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GLP B mupe: chepa npMmeHeHuUsn

U.S. Food and Drug Administration

Protecting and Promoting Your Health

Nonclinical laboratory study means in vivo or in vitro experiments in which test
articles are studied prospectively in test systems under laboratory conditions to
determine their safety. The term does not include studies utilizing human subjects
or clinical studies or field trials in animals. The term does not include basic
exploratory studies carried out to determine whether a test article has any potential
utility or to determine physical or chemical characteristics of a test article.

HeknuHuyeckoe nabopamopHoe ucciedo8aHue 03Ha4YaeT in Vivo Unm in vitro
3KCNepUMEHTbI, MPOBOAMMbIE B 1aBOPaTOPHbIX YCAOBUAX C UCNO/Ib3OBAaHMEM TECT-
cucTem gnsa onpepeneHua nx 6esonacHocTum.
TepmuH HE BKArovaeT nccnegosaHus,

*BbinonHAeMble Ha nraAX

*KnnHmnyeckne nccnenoBaHmA

*[lonesble UCMbITaHNA HA }KUBOTHbIX
TepmunH HE BKAoyaeT 6a30Bble NOUCKOBbIE UCCAeA0BaHUA, MPOBOANMbIE ANS
onpeaeneHns NoTeHuMa bHOM NONE3HOCTU Unun onpeaeneHna GUsnyeckmnx nam
XUMUNYECKMNX XapPaAKTEPUCTUK TECTUPYEMOTO.



GLP B mupe: chepa npMmeHeHuUsn

Perynupyembie (GLP) n Heperyanpyemble HEKIMHUYECKUE UCCNeL0BaAHUA

&) OECD

BETTER POLICIES FOR BETTER LIVES

Non-clinical health and environmental safety study, henceforth referred to simply as
"study", means an experiment or set of experiments in which a test item is examined
under laboratory conditions or in the environment to obtain data on its properties
and/or its safety, intended for submission to appropriate regulatory authorities.

HeknuHu4yecKoe uccnedoeaHue 0715 oyeHKU bezonacHocmu 300poebsa YesnoeeKa u
OKpyHcaroweli cpedbl, janee NPOCTo KUCCea0BaHNE», O3HAYAET SKCMEPUMEHT NN
Habop aKCNEPUMEHTOB, B KOTOPbIX TECTUPYEMbIN 0OBEKT UcceayeTca B
NabopaTopHbIX YCAOBUAX UIN B OKPYKAKOLWWEN cpeae ANA NOJlyYeHUA AaHHbIX O ero
cBoMncTBax U / nnun ero 6€30nacHOCTU, KOTOpble NpeaHa3HavYeHbl 4aA
npeacraB/ieHUA B COOTBETCTBYIOLME KOHTPOJIMPYIOLLUE OpPraHbl.



GLP B mupe: chepa npMmeHeHuUsn

GENERAL DISTRIBUTION

OCDE/GD(95)67

OECD SERIES ON PRINCIPLES OF GOOD LABORATORY PRACTICE AND
COMPLIANCE MONITORING

Number 3 (Revised)

GUIDANCE FOR GLP MONITORING AUTHORITIES
REVISED GUIDANCE FOR THE CONDUCT OF LABORATORY INSPECTIONS AND
STUDY AUDITS

ENVIRONMENT MONOGRAFH NO. 111

ORGANISATION FOR ECONOMIC CO-OPERATION AND DEVELOPMENT

Paris 1995

COMPLETE DOCUMENT AVAILABLE ON OLIS IN ITS ORIGINAL FORMAT

Inspections for compliance with GLP
Principles may take place in any test
facility generating health or
environmental safety data for regulatory
purposes. Inspectors may be required to
audit data relating to the physical,
chemical, toxicological or ecotoxicological
properties of a substance or preparation.
In some cases, Inspectors may need
assistance from experts in particular
disciplines.




