O BHEeCeHUM U3SMEeHEHUHN U OO0MNOJIHEHUN B HEeKOTopbie
npuka3sbl MUHUCTpa 3apaBooxpaHeHuna Pecnybonuku
Ka3axcTaH

Mpuka3, N3meHeHnsa, OononHeHns. MMHUCTEPCTBO 34paBooxXpaHeHna Pecnybnnkm KasaxcTaH
(Obpa3oBaH Yka3oMm lMpe3ugeHTa PK oT 25.01.2017 r. Ne 412; cTapoe Ha3BaHue: MUHUCTEPCTBO
30paBooOXpaHeHnsa n coumansHoro pa3suTusa PK; KomuteT 3apaBooxpaHeHns MuHobpasoBaHus,
KYbTYypbl n 3/1paBOOXpPaHeHUs PK; KoMmuteT  34paBoOOXpaHeHus MuHucTepcTBa
30paBoOXpaHeHmns, obpa3oBaHusa u crnopta PK; AreH-seo PK no pgenam 34paBooxp.). OT
18.11.2025. Ne 217065. pegakuyns ot 18.11.2025

MyHukT 1

1. YTBepanTb nepevyeHb HEKOTOpbIX MNpuKaszoB MuHMCTpa 34paBooxpaHeHUs Pecnybaunku
KasaxcTaH, B KOTOpble BHOCATCA W3MEHEeHUSs W [OO0MNOJIHEHUA COrJjlaCcHO TMPUJIOXKEHUNIO K
HacTosLWeMy npukasy.

MyHKT 2

2. [enapTaMeHTy HaykKu WnN 4esloBe4YeCKUX pecypcoB MuHucTepcTBa 34paBOOXPaHEHUS
Pecnybnnkn KasaxcTtaH B YCTaHOBJIEHHOM 3akoHodaTenbCTBOM Pecnybnnkm KasaxcTaH
nopsnke obecne4nTb:

MoanyHKT 1

1) rocynapCTBEHHYI perucrtpauuto HacTosiwero npukasa B MUHUCTepCTBE OCTULMUK
Pecnybnnkn KasaxcTaH;

MoanyHKT 2

2) pa3MelLleHmMe HaCcTOSLLEro Nprkasa Ha MHTepHeT-pecypce MNMHUCTepCTBa 34PaBOOXPaHEeHUS
Pecnybnnkn KasaxcTaH;

MoanyHKT 3

3) B TedyeHme pecATM paboymx AHEN nocsie rocyfapCTBEHHOW perncrpaumm HacToswero
npukasa B MuHuUcTepcTBe tlocTuumm Pecnybnuku KasaxcTaH npeacTtasseHne B KOpuanydeckuni
nenaptamMeHT MuHMUCTepcTBa 3apaBooxpaHeHus Pecnybnmkm KasaxcTtaH cBegeHmn o6
WCMOJSIHEHUN MepPOonNpPUATUIA, MPEeAYCMOTPEHHbIX NOANMYHKTaMN 1) n 2) HacTosAWeEero nyHKTa.

MyHKT 3

3. KOHTpoO/b 3a WCMOJIHEHMEM HACTOALWEro npukasa BO3JIOXKUTb Ha KypupyloLlero
BULIE-MUHUCTPA 3paBooXpaHeHns Pecnybnmkn KasaxcTaH.

MyHKT 4

4. HacTosiIlnA NprKa3 BBOAUTCS B AEACTBUE MO UCTEYEHUN OECATU KasieHOAapHbIX OHEN rnocne
OHS ero Nepeoro ouLnaabLHOro onybanKoBaHus.

| MuHucTp 3npasooxpaHeHunsa Pecnybnukn KasaxctaH | A. AnbHa3apoBa |



TekcT

"COIrNMACOBAHO" MnHNCTEPCTBO HayKK 1 Bbicllero obpa3oBaHnsa Pecnybnnkn KasaxcTaH

| | MpunoxxeHne k npukasy MuHUCTp 3apaBooxpaHeHns Pecnybnnku KasaxcTtaH oT 18 Hoabps
2025 ropa Ne 147 |

Fnaea NepevyeHb HEKOTOPLIX NPUKa30B MUHUCTPA 34 pPaBOOXPaHEHUS
Pecny6snuku KaszaxcTtaH, B KOTOpblie BHOCATCA U3MEHEHUA U OO0MNOJIHEeHUsA

MyHkT 1

1. BHecTn B npuka3 MuUHMNCTpa 34paBooxpaHeHnsa Pecnybnmku KasaxcTtaH oT 23 okTA6psa 2020
roga Ne KP OCM-151/2020 "O6 yTtBep>xaeHuu [lMonoxeHus no LleHTpanbHOMW KoMuccum no
6nostuke" (3aperncTtpupoBaH B PeecTpe rocydapCTBEHHOW perucrTpaunm HOPMATUBHbIX
npaBoBbiX akToB noa Ne 21512) cneaytowime nameHeHus:

npeambyny N3NoXXUTb B CieAyoLen peaakunm:

"B cooTBeTCTBUM C NYHKTOM 5 cTaTtbm 228 Kogmekca Pecnybnuku KasaxctaH "O 3p0poBbe
Hapoda u cucteme 3apasooxpaHeHna" NMPUKA3BIBAIKO: “;

B MonioXxxeHnn o LleHTpasibHOM KOMUCCUN MO BUO3TUKE, YTBEPXKAEHHOM YKa3aHHbIM MPUKa30M:
NYHKT 1 U3710)KUTb B CieAyioLllen peaakumnm:

"l. HacTtosiwee [lMonoxeHue o LleHTpanbHOM Komumccum no 6nosTuke (manee - Komuccus)
pa3paboTaH B COOTBETCTBMM C MYyHKTOM 5 cTaTbu 228 Kopekca Pecnybnmkm KazaxctaH "O
3[0pOBbEe Hapoda W cucteme 3apaBooxpaHeHusa" (panee - Kodekc) n onpepenseTr crtaTyc u
rnosHoMo4ma Komumnccun.";

MOAMYHKT 6) NyHKTa 6 NCKIOYNTD;
NOANYHKT 5) NyHKTa 7 N3710XKUTb B Cnefylowen pegakumu:

"5) ocywecTtBieHune ceptudumnkaumm JIKB Ha cooTBeTCTBME CTaHAapTaM OeATeNbHOCTU
bno3Tn4ecKknx Kommccum;";

NyHKTbI 8 , 9 n 10 n310XXKNTb B Ciegyowen pegakunn:

"8. CoCcTaB KOMUCCUN YTBEPXKAAETCA pPELIEHWEM YMNOJIHOMOYEHHOro0 OpraHa M COCTOUT U3
HeYyeTHOro 4ymncna (He meHee 9 (oeBaTn) 4neHos. lNpeacenaTtens N 3amecTuTens MNpeacenartens
Komuccum nsbupatotca n3 4ucna 4aeHos KomMmccum Ha nNepBoM 3acedaHun nMyTemM OTKPbITOro
roJIoCoOBaHUA NPOCTbIM BONLLIMHCTBOM ronocoB. Mpu oTcyTcTBMK MNMpencenaTtens ero pyHKUNN
ncronHseT 3amectuTenb [llpepcepartenda. YneHbl KoMuUccuM y4acTBYHOT B 3acefaHusax
Komuccum 6e3 npasa 3aMeHbl. CekpeTapb KoMuccum He sBnsaeTca 4aeHoMm Komuccun.

MyHKT 9

9. lns obecnevyeHus geatensHocTn Komunccmm dopmMmupyeTcs cekpeTtapmaT Komuccmm Ha base
Pabo4ero opraHa 4YUC/IEHHOCTbIO He MeHee 2 4esiOBeK, COCTOAWEero M3 pykoBoauTensa u
cekpeTapsa. CekpeTapmaT HernocpeacTBEHHO nMojoTyeTeH npepcepatento Komuccum un
ABNSETCA OTBETCTBEHHbIM 3@ MOAFOTOBKY MOBECTKW 3acefaHus, odopMmieHne npoTOKOJI0B



3acefaHun, 0enonpon3BoaCcTBO, XpaHeHe OO0KYMeHTOB KoMunuccuu.

Pabounii opraH npenocTaBnseT OTAeslbHOEe MoMelleHne AN pa3sMeLleHus cekpeTapuaTa
Komuccmm n nokymeHToB Komumccum, obecnevymBaeT cekpeTapmaT HeobXoanMMori oprTexHUKom,
OKa3blBAET OPraHN3aLMOHHYI0 NOAOEPXKKY.

MyHkKT 10

10. CoctaB Komuccmm GoOpMUpyeTCs Ha MexAUCUUMINHAPHON OCHOBE © COCTOUT U3
npeactasuTenern MeAULMHCKUX, TYMaHUTapHbIX nNpodeccuin, obLuecTBEHHbIX OpraHusaunni u
cneymannctoB B obnactm npasa. Kommuccusa cospaeT nogkoMmccum m paboyme rpynnbl ans
peannsaunm BO3JIOXKEHHbIX Ha Hee 3agay.".

