MHHHUCTEPCTBO 3J1PABOOX
POCCUMCKON ®©EIEPA

(Munsapas Poccun) SAPETHCTPUPOBAHO
Perncrpanionnbii No £ ESZ 52

MPUKA3 o LS W

/ wnfient o167 w9y "

MockBa

00 yTBepKAeHHH
IIpaBua HaaIexalei 1a60paTOpHOH NPAKTHKH

B cooTBeTcTBHE ¢ IMyHKTOM 18 cTaTteu 5 ®enepanpHOro 3akoHa oT 12 ampens
2010 T. Ne 61-®3 «O6 o6pamenuu JeKapCTBEHHBIX cpeacTs» (Cobpanue
3akoHomarenbpcTBa Poccuiickoit ®enepauun, 2010, Ne 16, cr. 1815; 2012, Ne 26,
cT. 3446; 2013, Ne 27, cr. 3477; 2014, Ne 52 cr. 7540) n noamyHkTOM 5.2.142
[TonoxeHuss o MuHKCTepcTBe 3npaBooxpaHeHus Poccumiickod —Penepauuy,
YTBEPXKAEHHOr0 MOCTaHOBJIeHMeM lIpaBHTENBCTBA Poccuiickoit  Penepaluuu
or 19 mons 2012 Ne 608 (Cobpanue 3axoHoparenscta Poccuiickoii @enepaiuy,
2012, Ne 26, crT. 3526; 2013, Ne 16, cr. 1970; Ne 20, ct. 2477; Ne 22, cT. 2812;
Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37,
ct. 4969; 2015, Ne 2, cT. 491; Ne 12, ct. 1763; Ne 23, cr. 3333),npuKa3sblBalo:

1. YTBepauTh nmpuiaraeMsle IIpaBuna HamiexameH nabopaTopHO# MPAKTUKH
JIEKapCTBEHHBIX NPENApaToB I MEAUIMHCKOTO NPUMEHEHHS.

2. TlpusHath yTpaTHBIIUM CHIy Npuka3 MHHMCTEPCTBA 30PaBOOXPAHCHHUS
Poccuiickoit @enepanun ot 23 asrycra 2010 . Ne 7081 «O6 yTBepXK1EHUNU ITpaBun
aGopaTOpHOM  MpakTUKH»  (3aperMcTpupoBaH  MMHHCTEPCTBOM  IOCTHUHMH
Poccuiickoii ®eneparmu 13 oxts6pst 2010 r., perucTpaoHHbIHA No 18713).

Bpuo Munucrtpa N.H. KarpamansH




YTBepxKIaeHb
nprKka3oM MUHHCTEPCTBA 3APaBOOXpaHEHNS
Poccuiickoit @eneparnuu
ot 1 anpens 2016 r. Ne 1991

IIpaBuia najnexamei JabopaTopHoil NPaKTHKH
L O61ue oNIoXKEeHUS

1. Hacrosmme IlpaBuna Haanexarneid gaGopaTopHOM MpakTHKH (Haiee —
IlpaBuna) ycTaHaBNIMBalOT TPeOOBaHMA, HANpaBJIeHHbIE HA 00ecleYeHHe KayecTBa
NOKJIMHUYECKUX HCCIEJOBAaHUM JIeKaPCTBEHHBIX CPEACTB IS MEIMITMHCKOTO
IpUMEHeHNs (Hajee COOTBETCTBEHHO — JOKIHHHYECKHE  MCCIIeIOBaHMU,
JIEKapCTBEHHBIE CPEJICTBA), B TOM 4HCIIe TpeOOBaHUA K IpOLECCaM OpraHH3alllH,
IUIAaHUPOBAHUA, TOPAAOKY IPOBEACHHS M KOHTPOIA KauecTBa JOKIMHHYECKHX
HCCIICIOBaHMH JIEKADCTBEHHBIX CPENCTB, O(QOPMIIEHUIO WX pe3yIbTaTOB H
apXHUBHUPOBAHUIO.

2. OpraHmszanya W  [OpOBeldeHHE  JOKIMHMYECKOIO  HCCIIEAOBaHUSA
OCYHIECTBIIIETCA  Pa3pabOTIMKOM  JIEKapCTBEHHOTO CpPEICTBA B  HAy4YHO-
HCCIIEIOBATENLCKUX OpPraHM3aliiAX HE3aBHCHMO OT OpraHH3allHOHHO-IIPAaBOBOM
GopMbl, 0Opa3’OBaTENBHBIX  OpPTraHM3AUMSIX  BHICHIETO  HPO(GECCHOHATHHOTO
00pa3oBaHMs, HMEIOIMX HEOOXOJUMYIO MAaTepHANBHO-TEXHHYECKYIO 6aszy H
KBaJIHULMPOBAHHEIX CIIENMATHCTOB B COOTBETCTBYIOMIEH O6JIACTH HCCIIEJOBAHUS
(manee — ucnpITaTeNbHAS 1AOOPATOPHS).

3.  JloxknMHMYeCKOe  HCCIENOBaHHE  OCYIIECTBISETCS - HOCPEICTBOM
XHUMHYECKHX, bU3HIeCcKuX, OHONOrHYECKHX, MHKPOOHOTIOTHYECKHX,
(apMaKoNIOrH4ecKux, TOKCHKOIOTMYECKMX M OPYTHX 3KCIIEPHMEHTAIbHBIX
HCCIIEIOBAHMH WMJIH CepHil HCCIENoBaHuUil [0 M3YYEHHIO MCCIEeIyeMOro BEINecTBa,
JIEKapCTBEHHOI'O CPEJICTBA MM (PU3MYECKOTO BO3IEHCTBHUS, CPENCTB, METOAOB H
TEXHOJIOTHH MPOGMIAKTHKH, JUarHOCTHKM U JedeHus 3a6oNeBaHHi IyTeM
NpUMEHEHHS HAy4YHBEIX METOAOB OIECHOK B IENSX H3Y4YeHHS cneuntbnqecmro
IeACTBYS ¥ (MIIH) J0Ka3aTeNIbCTB O€30IaCHOCTH I 300POBES YETOBEKA.