DoknuHuueckue (HeKNMHUIeCcKue) uccneposaHua

®eodepanbHbili 3aKoH om 12.04.2010 N 61-93 "06 obpauwieHuUu neKkapcmeeHHbIX cpedcmea” (c
usm. u don., ecmyn. 8 cuny ¢ 01.01.2017)

Ctatbsa 4. OCHOBHbIe NOHATHA, UCNosb3yemble B HacToAwem PeaepasibHOM 3aKOHe

40) AOKJ/IMHNYeCKoe nccnegosaHue 1eKapCcreBeHHoro cpeacrtea - 6monormqec+<me, MVIKpO6VIOJ'IOI'VI‘-IeCKVIe,
MMMYHOJ1I0rn4ecKkmne, TOKCMKOJ1Iorm4eckume, (I)apN\aKOﬂOI'VI‘-IECKVIe, CI)VI3VI‘-I€CKM€, XMMmun4yeckume m gpyrme
nccenegoBaHmAa NeKapCcrtBeHHoOro cpeactea nytem npmmeHeHnA Hay4HbiX MeTogoB OUEHOK B LUeNAax
No/ly4eHMs A0Ka3aTeIbCTB 6€30MacHOCTU, KayecTBa U 3GPEKTUBHOCTU NEKAPCTBEHHOIO CPEACTBA.

Cratba 10. Pa3paboTka neKapCTBEHHbIX CPeacTs

1.Pa3paboTKa NeKapCTBEHHbIX CPEACTB BK/OYAET B Ce6A MOMCK HOBbIX GapMaKONOrMYeCKN aKTUBHbIX
BELLEeCTB, Noc/ieaytollee U3ydeHne UX 1eKaPCTBEHHbIX CBOUCTB, AOKAMHUYECKUE UCCef0BaHuA,
pa3paboTKy TEXHONOTNI NPOM3BOACTBA GapMaLLEBTUUYECKUX CYOCTaHLMMN, pa3paboTKy cOCTaBOB U
TEXHOJIOTM MPOU3BOACTBA JIEKAPCTBEHHbIX MPENapaToBs.

Cratba 11. [loKNMHMYECKOe uccnenoBaHue IEKAPCTBEHHOro cpeacTsa ANA MeAULUHCKOro
npUMeHeHusa

1. loKNMHUYECKOE ncceaoBaHME NEKAPCTBEHHOMO CPEACTBA .....B LeNAX NoAyYeHUA A0Ka3aTebCTB
6e30nacHOCTH, KauecTBa U 3PpPEeKTUBHOCTU NEeKAPCTBEHHOTO CPeaCcTBa.

2. JOKAMHUYeCcKoe nccieaoBaHNe NeKapCTBEHHONO CpeacTBa ANA MeANLMHCKOro NPMMEHEHNs NPOBOANTCA
B COOTBETCTBMM C NPaBUIaMM Hagaexallen 1abopaTtopHON NPaKTUKKU, YTBEPKAEHHBIMWU YNONHOMOYEHHbIM
denepanbHbiM OPraHOM UCNONHUTENbHOM BAacTu. (B pea. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-93)




DoknuHuueckue (HeKAMHUYECKUE) uccnepoBaHuA

@

MHHHCTEPCTBO 3JPABOOX HI.[HI.i POCCHACKOH GETEPALLHH

POCCHUHCKOHU ®EJEPA
(Munsapas Poccun) SAPETHCTPHPOBAHO

Perncrpauionmbiin Ne

NMPUKA3 m"{fg@@gzgﬁ
/ Wﬁf LO16 - w Dy 7

Mocksa

00 yrBepRIeHIH
IIpaBua Hagaexame# tabopaTopHO# NPAKTHKH

3.  JloknuHHYeCKOe  MCCIeOBAHHE  OCYILUECTBIACTCA  IMOCPEICTBOM
XHMHYECKHX, bu3nueckux, OHONIOTHUYECKHX, MHKPOOHOJIOrMYeCKHX,
bapMakoJIOrHYeCKHX, TOKCHKOJNOTHYECKHX U JPYTHX 3KCIEPHMEHTalIbHBIX
HCC/IEIOBaHUI WIM CepUil MCCIEeNOBaHHU MO M3Y4YEHHIO MCCIEOYEMOr0o BEIECTBa,
NEKapCTBEHHOIO CpeACTBa MAH (PU3HYECKOTO BO3JCHCTBHA, CPEJCTB, METONOB H
TEXHOJIOTHH MNpOQWIAKTHKH, [IHArHOCTHKH M JiedeHUs 3abosieBaHHU MyTem

MPHUMEHEHHUsS Hay4YHBIX METONOB OLEHOK B<IENAX W3YUYEHHUS CHEelH(pHYECKOro —

nercTBHA H (MJIH) 10Ka3aTelbCTB 0€30MacCHOCTH IS 3[J0POBbA YeIOBEKA.



