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KA3AKCTAH PECIIYBJIMKACBHI JEHCAYJIBIK CAKTAY

MMHUCTEPCTBO 3IPABOOXPAHEHMUS U
/KOHE 9JIEYMETTIK JAMY MUHUCTPJITI'T

COLMAJIBHOI'O PA3BUTHUSA PECITIYBJIMKHN KAZAXCTAH

KT'TI HA TIXB «IIEHTP SIAEPHOU MEJIUITUHBI U

«CEMEMH SAJIPOJIBIK MEJIAIIAHA JKOHE OHKOJIOT U 1
OHKOJIOI'MU I'OPOJA CEMEMH» Y3 BKO

OPTAJIBIFbI» HIZKK KMK

COI1-09 - MOIIIEHHUYEeCTBO U HEMTPaBOMEPHBIE IEUCTBUS

1. OBIIME ITOJIOXKEHU A

I[J'ISI obOecrieyeHus Haﬂnemameﬁ IMOATOTOBKH K IMPOBCACHUIO KIIMHUYCCKOI'O

eJlb
1 uccaenoBanus (KN).
Ob6aacTb Jannas mponeaypa npeaHazHaueHa JUisl pelieHus] MpoOiieM, CBS3aHHBIX C
MpUMeHeHus HEIIPaBOMEPHBIMU JACUCTBUSMHU M MOLICHHUYECTBOM B paMKaX IPOBEICHUS

KIIMHUYCCKUX HCCHeﬂOBaHHﬁ.

3aM. AMpEKTOpa MO CTPATETMYECKOMY IIAHHUPOBAHUIO W PAa3BUTHIO - 32
cornmacoBanue COIl u wHHIMALKIO WU3MEHEHHH; TJ. UCCIeqoBaTelbh - 3a
coriacoBaHue M KoHTpoib ucnonHeHus COII; cnenuanuct Hay4dHOro
npoekTa - 3a pacmpocrpaneHue 3k3emiuisipoB COIl; paspaboruuk(-u) - 3a
OTBeTCTBEHHOCTh | JOCTOBEPHOCTb M IIOCIEAOBAaTENFHOCTh  OMHMCAaHHOTO  IpoIlecca,
COOTBETCTBUE MPHUBEACHHBIX ITaHHBIX, COOIIOJCHHE CpPOKa TOJArOTOBKU
COIl, cBOeBpeMEHHYIO aKTyaJlu3allMl0 HM3MEHEHUM, HCCIIeI0BaTEIN
KIIMHUYECKOTO HCCIEIOBaHMUS - 3a IMpPaBWIbHOE BBINOJIHEHHUE pPadoyuero
npolecca.

IlepeueHb HEOGX0AUMOT0 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoOBHOE€ -
00opy10oBaHue:

BcnomorareiabHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHuaJibl:

2. HOPMATUBHO-CITPABOYHASI UHO®OOPMALIUA

2.1.Pecnny0inkaHcKHe HOPMATHBHBIE JOKYMEHTbI

2.1.1. Konexc PecnyOomuku Kazaxcran ot 7 wutona 2020 roma O 3JJOPOBBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUSI. Ne360-VI 3PK.

2.1.2. Ilpuxa3 Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 11 nexadpst 2020 roga Ne KP
JICM-248/2020. 3apeructpupoBan B MunuctepctBe toctuiu Pecryonuku Kazaxcran 14 mexaOpst
2020 roma Ne 21772. «OO0 yTBepKIACHHHM TPaBUI NPOBEACHHS KIMHUUYECKUX HCCIEIOBAHMMA
JIEKapCTBEHHBIX CPEACTB M  MEIUUUHCKUX M3JCNIUN, KIUHUKO-IA0OPAaTOPHBIX  HCHBITAaHUI
MEIUIUHCKUX H3AEINA A TUarHOCTUKM BHE >KMBOTO opraHu3ma (in vitro) m TpeOoBaHHS K
KIMHUYECKUM 0a3aM M OKa3aHHs TOCYJapCTBEHHOM ycinyru Bbimaua paspeiieHusi Ha IpOBEJCHHE
KJIMHUYECKOT'O MCCIeIOBaHUs U (WJIM) UCIIBITaHUs (PapMaKOIOrMYeCKHX M JIEKapCTBEHHBIX CPE/ICTB,
MEIUIIMHCKUX U3IETIUN

2.1.3. Ilpukaz MuHHCTpa 3paBOOXpPaHEHUS U COLMAIbHOTO pa3BuTus Pecry6muku Kazaxcran ot 10
mapta 2015 roga Ne 127 «O06 yrBepxkaenun [IpaBuin akkpeauTanuy B 006JaCTH 3JpaBOOXpaHEHUsD (C
n3MeHeHussMu oT 29.06.2015 1.)

