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I.Ie.nb: OLECHUTH nnd:opmaumo Ino 6830H&CHOCTH, MNOJYHYCHHYHO B X0/€ MMPOBCACHUA UCCICN0OBAHMS, PpaHEE
O,HOGPBHHOFO BK, B CpOKH, OroBOpC€HHBIC HOPMATHBHBIMH [IOKYMCHTaMH, C TNPHHATHEM PEeIICHUA O
BO3MOHOCTH MPOAOIIKEHUA UCCIIEN0BAHU.

O6aacTh NpHMEHEHMsI: BCEe UCCIel0BaHMs, paHee oao0peHHble DK.
OTBETCTBEHHOCTH: JO/KHOCTHBIE KA U uneHsl DK,
[Mopsiaok npoBeaeHun:

1. Tlopsinok u cpoku HampaBnenus B DK undopmanuu no 6ezomacHoctu perymupytores ICH GCP,
[paBunamMy Hajjexkamel KIMHAYECKOH NpaKkTuku, yTeepxaeHHbiMi [Ipukazom Munsapasa Poccun
Ne 200m ot 01 anpenst 2016 r., Pemenuem Cosera Espasuiickoii s3xonomuueckoii komuceuu Ne 79 or 3
HOsOpss 2016 1. «O6 yrBepxaenuu IlpaBun Hajuiexkamieid knuHu4Yeckoi npaktuku EspasuiicKoro
skoHomuyeckoro corosan; 'OCT P 52379-2005 «Hapnexamas KiMHUYECKas MPAKTHKA) U HACTOSALIEH
COIL

2. Hudopmanuus, noaekanas CpOYHOMY PEMOPTUPOBAHHUIO (IKCIIPECC-OTYETHOCTH).

2.1. Tlpeamerom CpOYHOro PEnOPTUPOBAHMSA SBIISIOTCA:

2.1.1. coobmenus 0060 BceX CEpbe3HBIX HEMpeABHAEHHBIX HekenareabHeIX peaknusax (CHHP) na
HCCIIEyEMBIE IEKapCTBEHHBIC Mpenaparhl;
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2.1.2.

2.1.3.

2.1.4.

2.15.

nHpopMaKsg O JIOOBIX U3MEHEHHUSX, CYNICCTBCHHO BIIMSIOIIMX HAa TPOBEICHHE HWCCIICIOBAHUS
W/WY YBEITMYUBAIOIINX PUCK I CYOBEKTOB;

HOBBIC JAaHHBIC, KOTOPBIC MOT'YT CBUACTCILCTBOBATL O BO3paCTaHUU pHUCKA IJId C}’6T)€KTOB U
He6HaFOHpI/I$ITHO HOBJIMATH HA X0 UCCIICIOBAaHUA,

cooO1ieHuss 00 OTKJIOHEHUSX OT MPOTOKOJA WM U3MEHEHHUSX MPOTOKOJIA, MPOU3BEICHHBIX IS
YCTpaHEHHS HEMOCPEICTBEHHOM YrpO3bl CYyObEKTaM HCCIICIOBAHUS;

nHpopmanyg (B T. 4. 00 OTKIIOHEHUSIX OT MPOTOKOJIA), KOTOPAsl MOAJIEKHUT IKCIIPECC-OTUYETHOCTH B
COOTBETCTBUU C NPOLEAYpPaMHU, NPETyCMOTPEHHBIMU B IPOTOKOJIE M JPYrod JOKyMEHTalUu
KOHKPETHOTO KIIMHUYECKOTO UCCIIEIOBAHMUS.

2.2. Cpoxu yBegomienus JK:

2.2.1.

2.2.2.

2.2.3.

2.2.4.

2.2.5.

st CHHP, npuBenmmx K cMEpTH WM TPEACTABISIONINX Yrpo3y Ul )KU3HH, — HE Mo3AHee 7
KaJIEeHJapHBIX JIHEH C 1aThl MOJIy4YeHUs crioHCcOopoM uHpopMmanuu o BeisBiennu CHHP;

st CHHP ¢ npyrumu kputepusiMu Cepbe3HOCTH — HE MO3AHEE 15 KaJIeHAapHBIX THEW C JaThbl
MoJTydeHus: crioHcopoM uHpopmaruu o BeissBieanun CHHP;