1991

2000

2000

2003

2009

2010

2011

2016

GLP: cccp/Poceus

«MpaBuna AOKNNHUYECKOI OLeHKN 6e30nacHOCTU papMaKOIOrMYeCKUX CpeacTs
(GLP)»: P[] 64-126-91 MuHUCTEpCTBO MegULMHCKOM npombliwneHHocTu CCCP (Mp.
Ne154 ot 17.05.91)

OTpacneBor naaH ctaHgapTu3aumm Ha 2000 r. - NoAroToBKa M YTBEPXKAEHUNE
oTevyecTBeHHOro BapuaHTa Mpasuna GLP (FTOCT «Mpasuaa AOKANHUYECKUX
uccnepoBaHUMN HOBbIX IEKAPCTBEHHbIX CPEACTB ANA MeAULUHDbI U BETepUHAPUNY»

«lMpaBuaa 4OKAMHUYECKMX UCCNeaoBaHNM be3zonacHOCTN U 3GGEKTUBHOCTHU
dapmakonormyeckux seuwects ([1AN) - MpaBuna KauectBeHHO NabopaTopHoM
NPaKTUKKU B PP. B KH. "PyKOBOACTBO MO 3KCNEPUMEHTaIbHOMY (AOKAMHUYECKOMY)
M3y4YeHMo HOBbIX GapmaKosiormyeckmx Bewects".. Mocksa, 2000.

«MNpaBuna nabopatopHoit npakTuku (GLP) B Poccuiickon ®Peagepauun». Vi3 PO
(Mpwkas Ne267 ot 19.06.2003)

«MNpuHUMNbLI HagAeXKawen nabopaTopHou npakTUKkN» (FOCT P 53434)
depepanbHoe areHTCTBO NO TeX. peryaMposaHuio u metponorum (Mpukas Ne544cr
o1 02.12.2009)

«MNpaBuaa nabopaTopHOIt NPaKTUKKN». YTBEPKAEHbI M3 1 coupazautua PO (Mpukas
N 708H o1 23.08.2010)

MpaBuna Hagaexawen naboparopHoit npakTMkn TamoxkeHHoro Coto3a Good
laboratory practice (GLP). Komuccua TamoxkeHHoro coto3sa (MpunoxkeHune K
peweHuto ot 2.03.2011 r. Ne 564)

«MNpaBuna Hagnexalie N1abopaTopHOIA NPAKTUKNY» IEKAPCTBEHHbIX NPenapaTos
ANA MeAnUMHCKoro npumeHeHns M3 PO (Mpukas N2199H ot 01.04.2016)

BeeaeHbl (Hopm.
AOKYMEHT)
01.01 1992

HE PEATU30OBAHO

U30AHbBI, HO HE
YTBEPHKAEHbI

OTMEHEeHbI

rOCT (Hau,.
cTraHgapT PO)

OTMEHEeHbI

MPOEKT mexx-
rocya4apCTBeHHOro
CTaHgapTa

3apermcTtpupoBaH
15.08.2016



HeonpaBaaHHO WnpoKoe npumeHeHne GLP —noteps
BpemeHU U pecypcos

* yBe/IMYEeHUEe NPOAC/IKUTENbHOCTH
uccneposaHua (B 4-5 pas)

* yBe/InyeHue CTOMMOCTU UCCNen0BaHUA
(B 2-10 pa3)

* 3aTpPyAHEH NOUCK ONTUMANbHbIX
MeToA0B uccnenosaHua (paHHue ¢asbol
pa3sutua J1C)

* yXoa «uccneposatenem» u3
3KCNEePUMEHTAIbHOU NMPAKTUKHU




JlabopaTopHble uccneaoBaHua 6MONOrMYECKU aKTUBHDIX

COEAMHEHMVI Ha 3KCNepuMeHTa/ibHbIX XKXUBOTHbIX

Perynnpyemsble GLP

HEKTUHUYECKUE NCCNEAQOBAHUA

( )

Llenb: oueHKa 6e3onacHoCTH

HET HAYYHOW TMNOTE3bl

. S

( )
nI'IaH/I'IPOTOKOI'I nccnenosaHuA:

COOTBETCTBYET PErNamMeHTy

nccneposaHus (ctaHaapTeH). MsmeHeHuA
YTBEPKAAOTCA COrNacoBaHHbIM AOM.

