Brnumanue! B coomeemcmeuu ¢ nynkmom 3 0aHHblIl 00OKYMEHH 6CHIYRAent 6 CUJIY
HO UCMeYeHUU uWeCmu Mecayes co OHA 0PuUUUAIbLHOZ0 ONYOIUKOBAHUS
(onyonukoean na OuyuanvbHom uHmepHem-nopmane npagosoil uHGopmayuu
http://www.pravo.gov.ru - 06.06.2018).

3apeructpupoBano B Muntocte Poccuu 5 uronst 2018 r. Ne 51296

MHUHUCTEPCTBO CEJIBCKOI'O XO3SIMCTBA POCCUUCKOM
®EJEPALIUU

INPUKA3
ot 6 mapta 2018 r. N 101

Ob YTBEPXJIEHUU ITPABUJI
HPOBEAEHUA JOKIMHUYECKOI'O UCCJIIEJOBAHUA
JIEKAPCTBEHHOI'O
CPEACTBA JIAA BETEPUHAPHOI'O IIPUMEHEHUSA, KIMHUYECKOI'O
NCCIIEAOBAHUA JJEKAPCTBEHHOI'O ITPEITAPATA JIJIA
BETEPUHAPHOI'O
INPUMEHEHUWA, UCCIIEJOBAHUA BUO3KBUBAJIEHTHOCTH
JIEKAPCTBEHHOI'O
ITPEITAPATA JIUISA BETEPUHAPHOI'O IPUMEHEHUA

B nensax peasmsannu craten 12 @enepanbHoro 3akoHa or 12 anpens 2010 r. N
61-®3 "OO6 obOpamenun sekapcTBeHHBIX cpeAcTB" (CoOpaHuMe 3aKOHOIATEIHCTBA
Poccutickon ®enepanun, 2010, N 16, ct. 1815; N 31, ct. 4161; N 42, ct. 5293; N 49,
cT. 6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446; N 53, ct. 7587; 2013, N 27, cT.
3477; N 48, ct. 6165; 2014, N 11, ct. 1098; N 43, ct. 5797; N 52, ct. 7540; 2015, N
10, ct. 1404; N 27, cT. 3951; N 29, ct. 4359, cT. 4367, cT. 4388; N 51, cT. 7245; 2016,
N1, ct.9; N 23, ct. 3287; N 27, c1. 4194, c1. 4238, cT. 4283; 2017, N 31, c1. 4791, cT.
4827; 2018, N 1, ct. 9) u B COOTBETCTBUU C TOANMYHKTOM 5.2.25(29) mynkta 5
[Tonoxennss o MuHHCTEpCTBE CeNbCKOro xo3siictBa Poccuiickonn depepannu,
yTBEpAKIAEHHOIro MnocraHoBieHuemM IlpaBurenbctBa Poccuiickoit Penepanuu ot 12
ntoHs 2008 1. N 450 (Cobpanue 3akoHomarenbeTBa Poccuiickont @eneparuu, 2008, N
25, ct. 2983; N 32, ct. 3791; N 42, ct. 4825; N 46, ct. 5337; 2009, N 1, cT. 150; N 3,
cT. 378; N 6, cT. 738; N 9, c1. 1119, cT. 1121; N 27, cT. 3364; N 33, cT. 4088; 2010, N
4, ct. 394; N 5, ct. 538; N 16, ct. 1917; N 23, ct. 2833; N 26, ct. 3350; N 31, cT.
4251, cT. 4262; N 32, c1. 4330; N 40, cT. 5068; 2011, N 6, cT. 888; N 7, c1. 983; N 12,
cT. 1652; N 14, ct. 1935; N 18, ct1. 2649; N 22, cT. 3179; N 36, cT. 5154; 2012, N 28,
cT. 3900; N 32, ct. 4561; N 37, ct. 5001; 2013, N 10, ct. 1038; N 29, ct. 3969; N 33,
cT. 4386; N 45, c1. 5822; 2014, N 4, ct. 382; N 10, ct. 1035; N 12, cT. 1297; N 28, CT.
4068; 2015, N 2, ct. 491; N 11, ct. 1611; N 26, ct. 3900; N 35, ct. 4981; N 38, cT.
5297; N 47, ct. 6603; 2016, N 2, ct. 325; N 28, cT. 4741; N 33, ct. 5188; N 35, crT.
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5349; N 47, ct. 6650; N 49, cT. 6909, ct. 6910; 2017, N 26, ct. 3852; N 51, ct. 7824),
IPUKa3bIBAIO:

1. VYrBepaurs npunaraemele [lpaBuna mpoBeneHHs — TOKIMHUYECKOTO
UCCIIEIOBAHMS  JIEKAPCTBEHHOI'O CpEACTBA Uil  BETEPUHAPHOIO  IIPUMEHEHMS,
KJIIMHUYECKOTO MCCIICJOBAaHUs JICKQpCTBEHHOIO IIpemnapara sl BETEPUHAPHOTO
OPUMEHEHUs, MCCIEN0BaHUs OMOAKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO Ipernapara Jyls
BETEpUHAPHOIO IpUMeHeHus (nanee - [Ipasuia).

2. YcraHoBuTh, uto [IpaBuna mpuMEHSIOTCA K HCCIEAOBAHUSIM, ITPOBOJUMBIM B
paMKax JOKIMHUYECKUX MCCIEAOBAHUMN JIEKAPCTBEHHBIX CPEJICTB I BETEPUHAPHOTO
NPUMEHEHUS W KJIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX IIpernapaToB JJis
BETEPUHAPHOTO TMPUMEHEHHUA, IUIaHbl IPOBEICHUS KOTOPBIX YTBEPKIACHBI IOCIE
BCTYIUIEHHUS B CHJIY HACTOSIIETO MTPUKa3a.

3. Hacrosimmii npyuka3 BCTYIIA€T B CUJTY 110 UCTEYEHHUH IIECTH MECALIEB CO JHS €r0
o(pUIMATBHOTO OIyOJINKOBAHUS.

Munuctp
A.H.TKAYEB



Y TBepKICHBI
npukazoM MuHcenbxo3a Poccun
ot 6 mapta 2018 r. Ne 101

ITPABHUJIA
IMPOBEJEHHUA JOKIMHNUYECKOI'O HCCJIEJOBAHUAA
JIEKAPCTBEHHOI'O
CPEJACTBA JIsA BETEPUHAPHOI'O IPUMEHEHUA, KIMHUYECKOI'O
HNCCIEAOBAHUA JJEKAPCTBEHHOI'O IIPEITAPATA JIJIA
BETEPUHAPHOI'O
HNPUMEHEHUSA, UCCIIEJOBAHUSA BUO3KBUBAJIEHTHOCTHU
JIEKAPCTBEHHOI'O
HPEITAPATA JIJ1A BETEPUHAPHOI'O IPUMEHEHUSA

I. O0mme TpedoBanus

1. Hacrosimue IIpaBuiia ycTaHaBIMBaKOT MOPSIOK MPOBEACHUS JOKIMHUYECKOTO
UCCIIEJIOBaHUS JIEKaPCTBEHHOTO CpPEACTBa JJi BETEPUHAPHOTO NPUMEHEHUs (Janee -
JOKJIIMHUYECKOE HCCIIEJIOBAHNUE), KIMHUYECKOTO HCCIEIOBaHUS JIEKapCTBEHHOIO
npernapara i BETEpUHAPHOTO NMPUMEHEHMs (Aajiee - KIMHUYECKOE HCCIIEOBAHMUE),
WCCIIeIOBaHMs OMOKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Tperapara Jjisi BETEpPUHAPHOTO
MpUMeEHEHUs (fajiee - ucciel0BaHne OMO3KBUBAJIEHTHOCTH).

2. I[OKJII/IHI/ILIGCKOS HCCJIICAOBAHNC, KIIMHHMYCCKOC HCCICOOBAHUC (B TOM YHUCIJIC

UCCIIEI0BaHUE OMOAKBUBAJIEHTHOCTH ) TIPOBOISITCS o YTBEPKJACHHOMY
pa3pabOTUYMKOM  JIEKapCTBEHHOTO CpeAcTBa (mpemapara) AJid BETEPUHAPHOIO
NpUMEHEeHUs1 (najiee - pa3pabOTUMK) IJIaHYy C BEJACHUEM IIPOTOKOJIOB ATUX

WCCJIEIOBAHUN U COCTABJICHHEM OTYETOB, B KOTOPBIX COJEPIKATCS PE3YJbTaThl ATHUX
UCCIIEI0OBAHMIA.

3. Jlna opraHuMzauMd W OPOBEACHHUS JOKJIMHUYECKOTO  HMCCIIEIOBAaHUS,
KJIMHUYECKOTO0 MCCJIEJOBaHUSA pa3pabOTUYMK MOXKET TMPUBJIEKaTh OpTraHU3aINH,
MMeEIOIMe HEOOXOAMMYI0 MaTEepUaIbHO-TEXHUYECKYI0 0a3y M KBAIU(PUIIMPOBAHHBIX
CIICIIMAINCTOB B COOTBETCTBYIOIIEH 00JIACTH HCCIIENOBaHUS (7ajgee - CTOPOHHSS
OopraHu3aIus).

4. TlonmHOMOYMS, OTBETCTBEHHOCTh M OOS3aHHOCTH JIMI, OTBETCTBEHHBIX 3a
MPOBEJICHUE JTOKJIMHUYECKOr0, KIMHUYECKOTO HCCIEIOBAHNM, YCTaHABIMBAIOTCS
MPUKa30M (pacropspKEHUEM) PYKOBOIUTENS pa3paboTIHKa.

[TonHOMOUYMS, OTBETCTBEHHOCTb M OO0S3aHHOCTH JIUI, YYacTBYIOIIUX B
IIPOBEICHUM JOKJIMHHYECKOT0, KIMHUYECKOTO HCCIENOBaHUM, a TakXke JIHIL,
OTBETCTBEHHBIX 3a OCYIIECTBICHHE HCCIEJOBAaHUM, NPOBOAUMBIX B paMKax
JOKJIMHUYECKOr0, KIMHAYECKOIO MCCIEIOBAHMM, YCTAHABIMBAKOTCA MPHKA30M
(pacnopsbkeHHEM) PYKOBOJIUTENS pa3padoTyuka, Ju00 B clyyae MpHUBJICUYEHUS
CTOPOHHEN OpraHu3alMUh - MPUKA30M (PACIOPSHKEHHEM) PYKOBOAMTENS CTOPOHHEH



OpraHM3aIliH, KOMHS KOTOPOrO HAMpaBisieTcs pa3padOTYNKy B TEUCHHE TpeX pabouux
JHEW ¢ MOMEHTA €ro MOIUCaHMSL.

5. Jluma, OTBETCTBEHHBIE 3a MPOBEACHUE AOKIMHHUYECKOTO, KIMHAYECKOIO
UCCICJIOBAaHUM, a Tak)Ke JIMIAa, OTBETCTBEHHBIC 3a OCYIICCTBIICHHE HCCIEIOBAHUM,
IPOBOJMMBIX B paMKax JOKIMHHUYECKOTO, KIMHUYECKOTO HCCIICIOBAHUM, TOJKHBI
OBITh O3HAKOMJICHBI Pa3padOTUMKOM C pe3ylibTaTaMHd paHee IPOBEIACHHBIX
UCCIIeIOBAaHUM W ¢ MH(pOpMaIMel, KOTOpasi MOXKET OKa3aTh BIMSHHUE Ha PE3yJIbTaThl
HCCJIEIOBAHUSL.

