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1. OBIIME ITOJIOKEHUA

I[J'IH obecreyeHus HaJIC)KaEero MmpoBEACHNA KIMHUYECKOTO UCCIICIJ0OBAHUA

eJlb
1 (K1),
ObaacTp COII wucnonw3zyercss sl ONKMCaHUS MPOLEAYp paclo3HaBaHUs, 3aMUCU U
NPUMEHEeHUs OTYETHOCTH O HEXKENATEIIbHBIX SIBICHUSX U CEPbE3HBIX HEOIArOmpHSITHBIX

SBJICHUSAX Uil coOmrofieHus: TpeOoBaHmii mportokona, cranmapra CT PK
1616-2006 u peryasiTOpHBIX OPraHoB.

3aM. AMpEKTOpa MO CTPATETHYECKOMY IUIAHUPOBAHUIO W PA3BUTHIO - 32
cornacopanue COIl m WHHUIMANMIO W3MEHEHWI; TJ. HCCIEIOoBaTeNlb - 3a
corimacoBaHue © KoHTpoib ucnonHeHus COII; coenuanuct Hay4HOTO
npoekTa - 3a pacrnpocrpanenue sx3emiisipoB COIl; paspaborumk(-u) - 3a
OTBeTCTBEHHOCTb | JIOCTOBEPHOCTb W IOCJIENOBATENBHOCTh  OMHCAHHOTO  Mpollecca,
COOTBCTCTBUC TIPHUBCACHHBIX JaHHBIX, CO6JIIOI[€HI/I€ CpOKa IOATrOTOBKH
COII, cBoeBpeMEHHYIO aKTyalH3alUil0 HM3MEHEHHH; HcclenoBaTeln
KJIMHUYECKOTO HCCIENOBAaHUA - 3a MPAaBUJIBHOE BBHINOJIHEHHE pabodero
npoiiecca.

Ilepeyenb He00X0AUMOr0 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOE -
o0opynoBaHue:

BcenomorarenbHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHaJIbI:

2. HOPMATUBHO-CITPABOYHASA UHOOPMALUSA

2.1. Pecny0iMKaHCKHE HOPMATHBHBIE JOKYMEHTbI

2.1.1. Kogekc Pecmy6muku Kazaxcran ot 7 wurons 2020 roma O 3/IOPOBBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUS. Ne360-VI 3PK.

2.1.2. Ilpuxa3z Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 11 nexabps 2020 rona Ne KP
JICM-248/2020. 3apeructpupoBan B Munucrepcrse roctunuu Pecriyonuku Kasaxcran 14 nexaOps
2020 roma Ne 21772. «OO0 yTBEp>KIEHUM MPaBUI NPOBEACHHS KIMHMUYECKUX HCCIEA0BaHUM
JEKapCTBEHHbIX CPEACTB W MEIUIMHCKMX M3/AeIHMH, KIMHUKO-IAOOPAaTOPHBIX HCHBITAaHUH
MEAMIMHCKUX W3JeNUA i1 AMArHOCTUKM BHE KMBOrO opraHuzMa (in vitro) m TpeOOBaHUA K
KJIMHUYECKMM 0a3aM M OKa3aHusl T'OCYIapCTBEHHOM yciyru Bblnada paspelieHuss Ha NMpOBEICHHE
KJIIMHUYECKOI0 MCCIEN0oBaHus U (WIN) UCTIbITaHUs (PapMaKOJIOrMUYeCKUX U JIEKAPCTBEHHBIX CPEJ/ICTB,
MEAMIMHCKUX U3JEIUI»

2.1.3. IIpuka3z Munuctpa 3paBooXpaHeHHs] U coluanbHoro pa3sutus Pecyonuku Kazaxcran ot 10
mapta 2015 roga Ne 127 «O6 yrBepxkaenuu lpaBui akkpeauTauy B 006JacTy 3{paBOOXpaHeHHsD (¢
n3meHeHussMu ot 29.06.2015 r.)