Da3pl, STANE!l JOKIMHHYECKOTO HCCIENOBAHMSI MOTYT MPOBOAUTECS Ha [BYX H
Oonee UCHHITATENHHBIX IUIOIAJKAX, B TOM 4YHCie TreorpadM4ecKd y/aleHHBIX,
OPraHM3aIllMOHHO O00O0COOIEHHBIX (Hanee — MHOTOLEHTPOBOE IOKIMHMYECKOE
HCCIIEOBaHUE).

4. JlaToi Havana TOKIMHAYECKOI'O MCCJIENOBAHMS SBISETCS NaTa IONIIHCAHUSL
PYKOBOAUTENEM IOKIAHUYECKOTO MCCIAENOBaHMS IpoTOKONa (IU1aHa, IpOrpaMMBl)
JOKITHHUYECKOI'O HCCIIENOBAaHHS, CONEP)KAlIero OCHOBHBIE 3aJa4YH, METOLOJIOTHIO,
IpOLEeAypEl, CTaTUCTHYECKHE AaCHeKTHl, OpraHW3alMi0O H  IUIaHHPOBAaHHE
AOKIHHWYECKOTO HUCCIIEN0BaHMs (BKIIOYas €ro JTalbl ¥ YacTH), a TAKXKE MEpPHI IO

! Cm. wacts 3 cratem 11 ®enepambHoro 3akona ot 12 ampend 2010 r. Ne 61-03 «O6 obpamennd JeKapcTBEHHEIX
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2014, Ne 52 ct1. 7540)



obecrniedeHnio 0€30MaCHOCTH YYAaCTBYIOIIMX B HEM CHCTEM (Jajee — IIPOTOKOI
HCCIIEIOBaHHA).

JlaToit OKOHYaHHS TOKIMHHIECKOTO UCCIEAOBaHHA ABIACTCS AaTa OAIIHACAHUI
PYKOBOAUTENEM JOKIMHWYECKOIO HMCCIENOBAaHUS 3aKIIOYHTENBLHOTO OTYeTa O
ITPOBEAECHHOM JOKIMHUYECKOM UCCIIENOBaHUH.

II. TpeGosaHus K HCTIBITATENHHOM TaOOPaTOPHU
Y TIEPCOHATY MCITBITaTeNBbHOM JlabopaTophy,
crcTeMa obecriedeHrs KauecTsa JOKIMHIIEeCKAX UCCIeIOBaHUN

5. HcmeirarencHas maboparopus AODKHA MMETh JOCTaTOYHOE KOIMYECTBO
rmoMerneHnid ¥ (W) 30H IS HM30JLIINM, oOecriedeHHs Oe30MacHOCTH, 3aLIUTHI OT
3apaKeHus, 3arps3HEHHS WM [OBPEKACHWS HCIONB3YEMBIX B JIOKIMHHYCCKOM
HCCIIEIOBAHNH OMOIIOTMIEeCKOM, XMMUYECKOH, (DU3MIECKOM CHCTEMBI, aHAIUTHIECKOTO
00OpyHOBaHMsS WIM X KOMOWHaumii (majiee — TecT-chcTeMa), oOpa3liOB BEIIECTBa,
JIEKApCTBEHHOIO CPENCTBA, HCIONB3YEMBIX B KAYECTBE OCHOBEI JUIS CPaBHEHHS C
HCCIIEMyEMEBIM BEILIECTBOM, JIEKAPCTBEHHBIM CPEICTBOM (Zajiee — oOpasel] CpaBHEHMS),
BEINIECTB, WCIIONB3YEMBIX MUIS CMEIIMBAaHWS, IUCIEPIUPOBAaHMS WM pPacTBOPEHUA
HCCJIEAYEMOTO BeIIeCTBa, JIEKApCTBEHHOIO CpelcTBa WM o0paslia CpaBHEHHA H
TIO3BOJITIONINX OOJIETYNTE €r0 BBENEHHE B TECT-CUCTEMY (Janee — pacTBOPHTEND),
MarepHalioB, IONYYeHHBIX W3 HCIBITATEebHON TECT-CUCTEMBI C IEIBIO H3yYeHWS,
aHaJIH3a WIK COXpaHeHus (aanee — oOpaset], mpoda).

IlomernieHus1, 30HBI A XpaHEHUS TE€CT-CHCTEM, 00pas3loB CpaBHEHUs, 00pa3loB,
Tpo0, pacTBOpUTENIEH JO/DKHEI 00eCIeurBaTh COXpaHeHHe X COCTaBa, KOHIIEHTPALH,
YKUCTOTHI, CTAOMIBHOCTH.

Tect-cucrempi, o00Opaslibl CpaBHEHUWs, oOOpaslbl, INpOOBL, PacTBOPHUTEIH
MapKHUpPYIOTCS C YKa3aHHEM COCTaBa, KOHIIEHTpaIlH, CpPOKa T'OZHOCTH, OCOOEHHOCTEH
XpaHeHWs, UICTOYHHUKA TI0JTy9eHUs, AaThl IPUTOTORIEHHS W CTa0HIBHOCTH. '

XpaHeHHe, IepeMellieHne, UCTIoNb30BaHne, 00paboTKa M WHBIE BUABI OOpallieHHsa
TECT-CUCTEM, O0OpasloB CpaBHEHMS, OOpasloB, Mpo0, pacTBOPHUTENEH MOMJICKUT
JIOKYMEHTHPOBaHHUIO.