6. OTueTsl O pe3yibTaTax IJOKIMHUYECKOTO W KIMHUYECKOrO HCCIEI0BaHUMN
COCTABJISIIOTCS Pa3pabOTYMKOM C YYETOM 3aKIIOYEHUI CTOPOHHMX OpraHu3anuii (B
Cily4ae MpUBJICUCHHUS TAKUX OpraHu3aIiunil).

7. JloxkymeHTbl, odopmisieMble TpU NPOBEACHUU JTOKIMHUYECKOIO U
KJIIMHUYECKOI'O MCCIIEIOBAHNN B COOTBETCTBHM C HAacToAmmMMH IIpaBunamu, moasexar
Y4ETy B BJIEKTPOHHOM U (WIKM) OyMa)XHOM BHUJE OpraHu3ainuen, ux oopMuBIici, B
KypHasie (KypHasiax) y4yerta. B kypHane (kypHaiax) y4dera JOJDKHBI ObITh yKa3aHbI
HAaVMEHOBAaHME, JaTa, HOMEp TOKyMEeHTa (IpU HAIM4YMK), a TaKkKe (pamMuius, uMms,
OTYeCTBO (IIpPU HAJIMYMHU) JHIA, OCYIIECTBUBIIEIO 3alUCh B KypHalle (KypHaiax)

y4era.

8. JlokyMeHThI, odopMiIsieMble TpPU TMPOBEACHUU JOKIMHUYECKOTO U
KJIMHUYECKOT'0 MCCJIEAOBAaHUM B COOTBETCTBUU C HacTosmuMmu IlpaBunamu, miam ux
KOIIMH TIOJIJIEkKAT MOCTOSSHHOMY XPaHEHUIO Y pa3padoTuHKa.

9. JHoxymentsl, odopmisieMble CTOPOHHEW OpraHu3anyeid Mpu MPOBEIACHUU
JTOKJIIMHUYECKOTO M KJIMHUYECKOTO HCCIEAOBAHMM B COOTBETCTBMU C HACTOSAIIMMU
[IpaBwiamu, WauM WUX KOMHUU TMOJICKAT XPAHEHUIO B CTOPOHHUX OpraHu3anusx (B
cllydyae WX TPUBJICUEHHUS) B TeueHHe Tpex JieT. HeobxoaumocTh nampHEHIero
XpPaHEHUsI B CTOPOHHUX OpPTraHU3alMsIX YKa3aHHbIX JOKYMEHTOB WJIM HUX KONUH
OTpEeNEeNsieTCs  JOTOBOPOM,  3aKJIIOUYEHHBIM  pa3pabOTYMKOM UM CTOPOHHEH
OpraHU3aIUEH.

I1. IIpaBuiia npoBeeHUs JOKJINHUYECKOT0 UCCJIeI0BAHUS

10. K 1OKINMHUYECKUM UCCIIENOBAHUSIM OTHOCITCS:

u3ydyeHue (¢apMakoJUHAMHUKK  JICWCTBYIOIIEr0  BellecTBa  (IeHCTBYIOLIUX
BELIECTB) JIEKAPCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO INPUMEHEHUus (Janee -
JIEKapCTBEHHOE CPEICTBO), BKJIIOUAOLIEE U3y4eHUe cnenuduyeckon
(apmakonoruyeckoil) akTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

U3ydeHUE OOIETOKCUYECKUX CBONCTB JIEKAPCTBEHHOTO CPEJCTBA (B TOM YHUCIIE
OCTpOii, CcyOXpOoHUYECKON u (nm) XPOHUYECKOHN TOKCUYHOCTH,
MECTHOPA3APAXKAIOILIET0 JEHCTBUS JIEKAPCTBEHHOTO CPEJICTBA);



U3ydeHHUe Crenu(puaeckoil TOKCHIHOCTH JIEKAPCTBEHHOTO CPECTBA (B TOM YHCIIC

UMMYHOTOKCHYHOCTH, aJJIEPTe€HHOCTH, PENpPOTyKTUBHOU TOKCUYHOCTH,
TEpPaTOT€HHOCTH, AMOPHUOTOKCUYHOCTH, MYyTareHHOCTH C MPOTHO30M
KaHIIEpOT€HHOCTH );

W3yYEHHE TMEPEHOCUMOCTH 3J0POBBIMU KUBOTHBIMH TE€X BHUIOB, KOTOPHIM
NpelHa3HavYaeTCcsl HCCIeAyeMbId JIEKQpCTBEHHBIM Tpermapar [jisi BETEPUHAPHOTO
OpUMEHEHUsl (Jlajee - IieJIeBble >KUBOTHBIC), MPU OAHOKPATHOM M MHOT'OKPATHOM
BBEJICHUU B T€paneBTUYECKON (TIPOQUIAKTUUECKON) U TTOBBIIIEHHBIX 103aX;

n3ydeHue GapMaKOKHHETHKH JCHCTBYIOIIETO BEIIECTBA (ACHCTBYIOIINX BEIIECTB)
JIEKapCTBEHHOI'0 cpeacTBa U (WiaM) ero meradboiuta (MeTabOJIMTOB) B OpraHU3ME
ICJICBBIX KUBOTHBIX;

U3Y4YEHUE CPOKOB BBIBEJICHUSI OCTATOUHBIX KOJIMYECTB JICUCTBYIOIIETO BEIECTBA
(meiicTByrommx BemiecTB) W (WiM) ero Meradonuta (MeTabOIMTOB) M3 OpraHU3Ma
IIEJICBBIX TTPOTYKTUBHBIX KUBOTHBIX B IIENIIX oOecIreueHuss 0€30macHOCTH POTYKITUN
’KUBOTHOTO TTPOUCXOXKICHHS TTOCIIC IPUMEHEHHS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
mpenapara Jjisi BETCpUHAPHOTO MPUMEHEHUsS (7anee - JCKApCTBEHHBIM Ipemapar) B
MaKCUMaJbHOW PEKOMEHIOBAaHHON Pa3pabOTYMKOM J103€.

11. B cnyuae, eciau JeHCTBYIOIIMM BELIECTBOM HCCIEAYEMOTO JIEKAPCTBEHHOTO
CpeICcTBa SIBISETCS JCUCTBYIOIIEE BEIIECTBO, BXOJSIIEE B COCTaB JAPYroro
3aperucTpupoBaHHoro B Poccuiickoi denepannu JEKapCTBEHHOIO IIperapara, K
OTYETY O pe3yNbTaTax JOKIMHHYECKOTO UCCIICJOBAaHHS B3aMEH OTYETOB O pe3yIbTaTax
uccienoBanus  (apMaKOJAWHAMUKHA JICUCTBYIOIIETO BEHIECTBA JICKAPCTBEHHOTO
CpEICTBa, a TaKXke Creuu(puYecKol TOKCMYHOCTH JIEKapCTBEHHOI'O CpEACTBa IpH
HAJIMYUA HAYyYHOTO OOOCHOBAHHUSI MOXKET MpUiIaratbcsi 0030p HAy4dHBIX pPabOT Mo
yKa3aHHBIM BHJIaM UCCIIEIOBaHUI.

12. Cobop, oOpaboTka U XpaHEHHUE HHPOpPMALMM, TOJy4YaeMOd B XOJe
JOKJIMHUYECKOTO UCCIIeI0BaHus, TOJKHBI 00ecreynBaTh MOJYyYEHHE TOCTOBEPHOIO U
000CHOBAaHHOTO MPEJCTABIECHUS O OE30MACHOCTH U (PapMaKOIOrMUYE€CKON aKTHUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA.

13. JIuma, OTBETCTBEHHBIE 3a MPOBEACHUE AOKIMHUYECKOTO HCCIEHOBAHUS, U
JUIA, OTBETCTBEHHBIC 3a OCYIIECTBICHUE WCCIICIOBAHUN, TPOBOAMMBIX B paMKax
JTOKJIMHUYECKOTO  HMCCJICAOBaHUSA, JOJDKHBI HMMETh  BBICIIEE  BETEPHHAPHOE,
MEIUIMHCKOE,  (hapMalleBTUYCCKOE, XHUMHYECKOE, OHOTEXHOJIOTHYCCKOE  HIIH
Ouosiornyeckoe oOpa3oBaHME W CTaX pabOThl B 00JACTH  JOKJIMHUYECKHUX
HUCCIIeTOBaHUM.

14. Jluna, ywacTByIOIIME B NPOBEACHUU JOKIMHUYECKOTO HCCIEI0BaHUS,
JIOJDKHBI UMETh KBATM(DUKAITMIO B COOTBETCTBYIOIIEH 00JIaCTU UCCIIEIOBAHMS.

15. HI/IHa, OTBCTCTBCHHLIC 3a IIPOBCACHNC NOKIMHUYCCKOIO MCCICA0OBAHMA, JIMIIA,
OTBCTCTBCHHBIC 3a IMPOBCACHUC HCCHCHOB&HHﬁ, IMPOBOAHNMBIX B paMKax



JNOKJIMHUYECKOTO  HWCCIENOBAaHMS, U  JMIA, YYaCTBYIOIIME B  MPOBEJICHUU
JOKJIMHUYECKOTO HCCJIEIOBAHUS, JIOJDKHBI OBITh O3HAKOMIIEHBI IO/ POCIHUCH
PYKOBOJMTENIEM OpraHu3allid, MPOBOASIICH HccIeoBaHue, ¢ TUIAHOM UCCIIEeI0BaHuUs,
MOJIHOMOYHUSIMH, OOS3aHHOCTSIMU TPHU MPOBEJACHUU JTOKIMHUYECKOTO HMCCIEIOBAHUSA,
uH(popmalmeit 00 uccieyeMoM JIEKapCTBEHHOM CPEJICTBE, a TakkKe ¢ MH(pOpMaluen o
BO3MOYHBIX OMACHOCTSAX, BOZHUKAIOUIUX MPHU pabOTe C JIEKApCTBEHHBIM CPEJACTBOM.

16. Jluia, OTBETCTBEHHBIE 3a NPOBEACHUE JOKJIMHHUYECKOTO WCCIIEAOBaHUsA,
JTOJIKHBI:

HE JIONYCKAaTh OTKJIOHEHUH OT IJIaHA UCCJIEAOBAHNS, BHECEHUSI B HETO N3MEHEHU
0e3 coryacus pa3pabOT4MKa, 3a MCKIIOYEHHEM H3MEHEHUU, HEOOXOIUMBIX IS
YCTPAHEHUsI yrpo3bl KU3HU M 3JI0pPOBbIO JIOJIed M HEOOOCHOBAHHOW rubenu
YKUBOTHBIX, UCIIOJIb3YEMbIX MPHU MPOBEICHUH JOKIMHUYECKOTO UCCIIeIoBaHus (J1anee -
AKCIIEPUMEHTAJIbHBIC KUBOTHBIC);

o0ecreunTh CBOEBPEMEHHBIM cOOp MOJYYEHHBIX PEe3ylbTaTOB, PETHCTPALUIO
OTKJIOHEHHW OT IUIAHA HUCCJENOBAHMUS C YKAa3aHUEM NPUYMH U OLIEHKON BIIMSHUS
BHECEHHBIX M3MEHEHHMI Ha IMOJYYEHHBbIE pE3YyJbTaThl, a TAKXKE MPU HEOOXOAMMOCTHU
MPUHATH MEPHI 110 YCTPAHEHUIO BBISBICHHBIX OTKJIOHEHUM;

00eCIeYnTh HHTCPIPCTALIMIO W aHAJIN3 I10JIY4YaCMbIX PC3YIIbTATOB, IIOATI'OTOBKY
oT4yeTa O pe3yibTarax MAOKIMHHUYCCKOIO0 HCCICOOBAHUA, KOHCI)PII[@HL[I/IEUIBHOCTB
ITOJIYYCHHBIX PC3YJIbTATOB.

