MHHHUCTEPCTBO CEJIbCKOT'O XO351lICTBA
POCCHICKOM ®EJEPALIAH
(Muncensxo3 Poccun)

Vi
MBHUCTERPCTRO I0CTHIHH POCCURCKON OEREPAIINY

3 APETUCTPUPOBAHO
PerucrpanMoeisb 5 ZZ,«!{' ~
ot ISyttt 0(R.

OG yTBep:KIEHHH NPABHI NPOBEICHHS JOKIHHAYECKOro HCC/e0BaHHS
JIEKAPCTBEHHOTO CPEACTBA VISl BeTEPHHAPHOIO NPHMEHCHHS, KIIMHHYEeCKOro
HCC/IeI0BAHHS JIEKAPCTBEHHOr0 MpenapaTa AJsi BeTepHHAPHOIo
NpUMEeHEHHs, HCC/IeIOBaHAs 0HO’KBHBAJIEHTHOCTH JIEKAPCTBEHHOIO
npenapara AJs BeTepHHAPHOro NPHMEHECHHS

or 6 Mapra 2018 Ne 101

B mensx  peammsanuu  CTaTbd 12  ®enepansHOrO0  3aKOHa
or 12 ampens 2010 r. Ne 61-03 «O6 obpalieHHH JIEKAPCTBEHHBIX CPEICTB»
(Co6panne 3akoHomarenscTBa Poceuiickoit @enepanun, 2010, Ne 16, ct. 1815;
Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne
26, CT. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct1. 3477; Ne 48, cT. 6165; 2014, Ne 11,
cT. 1098; Ne 43, ct. 5797; Ne 52, c1. 7540; 2015, Ne 10, cT. 1404; Ne 27, ct. 3951;
Ne 29, ct. 4359, ct1. 4367, ct. 4388; Ne 51, cr. 7245; 2016, Ne 1, ct. 9; Ne 23, cr.
3287; Ne 27, c1. 4194, ct. 4238, c1. 4283; 2017, Ne 31, ct. 4791, ct. 4827; 2018,
Ne 1, cT. 9) 4 B cooTBeTCTBHH ¢ MOAMYHKTOM 5.2.25(29) mynkra 5 Ilomoxenus
0o MunuctepcTBe  cenbCKoro  xossiictBa  Poccuiickoit = Penepanui,
yTBEp)KAeHHOro moctaHoBieHueM [IpaBurensctBa Poccuiickoit ®enepauuu
or 12 wmons 2008 r. Ne 450 (Cobpanue 3akoHojatenbcTBa Poccuiickoin

®eneparuu, 2008, Ne 25, cr. 2983; Ne 32, cr. 3791; Ne 42, ct. 4825; Ne 46,
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ct. 5337; 2009, Ne 1, ct. 150; Ne 3, ct. 378; Ne 6, ct. 738; Ne 9, cr1. 1119,
cr. 1121; Ne 27, ct. 3364; Ne 33, ct. 4088; 2010, Ne 4, cT. 394; Ne 5, ct. 538;
Ne 16, ct. 1917; Ne 23, ct. 2833; Ne 26, ct. 3350; Ne 31, ct. 4251, cT. 4262,
Ne 32, ct. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7, cT. 983; Ne 12,
ct. 1652; Ne 14, ct. 1935; Ne 18, ct1. 2649; Ne 22, ct. 3179; Ne 36, ct. 5154, 2012,
Ne 28, cr. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10, ct. 1038; Ne 29,
cr. 3969; No 33, cr. 4386; Ne 45, cr. 5822; 2014, Ne 4, ct. 382;
Ne 10, ct. 1035; No 12, cr. 1297; Ne 28, ct. 4068; 2015, Ne 2, ct. 491;
11, ct. 1611; Ne 26, ct. 3900; Ne 35, ct. 4981; Ne 38, ct. 5297; Ne 47,
ct. 6603; 2016, Ne 2, ct1. 325; Ne 28, c1. 4741; Ne 33, cr. 5188; Ne 35, ct. 5349;
Ne 47, cr. 6650; Ne 49, ct. 6909, ct. 6910; 2017, Ne 26, ct. 3852; Ne 51, ct. 7824),

=

OpHUKa3EH Balio:

1. YTtBepmuth mnpmiaraemsle IIpaBuna mpoBeAeHHS AOKIMHUYECKOTO
UCCIIEIOBAaHHUA JIEKApPCTBEHHOTO CpEACTBa Ui BETEPHHAPHOIO MPUMEHEHUH,
KIHHHYECKOTO HCCIIEIOBaHMs JICKApPCTBEHHOro IIpernapara il BETEpUHApHOIO
IpUMEHEHHS, UCCIIeJOBaHUS OMO3KBUBAICEHTHOCTH JIEKAPCTBEHHOIO IIpenapara
IUTs BETepUHApHOTO IpuMeHeHHs (nanee — [Ipasuia).

2. VYcraHoButh, uTO IlpaBHna TIPUMEHSIOTCS K HCCIEJOBaHUSAM,
IIPOBOAMMEIM B paMKax JOKIMHUYECKUX UCCIIeI0BaHUH TeKapCTBEHHBIX CPEICTB
IUIS BETEPHHAPHOTO IIPUMEHEHHUS U KITMHIYECKUX UCCIIEA0BaHMI JIEKapCTBEHHBIX
IpernapaToB Uil BETEPUHAPHOTO NPUMEHEHMs, IUIaHbl NPOBEACHHS KOTOPBIX
yTBepKIEHBI [TOCJIe BCTYIUIEHHS B CIUTy HACTOSIIEro NpUKasa.

3. Hacrosummit pruka3 BCTYIAaeT B CWIY [0 MCTEUYEHUH IIECTH MECALEB

CO JIHSA ero OQHIHATIBEHOTO OMYOJIUKOBaHHUS.

MuHuctp A.H. TkaueB



YTBEPX/IEHbBI
npukazom MuHcenbxo3a Poccun
ot 6 mapta 2018 r. Ne 101

IIPABHUJIA
NnpoBeAeHNs JOKJIHHHYECKOro HCC/ICI0BAHHUA JICKAPCTBEHHOI'0 CPpEACTBA NJIAd
BETEPHHAPHOI0 NPHMEHEHH A, KITHHHYE€CKOI'o HCC/IENOBAHHA JTCKAPCTBCHHOIO
npenapara 1ji BETCpHHaApHOro NIpUMEeHEeHH S, UCCJICIOBAaHHUSA
OMOPKBHBAJIEHTHOCTH JEKAPCTBCHHOIO npenaparta AJisd BeTepHHAPDHOIo
INPpHMEHECHHA

I. O6mue TpeboBaHus

1. Hacrtosuue IIpaBuna YCTaHABJIUBAIOT MOPATOK TIPOBECHHUS
TOKJIIMHUYECKOTO0 HCCIIEAOBAaHMUS JICKAPCTBEHHOIO CpeICcTBa JUISI BETEPHHAPHOIO
IpUMeHeHHs (fanee — JOKITMHUYECKoe UCCIeJ0BaHue), KIIMHHIECKOTO UCCIIENOBAHMS
JIEKapCTBEHHOTO Iperapara IJisi BETEpUHAPHOTO MPUMEHEHU (fJallee — KITMHUYECKOe
UCCIIENOBaHNE), HCCISHOBAaHUSA OHOIKBHBAJEHTHOCTH JIEKapCTBEHHOIO IIpenapara
ISl BETEPHHAPHOTO MPUMEHEHHs (Haee — UcCleR0BaHUue OHOIKBUBAJICHTHOCTH).

2. JIOKIMHHYECKOE HCCIIeTOBaHKUE, KIMHIYECKOe UCCIIeJOBaHUE (B TOM YHUCHE
HCCIIeIOBaHUE OHMOSKBHBAJIEHTHOCTH) IIPOBOJATCS o YTBEPKICHHOMY
pa3paboOTYMKOM JIEKApCTBEHHOTO CpeAcTBa (Ipemapara) JUld BETEPHHAPHOTO
npuMeHeHns (majgee — pa3paboOTYMK) IUIAaHY C BEJNCHHEM IPOTOKOJIOB ITHX
HCCIEOBAaHMIl B COCTABICHUEM OTYETOB, B KOTOPBIX COAEPXKATCA Pe3yJbTaThl ITHX
HUCCJIETOBaHMI.

3. Jlna opraHu3andd H I[POBEICHUSA JOKIHHHYECKOrOo HCCIEIO0BaHMA,
KJIMHMYECKOTO0 HKCCIEHOBaHUS pa3pabOTUMK MOXET MpPUBIEKaTh OpraHU3allyH,
UMEIOLIHe HeOOXOMUMYIO MaTepUATbHO-TEXHHIECKYI0 0a3y U KBaTM(QUIMPOBAHHBIX
CIELHAIMCTOB B COOTBETCTBYIOIIEH 00JacTH HcciefoBaHUA (Jajgee — CTOPOHHSIA
OpraHu3aLys).

4. TlomHoMOYHs, OTBETCTBEHHOCTh M OOS3aHHOCTH JIMI[, OTBE€TCTBEHHBIX
3a MPOBEACHUE NOKIMHUYIECKOrO, KIMHUYECKOTO MCCIIENOBaHUH, yCTaHABIMBAIOTCS
IpUKa30M (pacropspKeHreM) pyKOBOAUTENS pa3paboTYHKa.

IMomHOMOYMS, OTBETCTBEHHOCTh M OOS3aHHOCTH JIMI, YYaCTBYIOIIUX
B MPOBEIEHHWH AOKIMHHYECKOrO, KIMHHYECKOrO HCCICAOBaHMM, a TakKXKe JIHIL,
OTBETCTBEHHBIX 32 OCYIICCTBICHHE WCCIENOBaHWil, IPOBOAMMBIX B paMKax
NOKIHHHUYECKOr0, KIMHHYECKOrO UCCIIeJOBAaHUMA, YCTaHABIUBAIOTCA IIPUKA30M
(pacmopsbKeHHEM) PYyKOBOAWTENs pa3paboTuuka, JMOO B Cilydae MPUBICYEHHS
CTOPOHHEN OpraHH3alliH — MPUKa30M (paclopsDKEHHUEM) PYyKOBOJWTEINS CTOPOHHEMH
OpraHW3alii, KOMHS KOTOPOTO HAalpaBisieTcs pa3paboT4MKy B TEYEHHE Tpex
pabounx JHEH ¢ MOMEHTA €ro MOANKCAHMI.

5. Jluma, OTBETCTBEHHBIE 3a MPOBEACHUE NOKIMHUYECKOrO, KIMHUYECKOro
UCCIICIOBaHMM, a TaKKe JIMIA, OTBETCTBEHHEBIE 3a OCYHIECTBIIEHHE HCCIIENOBaHUM,
IPOBOJUMEBIX B paMKax INOKIMHHYECKOrO, KIMHHYECKOIOo HCCIEeNOBAHHM, ITOJKHBI
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OBITh O3HAKOMJIEHBI pa3paboTUYMKOM C pe3ylbTaTaMH paHee IPOBeIeHHBIX
HCCIIEIOBaHUM U ¢ HH(popMamueil, KoTopas MOXET OKa3aTh BIUSIHUE HA Pe3yJIbTaThl
HCCIIeJOBAHMUSI.

6. OTtueThl 0 pe3yJbTaTax AOKIMHHUYECKOTO M KIMHUYECKOTO HCCIIEIOBaHHMA
COCTaBIIAIOTCS Pa3pabOTIMKOM C YYE€TOM 3aKJIFOUEHUH CTOPOHHHX OPTraHHU3aIlHid
(B cirydae IIpUBIICYEHHS TaKUX OpraHU3aIiuii).

7. JloxkymeHTBI, odopmiseMble TIpd  TNPOBEAEHHH  JOKIMHHYECKOI'O
H KIHHAYECKOTr0 HCCIEJOBaHUH B COOTBETCTBUM ¢ HactosmuMu [IpaBunamm,
IOJUIEXAT Y4eTy B OJJeKTPOHHOM u (W) OyMaXHOM BHJE OpraHu3alueid, ux
oopMmuBILel, B XypHaje (KypHanax) ydyera. B KypHame (KypHanax) ydera
JOJKHBI OBITh yKa3aHbl HaUMEHOBaHME, [1aTa, HOMEp NOKyMeHTa (IIph HaJIW4uun),
a Takxe (GaMuiIns, UM, OTYeCTBO (IIPU HAJIKMYMHK) JIUILA, OCYLIECTBUBIIETO 3allUCh B
KypHasie (KypHajlax) y4deTa.

8. Joxymentsl, odopmiseMble TpH MPOBENECHUH  JOKIMHHYECKOTO
1 KJIMHAYECKOTO HCCIIEIOBaHN B COOTBETCTBUY C HactosaumMu IIpaBuiamMu, wim ux
KOIIHH IOJIEXKAT MOCTOSHHOMY XPaHEHHIO y pa3paboTduKa.

9. JloxymeHTsl, odopmisieMble CTOPOHHEH OpraHu3aluedl NMpu MPOBEXESHUU
JOKJIMHMYECKOTO W KJIMHHYECKOTO HCCIENOBAaHUM B COOTBETCTBHUH C HACTOSIIMMHU
[MpaBuiaMu, WIM HMX KOMHUM MOJJIEKAT XPAaHEHHIO B CTOPOHHUX OPraHU3aIlUSX
(B cimydyae WX IpHBICYEHHSA) B TeueHHe Tpex Jier. HeoOxommmocTs manbHEHIIero
XpaHeHUss B CTOPOHHUX OpraHU3alUAX YKa3aHHBIX JOKYMEHTOB WM HMX KOIHM
ONpedeliseTcss  JOTOBOPOM, 3aK/FOYEHHBIM  pa3pabOTYNKOM U  CTOPOHHEH
opraHusanuei.

II. l'IpaBn.na NpoBEACHUS JOKJIHHHYECKOI0o HCCI€JOBAHUSA

10. K 1oxIHHHYECKUM HCCIIeAOBAHUSIM OTHOCSATCS:

u3ydyeHne (papMakOAMHAMHKH JEHCTBYIOIIEIO BemEeCTBa (JIEHCTBYIOIINX
BEIIECTB)  JIEKAPCTBEHHOTO  CpeICTBA Ui  BETEpPUHAPHOTO  MpPUMEHEHUs
(manmee — JIeKapCTBEHHOE CpPEICTBO), BKIIOHAMOllee H3yUeHHE crenuduaeckoi
(bapmakosornveckoit) akTHBHOCTH JIEKAPCTBEHHOT'O CPEACTBA;

U3ydeHHe OOINETOKCHYSCKHX CBOMCTB JIEKQpPCTBEHHOTO CpeAcTBa (B TOM
gucile  OCTpOil, CyOxpoHHUeckod ¥  (WIM) XpOHMYECKOW TOKCHYHOCTH,
MECTHOPA3IpaKaloero AeHCTBUS JIEKApPCTBEHHOTO CPEACTBA);

HU3ydyeHHe Crhenu(puyecKkoil TOKCHYHOCTH JIEKQPCTBEHHOTO  CpEICTBa
(B TOM YHCIIe AIMMYHOTOKCUYHOCTH, aJUIEPr€HHOCTH, PENPOYKTUBHOM TOKCUIHOCTH,
TEPATOreHHOCTH, SMOPHUOTOKCHIHOCTH, MYyTareHHOCTH v IIPOTHO30M
KaHIIEpOT€HHOCTH);

U3ydeHHe TEePEHOCHMOCTH 3IOPOBBIMH JXUBOTHBIMH T€X BHIOB, KOTOPHIM
TpeqHa3HavYaeTCsl HCCIeNyeMbI JIeKapCTBEHHBIN mnpemapar [ BETEpHHAPHOIO
IpUMEHEHHs (flanee — IieJieBble >KUBOTHBIE), NMPH OJHOKPAaTHOM M MHOTOKPaTHOM
BBEJICHHH B TePaIleBTHUECKOH (TPOPHIAKTUYECKOH) ¥ MOBBIIIEHHBIX A03aX;

u3ydeHue (apMaKOKMHETHKH MAEHCTBYIOIIEro BemiecTBa (IeHCTBYIOHMIMX
BEI[ECTB) JIEKApCTBEHHOTO cpeAcTBa H (Uiau) ero Mertabomura (MeTabGonIHTOB)
B OpraHu3Me LeJIEBbIX KUBOTHBIX;
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HU3y4YeHHe CpPOKOB BEIBEJICHHS OCTaTOYHBIX KONHYECTB JAEHCTBYIOIIEIO
BelecTBa (HEHCTBYOMMX BellecTB) W (Wim) ero Merabonurta (MeTaboIMTOB)
W3 OpraHM3Ma IIeJieBbIX NPONYKTHBHBIX JKMBOTHBIX B Uelsix obecreueHus
0€30MacHOCTH IPOAYKIIMM IKHUBOTHOIO IPOMCXOXKIEHHS IOciae IIPUMEHEHHs
COOTBETCTBYIOILIETO JEKAPCTBEHHOIO IIpernapara Uil BETEPHHAPHOIO NPHUMEHEHMS
(manee — JeKapCTBEHHBIM IMpemapar) B MaKCUMAalIbHOH pEKOMEH0BaHHOM
pa3paboTYnKoM J03e.

11.B  cmyuyae, ecid  JEWCTBYIOIIUM  BEIIECTBOM  HCCIEAyeMOIO
JIEKapCTBEHHOTO CPENCTBA SBISIETCS IEHCTBYIOIIEE BEIECTBO, BXOJAIEE B COCTAB
JIpyroro 3apeructpupoBaHHoro B Poccuiickoii @enepanyu J1€KapCTBEHHOIO
Hpenapara, K OT4eTy O pe3yibTaTax JOKIMHUYIECKOrO HCCIIEA0BaHMUs B3aMEH OTYETOB
O pe3yibTaTax WCCIENOBaHUS (hapMaKOJHHAMHKH JEeiCTBYIOUIETO BEIIECTBA
JIEKApCTBEHHOTO CPEACTBA, a TaKXe Crelu(pUIeckod TOKCUYHOCTH JEKapCTBEHHOIO
CpeInCcTBa MPU HATWMYHU HaydIHOTO 000CHOBAHHUS MOJXKET IIpUIaraThca 0030p Hay9HBIX
paboT 1Mo yKa3aHHBIM BHIAM HCCIIEJOBaHHHA.

12. Coop, obpaboTka W XxpaHeHHe HH(pOpMalUH, MOIy4aeMoOH B Xoje
JOKJIMHUYIECKOTO HCCIIEOBAHMUS, TOJDKHBI 00ecieunBaTh NOIy4eHHe JOCTOBEPHOIO H
000CHOBAHHOT'O TPeCTaBIeHUs 0 6E30MIaCHOCTH U (apMaKOJIOrH4eCKOH aKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA.

13. Jluia, oTBeTCTBEHHBIE 3a IpOBelEeHHE JOKIMHUYECKOI0 HCCIIEeIOBaHus,
W JIMIla, OTBETCTBEHHBIE 32 OCYIIECTBIEHHE HCCIEOBaHUM, IPOBOJUMBIX B pPaMKax
JOKIIMHHYECKOTO  MCCIICIOBaHUSA, [JOJDKHBI HMETh BBICIIEE BETEPHUHApPHOE,
MeIULITHCKOE, (bapMareBTHYECKOE, XUMHAYECKOE, OUOTEXHOJIOTHYECKOE
Ui OuoNloruueckoe o0pa3oBaHHME W CTaX paboThl B 00JacTH JOKIMHUYECKHX
UCCIIEIOBAHMII.

14. JIuna, y4JacTBylOIMe B IPOBEACHUHM MOKIMHUYECKOTO HCCIIENOBaHUA,
IOJDKHBI MMETh KBATU(HUKALMIO B COOTBETCTBYIOIIE!H 00IacTH UCCIEA0BaHUS.

15. JIuua, oTBETCTBEHHBIE 32 MPOBEIEHUE IOKIMHHYECKOIO HCCIIEOBAHUA,
JMIIa, OTBETCTBEHHBIE 3a MpPOBEeAeHHE HCCIeOBaHU, INPOBOJUMBIX B paMKax
IOKJIMHHYECKOTO  HWCCIENOBAaHWSA, © JIMIA, YYacTIBYIOIMe B  IPOBEACHHHU
IOKIMHAYECKOTO HCCJIEIOBaHMs, JOJDKHBI OBITh O3HAaKOMJICHBI IO POCHHCH
PYKOBOJWTEIEM OpraHU3aliy, IpOBOALIeH HccleJoBaHUe, ¢ IULITAHOM HCCIeNOBaHMI,
IIOJTHOMOYHMSMH, OOA3aHHOCTAMU TPU IPOBEIEHUH JOKIMHUIECKOrO HCCIIEAOBAaHMA,
uHpopMarmeit 06 ucciaeyeMoM JIeKapCTBEHHOM CPEZICTBE, a Takke ¢ HHpopManuen
0 BO3MOJKHBIX OMACHOCTSX, BOZHUKAIOIIHX MpH paboTe ¢ IEKapCTBEHHBIM CPEICTBOM.

16. JIuna, OTBETCTBEHHBIE 3a IPOBe/ieHNe NOKIMHUYECKOro HCCIENOBaHMS,
IOJDKHBL:

He J[OMyCcKaTh OTKJIOHEHWH OT IIJIaHa HCCIEeOBAaHUs, BHECEHHS B HETO
u3MeHeHW Oe3 corjlacus pa3paboTumka, 3a HCKIIOYEHHEM  HM3MEHEHHH,
HEOOXOAMMBIX JUIS YCTpaHeHHs Yrpo3bl JKM3HM M 3J0pPOBBIO  JOJEH
1 HeoOOCHOBaHHOM rubeny IKUBOTHBIX, HCIONB3YEMBIX IIpU IIPOBEACHUH
JOKIMHUYECKOT0 UCCIeIOBaHu (fanee — SKCIIepUMEHTAIIbHBIE )XUBOTHBIE);

o0ecreunTh CBOEBPEMEHHEIN COOp MOJyYeHHBIX pe3yJIbTaTOB, PETUCTPAIIUIO
OTKJIOHEHHH OT IIaHa MCCIeJOBaHWSA C yKa3aHHEM IPUYMH M OLCHKOH BIIHSHHA
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BHECEHHBIX H3MEHEHHH Ha TIOJIy9Y€HHBIE Pe3yiIbTaThl, a TAKXKe MPH HeOOXOAUMOCTH
MIPUHATH MEPHI [I0 YCTPAHEHUIO BBIABJICHHBIX OTKIOHEHUH;

0o0eCrieYHTh MHTEPHPETAlHI0O M aHAIU3 THOJYJYaeMBIX pe3yJbTaToB,
MOATOTOBKY  OT4eTa O  pe3yibTarax  JOKJIMHHYECKOr0  HCCIIeJOBaHMUS,
KOH(MUIEHINAIBHOCTD [TOJIy4eHHBIX PE3YIbTaTOB.

