOPaTOPHBIX  cAHYeHHE U MeXNabopaTOPHEIX
cpaBHeHHH pe3ynbTaTon NabopaTOpHBIX HCcleaOBaHHH

MexayHaponHBle H  poOCCHiickiie cTaHiapTel B 00JacTH  KayecTBa
KTAHAYECKOTO HCCIIeAOBAHK AeKAPCTBEHHOTO OPEHapaTa [Aysl MEAHIHHCKOTO
NpHMEHEHHA, OHOMENUIMHCKHX KJICTOYHBIX NPOAYKTOB, KIHHHYECKHX H

HpHHHPIl'lBI O(I)OPMHCHHSI AOKYMCHTAIIHH, B TOM THCJIE B 3NICKTPOHHOM BHAC

Hpyrue XapakTeprcTHKH




3.4. O600mennas Tpyaosas GyHKIHA

| SR
T Ipopeaenye ucenenopaHuii B Kox | D | VpoBeHs 7
o6nacTH MemIHHEL 1 Guonorn | o wwpuanm | 7
[IpocxRACHITe 3aHUMCTBOBAHG
;ﬁiﬂ::zﬂoﬁ TPYAOBOF Opuruuan X ——.
Koz PerncrpauOoHHBLH HoMep
OPHIHHAJA NpoecCHOHAABHOIO CTAHAAPTA
. BoamoxHEIE Mnagmmil Hay4HBIN COTPYAHHK
HAHMCHOBaHH:1 Hayungifi corpyarek
OOTKHOCTEH, :
npoteccuii
TpeGoanus x Briciee o0pazoBaHue — CIEUNANYTET N0 CneluanbHOCTH «MeaunHeK
obpazoBanHIO H CHOXUMHS»
obyueHHI0
TpeboBanus k ONEITY -
NpakTHIeckoil paboTs!

Oco0ble yenoBus
Aonycka K pabote

[IpoxoxaeHue o00A3aTeNbHBIX OPSABAPHTCIBHBIX (NIPH TIOCTYIUICHHH Ha
pabory) M HepHoAMYEeCKHX METHIMHCKHX OCMOTpoR (ofBcnemomaHuii), a
TaKKe BHEOUEPEHEIX MEIHIIMHCKHX OCMOTpOB {obceaobaHuil) B Hopdaake,
YCTaHOBICHHOM 3aKoHOZATENbCeTBOM Poccuiickoii Pepepaiiin

OtcyTcTBHE OTpaHUYeHHE HA 3aHATHE NMPOoPECCHOHANLAOH ASATENbHOCTHED,

C menpro mpodecCHORaNLHOIO POCTA U NPHCBOSHHS KBAIH(EKIIMOHHEIX
KATETOpHii:

- ONONHATENBHOE  MPOHECCHOHATBHOE
NIOBEIIICHAS KBATH(GHKALEN);

-00y4eHHe IO TporpaMMaM MOATOTOBKH Hay'HO-HEAATOTHYECKAX KaJpoB B
acIHpPaHTyPE;- CTAKHPOBKA;

- TPEHHAHTH B CHMYJIAIMOHHLIX LEHTpPaX;

- HCNONB30OBAHHE COBPEMEHHBIX JHCTAHIMOHHEBIX
T¢XHOIOTHIT (0Opa3oBaTenbHbIA NOPTAT U BeGHHAPH);

- YUaCTHE B Che3lax, KOHrpeccax, KoHpepeHInIX, MacTep-kiaccax
CobmroaeHHe  KOHOHOCHIMANBHOCTH HHGPOPMAIMH O  KIMHHYECKHX
HCCNEAOBAHMAX  JACKApCTBCHHOTO  MIpenapata Juli  MCHHIIMHCKOIO
NIPUMEHEHUS, GHOMEANLIMHCKOTO KIeTOUHOTO MPOAYKTAa H KIMHUYECKOTO M

oOpazopanne  (mporpaMMbl

oﬁpasoaarenhmrx

KIHHHKO-TabOpaTOPHOTO  HCIBITAHHA  (MCCHCHOBAHHA)  MENHIMHCKOTO
H3OCNHA
3gauue  TPYOOBOro  3aKOoHOJaTenhcTBa  Poccumiickoit  Pepepamum,

