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OO yTBep:KACHHH NPABHI NPOBEIEHHs TOKIHHAYECKOT0 HCC/IE0BAHNS
JIeKaPCTBEHHOTO CPENCTBA ISl BeTePHHAPHOro NPUMEHEeHH s, KIHHHYECKOT0
HCCJIeX0BAHHS JIEKAPCTBEHHOro NpPenapaTa AJsi BETEPAHAPHOTrO
IpHMeHeHHsl, HCC/IeI0BaHAs GHOIKBHBAIEHTHOCTH JIEKAPCTBEHHOTO
npenapara 1Jsi BeTePHHAPHOI0 NPAMEHEHHS

B memsx  peammsaumu cratbd 12 PenepaipHOro  3aKoHa
or 12 ampens 2010 r. Ne 61-®3 «O6 obpameHun JIEKapCTBEHHBIX CPEICTB»
(CobGpanne 3akonoparenscTBa Poccuitckoit @enepanuu, 2010, Ne 16, cr. 1815;
Ne 31, cT. 4161; Ne 42, c1. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne
26, ct. 3446; Ne 53, c1. 7587; 2013, Ne 27, c1. 3477; Ne 48, cr. 6165; 2014, Ne 11,
cT. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 10, ct. 1404; Ne 27, cr. 3951;
Ne 29, cr. 4359, ct. 4367, cT. 4388; Ne 51, cr. 7245; 2016, Ne 1, ct. 9; Ne 23, cr.
3287; Ne 27, c1. 4194, ct. 4238, ct. 4283; 2017, Ne 31, ct. 4791, ct. 4827, 2018,
Ne 1, c1. 9) ¥ B cooTBeTCTBHH ¢ MOoAMyHKTOM 5.2.25(29) mynkra 5 Ilonoxenus
o MunucrepctBe  cembckoro  xossiictBa  Poccumiickoit  @enepauuy,
yTBEPXIEHHOro mnoctaHoBineHHeM IlpaBurensctBa Poccuiickoit ®Denepaunu
or 12 wmrons 2008 r. Ne 450 (CobOpanue 3akoHOAaTenbCcTBAa PoccHiickoi
®enepanuu, 2008, Ne 25, cr. 2983; Ne 32, cr. 3791; Ne 42, cr. 4825; Ne 46,
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ct. 5337; 2009, Ne 1, ct. 150; Ne 3, ct. 378; Ne 6, ct. 738; Ne 9, ct. 1119,
cr. 1121; Ne 27, ct. 3364; Ne 33, ct. 4088; 2010, Ne 4, ct. 394; Neo 5, crt. 538;
Ne 16, ct. 1917; Ne 23, ct. 2833; Ne 26, ct. 3350; Ne 31, ct. 4251, cr. 4262;
Ne 32, ct1. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7, ct. 983; Ne 12,
ct. 1652; No 14, ct. 1935; Ne 18, cT. 2649; Ne 22, ct. 3179; Ne 36, c1. 5154, 2012,
Ne 28, c1. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10, ct. 1038; Ne 29,
ct. 3969; Ne 33, cr. 4386; No 45, cr. 5822; 2014, Ne 4, c1. 382;
No 10, ct. 1035; Ne 12, ct. 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, ct. 325; Ne 28, ct. 4741; Ne 33, ct. 5188; Ne 35, ct1. 5349;
Ne 47, ct. 6650; Ne 49, ct. 6909, ct. 6910; 2017, Ne 26, ct. 3852; Ne 51, ct. 7824),
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OpHUKasEklBaio:

1. VrBepauts npmaaraemele [IpaBuia NpoBeAeHHS MOKIHHHYECKOTO
HCCIIEZIOBAHUSA JIEKAPCTBEHHOTO CPEACTBAa I BETEPUHAPHOrO IPHMEHEHHS,
KIMHHYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO Ipernapara Jjis BeTepUHAapHOIO
TIpUMEHEHHUs, MCCIeJOBaHH OMOIKBUBAIEHTHOCTH JIEKAPCTBEHHOIO Ipernapara
IUT BeTepUHApHOTo puMeHeHus (fanee — [Ipasuia).

2. YcranoButh, uTo IIpaBmiia mNpUMEHSIOTCS K HCCIECIOBAHUSAM,
IIPOBOAMMBIM B paMKax HOKIMHUYECKUX MCCIE0BaHUI JIEKAPCTBEHHBIX CPEJICTB
VI BETEPHHAPHOTO IPUMEHEHHUS ¥ KIIMHUYECKUX UCCIIeTOBAaHUM JTEKapCTBEHHBIX
MpernapaToB Uil BETEPUHAPHOTO NPHUMEHEHMs, IUIAHBl NPOBENCHUS KOTOPBIX
yTBEP>KIEHBI I10CJIe BCTYIUIEHUS B CHITy HAaCTOSIIEro NpHUKasa.

3. Hacrosmuii mpuka3 BCTyNaeT B CHIYy IO UCTEYEHHUH LIECTH MECALEB

CO JIHA ero o¢HUIMAIBHOTO OITyOIMKOBAHHUA.

Munuctp A H. TkaueB




YTBEPXJIEHBI
npuka3zoM Muncenbxo3a Poccuun
ot 6 mapta 2018 r. Ne 101

IIPABHUJIA
NpoBeACHHS JOKIHHHYECKOr0o HCC/ACJ0BaHHA JICKAPCTBEHHOI0 CpeACTBa NJisd
BE€TEPHHAPHOI0 IPHMEHEHHA, KTHHHYECKOI'o HCCJICJ0OBaHHA JICKAPCTBEHHOI'O
npenapara Ajisi BEeTCpHHApHOro NpuMeHEHHs, HCCJICA0BAHHUSA
OMOOKBHBAJIEHTHOCTH JIEKAPCTBEHHOI'0 npenaparta AJisi BETepHHAPHOTO
IIPHMEHCHHU A

I. O6mue TpeboBanus

1. Hacrosiue IIpaBuna YCTaHABJIMBAIOT MOPAIOK MPOBEICHUSA
JOKJIMHUYECKOTO0 HCCIIEIOBaHUSA JICKAPCTBEHHOIO CpelcTBa IJIsl BETEPHHAPHOIO
IpUMeHEHHs (fajiee — TOKIHHUYECKOe UCCIEeN0BaHNe), KTMHUYECKOTO HCCIIE0BaHNA
JIEKapCTBEHHOTO IMpernapaTa Uil BeTepUHapHOI0 NPUMEHEHUs (Jajlee — KIMHUYECKOE
UccIeNOBaHNe), HMCCIIENOBaHUS OMOSKBUBAJIEHTHOCTH JIEKApPCTBEHHOTO Ipenapara
JIJIsl BETEPUHAPHOTO MPUMEHEHUs (aee — ucciieoBaHue OHUOIKBUBAJIEHTHOCTH).

2. JIOKIMHHYECKOe MCCIe0BaHe, KITHHUIeCKOe UCClleJoBaHue (B TOM YHCIe
HCCJIeJOBaHNE OHMO>KBHBAJICHTHOCTH) IIPOBOJATCA o YTBEPKACHHOMY
pa3paboOTYHKOM JIEKApCTBEHHOI'O CpejAcTBa (Ipemapara) Juld BETEPUHAPHOIO
npuMeHeHus (majmee — pa3paboTyMK) IUIaHY C BEINCHHEM IIPOTOKOIOB ITHX
HCCJIEIOBAaHMI M COCTaBICHHEM OTYETOB, B KOTOPBIX COIEPXKATCS PE3yIbTaThl STHX
HUCCJIEIOBaHHUM.

3. Jlnd opraHm3andd W IPOBEACHHUS JOKIMHHUYECKOrO MCCIACHOBaHMUSA,
KIMHAYECKOT0 WCCIIEIOBAHHS pPa3pabOTUUK MOXXET IPHUBJIEKAaTh OpraHU3aluH,
UMeEIoIIHE HeoOXOMUMYI0 MaTepPHaIbHO-TEXHHYECKYI0 6a3y U KBalU(QHIUPOBaHHBIX
CIELIAATINCTOB B COOTBETCTBYIOIIEH 00NacTé mccliefoBaHUsA (Oajee — CTOPOHHSA
OpraHu3alus’).

4. TlomHOMOYMS, OTBETCTBEHHOCTH H OOS3aHHOCTH JIHIl, OTBETCTBEHHBIX
3a MPOBEICHHE AOKIMHUYECKOro, KIHHUYECKOTO HCCIIENOBAaHUM, yCTaHABIMBAIOTCS
IpHKa30M (PacriopspKeHUEeM) PyKOBOAUTENA pa3paboTunKa.

IMonHOMOuYMS, OTBETCTBEHHOCTh M O0S3aHHOCTH JIML, Y4YacCTBYIOLIMUX
B IPOBEACHUU HOKIMHHYECKOTO, KIMHUYECKOrO HCCICAOBaHWM, a TaKXKe JIHII,
OTBETCTBEHHBIX 32 OCYIIECTBICHHE HCCIEN0BaHUM, IIPOBOAUMBIX B paMKax
TOKJIMHUYECKOr0, KIHHMYECKOTO WCCJIeJOBAaHUM, YCTAHABIMBAIOTCA IIPHKA30M
(pacropspKeHHEM) PYKOBOIHMTENS pa3paboTdvKa, 1THOO B Clydae IPHMBJICYCHHS
CTOpOHHEW OpraHU3alUi — MPHKa30M (pacHoOpsHKEHHEM) PYKOBOIHUTENS CTOPOHHEH
OpraHM3allii, KOIHSA KOTOPOro HANpaBisieTCs pa3paboTUMKy B TEYEHHE Tpex
pabouux JHEH ¢ MOMEHTa ero NOAI1CaHus.

5. Jluma, OTBETCTBEHHBbIE 3a MPOBEACHUE NOKIMHWYECKOIO, KIMHHYECKOIO
WCCIIEAOBaHM, a TAaKKe JIMIA, OTBETCTBEHHBIE 3a OCYIIECTBJICHHE HCCIEeIOBaHHM,
IPOBOJMMBIX B paMKax HOKIMHHUYECKOIO, KIMHHYECKOro HMCCIENOBAaHHUH, HOJDKHBI




OBITh O3HAKOMJIEHBI pa3pabOTYMKOM C pe3yjbTaTaMd paHee IPOBEAECHHBIX
HCCIeTOBaHUN U ¢ HHGOpMaLUel, KOTopas MOXXET OKa3aTh BIUSHUE HAa Pe3yJIbTaThl
HCCIIeIOBaHUSI.

6. OtueTsl 0 pe3ynbTaTaX AOKIHHHUYECKOTO W KIMHHYECKOTO HCCIIEHOBaHHUH
COCTaBJIAIOTCH pa3pabOTIMKOM C YYETOM 3aKIIFOYEHHH CTOPOHHHX OpraHW3allui
(B ciiy4yae IpUBICYEHUS TAKUX OpraHu3alui).

7. JloxkymeHntbl, odopMiIsieMble Tpd  OPOBEACHUH  JOKIHHHUYECKOIO
H KIXHAYECKOTO HCCIIeJOBaHUNH B COOTBETCTBHH C HacrosmmMu [IpaBunamu,
MOJIeXKaT Y4eTy B JJIGKTPOHHOM M (W) OyMaKHOM BHAC OpraHH3allel, Hux
opopmuBIIEl, B XypHaie (KypHanax) ydera. B >xypHame (KypHanax) ydeta
JOJDKHBI OBITh yKa3aHbl HaMMEHOBaHME, [1aTa, HOMEp AOKyMeHTa (IIpd HAJIW4HH),
a Takke (paMuIus, UMs, 0TYeCTBO (ITPH HAMYWH) JIUIA, OCYIECTBUBIIETO 3aITHCh B
KypHaje (KypHajlax) y4deTa.

8. HokymeHTBI, oOQOpMIIIeMble Tpd [POBEJCHHH JAOKIMHHYECKOTO
1 KJIMHAYECKOTO UCCIIeJ0BaHUN B COOTBETCTBUU ¢ HactrosmmmH [IpaBuiaMu, uim ux
KOIIHH ITOJIE)KAT ITOCTOSHHOMY XpaHEHHUIO y pa3paboTyuKa.

9. JlokymeHTHI, opopMiIsieMbIe CTOPOHHEH OpraHW3alued Npd MpOBeJeHUU
JOKJIAHUYECKOTO M KIMHUYECKOTO MCCIENOBAaHUNA B COOTBETCTBUH C HACTOSIIAMH
IMpaBuniaMy, WM UX KOMWUU IOJJICKAT XPAaHEHHIO B CTOPOHHMX OpraHH3alMsIX
(B cilydae WX TIpUBIICYCHHS) B TeueHHe Tpex Jjer. HeoOxommumocTs HanbHEHIIEro
XpaHeHUs] B CTOPOHHHMX OpraHU3alUsAX YKa3aHHBIX [JOKYMEHTOB WM HX KONUH
omnpedeNsercs JOTOBOPOM, 3aKIIOYEHHBIM  pa3padOTYNKOM U CTOPOHHEH
OpraHu3ainyen.

II. l'IpaBn.na NPOBEACHHUS JOKJTHHHYECKOIro HCC/ICI0BAHUA

10. K 1OKITHHHYECKUM HCCIIeJOBAaHUSIM OTHOCSTCS:

u3ydeHue (QpapMakoJUHAMUKH JIEHCTBYIOIIEro BeHIecTBa (JIEHCTBYIOIIUX
BEIIECTB)  JIEKAPCTBEHHOIO0  CpeACTBa Ui  BETEPHUHAPHOIO  MPUMEHEHMS
(manmee — JeKapCTBEHHOE CPEICTBO), BKIIIOYAIOlLlee H3yYeHHE CIEeHHPUIecKoit
(papmakomoruyeckoi) akTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

U3ydeHHe OOIIETOKCMYECKUX CBOWCTB JIEKApPCTBEHHOrO CpeAcTBa (B TOM
quciie  OCTpOil, CyOXpoHM4YecKoM ¥ (WIM) XpPOHHYECKOM TOKCHYHOCTH,
MECTHOPa3ApaXaloIIero NeHCTBH JIEKapCTBEHHOTO CPEICTBA);

U3ydeHWe CIelUpUIecKoil TOKCHYHOCTH  JIEKAPCTBEHHOTO  CpEJCTBa
(B TOM 4HCJIe IMMYHOTOKCUYHOCTH, aJUIEPr€HHOCTH, PENPOAYKTUBHON TOKCHYHOCTH,
TEPATOr€HHOCTH, 9MOpPUOTOKCHUYHOCTH, MyTareHHOCTH v IIPOTHO30M
KaHLIEPOT€HHOCTH);

U3yYyeHHe NEPEeHOCHMOCTH 3HO0POBBIMH JKMBOTHBIMH TE€X BHJIOB, KOTOPHIM
npeJHa3HauYaeTcsl HCCleAyeMBIH JIeKapCTBEHHBIH Ipenapar il BETEPUHAPHOIO
IpUMEHEHUs (najnee — IelieBble JXHUBOTHHIE), NIPU OJHOKPAaTHOM U MHOTOKPATHOM
BBEJICHHH B TEPAIIEeBTUUECKO# (MpOdUIaKTUIECKOH) U MOBBILICHHBIX 1033X;

u3ydyeHue (papMaKOKMHETHKH JAEHCTBYIOIEr0 BelecTBa (AEHCTBYIOMIMX
BEIIIECTB) JICKAPCTBEHHOTO CpeiacTBa U (W) ero merabonura (MeTabOIUTOB)
B OpraHu3Me LieJIeBbIX )KUBOTHBIX;
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H3y4eHHEe CPOKOB BBIBEAEHHSI OCTATOYHBIX KOIMYECTB JEHCTBYIOLIETO
BemlecTBa (IeicTByromuX BemecTs) W (WIH) ero Merabonura (MeTabOIHUTOB)
W3 OpraHM3Ma I[eJeBbIX TPOAYKTUBHBIX OJKHBOTHBIX B LeMsiX oOecredeHus
0€30IMaCHOCTH IPOAYKIMH JKMBOTHOTO [POUCXOXKIEHHUA TMOCIEe IPUMEHEHHs
COOTBETCTBYIOIIEr0 JIEKAPCTBEHHOTO Iperapara IJIA BeTepHHAPHOTO NpPHMEHEHH
(mamee — JeKapCTBEHHBIM IpermapaT) B MaKCUMAIbHOH PEKOMEHIOBaHHOM
pa3paboTIUKOM J103€.

11.B  cmyuae, ecid  [OEHCTBYIOIIMM  BELIECTBOM  HCCIEXyeMOTO
JIEKapCTBEHHOTO CPEJICTBA SBISETCA AEHCTBYIOIIEe BELIECTBO, BXOZALICE B COCTaB
Jpyroro 3apeructpupoBaHHoro B Poccumiickoii ®exepanyu 1€KapCTBEHHOIO
npenapara, K 0T4eTy O pe3yJibTaTax JOKIMHHISCKOr0 HCCIeJ0BaHUs B3aMEH OTIETOB
0 pe3yibTaTax HCCIeIOoBaHUS (apMaKOJUHAMUKH JAEHCTBYIOIIEr0 BEINECTBA
JIEKApCTBEHHOTO CPEACTBA, a TAaKXKe CrelU(uuecKkoll TOKCHYHOCTU JIEKapCTBEHHOIO
CpeIcTBa MPH HAJWYHH HAYYHOTO 00OCHOBAHHUS MOXKET NpUIIaraThcs 0030p Hay4HBIX
paboT MO yKa3aHHBIM BHJIaM HCCII€OBaHUN.

12. Cbop, obOpaboTka u xpaHeHHe HH(pOpMalM{, MONy4aeMOH B XoOje
JOKJIMHHYECKOTO MCCIIENOBaHMs, JOKHBI 00eCIeunBaTh MTOJIydeHNE JOCTOBEPHOIO H
000CHOBAHHOTO MPEICTABIEHUSI O 0€30MaCHOCTH U (papMaKOJIIOTHIECKON aKTHBHOCTH
JIEKapCTBEHHOTO CPEACTBa.

13. Jluna, OTBEeTCTBEHHBIE 3a NPOBEICHHE AOKIMHHUYECKOTO HCCIIEIOBaHus,
W JIAIa, OTBETCTBEHHBIE 32 OCYILIECTBICHUE UCCIIENOBaHUM, IPOBOJAUMBIX B paMKax
JOKIIHHMYECKOTO  HCCIICIOBaHUs, [JODKHBI FHMETh BBICIIEE BETEpHHAPHOE,
MeIULIHCKOE, ¢dapmareBTHIECKOE, XHUMHYECKOE, OGHOTEXHOJIOTHYECKOE
Uik OHOJOrHYecKoe 00pa3oBaHMEe W CTax paboTel B 00NacTd AOKIMHUYECKHX
UCCIIEIOBaHUM.

14. Jluna, ydacTByIOIME B NPOBEIACHUHM MOKIMHHUYECKOTO MHCCIIECAOBaHMA,
IOJDKHBI IMETh KBATM(QHKALIUIO B COOTBETCTBYIOIIEH 001aCTH UCCIIEAOBAHNUS.

15. JIuita, OTBETCTBEHHbIE 3a MPOBENEHHE IOKIMHUYECKOIO HCCIEIOBAHMUS,
JMIla, OTBETCTBEHHBIE 3a NPOBEJCHHE WCCICNOBaHMMN, IPOBOAUMBIX B paMKax
OOKJIMHUYECKOTO  KCCIIE[I0OBaHWS, W JIMI[A, YYacTByIOIIME B  IPOBEACHHHU
JNOKIMHHYECKOTO WCCIEIOBaHMA, JOJDKHBI OBITh O3HAaKOMIICHBI IIOJ POCIHCH
PYKOBOJUTENIeM OpraHHU3al[iy, IPOBOAALICH HccleI0BaHKe, C IUIAHOM HCCIIEOBaHM,
IOJTHOMOYHSAMHU, OOS3aHHOCTSMH TIpH NPOBEIEHUH AOKIMHWYECKOIO HCCIIEOBaHMI,
uHpopmaipeii 06 ucciaeyeMoM JIEKapCTBEHHOM CPEACTBE, a Takke ¢ HH(popManuen
0 BO3MOXHBIX ONACHOCTSX, BO3HUKAIOIUX MPH paboTe C IeKapCTBEHHBIM CPEICTBOM.

16. JIuma, oTBETCTBEHHEIE 3a IMpOBeleHHe NOKIMHUYECKOrO HCCIIEIOBAHMS,
IOJDKHBL:

HEe [OMyCKaTh OTKIIOHEHWH OT IUIaHa HCCICIOBaHHs, BHECEHHA B HETO
u3MeHeHH! Oe3 coriacus pa3paboTyWka, 3a HMCKIIOYEHHEM M3MEHEHMH,
HEOOXOMUMEBIX JUIS  YCTPaHeHHS Yrpo3bl JKU3HH U 3[0pPOBBIO  JIOAEH
U HeOOOCHOBAHHOM rubeny IKUBOTHBIX, MCIIONB3yEMBIX IpH IIPOBEACHHH
JOKIMHUYECKOTO UCCIIeJOBaHUs (Jlaliee — SKCIIepUMEHTAIbHBIE JKUBOTHBIE);

o0ecreunTh CBOEBPEMEHHBIM COOp MOTyYeHHBIX Pe3yNbTaToB, PErHCTPAIUIO
OTKJIOHEHHI OT IUIaHa WMCCIEHOBAHMSA C yKa3aHHWEM INPUYHH M OLIEHKOHM BIIHMAHUA
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BHECEHHBIX M3MEHEHHH Ha IOJydeHHBIE PE3YJIBTaThl, a TAaKXKe MPHU HEOOXOOMMOCTH
IIPHHATH MEPHI I10 YCTPaHEHHIO BBISBJICHHBIX OTKIIOHEHHIA;

00eClIeYnTh HWHTEPHPETAIMI0 W aAHAJIW3 TOJIyYaeMbIX Pe3yJbTaToB,
IOJATOTOBKY  OT4eTa O  pe3yjbrarax  JOKIMHHYECKOr0  HMCCIeIOBaHUS,
KOH(HUICHIIHATHHOCTD MOJy4Y€HHBIX PE3YJIbTaTOB.