i nHopmalu 06 U3MEHEHUSX, CYILIECTBEHHO BIUSIOIIMX Ha TPOBEICHUE UCCIEA0BAaHUS /UK
YBEJIMYUBAIOLIUX PUCK AJIS1 CYOBEKTOB, U JUIsl HOBBIX JAHHBIX, KOTOPbIE MOT'YT CBUAETEILCTBOBATh
0 BO3pacTaHUM PUCKA JJIsi CYOBEKTOB WJIM HEOJAromnpusATHO MOBIUATH HA XOJ MUCCIEIOBAaHUS, — B
BO3MOXHO KpaTyaillliue CpOKH MOClie TOro, Kak 3Ta MH(OpMAIMs CTaHET M3BECTHA TIaBHOMY
HCCIIEIOBATEIIIO;

oI ClIy4acB OTKIIOHCHHA OT IIPOTOKOJIa HMJIM HU3MEHCHUSA IIPOTOKOJA, IPOU3IBEACHHBIX JId
YCTPAaHCHUA HeHOCpeHCTBeHHOﬁ YI'pO3blI CY6"beKTaM HCCICOAOBAaHHA, — B BO3MOXXHO KpaT‘lafIH.IHG
CPOKH IIOCJIC TOI'O, KaK 3Ta I/IH(bOpMaHI/IH CTAaHET U3BECTHA I'NNITaBHOMY HCCIIEA0BATECIIIO,

[[J'Iﬂ CJIy4acB HECYHICCTBCHHOI'O OTKJIOHCHHUS OT IIPOTOKOJIA UCCICAOBAHUA (He BJIIMAOIICTO Ha
0€30I1aCHOCTD y4acCTus CY6’LGKTOB B UCCJICAOBAaHHUH, CO6J'II-O,I[€HI/IG 3aKOHHBIX ITPaB CY6T:>6KTOB H/Uau
3HAYUTCJIIBHO BJIMAIOIICIO Ha HIOCJIO0OCTHOCTDH CO6I/IpaeMHX JaHHBIX B I/ICCJ'ICI[OBaHI/II/I) — II0 MEpPC
I/I,Z[eHTI/I(bI/IKaI_[I/II/I OTKJIOHCHUS UCCIICAOBATCIIBCKUM LHCHTPOM HJIM B COBOKYITHOCTHU B BHJC OTUCTA
HC PEKEC OAHOI'0 pa3a B IoAd WJIHW B paMKax YBCIAOMIICHHA 00 OKOHYAHHH HCCJICAJ0OBaHusA, €CIIN
JIIMTCIIBHOCTD UCCIICA0OBAaHNA COCTABIIACT MCHEC 12 MCCALICB.

2.3. Tlopsnox yBenomienus OK:

2.3.1.

CnoHcop ucciaen0BaHus, B COOTBETCTBUM CO CpOKaMu, ykazaHHbIMU 2.2.1 u 2.2.2 Hacrosmeit COII,
HampaBisgeT cooOmenus 060 Bcex CHHP na snextponnsiii anpec DK, mpenHazHadeHHBIH s
nonydeHus uHpopMaruu mo OesomacHoctH: lec.rnim.safety@gmail.com. IloarBepxknenuem o
MOJYYEHUH SIBJIETCSI OTBETHOE AIIEKTPOHHOE MUCHMO C OTMETKOU O MOJyYEHUH.
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2.3.2.

2.3.3.

2.3.4.

2.3.4.1.

2.3.4.2.

2.3.5.

2.3.6.

2.3.7.

2.3.8.

2.3.9.

2.3.9.1.

B Cllydae WCIIOJb30BaHUS CIIOHCOPOM BHYTPEHHEH CHCTEMBI JUIS JOCTyIa HCCiIemoBarelied K
COOOLICHUSIM 10 OEe30IaCHOCTH, CIIOHCOP IPENOCTaBIsIeT JOCTyn cekperapio DK K maHHOM
CHCTEME.

CEKpeTaph CKEIHCBHO IPOBEPSET HAIMYHE HOBBIX COOOMmEHWH. B ciygae wX mOCTyIUIeHUs
OTIOBEIIAET JIOJDKHOCTHBIX JIUI] U ujieHOoB DK.

npesiceaAaTenb UM ero 3aMeCTUTENb, 03HAKOMUBIINCH C HH(OpManmen o 6€30MacHOCTH, BBIHOCST
OJIHO M3 CIIEYIOUIUX PEIIeHUH:

MPUHATH K CBEACHUIO MPEACTABICHHYIO HH(OPMAIIHIO (B TAKOM CITydae CBOIHAS HHPOPMAITUS 32
omnpeneneHHbIi nepuoy nmogaetrcs B K B coorBeTcTBUU ¢ 1. 2.3.5 Hactosmieit COI);