3aKoHoAaTenbCcTBa Poccmiickoli Pepepanuu B cepe OXpaHsl 340pOBHA,
BKIIOYAd @IpaBa rpaxiad B cepe OXpaHbBl 3JOPOBBA, 3aKOHOJATENHLCTBA
Poccuiickoii Mepepauun 06 ofpamennn TekapcTBEHHOIO CpeACTBA H
3aKOHOJATCALCTBA Poceuiickoii Genepanun 00 obpameHny
OHOMEUITMHCKOTO KIETOYHOTO MPOAYKTa




,I[OIIOJIHHTGJILHHG XApPaKTeCPHCTHKH

HaumMeHnoranue 6a30Boii Tpynmesl, JOKHOCTH (pod)ecchR) WK

Haumenosanue Kox
............................... AOKYMEHTA e e e CHCILHATBHOCTH
0OK3 2131 Bromori, 60TaHHKH, 300J0TH H CIEIHAIHCTE POOCTBEHHBIX
IAHSTHU
OKIIATP 20327 buoxummg ]
24394 HayuHslii coTpyaHuK (B obnacT 6GHOMOrHN)
24395 HayuHeri coTpyauuk (B 061acTH GAKTEPHOTOTHH U
dapMakosoruu)
24397 . Hayunbiii coTpyiHHK (B 00JIACTH MEAMI(HHLI)
OKCO - 3.30.05.01 ;| Meguumackas SHOXEMES

3.4.1. Tpynosas dy

HauMeHoBaHRe

HKNEA
BhinonEeHHe PyHAAMEHTANbHbIX _______ : :
HAYYHBIX HCCIEAOBAHHEH U Kox | D/OL7 | VpoBeHs {MoIypOBeHs) | .
pazpaboToK B OBNACTH MEWIHHEI | ‘ KBATH HKALUH

B OHONIOTHH |

MNporcxoxaeHue TpyAOBOH

gl

ApOdECCHOHATLHOIG
CTanjapTa

TpynoBele aeHcTBHS

ObocHoBaHHe (PYHAAMEHTAIBHBIX HAYYHBIX HCCIENOBAHHA U pazpaGoTox B
obnacTu MeAHIHHEI H GHONOTHH

Onpeacnenve uenn 4 3agay GyHAAMCHTANBHBIX HayYHBIX HCCNCIOBAHHN H
paspaGoToK B 006NacTH MEIMUMHBI M OHotorel
Ilnauupopanne (yHIAMEHTANLHBEIX HAYUHBIX MCCIeLOBaHH# B 00NacTH
MEIHMUMHEL H Ouonoru#, moabop Au3aiiHa (yHIAMEHTATBHBIX HAYIHBIX
HCCICIOBAHAH B COOTBETCTBHH C LEISIMU U 3a71a9aMH

IIposencHne GyHaaMEHTANBHBIX HayWHBIX HCCIEAOBAHHI H pa3paboTok B
0bnacTH MeAHIMHL! ¥ GHONOTHHE, 2HATH3 MOJYICHHBIX PE3YIIbTaTOB
Hureprnperauss MOMYMEHHBIX PEIYIRTATOR (PYHIOAMEHTANBHBIX HAYYHBIX
ACCICAOBAHUNA U pa3pabOTOK B 00MACTH MeJHIIMHBI H OHOMOTHH ¢ LENBIO

Heobxonmmbie YMeH

st ®opmymupoBare 3ajsauu (yHAAMEHTANBHBIX HAyUHBIX HCCNENOBAHHE H
paspaGoTox B 061aCTH MeIMIMHE H OGHOJIOTHH, ONpenensTs OOBEKT
$GyBAaMEHTANBHOTO HAYMHOTO HCCASZOBAHHA U HCTIONB30BATE COBPEMEHHBIE
(u3uKO-XUMHYECKHE, GHOXMMHYECKHE H MEIHKO-GHOMOTHYECKHE METOMBI
HCCIIeJOBAHUS