2.1.4. Ilpukaz MuHHCTpa 3/1paBOOXpaHEHUs U COLMabHOrO pa3Butus Pecry6muku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 ytBepxkaenun I[IpaBun npoBenenus hapmakoHaa3opa JeKapCTBEHHbBIX
CPEACTB U MOHHTOpPUHIA MOOOYHBIX JAEUCTBUI JIEKAPCTBEHHBIX CPEACTB, M3JCIUN MEIUIIUHCKOTO
Ha3HA4YeHUs] U MEJUIIMHCKOW TeXHUKI» (¢ u3mMeHeHusiMu oT 29.07.2015 r.)

2.1.5. IIpuka3 Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 15 utons 2018 roma Ne 374
O BHeceHMM HM3MEHEHMH B mpuka3 MwuHuctpa 3apaBooxpaHeHusi PecnyOmuku Kazaxcran ot 18
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HO0ps 2009 roma Ne 736 "OO6 yrtBepxnaenuu IlpaBuin mpoBeneHHs] SKCIIEPTH3BI JIEKAPCTBEHHBIX
CPEICTB, U3JEIUN MEIUIIMHCKOTO Ha3HAYEHHUSI U MEAUIIUHCKON TEXHUKHU".

2.1.6. Ilpuxaz Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHMM M3MEHEHUM B MpuKa3 MUHHCTpa 3paBOOXPAHEHUS U COLMATIBHOTO Pa3BUTHS
Pecny6muku Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBep)KACHHUH HaJIekKaIIUX
(bapMaleBTUYECKUX MPAKTUK

2.1.7. TocynapctBennsiM ctanaaptom PK «Hamnexamas knununyeckas npaktuka» CT PK 1616-
2006 (maee CT PK 1616-2006)

2.2.JIokajbHbIe OPTAaHU3AMUOHHO-PACTIOPSIANTEIbHbIE JOKYMEHTDI
2.3. CnpaBouynasi uH(popmanus _
3. OOPEJAEJIEHUA (I'NIOCCAPHUN)

Kondunennuaabno Marepuaiibl, CoiepKalliie CBECHUS OTPAaHUYEHHOTO
pacrnpoCcTpaHEHHUs

con CranjmapTHas onepaoHHas mporeaypa

KA Knunnueckoe ucciaeqoBanue

I'n. uccanenoarens (') | I'naBHBINM KccienoBaTelb

KK KoopanHarop KIMHUYECKOro UCCIeI0BaHUS

JIDK JlokanbHas dTU4YecKass KOMUCCHUS

HI1 HcenegyeMblit pOIyKT

HPK WMHnuBunyanpHas perucTpallioHHas Kapra

4. 3AIIMCH 1O KAYECTBY

Cpox Bun
Ne Haszeanue noxymenra Kon OTBETCTBEHHEBIN XpaHCHUs | JOKYMCHTa
(Oym./3mmeKT.)
1. | IIporokou uccienoBanus I'n. uccnegoBarens 15 ner bymaxubIit
2. | Kypnaiu oTcnexuBaHusl IOAAYU I'n. uccnenosarens 15 ner byMakHbII
O0TYETOB 0 OE30IACHOCTHU

5. COAEPKAHHUE COII

Heoicenamenvrnoe sgnenue - moboe HEOIATOMPUATHOES MEIUIIMHCKOE MPOSBIICHUE Y MAIIMCHTA WIIH
CyOBeKTa KIMHUYECKOTO WCCIEOBaHUs, KOTOPOMY HaszHaueH (apMaleBTUUECKUNA MPOIYKT,
KOTOpO€ He 00s3aTeIbHO MUMEET MPUYMHHYIO CBSA3h C ITHM JieueHHueM. [loaToMy HexenatenbHOe
SIBIICHUE MOXKET MPEACTABIATH 000 HEOMAronpHsITHBIN W HETPEABUACHHBIM MpPU3HAK (BKIIOYAs
HEHOPMAJIbHBIC PE3YyJIbTATHI JIAOOPATOPHBIX HCCIIECIOBAHUI), CUMIITOM W OOJIE3Hb, 10 BPEMEHHU
CBSI3aHHBIE C MCIOJIb30BAHUEM HCCIIEYEMOIO MPOAYKTA, HE3aBUCUMO OT TOTO, UMEIOT OHU WJIM HE
MMEIOT OTHOIIEHUS K UCCIETYEMOMY TTPOIYKTY.