17. PykoBomuTenb OpraHu3alMy, IPOBOJMAIIEH HCcIeAOBaHHEe, IOJKEH
oOecrieunBaTh BBIMOJIHEHHE TPeOOBaHU, YCTaHOBJICHHBIX IUIAHOM HCCIIE/IOBAHMUS,
OOBEKTUBHOCTh M  HE3aBHCHUMOCTh IIPOBEJCHHUS HCCIENOBaHUSA W  HECTH
OTBETCTBEHHOCTH 33 JOCTOBEPHOCTH MOy4aeMbIX pe3yJIbTaToB.

18. TlomemieHus, mnpeaHa3HAYEHHbIE MJI TNPOBEIEHUS NOKIMHUYECKOTO
WCCJIeIOBaHMA, JOJDKHBI COOTBETCTBOBATh TpeOOBAHHSM  3aKOHOJATENbCTBA
Poccuiickoii ®Denmepaund u obecreuuBaTh HEOOXOMUMBIE Il IPOBEICHHUS
JOKJTUHUYECKOTO MCCIIeI0BAaHUS TEMIIEPATYPHBIE M BIAKHOCTHBIE PEXKUMBL.

19. TIlnanupoBka T[OMEINEHUH, MpeJHAa3HAYEHHBIX M8 IIPOBEJIEHUS
JOKJIMHUYECKOTO MCCIIeIOBaHMUs, JODKHA 00eCcIIeunBaTh:

H30JIALUI0 (KapaHTHH) TMOCTYMAIIIUX OKCIEPUMEHTAIBHBIX JKHUBOTHBIX,
OOJIBHBIX OKCIIEpUMEHTANbHBIX JKHUBOTHBIX M OKCIIEPUMEHTAIBHBIX JKMBOTHBIX,
IIOJ03PEBAEMBIX B HOCUTEJILCTBE MH(EKLIUIA;

XpaHeHHe  KOpMOB, OOOpyJOBaHMS W  HWHBEHTaps MJII  yXojda
3a DKCIIEPUMEHTAJIBFHBIMU JKHBOTHBIMH H30JMPOBAaHHO OT MECT COICPXKaHHA
OKCIEePUMEHTAIBHBIX )KUBOTHBIX;

H30JIMPOBaHHOE XpaHeHHe 00pa3loB UCCIeNyeMBIX JIEKAPCTBEHHBIX CPEICTB,
B TOM YHCJI€ apXUBHBIX 00pa3I0B JIEKAPCTBEHHBIX CPEACTB;

H30JIMPOBAHHOE XpaHeHHe PEaKTHUBOB, peareHToB, TECT-CUCTEM
¥ CTaHAAPTHEIX BEIECTB; .

M30JIUPOBaHHOE XpaHEHWE MOJIy4aeMBIX OTXOAOB A0 WX YTWIM3ALUK WU
YHUYTOXXCHHUS,

W30JIMPOBaHHOE XpaHEHHUE JOKYMEHTOB;

BO3MOKHOCTH BCKPBITHS MAaBIINX SKCIIEPUMEHTAIBHBIX dKHBOTHBIX;

IpoBeJICHHE MOMKH, Je3WH(pEKINN WHBEHTaps, MOATOTOBKY KOPMOB
U yJaJieHue OTXOMO0B.

20. BO03MOXHOCTh HECaHKLIMOHHPOBAHHOTO [OCTYNA IOCTOPOHHUX JIHIL
B TIOMEIIEHUs, NpeJHa3HauYE€HHbIE AJ NPOBEIECHUS JOKIMHUYECKOTO UCCIIEIOBAHNUS,
IOJDKHA OBITH UCKIIIOYEHA.

21. TlomemeHus, NpeaHA3HAYECHHbIE MJIi MPOBEIEHUS JOKIUHUIECKOTO
HCCIIEIOBAHUA, HO/MKHBI B  COOTBETCTBUHM ¢ TpaduKoM, YCTaHOBJICHHBIM
PYKOBOJIWTEJIEM OpraHu3allvy, [pOBOAsAIICH JOKIMHUYECKOE  HUCCIIeIOBaHUE,
IIOJIBEPraThCs BJIAXHOW YOOpKe C HCIONB30BaHUEM Je3UHPHIHUPYIOIINX CPEACTB,
obecrieunBaroreit 6e30macHoCTh paboOThl B HUX, HO HE OKa3bIBaIOUICH BIHSAHUSA
Ha I0JTy4aeMble pe3yJIbTaThl.

22. I'lpu npoBeeHUH NOKIUHUYECKOTO MCCIENOBaHUA AOJDKHO MPUMEHATHCS
HU3MEpUTENBHOE U UCIIBITaTeNbHOE 000pYya0BaHue (Jlaee — 000pyJOBaHHE), KOTOPOe
MIPOIILIO TIOBEPKY MU HHOH HEOOXOAUMBIN KOHTPOJIb.




23. OO6opynoBaHHe [OJDKHO OKCIUTyaTHpPOBAaTbCsi M OOCITYXHBATHCS
B COOTBETCTBMM C JIOKyMEHTalyed Ha o0opylnoBaHHMe, YTBEpXAECHHOMU
TIPOU3BOAUTENIEM 000PYIOBaHHUS (anee — JOKyMEHTAIH).

24. Cotpynuukam OpraHu3aluy, OPOBOASIIEH  HCCIIEHOBAHHUSA,
SKCILUTYaTHPYIONIMM 00OpyIOBaHHE WIH OOECIeYHBAIOIMIUM €ro oOCIy)KHBaHHE,
IOJDKHBI OBITH OCTYIHBI CJIeIYIOIIHE CBECHHUS:

HarMeHOBaHUe 000pYIOBaHUs, IPOU3BOIUTEIS,

Mojelib 000pyIOoBaHMs, CEpUMHBIN (3aBOACKOI) HOMep (pU HAJTWYHUM), JaTa
TIOJIydeHHsT U TIOCTAHOBKH Ha y4eT, JiaTa 3allycka B HKCIUTyaTalldi0, UHBEHTapHBIN
HOMeED;

MECTO PacCHOJIOKEeHUs 000PYJOBAHUS;

CBEJIEHUS O MeCTe XpaHeHHUs JOKyMeHTAaIMy Ha 000py10BaHHE;

IOaHHBIE O COTPYIHUKE, OTBETCTBEHHOM 3a UCIIOJIb30BaHie 000pyJOBaHHUS;

IaHHbIE O COTPYAHUKE, OTBETCTBEHHOM 3a TEeXHHUYeckoe OOCITyXKHBaHHE
o0opyIoBaHuS;

3allUCH O IJJAHOBOM OOCIYXXMBaHUM OOOpyIOBaHMS H pe3yjbTaTrax
IPOBEACHUSA MPOPUIAKTHUECKAX OCMOTPOB, C YyKa3zaHHMEM JaThl H TOANHCH
COTPYIHMKA, OTBETCTBEHHOT'O 32 TEXHHYECKOE 00CITy)KUBaHHE 000y TOBaHHUS;

3alUCH O [TOBpeXIeHUsIX, OTKa3ax B paboTe, peMOHTe OOOpYIOBaHU,
C yKa3aHHEM [JaThl M TOJNHCH COTPYAHHKA, OTBETCTBEHHOI'O 3a TEXHHYECKOE
obcmyxuBaHHE 000PYIOBaHUS.

25. Hcnonp3yemble TIpH TPOBeNEeHHH HOKIMHHYECKOTO HCCIESHOBAHHUS
peaKTHUBBl U PEarcHThl, CTAHIAPTHHIE BEINECTBA U TECT-CUCTEMBI JOJDKHBI OTBEYATh
3a3a4aM  HUCCIIEIOBaHUSA, COOTBETCTBOBATh TPeOOBAaHHSM, YKa3aHHEIM B IUIaHE
HCCIIeIOBAHUS, IPUMEHSTHCS IO UCTEUEeHHUs CpPOKa UX FOAHOCTH, UMETh MapKHPOBKY,
TIO3BOJISIOLIYIO MX HIEHTUUIIUPOBATb.

26. XpaHeHHe peaKTHBOB, PEAreHTOB, TECT-CUCTEM U CTAHAAPTHBIX BEINECTB
IOJDKHO OCYIIECTBIATHECS B YCIOBHAX, OOECHEeYMBAOIIUAX HX CTaGHMIBHOCTH
B IIpollecce XpaHEeHHS W YCTAaHOBIICHHBIX IIPOM3BOAWTENIEM, B YIIAKOBKE,
obecrieunBaroNIell 3aIIUTy OT 3arps3HEHHs WIH TIOpYH, B OTHENbHON 30HE
HOMEIIIEHW, TpeIHa3HAYEHHBIX Ui MPOBENCHHS JOKIMHHYECKOTO HCCIICHOBAHMA,
C OrpaHHYEHHBIM JOCTyrnoM. I[lapameTpsl OKpyXaromiell cpexbl 30HBI XpaHEHUS
pEaKTHBOB, pEarcHTOB, TECT-CHCTEM M CTaHJapTHBIX BEMIeCTB  JIOJDKHBI
CUCTEMATHYECKH PErMCTPHUPOBATECA B IOPANKE, YTBEPKIECHHOM OpraHH3aIhei,
TPOBOIAIIEH JOKIMHUYECKOE HCCIENOBaHNE.

27. Bce mporenmypsl, CBS3aHHBIE C YXOJOM 3a O3KCIEPHUMEHTAIbHBIMU
»KMBOTHBIMH, MTOJJIE)KAT yUeTy Ha OyMaXHOM HOCHTENE U (WIK) B SJEKTPOHHOM BHJIE.

28. BHOBb TIOCTYNHBIIHE OKCIIEPUMEHTAIbHBIE JKABOTHEIE IIOMJIEXAaT
KapaHTUHUPOBAHMIO JJIS OIIEHKU COCTOSIHHS 310POBbS.

29. Ha 3KcnepMMEHTANBHBIX JKUBOTHBIX, MOCTYNUBIIMX B OpraHU3alMIo,
IPOBOAAIIYIO  INOKIMHMUYECKOe  HCCIEfoOBaHWE, JODKHBI OBITh  OQOpMIIEHBI
BeTEpUHAPHBIE COMPOBOJAUTENLHEIE JOKYMEHTH B CIIydasX, HpPeIyCMOTPEHHBIX
3aKkoHOAaTeNsCTBOM Poccuiickoit ®eneparmyy.

30. BompHBIE OKCIIEPUMEHTAIBHBIE JKUBOTHBIE M JKCIIEPUMEHTABHBIE
*KMBOTHEIE, MOI03peBacMbie B HOCUTEIBCTBE MHQEKLHH, TODKHBL ObITh H30IUPOBAHbI
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OT 3I0POBBIX KCIIEPUMEHTAIBHBIX KHBOTHBIX H, IPH HEOOXOIMMOCTH, MOJBEPTHYTHI
nedenuro. Bee mpomeaypsl, CBSI3aHHBIE ¢ IHAarHOCTUKOHN 3a00seBaHus, Ha3HAYEHHBIM
JeYeHHEM M €ro pe3yjbTaTaMd, a TaKxKe OLEHKa BIUSHUA 3aboieBaHMs
¥ IPOBEICHHOTO JICUCHHS Ha MOJy4aeMble Pe3yJIbTaThl OJJIEXKAT yUeTy Ha OyMaKHOM
HOCHTENE B (WIH) B JJIEKTPOHHOM BHUIE.

31. Jina obecrnedyeHus WHIMBUAYAJIGHOIO HaOMIOJeHUs B IIPOLECCE
IpOBEAEHHs MOKIMHHYIECKOIO MCCIIENOBaHHA OSKCIEPUMEHTANBHEIE )KMBOTHBIE
JIOJDKHBI OBITH MAEHTH(QUIMPOBAHEl. B OTHOILICHUH MENKHX I'PBI3YHOB JOIIyCKaeTCs
rpymnmnoBas UIeHTU(UKALIHS.

32. Bce kneTkH, BOJbEPHI, KOHTEHHEPH!, IpeAHa3HAYEHHBbIE I COJEPKaHUA
SKCIEPHMEHTATBHBIX )KUBOTHBIX, JOJDKHBI OBITh IPOMapPKHPOBAHEI.

33. DKCllepUMEHTATbHBIE  JKUBOTHBIE, MCIIOJIb3yeMBIE IIPH IPOBEICHHH
JIOKJIMHAYECKOTO HCCIENOBAaHUS OOHOTO JIEKAPCTBEHHOTO CPEICTBA, JOJIKHBI
COEPKATHCS HM30JIAPOBAHHO OT SKCIEPUMEHTAIBHBIX JKMBOTHBIX, MCIIOJIb3yEMBIX
IpH TPOBENCHUH [OKIMHUYECKOTO HCCIENOBAHMA JpPYroro JIeKapCTBEHHOTO
CpeJicTBa.

34. Pa3nu4Hble BUABI SKCIIEPUMEHTAIBHBIX KUBOTHBIX JTOJDKHBI COAEPKATHCS
H30JIMPOBAHHO B OTAENBHBIX KJIETKaX, BOJIbepaX, KOHTelHepax.

35. DKcrepuMeHTAIbHBIE JXHBOTHBIE OJHOTO BHAA AOJDKHBEI COAEPKATHCA
B OJHHAKOBBIX YCJIOBHSX, ONTUMAIBHBIX AN JAaHHOIO BHJAA >KMBOTHBIX, UMETh
cBOGOHEIN JOCTYN K KopMaM # Boje. Kopma u Boza TOIDKHEL OBITE 6€30MacHBIMH
IS 370pOBbS  OKCIEPHMEHTANBHBIX JKUBOTHBIX, O0€CIe€4YHBaTh IOTPEOHOCTH
JKABOTHBIX B IIMTATENLHBIX BEIIECTBAX M He JOJDKHBI BIHMATH Ha pPe3yJbTATHI
HCCJIEIOBAaHMA.

36. DxcrneprMeHTalbHBIE J)XHBOTHBIE B TedeHHe He MeHee deM 30 CyTok
(nTHLEl B Teyenue 15 CyTOK) 10 Hadana HCCeOBaHUI U B EPUOJ HCCIEIOBaHUMI
He OJDKHEI IIOIy4aTh HMKAKUX APYTHUX JIEKApCTBEHHBIX INpEenapaToB, €CIH HHOE
He IpPeAyCMOTPEHO IUIAaHOM HccieloBaHus. [Ipy npoBeaeHHMH AOKIMHHYECKOTO
HCCIIEZIOBaHUS JIEKAPCTBEHHOTO CpPEACTBA, 00Jajalomero IpoJIOHTUPOBaHHBIM
IeMCcTBHEM, YKa3aHHBIN MEepHO JOJDKEH ObITh yBEIHYEH.

37. Ilpu paGore cC DOKCIEPUMEHTAIBHBIMH O KHBOTHEIMH  CIIEAyeT
PYKOBOZCTBOBATHCS CIEAYIOIIAMH IIPUHIMIIAMH:

a) WCIOJIb30BaHHE BUAA (BHAOB) SKCIEPHMEHTAIBHBIX JXUBOTHBIX, BHIOOD
KOTOPOro (KOTOPHIX) HAYYHO OOOCHOBaH M COOTBETCTBYET IIOCTABIICHHBIM 3aJadyaM
HCCIIEOBAHHUT,

6) UCIIONB30BaHHE OKCIEPHMEHTANBHBIX JKUBOTHBIX B  MHMHHMMAJIbHOM
KOJIMYEeCTBE, KOTOpoe Tpedyercs MJisi TMOJNydY4eHHs Hay4yHO JOCTOBEPHBIX H
CTATHCTHYECKH 00OCHOBAHHBIX PE3yJIbTAaTOB;

B) HCIOJIL30BaHUeE, pu BO3MOXHOCTH, HAY9IHO 000CHOBaHHBIX
aNbTEpPHATUBHEIX METOHOB M MaTepUaloB, BKIIOYAONIMX OeClO3BOHOYHBIX
XHMBOTHBIX, KYJBTYpbl KJIE€TOK, MHUKPOOPTaHU3MBl B3aM€H  TEILUIOKPOBHBIX
9KCTIEPUMEHTAIIBHBIX )KMBOTHBIX;

I') HCIHOJB30BaHHe JKCIIEPUMEHTAIBHBIX KUBOTHBIX TaKUM 00pa3oM, 4TOOBI
CBECTH K MHUHHMYMY IPHYHHIEMBIE UM Hey100CTBa 1 O0Ib;

1) IpOBeJICHE MIPOJOJDKUTENBHBIX, 00JIE3HEHHBIX MaHHUITYJISIIH,




XMUPYPrHYECKHX  OfepalMidi Ha  OKCIEPUMEHTAIBHBIX  JKMBOTHBIX  TOJIBKO
C TpUMEHEHHEM CENAaTHBHBIX, AaHAIbIeTUYECKUX JIEKApPCTBEHHBIX MpPENaparos,

JIeKapCTBEHHBIX [IPENapaToB Il HapKo3a;

€) yMepliBiieHHe 0e300JIe3HEHHBIM CIOCOO0OM B KOHIIE WJIHM B IPOLECCE
NOKJIMHHYECKOTO HCCIIENOBaHHA DKCIIEPUMEHTANBHBIX JKABOTHBIX, KOTOpble OyIayT
UCIBHITHIBATh CHIBHBIE HJIH TIOCTOSHHBIE 00JM, QU3NUecKHue CTpafaHus, IIOCTOSHHYO
(GYHKIIMOHANBHYIO HEJOCTaTOYHOCTh, HENOJJAIOIIUECS YCTPAaHEHHIO, a TaKke
SKCIIEPUMEHTABHBIX  JKUBOTHBIX TIPM  HEBO3MOXXHOCTH HX  JAJIBHEHIIErO
HCITOJIb30BaHUA.

DKcrepMeHTATbHBIE JKUBOTHBIE Ha HA4yallo MPOBENEHHS JOKIMHHYECKOTO
UCCIIEOBAHUSA JOJKHBEI OBITH 3IJOPOBHIMH M HE SBIATHCA HOCHUTENSIMHU areHTOB,
CIOCOOHEIX MOBIHATH HA Pe3yJIbTAaThl HCCIIEI0BaHMUs, €ClIM HHOE He IIPeAyCMOTPEHO
IUTAHOM JAOKITMHUYECKOTO UCCIIEJOBaHMS.

38. Ot6op po6 OMOJIOTHYECKUX  MaTepHaioB IIPOBOJIUTCS
B HHAMBHAyaJIbHBIE TIPpOOUpPKH ((IaKoHBI, KOHTEHHEpHI), KOTOpBIE MOJDKHBI
MapKHpPOBAThCA C YKa3aHHEM HIECHTH(QUKALMOHHBIX JaHHBIX 3KCIEPUMEHTaTBHOIO
’KMBOTHOTO (TPYIIIBI JKABOTHBIX), BpeMeHH o0TOopa MpoObl OGHOJOrHYECKOro
MaTepyaia W HaVMEHOBAHMS HCCIEAyEMOro JEKapCTBEHHOIO CpeACTBA HIIH
KOJAMPOBATHCSA B COOTBETCTBHH C ILIAHOM HCCIIEOBAHHUS.

39. Eciu uHOe He MNPenyCMOTPEHO I[UIAHOM HCCIIEHOBaHMS, IIPOOBI
OMOJIOTMYECKOTO  MaTepHajia  JOJDKHBI  3aMOPaXKUBATbC U XPaHUTBCH
B 3aMOPOXKEHHOM BHJIE 10 UX UCCIIEIOBaHU.

40. CoTpyIHHKOM, IIPOBOJUBIIUM OTOOP Mpo6 GHONIOrMYECKOro MaTepHaa,
JIOJDKEH COCTABIIATHCS HOKYMEHT C yKa3aHHeM JaThl 0TOOpa, MACHTH(UKALHOHHBIX
JAHHBIX SKCIIEPUMEHTAIBLHOTO XHBOTHOTO (IPYIIIBL )KMBOTHEIX), UX I10Ja, BO3PacTa,
Maccel. IIpoGsl OHOOTHUECKOTO Marepuaia JOJDKHEI IepenaBaThes B 1ab60paTopHro
C YKa3aHHBIM JOKYMEHTOM JI UCCIICAOBaHMS.

41. O6GbeM mpoObI OHOJOTMYECKOTO Marepuana, HEoOXOAMMBIN Ui
UCCIIEIOBAHKA, TOJDKEH ONPEeNIATHCA NCXOA U3 METO/Ia UCCIIeIOBaHMS.

42. Tlpu npoBeneHUH  JOKIMHUYECKOrO  HCCIENOBaHHs  JOJDKHEI
HCIIOJIb30BaThCs 00pa3Ilbl JIEKAPCTBEHHOI'O CPEACTBa:

B TOM XKe JIEKapCTBEeHHOH (opMe, KOTopas IUTaHUpYeTCs AJi IPUMEHEHNS,

IPOM3BEACHHBIE 10 TEXHOJIOTHM, KOTOpas IpexycMaTpuBaeTCs i
BKJIIOYEHHS B MPOMBIILICHHBIH periaMeHT WIH B MHOW JOKYMEHT, ONpeAelsIONIHi
TEXHOJIOTHIO IIPOW3BOACTBA;

COOTBETCTBYIOIL[HE TpPeOOBaHWAM KadecTBa, NPEIyCMOTPEHHBIM IPOEKTOM
HOPMaTHBHOTO TOKYMEHTa Ha JIEKapCTBEHHOE CPE/ICTBO;

C YHWTaeMOW MapKHPOBKO#l, BKJIIOUAOllell HaWMeHoBaHHE oOpasla
JIEKApCTBEHHOTO CpeICTBAa WIM IIPUCBOEHHBIH KOJOBBIH HOMEp, HaMMEHOBAHME
1 KOJIMYECTBEHHOE COJIepXKaHHe NeHCTBYIOIEro BemecTBa (AeHCTBYIOIIMX BELIECTB)
(MJIH aKTHBHOCTH), HOMEP CEPHH, YCTIOBHS XPaHEHUS U CPOK T'OAHOCTH.