17. PyxkoBomuTens OpraHu3aliy, [POBOJAIIEH HCCIeNOBaHUE, HOJDKEH
o0ecrieunBaTh BHINOJIHEHHE TpeOOBaHMM, YCTAHOBJIEHHBIX ILIAHOM HCCIIEIOBaHUS,
OOBEKTHBHOCT M  HE3aBHCHMOCTh IIPOBEIEHHSA HCCIACNOBAHHA H  HECTH
OTBETCTBEHHOCTH 33 JOCTOBEPHOCTH ITOJy4aeMbIX Pe3yJIbTaTOB.

18. Tlomemenus, mnpeAHa3HAYCHHbIE I TNPOBEACHHUS IOKIMHHUYECKOTO
WCCIENOBaHUsA, JOJDKHBI COOTBETCTBOBAaTb TpPeOOBaHHUSAM  3aKOHOJATENbCTBA
Poccuiickoii Denepamuyi H oOecrieYnBaTh HEOOXOMUMBbIE JJIS  IPOBEINCHHS
JOKITMHUYECKOTO UCCIIEJOBAaHUS TEMIIEPATYPHBIE U BIIAXXHOCTHBIE PEXXUMBL.

19. IlnarmpoBKka TMOMEIIEHWH, TPENHA3HAYCHHBIX M1 IPOBEACHUA
JOKJIMHAYECKOr0 HUCCIIEIOBAHMS, TOJDKHA 00eCIIeYNBaTh:

300 (KapaHTHH) TMOCTYHAIOUINX OKCIIEPUMEHTANBHBIX JKWUBOTHBIX,
OOJBHBIX OJKCIEPUMEHTANBHBIX JKHBOTHBIX W OKCIIEPUMEHTAIBHBIX JKHBOTHBIX,
II0JI03PEBAEMBIX B HOCHTEJILCTBE HH(EKLIHUIA;

XpaHeHHe  KOpMOB, O0OOpyZOBaHHS W  WHBEHTapsd UII  yxojJa
3a OKCIECPUMEHTAIBHBIMH >KHBOTHBIMH H30JIIPOBAaHHO OT MECT COICPKAHHA
OKCIIEpUMEHTANBHBIX KUBOTHBIX;

H30JINPOBaHHOE XpaHeHUE 00pa3loB HCCIEAYEMBIX JIEKAPCTBEHHBIX CPENCTB,
B TOM YHCJI€ apXUBHBIX 00PA3I0B JIEKAPCTBEHHBIX CPEICTB,;

H30JIMPOBaHHOE XpaHEeHHE PEaKTHUBOB, pEeareHToB, TECT-CHCTEM
¥ CTAHJAPTHBIX BEIECTB; .

H30JIMPOBaHHOE XpaHEHHWE MOJMYyYaeMBIX OTXOAOB 0 WX YTHIH3AILUA WA
YHHUYTOXXEHUS;

H30JIMPOBAaHHOE XPAaHEHUE JOKYMEHTOB;

BO3MOXHOCTb BCKPHITHSI ITABIIAX SKCIICPUMEHTAIBHBIX )KUBOTHBIX;

npoBeJeHHe MOHNKH, JHe3MH(EeKIUd WHBEHTaps, TIOATOTOBKY KOpPMOB
U yJlaJeHle OTXO0B.

20. B03MOXXHOCTHP HECAaHKIIMOHHPOBAaHHOTO JOCTyHa IIOCTOPOHHHUX JIHI]
B NIOMEIIIECHHUS, IpeJHa3HaYeHHbIE [JIs IIPOBEEHMS JOKIMHUYECKOTO UCCIIeI0BaHuUs,
IOJKHA OBITH UCKJIIIOYEHA.

2]1. TlomemeHus, TpeAHA3HAYCHHBIE I MPOBEACHHUS NOKIMHUYECKOTO
UCCIICIOBAaHNSA, [JO/DKHBI B COOTBETCTBMM C TIpadUKOM, YCTAaHOBJIEHHBIM
PYKOBOAMTENIEM  OpraHW3alyy, I[IpOBOASLIEH IOKIMHUYECKOE HUCCIIEeIO0BaHUE,
IIOJIBEPraThCsl BIIAKHONH YOOpPKE C HCIOJNB30BaHUEM [E3WHOUIUPYIOIIUX CPEACTB,
obecnieunBaromeii 0e30macHOCTh pabOThl B HHMX, HO HE OKAa3bIBAIOIIEH BIUSHUS
Ha [0JTy4aeMble pe3yJIbTaThl.

22. Ilpu mpoBeAeHUH NOKIMHUYECKOTO HCCIIENOBaHMS JOJDKHO NMPHMEHSTHCA
HU3MEPUTENHLHOE U UCTIBITATENIbHOE 000pyJ0oBaHue (Jajiee — 000pyIOBaHUE), KOTOPOE
MPOIILIO MOBEPKY WM UHOK HEOOXOAUMBIN KOHTPOJIb.




23. OOGopymoBaHHe HOJDKHO OKCIUIyaTHPOBAaThCAd H  OOCITYXKHBATHCA
B COOTBETCTBHMH C JIOKyMEHTalei# Ha oO0OpyIOBaHHE, YTBEPXKACHHOM
MIPOM3BOIUTENIEM 000pYyIOBaHus (Hanee — JOKyMEHTALHs).

24. Cotpyauukam OpraHM3allid,  [POBOMAIIEH  HCCIIEJOBaHUA,
SKCIUTYaTHPYIOIUM 000pyAoBaHHE HIH O0OeCleuHBalOMM €ero oOCITy)KHBaHHE,
JOJKHBI OBITH JOCTYMHBI CIIEAYIONIHE CBEIEHMS:

HaMeHOBaHHe 000PYAOBaHUS, IPOU3BOIUTENS;

Mojielib 000pYyIOBaHMs, CEpUIHBIN (3aBOJCKOM) HOMEP (IIPH HAIMYMM), AaTa
IOJIYYEHHA U ITOCTAHOBKH HA y4eT, JaTa 3allyCKa B AKCIUIYaTal[{i0, WHBEHTAPHBIM
HOMeED;

MECTO PacIoJIOKEHUS 000PYIOBAHUS;

CBEJICHHS O MECTe XpaHEHHU TOKyMEHTAIMHA Ha 000pyIOBaHuE;

IOaHHEIE O COTPYAHHUKE, OTBETCTBEHHOM 3a HCIIOJIb30BaHAE 000PYIOBaHHUS;

OaHHBIE O COTPYOHHUKE, OTBETCTBEHHOM 3a TEXHHUYECKOE OOCITyKHBaHHE
o0opyIoBaHuUS;

3alACA O IUTAHOBOM OOCIY)XWBaHHMM OOOPYIOBAaHHS H pe3yibTaTax
NPOBE/IEHUS MPOPHUIAKTHUECKMX OCMOTPOB, C YyKa3aHWeM JaTkl W TIOATHCH
COTPYIHHKA, OTBETCTBEHHOTO 32 TEXHUYECKOe O0CITy)KHBaHHE 000PYIOBaHHUS;

3aliCH O TIOBPEXICHHUAX, OTKa3aXx B paboTe, peMoHTe 00OpYIOBaHWS,
C yKa3aHHWeM JaThl M MOJIHCH COTPYAHHKA, OTBETCTBEHHOTO 3a TEXHHUYECKOe
obciryxuBanue 000pyIOBaHISL.

25. HcmonslyeMbie TpH IPOBENEHHH JOKIMHUYECKOI'O HCCIIEOBaHHUI
PEaKTHBEI M PEeareHThl, CTAHAAPTHHIE BEIIeCTBA U TECT-CHCTEMBI JOJDKHBI OTBEYaTh
3a3[a4aM HCCJIeJIOBaHMSI, COOTBETCTBOBATh TpeOOBAaHUSAM, YyKa3aHHBEIM B ILUIaHE
HCCIICIOBAHMSI, IPUMEHSATLCS IO UCTEYEHUS CPOKA MX TOJHOCTH, NIMETh MapKHUPOBKY,
MO3BOJIIOIIYIO WX UACHTUDHUIIHPOBATE.

26. XpaHeHHe PEaKkTHBOB, PEareHTOB, TECT-CUCTEM M CTAHIAPTHHIX BEILIECTB
IO/DKHO OCYIIECTBJIATBCA B YCIOBUAX, OO€cleYMBalOUIMX HX CTaGHUIBHOCTD
B IIpollecCe XpaHEHHWS U YCTAHOBJIIEHHBIX IIPOM3BOJUTENEM, B YIIaKOBKe,
o0eCleunBaroIe 3alUTy OT 3arps3HEHdd WIH TOp4Yd, B OTHEIBHON 30HE
MOMEIIeHUH, MpeIHa3sHAYeHHBIX Ui IMPOBENEHUS MOKIMHMYECKOr0 HCCIICHOBAHMS,
C OrpaHHYeHHBIM JOCTymoM. [lapameTpbl OKpyXXaromieii CpeAbl 30HBI XPaHEHHA
pPEaKTUBOB, pEareHTOB, TECT-CUCTEM W  CTaHAAPTHBIX  BEMIECTB  JOJIKHBI
CHUCTEMAaTHYECKH PETUCTPUPOBATHCA B TMOPAAKE, YTBEP)KICHHOM OpraHH3aIldew,
TIPOBOIAIIEH TOKIIHHUYECKOE HCCIIeOBaHUE.

27. Bce mnpouenypsl, CBS3aHHBIE C YXOAOM 3a SKCIEPHUMEHTAJIbHBIMU
YKHBOTHBIMH, TOJJIEXKAT yUETY Ha OyMaKHOM HOCHUTEJIE U (WJIK) B SJIEKTPOHHOM BHJIE.

28. BHOBb MOCTymMBIINE OKCIEPHUMEHTAJbHBIE JKHUBOTHBIE IIOAJIEKAT
KapaHTHHUPOBAHHIO IJIS1 OLIEHKU COCTOSHHS 30POBbS.

29. Ha »KCIepUMEHTATBHBIX JXMBOTHBIX, MOCTYMUBIIAX B OPraHU3AIMIO,
NPOBOMAILYI0  NOKIMHUYECKOE  HCCIECNOBaHUE, JODKHBI OBITh  OQOPMIICHBI
BETEPHHAPHBIE COIPOBOAUTENbHbIE JAOKYMEHTHl B Clly4asX, IpeJyCMOTPEHHbIX
3aKoHOaTenbcTBOM Poccuiickoit Meaepanu.

30. BonbHble 3KCIIEpUMEHTAIBHBIE JHWBOTHBIE M SKCIEPUMEHTAIbHBIE
YHMBOTHBIE, IIOZ03pEBacMble B HOCUTENILCTBE MH(EKIHIA, JOIKHBI ObITH H30JUPOBAaHEI




8

OT 3/I0POBBIX IKCIIEPUMEHTATBHBIX )XUBOTHBIX U, IIPH HEOOXOIMMOCTH, NOIBEPIHYTHI
nedeHno. Bece mponeaypel, CBA3aHHBIE ¢ JUAarHOCTHKOM 3a0oneBaHMs, Ha3HAYEHHBIM
JedeHHEM M €ro pe3yibTaTaMH, a TaKkKe OLEHKa BIUIHUA 3a00/eBaHHA
¥ [IPOBEICHHOTO JICYECHHUS Ha MMOTydaeMble Pe3yIbTaThl TOJJIEXKAT yUeTy Ha OyMaXKHOM
HOCHTEJNE U (MJIH) B 3JIEKTPOHHOM BHJIE.

31. Jlna oOecriedyeHHs WHAWBUAYaAJIBHOrOo HAOMIOJEHHS B IIPOLECCE
NpOBEACHUS JOKIMHHYECKOrO HCCIeJOBAaHHA DSKCIEPUMEHTAIBHEIE JKHBOTHBIE
JIOJDKHBI OBITH MAEHTH(OHUIMPOBAHbL. B OTHOIIEHHWN MENKUX IPBI3YHOB JOILyCKaeTCs
rpymroBas UAeHTU(UKALHS.

32. Bce KIIeTKH, BOJIbEPEI, KOHTEHHEPH!, PEAHAa3HAYCHHBIE U COAEPXKaHMs
SKCIEPUMEHTABHBIX )XUBOTHEIX, IOJDKHBI OBITH IIPOMAPKHPOBAHBEI.

33. DKcriepUMeHTaTbHBIE  JKUBOTHBIE, MCIIONb3yeMble IIpH IPOBEINCHUH
JIOKITMHUYECKOTO0 HCCIIEOBAHUS OIHOTO JIEKApCTBEHHOTO CPEACTBA, JOJIKHBI
COJIEPKaThCsA M30JUPOBAHHO OT JKCIHEPUMEHTAIBHBIX JKMBOTHBIX, HCIIOJIb3yEMBIX
Opyd INPOBEAEHHH JOKIMHUYECKOTO HCCIENOBAaHMSA JIPYroro JeKapCTBEHHOIO
CpeJicTBa.

34. PasnuuHble BUABI SKCIIEPUMEHTAIIBHBIX )KUBOTHBIX JOJDKHBI COEPKATHCS
H30JTUPOBAHHO B OTAENBHEIX KIEeTKaX, BOJIbepax, KOHTeHHepax.

35. DKcrepUMeHTaIbHBIE >XUBOTHBIE OJHOTO BHIA AOJDKHBI COLEPKATHCA
B OJMHAKOBBIX YCJIOBHSX, ONTHUMAIBHBIX U NAHHOIO BHJA >KUBOTHBIX, MMETh
CBOGOJHEBIN JOCTyn K KopMaM U Boge. Kopma u Boja HO/DKHBI OBITE Oe30MacHBIMH
IJs  370pOBb  DKCIIEPUMEHTANBHBIX O KMBOTHBIX, O0€CIIeYHMBaTh IOTPEGHOCTH
JKUBOTHBIX B IIMTATENbHBIX BEIIECTBAX M HE MAODKHBI BIMATH Ha pe3y/IbTaThbl
HCCIIeI0BaHU.

36. DkcneprMeHTAIbHBIC XHBOTHBIE B TeueHHe He MeHee deM 30 CyTok
(nTHLEl B TedueHue 15 CyTOK) 0 Hadaia HCCIeIOBaHMN U B MEPUOA HCCICHOBAHHUM
He JOJDKHBI II0JIy4aTh HHMKAKMX [PYTHX JIEKapCTBEHHBIX IIPEapaToB, €CIM HHOE
He IpedyCMOTPEHO IUIaHOM MccienoBaHus. [Ipy npoBeneHHMH NOKIHHHYECKOTO
HCCIIEZIOBAHUSA JIEKAPCTBEHHOTO CpENCTBA, O0OJAJAOMEro IPOJOHIMPOBAHHBEIM
IeWCTBHEM, YKa3aHHBIN IEPUOJ TOJDKEH OBITh YBEIHYEH.

37. Tlpu pabore ¢ DKCHEPHUMEHTAIBHBIMH O KHBOTHBIMH  CIEIyeET
PYKOBOJICTBOBAaThCS CIIEAYIOIIHMMH IPHHIMIAMH:

a) HCIOJIb30BaHHe BHAA (BHIOB) 3KCIEPHMEHTAIBHBIX XMBOTHBIX, BBIOOD
KOTOpOro (KOTOpBIX) Hay4YHO OOOCHOBAH M COOTBETCTBYET ITOCTaBICHHBIM 3aJadaM
HCCIIeTOBAHMSI;

6) UCIIONIE30BAHME OKCIIEPUMEHTANIBHBIX JKUBOTHBIX B  MHHHUMAIBHOM
KOJIM4YeCTBe, KOTOpoe Tpebyercs i1 TMOIMy4YeHHs Hay4yHO [OCTOBEPHBIX H
CTATUCTHYECKH 0OOCHOBAHHBIX PE3yJILTATOB,

B) HCIIOJI30BaHKE, [PH  BO3MOXHOCTH, HAy4HO  0OOCHOBaHHBIX
aNbTEPHATHBHBIX METOIOB W MAaTepUaloB, BKIIOYAIOMMX OeCro3BOHOYHBIX
XHUBOTHBIX, KYJBTYphl KJIETOK, MHKPOOPTraHM3MBl B3aM€H  TEIUIOKPOBHBIX
OKCTIEPUMEHTAIBHBIX JKUBOTHBIX,

I') HCTIOIB30BaHHE JKCIIEPUMEHTANBHBIX KUBOTHBIX TaKMM 00pa3oM, UTOOBI
CBECTH K MMHUMYMY NpHYHHSAEMBIE UM Hey00cTBa 1 60Ib;

) pOBEACHUE TIPOJIOJDKUTENBHBIX, 00JIe3HEHHBIX MaHHUITYJIALAH,




XMPYPrUYeCKHX  Olepaldii Ha  DKCIEPUMEHTANBHBIX  JKUBOTHBIX  TOJBKO
C MNpHUMEHEHHEM CeAaTUBHBIX, AHAIBIeTUYECKHX JIEKapCTBEHHBIX IMIPENaparos,
JIEKapCTBEHHBIX IIPENapaToB I HAPKO3a;

) yMepiBiieHHe 0e300e3HeHHBIM CIoco00M B KOHLIE WIM B IIpoLiecce
IOKIMHAYECKOIO HCCIIENOBaHHs 3KCIEPUMEHTAIBHBIX XUBOTHBIX, KOTOpBIE OYIyT
UCIBITHIBATh CHIIBHBIC HJIH TIOCTOSTHHBIE 00JH, QU3MYeCKUe CTpaaHus, IIOCTOSIHHYIO
(GYHKIMOHANBHYIO HEJAOCTaTOYHOCTh, HEIOJJAIOIIMECs YCTPAaHEHHUIO, a TaKke
OKCIIEPHMEHTAJBHBIX  KHBOTHBIX TIPH  HEBO3MOXHOCTM HX  JAaJbHEHINIEro
HCIIOJIH30BaHUS.

DKCIIepIMeHTaIbHBIE XUBOTHBIE HAa HA4Yalo MPOBEACHUS AOKIMHHUYECKOIrO
UCCIIENOBAaHUs JOJ/DKHBI OBITh 3IOPOBBIMH W HE SIBIATHCS HOCHUTESIMH areHToB,
CIIOCOOHBIX MOBIHATH Ha Pe3yJIbTAThl UCCIEAOBAHUSA, €CIM HHOE HE IIPEAYCMOTPEHO
IUIAaHOM JOKIMHUYECKOTO UCCIICIOBaHUS.

38. Ot6op  mpob OHONOTHYECKMX  MaTepHaloB IIPOBOJIUTCS
B HHIWBHUAyaJbHEE TIPOOMPKHA ((pIaxoHBI, KOHTEHHEpHI), KOTOpHIE IOJKHBI
MapKHPOBATLCS C YKa3aHHEM WICHTU(QHKALMOHHBIX NAaHHBIX 3KCIIEPUMEHTAIBHOIO
’KMBOTHOTO (TPYyNITBI JKHBOTHBIX), BpeMeHH OTOopa Npo6Bl OGHOIOIHYECKOro
MaTephajia M HaWMEHOBaHUS MCCIEAyeMOTrO JIEKapCTBEHHOTO CpeACTBa HIIH
KOIMPOBATHCS B COOTBETCTBHH C ILJIAHOM HCCIIEIOBaHUS.

39. Ecim HHOe He TNPEAYCMOTPEHO I[UIAHOM MCCIIENOBaHUsA, IPOOEI
OHOJIOTHYECKOTO  MaTepHaja  JOJDKHBI  3aMOpPaXHBAaThC U XPaHUTHECSA
B 3aMOPO’XEHHOM BUJIE 10 UX UCCIEIOBAHU.

40. CoTpyAHHKOM, IPOBOAMBIINM OTOOp Mpo6 OGHOIOrHYECKOro MaTepHaa,
JIOJDKEH COCTAaBJIATHCS JTOKYMEHT C YKa3aHHeM JaThl 0TOOpa, MASHTH(PHKALMOHHBIX
IJAHHBIX DKCIEPUMEHTAIBLHOTO )XHBOTHOTO (TPYIIIEI )KUBOTHBIX), UX I0JIa, BO3pAcTa,
Macchl. [IpoObI 6HosIorHYeckoro Marepraia AOJDKHEI IepeaBaThCst B JIa00paTOPHIO
C YKa3aHHBIM JTOKYMEHTOM ISl UCCIIEAOBaHMS.

41. OO0veM mpoOBI OHOJIOTMUECKOTO Marepuala, HEOOXOAUMBIH I
HCCIeIOBAaHHUsA, JOJDKEH ONPEAEIIAThECS UCXOI H3 MeTO]a UCCIIeJOBaHMS.

42. TIlpu 1npoBeleHUH  JOKIMHUYECKOrO  MCCIEOBaHHUS  JOJDKHEI
HCIIOJIB30BaThCS 00pa3Ilbl IEKApCTBEHHOTO CPEICTBA:

B TO# K€ JIEKapCTBeHHO# Qopme, KOTopast IUTaHUpyeTCs Ui IPUMEHECHHUS,

IPOU3BEACHHbIE IO TEXHOJOTMM, KOTOpas mpeAycMaTpuBaeTcs i
BKJIFOYEHHUS B MPOMBIIIJICHHBIA pEeriaMeHT WM B MHOM NOKYMEHT, OIpeae/roIni
TEXHOJIOTHIO TIPOU3BOACTBA;

COOTBETCTBYIOILIME TpeOOBAaHUAM KadecTBa, MPEAYCMOTPEHHBIM IIPOEKTOM
HOPMATHBHOTO JOKYMEHTa Ha JIEKAPCTBEHHOE CPENCTBO;

C YMTaeMOM MAapKHpPOBKOM, BKIIOYAIOIIeli HaWMeHOBaHHEe o0Opa3na
JIEKApCTBEHHOTO CpeACTBAa WJIM TNPHCBOCHHBIM KOJOBHIM HOMEpP, HaMMEHOBaHHE
1 KOJMYECTBEHHOE COJEp)KaHMe NeHCTBYIOIIETO BEIIeCTBa (IeHCTBYIOMIMX BEIECTB)
(MJTH aKTHBHOCTH), HOMEp CEpUH, YCIIOBHS XPaHEHHUs H CPOK FOTHOCTH.

