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2. Coxkpamenns

1. B Hacrosmem cranmapre onepalHOHHON MPOLEAYPbl HCIIOAb3YIOTCH
CIIEIYIONINE COKPALLICHUS:

1)  GCP — cranmapt Haanexaied KIMHUIeCKOH MPaKkTHKY;

2)  HC — uHpopMHPOBaHHOE COTIIACHE;

3) KM — xnmuH#Yeckue necnenoBaims;

4) JIKD — noxansHas KOMHCCHS TTO0 OHOITHKE;

5) Pl - rnaBHbli uccnenoBarein;

6)  COII - crangapT onepanuoOHHOM POLEYPHI.

3. Hoawzosarean COII

2. [Tons3zosarensmu COII sensroTes:

1)  PYKOBOACTBO OpraHU3allMU;

2)  OemapTaMeHT HAYKW U 00pa30BaHus;

3)  uieHbl YUEHOro COBETA,;

4)  4IeHbl TOKAILHON KOMHCCHH 110 BOIIPOCAM STHKU;

5)  HayuHbIe UCCTIE/OBATEIIM;

6)  CHELHATHCTHI, BOBJICYCHHBIC B KIMHUIECKHE HCCIICIOBAHHS.

4. Onpenenenust

3. B nacrosamem COII ucnionb3yrores cleyromue onpeaeicus:

1) UKudopmupoBanHoe cormacme — JIOKYMEHTANBHO OQGOpMIIEHHOE
NOOpOBOJIBHOE — COIJIACHE  MCIBITYEMOI'O HA y4YacTHE B  KIHMHHYECKOM
HCCIIE/[OBAHUM/UCIIBITAHUM ITIOCNE O3HAKOMIIEHUS CO BCEMHM HeOOXOUMbIMUA
JAOKYMEHTaMH, MO/ CAHHOE ¥ JTaTHPOBAHHOE UCIIBITYEMBIM;

S.Henn
4. Uensto nacrosmero COII sensercs obecredeHue COOMONCHUS MPAaB
NalHAEeHTa BO BpeMsI TIPOBENEHUS KIIMHIHYECCKUX UCCIIE0BAHMIA.

6.  Aaropurm CTaHIAPTHBIX AefCTBUI H/HIAN onepanuii

6.1 TpeboBanus

5. O61ue TpeboBaHus:

1) HoOposonsHoe MHGOPMHPOBAHHOE COINACHE HCIIBITYEMOrO JOJDKHO

OBITh MOJIYYEHO 10 €ro BKIFOUEHUs B UCCIeI0BAHME.

2)  Ilpu nonyueHuH U JOKYMEHTHPOBAHHU UHPOPMHUPOBAHHOTO COTITACHS
HCCIIeIOBaTellb JI0JDKEH COOMI0ATH COOTBETCTBYIOLINE PErYISTHBHBIE TPeGOBAHMS,
NPUHIKIBL Hagexaend kinHudeckoi npaktuku (GCP) u stuueckue npuHIAmE,
basupyromuecs Ha XeJIbCHHCKON JeKIIapaLiiH.

6. TpeGoBanus K NepcoHaIy, PUBIEKaeMOMY K rposegernio KU:

1) cooTseTcTByIOIIEE METUMUMHCKOE 0OPA30OBAHNE;

2)  o0yuenue npuHLMIAM Haajiexawleil Kinaudeckoii npaktuku (GCP);

3)  TIOArOTOBKY W OIBIT IUISl BHIMOJHEHUs BO3JI0XKEHHBIX HA HUX 3aJad,
COTJIACHO IIPOTOKOIY KIIMHUYECKOI'O HCCIIeI0BAHMUS
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6.2 AnropuTm AeficTBHIH H/MJIH onepaLHii:

7. Jlo Ha4yana KIMHHYECKOTO HCCIEIOBAHUS TNaBHBIi-uccaenosarens (PI)
JIOJDKEH IOJLy4UTh IIUCbMEHHOE M0JI0XKUTeNbHoe 3akmouenne JIDK oTHOCUTENBHO
(GOopMBI MHCHMEHHOIO MHOOPMHPOBAHHOTO COTJIACHS U TUCHMEHHOM MHQOpPMaLn
00 MCCIIeIOBaHHH, IPEJIOCTABIIAEMEIX HCIIBLITYEMBIM ITAl[MEHTAM.

