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O BHeceHHMH H3MEHEHHA B pAKa3 MuHKCTpa 3apaBooxpaHeHu Pecmy6imkn
Kazaxcras ot 12 Hos6ps 2009 roga Ne 697 "O06 yrBepxnennu IIpasun npoBeneHAs
MeIUKO-OHOJIOTHIECKIX 3KCIIEPAMEHTOB, JOKIMHHYECKHX (HEKIMHMIECKHX) 1
KIIMHA9ICCKUX HUCCIIC{OBaHMH"

YTpaTuBmmii camy

[Ipuka3 MuHucTpa 37ApaBOOXpAHEHUS] M COIMAIBLHOrO pa3BuTusa PecryOnuku

Kazaxcran ot 15 mas 2015 roma Ne 348. 3apeructpupoBad B MUHUCTEPCTBE FOCTULIMU
Pecny6nuku Kazaxcran 17 utons 2015 roga Ne 11371, YTpatun cuny mpuxasom
Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 2 anpens 2018 roga Ne 142.

Caocka. YTpatun cuity npukazom Munucrtpa 3apaBooxpanenust PK or 02.04.2018
No 142 (BBoauTCSI B IEUCTBUE MO UCTEUECHUU JECITH KaJCHAAPHBIX JHEW MOCJE AHSA
€ro MepBoro O(PUIMaILHOTO OMYyOJIMKOBAHMUS).

B cootBercTBum ¢ mynkroMm 11 crateu 180 Konekca Pecniybnuku Kazaxcran ot 18
centabps 2009 roma "O 3m0poBbe HapojJa U CHCTEME 3JpaBooXpaHeHuUs"
ITPUKA3BIBAIO:

1. Buectu B npuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 12
HosiOpss 2009 rtoma Ne 697 "OO6 yrBepxaenuu IlpaBun mnpoBeneHus
MEJIUKO-OUOJOTUYECKUX DKCIEPUMEHTOB, MOKIMHUYECKUX (HEKIMHUYECKHX) U
KIMHUYECKUX HCCIEOBaHUN (3aperucTpupoBaHHbIi B PeecTpe rocymapcTBEHHOM
perucTpainuy HOPMATUBHBIX MPaBOBBIX akToB 3a Ne 5932, omyOnukoBaHHBIN B
CoOpaHnu akTOB UEHTPAIBHBIX HUCHOJTHUTEIBHBIX M HWHBIX LEHTPATbHBIX
rocyaapcTBeHHbIX opraHoB PecnyOnuku Kazaxcran, Ne 5, 2010 roga)" crnemnytomiee
U3MEHEHHE:

[IpaBuna mpoBeACHUS MEIUKO-OMOIOTUUECKUX IKCIIEPUMEHTOB, TOKIMHUYECKHUX (
HEKJIMHUYECKUX) M KIMHUYECKUX UCCICIOBaHUM, YTBEPXKICHHbIE YKa3aHHBIM
MPUKA30M, U3J0KUTh B HOBOW PEHAKIIMU COTJIACHO MPHIIOKEHUIO K HACTOSIIEMY
IPUKA3y.

2. JlemapTaMe€HTY HAayKH W YEIOBEYECKHUX pecypcoB MuHUCTEpCTBA
3IPAaBOOXPAHECHHS U COIMANIbHOTO pa3BuTua PecrmyOnuku Kazaxcran obecreyuTs B
YCTAaHOBJIEHHOM 3aKOHOJATEIBCTBOM IOPSIKE:

1) rocyiapcTBEHHYIO PETUCTPALMI0 HACTOSAIIETO MpuKaza B MUHHCTEpPCTBE
toctuuuu Pecnyonuku Kaszaxcran;

2) B TEUEHHE JECATHU KaJICHJIapHBIX JHEHU MOCcIe roCyAapCTBEHHONW PETUCTPAlLNU B
MunucrepctBe toctuiuu Pecnyonuku KazaxcTaH HacTosImero mnpukasza ero
HalpaBJicHUEe Ha OQUIMATbHOE ONMyOJMKOBAHWE B TEPUOJUUYECKUX TIEYATHBIX



U3JaHUAX U WH()OPMAIMOHHO-TIPABOBOM CHUCTEME HOPMATHBHBIX IPABOBBIX aKTOB
PecnyOnuku Kazaxcran "Oainer";

3) pa3MellleHUE HACTOSAIIEro IpHUKa3za Ha MHTEpHET-pecypce MuHHCTEepCcTBa
3/1paBOOXPaHEHU U colMalibHOTO pa3Butus Pecnyonuku Kazaxcras.

3. KoHTposib 32 MCHOJIHEHUEM HACTOAIIETO MPHKa3a BO3JIOKUTH Ha MEPBOTO
BUIIC-MUHHUCTPA 3/IpAaBOOXPAHEHUs U COlMaIbHOTO pa3Butus PecnyOnuku Kazaxcran
Kanp6ekoBy C.3.

4. HacTrosiuii mpyuka3 BBOJUTCS B JECUCTBUE MO UCTCYECHUM JECITH KaJCHIApPHBIX
JTHEH TOCyIe AHS €ro MepBoro oPUIUaIbHOTO OMyOIMKaHUS.

MuHHCTp 31paBOOXpaHEHUS
Y COLMAJIbHOTO Pa3BUTHS

Pecny6nuku Kazaxcran T. dyiicenoBa

[Ipunoxenue
K npuka3y Munuctpa
3IpaBOOXPAHEHUS U COL[MATIBHOTO Pa3BUTHS
Pecnyonmku Kazaxcran
ot 15 masg 2015 roma Ne 348
YTBepKIEHbI
pHKa30M MUHHUCTpa 31paBOOXPaHEHUS
U COIIMAJIBHOTO Pa3BUTHUS
Pecniyonuku Kazaxcran
ot 12 Hos6ps 2009 roma Ne 697

IIpaBuia

IIPOBEACHUA MEAUKO-OHOIOIrHISCKUX SKCIIEPUMEHTOB,
JOKIIMHWIECKUX (HEKIIMHUYIECKUX) U KIMHUIECKAX MCCIIEAOBaHWHA
1. OOmme monoxeHus

1. Hacrosimue IlpaBuna npoBeneHus: MEIUKO-OMOIOTMUYECKUX IKCTIEPUMEHTOB,
JTOKIMHUYECKUX (HEKJIIMHUYECKHUX) U KIMHUYECKUX hccienoBanuil (nanee - [IpaBuna)
paspaboransl B cooTBeTcTBUU ¢ NyHKTOM 11 crtateu 180 Konmekca PecnyOnukum
Kazaxctan ot 18 centabps 2009 roma "O 310poBhe€ Hapoja U CHCTEME
31paBOOXpaHEHH" € UEIbI0 CO3JaHUs €JUHBIX TPeOOBAaHUI K IUIAHUPOBAHHIO,
IPOBEJCHUIO, JOKYMEHTAIbHOMY O(QOPMIIEHUIO U KOHTPOJIO MEIUKO-OUOIOrMYECKUX
AKCIEPUMEHTOB, JTOKJIMHUYECKUX (HEKIMHUYECKUX) U KIMHUYECKUX HCCIIEIOBAHMIMI
UCIIBITYEMBIX METOJIOB U (WJIM) CPEJICTB (Z1ajiee — SKCIIEPUMEHT U (WUJIN) UCCIIETOBAHHE)
, IPU3BAHHBIX TAPAHTUPOBATH 3AIIUTY MpaB, 0€30MaCHOCTh U OXPaHy 30POBbsS JIUII,
y4acCTBYIOIIUX B HCCIIEJOBaHUSIX, a TaKKe€ 00ECHEeUYUTh JOCTOBEPHOCTh U TOYHOCTD
MOJIy4aeMOM B X0JI€ IKCIIEpUMEHTa U (WJIM) UCCIIeI0BaHNS MH(POPMALIUH.

Hacrosimue IlpaBuna pacnpocTpassitoTcs Ha CyOBEKThI 3ApaBOOXPAHEHUS
Pecny6nuku KazaxcraH.



2. Hacrosimue I[IpaBuiia pacipocTpaHsIOTCS Ha BCE BUbI MEUKO-OMOIOTUYECKUX
AKCIIEPUMEHTOB, IOKJIMHUYECKUX (HEKIIMHUYECKHUX) U KIMHUYECKUX UCCIIEI0BAHUM, B
TOM YHCJIE€ BBITIOJIHSIEMBIX B pAMKaX:

1) auccepTallMOHHBIX UCCIIEI0BAHUM,

2) pecnyOIMKAaHCKUX IIETIEBBIX HAYYHBIX TPOTPAMM,

3) Hay4HBIX MPOrpaMM M MPOEKTOB, (PUHAHCUPYEMBIX OTCUECTBEHHBIMHU U
3apyOeKHBIMU TPAHTOAATEISAMH,

4) nabix Gpopm hrUHAHCHPOBAHUS HAYUHBIX UCCIEIOBAHUIM.

JloxknuHuYyeckue (HEKJIMHUYECKHE) UCCIEIOBaHUS OMOJOTMYECKH aKTHUBHBIX
BELIECTB OCYILECTBISIOTCS B COOTBETCTBUM C [Iprka3zom MuHMCTpa 31paBOOXpaHEHUs
Pecniy6nuku Kazaxcran ot 19 Hosi6psa 2009 roga Ne 745 "O6 yrBepxkaenuu IlpaBun
NpPOBENCHUS JOKIMHUYECKUX (HEKJIMHUYECKUX) HCCIEAOBAHUNA OHOJIOTUYECKH
aKTUBHBIX BEIECTB", 3aperucTpUpPOBaHHBIM B PeecTpe rocy1apcTBEHHON perucTpanuu
HOPMAaTUBHBIX IPaBOBBIX aKTOB Ne 5914.

Knunuyeckue uccnenoBanuss U (WJIM) UCOBITAaHUSA (HApPMAKOJIOTHYECKUX U
JE€KAPCTBEHHBIX CPEJCTB, M3JAEIUA MEIUIMHCKOrO Ha3HAYEHUs W MEJULUHCKON
TEXHUKHU OCYILECTBIISIIOTCS B COOTBETCTBUU ¢ [Ipukazom MuHuUCTpa 34paBOOXpaHEHHUS
Pecniy6nuku Kazaxcrtan ot 19 Hosi06psa 2009 roga Ne 744 "O6 yrBepxaenuu IlpaBun
IPOBEICHUS KJIMHUYECKUX UCCIICIOBAHUN U (MJTM) UCTIBITAHUHN (hapMaKOIOTHIECKUX U
JEKAPCTBEHHBIX CPEJCTB, W3JACIUA MEIUIIMHCKOrO Ha3HAYEHUS W METUIUHCKON
TEXHUKHU'", 3aperucTpupoBaHHBIM B PeecTpe TrocylapCTBEHHOW perucTpauuu
HOPMAaTUBHBIX IPaBOBBIX aKTOB Ne 5924,

3. Bce Menuko-0MOIOTHYECKHE SKCIIEPUMEHTHI, JOKIMHUYECKUE (HEKIIMHUYECKUE)
U KIIMHUYECKHUE MCCIe0BaHus Ha Tepputopun Pecnybnuku Kazaxcran mpoBoasTcs B
COOTBETCTBUHM C MEXAYHAPOJHBIMU W HALUHUOHAIBbHBIMH 3THUYECKUMH HOPMaMH H
HAJJICKANTIMU IPAKTUKAMH MMPOBEACHUS OMOMETUITMHCKIX UCCIIEIOBAHMM.

4. B nacrosamux IIpaBuiiax uCnosib3yroTcs ClIEeIyIOUIUE TOHSITHS:

1) ayauT KIMHUYECKOrO UCCIEA0BAHUS UCIIBITYEMBbIX METOJOB U (UJIU) CPEICTB —
CUCTEMaTHUYecKas, He3aBUCUMas M JOKYMEHTHUPOBaHHAs MPOBEpPKa JTOKYMEHTALMH U
NEeATEIbHOCTH CTOPOH, BOBJICUEHHBIX B MPOBENCHHE KIMHUYECKOTO HCCIEAOBAHUS
UCIIBITYEMbIX METOJIOB U (WJIM) CPEACTB, KOTOPAst OCYIIECTBIISIETCS HE3aBUCUMBIMU OT
KJIMHUYECKOTO0 HCCIEJOBAaHMS W MCCIEA0BATEIbCKOTO LIEHTpa JKCHepTaMu s
HNOJITBEPKACHUS (PaKTa OCYIIECTBICHUS 3TOM NEATEIbHOCTH, a TaKXKe AJs OLICHKU
COOTBETCTBHS Ipolieayp coopa, oOpabOTKH U MPEACTABICHUS JaHHBIX, TPEOOBAHUSIM
IPOTOKOJIA KJIMHUYECKOTO HCCIIEIOBAHUS, CTAaHIAPTHBIX OMEPAIMOHHBIX MPOLERyp,
Hajuexanieil kimandeckoit npaktuke (GCP) u HopMaTUBHBIM TPEOOBAHUSIM;

2) BUBapHil — 3KCIIEPUMEHTAIBHO - OMOJIOTMYECKass KIMHUKA, SIBISIOIIASACA
HAy4YHO-BCIIOMOTATEIbHBIM TMOAPA3/IEICHUEM HCCIEIOBATEIbCKOTO IIEHTpa U



co3laBaemasi ISl COJEpX aHWS, a B HEOOXOJMMBIX CIydasx IJisg pa3BeICHHS
71a00paTOPHBIX KUBOTHBIX, UCIIOJIH3YEMBIX B IKCIIEPUMEHTAX U (MJIM) UCCIICIOBAHUSIX;

3) Hay4yHO-TE€XHUYECKas MporpaMMa MCCIEIOBaHUS — MPOBEACHUE KOHKPETHBIX
HAay4YHBIX MCCJICIOBAaHUN Ha YCJIOBHUSX, MPEAYCMOTPEHHBIX JOTOBOPOM MEXKIY
3aKa34MKOM U HUCCIIEIOBATEIIEM;

4) ymoJTHOMOYEHHBIM oOpraH B 00JacTU 3JpaBoOXpaHeHUs (Janee —
YIOJIHOMOYEHHBINA OpPraH) — TOCYJapCTBEHHBIN OpraH, OCYIIECTBISIONUN PYKOBOJICTBO
B 00JIaCTH OXpaHbl 370POBbsI TPAXJIaH, MEIUIIMHCKON U (apMalleBTHUECKON HAyKH,
MEIUIUHCKOTO u dbapManeBTUUYECKOTO oOpa3zoBaHus,
CAaHUTAPHO-ITUIEMHOJIOTUYECKOTO  OJIaromojydusi HaceJIeHUs, OOpalieHus
JIEKAPCTBEHHBIX CPEJACTB, H3ACIUNA MEIUIIMHCKOTO HAa3HAYEHUS U MEIUIIMHCKOU
TEXHUKH, KOHTPOJIS 32 KAU€CTBOM MEIUIIUHCKUX YCIIYT;

5) noOpoBoJjel — 30pOBbIN BOJIOHTEp, MOAMUCABIINI HUHPOPMUPOBAHHOE
COTJIaCH€ HA yYacCTHE B UCCIICIOBAHUM;

6) uHIUBUYyalIbHAsT peructpaiuonHas gopma (nanee — UP®D) — nokymeHnt Ha
OyMa)XHOM, DJICKTPOHHOM HOCHUTENE, MNpeJHAa3HAYEHHBIM 11 BHECEHUs BCeH
IPEeIyCMOTPEHHON MPOTOKOJIOM U TMOJIeKAIIEH Tepeaaue CroHcopy nHpopMaIuu 1mo
KOKJIOMY CyOBEKTY UCCIIeI0BaHUs;

7) OTBETCTBEHHBIN HCIOJHUTENIb — JIMIIO, HEMOCPEACTBEHHO MPUHUMAIOIIEE
ydacTHe B MPOBEJIECHUM SKCIEPUMEHTA M (MJIM) MCCIENOBAHMUS M OOecreynBaroliee
KOHTPOJIb U KOOPJIMHAIIMIO BCEX MEPONPUSATUM IKCTIEPUMEHTA U (WJIM) UCCIIEI0BaHUS,
C COOTBETCTBYIOIIEH MOATOTOBKOM, KBaTU(pUKAIIUEH U OMBITOM PaOOThI;

8) Oportitopa ucciaegoBaTeNs — JOKYMEHT, coJepKaliuil pedhepaTuBHOE U3JI0KEHUE
pe3yJIbTaTOB JNOKIMHUYECKOTO (HEKJIUHUYECKOr0) W KIMHUYECKOTO0 HW3y4eHUSs
UCIIBITYEMOTr0 MeTojia U (WJK) CpelCTBa, 3HAUUMBIX JIJII €r0 HUCCIIEeIOBaHUS U (HJIH)
UCIIBITAHUS HA YEIIOBEKE;

9) nuzaiiH uccienoBaHus — OONIMM TIJIaH MCCIIEIOBAaHMS, ONMHMCAHHUE IIaroB
MPOBEJICHUS UCCIICIOBAHUS;