Cepvésnoe Hebnazonpusmuoe s@lenue - OO0 HEOIATOMPUATHOE MEIUIIMHCKOE SBIICHUE,
CBSI3AHHOE WJIM HE CBSI3aHHOE C HMCCIEAYEMBIM MIPOIYKTOM, KOTOPOE COOTBETCTBYET OJHOMY W3
CIEAYIOLINX ECTU KPUTEPUEB:

e  lIMeeT IeTaIbLHBIM UCXO/I,
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e Co3maér yrpo3y s )KH3HH,

e  TpeOyeT rocnuTaaIn3aiiy WK IPOJICHUS TOCITUTAIU3AINN TAI[MCHTA,

e  [IpuBOAUT K MOCTOSHHOM MJIM 3HAYMUTEIPHON MHBAIMIHOCTH/HETPYAOCIIOCOOHOCTH,

e [IpencraBiser coOoi BpOXKACHHBIN e(hEKT / aHOMAIIHIO,

e JSBusercs BaXHBIM MEAWIIMHCKUM  COOBITHEM, TpPEOYIOIIMM MEIUIMHCKOTO WM

XUPYPruyeckoro BMEIaTeIbCTBA IS MIPEIOTBPAILICHUS CEPhE3HOI0 Pe3yJibTaTa.

HccnenoBarens W €ro rpymnmna HECYT OTBETCTBEHHOCTh 32 OOHApYXKCHHE, 3alUCh U OTYETHOCTH O
HEOJIATONPHUATHBIX COOBITHSIX B COOTBETCTBHM C TPOTOKOJOM U TpeOoBanmsmu JIDK w
peryisiTHBHOrO opraHa(oB). B pasmuYHBIX HCCIICTOBAHHSIX/PA3TUYHBIMU  CIIOHCOPAMHU  MOTYT
BBIJIBUTAThCSl pa3Hble TPEOOBAaHHS OTHOCHUTEIBHO 3alMCH W OTYETHOCTH II0 HEXKeIaTeIbHbIM
SIBIICHUSIM W CEPHbE3HBIM HEXKEIIATEIIbHBIM SIBICHUSM. B HEKOTOPBIX KIMHUYECKHX HUCIBITAHUSIX
HNPHUBOJATCSA  JOIOJIHUTCIIBHBIC — ONPEACIACHHUS  HEKEIATeIbHOTrO  SIBJICHHS H  CEPhE3HOI0
HEOJIAronpHUsITHOTO SIBJICHUSI.

HNcnoanureiab IIpouenypa BbINOJTHEHHUS

I'n. uccnenosarens, | 1. O0mue TpedoBaHMsI

HCCIICIOBATEILCKAS 1.1 'm.uccnenoBarens ~ MOXET  JIEJICTUPOBATh  OOS3aHHOCTH  TIO

rpymnmna pacrlo3HaBaHMIO, 3aIIUCH M OTYETHOCTH O HEOJIArONPHUSATHBIX SIBICHUIX
IpyroMy  KBUTH(DHUIIMPOBAHHOMY  MEIUIIMHCKOMY  II€PCOHANY,
HaIpHUMep, CO-UCCIeA0BATEIIM.

1.2 UccnenoBatellb  JODKEH OBITH O3HAKOMIIEH ¢ WH(pOpManuend 1o
Oe3onmacHoctu uccinenyemoro mnpoaykra (MII). HWudopmauus mno
0e30MacHOCTH JIOJDKHA TPHCYTCTBOBAaTh B TaKWX  JOKYMEHTax
UCCIIEIOBaHMsI, Kak Opomropa ucclefoBareldss ©  OTY4ETHI 10
0€30IMacHOCTH, TIPEIOCTABIIIEMBIC CITOHCOPOM.