2.1.4. Ilpuka3z MuHucTpa 34paBoOOXpaHEeHUs U colManbHOro pa3Butus Pecyonuku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 ytBepxkaenun [lpaBun npoBeneHus papmMakoHaa30pa JeKapCTBEHHBIX
CPEICTB U MOHUTOPUHIA MOOOYHBIX AEHCTBHUI JIEKAPCTBEHHBIX CPENICTB, M3JAEIHN MEIUIIMHCKOIO
Ha3HAYEHMS U MEIULIMHCKON TEXHUKU» (¢ u3MeHeHusiMu ot 29.07.2015 r.)

2.1.5. Ilpuka3z Munuctpa 3npaBooxpanenusi Pecyonuku Kazaxcran ot 15 urons 2018 roga Ne 374
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O BHeceHMM M3MEHEHMH B Ipuka3 MuHuctpa 3apaBooxpaHeHusi PecnyOnuku Kazaxcran ot 18
HOs10pst 2009 roma Ne 736 "OO yrBepknenun [IpaBui mpoBefeHUS SKCHEPTH3bI JIEKAPCTBEHHBIX
CPENCTB, U3ACIIUM MEIUIIMHCKOTO HA3HAYCHUS U METULIMHCKON TEXHUKH".

2.1.6. Ilpukaz Mwunuctpa 3apaBooxpanenus PecryOnukn Kazaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHUU U3MEHEHMH B IpuKa3 MUHHUCTpa 34paBOOXPAHEHUS U COLUAIBHOIO Pa3BUTHS
Peciyonmukn Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBepXKIAEHHUU HaJJISKAIIUX
(hapManeBTUUECKUX MPAKTUK

2.1.7. T'ocynapctBennbsiM ctanmaptom PK «Hamexamas knmuanyeckas npaktuka» CT PK 1616-2006
(masree CT PK 1616-2006)

2.2.JIokaJibHbIe OPTraHU3ANMOHHO-PACTOPSAIUTEIbHBIE TOKYMEHTHI
2.3. CopaBouHasi uH(popmauus

3. OMPEJEJEHMS (IJIOCCAPHIN)

Konpunenunaabuo Martepuainsl, coaepxaliue CBeIeHUs] OrPAHUYEHHOIO
pacnpocTpaHeHUs

con CranmapTHas onepaiMoHHas mpoleaypa

KA Knunnueckoe ncciaeqoBanue

HPK NupuBuyanbHas perucTpaliioHHas KapTa

I'a. uccnenosarean (') | I'nmaBHBIN HccaenoBaTeIb

JIDK JlokasibHas dTHYECKass KOMUCCHS

HKII Hannexamast kKnmHu4ecKas nmpakTuKa

4. 3AIIMCH 1O KAYECTBY

Cpox Bun
Ne Ha3zBanue noxymenra Konx OTBETCTBEHHBIN XpaHCHHUs | JOKYMCHTa
(Oym./3mmeKT.)
1. | IIpotokou uccienoBaHus I'n. uccnenoBarens 15 ner Bymaxubrit

5. COAEP’KAHHME COII

Knuanueckue mccneoBaHus BHOCIT 3HAYUTENbHBIA BKJIAJ B Pa3BUTHE MEAUIMHCKOW MPAKTHUKH.
D10 00ycnaBiMBaeT HEOOXOAMMOCTh MPOBEACHUM BCEX KIMHUYECKUX HCCIEIOBAaHUN ¢
COOII0ACHHEM CaMBIX BBICOKHX CTaH/IapTOB HCCIIEIOBATEIIHLCKOM MPaKTUKH. Ot
HCCJIEIOBATENILCKOTO MepCcoHana TpedyeTcsl MOJHOe COOMI0CHHE MECTHBIX HOPM M PYKOBOISIIINX
MPUHIIMIOB, a Takke PyKOBOJCTBa MO HaIeXkalled KIMHUYECKOW MpakTUKe MeXIyHapoaHOU
KOH(EpEeHIIMH 10 TapMOHM3AIMH TEXHUYECKHX TPEeOOBaHMN K PETUCTPAllUU JIEKApPCTBEHHBIX
MpENapaToB JIJIs UCMOJIb30BAHUS Y YETTOBEKA.