NPOTOKONOM (OLINOKK)
\_ J

UTor BbinosHeHUA: PernctpaymoHHoe

Aocbe (AoNYCK K KAMHUYECKUM
| NCNbITAaHUAM)

v

é )

OcHOBaHMA ANA 3aKNOYEHUA KOHTPAKTA:

* Hannume akkpeamntTaumm

Heperynupyemsbie GLP

é )
Llenb: NOMUCK 1 A0Ka3aTe/IbCTBO

cneunduyeckomn akTMBHOCTU/rMNoTe3bI
ECTb HAY4YHAA TMINOTE3A

MnaH/npoToKon uccnepaosaHus:

MpepnaraeTca uccnegosatenem u/mam

COr/1acyeTca CO CMOHCOPOM (M3MEHeHMUA —
BbIGOp MccnesoBaTens, yyet u dukcaumn

owmnboK)
\_ J

( )

UTor BbinONHEHUA:

Hay4Hasda cTtaTbAa, naTeHT (OTKpbITHE)

.

e ™)
OcHOBaHMA ANA 3aKNOYEHUA KOHTPAKTa:

* Hay4Hbl1 noTeHuUMan nabopatopumm
* Pe3ynbTaTbl MHCNEKLU UM




w Cuctembl KOHTPOAA KauyecTBa UCCNeaoBaHUM,
? Heperyaupyembix GLP

* The 2006 WHO Handbook “Quality Practices in Basic Biomedical Research. WHO
Special Program for Research and Training in Tropical Diseases

..-"’

g

l-"*f] % World Health For research on
G2 Organivstion T DIR@Y Sy

=i~

e

* The 2006 BARQA “Guidelines for Quality in Non-Regulated Research. BARQA
Publications. Suffolk, UK 2006.

PEVQA The British Assoc!atlon
of Research Quality R A oo

The Research Assurance (1977)
Quality Association

* The 2007 ISO Standard 15189 “Medical Laboratories—Particular Requirements for
Quality and Competence”

* The 2005 ISO Standard 17025 for Uncertainty Measurement for Laboratories

International Organization for
Standardization (1946)

http://www.who.int/tdr/publications/training-guideline-publications/qpbr-trainee-manual-2010/en/



CtaHAapTbl KayecTsa uccaeaoBaHunM buonoruueckm
AaKTUBHbIX cOeAUHEHUU

dran 3agaun MeToabl Cranaapr
1A BrIsiBIIeHHE TepaneBTHYECKOTO | ® AHanM3 JOCTYITHOM JIUTEPATyphl WIH TPAAUIIUMOHHOM
OTkpsiTHE PEr SE MOTEHIHAIA Y COCIUHCHHUS MPAKTUKU;
. CucremMarnyecKuil CKpUHUHT
1B XapakTepUCTHKa aKTUBHOIO . In vitro u in Vivo uccnemoBanus Q P B R
Iepexoanbie | hanvaneBTHIECKOTO HHIPEAHCHTA
MCCIIEIOBAHNS Quality
1C Jloka3arenbCTBO OMOIOTHYECKOM In vitro u in vivo uccienoBaHus: praCticeS in
Heperyaupyembie AKTUBHOCTH COEIMHEHUS — . Kunernueckue ucciaeaoBaHus HA MHTAKTHBIX basic biomedical
HEKJIMHUYECKUE JKUBOTHBIX;
«J10Ka3aTeIbCTBO MPUHIIUMIA» U research
HCCIIeIOBAaHUS . PeuentopHoe cBsi3bIBaHUE
OIICHKA TCPAIICBTUYCCKOI'O o
. DKcIepuMeHTAIIbHBIE MOJIENH 3a00JIeBaHU
[TOTCHINaJ1a . Mopenu nmoBeneHus ’KUBOTHBIX
2 JlokasaresnbeTBO Oe3omacHocTy | In Vitro m in vivo ncenenosanus B cooTBETCTBHM C
Peryaunpyembie JUISL 37J0POBBSI YEITOBEKA U HallMOHAJLHBIMU TPEOOBAHUSIMU
HEKJIUHUUYECKUue o [ TOKCUYHOCTB ITPU OJTHOKPATHOM BBCIACHUU,
I/ICCJ‘IGI[OBaHI/IFI Opr)I(aIOIHeI/I CpeHBI o TOKCHUYHOCTD IIPpHU MOBTOPHOM BBCACHUH,
. PenponykTrBHAs TOKCHYHOCTD (BIUSHUE Ha PEPTHIHHOCTD,
TOKCHUYHOCTb AJIA 3M6pI/IOHa " 11oJa, TCpaToreHHOCTb, IMCpU- U G L P
MMOCTHATAIbHONH TOKCUIHOCTD )
. MyTtareHHbIi IOTEHLIHUAT,; Good
. Kanueporennslii moTeHuuann; laborato Fy
. TokcukoknHeTrka ((hapMaKOKHHETHYECKHE UCCIIEI0BaHUH ); ]
. dapmakoJUHAMUYECKHE UCCIeT0BaHUA ((hapMaKoIOTHs practlce
0€30MacHOCTH);
. MecTHOopazapaxarouiee JeicTBUE, B TOM YUCIE