8. opma NMCBMEHHOIO COIJNACHS M NHMCbMeHHas uHpopmanusi o KU,
NPEJOCTABIIACMBIC UCTIBITYCMBIM, MOJDKHBI IIepecMaTpUBaTLCA BCSIKUM pas, Korma
TOSIBTISIETCS HOBAS MH(OPMALIUS, BO3MOXKHO MMEIOIAsi OTHOIIEHUE K UCITBITYEMBIM.
JIro6p1e u3meneHHsle (revised) hopmbl THCEMEHHOTO HH(POPMUPOBAHHOTO COTTIACHSI
¥ TECbMEHHOM HH(OpMauu 00 uccaej0BaHIK JODKHBI IOIYYaTh NOJOKUTENbHOE
3akmovyenve JlokanmpHOM KOMHCCHH [0 BOIpOcaM 3THKH JI0 Haudaja HX
UCHOJIb30BAHUS, TIOCIE YEro OHU JOBOAATCA IO CBEJeHMS! CYOBEeKTa WM ero
3aKOHHOIO TPENCTaBUTENS. M BIMAIOT Ha NPUHSTHE peIIeHus cybbexkra o
JANBHEHIeM IPOJOIDKEHNH y4acTHs B HccnenoBamuu. Makr mepegaud 5Toi
HHGOPMALHY JIOKYMEHTAILHO OQOPMIISETCS.

9. Hu nccnenoatens, HU APYrod nepconal, yuacrsyronmi B KU, He noiokHbI
OKa3bIBaTh [AaBJIEHUE MIIM IPUHYXKJATh MCOBITYEMOIO K BKIOYeHHIo B KU wim k
npoaomkenuro ygactus 8 KA.

10. Hu B ycrnoit wundopmanuu, HM B T[HCHMEHHBIX MaTepuanax
UCCIIeIOBaHMs, BKIIKOYasA IHCEMEHHYIO (OpMY HH(DOPMUPOBAHHOIO COrNIACHS UM
MHPOPMAITMOHHOIO JIMCTKA TAIMEHTa, HEe HCHONB3YIOTCS (OPMYIUPOBKH, TIPSIMO
WM KOCBCHHO CKIIOHSIOIIME CyOBbEeKTa WM €ro 3aKOHHOIO IIpeJCTaBUTENs
OTKa3aTbCsl OT 3aKOHHBIX IIpaB, a Takxke (OPMYJIMPOBKH, MPAMO UM KOCBEHHO
0CBOOOX/IAIOIME UCCIIEIOBATENA, ME/IMIMHCKYIO OpraHH3alliio, CIIOHCOPA I MX
TIPEACTABUTENECH OT OTBETCTBEHHOCTH 3a XalIaTHOCTb.

11. Hccnemosaren» ofeciieunBaeT B IONHONW Mepe HH(DOPMUPOBAHME
CyObeKTa HMIM ero 3aKOHHOTO MpejcTaBuTeNs 000 BCEX 3HAYMMBIX ACMEKTAX
HCCJICOBaHKUs, B TOM 4YHCIC 3HaKOMHT ¢ IHMCbMEHHOM wuHpopMaimei o0
UCCJICIOBAHIH U 0J00pPEHUEM WK TOJIOKUTENBHBIM 3aKirouerreM JIDK.

12. Obecneunsaercs npegoCTaBIeHUE YyCTHOW U IIMCbMEHHON MH(DOPMALUHU
00 mccnemoBaHMH, BKIOYAS TUCHMEHHYIO (OpMY HHMDOPMHPOBAHHOTO COIJIACHS,
TIOHSATHOM CYOBEKTYy, HE WCHONB3YOIell CIeuManbuBIX TePMHHOB WITH, B
COOTBETCTBYIOIIIHX ciyvasx, ero 3aKOHHOMY IPEeJCTABUTEITIO u
HE3aUHTEePEeCOBAaHHOMY CBUJIETEIIIO.