10) uccnenoBaTeNbCKUM LIEHTP — OpraHU3aIus, OCYIIECTBIISIONIAs TPOBEACHUE
AKCIEPUMEHTA U (WUJIU) UCCIIEA0BaHUS,

11) nHTEpBEHIIMOHHOE KIIMHUYECKOE UCCIEA0BAHNE — KIIMHUYECKOE UCCIEAOBAHNE
C ydyacTHEM 4YeJOBeKa B KaueCTBE CyOBbeKTa MCCIEJOBaHMS, IPU KOTOPOM Bpad Ha
OCHOBAaHMHU TIPOTOKOJIA HCCIEAOBAHMUS Ha3HA4YaeT CyObEKTaM HCCIIeIOBaAHUS
UCTIBITYeMbId MeToA U (WJIH) CPEeACTBO C JieueOHOM, JUarHOCTUYECKOH,
PO UIAKTHIECKON WM PeabMINTAIIMOHHON TIENIbI0, CIIYYalHBIM WU HECITy4YailHbIM
o0Opa3oM, ¢ JanbHeHIMM HaOI0IeHUEM 32 MAMEHTaMU U OLIEHKOW OMOMETUIIMHCKHUX
pPEe3yJbTAaTOB U PE3YJIbTATOB JIJIsl 3I0POBBS;

12) HEMHTEepBEHUHOHHOE KIMHUYECKOE HCCIEIOBAHUE — KIMHUYECKOE
UCCJIEIOBAHKE, B KOTOPOM MEIUIIMHCKAsI TEXHOJOTHS Ha3HAYAEeTCsl B paMKaxX OObIYHOM



MEIULIUHCKON MPAKTUKH MO YTBEPKICHHBIM B KIMHUYECKHUX IMPOTOKOIaX MOKA3aHUSIM
K MPUMEHEHMIO, TPU ATOM MPUBJICUECHUE MALIMEHTA B ONPEAEIECHHYIO TPYIIIY JICUESHUS
HE MNPEIyCMOTPEHO 3apaHee MPOTOKOJIOM HCCIEAOBAHUA, a NUKTYETCS MPHUHATON B
MEUIIMHCKON OpraHu3alluy MPAKTUKOW, M HA3HAUYCHHUE UCTIBITYEMbIX METOJIOB U (KJIH)
CPEACTB CTPOTO OTAEJIEHO OT PELICHHs BKIIOUHUTh NMAalMEHTa B HCCIEIOBAHHUE, HE
NpEJIoiaraeTcsi  MPOBEJCHHUE  JIONMOJHUTENbHBIX JAUATHOCTUYECKUX  WJIHU
MOHUTOPHUHIOBBIX HpPOLIEAYp, a JJIs aHajdu3a COOpPaHHBIX JAHHBIX HMCIOJb3YIOTCS
AMUIAEMHUOJIOTHYECKUE METO/IBI;

13) Ouonoruueckuit MaTepuan JOKIMHUYECKUX (HEKJIMHUUECKUX) U KIMHUYECKUX
UCCJIeIOBaHUI — 00pa3Iibl OMOJOTUYECKUX KUAKOCTEH, TKAaHEH, CEKPETOB U MPOIYKTOB
KU3HEACATEIbHOCTH YEJIOBEKAa U JKUBOTHBIX, OHWOINCUHHBIN MaTepuai,
TUCTOJIOTUYECKHUE CPE3bl, Ma3KU, COCKOOBI, CMBIBBI, MOJIYyUYEHHBIE NIPU MPOBEICHUU
NOKIMHUYECKUX (HEKJIMHUYECKHX) U  KIMHUYECKUX UCCIEJOBaHUU U
npelHa3HaYeHHbIE 1)1 Ja0OPATOPHBIX UCCIEA0BAHMIA;

14) noknuHuYeckoe (HEKITMHUYECKOE) UCCIIeIOBAHNE — XUMHUUYECKHE, PU3UYECKUE,
OMOJOrHYecKre, MUKPOOUOIOrniyeckue, GapMakoIOorn4ecKue, TOKCUKOJIOTUYECKUE U
IpYTrue SKCIEPUMEHTAIbHBIE HAYYHbIE MCCIEAOBAHUS WIIM CEPUS UCCIEIOBAHUUN IO
U3YUYEHUIO HUCIBITHIBAEMOr0 BeIEeCTBAa WM (DU3UYECKOrO BO3JACHCTBUS, CPEJACTB,
METOJOB W TEXHOJOTUM MPO(PMIAKTUKHU, TUATHOCTUKH U JIeUCHUs 3a00JICBaHUN B
Hesx u3ydeHus cnenuduueckoro AedcTBus v (Miau) 0€30MacHOCTH Jis 310POBbSA
YeJI0BEKa;

15) uHCHeKIUs KIMHUYECKOTO HCCIENOBaHUA — Mpoleaypa odulraibHON
IPOBEPKU KIMHUYECKOTO HCCIIEIOBAHMS HUCIBITYEMBIX METOJOB MU (MJIM) CPEACTB,
JIOKyMEHTOB, OTHOCSIIIIUXCSA K KIMHUYECKOMY MCCIICOBAHUIO M KIMHUYECKOU 0a3bl (
NOMEIeHUH, O00OpyJOBaHMS W OCHAIUEHUS) YMNOJHOMOYEHHBIM OPTaHOM C
IPUBJICUCHUEM CHEIUAINCTOB YHMOJIHOMOYEHHONW OpraHU3alii, HWMEIOIINX OIBIT
OpPOBEJCHUS KIMHUYECKUX HCCIENOBAaHUNA [JI1 OLEHKM KadyecTBa MpPOBEACHUS
KJIIMHUYECKOTO UCCIEOBAHUS U OJYYEHHBIX TAHHBIX;

16) xTMHUYECKOE UCCIIeIOBAHNUE — UCCIIEIOBAHUE C YYaCTUEM YEJIOBEKa B KAUeCTBE
CyObeKTa, MPOBOAMMOE JIsl BBISBICHUS WM NOATBEPKIACHUS O€30MaCHOCTH H
3 PEKTUBHOCTH CPENICTB, METOJIOB U TEXHOJIOTMH NMPO(UIAKTUKHI, TUATHOCTUKH U
JeueHus 3a00JICBaHUT;

17) Menuko-OnONOrHYeCKUi IKCIIEPUMEHT — UCCIIEAOBaHUE, OCHOBAaHHOE HA
BOCITPOU3BEICHUU (MOJIETUPOBAHUU) CTPYKTYPHO-(YHKIIMOHAIBHOTO KOMILJIEKCa
U3y4aeMOro COCTOSIHHS WJIM OOJIe3HH B 0oJiee YIpoIIeHHO! GopMe Ha 1abopaTOpPHBIX
KUBOTHBIX [IJI1 BBISICHEHHS MPUYUH, YCIOBHH W MEXaHU3MOB BO3HUKHOBEHUS
COCTOSIHUSI WM pa3BUTHUs 3a0o0JeBaHusA, pa3pabOTKU METOAOB JI€YCHUS U
PO UIAKTHKY;



18) MeauuMHCKas TEXHOJOTHUS — METOJ[ WJIM CPEACTBO MPOUIAKTUKH,
JIMAarHOCTUKHU, JiedeHusi 3a00JeBaHUNW W MEAUIMHCKOW peaduiauTaluu, Kpome
OMOJIOTrMYECKH aKTUBHBIX BEIIECTB, (PAPMAKOIOTHUECKUX M JIEKAPCTBEHHBIX CPE/CTB,
U3JIEINI MEIUIIMHCKOTO Ha3HAYEHUsI U MEAUIIMHCKON TEXHUKHU;

19) MOHMTOPHUHI — OpraHu3yemas Ha yYpOBHE HCCIIEIOBATENbCKOIO LEHTPA
npoueaypa KOHTPOJS 3a XOJAOM JKCHEpUMEHTa M (WJM) HUCCIENOBaHUSA U
oOecriedeHueM €ro MIpoBEAECHHUs, cOOpa MAaHHBIX M MPEACTABICHHUS PE3yJbTaTOB
JKCHEPUMEHTa M (WJIM) HCCIEAOBAHUSA COIVIACHO YTBEPKICHHOMY IPOTOKOIY
AKCIIEPUMEHTA U (WJIN) UCCIIEI0BAaHU, CTAHAAPTHBIM ONEPALllMOHHBIM MPOLEAYPaM;

20) He3aMHTEPECOBAHHBIA CBUIETENIb — HE3aBUCUMOE JIMII0, MPUBJIEKAEMOE TTPU
HEO0OXOIUMOCTH, JUIsl TOATBEPKACHUS (hakTa JOOPOBOJIBLHOTO Y4aCTUS UCIIBITYEMOTO B
KJIMHUYECKUX HCCIEIOBAHUAX, a TaKXKe JJIsI HE3aBUCUMOW SKCHEPTU3bI ITAIOB
IPOBEICHMSI UCCIIEI0BAHUS;

21) ucnbITyeMbli — MNAaUMEHT, NPUHUMAIOIIUA y4YacTHE B KIMHUYECKOM
UCCIIEIOBAHUN UCIIBITYEMBIX METO/I0B U (UJIN) CPENICTB;

22) ucnpITyeMbIi METOJ U (WJIN) CPEJICTBO — METOJ] MJIM CPEJICTBO MPOPHIAKTUKH,
JIUArHOCTHKHU, Je4YeHHs 3a00JieBaHUW W MEIULMHCKON peadunuranuu, Kpome
OMOJIOTMYECKH aKTUBHBIX BEIIECTB, (DAPMAKOJIOTUYECKUX U JIEKAPCTBEHHBIX CPEJICTB,
U3JIeNINA MEAUIMHCKOTO Ha3HAYeHUS M MEJULMHCKON TEXHUKH, MOJBEPrarolieecs
JOKJIIMHUYECKOMY (HEKJIIMHUYECKOMY) UJIU KIMHUYECKOMY HCCIIEIOBAHMUIO;

23) craHmapTHbIE oneparnuoHHbie nporeaypsl (manee — COIl) — mogpoOHbIe
NUCbMEHHBIE MHCTPYKIUHU, OO€CneunBaIINe €INnHO00pa3ue BHIIOJIHEHUS
ONpeaeIeHHbIX TeUCTBUM U (DYHKIMI B paMKax MPOBOJMMOIO 3KCIEPUMEHTA U (UJIN)
UCCIIEI0BaHNS;

24) nonpaBka K MPOTOKOJY — MUCbMEHHOE BHECEHHE U3MEHEHUI WU JOTIOTHEHU N
B IIPOTOKOJI 3KCIIEPUMEHTA U (WJIM) UCCIEN0BaHMs, coracoBaHHoe ¢ Komuccueit no
BornpocaMm 3TUKU U COBETOM MCCIIENOBATENIbCKOTO IEeHTpa (YYEHBIM MEIUIIMHCKUM
COBETOM YIIOJTHOMOYEHHOI'0 OpraHa — JijIsl KIMHUYECKUX UCCIEA0BaHUM, IPOBOJUMBIX
Ha MEXJyHapOJHOM U PECITyOJIMKAaHCKOM YPOBHSIX) U YTBEPKACHHOE PYKOBOAUTEIEM
UCCJIEIOBAaHNUS;

25) uHPOPMUPOBAHHOE COTJIACHE — JOKYMEHTAIbHO 0(OPMIIEHHOE, OIIUCAHHOE
U TaTUPOBAHHOE JT0OPOBOJIBHOE COTIIACHE MCIBITYEMOr0 Ha y4acTHE B KIIMHUYECKOM
UCCIIEIOBAaHUM U (WJIM) UCTBITAHUU MOCJE MOIyYeHHUs] HHPOpMAIMK O MEIULUHCKON
TE€XHOJIOTUHU, CYIIHOCTH M MPOJOJIKUTEIBHOCTH KIMHUYECKOTO HUCCIEJOBAaHUS; O
6e3onacHOCTH U 3(PPEKTUBHOCTH MEIULHUHCKOW TEXHOJIOTHH, a TaKXe O CTEeNeHH
pHUCKa IPUMEHEHUS JJIs 310pOBbs, O IEHCTBUAX B ClIyyae HEMPEABUACHHBIX () (PEKTOB
OPUMEHEHUS MEAULMHCKON TEXHOJOTHMH Ha COCTOSHHE 3J0pOBbs, 00 YCIOBHUAX
CTPaxOBaHUS 3/10POBbSl, UCTIBITYEMBbIM;



26) KoMHCCHs IO BOIIPOCAM 3TUKH — HE3aBUCUMBIN 3KCIIEPTHBIA OpraH, B COCTAaB
KOTOPOTO BXOJST CIEIHUATUCTBI B O0JACTU 3/paBOOXPAHEHUS, HAyKH, HUCKYCCTBA,
nmpaBa, MPEACTABUTENN PEIUTHO3HBIX KOH(PECCUU U OOIIECTBEHHBIX OOBEIUHEHUH,
OCYIIECTBIAIONMIUN OIEHKY COOJIONCHUS MEXAYHApOJIHBIX M HaIlMOHAJIbHBIX
ATUYECKUX HOPM IMPU MPOBEJACHUM UCCIETOBAHUIN HA >KMBOTHBIX M HUCCJIEJIOBAHUN C
y4acTHEM 4YeJIOBEeKa, 3allUTy MpaB, 0€30MaCHOCTH W OJaronoiyyus UCCIEIyeMbIX U
UCCIIeIOBaTENEeH, a TAK)KE HPAaBCTBEHHO-ITUUECKYIO U MPABOBYIO OLIEHKY MAaTEpUajoOB
AKCIEPUMEHTA U (WUJIU) UCCIEA0BAHUS,

27) otuetr 00 SKCHIepUMEHTE W (WJIU) UCCIEOBAHUU — MPEIOCTaBICHHBIE B
MUCBMEHHOU (OpMe pe3yIbTaThl IKCIIEPUMEHTA U (MJIN) UCCIEAOBAaHUU MX aHAJIN3, B
COOTBETCTBUHM C TpeOOBaHUAMU HacTosAmux [IpaBu;

28) mpOTOKOJ AKCIEpPUMEHTA U (WJIM) UCCIEIOBaHUS — JOKYMEHT, B KOTOPOM
U3JI0’KEHBI OCHOBHBIE 3a/1a4d, METOOJIOTHsI, TIPOLIEYPhI, CTATUCTUUECKUE ACTIEKTHI U
OopraHu3aius 3KCHepUMeHTa U (WJIM) UCCIENOBaHUS, a TaKXKE paHee IMOJyYEHHbIC
JAHHBIE OTHOCUTEIBHO HCIIBITYEMBIX METOJOB M (WJIM) CPEJACTB U OOOCHOBAHME
UCCJIeIOBAaHNUS;

29) pykoBOAMTENb JSKCOHEpUMEHTa M (WJIHU) HCCIEJOBaHUS — JUIIO,
OCYILECTBIIAIONIEe 0011Iee PYKOBOJICTBO 3KCIEPUMEHTOM M (MJIM) UCCIEAOBAaHUEM U
OTBETCTBEHHOE 32 HaJJIeXKalllee €ro MPOBEJICHUE COMIACHO MPOTOKOIY SKCIEPUMEHTA
U (WJIM) UCCIICIOBAHMUS.

5. KadecTtBO mnpoBeAEHHUS MEIMKO-OMOJIOTHYECKUX SKCIEPUMEHTOB,
JTOKJIMHUYECKUX (HEKIMHUYECKUX) W KIMHUYECKUX HCCIEAOBAHUN HCIIBITYEMBIX
METOJIOB U (WJIM) CPEJCTB 00ECIIEUNBAIOT:

1) Hanuuue y wucclenoBaTeNieil, BOBJICYEHHBIX B IKCHEPUMEHT U (MIJIH)
ucciegoBaHrue, oOpa3oBaHUs U YpPOBHS KBalU(UKAIIMU, COOTBETCTBYIOIIUX
HAPABJICHUIO ¥ TIPO(UITIO MPOBOIUMOT0 SKCTIEPUMEHTA U (WJIH) UCCIIET0OBAHMS;

2) OCHaIllEHHE HCCIIE0BATEIBCKOTO IIEHTpa 000PYI0BAHUEM M MOMEILECHUIMH,
HEOOXOIMMBIMU JIJIs1 KAY€CTBEHHOTO M 3(P(EKTHBHOTO MPOBEICHUS BCEX MEPONIPUATUN
, YCTAHOBJICHHBIX MPOTOKOJIOM IKCIIEPUMEHTA U (UJIM) UCCIIEIOBAHUS;

3) uetkas pernameHtauus B [Ipotokose sxcnepuMenTa u (Uiau) UcclieloBaHUS
METOJIOJIOTHUH U BCEX MPOIEAYP MO OpraHu3aIiy SKCIIEpUMEHTa U (1K) UCCIIeIOBAHUS
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4) ucnons3oanue cucreMmbl COII, obecrnieunBaronux KauecTBO dKCIEpUMEHTa U (
W) UCCIIE0BAHMS BO BCEX €r0 acleKTax.

6. Meanko-01oI0THYECKUE YKCIIEPUMEHTHI, TOKIUHUYECKUE (HEKITMHUYECKHUE) U
KJIIMHUYECKUE UCCIIEIOBAHUS UCTIBITYEMbIX METO/IOB U (UJIM) CPEICTB IMPOBOISTCS MPU
HAJTUYUU TOJIOKUTEIBHOTO 3aKIF0YEHUS:



JOKAJIbHOM KOMHUCCHHM TIO BOINPOCAM ITHUKHU - JUISl SKCIIEPUMEHTOB W (WJIH)
UCCIEJ0BaHUN, TMJAHUPYEMBIX K TMPOBEJCHHUI0O Ha 0a3ze KOHKPETHOIro
UCCIIE0BATEIBCKOTO IIEHTPA;

[leHnTpanpbHOM KOMHUCCHH IO BONPOCAM ATHKHU — JIJI DKCIEPUMEHTOB U (MJIH)
UCCIENOBAaHUHN, TJIAHUPYEMBIX K MPOBEACHUI0O HAa MEXJIYHApOJAHOM U
pecnyOIMKaHCKOM YPOBHSIX.