17. PykoBoauTeNnb OpraHu3alid, IMPOBOJAIICH HCCIEAOBAHUE, JOJDKEH
oOecrieunBaTh BBHINIOJIHEHUE TPEOOBAHUM, YCTAHOBJICHHBIX IUIAHOM HCCJIEAOBaHUSA,
OOBEKTUBHOCTh M  HE3aBUCUMOCTb  IPOBEACHUS  HCCIEIOBAHUS U  HECTH
OTBETCTBEHHOCTH 32 JJOCTOBEPHOCTH MOJYYaEMbIX PE3YJIbTATOB.

18. Tlomemenus, mnpeaHa3HAYCHHBbIE JUII MPOBEACHUS JOKJIMHUYECKOTO
HCCIIeIOBaHMS, JOJDKHBI ~ COOTBETCTBOBAaThH  TPeOOBAaHMSM  3aKOHOJATEIbCTBA
Poccuiickoit  ®emepaniun  u  o0ecredynBaTh HEOOXOIUMBIC JIJII  IPOBEIACHUS
JTOKJIMHUYECKOTO UCCIIEAOBAHUS TEMIICPATYPHBIE U BIA)KHOCTHBIC PEKUMBI.

19. IlmanupoBka  NOMEIIEHUM, MPEJHA3HAYEHHBIX I NIPOBEACHUS
JOKJIMHUYECKOTO UCCIIeI0BaHUs, 10JKHA 00eCIeunBaTh:

U30JIAINI0 (KapaHTHH) TOCTYIAOIINX IKCIIEPUMEHTAIBHBIX JKHBOTHBIX, OOJTBHBIX
AKCIIEPUMEHTAJIBHBIX KUBOTHBIX M DKCIIEPUMEHTAIBHBIX KMBOTHBIX, T10/I03PEBAEMBIX
B HOCHUTEIIbCTBE MH(DEKITHIA,

XpaHeHHe  KOpMOB, OOOpyJOBaHUSI W  HMHBEHTaps [UI1  yXxojga 3a
DKCIIEPUMEHTAJIBHBIMU ~ JKMBOTHBIMM  W30JMPOBAHHO OT  MECT  COJAEpKaHUs
HKCIIEPUMEHTAIbHBIX KUBOTHBIX;

M30JMPOBAHHOE XpaHEHUE 0O0pa3lOB HCCIENYEMBIX JIEKAPCTBEHHBIX CPEJICTB, B
TOM YHCJI€ apXUBHBIX 00pa310B JIEKAPCTBEHHBIX CPEICTB;



HN30JIMPOBAHHOC XPAaHCHUC PCAKTHBOB, PCAarcHTOB, TCCT-CUCTCM MU CTAHAAPTHBIX
BCIICCTB,

HN30JIMPOBAHHOC XPAHCHUC II0JY4YaCMbIX OTXOAOB MO0 HX YTHIMW3aOUHW WA
YHUYTOKCHUA,

H30JIMPOBAHHOC XPAHCHHUEC JOKYMCHTOB,
BO3MOKXHOCTB BCKPBITHUSA MMABIIUX SKCIICPUMCHTAJIbHBIX )KUBOTHBIX,

IMIPOBCIACHUC MOﬁKH, ,HGBI/IH(i)GKHI/II/I HHBCHTApPA, IIOAT'OTOBKY KOPMOB U YIAAJICHHUC
OTXOO40B.

20. Bo03MOXHOCTh HECAHKIIMOHUPOBAHHOT'O JIOCTyIla ITIOCTOPOHHHMX JIUI[ B
MOMEIIECHUS], MPEIHA3HAYCHHbIC ISl TPOBEACHUS JTOKJIMHUYECKOTO HCCIEI0BaHMUS,
JIOJKHA OBITH UCKITIOUYEHA.

21. [IloMemieHus, NpeaHA3HAYCHHBIE [JI MPOBEACHUS JIOKIMHAYECKOIO
WCCIICIOBaHUS, JIOJDKHBI B COOTBETCTBUM C  TpaUKOM, YCTaHOBJICHHBIM
PYKOBOJIMTEIIEM  OpraHu3alli¥, [MPOBOIAIICH  JIOKJIMHUYECKOE  HMCCIEIOBAHUE,
MOJBEPTaThCs BIIAXKHOW YOOpKE C HCIOJIB30BAHUEM JE3MH(GUIMPYIOMHNX CPEICTB,
obecrieunBaroIeit 0e30MacHOCTh padOThl B HUX, HO HE OKa3bIBAIOIICH BIMSHHUS Ha
MIOJIy4a€MbI€ PE3YJIbTATHI.

22. llpu mpoBeneHUH MOKIMHUYECKOTO HCCIEIOBAHUSA JOJDKHO MPUMEHSATHCA
U3MEPUTEIHLHOE U HCIIBITaTelIbHOE 000pyaoBaHue (J1ajiee - 000pyI0BaHKE), KOTOPOE
MIPOILIO MOBEPKY WIIK MHON HEOOXOIUMBIN KOHTPOJIb.

23. OOopyaoBaHuE€ JIOJDKHO JKCIUTyaTUPOBAaThCS U OOCHY)XMBAaThCsl B
COOTBETCTBHUH C JIOKYMEHTallMel Ha 000py/I0BaHUE, YTBEPKIECHHON MPOU3BOIUTEIIEM
o0opynoBaHus (j1anee - TOKyMEHTaIIus).

24. CotpynHrkam OpraHu3aIvH, MPOBOAIICH HCCJIEI0OBAHUS,
AKCIUTYaTUPYIOIKUM OO0OPYJIOBaHHE WM OOECIECYMBAIOIIUM €ro 00CIIyKHBaHUE,
JIOJIKHBI OBITH JIOCTYIIHBI CIIEYIONINE CBECHUS:

HAaUMEHOBaHUE 000PYI0BAHUS, TPOU3BOIUTEIIS;

MO O0OpYJIOBaHMS, CEpUMHBIN (3aBOACKOM) HoMmep (NIpWU HAJIWYMM), JaTra
MOJTYYEHHS] M TMOCTAaHOBKM Ha YYET, JaTa 3alyCcka B AKCIUTyaTalli0, WHBEHTapHBIM
HOMED;

MECTO PACIIONIOKEHHUS 000PYJOBaHMS;
CBEJICHUSI O MECTE XpaHEHUs JOKYMEHTAIIMU Ha 000PYI0BaHUE;
JTAaHHBIE O COTPYAHHMKE, OTBETCTBEHHOM 3a MCIO0JIb30BaHUE 000PY0BAHMUS;

JaHHBIE O COTPYAHHKE, OTBETCTBCHHOM 3a TEXHHYECKOE OOCITyXKMBaHHUE
000pyI0BaAHUS;



3allCU O TIAHOBOM OOCIIY>KMBaHHHM OOOpPYIOBaHUS M PE3yJbTaTaX MpPOBEIACHHUS
npo(UIAKTUYECKMX OCMOTPOB, C yKa3aHMEM JaTbl W MOANHNCH COTPYIHHKA,
OTBETCTBEHHOT'O 32 TEXHUYECKOE 00CTyKUBAHUE 000PYI0BaHUS;

3alMCH O TNOBPEXIEHUAX, OTKazax B paboTe, pEeMOHTEe O0OOpYyIOBaHUA, C
yKa3zaHHeM JaThl W TMOJMUCH COTPYIHUKA, OTBETCTBEHHOTO 33 TEXHUYECKOE
o0cy:kuBaHue 000py10BaHUS.

25. Ucnonb3yeMble TP NPOBEICHUN JTOKIMHUYECKOTO MCCIIEIOBAHUS PEAKTHBBI
U pEareHThbl, CTaHJApPTHBIE BEIIECTBA M TECT-CHUCTEMbl JOJDKHBI OTBEUYaTh 3ajaduaM
UCCJIeIOBAHUSI, COOTBETCTBOBATh TPEOOBAaHUSM, YKa3aHHBIM B IUIAHE MCCIIEOBaHUA,
NPUMEHSTHCA O UCTEUEHUSI CPOKA MX TOJHOCTH, UMETh MAPKUPOBKY, MO3BOJISIONIYIO
UX UJIEHTU(DUIIPOBATE.

26. XpaHEHHE PEAaKTHBOB, PEAreHTOB, TECT-CUCTEM M CTAHJAPTHBIX BEILECTB
JIOJDKHO OCYIIECTBIISAITBCA B YCJIOBUAX, OOECHEYMBAIOIIMX HMX CTA0WIBHOCTH B
IPOLECCE  XPAaHEHWUs W YCTAHOBJICHHBIX  IPOM3BOJWTENIEM, B  YIIAKOBKE,
o0ecreynBamoIel 3aluTy OT 3arps3HEHHUs WIM TIOpYd, B OTIEIBHOM 30HE
ITIOMEILECHNM, NMPEAHAa3HAYEHHBIX Il MPOBEACHUS JOKIMHUYECKOTO HMCCIENOBAHUs, C
OTpaHHYCHHBIM JAocTynoM. [lapameTpsl OKpyKaromied cpeapl 30HBI  XPaHEHUs
PEaKTUBOB, pEAareHTOB, TECT-CHCTEM W  CTaHJAPTHBIX  BEHIECTB  JOJDKHBI
CUCTEMATUYECKH PErUCTPUPOBATBCA B IMOPSAAKE, YTBEPKICHHOM OpTaHU3ALNCH,
MIPOBOAANIEN JOKIMHUYECKOE HCCIIEI0OBAHUE.

27. Bce mpouenypsl, CBA3aHHBIE C VyXOJOM 33 3KCIEPUMEHTAIbHBIMU
YKUBOTHBIMHU, MOJIEKAT yUETy Ha OyMaKHOM HOCUTENE U (WJIM) B JIIEKTPOHHOM BHUJIE.

28. DBHOBb TNOCTYNMBIIME  HDKCIEPUMEHTAIBHBIE  KHUBOTHBIE  MOJMJICKAT
KapaHTUHUPOBAHUIO JIJI1 OLICHKU COCTOSIHUS 3I0POBBSI.

