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1. OBIIME ITOJIOKEHUA

st obecrieueHust HajJIekKAaIeld MOATOTOBKH K MPOBEICHUIO KIIMHUYECKOTO

eJb
1 uccienoBanus (KN).
Ob6aacTb Jlyist ontucaHust IPOLEAYp PaHIOMH3AINHN, MACKUPOBKH MPENapaToB JCUCHUS
NpUMeHeHHs U pacnpelesieHusi CyObEKTOB IO TPYIIaM JICYCHHUs WICHAMH IEpCcOoHaIa

KasHUU OuP npoBeneHus KIMHUYECKOTO UCCIIEI0BAHUSL.

3aM. JIUpeKTopa IO CTPATerHuecKoMy IUIAHUPOBAHHMIO W PA3BUTHIO - 32
cornacopanne COIl m WHHUIIMAIMIO W3MEHEHWI; TJ. HCCIEIOoBaTeNlb - 3a
corimacoBaHue © KoHTpoib ucnonHeHus COII; coenuanuct Hay4HOTO
npoekTa - 3a pacrnpocrpanenue sk3emiuisipoB COIl; paspaborumk(-u) - 3a
OTBeTCTBEHHOCTb | JIOCTOBEPHOCTb W IOCJIENOBATENBHOCTh  OMHCAHHOTO  Tpoliecca,
COOTBCTCTBUC TIPUBCACHHBIX JaHHBIX, CO6JIIOI[€HI/I€ CpOKa IOATrOTOBKH
COII, cBoeBpeMEHHYIO aKTyalH3alUil0 HM3MEHEHHH; HccienIoBaTeln
KJIMHUYECKOTO HCCIECOBAaHMS - 3a NPaBWIBHOE BBHIMOJIHEHHE pabouero
npoiiecca.

Ilepeyenb He00X0AUMOr0 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOE -
o0opynoBaHue:

BcnomorarenbHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHuaJibl:

2. HOPMATUBHO-CITPABOYHASA UHO®OPMALUA

2.1. Pecny0JIMKaHCKHE HOPMATHBHbIE JOKYMEHThI

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

2.1.2. Tlpuka3z Munuctpa 3npaBooxpanenus PecyOnuku Kazaxcran ot 11 nexabpst 2020 roma Ne KP
JICM-248/2020. 3apeructpupoBan B Munucrepctse roctunuu Pecniyonuku Kazaxcran 14 nexaOps
2020 roma Ne 21772. «OO0 yTBEp>KIEHUM MPaBUI NPOBEACHHS KIMHMUUYECKUX MCCIEA0BaHUM
JEKapCTBEHHbIX CPEACTB W MEIUIMHCKUX M3JeIHH, KIMHUKO-IAOOPAaTOPHBIX HCHBITAaHHUH
MEAMIMHCKUX W3JeNUNA A1 JAMArHOCTUKH BHE >KMBOro opraHusMa (in vitro) u TpeOOBaHUA K
KJIMHUYECKMM 0a3aM M OKa3aHusl TOCYIapCTBEHHOH yciyru Bplnada paspelieHuss Ha NMpOBEICHHE
KJIIMHUYECKOTO MCCIIE0BaHMs U (W) UCTIBITaHUS (PapMaKOoJIOrHUYeCKUX U JIEKAPCTBEHHBIX CPEJICTB,
MEAMIMHCKUX U3ETUN»

2.1.3. IIpuka3z Munuctpa 3paBooXpaHeHHs] U colaabHOro pa3Butus Pecryonuku Kaszaxcran ot 10
mapta 2015 roga Ne 127 «O6 yrBepxkaenuu IlpaBui akkpeauTauy B 006JacTu 3paBoOOXpaHeHIsD (¢
n3mMeHeHusiMu oT 29.06.2015 1.)

2.1.4. Ilpukaz MuHHCTpa 3/[paBOOXpaHEHUS U COLMabHOrO pa3Butus Pecrybmuku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 ytBepxkaenun I[IpaBun npoBenenust hapmakoHaa3opa JeKapCTBEHHBIX
CPEACTB U MOHHMTOpPUHIA MOOOYHBIX JEUCTBHUIl JIGKAPCTBEHHBIX CPE/ACTB, U3/EIUIl MEIUIIMHCKOTO
Ha3HA4YeHUs] U MEJUIIMHCKON TeXHUKI» (¢ u3mMeHeHusiMu ot 29.07.2015 r.)

