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KA3AKCTAH PECIIYBJIMKACHI JEHCAYJIBIK CAKTAY

MUHUCTEPCTBO 3IPABOOXPAHEHUS U
KOHE 9JIEYMETTIK JAMY MUHUCTPJIII'T

COLUAJIBHOI'O PA3BUTHUS PECITYBJIMKHN KAZAXCTAH

KI'II HA IIXB «IIEHTP SIAEPHOW MEJIULIMHBI U

«CEMEM SIIPOJIBIK MEIUIIAHA KOHE OHKOJIOT WS 1
OHKOJIOI'MU I'OPOJA CEMEH» Y3 BKO

OPTAJIBIFbI» HIZKK KMK

CoM-01 Habop cyOBEKTOB AJIs YIacTHsI B KIIMTHAYECKOM HCCIIEJOBaHUHT

1. OBIIME ITOJIOKEHUA

I[J'ISI obOecrieyeHus HaI[.]'IC)KaH.[CfI IMOATOTOBKH K IMPOBCACHUIO KIIMHUYCCKOI'O

eJlb
1 uccaenoBanus (KN).
ObaacTp COII ucnonp3yercs sl ONMUCAHUS TPOLEAYPHl TUIAHUPOBAHUSI CTPATETUU
NpPUMEHEeHUs Habopa cyObEKTOB KIMHUYECKOIO MCCIIEIOBAHMsI JI0 €ro HayaJa.

3aM. AMpeKTOpa MO CTPATETMYEeCKOMY IIAHWPOBAHUIO W PAa3BUTHIO - 3a
cornacopanue COIl u wHMIMAIMIO W3MEHEHWI; TJI. MCCleloBaTelb - 3a
corimacoBaHue © KoHTpoib ucnonHenus COIL; cnenuamuct Hay4HOTO
npoekTa - 3a pacnpocrpanenue sx3eMiusipoB COII; paspabotunk(-u) - 3a
OTBeTCTBEHHOCTb | JIOCTOBEPHOCTb W IIOCJIENOBATENBHOCTh  OMHMCAHHOTO  Ipoliecca,
COOTBCTCTBUC TIPHUBCACHHBIX JaHHBIX, CO6JIIOI[€HI/I€ CpOKa IOATrOTOBKH
COIIl, cBoeBpeMEHHYIO aKTyalW3allMil0 WM3MEHEHMId; HUCCIIeJOBaTeIn
KJIMHUYECKOTO HCCJIEOBAaHUS - 3a NpPaBWIBHOE BBHIMOJHEHUE pabouero
npoiiecca.

Ilepeyenb He00X0AUMOr0 000PY10BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOe -
o0opynoBaHue:

BcnomorarteiabHoe -
00opy1oBaHue:

Pacxoansbie -
MaTepHaJIbI:

2. HOPMATUBHO-CITPABOYHASA UHOOPMALUA

2.1. Pecny0IMKaHCKHE HOPMATHBHBIE JOKYMEHTbI

2.1.1. Kogekc Pecnybnmuku Kazaxcran ot 7 wmronsg 2020 roma O 3/IOPOBBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUS. Ne360-VI 3PK.

2.1.2. Ilpuxa3 Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 11 nexabpst 2020 roga Ne KP
JACM-248/2020. 3apeructpupoBad B Munucrepctse roctuniuu Pecniyonuku Kazaxcran 14 nexaOps
2020 roma Ne 21772. «OO0 yTBepKIEHUH TPaBUI TPOBEICHHUS KIMHHUYECKUX MCCIIEIOBAHMIMA
JIEKapCTBEHHBIX CPEACTB M  MEIUUUHCKUX M3JCNIUN, KIMHUKO-IA0OPAaTOPHBIX  MCHBITAaHUI
MEIUIUHCKUX M3AEIUA s TUarHOCTUKM BHE J>KMBOTO OpraHm3ma (in vitro) m TpeOoBaHHS K
KJIMHUYECKUM 0a3aM M OKa3aHHs TOCYJapCTBEHHOM yciyru Bblgaua paspeleHuss Ha IpOBEICHHE
KJIMHUYECKOTO MCCIeIOBaHUs U (MJIM) UCTIBITaHUs (DapMaKOJIOTMYECKHX M JIEKapCTBEHHBIX CPE/ICTB,
MEIUIIMHCKUX U3IEIUIN