7. KauecTBO mHpoBeAEHUS MEIUKO-OMOJIOTUYECKUX HKCIEPUMEHTOB U
JOKJIUHUYECKUX (HEKIIMHUYECKUX) MCCIIECIOBAHUM HCTIBITYEMBIX METOJ0B M (WJIN)
CpEJICTB, Hapsy C YCIOBUSMH, YKa3aHHBIMU B MyHKTax 5 u 6 Hactosmux [IpaBu,
00ecneurBaoT:

1) Hammexaree coep:KaHue >KUBOTHBIX;

2) mony4deHre 000pEeHHs Ha TIPOBEICHNE SKCTIEPUMEHTA U (WJIN) UCCIICOBAHUS CO
CTOPOHBI  KOHCYJIbTATUBHO-COBEIIATEILHOTO  OpraHa, YIOJIHOMOYEHHOTO
paccMaTpuBaTh BOMPOCHl HAy4YHOM W (MJIM) HAYYHO-TEXHUYECKOW AEeSATENbHOCTH (
YYEHbIH, HAYyYHBIH, HAYYHO-KIMHUYECKUMN, SKCIIEPTHBIA COBET) B MCCIIEIOBATEIHLCKOM
nentpe (naynee — CoBeT UCCIEA0BATENBCKOTO IIEHTPA).

8. KavecTBo mpoBeeHUS KIMHUYECKUX UCCICAOBAHUIN UCTIBITYEMBIX METOJIOB H (
WJIN) CPEJICTB, HAPsIy C YCIOBUSIMU, YKa3aHHBIMU B yHKTax 5 v 6 Hactosmux [IpaBui
00eCcneurBaroT:

1) nonydenrie HHGOPMUPOBAHHOTO COIJIACHUS YYACTBYIOLIUX B MCCIIEIOBAHMSIX
NAlUEHTOB U 100POBOJIBIIEB;

2) cTpaxOBaHME KM3HU U 3I0POBbS yUAaCTBYIOIIUX B UCCIEOBAHUSAX MAIUEHTOB U
T0OpPOBOJIBIIEB;

3) rapanTusi KOHPUACHIIUATFHOCTH JOKYMEHTOB, MO3BOJSIONINX YCTAHOBUTH
JMYHOCTH UCTBITYEMBIX;

4) mosyueHue OJOOpEHHS Ha MPOBEJACHUE KIMHUYECKOTO HCCIETOBAHUS
UCIIBITYEMOT'0 MeTO/a U (MJIM) CPEeACTBA CO CTOPOHBI YUEHOTO MEIUIIMHCKOTO COBETa
YIOJHOMOYEHHOT'O OpraHa.

9. IMonoxuTenpHOE 3aKIOUEHHE KOMUCCUH 10 BOIIPOCAM 3TUKHU HA MPOBEIACHUE
JKCHEPUMEHTA U (WJIM) KCCIEIOBAaHUS UCCIEAOBATEN0 HEOOXOIUMO MOJYyYHUTh HE
no3aHee yeM 3a 90 KajeHaapHbIX JHEH 10 Havasla MPOBEACHUS HCCIICIOBAHUS.

Komuccusi mo Bompocam 3THKH paccMaTpUBaeT MaTepUasibl MIAHUPYEMOTO
JKCIIepUMEHTa W (WJIM) ucclefoBaHus B mopsaake, yctaHoBieHHoMm COII,
YTBEPKIAEMbIMU PYKOBOJIUTENIEM OpraHU3alliy, MPU KOTOPOM CO37aeTcs HACTOsIIas
KOMHUCCHSL.

10. JloknuHuYeckue (HEKJIMHUYECKUE) U MHTEPBEHIIMOHHBIE KIMHUYECKHUE
UCCIIEOBAHUS HCHBITYEMBIX METOAOB U (WJIM) CPEIACTB MHPOBOIIATCAS Ha 0ase
UCCJIeI0BATEIbCKUX LIEHTPOB U3 YMCJIa aKKPEIUTOBAHHBIX MEIUIIMHCKUX OpraHU3alui
, BKJIIOUEHHBIX B TMIEPEUCHb OpraHu3aluil s MPOBEICHUS NOKIUHUYECKUX (



HEKJIMHUYECKHUX ), KIMHUYECKUX HCCIIECIOBAHUN OMOJIOTUYECKH aKTHUBHBIX BEIIECTB,
(apMaKoJIOrH4ecKuX U JIEKAPCTBEHHBIX CPEJCTB, U3EINI MEAUIIMHCKOTO Ha3HAYEHUs
U MEIMIMHCKOW TEXHUKH YTBEPKJIAEMBbIiI B COOTBETCTBUU C MOAMYHKTOM 71-1)
nyHkta 1 crateu 7 Kogekca Pecnybnuku Kazaxcran ot 18 centsiops 2009 rona "O
3I0pOBbE HAPOJA U CUCTEME 3/IpaBOOXpaHEHUs" .

11. PykoBoAMTENb UCCIEN0BATENHCKOIO IEHTPA WM JTUIO0 UM YIIOJIHOMOYEHHOE:

1) obGecneunBaeT MpeaOCTABICHUE PECYPCOB MJI MPOBEACHUS AKCIIEPUMEHTa U (
WJIH) UCCJIEI0BAHMS,;

2) Ha3Ha4YaeT PyKOBOJUTENS HKCIIEpUMEHTA U (MJIN) UCCIIeI0BAHUS;

3) mpuHHUMaeT Mephl B ciiydae OOHApPYXEHUsI OTKIOHCHUW TPHU MPOBEIACHUU
AKCIIEPUMEHTA U (WJIM) UCCIIEIOBAHUS OT YCTAHOBIIEHHBIX TPEOOBAHMIA;

4) yTBepK1aeT MPOTOKOJbI SKCIIEPUMEHTA U (UJIU) UCCICOBAHUS, U3BMEHEHUS U
MOTIPABKHU K HUM;

5) yrBepxkaaet COII, obecnieunBaeT BHEAPEHUE, BHIMIOJHEHUE U HAJJIEKAIIEE UX
XpaHEHHE;

6) obecrieunBaeT 00yueHuUe epcoHaia, HATMYUE NPOTOKOJIOB O0YUEHUS;

7) obecrieurBaeT B3aUMOICUCTBUE MEXAY (PYHKIIMOHAIBHBIMU MOPA3ICICHUSIMU
U TIOJIPSIAHBIMU UCCIIE0BATENIbCKUMU J1a00PaTOPUSIMU;

8) yTBEpKIAET OTUET O pPe3yJIbTaTax IKCIEPUMEHTA U (WIJIH) UCCIIEIOBAHMUS.

12. PykoBOAMUTENb SKCIIEPUMEHTA U (MJIU) UCCIIEIOBAHUS:

1) opranusyeT pa3pabOTKy MPOTOKOJA SKCIEPUMEHTA U (UJIU) UCCIEIOBAHUS U
MPE/ICTaBIICHNE 3aIBOK B KOMUCCHIO IO BOIIPOCAM ATHUKH, COBET UCCIEI0BATEIHCKOTO
HeHTpa (YYeHbId MEIUIMHCKUN COBET YHNOJHOMOYEHHOTO OpraHa) Juisl MOJIy4eHUs
0J100peHUs Ha MIPOBEACHHUE IKCIIEPUMEHTA U (WJIN) UCCIIEOBAHUS;

2) obecrieuyrBaeT KaueCTBO MPOBEICHUSI DKCIIEPUMEHTA U (MJIM) UCCIICIOBAHMUS;

3) bopmupyet KomMaHAy HCCIIEOBATENEH ISl MPOBEJCHUS SKCTIEPUMEHTA U (VTN
UCCJIEIOBAHUS U ONPEIESET OTBETCTBEHHOTO UCTIONHUTENS;

4) pa3zpabaThIBaeT U yTBEPKJAET Ha YPOBHE HccienoBaTenbckoro rentpa COII o
JNEUCTBUSIM M (YHKIUSAM, KOTOpPblE MMEIOT MECTO B XOJIe dKCIIepUMEHTa U (UJIn)
UCCJIeI0BaHU (€CIU TAKOBBIE paHEE OTCYTCTBOBAJIN);

5) ocyliecTBisieT KOHTPOJb HaJl MPOBEACHHUEM JKCIEpPUMEHTa U (UJIH)
UCCJIE0BaHUs, 32 CUCTEMAaTUYECKUM BEJEHUEM JIOKYMEHTAI[uu, JOCTOBEPHOCTH M
KauyecTBa Impoiieyp coopa, 00pabOTKH MOTyuYeHHON HHGOPMAIIHH;

6) UMEET MOJIHYIO OCBEJOMIIEHHOCTh 000 BCEX CIy4asiX, BIMSIOIUX HA KAYECTBO
WIH 1EJIOCTHOCTB IKCIIEPUMEHTA U (MJIN) UCCIIEIOBAHNUSA, CBOEBPEMEHHO OLIEHUBAET UX
BIMSHUE Ha PE3YyJbTaThl M MPEANPUHUMACT KOPPEKTUPYIOUIUE NEUCTBUS TpPHU
NOJy4YEeHUU HOBOM HH(OpMANMU B XOJ€ MNPOBEACHUS AKCIEpUMEHTa W (WJIN)
UCCJIEIOBAHUA B ClTydyae HEOOXOAUMOCTH;

7) yTBEPKIAET IPOMEKYTOUHBIN U 3aKITIOYUTEIbHBIA OTUETHI.



13. OTBETCTBEHHBIN UCTIOTHUTENb:

1) obecneunBaeT MOATOTOBKY U MPOBEIECHUE KIIFOYEBBIX 3TANOB dKCIEPUMEHTA U (
WJIN) UCCIIEIOBAHUS;

2) OCYIIECTBISIET KOHTPOJIb, COOP U IOKYMEHTUPOBAHHUE MOJTYUYEHHBIX JAHHBIX;

3) Be#eT y4yeT HEeMpeABUICHHBIX OOCTOSTENHCTB, UX JOKYMEHTHUPOBAHHUE U
NPUHATHE MEP IO UX YCTPAHEHUIO;

4) xourponupyet COIIL, peructpupyer OTKIOHEHHS OT MPOTOKOJIA IKCIIEPUMEHTA U
(wn) uccnenoBanus u COII;

5) obecrieunBaeT COXpPaHHOCTh NEPBUYHBIX JIaHHBIX;

6) o0ecrieynBaeT JOCTOBEPHOCTh PE3YJIbTATOB MPOBOAUMBIX 3KCIEPUMEHTOB U (
WJIN) UCCJIeIOBaHUM;

7) 0OpabaThIBaeT U aHATU3UPYET NIEPBUYHBIC TAHHBIE, TPOBOIUT CTATUCTUICCKUN
aHalu3 M OOBSICHEHHE MEPBUYHBIX JAHHBIX, U MPEJCTABISAECT PYKOBOJUTEIIO
AKCIIEpUMEHTA U (WJIM) UCCIEAOBaHUS B BUJI€ POMEKYTOYHOI'O MJIM UTOTOBOIO OTYETA
AKCIIEpUMEHTA U (WJIM) UCCIIeIOBAHUS 32 CBOCH MOIMUCKHIO C YKa3aHUEM JaThl.

14. IIpotokon skcnepuMeHTa W (WJIM) HCCIEIOBaHUS pa3pabaThiBaeTCs
UCCIEeA0BaTeNEM ISl KaXKIO0TO MCCIEAOBAaHUS 10 €ro Hadaja W IOCJE MOJyYEHUs
07100peHUsI Ha TPOBEJICHUE IKCIEPUMEHTa U (WJIM) MCCIEJOBaHUS B TeueHHe 15
KaJICHJAPHBIX THEW yTBEPKIAETCS PYKOBOJIUTEIEM HCCIIEI0BATENBCKOTO LIEHTPA.

B cornacoBaHHBIN MPOTOKOJ SKCIEpUMEHTA U (MJIM) UCCIIEAOBAHUS pa3perniaeTcs
BHOCHUTH IONPAaBKM HE MeHee ueM 3a 10 KameHJapHBIX JHEW A0 NPAKTHYECKOU
peanu3anuy JaHHBIX MOnpaBoK. Hu onHa mompaBka K MPOTOKONY 3KCIEPUMEHTA U (
WJIM) WCCIIEIOBaHMUsI HE BHOCHTCS Oe3 paccMoTpeHust U onoOpenus Komwmccuein mo
BOIIPOCAM ITHKH.

W3meHeHus BHOCATCA OTIEIbHBIM JOKYMEHTOM, 0€3 MCIpaBI€HUS MEPBUYHBIX
JTaHHBIX. BHOCMMBIE U3MEHEHUSI HYMEPYIOTCS C YKa3aHUEM JaThl U IPUYNH BHECEHUS
MOMPABOK, YTBEPHKAAIOTCS PYKOBOJUTEIEM HCCIIE0BATEIBCKOTO IIEHTPA.

@DaKThl OTKJIOHEHHSI OT MPOTOKOJIA HKCIEPUMEHTAa U (WiIu) HUcciaenoBaHus (
He3arIaHUPOBAaHHbIE COOBITUS, HEMPEIBUICHHBIE O0CTOSATEIbCTBA, YIYIICHUS, MPU
KOTOPBIX 3KCIEPUMEHT U (MJIM) UCCIEAOBAHUE BBINOJIHIETCS HE B COOTBETCTBUU C
poLeypaMH, YCTAHOBJICHHBIMH B MPOTOKOJIE SKCIIEPUMEHTA U (MJIM) UCCIIEOBAHU)
B TeueHue 10 kameHJapHbIX JTHEW CO JHS MX BBIABIECHUSA OPOPMIIIOTCS OTACIbHBIMU
MPUIOKEHHUSIMU K IPOTOKOJTY SKCIIEPUMEHTA U (WJIM) UCCIEA0BAHUA C YKa3aHUEM JaThl
U TIPUYMH UX COCTaBIIEHUS — MPOHYMEPOBBIBAIOTCS U MOIUCHIBAIOTCS.

15. MHOTOIEHTPOBbIE NOKJIMHUYECKUE (HEKIUHUYECKHUE) U KIMHUYECKUE
UCCJIEJIOBAHUS UCIBITYEMBIX METOJOB M (MJIM) CPEIACTB MPOBOMASTCS MO €IUHOMY
IPOTOKOJLY, YTBEPKAEHHOMY PYKOBOJUTEIEM MHOTOLEHTPOBOIO UCCIEAOBAHUS.

16. Ha kaxxayro MpoOM3BOJACTBEHHYIO ONEPALIMIO WU BUJ AEATEIbHOCTH, BKIIFOYAs
OPUMEHEHUE UCIBITYEMbIX METOJIOB U (WJIM) CPEACTB, OOCITYKUBAHUE U KATUOPOBKY



U3MEPUTENBHBIX MPUOOPOB U 00OpYyIOBaHUS [JIs KOHTPOJISI BHYTPEHHEH W
OKpY>Xarolen cpeipl, MPUIrOTOBIEHUE PEAKTHBOB, MUTATENbHBIX CpPEd, KOPMOB,
BEJICHHUE 3alKCei, OTYETOB M HX XPaHEHUE, OCYUIECTBICHUE MPOrpPaMMBbI IO
obecrieueHnIo KayectBa M Jpyroe, paspabareiBatorcss COIlbl, KoTOpbIMU
PYKOBOJICTBYIOTCS TIPU ITPOBEACHUHN SKCIIEPUMEHTA U (MJIU) UCCIIEI0BaHUS.

17. B opranuzanuu, mpoBOJSIIEH SKCIEPUMEHT U (WJIH) HCCIEeI0BaHHUE,
COXPAHSIOTCS BCE€ HMCXOJHbIE JaHHbIE, pPE3yJIbTaThl W3MEPEHUN W HAOIIOJCHH,
BBIYMCIICHUNA W TIPeoOpa3oBaHMs JaHHBIX, 3alMCH Kacarolluecs 000pyaoBaHUS,
anmnaparypbl, MaTEpUAJIOB, PEAKTUBOB, HOCUTEINIEH, 0OBEKTOB MCCIIEOBAHUMN, OTUYETHI (
B TOM YHCJI€ IPOMEKYTOUHBIE), a TAKXKE IPYyTHEe MaTepualbl U JOKYMEHTbI, UMEIOIINE
HEMOCPE/ICTBEHHOE OTHOILEHHE K JIAHHOMY 3KCIIEPUMEHTY U (WJIM) MCCIIEIOBAHUIO U
OBITH JOCTYITHBI B TEUCHUE MTPOBEICHMS SKCIIEPUMEHTA U (MJTN) UCCIICOBAHUSI.

3anucy UCXOAHBIX JAHHBIX JAIOT BO3MOKHOCTh BOCITPOU3BEACHUS SKCIIEPUMEHTA U
(WJIM) HWCCIIeIOBAaHMsl, ONPENETECHUs BCEX NEUCTBUM, KOTOPbIE BBIMNOJIHSIUCH B XOJE
AKCTIEpUMEHTA U (UJK) UccleoBaHus (T1e, KeM, KOrJa OHU BBIMOJIHSINCH, HA KaKOM
000pyI0BaHUU, KaKue MPUOOPHI U TOMY MOJI00HOE).

18. KauecTBO MpOBOAMMBIX HKCIEPUMEHTOB W (WJH) HCCIEIOBAHUM
o0ecreuynBaeTcs KOHTPOJIEM CO CTOPOHBI:
1) Komuccuu no BompocaM 3THKH, JaBIIEH MOJOKUTEIbHOE 3aKIIOUCHUE Ha
IIPOBEJICHNE IKCTIEPUMEHTA U (WJIN) UCCIIeI0BAHNUS;

2) 3aKka3uuKa dKCIEepUMEHTa U (WJIM) UCCIICIOBAHMUS;

3) pyKOBOJUTENS SKCIIEPUMEHTA U (MJIN) UCCIEOBAHUSI.