13. Tlepen nonydeHueM WH(GOPMUPOBAHHOIO COrIACUS UCCIEIOBATE b HIIH
Ha3HAYCHHOEC WM JIMIO TIPEAOCTAaBIsET CYyOBEKTY WM €ro 3aKOHHOMY
NPEACTABUTENIO [OCTATOYHOE KOJMYECTBO BPEMEHM M BO3MOXHOCTH  JUIS
nonyueHust Gonee noapodbHol HHGOpMAIMKM 06 HCCHEOBAHMH U IIPHHSATHS
pemrenust 00 ydacTuu unu oTkase. CyOBEKT WM ero 3aKOHHBIA IIPEICTABUTEIb
TMOJIyHaeT UCUEPIIBIBAIOIIME OTBETHI HA BCE BONPOCH] 00 HCCIIE[0BAHUH.

14. Eciti cyObeKT Ui ero 3aKOHHbINA NPeICTABUTENL HECIIOCOOHBI YUTATh, TO
B TEYEHUE BCEH Pa3bsCHUTENbHOH Oecenbl MPUCYTCTBYET HE3aMHTEPECOBAHHBIH
ceujerens. Ilocne Toro, xak CyObEKTYy WIM €ro 3aKOHHOMY IPEICTABUTEINIO
IPOYUTANN U PAZbIACHUIN MUCHMEHHYIO (OopMy MHQOPMHUPOBAHHOIO COTNACHI U
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ApPYTHE MpeaocTaBlisieMble CyObeKTy MHMChbMCHHBIE MAT€PHasbl M MOCIE TOTO, KAK
CyObEKT MIIM €ro 3aKOHHBIA NPEeNCTABUTENb Al YCTHOE COTTIacHe Ha y4yacTHe
cybbeKxTa B HCCIENOBAHMH M, €CIU CIOCOOCH, HOANMCAN M COGCTBEHHOPYUHO
NaTHPOBal TMHCBMEHHYIO (QOpMy HHGOPMHPOBAHHOI'O COIJIACHSA, CBHICTEIbL ee
MOJMKUCHIBAET M COOCTBEHHOPY4YHO jatupyet. [lojarnuchizas GopMmy cornacwus,
CBUJCTENb TIOJTBEPIKIAAET, YTO MH(MOPMALM, colepKalascd B (popMe COITacus
WJIH WH(OPMAIIHOHHOM JIMCTKE MALMeHTa U BCeX APYTUX MACBMEHHBIX MATEPHATIAX,
ObL1a TOYHO Pa3bACHEHA U IIOHSTA CYyOBEKTOM WIIH €10 3aKOHHBIM NPeCTABUTEIIeM
M, 4TO COTJIACHE HA y4aCTHUE B UCCIIEIOBAHUM, JAHO CYObEKTOM MITH €r0 3aKOHHBIM
IIpeCcTaBUTeNeM 100POBOILHO.

15. Kak B XoJie paswsACHHTENBHONH Oecelbl, Tak W B MMCLMEHHON (hopme
MH(GOPMHUPOBAHHOIO COTNACHS MM MH()OPMALMOHHOM JIMCTKE MALMEHTa, a TAKKe
MOOBIX JAPYTMX [HCBMEHHBIX MaTtepuanax, I[pegoCTaBIAeMbIX CYObeKTaMm,
pasbsACHSICTCS ClleyIolee:

1)  wccnenoBaHue HOCUT KCIEPUMEHTAILHBINA XapakTep;

2)  uesb UCCIIE/IOBAHUS,

3)  ucchenyeMblii cmoco6 JleueHuss B NpOLECCe UCCIENOBAaHUSI H
BCPOATHOCTH CIIy4alHOTO PaCTIPEEICHUs B OJIHY U3 TPYIII JICYSH U,

4)  Dpouexyphl MCCiIeI0BaHHs, BKIIOYasi BCE MHBA3UBHBIE IIPOIELYPhI;

5)  oO0si3aHHOCTH CYODLEKTa,

6)  SKCIePHMEHTAIbHEIE ACTIEKTEI UCCIIEJOBAHMS;

7) OKMIAEMBIH PHCK MWIM HeyaoOcTBa g CcyOBbeKTa, a Takke, B
COOTBETCTBYIOLIMX CIly4asx, s 3MOPUOHA, TII0Aa WIH IPYAHOro peGeHKa;