MyHKT 2

2. BHecTu B npuka3 MuHMUCTpa 34paBooxpaHeHns Pecnybnnkmn KasaxctaH oT 11 gekabpsa 2020
roga Ne KP [OCM-255/2020 "O6 yTBep>XAeHUM nNpaBua MNPOBEAEHUNSA AOKJINHUYECKNX
(HEKMHMYECKNX) wuccnepgoBaHun wn  TpeboBaHMA K  OOKJAMHUYECKMM 6a3aM  OLEHKMU
bnonornyeckoro OENCTBUS MEOUUMHCKMX  usgenun" (3apernctpupoBaH B  PeecTpe
rocygapCTBEHHON perncTpaunym HOPMaTUBHLIX MPaBOBbLIX akKToOB moa Ne 21794) cneaywouine
N3MEHEHNA N OOMNOJIHEHNE:

B [MpaBuiax npoBefeHNsa OOKJINHUYECKUX (HEKNMHNYECKNX) MCCedoBaHNN 1© Tpe6OBaHI/Iﬂ K
OOKNMHNYecknMm 6a3am oueHkn 6buonormyeckoro AencTBUS MeONLUMNHCKUX  UnU3aenun,
YTBEPXKAOEHHbLIX YKa3aHHbIM NMPUKa3oM:

NOAMYHKT 1) NyHKTa 4 N3/0XXUTb B C/ieAyloLllen pegakumnm:

"1) NONOXKNTENBbHOr0 3aKa4YeHna JIoKasibHON KOMUCCUK Mo Bno3THKe, Mpu YCNOBUM HaN4Ymns
cepTudmkaTa COOTBETCTBUA  CTaHAaApTaM  OEATeNIbHOCTU  BMO3TUYECKUX  KOMUCCURA,
BbllaBaemMoro LleHTpanbHOM KoMmuccmen no 6nostuke;",;

MYHKT 27 U310XKUTb B CledyoLen pegakumnn:

"27. N3meHeHna cBeaeHnin, CoaepXallnxcs B NPOTOKO1e nccrienoBaHus, ohopMasaioTCcs B Buae
OOMOJIHEHU K MPOTOKOJY, KOTOpble MOAMUCLIBAOTCA BCEMM JNLAMMW, Y4acTBOBaBLIMMU B
npoeeaeHnMn nccnepoBaHnAa, C ykasaHmem npuymH I/I3MeHeHVIIZ, 0aTbl 1 HOMepPa AO0MNOoJIHEHUA K
MPOTOKOY nccnenoBaHus.

O BHeCeHUn n3MeHeHnin B NPOTOKOJ uccrenoBaHus JlokanbHas komuccus no 6uostuke n CoseTt
yBEAOMAATCHA B MUCbMEHHOW hopMe B TevyeHmne Tpex paboumx gHenm C MOMEeHTa noanucaHus
OOMOJIHEHUSA K MPOTOKOJly. YBeAOMNEHNE COOEPXUT CBEAEHUS O XapaKTepe WU3MEHEHUn, ux
MPUYUHLI, JaTy W HOMep [OOMOJIHEHUS, @ TakKXe KOMuio AOMOJIHEHUNW K MNpPOTOKOoAy
nccnepoBaHuna.";

OOMNONHUTL NYHKTOM 28-1 cneaytowero cogep>XaHus:

"28-1. NoAnNMCaHHbLIN OTYET 0 pe3ybTaTax OOKJINHNYECKOro (HEKJIMHNYECKOro) nccaenoBaHms
HanpaenseTcsa B JIOKanbHYO KoMUccumio no 6nostmke n CoseT B NMMCbMEHHOW hopMe B TevyeHune
naTn paboynx OHenm C MOMeHTa ero noanncaHus. PakT HanpaBsieHUs oT4YeTa PUKCMpyeTCAa B
KypHane permcrtpaymnm AOKYyMeHTOB.";

MYHKT 50 U310XXNUTb B CefyoLlen pegakunn:

"50. Bce pokAMHMYecKue (HEKIUMHUYECKUE) ucCcnenoBaHUs, MNPOBOAMMbIE Ha TeppuTopumn
Pecnybnnkn KasaxcTaH, noasnexaTt perncrpaumm B HaunoHanbHOM permcrtpe bnomMme guuUnHCKuX



nccnenoBaHum B TedeHme 5 (naTtu) pa6oq|/|x OHEeWNn ¢ MOMeHTa MHNUUMNPOBaHUA.

WHopMauma 0 Haydane ”  akKTyaausauma L[aHHbIX W pe3ybTaToB  AOKJINHUYECKUX
(HEKNTMHNYECKNX) NccnenoBaHnin B HaunoHanbHOM pernctpe buoMeonUNHCKUX nccnenoBaHun
BHOCUTCSA B TedeHue 10 (pecaTtn) pabodux oHen.".

MyHKT 3

3. BHecTn B npukas ucnonHswouwero obssaHHocTn MMHUCTpa 34paBooxXpaHeHnsa Pecnybnunkin
KasaxctaH oT 24 pekabpsa 2020 roga Ne KP OCM-328/2020 "O6 yTBep>XAeHUU npaBun
co3pgaHna n peatenbHocTn 6uobaHkoB" (3aperncTtpupoBaH B PeecTpe rocynapCTBEHHOWN
perncTpaunm HopMaTUBHbIX NpaBOBbIX akToB nog Ne 21927) cnepyouiee OONoJHEHME:

B MNpaBunax cosgaHnsa n gesatTenbHocTn 6MobaHKOB, YTBEP)KAEHHbIX YKa3aHHbIM NPUKa30M:
MoAnyHKT 4) NnyHKTa 11 NCKAYNT;
OOMNONHUTBL FaBon 4 cneayrowwero cogep>XXaHus:

""naBa 4. Mopsanok xpaHeHUs BUoNOrM4ecknx maTepmnasios

MyHKT 25

25. Obuwee pyKOBOACTBO AeATesibHOCTbIO 6umobaHka obecnevymBaeT YC/IOBUA XpaHeHUs
brnonornyeckmx MaTepuasnoB, MO3BOAAKWMX COXPaHATb Ouonornyeckme CBONCTBA WU
npenoTBpawaTh MX UHPULMPOBAHNE U 3arpsa3HeHue, NoCcpeACcTBOM CO30aHUSA B MOMELLLEHNAX
(3oHax) ona xpaHeHus 6Guonorn4yecknx MaTepuranos:

MoanyHKT 1

1) TemnepaTypHO-BNA)XXHOCTHOrO pexuma (nogagep)xkaHue HOPMaTUBHLIX MNapaMeTpoB
TemMnepaTypbl M BAAXXHOCTU MOCPEeACTBOM CUCTEMATUYECKOro KOHTPOAS U peryanmpoBaHus c
nomMoLuwlbro cncTem KOHONLUNOHNPOBaHMA BO34yXa nnnm oToNMNTENIbHO-BEHTUNALMNOHHbIX
CpeacTB);

MoAanyHKT 2

2) CAHUTAPHO-TUTMEHUYECKOro pexunma (rurveHnyeckas obpaboTka, SHTOMOJIOFUYECKUIA U
MUKOJIOrMHYECKUIA HaA30p 3@ COCTOSTHUEM BMOIOrMYecKMX MaTepuasos);

MoanyHKT 3

3) cBeTOBOro pexuma (nogpep)xaHue HOPMATUBHbLIX MNAapaMeTPOB  OCBELLEHHOCTHU
6I/IOJ'IOFI/I‘-IeCKI/IX MaTepunasioB nocpencTtesom NCNo1b30BaHNA BbICOKoa(D(peKTVIBHOFO
cBeTo3alnTHOro obopynosaHus).

MyHKT 26

26. UccneposaTenbCkuii ULeHTpP, Ha 6ase koToporo co3paH 6uobaHk, peanmnsyeT Mepbl,
HanpaBsieHHble Ha cobnoaeHne ero paboTHMKaMW HacTosAWMX TpeboBaHUA W MpPaBU MpuU
XPaHeHUN  OUNONIOrMYECKUX  MaTepuasioB  OJIS  Hay4YHbIX UM MeAUUMHCKUX  Lenen.
NccnepoBaTeNbCKUM LIEHTPOM YTBEPXOAMTCS [OKYMEHTbI, perjameHTupylowme Mnopsaok
coBeplwieHnss paboTHMKaMM [ENCTBUA MNPU  OCYLLECTBJIEHUN XpaHeHUs Ounosormyecknx
MaTepuasioB, NOPAAOK 0BCIYy>XMBaAHUSA U NMOBEPKN N3MepUTeNbHbIX NpnbopoB 1 obopyanoBaHus
B OuobaHkax, BeOeHuWe 3anucen, OTHETOB UM WX XpPaHEHWe, MNpPueM, TPaHCNOPTUPOBKA,



pa3melleHne 6uonormyeckmx MaTepuanoB B 6uobaHkax, W OpraHM3auMM KOHTpOSsS 3a
cobnogeHnem CTaHOapTHbIX OnepaunoHHbIX Npoueanyp B 6uobaHkax.