29. Ha »SKClepUMEHTAIBHBIX KUBOTHBIX, MOCTYNHUBIINX B OPraHU3AIUIO,
MPOBOASIIYI0  JOKJIMHUYECKOE  MCCIEAOBaHWE, JOJDKHBI  ObITb  O(hOpMIIEHBI
BETCPUHAPHBIC COMPOBOJUTEIBHBIE JOKYMEHTBI B CIydasiX, IPEIYCMOTPEHHBIX
3aKkOoHOaTenbCcTBOM Poccuiickon denepanum.

30. bonbHBIE SKCTIEPUMEHTANIbHBIC )KUBOTHBIE U DKCIIEPUMEHTAIbHBIC )KUBOTHBIE,
M0JI03pEBaeMble B HOCUTEIHCTBE WH(PEKIUNA, JIOJDKHBI OBITh HW30JUPOBAHBI OT
3I0POBBIX AKCIIEPUMEHTAIBHBIX JKUBOTHBIX M, TIPU HEOOXOIMMOCTH, TMOJBEPTHYTHI
nedyeHuto. Bee mporienypel, CBA3aHHBIE C JUArHOCTUKON 3a00JI€BaHMs, Ha3HAYCHHBIM
JEYCHUEM ¢ €ro pe3yjJbTaTaMu, a TakKe OIICHKAa BIUAHUS 3a00J€BaHUS U
MIPOBEICHHOTO JICYCHUSI Ha TOJIy4aeMbI€ Pe3yJIbTaThl MOJJICKAT YUETy Ha OyMaKHOM
HOcUTENE U (WIN) B DJIEKTPOHHOM BUJIE.

31. dAna oOecniedyeHrss MHAWBUIYaTbHOTO HAOMIONEHUS B IMPOLIECCE MPOBEACHUS
JOKJIMHUYECKOTO HCCJIE0BAaHUSl HKCIEPUMEHTAIbHbIE >KMBOTHBIE [OJIKHBI OBITh
UACHTU(UUUPOBaHbl. B OTHOIIEHMM MEJIKUX TPbI3YHOB JOIMYCKAETCS TIpynnoBas
UACHTU(UKALIHS.



32. Bce KieTKM, BOJIbEpBI, KOHTEHHEPHI, MPEAHA3HAYEHHBIE I COJEpIKaHHUS
AKCIIEPUMEHTAJIbHBIX JKUBOTHBIX, TOJIKHBI OBITH IPOMAPKUPOBAHBI.

33. DOKCIepUMEHTAIbHbIE JKUBOTHBIE, HCIOJIb3yeMble IpU  IMPOBEACHUU
JOKJIIMHUYECKOTO  HCCJIEOBAaHUS OJHOIO JIEKAPCTBEHHOI'O CPEACTBA, JOJIKHBI
COJIEPKATHCS U30JIMPOBAHHO OT HKCIIEPUMEHTAIbHBIX KUBOTHBIX, UCIOIb3YEMBIX MIPU
IPOBEACHUH JOKIMHUYECKOTO MCCIIEI0BaHuUs APYTrOro JIEKAPCTBEHHOTO CPE/ICTBA.

34. Pa3nuyHbIC BUJbI SKCIICPUMCHTAJIBHBIX JKUBOTHBIX OOJIKHBI COJCPKATHCA
HN30JIMPOBAHHO B OTACJIIBHBIX KJICTKAX, BOJIbCPAX, KOHTCﬁHGan.

35. 3KCHepI/IM€HTaJIBHBIe JKMBOTHBIC OJHOI'O BHJa OOJUKHBI COACPKATHCA B
OJHUHAKOBLIX YCIOBHUAX, OITHUMAJIBHBIX X1 HJAaHHOI'O BHAA JKHBOTHBIX, HWMCTb
CBO60,Z[HBII>'I AOCTYII K KOpMaM M BOJC. KopMa N BOJa JOJIXKHBI OBITE O€30IaCHBIMHU I
3A0pPOBbA 3KCIICPUMCHTAJIBHBIX JKUBOTHBIX, oOecrneynBaTh HOTp€6HOCTI/I JKNBOTHBIX B
IMUTATCIBHBIX BCIICCTBAX KU HC NOJIZKHBI BIIWATL HAa PC3YJIbTAThI UCCIICAOBAHU .

36. DkcniepuMeHTaIbHbIE )KUBOTHBIC B TeUeHHE He MeHee ueM 30 CyTOK (ITHIIHI B
TeueHue 15 CyTOK) 70 Haudajia MCCIICIOBAHMM M B TEPUOJ UCCICAOBAHUIN HE JOJDKHBI
MoJy4yaTh HUKAKUX JIpYTHX JICKAPCTBEHHBIX IIpENapaToB, €CIM HMHOE HE
MPEAyCMOTPEHO IUJIAaHOM  HucclienoBanus. [lpu mpoBeAeHUU  AOKIMHHUYECKOTO
HCCIICIOBAHUS  JIGKAPCTBEHHOTO  CPEJICTBA, OO0JAJAIONIET0  MPOJOHTHUPOBAHHBIM
NEeUCTBUEM, YKa3aHHBIN NIEPUOJ I0JDKEH ObITh YBEJIUUECH.

37. HpI/I pa60Te C SKCIICPUMCHTAJIbHBIMHU KNBOTHBIMH CICcaycCT
PYKOBOJACTBOBATLCA CIACAYIOIIUMHA IIPUHIHIIAMM:

a) UCIOJIb30BaHUE BHUAA (BUIOB) OKCIEPUMEHTAIBHBIX >KHUBOTHBIX, BBIOOD
KOTOPOTO (KOTOPBIX) HAy4HO OOOCHOBAaH U COOTBETCTBYET MOCTABJICHHBIM 3ajlauyam
UCCJIEI0BAHMS;

0) UCIOJIb30BAaHUE IKCIIEPUMEHTAIbHBIX )KUBOTHBIX B MUHUMAJILHOM KOJIMYECTBE,
KOTOpoe TpeOyeTcst nns TOMy4eHUs HAaydHO JOCTOBEPHBIX W CTaTHCTUYECKHU
000CHOBaHHBIX PE3YyJIbTATOB;

B) HCIIOJIB30BaHUC, IIPH BO3MOKHOCTH, HAYYHO 000CHOBAHHBIX AJIbTCPHATUBHBIX
MCTOJOB MW MATCpUaJIOB, BKIIIOYAIOMIHUX 0€eCII03BOHOYHBIX JKNBOTHBIX, KYJbTYPbI
KJICTOK, MUKPOOPIraHn3MbI B3aMCH TCIIJIOKPOBHBIX 9KCIICPUMCHTAJIbHBIX )KUBOTHLIX

I') HCHOJB30BAaHUE HSKCIEPHUMEHTAIBHBIX XUBOTHBIX TakuM 00pa3oMm, 4YTOOBI
CBECTU K MUHUMYMY MIPUYHMHSIEMbIE UM HEYA00CTBA U 0OJIb;

n) IIPOBEJCHUE IIPOIOJIKUTEBHBIX, 0OJIE3HEHHBIX MAaHUITYJISILWH,
XUPYPTUYECKUX  ONEpalMii HAa OKCIEPUMEHTAIBHBIX JKMBOTHBIX TOJIBKO C
NPUMEHEHUEM  CENATHBHBIX, AaHAJbIETUYECKUX  JIEKAPCTBEHHBIX  MPENapaTos,
JIEKaPCTBEHHBIX ITPEMAPATOB ISl HAPKO3a,

€) ymepiiBieHue 0€300JIe3HEHHBIM CIOCOOOM B KOHIIE WM B IMpolecce



JOKIIMHUYCCKOTO HCCICAOBAHUA JSKCIICPUMCHTAJIBHBIX JKUBOTHBIX, KOTOPBLIC 6y,HYT
HCIIBITBIBATh CHUJIBHBIC HMJIM ITOCTOSHHBIC 6OJ'II/I, @HSI/I‘{GCKI/IG CTpaaaHus, IIOCTOSHHYIO
Q)YHKHI/IOHEUIBHYIO HCOOCTATOYHOCTb, HCIOAAAIOIINMCCA YCTPAHCHUIO, 4 TaAKXKC
OKCIICPUMCHTAJIbHBIX ZKHNBOTHBIX IIpu HCBO3MOKHOCTH 50,4 ﬂaHLHGﬁMGFO
HCIIOJIB30BaHHA.

3KCHepI/IMeHTaJ'IBHBIe JKUBOTHBIC Ha HaA4YaJI0 IMIPOBCACHUA JOKIMHHUYCCKOI'O
HCCIICAOBAHUA HOJIKHBI OBITH 3A0POBBIMHM H HC ABJIATBCA HOCUTCIIIMH AI'CHTOB,
CIIOCOOHBIX TOBJIHMATH Ha PE3YJIbTaThl UCCIICOAOBAHUSA, CCIIM MHOC HC IIPCAYCMOTPCHO
IIJTaHOM AOKIIMHHUYCCKOI'O NCCIICAOBAHMN .

38. Or6op npoO OMONOTMYECKUX MATEPHUATIOB MPOBOJUTCS B WHIUBUIYaAbHbBIE
npoOupku ((pyakoHbl, KOHTEHHEPHI), KOTOPBIEC TOKHBI MAPKUPOBATHCS C YKa3aHUEM
UJICHTU(PUKAITMOHHBIX  JIAaHHBIX  AKCIEPUMEHTAJIBHOTO  KMBOTHOTO  (TPYIIIBI
KUBOTHBIX), BpEMEHHU OTOOpa MpOoObI OMOJIOTHYECKOTO Marepuajia U HauMEHOBAHUS
HCCJIEAYEMOI0 JIEKaPCTBEHHOTO CpPEJICTBA WM KOAUPOBATHCS B COOTBETCTBUU C
MJIaHOM HMCCIIEJOBAHUS.

39. Ecam wuwHOe He TMPeayCMOTPEHO IUTAHOM  HCCIIEOBaHUs, IMPOObI
OMOJIOTHYECKOT0 MaTepHraia JOJLKHBI 3aMOPAXKUBATHCS U XPAHUTHCS B 3aMOPOKEHHOM
BH/JIC JI0 UX UCCJIEI0OBAHUS.

40. CoTpyAHHKOM, TPOBOJUBIIMM OTOOp MpoO OHOJOTMYECKOTO Marepuaa,
JOJDKEH COCTaBJIATHCSA MOKYMEHT C YKa3aHHEM JaThl 0TOOpa, MACHTU(DUKAITMOHHBIX
JTAHHBIX YKCIIEPUMEHTAIBHOTO KUBOTHOTO (TPYIIIBI KUBOTHBIX), X I10JIa, BO3pacTa,
Macchl. [IpoObl OMoIOTrMYecKOro Marepuaia JA0KHBI epelaBaThCs B JTaOOPATOPUIO C
yYKa3aHHBIM JJOKYMEHTOM JIJIsl UCCIICIOBAHMUSI.

41. OOveM mpoObl OHOJOTUYECKOIO Marepuana, HEOOXOIUMBIH IS
UCCIIEIOBaHUS, JOJDKEH ONPEENAThCA UCXO U3 METOa UCCIIEI0BaHUsl.