6. PyKoBOIWTENb WCTIBITATENHHOM J1abopaTtopur OGeCIeurBacT KOMILIEKC MeD,
HalpaBlIeHHBIX Ha COOMIO/IEHIE TIEPCOHAIOM HCIBITATENTBHOMH JITaO0paTOpHH HACTOAIIMX
ITpaBun npyu opraHv3aly W IPOBEICHWM AOKIMHWYECKUX HCCIIEHOBaHMM (manee —
cucreMa 00ecreYeHMs KadeCTBa), IOCPENCTBOM YTBEPXKAECHWS CTaHNapTHBIX
ONEpaIlOHHBIX IIPOLIEAYP, B KOTOPHIX [ETalbHO, NOAPOOHO M IOCIENOBaTeHHO
PpemIaMEHTHPYETCs MTOPSIOK MPOBECHHA JOKIMHIYECKOIO HCCIEI0BaHUS M TTOPSIOK
OCYIIECTRICHHUA IIPOLEAYp, HE OIMMCAHHBIX IIOAPOOHO B IPOTOKONE HCCIIEIOBAHUSL
(masee — cTaHapTHBIE OLIEpAMOHHEIE MPOLIEYPEI).

7. CTanapTHBIE ONlEpalliOHHBIE MIPOLIEYPhI perIaMEHTHPYIOT B TOM YHCIIE:

a) TOCTyIUICHWE, HICHTU(HUKAINIO, MapKUpOBKY, 00paborKy, o16op mpoo,
WCIIONB30BaHNE, XpaHEHHE, YHWYTOXKEHHe, YTWIH3ALMIO MCCIAEMyeMbIX BEINECTB,
JIEKapCTBEHHBIX CPEACTB U 00pasliOB CPAaBHEHNUS,

6) obcmyxuBaHKE ¥ TIOBEPKY U3MEPUTENHHBIX IIPHOOPOB M 000PYNOBAHMS;

B) IIPHTIOTORIICHHE PEAKTUBOB, ITUTATETBHBIX CPE, KOPMOB;



T') BeIcHHE 3aICEH, OTIETOB U MX XpaHCHHE;

1) cofepkaHre MOMEIECHHMH, HCITONE3yEMBIX IIPH ITPOBEACHMS UCCIIENOBAHK,

€) IpHeM, TPaHCIIOPTHPOBKY, pa3MelleHHe, ONMCaHWe, WACHTU(QUKAIIUIO
HCCIIENyEMBIX BELIECTB U TECT-CUCTEM;

) BBIIIOJTHEHHE IPOTOKOJIA UCCIIeIOBAHMUS.

CraHgapTHBIe ONEepalliOHHEBIE IIPOLEXYPHl MOMJIEXAT MEPeCMOTpY B LEMAX HX
aKTyaM3alMy JIMIOM (JIMaMy), HasHA4eHHBIMH PyKOBOAUTENIEM HCIIBITATEILHOMA
7abopaTopuM OTBETCTBEHHBIM (OTBETCTBEHHEIMU) 33 CHCTEMY OOECIIEYeHHS KadecTBa
WCIIBITATENEHOM 1abopaTopuy, ¢ YyYETOM HAKOIUIEHHOTO OmbITa U  HAayYHBIX
JOCTIDKEHHH. ,

B ucnerrarensHol aboparopuy BeEeTCs Karalor AEHCTBYIOIMIMX CTAHAAPTHBIX
OIEPaITHOHHBIX MTPOLIEAYP C YKa3aHHEM MX BEPCUHM, JaThl BCTYILUICHUS B CWIY U JaThl UX
niepecMoTpa.

Hccnenosareny DODKHBEI MMETh Ha CBOMX PabO4MX MecCTax KOIMM aKTYallbHBIX
BEPCHI CTaHAAPTHBIX ONEPAIMOHHBIX IPOLENYD W IPOXOIUTH OOydEeHHE B Cllydae MX
repecMoTpa. ,

8. PykoBomMTeNls HCIBITAaTENHFHONH NaboOparopuy Ha3HadaeT JMIo  (JIHI),
OTBETCTBEHHOE 3a CHCTEMy OO€CIIedeHHs KadecTBa HCIBITATeNbHON Jaboparopuu, B
00S13aHHOCTH KOTOPOIO BXOJUT:

a) paspaboTka CTaHAApTHBIX OMNEpalMOHHBIX MpPOLEAYpP M CBOEBpPEMEHHBIH
MepecMOTp B IHEMIX KX aKTyalusalldiy, JOBEACHWE YTBEP)KJIEHHBIX CTaHAaPTHBIX
OIEpallOHHBIX MPOLENyp A0 CBEAeHMs IEepCOHANa HCIBITATENbHON J1aboparopuu U
CHCTeMaTHIeCcKas IIPOBEPKa UX COOMONCHNU,;

0) mpoBeeHVe HHCIEKIMY C LIENbIO TIOATBEPXKISHUA COOTBETCTBHS IIPOBOTHUMOTO
JOKIMHUYIECKOTO HCCIIENOBaHNUA HacTosmmM [IpaBmiaM, MOCTYIHOCTH IIEPCOHAIY,
y4YacTByIOIIEMy B IIPOBEOCHMM JOKIMHHYECKOIO HCCIIEHOBAHWS, IIPOTOKOIY
HCCIIeIOBaHUs U CTaHAAPTHBIM OIIEPaIlMOHHBIM IIpOLeAypaM, a TakKe MOATBEPKICHHE
¢axTa Ux coOMONeHNUS [P MIPOBEACHIH JOKITMHAYECKOTO HCCITETOBAHI;

B) IPOBEpKAa 3AKIIOYUTENBHBEIX OTYETOB C IEBI0 IOATBEPXKICHHS TOIO, YTO
H3IOKEHHBIE B HEM CBEICHMSA O METOHax, IpoleAypaxX, HaOMIONEHUAX M Pe3yibrarax
JOKIIMHWYECKOTO  KCCIICAOBAHMSA COOTBETCTBYIOT II€PBOHAYAIBHBIM MJAaHHEIM O
JOKJIMTHUYECKOM HCCIIENOBaHUY;