MyHKT 27

27. UccnepnoBaTeNbCKUii LLEHTP obecnevynBaeT:

MoanyHKT 1

1) XxpaHeHue 6uonorvvyecknx maTtepuanoB c cobnogeHnem TpeboBaHUN, YTBEPXKAEHHbIX
OOKYMeHTaMun UccnenoBaTelbCKOro LeHTpPa;

MoAanyHKT 2

2) onpepeneHne OTBETCTBEHHOCTU paboTHMKOB 6OuobaHka 3a HapylweHune TpeboBaHU
NOJIKHOCTHbBIX MHCTPYKLNIA;

NMoanyHKT 3

3) OOKyMeHTasbHOe OOpMJIEHME MpPOoLEecca XpaHeHUs Buosiornyeckmx MaTepuanoB B Xode
BbIMOJIHEHUSA UM NOC/e 3aBepLUeHns BUoMeaANLIMHCKOro NCCeoBaHuS;

MoanyHKT 4

4) B OTHOLWIEHUMN Ka)KAOro HapylweHus TpeboBaHWA BHYTPEHHIO MPOBEPKY M pa3paboTky
KOPPEKTUPYIOLLMX AENCTBUN C LieNbio YCTPAaHEHUS BbisiIBIEHHbIX HApYLLIEHWA.

MyHKT 28

28. TlMomMeweHna (30HbI), McCnoJsib3yemble p[Js XpaHeHus 6uonorm4eckmx maTepuanoB B
brnobaHkax, [O/HKHbI COOTBETCTBOBaTb TpeboBaHMAM 3aKoHogaTenbCTBa Pecnybnmku
KasaxcTaH, B TOM 4ncne, npukaly MmHmncTpa 3apaBooxpaHeHna Pecnybankm KasaxctaH oT 11
aBrycta 2020 rogma Ne KP [OCM-96/2020 "O6 yTBepxaeHnn CaHuUTapHbIX npaBun
"CaHnTapHO-3NMNOEMNOSIOrNYeckmne TpeboBaHus K obbekTam 34paBooxpaHeHna""
(3apernctpupoBaH B PeecTpe rocyaapCTBEHHON perncTpaumn HOPMaTMBHbIX MPaBOBbIX aKTOB
nog Ne 21080), npukasy MuHUCTpa NO 4Ype3Bbl4alHbIM CUTyaumam Pecnybnmku KazaxcTaH oT
21 deBpana 2022 roma Ne 55 "O6 yTBepxaeHun [lpaBun noxkapHon 6e3onacHocTun"
(3aperucTpupoBaH B PeecTpe rocyfapCTBEHHON perucTpaumm HOPMaTUBHbBIX MPABOBbIX aKTOB
noa Ne 26867).

Mnowanb NOMELeHW, UCNOoNb3yEMbIX ONA XpaHeHuss BuomaTepmanoB B BuobaHkax, MoXeT
6bITb pa3feneHa Ha 30Hbl, NpeAgHa3Ha4YeHHble A1 BbINOJHEHUS CAeayoLWnX hyHKLNNA:

MoanyHKT 1

1) npuemkun 6ronorn4ecknx MaTepmrasos;

MoanyHKT 2

2) OCHOBHOI 0 XpaHeHus 6MoNIOrn4Yecknx MaTeprasios;

MoanyHKT 3

3) akcnepguumnm;



MoanyHKT 4

4) xpaHeHMst BMONOrMYecknx MaTepuasoB, TpebyloLWNX creymanbHbIX YyCI0BUIA (HanpuMmep, B
YyCNIOBUSAX KPUOXPaHUAULLA);

MoanyHKT 5

5) XpaHeHNsa BblIAB/IeHHbIX (PasibCUPULNPOBAHHBIX, He,ﬂ,06pOKa'-IeCTBeHHbIX, KOHTpagaKTHbIX
brnonornyecknx MaTepunanos,

MoanyHKT 6

6) KapaHTNHHOIo XpaHeHnA Brnonornyeckmnx MaTepnanos.

MyHKT 29

29. B nomeweHns (30Hbl) AN xpaHeHUs BMoNornyeckMx MaTepuasioB He OOoMycKaloTcsa nuua,
He MmetoLlne npaea A4oCTyna, onpeaesieHHOro CTaHAapTHLIMU onepaunoHHbIMKU NpouedypamMmu.

MyHKT 30

30. Crennaxu (wkadbl) AN9 XpaHeHUs OBUMONOrMYecKnx MaTepuanoB AOJIKHbI  ObiTb
MapKMPOBaHbl, NMETb CTeJJlaXHble KapTbl, HaxoA4fAWMecs B BUAMMON 30He, obecne4ymBaTb
naeHTudunkaumio buonornyecknx ob6bekToB N 6MoONOrM4eckMx MaTepmanoB B COOTBETCTBUU C
npumeHsiemon cybbekToM obpalleHnsa bnonornyeckux MaTepmanoB CUCTEMON yYeTa.

[lonyckaeTcsi NpMMeHeHWe 3/1eKTPOHHON cucTeMbl 06paboTKM OaHHbIX BMECTO CTesJIaXKHbIX
KapT, KoTopasi AOJ/DKHA ObiTb BasvaupoBaHa. MpU MCNOAb30BaHUN 3NIEKTPOHHOW CUCTEMbI
06paboTKM AaHHbIX AOMNYyCKaeTCa MAEHTUPMKALNSA NPM NOMOLLN KOAO0B.

MyHKT 31

31. [oKyMeHTbl MO XpaHeHuto buonornyeckmx maTepuanoB B 6buobaHkax, onucbiBawLme
OEeNCTBUS, BKJIIOYAOT B TOM 4UCNe CTaHAApTHble orepauuoHHble npoueaypbl, UHCTPYKUMN,
0OroBopbl, OTYETHI.".

MyHkT 4

4. BHecTn B npukKa3 MmnHmncTpa 3apaBooxpaHeHuns Pecnybnmku KasaxctaH ot 31 gekabpsa 2020
roga Ne KP [OCM-310/2020 "O6 yTBep>XOeHUW MNpaBua NpoBedeHnss OunomMmeanunHCKux
nccnenoBaHum n TpeboBaHMI K UCCenoBaTENbLCKUM LieHTpaM" (3apernctpupoBaH B PeecTpe
rocynapCTBEHHON perncTpaunm HOPMaTMBHbLIX MPaBoOBbIX akToB nog Ne 21851) cnepytowne
N3MeHeHNs N JOMOSHEHUS:

npeambyny N3NoXXUTb B CieAyoLLen peaakLnm:

"B cooTBeTCcTBMU C NyHKTOM 10 cTaTbu 227 Kogekca Pecnybnukm KasaxctaH "O 340poBbe
Hapoda u cucteme 3apasooxpaHeHna" NMPUKA3BIBAKO: ;

B Mpasunax npoeeneHns bnomMmeanLUNHCKNX nccnenoBaHuUn 7] TpeboBaHus K
nccnenoBaTesIbCKUM LLIEHTPAM, YTBEPXKAEHHbIX YKa3aHHbIM NPUKa30M:

MYyHKT 3 :

AOOMOJIHNTL NOANMYHKTOM 3-1) cnenyouiero cooepXxaHum4.



"3-1) KoMuccus No BNO3TUKE - HE3aBUCUMbI SKCMEPTHLIN OpraH, NPOBOAALLNM BMO3TUYECKYIO
3KCNepTn3y AOKYMEHTOB, CBSI3aHHbIX C MpPOBeAeHMeM OUOMEeANLMNHCKUX WUCCenoBaHWUN, Ha
3Tane MX MJaHUPOBAHUSA, B XO[E BbIMNOJIHEHUS U MOC/Ee 3aBepLUEeHUs C Lenbio obecrneyeHus
6€30MacHOCTM 1 3aWMTbl MPaB YYaCTHMKOB BUOMEANLNHCKMX UCCNefoBaHNiR;";

noAnyHKT 17) NCKNKOYUT;
MYHKT 5 N310XKUTb B Cefylowen peagakunn:

"5. BUoOMeANLIMHCKME NCCNeoBaHNA NPOBOAATCSA NPY HaANYUKM cnepyowmx TpeboBaHumii:

MoanyHKT 1

1) nonoXuTenbHOro 3aknal4yeHus LleHTpanbHOM WAM JIOKaJlbHOW KoMuccun no 6umosTuke,
MpoBOAALLYI BMO3TUYECKYIO IKCMEPTU3Y.

LleHTpanbHasa KoMuccusa rno 61osTuke NpoBoAUT BUOSTUYECKYID IKCNEpTU3y BroMeanLMHCKUX
nccnepgoBaHWiA, MPOBOAWMBbIX B ABYX WU 6Gonee opraHusauumsx 34paBOOXpPaHEHMs
(nccnenoBaTeNbCKUX LEHTPAx), PaAcrnosioXXeHHbIX Ha TeppuTopun Pecnybnukm KasaxcTaH, a
TaKXXe MeXxAyHapoaHbIX NCCNeloBaHWN.

JlokanbHble KOMUCCUU MO OMO3TUKE MMEKT MpPaBO Ha BblAayvy 3aKJIIOYEHUNA Ha MpoBeneHue
OMOMEONLIMHCKNUX WUCCNenoBaHU Mpu  YCJOBMW Haln4dus cepTudukaTta COOTBETCTBUSA
CTaHOapTaM OesTesIbHOCTU BMO3TUYECKNX KOMUCCUIA, BblAaBaemMoro LleHTpasbHON KoOMUCCHen
rno 6muosTuke.