IIpuMenats ocHOBEN 1a0OPaTOPHON TEXHUKH XHMHIECKOTQ KCIIEPHMEHTR,
MCTOAB! AHANHTHYCCKOH XHMMHH, OPraHHYECKOro CHHTE3a M (PH3HKO-
XHMHYECKOrO aHaJIM3a NpPH BEIIONHEHHH YHIAMEHTANbHBIX HAYYHBIX
HCCRCAOBAHHIL M Pa3paboOTOK B 0ONACTH MeAMUMHB! H OHoMlOTHH
[IprMeHATE METOAN MATEMATHUCCKOTO AHATA3A, METOAB CTATHCTAYECKON
00paboTku  pe3ynbTaToB  HAOMIONEHMIl, METOAB  I[UIAHHPOBAHHA
| JKCTEPUMEATA

Hnrepnpernposathb PE3YIBTATHI Hay4HBIX (byHIaMERTAIBHEBIX
MCCIIe/IOBAHWH H Pa3paboToK B 06G14CTH MENUHMHLI U GHOJOTHH C LIENBIO
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Heobxonumbie 3HaHAA TeopeTnyeckne H METOIHYECKAE OCHOBBI (PYHIAMEHTAMBHBIX HAYK
MeTonoNOTHYEeCKHE DNPHHLAINL H3YUeHHd SKHUBBIX CHCTEM, BKITFOYas
NPUAHIHINB TCOPHH H TPAKTHKH H MOPAaKTHKH IUIAHHPOBAaHHA MeEIHKO-
OMONOrdYecKoro 3IKCHEPUMEHTA, €ro TCXHHYECKOI0 H MAreMaTHYeCKOoro
obecneueHHna

KadecTBeHHBIC H KOJMHYECCTBEHHbIC pa3iH4YHA MEKIY 3A0pPOBBEM H
00N€3HBIO, STHONOTHA, MAaroreHes W KIHHHKAa Haubojee  4acTo
BCTpEvalOuXcs 3aDONeBaHRA, NPHHUUNE! HX NPOQHIAKTHKH, NEYSHU, a

OcHoBEl  00paboOTKH  AHArHOCTHYECKOH H  MEIHKO-OHONOTHYECKO
HHPOPMAIHE ¢ TOMOILIO COBPEMEHHBIX KOMINBIOTEPHEIX TEXHOIOTHHA
[IpuHIHNE! ZelicTREA, 00IacTh IPAMEHEHHS COBPEMEHHOMN anmapaTyps! I
TpOReNCHHA OHOXMMHYECKHX HCCIECNOBAHHE H METOOWYECKEX MOAXOMAOR,
/U1 IPOBEAEHHS HAYZHOTO SKCIEPAMEHTA H KITHHUIECKOM THATHOCTHKH
JpyTHe XapaKTepucTHKH | -

3.4.2. Tpyaopas pyHkuns
" BLINOJHEHHE MPUKNAAHEX M | e ' T )
| IOHCKOBBIX HAYYHBIX HCCACAOBAHMII H | Yposcis i
HaumeroBasne 60 5 ¢ Kon | D/02.7 (nopyposers) | 7 |
' pa3paGoTOK B 00NIACTH MEIULMHE! | KpaTnHKaH | ‘
: Guonorun ! : b

[TpoucxoacHue TPy A0BOH

by OpariHan X i 3auMCTBOBRHO M3 OPHHHANA |
Konopvrueana  PerdcrpaiHOHHETH
HOMEP
NPOPECCHOHANBHOTO
CTanjaprta
Tpynoseie nelicTeas Brimonuenne MNpHKNAAHBIX H IOHCKOBHEIX HAYYHBIX HCCISHOBAHHH H

paspaboTok B 0OMacTHM MeaMUEHBI H OHONOIHH, HANpaBICHHBIX HAa
yAyYmeHne AHATHOCTHKH 3a0osieBaHuil 9eNOBEKA, CKPHHHHI, MOHHTOPHHD
3a00/ICBaHMI YeloBeKa