8) OXKHJIaeMbl€ BBITOJla M (HMIIH) II0JB3a, €CAM I10Jb3bl C MEIULMHCKOM
TOYKH 3PEHHUA He TIPEANOIAracTcs, TO CYObEKTY 00 3TOM coo0IIaeTes;

9)  MHBIE, HOMMMO MPEeyCMOTPEHHBIX B UCCIIE0BAHMY, IPOLEAYPEl UITH
METOJbI JICYCHHUs, KOTOpbIE JOCTYIIHbl CYOBEKTY, a Taikke WX 3HAYMUMble
TIOTEHIIMAILIBIE BHITO/IA M (VJTH) IT0JIb34, & TAKIKE PUCK;

10) xommencauus u (WOM) JedeHHe, JOCTYIHBIE CYyOBEKTY B CIydae
NPUYMHEHMS BPEla €r0 3/J0POBBIO B PE3YJIbTATE YUACTHS B UCCIIE0BAHUH;

11) rnuanupyeMbll pasmep BelILIAT CYOBEKTY 3a €ro ydacTHe B
MCCIIEOBaHNH, eCIIH TAKOBbIE TIPEAYCMOTPEHBI;

12) nnasupyemsle pacxofbl CyObekTa, €CIH TaKOBblE OKHMIAIOTCH,
CBA3aHHBIE C €r0 YYaCTUEM B HCCIEI0BAHUMU;

13)  y4acTue cyObeKTa B UCCIENOBAHUM SBJIIETCS JOOPOBOJBLHBIM, B CBS3U
C 4eM peleHre 00 0TKa3e OT YJacTHs WIM BBIXOA M3 HCCIICIOBAHMS TPUHUMAETCS
UM B JTFO00M MOMEHT 6€3 Kakux-aubo caHKLMit Jiuis ceOs uiu NIOTEPH TMOJIOIKEHHBIX
BBITO/I;

14)  MOHMTOpBI, ayAHTOPEI, JIOKATBHOW KOMHCCHH 110 BOTIPOCAM STHKA W
OKCHEPTHAs OpraHu3alus B TOH Mepe, B KaKOH 3TO JIONYCKAETCS HACTOALIUM
CranpapToM, MMEIOT HOPSMON [OCTYII K OPUIMHANBHBIM MEIMLIHHCKMM 3aIMCIM
cyOBbeKTa AN NPOBEPKM NMPOLEAYP U (WIIK) JaHHBIX KIMHHYECKOTO UCCIIeI0BAHMS,
HC HapyIIas Mpu 3TOM KOHQUAEHIHANLHOCTU JaHHBIX CyOhekTa. CYOBeKT U ero
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3aKOHHbIH MPEJCTABUTEIIb, IOATIUCHIBAS IMCBMEHHYIO (OPMY UHPOPMHPOBAHHOTO
COTNIaCHsl, pa3pellacT TaKou JOCTYII;

15)  sammcu, upeHTHbuLMpyIOmKe CyObeKkTa, COXPAHSIOTCS B TaiiHe U
PAacKpbIBAlOTCS TOJNBKO B TOM Mepe, B KakKoH 5TO IOIYCKAeTCs HACTOSIINAM
Crannaprom. [Tpu myOimKkaluuy pe3yabTaToB HCCIEN0BAHUS KOHDHACHIHATBHOCTE
JaHHBIX CyObeKTa COXpaHSETCs;

16)  wnpopmanms, cmocoGHas MOBNMATE HA Kelanue cyObekTa
[IPO/IOJIKATE YHacTHE B MCCIIE/I0OBAHUM, JOBOJIMTCS JIO0 CBeIeHUs CyOLeKTa UIlU ero
3aKOHHOTO NPEJICTABUTEIS;

17) JTUIA, K KOTOPbIM 00palaloTes IS TOJNy4eHHS JOIOTHHTCILHOM
vHQOpMauK 00 MCCIENOBaHHM W NpaBax CyOBEKTOB HCCIICHNOBAHMS, 4 TAKKE B
Clly4ae NpUYMHEHHsA BpeJla 3I0POBbIO CyObeKTa B Pe3ysIbTATE €ro y4yacTHs B
UCCIIeJOBAHUM;

18)  Bo3MOXHBIE 06CTOATENBCTRA 1 (MIIM) IPUYMHBL, TI0 KOTOPBIM yYaCTHe
cyObekTa B HCCIIe/IOBAaHUH TIPEKPALIAETCS;

19)  npenmomaraemas  NPOJOIDKUTENBHOCTH — ydacTHs  CyObekTa B
HCCIEI0BaHUH;

20)  mpubim3MTENEHOE KOJMYCCTBO CYOBEKTOB, KOTOPOE MPEAIOIaraeTcs
BKJIFOUUTH B UCCIIE/IOBAHUE.