MoAanyHKT 2

2) MONOXXNTENIbHOIO 3aKJlo4YeHns KOHCY/IbTaTUBHO-COBELLATEIbHOIr0 opraHa,
YNO/IHOMOYEHHOr0 paccMaTpuBaTb BOMPOCLI  HaAy4YHOM U (MAM) HAYYHO-TEXHUYECKOWN
0eATeNbHOCTM  (y4eHblr,  Hay4Hbl, Hay4YHO-KJIMHUYECKWA, SKCMNepTHbIA  COBET) B
nccnenoBaTesibCKOM LeHTpe (nanee - CoseT);

MoanyHKT 3

3) peructpauns  6buomMeonUMHCKOro  KUCCrefoBaHUSA B HaunoHanbHOM perncrtpe
bnomMegnUMHCKMNX NCCefoBaHUin B TedeHue 5 (naTtn) pabovnx gHen.",

MYHKT 6 NCKJTIOYNTD;
MYHKTblI 7 , 8 1 9 N3/10)KNTb B C/IEAYIOLLLEN pedaKunn:

"7. CnoHCOp uccnepoBaHus (gasnee - CNOHCOP) AN PYKOBOAUTENb NCCIeA0BaHNS:

MoanyHKT 1

1) nonyyvaloT 3ak4YeHMe O6MO3TUYECKON 3KCMepTu3dbl OT LleHTpasbHOW WM NIOKaJIbHON
KoMuccum no 61Mos3TmKe B nopsigke, ycTaHoBMeHHOM TpeboBaHusasMN CTaHOAPTOB AeATENIbHOCTU
Ono3TUYECKUX KOMUCCUIN, yTBep)XOaeMblX LleHTpanbHOM kKoMmuccumen no 6Mo3TMKe corsacHo
MoANyHKTY 4) nyHKTa 3 cTaTbn 228 Koaekca Pecnybnuku KasaxctaH "O 340poBbe Hapoda u
cucTeme 3apaBooxpaHeHus" (ganee - CTaHpapThl);

MoAanyHKT 2

2) noJsly4aloT 3aKJilo4eHune CoBeTa uccnenoBaTesibCKOro LUeHTpa B nopdaake, yCtaHOBJIEHHOM B
MonoxxeHun o CoBeTe UCCNenoBaTENIbCKOro LEeHTPa N BHYTPEHHNUX HOPMATUBHbIX OOKYMEHTax



NCCNeNo0BaTeNbCKOro LEeHTPa, YTBEPXKAAEMbIX MepPBbiM PYKOBOAUTENEM UCC/IEA0BaTE/IbCKOro
LeHTpa;

MoanyHKT 3

3) obecneymBaeT BHECEHME aKTyasibHbIX AaHHbIX MO OGMOMEAULMHCKMM WUCCNEeNOoBaHMUSAM B
HaunoHanbHy0 NMHPOPMALMOHHYO CUCTEMY MO 6MOMEAVNLNHCKUM UCCNeN0BaHNSM;

MoanyHKT 4

4) obecnevymsaeT cobnogeHne ycnosuin ansa nposeneHma GMomMeguLMHCKMX UCCefoBaHUn B
COOTBETCTBMU C YCTAHOBJIEHHbIMU TPebBOBaHNAMU, AOKYMEHTAMUN UCCNEN0BAHUSMMN.

MyHKT 8

8. buomeauunHCcKoe ucc/iefoBaHWe TMPOBOOATCA Mo PYKOBOACTBOM  CMOHCOPA WM
pyKoBOAUTENS WUCC/enoBaHuUs no ogobpeHHoMy LleHTpalibHOW WM JIOKAJIbHON KOMUCCUEN U
CoBeTOM U1CC/Ie0BaTEeNbCKOro LEeHTPa MJiaHy MpoBedeHUs UCC/IefoBaHUA C COCTaB/IEHUEM
NMPOTOKONA WCCNenoBaHUS M MNOArOTOBKOW OT4YeTa, B KOTOPOM COAEep>KaTCs pe3ysibTaThbl
nccnenoBaHuin,. KOHTPOSb 3a WCMNOJIHEHWMEM MJlaHa BO3JlaraeTcs Ha pPyKOBOAUTENS
nccnenoBaHUa UM Ha3HAaYe€HHOro CMOHCOPOB OTBETCTBEHHOIO UCMOJIHUTENS.

MyHKT 9

9. lMpoBepneHune bnomMmegMUNHCKOro nccnenoBaHus ocyulecTBiseTcs Ha base
nccnenoBaTeNbCKOro LEeHTpa, COOTBETCTByHOWeEro TpeboBaHusaM nNyHKTa 19 HacTosAwero
npukasa.";

NYyHKT 11 AONO/MHUTL NOANYHKTOM 2) C/IEAYIOLLErO COAEP)KAHNS:

"2) BHOCAT MHGOPMaLMIO 0 Ha4Yane U akTyanmsupyoT OaHHble U pe3ynbTaTbl BoMeANLMHCKNX
nccnenoBaHnm B HauWOHanbHbLIM pernctp GuoMeanumMHCKUX MccnenoBaHun B TeveHme 10
(necatun) paboyunx gHen;";

YacTb BTOPYO NMYHKTa 12 NCKIOYUTD;
MYHKT 13 U310XX1UTb B CiefyoLlen pegakumnn:

"13. MOHUTOPUHI OCYLWEeCTBASETCA Ha BCex 3Tanax npoBeaeHUs OUoMeanUNHCKUX
nccnefoBaHMM B COOTBETCTBUM C TpeboBaHMAMK 3aKoHoAaTesnbCTBa M HacToAawmx lMpasun.
OTBeTCTBEHHbIN 3a MpoBefeHWe MOHUTOPWUHra onpenenseTcs YnosHOMOYEHHbIM OpPraHoM B
obnactun 3gpaBooXpaHeHmns."”;

MYHKT 16 U310XNTb B cefytowen pegakumn:

"16. XpaHeHue [OOKYMeHTOB, odopMasemble nNpu npoBeaeHun HBUoOMeaNLNHCKOro
nccnenoBaHUs B COOTBETCTBUM C HacTosAwmMmmn MpaBunamu, obecnevynmBaeTcss pyKoBogUTENEM
nccnenoBaHus, U NoANeXaT XpaHeHUIo B 3/IEKTPOHHOM BUAe He MeHee Tpex neT.";

MYHKT 17 NCKNOYNTD;
MYHKTbl 18 1 19 n3n10>XXNTb B Ciedylowen pegakynn:

"18. Bce 6rnoMeguUVHCKME WCCNefOBaHWUSA, MPOBOAUMbIE Ha Tepputopun Pecnybaunkun
Ka3axcTaH, NopsafokK NpoBefeHnNs KOTOpbIX onpenenseTrca HacToawmmuy MNpaBrunamum, a Takxe
KNVMHNYEeCKNe  WNCCNenoBaHMA  JIeKapCTBEHHbIX CPeacTs U MeAUUUHCKUX — U3LeNun,



KJIMHUKO-NabopaTopHble UCMbITAHNA MEOUUUMHCKUX WU3AeNnun ONs OUArHOCTMKW BHE >XMBOIO
opraHu3sma (in vitro), poknNuMHMYeckne (HEKIMHNYECKNE) WUNCCNEedOBaHUSA JIeKapCTBEHHbIX
CpencTB, uWCCnedoBaHMs (MCMbITaHMA) oueHKM 6uonormyeckoro AencTBUS MeaULUHCKUX
n3genuin, nognexxaT perncrpaunn.

PerncTtpaums nposoanTcsa pabo4ynmm opraHom, onpegesnieHHbIn yNoJHOMOYEHHbIM OpraHoM, OJis
yyeTa, MOHUTOPUHIa UCMOoJIHEHNS BUOMEeANLIMHCKNX NCCIeA0BaHNN 1 KOOPANHALU MW MPOLLECCOB
NCCNeNoBaHNSA MeXIy 3aMHTepPecoBaHHbIMM CTOPOHAaMM Ha OCHOBE WHQOopMaUUM Mo
NCNONHAEMOMY UCC/iefoBaHUIo. PerncTpauunm noasiexaTt Bce BuomMeanuUnHCKMe NccienoBaHus
BHE 3aBMCUMOCTWN OT UCTOYHUKA PUHAHCMPOBAHUS.

MyHkT 19

19. TpeboBaHMmemM K WCCNeOOBaTENbCKMM LeHTpaM, Ha 6a3e KOTopbiX MPOBOAATCS
bnomegnLUmMHCKME NCCnenoBaHmns, SBNSETCA Haau4dmne:

MoanyHKT 1

1) Hann4me akkpepuTaumm B KayecTBe CcybbekTa HayyHOW U (MAM) HayYHO-TEXHWUYECKOM
neaTenbHOCTWN, NOATBEP)XXAEHHOW COOTBETCTBYIOLLNM AOKYMEHTOM;

MoanyHKT 2

2) Hanmyme KBanM@PULNPOBAHHLIX CNEeLnaaMcToOB B COOTBETCTBYOLLENn 061acTu nccnenoBaHus,
nMeLWmnx npoduibHoe Bbicllee obpa3oBaHMe, CTaXk paboTbl MO CneunasibHOCTU He MeHee
Tpex JIeT, @ TakXXe NoATBEP)XAEHHYI0 KBaMpuUKaLnio;

MoanyHKT 3

3) Hanmyme cTaHOapTHbIX onepaunoHHbIX npouenyp (COIM), yTBepXAEHHLIX pyKOBOOAUTENEM
nccnenoBaTesIbCKoro LeHTpa, pernaMmeHTUpyoLWnx npoeepeHne BromMe gNUNHCKUX
nccnefoBaHMM, BKAKWYaa npouenypbl No obecneyvyeHuto kadecTBa, 6e30MacHOCTM, BEOEHMIO
OOKYMeHTaunn, MOHUTOPUHIY N OTYEeTHOCTW.";

MYHKT 20 NCKJIOYNTb.