2.1.5. IIpuka3 Munuctpa 3apaBooxpaHenus Pecnyonuku Kazaxcran ot 15 utons 2018 roma Ne 374
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O BHECeHMM HM3MEHECHHMH B TIpHKa3 MwuHHCTpa 3apaBooxpaHeHus PecrmyOmuku Kazaxcran ot 18
HO0ps 2009 roma Ne 736 "OO yrBepxnaenun llpaBuin mpoBeneHHs 3KCIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB, U3JEIUN MEIUIIMHCKOTO Ha3HAYEHUSI M1 MEJUIIMHCKOM TEXHUKHU".

2.1.6. Ilpuxkaz Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHMM M3MEHEHUM B MpHKa3 MUHUCTpaA 3ApaBOOXPAHEHUS U COIMATILHOIO Pa3BUTHS
Pecny6mmku Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBepKIACHHMH HaJJIeKaIluX
bapMaleBTUYECKUX MPAKTUK

2.1.7. T'ocynapctBennbim ctannaprom PK «Hamnexamas knmuanueckas npaktukay CT PK 1616-2006
(manree CT PK 1616-2006)

2.2.JlokaJibHbIe OPTraHU3ANMOHHO-PACTIOPSAIUTEIbHbIE TOKYMEHThI
2.3. CopaBouHasi uHpopmauus

3. OMPEJEJEHMS (IJIOCCAPHIN)

KondunenuuaabHo Marepuaiibl, COAEpKAIINE CBEICHUS OTPAHUYEHHOT O
pacrnpocTpaHeHUs

CcoIl CranjapTHas onepalroHHasi Iponeaypa

KN Knuandeckoe ncciaemoBaHmue

HPK NupuBuyaneHas perucTpalioHHas KapTa

I'a. uccaenoBareiib I'maBHBIN HCCIEIOBATEIb

KK KoopanHatop KIMHUYECKOro UCCIEA0BAHUS

CClJ CIHCOK CXEeM JICUSHMS

KIPII KoHBepTHI ¢ TaHHBIMU O paclpeAesICHUH 10 ITpenapary

4. 3AIIMCH 110 KAYECTBY

Cpox Bun
Ne Ha3zBanue noxymenrta Konx OTBETCTBEHHBIN XpaHCHHUs | JOKYMCHTaA
(Oym./3mmeKT.)
1. | IIpoTokoma uccnenoBanus I'n. mcenenoBarens 15 ner bymakHbII
2. | 3agBka qug nogaun B JIDK I'n. uccaenoBarenn 15 ner Bymaxubrit

5. COAEPKAHHUE COIl

HcnosHuTeb ‘ IIpoueaypa BbINOJTHEHHUS

PannoMusanuss HCHBITYEMBIX B TIPYIIIBl JICYEHUS YCTPAHIET BEPOSITHOCTb CUCTEMATUYECKUX
OomMOOK B HazHayeHWM JiedeHus. Ecnu BeIOpaHa [BOMHAs cienas cxema JIEYeHHs, 3TO TaKxke
yCTpaHseT CUCTEeMaTHYeCKHe OIMOKHN B OIIEHKE OTBETA Ha JIeYeHHe CyOBEKTOM U MCCIIEJOBATENIEM.
PangoMuzanusi cHmKaer naucOalaHC B XapaKTEpPUCTUKAX MEXJIy TpyINIaMd MalUueHTOB [0
cilydaifHOW Bapuanuu (TpH 3TOM Jt00as pa3HMIA B UCXOJaxX JeueHHs OyAeT KaKk MOXHO TOuUHee
OTpakaTh pa3iNyus B SKCIIEPUMEHTAIbHOM JICUEHUN ).

Pangomuszanus BkIO4aeT B cedsl MpoLENypYy paHIOMM3allMd U MAacKUPOBKU paclpesieeHus Mo
npenapaty JedeHus. IIponenypa pangoMu3anmum 0ObIMHO pa3pabaThIBaeTCsl € MOMOILBIO
KOMIIBIOTEPHOM  IIPOrpaMMBbl, KOTOpasi TEHEPUPYET HENPEIACKA3YyeMble IOCIEI0BATEIbHOCTH
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pacnpezesieHui 110 Npenapary JICYeHHs], B TO BpeMsl KaK MACKUPOBKA PaCIpEeNICHUs NIPEACTABISAET
co0oii mpouexypy 3alUThl IPOLEcca PaHIOMU3ALUMU, KOI/la HA3HAUYEHHOE JICYEHUE HE HU3BECTHO
YWICHaM IIEPCOHAJIA, IIPOBOMALLETO CIICIIOE HCCIICI0BAHUE.