16. Tlepen BkmrOueHMEM B HCCIENOBAHUE CYOLEKT WM €ro 3aKOHHBLA
TPEACTABUTEND NI0JIy4aeT ITOAMTHCAHHEIA U JaTHPOBAaHHBIH 3K3eMIUIApP MHCHEMEHHOM
(opMBI HH(OPMHUPOBAHHOTO COTMACHS W JPYIHe MPEdOCTABJISeMble CYOBEKTAM
NUChMEHHbIE MaTepuabl. Bo Bpems ydacTHs cyObekTa B MCCIENOBAHMM CYyOBEKT
UM €ro 3aKOHHBIH MPEeNCTABUTE/Ib IOJNy4YaeT TNOJINHCAHHbIE W JIaTUPOBAHHBIE
SK3EMIISIPBI BCEX MOCIEYIOIUX peaakumii (opMbl HHYOPMHPOBAHHOTO COTTIACHS
¥ KOIMM TIONPAaBOK K JAPYyIrdM IIMCbMEHHBIM MaTepualiaM, IPejloCTABIIIEMbIM
cyOBeKTy.

7. Ecnu B KIMHUYECKOM MCCIETOBAHHH YYacTBYIOT CyOBEKTEH, KOTOPHIE
BKIFOYAIOTCA B WCCIIEIOBAHHE TONBKO HAa OCHOBAaHHHM COIJIACHUA WX 3aKOHHBIX
npencTaBuTesiell (HECOBEPIIEHHOJIETHUE, MALMEHTHI C BLIPAKEHHBIM ClIaboyMueM)
cyobexT undopmupyercs 06 Hccne0BaHMU B COOTBETCTBHU C €r0 CIIOCOGHOCTHIO
NOHATE 3TY HWHQOPMAIMIO M, eclM CyOBEKT B COCTOSHHH, TONIHCHIBACT U
COOCTBEHHOPYYHO NATUPYET HHUCbMEHHYIO (HopMy UH(GOPMHPOBAHHOIO COJIACHSI,

18. B uccrenoBanue, He CBA3AHHOE C JIEYEHHEM, BKIFOYAIOTCS CYOLEKTHL
KOTOpble COOCTBEHHOPYYHO MNOMAMKUCHIBAIOT U IATHPYIOT MHCHMEHHYI (HOpMY
HH(QOPMUPOBAHHOTO COTNACHS U (WJIH) TIOTBEPIKAAIOT CBOE COTTIACHE ¢ TOMOIIBIO
UX 3aKOHHBIX NIPeJICTaBUTENICH.

19. B uccnenoBanys, He CBA3aHHbBIE C JIEYEHHEM, CYOBEKThl BKIIOYAIOTCS C
COTTAaCHUs UX 3aKOHHBIX IIPEACTABUTENEH IIPH COOIIIOICHUH CIIEYIONIMX YCITOBHIA:

1) LEIU HUCCIIe/IOBAHUS HE TOCTUIAOTCS TIOCPEICTBOM MCCIEI0BAHUS C
y4acTHeM CyObeKTOB, KOTOPbIC MOTYT JIaTh CBOE COTIIACHE TUYHO:

2) OXMAAEMBblil PUCK A5l CYOBLEKTOB He3HAYHTETEH;

3) oTpUUATENbHOE BO3ACHCTRBIE Ha 3M0POBbE CYOHEKTA CBEICHO K MUHUMYMY
Y HE3HAYUTEILHO;
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4) UCCIICIOBAaHUE HE 3alPEIeHO 3aKOHOAATELCTBOM;

5) ST BKIIFOYEHHMS TaKuUX CyOBEKTOB 3alpallluBaeTcs CHellHalbHOE
ofobpenre WM 3aKilodeHHe JIoKanbHOW KOMUCCHM IO BOIPOCAM STHKH,
YUHTBLIBAIOLIEE NAHHBIH aCIeKT.