I) cooOIleHMEe B IHCEMEHHOM BHIE O pe3ylbrarax IPOBEPOK DPYKOBOICTBY
HCIBITATENBHONA J1a00paTtopyH, PyKOBOIMTENIO HCCIENOBAHMA, a Takke B CIyuae
IOPOBEACHUA  MHOIOLEHTPOBOTO  JOKIMHWYECKOIO  HCCIENOBaHHA —  JIMILY,
OTBETCTBEHHOMY 32 IIpOBeleHUe »5Tama, ¢a3pl JOKIHHWYECKOTO HCCIENOBaHMs Ha
COOTBETCTBYIOLLIEH KCIIBITATeNbHOM IuTomanke (ajiee — BeOYIHi HCCIENOBATENh), B
9acTH, Kacarolieiics MPOBEACHNUS IIPOBEPKY JAHHOM UCTIBITATEIbHOM IUIOMIAIKH;

1) TOATOTOBKA M MOJIMCAHME IO pe3ylbIaraM MPOBEPKH COOTBETCTBYIOIIEIO
3aKJIFOYCHUS.

9. PyxoBoAWTENb HCTIBITATENHHOHN J1ab0paTopry 00eCIIEUHBAET:

a) HaIM4Me JOCTaTOYHOIO KOJNMYECTBA KBATU(DHIMPOBAHHBIX COTPYIHHKOB, IIPH
HEoOXONMMOCTH HMX COOTBETCTByIOINee OOydeHue M HOITOTOBKY, COOTBETCTBYIOLIEIO
o0OpyZIOBaHUs, CpelCTB M MaTepualioB I CBOEBPEMEHHOIO M HAMJIEXKAIIEro
NPOBEAEHHS JOKITMHIIECKOTO HCCIIEIOBAHMSL




0) HaJYKe YTBEPKAECHHBIX CTAHAAPTHBIX ONEPAIMOHHBIX POy, H3MEHEeHHH U
JOTIOTHEHHMH K HUM U COOMIOIEHYe UX TIEPCOHANIOM HCTIBITATEILHOH 1aboparopuy,

B) HaJIM4We CUCTEMBl OOECIIeYeHHsI KadecTBa, CHCTEMBI IPOrPaMMHOTO
obecnieueHuss, HEOOXOOMMOIO [UII HAIJIEXAIIero TPOBENSHHS IJOKIHHHIESCKOTO
WCCIEeOBaHUsA, €ro JTama, (a3bl M KOHTPOJIb NPOBEACHUS BAIMIAIMHA CHCTEMBI
IpOrpaMMHOIO 00ecTeueHus (Zjajleeé COOTBETCTBEHHO — KOMIIBIOTEPH3HPOBAaHHAS
cHCTeMa, BTHAALM KOMIIBIOTEpH3HPOBAHHOM CHCTEMEI), U OTBETCTBEHHBIX 32 HHX JIHILI;

T) HasHa4CHHE pYKOBOOWTENS IOKIMHWYECKOTO WCCIEHOBAHMSA, BEMYLIETO
WCCIIENIOBATeI, MCCIENOBaTelell W3 4Yucla Jil, oO0najarolux KBaTM(HKaIWew,
COOTBETCTBYIOIIEH 3ajadyaM M LelnsaM HCCIENOBAHUA, €ro 5Tama, ¢as3bl, 3aMeHy
yKa3aHHBIX JIUL, OCYIIECTBIIEMYIO B COOTBETCTBHY C YCTAHOBJIECHHOM MPOLEIYPOif;

1) HaJUTeXalyio OpraHu3aliIo JOKyMEHTO000pOTa HCIIBITaTeIEHOM J1abopaTopHH,
B TOM 4YHCIE IPH IPOBEJCHHH NOKIMHIHYECKOTO HCCIIEIOBAHMS, MHOIOLIEHTPOBOIO
JOKIIMHUYECKOTO HCCAENOBAaHUS, B COOTBETCTBHM C TPeOOBAHHMAMH CTaHIAPTHBIX
OIEPAMOHHEIX [IPOLEYD;

€) IpH TPOBEOCHUMM MHOIOIEHTPOBOIO JOKITAHHYECKOTO  HCCIIENOBAHUS
HaJjiexalnee B3alMOAEHCTBHE MEXIY pPYKOBOAWTENEM HMCCIEIOBAHUSA, BEIYIIHM
HCCIIEIOBATENIEM U HCCIIEIOBATEIISMH. '

10. PyxoBouTenh JOKIMHIYECKOTO UCCIIEIOBAHMS 00eCIIEIMBAET:

a) YTBEpXKIEHUe IPOTOKOJIA UCCIIeJOBAHFS, H3MEHEHMI U IONOMTHEHHH K HUM;

0) mpoBeleHNEe NOKIMHUYECKOTO HCCIESHOBAaHUS, paclpeleicHre o0f3aHHOCTElM
MEXK]Ty UCCIIEIOBATeIIIMY; :

B) CBOGBPEMEHHOE IPEACTAaRIICHHWE JMLAM, OTBETCTBEHHBIM 3a CUCTEMY
obecrie4eHns KauecTBa, KOIMY IIPOTOKONIA UCCIIENOBaH A, M3MEHEHHM M JOIOIHEHHH K
HHAM,

I') IPeCTaBICHNE UCCIIENOBATelsIM IIPOTOKOJIA HCCIIENOBAHMS, H3MEHEHHMI B HUX, 4
TAKKE CTAHIAPTHBIX OINEPAllMOHHBIX IIPONENYp, OTHOCHIMXCA K HOKIMHHYECKOMY
HCCIIEIOBAHHIO; ‘

A) cobmoneHue Npoliefyp, yka3aHHBIX B IIPOTOKOJIE MCCIICHOBAHHS, OLEHKY M
JOKYMEHTHPOBAaHNE JFOOBIX OTKIOHEHMI OT IPOTOKONA HCCIIEIOBAHMSA Ha KAa4eCTBO W
JOOCTOBEPHOCTh ~ MCCIEZIOBAHMA, M, TIpH  HEOOXOOMMOCTH, MpPEIIIPUHHMAET
COOTBETCTBYIOIIHE KOPPEKTUPOBOYHBIE MEPET,

€) HOKyMeHTankHOe O(QOpMICHHE M PpETHCTpAlji0O BCEX IIONYYEHHBIX MpH
IIPOBE/ICHUH JOKITHHUYECKOIO UCCIIeJOBAHUS UCKOMHBIX JAHHBIX;

XK) TIPOXOXKICHUE BaJMIAM KOMITBIOTEPU3UPOBAHHBIX CHCTEM, MCIONE3YEMBIX B
INOKITMHIIECKOM HCCIIeIOBAHHY,

3) NOIIMCaHKE 3aKIIOYNTEFHOTO OTUETa JOKITHHAYECKOIO HCCIIETOBAHN.