MackupoBKa pacupefeseHHs BKIIOYaeT B ce0si MAaCKUPOBKY pacHpeiesieHUs] B TPYIIIbI JICUCHUS U
MacCKHPOBKY IIOCJIEIOBAaTEIIBHOCTH pAacCHpeleicHus 10 Ipenapary JiedeHus. B pamkax
MaJIOMAaCIITA0HBIX MM MOHOLIEHTPOBBIX HCCIIEOBAaHUN OJUH M3 CIHOCOOOB 3aKIIOYacTCs B
MCIIOJIb30BaHUU I1OCIIEOBATEIBLHO IIPOHYMEPOBAHHbIX, HENPO3PAYHBIX U 3all€4aTaHHBIX KOHBEPTOB
JUISL pacHpesesIeHHs IOCJIEeI0BAaTEIbHO IPOHYMEPOBAHHBIX KOHTEHHEPOB C IIpenaparamMu WIid
dakTHueckux npenapaToB JiedeHus (Hanpumep, Ilpemapar A wim  Ilpenapatr B). [na
KPYITHOMACIITAOHBIX MHOTOIICHTPOBBIX HCCJICIOBAHUN OOBIYHO HCIHOJB3YIOT IEHTPAIbHYIO
CHUCTEMY paHJIOMM3AllMM, HalpUMep, HMHTEPAaKTUBHYIO CHUCTEMY BeO-CBA3M WM CHUCTEMY C
MHTEPAKTHBHBIM TOJIOCOBBIM OTBETOM. VHTEpakTHBHAsh cUCTeMa BeO-CBSI3U NPEACTaBIsIET COOOi
CUCTEMY PaHIOMM3aLMK yepe3 MIHTepHET, B TO BpeMs KaK CUCTEMA C MHTEPAKTHUBHBIM I'OJIOCOBBIM
OTBETOM SIBJISIETCSL TeNIE)OHHOM CUCTEMOM PaHJOMHU3AIINH.

['n. uccnenosarens, | 1. Jlo pangoMu3anuyu v pacnpenaeseHus Mo Mpenapary JedeHust

HCCIIEI0BATEIIbCKAs 1.1 HccnenoBarens/4ieHbl Ha3HAuYCHHOTO MepcoHana, Hampumep, KKU

rpymmna win  (apManeBT UCCIEIOBaHHUsS JOJDKHBI 3HAaTh MW COOJIOAATH
OpoIeNypsl pPaHAOMHU3AIMM M pACIpeNeeHuss 10 IpernaparaMm
JICYCHUS B paMKax MPOBEICHUS UCCIICAOBaHNUS.

1.2 Tlocne mnpemocTraBneHHs CyOBEKTOM MHCHBMEHHOTO COTJIACHsS Ha
ydJacTue ¥ HOATBEPXKACHHS €r0 COOTBETCTBHS KPUTEPHUSIM BKIIOYCHUS
B HICCIIEZIOBaHNE, CyOBEKT TOTOB K PaHIOMHU3AINU U PACIPEACICHUIO B
IpyMIly JIe4eHUs, yTo OOBIYHO HMMeeT MecTo B 1-i JeHb rpaduka
UCCIIEIOBAHMUS.

1.3 KKMU nomxeH opraHu3oBaTh BU3UT CyObeKTa Ha 1-if 1eHb (BBeIeHUE
HCCIIEyeMOT0 IIpenapaTa) B COOTBETCTBUHU C IPOTOKOJIOM.

I'n. uccinenoBarens, | 2. PangpoMusanus

HCCIIeIOBATEIbCKAS 2.1 B pamkax TpOBEACHHS WCCICIOBAaHUM, TJ€ 3a PaHIOMHU3AIUIO
rpymnmna OTBEYaET HCCeI0BaTEeNb, HaIpumep, HCCIIEIOBAHMUS,
VHUIMMPOBAHHBIE  MCCIIEIOBATENEM,  HMCCIENOBATENb  MOpYyYaeT
MPOBEJCHUE PaHIOMU3AIMH CTATUCTHKY U 00€CTIeYMBAET MPUMEHEHUE
CIEQYIOIINUX MEp:

— JlomkeH ObITh ompeAeneH THUN PaHAOMHU3ALMM, HampUMep, Kak
npocras,  OiouHas,  cTpaTUQUUUpPOBAHHAs  paHIOMMU3ALNA,
MuHEME3anus. [lporenypa paHmoMH3alK TOJHKHA OBITH YETKO
OpomnKcaHa B TMPOTOKOJE M COOTBETCTBYIOIIUX CTaHAAPTHBIX
OTEepallMOHHBIX MTPOLEAYypax.