43. B ciydae ecnu cofiepiKaHue JIeHCTBYIOIIEro BEIIECTBA B JIEKAPCTBEHHOM
dbopMe TpH MPOBEIECHUN NOKIMHUYECKUX HCCIENOBAaHUN HE Ha LEJEBBIX XXHBOTHBIX
HE II03BOJIIET YCTAHOBHUTH JO3Y, BBHI3BIBAIOIIYI0 (YHKIMOHAIBHBIE H3MECHEHUSA
B OpraHW3Me JKHBOTHBIX, MONYCKaeTcs INpH HalW4YHH HayvyHOro OOOCHOBaHMSA
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UCIIOJIb30BaHHUeE JIEKApCTBEHHOH (POpPMBI ¢ Goblell KOHIEHTpaIHel IeHCTBYIOMIETO
BEIIECTBA, YeM ILUIAHUPYETCS IJIS IPUMEHEHHS Ha [eJEeBbIX )KUBOTHBIX.

44. OOpasupl JeKapCTBEHHOIO CpEICTBa JOJDKHBI  COMPOBOXKIATHCS
MpeACTaBIeHHOH  pa3pa0OTYMKOM  JOKyMeHTalued, cojepaileid  ykasaHUs
00 YyCIOBHAX W CpOKax XpaHeHHs, HHPOPMAIHIO O Mepax I10 O0eCIedeHHUro
Oe3omacHOCTH  pabOTBI €  HCCIEAyeMBIM  JIEKAPCTBEHHBIM  CPEICTBOM,
PacTBOPUTENISIMA U IIPU HEOOXOANMOCTH MHQOpMalueil 0 Mpolexype pacTBOpeHus,
yCTpOMCTBaMHM [JIi BBEACHHUA JIEKAPCTBEHHOTO CpEICTBA OKCIEPUMEHTAIHHBIM
KUBOTHBIM.

45. O6pa3ipl uccleIyeMbIX JeKapCTBEHHBIX CPEACTB IOMJIEXAT YUeTy IpH
IpHeMe, pacxojie, BO3BpaTe WM YTWIM3allMd B COOTBETCTBUHM C TMPOLELYPOH,
YTBEPXKACHHON OpraHU3alMeil, IPOBOISLIEN UCCIEIOBAHKE.

46. Xpanenue 0o0pas3lOB HUCCIEAYEMOIO JIEKAPCTBEHHOTO CPECTBA JOJIKHO
OCYIIECTBIATBCA B YCIOBHUSX, YCTAHOBJIGHHBIX pa3pa0OTYMKOM, B YIIaKOBKe,
ofecrieynBaroIeil 3alIUTy OT 3arpsa3HEHHS WIH [OpYH, 00eClIeYnBarOIINX
UX CTaOWIBHOCTH B IMpOLleCCe XpaHeHHs, B OTHENBHOW 30He MOMEILEHHH,
IpeIHa3HaYeHHBIX VISt IPOBEACHUS JTOXJIMHUYECKOTO HCCIIeIOBaHMS,
C OrpaHW4YeHHBIM JocTynoM. IlapaMeTpbl OKpyXkarolleid cpeabl 30HBI XPaHEHHUS
00pa3lioB JOJDKHBI PETYJAPHO PETHCTPHPOBATHCA B MOPSAKE, YTBEPKICHHOM
opraHu3allyeit, MpoBOAsiILeH HCCIe0BaHUE.

47. OGpa3iisl JIeKapCTBEHHOTO CPENICTBA, MPEACTABICHHBIE IJI MPOBEACHUS
TOKIMHUYECKOT0 MCCIeNOBaHU, JODKHEI UMETh CPOK T'OJHOCTH, HOCTATOYHBIN IS
3aBepIIeHUs JOKIMHUYECKOro HccienoBaHus. Mcmonp3oBaHue B TOKIMHUYECKOM
UCCIIeI0BaHNH O0pa3IoB JIEKAPCTBEHHOI'O CPEICTBA C UCTEKIIHM CPOKOM TOXHOCTH
WIH XpaHMBIIUXCA B YCJIOBUSAX, HE COOTBETCTBYIOLIMX YCJIOBHSAM XpaHCHHHS,
YCTAaHOBJIEHHBIM pa3pabOTIYMKOM, HE JOIycKaeTcs. B ciydae mIATENBHOTO
JOKIIMHUYECKOTO HCCIIEJOBAHUS, MPEBBIIIAIONIETO CPOK T'OAHOCTH JIEKApPCTBEHHOTO
CpeICTBa, YCJIOBHS 3aMeHbl OOpa3loB JIEKQpPCTBEHHOTO CpPEACTBA WU KPUTEPUH
TIPHEMJIEMOCTH JAOJDKHBI OBITh OMMCAHbI B IIaHE HCCIIeT0BaHHUS.

48. Ilpu moaroroBke 0OpPa3IOB JIEKAPCTBEHHOTO CPEJCTBA I BBEJICHUS
OKCIIEPUMEHTAIBHBIM JXUBOTHBIM HE JOJDKHA [OMYCKAaThCA WX KOHTaMHHAIUA
JIPYTAMHU JIeKapCTBEHHBIMHU CPEACTBaMH U HHPEKIUOHHBIMU areHTaMu, JOJIKHA OBITh
obecreyeHa 0€30MacHOCTh JIMI], YYacTBYIOIIMX B IMPOBEICHUM HCCIENOBaHMS,
¥ OKpY Karolieil cpepl.

49. BBeneHHE JEKApPCTBEHHBIX CPEACTB MOJDKHO OCYIIECTBIATHCS TaKUM
00pa3oM, 9T00bI KaXI0e SKCIIEPUMEHTAIBHOE KUBOTHOE TAPAHTHPOBAHHO TTOJIyIHIIO
OTIpeNeNICHHYIO 103y JIEKapCTBEHHOI'O CPEJICTBA.

50. VYHHYTOXKEHHE OCTaTKOB HCCIIeTyeMOro JIEKapCTBEHHOTO CpeIcTBa
OCYIIECTBIISIETCS. B COOTBETCTBHH CO cTatheil 59 DenepanbHOro 3akoHa
or 12 ampens 2010 r. Ne 61-®3 «O0 oOpareHnd JTeKapCTBEHHBIX CPENCTB»
(manee — denepanpHbiil 3aKoH Ne 61-D3).

51. OpraHuzanus, §OpoBoAfAlIas HCCIeNOBaHUE, JODKHA YTBEPAUTH
CTaHJApTHHIE OMEpAIlMOHHBIE NPONEAYpPhl, B KOTOPHIX MOJDKEH OBITH IMOAPOOHO
Y TI0CJIeIOBATEIHHO OMMCAH MOPSA0K OCYIIECTBIEHHS U yueTa BceX JIAOOpaTOpHBIX U
IIPOU3BOJICTBEHHBIX OTE€paLlUii, BKIIFOYAs:
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a) MOCTYIUIEHWE, HICHTH(UKAONIO, MapKHPOBKY, 00paboTKy, oT6op mpob,
HCIIOB30BaHUE, XpaHEHHe U YHHYTOXXeHHe (yTHIIN3AIMIO) HCCIeAyeMBIX 00pa3iioB
JeKapCTBEHHBIX CPEICTB, CTAaHOAPTHBIX 0Opa3loB U TECT-CHCTEM (B Cilydae
HX HCIOJIb30BAHUS );

6) oOCITy)XMBaHUE U TIOBEPKY 000pyI0OBaHMS;

B) IPUTOTOBJICHUE PEaKTUBOB, TUTATENbHBIX CPe;

I') BeJIeHHUE 3aIiCeil, 0TYETOB, POTOKOJIOB Ml X XpaHCHHUE;

) oOCIyXXHBaHWE IMOMEIIEHHH, B KOTOPBIX IMPOBOAMUTCA AOKIMHUYECKOE
HCCIIeJIOBAHME;

€) NpHeM, TPAHCIOPTHPOBKY, pa3MelleHHe, OINCaHHe, HICHTUPUKAIHIO
AKCIEPUMEHTAIIBHBIX KUBOTHBIX, YXO/I 332 HUMHU.

52. Pa3paGoTuyWMK MAODKEH YTBEPAMTHh IUIAH KaXAOTO HCCIECAOBaHUs,
IIPOBOJUMOTO B paMKaxX IOKITHHHUYECKOTO HCCIEAOBaHUs, C yKa3aHHEM JaThl ero
yTBepXKIAeHHUA. YKa3aHHBIN IUIaH HCCIeI0BaHMs JOJDKEH COAEPIKATh:

HAaHMEHOBaHWE HCCJIeI0BaHUsA, MPOBOAMMOrO B paMKax AOKIHHUYECKOrO
HCCIIeJOBaHMUS;

HAaHMEHOBaHWE W ajpec OpraHW3allid, MMPOBOJMAINEH HCCIEeOBaHHE, MECTO
IIPOBEICHUS UCCIICIOBAHHUS;

dbamunuio, WMA, OTYECTBO (INpU HAIMYWHM) JIMIA, OTBETCTBEHHOIO
3a IpOBEJICHHE MCCIEIOBAHMUS, U JIHLI, YYaCTBYIOIIUX B MPOBEACHUH HCCIIeIOBaHNMN;

1[eJIb WCCIIeI0OBaHUS;

3a[1ady UCCIIEJOBaHMUS;

Cpok (Mecsll, TOA) Hadalla U IUTAaHUPYEeMBIH CpoK (Mecsl, rojl) OKOHYaHUA
HCCIIeIOBaHMS;

cBelieHHs 00 HCCIIeAyeMOM JIGKAPCTBEHHOM CpeicTBe ((u3mueckue,
XuMHu4eckue, hapMaleBTHIeCKre, OMOJIOrHYeCKUe CBOMCTBA);

CBeIEeHHA O CTaHOapTHOM ofpasue (oOpasmax) (B ciydae ero (Mx)
HCIIOJIb30BaHHUA);

IIPUHITAIEI KCTIONB30BaHMUs BHIOB JKCIIEPUMEHTAIBHBIX JKUBOTHBIX, a TAKXKe
KPUTEPHH BHIOOpAa HCIOJB3YEMBIX B HCCIEAOBAaHHHM BHJOB JKCNEPHMEHTAIBHBIX
JKUBOTHEIX, HX BO3pacTa, I10Jia, MacChl Tejla, KPUTEPUH BKIIOYEHHUS (MCKIIOUEHUS)
SKCIIEPUMEHTAIIBHBIX JKHUBOTHBIX, TOPAJIKA UX 3aMEHEI;

METOBI HCCIIeI0BaHNs C 000CHOBaHHEM HX BHIOODa;

CXeMy HCCIIeZIOBaHUA U ee 000CHOBAHHE;

KOJIMYECTBO 3KCIIEPUMEHTAIBHBIX KUBOTHBIX B rpyIie, cnocoba (crocoboB)
1 nyrn (myTei) BBENEHHS DKCIEPUMEHTAIBHBIM JKMBOTHBIM HCCIETLyeMOTO
JEKapCTBEHHOTO CPENCTBA, KPATHOCTH NPUMEHEHHUS H IPOAOJDKUTEIBHOCTH (ha3bl
UCCIIENIOBAHMA Ha OKCIEPUMEHTAIBHBIX JKHUBOTHBIX M aHAIMTHYECKOH (assl,
HIEPHOINYHOCTH OLEHKHA COCTOSIHUS SKCIEPHMEHTAIBHBIX XUBOTHBIX U 0TOOpa Mpob,
OlICHHBAaeMble ITOKA3aTeJli B Tpolecce HCCIENOBaHUA M METONUKH OILCHKH,
UX 000CHOBaHHE;

omucaHue OHOJIOTHYECKOTO MarepHana, OTOMpaeMoro Uil IpOBEINEHUS
HCCIIEI0BAaHKS, CTIOCO00B ero 0T00pa U XpaHeHHs, UX 000CHOBaHHE;

ONHCaHHe  TMpPOIEAYyphl  CTATHCTUYECKOH  0OpaboTKHM  pe3ysnbTaToB
HCCIIEIOBAHMS;
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o0ocHOBaHHE HEOOXOIMMOCTH (OTCYTCTBUSL HEOOXOAUMOCTH) MPOBEACHUSA
BaJIUJIAIINKA MeToa (METOAOB) UCCIIEIOBAHNS;

KPUTEPHUH OILIEHKH KOHTPOJIUPYEMBIX B IIpoLiecce UCCIIeI0BaHU II0Ka3aTeseH;

MOPSAAOK BHECEHHS H3MEHEHHH B IUIaH HCCIEJOBAHUSA,

CCBUIKH Ha JINTEPATypHbIE HICTOUHUKY (B ClIydae X HCIIOIb30BaHus);

IOMOJHUTEBHYIO HHPOpMALIHIO (B Cliydae HAIU4Us).

53. Ilman wWcClleIOBaHUSA COCTABISETCS pPa3pabOTUMKOM WIH CTOPOHHEH
opraHu3allieii (B ciiyyae ee NpUBJIeUYeHNUs Il IPOBEACHUA UCCIETOBaHUS).

54. I'lnaH wccren0BaHus MOANUCHIBAET JIUIO, OTBETCTBEHHOE 3a IPOBEICHUE
IOKIMHHAYECKOTO UCCIIeJOBAHMS, C YKa3aHHEM JODKHOCTH, MecTa paboTHI.

55. Tlpu mpoBeJeHUH HCCIENOBAHUS JHILA, YYacTBYIOHIWE B IPOBEAECHUU
HCCJIeJOBAHUS, JO/DKHBEI BECTH IPOTOKOJN HMCCIENOBaHUS Ha OyMaXHOM HOCHTENe
u (WIH) B DJIEKTPOHHOM BHJE, B KOTOPOM JOJDKHBI (PUKCHpOBaThCcs JeicTBUS,
IpeayCMOTPEHHBIE [IaHOM UCCIIEIOBaHU.

56. ITpoToko uccieoBaHUs JOJDKEH BKIIIOYATh!

HaWMEHOBaHHE HCCIEeJOBAHUS, IIPOBOJUMOIO B paMKax MOKIMHUYECKOTIO
WCCIIeJOBaHUS;

ONHCaHWe  HCIOJB30BAHHOTO  OOOpYHOBaHMS, CPEACTB  HU3MEpPEHHSA
U PEaKTHBOB, pPEareHTOB, CTAaHIApTHBIX 00pa3loB M TeCT-CHCTeM (B ciy4yae HX
HCIIOJIB30BaHHUA);

TepBUYHBIE JAaHHBIE O pe3y/bTaTax W3MepeHui U HabmoneHui (B TOM ducie
XpoMaTorpaMMel 1 ¢poTorpaduu mpy UX HAJINYUN);

pe3yabTaThl BBIYMCIECHUH U mpeoOpa3oBaHUs MJaHHBIX (B TOM YHCIE
MIPOMEXXYTOYHBIE);

ONMHCaHHE M OLEHKY IpoIelyp CTaTUCTUYECKOT0 aHaliu3a C yKa3aHUeM
HCIIOB30BaHHOTO MPOTPaMMHOr0 obeclieueHus;

CBeIeHHA 00 HCIIOJB3yEeMBIX KCIIEpUMEHTANIBHBIX KUBOTHBIX (BHI, BO3pPACT,
KOJIMYECTBO, Macca, MOJ W KOJMYECTBO TIPYIN 3KCIEPUMEHTAIBHBIX JKHBOTHBIX
B KaXIOM BHIE HCCIEIOBaHMiA), YCIOBHUA COIEpP)KAaHUA M  KOPMIIECHHA
9KCIEPUMEHTAIBHBIX KUBOTHBIX, ITapaMeTPhl OKPY’Kalolled cpefbl B IOMEIICHUAX,
B KOTOPBIX COJIEPKATCA IKCIEPUMEHTAIBHBIE JKHUBOTHBIE,;

CBEJICHUS, HMEOIIHe HENOCPEeACTBEHHOE OTHOIICHHE K HCCIECA0BAHMIO
M TI03BOJISIONINE BOCIIPOU3BECTH X0/ HCCIIET0BaHUS.

JIns aBTOMATWYECKH PETHCTPHPYEMBIX MAPAMETPOB C OOJBIIMM YHCIIOM
UHAWBHAYAIBHEIX 3HAYeHHWH JONMycKaeTcs IIpeICTaBJICHUEe BMECTO IEPBHYHBIX
JaHHBIX O pe3yJbTaTaX H3MEepEeHHWH U HaOMIOAEHUN pEe3yJIbTaTOB MEPBUYHOM
00paboTKM STHX JaHHBIX.

57. Tlporokon uccleNOBaHUS [NOJDKEH OBITh IOJANNCAH BCEMH JIMLIAMH,
y4acTBOBABIIMMH B NPOBEJeHUH HCCIENOBaHMUS, C yKa3aHHeM (aMHINK, MMEHH,
oTyecTBa (NP HAJIMYUHU), YICHOU CTelleHW (IIpU HAIUYKH), a TAKKe C yKa3aHHUEM
JaTel TOJMHCAHHS W HOMepa MPOTOKOJNA HKCCIENOBaHUS, IO3BOJIAIOIIMX
UACHTUQUIMPOBATH JaHHBINA IIPOTOKOIL

58. Coxepxanue IPOTOKOJIA JOJDKHO TI03BOJIATH OJTHO3HAYHO
UIEHTH()UIUPOBATE HCCIENOBaHUEe, HMCIONb30BaBIIecs 00pa3lbl JeKapCTBEHHOIO
CpeICTBa, BHA HCCICAOBAaHHUS, METOJBI, JIUL, y4acTBYIOIIUX B MOIXYYECHHH AAHHBIX
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¥ B IOATOTOBKE IPOBEACHUS HCCICAOBAHMS, H3MEPHUTEIBHOE H HCIBITATENBHOE
000pyJ0OBaHHe, PEeareHTHl M PEaKTHBBl, CTaHAApTHbIE 0OpasUbl U TECT-CHCTEMEI
(B cimyvae UX HCIIOJIB30BAHMUS).

59. H3MmeHeHHS CBeIeHHUH, COIEpXKalUXCA B IIPOTOKOJE HCCIENOBaHMS,
oopMIIsIIOTCA B BHIE AOIOJHEHHH K YKAa3aHHOMY IIPOTOKOJY, KOTOPBIE JOJDKHEI
OBITH MOANMMCAHBI BCEMH JIMIAMH, YJaCTBOBaBUIMMHK B NPOBEICHUM HCCIICAOBaHHS,
C yKa3aHHeM TpPUYHUH HU3MEHEHWH, JaThl M HOMEpa JONOJIHEHMs K IPOTOKOIY
HCCIIeIOBaHUS.

60.ITocne 3aBepimieHHss HCCIEAOBaHUS, IIPOBEJEHHOr0O B  paMKax
IJOKJIMHMYECKOTO HCCIIEIOBAHMS, JIULIOM, OTBETCTBEHHBIM 3a IPOBEACHUE IaHHOTO
HCCIIeIOBaHMA, COCTABIIAETCS M IOJIIUCHIBACTCA OTUET O pe3ybTaTax UCCIIENOBaHMS,
KOTOPBIif JOIKEH COEepPXKATh:

HaMEHOBaHUE BUA UCCIIE0BaHuS,;

IaTy ¥ HOMep, TO3BOJISIONTIHE UISHTU(GUIMPOBATh JAHHBIN OTUET;

HarMeHOBaHMe, aJpec OpraHU3alliy, IPOBOAMBIIEH HCCIEIOBaHHE, U MECTO
IIPOBEICHHUS UCCIIEIOBaHNS;

IaThl Ha4Yalla U 3aBepIICHIs UCCIEI0BaHNu,

1eJTb ¥ 33/1a4H UCCIIEAOBaHu;

daMuIMIo, UMS, OTYECTBO (NPU HATMYUH), YUEHYIO CTeleHb (IpH HAIUYHHK)
JWIa, OTBETCTBEHHOrO 3a IMpOBEeIEHHE [aHHOTO BHJA HCCIENOBaHHs, W JIHI,
YYaCTBYIOIUX B MPOBEACHUH UCCIICIOBAHNU,

ONMCaHHE HCCIEAyEMOro JIEKApCTBEHHOI'O CpEeACTBa, BKIIOYas COCTAaB,
bu3NKO-XMMHUYECKHe, OHoIorHIecKye, (hapMalleBTUIECKHE CBOMCTBA, HOMEP CEpHH,
CPOK I'OAHOCTH;

ONMCaHHEe XO0JIa MCCIEMOBAaHMS C yKa3aHWEM HCIIOJIb30BAaHHBIX MAaTepHalIoB
U METOJIOB,;

ONMCaHWE HCIOJB30BAHHBIX OOOPYIOBaHUS, CpPEACTB HM3MEPEHHA H
PEakTHBOB, peareHTOB, CTAHAAPTHBIX 00pa3LioOB M TECT-CHCTeM (B Cily4ae MX
HCIIOJIb30BaHHsA);

HH(OpMAIHIO 00 IKCIIEPUMEHTAIBHBIX JKABOTHBIX (BHI, I10JI, BO3PAcCT, Macca
TeJla, KOJMYECTBO )KUBOTHBIX B IPyIIe);

croco0 BBeEHHS, H036I U KPaTHOCTh BBEJICHUS JIEKAPCTBEHHOI'O CPELICTBA;

ONKCAaHWE M OLEHKY IpOLeNyp CTAaTUCTHYECKOro aHajiu3a C yKa3aHHEM
HCIIOJIb30BAHHOTO MPOrPaMMHOTO 00€eCIIeUeHN S,

pe3yNbTaThl UCCIIEIOBAHUS CO CCHUIKAMHM HAa COOTBETCTBYIOLIME IE€PBHYHEIE
JAHHBIE O Pe3yNbTaTaX M3MepeHHil U HaOMIONeHMH, a TaKKe HUX CTaTHCTHYECKHH
aHaJIN3;

BBIBOZBI M3 IPOBEJIEHHOTO UCCIIECAOBaHUs.