42. Ilpu npoBeAeHUH JOKJIMHUYECKOTO MCCIIENOBAHUS JIOJKHBI MCIIOIb30BATHCS
00pa3Iibl JICKAPCTBEHHOT'O CPEJ/ICTBA:

B TOM K€ JIEKapCTBEHHOM (hopMe, KOTopasi INIAHUPYETCs 1JIs1 IPUMEHEHUS;

IIPOM3BEICHHBIE 10 TEXHOJIOTMHU, KOTOpast NPEAYyCMaTPUBAECTCs I BKIIOUECHUS B
IIPOMBILJIEHHBIA PETJIAMEHT WIM B WHOW JIOKYMEHT, ONIPEACISAIOIIAN TEXHOIOTHUIO
IIPOU3BOJCTBA;

COOTBETCTBYIOIIME TPEOOBAHMSIM KAYECTBA, MPEIYCMOTPEHHBIM MPOEKTOM
HOpPMaTHUBHOT'O JOKYMEHTA Ha JIEKAPCTBEHHOE CPEJICTBO;

C quTaeMoOu MapKUPOBKOM, BKJIIOYAIOIIEH HauMEHOBAHUE obOpasna
JICKAPCTBEHHOI'O CPEACTBA WJIM ITPUCBOCHHBIA KOJIOBBIM HOMEp, HAUMEHOBAHUE U
KOJINYECTBEHHOE COJIEpKAHUE JEHUCTBYIOUIETO BEIIECTBA (JCHCTBYIOIIMX BEIECTB)
(MM aKTUBHOCTH ), HOMEP CEPUHU, YCIOBUS XPAHEHUS U CPOK TOJHOCTH.



43. B cnyuae ecnu cojaep:kaHUE JEHUCTBYIONIErO BEIECTBA B JIEKAPCTBEHHOM
¢dopMe Tipu MPOBEICHUH TOKIUHUYESCKUX UCCIICIOBAaHUI HE Ha 1IEJICBBIX )KUBOTHBIX HE
MO3BOJIIET YCTAaHOBUTH 103y, BBI3BIBAOINYIO (DYHKIIMOHAIBHBIE W3MEHEHUS B
OpraHM3ME IKWUBOTHBIX, JIONMYCKAaeTCS TPH HAIWYUM HAyYHOTO OOOCHOBAHWS
UCTIONb30BaHUE JIEKAPCTBEHHOW (HhOPMBI ¢ OOJBINCH KOHIIEHTpaluel JEHCTBYIOIICTO
BEIIECTBA, YeM IIAHUPYETCS JIJIS PUMEHEHUS Ha 1EJICBBIX )KUBOTHBIX.

44, OOpa3npl  JIGKAPCTBEHHOTO  CPEACTBA  JOJDKHBI  COMPOBOXKIATHCS
NPECTABICHHON pa3paboTYMKOM JOKYMEHTAIlMeH, conaepkamiedl ykasaHus 00
YCIIOBUSX U CPOKAX XpaHEHUs, THPOPMAITHIO O MEepax 1Mo 00eCIeYeHNI0 0€30IacCHOCTH
paboThl C WCCIETyEMBIM JICKAPCTBEHHBIM CPEJCTBOM, PACTBOPUTEISIMH W TIPH
HeoOxoauMocTH WH(MOpMaIMel o TMpomeaype pacTBOPEHHS, YCTPOMCTBAMHU s
BBEJICHHSI JICKAPCTBEHHOTO CPEJICTBA AKCIIEPUMEHTATLHBIM )KUBOTHBIM.

45. OOpa3upl HCCIEAYEMBIX JIEKAPCTBEHHBIX CPEACTB IOJUIEKAT YYETy IpH
IIpUEME, pPacxolle, BO3BpATE WM YTWIM3ALHUM B COOTBETCTBUM C IPOLEAYPOH,
YTBEPKIACHHOW OPraHU3alMen, MPOBOIAIIECH HCCIIETOBAHUE.

46. XpaHeHue O0Opa3IOB UCCIEAYEMOTO JIEKAPCTBEHHOI'O CPEACTBA JOJAKHO
OCYILIECTBIISITECS B YCJIOBHUSIX, YCTAaHOBJEHHBIX pa3padOTUUKOM, B YIIAKOBKE,
oOecrieunBaONIeH 3allUTy OT 3arpsA3HEHUS WIM TOpPYM, OOECICUMBAIOIIMX HX
CTaOMJIBLHOCTh B  TMPOIECCE XPAaHEHUs, B  OTACIBHOM 30HE  IOMEIICHUH,
MpeaHAa3HAYEHHBIX  JJIsI  MPOBEACHUS]  JOKJIMHUYECKOTO  MCCIEJOBaHUSA, C
OTpaHUYCHHBIM JocTynoM. IlapameTpsl OKpyKaromied Ccpeabl 30HBl  XPaHEHUs
o0paslioB JIOJDKHBI PETYyJSIPHO PETUCTPUPOBATHCS B TMOPSAKE, YTBEPKICHHOM
Opra”Hu3aluen, NpOBOASALIEH UCCIEA0BAHUE.

47. OOpa3ipl JIEKapCTBEHHOTO CPENCTBa, MPEACTABICHHBIC [JIi TMPOBEICHUS
JOKJIMHUYECKOTO UCCIEIOBAaHUS, TOKHBI UMETh CPOK TOAHOCTH, JTOCTATOYHBIN MJIs
3aBepUICHUs JOKJIMHUYECKOTO HcclienoBanus. lcronb3oBaHue B JOKIMHUYECKOM
UCCJIEIOBAHUM O0PAa3IOB JIEKAPCTBEHHOTO CPEACTBA C HUCTEKIIUM CPOKOM TOJHOCTH
WIM XPAHUBIIUXCA B YCIOBHSX, HE COOTBETCTBYIOIIMX YCIOBUSIM XpaHEHUS,
YCTAaHOBJICHHBIM  pa3pa0OTUMKOM, HE JOoMmycKaeTcs. B cioydae JJIMTENBHOIO
JOKJIMHUYECKOTO HCCJIEI0OBaHUs, MPEBBIIIAIONIET0 CPOK TOJHOCTH JIEKAPCTBEHHOTO
CpelICTBa, YCIOBHUS 3aMEHbl OOpa3lloB JIEKAPCTBEHHOTO CpPEACTBA U KPUTEPUU
MPUEMJIEMOCTH JIOJKHBI ObITH OMTMCAHBI B IIJIAHE UCCIICIOBAHMUS.

48. Tlpu moaroroBke oOpa3OB JEKAPCTBEHHOTO CPEACTBA JUIsl BBEICHUS
OKCIIEPUMCHTAJIBLHBIM JKHBOTHBIM HE JOJDKHA JOMYCKAThCS MX KOHTaAMHUHAITUS
JIPYTUMU JICKAPCTBEHHBIMH CPEACTBAMU Y MH(PEKIIMOHHBIMU areHTaMH, JOJDKHA OBITh
obecrieyeHa O€30MACHOCTh JIMI, YYaCTBYIOUIMX B TPOBEJACHUU HCCICIOBAHUS, U
OKPYKarOIIEU CPEIBI.

49. BBeneHue JIEKapCTBEHHBIX CPEJICTB JIOHKHO OCYIIECTBIATHCS TAKUM 00pa3oMm,
yTOOBl  KaXJI0€ JKCIEPUMEHTAIbHOE JKMBOTHOE TapaHTUPOBAHHO  MOIYUYHUIIO
ONPEICJICHHYIO 103y JIEKAPCTBEHHOT'O CPEJICTBA.



50. VYHHYTOXEHHE OCTAaTKOB HCCIEAYyEeMOro JIEKapCTBEHHOI'O  CpEICTBa
OCYIIECTBJISIETCS B COOTBETCTBUM €O cTaThell 59 denepanbHOro 3akoHa ot 12 ampens
2010 r. N 61-®3 "O06 oOpaiienun JiekapcTBEHHBIX cpeacTB" (nanee - denepanbHbINA
3akoH N 61-D3).

51. Opranuzauusi, TpoOBOJAILIAs UCCIEI0BAHUE, T0HKHA YTBEPAUTHh CTaHAAPTHHIE
OIlEepallMOHHbIE MTPOLEAYPHI, B KOTOPBIX JOJKEH OBITh MOJAPOOHO U MOCIIEI0BATENBHO
OINKCaH MOPSAOK OCYUIECTBJICHUS U YUYETa BCEX JIAOOPATOPHBIX U MPOU3BOJCTBEHHBIX
oTepaluii, BKJIIOYasi:

a) TMOCTYIUICHHE, HICHTU(UKALNIO, MapKUPOBKY, 00paboTKy, oTO6Op mpoo,
UCIIOJIb30BaHUE, XPAHEHHWE W YHHUTOXKEHHE (YTUIIM3AIMIO) HCCIeIyeMbIX 00pasloB
JIEKapCTBEHHBIX CPEACTB, CTAaHAAPTHBIX OOpa3lOB W TeCT-CHCTeM (B cly4yae HX
WCIIOJIb30BaHUsA);

0) oOciy>KMBaHUE U TIOBEPKY 000PY10BaHNUS,
B) IIPUTOTOBJICHUE PEAKTHBOB, MTUTATCIILHBIX CPE/T;
T') BeJICHUE 3aITUCCH, OTUYETOB, MPOTOKOJIOB U X XPaHCHHE,

I[) O6CJ'Iy>KI/IBaHI/IC HOM@I].[@HPIIZ, B KOTOpPBIX IIPOBOJUTCA JOKIMHHUYCCKOC
HCCJICAOBAHUC,

€) TMpueM, TPAHCIOPTUPOBKY, pa3MEUICHUE, OIUCaHHue, UACHTU(PUKALMIO
JKCIIEPUMEHTAIIBHBIX )KUBOTHBIX, YXOJ 32 HUMH.