MyHKT 5

5. BHecTu B mMpukas ucnosHsiowero o64a3aHHOCTU MUHUCTPa 34paBooxpaHeHns Pecnybnukun
KasaxctaH oT 4 depansa 2021 roga Ne KP OCM-15 "O6 yTBepxOeHUM Hadsexxaliux
(hapMaueBTUYECKUX MPaKTUK" (3apeructpupoBaH B PeecTpe rocynapCTBEHHON perucrpauunmn
HOPMAaTUBHbIX NMPaBOBbIX aKToB NoA Ne 22167) cnepywouime nsMeHeHUs U LOMNoJIHEHUSA:

B CTaHpapTe Haanexawen KanHuveckorn npakTukm (GCP), yTBep)XOEHHOM YKa3aHHbIM
MPUKa3om:

MYHKT 2 :
OOMONIHUTL MoANyHKTOM 33-1) cneaytowero cooep>xaHms:

"33-1) 3aBepeHHas KOoMus - 3TO KOMus OpWUruHasibHOM 3anucum (BHe 3aBUCMMOCTM OT TuMa
HocuTens), KoTopas, Kak 6bino noaTBepXXAeHo (Hampumep, OATUPOBAHHOW MOAMUCHIO WK
Ba/IMONPOBAHHbLIM MPOLLECCOM CO30aHUA KOMWUU), COOAEPXUT Ty >Xe WMHhopMaumnio, BKJOYas
OaHHble, KOTOpble OMMCbIBAlOT KOHTEKCT, CcoAep)XaHue n CTPYKTYpYy, 4TO M OpUrMHanbHas
3anuce;";



AOOMOJIHNTL NOANMYHKTOM 42-1) cneanytwouilero cogep>XaHuma:

"42-1) nnaH MOHUTOPUHIa - 3TO [OOKYMEHT, KOTOPbIA OMUCbIBAeT CTpaTerunio, MeToAbl,
pacnpeneneHne obsasaHHocTel N TpeboBaHNS K MOHUTOPUHTY KJIMHMYECKOro UCCNenoBaHuns;";

MYHKT 12 U310XXUTb B CefyoLlen pegakumnn:

"12. TloNly4eHHYI0 B KJIMHNYECKOM MNccnenoBaHnn MHGOPMaLNI0 PerucTpupyroT, nepenatT U
XpaHAT ¢ obecnevyeHneM TOYHOCTU U MPABUIBHOCTX ee MpencTaB/ieHUs, UHTeprnpeTauunm un
Bepuukaumm. IDTOT MNPUHLUUN MNPUMEHMM KO BCEM 3anucaM, YMNOMWUHaAEMbIM B [AAHHOM
PYKOBOACTBE, BHE 3aBUCUMOCTN OT TUMa HoCcUTena.";

MYHKT 15 1310XXnTb B cnegyoLllen pegakunn:

"15. Ona obecnevyeHnss KavyecTBa Ka)Aoro acnekTa WCCAenoBaHUS BHeApSTCS
COOTBETCTBYIOLLME CUCTEMbI W oONepaunoHHble rnpouenypbl. Takme CUCTEMbl OOJIKHbI
(POKYCMPOBATbCS Ha Tex acCrnekTax KJMHUYECKOro ucciefoBaHus, KoTopble obecrneduvBatoT
6e3onacHoCTb Cy6beKToB nccnenoBaHnUsa U 4OCTOBEPHOCTb €ro pe3ynbTaToB.";

MYHKT 34 U310XKUTb B ciefytolen pegakumn:

"34. Komuccma no 6nosaTmke XpaHUT OTHOCSALLYIOCS K UCCNefoBaHUI0 LOKYMEHTALUIO HE MeHee
3 neT nocse 3aBePLUEHUA UCCNedOoBaHMA W nNpenocTaBnsdeTr ee no TpeboBaHwuio
YMNOJ/IHOMOYEHHOr 0 OpraHa.

WccnepoBaTenn, CNoHCOP, YMOJIHOMOYEHHbIe OpraHbl MOryT 3anpawmeaTb y Komuccmum no
6rnosTukKe ero npouenypbl U CAUCKU Y41eHOoB.";

OONOJIHUTBL NyHKTaMu 43-1 n 43-2 crnefylowero cogepxaHus:

"43-1. WccnepoBaTeslb KOHTPOJMPYET OeATESIbHOCTb COTPYAHUKOB U WHbIX JINL, KOTOPbIM OH
nenervposan Te WaM nHble 06583aHHOCTUN N PYHKLUN B paMKax MpoBefeHUs UCcnefoBaHns B
nccnenoBaTesibCKOM LIeHTpe.

MyHKT 43-2

43-2. B cny4ae npuBnedyeHusa nccnegosartesnemMm (MeQULIMHCKON OpraHu3aumen) CTOPOHHUX AL,
ONA BbINOJIHEHNA TEX WJN NHbIX CBA3aHHbIX C MPOBEAEHNEM UCCedoBaHMA 0b6s3aHHOCTEN ©
GQYHKUW nccneposBaTtesb (MEOULMHCKASA OpraHm3aunsa) 4osXKHbl yéeamTbCs, 4TO AaHHOEe N0
obnapgaeT QocTaToYHOW KBanuduKaumen ons BbINOJHEHUS 3TUX 06A93aHHOCTEN N PYHKUWIA, a
TakXXe BHeApWTb nMpoueaypbl, HampaBJieHHble Ha obecrnevyeHne MOJIHOTLI BbIMOJAHEHUS
CBSA3@aHHbLIX C MNpoBeOeHWEM wuccnepoBaHus o0683aHHOCTEN U PYHKUMA U LENOCTHOCTWU
MOJIyYEHHbIX OaHHbIX.";

MYHKT 77 U3N10XXUTb B CefyoLlen pegakumnn:

"77. WccnepoBaTenb (MegnumHCKas opraHmsaumsa) BHOCUT afeKBaTHbIE U TOYHbIE MepPBUYHbIE
OOKYMEHTbl W 3arnucum Mo WUCCNefoBaHWUID, B KOTOPbIX OTpaxkalTCAa BCe 3HayuMmble ON4
nccnenoBaHUs AaHHble N0 Ka)XAoMy CybbekTy McciefoBaHUSA B UCCNeO0BaTENIbCKOM LIEHTpe.
MepBUYHbIE AaHHble AO/KHbI OblTb pPa3bopyYMBLIMU, OPUTMHANBHLIMU, TOYHBLIMU, MOJHLIMU,
OOJDKHbl pPerncTpupoBaTbCs B MpoLecce ocyuwecTBaeHns HabnwogeHun n Takum obpasom,
4yTO6bl MX MOXHO OblNI0 OTCNeanTb. N3MeHeHMa B WUCXOOHbIX AOKYMEHTaxX [HOOJDKHbl ObiTb
npocnexvBaeMbl, 06bACHEHLI, ecnn HeobXxoaAMMO, U He O0JIKHbl CKpbIBaTb MepBOHa4YasibHYIO
3anucb (4To 4OCTUraeTcs, HanpmMMep NOCpencTBoOM AOKYMEHTaIbHOro cnepa).”;

NyHKT 80 U3n0XUTb B cefylolen pegakLumn:



"80. NccnepoBaTenb AN MeAULMHCKasa opraHm3aunsa segeT JOKYMEHTaUUo Mo NccnenoBaHuto
cornacHo rnase 8 Hactoswero CtaHgapTa. iccneposaTenbs Man MegunuUMHCKaa opraHum3aumsa
MpUHMMaeT HeobxoAuMmble Mepbl, NpedoTBpallaloliMe CayYalHoe WIN MNpexAeBpeMeHHoe
YHUYTOXEHWE OaHHbIX JOKYMEHTOB.";

rnasy 5 gononHuTbL naparpadom 1-1 crefyroulero cogep>xaHus:

"Maparpad 1-1. YnpaBneHne Ka4eCTBOM

MyHKT 97-1

97-1. CnoHcop obecrnedymBaeT PYHKLNOHMPOBAHME CUCTEMbI YMNpaBieHUsS Ka4yeCTBOM Ha BCeX
3Tanax KJWHNYECKOro nccienoBaHus.

CnoHcop obecrnedyuBaloT 6e30MacHOCTb CYBbLEKTOB  KAMHUYECKOrO WUCCAenoBaHUA 1
[OCTOBEPHOCTb ero pe3ysibTaToB.

YnpaBneHne KayecTBOM BkJOYaeT B cebsa pa3paboTky >3PdeKTUBHbIX MPOTOKOSIOB
KJIMHWYECKNX WNCCNenoBaHNN, a TakXe MHCTPYMEHTOB W npouenyp no cbopy m obpaboTrke
OaHHbIX N HOPMaUKUN, CyLLLeCTBEHHOW A8 NPUHATUSA peLueHnia.

MeToabl, NpuMeHsieMble AN obecnevyeHns N KOHTPOSIA KayecTBa KJIMHUYECKOrO NCCNedoBaHus,
[O/DKHbI  ObITb  MPOMOPLMOHANbHLI  CBA3@aHHOMY C WCC/IeQOBAaHWEM PUCKY UM BaXHOCTU
cobmpaemon nHpopmaLmn.