1.3 UccnenoBaTenb JOMKEH W3YyYUTh TNPOTOKOI M PYKOBOJCTBO IO
Mporeype UcciaeaoBaHus (€Cid UMEETCsI) OTHOCUTEIBHO TpeOOBaHUM
MO0 3amucl W OTYETHOCTH IO HEXKEJaTeNbHBIM SBJICHUSIM IO
KOHKPETHOMY HCIBITAaHHUIO. JIJIT HEKOTOPBIX HCCIEIOBaHUN Tpedyercs
IKaJTa TOKCUYHOCTH, HampuMep, OlieHouHas IIKaia o0IMHUX KPUTEPUEB
TOKCHYHOCTH HaIlmoHaTpHOTO WHCTHTYTa WCCIICJIOBAaHHS paka, TpU
yVOpaBlIeHUU HEXKeIaTenbHbIMU sBIeHUsIMU. CleayeT HCIOoIb30BaTh
MPaBIIbHYIO Bepcrto OIEHOYHOM MIKaIbl WIH APYTUX CUCTEM OICHKH,
KaK yYKa3aHO B IIPOTOKOJIE.

1.4 UccnenoBareis OIIEHUBAET HEXKEIATEIbHBIE IBIIEHNS U COOOIIAET O HUX
¢ MomeHTa HasHadyeHus/mpumeHnenuss WII. OmHako B HEKOTOPBIX
WCCIICIOBAHMIX TPEOYETCs OIEHKAa HEeXKeIaTeNbHBIX SBJICHUH, HauWHAs
C 3amycKa MpoIenyp CKPHHHMHTA JUISl OTCJIECKHWBAaHUSA HEXKeIaTeNbHBIX
SIBIICHUH, CBS3aHHBIX C KOHKPETHBIMH TIPOIEAYPAMH COTJIACHO
MPOTOKOITY.

1.5 UccnenoBarens JOOJDKEH OIIEHWMBATH M COOOIMATh O  JIFOOBIX
HEKeNaTEeNIbHBIX SIBJICHUSX U CEPhE3HBIX HEOIArOMPUATHBIX SBICHUSX B
nepuoj coopa HHGOpMaIUK, ONPEIEIEHHBIN TPOTOKOIOM.

1.6 Ot uccnenoBatens He TpeOyeTcss MPOBOIUTH AKTUBHBIE ACUCTBUS TIO
BBISBJICHHIO HEXKEIATEIbHBIX SIBICHUA U CEPhE3HBIX HEOIAroMpUATHBIX
SBIICHUSAX Yy JUI, 3aBEPIIMBIIMUX ydyacTHe B uccienoBaHuu. OmHaKO
€ClIM HCCJIEeIOBATENI0 CTAaHET M3BECTHO O KakOM-MOO Cephe3HOM
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HEOJIArONMPUATHOM SIBJICHHH B JIO00€ BpEeMs TOCITE TOTO, Kak CyOBEKT
MIPEKpaTUJl y4acTHE B UCCIICIOBAHHWH, U €CJIM OH COYTET, YTO JTAHHOE
sBiaeHue cBa3ano ¢ HII, mcciaegoBarenb IODKEH HE3aMEIJIUTECIHLHO
COOOITUTh O JAaHHOM SIBJIGHUM KaK O CEPhE3HOM HEOJAronpusTHOM
SABJICHHH.

I'n. uccnenosarens,
HCCcIIeIoBaTeNbCKas
rpyrma

2. Pacno3dHaBaHme W mNOCJeAyIoIIee OTCIEKHBAHHE HeKeJIaTeJIbHBIX
SIBJIEHHI M cepbe3HbIX He0JIAronpHUATHBIX SBJIEHUI:

2.1 UccnenoBaTenb JODKEH aKTUBHO OLEHUBATH M ONPALIMBATH 110 MTOBOIY
KaKUX-JIM0O HEXKENATeIbHBIX SIBICHUI/CEPhE3HBIX HEOIArOMPHITHBIX
SBICHHA TP KAXJIOM BH3UTC/KOHTAKTE B XOJC IPOBEICHHS
WCCIICIOBAHMS.

2.2 UccnenoBatenb TakKe JIOJDKCH CTHMYJIMPOBATH HCIBITYEMBIX/4JICHOB
WX  CEeMCH/MEIUIIMHCKUX  pabOTHUKOB  COOOImMATh O  JIIOOBIX
HEOJAroNmpusTHBIX ~ MEOUIIMHCKUX  COCTOSIHHSX MM CIydYasx
TOCTIHTAIH3AIHN UCCIIeIOBATEIIO 17001 T000My qIIeHY
UCCIICIOBATEIBCKOW TPYIIIIHL.