— Ocoboe BHMMaHHE COalaHCUPOBAHHOCTH KOJUYECTBA CYyOBEKTOB
MEXIy TpylnmamMHu JIe4eHUs cJelyeT YAelIsITb B HeOOIbIINX
UCCJIEIOBAHMSIX. BBIMONHAIOT ~ TpOBEpKY ~ Ha  TIpeAMET
HE00X0IMMOCTH B OJIOYHOM paH/IOMU3ALINH.

— OOecrieunBalOT  COONIOJIGHUE  AHAIOTUYHBIX  XapaKTEPUCTHK,
UMEIOIINX BaXHOE 3HAYCHHE, HAIIPUMEP, YTOOBI B KaXKIIOW TPYIITTe
JeyeHust OblI0 0OecreueHo HaJuuue CyObeKTOB JJaHHOTO IMoJ1a WIIN
Ha TaHHOU CTaJuH 3a00JIeBaHNUS; UCTIONb3YIOT
CTpaTH(QHUIMPOBAHHYIO PAHIOMHU3AIHIO.
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— Co31a10T KOMIIBIOTEPHYIO IPOrpaMMmy Jisl  OIPEACICHHOM
IpOoLelyphl PAHOMHU3ALIUH.

— B pamkax nmpoBeieHHMs ~JBOMHOIO CIENOro  MCCIEI0BAHUSA
HUCCICO0BATCIIb JOJDKCH Ha3Ha4YUuTh OTBECTCTBCHHOI'O 3a
paHIOMHU3ALUIO/YIeHa HepCcoHaa, KOTOPOMY PacKphIT
PaHIOMHU3ALMOHHBINA KO/, HAPUMEp, CTAaTHCTUKA WK (apMaIieBTa,
JUIS  COCTaBJIEHUS CIHMCKAa CXEM JIeYeHMs C  IOMOILBIO
KoMmIbioTepHO# nporpammbl. CCJI 00BIYHO COAEPIKUT CIEAYIOIINE
CBEJICHUS: HOMED cyObeKTa/malueHTa U HOMED
npernaparta/KoOHTeiHepa WK CBEACHUS O (PaKTHUECKH Ha3HAYEHHOM
npenapare aedeHus. [Ipumep CCJI npuBeneH Huxe:

Homep cy0bekTa I'pynna Jieyenus
001 [Ipenapat A
002 ITpenapar B
003 [Tpenapat B
004 [Ipenapar A
005 IIpenapar B
006 [Ipemapar A

2.2 B pamkax mpoBeACHHUSI CIOHCUPYEMBIX UCCIICIOBAHUN paHIOMHU3AIIHS,
KaK IIPpaBUJIO, OCYILIECTBISAETCA BHYTPEHHHUM CTATUCTUKOM WJIHU
LEHTPAJIbHBIM  TOCTABIIMKOM yCIyI CHUCTEMBl DPaHJAOMH3ALUU.
HccenenoBarens [OOJDKEH CIEAOBAaTh IMPOLEAYpPaM, OIPEIEICHHBIM
CIIOHCOPOM B PAaHJIOMH3ALMM, & TAKKE YKa3aHUSAM [0 Ha3HA4YCHHIO
JeueHHsl CyOBbEeKTaM.

I'n. uccnemosarens,
HCCIeA0BaTENbCKas
rpyumma

3. MaCKI/IPOBKa pacnpeaciJicHuss 1o mnpenaparaMm JI€CYCHUSA - O6mue
CBCJICHUHA

3.1 MHccnenoBaTens U ucclenoBaTeNbCKas TPyINa HE UMEIOT JOCTyMa K
CCJI unu n1000M COOTBETCTBYIOIIEH HH(OpPMAMM B OTHOIIEHUU
pacnpeeneHus o rpynmnam Je4eHHus.