52. Pa3paboTuuk AOJKEH YTBEPAUTH IJIaH KaXJA0T0 UCCIEAOBaHUS, MPOBOAUMOTO
B paMKax IOKJIMHUYECKOTO0 HUCCIEHOBAHHUS, C YKa3aHUEM J1aThbl €r0 YTBEP>KICHUS.
YKa3aHHBIN IUIaH UCCIIEI0BAHUS IOJDKEH COJIEPKATh:

HAaUMEHOBAHUE MCCJICAOBAaHUSA, MPOBOJMMOr0 B paMKaxX JAOKIMHUYECKOTO
HCCJICIOBAHUS;

HAaMMCHOBAHHUC MW aJ[pCC OpraHu3alyu, HpOBOI[HHleI nucciacaoBaHue, MCECTO
IMPOBCACHUA NCCIICAOBAHNA,

dbaMunuio, UM, 0T4ECTBO (TPU HAJMYMHK) JIHUIA, OTBETCTBEHHOIO 3a MPOBEJACHUE
WCCIIEI0OBAHMS, U JIML, YYACTBYIOIIUX B IIPOBEJICHNUN UCCIIEI0BAHNIA;

OeJab UCCICAOBAHUA,
3a71avy UCCICOAOBAHUA,

CpOK (Mecsl, TOJ) Hayaja U IUIAHUPYEeMbIH CpOK (Mecsdl, Troj) OKOHYAHUS
HCCIIETOBaHMS;

CBEACHHS 00 MCCIIEAYEeMOM JICKAPCTBEHHOM cpeAcTBe ((pru3mueckne, XUMHUIECKHE,
dapmarneBTHUECKHE, OMOIOTUUECKIE CBOMCTBA);
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CBEIEHUS O CcTaHgapTHOM oOpasme (oOpasmax) (B ciaydae ero (ux)
UCIIOJIb30BaHUs );

IMPHUHOUIIBI HCIIOJIB30BAHUSI BHAOB OJOKCIICPUMCHTAJIIBHBIX JKHBOTHBLIX, d TaKXC
KpUTCpHUU BI)I60pa HCIIOJIB3YCMBIX B HCCIICAOBAHMHW BHIAOB JSKCIICPUMCHTAJIBHBIX
JKUBOTHBIX, X BO3pacTa, I10Jad, MACChl TCJla, KPUTCPUU BKIHOYCHHA (I/ICKJIIO‘IGHI/IH)
OKCIICPUMCHTAJIbHBIX JKUBOTHBIX, ITOPAIKA UX 3daMCHBI,

MECTOAbI UCCIICAOBAHHA C 000CHOBAaHHEM HX BLI60pa;
CXEMY HUCCIICOIOBAHUS U €C 060CHOBaHI/IC;

KOJIMYECTBO 3KCHEPHUMEHTAIBHBIX KMBOTHBIX B IpyIle, crocoba (crnocoOoB) u
nytd  (myTeil) BBENEHHS  OKCIEPUMEHTAIbHBIM  JKUBOTHBIM  HCCIIEAYeMOTO
JIEKapCTBEHHOT'O CPEICTBA, KPATHOCTU NPUMEHEHUS M MPOJOJDKUTEIBHOCTH (ha3bl
UCCIIEJIOBAaHUSI HAa OKCIEPUMEHTAIbHBIX JKUBOTHBIX M AaHAJUTHYECKOM (hasbl,
HNEPUOJANYHOCTH OLIEHKH COCTOSIHMSI 3KCIEPUMEHTAJIbHBIX KUBOTHBIX U OTOOpa Mmpoo,
OLICHMBAEMbIE II0KA3aTE€IM B IMPOLIECCE MCCIEAOBAHMUA U METOAMKH OLEHKH, HX
000CHOBaHHE;

ONMMCaHWe OWOJOTHYSCKOTO MaTepuana, OTOMpAeMOro i MPOBEACHUS
UCCIIEIOBAHUSI, CTIOCOOOB €ro 0TOOpa U XpaHEHHUsI, KX 000CHOBAHUE;

OIMCaHUE MPOLEYPbl CTATUCTUIECKON 00pabOTKH pe3yIbTaTOB UCCIIEIOBaHMS;

000CHOBaHME HEOOXOAUMOCTU (OTCYTCTBUS HEOOXOJAMMOCTH) TMPOBEACHUS
BaJUAAIMN METOJIa (METOIOB) HCCIICIOBAHUS;

KPUTEPUH OLIEHKW KOHTPOJIUPYEMBIX B MPOIECCE UCCIICIOBAHUS TTOKa3aTeNeH;
MOPSA0K BHECEHUSI N3MEHEHUM B TIJIaH UCCIIEIOBAHUS;

CCBUIKH Ha JIUTEpaTypHbIC UCTOYHUKHU (B CIydae UX UCIOJIb30BaAHUS);
JIOTIOJIHUTENIbHYI0 HH(POpMaIuio (B cliydae HaTU4us).

53. Ilnman wuccnenoBaHUs COCTaBISE€TCA pa3padOTYUKOM WM  CTOPOHHEH
opraHu3anuei (B ciiyyae ee MpUBJICUEHUS 1JIs MPOBEICHUS UCCIEIOBAHUS).

54. Ilnan HUCCIICAOBAHUA IIOAINUCBIBACT JMHOO, OTBECTCTBECHHOC 3a IIPOBCACHUC
AOKIIMHUYCCKOTO NCCIICAOBAHUS, C YKAa3aHUCM JOJIDKHOCTH, MECTa pa6OTBI.

55. Ilpm mnpoBeaeHUM WCCIENOBAHUSA JIMIA, YYACTBYIOIIME B IPOBEACHUU
UCCJIeIOBAHUS, TOJDKHBI BECTU IMPOTOKOJ HMCCIENOBaHUS Ha OyMa)KHOM HOCUTENE U
(M) B DNEKTPOHHOM BHZAE, B KOTOPOM JOJDKHBI (DUKCHUPOBATHCS JEHCTBUA,
IIPEAYCMOTPEHHBIE IIAHOM HCCIIEOBaHUS.

56. IIpotokon uccnenoBaHus T0KEH BKIIIOYATh:

HAaMMCHOBAHHUC HCCICAOBAHMA, IIPOBOAMMOI0O B pPaMKaX JOKIHMHHUYCCKOI'O



HCCJICIOBaHMUS;

ONMHMCAaHKE HMCIOJB30BAaHHOTO OOOPYIOBAHUS, CPEACTB M3MEPEHUS M PEaKTHUBOB,
peareHTOB, CTaHJIapTHBIX 00Pa3IOB U TECT-CUCTEM (B CITydae UX UCMHOJIb30BaHUS);

NEPBUYHBIC JaHHBIE O pe3yJibTaTaXx W3MEpeHUil W HaOIIoAeHWi (B TOM 4YHCIE
XpoMaTorpaMMsl U hoTorpaduu mpu X HATUIHUN);

pe3ynbTaThl BBIUMCIECHUHA M IpeoOpa3oBaHMs JaHHBIX (B TOM  YHUCIE
MIPOMEKYTOUHBIE);

OIMMCaHuC MW ONCHKY Hpouncayp CTaTUCTUYCCKOroO aHajJim3a C YKa3aHHEM
HCIIOJBb30BAHHOI'0 IIPOTrpaMMHOTO O6€CH€‘-ICHI/I$I;

CBCACHU 00 HCIIOJB3YCMBIX JKCIICPUMCHTAJIbHBIX JKHBOTHBIX (BI/II[, BO3pacT,
KOJIMYCCTBO, MacCCa, IMIOJ W KOJHUYCCTBO TI'PYIIT IKCIICPUMCHTAJIbHBIX JKHBOTHBIX B
Ka>XJIO0M BHUJIC HCCHGHOB&HHﬁ), YCI0OBUA COACPKaAHUA )51 KOPMJICHHUA
OKCIICPUMCHTAJIbHBIX KMBOTHBIX, IIAPaAMCTPBI Oprmammeﬁ Cpcabl B IIOMCIICHUAX, B
KOTOPBIX COACPIKATCA SKCIICPUMCHTAJIBHBIC JKUBOTHBIC,

CBCACHHNA, HMCIOIIMEC HCIMOCPCACTBCHHOC OTHOMICHHUC K HCCICIOBAHUIO U
IMO3BOJIAIOIINC BOCIIPOU3BCCTHU X0 UCCICIOBAHUA.

JIns  aBTOMATUYECKH PETHCTPUPYEMBIX MapaMETpPOB C€ OOJBIIMM  YHUCIOM
UHAVBUYAJIBHBIX 3HAUEHUH JTOIIyCKAETCs IIPEACTABICHUE BMECTO IIEPBUYHBIX JaHHBIX
O pe3ynbTaTax U3MEPEHUN M HaOII0JEHUN pe3ysbTaToB MEPBUYHON 0OpaOOTKU 3TUX
JAHHBIX.

57. TlpoTokos ucCCAEIOBaHUS JIOJHKEH OBITh TMOJNUCAH BCEMU JIUIIAMH,
YY9aCTBOBABIIMMH B TIPOBEJACHHUU HMCCIEIOBAHUS, C yKa3aHWeM (HaMuiIuu, HUMCHH,
oTdecTBa (IIPH HAJTWYWH), YYCHON CTETCHH (TIPY HAJIMYKH), a TAK)KE ¢ YKa3aHHEM JaThl
MOATMCAaHNS U HOMEpa MPOTOKOJIa UCCIICIOBAHMS, TIO3BOJISIONINX UASHTU(PUITIPOBATH
JTAHHBIN TPOTOKOJL.

58. Cozneprkanue MpOTOKOJIA JOHKHO MO3BOJISATH OHO3HAYHO UACHTU(UIIUPOBATH
WCCJICIOBAHNE, WCIIOJIL30BABIIMECS OO0pa3ilbl  JIGKAPCTBEHHOTO CPEJCTBA, BHJI
WCCJICIOBAHMS, METOBI, JIUII, YYaCTBYIOIIUX B MOJYyYEHUU AAHHBIX M B MOATOTOBKE
IIPOBEJICHUSI HCCIICIOBAHUS, HW3MEPHUTEIBHOC W HCIBITATEIbHOEC 000pYyI0BaHHE,
pearcHTbl W PEaKTHUBBI, CTaHAApTHBIE OOpaslbl W TECT-CUCTEMBbI (B Ciydae WuX
WCIIOJIb30BAHUA).

59. H3MeHeHMs CBEIEHHI, COJepkKaluxcsi B MPOTOKOJIE HCCIEI0BaHU,
0hOpPMIISIIOTCS] B BUJIE JIOTIOJHEHUM K YKa3aHHOMY MTPOTOKOJTY, KOTOPBIE 1OJKHBI OBIThH
MOJAMUCAaHbl BCEMHU JIMIIAMHU, YYaCTBOBABIIMMU B TMPOBEICHUHM HCCICIOBAHUS, C
yKa3aHUEM TMpPUYMH W3MEHEHUH, JaThl M HOMEpa JOMOJHEHUS K MPOTOKOIY
HCCIIETOBAHMSL.

60. ITocne 3aBepieHus UcclieOBaHUs, TPOBEJICHHOIO B paMKaX JTOKJIMHUYECKOTO



HUCCIICAOBAHUSA, JIMIIOM, OTBCTCTBCHHBLIM 3a IIPOBCACHUC AOAHHOI'0 HCCIICIOBAHUAA,
COCTAaBJICTCA H IIOAIMUCBIBACTCA OTYUCT O PpPE3yJibTaTaX HCCICAOBAHHNA, KOTOpLIfI
HOJDKCH COACPIKATh:

HAaMMCHOBAaHHUC BUAa UCCIICIOBAHUA,
JAaTy 1 HOMCP, ITO3BOJIATOIINUC I/II[eHTI/ICbI/II_II/IpOBaTB I[aHHBIﬁ OTYCT,

HanMMCHOBAHHC, aApcC OpraHu3aluu, HpOBOI[I/IBH_Ieﬁ HCCIICAOBAaHHUC, U MCCTO
IMPOBCACHUS UCCIICIOBAHMAA,

JAaThbl Ha4YaJia 1 3aBCPIICHUA UCCIICAOBAHUS
OCJab U 3aJa4u UCCIICAOBaAHUA,

dbaMunuio, UMsi, OTYECTBO (MPU HATTUYKH ), YICHYIO CTETIeHb (MPU HATIMYUH) JIULIA,
OTBETCTBEHHOTO 3a MPOBEICHNE JAaHHOTO BHJIa UCCIEAOBAHUS, U JINI], YIaCTBYIOIINUX B
MIPOBEICHUH MCCIICIOBAHUS;