KoHTpoJib OCyIIEeCTBAAETCSA IyTEM HNPOBEAECHUS MOHUTOPUHIA U ayJHUTa
AKCHEPUMEHTA U (MUJIU) UCCIEA0BAHUS.

19. KonTpoap kauecTBa MPOBEAEHUS HKCIEPUMEHTA W (MIJIU) UCCIIEIOBAHUS
OCYLIECTBIISIETCS YEPE3 OLEHKY:

1) MaTepuanbHO-TEXHUYECKOTO OCHAILIEHHUS SKCIIEPUMEHTA U (MJIN) UCCIeOBaHus,
00ecreuynBaeMoro pyKoBOJIUTEIEM UCCIIEI0BATENBCKOIO IEHTPA;

2) Hanu4us ynpasieHUs (COOJIOAEHUS MPOTOKOJA ASKCIEPUMEHTa U (MJIM)
uccnegoanus u COII Ha Bcex 3Tanax 3KCIEpUMEHTa U (WJIU) UCCIIECIOBaHMUS);

3) mIaHUpPOBaHUS TAPAMETPOB HCCIICIOBAHUS;

4) cucteMbl opopMIIEHUSI JOKYMEHTAMH (pabodyux >KypHaJoOB C MEPBUYHBIMU
JAHHBIMU, 3aKJFOUUTEIIBHOTO OTUETA, ADXUBOB);

5) cucTembl rapaHTHil KauecTBa JiJIsl 0OecreueHus HaJAeKHOCTH UCCIEA0OBaHUS U
000CHOBAaHHOCTH YKCIIEPUMEHTAIILHBIX PE3YIbTaTOB.

KoHTpoJib KauecTBa OCYIIECTBISIETCS Ha BCEX ATamax paboThl C ILENbIO
oOecreueHrs JAOCTOBEPHOCTH JAHHBIX JKCIEpUMEHTAa W (WJIM) HCCIAEAOBaHUS H
MPaBUIILHOCTU UX 00paOOTKH.



20. Pe3ynbTarhl 3KCHEPUMEHTAa U (MJIM) UCCIEIOBAHUS PETUCTPUPYIOTCH,
00pabaThIBAlOTCS M XpaHATCS Tak, 4YTOOBl NPU HEOOXOAMMOCTH aHaIu3a,
UHTEpIIpeTalnu U Bepudukanuu odecrnednBaiach uX J0CTYITHOCTb.

2. Ilops ok mpeCTaBICHUS OTIETOB IIPH ITPOBEICHAN
MEIUKO-OMOJIOTHICCKIX YKCIIEPUMEHTOB, JOKIHHAICCKIX
(HEKIMHI9ECKHX) ¥ KIIMHAYECKUX UCCIICIOBaHUH

21. PykoBoautenb dKCriepuMeHTa U (MJIU) UCCIEOBAHUS B COOTBETCTBHH CO
CpOKaMH, yCTaHOBJIEHHbIMU B I[IpoTOKOJIe 3KCIIEpUMEHTOB U (MJIM) HCCIIEI0BaHUM
IPEICTABISIET OTYET 3aKa34MKy dKCIEpUMEHTa U (WJIM) UCCIeAOBaHUS, KOMUCCUU TIO
BorpocaMm 3TUKH, COBETY HCCIIENOBATEIbCKOTO IEHTpa (YYEHOMY MEAUIMHCKOMY
COBETY VIIOJHOMOYEHHOTO OpraHa), NPHUHIBIIUM pelieHue 00 oa00peHuu
AKCIEPUMEHTA U (KUJIU) UCCIIEI0OBaHUS.

22. OtueT, NpeaoCTaBiIsieMbId MPU MPOBEACHUU SKCHEPUMEHTA U (HJIM)
UCCJIEJIOBAHUS 3aKa3YUKY, COJACPIKUT:

1) Ha TUTYJIbHOM JHUCTE: HAMMEHOBAHUE HCCIIEIOBATEILCKOrO IIEHTDA,
yTBEPKJACHUE OTYETA PYKOBOJIUTEJIEM OKCIEpUMEHTa W (WJIM) HCCIeIOBaHMUS,
HAaMMEHOBAHUE JKCIEPUMEHTa W (WJIM) HCCIEeAOBaHUS, yKa3aHHWE Ha MEpHOJ], 3a
KOTOPBIM MpPEACTaBISETCS OTYET, MECTO MPOBEICHHUS HKCIEPUMEHTa M (MJIH)
UCCJIEJIOBAHUS,

2) CHUCOK BCEX COTPYIHHUKOB, yYaCTBYIOIIUX B JKCIEPUMEHTE U (WIIH)
UCCIICIOBAHUN U HAyYHBIX KOHCYJbTAHTOB C YKa3aHUEM HAMMEHOBaHHWU pa3/ieioB
JKCIIEpUMEHTa U (WJIM) HUCCIEAOBAHUSA, MEJIETHPOBAHHBIX UM PYKOBOJUTEIEM
UCCJIEIOBAHUS,

3) naThl HaYaIa U OKOHYAHUS YKCIIEPUMEHTA U (WJIN) UCCIICIOBAHUS;
4) naHHbIE O MOHUTOPUHIE U ayJAUTaX, IPOBEJICHHBIX B MIPOLIECCE IKCIIEPUMEHTA U
(M) uccae0BaHus,

5) omucaHue MCIMOJIB30BAHHBIX MAaTepHaIoB M METOJOB CO CChUIKAMU Ha

HOPMAaTHUBHbIC MTPABOBBIC IOKYMEHTHI U JTUTEPATyPHbIC UCTOUYHUKH;
6) onrcaHue 1 0000IIEHNE TTOTYYEHHBIX PE3yJIbTaTOB;
7) 3aKJIFOUEHUE U BBIBOJIBI.

23. OtueT, npeaoCcTaBiIsieMbId MPU MPOBEACHUU SKCHEPUMEHTA U (UJIM)
uccnenoBanus B Komuccuto mo Bornpocam 3tuku, COBET UCCIEA0BATEIBCKOTO IIEHTpa (
YUYEHBII MEAUIMHCKUNA COBET YMOJHOMOYEHHOTO OpraHa), MpUHSBIINE penieHue 00
0JI00pEeHUU IKCTIEPUMEHTA U (WJIM) UCCIIEI0BAHUS, COACPIKUT:

1) pe3tome pe3yabTaTOB UCCIIEIOBAHUS;
2) BBIBOJIBI.



24. OT4eThl OTBETCTBEHHOTO UCIIOJIHUTENS WU YUEHBIX, TPUHUMABIIUX YYaCTHE B
NPOBEICHUN DKCIEPUMEHTa W (WJIM) HCCIEIOBAHUSA, TOIMUCBHIBAIOTCS HWMH
COOCTBEHHOPYYHO.

KoppekTupoBka U JOMOJHEHUS K OTYETY O pe3yJbTaTax dKCIIEpUMEHTA U (WIIH)
UCCIIEIOBAHMS TPOBOASTCS B (popMe MOMpPaBOK, B KOTOPBIX UYETKO OTMPEICIICHBI
MPUYKUHBI KOPPEKTUPOBKH U TOTIOTHEHUH.

JlomomHEHUS K 0T4eTy 0(OPMIISIFOTCS B BUJIE IPUIIOKEHUN, COACPIKANTUX CCHUIKY
Ha COOTBETCTBYIOIIMI pa3zen oTyera (maparpad, pucyHoK, TaOJIHIly) U MOAMUCAHHBIX
PYKOBOJUTENIEM SKCIIEPUMEHTA U (MJIU) UCCIIeI0BaHUs.

3. ITopsamok mpoBeeHNUA MEAUKO-OHMOIOTHIECKIX SKCIIEPUMEHTOB

25. IlpeameToM MeAMKO-OMOJOTHYECKUX SKCIEPUMEHTOB SIBJISIETCS U3y4YEHUE
3aKOHOMEPHOCTEH BO3HUKHOBEHHMSI PA3IMUHBIX COCTOSHUN U 0O0JIe3HEH, MEXaHU3MOB
WX Pa3BUTHS C TIO3UIINH J1I0KA3aTEIbHOW MEIUIIMHBI.

26. Menuko-OHOI0rnYeCKU SKCIEPUMEHT BBIIIOJIHSET CIAEAYIOIINE OCHOBHBIE
byHKIMU:

1) BeICTyIIaeT CPECTBOM MOTYUYECHUSI HOBBIX HAYUHBIX JTAHHBIX;

2) saBasieTcsi cmocoOOM BBIJETICHHUS OOIIEro M3 CEpHH CXOJHBIX SBJICHUM,
000CHOBaHUS 3aKOHOMEPHOCTEH, (POPMUPOBAHMS TUIIOTES;

3) BBICTYIIAET CPEACTBOM IIPOBEPKU TMIIOTE3 U TEOPHUI, KPUTEPUEM UX UCTUHHOCTHU
, OCHOBOM J1J151 BBIJIBM)KEHUSI HOBBIX TUIIOTE3;

4) ABAsieTCSl OTHOCUTENBLHBIM FApaHTOM Iepe]l MPUMEHEHUEM HOBBIX METOIO0B
JUArHOCTUKH U JICYEHUS B PaMKaxX MOCIEIYIOUINX TOKIUHUYECKUX (HEKIMHUYECKUX) U
(W) KIMHUYECKUX UCCIIETOBAHUM.

27. llens mpoBeaeHUS] MEIUKO-OMOIOTHYECKOT0 IKCIEPUMEHTA COCTABISET
NOJIy4YeHHE MAKCUMAJIbHO TOYHOM (a€KBAaTHOM) MOJENH U3YyYaEMOT0 COCTOSHUS WU
00J1e3HM.

28. TpeOoBaHus K MOJEIN U3y4aeMOIr0 COCTOSIHUS HIIU OOJIE3HU:
1) mogoOue (aHaIOTHS) MPUYUH U YCIOBUMN, BBI3BIBAIOIINX COCTOSIHUE WX OOJIC3Hb
Y IPUMEHEHHBIX TIPU €€ MOJICIIMPOBAHNH;
2) cxoACTBO (YHKIIMOHAIBHBIX ¥ MOP()OJIOTUUECKUX U3MEHECHHI OOJIE3HH U e¢
MOJENHN Ha CUCTEMHOM, OPTaHHOM, KJIETOYHOM U MOJIEKYJISIPHOM YPOBHSIX;
3) CXOACTBO B Pa3BUTUU TUIIMYHBIX OCJIOXKHEHUI;
4) aHanorus MPOBOJIMMBIX BO3JICHCTBUI HA OPTAHU3M.

PykoBoauTenb MeIMKO-OMOIOTHYECKOTO 3KCIEpPUMEHTa 00eCleuruBaeT
coOJI0/IeHrEe MCCIIeIOBATEIsIMU YKa3aHHbBIX TpeboBanuii. KOHTpob 3a coOmoaeHnemM
yKa3aHHBIX TPEOOBAHUN OCYIIECTBIACTCS B paMKax IMPOolLEaypbl MOHHTOPHHTA,
OpraHU3yeMOil pyKOBOAMUTENIEM HUCCIIEA0BATENBCKOIO LIEHTPA.



29. Ilepen npoBeneHUEM MEANKO-OMOIOTUYECKOTO IKCIIEPUMEHTA PYKOBOIUTEND
MEJIMKO-OHMOJI0TUYECKOT0 IKCTIEPUMEHTA 00ECTICUMBACT:

1) pa3paboTKy MPOTOKOIA METUKO-OMOJIOTHUECKOTO SKCIIEPUMEHTA,

2) Moy4eHHE TMOTOKHUTEILHOTO 3aKIIFOUEHHS JIOKAITBHON KOMUCCHH TIO BOIIPOCaM
ATUKU Ha MTPOBEICHUE MEINKO-OMOJIOTUYECKOTO IKCIIEPUMEHTA;

3) nonyuenue ogoOpeHus CoBeTa MCCIEA0BATENHCKOTO IIEHTPA;

4) yTBEpXkKIEHHE MPOTOKOJA MEIUKO-OMOJIOTUYECKOTO 3KCIEPUMEHTA
PYKOBOJIUTENIEM UCCIIEI0BATEIHLCKOIO IEHTPA.

30. IIpoToKoI METMKO-O0MOIOTHYECKOT0 SKCIIEPUMEHTA pa3padaThIBAETCs COIIACHO
npuioxkeHuto 1 k HactosmuM [IpaBunam.

31. PykoBoauTenb MeIUKO-OMOIOTUUECKOTO SKCIIEPUMEHTA HE TT03/1Hee YeM 3a 90
KaJICHJAPHBIX THEH IO Hadaja MpOBEICHUS dKCIIEPUMEHTA MPEACTABIISIET B JIOKAJTILHYIO
KOMHUCCHIO IO BONPOCAM JTHKH Ha OYMaXXHOM M DJJIEKTPOHHOM HOCHUTENAX
CONMPOBOJAUTEIBHOE  MUCBMO, coJepkauee MnoapoOHoe  00OCHOBaHHE
11€71€CO00Pa3HOCTH MPOBEJICHUS] MEIUKO-OMOJIOTHYECKOT0 IKCIIEPUMEHTA, U TPOEKT
IPOTOKOJIA METUKO-OMOJIOTMYECKOT0 SKCIIEPUMEHTA.

PaccmoTpenne maTepuanioB MeIUKO-OMOJIOTMYECKOTO DKCIIEPUMEHTA JIOKATbHON
KOMHCCHEH II0 BOINPOCAaM ATHUKHU OCYIIECTBJISETCS B COOTBETCTBHU C IOPSIIKOM,
YCTaHOBJICHHBIM B TTyHKTe 9 Hactosmux [IpaBui.

32. Ha ocHOBaHHMM MOJIOKUTEIBHOIO 3aKJIIOYEHUS JIOKAJIbHOW KOMHUCCUM IO
BOMPOCAM 3TUKH UCCIIEI0BATENN MPeacTaBisioT B COBET UCCIIE0BATENBCKOTO IIEHTPa
3asBJICHME B TMPOU3BOJILHON ¢GopMe Ha MPOBEICHHE MEIUKO-OHOIOTHYECKOTrO
sKkcriepuMenTa. K 3asBieHuio Ha MpoBeACHUE MEINKO-O0MOIOTHIECKOTO SKCTIEPUMEHTA
MPUKIIABIBAETCS TPOEKT MPOTOKOJNIA MEIUKO-OMOJIOTHYECKOTO JKCIEPUMEHTa U
TIOJIOKUTENIBHOE 3aKITI0YCHHE JIOKATbHON KOMHUCCHH TI0 BOIIPOCaM 3THKH.

33. 3asgBreHNe Ha TPOBEICHUE MEIUKO-OMOJIOTHYECKOTO JKCIIEPUMEHTA
paccMmarpuBaeTcsd Ha 3acenanuu CoBeTa HCCIEA0BATEIbCKOTO LEHTPA, KOTOPBIN
MPUHUMAET OJTHO U3 CJICTYIONTUX PEIICHUI:

1) 06 ogoOGpeHnn MpoBeACHUSI MEIUKO-OMOIOTHYECKOTO IKCIIEPUMEHTA;

2) o 1enecooOpa3HOCTU NOpPa0OTKM MaTepuaioB 3asgBKH Ha MPOBEACHUE
MEINKO-OMOIOTHYECKOT0 IKCIIEPUMEHTA;

3) o HenenecooOpa3HOCTH MPOBEACHUS METUKO-OMOTOTHUECKOTO IKCIIEPUMEHTA.

Cpok paccMOTpeHHsI 3asiBIICHHS Ha MPOBEACHUE MEIUKO-OMOJIOTHYECKOTO
AKCIIEPUMEHTa CO JIHA €€ MOCTyIUIeHus1 B cekpeTapuar CoBeTa HcciaeoBaTENbCKOI0
IIEHTpPA 3aBUCUT OT MEPUOJANYHOCTH MpoBeieHus 3acenannii CoBeTa, HO HE IPEBBINIACT
30 KaneHIapHbBIX JTHEH.

34. Pemenue 06 0q00peHUH TPOBEACHHS MEANKO-OMOTOTHIECKOTO IKCIIEPUMEHTA
IPUHUMAETCSI TIPU COOTBETCTBUU 3ASBJIICHHUS W TpHUJIaraéMbiX K HEMY MaTepuajoB
YCIIOBUSIM, YKa3aHHBIM B MyHKTax 5 ¥ 6 u noanyHkre 1) myHkra 7 HacTosiuux ITpaBu.



Pemenue o nenecoodbpaszHocTu A0pabOTKH MaTEepUAIOB 3asiBKM Ha MPOBEICHUE
MEJIUKO-OMOJIOTMYECKOTO 3KCIEPUMEHTa MPUHUMAETCS MPU HAIMYUHU YCTPAHUMBIX
3aMeYaHuil Mo O(QOPMIICHHIO U COACPKAHUIO 3asABJICHUS M IPUIIaraeMbIX K HEMY
MaTepHaJIOB.

Pemennie o HelenecooOpa3HOCTU MNPOBEACHUSI MEIUKO-OMOIOTUYECKOTO
AKCIEPUMEHTA MPUHUMAETCS IPU OTCYTCTBUU B MCCIEAOBATEIBCKOM LEHTPE OAHOTO
U3 YCIOBUW, YKa3aHHBIX B MyHKTax 5 W 6 U moanyHKTe 1) myHKTa 7 HacTOAIIMX
[IpaBu.

35. IlporokonbHOe pemenue CoBeTa UCCIEN0BATENIBCKOTO IIEHTPA, YKa3aHHOE B
noanyHkre 1 myHkra 33 HacTosiuux [IpaBui, ABJISIETCS OCHOBAaHUEM JUJISl TPOBEACHUS
MEINKO-OMOIOTHYECKOTO IKCIIEPUMEHTA.