43. B ciy4ae ecnu colepxaHHe JEHCTBYIOIMIEro BEIIECTBA B JIEKAPCTBEHHOM
¢dbopMe TpH MPOBeeHNH NOKITMHHUYECKUX HCCICIOBAHUI HE Ha LENEBHIX XHBOTHBIX
He I103BOJISET YCTAHOBHTH 03y, BBI3HIBAIOMIYI0 (YHKIIMOHAJIBHBEIE H3MEHEHMS
B OpraHu3Me >KHBOTHBIX, JOMYyCKAaeTcs NpH HAIMYHU HAy4YHOro OOOCHOBAaHUA
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MCIIOJIB30BaHME JIEKapCTBEHHOM (hOpMBI C GOJbIIEH KOHIEHTpAIel NeiCTBYIOMEro
BEIIIECTBA, YeM TUIaHUPYETCS I IPAMEHEHHUS Ha [eJIEBBIX )KHBOTHBIX.

44, OOpa3upl JIEKApCTBEHHOTO CpeICTBa JODKHBI  COMPOBOXKIATHCS
MpeICTaBIeHHOW  pa3pa0oOTYMKOM  [JOKyMEHTaluew, cojepxameii  yKa3aHus
00 yCIIOBHAX M CpOKax XpaHeHHs, HHPOPMAIHMIO O Mepax II0 OO0eCIEeYeHHIO
Oe3omacHOCTA  pabOTHI € HCCIeAyeMbIM  JICKapCTBEHHBIM  CPEICTBOM,
PaAcTBOPUTENSIMHA U IIPpU HEOOXOAMMOCTU MH(OpMAIHel 0 MpoleAype pacTBOPEHHUS,
yCTpOMCTBaMH Ui BBEACHHUSA JICKAPCTBEHHOTO CPEACTBA OKCIICPHMEHTAIBHBIM
KHUBOTHBIM.

45. OOpa3npl UcceIyeMbIX JIEKAPCTBEHHBIX CPEICTB IMOAJIEKAT Y4eTy MpHU
IpHueMe, pacxojfe, BO3BpaTe WM YTHIH3aIMH B COOTBETCTBHH C MPOLEAYpPOH,
YTBEP)KICHHOW OpraHu3alyei, IpOBOJSIIEH UCCICIOBaHUE.

46. Xpanenne o0Opa3loOB HCCIELYEMOTO JIEKAPCTBEHHOT'O CPECTBA JIOJDKHO
OCYWICCTBISTHCA B YCIOBHSAX, YCTAaHOBJIEHHBIX pa3pabOTYMKOM, B YIIAKOBKE,
ofecrieunBaroeii 3amMTy OT 3arpA3HEHHS WIA IOpYH, OOECIeYHnBaIONINX
UX CTaOWIBHOCTH B TMpoIlecCe€ XpaHEHHs, B OTAENbHOW 30He TOMEIEeHHH,
NpedHa3sHa4eHHBIX  [JIs MPOBEACHUS  JOKIHHHYECKOTO HCCIIEAOBaHus,
C orpaHH4eHHbIM JocTynoM. [lapameTpsl okpysxaromieit cpeibl 30HBI XpaHEHHUS
0o0pa3oB MOIDKHBI PETyJAPHO PETHCTPHPOBATECS B TOPSJAKE, YTBEPXKICHHOM
opraHu3annei, MpoBOAAILCH HCCeIOBaHUE.

47. O6pa3ibl JeKapCTBEHHOIO CPEACTBA, MPEACTaBICHHBIE JJIS MPOBeICHHUS
TOKJIMHUYECKOTO MCCIeOBaHus, JOKHBI HMETh CPOK TOJHOCTH, HOCTATOYHBINA s
3aBepIICHUs NOKIIMHMYECKOTO HCCICAOBaHMA. VIcmoyib30BaHHe B AOKIMHHYECKOM
UCCIIeIOBAaHUU O0pa3loB JIEKAPCTBEHHOIO CPEJICTBA C MCTEKIIHM CPOKOM T'OAHOCTH
WIA XpaHUBIIUXCA B YCIOBUSAX, HE COOTBETCTBYIOILIMX YCJIOBUSIM XpaHEHHS,
YCTaHOBJICHHBIM pa3paOOTYMKOM, HE [OIMyckaeTcsa. B ciiyyae IIUTEIBHOTO
JNOKJIMHUYECKOTO HMCCIIEOBaHMs, MPEBBIIIAIONIET0 CPOK TOJHOCTH JIEKAPCTBEHHOTO
CPeACTBa, YCJIOBHUS 3aMeHbl 00pa3loB JIEKAPCTBEHHOIO CpeACTBA W KPHUTEPUH
TIPUEMIICMOCTH JOJDKHBI OBITH OIUCAHBI B IUIAHE HCCIICOBAHHUA.

48. Ilpu moaroroBke 00pa3LOB JIEKAPCTBEHHOTO CPEACTBA U BBEICHHS
OKCIIEPUMEHTAbHEIM JKMBOTHBIM HE JOJDKHA MJOMYCKATbCSd WX KOHTAMHHAITUA
JIpYyTHMH JIEKapCTBEHHBIMH CPEICTBaMH U HH(PEKIIHOHHBIMU areHTaM#, JOJDKHA OBITh
obecrniedeHa 0€30MaCHOCTH JIMI[, Yy4YacTBYIOIIUX B IIPOBEACHHUH HCCIIEIOBAHMUS,
¥ OKpY>Kalolel cpempl.

49. BBeneHHe IEKapCTBEHHBIX CPEACTB MOJKHO OCYIIECTBIATHCA TaKUM
00pa3oM, 94TOOBI KaX10€e IKCIEPUMEHTAIBHOE KUBOTHOE FApaHTHPOBAHHO TOJIYIHIIO
OTIpeAeICHHYIO 103y JIEKaPCTBEHHOTO CPEACTBA.

50. VYHuYTOXXEHHE OCTaTKOB HCCIEIyeMOro JIEKapCTBEHHOIO CpeACTBa
OCYIIECTBIAETCI B COOTBETCTBUHM CcO cTateeil 59 DenepanbHOro 3aKkoHA
ot 12 ampens 2010 r. Ne 61-®3 «O6 oOpaiieHun JeKapCTBEHHBIX CPENCTB»
(manee — ®enepanpHblii 3akoH Ne 61-D3).

51. Opranuzanus, mnOpoBoAsfINas HCCIeNOBaHUE, [JODKHA YTBEPAUTH
CTaHJApPTHHIE ONEpPAllHOHHBIE MNPOUEAYPhl, B KOTOPHIX JOJDKEH OBITH MOAPOOHO
Y TIOCJIeIOBATEIBHO OMKCaH MOPSIOK OCYIIECTBICHHA U Y4eTa BCeX 1abopaTOpHBIX U
IIPOM3BOJICTBEHHBIX OIIE€PALIMii, BKIFOYAs:
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a) MOCTYyILUIEHHe, HACHTH(HKAIUIO, MapKHpPOBKY, 00paboTky, otbop Impob,
HCIIONB30BAHKUE, XPaHEHHE U YHHYTOXXeHHe (YTHIM3AIMIO) HCCIeIyeMBIX 00Opa3LoB
JIeKapCTBEHHBIX CPEICTB, CTAaHAAPTHBHIX OOpa3lOB U TeCcT-CHCTeM (B CiIydae
HX UCIIOJIb30BaHUA);

0) oOcityXKMBaHKUE U IIOBEPKY 000pyH0BaHMS;

B) [IPUTOTOBJICHUE PEAKTHBOB, IUTATEIBHBIX CPEN;

I') BeJIeHHE 3alUCeil, OTYETOB, IPOTOKOJIOB M X XpPaHEHUE,;

1) oOCiIyXHBaHHE IMOMEIIEHHH, B KOTOPBIX MPOBOJUTCA IOKIMHHYECKOE
HCCIIETOBaHHUE;

€) MpHeM, TPaHCIOPTHPOBKY, pa3MeEIleHHe, ONHCAHHe, WACHTHPUKAIUIO
AKCHICPUMEHTATBHBIX KUBOTHBIX, YXOJ 332 HIMH.

52. Pa3paboT4MK MJODKEH YTBEPOWUTh IUIAaH KaxXJOro HCCIEAOBaHuU,
IIPOBOIMMOTO B paMKaX AOKIMHHUYECKOTO HCCIENOBAaHUS, C yKa3aHHEM JAaThl €ro
yTBEpXKIeHHs. YKa3aHHBIN IUIaH UCCIIENOBAHUSA JOJDKEH COICPIKATh:

HaMMEHOBAaHHE WCCIEI0BaHMUA, MPOBOJUMOr0O B paMKax JOKIHHHYECKOTO
HCCIICIOBaHUS;

Ha¥MEHOBaHHEe W aJpec OpraHM3alli{, MPOBOISAIIEH HCCISIOBaHHE, MECTO
IIPOBECHUS UCCIICIOBAHNUS;

bamMuaMio, #WMfA, OTYeCTBO (MpPH HAJIMYWM) JIMIA, OTBETCTBEHHOI'O
3a IPOBEICHHE MCCIIEI0BAHNA, | JIUL], yYaCTBYIOIIUX B MPOBEICHHUHN HCCIICJOBaHHH;

11eJ1b UCCIIeI0BAaHMNS;

3aavqy UCCIeI0BaHuU;

cpok (Mecsll, TOJ) HaJajia ¥ IUITAHUPYEMBIH CpoK (Mecdl, ToJ) OKOHYaHMA
HCCIICTOBAHUS;

cBeleHna 00 HCClleyeMOM JICKQpCTBEHHOM cpeacTBe ((usmueckue,
XUMHYECKHE, (DapMalleBTUYEeCKIe, OHOJOIMYCCKUC CBOHCTBA);

CBeIeHHI O CTaHOapTHOM ofpasue (oOpasuax) (B ciyyae ero (ux)
HCIIOJIb30BaHMsA);

IIPUHIMIIBI HCTIONB30BaHMs BUZOB OKCIIEPUMEHTAIBHBIX )KHBOTHBIX, @ TalOKe
KPUTEpPUH BBIOOpPAa HCIONB3YEMBIX B HCCIEOBAHMU BHAOB JKCINEPHMEHTAIBHEIX
’KHUBOTHBIX, UX BO3pacTa, I0Jja, MAcChl Tejla, KPUTEPUH BKIIOYCHHUS (UCKIIOYCHUS)
SKCIIEPUMEHTABHBIX JKUBOTHBIX, IOPSIKA UX 3aMEHBI;

METOBI HCCIEA0BaHuA ¢ 000CHOBaHHEM HX BHIOODA;

CXeMy HCCIIeIOBaHNA U ee 000CHOBAHHUE;

KOJIMYECTBO 3KCIIEPUMEHTAIBHBIX KHUBOTHBIX B IpyIlIe, cnocoba (crocoboB)
A nytd (myreii) BBeAEGHHMS OKCIEPHUMEHTAIBHBIM JKHBOTHBIM HCCIEAYEMOTIO
JeKapCTBEHHOTO CPENCTBA, KPaTHOCTH IMPUMEHEHUS U IMPOAOJDKHTENBHOCTH (Dasbl
UCCIEMOBAHUA Ha OKCIEPHMEHTAIBHBIX JKMBOTHBIX M aHAIUTHYECKOH assl,
HEPHOMYHOCTH OLEHKH COCTOSHUS YKCIIEpHMEHTAIBHBIX XKHUBOTHBIX U 0TOOpa Mpob,
OLICHUBAeMbIE€ IIOKa3aTeId B TIPOIECCE KCCIENOBAaHHS X METOJUKU OICHKH,
UX 000CHOBaHHE,

ONKCaHWe OWOJIOTHYECKOTO MarepHuana, OTOMpaeMoro Juis IPOBEACHUS
HCCIIE0BAHMUA, CTIOCOO0B €ro 0T00pa 1 XpaHeHHs, UX 0OOCHOBAHHUE;

ONHCaHHE  MPOLEAYPHl  CTAaTHCTHYEeCKOH  oOpaboTKM  pe3yibTaToB
HCCJIENOBAHNS;
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000CHOBaHHE HEOOXOIMMOCTH (OTCYTCTBHSI HEOOXOAMMOCTH) IPOBENECHUSA
BAJIUAALINH MeToa (METO/IOB) CCIIE{OBAHNUS;

KPUTEPHUH OLIEHKH KOHTPOJIHPYEMBIX B IIPOLIECCE UCCIIE0BaHUS TIOKa3aTelel;

TOPSIA0OK BHECEHHSI UI3MEHEHUH B IIJIaH UCCIICOBAHMUS;

CCBHLIKH Ha IUTEpaTypHbIE UCTOUYHHUKH (B CIIyyae UX UCIIONb30BAHUA);

IOOTIOTHUTENbHYI0 HHGOPMALUIO (B CIy4ae HAIU4US).

53. TlnaH wcclemOBaHHS COCTABISETCS pPa3pabOTUNKOM MM CTOPOHHEH
opraHm3anueii (B ciiydae ee NpHBIICUEHUS I NPOBEJEHNS UCCICIOBAHUA).

54. Tlnan uccnenoBaHUs MOAMUCHIBAET JIUI0, OTBETCTBEHHOE 3a MIPOBECHHUE
TOKJIMHHUYIECKOTO0 HCCIIEIOBAHMUS, C yKa3aHUEM JIOJDKHOCTH, MecTa paboTshI.

55. Tlpu mpoBemeHWM WCCIIENOBAHUS JHIA, yYACTBYIOIIHWE B IMPOBEIEHUH
HCCJIEZIOBAHUSA, JODKHBEI BECTH IIPOTOKOJ MCCIeOBaHMs Ha OyMaXXHOM HOCHUTEe
d (WIH) B DJIIEKTPOHHOM BHJE, B KOTOPOM JOJDKHBI (PUKCHPOBATHCS JEHCTBHS,
NpeAyCMOTPEHHbIC [UNIAHOM HCCIIEIOBAHHS.

56. IIpoToxoa ucciaef0BaHUs JOJDKEH BKIIOYATS!

HaMEHOBaHHE HCCIEN0BaHMs, MPOBOJMMOIO B paMKax MOKIMHUYECKOTO
HCCIIeIOBAHUS;

ONUCaHWE  HCIOIB30BAaHHOTO  OOOpYNOBaHHS, CPEACTB  H3MEpeHHUs
H PEakTHBOB, PEareHTOB, CTAHAAPTHBIX O0pa3sllOB M TeCT-CHCTEM (B cilydae HX
HCIIOIL30BaHMUsA);

TIEpBUYHBIE JaHHBIC O pe3yJIbTaTaX H3MEPEHUH 1 HaOIIOAEHUI (B TOM YHCIe
XpOMaTorpaMmel U GoTorpaduu py X HAJTUYUN);

pe3yNnbTaThl BBIYUCICHUIT W TpeoOpa3oBaHUS MOaHHBIX (B TOM 4HCIE
MPOMEXYTOYHBIE);

ONMHCaHWe W OIEHKY IpPOLEAyp CTATHCTHYECKOro aHajiu3a ¢ YyKa3aHHeM
HCIIOJIB30BaHHOTO ITPOTPaMMHOT0 00ecTieYeHu;

CBeicHHsI 00 HCIIOJIB3YEMBIX SKCIIEPUMEHTAIBHBIX KUBOTHBIX (BH[, BO3pacT,
KOJIMYECTBO, Macca, MOJd M KOJUYECTBO TPyIIl 3KCIEPHUMEHTAIBHBIX >XMBOTHBIX
B KaXIOM BHJIE WCCJIEOBaHMI), YCIOBHUS COJEpXaHUS W KOPMIIEHUS
9KCHEPUMEHTATbHBIX J)KUBOTHBIX, IIapaMeTphl OKPYXAOLIEH Cpeibl B MOMEIICHUX,
B KOTODPBIX COJIEPIKATCS IKCIIEPUMEHTAJIBHBIE KUBOTHEIE;

CBECHHS, HMCIOIIHE HEMOCPEINCTBEHHOE OTHOIIEHHE K HCCIIECIOBaHHIO
¥ TO3BOJISIOINNE BOCIIPOU3BECTH X0 MCCIIEI0BAHUS.

JIns aBTOMATHYECKH PETHCTPHPYEMBIX [ApaMeTpoB ¢ GOJBIIMM YHCIOM
HHIUBUIYaJIbHBIX 3HAUE€HHUH MJOIMyCKaeTcs IIpe[CTaBICHHE BMECTO IIE€PBUYHBIX
NaHHBIX O pe3yjbTaTaXx H3MEepeHHHd U HabOmoJeHMH pe3ylbTaToB MEpPBUYHOMN
00pabOTKH 3THX JaHHBIX.

57. Tlporokon wucciefAoBaHUsS [OOJDKEH OBITh IMOANMCAH BCEMH JIMIAMH,
y4acTBOBABIIMMH B IpPOBEJCHUM HCCICAOBaHMA, C yKa3aHHEM (QaMHINH, MMEHH,
oT4ecTBa (MIPM HAJIMYHHK), YI€HOU cTeleHW (IIpH HAIMYMHU), a TaKkKe C yKa3aHHEM
JaThl TOANKCAaHUA ¥ HOMEpa IPOTOKOJA HCCIENOBAHUS, TO3BOJLIOIIMX
UACHTUGUIUPOBATH JaHHBIN IIPOTOKOJL

58. Conepxanue IIPOTOKOJIA JOJDKHO II03BOJISITH OJTHO3HAYHO
UIEHTU(QHUIUPOBATh HCCIEIOBAHUE, KCIONb30BaBIINECS 00pa3lbl JIEKapCTBEHHOIO
CpeICTBa, BHJ HCCICIOBAHHS, METOABI, JIHUL, yJacCTBYIOLIMX B IIOJYYCHWM AAHHBIX
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U B TIOATOTOBKE IPOBEAEHHS HCCICAOBAHUSA, W3MEPHTENBHOE U WCIBITATEIBHOE
000pyloBaHKe, peareHTHl W PEaKTUBBl, CTaHIapTHBIE 00pasiubl H TECT-CHCTEMBI
(B ciydae WX MCIIONb30BaHUA).

59. H3MeHeHHS CBeIeHHH, COAEPXAIUXCA B IPOTOKOJE HCCIEHOBAHUA,
opOpMIIAIOTCS B BHIE JOMOJNHEHHI K YKa3aHHOMY IPOTOKOJY, KOTOPBIE JOJDKHEI
OBITH TIOJIMCAHBI BCEMH JHI[AMH, YJaCTBOBAaBLUMMM B IIPOBEACHUU MCCIEIOBAHHMS,
C yKasaHHeM NpPHYHH H3MEHEHHH, NaThl X HOMepa IOIONHEHHS K IPOTOKOIY
HCCIIEJOBAHUSI.

60.ITocne 3aBepIneHHsT HCCIIEAOBAaHUS, NPOBEAEHHOI0O B  paMKax
JOKIIMHAYECKOI'0 HCCIIEIOBaHUSA, JIMIIOM, OTBETCTBEHHBIM 3a IPOBEJACHHE JaHHOTO
UCCIIEOBAHMS, COCTABISAETCS M MTOAIMUCHIBAETCS OTYET O pe3ynbTarax UCCIeIOBaHus,
KOTOPBIH JOJDKEH COAEPKATh!

HaHMEHOBaHUE BHUJia UCCIIEC[0BaHNS,

IaTy ¥ HoMep, TO3BOJISIOIINE HICHTUQHIEPOBATh JAHHBIH OTYET;

HaHMEHOBaHHe, aJipec OpraHu3alyy, IPOBOAMBILIEH UCCIENOBaHHE, H MECTO
IIPOBEJICHHS UCCIIENOBaHHUS;

IaThl Hadajla ¥ 3aBepLICHUs UCCIICI0BaHN,

IeJIb U 3a71a4H UCCIEeIOBaHMUS;

damMuinio, UMs, OTYECTBO (TIPU HAJIMYUH), YYEHYIO CTEeHb (IpH HaIW4HH)
JHMIa, OTBETCTBEHHOTO 3a MpOBEJEHHE [aHHOIO BHJA HCCIECHOBaHHA, H JIMII,
y4YaCTBYIOIIUX B IPOBEIEHUH HCCIICIOBaHNs,

OTMCaHWe HCCIIEIyeMOro JIEKapCTBEHHOIO CPEACTBA, BKIIOYas COCTaB,
GHU3MKO-XUMHUYECKHe, OHOIOTHIECKHe, (papMalleBTHYECKHE CBOMCTBA, HOMED CEpHH,
CPOK I'OJHOCTH;

ONHMCaHHE XOJa MCCIEIOBaHHS C yKa3aHHEM HCIIOJIB30BaHHBIX MaTepHalioB
¥ METOZIOB;

ONMCAHHWE MHCIIOJB30BAHHBIX O0OpYINOBaHUS, CpEACTB H3MEpeHHs U
PEaKTHBOB, peareHTOB, CTaHJapTHBIX OOpa3sLOB M TECT-CHCTEM (B CilydYae HX
HCIIOJIL30BaHM )

HH(POpMALUIO 00 YKCIIEPUMEHTAIBHBIX )KUBOTHBIX (BHI, II0JI, BO3PAcT, Macca
Tella, KOJIMYECTBO )KUBOTHBIX B IPYTIIE);

croco6 BBeIeHHs, 036l U KPAaTHOCTH BBEJICHUS JICKapCTBEHHOI'O CPEACTBA;

ONMHCaHWe M OLEHKY IMpOLEeAyp CTaTUCTHYECKOIo aHajlu3a ¢ YyKa3aHHEM
HCITOJIB30BaHHOTO POrPaMMHOTO 00€CIIeUeH s,

pEe3yJIBTAaThl MCCIIEIOBAaHMS CO CCBUIKAMHM HA COOTBETCTBYIOLIME NEPBUYHBIE
JAHHBIE O pe3yJbTaTax W3MEpeHUil U HaOMoJeHMH, a TakXe MX CTaTUCTHYECKUH
aHaJIu3;

BBIBOJIBI 3 IIPOBEACHHOI'O UCCIIEOBaHMUs.