3.2 K CCJI umeroT IoCcTyn TOJBKO PaHIOMH3ATOP/WICHBI IEepPCOHAA,
UMEIOIIME  PACKPBITBIM  paHAOMH3AIMOHHBIA  KOJA;  JIaHHBIE
cnenuanuctel MoryT xpauutb CCJI B Oe3omacHOM MecTe Ha
NPOTSDKEHUH BCEro MccienoBaHus. UMcIo paHAOMHU3aTOPOB/ WIECHOB
NepcoHala, UMEIOLUX PACKPBITHIN PaHIOMHU3AMOHHBIN KO JOKHO
OBITh Kak MOXHO OoJiee OrpaHMYEHHBIM, HAIpUMEp, OJWH TJIaBHBIN
YJIeH MepcoHana, UMEIOLIUNA PacKpBIThI PaHAOMU3AUUOHHBIA KO U
OJIMH PE3EPBHBIH, B 11eNsX o0ecreyeHust KOH(PUASHIINATbHOCTH.

3.3 B pamMkax mpoBeleHHS pPaHIOMHU3UPOBAHHBIX BOWHBIX CIETIBIX,
KOHTPOJIUPYEMBIX 1o iane6o/aelcTByoIEMyY BELIECTBY
UCCJIEIOBaHMM, KaK MPaBUJIO, OCYIIECTBISETCS CIEAYIOUIUIl MpoLecc
MacKHpPOBAaHMS PACIPEeJICHUS 110 TPyIIaM JCUCHHSL:
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* Kaxp1ii KOHTEIHep ¢ JIeKapCTBEHHBIM MPENnapaToM MOMEYEH OJHUM
HOMEpOM cyObekTa/mpenapata B coorBerctBuu ¢ CCJL
ePannomuzarop/  ujieH  MepcoHana,  HMEIOIIMA  PacKPBITHII
paH/IOMU3ALMOHHBIA KOJ OTBEYaeT 3a HAHECEHHE MapKUPOBKH Ha
KOHTEWHepHI ¢ npenapatamu B coorBercTBuu ¢ CCJI. Pangomu3zarop/
YWICH IEepCOoHana, UMEIOIUNA PaCKpPBIThIM PaHIOMHU3ALMOHHBIA KO
JOJIKHBI TAPAaHTUPOBATh COOMIOZCHUE TPeOOBaHUI IO MAaCKUPOBKE Ha
IPOTSKEHUH BCETO MTPOLIECCa MAPKUPOBKHU.

3.4 B paMkax mpoBeICHHS PaHAOMU3UPOBAHHBIX KOHTPOJIHPYEMBIX,
OTKPBITHIX HccienoBanuii coctasisiercss CCJI, comepkamuii HOMEp
Ka)KI0ro cyObeKTa ¢ TaHHBIMH O ()aKTUYECKH Ha3HAUEHHOM JICUECHUU.

I'n. uccnenoBarteis,
UCCIIEI0BATEIbCKAs
rpymnma

4. MackupoBKa pacmnpelejieHHsi W pacnpeae/ieHHe MO Mpenaparam
JIEYEHHS C UCT0Ib30BAaHHEM KOHBEPTOB

4.1 TIlocne COCTaBJICHUS CClJI HOJrOTaBIMBAIOT  KOMIUIEKT
II0CJIE0BATEIBHO IIPOHYMEPOBaHHBIX, HEIPO3payHbIX U
3areyaTaHHbIX KOHBEPTOB Ui MAacCKUpPOBKU PpacIpelieieHUs] [0
rpyInnaM U paclpeaeineHus 1o npenapary JeueHus.

4.2 KouHBepTel ¢ maHHBIMH O pactpeneneHun mno mnpemnaparty (K/IPIT)
UMEIOT  CPEJCTBa  WHAMKALUMU  BCKPBITUS, HJCHTUYHBI (32
UCKJIIOYEHHEM IIpeIBAPUTEIILHO Hare4yaTaHHOT O HOMeEpa
cyObeKTa/mpenapara) U TepMETU3UPOBAHBI.

4.3 B oOTHOmEHHH KaXIOr0 KOHKPETHOTO CYyOBEKTa HWCIBITAaHHUS
MOArOTaBIMBAIOT OJMH KOHBEPT. Ha KakloM KOHBEpPTE yKa3bIBarOTCS
UJCHTU(PUKAIIMOHHbIE JAaHHBIE HWCCIEIOBaHUs, HaNpuUMep, HOMEp
OPOTOKOJIa, a TakXke HOMep CcyObekTa Uil HACHTH(QHUKAIUU
OTIPEIETIEHHOTO OTOOPAHHOTO JIJISl UCCIIEIOBAHUS CYOBEKTa.