36. Ha ocHOBaHMU MOJOKUTEIBHOTO 3aKiatoueHuss Komuccuu no BonpocaM 3TUKU
U TpPOTOKOJbHOTO pemeHuss CoBeTa UCCIENOBATEIbCKOTO ILEHTpA NEPBBII
PYKOBOJMTEINIb HCCIEA0BATEIBCKOTO ILEHTPAa B Te€UEHUE |5 KaJeHIapHBIX JHEU
YTBEPKJIA€T MIPOTOKOJ MEIUKO-OMOJIOTMUECKOT0 SKCIIEPUMEHTA.

37. HccnenoBaren OCYUIECTBIISIIOT MPOBEICHHE MEANKO-OMOJIOTHYECKOTO
JKCIIEPUMEHTAa B CTPOTOM COOTBETCTBHH C YCIOBUAMU H MPOLEIYypPaMH,
YCTaHOBJICHHBIMU B IPOTOKOJIE MEAUKO-OUOIOTHYECKOTO SKCIEPUMEHTA, U HE BHOCAT
B HEro u3MeHeHus 0e3 oAoOpeHuss KOMHccHel mo BompocaMm 3TUKH. Onucanue
OTKJIOHEHWI WJIM U3MEHEHUW C YKa3aHWEM HMX MPUYUH U NPEIaracMble MONpPaBKU
HAIPABIIAIOTCS HCCIEIOBATENIMU B KOMHUCCHIO MO BOMPOCAM 3THUKH, OJOOPUBIIYIO
MPOBEAEHUE JAHHOI'O UCCIIEIOBAHUS.

4. TTopsamoK IpOBEAESHU JOKIMHIIECKIX
(HEeKIMHU9IECKHX ) HCCIICA0BaHUI

38. Joxnuanveckue (HEKIMHUYECKHUE) HMCCIEIOBAHUS BKJIIOYAIOT B ceOs
uccienoBanuss "in vitro" (;1aGopaTtopHble HCCIEIOBaHUS B TPOOUpPKaAxX) U
uccienoBanus "in vivo" (UccienoBaHus Ha J1a00OPaTOPHBIX KUBOTHBIX ), IPOBOJANMBIC C
1EeIbI0 pa3pabOTKU U MPOBEPKU A(P(PEKTUBHOCTH U OE30MACHOCTH HOBBIX METOJIOB
npopUIAKTUKHY, TUATHOCTUKH, JICUCHUS 3a00JI€BaHUN U MEIUIIMHCKOW peaOuiuTaIni,
UCCJIEIOBAHMS HOBBIX TTOKA3aHUI U CIIOCOOOB MPUMEHEHHUS UCTIBITYEMbIX METOIOB U (
WJIN) CPEJICTB.

39. Ilepen mpoBeAeHUEM AOKIMHHYECKOTO (HEKIMHUYECKOTO) HCCIIEIOBAHUS
UCTIBITYEMBIX METOJOB W (WJIM) CPEICTB PYKOBOJUTENIH JOKIMHUYECKOTO (
HEKJIMHUYECKOTO) MCCIIeIOBAaHUS 00ECTICUNBACT:

1) pa3paboTKy mNpoTOKOIa JOKIMHUYECKOrO (HEKJIMHUYECKOT0) UCCIeI0BaHUS
UCIIBITYEMOTO METO/Ia U (W) CPEJICTBA;



2) OJIyYEHHUE MOJIOKUTEIBHOTO 3aKI0UYEHHS JTOKAJbHON KOMUCCHH IO BOIIPOCaM
STUKM Ha MPOBEACHUE JOKIMHUYECKOrO0 (HEKIMHHYECKOIr0) MCCIeI0BaHUS
UCIIBITYEMOT0 METO/a U (WIJIN) CPEICTBA;

3) nonyuenue ogoOpeHus CoBeTa UCCIe0BATENHCKOTO IEHTPA;

4) yTBepKIEeHHE NMPOTOKOJIA JOKIMHUYECKOTO (HEKJIMHUYECKOI0) UCCIIETOBAHMS
UCIIBITYEMOTO MeTO/1a U (WJIM) CPeICTBA PyKOBOAMUTENIEM HUCCIIEI0BATENHCKOIO IEHTPA.

40. [IpoToKoa TOKJIMHUYECKOTO (HEKIMHUYECKOTO) UCCIICIOBAHUS UCIIBITYEMOTO
MeToaa U (WiIH) cpefcTBa pa3padaThIBaeTCsl COTIACHO MPHUIIOKEHUIO 2 K HACTOSAIIUM
[IpaBunam.

41. PykoBoauTENb JOKIMHUYECKOTO (HEKIIMHUYECKOTO) UCCIEOBAHUS HE TIO3/THEE
yeM 3a 90 xajeHAapHbIX AHEH 10 Havaja MpOBEAEHUS HCCIIeIOBaHUS MPEICTABISAET B
KoMmuccuto mo BompocaM 3TUKM Ha OyMaXHOM M 3JIEKTPOHHOM HOCHUTEISX
COMPOBOJUTEIBbHOE  MUCBMO, CoOJiepkaliee MnoJapoOHoe  00OCHOBaHHE
1EJI€CO00Pa3HOCTH MPOBEAEHUS TOKIMHUYECKOTO (HEKIIMHUYECKOI0) UCCIEOBaHUs, U
MPOEKT MPOTOKOJA TOKIUHUYECKOTO (HEKIMHUYECKOT0) UCCIEAOBAHUS UCTIHITYEMOTO
MeToja U (WIKH) CpeacTBa.

PaccmoTpenue matepuanoB JOKIMHUYECKOTO (HEKJIMHUYECKOI0) UCCIEI0BaHUS
ucheITyeMoro Merona u (unm) cpeacrBa Komwuccued mo BompocaMm STHKHU
OCYUIIECTBIAETCS B COOTBETCTBUU C MOPSJIKOM, YCTAaHOBJICHHBIM B IYHKTE 9
HacTosiux [IpaBut.

42. Ha oCHOBaHMU MOJIOKUTEIBHOIO 3AKIFOYECHUS JIOKAIBHOW KOMHUCCHUU 10
BOIIPOCAM STUKH HCCIIEIOBATENH MPEACTaBisiioT B COBET UCCIIEN0BATEIHCKOIO IEHTPa
3asdBJE€HME B TMPOU3BOJBHOM (QopMe Ha MNpPOBEAEHUE JOKIMHUYECKOro (
HEKJIMHUYECKOTO) MCCIEOBaHUSI HCHBITyeMOro Merojna W (unu) cpeacta. K
3asBJICHUI0 HAa TPOBEACHUE JOKJIMHUYECKOTO (HEKJIMHHYECKOTO) HCCIEIOBaHUs
UCIIBITYEMOT0 MeToJa U (WJIM) CpeACTBAa MPHUKIAJIBIBAETCS MPOEKT MHPOTOKOJA
JTOKJIMHUYECKOT0 (HEKJIMHUYECKOTO) MCCIEAOBAHUS UCIBITYEMOr0o MeToJa W (WIJIH)
CPEACTBA U MOJOKUTEIIBHOE 3aKJIIOUEHHUE JIOKATbHON KOMUCCHU IO BOIPOCAM 3THUKHU.

43. 3asBIeHUE HA POBEJICHNE JOKIMHUYECKOTO (HEKIMHIUYECKOT0) UCCIe0BaHUS
UCIIBITYEeMOTO MeToJa W (WUiu) CpeAcTBa paccMmaTpuBaeTcs Ha 3aceaanuun CoBera
UCCJIeI0BATEIBCKOTO IEHTPA, KOTOPBIA MPUHUMAET OJIHO U3 CICAYIOIIUX PEIICHUN:

1) 06 ogoOpeHnu NpoBeACHUS JOKINHUUECKOTO (HEKIMHUYECKOT0) UCCIIeI0BaHUs
UCIIBITYEMOTO METO/a U (W) CPEJCTBA;

2) o0 1enecoo0pa3HOCTH NOpPabOTKHM MaTepuaaoB 3asBKH Ha MPOBEIACHUE
JTOKIIMHUYECKOTO (HEKJIMHUYECKOTO) HMCCIEAOBAHUS UCIBITYEMOT0O METOoJa U (WJIK)
CpEeICTBa;

3) o HemenecooOpa3HOCTH MPOBEACHUS JTOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCJIeIOBAHUS UCTIBITYEMOT0 METO/Ia U (UJTK) CPEeICTBA.



Cpok paccMOTpeHHs 3asiBJICHUS Ha NPOBEICHUE JOKIMHUYECKOTO (
HEKJIMHUYECKOT0) UCCIEIOBAaHUS UCIIBITYEMOr0 MeToa U (MiIu) CpeACTBa CO JHS €€
nocTyrieHus B cekperapuaTt CoBera coctanisaeT 30 KajaeHIapHbBIX THEH.

44. Pemiernne 00 000pEeHUN MPOBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCIIEIOBAHUSl HUCHOBITYEMOTrO0 MeToja W (WJIM) CpeACcTBa MPUHHUMACTCA MpPHU
COOTBETCTBUHM 3asIBJICHUS U MPUJIAra€MbIX K HEMY MAaTEPHAIIOB YCIOBUSAM, YKa3aHHBIM
B IIyHKTax 5 u 6 u noanyHkTe 1) mynkra 7 Hactosmux [IpaBui.

Pemenue o nenecooOpazHocT 1OpabOTKU MAaTepUANIOB 3asBKM Ha MPOBEIACHUE
JTOKJIIMHUYECKOTO (HEKJIMHUYECKOTO) MCCIEAOBAHUS UCIBITYEMOr0 MeToJa U (WJIH)
CpeACTBa MPUHUMAETCS MPHU HAJUYUU YCTPAHUMBIX 3aMeYaHUW MO O(OPMIICHHUIO H
COJICPKaHMIO 3asIBJICHUS U MPUJIaraéMbIX K HEMY MaTepUalioB.

Pemenue o HerenecooOpa3HOCTH TPOBEACHUSI TOKIMHAYECKOTO (HEKIIMHUYECKOTO)
UCCJIeIOBAaHUS UCTIBITYEMOTO MeTOo/1a U (MJIM) CpeACTBA MPUHUMAETCS TPU OTCYTCTBUU
B MCCJIEIOBATENBCKOM LIEHTPE OJHOI'O M3 YCIOBHM, YKA3aHHBIX B MYHKTaX 5 U 6 U
noanyHkre 1) mynkra 7 Hactosiuux [Ipasuo.

45. IIporokonbpHoe pemeHne CoBeTa UCCIEI0BaTENBCKOIO EHTPa, YKa3aHHOE B
noanyHkTe 1) myHkra 43 Hactosmux [IpaBus, sBiIse€TCS OCHOBAHUEM JJIsSI TPOBEICHUS
JTOKJIMHUYECKOTO (HEKJIMHUYECKOTO) UCCIEOBAHUS.

46. Ha ocHOBaHMU MOJOKUTEIBHOTO 3aKitoueHuss KoMuccun 1o Bomnpocam 3TUKH
PYKOBOJUTEINb MCCIENOBATEIbCKOTO LEHTpa B TE€UeHUE |5 KaleHZapHbIX AHEH
YTBEPKJAET TMPOTOKON JOKIMHUYECKOTO (HEKJIMHUYECKOr0) HCCIeI0OBaHUS
UCIIBITYEMOTO MeTo/1a U (WJIM) CpPe/ICTBA.

47. WccnenoBaTenu OCYHIECTBISIIOT NPOBEJACHUE JOKIMHUYECKOTO (
HEKJIMHUYECKOT0) UCCIEAOBaHUS UCIIBITYEMOTr0 MeToAa U (WJIM) CPEACTBA B CTPOTOM
COOTBETCTBUU C YCIOBUAMHU M TMpOLEAypaMU, YCTAHOBJIEHHBIMU B MPOTOKOJE
JTOKIIMHUYECKOTO (HEKJIMHUYECKOTO) HMCCIEA0OBAHUS UCIBITYEMOT0 METOJa U (WJIH)
CpeJCTBa M HE BHOCAT B HETO M3MEHEHHUs 0e3 0JI00peHUs MOMPABKU K MPOTOKOIY
KOMHCCHEH 10 Bompocam 3TUKH. OnucaHrue OTKIIOHEHHUH WK U3MEHEHUH ¢ yKa3aHueM
UX TIPUYHH U TIPeJIaraéMble MOMPaBKU HAIIPABIIAIOTCS UCCIIEIOBATEIIMU B KOMUCCHIO
0 BOIIPOCAM 3TUKHU, OAOOPHUBIIYIO MPOBEACHUE JAHHOTO UCCIEOBAHUS.

5. Ilopsaaok npoBeeHNA KIMHUICCKUX ACCICAOBaHMM

48. KimHu4yeckue HCCIeOBaHUS HCHBITYEMBIX METOJOB U (MJIM) CPEICTB
OPOBOJATCS C MUCBMEHHOIO HH(POPMHUPOBAHHOIO COIVIACHUSI yYaCTBYIOIIMX JUI (
NAalMEHTOB WU A0OpPOBOJIBLIEB), NMPU YCIOBUU TOJYUECHHUS MOJOKHUTEIbHBIX
pE3yNbTaTOB TOKJIMHUYECKUX (HEKIMHUYECKUX ) UCCIIETOBAHNM.

49. Ilepen npoBeIeHUEM KIMHUYECKOTO UCCIIEIOBAHUS UCIIBITYEMbIX METOOB U (
WIH) CPEACTB PYKOBOAUTEND KIMHUYECKOTO UCCIEN0BaHUS 00€CIIEUYNBAET:



1) pa3paboTKy IPOTOKOJIa KIMHUYECKOTO UCCIEIOBAHUS UCIIBITYEMOT0 METo1a U (
WJIN) CPEJICTBA;
2) MOTy4YEeHHUE MOJIOKUTEITLHOTO 3aKIIFOUCHUS:

JOKaJIbHOM KOMMCCHUH TI0O BOINPOCAaM 3THKHM Ha MPOBEACHHUE KIMHHYECKOTO
UCCIICIOBAHUSI HUCIBITYEMOT0 MeToda W (WMJK) CpeACcTBa — JJIsl WCCIEAOBAaHUM,
IPOBOJUMBIX Ha MECTHOM YPOBHE, BKIIOUasl JUCCEPTAIIMOHHBIE UCCIIETOBAHUSI.

[{eHTpanbHONW KOMHCCHUHU TIO BOIPOCAM 3THKH Ha MPOBEACHUE KIMHUYECKOTO
UCCIICIOBAHUSI HUCIIBITYEMOr0 MeToja W (WMIK) CpeAcTBa — JJIsl MCCIEAOBAaHUM,
IIPOBOJUMBIX Ha MEXIYHAPOIHOM U PECITyOTMKAaHCKOM YPOBHSIX;

3) monydeHue 000peHUsT YUEHOT0 MEIUIIMHCKOTO COBETA YIMOJTHOMOYEHHOTO
opraHa Ha TIPOBEJICHHE KIMHUYCCKOTO MCCICAOBAHUS UCIBITYEMOT0 METOa U (WIIH)
CpEeICTBa;

4) yTBepxIeHHUE MPOTOKOJA KIMHUYECKOrO HCIBITYEMOro MeToja U (MJIM)
CpElICTBA PYKOBOJUTEIIEM UCCIIEI0BATEIBCKOIO LIEHTPA.

50. TIpoTOKOJI KIMHUYECKOTO HCCIETOBAHUS UCIBITYEMOI0 MeTona U (UJIn)
CpeacTBa pa3padbaThIBAETCs COTTIACHO MPHIIOKEHHUIo 3 K HacTosmmM [IpaBunam.