11. HMccnenosarenu JODKHBI MMETh JOCTYH K IIPOTOKOIY HCCIEHOBAHMS H
HeoOXONUMBIM CTaHAAPTHBIM ONEPAIIMOHHBIM IpoLEenypaM. JIro6ble OTKIOHEHMS OT
IIPOTOKOJIa HCCTIEA0BaHUA OQOPMILTIOTCS JOKYMEHTAIBHO H IIEPENAtOTCsl PyKOBOIUTENIO
HCCIIENOBaHUS U (WIK) BEAyIIEeMY HCCIIEIOBATENTO.

Ilpu npoBeneHMY HOKIMHMYECKOTO HCCIIEIOBAHHS HCCIIENOBATeIh 0BeCIIeInBaeT
CBOEBPEMEHHYIO M TOYHYIO PETHCTPAlMIO IOMYYEHHBIX JAHHBIX, UX JOCTOBEPHOCTE H
O0OBEKTHBHOCTb.



12. IIpoBenenne JOKIMHAYECKIX UCCIENOBAHUH OCYIIECTRIIETCS B IIOMEIIECHHUX,
OTBEHAIOIIMX  TpeOOBAaHWAM  CAHUTAPHO-AIUJEMHONOTHIECKUX  MpPaBHI = H
TUrMeHHYECKUIX HOPMATHBOB'.

13. O6opynoBanue, KOMITLIOTEPU3NPOBAHHbBIE CHCTEMEL, UCTIONBE3yEMEIE T cOopa
A XpaHEHMs [aHHBIX [JOKIMHWYECKOIO MCCIENOBAHHWS, KOHTpond (hakropoB
OKpyXaloIlleli CpeAbl B INOMEMICHWAX, 30HAX, IZle IIPOBOAWTCS JOKIMHHYECKOE
HCCIIeIOBAaHUE, €ro JTambl, (ashl, pa3sMemalorCs, YCTAHABIMBAIOTCS C YYETOM
ocobeHHOCTel, Hemedl ¥ Ha3sHAa4eHWs, COOTBETCTBYIOIIMX BHIaM IIPOBOIHMBIX
HCCIIeIOBAHMIA. |

14. OGopynmosaHue, HCHONB3yeMOE TPU TMPOBENEHHHM JOKIHHHYECKOIO
HCCIIEIOBAHNS, TIOIIEKHUT MEPHOTMYECKOMY TEXHHIECKOMY OOCITY’KHBAHHMIO, BKIIOYAs
pEry/IpHBIN NpOQUIAKTHIECKUH OCMOTp, yXOZ, KaIHOPOBKY B COOTBETCTBHH C
TpeOOBaHUAMHU 3aK0Ho,uaTeJILCTBa Poccuiickoii ®@epeparn 06  obecriedeHHH
€/IMHCTBA H3MepeHHir .

OOopynoBaHue, HCHIOMBE3yeMOoe Il (DH3MUECKO-XMMHYECKHX JOKIMHHYECKUX
HCCIIE0BaHUH, JOJDKHO COOTBETCTBOBATh BHAaM IPOBOIMMBIX UCCIICHOBaHMIA.

15. Peructpanys MCTOUHMKA OJTy4EHN, OaThl U YCIOBHI TPaHCIIOPTHPOBKH TECT-
CHCTEM OCYIUNECTBIAETCS IpH €€ TNOCTYIUIEHWH COTPYOHHKOM, Ha3HAYEHHBIM
PYKOBOZMTENIEM HCIILITATENBHON f1aboparopun, B pabodeM xypHate. Hcmonssyembie
TECT-CUCTEMBI 00ECIIEIHMBAIOTCS COOTBETCTBYIONIEH MapKUPOBKOM A/ MX HAIIEKAIEH
HICHTA(QHUKALAH.

16. XKwBoTHEIE, pacTUTENBHBIE WCHBITATENBHBIE CHCTEMBI, MOCTYNMBINWE I
IIPOBENICHHUs JOKIMHUYECKOTO HCCIIEOBaHMs, H3OJUPYIOTCS B COOTBETCTBHM CO
CTAaHJApPTHEIMH ONEPAllMOHHBIMU TMPOLENYpaMHd ¥ JOITYCKAIOTCS K HCIIONB30BaHMUIO,
€CII COOTBETCTBYIOT BUY U IIEJIAM HCCIIEAOBAHMA. :

HcreITarebHBIE CHCTEMEI, NOpa)KeHHbIE OONE3HBIO WM IOBPEXKICHHBIE IIpH
IPOBEIEHNH JOKIMHHYECKOIO MCCIIEOBAHUA, M30MMPYIOTCA M HCCIEAYIOTCS B
COOTBETCTBUH CO CTaHIapTHBIMH OIIEPAIMOHHBIMHU ITPOIIEAyPaMH.

buonmorvyeckue  HCIBITareNbHBIE CHUCTEMBI IIepell IIEPBBIM  BBEJECHHEM,
IPAMEHEHMEM  a[IallTHPYIOTCA K YCHOBMAM  JIOKTMHWMHECKOTO  MCCICNOBAHMA B
COOTBETCTBHMH CO CTaH/IapTHBIMH OIIEPAIlHOHHBIMY HPOLIEAYPaMH.