IlpoBenienne NpUKAAIHBIX M TOMCKOBRIX HCCIeZOBaHHII M pazpaboTok B
obnacTd MEIMOHEBI H OHONOTHH, CBA3AHHBIX ¢ ONCHKOH 3¢QeKTHBHOCTH,
Ka4eCcTBa 1 He30NacHOCTH JTeYeHUS H IPOTHO30M HCXOAO0B 3a001eRAHNS
JaneHeiilllee COBEPUICHCTBOBAHHE METOAOB JHATHOCTHKH M JICUCHHS,
HalpaBAeHHbLIX HA COXPAHEHHE JKH3HH H 3/IOPOBBA YCIOBSKA

@opMyIHPOBKA KPUTEPHEB BKIIOUCHHA [ALHCHTOB B NPHKIANHOE H
' MOACKOBOE HAYYHOE UCCIICAOBAHAE B 00JacTH MEHIMHEL M GHOJIOHH
Coctasnenne MHQOPMHPOBAHHOTO COIVIACHA MANMEHTA HA YYacTHE B
NPHKNATHOM H MOACKOBOM HAYYHOM HCC/ICHOBAHHH B 00MACTH MEIMUHHBI H
I OHostornH

Heobxomumeie ymeHHs | BRIMOMHATE TPHKIAAHBIE M IIOHCKOBBIE HAYYHBIE MCCICIOBAHHE U
paspaboTkn B oONacTH MeAMuMHBI H OHOJIOTHH, HANPABICHHBIC HA
YAYMIICHHS JHATHOCTHKH 3a0oncBaHHE YeNOBEKa, CKPHHHHT, MOHHUTOPHUHD
3a00NeBaHMi YeToBeKa

IlpoBoANTE MPHKIAJHBIE M HOHCKOBBIC HCCIHCHOBAHAA H PaspadoTKH B
obnacT meaMnMHBI M GuoNOrwH, CBA3aHHBIE ¢ OLCHKOH 3(pPeKTHBHOCTH




28

[ToaretaBnpears HpeAJOXEHHd 10 JAAaNBHEHIICMY COBEPILCHCTBOBAHHIO
METOJIOB TMArHOCTHKH M JICUCHHS, HANPABIEHHHX HA COXPAHEHWE XH3HH U
300pOBbA UCNIOBCKA _ S
BEIGHPATh HATHOCTHYECKH 3HAYAMEIE IA00DATOPHBIC IOK43are |
QopMyTHPOBAaTh KPHTEPHHM BKJIOYEHHS MANHEHTOB B NPUKIGAHOE M
TNOHMCKOBOE HAYYHOS HCCIEA0BAHHE B 00JIaCTH MEIHIHHEL M GHOJIOrHH
CoctaBnare WHPOPMHPOBAHHOE COTNAcHe MAlMEHTa Ji9  ydJacTHs B
NPUKIIATHOM H MOHCKOBOM HaydHOM HCCICIOBAHHH B OOJNACTH METHLMHE
6wonornm

HeoOxoumnie 3HAHUS Teopernveckae W MeTOIWYECKHE OCHOBH (YHIAMCHTAIBHBIX H MEIUKO-
OHONOTHYeCKNX HaYK, KTHHNYECKHX H MPAKJIAHBX THCIUILTHH

OTHoJOTHS H natorexes 3abonesaHni YeloBeKa
TIpHHIHIE JOKA3ATENRHOA MEIHIHHEL

MeToabl CTATHCTHYECKOTO aHAH32

Jpyrue XapakTepucTHKH | -

IV. CBefenns 06 opranuzanusx — pazpaborunxax npodeccHoHaibHOr0 CTAHAAPTA

4.1, OTBeTCTBEHHARA OPraHH3ANAL-PA3PAGOTIHK

AccollHanus cHelHATHCTOB U opraHuzatuit nabopatopHoi cnyx6e1 «Degepanns nabopaTopHoii
MeRHIHHED, ropoa Mockpa