61. B ciiyuae OTKJIOHEHHsS OT IUIaHA HCCJIEOBAHHs JIAIIOM, OTBETCTBEHHBIM
3a TpOBeleHWe HCCIeOBaHUs, M[POBOAMMOIO B DaMKaX JOKIHHHYECKOTO
HCCIIEIOBaHUsA, MOJDKHBI COCTABIATHCS HM3MEHEHHA B IUIAH HCCIENOBAaHHA C
yKa3aHHEM [PUYHH OTKIOHEHHHA, KOTOpHI€ YTBEPXKIAIOTCA pa3pabOTYMKOM H
MIPWIAraloTCA K IUIaHy HCCIIEI0BaHU.

62. B ciayuae npuBiedeHNs A1 IPOBEACHUS JOKIMHUYECKOTO UCCIENOBAHHU
CTOpOHHEM OpraHW3alM{d I[IOCJE 3aBEpPIICHHWS HCCIEAOBAHUA HAa OCHOBAaHMH
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ykazagsoro B nyHkre 60 Hactosiux IIpaBun oTdyera o pe3ynbpTaTax HCCIEIOBaHHS
JHULIOM, OTBETCTBEHHEIM 3a IPOBEIEHHE MaHHOTO BHAA HCCIETOBAHUS, MOJDKHO
COCTaBIAATbCI M TOANHUCHIBATECA  3aK/IIOYEeHHE, COJIepikailee BBIBOABI U3
IIPOBEIEHHOT0 UCCIIENOBaHUs.

63. Ilocme 3aBepiieHHMs BCEX HCCIIeIOBaHMI, MPOBEJECHHBIX B paMKax
TOKIIMHAYECKOT0 UCCIIEIOBAHAS, Pa3padOTIMKOM COCTABIISIETCS OTYET O Pe3yJIbTaTax
IOKIMHUYECKOT0 MCCIIENOBaHNsS HAa OCHOBAaHMH YKa3aHHBIX B IMyHKTe 60 HacTosUX
ITpaBui OTYETOB O pe3yibTarax HCCIENOBAaHHM M, IIPU HaAIM4HMH, 3aKIIOYCHHH,
yKa3aHHBIX B MyHKTe 62 Hactosumx [Ipasuir.

64. OTuer 0 pe3ynbTaTax IOKIMHHYECKOrO HCCIESHOBAHUS IOIKEH OBITH
IOMIKCAH PYKOBOAMUTEIEM pa3padoTynka.

65. Otyer o0 pe3yinpTaTax JOKIMHUYECKOTO MCCIEA0BaHUA JOJDKEH
coJiepKarh:

HalMEHOBAHHE OTUETA;

HaMEHOBaHHe JIEKapCTBEHHOTO CPEJICTBA;

Ha¥IMEHOBAaHHSA, alpeca pa3padoTyuKa, MNPOW3BONUTEN JIEKAPCTBEHHOIO
Cpe/icTBa U CTOPOHHHX OpraHu3aluii (B ciydae NMPUBJIEHEHHS TaKUX OpraHM3alMi
JUIst TIPOBEJIEHHS JOKITMHUYECKOT0 UCCIIeI0BaHNUA);

IaThl Hayajla U OKOHYaHHUS JOKIMHHYECKOTO HCCIEIOBAHHS;

IaTy d HOMep OT4YeTa, MO3BOJISIONINE ero HASHTHPUIINPOBATh;

[eJIb ¥ 3aa4y JOKITHHHUYECKOT0 HCCIIECJOBAaHMS;

KpaTkoe ONHWCaHHe I[IPOBEIECHHOIO JOKIMHMYECKOTO  HCCIIEHOBAaHUS,
UHPOPMALMI0 O CTAaHAApPTHOM oOpasme (TpH HAJIMYHH), IPONOJKUTENBHOCTH
JOKJIMHUYECKOr0 HCCIIeNOBaHuA, HHGOPMAIUIO 00 SKCIIEpIMEHTAIBHBIX KUBOTHBIX,
pe3yNbTaThl JOKIHMHHYECKOTO HCCIICIOBaHNS;

OINIaBlIEHHE, BKIIIOYAs MepeueHb MPUIIOKEHNH, Ta0HII;

repeyYeHb COKpaIlleHuii ¥ onpeeieHue TEPMUHOB, HCIIOJIb3YEMBIX B OTYETE,

OIMCAHHE HCCIEAYEMOr0 JIEKapCTBEHHOTO CpEeICTBa, BKIIOYass COCTAaB,
Gbu3HKO-XMMHIeCKHe, OHoToruyeckue, hapMaeBTHIECKHE CBONCTBA;

BUABI  WCCIENOBaHHi, TPOBENEHHBIX B  paMKax JOKJIMHUYECKOIO
HCCIIeIOBaHus;

BHJI, BO3PaCT, KOJHYECTBO, MAacCy H IMOJ JKCIIEPUMEHTAIBHBIX >KMBOTHBIX,
UCIIOJIB30BAHHBIX B KAXIOM BHJIE HCCIIEOBaHHI, TNPOBEACHHBIX B pPaMKax
IJOKIIMHHYECKOT0 MCCIeI0OBaHMS, YCIOBUS UX COAEPIKaHNUS,

KOJIMYECTBO TPYII OKCIEPUMEHTAIBHBIX JKHBOTHBIX B KaXKIOM BHJE
UCCIIeI0BaHMiA, MPOBEIEHHBIX B paMKaX JOKIMHUYECKOro UCCISIOBAHNUS,

peXHM JIO3UPOBaHMA, KpPaTHOCTb U CHOCOO BBEIECHHSA HCCIEAYEMOTO
JIEKapCTBEHHOTO CPEJICTBa;

OIMCAaHHE M OLIEHKY IpOLEeAyp CTaTUCTUYECKOTO aHajiu3a C YyKa3aHHEM
UCIIOJIb30BAHHOTO MIPOTPaMMHOT0 00eCIIeUeHNS;

0000IIIeHHbIE Pe3yJbTaThl HCCIEeNOBAaHHWH CO CCBUIKAMM HAa OTYETHI
0 pe3ymbTaTax KaXIOro BHIA HCCIENOBaHHWM, INPOBEJCHHBIX B paMKax
TOKJIHHHYECKOT0 HCCIEIOBAHM, 4 TAKXKEe aHAIM3 YKa3aHHBIX Pe3yJIbTaTOB;

BBIBOABI O 0€30IIaCHOCTH, KadyecTBe H 3((PEKTHBHOCTH JIEKAPCTBEHHOT'O
CpEICTBA, B TOM YHCJIE€ O CpPOKax €ro BBHIBEAEHHWS H3 OpraHu3Ma >XHBOTHBIX
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1 0e30macHOCTH MPOAYKIIMHA JKMBOTHOTO TIPOUCXOXACHHUS IOCTHE€ IpUMEHEHHS
COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Iperapara. YKa3aHHBIE BBIBOJBI JOJDKHEI
COEpaTh CBeOeHHUS O (apMaKoIOTHYeCKOH AaKTUBHOCTH, (apMaKOKHHETHKE,
(dapMakoJJMHAMHKE KU BO3MOXHOCTH MOCIEAYIOIIETO IPOBENCHUS KIMHHIECKOIO
WCCIIEIOBAHHUS, CTEIEHH OMAcHOCTH (0e30MacHOCTH) JIEKAPCTBEHHOIO CpelCcTBa AJIA
’KMBOTHBIX, KOTOPHIM IIpeAHA3HA4aeTCs HCCIEeIyeMoe JIEKapCTBEHHOE CpEACTBO,
6€e30I1acCHOCTH TMPOAYKIIMU KHUBOTHOI'O IPOUCXOXKAEHHS, MOITYYEHHOH OT TaKHX
KHUBOTHBIX.

66. K oruery o pe3ynbraTax JOKIMHHUYECKOTO MCCIEI0OBAaHUS JOJDKHBI
NpUIAarathCs IJIAHBI UCCIENOBAHWH (UMM MX KONHH, 3aBEPEHHBIE Pa3pabOTYUKOM
JIEKApCTBEHHOTO CPEACTBA), OTHUETHl O pe3yJbTaTax Ka)KAOro BHIA HCCIEJOBaHMI,
IPOBECHHEIX B paMKax [JOKIMHHYECKOTO HCCIEJOBaHMsA, W IpPH HaIWYMH
3aKIIOYEHHS CTOPOHHMX OpraHu3anuid (WiIM KONMM 3aKIIOUYEeHHMH M OTYETOB
O pesyibTarax KaXIOro BHAA WCCICJOBaHHWH, IPOBEAEHHBIX B paMKax
JOKJIMHHYECKOTO UCCIIEI0BaHMS, 3aBepEeHHBIE STUMH OpraHH3aIHsIMH).

67. Ecnu B mpolecce HCCIENOBAaHUS HCIIOJIB30BAIUCh METOAB! KOHTPOJIS,
HOJUIeXKAIe BaIWAllid, KOMHMH IPOTOKOJOB BAJUAAIUH JOJDKHBI IIPHIAraTbCs
K OTYETY O pe3yJIbTaTaX JOKIUHUYECKOro UCCIIeIOBaHuUs.

I1L. HpaBHJIa IMPOBCACHHA KIHHHYCCKOI0 HCCJI€A0BaHHA

68. BO03MOXHOCTH MpPOBEACHUS KJIMHUYECKOTO MCCIEIOBaHUSA JIOJDKHA
OCHOBBIBAThCs HA pe3ysIbTaTax JOKIMHHYECKOTO HCCIIeJOBaHM.

69. IlepeHOCHMOCTH JIEKAPCTBEHHBIX MPENAapaToB 3A0POBHIMU JKHBOTHBIMHU
YCTAHABIMBAETCA HA OCHOBAaHWU [aHHBIX, MONYYEHHBIX IIpd IIPOBEACHHH
JNOKIIMHIYECKOT0 HCCIICAOBAHMs Ha [EIE€BHIX )KUBOTHBIX.

70. Jlo Hayana KIMHUYECKOTO HMCCIIEeJ0BaHHUs pa3pabOTYMKOM JOJDKHA OBITH
IPOBE/IEHa OIIEHKa COOTHOIIEHHS BO3MOXXHOTO PHCKA C IPOTHO3UPYEMOH MOIb30H
IUIA LieJeBBIX JKUBOTHBIX. OueHka 5((eKTUBHOCTH JIEKapCTBEHHOrO IIperapara
IODKHA OBITh HayaTa W TPOAOIDKEHAa TOJNBKO B Clydae MmpeoOiafaHus
IPOTHO3UPYEMOH MMOJIB3BI HaJl PUCKOM.

71. B ciaydae OCYyLIECTBJIEHHS HCCIEHOBAHUS, IPOBOJUMOrO B paMKax
KJIMHAYECKOro HccienoBanus B Poccuiickoit ®enepanuu, pa3paboTUHK JOIDKEH
yBEIOMHTE Poccenbxo3Haa30p B 2JIEKTPOHHOH (opme UK Ha OyMaKHOM HOCHTEJE
O 7aTe Hayajga H MeCTe OCYIIECTBIEHHS YKAa3aHHOTO HCCIIE[OBaHHS B TedeHHE
10 paGoumx qHel c MOMEHTa yTBEPXKISHHUS IIaHa UCCIIEJOBAHMS.

72. Poccensxo3nan3op B Tedenue 10 pabounx nHel ¢ MOMEHTa MOCTYIUICHHUS
yBeIOMJIeHHsl pa3paboTaiKa o AaTe Hadajla U MecTe OCYINeCTBICHHs HCCIIe0BaHM,
IPOBOJMMOrO B paMKax KJIWHUYECKOrO MCCIeNOBaHMsS, MAOJDKEH COOOLIUTEH
pa3paboTYuKy B IEKTPOHHOH (opMe UM Ha OyMaKHOM HOCHTENE O IONyYEHHH
YKa3aHHOTO yBEJIOMJICHHUA.

73. Ipouexnypsl c6opa, 00paboTKu U XpaHeHHs HH(OpMaIMH, MMOIydaeMOil
B XOI€ KIMHMYECKOTO WCCIIeIOBaHMsA, JOJDKHBI o0ecreurBaTh IIOMyYEHHE
JOCTOBEPHOro H 0GOCHOBAHHOT'O MPEACTaBIeHHs 0 6e30macHOCTH U ) (PEeKTHUBHOCTH
JIeKapCTBEHHOTO Mperapara.
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74. B cnyyae oOHapyXeHHs OMACHOCTH M (MJIM) BOSHHMKHOBEHHS yTPO3BI IS
3[0POBBS JKUBOTHBIX M (WiH) Jrofed W (WIM) 3arps3HEHHs OKpYyXKarouiei cpenrl,
JINI0, OTBETCTBEHHOE 3a OCYILIECTBICHHE HCCIeOBaHMS, INPOBOJUMOrO B paMKax
KJIIMHAYECKOT'0 HCCJIeJIOBAaHUS, HODKHO HEMEIJIEHHO MPUOCTAHOBUThH UCCIIeJOBAaHHE,
IIPOBOAMMOE B paMKax KIMHMYECKOTO HCCJIEOBAaHHA, JO MOMEHTA YCTaHOBJICHHS
MIPUYHHBI BOSHUKHOBEHUS ONACHOCTHU U (WJIM) BOBHUKHOBEHUS YIpO3bI IS 310POBbHS
KUBOTHBIX ¥ (unu) moned ¥ (WIK) 3arps3HEHUS OKpYXXarolleld cpexpl H
npouHGOPMHpPOBaTh  pa3paboTYMKa O  IPHOCTAHOBICHHH  HCCIIEIOBaHMS,
MIPOBOJIMMOTO B paMKax KIMHUYECKOT0 HCCIIEIOBaHUsA, Ha OYMaKHOM HOCHTEJE WJIH
B DJIEKTPOHHOM (opme.

75. PemeHue 0 TpeKpalieHWH HWCCIEAOBAaHUSA, MPOBOOUMOIO B paMKax
KIHHUYECKOTO  HWCCIeAOBaHWSA, IPUHUMAETCs  pa3paboTYMKOM B  Clydae
MIOATBEPXACHUA TOTO, YTO IIPUMEHEHHE JIEKAPCTBEHHOI'O IperapaTa MpeCTaBIIseT
yrpo3y s 3{0OpOBBs XKHUBOTHBIX U (WIH) JFOAEH U (W) 3arpsA3HEHHS OKpY Karollen
Cpensl.

76. PemieHne o BO300OHOBJIEHWH HCCIIEHOBaHHUSA, NMPOBOAMMOIO B paMKax
KJIMHAYECKOTO  HWCCIIENOBaHWA, IpPUHUMAeTcs  pa3paboTyMkoM B ciy4ae
IMOATBEPXACHUS TOro, 4YTO MpPUMEHEHHWE JIEKapCTBEHHOr0 Ipermapara He
IIPeCTABIISAET YIPO3y VA 30POBbs KUBOTHBIX U (WIH) Irofeit 1 (MIH) 3arpsa3HeHUs
OKpY>KaloLlen cpebl.

77. Pa3paboTuuk HODKEH cooOIUTh B Poccenbxo3Han30p B 3IEKTPOHHOMN
dopMe uinu Ha OyMaXKHOM HOCHUTElIE O MPEKPalIeHWH WIH O BO300HOBIEHUH
WCCIICIOBaHMsA, MPOBOJAUMOr0 B paMKax KIMHHYECKOTO HCCIIEJOBAaHUA, B CPOK, HE
IPEBBINAIIUN 5 pabounx THEM co JHS MPUHATHS pelieHus O MpeKpalleHUd HIH O
BO300OHOBIICHUH KJIMHUYECKOTO UCCIIEI0BaHU.

78. Jluma, y4acTBYIOIIHME B MPOBEACHHH KIHMHUYECKOTO WCCIIEIOBAHMA,
IOJDKHBI UMETh KBaTH(UKAIUIO B COOTBETCTBYIOIIEH 00J1aCTH MCCiIeJOBaHMUSI.

79. Jluio, oTBeTCTBEHHOE 3a MpPOBEACHHE KIMHHYECKOTO HUCCIIeJOBAHHUS,
¥ JIAIA, OTBETCTBEHHBIC 32 OCYIIECTBIICHUE HUCCIICIOBAaHUMN, IIPOBOOUMEIX B paMKax
KJIHHUYECKOTO HCCIIE0OBaHuUs, TODKHBI UMETh BBICIIEE BETEpHHApPHOE 00pa3oBaHUe
W COOTBETCTBYIOLIWE MLENsAM KIMHUYCCKUX HCCIEIOBAaHUI MOATOTOBKY M CTaxX
paboThI B 00/1acTH BeTepHHAPUU HE MEHEE TPEX JIeT.

80. JIuio, OTBETCTBEHHOE 3a MPOBEAECHUE KIMHUYECKOTO HCCIEAOBaHUS,
JIUIa, OTBETCTBEHHBIE 32 OCYIIECTBICHUE HCCIIECNOBaHMI, MPOBOAUMBIX B paMKax
KJIMHAYECKOTO MCCJICOBAHM, U JIHIA, YYaCTBYIOUIME B MPOBEACHUH KIMHUYECKOTO
HCCIIEOBaHUSA, JOJDKHBI OBITh O3HAKOMJIEHBI TIOJi POCHHCH PYyKOBOJUTENIEM
OpraHu3aly, MPOBOAIIEH UCCIeI0BAHHUE, C IUIAHOM HUCCIIEAOBAHNUSA, TIOJTHOMOYMSIMY,
00SI3aHHOCTAMH IIPH OCYILECTBIICHUH HCCIIeI0BaHusA, HHGopMaImei 00 ucciieryeMom
JIEKaPCTBEHHOM IIperapaTe, B TOM 4Kclie ¢ HHpopMaIiell 0 NOTeHIMANBHBIX pPUCKaX,
BO3HUKAIOLINX ITpU paboTe ¢ TeKapCTBEHHBIM IpENapaToM.

81. Jluma, OTBETCTBEHHBIE 3a MPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHHUA,
JOJDKHBI:

He JOIMyCKaThb OTKJIOHEHHIH OT IUIaHAa MCCIIEOBaHWS, BHECEHUS B HErO
H3MeHeHuil 0e3 cornacus pa3paboTymka, 3a HCKIIOYCHHEM H3MCHCHUH,
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HEOOXOAMMBIX Ui YCTpaHEHHs Yrpo3bl JKW3HHM U 3[0pOBBIO JIIOAEH U
HeoOOCHOBaHHOM rMbenu 1eIeBbIX KUBOTHBIX;

obecrieYuTh CBOEBPEMEHHBIH COOp MOIyYeHHBIX pPe3yJIbTaToB, PETHCTPAIIHIO
OTKJIOHEHU! OT IUIaHA KCCIENO0BaHUSA C yKa3aHHUEM NPUYMH U OLEHKOW BIIUSHHSA
BHECEHHBIX M3MEHEHWII Ha MOJy4YeHHBIE pe3yJIbTaThl, a TaKKe IpU HEOOXO0IUMOCTH
IPUHATH MEPHI 0 YCTPAHEHUIO BBISIBICHHBIX OTKIOHEHU;

ofbecrieynTh UHTEpPIpETALMI0O H AaHAIW3 MNOJIYy4YaeMBIX pe3yJbTaToB,
MOATOTOBKY oT4yeTa 0 pe3ynbraTax KIIMHUYECKOTO HCCJIEIOBaHUA,
KOH(HIEHIIHAIBHOCTE IT0JTy4YeHHBIX pe3yIbTaTOB.

82. PyxoBoauTenb OpraHu3aly, [POBOASAIIEH HCCIEIOBaHUE, OJDKEH
o0ecriednTs BBIMONHEHHE TpeOOBaHMI, YCTaHOBIECHHBIX IUIAHOM HCCIe/IOBaHUS,
OOBEKTUBHOCTh X HE3aBHCUMOCTh OCYIIECTBICHHS HCCIEOBAaHUS M HeceT
OTBETCTBEHHOCTH 33 JOCTOBEPHOCTH MOIYYaEMBIX PE3yIbTaTOB.

83. [lomemienuns, ImpenHasHa4YeHHBIE [UIsI NPOBEACHUA  KIMHUYECKOTO
ACCIEIOBaHUS, JOJDKHBI  COOTBETCTBOBaTh TpPeOOBAHMAM  3aKOHOHATEIHCTBA
Poccuiickoit ®@eneparuu u  obecriedMBaTh HEOOXOJMMBIE Ml  MPOBEIESHUS
KJIMHUYECKOT'0 MCCIEA0BaHMs TEMIIEPATYPHBIE U BIAXKHOCTHBIE PEXXKVMBL.