17. JIns 3KCIIEpMMEHTaNbHEIX HCCIENOBAHUM OOS3aTelbHO HalWdue BUBApHS,
OTBEYAIOIIErO CAHUTAPHO-3IMHAEMHIOIOTHUECKIM TPeOOBAHMSM .

Kopma, obopynoBaHue M WHBEHTaph I YXO4a 3a >KUBOTHBIMH HEOOXOIUMO
XPaHWTh B IOMEILEHHAX, H30JIMPOBAHHBIX OT MECT COAEPKAHMS KHBOTHBIX.

? denepansHbii 3aKkoH oT 30 mapra 1999 r. Ne 52-®3 «O caHWTapHO-3IHAEMHOIOTHYECKOM 61aromoy Iy
nacesierns» (CoGpanme 3akoHomaTenscTBa Poccuiickoit @enepaumm, 1999, Ne 14, cr. 1650; 2003, Ne 2, cr. 167;
Ne 27, er. 2700; 2004, Ne 35, c1. 3607; 2005, Ne 19, c1. 1752; 2007, Ne 49, c1. 6070; 2008, Ne 29, ct. 3418; 2009,
Ne 1, er. 17; 2011, Ne 1, c1. 6; Ne 30, c1. 4590, 4596; 2012, Ne 26, c1. 3446; 2013, Ne 27, ct. 3477; Ne 30, ct. 4079;
Ne 48, ct. 6165; 2014, Ne 26, cr. 3366, 3377; 2015, Ne 1, ct. 11; Ne 27, ct. 3951; Ne 29, cT. 4339, 4359; Ne 48,
CT. 6724).

3 GenepanbHElf 3aK0H OT 26 mona 2008 Ne 102-®3 «O6 obecnedeHmy emuHcTBa M3Mepermid (CobpaHue
3aKOHOI[aTeJILCTBa Poccmiickoit Penepanmm, 2008, Ne 26, ct. 3021).

* CaHMTapHO->IHIEMHONOrHIECKHE npasmia CII 2.2.1.3218-14 «CaHHTapHO-3NHOEMHONOTHYECKHE Tpe6GOBaHUA K
YCTpOHCTBY, OOODYNOB2HHIO K CONCPXAHHMIO SKCIIEPUMEHTATLHO-GHMONOTHYECKHX KIHHHK  (BHBApHEB)»,
YTBEPXICHHBIC NIOCTAHOBICHHEM [ 7IaBHOTO TOCYZApCTBEHHOIO CaHHMTAapHOIo Bpada Poccuiickoit ®enepanun ot 29
aBrycra 2014 r. Ne 51 (3aperucTpuposano MummcTepcTBOM IOCTHLME Poccuiickol ®enepaman 31 oxrabps 2014 r.,
perucTpauroHHBIN Ne 34547).




Bce npotieaypsl, CRI3aHHBIE C YXOOM 3a XHUBOTHBIMU (KOpMJIEHHE, TOSHHUE, CMEHA
IONCTWIKH, TIEPECKUBAHHE, MBITRE KIETOK, YOOpKa IIOMEINeHWil, B KOTOPBIX
COJEPIKaTCs KHUBOTHBIE), OIMCHIBAIOTCSA B CTAHAAPTHHIX ONIEPAIIMOHHBIX IIPOLelypax.

II1. I IpoBeieHre TOKITMHUYECKOTO HCCIIETOBAHUA

18. Joxmuamdeckoe BecaeIoBaHue IMPOBOAUTCSA B COOTBETCTBUH C YTBEPKICHHBEIM
PYKOBOIMTEJIEM HCCIIENOBAHMS TPOTOKOIOM HMCCIEIOBAHUSA, CONEPHKAIIAM B TOM UKCIE
CIIEMYFOLIYIO HHPOPMAITHIO:

a) CBeJIeHMS MICHTU(QUIMPYIOMME NOKIMHIYECKOEe UCCIIEIOBAHHE, HCCIIEMyeMOoe
BEIIECTBO, JISKAPCTBEHHOE CPEACTBO U 00pasel] CpaBHEHHS,

6) omicaHWe nAu3aliHa JOKIMHHYECKOTO MCCIENOBAHWA, Ielell M 3amad
JOKIIMHUIECKOTO HCCIIEIOBaHN; ‘

B) OIMMCaHHE KHCCIEAyEeMOIO BEHIECTBa, JIEKAPCTBEHHOIO CPENCTBA (€ro mpHpoaa
TIPOUCXOXIEHNS U XapaKTePUCTUKH); ' |

') HAMMEHOBaHKE U a/IpecC OpraHu3aTopa JOKIHHUIECKOTO HCCIIEIOBAHMS,

J1) HavMEHOBAaHMA M afpeca YJYacTBYIOIIMX B TPOBEICHWH JOKIMHHYECKOIO
HCCIIeIOBAHMS UCTILITATENBHBIX 1a60pATOpHii, HCIBITATENBHbIX IUIONIAOK;

e) Gamvimy, WMEHa, OT4decTBa (I[P HAIMYMM) U aapeca pPyKOBOIHTENA
JIOKIIMHAYIECKOTO  WCCIICIOBAaHMA, BENYIEro  HCCIEoBaTelNls, HCCIENOBATeNeH,
PHHUMAIOIHUX YYacThe B JOKIMHIUYECKOM HCCIIEIOBAHHH,

) IUTAHApYyeMBIe [aThl Hadalla ¥ 3aBepLICHHS JOKITMHAYECKOIO HCCIIEAOBAHNS,

3) MOAPOOHOE ONMHMCaHWE METONOB WCCIIEHOBAHWY, HAUMEHOBAHMM TECT-CHCTEM,
HCTIONB3YEMBIX B JOKIMHHYECKOM HCCIEHOBaHNM, ¢ OOOCHOBaHMEM HX BBIOOpa,
crocoObl M IIYTH BBEAEHHSA HCCIENYeMOrO BEIEeCTBa, JIEKAPCTBEHHOIO CPENCTRa,
METOIBI CTATHCTHIECKOH 00paboTKHL.