HempaBoMepHbie  1€HCTBUS/MOIICHHUYECTBO  SIBISIOTCS  HApyIICHHEM KOJEKCOB HAy4HOTO
MOBEICHUSI U 3THUKHA B paMKax MPOBEIAECHUS HAYYHBIX HCCIEIOBaHUNA. MOIIEHHUYECTBO SIBJISETCS
npeIHaMEPeHHBIM OOMaHOM JUIsi JIMYHOM BBITOJBI WM HAHECeHHs yIiiepda apyromy IUILy,
HampuUMep, B ciayyae HaMepeHHOH (anbcudukanuu u (uiam) ¢pabpukanuy JaHHBIX UCCICTOBAHUM, U
(wn) mpencTaBieHWEe HE  COOTBETCTBYIONIUMX  JEHCTBUTEIBHOCTH  PE3yJIbTAaTOB  PabOTHI.
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HempaBoMepHbIe NEHCTBUS MOTYT HE OTHOCUTHLCS K MPEAHAMEPEHHBIM JesiHUSAM. HempaBomepHbIe
JNEHCTBUSL MOTYT OBITh aKTOM HEHAJJICKAIIero YIPaBICHUS, OJHAKO MOCIEACTBHUS MOTYT ObITh
TaKUMH ‘K€, KaKk W B pe3ylbTaTe MOIICHHWYeCTBA. Hamboiee pacnpocTpaHCHHBIE BHJIBI
HEIPABOMEPHBIX JIEHCTBUI/MOIIEHHUYECTBA B 00JIACTH KIIMHUYECKUX UCCIIEeI0OBAaHUI:

1. HecoOnroneHue niaHa uccie10BaHusl.

2. HenoctatouHoe 1 HETOYHOE BEICHUE 3aIIUCEN.

3. Hemocrato4yHasi mOAOTYETHOCTH TIO PACXOIOBAHUIO JICKAPCTBEHHBIX CPEJICTB.

4. Henamiexaiuee 3anonHenue ¢popMbl HHPOPMUPOBAHHOTO COTIIACHSL.

5. HempenocraBieHne cBeIeHH 0 HEOIArONMPUSATHBIX TOOOYHBIX PEAKIIHAX.

6. HecnocoOHOCTH MOMY4HTh U (MIIK) 33JJ0KYMEHTHPOBATh COTIachue CyObhEeKTa UCCIEI0BaHUS.

7. HeyBenomnenue mnokampHOTo KoMutTeTa 1o 3tuke (JIDK) 00 w3MeHEHHSX/HENpeICTaBICHHE
OTYETOB O X0/i€ PabOTHI.

8. HecrmtocoOHOCTP MOTYYHTh U (HITK) 33J0KYMEHTHPOBAThH 0j00peHHe co cTopoHbl JIDK.

Cnyuau ymbiiuieHHoON (anscudpukanuu u (uin) ¢pabpukalnuyd HAyYHBIX JAHHBIX U MPE/ICTaBICHHE
HE  COOTBETCTBYIOIIMX  JICHCTBUTEIBHOCTH  PE3YJbTAaTOB  pabOTHl  SBISAIOTCS  MCHEE
paclpoCTpaHEHHBIMUA  HApYyIIEHUSMH, YeM IIJIOXO€ KayecTBO IHpolecca, OO0YyCIOBIEHHOE
HEHAIJISKAIUM YIIPABICHUEM HIIM YPOBHEM MOJATOTOBKU. Takoe HeJIOMyCTUMOE TIOBEICHUE MOXKET
ObITh  OOYCNIOBIIEHO 3aJiep>KKamMH  (DMHAHCHUPOBAHHUSA, PEKIAMUPOBAHUSA WM HCHOJHEHUS
KOHTPAKTHBIX 005I3aTEJIbCTB, WIH, B OOJIBIICH CTCIICHH, aMOHIIHSIMH.