2.1.3. Ilpuka3z MuHHCTpa 31paBOOXpaHEHUs U colanbHoro pa3sutus Pecyomuku Kazaxcran ot 10
mapta 2015 roga Ne 127 «O06 yrBepxkaenun [IpaBui akkpeautanuu B 00JacTH 3paBOOXpaHEHUs» (C
n3MeHeHussMu oT 29.06.2015 1.)

2.1.4. Ilpuka3z MuHucTpa 34paBoOXpaHeHUs U colmanbHoro pazsutus Pecryonuku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 yrtBepxkaenuun [IpaBun npoBefeHus (GpapMakoHaa30pa JEKapCTBEHHBIX
CPEICTB U MOHUTOPUHIA MOOOYHBIX ACHCTBHUI JIEKAPCTBEHHBIX CPEICTB, M3JEIHA MEIULHUHCKOTO
Ha3HAYEHMS U MEIUIIMHCKON TEXHUKW» (¢ u3mMeHeHusmHu ot 29.07.2015 r.)

2.1.5. Ilpuka3z Munuctpa 3npaBooxpanenusi Pecyonuku Kazaxcran ot 15 urons 2018 roga Ne 374
O BHeceHMM HM3MEHEHMH B Mpuka3 MuHuctpa 3apaBooxpaHeHus PecmyOmuku Kazaxcran ot 18
HOA0pa 2009 roma Ne 736 "OO ytBepxnaeHun IlpaBusl mpoBeneHHs SKCIEPTU3BI JEKAPCTBEHHBIX
CPEICTB, U3JEIUN MEIUIIMHCKOTO Ha3HAYEHUSI U MEJUIIMHCKOW TEXHUKHU'".
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2.1.6. IIpuka3 Munuctpa 3npaBooxpanenus Pecryonuku Kazaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHMM M3MEHEHUM B MpHKa3 MUHUCTpaA 3ApaBOOXPAHEHUS U COIMATIBLHOIO Pa3BUTHS
Pecnyoimkun Kazaxcran or 27 wmas 2015 roma Ne 392 «OO0 yTBepKACHHWM HaAJEKAIIUX
(bapMaleBTUUECKUX MPAKTUK

2.1.7. TocynapctBennsiM crangaptom PK «Hamexamas knuauueckas npaktuka» CT PK 1616-
2006 (manee CT PK 1616-2006)

2.2.JlokaJiIbHbIe OPTraHU3ANMOHHO-PACTOPSA/IUTEIbHBIE TOKYMEHTHI

2.3. CnpaBoyHasi uHpopManus

Habop cyObeKkToB [Jist y4acTHsi B UCCICAOBAHUH.
http://www.fda.gov/RegulatoryInformation/Guidances/ucm126428.htm

3. ONPEJEJIEHUSA (IJIOCCAPHUIN)

Kondunennuaabno Marepuaiibl, coiepKallile CBEICHUS OTPaHUYEHHOTO
pacnpocTpaHeHUs

con CranapTHas onepaoHHas mpoleaypa

KN Knnaudeckoe uccienoBanue

HPK NupuBuyaneHas perucTpalioHHas KapTa

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

KKHA Koopaunatop KIMHUYECKOTO UCCIEAOBAHUS

JDK JlokanbHas 3TUYECKas KOMUCCHS

4. 3AIIMCH ITIO KAYECTBY

Cpox Bun
Ne Ha3zBanue noxymenrta Konx OTBETCTBEHHBIN XpaHCHUA | JOKYMCHTa
(6y™m./37€eKT.)
1. | IIporokou uccienoBanus I'n. uccnegoBarens 15 ner bymaxubIit
2. | ba3a qaHHBIX MAIMEHTOB ['m.uccnenoBarens 15 ner bymax./O1.