84.IlnaHupoBKa TOMEILEHMWH, NpeJHa3HAueHHBIX Ui  IIPOBENEHUS
KJITMHAYECKOTO HCCIIeIOBAaHNA, T0JDKHA 00ecieunBaTh:

W30JBILUI0 (KapaHTMH) MOCTYHAIOMIMX LENEeBBIX JKUBOTHBIX, OOJIBHBIX
IEJIEBBIX JKUBOTHBIX M IEJEBBIX JXHBOTHBIX, IOJO3PEBAEMBIX B HOCHTEIIECTBE
AHGEKITHiA;

pa3fesibHOE COJEpKaHWE LEIEeBBIX XXWBOTHBIX, HCIIONB3YEMBIX B Pa3HBIX
BUJAaX KIMHUYECKUX UCCIIENOBaHW;

XpaHeHHe KOpPMOB, 00OpYZOBaHUS M HMHBEHTaps AN yXoJa 3a IeJIeBEIMH
YUBOTHBIMU U30JIMPOBAaHHO OT MECT COJIEP>KAHHUS LIEE€BBIX )KUBOTHBIX;

W30JIMPOBAaHHOE XpaHEHHWE 00pa3loB HCCIELyeMBIX JIeKapCTBEHHBIX
IPenaparoB, B TOM YHCJIE apXUBHEIX 00pa3LOB JIEKapCTBEHHBIX NPENaparos,;

W30IMPOBAHHOE  XpAaHEHHME  PEaKTHBOB,  PEareHToB,  TeCT-CHUCTEM
¥ CTaHAapTHBIX 00pa3LoB;

U30JIMPOBAHHOE XPAHEHHE II0JIyYa€MBIX OTXOAOB O HMX YTHJIM3ALUUd WU
YHUYTOXKEHHUS;

M30JIMPOBAHHOE XPaHEHKE JOKYMEHTOB;

BO3MOKHOCTb BCKPBITHSI MTAaBIIUX LEJIE€BBIX )KUBOTHBIX;

IpOBEICHUE MOMKH, [e3MH(QEKIUH WHBEHTaps, MOATOTOBKA KOPMOB
U yJajieHue OTXO0B.

85. Ilpu mpoBeneHNMHM KIMHUYECKOTO HMCCIENOBAHUSA HOJDKHO MPHUMEHATHCS
M3MEpUTENbHOE U UCHBITaTellbHOEe O0OpyZOBaHHE, pPEaKTUBBl U  peareHTHI,
CTaHIApTHbie O00pa3lBl M TECT-CHCTEMBI, COOTBETCTBYIOIHE TpeOOBaHUAM,
yKa3aHHBIM B ITyHKTax 22 - 26 Hacrosmux [IpaBui.

86. KnmHndeckue HCClieOBaHUS JOJDKHBI IIPOBOAUTHCS Ha KaXKIOM BHIE
[IEJIEBBIX JKMBOTHBIX, Ka)XXIOW BO3pacTHOM rpyImme (BO3pacTHBIX Tpymmnax), A
KOTOPOTo0 (KOTOPBIX) IIPEeAIIoJIaraeTcs UCI0JIb30BaTh JIEKapCTBEHHBII Ipenapar.

87. B KIMHUYECKOM HCCIEIOBAHHU JOJDKHBl MCIIONB30BAThCS I[EJIEBBIS
’KUBOTHbIE B KOJMYECTBE, JOCTaTOYHOM JuIi OOeCHeYeHUus CTAaTHCTUYECKOi
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3HAYUMOCTH MCCIIEHOBAHHS C YYETOM BO3MOXHOCTH HCKIIOYEHUS IIeJIEBBIX
YKUBOTHBIX U3 UCCIEIOBAHUA U UX 3aMEHBI.

88. Ilocime mpeaBapUTENBHOTO OTOOpa LENEBHIX >XHBOTHBIX IPOBOIUTCS
X KIHHHYECKOe OOCIie/IoOBaHHE, BKIIIOYAIOIIEE OCMOTP H, IPU HEOOXOIUMOCTH,
naboparopHBle HCCICHOBaHHs, C [ENbI0 JOMycKa Ui HCIIONB30BaHHA B
UCCIEOOBAHUU II€JIEBBIX JKHMBOTHBIX, COOTBETCTBYIOHIMX II€IAM H 3aaadaM
HCCIIEIOBAHMUS.

89. Ha meneBBIX JKHBOTHBIX, IOCTYITUBIIMX B OPraHU3alMIO, MPOBOASIIYIO
KIHHUYECKOEe  HCCIIe[IoOBaHHE, JOJDKHBI OBITh O(OpPMIICEHBI BeTepUHAapHBIE
COIIPOBOIUTEIBHEIE JOKYMEHTHI B CIIydasX, MPeAyCMOTPEHHBIX 3aKOHOAATENECTBOM
Poccuiickoit @enepanuu.

90. JIns OLEHKH COCTOSHHS 3[0POBBS, HEOOXOIUMOTO JUISl UCIIOJIb30BaHUA
I[€JIEBBIX JKMBOTHBIX B HCCJIEOBaHMM, JIMIO, OTBETCTBEHHOE 3a OCYIIECTBICHHE
UCCIIEI0OBAHUsS, JOJDKHO MPHHATH PELICHHe O HEOOXOOMMOCTH KapaHTUHUPOBAHUA
I[EJIEBBIX )XMBOTHEIX H O CPOKAX WX KapaHTHHHUPOBAHUSI.

91.JIna oOecriedeHnss WHAMBUAYAJbHOTO HAOMIONEHWS B  IIpolecce
BEITIOJIHEHHUS UCCIIENOBAHHA [IE€JIEBbIE )KUBOTHEIE TOJDKHBI OBITh UACHTU(PUIIMPOBAHEL
B OTHOIIEHHH LIE€JE€BBIX JKABOTHBIX, UCIIONB3YEMBIX IPH MPOBEACHUH KIMHHYECKUX
UCCIIEIOBAHUN JIEKAPCTBEHHBIX IIPENaparoB, NpeJHa3sHAYEHHBIX Ui T[PYIIOBBIX
00paboTOoK, HOMycKaeTcs rpymnoBas HACHTH(PUKALIHS.

92. B nepuos ucceI0BaHu LieIleBble CeJIbCKOX03HCTBEHHBIE JKUBOTHBIE 0€3
KpaifHeli HeoOXOJUMOCTH He JOJDKHBEI IepeMeLIaTbhcsi M3 OJHOr0 IOMEIEHHS
B JpyTo€E.

93. IleneBrle XHUBOTHBIE JIOJDKHBI UMETh CBOOOMHEBIN MOCTYI K Boe. Kopma
M BoJa [O/UKHEI OBITh O€30MacHBIMH JUIS 3HOPOBbS IIENEBBHIX JKUBOTHBIX,
obecreunBaTh MOTPEOHOCTH LIETEBBIX XMBOTHBIX B MUTATEIbHBIX BEHIECTBAX M HE
JOJDKHBI BIUSATEH Ha PE3YJIbTAThl HCCIIEAOBaHMS.

94. Tlpn  mnpoBeneHHMH  KIMHHYECKOTO  HCCIENOBaHHS  HEOOXOJUMO
PYKOBOICTBOBAaThCA IPUHIMIAMU, YKa3aHHBIMH B MOAIYHKTAX «a», «O», «r», «I»
myskTa 37 Hacroauwx IIpasuir.

95. CoOCcTBEHHHK UCIIOIE3YEMOTO B HCCIIEOBAHUH XKUBOTHOTO JTOJKEH OBITH
pornH(GOPMHUpPOBaH 00 yKa3aHHOM KCCII€IOBAHUY ¥ CBS3aHHBIX C HUM PUCKaX, B TOM
YHUCIIe O Ie1eCo00pa3HOCTH TYMaHHOTO YMEPILBJISHHS )XUBOTHOIO B CIydae, eClii B
mpolecce KIMHUYECKOTO HCCIENOBaHUS €ro (U3UYECKOe COCTOSIHHE PE3KO
YXyIIIWIOCH U JalibHeliee MpoBeAeHNe KIMHUYECKOrO MCCIEAOBaHMs MPUYUHSIET
YKMBOTHOMY CHJIBHBIE WJIM IIOCTOSIHHBbIE 60, (u3NUecKue CTpagaHus, OCTOSHHYIO
(bYHKIHOHAIBHYIO HEIOCTATOYHOCTE, HEMOANAIOIIHeCcs] YCTPaHEHHIO.

96. HudopmupoBaHHe COOCTBEHHHKA >HWBOTHOTO 00 HCCIEIOBaHUHU, B
KOTOPOM HCIIOJIb3yeTCsl KHUBOTHOE, U CBA3aHHBIX C HUM PHUCKaX OCYIIECTBISAETCS B
IICEMEHHOM ¢opMe A0 Hayajla OCYIIECTBICHHS HCCIE[OBAHUA, 4 O HACTYIUICHUH
PHCKOB, yKa3aHHBIX B IyHKTe 95 HacTosmmx IIpaBui, — He mo3iHee Tpex 9acoB
C MOMEHTA X HACTYIUIEHUS.

97.0160p mpoO OHONOrMYECKHX MATEPHUATIOB JOIDKEH IPOBOAMTHCA
B HUHIWBUAyaJlbHBlE IpOOUpPKH ((JIaKOHBI, KOHTEHHEpHI), KOTOPHIE MOJDKHEI
MapKHPOBaThCA C YKa3aHWEM HACHTH()UKAIMOHHBIX NAaHHBIX LEIE€BOTO XHBOTHOIO
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(Tpymmbl XKWBOTHBIX), BpEeMEHH OTOOpa MpoOH OHOIIOrMYECKOro MaTepHajia MU
HAaHMEHOBaHHUA HCCIIENyeMOro JIEKQpCTBEHHOIO Ipenapara MWIM KOAMPOBAaThCA B
COOTBETCTBHH C ILUIAHOM HCCIICTOBaHUA.

08.Eciu uHOE He TMPeAyCMOTPEHO IUIAHOM KCCJIEeJOBaHUS, MPOOEI
OMOJIOTMYECKOTO0 Marepuana JOJDKHBI 3aMOpaXkKMBaThCA U XpaHUTECS B
3aMOPOKEHHOM BHJIE 10 UX UCCIIEJOBaHHUS.

99. CoTpyaHuKOM, MPOBOAHUBIINM OTOOpP mMpod OGHONIOrMYECKOro Marepuana,
JOIDKEH COCTABIATECS JOKYMEHT C YKa3aHMEM JaThl 0TOOpa, HAEHTH(OUKAIUOHHBIX
JAHHBIX LIEJEeBOr0 >XHBOTHOTO (TPYyMIIBl JKMBOTHEIX), MX IOJIa, BO3pacTa, Macchl.
ITpoOBI GHOJIOTHYECKOr0 MaTepuana IepejaloTcs B JabopaTOpui0 C yKa3aHHBIM
IOKYMEHTOM JIJIi UCCIIe/TOBAHMSL.

100. O6eM  mpoObl  OHMOJNIOTHUECKOT0  Marepuana,  HeoOXOIMMBIil
JUTSL KICCTIEI0OBaHHUSI, OTIPEAeIISeTC UCXOAS U3 METOAA UCCIIEOBAHHS.

101. ITpu IpOBEICHUHN KIIMHHYECKOTO HCCIICAOBaHUS JIOJKHEI
HCIIOJIB30BaThCA 00pa3Ilbl ICKAPCTBEHHOTO Ipernapara:

B TOM e JIEKapCTBEHHOM GopMe, KOTOpast IUTaHUPYETCS ISl IPUMEHEHNUS;

NpOM3BEeICHHBIE [0 TEXHOIOIMH, KOTOpas IpefycMaTpuBaeTcad Ui
BK/IIOYEHHs B TIPOMBIIUICHHBIH perjlaMeHT M B MHOM JOKYMEHT, OIpelessIomuii
TEXHOJIOTHIO NPOU3BOJICTBA;

COOTBETCTBYIOIIHME TpeOOBAHHUAM KayecTBa, IPELYCMOTPEHHBIM IIPOEKTOM
HOpPMAaTHBHOTO JOKyMEHTa Ha JICKapCTBEHHEIH Iperapar;

C MapKHpOBKOM, COOTBETCTBYIOIIeH TpeOoBaHUsIM cTaThi 46 DenepalbHOrO
3akoHa Ne 61-@3.

102. O6pa3iipl  JIeKapCTBEHHOrO IIperapara JOJDKHBI — COMPOBOXIATHCA
MpeACTaBIeHHOW  pa3paboTUMKOM  JNOKyMeHTaluel, cojepxalled  yKasaHHus
00 YCIOBHSX M CpOKax XpaHeHHs, HHQOpMAalHMIO O Mepax I0 OOecled4eHHUIo
Oe3omacHOCTA  pabOTBI €  HCCIAEAyeMBIM  JICKAPCTBEHHBIM  IIPEIapaToM,
pacTBopuTeNIMH U HH(pOpMalueil o Mpoueaype pacTBOpeHHs, HHpOpManue
O KOMIUIEKTHOCTH, a TakXe, €CIH HeoOXOJUMO, YCTpOWCTBaMHU IJIsi BBEIEHUS
JeKapCTBEHHOTO Ipernapara [eJIeBbIM )XUBOTHBIM.

103. O6pa3upl uccieqyeMoro JeKapCTBEHHOIO Iperapara MomjIexar y4eTy
OpH IpHEeMe, pacxoie, BO3BpaTe WM yTHIM3allUM B COOTBETCTBHH C IIPOLICTYPOH,
YTBEPXKIECHHOM opraHu3alyei, MpoBOJAIIEN Ucciiel0BaHuUE.

104. XpaneHue o6pa3LioB HCCieLyeMOro JIEKapCTBEHHOTO Mpenapara A0DKHO
OCYILIECTBIATECA B YCJIOBUAX, YCTAHOBJICHHBIX pPa3pabOTYHMKOM, B YIIaKOBKE,
obecreynBalomieil 3alUTy OT 3arps3HEeHHs WIM IIOpYM, B OTHEJBHOH 30HE
MOMEIIeHUH, TMpeIHa3HauYeHHbIX M MPOBENCHUS KIMHUYECKOIO HCCIEeN0BaHMs,
C OTpaHUYEHHBIM JOCTYIIOM.

105. Obpasupl  JIeKapCTBEHHOTO  Ipenapara, IpeJOCTaBICHHBIE  JJIA
MPOBEACHUSA KJIMHUYECKOTO HMCCIENOBaHMsA, MOO/DKHBI HMETh CpPOK TOJHOCTH,
JIOCTATOYHBIN JJI 3aBeplleHHs KIMHUYECKOro uccienoBanus. Mcmonb3oBaHue
B KJIMHMYECKOM HCCIIeJOBaHMU OOpPAa3loB JIEKAPCTBEHHOTO IIpernapara ¢ MCTEKIIUM
CPOKOM T'OJHOCTH WJIM XPaHHUBIIUXCSI B YCIIOBHSIX, HE COOTBETCTBYIOILUX YCIOBHAM
XpaHEHHs, YCTAHOBJIEHHBIM pa3pa0oTYMKOM, He Jomyckaercs. B ciaydae
JUIATEILHOTO0 KJIMHHYECKOTO HCCICAOBaHUA, MPEBBIMAIONEr0 CPOK TOJHOCTH
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JIEKapCTBEHHOTO CPENCTBA, YCIOBUS 3aMEHBI 00pa3IoB I€KapCTBEHHOI'O Nperapara u
KPUTEPUU TIPUEMIIEMOCTH JOJDKHBI OBITh OIIMCAHbI B IUIAHE HCCIIEA0BAHUS.

106. ITpu moarotoBke 0Opa3IOB JIEKApCTBEHHOTO Iperapara Uil BBeJeHH:
[leJIeBBIM JKMBOTHEIM HE JOJDKHA JIOMYCKaThCS HMX KOHTAMHHAIMS JIPYTUMH
NIEKApCTBEHHBIMH CpEJCTBaMH W WH(EKIMOHHBIMM areHTaMH, JOJDKHA OBITh
obecrieyeHa 6e30macHOCTh  JJI  JIAI[, YYacCTBYIOIIMX B  OCYIIECTBICHUHU
UCCIIEAOBAHUS, U OKPYXKAIOLIEH Cpenbl.

107. YauuToXXeHHEe OCTaTKOB MCCIEAyeMOro JIEKapCTBEHHOro Ipernapara
OCYIIECTBIISETCSA B COOTBETCTBUH CO cTaThel 59 PenepanbHoro 3akoHa Ne 61-@3.

108. Opranusanus, NOpoBOAAIIAs HCCIENOBaHUE, JODKHA  YTBEPAUTH
CTaHapTHEIE OIIEPalHOHHBIE MPOLIEAYPHI, B KOTOPBIX MOAPOOHO H MOCIIEI0BATENBHO
IOIDKeH OBITh OIHKCAaH TMOPSAOK OCYIIECTBIEHHS M yd4eTra BceX J1abopaTOpHBIX
U IIPOU3BOJICTBEHHBIX Ollepalyii, BKIIOYas:

a) IpHEM, TPAaHCIOPTHPOBKY, pa3MelleHue, WACHTH(UKALUIO, 00paboTKy
1 KOpMJIEHHE IIeNTEBBIX XKUBOTHBIX;

0) oOciTy)XxHBaHHE U MOBEPKY 000PYIOBaHNUS;

B) PHUT'OTOBJICHHE PEaKTUBOB, IUTATENILHBIX CPEN;

I) BeJIeHHE 3aIlCeif, 0TYETOB, MPOTOKOJIOB U UX XpaHEHHE;

1) oOCIy)XHBaHHE IMOMEINEHUH, B KOTOPHIX IIPOBOAUTCS KIMHHYECKOE
HCCIIeIOBAaHUE;

€) IIPUTOTOBJIEHHUE KOPMOB IS [IeJIEBbIX )XHBOTHBIX;

X) IMOCTYIUIEHHE, MACHTHGHKAINIO, MAapKUPOBKY, 00paboTKy, oTOOp mpoo,
HCITOJIB30BaHKe, XpaHEeHHE W YHUUYTOXEHHe (yTHIU3ALUIO) HCCIeayeMbIX 00pa3IoB
JIEKapCTBEHHBIX IperapaTtoB Y  CTaHAApTHEIX o0pasnoB (B cioydae HX
HCITIOJIH30BaHMA ).

109. Pa3paboTumk [OOJKEH YTBEPAWTh IUIAH KAaXIOrOo HCCIEI0BaHUS,
IPOBOJMMOI0 B paMKax KIMHUYECKOTO HCCIENOBAHMA, C yKAa3aHHEM JaThl €ro
yTBEPXKIACHMA. YKa3aHHbBIH IUIaH UCCIEeNOBaHUs JOJDKEH COEpKaTh:

HAMEHOBAHWE WCCIEIOBAHUA, MPOBOJUMOTO B paMKax KIMHUYECKOIO
HCCJIeIOBAHUS;

HaVIMEHOBaHWE W aJpec OpraHu3alliM, IMPOBOJAIIEH HCCIEOBaHHE, MECTO
OCYILECTBJICHUS HCCIIeIOBAHMS;

dbamMuIu0, HMS, OTYeCTBO (IIpM HAJIWYMM) JIUIA, OTBETCTBEHHOIO
3a OCYILECTBJIEHHE WCCIEeJOBaHUSA, U JIMI, YYaCTBYIOIIMX B OCYIICCTBICHUHU
HCClIeJOBaHUH;

11eJ1b UCCTIeIOBAHU;

3aJlayd UCClIeI0BaHMS;

000CHOBaHKE IUIaHA HCCIIEOBaHUS, ITPOBOAMMOrO B paMKax KIMHUYECKOIO
UCCIIeTOBAHUT;

Cpok (Mecsll, TOM) Hadaja M IUTAHUPYEMBIH CPOK (Mecsl, roj)) OKOHYaHUs
HCCJIeIOBAHU;

cBelieHHs 00 HCCIIeAyeMOM JIeKapCTBEHHOM IIpenapare (HauMEHOBaHHE,
KAaYEeCTBEHHBIM M KOJIMYECTBEHHBIH COCTaB, HOMEp CepuHu, O00BEeM CepuH, [aTa
NpPOU3BOACTBA, CPOK TONHOCTH, (H3HYECKHe, XHMHYeCKHe, OHOoNOoruyecKue,
¢dapmMalieBTUIECKHE CBOWCTBA);
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CBECHHST O IIpemapare CcpaBHeHHs (HAUMEHOBAHWE, KavyeCTBEHHBIM
M KOJMUYECTBEHHBIA COCTaB JEHCTBYIOIIMX BEIIECTB, KaueCTBEHHBI COCTaB
BCIIOMOTATENBHBIX BEIECTB, HOMEP CEPHH, CPOK TOAHOCTH, (pu3UUecKue,
XHMHYECKHE, OHOJIOTHYECKHE, dapMarieBTHUECKHUE CBOICTBa, HOMep
PErHCTPALMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOrO IIperapara) B Clydae ero
MCIIONB30BaHMS TIPU MPOBEICHUN KIMHAYECKOTO UCCIIEI0BAHUS,

o0ocHOBaHHe BbBIOOpa pedepeHTHOro mpenapata (OpH HCCIENOBaHUM
OHOSKBHBAJIECHTHOCTH);

OmMcaHWe H OOOCHOBaHHE MCMOJB3YEMBIX B HCCIECIOBAaHUAX METOJOB,
000pyIOBaHUS U CPEACTB U3IMEPEHMUS;

KPHUTEPHH BHIOOpA HUCIONB3YyEeMBIX B HCCIEOBAaHHH LENEBBIX XMBOTHBIX, HX
BHJIa, BO3PaCTa, 10jIa, MacChl Tella, KPUTEPUH BKIIOUEHUS (MCKIIOYEHHS) LENEBBIX
YKUBOTHBIX, TTOPSIKA UX 3aMEHBI;

CXeMy HUCCIICIOBaHMA U e¢ 000CHOBaHHUE;

KOJIMYECTBO ILIENEBBIX JKUBOTHBIX B TIpYIIe, MNEPHOJUIHOCTh OLEHKH
COCTOSHHMS LIEJEBBIX JKHBOTHEIX H o0TOOpa mpo0, OlLieHWBacMble B IIPOLECCE
HCCJIeTOBaHMUs [T0KA3aTe/I U METOAUKH X OILIEHKH, HX 000CHOBaHUE;

olucaHHe GHOJIOTMYECKOr0 MaTepHajia, OTOMpaeMoro Al OCYIIECTBICHHS
HCCIIEIOBaHus, CII0COO0B ero 0T00pa U XpaHeHHs, UX 00OCHOBaHUE;

METOIBI DPACIpeneNieHHs IeNeBbIX JKHBOTHEIX II0 IpyInaM, HHGpopMarus
0 IPEIIECTBYIOIIEH 1 COIMYyTCTBYIOLIEH Tepanuu;

KpUTEPHH TIOCTAaHOBKHU IMarH03a U Crioco0BI €ro IOATBEPXKICHHU,

omUcaHHe JIabOpaTOPHBIX HCCIEeNOBaHHH, IPOBOAUMEBIX B IIpoIEcce
HCCIIEeIOBaHuS,

crocoObl, MyTH BBEICHHS, 1032 U PEXHM JO3UPOBAHMS HCCIELYEMOTO
JeKapCTBEHHOTO Tmpemapata W (IpH  HaIM4YMK) [penapara  CpaBHEHH,
Ux 000CHOBAHHE;

KPUTEPUH OLIEHKH d(P(eKTHBHOCTH U Oe30IacHOCTH HCCIEAYEMOro
JieKapCTBEHHOTO IIpernapara;

TIOPSIZIOK BHECEHMSI M3MEHEHUH B ILIIaH BUJA UCCIIEOBaHMS,

OmHcaHWe  TPOLEIyphl  CTaTUCTHUECKOH  0OpaboTKM  pe3yJbTaToB
HCCIIEIOBaHuS,

CCBHIIKH Ha JIUTEpATypHBlE HCTOUYHHUKH (B CIIydyae MX UCIIOIB30BAHN);

JOMOJHUTENBHYIO HH(OPMAIHIO (B CIy4ae HAIAYHs).