Hcnmoanureiab IIpouenypa BbINOJTHEHHUS

I'n. uccnenoBarens, | 1. @DaxkThl MOLIEHHHMYECTBA M HEMPABOMEPHBIX JAEUCTBUM OOHAPYXHUTh
MCCJIEI0BATENBCKAsA | TPYIHO, TAaK KAK OHU COBEPLIAOTCS 110 HE3HAHUIO.
rpynmna 2. Bompockl mpeamnonraraeMoro MOIICHHHYECTBA HMMEIOT OYECHb BaKHOE
3HayeHue. MOIIEHHUYECTBO ABISETCS HauOojiee CEepbe3HbIM U TPYAHO
0OHapy>KMBaeMbIM W3 HapyILIEHWH, MOCKOJIbKY OHO YacTO BKJIIOYAeT B ceOs
HaMEpeHHbI  oOMaH, AKTUBHO  TIPUKPBIBAEMBIA  NPECTYITHHKOM.
MolleHHUYeCTBO MOKET OBbITh OOHApPYKEHO JIOOBIM JIMIIOM, HMMEIOIUM
JIOCTYTI K IaHHBIM, HO TaKXe M COBEpPILIATHCS JHOOBIM JIMLIOM C TAaKUM IIPaBOM
nocryna. Ilepconan nomkeH moaBepraTh aHAIM3y CIy4ad MPENNoIaracMoro
MOIIEHHUYECTBA C OONBIIONW OCTOPOKHOCTBIO, M OOCYXJIaThb BO3HUKILINE
MOJI03PEHMSI C HAUMEHBIIUM KOJIMYECTBOM JIFOJIEH, HACKOJIBKO 3TO BO3MOXHO.
Bce nucbMeHHBle MaTepualibl JIOJKHBI OBITh OrpaHMYEHbl (PAaKTUYECKUMHU
HAOJII0/IEHUSIMU M UCKIIIOYATh JINYHbIE MHEHUS U NIPEABAPUTENIbHbBIE BBIBOIBI.
3. JIoboe nuuo, 3amomo3puBIiIee (GakT HEHAAJIESHKAIIETO MOBEACHHUS WU
KayecTBa KJIMHUYECKOIO MCCIIEIOBAHMS, TOJKHO MPSMO COOOUIUTH 00 3TOM,
1o Mmepe IPUMEHUMOCTH, HEINOCPEACTBEHHOMY
PYKOBOJUTEIO/PYKOBOUTENIO  OTJENA/IUPEKTOPY, KTO HE MpPUHUMAET
HEINOCPEACTBEHHOTO Y4YacTHsI B UCCIIEI0OBAaHUM, Ul MOCIEAYIONIEH nepeaadn
BOIPOCa Ha PACCMOTPEHHUE COOTBETCTBYIOIIUM KOMUTETOM OpraHU3aIiH.
4. Henapiexaiiee KadyecTBO MCCIEJOBAHUS  SBISETCA  OTPAKEHUEM
noctrosiHHoro Hecobmoaenus npunuunos HKII. Ilpumeps! pasHoBuaHoCTEH
HEHaJJIeXkKAIero KauecTBa NCCIIC0BaHUM BKIIIOYAIOT B Ce0s:

—  Henocraromue naHHble, HallpUMEp, HETOIHOE YKa3aHUE KIIFOUEBBIX

nauablXx B MPK HA mocTosHHOM OCHOBE.
— Henagnexamas NoJAroTOBKa MCXOJIHBIX JOKYMEHTOB, HalpuUMEp,
MIOCTOSIHHBIE OIIMOKHM B 3alUCAX O KIMHUYECKOM HMCCIIEIOBAHUU B
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HNCXOJHBIX [[OKYMGHTaX 1501051 OH_II/I6KI/I HpI/I I[OKYMCHTI/IPOBaHI/II/I
MOJTy4eHHUsT HH)OPMHUPOBAHHOI'O COTJIACHSI.

HecoOnrofenne mpoTOKOda, HAmpuUMEp YIOPHOE  HEXelaHhe
BBIIIOJIHATEL IPOLEAYPHI, YKa3aHHBIE B IIPOTOKOJIE, B TOM YHUCIIE
BKJIIOUCHHUE B UCCIICIOBAHUE YUACTHUKOB, HE OTBCYAIOIIUX KPUTECPUAM
MIPUEMIIEMOCTH.