5. COAEPKAHME COII
Wcnonnntens | IIpoueaypa BoINOJTHEHHUS

bornee uyeM B MOJNIOBMHE Ciy4aeB 3aJep>KKW B TMPOBEJCHUU HCCIEIOBAHUN OOYCIOBJIECHBI

HEHaJIeKAIUM HaOOpOM TalMEeHTOB Ul YYacTHs B TaKOBBIX. TIIATENbHBIA TpPEABAPUTEIHHBIN

0T00p 1 npuMeHeHue 3¢(eKTUBHON cTpaTeruu Habopa MalUeHTOB SIBJISIOTCS 3aJI0TOM YCIEIIHOTO

POBEICHUS KIIMHUYECKOTO MCCIICOBAHUSI.

['n. uccnenoBatens, | 1. IlnanmpoBaHue cTpaTerum Ha0opa Ccy0beKTOB /UIA Y4YacTUsl B

HCCIIEIOBATEIIbCKAs | MCCJIeTOBAHUM

rpymnmna 1.1 Haiiiute B MpOTOKOJE CBENEHUS O JIMIE, OTBETCTBEHHOM 3a Habop
CyOBEKTOB JUUIsl y9aCTHsI B KITMHHYECKOM UCTIBITAHUH.

1.2 N3yunTe KpuTepuH MPUEMIEMOCTH, YKa3aHHbIE B IPOTOKOJIE.

1.3 O6cynuTe XapakTepUCTHKH HMCCIEIOBAHUS, OOS3aHHOCTH W TPOLICAYPHI,
CBSI3aHHBIE C HAa0OpPOM CYOBEKTOB JUIsI Y4acTHsl B HCCIEIOBAHUH, C
COTPpYAHUKAMH Ha y4acTKe Habopa.

1.4 Onpenenute UCTOYHHUK(M) MOTEHIUATIBHBIX CYOBEKTOB ISl y4acTHsl B
WCCIIE/IOBAaHUH U KOHTAKTHBIE JIUIA, TT0 MEPe TPUMEHHUMOCTH.

1.5 Onpenenute mpouexypsl WM cTpaTeruu Habopa CyOBEKTOB, KOTOpbIE
OYAyT MCIIOJIB30BATHCS ISl IIPOBEICHHS MCCIICTOBAHMSL.
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I'n. uccnemosares,
HCCIIeIOBATEIIbCKAs
rpyumma

2. Ctparerusi Habopa cy0beKTOB

2.1 ba3a panHbIX nanueHtoB: Ecnum neneBble  CyOBEKTHI  SIBISAIOTCS
nanyeHTaMu OTHEIa/KINHUKI/ O0IbHHUIIBI HCclIeoBaTels,
[IpEeJBAapUTENIbHBIA  aHaJIM3 3alMcell Ha COOTBETCTBHE KPUTEPUSIM
MIPUEMJIEMOCTH TIO3BOJIMT YIPOCTUTH ONPEIEICHUE MOTEHUUAIbHBIX
CyOBEKTOB.

2.2 HanpaBiieHre MAIEHTOB B IIEHTP IPOBEIEHUS HCCIEIOBAHUSA: MOXKHO
MPOU3BOIUTE OTOOP CYOBEKTOB M3 JAPYTHUX OTJeJa/KIMHUKN/OOJIbHUIIBI.
Pemennem BOMPOCOB O HAaIpaBiIeHUH IOTCHIUAIBHBIX CYOBEKTOB B
LIEHTP MpPOBEACHUS UCCIIEAOBAaHUS 3aHUMAETCs IVIaBHBIM MccieroBaTeb
(TN) B coTpynnuyecTBe ¢ apyrumu Bpadamu. ['M momkeH oOecrieynTh
pacchlUIKy MH(POPMALMOHHOIO MHUChbMA I MEAULUHCKUX PaOOTHUKOB C
ONMCAaHWEM KIMHUYECKOIO MCIHBITAaHUS U KpPaTKUM  H3JI0XKEHUEM
KPUTEPUEB IPHUEMIIEMOCTH.