(hOTOTOKCUYHOCTD, HCCIIEIOBAHNE CEHCUOMITN3AIINH,
TIPUBBIKaHWE U / WM CHATHE 3((HEKTOB JEKapCTBEHHBIX

[penapaTos.
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HANDBOOK

'/ QUALITY PRACTICES
| IN BASIC BIOMEDICAL |
RESEARCH

Word Health
nnnnnn

TRAINING MANUAL

QUALITY PRACTICES
IN BASIC BIOMEDICAL
RESEARCH (QPBR)

TRAINER

TRAINING MANUAL

QUALITY PRACTICES
IN BASIC BIOMEDICAL
RESEARCH (QPBR)

TDR® ==

DRUG DEVELOPMENT STAGES

Stage 1
DISCOVERY

Stage 2
NON-CLINICAL

Stage 3
CLINICAL

Stage 4
POST-APPROVAL

MANUFACTURING

TIME LINE APPROXIMATELY 12 YEARS

Stage 1b

ge la Stage 1c
nlscnucm PER 5E TR&NEITIDNAL RESEARCH MON-REGULATED
NOM-CLINICAL RESEARCH

MEDICAL |
roaner / e first stage, the discovery of a potential NME, is not covered by a regulatory standard,

nor are studies that demonstrate proof of concept. The WHO has recently published guid-
ance on this early research phase : Quality Practices in Basic Biomedical Research — QPBR.
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CraHpapTt KayectBa QPBR:
LeNb U pe3ynbTaTbl

LE/Ib QPBR:

YMEHbLUEHUE BAPUABE/IbHOCTU AAHHDbIX
3A CHET KOHTPO/1A SKCNEPUMEHTAJIbHbIX
NMPOLIECCOB
(ymeHbLueHMe KoNMYecTBa HeYyYnTbIBaeMbIX
¢$aKTOpOB, UCNONb30BaHME A4EeKBATHbIX
KOHTpoOneit)

l Study plan

1 .\ /

Study
activities

‘ Interpretation \

*  YMEHbLUEHUE BEPOATHOCTU NMNOJTYHYEHUA
NOXHOHETATUBHbIX U
NOXHOMO3UTUBHbIX PE3Y/IbTATOB

*  TONMYYEHUE NMNOBTOPAEMbIX U
BOCNPOU3BOANMbBIX AAHHbIX

e OTCYTCTBUE NPOBNEM UHTEPMPETALIUU

* MONYYEHUE OAHHDbIX, MPUTOAHbLIX ONA
NYBNAUKALIUU

* YMEHbLUEHUE KOJIMYECTBA ®KUBOTHDbIX,
UCMOJ/1Ib3OBAHHbIX B SKCMEPUMEHTE

7
QPBR SOPs -
\T/\ /

Study plan

Y

Study
activities DESCRIPTIVE
DOCUMENTS

Report

™

Publication

>4 D

PRESCRIPTIVE
DOCUMENTS




CoctaBnarouwme KayecTBa Hay4dYHOro nccsnegosaHuA

* KAYECTBO HAYYMHOM M'MNOTE3bl
* KAYECTBO IABOPATOPHOM NPAKTUKM

Sound Quality Results
science? practices? acceptable?
Study 1 x x NO
Study 2 x v NO
Study 3 v x NO
Study 4 v v YES
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Figure 1
Quality parameters evaluated according to the Handbook of quality practices in basic
biomedical research (WHO, 2006)
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and staff Assurance verification
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Source: Elaborated by the author.