110.TInan wMccinenoBaHus J[ODKEH COCTABIATBCSA Pa3pabOTUHMKOM  HIIH
CTOpOHHEH opraHu3anueil (B cllydae €€ TMpPHUBICYCHHS M4 OCYIIECTBICHUSA
HCCIIENOBaHM).

111. ITnan uccaeaoBaHMs MOAIIHCHIBAET JIMIIO, OTBETCTBEHHOE 3a IIPOBENECHUE
KIMHUYECKOT'0 HCCIIEM0BaHMS, C YKa3aHHEM JJOJDKHOCTH, MecTa paboThl.

112. JIuma, yyacTByromue B OCYLIECTBICHUH HCCIEIOBAHMUsA, JOJDKHEI BECTH
TIPOTOKOII HCCIIeJOBAHHS Ha OyMaKHOM HOCHTEIE u (mmu)
B DIIEKTPOHHOM BHJE, B KOTOPOM (HKCHPYIOTCS HACHCTBHUSA, MNPENyCMOTPEHHEIE
IJIAHOM HCCJIeJOBaHMS.

113. IMpoTokon Hccaen0BaHusA JOJDKEH BKIIFOYATh!
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HauUMEHOBaHUE HCCIEAOBAHUSA, NPOBOAMMOIO B paMKaxX KIMHUYECKOTO
HCCIIeIOBaHNUS;

OMHKCAaHWE HCIOJIB30BAaHHOTO OOOpYIOBaHMS, CpEICTB M3MEpEeHHs U
pEakTHBOB, pPEareHTOB, CTAaHAAPTHBIX 00pa3loB H  TecT-cucteM  (IIpU
HCHOJIBL30BAHHH);

IEepBUYHBEIE JaHHBIE O pe3yjdbTaTax UK3MepeHHH U  HalMoAeHHit
(Ip1 BO3MOIKHOCTY UHIUBUAYATBHON HICHTH(UKAIIUY )KUBOTHBIX);

OIICaHWe W OLEHKY MpoLeAyp CTaTHCTHYECKOro aHalih3a C yKa3aHHeM
HCIIOJIb30BAHHOT'O IIPOTrPaMMHOT0 o0ecrieueHus (JOTOTHUTENBHO MPH UCCIIEJOBAHUI
OMOSKBUBAJICHTHOCTH YKa3bIBAIOTCS BCE 3HAYEHUS] MHIWBUIYAJIbHBIX KOHLIEHTpAIUH
d (apMaKOKHHETHIECCKHX MapaMeTpPoB, a TakkKe JaHHBbIC ONMHUCATENbHOM CTATUCTHKH,
BKJIFOUass TreOMETPHYECKOe CpenHee, MeauaHy, apupMeTHdecKoe CpeaHee,
CTaHJApTHOE OTKJIOHEHHE, K03 uUIieHT BapHalyH, MAaKCHMAJIbHBIE
H MUHUMAJIbHBIC 3HAUYCHUA [UIS KaXOOTO0 W3 CpaBHUBAEMBIX JIEKApPCTBEHHBIX
TIperaparoB, a Takke HHIMBHAyaJIbHbIE (apMaKOKHHETUYECKIe KPUBbIE WM IpaduK
cpenHell (apMaKOKMHETUYECKOHM KpPHBOM C JOBEpUTENbHBIMH HHTEPBAIaMHU
Ha JIMHSWHOH WK norapuMuIecKoi IIKanax);

CBeZIeHHsI 00 MCIOJIb3YEeMBIX IEIEBBIX )KUBOTHBIX (BU, BO3pacT, KOJIMYECTBO,
Macca, IMoJ M KOJMYECTBO TPYNI LENEBBIX JXUBOTHBIX), YCIIOBUS COJEpKaHUA
¥ KOPMJICHHS 1ICJIEBBIX )XHUBOTHBIX, [TapaMeTphbl OKpYKalolllei cpeAsl B MOMEIIEHHsIX,
B KOTOPBIX COAEPIKATCS LIEeJIEBBIE )KUBOTHBIE,

CBeIeHHMS O BO3HUKHOBEHHM HEXENAaTeNbHBIX peaKkiil M Cepbe3HBIX
HEXeJaTeNbHBIX PeaKiliii 1 Mepax [0 HX yCTPaHEHHIO;

CBeJIeHHUs, UMEIOIME HEMOCPENCTBEHHOE OTHOIICHHWE K HCCICI0BaHHUIO
Y ITO3BOJIAIONINE BOCIIPOU3BECTH X0 UCCIIEIOBAHMUS;

JMU3aifiH HCCIICOBaHMs, B TOM 4YHCJIE CII0OCOO BBEICHUS JIEKapPCTBEHHBIX
MpernaparoB, 103y U PEKUM [O03MPOBAHUSA, MHTEPBAI BPEMEHH MEXIY BBEACHHEM
JeKapCTBEHHBIX TpemnapaTroB, OHOJIOTHUECKHiI MaTepual, cxeMy otbopa mpob
OHOJIOTHYECKOro MaTepuajia, YCJIOBHSA HMX XpaHeHHusA (IpH HCCIeAOBAHUU
OHMOPKBHUBAJICHTHOCTH);

OITHCaHHE aHAJTUTHYECKOTO MeToa (pu HUCCIIeIOBaHUHU
OHO3KBHBAJICHTHOCTH);
XpOMaTOrpamMMBl (npu HCCJIeJOBaHUH OHMOSKBHUBAJIEHTHOCTH

XpoMaTorpadpuuecKuM WIH MacCEKTPOMETPUIECKUM METOJaMH);

OIHCaHHEe METOHOB (apMaKOKHHETHYECKOro aHajgm3a (IpU HCCIeOBaHHU
OHMOSKBHBAJICHTHOCTH);

ONKCaHUue  KpUTepueB  OMOPKBUBAJICHTHOCTH  (MpH  HCCIEAOBAHUU
OHOSKBHBAJICHTHOCTH).

JInst aBTOMATMYECKH PETUCTPUPYEMBIX IapaMeTpoB C OOJBIIUM YHCIOM
HHIABUOYATBHBIX 3HAYEHUH MOMYyCKaeTcs MpEeACTaBICHHNE BMECTO MEPBHYHBIX
OaHHBIX O pe3yJbTatax H3MepeHUH M HaOmoAeHWH pe3yNbTaToB IEpBHYHOM
00pabOTKH STHX JaHHBIX.

114. TIpoTokon wucclaenoBaHUSA AOJDKEH OBITH MOANMCAH BCEMH JIMLIAMH,
YYaCTBOBABIIIMMH B OCYILECTBJICHHH HUCCIIEIOBAHHUS, C YKa3aHHeM (DaMIIIWH, HIMEHH,
oTdyectBa (Y HATHYHHU), YICHOHW CTeneHH (IpH HAIMYHH), a TakKe C yKa3aHUEM
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JaThl TOANHMCAaHWS W HOMEpa TPOTOKOJIA HCCIENOBaHMSA, IMO3BOJISIONIAX
HACHTH(GUIHUPOBATEL JAHHBIHA MPOTOKOJL.

115. Conepxanue  mpOTOKOJA  [JOMDKHO  MO3BOJATH  OJHO3HAYHO
UACHTU(UITIPOBATh HMCCIENOBaHNe, HUCIOIB30BaBIIMECS OOpa3Ibl JIEKApPCTBEHHOIO
mperapara, BUI HCCIEIOBaHH, METOMBI, NI, YYaCTBYIOIIUX B IMOJYYCHHH JAHHBIX
¥ B MOATOTOBKE OCYIIECTBICHHS MCCIEIOBaHMS, a Takke 000pyAOBaHHE, PEareHTHI
Y peaKTUBBI, CTaHAaPTHBIE 00pa3Iibl U TECT-CUCTEMBI (B CIIydae UX HCIOIb30BaHU).

116. I3sMeHeHus cBeneHUM, coaepXalluxcsi B IIPOTOKOJIE HCCICAOBaHHA,
opopMmisroTcs B BHAE JONONHEHHH K YKa3aHHOMY IIPOTOKONY, KOTOpBIE
MOJATIMCHIBAIOTCS BCEMU JIMIAMH, yYaCTBOBABIINMHU B MPOBEACHUU JOKIMHUYECKOTO
WCCIICIOBaHUA, C yKa3aHHWEM IIpHYMH W3MCHEHUH, NaThl M HOMepa AOIOJHEHHs
K ITPOTOKOJTY UCCJIEIOBAHUS.

117.Ilocne 3aBepLIeHUs HCCIENOBAaHMS, IMPOBEACHHOTO B  paMKax
KJIMHAYECKOT0 HCCIICIOBAHM, JIUIOM, OTBETCTBEHHBIM 32 OCYILIECTBJICHHE JIaHHOIO
UCCIIEIOBaHUs, NO/DKEH OBITh COCTaBI€H M TMIOJAIHCAH OTYET O pe3ybTarax
MCCIIEAOBaHUs, KOTOPBIH JOJKEH COAEePXKATh:

HAaNMEHOBAHME BHU/IA MICCIICIOBAHIS;

Iaty ¥ HOMep, O3BOJISIOMUE HACHTUPULHUPOBATE JaHHBINH OTYET;

HaMEHOBaHUE, aJipeC OpraHU3alliy, MPOBOJUBIIEH UCClIeNOBaHHE, H MECTO
OCYIIECTBIICHUS HCCIICIOBaHNUS;

JlaThl HayaJsla ¥ 3aBEPILCHUS UCCIeIOBAaHNUS;

Henb ¥ 331a4d UCCIIEOBAHMS;

dbamMuIio, UMs, OT4eCTBO (IIPH HAJIMYHH), YICHYIO CTEICHb (IIPH HAJIAYHH),
MecTO paboThl JMI[a, OTBETCTBEHHOTO 3a OCYILIECTBICHHE JAaHHOTO BHJA
HCCJIEIOBAaHUS, 1 JINLI, yYaCTBYIOIMX B OCYIIECTBIICHHH HCCIIeIOBAHMNS,

OTMCaHHE HCCIeNyeMOro JICKapCTBEHHOrOo Tpernapara | Ipemapara
cpaBHEHHUs (TMpU HAJMYKHU), BKIIOYas COCTaB, GU3UKO-XUMUIECKHE, OHOJIOTHYECKHE,
(hapManeBTHYECKHe CBOMCTBA, HOMED CEpUH, CPOK FOJHOCTH;

ONHCaHUE XOJa HCCIENOBaHHSA C yKa3aHUEM HCIOJB30BaHHBIX MaTEpHasIOB
¥ METOJIOB;

ONHCaHWE  MCIIOJIB30BAaHHOTO  00OpyHOBaHHS, CpPEACTB  H3MEpPEHHS
U PpPEaKTHBOB, pPEarcHTOB, IIPENapaToB CpPaBHEHHA H TeCT-CHCTeM (B cCliydae
HX HCIIOJIb30BaHUA);

PEKHM  JO3MPOBAaHUS, KpaTHOCTb M IyTh BBEACHHS HCCIEIyeMOTO
JIEKapCTBEHHOIO IIpernapara;

BUJ, BO3PacT, MOJ, KOJIMYECTBO ILEJNIEBBIX >XUBOTHBIX B KaXIOH rpyrIe,
YCIIOBUSI KOPMIICHHS,

pe3yJbTaThl UCCIENOBAaHUSA CO CCBUIKAMH Ha COOTBETCTBYIOLIHC IEPBUYHBIC
JaHHbIE O pe3yJbTaTaX U3MEPEHUN U HAOIIONEHU, X CTATUCTUYECKUN aHAITU3;

BBIBOJBI M3 IIPOBEZEHHOTO UCCIIEeIOBAHUSL.

118.TIpu uccnemoBaHud OHOSKBHBAJICHTHOCTH OTYET O pe3yJsibTaTax
HCCIeIOBaHUs JOJDKEH COIepXKaTh CBEICHM, yka3aHHbIe B MMyHKTe 117 HacTosmmx
[TpaBui, a TakxXe CIEAYIONIY0 HHG)OPMALIUIO:
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060cHOBaHHMe BHIOOpa MeToj/ia OTpe/ieNieHUsl JIeUCTBYIONEr0 BellecTBa, WU
MeTaboauTa, WIM H30Mepa, obmamaommx (apMakoJOTHYECKOH aKTHBHOCTBIO
(masiee — aHANKT) B OMOJIOTMYECKOM MaTepUale;

ONHCAaHHE HCIIOJNIB30BAHHOTO cmocofa pacdera (apMaKOKMHETUYECKUX
apameTpoB;

pe3ynbTaThl  ONpEAEeHU] CONEepXKaHWS aHaJUTa B OHONOrHYECKOM
MaTepuaie, MOJiydeHHble Ui KaXJOro LEIeBOro >XUBOTHOIO, COOTBETCTBYIOILUE
CpeAHUE 3HAYCHUS ¥ BETUYHHBI CTaHJapTHBIX OTKJIOHEHUH;

CTaTHCTHYECKHE KpUTEPHH, HCIIO0JIb30BaHHbBIE IS OLICHKH
OMOSKBHUBAJICHTHOCTH, W Pe3yJIbTAaThl 3TOH OLEeHKU. [[JIsi KaXXJoro cpaBHHUBAEMOTO
JIEKapCTBEHHOTO MperapaTa JODKHBI OBITh YKa3aHbl BCE 3HAYCHHS WHIUBUAYATBHBIX
KOHIIEHTpamuid ¥ (QapMaKkOKMHETHYECKHX IapaMEeTpOB, Hapsny ¢ JaHHBIMH
ONMHCATEIBPHOM CTaTHCTHUKH, BKJIIOYas TeOMETPHUYECKOe CpelHee, MEAHaHy,
apudMeTHIecKoe CpelHee, CTaHJApTHOE OTKIOHEHHE, KOo3(p(QHUUEHT BapHallHy,
MaKCHMalbHbIE M  MHHHMAJbHBIE 3HaueHHsd. VIHOuBHIyanbHble  KpUBBIE
«KOHIIEHTpaIUSI—BpeMsI» ciaemyer IIPECTaBIATh Ha  JIHHEHHOMH 158171
jgorapupmudeckoii  mkamax. JlomkeH OBITh ONHCaH METOJ  IONY4EHHS
(apMaKOKMHETHYECKHUX MapaMeTpoB M3 HCXOJHHEIX JaHHBIX U KOJIUYECTBO TOYEK B
TEPMHUHAIBHOHN jorapudMHUdecKoil ¢asze, UCIOIL30BAHHBIX IS OIEHKH KOHCTaHTHI
CKOPOCTH TEPMHHAIBHON NMMHHAIVH.

119. B ciy4yae OTKJIIOHEHHUS OT IUIaHA MCCIEAOBAaHUSA JIMIIOM, OTBETCTBEHHBIM
3a OCYILIECTBJIIEHHE NCCIEI0BaHMs, IIPOBOAMMOIO B paMKaX KIMHUYECKOIO
HCCIIEIOBAHUA, COCTABISIOTCS HW3MEHEHHS B IUIAaH WCCICOOBAHUA C YyKa3aHHUEM
TIPUYWH OTKJIOHEHHS, KOTOpPble YTBEpPKIAIOTCS pa3pabOTUMKOM H MpHIIaraloTcs K
IUTaHY UCCJIeIOBaHUS.

120. B ciydyae npuBiedeHHs O MPOBEACHUS KIMHHUYECKOTO HUCCIENOBAaHUA
CTOPOHHE} oOpraHu3alid IIOCIE€ 3aBEpIICHUs HCCIEAOBaHMS Ha OCHOBaHHUH
yKa3aHHOro B myHKTe 117 Hactosiumx [IpaBun oTuera o pe3ysbTaTax HCCIIeOBaHUS
JIMIIOM, OTBETCTBEHHBIM 3a OCYIIECTBICHHE [JAHHOTO BHAAQ HCCIEOOBaHUSA,
COCTaBIIIETCA H IIOANUCHIBAETCS 3aK/IOUYEHHE, COAepKamiee BBIBOJABL U3
IIPOBEIEHHOTO UCCIEAOBAHHUS.

121.Ilocite 3aBepIneHMss BCEX HCCIEHOBAHUM, TMPOBEAEHHBIX B paMKax
KIMHAYECKOTO HCCIIEIOBaHNS, pa3paboTUMKOM COCTABISIETCS OTYET O pe3ylbTaTaX
KJIMHAYECKOr0 HCCIIEIOBAaHUA HAa OCHOBAaHMM yKa3aHHBIX B myHKTe 117 Hactosmmx
[IpaBuy OT4ETOB O pe3ynbTaTax HCCIEAOBAaHWHA W, NPU HAIUYKY, 3aKIIOUEHUH,
yKka3aHHBIX B MyHKTe 120 Hacrosmux IIpaBui.

122. Otuer o pe3ynpraTaXx KIMHAYECKOTO HCCIEIOBAaHUSA JOJDKEH OBIThH
IIOJITTHUCAH PYKOBOJIUTEIIEM pa3paboTyuKa.

123. Ot4et 0 pe3ynbpTaTax KIMHHYECKOIO UCCIEN0BAHUS JOIDKEH COAEPKaTh:

HauMEHOBaHHE OTYETA,

HaMMEHOBaHUE JIEKAPCTBEHHOTO TIpenapara;

HAVMEHOBAaHWs, ajpeca pa3paboTyuka, TPOU3BOAUTENS JEKapCTBEHHOTO
npernapara U CTOPOHHHUX OpraHM3alii (B Cilydae NMPHUBICYCHUS TaKUX OpraHU3alui
1T TIPOBEACHUS KITMHUYECKOTO UCCIIEA0BAHMNSA);

JIaTBl HavaJla 1 OKOHYAHHUS KIHHUYECKOr0 UCCIeI0BaHUS;
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JaTy ¥ HOMEp 0TYeTa, MO3BOJIAIONINE ero HAEHTH(DHITUPOBATE;

1eNH ¥ 3a/1a49H KIHHUYECKOT0 UCCIIeIOBaHMS;

KpaTKO€  OIMCaHWe  [MPOBEJCHHOTO  KIHHHUYECKOTO  HMCCIIEIOBaHHA,
HHOOpPMALIMIO O TIpenapare CpaBHEHUA (IIPU HAIWYHMH), TPOJOJIKHUTEIEHOCTD
KJIMHUYECKOr0 HCCJIeIOBaHuUsA, JO3UPOBaHHE JIEKAPCTBEHHOI'O IIperapara, BHJIBI
I[€JIEBBIX KUBOTHEBIX, PE3YJIbTAaThl KIMHUYECKOTO HCCIEeIOBAHMUS;

oryaBlieHHe, BKIII0OYasl epeyeHb MPWIOKEH i, TaOmHII,

nepeveHb COKpAILEHUI U ONpeieIeHHe TEPMUHOB, UCIIOIb3yEeMBIX B OTUETE;

KpaTkoe OIIMCaHWe IIPOBEJEHHOTO JOKIMHHAYECKOIO  HCCIIEIOBaHMs,
UHOOPMAIIMIO O CTAaHAApPTHOM oOpasne (NpH HAIWYKMH), TNPOIOKUTEILHOCTD
IOOKITHHUIECKOTO UCCIIeAOBaHUs, HHYOPMALHIO 00 SKCIIEPUMEHTAIBHEIX KHBOTHEIX,
pe3yNbTaThl JOKIUHUYECKOTO UCCIeIOBaHUS;

ONHCaHWE HCCIeAyeMOro JEeKapCTBEHHOro IIperapara, BKIIOYas COCTaB,
bu3uKO-XUMIYECKHE, OHOJIOrHYecKUe, (hapMaleBTHIECKUE CBOWCTBA;

BUJIBI UCCIIEIOBAHM, IPOBEICHHBIX B paMKaX KIIMHHIECKOTO HCCIIeJOBaHMUS,

CBEICHHS O LCJIEBBIX JKUBOTHBIX M PACIpeleleHud UX IO rpynmaMm (BHA,
BO3pacT, KOJIMYECTBO, Macca U IMOJI LIEJIEBBIX KUBOTHBIX, HCIIOIB30BAaHHBIX B KAXJIOM
BUJIE UCCIIEJOBAHMM, YCIOBUS HX COJEPXKaHUS, KOPMIECHHS U IOCHHS, KOJHYECTBO
TPYIII LIeJIeBBIX XXUBOTHBIX B KAXKJIOM BHJIE€ UCCIIETOBAHHIA);

103y (I03BI), pEXKUM JO3HPOBaHKSA, CIOCOOEI BBEICHHUA M IPHMEHEHH, BpeMs
IIpHeMa JIEKapCTBEHHOIO Mpernapara, IpoAoJDKUTEIFHOCTE JIEUeHH (Hajiee — cxeMa
IpUMeEHEHHs JIEKapCTBEHHOTO Mpenapara);