4.4 Kaxneri KJPII mewaraercs co  CIHeAyIOIIMMH  BOMPOCAMH
KacaTelbHO  IOCJIEAYIOIIEro  paclpelesieHuss  CyObEeKTOB IO
IpernapaTam JEYEHHUs MOCIIE €T0 BCKPBITHUS:

*OcHOBaHUE AJI1 BCKPBITHS KOHBEPTa
e JlaTa 1 BpeMsl BCKPBITHS KOHBEPTA
*Ims 1 moAnuch nepcoHana, BCKPhIBILIETO KOHBEPT

4.5 BHyTpu KaXI0ro KOHBEpTa MMEETCS OTPE30K IIBETHOH Oymaru c
YEeTKO  HaleyaTaHHbIM  HOMEpPOM  CyObeKTa U HOMEPOM
KOHTelHepa/(hakTHUeCK Ha3HAUE€HHOT' 0O Tpenapara.

4.6 Wudopmanmro, HalledaTaHHYIO Ha OTpPE3KE IIBETHOW Oymaru HElb3s
YBHUJIETh, IPOCTO TIOCMOTPEB Uepe3 HENpO3pauHblii KOHBEPT, 0€3 ero
MIPEIBAPUTENBHOTO OTKPBITHS.

4.7 KJIPIl noxaroraBnMBaeTcsl pPaHIOMHU3aTOPOM/ UJIEHOM IE€pcoHaa,
MMEIOIIHMM PAaCKPBITHIM paHIOMHU3AIMOHHBIN KOJ.

4.8 KaxmoMy KOHKPETHOMY CYOBEKTYy HCHBITAHHSA, TOANUCABIIEMY
NUCbMEHHOE  HMH(OPMHUPOBAHHOE  COIJIaCH€ U OTBEYaIOLIEMY
TpeboBanusiM  pangomusanuu, KKW  mpucBauBaer  HOMep
CcyObeKTa/aleHTa B XpOHOJIOIHYECKOM MopsiaKe. XPOHOJIOTHUYECKUN
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MpOLECC OYEeHb BaXKEH M O00ecleyuBaeTcsl IMyTeM IMOJTYUYCHHS
OuepeHOro HoMepa cyObekTa/manueHTa wu3 (GOpMBI, KOTOpas
HazbiBaeTcst ~ Dopma  pacmpenesieHHs ~— HOMEpPOB  CYOBEKTOB
(ITpunoxenne 1). Ha ocHoBanuu »3Toif (GOpPMBI, CYOBEKTaM,
OTBEUAIOLUM TPEOOBAaHUSAM PpPaHJOMM3AINH, NPUCBAWBAETCS HOMEP
cyOBbeKTa B XpOHOJIOIMYECKOM MOPSAKE.

4.9 B pamkax MpoOBEACHUSA HCCIENOBAaHUS C MAaCKHpPOBKOW Iperapara
neuenusi, KKW obecrieunBaeTcsi Bblgaua HA3HAYCHHOTO Mperapara
JIeYeHUs, MApPKHUPOBAHHOTO HOMEPOM CYOBEKTa.

410B pamkax TpOBEIEHUS OTKPBITBIX HCCICIOBAaHUHN, TJE HE
MpeayCMOTpPEHa MAaCKUPOBKA IpernapaTa JEYeHHUs] WU UJIEHTUYHOCTh
npemnaparos 1o BHemHemy Buay, KK moxer ncnosib30BaT KOHBEPT
C  COOTBETCTBYIOUIMM  Hale4YaTaHHbBIM  HOMEpPOM  CyOBeKTa,
MOJTy9eHHBIM 3 (OPMBI pacmpenencHuss HoMepoB cyonbekroB. KK
BCKpBIBAa€T KOHBEPT [UIsl ompeaeneHus (HaKTHUECKOro mpernapaTa
JIeYEHUs, HA3HAYEHHOTI'O /JIsl JAHHOT'O KOHKPETHOI'O CyObEeKTa.

4.11 BckppiBaHHE€ KOHBEPTOB TMPOM3BOAUTCA B  IOCIEIOBATEIHLHOM
NOpSAJKE B COOTBETCTBUM € (OPMOIMl pacupeleneHuss HOMEpPOB
cyorexktoB. KKW pgomxen Hamucatb CBEACHHS O CYOBEKTE
HCCIIEI0BAHMS HA KOHBEPTE CPa3y K€ IIOCIIE BCKPBITHS KOHBEPTA.