HecobOmonenne  HKII  Bkirowaer B ceOs: MMOCTOSIHHOE
HECBOCBPEMEHHOE  IPEJCTaBJICHUE  CBEICHUH O  CEPhE3HBIX
H€6HaFOHpI/I$ITHI)IX SIBJICHUAX HpI/IHﬂTI/Ie MCIOUIITNHCKUX peHIeHI/II\/JI

HEMEIUIIMHCKUM HEPCOHAIOM (Hanpumep, UHTEpIpeTanus
pesynbratoB OKI', BHECeHME H3MEHEHUH B PEXUM JI03UPOBAHMUS);
OTCYTCTBUE KaKHUX-TT100 CBU/IETEJILCTB HOJrOTOBKU

HCCIIEIOBATENIbCKOW TPYNIIBl WM AEIErUPOBaHUS MMOJHOMOYUN IS
peLIEeHHs] COOTBETCTBYIOLIMX 3a/1a4.

5. MoleHHUYECTBO SIBISIETCSA IPEIHAMEPEHHBIM MIPEICTAaBICHUEM JOKHBIX
WIA BBOAALIMX B 3a0IyXJICHHE JaHHBIX WIM YyTaWBaHUE MOJIEKALINX
IIPEACTABJICHUIO CBeIeHUN. [[puMepsl BApHaHTOB MOIIICHHUYECTBA:

dabpukaiusi naHHbIX, BKItoudas 3anoiaHeHue WPK wim nHeBHUKA
MalyeHTa JOXKHBIMH JaHHBIMH; HOATOTOBKA OTYETOB O HHMKOIJIAa HE
MPOBOJUBILHNXCS HUCIIBITAHUSAX; KCEPOKOITMPOBAHUE JIaHHBIX,
OTHOCSIIIUXCA K  OJHOMY  CYOBEKTy, [UIsi  IOCIEAYIOLIErOo
WCIIOJIb30BAaHUS B KA4E€CTBE CBEJIEHUN O JPYTOM CYOBEKTE; CO3JaHhe
(UKTUBHBIX CyOBEKTOB.

Qdanscudukanys JaHHBIX, BKJIOYas HW3MEHEHHE KIMHHYECKUX
maHuelx B MPK wim  jgHeBHMKE manueHTa, i oOecCIeueHHs
COOTBETCTBUS MAlMEHTa KPUTEPUAM BKIFOUECHUS B UCCIENOBAHUE; UIIU
W3MEHEHHe  JMOO0  HAMEpPeHHOE€  HMCKOKEHHWE  JaHHBIX  JUIs
MIPEOCTABIICHUS] HE3aKOHHBIX PE3YJIbTATOB.

YTauBaHWe  JaHHBIX, BKJIIOUYas  yAaJeHHE CYOBEKTOB W3
WCCJIEIOBAHMs B HE3aKOHHBIX IIENIX; U HECOOOIIEHNE UITU YTauBaHUE
CBEJICHUN O HEOJIArOMPUATHBIX SIBICHUAX WIM JIPYTUX KIMHUYECKUX
JIaHHBIX.

6. IPUJIOKEHUS

ITpunoxenue 1. JInct perucrpanuy n3MeHEeHUN
[Tpunoxxenue 2. JIuct o3nakomiieHus corpyaaukos ¢ COIT
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JIMCT perucTpauvy u3MeHeHH i

IIpunoxenne 1

No Hara No paznena, Hara OcHoBaHue Jara Crartyc, [loanuce
n\nn | mpoBep | moxpasaena, | BBEICH (nata BHECEHUS ®.1.0. auna
KM MyHKTa us MpuKasa W3MEHEHUH | MPOBEPSIO BHECIIIETO
JIOKYMEHTA, K | U3MEHE W LIET0 WM | HU3MEHEHUE
KOTOPOMY HUS pacropsike BHOCHBIIIET
OTHOCHTCS HUs) 0
M3MEHEHUE U3MCHEHUS
1 2 3 4 5 6 7 8
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KA3AKCTAH PECITYBJIMKACBI JEHCAVJIBIK CAKTAY
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OHKOJIOTHHA I'OPOJA CEME» V3 BKO

JIucr o3nakomiieHusi corpyanunkos ¢ COII

Ipuioxenue 2
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