OIMKMCAHHUE HCCIIEYEeMOro JIEKApCTBEHHOTO CPEICTBA, BKJIIOYAsi COCTaB, (PU3UKO-
XUMUYecKkue, Ouosoruueckue, (papmaneBTHYECKUE CBOWCTBAa, HOMEP CEpUH, CPOK
TOJIHOCTH;

OIMCAaHKWE XOJa HCCIACAOBAHMSA C YKa3aHHEM MCIOJb30BAHHBIX MAaTEepUAIOB H
METO/IOB;

OINKCaHUE HCIIOJIIb30BAHHBIX OOOPYAOBaHUS, CPEACTB M3MEPEHUS U PEaKTHBOB,
peareHToB, CTAHJAPTHBIX 00PA3LOB U TECT-CUCTEM (B CIy4ae UX MCIOJIb30BAHMS);

uHpoOpMaIi0 00 SKCIEPUMEHTAIBHBIX UBOTHBIX (BHJ, MOJ, BO3pacT, macca
Tena, KOJIMYECTBO JKUBOTHBIX B IPYIIIE);

CII0co0 BBCIACHU:A, 03Bl U KPATHOCTb BBCACHU:A JICKAPCTBCHHOI'O CPCACTBA,

OIIMCAaHUC M ONOCHKY IIponcayp CTAaTUCTHYCCKOI'O aHalln3a C YKa3aHHuCM
HCIIOJIB30BAHHOI'O IIPOrpaMMHOTO O6€CH€‘ICHI/IH;

pe3yJIbTaTbl HMCCIENOBAHUS CO CChUIKAMUM HA COOTBETCTBYIOLIME IIE€PBUYHBIE
JAaHHBIE O pe3yJibTaTaXx U3MEPEHUN M HAOMIOJCHUM, a TaKkKe WX CTAaTUCTUYCCKUIM
aHamus;

BBIBOJbI U3 IIPOBCACHHOI'O UCCIICAOBAHUS].

61. B cimydae OTKIIOHCHHS OT IJIaHA HMCCJICIOBAHUS JIMIIOM, OTBETCTBECHHBIM 32
IPOBEJCHKUE UCCIICIOBAHMS, TPOBOJAMMOIO B paMKax JOKIMHUYCCKOTO HUCCIICIOBAHUS,
JOJDKHBI COCTaBIIATHCS HM3MCHCHMSI B IUIAH HCCIICJOBaHHMS C YyKa3aHUEM IPHYUH
OTKJIOHCHHMSI, KOTOpbIC YTBEP)KIAIOTCS pPa3pabOTYMKOM M TPUJIAraloTcs K IUIaHy
WCCIIEIOBAHUS.

62. B ciyuae npuBiieueHUs JIsI TPOBEICHUS JTOKJIMHUYECKOIO HMCCIIEIOBAHUS



CTOpOHHCfI opraHu3anyvyu IOCJIC 3aBCPHICHHA  HCCIICAOBAHHMA Ha OCHOBAHUHU
YKAa3aHHOT'O B ITYHKTC 60 HaCTOAIINX HpaBI/IJ'I 0oT4YCTa O pE3yjabTaTax HCCIICOAOBAHUA
JIUIOOM, OTBCTCTBCHHBIM 3a IIPOBCACHHUC HOAHHOI'O BHIAA HCCICIAOBAHUA, OOJIKHO
COCTABJATBHCA U ITOAIKUCBIBATHCA 3aKIHOYCHUC, COACPIKAIICC BBIBOABI U3 IIPOBCIACHHOT O
HCCJIICOAOBAaHM:.

63. Ilocne 3aBeplieHHsT BCEX UCCIENOBAaHMI, MPOBEAEHHBIX B paMKax
JOKJIMHUYECKOTO HCCIEA0BAHUSA, pa3pabdOTUNKOM COCTABIIAETCA OTYET O pe3yibTaTax
JOKJIMHUYECKOTO HCCIEAOBaHUS HA OCHOBAHMM YKa3aHHBIX B IIyHKTe 00 HacTOAIUX
IIpaBun OTYETOB O pe3yJbTaTax HCCICAOBAHUM M, NP HAIWYUM, 3AKIIOYCHHU,
YKa3aHHBIX B IyHKTE 62 Hactosmumx [IpaBui.

64. Otuer O pe3ynbrarax AOKIMHUYECKOIO HCCIENOBAaHUS JOJDKEH OBITh
MOJIUCAH PyKOBOJIUTENIEM pa3pabOTUHKA.

65. OTtuer 0 pe3yiibTaTax JOKIIMHHYCCKOT'O UCCIICAOBAHUA OOJIKCH COACPIKATh!:
HanMMCHOBAHHC OTUCTA,
HaNMMCHOBAHHC JICKAPCTBCHHOI'O CPCACTBA,

HanMMCHOBAaHM:, aJipcca pa3pa60TqHKa, IIPONU3BOAUTEIIA JICKAPCTBCHHOI'O CPCACTBA
H CTOPOHHHX opraHmauHﬁ (B ClIydac IIPHUBJICYHCHHA TaKHUX OpFaHHBaIII/Iﬁ JIIA
IMPOBCACHUA JOKIIMHUYICCKOI'O I/ICCHGILOBaHI/IH);

JdaThl Ha4YajJ1a U OKOHYaHUA JOKIIMHHNYCCKOI'O NCCICA0OBAaHMA,
AaTy 1 HOMCP OTUCTA, ITO3BOJIATOIIUC €T'O I/II[CHTI/I(l)I/IL[I/IpOBaTB;
Oejab U 3aJa4 JOKIIMHHUYCCKOI'O UCCIICAOBAaHUA,

KpaTKOE OMKUCAHWE MPOBEICHHOTO TOKJIMHUYECKOTO UCCIIeI0BaHus1, MHPOPMAIUIO
O CTaHIapTHOM o0pasiie (Ipu HAIMYUHK), TPOJOJIKUTEIHHOCTh JTOKIUHUYECKOTO
uccienoBanus, WHPOpMaIMI0O 00 OSKCIEPUMEHTAIBHBIX >KUBOTHBIX, PE3yJIbTAThl
JOKJIIMHUYECKOTO UCCIIEA0BAHUS,

OrJaBJ€HHUE, BKIIIOYasl IEPEUEHb MPUIIOKEHUM, TAOJINLL;
IEpEYEHb COKPALLICHHUI U ONPEIETIEHNE TEPMUHOB, UCIIOJI3YEMBIX B OTUETE;

OIMMCAHKME MCCIIEAYEMOTo JICKApCTBEHHOTO CPEICTBA, BKJIKOYAs COCTaB, (PU3HKO-
XUMHYECKHe, OMoJIOTnIecKue, (papMaIieBTHIECKUE CBOMCTBA;

BHUbI I/ICCJ'IC,Z[OBaHI/II\/’I, IMPOBCACHHBIX B PaMKaX JOKIIMHUYCCKOI'O MCCIICAOBAHMAA,

BUJ, BO3paCT, KOJIUYCCTBO, MACCY H IIOJ JIKCIICPUMCHTAJIbHBIX JKUBOTHBIX,
HCIIOJB30BAHHBIX B KaXJIOM BHIAC HCCHeHOBaHHﬁ, IMPOBCACHHBIX B paMKax
AOKIIMHUYCCKOTO NCCIICAOBAHUS, YCIIOBUS UX COACPKAHUA,

KOJIMYCCTBO Ipynil OKCIICPUMCHTAJIBHBIX  JKMBOTHBIX B KaXXJ0M BHUIC



HCCHCI{OBaHHﬁ, IMPOBCACHHLBIX B paMKax JOKIMHUYICCKOTO UCCIICTOBAHUS,

pPeXKHUM  JTO3UPOBAaHHUSA, KpPAaTHOCTb M CHOCO0 BBEACHUSA  HCCIEAYEMOTO
JIEKapCTBEHHOI'O CPEJICTBA,;

OMMCAHWE M OLEHKY NPOLEAyp CTAaTUCTUYECKOIO aHalh3a C YKa3aHUEM
HCTIOJb30BAaHHOTO MPOTPAMMHOT0 00ECIICUEH NS,

000011IeHHBIE PE3YIbTAThI UCCIEIOBAHNUIN CO CChUIKAMU HA OTYETHI O pe3ybTaTax
KOKJIOrO0 BUAA HCCICJOBAaHWUM, MPOBEACHHBIX B pPaMKax JOKIMHUYECKOTO
UCCIIEJIOBAHMUS, a TAKKE aHAJIN3 YKa3aHHBIX PE3yJIbTaTOB;

BBIBOJIbI O O€30MAaCHOCTH, KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA,
B TOM YHCJI€ O CPOKax €ro BBIBEJEHHUS M3 OpPraHU3Ma >KMBOTHBIX UM O€30MacCHOCTH
OPOAYKIUN KUBOTHOTO TPOUCXOXKIAEHUS IIOCIIE IMPUMEHEHHUS COOTBETCTBYIOLIETO
JIEKapCTBEHHOI'O Ipenapara. YKa3aHHbBIE BBIBOJBI JIOJDKHBI COJEpXKAThb CBEIACHUS O
(apMaKoJOTUYECKOW  aKTUBHOCTH, (apMaKOKHMHETHKE, (apMakoJWHAMUKE U
BO3MOXXHOCTH TOCJIEAYIOIIETO MPOBEACHUS KIMHUYECKOIO MCCIIEIOBAHUS, CTEIECHU
ormacHOCTH (0e30IacHOCTH) JIEKAPCTBEHHOI'O CpEACTBAa Ui >KUBOTHBIX, KOTOPBIM
npeJHa3HavyaeTcs HCCIeAyeMOe JIEKapCTBEHHOE CPEJCTBO, 0€30MaCHOCTH MPOIYKIHH
KUBOTHOT'O MPOUCXOKIEHUS, IOJTYYEHHON OT TAKUX )KUBOTHBIX.

66. K oruery o pesynapTaTax JOKIMHUYECKOTO HCCIEAOBAaHUS JIOJKHBI
MpUJIAraTbCa IUIaHbl MCCIEAOBAHMM (MM HMX KONMWH, 3aBEPEHHBIE Pa3padOTUYUKOM
JIEKapCTBEHHOI'O CPEJICTBA), OTUETHI O pe3yibTaTax KaXJAOro BUAA HCCIEIOBAHMMA,
ITPOBEJICHHBIX B PaMKax JOKIMHUYECKOTO UCCIEAOBAHNS, U IIPH HAJMYUU 3aKITIOUCHUS
CTOPOHHUX OpraHu3aluii (MM KOMUHU 3aKJIFOUYEHU U OTYETOB O PE3yJIbTaTax KaKJI0To
BHJIa HCCIIENOBAHUM, IPOBEICHHBIX B paMKax JAOKIMHUYECKOTO MCCIENOBAHUS,
3aBEPEHHbIE ATUMU OPTaHU3ALMSIMHU).

67. Ecim B mpolecce HCCIEAOBAHUS HCMOJIB30BAIMCh METOABI KOHTPOJIS,
MojyIeXKaIle BaluJallud, KOMUU MPOTOKOJOB BaJMJALUKM JOJKHBI MPUIAratbCcsi K
OTYETY O pe3ysibTaTaxX JOKIMHUYECKOTO UCCICIOBAHUS.