CO3BaTh DKCTPEHHOE 3acelaHKe UIl PAaCCMOTPEHHUs MpPeJCTaBICHHON HHpopMalu (TIo 3arpocy
OK rnaBHBIN HWccnenoBaTenh B TedeHHe 1 pabodero mHs momaet B DK cooOmienue/-s 1o
0e30macHOCTH B cOOTBETCTBUH ¢ 1. 2.3.6 Hactosmiel COII). Ilpu co3biBe SKCTpEHHOTO 3aceJaHus
nH(popMalus 3acaylInBaeTcs, 00CyXAaeTcs, IPUHUMAETCS K CBEJIEHUIO (MJIM BBIHOCUTCS JPYroe
pemienne OK), a mucbMO-3asBlIEHHE C OTMETKOW O MPUHATHH MH(OpPMAlUM K CBEACHUIO WM
BBIMMCKY U3 IPOTOKOJIA 3acejaHus (IIpU APYTOM IPUHATOM PEIIEHUH) CEKpeTaph MPEeJ0CTaBIAET
IJIABHOMY HCCIIEZIOBATEINIO B TeueHue | pabouero Hs Mocie AaThl 3aceAaHusl.

B cirydae ecyid nH(opmarus no 6e30macHoCcTH, mosrydeHHas K oT cioHcopa paHee, Obliia IpUHSTA
K CBEJIECHHI0O W He TpeboBaja CO3bIBa SKCTPEHHOTro 3acemanHus OK, TIaBHBIA HCCIeIOBaTEIh
npenoctaBisier B DK umHpopmanmio mo 6e30macHOCTH MO Mepe MOJy4deHHsI ee OT CIOHcOopa
WCCIIEIOBAHUS, B COOTBETCTBUU C MPUHATHIMU CTaHJAPTHBIMU IpOLIETypaMH CIOHCopa (B BUE
cOOpHOM MO/Ja4YM OTYETOB 3a OIMPEJICTICHHBIN MEepUO/I, WIH €XKEKBAPTAIbHBIX, WIH MOJIYTOJ0BbIX,
WM €KEroJHbIX OTYETOB MO OE30MACHOCTH, U T.1I.).

TJIaBHBIN HCCIIEI0BATENb HAMIPABIISIOT HHPOpMalHio 1o 6e3onacHoctd B DK B 31eKTpOHHOM BHU/IE.
K ortuery/-am 1o Oe3omacHOCTH (Ha pYCCKOM WM aHTJIMHCKOM SI3bIKE) IpUiIaraercs
COMPOBOJIUTENBHOE MUCHMO B CBOOOHOM (pOpPME C MOAMKUCKHIO TNIABHOTO UCCIIEIOBATEIIS;

COIMMPOBOAUTCIIbBHOC IMHCbMO OT HMCHH TIJIAaBHOI'O HCCIICHOBATCIIA CCKPETAPb IIPCABAPUTCIBHO
PEAAKTUPYET U OTHPABJIACT €O HA BHCKTpOHHHﬁ aZIpCC I''IaBHOI'O UCCIICAOBATCIIA;

IJIaBHBIM MCCIIEIOBATENIb pacneyaTbIBACT U NOANUCHIBACT NNCbMO-3aBJICHNUC B JIBYX DK3CMILIAPAX
" BO3BpAIIacT CCKPETApro, JOIMYCKACTCH IoAavua MMCbMa B OTCKAHUPOBAHHOM BHEC;

CeKpeTapb JIOBOJIUT MOJYYEHHYIO MH(POpPMAIMIO B T€YEHHE OJHOro padouero JHs 10 CBEICHHUS
JOJKHOCTHBIX Ju1l 1 wieHoB OK. Ilpencenarens wim 3aMecTUTENb IPEACENaTeNs BBIHOCAT OAHO U3
CIIEYIOLIUX PELICHUN:

IPUHATH K CBEACHHUIO NPEICTaBICHHYIO HHQPOpMaLUio (ITUCbMO-3asBJICHHE C OTMETKON O
NPUHATUU MH(DOPMAIMK K CBEJIEHUIO CEKpeTaph IMPeIOCTaBISIET INIABHOMY MCCIIEOBATENIO B
TedeHue 2 paboumx JTHEH ¢ 1aThl MOJy4YEeHUs! COOOIIeHNUS);
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2.3.9.2. paccMOTpeTh MpeIoCTaBIeHHYI0 HH(POpMaLKIo Ha TeKyeM 3aceqannu DK (MuchbMo-3asBiIeHuE O

MPUHATHH WHOOPMAIIUU K PACCMOTPECHUIO CEKPETaph MPEIOCTABIISICT TJIABHOMY HCCIICIOBATEIIO
B TEYCHHUE 2 paboumuX JHEH C JaThl MOJTYYCHUs COOOIICHHUS, BBIMMCKY B MIPUHITHIM 110 TAHHOMY
BOIIPOCY PEIICeHHEM — B TCUCHHE 3 pabouuX JHEH ¢ AaThl 3acemaanus DK).