2.3 Pasmemenne  pexnambl:  McchemoBarenbckas — TpyINma — MOMKET
pEeKIaMUpPOBaTh MPEJICTOALIEe MEPONPUATHE CPeau MOTEHLHATbHBIX
CyOBEKTOB C UCIOJb30BAaHUEM IUIAKATOB, IIyTEM PpacIpOCTPaHEHUs
JIMCTOBOK, ra3eT, yepe3 TeJIEBUICHUE U PAJU0 B TOW Mepe, B KaKoi 3TO
JIOITyCKaeTCst MECTHBIMHU 3aKOHOJIaTeIbHBIMI/HOPMATHBHBIMH
TpeboBanusmu. lLlenp pexnamupoBaHus A Habopa MOTEHIMAIbHBIX
CyOBEKTOB 3aKJIIO4aeTcsi B HMH(QOPMHUPOBAHUU OOLIECTBEHHOCTH 00
OTIpEICJIECHHOM MPEJCTOSsIEM KIMHUYECKOM MCIBITaHUM 03 Kakoro-
A1M00 MPUHYXACHUS WIN 3asBJICHUS O TOM, YTO UCCIIETYEMbIH MPOIYKT
aBisieTcs 6e3onacHbIM U 3 dekTuBHBIM. JIt00as pekiama mpeacTosIero
UCIBITaHUS JOJDKHA OrpaHu4uBaThesl HHQoOpManueld, HE0oO0X0IuMOoi
NOTEHIMAJIbHBIM CyObEKTaM Il ONpEleNIeHUs] HMX COOTBETCTBUS
KPUTEPHUSIM BKIIOUCHHS U OLIEHKU MPEUMYIIECTB y4acTusi B MCIIBITAHUH.
Ilepen wucnosnb3oBaHMEM JIOOBIE  pEKJIAMHBbIE  MaTepualbl  JUIS
MOTEHIIUAJIBHBIX CYOBEKTOB IMOAJIEKAT PACCMOTPEHUIO U YTBEPKICHUIO
JlokanpHo# 3THueckoir komwuccueil (JIDK). B peknamubie MaTepualsi
MO>KHO BKJIIOYATh CJIEAYIOUIYI0O HH(POPMAIUIO IIPH YCIOBUH COOIIOACHUS
3aKOHOJIaTEeIbHBIX/HOPMAaTUBHBIX TPeOOBaHUIL:

B peknamHbIX Marepualiax MOXKET OBITh OTpakeHa Cieayrouias
uHpOpMaIUs:

* Hazganme w  aapec  OOJBHHIIBI/YUPEKICHUS,  ITPOBOISAIIETO
HCCIIEIOBAHMUE;

* YciioBus U (MIM) LEedb MPOBENECHUS KIIMHUYECKOTO NCCIIEIOBaHMS;

* B xpatkoit popme KpuTepur BKIFOUEHUS ISl yUaCTHsI B UCCIICOBAHHM;
* Kpatkuii nepeyeHb NpPEUMYIIECTB Y4YacTHsl, €CIU TaKOBbIE HMMEIOTCS
(mampumep,  OecriaTHble  MEOUIIMHCKOE  OOCIEelOBaHHE WM
nabopaTOpHbBIE aHATH3HI),

* Hanuune cBOOOJHOrO BpeMEHHM WIM Jpyrue TpeOoBaHUS s
CyOBEKTOB; a TaKXKe

» KoHTakTHOE 1110 1 HOMEp TeedoHa JUIsl MOTydYeHHs TOTIOIHUTEIbHON
nHpopManuu.