2.3 UccnenoBatens W €ro Trpymmna JODKHBL OBITh BHHUMATENBHBI K
COOBITUSM, 3a(DUKCUPOBAHHBIM B MEJIMIIMHCKUX KapTax CyObEKTOB HIIU
KOHCYJIbTaTHBHBIX 3aIlMCKaX, KOTOPBIE MOTYT TNPEACTaBIATH COOOM
HEXKEJATEIbHOE SIBJICHHE WM CEPbE3HOE HEOJArompusTHOE SIBICHUE.
[To BO3MOKXHOCTH CIIEAyET HAJQJAUTh PETYISPHYIO aKTHBHYIO ITPOBEPKY
MEIUIUHCKUX KapT.

2.4 Bce mpooinKaroIuecs: HeXeNaTeNbHbIE SBICHUS CIEAYEeT IOCTOSHHO
KOHTPOJIMPOBAaTh M OTCIEXKHMBATh B XOJA€ TOCIEAYIOUIMX BHU3UTOB
UCCIIeIOBATENs], TI0Ka HEXelaTeNbHOe SBICHHE HE CTAOMIM3UpYyeTCs
WK He OyJIeT yCTpaHEeHO.

2.5 UccnenoBatens Takke OyneT CIEOWTh 32 CyOBEKTOM OTHOCHUTEIHHO

CEpbEe3HOT0  HEONArompusATHOTO  SBJICHHUS, T[OKa  OHO  He
CTaOWIHM3UpPYETCsT WM He OyneT YCTPaHEHO WM OOBSICHEHO HWHBIM
o0Opazom.

I'n. uccoemosares,
HCCIeA0BaTENbCKas
rpyumma

3. IOKyMeHTHPOBAaHNE U OTYETHOCTD MO HEKEIATETbHBIM SIBJICHUSIM
3.1 HeOnaronpusTHble SBIEHUS IOKYMEHTHPYIOTCS B WHJIWBHUIYalbHOM
peructpannonnoit kapre (MPK). O6wsuHO Tpebdyercs cremyromas
uH(pOpMAIIKS IO HeXKENNATETHHBIM SBJICHHSIM:

. Ornucanue HeXenaTeabHOro ABJIEeHUs (3KeIaTeabHo - IUarHo3);
. JlaTa Hayana ¥ 1aTa OKOHYaHMS;

. TspxecTh SBICHUS;

. OTHolIeHNE K HCCIeAyEMOMY IPOAYKTY;

. OTBeTHBIE MEPONIPUSITHS,

. Pesynbrarsr;

. CepnéE3Hblil/HecepbEIHBIN XapakTep.

3.2 UccnenoBatenb JOJDKEH MOMBITATHCSA JUATHOCTUPOBATH SBICHHE IO
MpU3HaKaM U CHMIITOMAaM W/WJIM Jpyrod KIMHUYEeCKONH HHGOpMaluu.
Ecnu mocraBUTh IHMAar€Ho3 HEBO3MOXKHO, MCCIIENOBATENb 3aIllUCHIBAET
onpeenEéHHbIN MPU3HAK U/WUIM CUMIITOM KakK SIBJICHHE.

3.3 [Ipu 3amMcu JaHHBIX IO HEXENATeIbHOMY SIBJICHMIO MCCIE0BATElNb
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JIOJDKEH CJIeIOBAaTh OMNPENETICHUIO TXKECTH HEXENATeNIbHOTO SIBJICHUS,
MPUBEIEHHOMY B IIPOTOKOJE WJIM BHIOPAaHHON OILIGCHOYHOM IIIKaJe
TOKCUYHOCTH.

3.4 UccnenoBarenb JOJDKEH OLCHUTh TPUYHMHHO-CICACTBEHHYIO CBS3b
Mexy UIT u ssneHunem.

3.5 UccnenoBarenb A0MKEH 00€CIIEUNTh JOCTATOYHOE JTOKYMEHTHPOBAHUE
MEPBUYHBIX JAHHBIX B MOJACPKKY TAHHBIX, OTHOCAIIMUXCS K 3alUCH
HEXeJIaTelIbHbBIX sBiieHnii B UPK.