61. B ciayuae OTKIOHEHHs OT IUIaHA HCCIEIOBaHMA JIULIOM, OTBETCTBEHHEIM
3a IpOBENEHHE HCCIIeOBaHHs, IPOBOAMMOrO B DaMKaxX JOKIMHHYECKOTO
HCCIIEOBaHusA, IO/DKHBI COCTaBIATHCS W3MEHEHHs B IUIAH MCCIENOBaHHA C
yKa3aHHEeM [PUYHH OTKJIOHEHWs, KOTOpble YTBEPKAAIOTCA pa3spabOTYMKOM H
MIPUJIAraloTCs K IUIaHy UCCIIe0BaHus.

62. B ciay4ae npuBiiedeHUs I IPOBEACHNS JOKIMHUYECKOTO HCCIIET0OBAHHS
CTOpDOHHEl OpraHW3alM{d II0CJ€ 3aBEPIICHUSA HCCIENOBaHUSA HA OCHOBAaHHMH
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ykaszaHHoro B myHkte 60 Hacrosmux IlpaBuin oTdeTa 0 pe3yapraTax HCCIEAOBAHUA
JIMIIOM, OTBETCTBEHHEIM 3a IIPOBEACHHWE [AaHHOTO BHIA HCCIEAOBaHHS, AODKHO
COCTAaBIATHCI M TOJMUCHIBATHECA  3aKIIOYeHHe, CoAepiKalllee BBIBOABI U3
IIPOBEACHHOTO UCCIIEOBAHUA.

63. Tlocne 3aBeplieHWS BCeX KCCIeIOBaHMN, IPOBEACHHBIX B paMKax
JNOKJIMHMYECKOTO UCCIIEIOBaHAS, pa3paboTIMKOM COCTaBISIETCA OTYET O pe3ynbTarax
IOKIIMHHUYECKOTO MCCIIENOBAHUA Ha OCHOBaHWH YKAa3aHHBIX B ITyHKTe 60 HacTOAIMX
ITpaBuil OTYETOB O pe3yibTaraXx HCCIEAOBAHUM M, NPH HAIMYHMH, 3aKIIOYCHMH,
yKa3aHHBIX B yHKTe 62 HacTosux [Ipasuir.

64. Otuer 0 pe3yinbraTax AOKIHHAYECKOIO HCCIENOBaHHUA IOIKEH OBITh
[IOJIIIMCAH PYKOBOIUTEIEM pa3paboTynKa.

65. OtueTr ©0 pe3yinpTaTax [JOKIMHHUYECKOIO HCCIENOBaHUA  JOJDKEH
COJIepKaTh:

HAa¥MMEHOBAHUE OTYETA;

HauMeHOBaHUE JIEKApPCTBEHHOTO CPECTBA;

Ha¥MEHOBaHMs, ajpeca pa3paboTyuKa, NPOU3BOJUTENS JIEKapCTBEHHOIO
CpeNCcTBa M CTOPOHHUX OpraHu3aluii (B ciydae NpPHUBIEYEHHS TaKUX OpraHU3alMi
JUIst IPOBEAECHUS JOKITMHUYECKOTO HCCIIeI0OBaHN)sA);

aThl HAYaJIa U OKOHYAHM JOKJIMHHYECKOTO HCCIIeTOBAHHUS;

IaTy ¥ HOMep OT4YeTa, HO3BOJIAIOMIE ero HACHTU(GUIIMPOBATH;

11eJIb U 3aJa4YM JOKITHHUYECKOr0 UCCIICIOBaHU,

KpaTkoe OMNHMCaHHe IPOBEJEHHOTO  JOKIWHHYECKOTO  HCCIIEIOBaHMS,
UHGOpMAIMIO O CTaHAApTHOM oO0pasie (IpU HAIWYHH), HPOAOJDKMTENBHOCTH
JOKJIMHHUYECKOI0 HCCIIeT0BaHUs, HHPOPMAIIUIO 00 IKCIIEPUMEHTAIBHBIX KHUBOTHBIX,
pe3yJIbTaThl JOKINHIYECKOTO UCCIEIOBaHN;

OINIaBIIEHHE, BKJIIOYAs IMepeueHb MPUIIOKEHNH, TaOIHIL;

riepeYeHb COKpAILeHHH U orpe/ie/ieHie TEPMUHOB, UCHIOIb3YEMBIX B OTYETE,

ONHMCAHHWE HKCCIEAyeMOro JICKapCTBEHHOTO CpelNCcTBa, BKIIOYass COCTAaB,
(bHU3UKO-XUMHUECKHe, Ononorudeckue, hapMalieBTHIEeCKUE CBOKNCTBA;

BHUIBl  HCCIIEHOBaHMii, TPOBEACHHBIX B paMKax JOKJIHMHUYECKOTO
HCCIIEOBaHMN,

BHJI, BO3pacT, KOJHYECTBO, Maccy M IOJI 3KCIIEPUMEHTAIBHBIX JKMBOTHEIX,
WCIIONB30BAHHBIX B KaXJIOM BHJE HCCIEIOBaHHNA, TPOBEJEHHBIX B paMKax
IJOKJIMHHYECKOTO MCCIIeIOBaHus, YCIOBUA UX COACPKAHUS;

KOJMYECTBO TPYII OKCIIEPAMEHTATBHBIX JKUBOTHBIX B KaXAOM BHIE
UCCIICOBaHH, IPOBEIEHHBIX B paMKaX JOKIMHUYECKOTO UCCIIEJOBAHNS,

PEXHMM IO3UPOBAHMSA, KpPaTHOCTh M CIOCOO BBEAEHHS HCCIELYyEMOTO
JIEKapCTBEHHOTO CPEJCTBA;

ONMCAaHWE M OIEHKY IPOLENyp CTAaTUCTHYECKOro aHaiu3a C YyKa3aHHEM
HCIOJIB30BAHHOTO MPOTPAaMMHOT0 00eceueHus;

000OIIEeHHBIE PE3YNIBTAThl UCCIENOBAaHUN CO CCBHUIKAMH HA OTYETHI
0 pesynbTaTaXx KaxIOr0 BHAA HCCIEAOBAHHUM, MpPOBEICHHBIX B paMKax
IOKIMHUYECKOr0 MCCIIEIOBAaHuU, a TAK)Ke aHAJIN3 YKa3aHHBIX Pe3yJIbTaTOB;

BBIBOOBI O 0€30IIaCHOCTH, KadecTBe M 3(PPEKTUBHOCTH JEKAPCTBEHHOI'O
CpENCTBa, B TOM WYHCIE O CpPOKax €ro BbIBEAEHHS M3 OpraHW3Ma >XHBOTHBIX
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¥ 0e30macHOCTH MPOAYKIIMM >KUBOTHOTO TPOUCXOXKIEHHUS IIOCIE€ IIPUMEHEHHUs
COOTBETCTBYIOIIIETO JIEKAPCTBEHHOTO IIpenapaTra. YKa3aHHBIE BBIBOJbI JOJDKHEI
ColepKaTh CBeleHHs O (apMakKoJIOTHYecKOH aKTUBHOCTH, (apMaKOKHHETHKE,
dapMakoIMHaMUKe XU BO3MOXKHOCTH IIOCIEIYIOIIEr0 IPOBEACHHS KIMHHYECKOIO
YICCIIEIOBAHHKS, CTETIEHH OMacHOCTH (6e30MacHOCTH) JIEKapCTBEHHOIO CPelNCTBa I
’KMBOTHBIX, KOTOPHIM ITpeJHa3HA4aeTcs HCCIeAyeMoe JIEKapCTBEHHOE CPelCTBO,
6€e30aCHOCTH TPOXYKIHMH >XUBOTHOTO IIPOUCXOXKIECHHUS, MOIYYEHHOH OT TaKuX
KUBOTHBIX.

66. K oruery o0 pe3yibprarax JOKIMHHUYECKOTO HCCIEJOBAaHUSI IOJDKHBI
NpHIIaraTbCs IUIAHBI UCCeNOBaHWi (MMM MX KONHH, 3aBEpPEHHBIE Pa3pabOTYMKOM
JIEKapCTBEHHOT'O CPEJCTBA), OTYETHI O pe3ylbTaTax KaXIoro BHIA MCCIIENOBaHHH,
IPOBEAECHHBIX B paMKaxX JOKIMHMYECKOrO HCCIENOBAHUA, M IPH HAIHYHH
3aKIIIOYEHUST CTOPOHHHX OpraHu3anuil (WM KONHHM 3aKIIOYeHHH M OTYETOB
0 pesyibTarax KaXIOr0 BHIAa MCCIEJOBaHWM, TMpPOBENEHHBIX B paMKax
JOKIHHHYECKOTO UCCIIEOBAHU, 3aBEpEeHHbIE STUMH OpTaHU3aLUsAMH).

67. Ecnu B mpoliecce HcCleOBaHUS HCIOIB30BAIHCh METOABI KOHTPOJIA,
HOJUTEXKAIIe BaJUJAllMK, KOINMH IPOTOKOJNOB BaNMIAIWU JOJDKHBI NPHIAraTbCs
K OTYETY O pe3yJIbTaTaX JOKIMHUYECKOIrO HCCIIeIOBaHHUA.

I1L. HpaBHJIa IPOBECICHMH KIIHHHYECCKOTI0 HCCJI€0OBAaHUA

68. B03MOXHOCTH MNpPOBEJEHHUS KIMHMUYECKOTO HCCIENOBaHUSI AOJDKHA
OCHOBBIBATHCA Ha pe3yNbTaTaxX AOKIMHUYECKOTO HCCIeIOBaHMUA.

69. IlepeHOCHMOCTh JIEKAPCTBEHHBIX IIPENapaToB 3I0POBBIMU >KHBOTHBIMH
YCTAHABIMBAETCS Ha OCHOBAHWH [IaHHBIX, IIOMYYEHHBIX IIpH IPOBEICHHH
INOKJIMHMYECKOTO MCCIICIOBaHUS Ha IEJIEBBIX )KUBOTHBIX.

70. lo Havajga KIMHUYECKOTO HMCCIIEOBaHUA Pa3paOOTYMKOM JOJDKHA OBITH
IIPOBEJIeHa OlleHKa COOTHOINEHUS BO3MOXKHOTO PHCKa C IPOTHO3MPYEMOH IMOIb30M
IUIA IieNIeBBIX JXKUBOTHBIX. OleHKa 3(pQEeKTUBHOCTH JIEKAPCTBEHHOro IIpenapara
IOKHA OBITH HayaTa W TPONOJDKEHAa TONBKO B clydae IpeobiataHus
TIPOTHO3UPYEMO¥ IOJIB3BI HaJl PUCKOM.

71. B cinyyae OCYIIECTBICHHS HCCIEIOBAHUS, IIPOBOAMMOIO B paMKax
KIMHHYECKOro HccienoBanus B Poccuiickoit ®emepauuu, pa3paboTyuk HOJDKEH
yBEJOMHTE Poccenbxo3Han30p B ANEKTPOHHOH popMme UM Ha OyMa)KHOM HOCHTENE
O JaTe Hayajlia M MeECTe€ OCYIIECTBIEHHMS YKa3aHHOTO MCCIEJOBaHUS B TEUYCHHE
10 paGounx aHE# ¢ MOMEHTa yTBEep XK I€H!sI IIaHa UCCIICIOBaHMU.

72. Poccensxo3Han3op B TedeHne 10 pabouux aHell ¢ MOMEHTa MOCTYIICHHS
yBeIOMJICHHS pa3paboTyrKa O JjaTe Hayana U MeCTe OCYMIECTBIICHHs HCCICIOBaHMs,
IIPOBOJUMOrO0 B paMKax KIMHUYECKOTO HCCIENOBAaHUS, MAODKEH COOOIIUTH
pa3paboTYUKy B IEKTPOHHOH (opMe WIM Ha OyMaXHOM HOCHTENE O IIONy4EeHHH
YKa3aHHOTO YBEJOMJICHHUS.

73. Ipouenypsl cOopa, 0OpaboTKu M XpaHeHUs UHPOPMAIMH, MOTydaeMOH
B XOIe KJIMHMYECKOTO HCCICIOBaHUA, JOJDKHBI ofecreynBaTh IOJIy4ECHHE
JOCTOBEPHOTO W 0GOCHOBAHHOI'O IpeCTaBlIeHHs 0 Oe30macHOCTH U 2(QHEeKTUBHOCTH
JIEKapCTBEHHOTO TIpenapara.
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74. B cirydae oGHapyXeHHUS ONMACHOCTU M (MJIM) BOSHUKHOBEHUS YTIPO3bI st
3[I0pPOBbSl KMBOTHBIX M (WIM) Jrofed U (WIK) 3arpsS3HEHUS OKpYIKArollei cpensbl,
JIUII0, OTBETCTBEHHOE 3a OCYIIECTBJICHHE HCCIEAOBaHUSA, MPOBOJUMOrO0 B paMKax
KJIMHAYECKOro MCCIIeI0BaHUs, JOJDKHO HEMEIJICHHO TIPHOCTAaHOBUTh HCCIIEJOBaHHE,
MPOBOJUMOE B paMKaxX KIMHHYECKOTO HCCIeJOBaHMS, 10 MOMEHTAa YCTaHOBICHHS
MTPUYNHBI BOSHUKHOBEHUS ONIaCHOCTH M (WMJIM) BO3HUKHOBEHHS YIPO3BI Ui 300POBbS
XKUBOTHBIX U (wiM) moAed U (WIM) 3arpsA3HEHUS OKpYyXKalolleld cpensl Hu
OpoUHPOPMHPOBATh  pa3paboTumMka O  IPUOCTAHOBICHHU  HCCIENOBAHMUSA,
MIPOBOJUMOr0 B paMKaxX KIMHHYECKOTO HCCIeIOBaHUs, Ha OyMaXHOM HOCHUTEJIe WX
B JJIEKTPOHHOHU dopme.

75. PemeHue o TmpeKpalleHUHd HCCIEAOBAaHMS, MPOBOAMMOIO B paMKax
KIHHUYECKOTO  WCCIeJOBaHUSA, MpPHHUMAeTCs  pa3paboTYUKOM B  Cclydyae
IIOATBEPXKICHUSA TOTO, YTO IIPUMEHEHHE JICKAPCTBEHHOTO IpemnapaTta MpeACTaBIIsIeT
yrpo3y AJisA 340POBbs KUBOTHBIX ¥ (WIK) JIoAeH U (WK) 3arpsa3HEHHs OKpY Karolei
Cpenpbl.

76. Pemienne 0 BO300HOBIIEHHMH HCCIIEHOBaHUA, MPOBOJUMOIO B paMKax
KJIHHAYECKOTO  WCCIIEAOBAaHUA, IpPUHUMAeTcs  pa3paboTYdKOM B  ciydae
IMOATBEPXKIEHUSA TOr0, UTO MpPUMEHEHHE JIEKapCTBEHHOrQ0 IIpemapara He
IIPeICTaBIAET Yrpo3y IUIs 3MOPOBbS KUBOTHBIX U (WIH) MroAel u (MK) 3arps3HeHus
OKpYy>Karollie#l cpelsl.

77. PazpaboTuuk HODKeH cooOumTth B Poccenpxo3Haa30p B 3IEKTPOHHOM
dopmMe win Ha OyMaXHOM HOCHTeNE O MpPEKpallleHHd WM O BO30OHOBIECHUH
HCCJIeIOBaHUA, TIPOBOJAUMOrO B paMKax KJIMHMYECKOTO HCCIEJOBAaHUSA, B CPOK, HE
IpeBBIAIONHI 5 pabounx AHEN cO AHSA MPUHATHS PELIeHHs O MpeKpalleHu! WU O
BO300HOBJIEHUN KIMHUYECKOTO HUCCIIEOBaHUA.

78. Jluma, yd4acTByIOIIHE B MPOBEACHHH KIWHHYECKOTO HCCIIEeIOBaHu,
JOJDKHBI MIMETh KBATH(UKAIIUIO B COOTBETCTBYIOIIEH 001acTH HCCIIeJOBaHUS.

79. Jlumo, OTBETCTBEHHOE 3a MPOBEACHHE KIWHUYECKOTO HCCIeI0BaHu,
U JIUIa, OTBETCTBEHHBIC 3a OCYIIECTB/IEHUE HCCIIEJOBAHUM, IPOBOIUMEIX B paMKax
KJIHHUYECKOT0 MCCIIe0BaHUsA, JODKHBI UMETh BBICIIEe BeTepUHApHOE o0pa3oBaHUE
H COOTBETCTBYIOIIHME IENAM KIMHUYECKUX HCCIEOBAaHUA IMOATOTOBKY H CTax
padboTsI B 00J1aCTH BeTEpUHAPUU HE MEHEE TPEX JIeT.

80. JIuio, OTBETCTBEHHOE 3a IPOBEAEHHE KIMHUIECKOTO HCCIICIOBaHMS,
JINIa, OTBETCTBEHHBIE 3a OCYILIECTBICHUE HCCIENOBaHMi, IPOBOAMMEIX B paMKax
KJIHHAYECKOTO HCCJIeIOBaHMS, U JIUIA, YIaCTBYIOHINE B MPOBEACHUH KIMHUYECKOTO
HCCIIEIOBAaHUs, JOJDKHBI OBITh O3HAaKOMJIEHBI MOJA PpOCIHCh PYKOBOIUTENIEM
OpraHM3alyH, IPOBOsIIEN UCCIIEOBaHNUE, C IITITAHOM HCCIIEI0OBAHUSA, TOTHOMOYUSIMY,
0053aHHOCTSMH IIPH OCYIIECTBIICHUH HCCIIeI0BaHUs, HHPOpMaIlHei 00 ucciieryeMoM
JIeKapCTBEHHOM IIperapaTe, B TOM YucClie ¢ HHpOopMaldeil 0 MOTeHLHAIBHBIX PUCKaX,
BO3HUKAIOIIMX TpH paboTe ¢ JIeKapCTBEHHBIM IperapaToM.

81. Jlulla, OTBETCTBEHHBIE 3a MPOBEACHUE KIMHHUYECKOTO HCCIENOBaHUS,
JOJDKHBIL:

HE [OMyCKaTh OTKJIOHEHHM OT IUIaHAa HCCIEJOBaHWS, BHECEHHUS B HEro
u3MeHeHnid 6Ge3 cornacus paspaboTdmka, 3a HUCKIIOYEHHEM H3MEHEHU,
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HEOOXOMUMBIX JJI1 YCTpPaHEHHS YIpPO3Bl KH3HH U 3J0POBBIO JIIofed U
He00OCHOBAHHOM I'MOEIH 11eJIEBBIX )KUBOTHEIX,

00ecrneunTh CBOEBPEeMEHHBIN COOp MOyUYeHHBIX Pe3yJIbTAaTOB, PErHCTPAIIHIO
OTKJIOHEHHUH OT IUIaHA WCCIENOBaHHUSA C YKa3aHWEeM NMPUYUH W OIEHKOH BIMAHHA
BHECEHHBIX M3MEHEHHWH Ha IOJy4YeHHBIE pe3yJIbTaThl, a TaKXkKe IPH HeoOXOAMMOCTH
IPUHATH MEPHI IO YCTPAHEHHUIO BBISBICHHBIX OTKIOHEHUH;

0o0eCIieYWTh HHTEPHPETAHI0O © AaHAIU3 TOJIYyJaeMBIX pe3yJIbTaToOB,
MIOATOTOBKY oT4eTa 0 pe3yJbTarax KJIIMHHYECKOTO HCCJIEI0OBAHM,
KOHGHUAESHIIUATBHOCTD MOJYYSHHBIX pe3yJbTaToB.

82. PykoBomguTens OpraHu3alliH, [POBOAAINCH WCCIeNOBaHHE, TOJDKEH
0o0ecIieunTh BBITIOJIHEHHE TpeOOBaHHM, YCTAHOBIICEHHBIX IUIAHOM HCCIIEIOBAHU,
OOBEKTHBHOCTE M HE3aBUCHMOCTh OCYINECTBICHHS HCCIEJOBAaHMSI W  HECET
OTBETCTBEHHOCTE 3a JIOCTOBEPHOCTD MOIyJaeMBIX PE3yJILTaTOB.

83. [lomemennsi, ImpeAHa3HAa4YeHHblE MJIS TPOBEACHHUA  KIIMHHYECKOTO
HCCIICOBaHUA, JHOJDKHBI  COOTBETCTBOBAaTh TPeOOBaHMAM  3aKOHOIATEILCTBA
Poccuiickoii ®Penmepaimun U obecneynBaTh HEOOXOIMMBIE JUIA TMPOBEIECHUA
KJIMHHYECKOTO MCCIIeIOBAaHUS TeEMIIEpaTypHBIE U BIXHOCTHBIE PEKUMEL.