CnoHcop cneauT 3a TeM, 4YTOoObl BCe acnekTbl WCCNefoBaHWst OblM  BbIMOJHUMbI  C
OMEepaLMNOHHON TOYKWU 3peHusi, U OOo/KeH usberaTb 4YPE3IMEPHOWM CHOXKHOCTU, WU3JIULWLHNX
npouenyp n cbopa N3bbITOYHLIX AAHHbIX.

MPOTOKOJ, UHANBMAYAJIbHbIE PErNCTPALMOHHbBIE KapTbl U ApPYyrne onepaunoHHble AOKYMEHTbI
OJDKHbI 6bITb ACHBIMU, JTAKOHWYHBLIMU U BHYTPEHHE HEMPOTUBOPEYNBLIMU.

Cuncrtema ynpaBsieHNda Ka4eCTBOM A0JI>KHa ONnnpaTbCA Ha OLUEeHKY PUCKOB.

MyHKT 97-2

97-2. Bo BpeMs pa3paboTKu NMPOTOKOJIa CNOHCOP BbISBASET Te MPOLECCH U AaHHble, KOTopble
ABNSAKTCA KPUTUYHBIMWU C TOYKM 3peHma 6e3onacHoOCTU CybbekToB wucCCNenoBaHUs W
0OCTOBEPHOCTW ero pe3ysibTaToB.

MyHKT 97-3

97-3. CroHCOp BbIABASAET PUCKU OS99 KPUTUYHbIX TMPOLECCOB W AaHHbIX KJMHUYECKOro
nccneposaHua.  Puckm  paccMaTpuBalroTCA  Ha  CUCTEMHOM  (Hanpumep, CTaHOapTHble
onepaunoHHble npouefypbl, KOMMblOTEpPU3OBaHHbIE CUCTEMbl, MNepcoHan) U Ha YpPOBHe
KJIMHNYECKOro nccnenoBaHus (Hanpumep, AuM3aiH uccneposaHusa, cbop [aHHbIX, npoLuecc
noJly4yeHns MHPOPMNPOBAHHOIO Coracus).

NMyHkT 97-4

97-4. CﬂOHCOp oueHmnBaeT BblABJIEHHbIE PUCKU MO OTHOLUIEHUIO K MHCTPYMEHTAM UX KOHTPONA,
npMHNMaa BO BHUMaHWe:

MoanyHKT 1

1) BEpOATHOCTb BO3HMKHOBEHMS OLUNOKWY;



MoAanyHKT 2

2) B Kakon Mepe Takue owmnbkn MoryT ObiTb BbISABJIEHbI;

MoanyHKT 3

3) BAnaHue Takux owmnbok Ha 6ezonacHoCTb CybbEKTOB MCCnedoBaHUsA N OCTOBEPHOCTb €ro
pe3ysnbTaToB.

MyHKT 97-5

97-5. CnoHCOp pewlaeT, Kakue pUCKn MUHUMU3INPOBATb U/NIN KaKNe PUCKU MOXHO MPUHATD.
Moaxon, MpUMeHseMbIn A9 MUHUMU3aLMN PUCKOB 0,0 MPMEMIEMOIO YPOBHSA, MPOMNOPLNOHANEH
3HAaYMMOCTWN pucka. Mepbl MO MUHUMU3ALUN PUCKOB UHTErpupoBaHbl B NMPOTOKOJ1 Ha YpoBHEe
On3aHa MCCnefoBaHUA WUAW ero NMpoBefeHWUs, B MJaHbl MOHUTOPWHIA, COrfalleHns Mexnay
CTopoHaMu, onpegenswwme pacnpeneneHme o0653aHHOCTEN, CUCTEMHbIE MEXaHU3MBbl,
obecneymnBatowme cobnoaeHne CTaHOAPTHBLIX ONEPALMOHHBIX MPoLeayp, a TakXKe B TPEHWHr
rno rnpouenypam u rnporeccam.

ONns BbISABJIEHUS CUCTEMHbIX NpPobseM, KOTopble MOryT NOBAUATbL Ha 6e30MacHOCTb CyOBLEKTOB
NCCNefoBaHUS W OOCTOBEPHOCTb €ro pes3ynbTaToB, 3apaHee onpenensiTcs npeaesbHble
napamMeTpbl KayecTBa, MpuMHUMAss BO BHMMaHME MeOULUHCKWE U  CTaTUCTuMyeckue
XapPaKTEPUCTUKN MEPEMEHHbLIX, @ TaKXXe CTaTUCTUYECKUIA AU3aillH uccnenoBaHus. BeiseneHne
OTKJIOHEHUI OT npefesibHbIX MapamMeTpPoB KayecTBa [OJIKHO Bjiedb 3a CobON pelleHue o
NPUHATUN HEOBXOAUMBIX Mep.

MyHKT 97-6

97-6. CNOHCOP OOKYMEHTUpyeT Mepbl No yrnpasieHUio KadyecTtsoM. CrioHCop 00BOAUT Mepbl MO
YyNpaBJIEHNIO Ka4yeCTBOM [0 CBeJeHUS TeX, KTO BOBJIeYeH B COOTBETCTBYOLME MPOoLLEeCcChl Nan
3aTPOHYT WMMWN, yT0OBLI 0651ErynThL OUeHKY pWUCKOB W TMNOCTOAHHOE YyhnydueHune B XoAe
NpoBeAeHNa KIMHNYECKOro NcCienoBaHms.

MyHKT 97-7

97-7. CNOHCOP Nepuoanyeckn oLleHMBAET Mepbl MO KOHTPOJIIO PUCKOB, YTOObl ybeamnTbcs, 4To
Mepbl MO YMNpPaBAeHMI0 Ka4eCTBOM COXPAHSAIOT CBOK 3(PPEKTUBHOCTb U aKTyasbHbl, MPUHUMasN
BO BHMMaHMe NpnobpeTeHHbIe 3HAaHNS U OMbIT.

MyHKT 97-8

97-8. CrnoHcop OMuUCbIBaeT TMMPUMEHSEMbIN B KJMHUYECKOM WCCAefoBaHMM noaxon K
yNpaBJ/IEHNIO Ka4eCTBOM W Pe3lOMMPOBaTb 3HAaYMMble OTK/IOHEHNS OT 3apaHee onpenesneHHbIX
npenenbHblX NapaMeTpPoOB KadecTBa, a TakKXXe Mepbl, HanpaBJ/IeHHbIE Ha WX WUCMpaBJieHne, B
oT4yeTe 0 KNMHMYeckoM nccnegosaHumm (ICH E3, Section 9.6 Data Quality Assurance).";

MYHKT 99 M310)XXNUTb B ClefyoLen pegakunn:

"99. MNepenaya KOHTPAKTHOW NCCNegoBaTeNbCKON OpraHu3aunm, CBs3aHHbIX C UCCeoBaHMNEM
ob6s3aHHOCTEN U PYHKLNI OOKYMEHTasIbHO ohopmaseTcs.

CNOHCOP KOHTPOJINPYET BbINOJIHAEMblE OT ero UMeHN PYHKLUUM 1N 06493aHHOCTM, CBSI3aHHbIe C
npoBefeHMeM  KJMHMYECKOro WCCNefoBaHWUs, BKJOYasi CBs3aHHble C  MpoBeAeHUEM
KJINHUYECKOrO MCCAefoBaHns (YHKUMN 1M 0B51I3aHHOCTU, KOTOpble nepenaHbl MpuBAEYEHHOMN



CMOHCOPOM KOHTPAKTHO-UCC/IeA0BaTEeNIbCKON OpraHuM3aunein TPeTbUM CTOpPOHAM B Mopsake
cybnogpsna.";

B NyHKTe 106 :
MoAnyHKTbl 1) 1 2) U3N10XXUTb B C/efyowen pegakunn:

"l) obecneyvmBaeT N [OOKYMEHTaJIbHO OQOPMAET COOTBETCTBUE CUCTEM 3SJIEKTPOHHON
06paboTKM [OaHHbIX YCTAHOBJIEHHbLIM CMNOHCOPOM TpeboBaHUAM K MOJIHOTE, TOYHOCTU W
Ha[eXXHOCTW AaHHbIX, @ TakXe CTabunbHOCTb OOCTUXeHUs Tpebyemoro pesynbTaTa (TO ecTb
BanAngauunio);

CnoHcop [o0/1XKeH OCHOBbIBaTb BasMpauuilo TakKUX CUCTEM Ha OLIEHKE pPUCKOB, KoTopasd
YHNTbIBae€T Ha3Ha4dYeHne CNCTteMbl U ee NoTeHUnaJZIbHOE BJINAHNE Ha 6e3onacHoOCTb Cy6'beKTOB
nccnenoBaHMa U A4OCTOBEPHOCTDL €ro pe3sysibTaToB.

MoAanyHKT 2

2) nmeet CTaH)J,apTHbIe onepaunn npouenypbl Mo NCMOJIb30BaHUNIO 3TUX CUCTEM.