4.12 JIns mpoBepKU HaJIeKaIle MacKUPOBKH pacIipe/iesieHHs], TJIaBHbIH
HCCJIE0BATENb JIOJDKEH pEryJIIpHO OCMaTpuBaThb KOHBEPTHI Ha
MpPEAMET MX HECAHKIIMOHUPOBAHHOTO BCKPBITHSL.

I'n. uccnemosares,
HCCIeA0BaTENbCKas
rpyumma

5. Panaomu3anus U pacnpejaeseHue 1o npenapary jJe4eHHus ¢ NOMOLIbI0
HHTEPAKTHBHOH CHCTEMBbI Be0-CBS3H

5.1 Ha3znaueHHOMY YIEHY IIEpPCOHAIIA, OTBETCTBEHHOMY 3a
paHIOMHU3ALMIO/pacipeieNieHle 0 Tpenapary Je4eHUs,, Harpumep,
KKH, crioHCOpOM MM MOCTAaBIIMKOM YCIYT CUCTEMBI PAHJIOMU3ALUU
BBIJIACTCS YHUKAJIbHBI HACHTU(PHUKATOP MOJB30BATENS M IApOJIb.
KKMU nomxken obecreunTs momyyeHne uaeHTU(GUKATOpa MOJIb30BATENS
Y TIapoJIs IIepel Ha4aJlOM UCCIIEI0BaHUS.

5.2 PaznuanbiMu MHTEPAaKTUBHBIMU CUCTEMaMHU BeO-CBsI3U
IPEeIyCMAaTPUBAIOTCA  pa3HblE  NPOLEAYPHl  pPaHAOMHU3ALUUA U
pacnpenenenus no npenapartaM jgeuenus. Haznauennosiii KK nomxen
npoiiTu 00ydeHue, MPOBOAMMOE CIIOHCOPOM WJIM MOCTABIIUKOM YCIIyT
M0 paH0MHU3AILIMK IO BOIIPOCAM HCIIOIb30BAaHUS CUCTEMBI.

5.3 Haznauennsiit KKM BXOAWUT B MHTEPAaKTUBHYIO CUCTEMY BeO-CBSI3U C
UCIIOJIb30BAaHUEM YHHUKAIBHOTO HJEHTH(PHUKATOpa MOJb30BATENSl U
napossl.

5.4 O0brunO ot HazHaueHHOro KKU tpeOyercst BBecTH JaHHBIE CYyOBEKTa,
HarpuMep, MHUIMABl CyObeKTa, 1aTy POXKICHHs, HOMEp IO CHCTeMe
CKpUHHUHTA, a TaK)Ke KPUTEpUU BKIIOYEHMS] U HCKIIOUYEHUS B (opmy
Ha DKPAHE CUCTEMBI.

5.5 U3 nosBuBLIeiics nHpopManuu Ha 3kpaHe HazHaueHHbIH KKU y3Haer
0 pacIpeieJIeHUH 10 Mpenapary JIeYeHHs], TO €CTh HOMEp KOHTelHepa
WJIM HaMMEHOBAaHHME Ha3HAUYEHHOIO Ipenapara.
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5.6 UccnenoBarens MNOIy4aeT MOATBEPXKACHUE O PAHAOMH3ALUH IO
AIIEKTPOHHOMN MOYTE WU 1O (aKcy.

5.7 UccnenoBarenb MOXKET IPOCMATPUBATh CBEICHHUS O CyObEKTax, paHee
PaHIOMHU3HPOBAHHBIX Yepe3 HHTEPAKTHBHYIO CHCTEMY Be0-CBSI3H.

I'n. uccnenmomarens,
HCCcIIeIoBaTeNbCKas
rpyrma

6. PangomMm3anusi M pacnpeaejieHHMe 10 Tpenapary JiedeHHsl C
HCIO0JIb30BAHHEM CHCTEMbI ¢ HHTEPAKTHBHBIM I'0JIOCOBBIM OTBETOM.

6.1 HasnaueHHOMY  WIGHy  TNEpCOHaja,  OTBETCTBEHHOMY  3a
paHIOMHU3ALUIO/pacipeieNieHHe 0 Tperapary Je4eHUs, Harpumep,
KKH, crioHCOpOM WIJIM TOCTABIIMKOM YCIIYT CUCTEMbI PaHIOMHU3AIUN
BBIJIACTCSI YHUKAIbHBIA WACHTH()UKATOP 3BOHSAIIEIO a0OHEHTa WU
naposnb. KKM nomkeH oOecnieuuTh MONMy4YeHUE HACHTH(PHKATOpPA
3BOHSIIIEr0 a0OHEHTA U MapoJIsl IIepel HauyaloM HCCIIEJOBAHUSI.