84.IlnanupoBka NOMEINEHWH, IMpeJHa3HAYEeHHBIX JJIA  IPOBEACHHS
KIMHAYECKOTO UCCIeNOBaHN, JOJDKHA 00eCIIeYnBaTh:

U30JAIMI0  (KapaHTHMH) MOCTYNAIONIMX LENEeBBIX JKUBOTHEBIX, OOJBHEIX
I[EIEBBIX JKWUBOTHBIX M IE€JIEBBIX J>XUBOTHBIX, IMOJO3PEBAEMBIX B HOCHTEIBCTBE
AH(EKIIiA;

pa3lieNibHOe COAEp)KaHWe IIENIEBRIX JKUBOTHBIX, HCIIONB3YEMBIX B pPa3HBIX
BHAAX KIIMHUYECKHUX HUCCIIETOBAHUIM;

XpaHeHHe KOpPMOB, O0OpYyIOBaHWS M HMHBEHTaps A YXOJa 3a IeJeBHIMH
YKUBOTHBIMH H30JIMPOBAHHO OT MECT COJIEPXKAHHUS IeJIEBBIX KUBOTHBIX;

W30JIMPOBAaHHOE XpaHeHHe OOpa3loOB HCCIEAyeMBIX JIeKapCTBEHHBIX
IIpernaparoB, B TOM YHCJIe apXUBHBIX 00pa3IloB JIeKapCTBEHHBIX MpenapaTos;

WU30JIMPOBAHHOE  XpaHEHHE  pPEaKTHBOB,  pEareHToB, TECT-CHUCTEM
Y CTaHJapTHHIX 00pa3loB;

U30JIMPOBAHHOE XpaHEHHE IMOJYYaeMBIX OTXOIOB 10 HX YTHIIM3AUH HIH
YHHYTOXKECHHST,

W30JIUPOBAaHHOE XpaHEHUE JOKYMEHTOB,;

BO3MOXXHOCTH BCKPBITHA MABILHX [I€JIEBBIX )XUBOTHEIX;

IpoBelecHUe MOWKM, JAe3MH()EKIVd WHBEHTAaps, IOATOTOBKA KOPMOB
U yJaJIeHHe OTXO/IOB.

85. Ilpu mpoBeneHNH KIMHHUYECKOTO HMCCIENOBAHUSA IOJDKHO MPUMEHSTHCS
U3MEPHUTENbHOE W HUCIBITATeNIbHOEe 00OpyIOBaHHE, pPEaKTHBHI MW PEareHTHI,
CTaHOApTHBIE O00paslsl M TECT-CHCTEMBI, COOTBETCTBYIOINHE TpPeOOBAHMSIM,
yKa3aHHBIM B IMyHKTax 22 - 26 HacTtosmux [IpaBui.

86. Kimmandeckue uccienoBaHUsA IOJDKHBI MPOBOJUTHCS Ha Ka)XKIOM BHIE
IIEIEBEIX JKUBOTHBIX, Ka)KI0W BO3pacTHO# rpymme (BO3PacTHBIX Ipynmax), it
KOTOPOTO (KOTOPHIX) MPEATIOIaraeTcs HCIIOJIb30BaTh JIEKapCTBEHHBIH IIpemnapar.

87. B KIMHHMYECKOM HCCIEIOBaHMH JOJDKHBI HMCIIOJNB30BAaThECH LIEJIEBEIE
JKMBOTHBIE B KOJIMYECTBE, JOCTAaTOYHOM IS OOECIICUEHHSI CTATHCTHYECKOM
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3HAYUMOCTH HCCIICJIOBAaHUS C Y4YE€TOM BO3MOXXHOCTH HCKIIOYEHUS IIeNIEBhIX
YKUBOTHBIX U3 HUCCJIENOBAHUSA U UX 3aMEHHI.

88. Ilocne mnpemBapuTeasHOro OTOOpa LENEBBIX XHUBOTHBIX IPOBOIUTCS
X KIHHUYeCKoe oOcienoBaHHMe, BKIIIOYAIOIEe OCMOTP H, IPH HEOOXOIHUMOCTH,
1a00opaTOpHBIE HCCIEIOBaHMS, C LENbI0 JOMycka JUI HCIOJIB30BaHUA B
UCCJIEOBAaHMM IIEJIEBBIX JKUBOTHBIX, COOTBETCTBYIOIIMX LEJISIM H  3aJadaM
HCCIIEOBaHHUA.

89. Ha meneBbIX >XUBOTHBIX, IMOCTYIIUBINUX B OPraHHU3AIMIO, MPOBOASLIYIO
KIHHHYECKOE  HCCIIEOBaHHE, HOOJDKHBI OBITh OGOpMIIEHBI  BETepUHApHBIE
COTIPOBOAMTENBHBIE JOKYMEHTHI B CIIydasiX, IIPeIyCMOTPEHHBIX 3aKOHOJATEIHCTBOM
Poccuiickoil ®enepanuu.

90. Jlns OIIEHKH COCTOSHHS 30POBBS, HEOOXOIMMOIO IJsl MCIOJB30BaHUA
[[€JIEBEIX JKHBOTHBIX B MCCIEIOBAaHHH, JIUII0, OTBETCTBEHHOE 3a OCYIIECTBJIEHHUE
UCCIIEAOBaHHUs, JODKHO IPUHATH pELIeHHe O HeOOXOAMMOCTH KapaHTHHHUPOBAHUS
I[EJIEBBIX JKHBOTHBIX H O CPOKaX MX KapaHTHHUPOBAHMSIL.

91. Ins obecmedeHnss WHIWBUAYaJIbHOTO HabOmoJeHUs B IIpolecce
BEITIOJTHEHHS MCCIIEIOBAHUSA I€JIEBbIEe )KHBOTHBIE JOJKHBI OBITh UICHTU(DUIIUPOBAHEIL.
B oTHOIIEHHH II€leBBIX KHUBOTHBIX, UCIONB3YyEeMBIX IPH MPOBEIECHUN KIMHUYECKUX
UCCIIEI0BAaHNM JIEKAPCTBEHHBIX IIpernaparoB, IpeJHa3HAYeHHBIX Ui TPYNMOBBIX
06paboTOoK, IOMyCKaeTcs IPyNIoBas WICHTADUKALIHS.

92. B niepuo uccieq0BaHUA IieJIeBble CEIbCKOXO03AHCTBEHHBIE KUBOTHBIE 03
KpaiiHeli HeOOXOOMMOCTH HE€ JOJDKHBI IepeMellaThcsi M3 OJHOI0 IOMEINEHHS
B JpyToOe€.

93. LleneBble )XKMBOTHBIE JOKHBI HMETh CBOOOAHBINA JOCTYII K Bojae. Kopma
M BoJa JO/KHEI OBITh O€30MacHBEIMH JJIS 3J0POBbS IIENIEBBIX JKUBOTHBIX,
obecIieunBaTh MOTPEOHOCTH IIENIEBBIX XHUBOTHBIX B MHUTATEIBHBIX BEIIECTBaX U HE
JOJIKHBI BIHMATH Ha Pe3yJIbTaThl HCCIEAOBaHU.

94. Tlpu  mpoBefeHMH  KIMHUYECKOTO  HCCIENOBaHUS  HEOOXOOMMO
PYKOBOZACTBOBATHCH MPHHIUIIAMY, YKa3aHHBIMH B HOIIYHKTaX «a», «O», «I», «a»
myHkra 37 Hacrosuwx [IpaBui.

95. CoOGCTBEHHUK MCIIONB3YyEMOro B UCCIIEJOBAHHH XUBOTHOTO JTOJDKEH OBITH
IPOUHGOPMHPOBaH 00 yKa3aHHOM HCCII€ZOBAaHHMH U CBS3aHHBIX C HUM PUCKaX, B TOM
YHUCIIe O LeIecoo0pa3HOCTH TYMaHHOTO YMEPIIBIEHHSA )KUBOTHOTO B CIydae, €CJIH B
mpouecce KIMHUYECKOTO HCCIENOBaHUA €ro (U3UYECKOe COCTOSIHAE Pe3KO
YXYALUIMIOCh M JalibHelilee MpoBeeHNe KIMHUYECKOr0 HCCICIOBAaHUSA MPUYUHSAET
YKUBOTHOMY CHJIbHBIE WJIM ITOCTOSIHHBIE OOJIH, (PU3MUYECKUE CTPaJaHHs, IOCTOSHHYIO
GYHKIIHOHATIBHYIO HEIOCTaTOYHOCTh, HETIOAJAIOIINECs YCTPAHECHHUIO.

96. HMudopmupoBanue COOCTBEHHHKA >XHBOTHOIO 00 HCCIEOBaHWH, B
KOTOPOM HCIIOJIB3YETCS JKUBOTHOE, H CBA3aHHBIX C HUM PHUCKaX OCYIIECTBISETCS B
HHICBMEHHOM (opMe J0 Hayana OCYIIECTBIICEHHS MCCIENOBaHHA, a O HACTYIUICHUH
PHCKOB, YKa3aHHBIX B IMyHKTe 95 Hacrosmux IIpaBmi, — He mo3nHee Tpex 4acoB
C MOMEHTA MX HACTYTICHHUS.

97. Ot6op mnpoO® OHOMOTMYECKHX MaTepHAIOB JOKEH IPOBOJUTHCS
B HMHOUBHAyaJbHBlE MpoOUpKH ((akoHBI, KOHTEHHEpHI), KOTOpPHIC MAOJDKHBI
MapKHPOBAThCA C YKa3aHWeM HICHTH(PUKALMOHHBIX NAaHHBIX LEICBOIO >XMBOTHOIO




19

(TpymmBl JKABOTHBIX), BpeMeHH 0TOopa NpoOBl OMOJIOrMYecKOro Marepuaga Hu
HAaMMEHOBAHMS HCCIIEAyeMOro JIEKapCTBEHHOIO IIpenapaTa WiIM KOAUPOBAaThCS B
COOTBETCTBHUU C ILLIAHOM UCCIIEJOBaHUs.

98. Eciiu  uHOe He TPEAyCMOTPEHO IUTAHOM HCCHIEJJOBaHUS, MPOOHI
OMOJIOTHYECKOTO Marepuaia JOJDKHBI 3aMOpPa)KUBaThCA U XpaHHUTBECA B
3aMOPO’KEHHOM BHE 10 UX UCCIIETOBaHUS.

99. CoTpyaHHKOM, MPOBOAMBIIKNM OTOOP MpoOd GHONOrHYECKOro MaTepuana,
JOJDKEH COCTaBIATBECSA JOKYMEHT C yKa3aHHeM JIaThl 0TOOpa, MACHTH(PHKAIIMOHHBIX
JAHHBIX II€JIEBOrO XKHBOTHOTO (TPYyNIbl >KMBOTHBIX), MX II0JIa, BO3pacTa, MAacCCHI.
ITpoGbI OHOJIOTHUECKOTO MaTepHuajia IepelaloTcsd B JabOpaTopuio € yKa3aHHBIM
JOKYMEHTOM JIJISi MCCIIEAOBaHUS.

100. O6beM  mpoObl  OHOJOTMYECKOTO  MaTepHana, HE0O0XO MBI
JUIS KCCIIeIOBAHUA, OTIPEIENIeTCS UCXOAS U3 METO/a UCCIIeJOBaHUS.

101. ITpun TIPOBEICHAN KIIMHUYECKOT O UCCIIEIOBAHUS JOTKHBI
HCIIONIb30BaThCsA 00pa3Ilsl JIEKapCTBEHHOTO Ipernapara:

B TOM Ke JIeKapCTBEHHOH (hopMe, KOTOpas IUTaHUpyeTCs ISl IPUMEHEHNS;

IPOU3BEICHHBIE [0 TEXHOJIOTHH, KOTOpas IpeaycMaTpuBaeTcs A
BKJIIOUEHHS B MPOMBILUICHHBINA pErIaMeHT WM B MHOM JOKYMEHT, OIIpEIelIAIOIIMiA
TEXHOJIOTHIO IIPOU3BOACTBA;

COOTBETCTBYIOIIHE TpeOOBaHUAM KadecTBa, IPEAyCMOTPEHHBIM IPOCKTOM
HOPMAaTUBHOTO IOKyMEHTa Ha JIEKapCTBEHHBIN Iperapar;

C MapKHpOBKOH, COOTBETCTBYyIOIIeH TpeOoBaHusM crateil 46 DenepanbHOro
3akona Ne 61-@3.

102. O6pa3ipl  JeKapCTBEHHOIO IIpernapaTa JOJDKHBI — COMpPOBOMKAATHCS
MpeICTaBIeHHON  pa3palboOTYMKOM  JOKyMEHTAaIMel, cojepXKalllel  yKasaHus
00 ycnoBHMsSX M CpOKax XpaHeHHWs, HHQoOpMaIio O Mepax Io obecredeHuro
Oe3omacHOCTH  pabOTBI € MCCIEIyeMbIM  JIEKQpPCTBEHHBIM  IIpENapaToM,
pacTBOpHTENIMA u WHPopManueir o TMpolenype pacTBOpPeHUs, HHpopMaLuei
0 KOMIUIEKTHOCTH, & Takke, €ClTd HeoOXOIHWMO, YCTPOWCTBaMH MJii BBEIEHUS
JeKapCTBEHHOTO Mpernapara Ie/IeBbIM XUBOTHBIM.

103. OO6pa3ipl UcCIenyeMOro JIEKapCTBEHHOrO Ipenapara MOJUIeKAT Y4YeETy
IpU IpUeMe, pacxoje, BO3BpaTe UM yTUIM3alMM B COOTBETCTBHH C IIPOLICIYpOH,
yTBep)KIeHHOH opraHu3alreii, MpoBoAAIIeH UcClieJoBaHKE.

104. XpaHeHue oOpas3lioB UCCIEAYEMOT0 JIEKAPCTBEHHOTO Mpenapara JOKHO
OCYIIECTBIIATECA B YCJOBHUAX, YCTAaHOBICHHBIX pa3pabOTYHMKOM, B YIIAKOBKE,
obecreuyrBaloIIei 3allMTy OT 3arps3HEHHMsS WIM IIOpYH, B OTAEIBHOM 30HE
HOMEIEHHH, TpeJHa3HaYeHHBIX IS MPOBEJSHUS KIMHUYECKOTO HCCIIEIOBaHuU,
C OTPaHUYCHHBIM JOCTYIIOM.

105. O0Opa3upl  JeKapCTBEHHOIo  Ipemapara, IpeJOCTaBICHHBIE UL
NPOBEJIeHUsT KJIMHAYECKOro HCCIeOBaHUs, [ODKHBI HMETh CpPOK TOJHOCTH,
JOCTAaTOYHBIM JUIs 3aBepIeHHs KIMHMYECKOro ucciefoBaHus. Lcrnosnas3zoBaHue
B KJIMHHYECKOM HCCIIeJOBaHUM OOpa3iloB JIEKAPCTBEHHOrO IIpernapara ¢ UCTEKIIUM
CPOKOM T'OJHOCTH WJIM XPaHUBIIUXCS B YCIOBHSX, HE COOTBETCTBYIOIIMX YCIOBUAM
XpaHeHUS, YCTAaHOBIEHHBHIM pa3pabOTYMKOM, He JoImyckaercs. B cioydae
IUIATENBHOTO KJIMHHYECKOTO0 MCCIEHOBaHUA, IIPEBBILIAIONIET0 CPOK TIOJAHOCTH
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JIeKapCTBEHHOTO CPeJICTBA, YCJIOBHUS 3aMEHBI 00pa3LioB JIEKAPCTBEHHOTO IIpenapara U
KPUTEPHH MPUEMIIEMOCTH JODKHEI OBITH OIIMCAHBI B ITIAHE HCCIIEA0BaHM.

106. Ilpu moaroroBke 0Opa3loB JEKAapCTBEHHOIO Mpernapara Ajs BBEACHUS
LleIEBBIM JKMBOTHBIM HE JOJ/DKHA JOIMYyCKaThCS HMX KOHTAMHMHALUA JPYyTHMH
JIeKapCTBEHHBIMM CpEeJCTBaMH W WH(EKIHOHHBIMH AareHTaMH, JOJDKHA OBbITh
obecrieyeHa  0€30MacHOCTh U1 JIMI, Y9Y4aCTBYIOIMX B  OCYINECTBICHHUH
WCCIIeIOBaHMS, U OKPYKAIOIIeH Cpeabl.

107. YHHYTOXKEHHE OCTAaTKOB MCCIEAyeMOro JIEKapCTBEHHOIo IIperapara
OCYIIIECTBISAETCS B COOTBETCTBHH CO cTaThel 59 DenepanbHoro 3akona Ne 61-@3.

108. Opranuzanus, MpoBOAAIIAasl HCCIENOBaHUE, JOJDKHA  YTBEPAUTH
CTaHJapTHEIE OTEPALMOHHBIE POIIEYPhl, B KOTOPBIX NOAPOOHO M MOCIIEI0BATEIBHO
IO/DKEH OBITh OIMCAaH TOPSJOK OCYIIECTBIEHHS M YydeTa BceX J1abopaTOpHBIX
1 IIPOU3BOJICTBEHHBIX OTIEpaIiii, BKIIIOYAs:

a) IpHUeM, TPaHCIIOPTHPOBKY, pa3MelleHHe, HACHTHUKAIMO, 00paboTKy
1 KOpPMJIEHHUE LIEJIEBBIX KHUBOTHBIX;

6) oOciy)XuBaHUE U MOBEPKY 000PYIOBaHMUS;

B) IPHTOTOBJIEHUE PEAKTUBOB, ITUTATENBHBIX CpeJ;

T') BeJIcHHE 3alKCeil, 0TUYETOB, IPOTOKOJIOB U UX XpaHEHHUE;

o) oOciyXHBaHHE IIOMEINEHUH, B KOTOPBIX IIPOBOAUTCS KIMHHUYECKOE
HCCIIEIOBaHME;

€) IIPUrOTOBJIEHHE KOPMOB JJIs1 LIEJIEBBIX KUBOTHBIX;

X) MOCTYIUIEHHE, WACHTH()UKAIMIO, MapKUPOBKY, 00paboTKy, oTbop mpo0,
HCIIOJIb30BaHUE, XpaHeHHEe W YHUYTOXEHHE (yTHIH3AIUI0) HCCIeqyeMbIX oOpas3ioB
JIEKapCTBEHHBIX IpernapaToB ® CTAaHJApTHEIX o0pasnoB (B ciydae HX
HCIIOJIE30BaHu ).

109. Pa3paboTyMk [OODKEH YTBEPAWTH IUTAaH KaXAOrO MCCIENOBaHMUS,
IIPOBOAMMOTO B paMKaxX KIMHUYECKOTO HCCIIEAOBAHUA, C yKa3aHHEM JaThl €ro
yTBEPXKACHUA. YKa3aHHBIN IUIaH UCCIeOBaHUS JOJDKEH COEPKATh:

HAaMEHOBaHWE MCCIEAOBaHHs, IPOBOJMMOTO B paMKaxX KIMHHUYECKOIO
HCCIIEAOBaHHUS;

HaVIMEHOBAHHWE M aJpeC OPraHHW3alUH, MPOBOJAIIEH HCCIEIOBaHHUE, MECTO
OCYILIECTBIIEHHUS MCCIIEAOBaHHUS;

damunuo, UM, OT4YecTBO (IpU HAIMYWM) JIAIA, OTBETCTBEHHOIO
3a OCYIIECTBJIEHWE HCCIIE[AOBaHMs, U JIHI, YyJYacTBYIOIIMX B OCYIIECTBICHHHU
HUCCJIENOBaHUI;

T1eJIb UCCIIEOBAHU;

3a/lay UCCIIETOBAHHUS;

000CHOBaHHKE IIJIaHA HCCIEIOBaHHUS, MPOBOAMMOIO B paMKax KIMHUYECKOTO
HCCJIETOBAHUS,

Cpok (Mecsll, TOI) Hayajla U IUIAHUPYEMBIl CpOK (Mecsl, roA) OKOHYaHH
HCCIIEOBaHMS,

cBeficHHS 00 HCCIeIyeMOM JIeKapCTBEHHOM IIpenapare (HauMEHOBaHHE,
Ka4eCTBEHHBI M KOJIMYECTBEHHBIH COCTaB, HOMEp cepuu, oObeM cepum, J[ara
IPOU3BOJACTBA, CPOK TONHOCTH, GHU3WYECKHe, XUMHUYEeCKHe, OHOIOrMdecKue,
(dhapManieBTUYECKUE CBONCTBA);
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CBEICHHs O TIpenapaTe cpaBHeHHs (HaMMEHOBaHHME, Ka4eCTBEHHBIH
M KOJUYECTBEHHBIM COCTAaB JEHCTBYIOIIMX BEIECTB, KadeCTBEHHBIH COCTAB
BCIIOMOTATENbHBIX BEIECTB, HOMEP CEPHUH, CpPOK TOAHOCTH, (PU3MYECKHE,
XUMHYECKHe, Ouonorudeckue, dapMarieBTHIECKIE CBOICTBa, HOMeEp
PErHCTPAlMOHHOI0 YAOCTOBEPEHUS JIEKapCTBEHHOIO IIpernapara) B Cilydae €ro
HCIIOIB30BaHUS MPHU MPOBEAECHUH KIMHAYECKOTO HCCIIE0BaHUS,

o0ocHOBaHMe BBIOOpa pedepeHTHOro Impenapara (MpH HCCIEI0BaHUH
OHMOSKBUBAJICHTHOCTH);

onMcaHue ¥ OOOCHOBAaHHE HCIOJB3yEMBIX B HCCICAOBAHUAX METOJOB,
006OpyIOBaHMS U CPEJICTB U3MEPEHNS,;

KPUTEPHH BBIOOpPA MCIONB3YEMBIX B HCCIIEIOBAaHHMH LIEJIEBBIX JKUBOTHBIX, MX
BHUJa, BO3pACTa, I0jIa, MacChl Tena, KpUTEPUH BKIIOUEHUs (MCKIIOUCHHUS) LENEBBIX
YKMBOTHBIX, ITOPSIKA UX 3aMEHBHI;

CXeMy UCCIIeJOBaHHUS U €€ 0O0CHOBAHHUE;

KOJIMYECTBO IIENIEBBIX JKWBOTHBIX B TIpYIIE, NEPUOIUYHOCTh OLIEHKH
COCTOSIHMS IEJIEBBIX JKMBOTHBIX M oOTOOpa mpoO, OICHMBAaeMble B IIPOLECCE
HCCIIE0OBAaHM ITOKA3aTeNd X METOIUKH UX OLIEHKH, X 0OOCHOBaHHUE;

olMCcaHue OHOJIOIMYECKOTO MaTepHualla, OTOUpaeMoro Ui OCYyIIECTBICHUS
HCCIIENI0BaHu, CITI0CO00B ero oT6opa u XpaHeHHst, NX 00OCHOBAHHE;

METOJBI pacIpelelieHds MeNeBbIX JXUBOTHBIX I10 TpyNnaM, HHpopMauus
0 IIPeIIeCTBYIOMIEH U COIMyTCTBYIOIIEH Tepanuu;

KPHUTEPHH MMOCTAHOBKU TUArHo3a 1 CIocoOBI €T0 NOATBEPKACHUS,

omucaHue Ja0OpaTOPHBIX HCCIENOBaHME, MPOBOAUMEIX B IIpoLEcCe
HCCIIeIOBaHMS;

CIOCOOBI, IyTH BBEIEHHUS, [03a U PEeXHUM AO3UPOBAaHHUSA MCCIEIyEMOTO
JEeKapCTBEHHOTO Tmpemapata W (MpM HaIW4YWM) MNpenaparta  CpaBHEHHS,
nX 000CHOBaHHE;

KpUTEpUH OLEHKH d(pQeKTUBHOCTH U 0e30IacHOCTH  HCCIEAYEMOro
JIeKapCTBEHHOTO Npenapara;

TIOPSIIOK BHECEHHS] M3MEHEHHUH B ILIaH BUJA UCCIIETOBAHNU,

ONMHKCAHWE  MpPOIENYPHl  CTAaTHCTHYECKOH  0o0paboTKHM  pe3ybTaToB
HCCJIeTOBaHHUS;

CCHUIKH Ha JINTepATypHBIE HICTOYHUKY (B CITyyae UX HCIIOJIB30BAHNA);

JOMOJIHUTENBHYIO HH(GOPMAIKIO (B Cilydyae HAIAYH).