CTaHOapTHbIEe oOMepauuoHHble Mpouefypbl CMOHCOPA [AOJDKHbl OXBaTbiBaTb HACTPOWKY,
YCTQHOBKY W MCMOJib30BaHMe cucTeMbl. CTaHAapTHbIE OnepauuoHHblie MNpoueaypbl OOJKHbI
OMUCbIBATb BaNAaLUIO W (QYHKLUMOHANIbHOE TEeCTMPOBAaHME CUCTEMbI, COOp HOaHHbIX U
obpalleHne ¢ HUMK, NoAAepP)KaHNE CUCTEMbI, Mepbl 6e30MacHOCTK, ynpaBsieHNE N3MEHEHUSIMU,
pe3epBHOE KOMMPOBaHWE W BOCCTAHOBJIEHWE [aHHbIX, MJAHMPOBaHME HOENCTBUN B Ciy4vae
ype3BblYaHbIX 0OCTOATENLCTB, @ TakXe BbIBOLA CUCTEMbl U3 3KcryaTaumn. O6s3aHHOCTU
CMOHCOpa, wuccnepoBaTens W OpYyrux  CTOPOH B OTHOLWEHMM  MCMNOJIb30BaHUSA
KOMMbIOTEPU3NUPOBAHHBIX CUCTEM O0J/IKHbI ObITh ICHO OMpeneseHbl, a NoJib30BaTeNn A0JIKHbI
NPONTW TPEHUHT MO UX UCMONIb30BaHMI0.";

AOOMOJIHNTL NOANMYHKTOM 8) cneanywoulero cogep>XaHumsa:

"8) obecneynTb LENOCTHOCTb [aHHbIX, BKJ/IlOYAsA [OaHHble, OMNUCbIBAOLLIMNE KOHTEKCT,
coaep>XaHue un CTPYKTypy. IOTo o0cobeHHO Ba)XHO nMpu MpoBedeHUN WU3IMEHEHUA B
KOMMbIOTEPU3MPOBAHHbBIX CUCTEMAX, TaKMX Kak obHOBMieHNEe MporpaMMHOro obecneyeHnsa mnm
MUrpaunsa gaHHbIX.";

NYHKT 148 U3N0XUTb B CrieayloWen peaakunn:

"148. CnoHcop obecnevymBaeT Haanexallin MOHUTOPUHI nccnegosaHnn. CnoHcop onpegenseT
HeobxoAuMbIi 06beM U coaep)XaHne MOHUTOPUHrA, UCX0Aa U3 Lenewn, 3agady, MeTonosoruu,
CNOXXHOCTW, MACKMpPOBKK, obbeMa M OLEeHUBAEMbIX MapaMeTpoB uccrnegoBaHusa. C Lenbio
MOHUTOPUHIa OCYLLECTBASETCA NnoceleHne KanHm4ecknx 6as no, BOBpemMs 1 rnocae OKOH4YaHus
nccnepgosaHnsa. OOHaKO B UCK/OYUTENbHLIX CJly4asX CrOHCOP pellaeT, 4YTO BO3MOXEH
MOHUTOPUHI 6€3 BM3UTOB B KANUHUYECKME Ba3bl B COYETaHUN C TaKUMU MeponpuaTUAMU, Kak
TPEHUHI, MpoBeAeHMe COBellaHNn wnccnefoBaTenen, npefocTtaBjeHne uMm noapobHoro
MACbBMEHHOr0 PyKOBOACTBa AN obecnevyeHus rapaHTUM Hagfnexxalwlero npoBefeHuns
nccnefoBaHMA B COOTBETCTBUM C HacToawmm CTtaHfapToMm. CTaTUCTUYECKM onpepensemble
KOHTpPOJ/IbHbIE BbIGOPKYK Cy>XKaT npueMsemMmbiM MeToaoM A oTbopa npoBepseMbiX AaHHbIX.

CrnoHcop pa3pabaTbiBaeT CUCTEMHBIA, YYMTbIBAOLWMA MAPUOPUTETBI U PUCKN Moaxond K
MOHUTOPUHTY KJIMHUYECKOro uccsienoBaHus. TMOKoCcTb B OTHOLLUEHUN obbeMa U CoAep XaHus
MOHMUTOPWHIa, OMWCaHHAaa B [OaHHOM pa3fene, HanpasB/fieHa Ha ToO, 4ToObl choenaTb
BO3MOXXHbIMU Pa3J/INYyHble MOAXO0Abl, KOTOPbIE YAy4YlIAlOT 3PPEKTUBHOCTL U MPOAYKTUBHOCTb
MOHMTOPUHra. CNoHcop BbiIBUpaeT MOHUTOPUHI C BbIE3AO0M B LIeHTPbl, KOMOUHALNIO BbI€3QHOIO



N LEHTPasIN30BaHHOIrO 36 MOHUTOPMHIA UK, €CJIN 3TO ONpPaBAAHO, TONIbKO LLIeHTPaIM30BaHHbIN
MOHMUTOPUHI. CMOHCOP HOOJ/DKEH 3al0KYyMEHTMPOBAaTb OCHOBaHUA [ans Bblbopa cTpaTerunu
MOHMUTOPWHIra (HanpuMep, B NJaHe MOHUTOPMUHIA).

Bble3gHON MOHUTOPUHI BbLIMOJIHAETCA B LEHTPaX, B KOTOPbIX MPOBOAUTCHA KAMHUYECKOoe
nccnepgosaHue. LleHTpann3oBaHHbIN MOHUTOPUHI MpeactaBnseT cobon ANCTaAaHUWMOHHYIO
oueHKy cobupaemMbiXx [aHHbIX, CBOEBPEMEHHO BbIMNOJIHAEMYIO KBaaMPULMPOBAHHLIMU 1
MONy4YMBLWUMMN HEOBXOOUMbBIN TPEHUHI Auuamnm (Hanpumep, MeHed)Xepamu Mo ynpasBJIEHUIO
OaHHbIMKU, BUOCTATUCTUKAMMN).

LleHTpanr30BaHHbIA MOHUTOPWHI MO3BOJISET AOMOJHUTL UKW COKPAaTUTb 06BEM U/MNN HACTOTy
Bbl€3HOr0 MOHUTOPWHIrA W TMPOBECTU pa3nyme Mexay HaOeXHbIMU W MNOoTeHUUanbHO
HeHaAeXXHbIMU AaHHbIMU.

OLl,eHKa c06|/|paeMb|x B XxXopne AOWCTaHUMOHHOIo MOHWUTOPWHIa JAaHHbIX, KOTOpPaA MOXET
BKJIHO4aTb B cebs CTaTUCTUYECKUNM aHann3, MmoXkeT bbiTb NCNO/b30BaHa, YTOObI:

MoanyHKT 1

1) BbIABUTb OTCYTCTBYIOLIME NN Hecoracylowmecs faHHble, BbIOpockl gaHHbIX (data outliers),
HenpeaBUAEHHOE OTCYTCTBUE BaprMabenbHOCTU U OTKJIOHEHMWS OT MPOTOKONA;

MoAanyHKT 2

2) NpoOBEepUTb TPEHAbl AaHHbIX, TakMe Kak pa3bpoc, CorsacoBaHHOCTb W BapuabesnbHOCTb
OaHHbIX B LLEHTpax 1 Mexay LeHTpaMmu;

MopanyHKT 3

3) 06Hapy>XNTb CUCTEMATUYECKUNE 1 3HAYUMbIE OLLINOKKN B cOBope AaHHbIX U UX NMpeacTaBieHnn B
LeHTpax u Mexay UeHTpaMu;, WM MoTeHUWalbHOe MaHUNyanpoBaHne AaHHbIMU UK
npobaemsbl C LEe/IOCTHOCTbIO AaHHbIX;

MoanyHKT 4

4) aHaJIM3NPOBaTb XapPaKTEPUCTUKN LLEHTPOB N NMOKa3aTeJZIn MPoOn3BOANTENIbBHOCTN,

MoanyHKT 5

5) BbIOpaTb LLEeHTpPblI N/Man MpoLuecchl A5 NPULESbHONo BbI€3AHOr0 MOHUTOPUHIa.";
MyHKT 151 gonoaHuTb NOANYHKTOM 5) creaytouero cogep>xaHums:

"5) oT4yeTbl O BbIE3AHOM W LEHTPaJM30BaHHOM MOHUTOPUHIe [OOJ/KHblI CBOEBPEMEHHO
NpenocTaBAATbLCA CNOHCOPY (BKJ. COOTBETCTBYIOLLMA MEHEO)XKMEHT N NepcoHas, oTBeYaoWnin
3@ nccaenoBaHME U KOHTPOJIb 3@ LEHTPOM) OS89 MPOBEPKU U NMPUHATMA HeobxoOuMbIX Mep.
Pe3ynbTaTbl MOHUTOPWHra [O0JIKHbI AO0CTAaTOYHO MOAPOOHO OOKYMEHTUPOBATLCA C LENbH
obecnevyeHnss BO3MOXXHOCTM OUEHKM cobnogeHns naaHa MOHUTOpUHra. OTYeTHOCTb O
LLleHTPa/IM30BaHHOM MOHWUTOPWHIe [AO0JI)KHa HOCUTb PErysisipHbIii XapakTep U MOXeT ObiTb
He3aBMCUMa OT BU3UTOB B LEeHTpPbL.";

OOMNOJIHNUTL NYHKTOM 151-1 cnepfytoliero coaepxaHus:

"151-1. CnoHcop poJsikeH pa3paboTaTtb MAaH  MOHUTOPUHIA, KOTOPbIM  AOJIXKEH
COOTBETCTBOBATb KOHKPETHbIM puckaM ans 6e3onacHoCTN Cyb6bLEKTOB WCCNefoBaHuUSa W