6) IluchmenHas QopMa MHPOPMUPOBAHHOTO COTIACHS M JIFOOBIE JIpyrue
IIMCbMEHHBIE MaTEPUaAIb, IPEAOCTABIsIEMbIE CYObEKTaM, CIIeyeT NOIONIHITh WK
HCIPAaB/IATE 110 MEpE MOABICHHS HOBOW BaXXHOW MHQOpMAIWH, KOTOpas MOKET
OKa3aTkCd CYUIECTBEHHOM JUId cornacusi cyobekra. JIiobas jonojHeHHas wid
MCIPaBIIEHHAs TUChMEHHAs! (POpMa MHPOPMUPOBAHHOTO COIIACHSA U JIOObIE IPyrHe
JOTIONHEHHbIC MM HCNPAaBIeHHbIE NMUCbMEHHBIC MaTEPUANbl, IIPENOCTABIIIEMBIE
CyOBCKTaM, O/100pAIOTCA NOKANBHOH KOMHCCHMEH 10 BOMPOCAM OSTHKH 10 HX
HCTIONb30BAHMSA B HCCIIC0BAHMH, TIOCIIE 4ET0 OHM IOBOISTCS 0 CBENEHUs CyObeKTa
WITH €r'0 3aKOHHOIO IPeJICTABUTeNs H BIUAIOT HAa NPUHATHE pelleHus cyObekTa o
JaNbHEHIIeM [PONOJDKEHUA Y4acTHs B HccieqoBaHud. (DakT Tiepemadd 5TOM
MH(QOPMAIUK TOKYMEHTAILHO 0POPMIIAETCS.

7) TlogoOHele wMccneNOBaHUS OPOBOAATCS C  y4YacTHEM [AlMEHTOR,
MMEIOIUX  3a00JeBanue, A JIEYEHHsT KOTOPOrO MpeJHA3HAYEH UCCIENYeMblil
npenapar. CyObeKTh B TAKMX HCCIEAO0BAHUAX HAXOAATCS [OX 0C060 TINATETEHBIM
HaOJIIO/IEHNEM, U UX yJacTHe NPeKPALAeTCs, eCI eCTh OCHOBAHUS [10JIaraTh, 4TO
OHU HCTBIThIBAXOT YPE3MEPHBIA JIUCKOMDOPT.

8) llpu HEOTNOXHBIX COCTOSHHSX, KOTIA OO0 BKIFOYCHHS B HCCTEIOBAHUE
HEBO3MOJKHO TOJIy4HUTh COTTIaCHe CaMoOro CyOBEKTa, OHO 3allpalllMBaeTcs y ero
3aKOHHOro  mpejcraputens. Ecnu  npeppapurenbHoe cornacme  cyObexTa
HCBO3MOXKHO IOJYYUThb M OTCYTCTBYET €r0 3aKOHHBIH IIpeJCTAaBUTENb, TO I
BKJIIOYCHHSI CYObeKTa B HCCIIEIOBaHNE TNPEANPHHAMAIOTCS TPELYCMOTPEHHBIE
MPOTOKONOM H (HJIHM) IPYIMMH JIOKYMEHTaMH U Pa3pellieHHble Wi 0700peHHbIe
JIOKaJIbHOH KOMUCCHEH 110 BOIIPOCAM THKM MEPbl, HAlIPaBJIeHHBIE Ha 3alUTY 1IPasB,
Oesomacnoct W Onaromonyums cyObekrta. CyOBEKT WIH €ro  3aKOHHBIH
NPEICTaBUTEIIb B KpaTYalIke CPOKH CTABUTCS B U3BECTHOCTH 00 UCCIEIOBAHMY U
3alpaliuBacTCs COIJIACHE, a TAKKE APYIoe COIlacue Ha HPOJI0JDKEHHE yYacTHs
cyOBeKTa B UCCIIEJOBAHHH.