51. PykoBoauTtenp KIMHUYECKOTO HCCIENOBaHUsA HE mo3aHee yem 3a 90
KaICHAApPHBIX JHEW [0 Havaja MPOBEJACHUS HCCICIOBAaHUS TPEIACTABISACT B
entpanpuyto u (Win) JokaibHYI0 KoMuCCHIO 1TO BOMpOcaM STUKU Ha OyMaKHOM H
AIIEKTPOHHOM HOCHUTEISX:

1) compoBOIHMTEIBLHOE TMHUCHMO, COAEpKaliee MoApoOHOE 00OCHOBaHUE
1€JI€CO00Pa3HOCTH MPOBEJACHUS KIMHUYECKOT0 HCCIIEIOBAHUS UCTIBITYEMOr0 METOJIA U
(1K) CpeacTBa;

2) maTepuanabl MEIUKO-OUOJOTUUECKUX IKCIEPUMEHTOB U JOKIMHUYECKUX (
HEKJIMHUYECKUX ) HCCIICIOBAHUH UCTIBITYEMOTO METO/1a U (WJIH) CPE/ICTBA;

3) NPOEKT NPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHUS UCTIBITYEMOIO METO1a U (UJIN)
CpEeJlCTBA;

4) Opouitopy HCClIeIoBaTelNsl COrIacCHO NpHIIokKeHUI0 4 kK HacTosiuM [IpaBunam;

5) MHCTPYKIIUIO MO MPUMEHEHHIO UCTIBITYEMOTO MeTOo/1a U (WJIN) CPEeNICTBA;

6) uadopManuio g CyObeKTa UCCIAETOBAHUS O KIMHUYECKOM HCCIIEIOBAaHUU HA
roCcyJapCTBEHHOM U PYCCKOM SI3bIKaX;

7) dopmy MHPOPMHUPOBAHHOTO coOTIacUsi CyOBEKTOB MCCIEIOBAaHUS Ha
roCyJapCTBEHHOM U PYCCKOM SI3bIKaX;

8) pe3toMe uccieoBaTens, MOATBEPKIAIOIIEE ero KBaIu(puKauo no dpopme
COTJIaCHO MPUJIOKEHUIO 5 K HACTOSIIEMY MTPUKa3Yy;

9) umHpopMalMIO, KAaCAOIIYICSI MEPONPHUITHUN MO HAObOpy CYOBEKTOB
ucciea0BaHus (MaTepraabl HHOOPMAIMOHHOTO M PEKJIAMHOTO XapaKTepa, KOTOphIC
OyIlyT UCIIOJIb30BATHLCS JIJISl IPUBJIICYEHUSI CYOBEKTOB UCCIEIOBAHUS K KIMHUYECKOMY
UCIIBITAaHUIO (TIPU HAJIMYUH));



10) mpoekT 1oroBopa CTpaxOBaHMUs 37J0POBbS U KU3HU CYOBEKTOB HCCIICIOBAHUS;

11) mOKyMEHT, OmpeNeistoIIUui yCIOBUS BBIMJIATHl BO3HATPAXKIACHUS WU
KOMIIEHCAlIUM CYOBEKTaM UCCIEOBAaHMS 332 y4acTUE B KIIMHUYECKOM HCCIIEIOBAHUU (
€CJIM 3TO MPEyCMOTPEHO MPOTOKOIOM KJIMHUYECKOTO UCCIIEA0BaHUA);

12) nepedyeHb u3neNINil MEAUIMHCKOTO HA3HAYEHHS, MEIUIIMHCKON TEXHUKHU U
pacXoJHOTO MaTepuana, HEOOXOAMMOIo [Js NPOBEACHUS KIUHUYECKOTO
UCCIIeIOBaHUsI B COOTBETCTBUU € [IpOTOKOJIIOM KIMHUYECKOTO HMCCIeAOBaHUS (TIPU
HEOOXOIUMOCTH);

13) onuck npeaocTaBIsieMbIX JOKYMEHTOB.

PaccmoTpenue matepuanoB JOKIMHUYECKOTO (HEKJIMHUYECKOI0) UCCIIEI0BaHUS
UCIIBITYyEeMOTO MeToj1a U (1in) cpeactsa LlenTpansHoit u (naun) nokansHol Komuccuei
M0 BOIIPOCAM 3TUKHU OCYIIECTBISIETCS B COOTBETCTBUU C MOPSAKOM, YCTAHOBJICHHBIM B
nyHKkTe 9 Hactosamux [IpaBui.

52. Ha ocHOBaHUU MOJOXUTEIHLHOTO 3akitoueHus: LleHTpanbHOU U (Miam)
nokanpHOW KoMmuccuu mo Bompocam 3THKH UCCIEN0BAaTENN MPEACTABIAIOT 3asiBKY Ha
NPOBEJICHUE KIMHUYECKUX MCCIEOBAaHUM, BKJIIOYAIONIYIO MAaKET JOKYMEHTOB,
yKa3aHHbIX B OyHKTe 51 Hacrosimux [IpaBuil M MNOJOKUTENBHOE 3aKIIOYECHHUE
entpanbHoii u (W) JokanbHOM KoMuccuu o Bompocam 3TUKH B YITOJTHOMOYEHHBIH
OpraH.

53. 3asBka Ha MPOBEJECHUE KIMHUYECKOTO UCCIEA0BAHUS UCIIBITYEMOTO METoAA U (
WJIM) CpPEJCTBA PacCMaTpPUBAETCA B YIIOJTHOMOYEHHOM OpraHe, KOTOPBIA OpraHu3yeT
NPOBEICHUE HAYYHO-MEIUIIMHCKON JKCIEepTH3bl B cOOTBEeTcTBUM C [IpaBumamu
NPOBEACHUS HAYYHO-MEAUIIMHCKON JKCHEPTU3bl, YTBEPXKACHHBIMH IPUKA30M
Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 10 utons 2013 roma Ne 397 "
O6 ytBepxkaenuun IlpaBui mnpoBeaeHUs HAYYHO-MEAUIMHCKOM SKCHEPTHU3BI",
3aperucTpupoBaHHbIM B PeecTpe rocyJapCTBEHHOW PErucTpaliid HOPMATHUBHBIX
npaBoBbIX akToB Ne 8609.

54. Pe3ynbpTaThl HAYYHO-MEAUITMHCKON AKCIIEPTU3BI BBIHOCSATCS Ha 00CYXICHUE
OYEPEJHOr0 WJIM BHEOUEPEAHOIO 3aceJaHus YUYEHOr0o MEIUIHUHCKOTO COBETa
YIOJTHOMOYEHHOIO OpraHa, KOTOPBIM MPUHUMAET OJHO U3 CIEAYIOIMIMX PEIICHUM,
KOTOPOE JTIOBOJUTCS IO CBEACHHUS 3asBUTENS HE IMO3JHEE, YEM Yepe3 MEcCSIl CO AHS
MOCTYTUICHUSI MaTepUaIOB 3asIBKU:

1) 06 0;100peHNN TPOBEACHUS KIMHUISCKUX UCCIICIOBAHMI;

2) 0 1enecooOpa3HOCTH MPOBEICHUS JAOMOJTHUTEIBHBIX JOKIMHUYECKUX (
HEKJIIMHUYECKUX ) UCCIIEIOBAHUI;

3) o Helenecoo0pa3HOCTH MPOBEICHUS KIMHUYECKUX UCCIIeI0BAHUA.

Cpok paccMOTpeHMsI 3asiBKM Ha MPOBEJCHUE KIMHUYECKOTO HMCCIIEeIOBaHUS
UCIIBITYEMOTO MeToJa W (WJHU) CpeicTBa YUEHOTO MEIUIIMHCKOTO COBeTa
YIIOJHOMOYEHHOTO OpraHa co JHs €€ TMOocTyIieHuss B cekperapuar CoBeTa



UCCIIEIOBATENBCKOTO IIEHTPA 3aBUCHUT OT MEPUOAUYHOCTH MPOBEICHHS 3aceIaHui
Coseta, HO He npeBblmaeT 30 KaJeHIapHbIX THEU.

55. Pemenue 00 0og00peHHMH MPOBEICHUS KIMHUYECKOTO HCCIICIOBAHUS
UCIIBITYEMOTO METO/1a U (UJI) CPEACTBA MPUHUMAETCS MPU COOTBETCTBUU MaTEPHUAJIOB
3asBKM YCJIOBHMSIM, YKa3aHHBIM B NyHKTax 5 U 6 u nmoanyHKrax 1) m 2) myHkTa 8
Hactosimux [IpaBu.

Pemenue o nenecoodbpazHocTu 10pabOTKH MaTEepUalioB 3aiBKU Ha MPOBEICHUE
KIIMHAYECKOT0 UCCIEIOBAHUSI UCTIBITYEMOT0 METO/Ia U (UJTK) CPE/ICTBA MMPUHUMAETCS
IPU HAJTMYUHU YCTPAHUMBIX 3aMeYaHui 10 0(OPMIICHUIO U COAEPIKAHUIO 3asBKHU.

Pemenne o HerenecooOpa3HOCTH MPOBEACHUS KIMHUYECKOTO HUCCIIECIOBAHUS
UCTBITYEMOTO MeTOoJa W (Wu) CpelcTBa MNPUHUMAECTCS MPU OTCYTCTBHUU B
UCCIIEIOBATENbCKOM IIEHTPE OJIHOTO M3 YCJIOBUM, YKa3aHHBIX B MYyHKTaxXx 5 U 6 u
noanyHkTax 1) u 2) mynkra 8 Hactosux [Ipasui.

56. IIpOTOKOJIBHOE pelIeHNE YUYEHOr0 MEIUIIMHCKOTO COBETA YIOJIHOMOYEHHOTO
opraHa, ykazaHHoe B moiamnyHkre | myHkrta 54 Hacrosmux I[lpaBuin, sBisercs
OCHOBAHHUEM JIJIsl MPOBEICHUS KIIMHUYECKOTO UCCIIEOBAHUS.

57. Ha ocHoBanuu ogo0peHust co ctopoHbl CoBeTa UCCISA0BATEILCKOTO IIEHTpa U
(wr) Yd4eHOro MEeIUIMHCKOTO COBETa YMOJIHOMOYEHHOI'O OpraHa pPYKOBOIUTEIb
UCCIIEIOBATENBCKOTO [IEHTPA YTBEPKAAET MPOTOKOJ KIMHUYECKOIO HCCIIEIOBAHUS
UCIIBITYEMOTO MeTo/a M (MJIu) CpeiCTBa M MpHUKa3 O MPOBEJACHUU KIMHUYECKOTO
VICCIICIOBAHUSI, OTIPEICIISFOIIN:

1) pykoBoaUTENS, OTBETCTBEHHBIX UCTIOJHUTENEH U UCTIOTHUTENECH KIMHUYECKOTO
UCCJIeI0BAaHNUS;

2) CpOKH MPOBEACHUS KIMHUYECKOIO UCCIIEIOBAHMS, TPEACTABICHUSI OTYETHOCTHU U
MOHUTOPHUHTA C YKa3aHUEM OTBETCTBEHHBIX JIHIL;

3) mu1, o0ecreynBaOIIMX MOHUTOPUHT KIIMHUYECKOTO HCCIIeIOBaHUS (MOHUTOPOB
), MIEPUOJIUYHOCTD U CPOKHU MPOBEICHUSI MOHUTOPUHTA U MPEICTABICHUS OTYETHOCTH;

4) nui ¥ moApa3AeNeHUs] UCCIEN0BATEIbCKOr0 IIEHTPa, 00ECIeUnBaIOIINE
BbIJIeJIEHHE HEOOXOAMMBIX PECYPCOB JIJIsl IPOBE/ICHUS KIMHUYECKOTO LIEHTpa.

58. KondpuaeHunaibHOCTh JaHHBIX, MO3BOJISIOMMNX UACHTU(UIIMPOBATH TUYHOCTh
UCIIBITYEMOT O, 3alllUIIAeTCs ¢ yueToM TpeboBanuil 3akoHa Pecriyonuku Kazaxcran ot
21 mag 2013 rona "O nepcoHanbHBIX JAHHBIX U UX 3a1UTe".

59. UccnenoBarens:

o0OecrnieurBaeT OE30MACHOCTh 32 BCE NMPUHUMAEMbIE B paMKax KIMHUYECKOTO
UCCIIEOBAHUS MPOLETYyPbl METUIIMHCKOTO XapaKTepa;

o0ecreurBaeT OKa3aHue UCIBITYEMOMY HEOOXOAMMOW METUIIMHCKON MOMOIIH B
CIy4ae BOSHHKHOBEHUS MOOOYHBIX 3(PPEKTOB, CBSI3aHHBIX C TIPOBEICHUEM HCTIBITAHUS,
BKJIIOYAs 3HAYMMbIE M3MEHEHUs Ja0OpAaTOPHBIX IMOKa3aTeslel BO BpeMs U IOCIe
3aBEPIICHUS KIMHUYECKOTO UCCIIeI0BaHUS;



UH(OPMHUPYET UCIBITYEMOrO0 B ClIy4asX BO3HUKHOBEHHUS MHTEPKYPPEHTHBIX
3a00JeBaHuM, TPEOYIOMIMX MEAUITUHCKOM MTOMOIIH;

OCYILECTBJISET CUCTEMATHYECKOE BEIACHUE JTOKYMEHTALlMM U JEATEIbHOCTD,
OTHOCSIIYIOCS K KIIMHUYECKOMY UCCJIEI0BAHUIO;

IPOBOJUT KOHTPOJIb U OIEHKY COOTBETCTBUS Mpoleayp coopa, 00paboTku u
IIPEIOCTABICHUS JAHHBIX IUIAHY KIIMHUYECKOIO UCCIIETOBAHMS;

IIPU TIOSIBJICHUH HEXKENIATENbHBIX SIBJICHUN U CEPhE3HbIX HEXKENIATEeIbHbIX SIBICHUI
OpU MPOBEJCHUU KIMHUYECKOIO HCCIEAOBAHUS HMCHBITYEMOro Meroaa U (MIN)
CpelCcTBa MPEAOCTaBUTh HH(OpPMAIUI0 PYKOBOIUTENIO ODKCIEpUMEHTA U (UJIN)
uccienoBanus B Komuccuro 1o Bonpocam 3THKH.

60. UccnenoBaTenu OCYIIECTBIISIIOT MPOBEJAECHUE KIMHUYECKOTO UCCIETOBAHUS
UCIIBITYEMOr0 METO/A U (WJIM) CPEACTBA B CTPOrOM COOTBETCTBUHU C YCIOBUSIMH H
IpoLEAYypaMH, YCTaHOBIECHHBIMM B IIPOTOKOJIE KJIMHHUYECKOTO HCCIIEIOBaHUSA
UCIBITYEMOI'0 METO/a U (UJIM) CPEJCTBA, U HE MOTYT BHOCUTh B HErO U3MEHEHUS 0e3
0J100peHus MOIpaBKU K MPOTOKOJIY KOMHUCCHEN IO BOIPOCAM 3THUKH, KPOME CIy4yacB
BO3HMKHOBEHHUSI HEMOCPEACTBEHHON yrpo3bl HcnbiTyeMomy. Onucanue OTKIOHEHUH
WIM U3MEHEHUH C YKa3aHHEM WX NPHUYMH U MpeiaraeéMble NOMPABKHA HAIIPaBJISAIOTCS
UCCIE0BATEN MU B KOMMCCHIO MO BONPOCAM 3THKHU, OJOOPUBIIYIO NPOBEIEHUE
HACTOSIILIETO UCCIEIOBaHUS.

61. UudopmupoBaHHOE corjacue U JoOble Apyrue NUCbMEHHbIE MaTEpHAaIbI,
PEAOCTABISIEMBIE UCIBITYEMOMY, JOIMOJIHAIOTCS U (WJIM) HCHPABISIIOTCS MO Mepe
NOSIBJICHUS] U3MEHEHHU.

62. cnpiTyeMOMY WIIM €r0 3aKOHHOMY IPEICTABUTEIIO MPEIOCTABISAETCS IS
O3HaKOMJICHHs HOBas MHGOpMalus, NOJyUYeHHas: B X0J€ MPOBEACHUS KIMHUYECKOTO
UCCIICIOBAaHUS MCIBITYEMOTO MeToJa W (M) CpeACTBa, CIOCOOHAs MOBJIUSATH Ha
KEJIAHUE UCIBITYEMOr0 MPOAOJKATh YYaCTUE B UCCIIEeT0BaHUHU. PAKT 03HaAKOMIICHHUS
uX ¢ 3ToM nHpopManuen 0hopmIIIeTCa MUCbMEHHO.

63. UcnbITyemblil CaMOCTOSATENIBHO PUHUMAET PEIICeHHE 00 yYaCTUU WU OTKa3e
OT y4acTHs B IPOAODKEHHE KIMHMYECKOIO HCCIIEN0BaHUS UCIBITYEMOIO MeTosa U (
WJIH) CPE/ICTBA.

64. Nndpopmanus, kacaroumascs KIMHUYECKOIO HCCIEAOBAHMS HCIBITYEMOTrO
MeTtona U (Wiau) cpeAcTBa, BKIoYas (Gopmy HHPOPMUPOBAHHOTO COTJIACHUs, HE
COJIEPKUT (POPMYJINPOBOK, MPSIMO UM KOCBEHHO CKJIOHSIOIINX HCIIBITYEMOTO WIN €ro
3aKOHHOTO TMPEJCTAaBUTENs OTKa3aThCs OT 3aKOHHBIX IIpaB, OCBOOOXKIAIOIIMX
UCCJIEI0OBATENS M OPraHU3aLUI0 OT OTBETCTBEHHOCTH 3a XaJaTHOCTb.

65. VccnenoBarens Wi yIOJHOMOYEHHOE UM JIMLIO UHPOPMUPYIOT UCIIBITYEMOTO
WIM €ro 3aKOHHOIO MPEACTaBUTENsI 000 BCEX acCIEKTax HCCIEIOBaHMS, BKIIOUas
MH(POPMAIIMOHHBIE MaTepHaJIbl, 0I00pEHHBIE KOMUCCHUEH 110 BOIIPOCAM ITHKHU.



66. B uadopmannu o KIMHAYECKOM HCCIIEIOBAHUN UCTIHITYEMOTO METO/1a U (UJTH)
CpeACTBa, BKJOYass WH(DOPMUPOBAHHOE COTJAcHe, MCMOJb3YyETCd MHUHUMAIbHOE
KOJIMYECTBO CHEUHAIBHBIX TEPMHUHOB, Pa3bsCHIEMBIX HCHBITYEMOMY WM €ro
3aKOHHOMY MPEICTABUTEIII0, a TAK)KE HE3aMHTEPECOBAHHOMY CBUETEIIO.

67. Ilepen monydeHneM WHPOPMHUPOBAHHOTO COTJACUS HMCCIEAOBATEIb WIIU
HAa3HAYCHHOE UM JIMIO TMPENOCTABIAIOT HCIBITYEMOMY WIM €ro 3aKOHHOMY
NPEICTABUTENI0 MOAPOOHYI0 HHPOpMAIMIO O KIMHUYECKOM HCCIEIOBAaHUU
UCIIBITYEMOTO METO/1a U (WJIM) CPEACTBA U MPUHATUU PEIICHUS 00 y4aCcTHUU MIIH OTKa3e
OT uccienoBaHus. McnbpITyeMbli WM €r0 3aKOHHBIM MpEACTaBUTEIb MOJTYdYaroT
UCUEPNBIBAIOININE OTBETHl HA BCE BOMNPOCHl O KIMHUYECKOM HCCIEOBAaHUU
UCIIBITYEMOTO METO/Ia U (WJIM) CpeJICTBA.