ONMUCaHHE ¥ OIEHKY IIPOILEeAYp CTaTHCTHYECKOTO aHalW3a C yKa3aHHEM
HCIIOJIB30BAHHOT'O MPOTrPaMMHOT0 oGecrieueHus;

0000IIIeHHbIE Pe3yJIFTAaTBl HCCIEJOBAaHHHA CO CCBUIKAMH Ha OTYETHI
0 pe3yJbTaTax KaXkJ[oro BUa MCCICIOBaHUM, MPOBEIEHHBIX B paMKaxX KIMHUYIECKOTO
UCCIEIOBaHUs, a TakXKe aHaIM3 YKa3aHHBIX pe3yJIbTaTOB, BKIIIOYASA OIMCAHHE
He)XeJlaTebHBIX peakuil (KpaTkoe OlMHMCcaHue He)XelaTeIbHBIX peakUuuii, HX aHaJIu3,
CIIUCKHM HeXeJIaTeNbHBIX PEaKLui, KOTOpble HaOMOaluCh Y UENEeBBHIX JKABOTHBIX),
ONHCaHWe Ciy4yaeB TUOeNM HeNeBbIX JKUBOTHBIX W JAPYTHX CEPhe3HBIX
He)XeJIaTeNbHBIX peaKlHi, OLeHKY KIMHHUKO-1a00paToOpHBIX MOoKa3aTellel )KUBOTHBIX
(npr HaMMYWH), MapaMeTphbl >KU3HEHHO BAXKHBIX (YHKUUH OpraHH3Ma IeJIeBBIX
JKUBOTHBIX M JPYTYIO WH(GOPMAIMIO 10 BOMpocaM Oe30MacHOCTH, a TaKXKe OIEHKY
3¢ heKTUBHOCTH U 0€30TIaCHOCTH JIEKAPCTBEHHOT'O Iperapara;

aHalli3 IUTEPaTypHBIX JaHHBIX (TIpY HAJUYUK);

BBIBOJABI O IIEPEHOCHMMOCTH JICKAPCTBEHHOTO IIpemapara IUelIeBbIMH
KUBOTHBIMH, OO0 YCTAaHOBJICHHM ONTHMAIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO
mpernapara M Kypca JedeHHss Ha KOHKPETHOU IpyIIe >KUBOTHBIX C ONpeAeeHHBIM
3a0oyieBaHHEM (CXEMBbI MPUMEHEHHs JIEKapCTBEHHOTO Iperapara), 6€30macHOCTH U
3(QEKTUBHOCTA JIEKAPCTBEHHOI'O IIpenapara, MpeAHA3HAUYEHHOTO I JICUeHHA
OTIpe/icTICHHBIX 3a00JCBaHUH JXUBOTHBIX, WIH 3((PEKTUBHOCTH JIEKApCTBEHHOIO
mpenapara Uil HOpOQHUIAKTUKHA  3a00lI€BaHHM  JKUBOTHBIX, BO3MOXHOCTSX
pacIiMpeHus MMOKa3aHWil K NPUMEHECHHIO 3aperMCTPUPOBAHHOIO JIEKapCTBEHHOTO
mpernapara M BBIABICHHS paHee HEU3BECTHBIX MOOOYHBIX NCHCTBHI.
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124. K or4yery o0 pe3ynpTaTax KIMHUYECKOIO WCCIEAOBAHUS JOJKHBI
IpUIAraTbCs TUIaHBI (MITH UX KOMMM, 3aBEpEHHBIE Pa3pabOTYMKOM JIEKapCTBEHHOTO
mpernapara), OTYETBl O pe3yJbTaTaxX KaxAoro BHJa HCCIeJOBaHHH, MPOBEICHHBIX
B paMKax KIHHHYECKOTO HCCIIEHOBAHUS, U, PU HAIWYUH, 3aKIIOYEHUS CTOPOHHUX
OpraHu3anuii (WM KONHMH 3aKIIOYEHHH M OTYETOB O Pe3yJbTaTax KaXJOoro BHJIA
WCCIIEMOBaHU, POBEICHHBIX B PaMKax KIMHHUYECKOTO HCCIIENOBAHUS, 3aBEPEHHBIE
STUMH OPTaHU3ALUSIMH).

125. Ilpu wuccrnenoBaHHMKM OMOSKBMBAJICHTHOCTH K OT4YETy O pe3yjbTarax
KIMHUYECKOTO HCCIIEOBaHUS JOJDKHA TIPHIAraTbCcs KOMUS MPOTOKOJIA BalUIaLMU
METOAa OmpelelieHus aHaJIWTa, COAEp)Kallero CBEAEHHs O JIHHEHHOCTH
B HEOOXOJMMOM JHana3oHe KOHIEHTpalWi, BIUSHUMA OMOIIOTMYECKOro MaTepHaja
Ha ITOJIy4aeMblif pe3yJIbTaT UccleoBaHus, npeaene o0HapyKeHUusa MeToja, Ipezene
KOJINYECTBEHHOTO OIpeJe/IeHHs METO/1a, CENIEKTUBHOCTH METO/a, TOYHOCTH METOJa,
NPELU3HOHHOCTH METOAA, CTaOHMIBHOCTH aHajlMTa B OHONOTHYECKOM MaTepHaie,
a TakxKe B CIy4dae ONpedelieHHs aHalIuTa XpoMarorpapuyeckuMm HiH
MacCIEKTPOMETPHYECKHM METOJaMH — XpOMaTOrpaMMbl, MOATBEpPXKAAIOIIUE
HpeACTaBIeHHbIE pe3yIbTaThl BAIUAAILIUH.

IV. IIpaBuaa ucciienoBanusa OHO3KBHBAJIEHTHOCTH

126. HccnenoBanne OHOSKBHUBAJIEHTHOCTH SBISETCA BHAOM KIMHUYECKOTO
HCCIIEOBaHNA, NPOBeIEHHE KOTOPOro OCYINECTBISIETCS JJIS ONpPEAENCHUs CKOPOCTH
BCaChIBaHHWsA ¥  BBIBEJE€HHS  OJHOTO  WJIM  HECKOJNBKMX  00Jafarollux
(GapMakoIOTHYeCKOH aKTHBHOCTBIO JEHCTBYIOIIMX BellecTB M  (WIH) HX
MeTabO0NUTOB, KOJIMYECTBA JIEKAPCTBEHHOTO Ipenapara, JOCTUTAIOIIET0 CHCTEMHOTO
KPOBOTOKA, W  pe3yiabTaThl  KOTOPOTO  MO3BOJIIIOT  CHAENaTh  BBIBOJ
0 OMOPKBUBAJIEHTHOCTH  BOCIPOHM3BEAEHHOTO  JIEKAPCTBEHHOrO0  IIpernapara
B OTpefeNieHHBIX JIeKapCTBEHHOH (opMe U JO03UPOBKE, COOTBETCTBYIOILMX
JeKapCTBEHHO PopMe U [03UPOBKe pedepeHTHOrO IeKapCTBEHHOTO Mpenapara.

127. JIBa nekapCTBEHHBIX IIpenapara, COAEprKalliuX OJUHAKOBOE KOJIUYECTBO
JEHCTBYIOLIETO BEIECTBA, CUHUTAIOTCS OWODKBUBAJIIEHTHBIMHU, €CIHM OHH SBIISIOTCS
(bapMarieBTUUECKH SKBUBAJICHTHBIMH U UX OHOIOCTYITHOCTS (10 CKOPOCTH U CTEIEHH,
C KOTOpO# JIefCTBYIOIIEE BEIIECTBO WIIM aKTUBHAs 4acTh MOJIEKYJBI JEHCTBYIOIIETO
BellecTBAa aOCOpOMPYIOTCS W3 JISKQpCTBEHHOIO [MpemapaTta U CTaHOBATCA
JNOCTYIIHEIMEH B MeCTe€ CBOero MOeHCTBHS) IOcie NpUMEHEHHS B OJMHAKOBOM
MOJIIPHOW 03¢ YKJIaJblBaeTCsl B [JOIyCTHMbIE IpeAeNnbl. YKa3aHHBIE MPENeiisl
yCTaHABAMBAIOTCA MJI O0ECIeueHUs] COMOCTaBUMOCTH OnodapMareBTHYECKUX
CBOMCTB JIEKAPCTBEHHOH (OPMBI, B KOTOPOH BBITYyCKAIOTCA JIEKapCTBEHHBIE
npenapartel, in Vvivo (TO ecTh COMOCTaBUMOCTH HX 10 3((MEKTHBHOCTH
1 6€30IIaCHOCTH).

128. UccrnenoBanus 6HO3KBHUBAJIEHTHOCTH HE IIPOBOJSTCSA B OTHOILLICHHH:

a) IMMYHOOHOJIOTHYECKHX JIEKApCTBEHHBIX NIPENapaTos;

0) JeKapCTBEHHBIX npemnaparoB PacTUTEIBEHOTO IPOUCXOXKICHHUS,
B OTHOILIEHHH KOTOPEIX HE OBLI YCTAHOBJICH COCTaB;
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B) JIEKApPCTBEHHBIX IPENapaToB, He JOCTUTAIOIIUX CHCTEMHOI0 KPOBOTOKA,

I') JIeKapCTBEHHBIX IIperaparos, npeIHa3HAYEeHHBIX VIS
HHTPAIMCTEPHAIBHOTO I BHYyTPIMATOYHOI'O BBEICHMS,

1) IPOOHOTHIECKUX JIEKAPCTBEHHBIX [IPenapaToB.

129. [eiicTByromiee BEWECTBO B ped)epeHTHOM H B BOCIPOU3BEACHHOM
JIEKapCTBEHHBIX MpernapaTax JOHKHO HMETh 0JIMHAKOBYIO MOJIEKYJIAPHYIO GOpMY.

130. ITepen HavanoM HCCIIEHOBaHUA OWOIKBHBAJIEHTHOCTH MHOJDKEH OBITh
IpoBeIeH aHaIH3 00pas3sloB BOCIPOM3BEIEHHOTO M pPe(epeHTHOro J1eKapCTBEHHBIX
IperiapaToB Ha CoAep)XaHWe W MOMJIMHHOCTh JEMCTBYIOIIEro BELIECTBA
(meficTBYIOILINX BEIIECTB).

131. Ho3sl  pedepeHTHOr0O W  BOCIPOHM3BENCHHOTO  JIEKAPCTBEHHBIX
HpenapaToB HOJDKHBI ObIT onuHakoBhIMH. [Ipu BeIOOpe 403BI B Iepecyere Ha
IeicTByloIIee BEIIIECTBO clenyeT PYKOBOJICTBOBAaThCS HHCTpYKLIHEH
I10 BETEpHHAPHOMY PUMEHEHHIO peepeHTHOTO JIEKapCTBEHHOT'O Ipernapara.

132. B cnydae ecmu pedepeHTHBIA JIeKapCTBEHHBIM IMpemapaT MOXET
IOPUMEHSThCA B pasHBIX J03aX, CJHEQyeT HCIONb30BaTh MaKCHMAJIbHYIO
PEKOMEHIOBAHHYI0 MHCTPYKIHMEH IO BEeTEpHHApHOMY IIPHMEHEHHIO pedepeHTHOro
JIEKapCTBEHHOTO IpernapaTa 103y (Jajnee — peKOMEHAOBaHHAs 103a).

B ciydae ecnu mpeacTaBieHO HaydHOE OOOCHOBaHME HELEIecOO0pa3HOCTH
UCIIONIb30BaHMs B HCCIENOBAaHNK OHOSKBHBAJICHTHOCTH JICKAPCTBEHHOT'O IMpemapara
MaKCHMaJbHON PEKOMEHIOBAHHOW O3B, OMYCKAeTCs HCIONB30BaTh JIIOOYI0 J03Yy
U3 JWamna3oHa 103, YKa3aHHBIX B WHCTPYKIHH IO BETCPUHAPHOMY INPUMEHEHUIO
pedepeHTHOrO IEKapCTBEHHOTO NIperapaTa.

133. B ciydae eciu mpu BBeJeHWH PEKOMEHIOBAHHOM HO3BI AEHCTBYOLLIEE
BEIIECTBO (JeHCTByIOMME BELIECTBA) B KPOBH HE IOCTHTaeT (HE JOCTHUraloT)
OOCTYIHBIX Ui M3MEPEHHs COBPEMECHHBIMH METOJaMH 3HA4YeHHH, JOITycKaeTcs
UCIIOJB30BaHie OoJiee BHICOKHX [103, HO He 0ojiee TpEeXKpaTHOM pEeKOMEHIOBaHHOM
II03bI TIPH YCJIOBHH, YTO HCIIOJIB30BAHKE TAKUX 103 HE MPUBOAUT K BO3HUKHOBEHHUIO
HeXXeNaTeIbHBIX PeaKiiii OpraHu3Ma JXHBOTHOTO.

134. IloaroToBKy BOCHIPOM3BEAECHHOIO H peQepeHTHOro JEeKapCTBEHHBIX
IpernapaToB K BBEIEHHIO LI€TeBHIM >KUBOTHBIM ClIefyeT NPOBOJUTH OJHMHAKOBBIM
CIoco0OM, Tak, YTOOBI 3TO HE OKa3alo BIHAHHSA Ha pe3ylabTaThl HUCCIEIOBAHMI.
BBenenue JIeKapCTBEHHBIX MPENapaToB JODKHO OCYHIECTBISITHCS TaKUM 0Opa3oM,
YTOOBl KaXXJ0€ JKABOTHOE TapaHTHPOBAaHHO TMONYYWIO OIpPEAEICHHYIO 103y
JIeKapCTBEHHOTO Tpemnapara. JIis JieKapCTBEeHHBIX IperapaToB B ¢opMe TaliIeTok
C PHCKO# AOIMyCKaeTCsl MCIONB30BaHNUE Pa3eNeHHON M0 pHCKE 4acTH TabJIeTKH, B
TOM Cllydae, €CJIM HOPMATHBHBIM JOKYMEHTOM Ha JIEKapCTBEHHBIM IIperiapaTr
NpeAyCMOTPEH KOHTPOIb OTHOPOAHOCTH AO3HPOBaHHA YacTel TabIeTok.

135. Ecnu pedepeHTHBII TeKapCTBEeHHBIM IIpenapaT BBITYCKAeTCs C pasHOU
IO3UPOBKOH, HiccleJ0BaHue OMOSKBUBAIEHTHOCTH BOCIIPOU3BEAEHHOIO
NIEKapCTBEHHOrO IperapaTa JO/DKHO HPOBOAUTHECS IO OAHOM M3 JO3HUPOBOK IIPH
COOITIOICHUY CTIeTyIOIHX YCIOBHIA:

Ka4eCTBEHHBIH COCTaB JEHCTBYIOUINX BEIIECTB ¥ BCIIOMOIAaTEIbHBIX BELIECTB
pedepeHTHOr0 JIEKApCTBEHHOTO Ipenapara ¢ pa3HOH JO3UPOBKOH OAHMHAKOB
(3a HCKITIOUEHHEM KpacHTeNIeH U apOMaTH3aTOPOB);
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COOTHOIIIEHHE MEXIY coZlepXKaHueM NEHCTBYIOIIHAX BEIIECTB
¥ BCIIOMOTATebHBIX BEIIECTB PeEPEeHTHOTO JIEKAPCTBEHHOIO Mpernapara ¢ pasHoi
JO3UPOBKOM OAMHAKOBO;

TEXHOJIOTHS TPOM3BOJCTBA pedepeHTHOro JIEKApCTBEHHOIO Iperapara
C pa3HOM AO3UPOBKOM OJMHAKOBA.

136. MHorokpaTHOe BB€IEHHE IPU HCCISAOBAHMH OHOSKBHBAJIEHTHOCTH
JOJDKHO TIPUMEHATHCS IS

JIEKapCTBEHHBIX  HIpemapatoB ¢  3aMEMJIEHHBIM  BBICBOOOXKJIECHHEM
IOEeHCTBYIOIETO BeIecTBa, IpeAHAa3HAYeHHBIX M MHOTOKPATHOTO BBEIeHHA
¥ UMEIOIINX TEHIEHIINIO K HAKOIUIEHHUIO B OPTaHHU3ME;

JIEKapCTBEHHBIX MPENApaToB ¢ HACHIIIAEMBIM BEIBEICHHEM,

JIEKapCTBEHHBIX  IIPeraparoB, KOHIEHTPALHIO KOTOPEIX B  KPOBH
CYLIECTBYIOLMH aHAIATUYECKIMH METOJaMU He TMPEACTaBISAETCS BO3MOXKHBIM
OTIPEIeNIUTh NIPH OJHOKPATHOM BBEHACHUH.

B yka3zaHHBIX cCIlydasX @pH BBIOOpE KpaTHOCTH BBEACHHUSA CIEAYeET
PYKOBOACTBOBATHCSI MHCTPYKIMEH IO BETEpUHAPHOMY NMPHUMEHEHHUIO pedepeHTHOTrOo
JE€KapCTBEHHOTO TIperapaTa U oIpelensaTh KOHIEHTPAIMIO JEHCTRYIOIErO BEIIeCTBA
B KPOBH II€pe]l BBEACHUEM CIIEAyIOLIEeH N03bI IEKAPCTBEHHOTO TIpenapara.

137. Tlpu otcyTcTBHM B IUIaHE WCCIeAOBaHUA OOOCHOBaHHS s
MHOT'OKPAaTHOIO BBEJEHMS IIPU HCCIEAOBaHMM OMOIKBUBAJICHTHOCTH NPUMEHSETCS
OJIHOKpaTHOE BBEJI€HHUE JIEKapCTBEHHOI'O Iipernapara.

138.B cmygae ecnm HHCTpyKUHeH IO BETEPHHAPHOMY NPUMEHEHHIO
pedepeHTHOTrO0 JNIeKapCTBEHHOTO IMIpemapara MpefyCMOTPEHO HECKONBKO ITyTei
BBEJICHHUA, HCCIIeIOBaHNE OMO3KBUBAJICHTHOCTH BOCIPOU3BEICHHOTO
JeKapCTBEHHOrO Ipernapara MOXeT IIPOBOJUTHCS JIIOOBIM M3 YKa3aHHBIX ITyTel
BBelleHUs. [Ipu 3TOM B IUTaHe HCClIeJOBaHHS JOJDKHO OBITH yKa3aHO 0O0OOCHOBaHHE
B3aUMO3aMeHAEMOCTH Pa3HbIX MMyTeil BBEICHMUS.

B uHBIX ciiy4asx JOJKHO MPOBOAUTHECS HCCIENOBaHHE OMOAKBHBAJIEHTHOCTH
IpH BCeX cnocobax BBEACHHUA, IIPELYCMOTPEHHBIX IIPOEKTOM HHCTPYKLUH
10 BETEPYHAPHOMY IPUMEHEHHUIO BOCIIPOU3BEI€HHOTO JIEKAPCTBEHHOTO Mpemnapara.

139. Jluzaiin HCCJIEOBaHUA OHMO3KBHUBAJIEHTHOCTH MOJXKET OBITH
IepeKpPeCTHHIM, NapajUIeIbHBIM HIIH IIOCIeq0BaTEILHBIM.

140. TIlepexpecTHbIii nu3aifH NpeXycMaTpUBaeT BBENEHHE IMEPBOM TpYIINE
IIeJIEBBIX JKMBOTHBIX PE(EPEHTHOrO JIEKapCTBEHHOIO IIpemapaTa, BTOPOH TrpyIre
[ENEeBBIX JKUBOTHBIX — BOCIIPOW3BEJEHHOTO JIEKapCTBEHHOTO IHpemapara. Ilocie
OIPEJEICHHOT0 NEepHoJa BpEMEHH NEpBOM TIpymHIe JKUBOTHBIX BBOJHTCS
BOCIIPOM3BEACHHBIM JIEKAPCTBEHHBIM IIpenapaT, BTOpPOW TIpyINe JXHBOTHBIX —
pedepeHTHBIH JIeKapCTBEHHBIH ITpernapar.

Ilepuon MexIy BBeACHHAMH pe(EpEeHTHOro JeKapCTBEHHOrO Ipernapara
¥ BOCIIPOU3BEJICHHOT'O JIEKAPCTBEHHOTO Tpernapara rpyIine XABOTHEIX JTOJDKEH OBITH
HEe MeHee 4YeM INeCTHKPaTHBIA IIepHOf IIONyBHIBENEHUS JIECHCTBYIOLIETO
(meficTByromiux) BemecTBa (BeuecTB) U (unn) ero ( ux) meradosnuros. [Ipu HamMuUU
HayqHOTO OOOCHOBaHUSA MPOJOJDKUTENFHOCTh YKA3aHHOTO IEPHOJAa MOXKET OBITH
A3MEHEeHa, HO JOJDKHa oOecreudBaTh MaKCHMAaJBHO IIONHOE  BEIBEICHHE
IecTByIOEro (IedCTBYIOIIMX) BemecTBa (BemecTB) U (WIH) ero (1x) MeTaboIuTOB
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W3 OpraHu3Ma >KUBOTHOTO, a Takke OTCYTCTBHE OCTATOYHBIX (DPU3HOJOTHYECKHX
3¢ (eKTOB OT BBEIEHUS JICKAPCTBEHHBIX MTPEIIAPaTOB.

[Ipu wuccnenoBaHuM OWO3KBUBAIIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB,
JeHCTBYIOIINE BeleCTBa KOTOPBIX SIBIAIOTCA aHAJIOraMU BeIIeCTB, 00pa3yIOLMXCs
(MPUCYTCTBYIOIINX) B OPraHU3ME >XHBOTHOTO B IPOIECCE €r0 JKH3HEACATEIBHOCTH
(manee — sHIOTE€HHbIE BELIECTBA), IPOAOJDKUTENBHOCTD [IEPHOA MEXY BBEACHUIMHU
pedepeHTHOro JeKapCTBEHHOro Ipernapara U BOCIPOU3BENEHHOIO JEKapCTBEHHOTO
mpenapara TIpyIIe J>KUBOTHBIX JoDkHA ObITe oOGocHOBaHa. ba3zoBble ypoBHH
SHJOTCHHOI0 BEIleCTBA B KpPOBH JKMBOTHBIX I€PBOM H BTOpOil TIpYIIIEL,
ompejeNieHHbIE Iepel] BBEJEHUEM IIpernapaTa, He JOJDKHBI OKa3blBaTh BIUSHUS Ha
pe3ybTaThl HCCIIEOBAHHUS.