6.2 Pa3auuHBIMH CHUCTEMaMU C HWHTEPAKTHBHBIM TOJIOCOBBIM OTBETOM
NpeyCMaTPUBAIOTCS  Pa3HbIe  NPOLEAYPhl  pPaHIOMH3AIUU U
pacripeniesieHus 1o npenaparam jiedenus. Haznauennsiii KKU nomken
npoiiTH 00y4eHue, MPOBOANMOE CIIOHCOPOM WIIM MTOCTABIIMKOM YCITyT
110 PAHJJOMU3AIUH 10 BOIPOCAM HCIIOJIb30BAHUS CUCTEMBI.

6.3 Hasnauennsiii KKW wnaOupaer yHUKambHBIE HOMep TenedoHa
(3BOHOK, KaK TPaBWIO, OCCIUIATHBIM) M HAXHUMAeT KHOIKH Ha
KJIaBHaType TejaedoHa B OTBET HA aBTOMATU3HPOBAHHBIC TIOACKA3KU U3
CHCTEMBI.

6.4 Tlocme BBojma wuAcHTH(HKATOpPA TIOIB30BATENII W MMAPOJsS  OT
HasHayeHHoro KKU o0bryHO TpeOyeTcss BBECTH IaHHBIE CyOBEKTa,
HanpuMep, MHUIHABI CYObEKTa, IaTy POXKACHHS, HOMEp MO CHCTEME
CKPHHHUHTA, a TAK)KE KPUTEPUU BKITFOUCHUS U MCKIIOYCHUS HAKaTHEM
Ha KHOIIKHU Ha Tenedone.

6.5 Jlanee HEOOXOAMMO MPOCIYIIATh YKa3aHHS MO PaHIOMHU3AINH, T..
HOMEp KOHTCHHepa WM HaUMEHOBaHHE (DaKTHUSCKOro IpernapaTa
JICUCHMS.

6.6 HccrnemoBaTens TOMydYaeT MOATBEPKICHUE O PaHAOMHU3AIMUA TIO
DIICKTPOHHOM 1MOUTE WK 10 (hakcy.

6. IPUJIOKEHUS
[Tpunoxxenue 1. @opma pacnpeeneHnss HOMEPOB CyOHEKTOB

[Tpunoxxenue 2. JIuct
[Tpunoxenne 3. JIuct

perucTpanuy U3MEHEHUN
03HaKoMJIeHHs coTpyaHUKOB ¢ COII
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Ipuio:xkenne 1

dopma pacnpeeseHusi HOMEPOB CyObEKTOB
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IIpunoxenue 2

JIMCT perucTpauvy u3MeHeHHu i

No Jara No paznena, Jlata | OcHoBaHue Jlara Craryc, [Toanuce
o\l | mpoBep | mozpasaena, | BBEICH (mara BHECEHU d.N.0. JIuna
KU MyHKTA Hs npuKasa W3MEHEHUN | MPOBEPSIO BHECIIIETO
JIOKyMEHTA, K | U3MEHE HIIH IIEr0 MJIN H3MEHEHHE
KOTOPOMY HUS pacrnopsike BHOCHBIIIET
OTHOCHUTCS HUSA) 0
W3MCHCHHE M3MCHCHMUS
1 2 3 4 5 6 7 8
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KOHE JIEVMETTIK JAMY MUHUCTPJIIT'T COLIMAJIbHOT O PA3BUTHS PECITYBJIMKU KA3AXCTAH

KI'TI HA IIXB ({EHTP SIIEPHOI1 MEJULIVHbI
OHKOJIOTHM T'OPOJIA CEMEi1» ¥3 BKO

«CEMEM SIIPOJIBIK MEJULIHA KOHE OHKOJIOT'UsI
OPTAJIBIFbI» HIDKK KMK

KA3AKCTAH PECITYBJIMKACBI IEHCAVJIBIK CAKTAY
(/’—.\ MHUHHUCTEPCTBO 3/IPABOOXPAHEHUA U
L
NE
s/

COI1-06 - Panxomusanus

Mpuioxenue 3

JIncr o3nakomuienusi coTpyaHukos ¢ COII
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