I'n. uccaemoBarens,
HCCIIeI0OBATEIIbCKAs
rpyuma

4. IOKyMeHTHPOBAHUE U OTYETHOCTH MO CePbe3HbIM HEDJIATONPHUSITHBIM
SAAIBJICHUSIM .

4.1 Bce BhIlIcyKa3aHHBIC MTPOIIECYPHI TOKYMECHTHPOBAHMS 1 OTYETHOCTH TIO
HEXEIATCIIbHBIM ~ SIBIICHHSIM ~ TPUMCHSIOTCS TakKKe K  CEPbE3HBIM
HEOJIarONPUSTHBIM SIBIICHUSIM.

4.2 WccnemoBarellb  JODKEH  COOOIUTH CHIOHCOPY/TIPEICTABUTEIIO
CIIOHCOpa O JIFOOOM  CEephe3HOM  HEONArompusITHOM  SIBIICHHUH,
MPOM3OIICANIEM BO BpeMs HCCICIOBAaHUSA, BHE 3aBHCHMOCTH OT TOTO,
CBSI3aHO JIH OHO C DKCIIEPUMEHTAILHBIM JICYCHUEM WJIM HET, B TeUCHHE 24
4acoB MOCIIe TOro, KaK €My CTaHET U3BECTHO 00 3TOM SIBJIICHUHU.

4.3 Cepbe3Hble HEOJIATONPUATHBIC SBICHUS OOBIYHO JOKYMEHTHUPYIOTCS B
dbopMe OTYETHOCTH TIO CEPhE3HBIM HEOJArOMPUITHBIM  SBJICHUSM,
Kortopas sBisercsa yacTeio IPK. B HEKoTOpBIX Hccieq0BaHUAX, KOTOPHIE
WHUIMUPYIOTCS HUCCIEIoBAaTeNieM M TMPOTOKOJ KOTOPBIX HE TpeOyeT
0coObIX  (OopM  OTYETHOCTM TIO CEPbE3HBIM  HEOIATONPUSATHBIM
seaenusm/UPK, MOTYT HCIIOJIb30BaThCS dbopMbI CoBerta
MEXAYHapoAHbIX opranuzanuil MeaunuHckux Hayk (CIOMS) win
Ipyrue dbopMbI OTYETHOCTHU COTJIACHO TpeOOBaHUSM
opranuzanuu/JISK/perynaropnoro oprana.

4.4 WccnemoBaTenb  JOJDKEH  JOKYMEHTHUPOBAaTH  BCHO  JIOCTYINHYIO
MH(OPMAIIHIO, KAaCAIOIIYIOCS CePhe3HBIM HEOIArOMPUATHBIM SIBJICHHUSIM, B
COOTBETCTBYIOIUX (opmax oTuéTHocTU. McciemoBatenb He JOKEH
TOXKUIATHCS TIOMYYEHHUS TOJNHOW WH(OPMAIMK, YTOOBI TIOJHOCTHIO
JIOKYMEHTHUPOBAThH SIBJICHUE, npexae yeM YBEJIOMUTD
CIIOHCOPA/TIPEJICTABUTENS  CIIOHCOpPa O CEpPhe3HOM HEOIArompUsTHOM
spieHud. [lepBUYHBII OTYET TO CEpPhE3HBIM HEOIATONPUSTHBIM
SIBJICHUSIM JTOJKSH COJIEPIKATh KaK MHHHUMYM CIIEAYIONIYI0 WH(OpMAIHio
Wi UHGOPMAIUIO COTJIACHO MPOTOKOIY/PYKOBOJACTBY IO TMPOBEICHUIO
HCCIIEIOBAHUS:

* Homep uccrnenoBanusi, B KOTOPOM Yy4acTBYET CYOBEKT;
* Maummansl cyObeKTa;

* Jlata 1 Bpems Hauaia SKCIEPUMEHTAILHOTO JICUCHHUS,

* Jlata v Bpems Hadaa sIBIICHUS;

» KpaTtkoe onucanue sSBICHHS U IPUHSITHIX KOHTPMED; U
e MHuenune uccienonareis o cBsa3u ¢ UII.