[TpesuneHt KouetoB AHaromuii I 1eGoruu

4.2, HanmMcHOBaHHSA OPrasu3anuii-paipadoTaHKon

1., ®I'BOY BO «Mockosekuii rocyzapeTeeH el yauBepeuteT MeHE M. B. JloMoHocoBa», ropos
Mocksa

2. Coro3 MeIHUHHCKOTO coobmecTra «HaunonansHas Menununckas [Tanatay, ropoa Mockea

3., ®I'BOY BO «Cubupcknii rocyapcTBeHHBIH MENHNMHCKUN YHHBEPCHTET» MUHHCTEPCTRA :
. 3apaBooxpaneHnd Poceutickoit ©enepamun, ropoa ToMck :

4., ®I'BOY BO «Poccuiicknil HALMOHANEHEL HCCENOBATEBCKHH MEMIHHCKKEH YHHBEPCATET HMEHH
- H. M. Ilnporosa» Munuctepctra 3apasooxpancuuns Poccwiickoit ®eaepannn, ropon Mocksa ;

! OBwepoccutickuii KnacenhUKaTop 3AHATRE.

2 OfiniepoccHACKHN kNACCHPHKATOP BHAOR SKOHOMHMECKOH JIeITeNbHOCTH.
* Mpuxas Munzzapara Peccyn or 20 nexatpa 2012 r. Mo 11831 «O6 yTeepxaeHNH HOMEHKNATYPL AOMKHOCTEH MeANLHHCKIX
pabOTHHKOR ¥ JapMalleBTHUCCKHX pabOTHHKOBY (3apeTHCTPHPORAH MuntocToM PoccHy 18 mapra 2013 1., perncTpaunoHHbIf
Ne 27723), ¢ usMeHEHHAMH, BHECCHHEIMH Dpuka3oM Munsapaea Poccust ot 1 aerycra 2014 r. Ne 420H (3aperucTpHpPOBAH
MugwcroM Poccun 14 aprycta 2014 F., peructpaunodnsii Ne 33591),

4 Cratba 69 Penepaneroro 3akoHa ot 21 Hoalpa 2011 r. Ne 323-03 «O0 ocHoBax 0XpaHbl 3A0poBbA IpakaaH B Poccuiickok
denepaunn» (Cobpanne sakoHomaTeAbCTBA Poccuiickoit Deacpaunn, 2011, Ne 48, cr. 6724; 2013, Me 27, or. 3477; Ne 48,
T, 6165, 2016, Me 1, ¢, 9),

5 Ilpukas Munspasa Pocenn ot § oktadpa 2015 r. Me 7078 «O6 yBepxacunn KpaindHKaUHOHHBIX TpeGOBaHHA K
MEIHUHHCKHM H  (apMaucBTHUCCKHM palOTHHKAM ¢ BEICIIEM O0pa3oBaHHMEM M0 HANPABICHMIO OATOTCBKH
«3ApaBooXpancHHe H METHLHHCKHe HayK» (3apernctpaposaH MuniocroM Pocenr 23 oxtaGpa 2015 r., perucTpansoHuIi
Ne 39438), ¢ uzMencHHAMM, BHeCeHHBIMM NpHKazoMm Mumzapapa Poccur or 15 mong 2017 r. Me 3281 (3aperucTtpuposan
Muticcrom Poccri 03 mona 2017 r., perneTpauioHHsit Ne 47273).
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® Npuxas Mansapaka Poccun ot 06.06.2016 Ne 3520 «O6 yTBEpAICHHH MOPAAKA BHAAYH CBHACTEABCTEA 06 aKKpEANTAUHH
CTIEHAINCTA, HOPMBI CEHASTENLCTRG 00 AKKPeAHTALMA CHSLHANHCTA H TEXHHUESCKHX TpeOoBaunil & HeMy» (3aperHcTpHpoBaH
MunncrepcrroM ocTauun Poconticxoii depepannn 04 mona 2016 r., pericTpaumnonssiii Ne 42742).