2.4 Untepuer:  I'pynmodl  uccienoBarened WM OpraHu3aToOpaMu
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WCCIICIOBAaHMSI MOXKET OBITh MPEIyCMOTPEHO CO3JIaHNE UHTEPHET-pecypca
JUIs pa3MenieHusi HHPOpMaluKu O KIMHHUYECKOM HCCIEOBAHUHU, a TaKXKe
yKa3aHUsS KOHTAaKTHBIX JaHHBIX JJs TOr0, YTOOBI TOTCHIHMAILHBIC
CyOBEKThl MOTJHM CBS3aTbCSl CO CIHEHUAIUCTAMHU IS MOJTYYEeHHUS
JOTIOJTHUTEIBHON HH(OpMAIIHH.

2.5 Vcnionb3oBaHue peecTpoB B paMKax MpoBeAeHUs ucciaenoBanus [ pynmnoi
UCCIIeIoBaTeNeH TOMKHA OBITh IPEAYCMOTPEHA BO3MOKHOCTh 00pabOTKH
3BOHKOB WJIM THCEM OT IMOTEHIMAJIBHBIX CYOBEKTOB C 3alpocoM Ha
npeAcTaBieHue UHPOpPMAIMK 00 HMCCIEIOBAHUM W3 COOTBETCTBYIOIIHUX
peecTpoB KIMHUUYECKUX HCTIbITaHuH, HanpumMep, Clinicaltrials.gov.

2.6 I'pynmer momnepxku: CymiecTBYeT ps TPYII MOAIEPKKU AT OOIBHBIX
HEKOTOPBIMH XPOHHWYECKUMU 3abosieBaHusaMU. ['pynma mccrnemgoBarenei
MOXET COTpyIHHYATh C JaHHBIMH TpYIIaMH 10  BOMPOCaM
pacnpocTpaneHusi uHGopManuu 00 UCCIEIOBAHUU CPEAM CBOUX YJIEHOB
MOCPENICTBOM TIPE3EHTAINN WU PEKJIaMbl Ha BeO-CaliTe IPYyMIIbI U Yepes3
COOTBETCTBYIOIIKE UH(POPMAIIMOHHBIE OIOJIJICTEHU.

2.7 Crparernu Habopa CyOBEKTOB Ui y4acTHs B HCCICIOBAHUH, BKIIOYAs
METOJIbl ¥  MaTepuaibl, NpeiaracMble HCCIENOBATEISIMH IS
HCIIOJIb30BaHUs B LEIsIX Habopa cyObEKTOB, MOJIEKAT IPEICTABICHUIO
JIDK nns paccMoTpenus U yrBepxkAeHUs. DaKTHUECKUI TU3aiiH U TEKCT,
UCTOJb3yeMbIe B TAaKUX PEKJIAMHBIX MaTepualiaX, Kak IUIaKaTbl WIIH
OOBSIBICHHUS B Ta3eTax, /10 WCIOJIb30BaHMS MOJMJIEKAT MPEICTABICHUIO
JIOK  pnsa paccmorpenuss u  yTtBepxkaeHus. JIDOK  nmomken
MPOKOHTPOJIUPOBATh, YTOOBI pekiiaMa HE HOocWia MNPUHYIUTEIbHBIHN
XapakTep U He cojepkaja oOemaHWi B OTHOIIEHWHU OJHO3HAYHOTO
U3JICUEHHUs] CBEpX TOrO, 4TO YKa3aHO B (opme HH(POPMUPOBAHHOTO
COIJIACHS U IPOTOKOJIE MCTIBITAHMSL.