110.IInan wmccnenoBaHUS HODKEH COCTABIATHCS pa3pabOTUMKOM MM
CTOpOHHeH opraHuzaiueii (B ciydae ee MpPUBJICYEHMS JUIi OCYILECTBICHHS
HCCIIEIOBaHMUs).

111. ITnaH uccienoBaHus MOANUCHIBAET JIUIO, OTBETCTBEHHOE 3a IIPOBEICHHE
KJIMHAYECKOr0 UCCIIE0BaHuA, C YKa3aHHEM JJOJDKHOCTH, MECTa PabOTHI.

112. JIuia, y4acTBYIOIIHE B OCYIIECTBICHUM HCCIIENOBAaHUs], TOJDKHEI BECTH
TIPOTOKOJI HCCIIEJOBaHUS Ha OyMaXHOM HOCHTEE u (wn)
B DIEKTPOHHOM BHIE, B KOTOpPOM (HKCHPYIOTCS HAEHCTBHsA, HpPEAyCMOTPEHHBIE
IUTAHOM HCCIIEOBaHU.

113. ITpoTokoi HccenOBaHUs JOKEH BKIIIOYATh.
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HaMEHOBaHHE WCCIEAOBAaHMs, IPOBOAWMOIO B paMKaxX KIMHUYECKOTO
HCCIICNOBaHUS;

ONHKCAaHHE HCIIOJNB30BAHHOTO 00OpYyIOBaHMs, CpEICTB W3MEpPEHUS U
pEaKTHBOB, pEareHTOB, CTaHJApPTHBIX 00pa3slioB M  TecT-cucteM  (IpU
HCIOJIB30BaHUH );

IEepBUYHBIE JaHHBIE O pe3ylbTaTax W3MepeHuit u  HalmogeHuH
(Ipu BO3MOKHOCTH MHAWBHIYAIBHOM HISHTU(UKAIAH )KUBOTHBIX);

OTHMCaHWe M OIEHKYy MpOLEAyp CTaTHUCTUYECKOrO aHalu3a C yKa3aHHUEM
HCIIOIB30BaHHOTO MPOrPaMMHOT0 obecrieueHus (IOTOHUTENBHO MPU UCCIIEA0BaHUI
OHOSKBHUBAJICHTHOCTH YKa3bIBAalOTCS BCE 3HAYEHHUS WHAWBHUIYAIbHBIX KOHLEHTpaIlUN
1 (hapMaKOKMHETHYECKUX MapaMeTpOB, & TAKXKe JaHHBIC OMUACATEIbHON CTATUCTUKH,
BKIIOYas TEeOMETpHYECKOe CpeAHee, MeAHaHy, apUPMeTHYecKoe CpenHee,
CTaHOApTHOE OTKJIOHEHHE, K03 unreHT BapHanuy, MaKCHUMaJIbHbIE
H MUHUMaJbHBbIE 3HA4YEHHS MJI1 KaXKAOTO M3 CPaBHUBACMBIX JIEKapCTBEHHBIX
TIpenapaToB, a Takke HHIUBHIYaIbHbIE HapMaKOKHHETHYECKIE KpPUBBIE I rpaduK
cpenHelt (apMaKOKMHETHYECKOM KpHUBOMl C JOBEpUTENbHBIMH HHTEPBaJIaMU
HA JIMHEHHOU WiTH JIorapuMUIecKoi IIKanax);

CBeZIcHUS 00 UCHOJIB3YEeMBIX IEJIEBBIX JKUBOTHBIX (BUII, BO3pAcT, KOJMYECTBO,
Macca, IOJI M KOJMYECTBO TPYNI LENEBBIX JXUBOTHBIX), YCIIOBHUS COZLEpPKAHUS
1 KOPMJICHHUS LIeJIeBBIX KUBOTHBIX, ITapaMeTPhl OKpYXKarollel cpefbl B IOMEIIEHUsX,
B KOTOPBIX COJIEPKATCs LIEJIEBbIE )KUBOTHBIC;

CBEJICHHS O BO3HUKHOBEHUU HEXENATENbHBIX pEaKUMi M CEepbe3HBIX
HeXeJaTellbHBIX peaKiliil U Mepax M0 UX YCTPaHEHHUIO;

CBEJIEHUs, MMEIOIME HEMOCPEACTBEHHOES OTHOIIEHHE K HCCIEHOBaHUIO
1 ITO3BOJISIONIHE BOCIIPOU3BECTH X0 UCCIIEIOBAHNUS;

OU3aiiH MCCIeN0BaHUSA, B TOM 4YHCJIE CIOCOO BBeIEHHS JIEKapCTBEHHBIX
MpenapaToB, 03y U PEeXUM AO3UPOBAHUS, HHTEPBAI BPEMEHH MEXKIY BBEICHHUEM
JEKapCTBEHHBIX TMpenapaTroB, OHOJOTMYECKHil Marepuay, cxeMy oTbopa mpob
OHOJIOTHYECKOT0 MaTepuasna, YCJIOBUS MX XpaHeHHd (IIpH HCCIeIOBaHHH
0MO3KBHBAJIEHTHOCTH);

OIMCaHHe aHAJIUTHYECKOTO MeToa (pu HCCJIEOBAHUHA
OMOSKBHUBAJIEHTHOCTH);
XpOMaTOrpaMMBbl (ipu HUCCIIEIOBaHUHI OHMO>KBUBAJICHTHOCTH

XpoMarorpapuuecKuM WiIN MacCIIEKTPOMETPUIECKHM METOAAMH);

OIMCaHWe MeTOHOB (apMaKOKHHETHYECKOro aHauu3a (MpU HcCleqOBaHHU
OMO>KBHBAJIEHTHOCTH);

ONHMCaHWe  KpUTepHeB  OHWOIKBHUBAJICHTHOCTH  (IIpM  HCCIENOBaHHUU
OHMO3KBHBAJIEHTHOCTH).

JInst aBTOMATHYECKH PETHCTPUPYEMBIX IMapaMeTpoB € OOJBIIUM YHUCIOM
HHANBUOAYAIbHBIX 3HAYEHUM [OIMyCKaeTcs TMpeACTaBICHHE BMECTO MEPBUYHBIX
OaHHBIX O pe3yJbTaraXx HU3MEpeHUd M HaOMOOeHUN pe3yNbTaToB IIEPBHYHOMN
00pabOTKH ITUX JaHHBIX.

114. TIpoTokoJ HCCIIEAOBaHUS TOJDKEH OBITh IOANKCAH BCEMH JHIIAMY,
Yy4YaCTBOBABIIUMH B OCYIIECTBIEHHH HCCIIEIOBaHU, C yKa3aHUEM (paMUINH, HIMEHH,
oTdecTBa (MpH HAIMYHMH), YYCHOW CTENEHM (IIpH HAIM4YUH), a TAKXKE C yKa3aHHEM
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JaTel TIOJNUCAaHWS ¥ HOMeEpa TIPOTOKOJA MCCIENOBAaHHSA, TO3BOJIAIOUINX
AACHTUGUIMPOBATh JAHHBIA IPOTOKOJL.

115. Comepxxanne  mpoTOKOJIa  JOMMKHO  MO3BOJIATE  OJHO3HAYHO
UICHTU(QHUIMPOBATh HMCCIEAOBaHHE, HCIOIB30BaBLIHECS OOpa3Ilbl JIEKAPCTBEHHOTO
mpernapara, BUJA HCCIEAOBaHUSA, METOBI, NI, YIaCTBYIOLIMX B IMOJyUYeHHUH AAHHBIX
¥ B MOJTOTOBKE OCYIIECTBIICHUS HCCIEIOBaHUs, a Takke 000pyAOBaHHE, peareHTHI
U peaKTHBBI, CTAaHIapTHBIE 00pa3Libl M TECT-CUCTEMBI (B CITydae UX MCIIOIb30BAHHS).

116. I3sMeHeHUs CBefeHMiA, COAEpXAIIUXCSA B IPOTOKOJIE HCCIIEIOBaHMS,
opopMIsIIOTCS. B BHAE JONONHEHHHM K YKa3aHHOMY IIPOTOKONY, KOTOpBIE
MOATIMCHIBAIOTCS BCEMU JIMIIAMU, YYaCTBOBABIIMMH B IIPOBEJIEHHH JTOKIHHHYECKOIO
WCCIIEZIOBaHUA, C YKa3aHHWEM IpUYMH W3MEHEHHWH, JaThl U HOMepa IOIOJHEHHS
K ITPOTOKOITY HCCIIEAOBAHU.

117.Ilocne 3aBeplueHHS  HUCCIENOBAHMS, IPOBEAEHHOT0 B  paMKax
KIIMHAYECKOT0 MCCIIEZ0BAHUSA, JTHUIIOM, OTBETCTBEHHBIM 32 OCYIIECTBJICHHE JaHHOI'O
UCCIIEIOBaHUA, JO/DKEH OBITh COCTaBI€H M TOANKCAaH OTYET O pe3ysbTaTax
MCCIIEJOBaHMs, KOTOPBI JOJIKEH COAEepPHKATh:

HanMeHOBaHUE BUJa UCCIIEI0BAHU;

IaTy U HoMep, MO3BOJISIONINE HASHTUPHLHUPOBATE TaHHBIN OTYET;

HapMEHOBaHUe, aJipec OpraHu3alyi, IPOBOAMBIIEH HCCIeHOBAaHUE, H MECTO
OCYILECTBIICHHUS UCCIICOBAHHS,

JlaThl Ha4ajia ¥ 3aBepIIeHUS HCCle0OBaHu;

1eNb U 3a/1a41 UCCIIeJOBaHMS;

dbaMuIHIo, UMsI, OTIYECTBO (IIPH HAJIHUYHH), YISHYIO CTEIeHb (MPH HAUIHH),
MecTO pabOTBl JMIa, OTBETCTBEHHOTO 3a OCYIIECTBIEHHE JTAaHHOTO BHJA
HCCJIeOBaHU, U JILI, yYaCTBYIOIIUX B OCYILIECTBICHUH UCCIIeIOBAHMNS;

OTMCaHUE HCCIEAYEMOro JIeKapCTBEHHOro TIperapaTta W Mpemnapata
cpaBHeHHs (MIpH HAJMYHK), BKIIOYAs COCTaB, QU3MKO-XUMHIECKHE, OHOJIOrHYECKHE,
(hapMalneBTHYECKHE CBOMCTBA, HOMEP CEPUH, CPOK TOAHOCTH;

ONMCaHHUE XOJla HUCCIENOBAaHUS C yKa3aHUEM MCIIOJNIb30BAHHBIX MaTepHaliOB
U METO/IOB;

ONMHCAaHHE  WCIOJIB30BAHHOTO  OOOpYNOBaHHWS, CpPEACTB  H3MEpEeHHUS
U PpEaKkTUBOB, pEarcHTOB, IIPENapaToB CpPaBHEHHUS M TeCT-CUCTeM (B cliydae
HX HCIOJIb30BaHHUA);

PeKUM [O3HUPOBaHUS, KpPaTHOCTb M TIyTh BBEIEHHS HCCIIEIyEMOI0
JIEKapCTBEHHOTO IIpernapara;

BHJ, BO3PAacT, ITOJI, KOJHUYECTBO IIEJIEBBIX XWBOTHBIX B KaXAOH rpyIIle,
YCIIOBHUS KOPMJICHHS;

pe3yJIBTAaThl UCCIIEIOBAHMUS CO CCHUIKAMH Ha COOTBETCTBYIOIIME IEPBHYHBIE
JaHHBIE O pe3yNbTaTax U3MEepEeHHH 1 HaOIIOIeHUH, UX CTATUCTHYECKHI aHaJIH3;

BBIBOJIEI U3 IIPOBEEHHOTO HCCIIEIOBAHU.

118.IIpu wuccnegoBaHuu OHOPKBHUBAJIEHTHOCTH OTYET O pe3yibTarax
HCCIIeJOBaHUS JOJDKEH COJIEp)KaTh CBeJEHUs, yKa3aHHbIE B IMyHKTe 117 Hacrosmmx
[TpaBui, a TakXke CIeAYIOIIYI0 HH)OPMALIUIO;
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o6ocHOBaHME BBIOOpa METOJa OMpeAeNeHUs ACUCTBYIOIIErO BEIIECTBA, WU
MeTabonnTa, WIM H30Mepa, oOONajaromuX (apMakoJOrHIecKoil aKTUBHOCTHIO
(maee — aHAUT) B OMOJIOTHIECKOM MaTepHalie;

ONKCAaHHE HCIOJNB30BaHHOIrO cmocoba pacdera (apMaKOKMHETHUECKHX
apamMeTpoB;

pe3yNbTaThl  OmpelelieHHs COAEpXKaHWs aHaIMTa B OHOJOTHYECKOM
MaTepuajie, MOJyueHHbIe I KaKIOro LEIEBOr0 XHUBOTHOIO, COOTBETCTBYIOILKE
cpelHHe 3HAUCHUS M BETMYMHBI CTAHJApPTHBIX OTKIOHEHUH;

CTaTHCTHYECKHE KpUTEPHH, HCTIOIE30BaHHEIE IS OIIEHKH
OMO3KBHUBAJICHTHOCTH, U Pe3yJbTaThl 3TOW OLEHKHU. [l KaXJOoro CpaBHHBAEMOIO
JIeKapCTBEHHOTO Tpernapara JO/HKHBI ObITh YKa3aHbl BCE 3HAUCHUS UHIUBUIYATbHBIX
KOHI[eHTpalluid ¥ (apMaKOKMHETHYECKUX [apaMeTpoB, Hapagy ¢ [JaHHBIMHU
ONMCATENbHOM CTATHCTHKH, BKIIOYas TeOMETpUYecKoe cpefaHee, MeIuaHy,
apu(pMeTHIecKoe CpellHee, CTaHAapTHOE OTKIIOHEHHE, KO3(QQHIMEHT BapHalluy,
MaKcUMajbHble W  MHHHMAJbHBIE  3HaueHWsA. VHOWBHIOyaJllbHble  KPHUBHIE
«KOHILIEHTpaLUs—BpEeMsI» ciaenxyer [IPEICTaBIIATE Ha  JIMHEHHOMH WITH
jgorapudmudeckoii  mxanax. JlomkeH ObITh ONHCaH MeETOZ  IOJy4YeHHS
(bapMaKOKIHETHYECKUX MapaMeTPOB U3 HCXOAHBIX JAaHHBIX M KOJIMYECTBO TOYEK B
TEPMHUHAJIBHOM JiorapudMuyueckoil Qasze, WCIIONB30BaHHBIX AJS OLIEHKH KOHCTaHTBI
CKOPOCTH TEPMUHAIBHOM STUMUHALINH.

119. B cnydae OTKJIOHEHHS OT IUIaHA MCCIIEIOBAHUSA JIMIIOM, OTBETCTBEHHBIM
3a OCYLIECTBJIEHHE HCCIEJOBaHMs, IPOBOJUMOrO B paMKax KIHHHYECKOIo
HCCIENOBAHMA, COCTABAIOTCS HM3MEHEHHS B IUIAH WCCIENOBaHHUA C YyKa3aHUEM
IPUYNH OTKIIOHEHUS, KOTOpBIE YTBEPXKAAIOTCS pa3pabOTYMKOM H MpPHIIATaloTCa K
IUIaHy UCCIICNOBaHMS.

120. B cinyuae nmpuBiedeHUs A MPOBEACHHS KIMHHUYECKOTO HCCIEAOBAaHUS
CTOPOHHEW oOpraHu3alldyd IOCI€ 3aBEPLICHUS HCCIENOBAaHKMS Ha OCHOBaHUHU
ykazaHHoro B myHkte 117 Hacrosumix [IpaBun oTueTa o pe3ynbTaTax MCCIEIOBAHUS
JUIIOM, OTBETCTBEHHBIM 3a OCYIIECTBICHHWE JAHHOTO BHUJIAa HCCIEIO0BaHMUS,
COCTABIfAETCSd H IOAMMCHIBACTCS 3aKIIOYEHHWE, COZIEpJKalllee BBIBOABI W3
MIPOBEAEHHOTO UCCIEAOBaHU.

121.ITocite 3aBepiieHHs BCeX HCCIENOBaHUWM, TMPOBENEHHBIX B paMKax
KIIMHWYECKOTO MCCIIEIOBAHUA, pa3pabOTUMKOM COCTABIISETCS OTUET O pe3yJibTarax
KJIHHAYECKOr0 HCCIIeTOBaHHS HA OCHOBAHWUHU YyKa3aHHBIX B myHkTe 117 HacTosmmx
[IpaBun OT4ETOB O pe3yiabTaTax HCCICHOBAHMM W, NPU HAIWYUM, 3aKIIOYCHMH,
yka3aHHBIX B myHkTe 120 HacTosmux [Ipasui.

122. Otuer o pe3yiabTarax KIMHUYECKOI'O HCCIEIOBaHUSA IOJDKEH OBITh
IOJITHUCAH PYKOBOJUTEIEM pa3paboTIHKa.

123. OtueT 0 pe3yapTaTax KIMHUYECKOIO UCCIEOBAHUS JOIKEH COACPKATh:

HayMeHOBaHHe OTYETA;

HaMEHOBaHHUE JICKAPCTBEHHOTO Mperapara;

HAaHMEHOBaHUA, anpeca pa3paboTuuka, NPOW3BOAUTENS JIEKQPCTBEHHOTIO
mpernapara U CTOPOHHUX OpraHM3aluil (B Cilydae IPHUBICYEHHUS TaKMX OpraHu3alui
IUTS TIPOBEIeHUS KIIMHUYECKOT0 HCCIIEA0BaHNU);

JIaThl HAYajla ¥ OKOHYAHMS KIMHUYECKOTO HCCIEIOBAHU;
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JaTy ¥ HOMEp OTYeTa, MO3BOJISIONINE €r0 HASHTU(DUIIUPOBATD;

1[eJI U 3a]]a491 KIIMHUYECKOTO UCCIIeTOBAHMS;

KpaTkoe  ONHMCAaHUE  MPOBEIECHHOTO0  KIMHHYECKOTO  HMCCIEeIOBaHHS,
HHOOPMAIIMIO O Tmpernapare CpaBHEHHA (PU HAIMYHAH), TPOHODKHTEIBHOCTD
KJIMHUYECKOr0 HCCIeOBaHUsA, OO3UpPOBaHUE JIEKAPCTBEHHOIO IIperapaTa, BHUIBI
IeJIEBBIX )XUBOTHBIX, PE3yJIbTAThl KIIMHUYECKOTO HCCIIeJOBaHHUS;

orJiaBjieHHe, BKIIIOYas NepeveHb MPUII0KeHUH, TabuiI;

nepeyueHb COKpaIleHU U ofpeelieHle TEPMUHOB, HCIIOIB3YEMEIX B OTUETE;

KpaTKoe ONKWCAaHHE IPOBEICHHOTO  JOKIMHHYECKOTO  HMCCISIOBaHMA,
WHPOPMALIMIO O CTaHZApPTHOM oOpasne (MpH HAJIUYUH), MPOHODKUTENHHOCTD
JOKITHHIYECKOTO HUCCIIeJOBaHuUS, NHGOPMAIHIO 00 SKCIIEpUMEHTAIBHEIX KHBOTHBIX,
pe3yJIbTaThl JOKITMHUYIECKOTO UCCIIeIOBAHU;

ONKMCaHWe WHCCIeTyeMOro JIeKapCTBEHHOrO IIperapara, BKIIOYas COCTaB,
¢busuKo-xuMHIEcKue, buonoruyeckue, papMamneBTHIECKHE CBOHCTRA,;

BUBI MICCIEIOBaHUM, IPOBEJEHHBIX B paMKaX KIMHHYECKOTO UCCIIEHOBAHHUS;

CBEJICHHUSA O LIEJIeBBIX XXUBOTHBIX U paclpefielieHHd HUX [0 IpynnaM (BHI,
BO3pPAacT, KOJIMIECTBO, MAcca M TIOJI LIEIEeBhIX )KUBOTHBIX, HCIOIB30BAHHBIX B KAXKJOM
BHJIE HCCIIEZIOBaHUHN, YCIOBUS UX COAEP)KaHUS, KOPMJIEHHS W TOCHHA, KOJIHYECTBO
TPYTII LEeJIEBBIX )XHBOTHBIX B KaXIOM BHUE UCCIIeIOBAaHHN);