68. /o Hayana KJIMHUYECKOT'O HMCCIEAOBAHUS HUCHBITYEMOI0 METOAAa U (M)
CpeICTBa HCHBITYEMBI WM €ro 3aKOHHBIA MpeAcTaBUTEIb, a TaKXe JUIIO,
IPOBOJUBIIEE PA3bICHUTEIBHYIO Oecely, OAMUCHIBAIOT HH(HOPMUPOBAHHOE COTJIacue

69. Eciam uCOBITYeMBIM WM €r0 3aKOHHBIM IMPEACTAaBUTEND, BCIEICTBHUE
uMerouuxca 3aboJieBaHMi, HE CIOCOOHBI YWUTaTh, TO HpPU MPOBEJECHUU
pa3bSCHUTENbHOW  Oeceapl  HEOOXOAUMO  00s3aTeIbHOE  MPUCYTCTBHUE
HE3auHTEPECOBAHHOTO CBUIETENA. MCnbITyeMbI UM €ro 3aKOHHBIM IIPEACTAaBUTEIb
JAI0T COIVIACHE HA y4YaCTHE MCIBITYEMOrO0 B KIMHUYECKOM HCCIEIOBAHUM IIOCIIE
pa3bACHEHHs] UM HHPOpMaLNH, coAepKamieiics B MH()OPMUPOBAHHOM COTJIACHHU.
HcnbITyeMblil UM €10 3aKOHHBIM NPEJCTAaBUTENb, @ TAKKE HE3aBUCUMBIN CBUICTEND
NOAMUCHIBAIOT HH(POpMUPOBaHHOE corjacue. IloanuceiBas HWHPOPMHUPOBAHHOE
coryacue, He3aBUCHUMBINM CBUIETENb MOATBEPKIAAET, YTO HH(OPMALIKs, COlepKaLasiCs
B MH(QOPMUPOBAHHOM COTJIACHUHU, OblIa TOYHO Pa3bsICHEHA U MOHSATHA HCIBITYEMOMY
WJIM €r0 3aKOHHOMY ITPEJCTABUTEIIO U YTO COIVIACHE HA YYACTHE B UCCIECIOBAHUU TAHO
UCIIBITYEMBIM WJIH €T0 3aKOHHBIM MPEICTABUTETIEM JOOPOBOJIBHO.

70. B urHpOpManny 0 KIMHAYECKOM HCCIICIOBAHUN UCTIHITYEMOTO METO/1a U (M)
CPEICTBA, IIPEAOCTABIIIEMON UCIIBITYEMBIM, PAa3bICHIETCS CIIEIyIOLIEe:

LIEIb UCCIIEJOBAHNS;

BapUaHThl CIIOCOOOB OOCJIEAOBaHUS U JIEUEHUS B MPOLIECCE UCCIEAOBAHUS U

BEPOSATHOCTD CIyYAHOTO PACIIPEAEIICHNS B OJHY U3 TPYIII JECYEHUS;

IIPOLIETyPbl UCCIIEIOBAHNS, BKJIFOYAsl BCE MHBA3UBHBIE BMEIIATEIbCTBA;

00513aHHOCTH UCTIBITYEMOTO;

ACIEKTHI UCCIIEOBAHUS, KOTOPBIE HOCAT SKCIIEPUMEHTAIIbHBII XapakTep;

OKUJAEMBII PUCK WM HEYA00CTBA JUIsl UCIIBITYEMOTO;

OXHJaeMble BbIroJa W (WJM) MOJdb3a g ucnbiTyemoro. Ecin mons3sl ¢
MEIUIMHCKON TOYKU 3pEHUs HE MPEIIoJaraerTcsi, TO HCIBITYEMOro HEOOXOIUMO
OCTaBUTh 00 3TOM B U3BECTHOCTH;



KOMIICHCAIMs 1 (WJIK) JIeUeHUE, IOCTYITHBIE HCIIBITYEMOMY B CIydae MPUYHHEHUS
BpeJia ero 3710pOBbIO B PE3yJIbTAaTe YUaCTHUs B UCCIICIOBAHUY;

IJIaHUPYEMBIC BBIIJIATHI UCIBITYEMOMY 3a €T0 y4acTHE B HCCIICIOBAHHUM, CCIU
TaKOBBIE TIPETYCMOTPCHBI;

MJIAHUPYEMbIE PAcXOAbl UCTIBITYEMOTO, €CII TaAKOBBIC 0XKUIAIOTCS, CBSI3aHHBIC C
€ro y4acTHEeM B MCCJICIOBAaHUU;

y4acTHE HCTIBITYEeMOTO B HMCHBITAHUU SBISETCS HOOPOBONBHBEIM. Ero mparo
OTKa3aThCs OT YYaCTHUsS WM BBIUTH M3 HETO B 000K MOMEHT 0€3 KaKUX-JTM00 CaHKIIUMA
JUTsI ce0sI MU TIOTEPH TIPETyCMOTPEHHBIX BBITOJT;

YTO YIMOJHOMOYEHHBINH OpraH U KOMHUCCHS 110 BOIIPOCaM dTHUKH, B TIPEIesIax CBOCH
KOMITCTCHITUH, MUMEIOT TPSAMOH JOCTYN K OPUTHHAIBHBIM MEIHIIMHCKHM 3aIuCsIM
UCTIBITYEMOTO TSl IPOBEPKHU MPOTIEAYP U (WITN) TaHHBIX KIMHUYECKOTO UCTIBITAHUS, HE
HapyIasi Ipyu 3TOM KOH(PUIEHIIMATIBHOCTH IAHHBIX UCITBITYEMOTO;

3aMACH, WACHTHU(PUIHMPYIONAE HCIBITYEMOT0, COXPAHSIOTCS B TalHE U
PacKpBIBAIOTCS TOJIBKO B TOM Mepe, B KaKOU ATO MPETyCMOTPEHO 3aKOHOAATEILCTBOM
Pecniy6nukn Kazaxcran. Ilpu mnyOnukamuu pe3yldbTaTOB  HCCIEIOBAHUS
KOH(PUACHIINATBLHOCTD JJAHHBIX UCIBITYEMOTO CTPOTO COXPaHSIETCS;

UCITBITYEMBIM WM €TO 3aKOHHBIN MPEJICTaBUTEIh CBOCBPEMEHHO 3HAKOMSTCS C
HOBOW MH(pOpMAIHEH, CTIOCOOHON TOBIHATH Ha JKEJaHWE UCIBITYEMOTO MPOI0IKATh
y4acTHe B UCCIICIOBAHUH;

aapeca u TenedOHBI JUIl, K KOTOPHIM MOXHO OOpaTUTHCS [JIs MOTYyYCHUS
JOTIOJIHUTEIbHON MHGOPMAILIUK O XOJ€ UCIBITAaHUS, IIpaBax MCIBITYEMbIX U B ClIy4yae
IPUYUHECHUS Bpe/a 3I0POBBIO UCIIBITYEMOTO;

BO3MOHBIE OOCTOSTENHCTBA W (MJIM) HMPUYHMHBI, IO KOTOPHIM ydYacTHe
UCIIBITYEMOTO B UCITBITAHUH TIPEKPAIIACTCS;

mpenoiaraeMasi JUIMTeIIbHOCTh YYaCTHS HCTIBITYEMOTO B MCCIICIOBAHHUM.

71. Tlepen BKIIOYEHHEM B UCCIEIOBAHHUE HCIBITYEMOMY WJIH €TO 3aKOHHOMY
IPEJACTABUTEII0 TPEIOCTABISICTCS TMOAIMHUCAHHBIN SK3eMILUIAp HHGOPMHUPOBAHHOTO
corjlacusi, ¥ Apyrast uHpopmarust 00 ucciaegoBanuu. Bo BpeMs y4acTus UCTIBITYEMOTO
B HCCJICIOBAHWUU OH WJIM €T0 3aKOHHBIH MPEICTaBUTENh IMOIYYalOT MOAMUCAHHBIE
AK3EMIULIPBI BCEX MOCICAYIONUX PeAaKIil HHPOPMHUPOBAHHOTO COTJIACHS M KOIHH
BCEX TOMPABOK K APYTMM MUCbMEHHBIM MaTepHaliaM, MPEA0CTaBISIEMbIM HUCITBITYEMbIM

72. Eciiy B KJIMHUYECKOM MCCJIEOBAHUU HCTBITATEIbHBIX CPEJCTB YUYaCTBYIOT
UCOBITYEMBbIE Ha OCHOBAHUM COTJIacUs WX 3aKOHHBIX MpeACTaBUTENECH, TO
UCIIBITYEMOT0 UHPOPMUPYIOT 00 UCCIEOBAaHUU B COOTBETCTBUU C €TI0 CIIOCOOHOCTHIO
MNOHATH 3Ty HMH(POPMAILMIO U, €CIU HUCIBITYEMbIM B COCTOSIHUU, OH MOAMHUCHIBACT
UH(OPMHUPOBAHHOE COTJIacHe.



6. ITopsamok HCHONBE30BaHNA OMONOTHIECKIUX MaTEpHAIIOB
TOKIMHWICCKUX (HEKIMHUYCCKUX) U KIMHUIECKAX MCCIICAOBaHHH

73. Ha ctaguu mjaHUpOBaHUS JOKJIMHUYECKOTO (HEKIMHUYECKOI0) WU
KIMHUYECKOTO UCCIeNOBaHus N0 ero ¢GopMalbHOTO Hayaja HCCIeI0BaTelb
JOKYMEHTAJIbHO 3aKpEeIUIIeT MECTOHAXOXKJECHHE M UICHTU(PUKALMIO XPaHSAIIUXCS
OMOJOTUYECKUX MAaTEpHANOB B Ciydae HEOOXOIWMOCTH MPOBEACHMS] MOBTOPHBIX
AHaJIM30B.

74. llpouenypa nomydeHusi, ohopmMiIeHUs, UASHTUPUIIUPOBAHUSI, UCTIOJIB30BAHUS U
XpaHeHUs] OMOJIOTUYECKUX MAaTePHANOB JOKIMHUYECKUX (HEKJIMHUYECKUX) U
KIIMHUYECKUX ucciienoBanuii onuckiBaetcs B COIL

Kaxnoe wucmonb3oBaHre OHMOJOTHYECKUX MATEPHANOB JOKIMHUYECKHX (
HEKJIMHUYECKUX) M KIMHUYECKUX MCCIETOBaHUM O(QOPMIISIOT B BHUJE TEKYLIUX
3anuceil. MccnenoBaHus NpPOBOMAT MO YTBEPXKAECHHOMY IPOTOKOJY HIH €ro
WU3MEHEHUSIM.

75. buonorudeckue MaTepuanibl JOKIMHUYECKUX (HEKJIIMHUYECKUX) U KIIMHUYECKUX
UCCIIEIOBAaHUN TIOCNie TPOBEACHUS HCCIEAOBAHUI HEO0OXOIUMO XPaHUTh JO
opuuManbHON MyOJUKALMK PE3YIbTATOB UCCIEAOBAHUM ISl TPOBEACHMS TIOBTOPHBIX
aHaJM30B B CJIy4yae BO3HUKHOBEHHUSI CIOPHBIX BOIIPOCOB.

76. OcTaTKu OMOJIOTUYECKUX MaTePUAIOB JOKIMHUYECKUX (HEKIMHUYECKUX) U
KJIIMHUYECKUX UCCIEAOBAHUN MOCIE OKOHYAHUS HCCIIEI0OBAHUS YTUIN3UPYIOT COTIaCHO
CaHUTApHBIMU HOpPMaMu U TpeOoBaHUAMHU, YyTBepxkAeHHbIMH [Ipukazom MU.o.
Munuctpa HanmoHanbHOM 3koHOMUKH Pecnyonuku Kazaxcran ot 24 ¢espans 2015
rojua Ne 127 "O6 YTBEPXKICHUU CaHuTapHBIX IIPaBUII
CaHuTapHO-3MHIEMUOJIOTHYECKHE TpPeOOBaHUS K OOBEKTaM 3apaBOOXpaHEHUS",

"

3aperucTpupoBaHHbIM B PeecTpe rocyJapCTBEHHOW PErucTpaliii HOPMAaTHUBHBIX
npaBoBbIX akToOB 14 anpeist 2015 romga Ne 10713.

77. BBo3 Ha Tepputoputo Pecnybnuku KazaxcTtaH u BBIBO3 C TEPPUTOPHUU
Pecnybnuku Kazaxctan opraHoB (4acTy OpraHoB) U (WJIM) TKaHEH, FreMOIMOATHYECKUX
CTBOJIOBBIX KJIETOK, KOCTHOTO MO3Tra, KPOBH U €€ KOMIIOHEHTOB, 00pa3l0B KIIETOK,
TKaHeH, OMOJIOTMYECKUX JKUJIKOCTEN U CEKPETOB YEJIOBEKA, MCIIOJb3YEeMbIX B KAUECTBE
OMOJIOTUYECKUX MATEPUAIIOB KIMHUYECKUX UCCIIEI0BAaHUM, OCYIIECTBISETCS COrIaCHO
cratbsaMm 172, 173 u 174 Konekca Pecriy6nuku Kazaxcran ot 18 centsaops 2009 roqa "
O 310pOBBE HAPOJIA U CUCTEME 3/IPABOOXPAHECHUSA .

7. 3aKII09YHTEIILHEIEC ITOJIOXKCHHUS

78. HccnenoBaTelbCKHE LEHTPbI, Ha 0a3e KOTOPBIX MPOBOIATCS
MEIUKO-OMOJIOTUUECKHE SKCIEPUMEHTHI, JOKIMHUYECKHE (HEKJIMHUYECKHE) WU



KJIMHUYECKHE UCClIeIoBaHus, o0ecneunBatoT coboienue [IpaBui B COOTBETCTBUU ¢
3akoHoAarenbcTBOM PecnyOnuku KaszaxcraH.

IIpunoxenue 1
k [IpaBunam npoBeaeHus
MEeIMKO-ONOTOTHIECKUX
SKCIIEPUMEHTOB, JOKITHMHIHYECKUX (
HEKITMHUIECKIX )
1 KIIMHUYECKUX UCCIIETOBAHUN

IIpoTokon
MEIHUKO-OHOIOrHIECKOr0 SKCIIEpUMEHTa (Hajiee — OKCIEPUMEHT)

1. TutynpHBIA JTUCT ¢ yKazaHueM Tpuda YTBEpPKICHHS PYKOBOJIHUTEIEM
UCCJIEJIOBATEILCKOTO IIEHTPA, Ha3BaHUS DKCIIEPUMEHTA U USHTU(PUKAITMOHHBIX KOJIOB
(HOMep ¥ JaTa MPOTOKOJIA 3ace/laHusl KOMUCCUU IO BOMPOCAM 3THKH, OJOOPUBIIETO
POBEICHUE DKCIIEPUMEHTA).

2. Undopmanuist 0 pyKOBOAUTEIE, OTBETCTBEHHOM UCIIOJIHUTENE U UCTIOTHUTENAX (
damunusi, UMs, 0T4ECTBO (IIPU €r0 HAIMYMH), JOJKHOCTh, MECTO PabOTHI, ajpeca U
KOHTAKTHBIE TeIedOHBI).

3. Undopmarnus 06 uccnenoBaTeabckoM 1eHTpe (Pamunms, uMsi, 0TY€CTBO (MpU
€ro HaJW4uu), JOJKHOCTb, aJpec U Tele(POH PYKOBOAMUTENS HCCIECIOBATEILCKOTO
IIEHTPA), HA3BaHUE U aJIpeca BCeX JTaOOpaTOPUid U APYTUX HAYTHO-UCCIIEIOBATEIHCKIX
nojipas/ieJIeH!i, KOTOpbIe MPUHUMAIOT YYacCTHE B UCCIICIOBAaHUU.

4. ConepxaHue mpoOTOKONA:

1) Ha3BaHUE DKCIEPUMEHTA;

2) 11e1b 1 3a7]a4M DKCIIEPUMEHTA;

3) onrcaHue MOJICTUPYEMOTO COCTOSHUS 1 (UK ) 3a00JICBaHMS;

4) nu3aifiH 1 METOA0JIOTUS DKCIIEPUMEHTA!

crroco0 co31anus MOJIEIIH;

OCHOBHBIE TIOKA3aTeI1, KOTOPBIE OMPEAEISAIOTCS B Ipolecce DKCIEPUMEHTA;

ONKUCAHUE MOCIENOBATEIbHOCTH W NPOJOIKUTEIBHOCTH BCEX H3TaloB
DKCIEpUMEHTA;

MEpONPUSTHUS, O3BOJISIONINE CHU3UTH U (WJTK) N30€KaTh BIUSIHUE YEJIOBEUECKOTO
dakTopa B X07e IKCIIEPUMEHTA;

OMHUCaHNE BCEX METOJIOB CTATUCTUYECKON 00paOOTKH TaHHBIX;

ATamnbl DKCIEPUMEHTA, HA KOTOPBIX TMPOBOJAUTCS MPOMEKYTOUHBIA aHATU3);

5) xapakTep U 00beM BBIOOPKH KUBOTHBIX U (HJIM) UCTIBITYEMBIX, BKIIOUEHHBIX B
DKCIIEpPUMEHT;

6) KpUTEpUU BKIIOYEHHUS KMBOTHBIX B DKCIEPUMEHT M HCKIIOYEHUS UX U3
OKCIIEpUMEHTA;
7) u3y4yaemsbie mapaMeTphl;



8) kpuTepuu oreHkH 3PPEKTUBHOCTH;

9) kpuTepuu OLIEHKU 0€30MaCHOCTH;

10) nmnan DKcriepuMeHTa;

11) MeTo1bI KOHTPOJISI U 0OECTIEUeHHSI KaUeCTBa;

12) 3THYecKre U MPaBOBbIE BOMPOCHl DKCIIEPUMEHTA;

13) nonpaBku k mporokony UccnenoBanus;

14) mpouenypa cOopa TaHHBIX, BEACHUS M XPAHEHHs 3alKCEl, IpeaICTaBIeHUs

OTYETHOCTH,;

15) nara coctaBiaeHs: IPOTOKOJIA;

16) nuteparypa.