I'n. uccnenosarens,
UCCIIEI0BATEIbCKAs
rpymmna

3. MotuBanus

3.1 Onpenenure  crmocoObl  MOTHBALIMM  TOTCHIUAIBHBIX  CYOBEKTOB
ydacTBOBaTb B HcCCIENOBaHMU. PaccMoTpuTe, K NpUMEpYy, BapHUaHTHI
OOBSICHEHUS TOTO, KaKHe MPEUMYIECTBA MAUEHT MOJIYYUT IPU YYaCTHH
B HCCIIEJOBAHMM, TIPOXOXKJIEHUE JOTMOJHUTEIbHBIX MEIULIUHCKUX
aHaJIM30B U oOcCJeNoBaHUII Ha PEryJspHOM OCHOBE, a TaKxke
BO3MOKHOCTh BO3MEIICHUSI IMYTEBBIX PacxXoJoB (IO COIJIACOBAHUIO CO
crioHcopoM wucnbiTanusi). He 3a0yapTe nate derkoe oOBsICHEHHE, MPU
9TOM He obemias "OecIIaTHYIO MEIUIMHCKYIO MoMoulp", a coobmas
TOJIKO TO, YTO CyOBEKThI HEe OYIyT MJIATUTh 3a YUaCTHUE B UCCIECTOBAHHH.
Ecnu 31O pa3pemieHo MeCTHBIMH 3aKOHOZATEIbHBIMH/HOPMATHBHBIMU
TpeOOBaHUSMHU, TaKKe€ MOXKET OBIThb YKa3aHO O BBIIJIATE CyOBEKTam
BO3ZHArpaXJACHUS 3a YyYacTHe, OJHAKO 0e3 YeTKOro yKa3zaHHUs
OTHOCHUTEJILHO MOPSIIKA UM CYMMBI TaKOM BBITLIATHI.

3.2 Onpenenute  crnocoObl  MOTMBMPOBATH  TPYIIy  HCCleaoBaTesei
oOecneunBath A(PQPeKTUBHBIM HaOOp CyOBEKTOB [UIsI ydyacTHSl B
KJIMHUYECKOM HCIBITaHUU. HekoTopble cmocoObl TakoW MOTHBAaLUU
BKJIIOYAIOT B Cce0s1 pacChUIKy OOJUIETEHEH WieHaM HCCIIEA0BaTENIbCKOM
rpynnbel ¢ uHbopMmalmMend o mporpecce Habopa, MpOBEACHUE Ha
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PEryJIsSIpHOI OCHOBE BCTpEY HCCIIEAOBATEIbCKON TPyNIbl JUIS MOMCKA
HOBBIX ITyT€H BBISBICHUS OTEHIIMAIbHBIX CyObEKTOB.

6. MPUJIOKEHU S
[Tpunoxxenue 1. JIuct peructpauny M3MEHEHUN
[Tpunoxenue 2. JIuct o3nakomiienus cotpyaaukos ¢ COIT
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IIpunoxenne 1

JIMCT perucTpauvy u3MeHeHHU i

No Hara No paznena, Hara OcHoBaHue Jara Crartyc, [loanuce
n\nn | mpoBep | moxpasaena, | BBEICH (mata BHECEHUS ®.1.0. auna
KM MyHKTa us npuKasa W3MEHEHUH | MPOBEPSIO BHECIIIETO
JIOKyMEHTA, K | U3MEHE W LIEr0 WM | HU3MEHEHUE
KOTOpOMY HUS pacropsike BHOCHBIIIET
OTHOCHTCS HUs) 0
M3MEHEHHUE U3MCHEHUS
1 2 3 4 5 6 7 8
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KA3AKCTAH PECITYBJIMKACbI JIEHCAVIJIBIK CAKTAY

MHUHHCTEPCTBO 3/IPABOOXPAHEHHUA U
7KOHE QJIEYMETTIK IAMY MUHUCTPJITT AP,

COLIMAJIBHOI'O PA3BUTHS PECITYBJIMKU KABAXCTAH

KI'TI HA I1XB JIEHTP SJIEPHOI MEJULUHBI U

«CEMEMH SITPOJIBIK MEJUITAHA KOHE OHKOJIOI Usi
OHKOJIOTHH M'OPOJIA CEMEi1» V3 BKO

OPTAJIBIFbI» IIIDKK KMK

Mpuioxenue 2

JIner o3nakomuienusi coTpyanukos ¢ COIN

DPHO MOANHCH XaTa
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