103y (IO3BI), pEXKUM JO3UPOBAHMUS, CIIOCOOEI BBEIEHH U IPUMEHEHHS, BpEMS
preMa JIeKapCTBEHHOTo Mperapara, POAODKUTENIBHOCTE JiedeHHs (fajee — cxeMa
PUMEHEHHs JIEKapCTBEHHOTO Mperapara);

omuCaHWe W OLEHKY Ipolexyp CTaTHCTHYECKOrO aHajih3a C YyKa3aHHEM
HCII0JIb30BaHHOTO MTPOTPaMMHOI0 o0ecrieueHus;

0000IeHHBIE pPe3yNbTaThl HCCIEIOBAaHWA CO CCBHUIKAMH HA OTYETHI
0 pe3yJbTarax KaXKAoro BUIa UCCIEJOBAHMMA, MPOBEIEHHBIX B paMKaX KJIMHHYECKOIO
UCCIICIOBAHMS, a Taike aHaJIM3 YKa3aHHBIX pe3yJbTaTOB, BKIIIOYAs OIIHCAHHUE
He)XeJlaTeNbHBIX peakluit (KpaTkoe ONMHCaHUe HeXeJaTeIbHBIX peaKidii, HX aHalu3,
CITUCKH HeXXeJIaTeJIbHBIX PeaKIHid, KOTOpble HaOIIONATNCh Y HEJEBbIX KHBOTHEIX),
onucaHWe choy4yaeB THUOEMHM IeNIEBBIX JKUBOTHBIX H JPYTHX  CEPhE3HBIX
He)KeJIaTeNbHBIX peakluil, OLleHKY KIIMHUKO-T1a00paTOPHBIX MMOKa3aTelNell KHUBOTHAIX
(npy HaMM4YWK), TapaMeTpbl XKU3HEHHO BAaXHBIX (YHKIMH OpraHu3Ma IleJIeBBIX
XKUBOTHBIX U JAPYTyH0 MHQOpPMALHIO 10 BOMpocaM 0e30IIacHOCTH, a TaKXKe OIEHKY
3¢ HEKTHBHOCTH M 0€30IIaCHOCTH JIEKAPCTBEHHOTO TIperapara;

aHaJI3 JINTePaTYPHBIX JaHHBIX (IIPU HATHYHUHN);

BBHIBOJBI O IIEPEHOCHMOCTH JIEKAPCTBEHHOTO TIpernapara  IeJ€BhIMH
KUBOTHBIMH, OO0 YCTAHOBJIGHHH OITHMAJBHBIX JO3UPOBOK JIEKAPCTBEHHOT'O
mpernapara ¥ Kypca JiedeHHs Ha KOHKPETHOH IpyIie JKUBOTHBIX C ONpeAeeHHBIM
3aboseBaHleM (CXeMBbl MPUMEHEHHUS JIeKapCTBEHHOIo mpermapara), 6€30macHOCTH U
3()QEKTUBHOCTH JIEKAPCTBEHHOI'0 IIpernapara, NpeAHa3HAYEHHOTO IS JICUCHHS
OTpe/ieNIeHHBIX 3a00JIeBaHUil JKWBOTHBIX, WIH 3((EKTUBHOCTH JIEKApPCTBEHHOI'O
npernapata s OpodwiIakTUKHA  3a00ieBaHWH  JKUBOTHBIX, BO3MOXKHOCTSIX
pacliupeHuss NOKa3aHWH K TMPHMEHEHWI0 3aperdCTPUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara U BBISBICHHS paHee HEU3BECTHHIX TOOOYHBIX AEHCTBUH.
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124. K oT4ery o0 pe3ynbrarax KIMHUYECKOTO HCCIEAOBAHUSA JIOJKHBI
IPUIIAraTbCs TUIaHBI (WIM WX KOIMH, 3aBepEeHHbIe pa3paboTYMKOM JIEKapCTBEHHOIO
npenapara), OTYeTsl O pe3ylbTaTaX KaXIOoro BUAA HCCIECIOBaHHM, MPOBENCHHBIX
B paMKax KIMHHYECKOTO HCCIEeNOBaHUS, W, NPU HAIWYHHY, 3aKIIOYECHUS CTOPOHHUX
opranu3aiuii (WM KOIMH 3aK/IIOYeHHH M OTYETOB O DPe3ylbTaTax KakIoro BHIA
UCCIIEIOBaHM, MMPOBEJEHHBIX B paMKax KIMHUYECKOI'0 HCCIIENOBaHMs, 3aBEPEHHBIE
STHUMH OPTraHHU3aALHUIMH).

125. Ilpu uccrenoBaHWM OWOSKBUBAJIEHTHOCTH K OTYETy O pe3yJbTarax
KIHHWYECKOTO HCCIEAOBaHMS NOJDKHA TPHIAraTrbCsi KOMHUS NPOTOKOJA BaluAalMH
METOla ONpefleleHus aHaJWTa, COJEpXKalllero CBEAEHHS O JIMHEHHOCTH
B HEOOXOAMMOM AHMANa3oOHe KOHIEHTpaluid, BIUSHUU OHOJIOTHYECKOTO MaTepHalla
Ha ITOJIyYaeMbIii pe3yJIbTaT UCCIIeOBaHus, Mpeene o0HapyXeHus MeToaa, npezeie
KOJIMYECTBEHHOTO OIpeJeIeHUs] METO/1a, CEJIEKTUBHOCTH METOAA, TOYHOCTH METOAA,
IPELM3UOHHOCTA MeTojla, CTAOMIBHOCTH aHaIUTa B OHOJIOTHYECKOM MaTepuae,
a TaKKe B CIydae ONpefelieHHs aHaIWTa XpoMaTorpadUuecKuM MU
MacCIEKTPOMETPHYECKAM  METOAaMH — XpOMAaTorpaMMbl, MOATBEP)KAAOLIHE
TIpeCTaBJICHHBIE Pe3y/IbTaThl BATUAALINY.

IV. IIpaBuaa ucciaeaoBanus 6HO3KBHBAJIEHTHOCTH

126. UccnenoBanve OHO3KBHBAJIEHTHOCTH SIBISETCS BHIAOM KIMHHYECKOIO
UCCIIE0BAHMS, MIPOBEEHHE KOTOPOr0 OCYLIECTBISETCS IJIS ONpeeleHUusl CKOPOCTH
BCaCBIBaHMS M  BBIBEIEHHA  OIHOTO  HWJIM  HECKOJNBKHX  OOJNajaromux
GapMaKoJoru4eckoil aKTHBHOCTBHIO JEHCTBYIOIIMX BelIeCTB M (WIH) HX
MeTa00INTOB, KOJIMYECTBA JIEKAPCTBEHHOTO MpenapaTa, JOCTHTAIOIIer0 CUCTEMHOTO
KPOBOTOKa, M  pe3yNbTaThl  KOTOPOrO  MO3BOJIIOT  cHelaTh  BBIBOJ
0 OHOSKBHBAJIEHTHOCTH  BOCIPOHM3BEIEHHOTO  JIEKAPCTBEHHOro  IIpemapara
B ONpeAeleHHBIX JIeKapCTBEHHOH ¢opMe M JO3MPOBKE, COOTBETCTBYIOILUX
JeKapCTBEeHHOM PopMe U H03UpOBKe pedepeHTHOr0 JIEKapCTBEHHOIO Mpenapara.

127. JIBa nexkapCTBEHHBIX Ipernapara, COAECPKalIuX OJUHAKOBOE KOJIHUYECTBO
JEHCTBYIOIIETO BEIIECTBA, CUMTAIOTCS OWOIKBUBAJIEHTHBIMHU, €CIH OHHM SBISAIOTCS
(bapMaleBTUYECKH SKBUBAICHTHBIMU U MX OHOJJOCTYIHOCTS (10 CKOPOCTH U CTENEHH,
C KOTOPO# JieliCTBYyIOIIee BEIECTBO WM aKTUBHAsA YacTh MOJIEKYJIBI AEHCTBYIOIIETO
BelecTBa abCOpOMPYIOTCA M3 JISKQpPCTBEHHOTO Ipemapara U CTaHOBSTCS
JOCTYITHBIMH B MeCTe CBoero JAeHCTBHS) Iociie INpPHMEHEHHs] B OJMHAKOBOM
MOJIIpHOM [103€ YKJIaJBIBaeTCSA B JOIyCTHMBIE IpefAenbl. YKa3aHHBIE NpeAeibl
YyCTaHABIUBAIOTCA MJIA O0ecmedeHHs COMOCTaBUMOCTH OnodapManeBTHIECKUX
CBOMCTB JIeKapCTBEHHOHW (OpPMBI, B KOTOPOIl BBITyCKAalOTCA JIEKapCTBEHHBIE
mpenapatbl, in Vvivo (TO €CThb CONOCTaBUMOCTH HX IO 3(GQEeKTHBHOCTH
1 0€30IIaCHOCTH).

128. UccnenoBanus 6HMOSKBUBAICHTHOCTH HE IMMPOBOASTCS B OTHOIIECHUU:

a) IMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX NIPENapaToB;

0) JeKapCTBEHHBIX IIpernaparoB PacTUTENBHOTO POMCXOXKICHUS,
B OTHOIIICHUU KOTOPBIX HE OBLT YCTAaHOBJICH COCTaB;
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B) JIEKAPCTBEHHBIX IIPENapaToB, He JOCTUTAIOIIUX CUCTEMHOI0 KPOBOTOKA,

I') IeKapCTBEHHBIX IpenapaTos, npeIHa3HaYeHHBIX IS
HHTPAIMCTEPHAIBHOTO WJIM BHYTPUMATOYHOTO BBEICHUS,

1) TPOOMOTHYECKUX JIEKAPCTBEHHBIX IIpenapaToB.

129. JleiicTBylolllee BEIIECTBO B pedepeHTHOM H B BOCIPOH3BEACHHOM
JIEKapCTBEHHBIX MperapaTax JODKHO HMETh 0JMHAKOBYIO MOJIEKYJIIpHYIO GopMy.

130. ITepen HavaioM HCCIENOBaHHS OHOIKBHUBAJIIEHTHOCTH MHOJDKEH OBITH
IpoBeJleH aHANU3 00pa3lOB BOCIIPOW3BEAEHHOTO U pe(epeHTHOro JIEKapCTBEHHBIX
IperapaToB Ha CcoJepXaHHWe M IMOMJIMHHOCTh JAEHCTBYIOIIErO  BELIECTBa
(meHCTBYIOIIMX BEILIECTB).

131. lo3sl  pedepeHTHOrO M  BOCHPOM3BEAEHHOIO  JIEKAPCTBEHHBIX
IpenapaTtoB AOJDKHBI OBITH oxmHakoBbIMH. IIpu BeIGOpe 03Bl B mepecdere Ha
IefcTByIOIIEe BEIIIECTBO ClemyeT PYKOBOJCTBOBAThCS HHCTPYKIHEH
10 BETEPHHAPHOMY NPUMEHEHHUIO PePepeHTHOTO IeKapCTBEHHOTO Mpernapara.

132. B cioyyae ecmu pedepeHTHBIH JIeKapCTBEHHBIM IIpemapaT MOXET
IPUMEHATBCS B  pPa3HBIX JI03aX, CJEIyeT HCIONb30BaTh MAaKCHMAIbHYIO
PEKOMEHIOBAHHYIO WHCTPYKIUEH 0 BeTEpUHAPHOMY NPHMEHEHHIO pedepEeHTHOIO
JIeKapCTBEHHOTO MpemnapaTa 103y (llajiee — peKOMEHI0OBaHHas 103a).

B ciay4ae ecnu mpeacTaBieHO HaydHOE OOOCHOBaHHE HellenecooOpasHOCTH
MCIIOJb30BaHKsA B HCCISIOBAaHUH OHOIKBHBAJICHTHOCTH JICKAPCTBEHHOIO IIpemapara
MaKCHMAJIbHOM PEKOMEHIOBAHHOM O3B, MOIyCKAeTCs HCIOJIB30BaTh JIIOOYIO H03Yy
W3 JMana3oHa 103, YKa3aHHBIX B WHCTPYKIMH II0 BETEpHHAPHOMY NPHMEHECHHIO
pedepeHTHOTo JIEKapCTBEHHOTO Ipernapara.

133. B ciayyae ecnu npu BBEACHUH PEKOMEHIOBAaHHOW 03Bl JEHCTBYIOLIEE
BEIECTBO (JeiCTByIONIME BeIleCTBa) B KPOBH HE AOCTHTaeT (HE MOCTHUIAlOT)
JOCTYMHBIX Ui HM3MEpPEHHs COBPEMEHHBIMH MeETOJAaMM 3HAa4YeHHM, JOIycKaeTcs
UCIIOJIb30BaHUe 0OoJiee BBICOKMX 03, HO He GoJjiee TPEXKpaTHOW pPEKOMEHI0BaHHOMI
JI03b1 TIPH YCJIOBHMH, YTO HCIIONB30BaHUE TAaKUX 103 HE IIPUBOAUT K BO3HUKHOBEHHIO
HeXeJIaTeIbHBIX Peakiuii OpraHu3Ma KUBOTHOTO.

134. IloaroroBKy BOCHPOHM3BEACHHOI0 H peepeHTHOro JIeKapCTBEHHBIX
IpenapaToB K BBEIEHHUIO LENEBBIM JKUBOTHHIM ClEIyeT NMPOBOJUTH OAMHAKOBBEIM
crocoGoM, Tak, 4TOOBI 3TO HE OKa3all0 BIWSHHUS Ha pe3ylbTaThl HCCIEAOBaHUS.
BBeJieHre JE€KapCTBEHHBIX IPENApaToB JODKHO OCYIIECTBISTHCS TaKUM 00pa3oM,
yTOOBl KaXJ0€ JKABOTHOE TapaHTHPOBaHHO TOMYYWIO OIpPEACICHHYIO 103y
JIeKapCTBEHHOTO Mpemnapara. s JeKapcTBEHHBIX IpemnaparoB B ¢opMe TabiIeTok
C PHCKOM [IOITyCKAeTCsl UCIIOJb30BaHUE pa3feleHHOH Mo pHuCKe 4acTH TabneTkw, B
TOM ClIy4yae, €ClIM HOPMATUBHBIM JOKYMEHTOM Ha JIEKapCTBEHHBIH IperiapaT
IpeayCMOTpPeH KOHTPOJIb OJHOPOIHOCTH A03HMPOBaHUA YacTel TabileToK.

135. Ecnu pedepeHTHBI TeKapCTBEHHBIN IIpernapaT BBITYCKaeTCs C pa3HO#
IO3UPOBKOH, HCCIIEJOBaHUE OMO’KBHUBAJICHTHOCTH BOCIPOHU3BEICHHOTO
JIeKapCTBEHHOI'0 IIperapaTa MOJKHO MPOBOAUTHCS IO ONHOW W3 O3UPOBOK IIpH
COOJTIOIEHUH CIIeTyIOIINX YCIOBHUIA:

Ka4eCTBEHHBIH COCTaB AEHCTBYIOMIMX BELIECTB U BCIIOMOTaTENbHBIX BEILECTB
pedepeHTHOro JIeKApCTBEHHOTO IIpenapara ¢ pa3HOH JO3MPOBKOH OAMHAKOB
(3a HCKIIIOYEHHEM KpacHTeell U apoMaTH3aTOPOB);
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COOTHOIIIEHHE MEX Ty coliepXaHueM IeMCTBYIOLINX BellleCTB
¥ BCIIOMOTAaTENbHBIX BEIIECTB pe(epeHTHOTrO JIEKapCTBEHHOI'O Mpemnapara ¢ pa3Hoil
JO3UPOBKON OJIUHAKOBO;

TEXHOJIOTHA IIPOU3BOACTBA pedepeHTHOro JIeKapCTBEHHOIrO Mperapara
C pa3HON TO3UPOBKOI OIMHAKOBA.

136. MHorokpatHoe BBelIeHHE TPH HCCICIOBAaHHH OHOSKBHBAJICHTHOCTH
IOJIKHO TIPAMEHATHCS IS

JEKapCTBEHHBIX  MpPENapaTtoB C  3aMEUIEHHBIM  BEICBOOOXKIEHHEM
IOEeHCTBYIOIIEr0 BELIECTBAa, MpEeAHAa3HAYEHHBIX [UIS MHOTOKPATHOTO BBEIECHHS
¥ UMEIOIIMX TeHAEHITHIO K HAaKOIUIEHHIO B OpraHu3Me;

JIEeKapCTBEHHBIX MPEMApaToOB ¢ HACHIIIAEMBIM BhIBEICHHUEM;

JEKapCTBEHHBIX  IpenaparToB, KOHLEHTPAlMI0 KOTOPBIX B  KPOBHU
CYLIECTBYIOIIMMH aHATUTHYECKIMH METOAaMH He IIPEJCTaBISAETCS BO3MOXKHBIM
ONpeNeNUTh IPU OJHOKPATHOM BBEHIECHHH.

B ykasaHHBIX choy4asXx mnOpud BbIOOpe KpaTHOCTH BBEICHHS CIIEAYET
PYKOBOJACTBOBATbCS MHCTPYKIMEH IO BETEPHHAPHOMY IPUMEHEHHIO pedepPEeHTHOrOo
JIEKapCTBEHHOTO Mpenapara U OlpeleNsaTh KOHIIEHTPAIUIO TeHCTBYIONIErO BEIIeCcTBa
B KPOBH IIepe]] BBEICHHEM CIEYIOLIE 035l IEKapCTBEHHOIO Ipemnapara.

137. Tlpm oTcyTcTBHM B IUIaHE HCCIIEOBaHHA OOOCHOBAHHS  [IJIs
MHOT'OKPAaTHOTO BBEAEHUS IIPH HCCIEAOBAaHUM OHOSKBUBAJICHTHOCTH MPUMEHSETCS
OJIHOKpaTHOE BBeJieHHe JIEKapCTBEHHOTO Mpernapara.

138.B cmydae ecnu HHCTpyKuMeH IO BETEpUHAPHOMY IPHUMEHEHHIO
pedepeHTHOr0 JeKapCTBEHHOro TIIpemapara MpeAyCMOTPEHO HECKONBKO IIyTei
BBEJICHHUS, HCCIIEOBaHUE OHO3KBHBAJICHTHOCTH BOCIIPOU3BEHEHHOTO
JIeKapCTBEHHOI'0 IIperapaTa MOXeT IIPOBOJUTHCS JIOOBIM M3 YKa3aHHBIX ITyTeil
BBelleHUs. [Ipu 3TOM B IIaHe HCCIIENOBaHHS IOJKHO OBITH yKa3aHO 00OCHOBaHHE
B3aMMO3aMEHIEMOCTH Pa3HbIX MMyTeil BBEJCHUA.

B MHBIX ciydasx AODKHO IMPOBOAUTHCS HCCIIETOBaHHE OMO3KBHBAJIEHTHOCTH
IpH BceXx cmocobax BBEIEHUSA, IIPEJYCMOTPEHHBIX IIPOEKTOM HHCTPYKIHH
110 BeTEpUHApPHOMY NPUMEHEHHUIO BOCIIPOM3BEACHHOTO JICKAPCTBEHHOTO Mpernapara.

139. u3aitn HCCJIEIOBAHHUS OHMO3KBUBAJIEHTHOCTHU MOYKET OBITH
MepeKPECTHHIM, IMAPAILIEIHHBIM WIIH IIOCIEI0BATEILHBIM.

140. TlepexpecTHblii Au3ailH MpexycMaTpuUBaeT BBEICHHE IEPBOM TpyIIIe
I[eNIeBBIX JKUBOTHBIX PEQEPEHTHOrO JIEKApCTBEHHOrO Iperapara, BTOPOU TpyIile
[IEeIEBBIX JKUBOTHBIX — BOCIPOM3BEIECHHOIO JIeKapCTBEHHOTO Ipemapara. Ilocie
OTIpENENICHHOr0 TMepHoJa BpPEMEHH TEpBOH TIpyIie JKHBOTHBIX BBOIAHTCH
BOCIIPOM3BENEHHBIN JIGKApPCTBEHHBIH IpemapaT, BTOpO TIpyIile IXHUBOTHBIX —
pedepeHTHEII IeKapCTBeHHEIH Mpenapar.

Ilepuon Mexnay BBeAEHHSAMH pedepeHTHOro JeKapCTBEHHOI'O Iperapara
¥ BOCIIPOU3BEACHHOIO JIEKApPCTBEHHOTO IpenapaTa IpyIie XHUBOTHBIX TOJDKEH OBITh
HE MeHee YeM [IeCTUKPATHBIA T[epHO  TOJNYBBIBEAEHUS JIEHCTBYIOLIETO
(melicTBYyIOIMX) BemecTBa (BemwecTB) U (Win) ero ( ux) MeraboauToB. [Ipyn HaTHUHH
Hay4YHOTO OOOCHOBAaHHS MPOIODKUTEIHHOCTh YKA3aHHOTO IIEPHOJIA MOXKET OBIThH
H3MEHeHa, HO JODKHAa O00ecreYnBaTh MaKCHMAJbHO IIONHOE BBIBEIEHHUE
IeUCTBYIOLIEro (IEHCTBYIOLINX) BelllecTBa (BemecTB) U (MIH) ero (Mx) MeTabOIHuTOB
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U3 OpraHu3Ma >KMBOTHOIO, a TaKXe OTCYTCTBUE OCTATOYHBIX (PU3HOJOTHYECKUX
3¢ (HeKTOB OT BBEICHHUS JICKAPCTBEHHBIX IIPETapaToB.

IIpu uccnenoBaHNH OHOAKBUBAIEHTHOCTH JIEKAPCTBEHHBIX IIPEMApaToB,
JeHCTBYIOIUE BelleCTBa KOTOPBIX SBJISIOTCA aHAJIOTaMH BelIeCTB, 0Opa3yrommxcs
(MpUCYTCTBYIOIINX) B OpraHU3ME XUBOTHOI'O B MPOIECCE €ro XU3HEACITEIbHOCTU
(marnee — 3HAOreHHbBIE BELIECTBA), IPOJOJDKUTENBHOCTD IEPHUO/Ia MEXKAY BBEACHUIMU
pedepeHTHOro NeKapCTBEHHOIO IperapaTa U BOCIPOU3BEEHHOTO JIEKAPCTBEHHOTO
mpemnapara [IpyIe >XWUBOTHBIX JOKHA ObITh o6ocHOBaHa. basoBble ypoBHH
SHJOIEHHOI'0 BeIleCTBA B KPOBH JKHUBOTHBIX ME€pBOM M BTOpO#l TIpyIIIHI,
ompefelieHHbIe Iepe]l BBEICHHEM IIperapara, He JOJDKHBI OKa3bIBaTh BIUSHUS Ha
pe3yNIbTaThl HCCIIEI0BaHUS.