4.5 Oruér o mocneayromeM BpadeOHOM HaONIOIEHUU MO HEXKeIaTeIbHbIM
SBJICHUSIM ~ HAIPABIIICTCS CIOHCOPY/TIPEICTABUTENIO CIIOHCOpa Kak
TOJIBKO Oyner JOCTyTHA JIOIOJTHUTEIbHAS uH(hOpMaIIHs.
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HccnenoBaTensckasi Tpymma JOJDKHA COONIONATh CPOKH  OTIIPABKU
OTYETOB O MOCIEAYIOIEM BpaueOHOM HAOJIIOJCHUH CIIOHCOpaM, €Cld
TaKOBbIE UMEIOTCS.

4.6 UWccnemoBarenb oOTBe4aeT 3a coOmogeHue TtpeboBanuii JIDK B
OTHOIICHUH OTYETHOCTH TIO0 CEPhE3HBIM HEOJIArONPHUSTHBIM SIBICHUSIM
nepen JIOK. JIDK  oObluHO  ompenenseT THIOBI  CEPhE3HBIX
HEOJIarONIPUSATHBIX ~ SBJICHHWM, HANpUMEp, MpeArnojaracMble WU
HEeMpe/BUJICHHbIC, CBA3aHHbIC WJIM HE CBSI3aHHBIE C HCCIIEIOBAaHUEM.
BHYTPEHHUE CEpPhE3HbIC HEOJIArONpPUSATHBIC SBJICHUS (MPOU3OLICANINE B
Ha KJIMHUYeckoil Oaze mojn HaOmonenueM ['M) u BHemHHe cepbe3HbIE
HeOJIaronpusITHIC SIBIICHUS (mpow3ome e B JIPYTHX
HCCIIEeIOBATENbCKUX LIEHTPAxX), O KOTOPBIX cienyeT coodmats B JIDK u
perynupytomuii  opran. JIDK Takke OOBIYHO OIpenesieT CpPOKu
OTYETHOCTH M0 KAKIOMY THUITY CEPbE3HOI0 HEOIArOMPHUATHOTO SBICHUS.

4.7 Jlnsa MHOTOLICHTPOBBIX HCCIEAOBaHUM, CIIOHCOP HAIpPaBIISICT BHEITHUE
OTYETHl TIO0 CEpPbE3HBIM HEOJIArOMPUATHBIM  SBICHUSM  KaXIOMY
HCCIIEA0BATEI0, YUYACTBYIOIIEMY B MPOOHOM TecTUpoBaHuH Toro ke UII.
HccnenoBatens MomxkeH MOATBEPAUTH MOJyYEHHUE BHEUTHUX OTYETOB IO
CEpbE3HBIM HEOMarompusaTHbIM siBIeHUSM 0T CroHcopa. BHemrHue
OTYETHI IO CEPbE3HBIM HEOJIArOMpUATHBIM sIBIeHUSM mofatorcs B JIDK
coriacHo TpeboBaHMsIM. YJleHbl HCCIEAO0BATEIbCKON TPYIIIbI JOIKHbI
JOKYMEHTHUPOBAaTh TMOAPOOHOCTH TMOAAYM BHEMIHUX OTUYETOB IO
CEpbE3HBIM HEOJArONPHUSTHBIM SIBJICHHSM TIPH  ITOMOIIY JKypHasa
OTCIIe)KUBAHUS ToAa4YK 0T4ETOB 10 Oe3omacHoctu ([Ipunoxenue 1).

4.8 JIDK w™moxer wuMeTh o0coOble (OpMBI OTYETHOCTH TIO CEpPHE3HBIM
HeONaronpusTHBIM sBIEHUsM. VccrnemoBaTtens MOMKEH HCIOIb30BaTh
JUISE OTYETHOCTU IO CEPhE3HBIM HEOJIArOoNPUSATHBIM SBICHHUSIM (DOPMBI,
yctaHoBieHHsie JIDK.