19. H3meHeHWd, [IOIOIHEHHA B MPOTOKON HCCIECOBAaHHSA YTBEP)KIAIOTCS
PYKOBOZIUTENEM HUCCIIEAOBAHMS U MPUOOIAIOTCS K IIPOTOKOITY HCCIIEIOBAHKS.

OTKIIOHEHHS OT IPOTOKOJA HCCIIENOBAHMS OIMMCBHIBAIOTCSA, OOOCHOBBIBAIOTCS M
COITIACOBBIBAIOTCSA C PyKOBOIUTENIEM HCCIENOBAHMA WM BEAYIIAM HCCIENOBATENEM C
COXPAHEHHEM C UCXOHBIX JaHHBIX JOKITMHWYECKOTO HCCIIEAOBAHMS.

20. KaxgoMy [OKIMHUYECKOMY HCCICIOBAaHWIO TPHCBAMBAETCS YHUKAIBHBINA
WOeHTU(PUKAIIMOHHBIA HOMED.

21. Bce ucnonssyeMele B JOKIMHHIECKOM HCCIIEIOBAHIH TECT-CHCTEMBI, OOPa3LIb]
CpaBHEHHUs, OOpasibl, NPOOBI, PAaCTBOPUTENH, KOMITBIOTEPH3HPOBAHHEIE CHCTEMBI
OIUCHIBAIOTCS B MaTepUajiax UCCIENOBaHUA C LIENBIO MX MPOCIIEKHBAEMOCTH.

Bce pamnble, momydaeMble B XOA€ JOKIMHHUYECKONO MCCIEHNOBAHHWS, TOYHO M
Ppa300pYMBO ONWCHIBAIOTCS HCCIIEIOBATENEM B OTUETAX O MPOBEACHHH JOKIMHUYECKOIO
HCCIIEOBAHUSA C YKa3aHHEM aThl COCTaBIEHHsS TaKoIo OTYeTa, yKasaHHeM (aMHIHH,
AMEHM, OrYecTBa (NpM HaIW4WM) HMCCIENOBaTelli ¥ IPOCTABICHHEM IIOMIIHCH
HCCIIEAOBaTeIIs.

Cocrasnenue OTYETOB O XOfe KIMHWYECKOIO HCCIENOBAHMSA B 3JIEKTPOHHOM
BHJIE JOITyCKaeTCs MPH HAJIMYMK BaJMIVPOBAHHBIX KOMITBIOTEPH3MPOBAHHEIX CHCTEM.
Bamupanua KOMIIBIOTEPU3HMPOBAHHBIX CHCTEM OCYIIECTBISETCS [0 Hadalga ee
SKCILTyaTallkd M TMPOBOJMTCS B COOTBETCTBHM C IUTAHOM, YTBEPIKIEHHBIM
PYKOBOIMTENEM HCIIBITATENBHOM 1a00paTOpHEL.




Bamigaumrio KOMITBIOTEPU3MPOBAaHHBIX CHCTEM OpraHM3yeT Ha3sHAYEHHOE
PYKOBOIWTEIEM UCHBITATENbHON Jlaboparopun JHIO (JHIla), OTBETCTBEHHOE 3a
pa3paboTKy, BaIHIALNIO, SKCILTyaTallMi0O H OOCITy)KHBaHHE KOMITBIOTEPH3APOBAHHBIX
CHCTEM H MMEIOIIEE COOTBETCTBYIONIYIO KBAIU(HKALINIO, ONBIT U IIOJTOTOBKY.

IV. Odopmitenrie pe3ysbTaToB JOKIMHHYECKOTO HCCIIETOBAHMS

22. Ilo OKOHYaHMH KaXIOTO JOKIMHUYECKOTO HMCCIENOBAHMSA COCTABIIETCS
3aKJFOYUTENBHBIN OTYET, COREPIKAILI B TOM YHCIIE CISAYIOINHE CBEICHHS:

a) XapaKTepHUCTHKAa M OOOCHOBaHME TECT-CHCTEMEI, OTOOpaHHOM i
JOKIMHUYECKUX HCCIenoBaHud. B ciygae HCHONB30BaHMS OHOIOIMYECKOM TeCT-
CHCTEMBI (KMBOTHBIX) YKA3BIBAIOTCSH BHJ, BO3PACT, KOJMYECTBO XXKMBOTHBIX B KaXKIO
IpyTIIe, IO, ITOKa3aTelbh MacChl TeIa, HCTOYHHK ITUTAHMS,

6) pex¥M JO3MPOBAHMA, KPaTHOCTh M ITyTh BBENEHHS MCCIEIyEMOIO BEIECTBa,
JIEKapCTBEHHOI'O CPE/ICTBA;

B) OIMCaHHE METONOB CTAaTUCTHYECKOH 00pabOTKH M KpaTKuii 0630p pe3yibTaroB
JOKITMHIYECKOTO UCCIIEIOBAHMS;

I) pesynsTarsl JOKIMHWYECKOTO HCCIENOBAHWS, BKIOYAas pacuyeThl M
KOIMMYECTBEHHOE OIMPENENCHUE CTATUCTUIECKOH 3HAYWMOCTH, 0000Ialonme Tabmuib
(rpadHKu) C COOTBETCTBYIOLIEH CTATUCTHYECKOH 00paGOTKOM U KOMMEHTAPHIMH K HIM;

1) OLIEHKA Pe3yIbTaTOB ¥ BEIBOIBI JOKITHHIIECKOTO HCCIIENOBAHNS,

‘€) CBENEHM O IIPUHATHIX HCCIEAOBAaTeNsIMH, BEOYLMM MCCICHOBaTeleM K
PYKOBOIMTENEM JOKIMHHYECKOTO HCCIENOBaHUSA O0S3aTeNIbCTBaX IIPENOCTARIATh
JOCTOBEPHBIE JaHHBIE M COOMIONarh KOHOUASHIWAIBHOCTE IPH IPOBEICHHM
JIOKITMHIYECKOTO HCCHEIOBAHMS.