** BHocuMble MONpPaBKU B MPOTOKOJ HKCIEPUMEHTA YTBEPKIAIOTCS
PYKOBOJMTENEM OpPraHU3aLMH, [1OCIIE COINIACOBAHUS C PYKOBOJMUTENIEM HCCIIEIOBAHUS
Y OTBETCTBEHHBIM HCIIOJIHUTENIEM, & OTKJIIOHEHUS! OT IPOTOKOJIA (HEe3aIUIaHUPOBAHHbIE
COOBbITUS, HENpPEeABUIACHHBIE OOCTOATEIbCTBA, YMYIIECHHUS) 3alUCHIBAIOTCS,
IIPOHYMEPOBBIBAIOTCSI, MONUCHIBAIOTCA UCTIOJIHUTENIEM, C YKa3aHUEM JIaThl U IPUYUH.

[punoxenne 2
k [IpaBunam nposeneHus
MEIMKO-ONOJIOTHIECKUX
9KCIIEPUMEHTOB, TOKIMHUYECKHX (
HEKJIMHIYECKHX )
U KJIMHAYECKHUX HCCIIENOBaHUMN

IIporokon
DOKJIMHUIECKOr0 (HEKIMHIIECKOT0) HCCIICAOBAaHUS HCILITYEMOT'O
Merona u (nm) cpeacrea (gaee — MccinenoBanamst)

1. TutynbHBIH JTUCT C yKa3aHWeM rpuda yTBEpKICHUS PYKOBOIHUTEIIEM
UCCIIEJIOBATEIBCKOTO IIEHTPA, HA3BaHUs UCCIIEIOBAaHUS M UICHTU(UKAIMOHHBIX KOIOB
(HOMep W JaTa MPOTOKOJIA 3aceaHusi KOMUCCHH MO BOIPOCAM 3THKHU, OJ00PHUBIIETO
IPOBEJICHUE UCCIEAOBAHMS).

2. Uudopmanius 0 pyKOBOJIUTENIE, OTBETCTBEHHOM HCTIOIHUTENE M UCTIONHUTENAX (
damunusi, UM, 0TYECTBO (MIPU €ro HAJIMYHMH), TOJAKHOCTh, MECTO PabOTHI, ajipeca u
KOHTAKTHBIE TeICHOHBI).

3. Undopmarnus 06 uccienoBaTeabckoM 1eHTpe (Damunus, uMsi, 0T4ECTBO (MpU
€ro HaJu4uu), JOJKHOCTb, agpec W Teae(OoH PYKOBOIUTENS HCCIIEI0BATEIbCKOTO
LEHTpA), HA3BaHUE U aJipeca BCeX JJabopaTOpUil U JPYruX HayYHO-UCCIIEeI0BATEIbCKUX
noJpa3AeNieHNi, KOTOpbIe MPUHUMAIOT Y4acTHUE B UCCIICJOBAHHH.

4. CopeprxaHue NIpOTOKOJIA:

1) nazBanue MccnenoBanus;

2) uens U 3anaun MccnenoBanusi;



3) cBeneHus 00 UCTIBITYEMOM METO/IE U (MJIM) CPEAICTBE M METO/IE U (MIIU) CPENICTBE
, ICTIOJIb3yE€MOM B T'PYIINE CPaBHEHUS,
4) nu3aitH u Metonoorus McciegoBanusi:
BUJIBI U MeTOIbI VccnenoBanus;
CrIoco0 MPUMEHEHUS UCIBITYEMOT0 METO/Ia M (MJIM) CPEJCTBA U METO/Na U (WJIN)
CPEACTBA, UCIIOIb3YEMOIO B TPYIIIIE CPABHEHUS;
OCHOBHBIE TIOKA3aTeJu, KOTOPBIE ONpeneNsitoTes B npouecce MccnenoBanus;

ONKUCAHUE MOCIEAOBATEIbHOCTH W NPOJOIKUTEIBHOCTH BCEX 3TaIloB

HccnenoBanus;
MEPOTIPUATHS, TIO3BOJIAIONINE CHU3UTh U (MJIN) H30€KaTh BIUSHUE YEIIOBEYECKOTO
dakropa B xoze VccrnenoBanusi;
OINMHMCAHKE BCEX METOJOB CTATUCTUYECKON 00paOOTKY TaHHBIX;
stansl MccaenoBanus, Ha KOTOPBIX MPOBOJUTCS MPOMEKYTOUHbBINA aHAJIN3;
5) xapakrep u 00beM BBIOOPKH KUBOTHBIX, BKIIFOUEHHBIX B MccienoBanue;
6) KpUTEepUH BKIIIOYEHHS >KUBOTHBIX B VccienoBaHWE U UCKIIOUEHUS UX U3
HccnenoBanus;
7) u3ydaemble MapameTpbl;
8) kputepun OlEeHKU dHPEKTUBHOCTH;
9) kpuTEpHH OLICHKHU 0€30MMaCHOCTH;
10) mnan MccnenoBanus;
11) MeToabI KOHTPOJIS U OOECTIeUeHUs! KauecTBa,
12) sTueckuie u npaBoBbie Bonpockl MccnenoBanus;
13) nmonpaBku k npotokony Mccienoanus;
14) mpouexypa cOopa NaHHBIX, BEJEHUS U XPAHEHUsS 3aMKCEH, MPEICTaBICHUS
OTYETHOCTH,
15) nata coctaBineHus NPOTOKOA;
16) nuteparypa.

** BHocuMBIE MOMpPaBKH B MPOTOKOJ HCCIEIOBAHUS YTBEPKIAIOTCS
PYKOBOJWTENIEM OPTraHU3allH, TIOCJIE COTJIACOBAHUS C PYKOBOJIUTEIEM UCCIEIOBAHUS
U OTBETCTBEHHBIM HCIIOJIHUTENEM, 4 OTKJIIOHEHUSI OT IPOTOKOJIa (He3aIJIaHUPOBAHHBIE
COOBITHSI, HEMNPEIBUJCHHBIE OOCTOATENbCTBA, YIYIICHUS) 3alUChIBAIOTCS,
IIPOHYMEPOBBIBAIOTCSI, MTOMUCHIBAIOTCS UCTIOJIHUTEINIEM, C YKa3aHUEM JIaThl U IPUYUH.

[Ipunoxenue 3
k [IpaBuiam npoBeacHUS
MEIUKO-OMOTOTNIECKUX
9KCIEPUMEHTOB, TOKIHHUYECKHX (
HEKJIMHUIECKIX )
Y KIIMHAYECKUX MCCIIEI0BaHU



IIporokon
KJIMHAYECKOT'0 HCCIIENOBAaHNUS HCIBITYEMOTI'0 METO1a
1 (wm) cpeacrsa (ganee — MccienoBaaus)

1. TutynpHBIA JUCT C yKazaHueM Tpuda YTBEpPKICHHUS PYKOBOJIHUTEIEM
HCCIIEIOBATEIBCKOTO 1IEHTPA, Ha3BaHUS UCCIIEIOBAaHUS U UICHTU(PUKAITMOHHBIX KOJOB
(HOMep W JaTa MPOTOKOJIA 3aceaHusi KOMHUCCHH 10 BOIPOCAM 3THKHU, OJ00PHUBIIETO
IIPOBEJICHUE UCCIIEIOBAHMUE);

2. Uadopmanusi 0 pyKOBOAHUTEIE, OTBETCTBEHHOM UCITOJIHUTEIIE U UCTIOTHUTEISX (
damunusi, UMs, 0T4eCTBO (IIPU €ro HAIMYKM), JOJKHOCTH, MECTO PaboThI, ajpeca u
KOHTaKTHBIE TeJIe(OHBI);

3. Undopmarus 06 uccienoBaTeabckoM 1eHTpe (Damunusi, UMsi, 0TYECTBO (TpU
€ro HaJW4uu), JOJKHOCTb, aJpec U TelePOH PYKOBOAUTENS HCCIECI0BATEIbCKOTO
IIEHTpa), Ha3BaHUE U ajpeca KIMHUYECKUX JTAa0OpaTopuil U APYruX KIUHUYECKHX,
JIMAarHOCTUYECKUX OTIEICHUN U (WIU) APYTUX MEAUIMHCKUX OpraHU3alluii, KOTOphIE
NPUHUMAIOT YYaCTHE B UCCIIEIOBAHNUU;

4. ConeprkaHue mpoTOKoJa

1) nazBanue MccnenoBanus;

2) uens U 3agaun MccnenoBanusi;

3) cBeAeHUs1 00 UCTIBITYEMOM METOE U (WJIM) CPEJICTBE U METO/E U (WJIM) CPEJICTBE
, ICTI0JIb3yEMOM B I'PYIIIIE CPABHEHNUS,

4) nu3aitH u Metoaojorus MccnegoBanus:

BUJIbI U MeTObI VccnenoBanusi;

Croco0 MPUMEHEHUS UCIIBITYEMOTO MeToa U (WJIM) CPeACTBAa U METOJIOB U (UJIN)
CPEACTB, UCIIOJIB3YEMOM B IPYyMIE CPAaBHECHHUS;

OCHOBHBIE TIOKA3aTeu, KOTOpPhIE OnpeaensitoTes B npouecce Mccnenosanus;

ONUCAHUE MOCIENOBATEIbHOCTH W NPOJOIKUTEIBHOCTH BCEX 3TaloB
Hccnenosanus;

MEpONPUSTHUS, MO3BOJISIONINE CHU3UTH U (WJTK) N30€KaTh BIUSIHUE YEJIOBEUECKOTO
dakropa B xozae VccrnenoBanusi;

OMHUCAHNE BCEX METOJIOB CTATUCTUYECKON 00paOOTKH TaHHBIX;

stansl MccaegoBanus, Ha KOTOPBIX MPOBOJUTCS MPOMEKYTOUHbBIA aHAIIN3;

5) xapakTep 1 00beM BEIOOPKH MCCIIEAYEMBIX JIUII, BKJIFOUEHHBIX B McciaenoBanue;

6) KpUTEpUU BKJIIOYEHHUS UCCIEAyeMbIX Jull B MiccienoBanue U UCKIIOUCHHS UX U3
Hccnenosanus;

7) n3y4yaemsble mapaMeTphl;

8) kpuTepun oreHKH 3PPEKTUBHOCTH;

9) kpuTepuM OLIEHKU 0E30MaCHOCTH;



10) mian MccnenoBanus;

11) MeTo1bI KOHTPOJISI U 0OECTIEUeHHSI KAaUeCTBa;

12) sTuyeckuie u npaBoBbie Bompockl MccienoBanus;

13) monpaBku k npotokony MccienoBanus;

14) mpouenypa cOopa TaHHBIX, BEAECHUS M XPAHECHHs 3alMCEH, IPeICTaBICHUS

OTUYETHOCTH;

15) nata coctaBineHus MPOTOKOJA;

16) nureparypa.

** BHocuMble MONpaBKH B MPOTOKOJ HCCIEIOBAHUS YTBEPKIAIOTCS
PYKOBOJMTENIEM OpPraHU3aLMH, [10CIIE COIJIACOBAHUS C PYKOBOJMUTEIEM HCCIIEIOBAHUS
Y OTBETCTBEHHBIM HCIIOJIHUTENIEM, & OTKJIIOHEHHUS! OT IPOTOKOJIA (HEe3aIIaHUPOBAHHbIE
COOBITHS, HEMpEeJBUICHHBIE OOCTOATENbCTBA, YIYILIEHUS) 3alHCBHIBAIOTCS,
IIPOHYMEPOBBIBAOTCS, IOAMUCHIBAIOTCS UCIIOJTHUTENIEM, C YKA3aHUEM J1aThl U IPUYHH.

[Tpunoxenue 4
k [IpaBunam nposeneHus
MEIMKO-OHNOJIOTHYECKUX
SKCIICPUMCHTOB, TOKITUMHHYCCKUX (
HEKITHHUYIECKUX )
1 KIIMHAYIECKUAX UCCIICTOBAHMNA

Bbpommopa nuccnemoBarens

1. TurynbHas cTpaHuna:
1) HOMep MaHHOTO M3JIaHMs OPOIIIOPHI MCCIIEA0BATEIISI, a TAaKKe HOMEP U JaTy
npeabIIyel pelakiuu (B cliydyae BHECEHUSI U3MEHEHU )
2) Ha3BaHUE UCCIIEIOBAHUS
3) BUJ HCCIIeI0BaHUS
4) rpud KoHGUICHITNATHHOCTH
5) nara uzganust OpoOILIIOPbI
6) uaeHTH(UKAIUS JOKYMCHTA.
2. Conepxxanue:
1) HaMeHOBaHKE KCCIIEI0BATEIBCKOTO LIEHTPA;
2) BBeIeHHE, cofieprKaliee HHPOPMALIMIO O UCIIBITYEMOM METO/IE€ U (M) CPEACTBE;
3) o6ocHOBaHUE MPOBEICHUS KIIMHUYECKOTO UCCIEOBAHNUS;
4) mo6ounbIe YPhEKTHI;
5) noKa3aTenbCTBA B MOJIb3Y JAJbHEHIIEro U3y4eHHs UCCIIelyeMOoro oopas3ua;
6) mOTeHIMAIbHbIE MOKa3aHU K MPOPUIAKTUYECKOMY, TEPANEBTUIECKOMY WIIH
JUArHOCTUYECKOMY TTPUMEHEHHUIO.
3. JIoKIIMHUYECKO€E UCCIIe0BaHUE UCTIBITYEMOTO METO/1a U (WJIN) CpEe/ICTBA:
1) BBeneHHE (OMMCaHUE UCIOJIH30BAHHBIX METOIOB U PE3YJIbTATOB SKCIIEPUMEHTOB,
UX KJIMHAYECKasi 3HAUMMOCTh JJIsI KITMHUYECKOTO UCCIEA0BaHUA);



2) BUJ 3KCHIEPUMEHTAIbHBIX )KUBOTHBIX, KOJIMYECTBO U IMOJI )KUBOTHBIX B KaXKJ10M
rpymre;
3) IpOOIKUTEIHLHOCTDh HAOTIOIEHUS TTOCIIe TPUMEHEHHUS UCTTBITYEMOT0 MeTo1a U (
WJIN) CPEJICTBA;
4) pe3ynbpTaThl JOKIMHUYECKUX HCCICIOBAHUN HCHIBITYEMOTO METo/la U (UIIN)
CpeJlcTBa.
4. BeiBOA ¥ peKOMEHALNHN JUISL UCCIIEIOBATENSA:
1) mOKITMHUYECKHE JaHHBIE;
2) o600uIeHHas nH(pOpMaUs U3 PA3IMYHBIX HCTOYHUKOB 00 UCTIBITYEMOM METO/IE
U (W) CPENCTBE;
3) Hauboiiee nH(POpPMATUBHASL MHTEPIIPETAIUS CYIIECTBYIOIINUX JAHHBIX U BBIBOJ O
3HaYUMOCTH 3TON MH(POPMAIUH JIJIs TOCIETYIOMINX KIMHHUYECKUX UCCIeI0BaHN;
4) oOcyxjaeHue OMyOJMKOBAHHBIX OTYETOB O IMOJOOHBIX MEIUIIMHCKHUX
TEXHOJIOTHSIX;
5) pexomMeHAaIH 10 IMarHOCTUKE U JICUSHUIO BO3ZMOXHBIX MMOOOYHBIX JEHCTBUN U
HEe)KeTaTeNbHBIX TOCTIEACTBUN MPUMEHEHHUS NCIIBITYEMOT0 METO/1a M (MJIH) CPENICTBA.
5. lara cieayrolero nepecMorpa OpoIopbl HcciieoBaTels (He peke 0JHOTO
pasza B roji, B 3aBUCUMOCTH OT CTaJHM Pa3pabOTKH HUCIBITYEMOI0 MeToja U (KJn)
CpEJICTBA U 1O Mepe MOCTYIUICHHUs] HOBOW Ba)KHOM MH(OpMAalMK MepecMaTpUBAETCs
qarie).
6. Ccbulku Ha MyOJUKAIMK, OTYETHI (CCHUIKU MPUBOISTCSA B KOHIIE KaXKIOTO
pasnena).
7. Illpumeuanus

[Ipunoxenue 5
k [IpaBwiam npoBeacHUS
MEIUKO-OMOTOTHIECKUX
9KCIIEPUMEHTOB, TOKIMHUYECKHX (
HEKJIMHUIECKIX )
Y KIIMHAYECKUX MCCIIEI0BaHU

dopma

Pe3ioMme uccienoBareid

PE3IOME(CV)

DamMumust, UMs1, 0TYECTBO (IIPU €ro HATUINH)
JHata poxxnenus

OO6pazoBanue (C ykazaHueM y4eOHOTO 3aBEACHMS)
CrneunanbHOCTb

[MocnenumiomHoe 0O6pa3oBaHme

VY4eHas cTeneHs U 3BaHUE (€CITH UMEeTCs)

Mecto pabOTHI U JOIKHOCTD



Crax pa6OTLI 10 CIICaJIbHOCTH
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