4.9 Tlpu momaue OTYETOB MO CEPHE3HBIM HEOIATONPUATHBIM SBICHUSM B
JIDK, uneHsl UCCIEAOBATENBCKON TPYIIBI JOMKHBI 00ECIeUUTh YETKOE
JOKYMEHTHPOBAHHE Ka)KJJOTO KOHKPETHOTO O0TYeTa, ojaasaemoro B JIDK.
UsneHbl UCCIIEIOBATEIBCKON IPYIIBI OOBIYHO COCTABISIOT KaX bl OTUET
C yKa3aHUEM Ha TUTYJIHHOM JINCT€ HOMEpa CyObEeKTa, JaThl OTUYETA, THIT
oruéta (NMEPBUYHBIA WIAM OTYET O TMOCIEAYIOIEM BpaueOHOM
HaOIIOJICHUN) W/WIH KaKOW-THOO CChUTOYHBIA HOMEp sBiieHus. Komwms
J0Che MOAauu OTuUéTa, BKIIIOYAsl THUTYJIBHBIN JHCT, JODKHA XPAHUTHCS B
Manke UCCienoBarens, a TakKe, ecliu Tpedyercs, B Iarke CIoHCopa.

4.10 UccnenoBatenb 00si3aH COONIOATh BCE MPUMEHUMBIE PEryJISTOPHBIC
TpeObOBaHWS TO ToAade OTYETOB O COOBITHUSX, CBS3AHHBIX C
0€30MMacHOCTbhIO, B PEryJISTOPHBINA OpraH.

4.11 Ecnu ot JIOK unu peryiasTOpHOro opraHa nocjie U3y4eHus OT4ETOB 1O
Oe3omacHOCTH  TpeOylTcs  Kakue-TO  JajbHemme  JeicTBuS,
HCCIeIoBaTeNb JOKEH TPOMH(OPMUPOBATh CIIOHCOPA.

4.12 Kpatkasi cBoiKa 10 BCeM HeKellaTeNIbHBIM sIBIeHusIM noaaércs B JIDK B
pamkax momaun B JIDK oObgHOTO OT4éTa O XOAE MPOBEACHUS
HCCIIeIOBaHMUSI.
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6. IPUJIOKEHUS
[Tpunoxenue 1. XKypHan oTcaeKUBaHUS MTOTYyYSHHS U TIOAAYU OTYETOB MO OE30MaCHOCTH
[Tpunoxenue 2. JIuct peructpanuu U3MeHEHUH
[Tpunoxenue 3. JIuct o3nakomuenus corpyaaukos ¢ COII
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IIpunoxenne 1

KypHaJj orcjie;KuBaHUS MOJYYeHUA U MOJAYU OTYETOB 10 0€30MACHOCTH

Howmep npoTokona:
HccnenoBarenbCKuil LEHTP:

Benymmii ucciaenoBarensb:

CCBUIOYHBIN
HOMED
oTuéTra

Hara
MOJTy4YECHUS
oTuéTra

[ara nonyuenus
MIOATBEPKICHUS
OT CIIOHCOpa

JlaTa
moaayu
OTUYETOB

B JIDK

Jlara nonyuenus

MOJITBEPKICHUS/OTBETA

ot JIDK

ITpumeuanus
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Hpunaoxenne 2

JIMCT perucTpauvy u3MeHeHH i

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 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 PECITYBJIMKACHI IEHCAYJIbIK CAKTAY /"'\\ cre JIPABOOXP .
KOHE SJIEYMETTIK JAMY MMHUCTPJIITT ( 3@‘ ) COILMAJIBHOT O PA3BUTHS PECITYBJIMKH KA3AXCTAH
g g
«CEMEH SIIPOJIBIK MEJIUIINHA KOHE OHKOJIOTHsI s KITI HA I1XB «({EHTP SJIEPHOM MEUIIUHBI A
OPTAJIBIFbI» LIZKK KMK N AP LS OHKOJIOT'MU I'OPOJIA CEME#» V3 BKO

Mpunnoxenne 3

JIucr o3nakomsieHusi corpyaHukos ¢ COII

Ne DdPHO NOoANHKCH JaTa
n/n [ A
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