PRESOT, Ivanete Milagres et al.Quality perception in research laboratories from Fiocruz after QMS implementation. Rev. Adm.
Publica [online]. 2014, vol.48, n.1, pp. 237-252. ISSN 0034-7612. http://dx.doi.org/10.1590/50034-76122014000100010.
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« KAYECTBO IABOPATOPHOW NPAKTUKM

A high level proposal describes the research programme
Narrower detailed plans define the individual studies

PLAN

A range of activities ensue
Various controls should prevent artifact

DO

The outcome of the activities
must be recorded as raw data

CAPTURE

REPORT The results are reported

MONITORED PROCESSES

STORE &
ARCHIVE

DOCUMENTED PROCESSES

The results are moved into
the public domain

PUBLISH
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«GOOD INSTITUTIONAL PRACTICES»:
AAMUHUCTPaLUU yUpeXXAEHUA, BbINONHAIOLLLEMY 3KCNnepumMeHTa/ibHble uccnenoBaHuA:

s Cnepyet UMeTb JOKYMEHT (MOIMTUKY) C ONUCAHMEM CTaHAaPTOB KayecTBa, KOTOPbIN
AONXKEH

* MNPUMEHATbLCA KO BCEM COTPYAHMKAM B NPOBEAEHUN IKCNEPUMEHTANbHbIX PaboT,

* 0o4YyepymBaTb 06A3AHHOCTU Ha Pa3/IMYHbIX OPraHU3aALMOHHbIX YPOBHAX

* onpeaenATb MexaHu3mbl, C MOMOLLbIO KOTOPbIX aAMUHUCTPALMA OPraHM3aLUunm,
obecneynBaeT NpMMeHeHNE 3asAB/IEHHbIX CTAHAAPTOB U KOHTPO/1b UX BbIMO/IHEHUS.

&

D)

% ObecneymBaTtb ageKBaTHble yc10BUA PaboTbl (N1aHMPOBKA NOMELLEHWNI U
noaaeprKaHne TeXHUYECKOro COCTOAHMS), NO3BO/IAIOLLME MOJIy4aTb KaYeCTBEHHbIe
NaHHbIE.

¢ Onpepenatb Kpyr 0683aHHOCTEN U YPOBEHb NOATOTOBKN NEepCcoHana (AOKYMeHTabHO),
obecneynBaTb PUHAHCOBYIO NOAAEPKKY 06pPa30BaHUA M NOATOTOBKM Kaapos.
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STANDARD OPERATING PROCEDURE ]L@@@
™

CTaHAapTHbIe onepauuoHHble Npoueaypbl

ﬂf‘nle: pH meter operation and maintenance SOP no: 001 \
(Con) Edition no: 01
Business process : Pharmacology Project: all Topic: Apparatus
Applies to: Therapeutic drug monitoring and pharmacology Valid from: 15 May 2005
laboratory /
S

® CTaH,LI,apTHbIe meToabl, UCNOJIb3OBaHWME e o,
OGOpyAOBaHMH M I-Ip. 20 ResponsibIItIes .. ... ... 3

30 Procedures ... i 3

* [lpoBeaeHne uccnenoBaHuUn (KpUTUYECKue . 3
BOMPOCHI AM3aNHa UCCNeaoBaHusA, yyet I D

3
4
4
3.2 Preparation of reagents ... ... 4
4
4
4

pH-meter operation and maintenance ...................... . ... .

JAHHbIX U HanNMUcaHMe oTyeTa)
e O6uwme BONPOChbl aAMUHNCTPUPOBAHNA ot g :

3.3.0 Operation . ... ..

3.3.2 Calibrating the MO0 . ... .. . . . 5
(6e3onaCHOCTb nop"ulepH.(aHl/le 3.3.3 pH Sensor information . ... ... 6
’ 3.3.4 Precautions and limitations : . B
3.3.5 Maintenance and troubleshooiing : e 6
3.3.6 Display codes and problem-solving : i 7
CaHUTAPHOIo COCTOAHUA, y4eT
4. Records and archives ... . F 7
nepCOHan bH bIX AaHHbIX COprAHMKOB M np-) 5. Definitions and abbreviations .. ... o i i 8
6. References e . . 8
7. Change Log ............. 8
8. Appendices e 8
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esearc Review of the
proposal 3 studies
Study plan 1 Study file 1 Report 1 .| Publication 1
Study plan 2 Study file 2 Report 2 ,| Publication 2
Study plan3 | ,| Studyfile3 | || Report3 ,| Publication 3

e JlocTaTOYHOCTb AaHHbIX ana nybamkaumm (1 nccheposanme — 1 nybamkaums)
* Crncok aBTopoB (aBTOP U NPUHLMUNNANBHBIA aBTOP)
* Bbibop cnocoba npeactaBneHmna AaHHbIX (KaKOM »KypHaa, Kakon AoKnaa v np.)



Cnacunbo 3a eBHuMmanue!
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