IIpu ucHONB30BaHUM TIEPEKPECTHOTrO Ju3aifHa KaXJOMy LEeJIEBOMY
JKABOTHOMY Cle€AyeT BBOIWTH JIEKAPCTBEHHBIM IIpernapaT B OZHOM U TOH e [103€
BO BCE IEPHOIBI HCCIICIOBaHHS.

IlepexpecTHblit AM3aliH CleAyeT HUCMONB30BAaTh B CIIy4ae HEBO3MOXXHOCTHU
IPUMEHEHHUS MOCIeNOBAaTeIbHOIO WM MAapalUleNlbHOr0 Ju3aiiHa Ha HMMEIoLEeMCs
KOJIMYECTBE JXUBOTHBIX OO IPH U3yUeHHH OHO3KBHUBAJICHTHOCTH JIEKAPCTBEHHBIX
IpenaparoB, [eHCTBYIOIIME BEMIECTBA KOTOPBIX  SBIAIOTCS  DHIOT€HHBIMH
BEIIIECTBaMHU.

IlepexpecTHblii Ou3ailH HE JOJDKEH MCIONB30BATECA IIPH IIPOBEINCHUU
WCCIEJOBAaHNS OWOIKBHBATEHTHOCTH HAa TeX BHAAX [ENEeBRIX IKUBOTHBIX,
($U3HONIOTUYECKOE COCTOSHHE OpraHW3Ma KOTOPBIX 3HAYUTEIBHO H3MEHHTCS
3a [EepHOJ IPOBENCHHS HCCIENOBAaHHSI OHOSKBHBAIIEHTHOCTH, 3a HCKIIOYEHHEM
Clly4yaeB, KOIJla eCTh Hay4yHOe OOOCHOBaHHE BO3MOXXHOCTH HCIIOJIB30BaHUSL
IIEPEKPECTHOTO AU3aliHa.

141. TNapamnensHbIii AM3aH NpeAycMaTpHBaeT OAHOBPEMEHHOE BBEIEHUE
IIEpBOil IpymnIe XWBOTHBIX pPe(EepeHTHOIO JIEKapCTBEHHOTO IIperapara U BTOPOH
rpymniie XUBOTHBIX BOCIIPOU3BEICHHOIO IEKAPCTBEHHOT'O Mpenapara.

[lapannenpHBIii  Ou3aiiH  clegyeT HCHONB30BaTh Ui  IPOBEASHUS
UCClIeIOBaHKS OMOKBUBAJICHTHOCTH B CIIEAYIOIUX CIIy4asX:

INEeUCTBYIOIIee BELIECTBO UK €ro MeTabONUTHI BBI3BIBAIOT (PU3HOIOTHUECKHUE
U3MEHEHHS B OpraHHW3ME J>XHBOTHOTO, KOTOpBIE BIIOCIEACTBHM MOTYT TOBIHATH
Ha (papMaKOKHWHETHKY JAHHOTO BEIIECTBA IPY IOBTOPHOM BBEJICHHU;

INEeUCTBYIOIIee BEIIECTBO MM €r0 METa0OMUTHl MMEIOT IUTENbHBIA IepHo
HOJyBBIBEJCHNUS WM TEHACHIMIO K KyMyJSIIMU B OpraHU3MeE JKUBOTHOTO, B CBA3H
C YeM MOBBIIAETCS PHCK MPHUCYTCTBHS OCTATOYHBIX KOJIHYECTB JIEKAPCTBEHHBIX
IpenapaToB IOClie BBEJCHUSA JIEKAPCTBEHHBIX MpeNapaTtoB JHO0 H3MEHsAETCS
(U3HOIOTNYECKOE COCTOSHUE KUBOTHBIX;

o0mmii 00eM KpOBH B OpraHH3Me >KMBOTHOTO HCKJIIIOYAET BO3MOXKHOCTH
IIOBTOPHOT'O UCITOJIb30BaHUs TaKUX KUBOTHBIX B UCCIIEHOBaHUH.

142. TlocnemoBaTesnbHBIM  OU3aiiH NpexycMaTpuBaeT IOCIEOBATENBEHOE
BBeJIeHHe TpyIIe JKUBOTHBIX pedepeHTHOro JIEKapCTBEHHOIO IIpernapara, a 3aTeM
BOCIIPOM3BEACHHOTO JICKAPCTBEHHOT'O Ipernapara.

Ilepuon MexIay BBeNeHUSMH pe(epeHTHOro JIEKapCTBEHHOro IIpernapara
¥ BOCTIPOU3BEIECHHOTO JIEKapCTBEHHOTO Mpenapara rpyIile XUBOTHBIX T0JIKEeH OBITh
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HE MeEHee 4YeM IIEeCTUKPATHbIM INepHOJ TMONyBBIBEJCHHS IEUCTBYIOIIETO
(meficTByromux) BeiecTBa (BemecTB) U (Win) ero (ux) Metabonutos. [Ipn HamHIHH
HAay4YHOro OOOCHOBaHMS MPOAODKHTENHHOCTh YKAa3aHHOTO IIEpHOJa MOXET OBITh
H3MeHEHa, HO JIOJDKHa oOecnedMBaTh MAakKCHMAJIBHO II0JHOE  BBIBEJICHHE
JeficTBytoLero (OeHCTBYIOUINX) BellecTBa (BemecTB) U (WIH) ero (Mx) MeTaboJIHTOB
W3 OpraHu3Ma >KMBOTHOTO, & TaKXe OTCYTCTBHE OCTAaTOYHBIX (HU3HOJIOTHIECKUX
3¢ (}eKTOB OT BBEACHHS JIEKAPCTBEHHBIX IIPeNaparos.

[TocnemoBaTesbHEIN AW3alH HEe AOJDKEH HCIOJB30BATHCS IIPH MPOBEACHHU
UCCIENOBaHNs OHOPKBMBAJICHTHOCTH HAa Te€X BHOaX IENE€BBIX JKABOTHBIX,
(GHU3UOJIOTHYECKOE COCTOSHHE OpraHu3Ma KOTOPBIX 3HAYUTENIBHO H3MEHHUTCS
3a MTepHO/I IIPOBEICHHUS UCCIICIOBaHIA OHO3KBHBAICHTHOCTH.

143. B cnydae ecnu HMHCTPYKIHEH I10 BETEPHUHAPHOMY IPHMEHEHHIO
pedepeHTHOro  JIEKapCTBEHHOro  Ipemapara  NpeAyCMOTPEHO  IpHUMEHEHUE
pedEepeHTHOTO JICKAPCTBCHHOTO TMpenapara HECKOJIBKHM BHJAaM  JKHBOTHBIX,
UccliefiloBaHHe  OMOIKBUBAJIEHTHOCTH  BOCIPOMW3BEACHHOTO  JIEKAPCTBEHHOTO
mpernapata BO3MOXXHO Ha OJHOM M3 YKa3aHHBIX BHJOB >KHBOTHBIX, €CIIH OHH
OTHOCSTCS K TETUIOKPOBHBIM KABOTHBIM.

144. In1  npoBeneHUA  HCCIEAOBaHUA  OHWOSKBHBAJIEHTHOCTH  MOTYT
UCIIONIB30BaThCsA JKUBOTHBIE JIIOOOro mosia. Bo3pacT XMBOTHBIX, MOpoja, Macca,
YPOBEHb IPOTYKTHBHOCTH (IJI CEIbCKOXO3SMCTBEHHBIX JKMBOTHBIX) B TPYIIC
XKVBOTHBIX, KOTOPOU BBOJUTCS peQepeHTHHIN JeKapCTBEHHEBIH IIpernapar, u IpymIe
XHWBOTHBIX, KOTOpOM BBOAWTCA BOCIIPOW3BEAEHHBIA IJI€KAPCTBEHHBIA IIperapar,
IOJDKHBI OBITH aHATOrMYHBIMU. Macca He TOJDKHA BBIXOAUTH 32 mpeaeiisl +20% s
XKHUBOTHBIX Maccoi 10 20 xr u +10% nns »xuBOTHBIX Maccoii 6omnee 20 KT OT cpeaHei
MAacCCHI 10 TPYTINE XUBOTHBIX.

145. B peHp BBelIeHHs JIEKapCTBEHHOrO Mpemapara JOCTYIl JKHBOTHBIX
K KOpMy JO/DKeH OBITh OrpaHW4YeH, ecld HHoe He OOOCHOBaHO B ILIaHE
HCCIIEIOBAHUSL.

146. )KuBoTHble M1 TIPOBEJCHUA HCCICAOBaHUA OHOIKBHUBAJICHTHOCTH
B TeueHue He MeHee yeM 30 cyrok (mTHIBI B TeueHWe 15 CyTok) HO Havaia
HCCIIeIOBaHUS OHOPKBHBAJIEHTHOCTH ) B MePHO/I HCCIIEIOBAHUS
OMOSKBHBAJICHTHOCTH HE JOJDKHBI MOJIy4aTh JCKaApCTBCHHBIX MPENapaToB, €CIH HHOE
HE TMpeoyCMOTPEHO IUIaHOM HcciefoBaHus. [Ipu mpoBemeHHH WCCIIEIOBAHUS
OHO3KBHBAJIEHTHOCTH JIEKapCTBEHHOTO npemnapara, obnanaromiero
IIPOJIOHTHPOBAHHBIM €HCTBHEM, YKa3aHHBIH EPUO JOJDKEH OBITh YBEJIHYCH.

147. Yucno >XMBOTHBIX B OJHOM TpyHIle MOJKHO OBITH HE MEHEe IIECTH.
Bonblee 4uciaO JXMBOTHBIX MOXXET MOTpeOOBAThCS NNl CpaBHEHHS pedepeHTHOro
U BOCIPOHU3BEACHHOIO JICKAPCTBEHHBIX IPENaparoB, O0JagarolMX 3HAYHTEIIHHON
BapuabenbHOCTHI0 (PapMaKOKMHETUUECKUX IapaMeTpoB, a TaKXKe MPHU MPOBEJCHUU
UCCIIeIOBaHUSI OMOIKBHBAJICHTHOCTH HA YXMBOTHEIX, Y KOTOPBIX HE MPEACTaBISIETCS
BO3MOXXHEIM IPOBOAUTH MHOTOKpATHBIH 3a00p OHOJIOTHYECKOT0 MaTepHala
B HEOOXOIUMOM KOJIUYECTRBE.

148. B kadectBe OHMOJIOTMYECKOrO0 MaTepuaja M  HCCIEeIOBaHHA
OHOSKBHBAJICHTHOCTH HCIIOJIB3YIOTCA CHIBOPOTKA, IUIa3Ma KPOBH HWJIH Ie/IbHAasA KPOBb.
B ciiydae HEBO3MOXHOCTU OTpeeNeHHss KOHLEHTpalMK JEHCTBYIOIIEro BELECTBa
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(meficTBylolIUX BelecTB) W (Wiau) ero (Mx) MeTabONMTOB B IIa3Me KpOBH,
CHIBOPOTKE, LIEBHONH KpPOBHU, NOIYCKAETCA OIpelesieHHe AEeHCTBYIOIIETO BellecTBa
(melicTBYIOIIMX BeIIeCTB) U (WIH) ero (UX) MeTabOTUTOB B TKAHSX.

149. CxeMa 1 npoA0DKUTENBHOCT 0TOOPA PO GHONIOTHYeCKOro MaTepraa
onpexaensercas ¢opMoit papMaKOKHHETHYSCKON KpHBOi (Tpaduka 3aBHCHMOCTH
KOHIIEHTPAIH ACHCTBYOIIETO BEMIECTBA B OTOOPAaHHOM OHMOJIOTHYECKOM MaTepHalle
OT BpEeMeHH, IpOILEAIIero C MOMEHTa BBEACHHS JIEKAPCTBEHHOI'O IIpemnapara).
Bre16op BpeMenu oTOopa mpoO OHOJIOTHYECKOro MaTepHalia JOJDKeH o0ecreYrBaTh
MOJlydeHHe HE MeHee TpeX ToueK i1 (a3sl MEePBOHAYAIBHOTO BO3pacTaHHS
KOHI[EHTpaI[MH JEeHCTBYIOIEr0 BellecTBa M HE MEHee IITH To4eK sd ¢a3bl ee
CHIW)KEHHS, 32 HCKIIOUEHUEM JIEKapCTBEHHBIX NpenapaTroB AJis BHYTPHUBEHHOTO
BBEJIEHUS.

B oTHOLIEeHWH JeKapCTBEHHBIX MpENapaTroB HJii BHYTPUBEHHOI'O BBEICHHS
BEIOOp BpeMeHH 01Oopa mpol GHOIOrHYecKoro Marepuaia JOJDKEH 00ecIednBaTh
IOJlydeHHe He MeHee TIIATH ToueK M (a3pl CHWKEHHS KOHIEHTPAaOuu
JIEUCTBYIOLIETO BELECTBA.

B oTHOmeHMHM JIeKapCTBEHHBIX MpenapaTtoB ¢  IPOJOHTHPOBAHHBIM
neficTBUeM BBIOOp BpeMeHH oTOopa mpo® OHoNOrMYeckoro marepuaia JIOJDKEH
JOTIOTHATENNBHO O0ecreunBaTh IOJydyeHHe He MeHee TpeX TOYeK i (ha3bl, Korma
MaKCUMallbHas KOHLIEHTpallys IEMCTBYIOMIEro BellecTBa (IEHCTBYIOIIUX BEIIECTB)
OTHOCHTEIIFHO MTOCTOSTHHA.

150. s momy4eHns: JOCTOBEPHOTO 3HAUYEHUS MAaKCUMAIBbHON KOHIIEHTpalNH
nelicTByromero BelecTBa (manee — Cmakc) oTOOp 00pas3iioB OGHOJIOTHYECKOTO
MaTepuaja B paifoHE BpeMEHH MJOCTH)KEHHS MaKCHUMAIbHOH KOHILIEHTPAlUU
IneiicTByIoNero BemecTBa (Hajiee — TMakc) MpOBOOUTCA C YAaCTOTOM, HOCTATOYHOMH
Uit 00ecieYeHHsT CTAaTUCTUIECKON 3HAYUMOCTH MCCIIeIOBaHMS.

151. IpogomxuTenbHOCTE 0TOOpa MpoO OMOJIOrHYECKOT0 MaTepraia JOJDKHA
OTIPEAEIIATHCS 110 CAEAYIONINM KPUTEPHIM:

a) Tepuoj  TONYBBIBEACHUS (IPONOJKUTENBHOCTH OTOOpa  mpoO
OHMOJIOrMYECKOro MaTepHalia JOJDKHA ObITh HE MeHee 4eM B YeThlpe paza OoJIblie
Ieproaa MOyBBIBEACHHUA JEHCTBYIOIIErO BELIECTRA);

0) BenMuYMHA IUTOMIAAM TIOA (papMaKOKMHETHYECKOW KpHUBOH (BelMYHHA
wiomanay mox dhapmMakokuHeTH4Yeckoil kpuBoit (nanee — [IOK) ¢ MomeHTa BBeIeHUS
JIEKapCTBEHHOTO TpemnapaTa O MOMEHTa 0TOOpa mocieaHeH mpoOsl 6HOIOTHIECKOTO
MaTtepuaia Uil yCpeAHeHHOH papMaKOKMHETHIECKON KPUBOM TOJKHA COCTABIATD HE
MeHee 80% ot II®PK ¢ MmomeHTa BBECHHS JIEKAPCTBEHHOI'O Mpenapara A0 YCIOBHOU
TOYKHU [IEPECEYESHHS C OCBIO BPEMEHH).

152. o Havama wuccinenoBaHus OHOIKBUBAIEHTHOCTH JI€KapCTBEHHBIX
IpernapaToB, AEWCTBYIOIIAE BEIIECTBA KOTOPHIX SBISIOTCA  DHAOT€HHBIMU
BEIIECTBaMH, HEOOXOIMMO 0TOOpaTh MPOoOEl GHONIOTHYECKOro MaTepHuaia OT KaXaoro
’KUBOTHOTO He MEHee ABYX pa3 B pa3Hble IEPHUOIBI BPEMEHH C LEJBIO ONpPeleIeHUs
(OHOBOTO YPOBHS SHJOTEHHOT'O BEIIECTBA B OpraHU3Me KUBOTHOTO.

153. B ciyuae ecnu I 3HIOTCHHOTO BEIIECTBA XapaKTEPHBI CYTOYHBIC
KOJIeOaHHd KOHIIEHTPAalUdh B OpraHu3Me >KUBOTHOTO, HEOOXOIUMO OIpenefTh
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KOHIIEHTPAIMIO SHAOTeHHOTO BEIIeCTBA C YAaCTOTOM, JOCTATOYHON I obecrieueHus
CTaTUCTUYECKON 3HAYMMOCTH UCCIIEIOBAHUSI.

154. TIpu wccnenoBaHuy OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Tpemnapara,
COAEPXKAIIero B COCTaBe HECKOIBbKO ACUCTBYIOMIMX BEIIECTB, CIEAYET OMpenessaTh
KOHLICHTPAIIMIO KaXIOTO [EHCTBYIONIET0 BELISCTBA, BXOMMAIIET0O B COCTaB
JIeKapCTBEHHOTO Tperapara.

155. B cimy4yae eciu ACHCTBYIOIIee BEIIECTBO JIEKAPCTBEHHOrO Ipemapara
He o0anaer apMakKoJOTHIECKONH aKTHBHOCTBIO M SPQPEKTHBHOCTD JIEKAPCTBEHHOTO
npemnapaTa omnpejensercs ero MerabonuroMm (MeraboMTamMu), ClieqyeT ONpelensiTh
KOHLIEHTPAIMIO YKa3aHHOT0 MeTabouTa (yKa3aHHBIX META0OIHTOB).

B ciydae eciu melCTBYIOIIee BEIECTBO JIEKAPCTBEHHOrO Mperapara U €ro
MeTaboauT (MeTaGoMUTEI) 00ManaT (apMaKoJIOTHYECKONH aKTUBHOCTHIO, CleIyeT
OIIpeNeNIATh KOHI[EHTPALIUIO BCEX aHAIUTOB.

156. B ciyuae ecnu AeCTBYIOIee BEHIECTBO JIEKAPCTBEHHOTO Ipenapara
COCTOUT U3 ABYX M Ooliee n30MepoB (WX HOJBEpraeTcs H30MEpU3alii B OpraHu3Me
’KUBOTHOTO), KOTOpbIE obsagaroT pa3Hoi (bapMaKOKMHETUKOU u
(dhapMaKkOIMHAMUKOM, CIIEAyeT OMpeleNsiTh KOHLIEHTPAIMIO KaxJaoro uzomepa. B
Clydyae ecClld TOJBKO OIMH U3 H30MepoB obiagaeT (apMakoIOrH4ecKou
aKTHBHOCTBIO, TIPU 3TOM (hapMaKkoJIorndeckasi akTHBHOCTh BTOPOrO H30Mepa HU3Kas
WIA TOJHOCTBIO OTCYTCTBYET, CIEIyeT OIpEeAeNsITh KOHIIEHTPAMIO TONBKO
aKTUBHOTO M30Mepa.

157. Metox onpeneneHus aHajinTa B OHMOJNOTMYECKOM MaTepHase IOKEH
HO3BOJIATH OIIpeZieNsITh KOHIIEHTPaLlU: aHaJIUTa, COOTBETCTBYIOLIHE
(bapMaKOJIOTHYECKH AKTUBHBIM KOHILIEHTpAIMsIM pedepeHTHOro JIeKapCTBEHHOIO
npemnapara, ¥ ObITh JIMHEHHBIM B YKa3aHHOM JHalla30He KOHIICHTPALHA.

158. Metoa onpenieneHns aHAIUTA JOJDKEH OBITh BAJIMIUPOBAH.

159. HwxHuil mpefen KOMMYECTBEHHOIO OIpEleNeHHs] MEeTOAa JOJDKEeH
obecrieunBaTh ONpeieieHne KOHLIEHTPAIluH, He TpeBbimaromnieit 5% ot Cmakc.

160. Ins  oLeHKH CpaBHHTENBHOM  OHONOCTYNIHOCTH  HCCIEAYyEMBIX
BOCIIDOM3BECHHOTO U  pedepeHTHOr0  JIEKapCTBEHHBIX  IIpernapatoB  IIpH
ONIpelieIeHN  CKOPOCTH M cTemeHH  abcopOmud B HCCIENOBaHHAX
OMOJKBMBAJIEHTHOCTH HCIONB3YyeTCS KpUBas «KOHIIGHTpaUsA — BpeMsi» U
cregyompe (apMakOKMHETHYeCKHE TIapaMeTpel C Y4eTOM HX JOIYCTHMBIX
orkionenuii: [IOK, Cmakc B OuosormdyeckoM Matepuane, oTHoueHue (Cmakc K
T1DK.

161. PedepenTHBlii U BOCHPOW3BEINESHHBIM JIeKapCTBEHHbIE IpeMapaThl
CUUTAIOTCA OMOIKBUBAICHTHBIMH, €CIIH OTHOLIEHHE BEPXHEM M HIDKHEH T'PaHHUIIBI
noseputenbHoro wuHtepBasia Cmakce, IIPK u Cwmakc/IIOK BocnpomsBeneHHOro

1 pedepeHTHOro JIEKapCTBEHHBIX IpenaparoB Haxoautcs B npenenax 80-125% nns
Cmaxc u [1TOK u 75-133% nna Cmaxc/I1OK.