23. 3aKmo4YMTeNbHBI OTYET ITOMTIMCHIBAETCS PYKOBOIUTENEM TOKIMHMYECKOIO
HICCITE/IOBAHMS. '

VsMeneHus, JOMOMHEHHS K 3aKIIOYUTENIEHOMY OTYETy  IOJIHCHIBAFOTCS
PYKOBOIHMTEIIEM JOKITHHAYECKOTO HCCIIEN0BAaHMUS U OGOPMIIIOTCS B BHIE IPHIOXKEHHS.

Oruethl 0 JOKIMHMYECKMX HCCIIEIOBAHMAX, COCTABIAEMEIE  BEAYIM
HCCIICAOBATENIEM,  MCCIEZOBATEIIMA B XOH€ TIPOBENEHHS  JOKIMHUYECKOTO
HCCIENOBAaHUA, IONIMCHIBAIOTCS  COOTBETCTBEHHO BEAYIIMM  HCCIIENOBATElEM,
WICCIIE[IOBATEIIMA C YKa3aHWEM (QaMuiInM, MMEHH, oTdecTBa (DX HAIMYUM) M JaThl
HOIIVMCaHUs OTYETA.

V. XpaHeIme JAOKYMEHTOB H MaTCpHAJIOB JOKIUHUYECKOIO UCCIIETOBaHUS

24. XpaHeHMe JOKYMEHTOB H MarepHajioB JOKIMHMYECKOTO MCCIIEIOBAHMS
OCYLIECTRIACTCA B TNOMCINCHUSX, HMMEIOMMX PEXHM OrPaHHYEHHOIO OOCTYNa H
00eCTeYMBAONMX ~ KOHQUICHIMATBGHOCTH  NONYYAeMBIX HpH  JOKIMHHYECKHX
VICCTIE[IOBAHISIX MaTe€pHalioB U JaHHBIX.

K Taxym nokyMeHTaM ¥ MaTepHasiaM OTHOCSTCS:

a) TIpOTOKOJI HMCCIIENOBAHMS, MCXONHBIE JaHHEIE, MpOGBI, OGpasIBl CpaBHEHH,
OTYETH] O JOKIMHUYECKOM HCCIEJOBAaHHH,

6) JOKyMEHTHI O NpPOBENEHHBIX NPOBEPKAX HpH HPOBEIEHMH NOKIMHUYECKHX
HCCIEOBAaHMM;



B) IOKYMEHTHI O KBaTH(PUKAIIAX, 06yt1emm OIbITe, HOJDKHOCTHEIE I/IHCTp}’K].II/II/I
TIEpCOHANIA UCTIBITATEbHOM TabopaTopu;

I') JOKyMEHTEI H OTYEThI 00 UCTIONB30BAHHH M KaTMOPOBKe 000PYAOBaHHS,

1) IOKyMEHTHI O BAIMIAINH KOMITBIOTEPH3UPOBAHHBIX CHCTEM;

€) JOKyMEHTHl 000 BCeX YTBEPXKICHHBIX, H3MEHEHHBIX, MEPECMOTPEHHBIX,
OTMEHEHHBIX CTaHIAPTHBIX ONEpPalMOHHBIX MPOLIEAypax.

25. JocTtylm K apxWBHBIM JIOKYMEHTaM UM MaTepualaM JOKIMHAYECKOIO
UCCIIEIOBAHUS JOJDKHBI HMMETh TONBKO CHEIMATHHO YIONHOMOUYEHHbIe pabOTHHUKA
HCIIBITaTeNIbHON 1abopaTopHy.

26. JIOKyMEHTHl ¥ MaTepHaJlbl JOKIMHHYECKOTO HCCIEOBAHMA, TOMEIIEHHEIE B
apxX¥B, 0003HAYAIOTCA B COOTBETCTBUM C HOPSIKOM XPaHEHHs (IS GBLICTPOro HOHCKA.
Cpoxk xpaHeHUs apXUBHBIX MATEPHAJIOB OIIPEAENIETCS OPTaHN3aTOPOM JOKITHHUIECKHX
HCCJIEIOBAHUH.

ITo wcreyeHuMM cpoka XpaHEHHS IOKYMEHTOB UM MAaTepHaliOB KIMHHYECKOIO
FCCIIeJOBAHHs PyKOBOJMTENb HCIIBITATENEHOM 1aG0paTopryl yBEIOMIIIET B MCEMEHHON
¢opMe opraHm3aTopa MOKIMHUYECKHX HWCCIENOBAHMIM O HAMEpPEeHHH YHHYTOKHUTD
MarepHaibl ¥ JOKYMEHTHI JOKIIMHUIECKOTO UCCIIEIOBAHH.

Jlo WcTedeHMs YCTAaHOBIECHHOIO CpOKa XpaHeHHs IOKYMEHTBI M MarepHabl
* IOKIIMHMYECKOTO HCCIeOBAHMS MOTYT OBITh VHHYTOXEHBI TONBKO C COIIACHS
Opranmu3aropa JOKIMHIYIECKOTO UCCIIEIOBAHMS.

27. B ciyd4ae IpeKpallleHHs JeATeIbHOCTH HCIIBITaTelIbHOM J1aboparopuH 0
WCTEYEHHs] YCTAHORIEHHOTO CPOKA XpaHeHHs JOKyMEHTOB ¥  MaTepHalioB
JOKIMHHAYECKOTO MCCIIENOBaHUs apXHB HCIBITATeNbHOW JIabOpartopHy ImepeJacTCs
[IPaBOIIPEEMHHUKY TaKOH MCIBITAaTe/IbHOH J1abopaTopul WM TPH €r0 OTCYTCTBHH
OpraHu3aTopy JOKIMHUYECKOTO HCCIIENOBAHHS. '