LLeNIOCTHOCTM €ero  JaHHbiX. [lnaH  [goskeH onucbiBaTb  CTpaTerntd  MOHUTOPUHra,
pacnpeneneHne Mexxay BCEMWU CTOPOHaM 00653aHHOCTEN MO MOHUTOPUHIY, MPUMEHSEMbIE
MeToAbl MOHUTOPUHIra n obocHoBaHME UX NpUMeHeHUs. MNMnaH A0KEH TakXe yaenaTb ocoboe
BHMMaHMWE MOHUTOPUHIY KPUTMYECKMX AaHHbIX K rnpoueccoB. Ocoboe BHMMaHue creayet
yOoennTb TeM acnekTaM, KOTOpble He ABAAITCA PYTUHHOWN KJIMHUYECKOW MpaKTuKonm n tpebyoT
OOMOSIHNTENIbHOIrO TPEeHUHra. MNMnaaH MOHUTOPUHIa OOJ/IKEH CoAep>KaTb CCbI/IKU Ha NPUMEHNMble
npoueanypbl N NONTUKN.";

MYHKT 155 n310>XnTtb B ciieayowen pegakumm:

"155. HecobniogeHne npoToKoNa, CTaHOAPTHbIX OMEepaLWOHHbLIX Mpouenyp, HacTosallero
CTtaHpapTa uccnegoBaTeneM UaM MeauUMHCKOW opraHu3aunen, nam CoTpyaHWKOM CroHcopa
BegeT K 6e3oTnaraTesibHbIM OENCTBMAM CMOHCOPa, HampaBfeHHbIM Ha obecnevyeHne wmx
cobnogeHuns.

Mpn obHapy>XeHUN HapyLleHW, KOTopble 3HAYUTENIbHO BAUSIOT WM MOTEHUMAsIbHO MOryT
3HAYUTENIbHO NOBMATL Ha H6e3onacHoCTb CyObeKTOB UCCNenoBaHUS UM AOCTOBEPHOCTb €ro
pe3ynbTaToOB, CMOHCOP [OJPKEH MPOBECTU aHaJn3 MNPUYUH U MNPUHATb COOTBETCTBYOLIME
KOpPPEeKTUpyoLme N NpeBeHTUBHbIE Mepbl.";

NYHKT 195 M3N10XUTb B C/IeAy0LEN peaakLnn:

"195. OcHOBHbIMNU OOKYMEHTaMN ABNAKTCA OOKYMEHTbI, KOTOPblE BMECTE WUJIN MO OTAEJIbHOCTHU
no3BOoNIAOT OLEeHWTb npoBeaeHme wuccnenoBaHUA W KadeCTBO MOJIy4YeHHbIX OdaHHbIX. 3TN
OOKYMEHTblI Cny>XXaT [AOKa3aTeJIbCTBOM cobnogeHns wnccnenoBaTesieM, CrMoOHCOpOM M
MOHNTOPOM HacCTOosALLEero CTaH,u,apTa.

CBoeBpeMeHHOoe MoMeLLEHNE OCHOBHbLIX NOKYMEHTOB B (dalifibl uccnenoBaTtens (MeauLVHCKON
opraHmMsauum) 1 CroHcopa CYLEeCTBEHHO CnocobCTBYyeT YCMNeLWHOMY BbIMOJIHEHUIO B paMKax
KJAVHUYECKOro UCCNeNoBaHMSA CBOMX (YHKLWUIMA UccnenoBaTesieM, CMOHCOPOM M MOHUTOPOM.
Kpome Toro, 3TV [IOKYyMeHThl ABASAIOTCA 06BbEeKTOM HE3aBMCMMOro ayAnTa co CTOPOHbI CMOHCOpPa
N NHCMNEKLUM CO CTOPOHbI YMOJIHOMOYEHHOro OpraHa Kak 4YacTu npolecca NoATBEpPXAeHus
3aKOHHOCTM NpOBeleHNs UCCNeloBaHNS N OCTOBEPHOCTUN COOPaHHLIX AaHHbIX.

MWHUMaNbHbLIN nepevyeHb OCHOBHbLIX AOKYMEHTOB CrpynrnmpoBaH B TpW pa3aesia B 3aBUCUMOCTU
OT CTagunn KINHN4YeCKoro ncciaenoBaHms, Ha KOTOpOVI OHM 0ObIYHO CO3al0TCS:

MoanyHKT 1

1) nepen HavyasloM KJINHMYECKOWN ha3bl UCCNE0BAHNS;

MoAanyHKT 2

2) BO BpeMs KJINHMYECKON ha3bl NCCNefoBaHns;

NMoanyHKT 3

3) nocsie 3aBepLUEHNS UV NPEeXAEBPEMEHHOI0 NMpeKpaLLeHNs NCCen0BaHuUS.

B yKasaHHbIX HUXXe MOoAMYHKTaX riaBbl 8 yKa3saHbl Len KaxAoro AOKYMEeHTa, U MecTo UX
XpaHeHus: B annax mnccneposatensa (MeAUUMHCKONW opraHu3auum) nnbo cnoHcopa, nmbo B
obonx MecTax. [lonyckaeTca obbeAUHEHME HEKOTOPbIX [OKYMEHTOB MpW YCIOBUW, YTO
OTAEeJIbHbIE 3JIEMEHTbI JIErKO NAEHTUDULNPYIOTCS.

dannbl NccnenoBaHMa CO3[aloTCA B Havajle UCCAedOBaHMA Kak B MeCTe HaXoXXOeHus
nccnegosaTtens (MeguUMHCKON opraHn3aumnn), Tak n B ouce crnoHcopa. NccnegoBaHne MOXXHO



cynTaTh oMLUMaNIbHO 3aBepLUeHHbIM TOJIbKO MOoC/jie TOro, Kak MOHUTOP MNpOoBepuT dabl
nccneposaTtens (MeguULMHCKOM OpraHuMsauun), U CroHcopa W MOATBEPAUT HaaMyme BcCex
HEeO0O6X0ANUMbIX NOKYMEHTOB B COOTBETCTBYIOLLUX haniax.

MepeyncneHHble B HacTosuwiem CTaHOapTe [HOOKYMEHTbl, Kak MO OTAEeNbHOCTW, TaK U B
COBOKYMHOCTW MOABEPralTCs ayauTy CMOHCOpa M MHCNEeKUuK (npoBepke) YrnoJIHOMOYEHHOro
opraHa 1 nNpenbABAAIOTCA NPU NPOBEAEHNN TAKOBbIX.

CnoHcop ¥ uccneposaTesb (MeOULMHCKAs OpraHu3auuns) OOSHKHbI BECTVM OOKYMEHTauulo o
MECTOHAXOXOEHUN WMEIOLLINXCS Y HUX OCHOBHbIX [OKYMEHTOB, BKJIlOYas MNepBUYHbIE
OOKYMeHTbl. CucTeMa XpaHeHUs AOKYMeHTauun, NMpuMeHsemMas B Xo4e WUCC/efoBaHUA u ans
uenen apxmBMpoBaHWSA (BHe 3aBUCUMOCTU OT TWUMa HOCUTENs), AoJKHa obecnevmBaTb
NOEHTUMOUKALNIO JOKYMEHTOB, NMPOC/EXNBAEMOCTb NCTOPUN BEPCUA, MOUCK N U3BJIeYEHME.

OcCHOBHbIe ONOKYMEeHTbl nccnenoBaHma MoOryT OblTb OOMOSHEHbI WUAKX COKpalleHbl, KOorga 3TO
ornpasnaHoO (0o Havana wuccnegoBaHWdA), B 3aBUCMMOCTM OT BaXXHOCTUM U 3HAYUMOCTU
COOTBETCTBYHOLWNX OOKYMEHTOB ANA nccriengosaHun4.

CnoHcop OOJ/KEeH NpocaeanTb 3a TeM, 4Tobbl nccnepgoBaTeslb UMesT KOHTPOJIb U MOCTOSAHHbIN
[OCTyn K gaHHbIM WPK, nepegaHHbIM cnoHcopy. CMOHCOP HE O0/IKEH MMETb UCKIIOYNTESIbHbIN
KOHTPOJ1b 338 3TUMMN OaHHbIMN.

Ecnu ncnonb3lyeTcs KonNust ANs 3aMeHbl OPUrMHaJIbHOro AOKYMeHTa (Hanpumep, nepBUYHbIX
nokymeHToB, WPK), TO 3Ta KONWUs [OJ/KHa OTBeYaTb TpeboBaHusaM, MNpenbsB/sseMbiM K
CepTUPUNLNPOBAHHBIM KOMUSIM.

WNccnepoBaTenb (MeguumHcKas oOpraHusauuns) OOJ/KHbl KOHTPOJIMPOBaTb BCE OCHOBHbIE
OOKYMEHTbl U 3anucu, co3faHHble uccnegoBaTeneMm (MeAMUMHCKOW oOpraHuM3aumen) AOo, BO
BpeMA 1 Nocsie KJIMHUYeCKOoro nuccnenoBaHums.".

NCTOYHUK: DTaNoHHbLIN KOHTPONbHbLIN 6aHK HIMA Pecnybnuku KasaxcTtaH. MNpu pacxoxaeHumn
npuopuTeT nMmeeT ocduumanbHaga nybnmkayums.