6.3 JloKyMeHTHpOBaHHE NpOLeLypPbl

20. lpouecc nposenenust KU noxyMeHTHpYeTCs B ClIEAYIOMIX JOKYMEHTAX:

1) dopma nuceMeHHOro MHGOPMUPOBAHHOIO COTNACHS, IMOANMUCAHHAS H
AaTHPOBAHHAsA CyOBEKTOM UL KaXK/0r0 KIMHUYECKOI0 UCCIIeOBAHMS OTAEIbHO.

6.4 Huaukatopbl 3¢pdexrusHocTr Boimomanenus COIT
21. Mupukatop >GGMeKTHBHOCTH BBIIONHEHMST CTAHIAPTA OIEPALHOHHOIM
[IPOLIEAYPHI:
1) HasBanue unnukaropa «Ilonsora ucnonaenus COIy.
2)  Pacder mHaukaTopa:
[lomnora ucrioanenns COIl = 4ncio BbIIOTHEHHBIX
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TpeboBanuit * 100/00wwee yrcn10 TpeboBaHMUIA.
Lleneroe 3nauenue crpemutcs k 100.

7. OpranuzanuoHHbIe acnexkTrl paspadorku COII

7.1 Ykaszanue yciaosuii nepecmorpa COII

22. Hacrosiumit COIl mepecmarpuBaetcs 1 pas B 3 roja u/uiy npy DosBIeHHMU
HOBBIX TPEOOBaHMH K IONYYCHHIO HH(POPMUPOBAHHOTO COINIACHS Ha KITHHHYECKOEe
HCCIIEOBAHHE.

7.2 CeblIKH HA HCTOYHHKH
23. Mns  paspabotkm mactosmero COIl wcronb3oBansl — creTyromme
UCTOYHHKU:
1)[Ipukas MunucTpa 34paBOOXpaHeHMs M  CONMAIBHOTO PA3BATHSA
Pecniybnuku Kazaxcran or 27 mas 2015 roma Ne 392 «O6 yrBepkucHHH
HAINICKAKUX (PapMalleBTUUECKHX PAKTUKY.
2)Ilpukas Munuctpa 31paBooxpanenus Pecnybmuku Kazaxcraw or 11
nexadpst 2020 roga Ne KP ICM-248/2020 «O6 yTBepiKAeHHH NIPABHII IPOBEICHHUS
KIMHUIECKUX WCCIICIOBAHUI JIEKAPCTBEHHBIX CPEICTE U MCAMLMHCKHX W3JICIHi,
KJIIMHUKO-1a00paTOPHBIX UCIIBITAHWH MEAMUMHCKUX U31e/IH 7S TMArHOCTHKY BHE
’KMBOTO OpranusMa (In vitro) u TpebOBaHMA K KIMHUYECKAM 0azaM ¥ OKa3aHHS
rocyJapCTBEHHOH yciyrd. Beyiaua paspenreHuss Ha MPOBEjeHME KIMHHUECKOIO
WCCIICAOBAHMST W (WJIM) HCIBITaHHA (apMaKOJOTHYECKHMX ¥ NEKApCTBCHHBIX
CPEJICTB, MEIULIMHCKUX U3IeITHI».
3) Komexc Pecriybnuxu Kazaxcram or 7 mrons 2020 roma Ne360-VI «O
3[0POBbC HAPOa U CHCTEME 3IPaBOOXPAHCHHY.
4) CT PK 1616-2006 Hamnexamas ximHuveckas npaktuka. OCHOBHbIE
MOJIOYKEHUS
5) 7th Edition Survey Process Guide, 20 October 2020
6) l'ynses A.E., Kysnenbaesa P.C., Hyproxun T.C., EpmexGacea B.A.,
Capbimcaxosa B.E., Kymyrymosa A.P., Xymagunos JK.IIL, ITapman A.T.
Mertonuyeckoe mocobue 10 NPOBENEHMIO  KIMHUYECKUX  MCCIEN0BaHMI
JIeKapCTBEHHBIX cpencTB. Acrana, 2011. — 344c.
7) Xamsuna HXK, Hcaesa P.B., Typmyxamberoa A.A., ['pap M.A.,
TTprHUMIBI X METOROJIOTHS TPOBEICHHS KIMHUYECKUX HCCIIEN0BAHAN B 061aCTH
3npaBooxpadenus. Acrana, 2010. - 114 c.
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