[Ipn uCHONB30BaHMM MEPEKPECTHOrO Au3aiiHA KKIOMY LI€JIEBOMY
JKUBOTHOMY CJIEAy€T BBOIUTBH JIGKAPCTBEHHBIA IpernapaT B OJHOM U TOH Xe 03¢
BO BCE MEpHO/IbI UCCIIEN0BaHUS.

IlepexpecTHBIN AM3aiiH ClefyeT HCMONb30BaTh B CIy4ae HEBO3MOXKHOCTH
IPHUMEHEHHS TOCIEIOBATEFHOTO WM MNapajUlebHOrO JW3aiiHa Ha HMeIoIeMcs
KOJINYECTBE JKUBOTHBIX JINOO NPH U3YUCHHU OHOIKBHBAJICHTHOCTH JIEKAPCTBEHHBIX
[IpenaparToB, JEHCTBYIOIIME BeMIECTBA KOTOPHIX  ABIAIOTCA  SHIOTCHHBIMHU
BEIIECTBaMH.

IlepexpecTHbIi au3allH He [OJDKEH HCIOIB30BaThCS IIPU IMPOBEACHUU
UCClieIoBaHNsI OMOPKBUBAJICHTHOCTM HA TeX BHAAX LENEBBIX JKABOTHBIX,
(GU3HONOTNYECKOe COCTOSHHE OpraHu3Ma KOTOPBIX 3HAYUTENIBHO HW3MEHUTCS
3a IEepUOJ IPOBEJSHHS HUCCIENOBaHHS OHOSKBHUBAICHTHOCTH, 3a HCKIIOYEHHEM
CllydyaeB, KOTJa €CTh HayyHoe OOOCHOBaHHE BO3MOXXHOCTH HCIIOJIE30BaHUS
[IEPEeKPECTHOr0 JU3aiHa.

141. TMapannenbHBI AM3aiiH mpeAycMaTpHBaeT OAHOBPEMEHHOE BBelEHUE
IepBOH TpyIe >XUBOTHHIX pedepeHTHOro JeKapCTBEHHOTo Iperapara H BTOpOH
rpymIie )XUBOTHBIX BOCIIPOU3BEEHHOTO JIEKApPCTBEHHOI'O Mpemnapara.

IlapayienpHBld  Ou3allH  CI€AyeT  HCHONb30BaThb AN IPOBEICHUS
UCClieIoBaHNs OMOIKBUBAJICHTHOCTH B CIEAYIOINX CIIydasK:

NEeUCTBYIOIIEE BEMIECTBO WA €r0 MeTa0OIUTHI BHI3BIBAIOT (PH3HOIOTHYECKHE
U3MEHEHUA B OpraHu3Me >XHUBOTHOTO, KOTOpBI€ BIIOCJIEJCTBHHU MOTYT IOBIHUATH
Ha (papMaKOKUHETHKY JAaHHOTO BeIIeCcTBa MPU IIOBTOPHOM BBEICHUH;

JAEUCTBYIOIIEe BEMIECTBO MM €r0 MEeTa0ONUThl MMEIOT JIUTENbHBIA NepHOA
HOJIyBBIBEJCHHUS MM TCHACHIUIO K KyMyJISILIMK B OPraHHU3ME JKUBOTHOIO, B CBA3H
C YeM IMOBBIIIAETCd PHUCK NPUCYTCTBUSA OCTATOYHBIX KOJMUYECTB JIEKApPCTBEHHBIX
IpenapaTtoB IOcie€ BBEICHHUSA JIEKapCTBEHHBIX MpenaparoB JIHOO U3MEHseTCS
(U3HOIOTUYECKOE COCTOSHUE )KUBOTHBIX;

o0muit 00BeM KpOBH B OpraHu3Me >KMBOTHOTO HCKIIIOYAeT BO3MOXKHOCTB
IOBTOPHOTO HCTOJIb30BaHUS TaKUX JKUBOTHBIX B HCCIEIOBaHUH.

142. ITocnenoBarenbHBl  OU3aliH  HpeoyCMaTpUBAaeT  II0CIEHOBaTENHHOE
BBeJICHHE TpyIIle XUBOTHHIX pe(epeHTHOro JIeKapCTBEHHOTO IpenapaTa, a 3aTeM
BOCIIPOM3BEIEHHOIO JIEKAPCTBEHHOTO IIpernapara.

Ilepron Mexay BBeAEHUSAMH peQEpEeHTHOrO JIEKapCTBEHHOrO IIpernapara
¥ BOCIIPOM3BENEHHOIO JIEKApCTBEHHOI'O Mpenapara IpyIiie >KUBOTHBIX JTOJKEH OBITh
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HE MeHee 4eM [ISCTUKpAaTHBII NepuojJ TMOMYBBIBEACHUS JIEHCTBYIOILIETO
(me#icTBylomMX) BelecTBa (BewecTB) U (WIH) ero (Ux) MeTaboauToB. [Tpn HanuIHu
Hay4YHOTro OOOCHOBaHHS IMPOAOJDKUTENBHOCTh YKA3aHHOTO IIEPHOJa MOXKET OBITH
H3MEHEHa, HO JO/DKHAa oOecrmedyMBaTh MaKCHMAIbHO TIIOJIHOE€  BEBIBEJECHHE
JIeHCTBYIOLIETO (IeHCTBYIOIKX) BellecTBa (BemecTB) U (WIH) ero (MX) MeTabOJIUTOB
U3 OpraHW3Ma >XHBOTHOTO, @ TaK)Xe OTCYTCTBHE OCTATOYHBIX (DH3HOJIOTHIECKHX
3¢ ()EeKTOB OT BBEICHHS JIEKapPCTBEHHEIX IIPENapaToB.

[locnenoBarenpHBI AW3aliH HE NOJDKEH HCIIOJIB30BATHCA TPH TPOBEICHUHU
HUCCIIeIOBaHUsT OHMOJKBHMBAJIEHTHOCTH HA TeX BHIAX IE€NE€BBIX JKHUBOTHEIX,
($bU3UONOrHMYecKOe COCTOSHHE OpraHu3Ma KOTOPBIX 3HAYUTENIFHO H3MEHUTCS
3a Mepuok NMPOBeIeHHU UCCIeI0BaHNs OHOIKBHBAJIEHTHOCTH.

143. B cnydae ecnu HUHCTpPyKLUHEH I[10 BETEPHHAPHOMY IPUMEHEHHUIO
pedepeHTHOr0o  JIEKApCTBEHHOTO  Iperapara NpedyCMOTPeHO  IpUMEHEHHe
pedepeHTHOr0 JIEKApCTBEHHOTO Iperapara HECKOJBKMM BHJaM JKHBOTHBIX,
UccleJoBaHHEe  OHOAKBUBAJIIEHTHOCTH  BOCIIPOM3BEAECHHOTO  JIEKAPCTBEHHOTO
mpernapaTa BO3MOXHO Ha OJHOM M3 YKa3aHHBIX BHJOB J>KHBOTHBIX, €CIH OHH
OTHOCSITCS K TETUIOKPOBHBIM JXKABOTHBIM.

144. ins  mpoBeneHHUS  HUCCIENOBaHWS  OWO3KBHBAJEHTHOCTH  MOTYT
UCMONb30BaThC JKUBOTHBIE MoOoro mona. Bo3pacT XHMBOTHBIX, TOpoda, Macca,
ypOBEHb MPOAYKTHUBHOCTH (Ui CEIbCKOXO3SMCTBEHHBIX JKUBOTHBIX) B TpYIIe
KUBOTHBIX, KOTOPOHX BBOAUTCS pedepeHTHHIN JIeKapCTBEHHEIH IIperapar, U IPYIIIe
KUBOTHBIX, KOTOPDOH BBOJUTCS BOCIPOU3BENEHHBIN JIeKapCTBEHHEIM Ipemnapar,
IOJDKHBI OBITh aHAIOrMYHBIMUA. Macca He JOJDKHA BBIXOIUTH 3a mpeaeisl +20% mis
XKHUBOTHBIX Maccoit 1o 20 kr u +10% nns »xuBOTHBIX Maccoit 6onee 20 KT OT cpeHe
MAacCCHI IO TPYIIIE )KUBOTHBIX.

145. B neHbp BBeAeHMS JIEKapCTBEHHOTO Mperapara AOCTYN >KHBOTHBIX
K KOpMy JOJDKeH OBITh OrpaHdWYeH, ecilid HHoe He O0OOCHOBaHO B ILIaHE
HCCIICTOBAHMS.

146. )KuBoTHBIE IS TPOBENEHUS HCCIEHOBaHMS OHOSKBHBAJICHTHOCTHU
B TeueHue He MeHee 4yeM 30 cyrok (uTHMmbl B TedeHwe 15 cyToK) OO Havaia
HCCIIEIOBaHHS OHO’KBHBAJIEHTHOCTH " B MePHO/T HCCIIETOBaHUS
OMOSKBHBAIEHTHOCTH HE JOJDKHBI MTOJIyYaTh JIEKAPCTBEHHBIX IPENapaToB, €CIIA HHOE
HEe TNpeIyCMOTPEHO IUIaHOM HccienoBaHusa. [Ipu TmpoBemeHMH HUCCIEIOBAHUS
OHO3KBUBAJIEHTHOCTH JIEKapCTBEHHOT'0 npemnapara, 00J1aJar0MIero
IIPOJIOHTHPOBAaHHBIM JA€MCTBHEM, YKa3aHHBIN epHUOJ JOJDKEH OBITh YBEIHYEH.

147. Uucno >XMBOTHBIX B OAHOW TIpymIe MOJDKHO OBITH He MEHEe IIECTH.
bBonbiiee 4ucio KUBOTHBIX MOXET MOTPeOOBaTHCS VIl CpaBHEHHS pedepeHTHOro
¥ BOCIPOU3BENCHHOTO JIEKAPCTBEHHBIX IPENaparoB, 00JaJaloluX 3HAYHUTEIHHOU
BapHradeNbHOCThI0 (PapMaKOKMHETHYECKUX MMapaMeTpoB, a TaKXKe IPU MPOBEHCHUU
HCCIIeJOBaHMs OMOPKBHBAJIEHTHOCTH Ha XMBOTHEIX, Y KOTOPBIX HE IPeCTaBIIsAETCS
BO3MOXXHEIM IPOBOJUTh MHOTOKpAaTHBIH 3a00p OHOJIOTHYECKOTO MaTepHala
B HEOOXOIMMOM KOJIMYECTRBE.

148.B kauecTBe OHOJIOTMYECKOTO Marepuaiga [Uis  HCCIIeIOBaHUA
OMOSKBHUBAJIEHTHOCTH UCIIOJIB3YIOTCS CBIBOPOTKA, IljIa3Ma KPOBH MIIM LieJIbHAs KPOBb.
B ciyuyae HEBO3MOXHOCTH OIpejesieHUs] KOHIIEHTPAllUU JEeHCTBYIOIIEro BeIlecTBa
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(meficTByrommx BemiecTB) M (W) ero (Mx) MeTabGonMTOB B IIa3Me KpPOBH,
CBIBOPOTKE, LIETBHOM KPOBHU, AOIYCKaeTCs OINpeAeNeHHe AEHCTBYIOIIEro BellecTBa
(me#icTByIONIMX BeMIECTB) U (MIIH) ero (UX) MeTabOJUTOB B TKAHSIX.

149. Cxema 1 1poA0DKUTENHHOCTE 0TOOpa Ipob Groorudeckoro MaTepuaia
onpenensercs ¢opmoit (papMakokMHETHUYEeCKOW KpuBOH (Tpadmka 3aBHCHMOCTH
KOHIIEHTPALlMH JIEHCTBYIOIIETO BEIecTBa B OTOOPaHHOM OHOJIOTUYECKOM MaTepHalle
OT BpEMEHH, IMpPOIISAIIEr0 C MOMEHTa BBEAEHHUS JIEKApPCTBEHHOTO IIpernapara).
Bri6op BpemeHu orbGopa mpoO OHoJorHYeckoro marepuaia JOJDKEH oOecriedrBaTh
MOJlydeHHe He MeHee TpeX TodeK /id (a3l MEepBOHAYAIBHOTO BO3pacTaHHS
KOHIIEHTpaLMU IEeHCTBYIOIIEr0 BellecTBa U HE MEHee IIITH TouyeK i (as3el ee
CHI)KEHMS, 3a HCKJIIOYEHUEM JIEKapCTBEHHBIX INpenapatoB IJii BHYTPUBEHHOI'O
BBEJICHHS.

B oTHOIIEHUH NEeKapCTBEHHBIX MpENaparoB I BHYTPUBEHHOI'O BBEICHMS
BBIOOp BpeMmeHH 0TOOpa mpol OHonorudeckoro MaTepualia JOJDKEH oOecrieuuBaTh
[OJlydeHHe He MeHee I[IATH TodeK Ui (a3pl CHIKEHHS KOHIEHTPAHUH
JIEVCTBYIOILEr0 BEILIECTBA.

B oOTHOmEHWH JIeKapCTBEHHBEIX MpENaparoB C  MPOJOHTHPOBaHHBIM
neficTBeM BHIOOp BpeMeHH oTOopa Mpo0 OHoNIorMueckoro Martephalia IOJDKEH
JOTIOTHATENHHO obecrieynBaTh IMOJIydeHHe He MeHee Tpex TodeK A (a3bl, Koraa
MaKCUMaJIbHas KOHLEHTpalys JeHCTBYIOIEro BellecTBa (IEHCTBYIOIIUX BEIIECTB)
OTHOCHTEIIHHO MIOCTOSIHHA.

150. {ns nomydeHUst ZJOCTOBEPHOTO 3HAYEHUS MAKCUMAIBHOW KOHIIEHTPALUH
nericTBytomero BellecTBa (mamee — C(Cmakc) ot0op 00pa3ioB OHOJIOTHYECKOTO
MaTepriajla B palioHe BpeMeHH OCTHXKEHHS MAaKCHUMAJbHOW KOHIIEHTPALUU
IeiCTByIOIEro BemlecTBa (Hajiee — TMakc) MPOBOJUTCS C YaCTOTOM, HOCTATOUHOM
JUIs 00€eCTIeUeHUSI CTATUCTHIECKON 3HAYMMOCTH MCCIIEHOBaHUS.

151. IIpomomxurensHOCTE 0TOOpa Mpod GHOTOrHYeCKOTO MaTepraa A0HKHA
OTIPEAEINATHCSA IO CIESAYIOIINM KPUTEPHSIM:

a) TIepuox  TNONMyBbIBeACHHS  (IIPOAOIKHUTENBHOCTh OTOOpa  mpod
OHMOJIOTHYEeCKOr0 MaTepHualia JO/DKHa OBITh HE MeHee 4YeM B YeThIpe paza OoJiblie
Ieproa IMOTyBbIBEICHUS JEHCTBYIOIIETO BEILIECTBA);

0) BeNmWYMHA IUIOWIAAM TOJ (apMaKOKUHETUYECKOM KpUBOH (BenMYHHA
mwIomangy noy gpapMakokuHeTHudeckoi kpuBoit (nanee — [IOK) ¢ MoMeHTa BBeACHHA
JIEKapCTBEHHOTO Mpemnapara JO0 MOMEeHTa 0T0opa rnociieAHeld npoOsl OHOIOTHIECKOTO
MaTeprajia Jjisi yCpeJHEHHOH (papMaKOKUHETUUECKONH KPHUBOM JOJDKHA COCTABIATH HE
MeHee 80% ot I[IDK ¢ MomeHTa BBeACHHUS JIEKAPCTBEHHOTO Ipernapara J0 yCJIOBHOU
TOYKH IIEPECEUEHHUs C OCBIO BPEMEHH).

152. lo Havyama wucclenoBaHHWsS OHOPKBHUBAIEHTHOCTH JIEKapCTBEHHBIX
IIpelapaToB, [EHCTBYIOMAE BEUIECTBA KOTOPHIX SBJISIOTCA  DHAOT€HHBIMHU
Bel[eCTBaMH, HEOOX0IUMO 0TOOpaTh MPOoOBI OMOIOrMYEeCKOro MaTepralia OT KakIoro
’KHBOTHOT'O HE MEHee IBYX pa3 B pa3Hble NEPHOIBI BpEMEHH C IENBIO OIpeaeeHI
(OHOBOTO YPOBHS SHIOTEHHOI'O BEII[ECTBAa B OpraHU3Me JKUBOTHOTO.

153. B cnywae eciu s DHAOTEHHOTO BEIIECTBA XapaKTEPHBI CYTOYHBIC
KoneOaHUs KOHIEHTpaldl B OpraHW3Me J>XHWBOTHOTO, HEOOXOIMMO ONIpEeneiiTh
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KOHIEHTPALHUIO YHIOTEHHOTO BEIECTBA C YAaCTOTOU, JOCTATOYHOH I oOecrieueHus
CTaTUCTHYECKOM 3HAYMMOCTH HUCCIIEIOBaHMUS.

154. Tlpu uccnenoBaHuM OMOAKBHUBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Mpemnapara,
COZEpIaIero B COCTaBe HECKOJBKO JIEHCTBYIOMIMX BEIIECTB, CIEAyeT ONpEeNeiiTh
KOHIIGHTPALMIO KaXJOro [eiCTBYIOIIEro BELIeCTBA, BXONAMIET0O B COCTAB
JIeKapCTBEHHOrO Iperapara.

155. B cnydae ecnm AeiCTBYIOIee BEIECTBO JIEKAPCTBEHHOIO IIpemapara
He o0JnafaeT GpapMaKoJIOTHYECKOW aKTUBHOCTBIO M 3 (EKTHBHOCTE JIEKAPCTBEHHOTO
npemnapara onpezensercs ero merabonuroMm (MerabonuTamu), cleAyeT ONpeNeniTh
KOHIIEHTPALIUIO YKa3aHHOTO MeTabonTa (yKa3aHHBIX METabOIUTOB).

B ciydae ecnu neiicTBYrOIlee BEIIECTBO JIEKAPCTBEHHOTO MperapaTa U €ro
MeTabonuT (MeTabonuThl) 00MaaoT (GapMaKOIOTHIECKOH aKTHBHOCTBHIO, CIEXyeT
OTIpeNeNsATh KOHIIEHTPALIUIO BCEX aHAJINTOB.

156. B cimyuae ecnu nedCTBYIOIee BEIIECTBO JIEKAPCTBEHHOTO IperapaTa
COCTOUT U3 JIBYX U GoJiee H30MepoOB (WM MOABEPraeTcsi H30MEpHU3alii B OpraHu3Me
KHBOTHOTO), KOTODbIE obyafaroT pasHoit (bapMaKOKUHETUKOH u
(dbapMaKOIUHAMUKOW, CIEAyeT OINpeleNsiTh KOHLEHTpPAlHio KaXJoro u3zomepa. B
cllyyae ecid TOJNBKO OJUH U3 M30MepoB obnagaer (¢apMaKoJIOrHYecKOi
aKTUBHOCTHIO, TIPH 3TOM (hapMaKoJIOTHYeCKass aKTUBHOCTh BTOPOT0 M30Mepa HU3Kasd
WIA TIOJIHOCTBIO OTCYTCTBYET, CJIEQYeT OIpeAeNsITh KOHLEHTPALUIO TOJIBKO
aKTUBHOTO U30Mepa.

157. Merton ompeneneHHs aHAIWTa B OHONOTMYECKOM MaTepHasie IOJDKEH
HO3BOJIATH OTIpelIeNATh KOHILIEHTpaIiH aHaJIUTA, COOTBETCTBYIOIIHE
bapMaKoIOTHYeCKH aKTUBHBIM KOHIIEHTpalUsSM pedepeHTHOro JIEKApCTBEHHOIO
npemnapara, 4 ObITh JTMHEMHBIM B yKa3aHHOM JHana30He KOHLEHTpaIHii.

158. Meton onpeenenns aHaJIMTa AOJHKEH ObITh BaJIMAUPOBaH.

159. HwxHuit npemen KOMHMYECTBEHHOTO OIpeleNieHHsT MeTofa MAOJDKEH
obecrieunBaTh onpejiesiecHre KOHIEHTPAIlH, He IpeBbimatonei 5% ot CMakc.

160. [Int  OLEHKH CpaBHUTENBHON  OHMONOCTYNHOCTH  HCCIEIyEMBIX
BOCIIPOM3BEIEHHOTO W  pe(epeHTHOro  IJIEKapCTBEHHBIX  IPENaparoB  IIpH
OTpEeNeJICHHd  CKOPOCTH M cTemeHH  abcopOmuu B HCCIENOBaHUAX
OMOOKBHUBAIEHTHOCTH HCIIONB3yeTCS KpUBass «KOHIEHTpalus — BpeMsi» H
cremyomme ¢GapMaKOKHHETHYECKHE I1apaMeTphl ¢ YYeTOM UX JIOIMYCTHMBIX
orkinonenuit: IIOK, Cmakc B OuomormueckoM martepuaine, oTHoineHue CMakc K
TNOK.

161. PedepenTHrlii ¥ BOCHpPOU3BENEHHBIH JIeKapCTBEHHBIE Ipenapathl
CUMUTAIOTCS OMOPKBUBAICHTHBIMH, €CIIH OTHOIIEHHE BEpXHEell W HIDKHEH TPaHUIIBI
noseputenbHoro uHTepBasia Cwmakc, [IOK u Cmakc/IIOK Bocnpon3BeeHHOro
¥ pedepeHTHOro JieKapCTBEHHBIX IpernapaTtoB Haxonautcs B mpenenax 80-125% nns
Cwmaxkc u [1OK u 75-133% s Cmakc/TIOK.