7 Cratea 213 Tpymororo kogekca Poccmitckoit ®enepawn (Cobpanue sakononatenscTea Poccutickolt ®eacpamm, 2002,
Ne 1, c1. 3; 2004, Ne 35, cr. 3607, 2006, Ne 27, c1. 2878; 2008, Ne 39, ct. 3616, 2011, Ne 49, ¢1. 7031; 2013, Ne 43, ¢1. 6165;
Ne 52, c1. 6986; 2015, Mo 29, cr. 4356).

® ITpuxas Mumsapaecoupasputua Poccun oT 12 anpess 2011 r. Ne 3021 «O6 yTeepaaeHuu Nepeuned BpeAHEIX H (HIH)
O[TACHBIX NMPOM3BOACTBEHHEIX PakTOPOB H padot, MPH BHIIOJHEHHA KOTOPHX NPOBOIATCA 00A3ATENbHEE NPEIBAPHTCIBHEIC H
NEPHOAMMECKHE MEAHIHHCKHE ocMOTPH (ofcnenoBanud), u [lopsaka npoeemeHHA 00#3aTeNbHBIX NPEABAPHTENLHHX H
TIePHOAHYeCKHY MEIHUHHCKHX OCMOTpOR (00cnenoBaHmit) paGoTHUKOR, 32HATLIX Ha TAKeRsX paboTax H Ha pabotax ¢
BPEJIHBIMH W (MNM) OMACHEIMH YCIOBMAMH TpYAa» (3apeructpupoBas Mumoctom Poccun 21 okrabps 2011 r,
perHcTpatHoHALId No 22111), ¢ H3MeHeRUAMH, RHeCEHHBIMU Mpuxasamu Muuzapasa Poccun ot 15 Masg 2013 r. Ne 296
(3aperucTpupoBal MuHwctoM Poccun 3 mwong 2013 r, perucrpauxonssiii Ne 28970) u or 5 nexabps 2004 r. Me 801w
(3aperucTpupopan MustoctoM Poccuu 3 despans 2015 1., perucTpaunoHueii Ne 35848).

% Cratea 351.1 Tpyaosoro koaexca Poceniickoit ®eaepauny (CoOpanue zakoHozarenscTBa Pocchifckol denepamin, 2002,
Ne 1, ¢1. 3; 2006, Ne 27, ¢t 2878; 2008, Me 9, cT. §12; 2015, Ne |, ct. 42; Ne 29, cT. 4363).

1 ©enepanshbiit sakon or 21 HoAGPA 2011 r. Ne 323-3 «O6 0cHOBAX OXpaHbl 310POBBA TPAKAAH B Pocchiickol Penepaummy»
{Cobpanne sakoHogatennctTsa Poccuiickoit ®eaepaumn, 2011, Ne 8, cr. 6724; 2013, Ne 27, ¢t. 3477, 2017, Me 18, cr. 2663,
Ne 27, ¢t 3951).

! Epuneii patudHKanMoHHs CIPABOURAK JO/DKHOCTEH PYKOBOANTENCH, CIIEHHANACTOB H CITy/KAIFX.

2 O6wmepocculickiti knaccudukarop npodeccalt pabounx, IODKHOCTEH CIYKALIMX H TAPH(HBIX Paspaios,

¥ Ofmepoccnitcknit KiaccutukaTop cenrATbHOCTEH IO o0paiopaHHIO.

“Ilpukas Mumaapapcoupassutus Pocenn or 3 wmoas 2008 1. Me 305u «O6 YTBEPKAOCHHH NpoeCCHOHANBHEIX
KBAMHQHKANMOHHLIX YN ToMkHOCTeH paGoTHHKOB ofephl HAYUHBIX HecneZoBaHWH M paspaGorox» (3aperucTpuposaH
Mumtocrom Poceru 18 wmons 2008 r., permctpammormeii Ne 12001), ¢ MIMeHEHHAMH, BHECCHHBLIMH ITPHKA3OM
Mumzapaeconpassutus Poccun or 19 sexabpa 2008 r. Mo 740u (3apeructpuposan Mumoctom Poccuu 21 aupaps 2009 r.,
PETHCTPALMOHHEIH Ne 13147),