3. Hudopmarus, He Mo IeKaIas CPOYHOMY PEIIOPTHPOBAHHIO.

3.1. CpovHOMY pEOPTHPOBAHUIO HE MOJIIEHKAT:

3.1.1.
3.1.2.
3.1.3.

3.1.4.

3.1.5.

COO6HICHI/I5[ 0 CCPLE3HBIX MPEABUACHHBIX HECXKEIIATCIIbHBIX PCAKIIUAX
COO6HICHI/I5[ 0 HOXKCIATCIIbHBIX PEAKIUAX, HC OTBCHAIOIIHUX KPUTCPUAM CCPBE3HOCTU,

COOOIIEHHUS O METUIIMHCKUX COOBITHSX, HE CBSI3aHHBIX C UCCIIETYEMBIM MPOAYKTOM H MIPOIICTYPAMH
HCCIIEIOBAHNS,

COOOIIeHns 00 OTKIIOHEHHUSX OT MPOTOKOJA WIIM M3MEHEHHUSX MPOTOKOJIA, KACAIOIIUXCS TOJIBKO
TEXHUYCCKUX WU aAMHHHUCTPATHUBHBIX ACIICKTOB HCCIICIOBAHUA (HaHpI/IMep, 3aMC€Ha MOHHTOpA,
M3MeHeHne HoMmepa TenedoHa);

npyras HoBass WHGOpMAIMs, HE MEHSIONas COOTHOIICHHWE TI0JIb3a/PUCK II CYOBEKTOB
WCCIICZIOBaHUS U HE OKA3bIBAIOIAs CYIIECTBEHHOTO BIIMSHIS Ha TIPOBE/ICHUE UCCIICTOBAHUSI.

3.2. Tlopsnok npeaoctaBieHusi HHPOPMAIIMH, HE TTOAJIEKAIICH CPOUYHOMY PETIOPTUPOBAHUIO:

3.2.1.

3.2.2.

nHpopManus 1O  OE30MacCHOCTH, HE TMOJJIeXKalas AKCIPECC-OTYETHOCTH  (Cephe3HbIe
HE)KeJIaTelIbHbIC SIBJICHUS B HCCICIOBATEIbCKAX IICHTPaX, MO OTHOIICHUI0 K KOTOphIM DK
BBITIOJTHSET (DYHKIIMIO JJOKAJTLHOTO STHYECKOTO KOMUTETA, IEPUOTUUECKUI OTUYET 10 O€30TIaCHOCTH,
0OHOBIICHHAsI BEpCHsI OPOIIIOPHI HCCIIEI0BATENSI U JIp.), HarpasisieTcst B DK B 2JIeKTpOHHOM BUjIE
He pexxe 1 pasza B rof;

CeKpeTaph JOBOJUT TOJYyYEeHHYIO WH(OpMAIMIO B TEYECHUE OJHOTO pabodero JHS /0 CBEICHUS
JOJDKHOCTHBIX Jinil ¥ wieHoB DK. [Ipencenarens wim 3aMeCTUTENb TPEACEIATENs BBIHOCSIT OJTHO U3
CIIEYIOIIUX PEIICHUN:

3.2.2.1. mpuHATH K CBEICHHUIO MPEACTaBICHHYI0 HHQpOpMAIUIO (IIMChMO-3asBICHUE C OTMETKOM O

MPUHATHH MHQOpPMAIMK K CBEICHHUIO CEKpeTapb MPEOCTaBisSeT TJIaBHOMY HCCIEIOBATENO0 B
TeyeHue 2 paboyux JHEH ¢ AaThl MOJTYYeHUS COOOIICHMS);

3.2.2.2. paccMOTpeTh MpeA0CTaBICHHYIO HH(popMaliio Ha TeKylieM 3aceqanuu DK (komuro (opuruHan —

MIPH HEOOXOAMMOCTH) MHUChMa-3asBJICHUS O IPUHATHU HHPOPMAITUH K PACCMOTPEHHUIO CEKPETaph
MPEIOCTaBMISIeT TJIaBHOMY HCCIEAOBATEN0 B TeueHUe 2 pabouux JHEH ¢ JaThl MOJTYYCHHS
COOOIIIEeHNS, BHITTUCKY B IPUHSATHIM 10 JAHHOMY BOTIPOCY PEIIEHHEM — B TeUeHHE 3 pabouux aHen
¢ natel 3acenanus JK).