II1. ITpaBusia npoBeaeHNs] KIMHAYECKOT0 UCCIEI0BAHMS

68. BO3MOXHOCTb MPOBEJACHUS KIMHUYECKOTO HCCICAOBAHMS  JIOJKHA
OCHOBBIBATHCS HA PE3yJIbTaTaX JMOKIUHUYECKOTO UCCIICTOBAHMUS.

69. IlepeHOCMMOCTh JEKAPCTBEHHBIX IMPENApPAaTOB 3J0POBBIMU KUBOTHBIMU
YCTAHABJIIMBACTCSI HA OCHOBAHUM JAaHHBIX, IIOJYYEHHBIX NIPU NPOBEIACHUHU
JNOKJIMHAYECKOTO UCCIEN0BAaHNs Ha LIEJIEBbIX )KUBOTHBIX.

70. Jlo Hauana KJIMHHUYECKOTO HCCIEAOBaHUSA pa3pabOTYMKOM JOJDKHA OBITh
IIPOBE/ICHA OLIEHKA COOTHOILLIEHUS BO3MOKHOI'O PUCKA C TPOTHO3UPYEMOM MONIb30H IS
[EJNEeBbIX >XKUBOTHBIX. OleHKa 3(pPEeKTUBHOCTH JIEKApCTBEHHOrO Ipenapara J0JKHA
ObITb HayaTa M MPOJOJDKEHA TOJBKO B Cilydae MpeoliafaHusi MPOTHO3UPYEMOU



ITOJIB3bI HAJT PUCKOM.

71. B ciy4ae OCYIIECTBICHUS WCCICAOBAaHMs, MPOBOAMMOIO B paMKax
KJIIMHUYECKOro wucciefgoBanus B Poccuiickoit ®enepanuu, pa3pabOTUMK JOJLKEH
yBeZAOMUTHh Poccenbxo3Haa30p B AJIEKTPOHHON GopMe Wik Ha OyMa)KHOM HOCUTETIE O
JaTe Hayalla M MECTE€ OCYIIECTBJICHMS YKAa3aHHOTO HccienoBaHus B TeueHue 10
pabouux JHEeW ¢ MOMEHTA YTBEPKICHUS TUIaHa UCCIICIOBAHUS.

72. Poccenbxo3Haa3op B TeueHwe 10 paboumx AHEH C MOMEHTA MOCTYIUICHUS
YBEIOMJICHHS pa3padOTUYMKa O JaTe Hayalla U MECTe OCYIIECTBICHUS HCCIEIOBAHMUS,
NPOBOJAUMOTO B paMKax KIWHHUYECKOTO WCCIEAOBaHUSA, JOJDKEH COOOIIUTH
pa3paboTurKy B JJEKTPOHHON (GopMe WIHM Ha OyMaKHOM HOCHUTENE O MOJNy4eHUH
yKa3aHHOTO YBEJOMJICHUSI.

73. Ilpouenypsl cOopa, 0OpabOTKu M XpaHeHUs: WHGOpMAIMH, MOJTy4yaeMol B
X0JI€ KJIIMHUYECKOTO UCCIIEI0OBAaHUS, JOJKHBI 00ECIeUnBaTh MOJIy4€HUE JOCTOBEPHOIO
1 000CHOBAaHHOTO MPEICTABICHUS O 0€30MaCHOCTH U 3()PPEKTUBHOCTHU JIEKAPCTBEHHOTO
npernapara.

74. B cnyuae oOHapyKe€HHs OMACHOCTH U (WJIM) BO3HMKHOBEHMS YTpO3bl AJIS
310pPOBbsI )KUBOTHBIX U (WJIN) JT0JEH U (MIIN) 3arpsA3HEHUST OKPYKAIOIIEH cpe/ibl, UL,
OTBETCTBEHHOE 32 OCYILECTBICHHE HCCIEIOBAaHUS, IPOBOJMMOIO B paMKax
KIIMHUYECKOTO MCCIEN0BaHUs, AODKHO HEMENJIEHHO NPUOCTAHOBUTH HMCCIIEIOBAHHUE,
MPOBOJIMMOE B pPaMKax KIMHHYECKOTO HCCJIEIOBAHMS, JO MOMEHTA YCTAHOBJICHUS
MPUYHHBI BO3SHUKHOBEHHUS OMACHOCTU U (MJIM) BO3HUKHOBEHUS YTPO3bI I 3J0POBbS
KUBOTHBIX M (Wiau) mojged W (WiM) 3arpsA3HEHUs OKpyKaroumed cpeabl u
npouH(GOPMHUPOBATH pa3paboTUYMKa O MPUOCTAHOBICHUN HUCCIIEIOBaHMS, IPOBOIUMOTO
B paMKax KJIMHUYECKOTO MCCIIEe0BaHMs, Ha OyMa)KHOM HOCHUTEJIE WM B DJICKTPOHHON

dbopme.

75. PemeHne O TpeKpalleHUH HUCCIEAOBAaHUs, IPOBOJMMOIO B paMKax
KJIMHUYECKOTO  MCCIEJ0BaHUs, MNPUHUMAETCs  pa3pabOTYMKOM B ciydae
NOATBEPKIAECHUS TOrO, YTO NMPHUMEHEHHME JIEKAPCTBEHHOI'O IpernapaTra MHpeICTaBIseT
yrpo3y AJis 310pOBbs KUBOTHBIX U (WJIN) JIOAEH U (WJIM) 3arpsi3HEHUS] OKpY’Karolen
CpelBl.

76. Pemienre 0 BO30OHOBJIEHUM HCCIEIOBaHUS, NPOBOAMUMOIO B paMKax
KJIMHUYECKOTO  HCCIEIOBAaHUSA,  TNPUHUMAeTcs  pa3padOTYMKOM B cliydyae
MOATBEPKIAEHUS TOTO, YTO MPUMEHEHHE JIEKAPCTBEHHOTO IMpernapara He NPeICTaBIseT
yrpo3y JJisl 310POBbSl AKUBOTHBIX W (WJIM) JOJeH U (WIIH) 3arpsA3HEHUs] OKPYXKarolen
CpeIbl.

77. PazpaboT4yuK NOKEH COOOMHUTh B Poccenbx03Haa30p B JIEKTPOHHOM (hopme
WK Ha OYMa)KHOM HOCHUTENE O MPEKPALIEHUU UM O BO30OHOBJIEHUU HMCCIIEIOBaHUS,
IPOBOJIMMOTO B paMKaxX KJIMHUYECKOTO MCCIIEIOBAHUS, B CPOK, HE MPEBBIIIAIOMUMN 5
pabounx JHEW cO JHS MPUHATHUS PELICHUs] O MPEKPAIICHUH WM O BO30OHOBIICHUU
KJIMHUYECKOTO UCCIICIOBAHMUS.



78. Jluila, yd4acTByIOIME€ B MPOBEACHUU KIMHUYECKOTO KCCIEIOBAHUS, JOJKHbI
UMETh KBATH(PUKAIIMIO B COOTBETCTBYIOIIECH 00J1aCTH UCCIEA0BaHMS.

79. JIn1o, OTBETCTBEHHOE 3a MPOBEJICHUE KIMHUYECKOTIO0 MCCIEAOBAHUS, U JIULIA,
OTBETCTBEHHBIE 3a OCYIIECTBJICHUE HCCICIOBaHHMM, MIPOBOJMMBIX B paMKax
KJIIMHUYECKOT'0 MCCIIeIOBAHUS, IOJDKHBI UMETh BBICIIIEE BETEPUHAPHOE 00Opa30BaHHUE U
COOTBETCTBYIOIIHME HEJISIM KIMHUYECKUX HMCCIIECTOBAHHUM MOJATOTOBKY M CTaK pabOTHI B
00J1acTH BETEpUHAPUHU HE MEHEE TPEX JIET.

80. JInio, OTBETCTBEHHOE 3a MPOBEACHHUE KIMHUYECKOIO HWCCIICIOBAHUS, JULA,
OTBETCTBEHHBIE 3a OCYIIECTBJICHUE HCCICIOBaHHMM, MIPOBOJMMBIX B paMKax
KJIIMHUYECKOT'O MCCIICIOBAHMS, U JIMIA, YYaCTBYIOUIHME B MPOBEACHUU KIMHUYECKOTO
UCCIIEIOBAHUsI, JIOJUKHBI OBITh O3HAKOMJICHBI TOJI POCHHUCH PYKOBOJUTEIEM
OpraHu3alliu, TPOBOJAIIECH UCCIEOBAHUE, C IIJIAHOM HCCIIE0BaHUs, TOJIHOMOYHUSIMH,
00SI3aHHOCTSIMU TIPU OCYIIECTBIICHUM HUCCIIeIOBaHUS, HH(pOpMalue 00 uccienyeMom
JIEKapCTBEHHOM IIpernapare, B TOM 4yucjie ¢ uHhopMale o MOTEHIUAbHBIX PUCKaX,
BO3HUKAIOIIUX MIPU pabOTe ¢ JEKAPCTBEHHBIM MIpEnapaToM.

81. Jluma, OTBETCTBEHHBIE 3a IMPOBEACHHWE KIMHUYECKOTO MCCIIeI0BaHuUs,
JTIOJKHBL:

HE JIOMYCKaTh OTKJIOHEHUH OT TJIaHa UCCIICIOBaHUS, BHECEHUS B HETO U3MEHEHU M
0e3 corjacusi pa3pabOoT4yMKa, 3a HMCKIIOYEHUEM HM3MEHEHUW, HEOOXOAUMBIX IS
YCTpaHEHHS YTPO3bl KU3HHA U 3I0POBBIO JTFOACH M HEOOOCHOBAHHOW THOEIH IEJIEBBIX
KUBOTHBIX;

00ecCIeynuTh CBOEBPEMEHHBIN COOp TOJMYyYEHHBIX pe3yJIbTaTOB, PETUCTPAIHIO
OTKJIOHEHUM OT IUIaHA MCCIIECIOBAaHUS C YKA3aHWUEM MPUYMH W OLICHKON BIUSHUSA
BHECEHHBIX M3MECHEHUMN Ha IMOJYyYECHHBIC PE3yJIbTAaThl, a TAKXKE€ MPU HEOOXOIUMOCTH
IIPUHSTH MEPBI 110 YCTPAHEHUIO BBISIBJICHHBIX OTKIIOHEHUN;

o0ecreunTh UHTEPNPETALMNI0 U aHAU3 TOJYy4aeMbIX Pe3yJbTaToOB, MOATOTOBKY
oTyeTa O pe3yibTaTaX KIMHAYECKOTO HCCIEAOBaHUS, KOH(PHUIACHIIMATHHOCTD
MIOJIYYEHHBIX PE3YJIbTATOB.

82. PykoBoauTenb OpraHu3alyMyd, MOPOBOMAIIECH HCCIEAOBAHHUE, JOJHKEH
o0ecreunTh BBIMIOJIHEHHE TpPeOOBAaHUW, YCTAHOBJIICHHBIX IUIAHOM HCCIICIOBAaHUS,
OOBEKTHBHOCTh M HE3aBUCUMOCTH OCYIIECTBIICHHUS] HCCIACAOBAaHUS ©  HECET
OTBETCTBEHHOCTH 3a JJOCTOBEPHOCTH MOJYYaEMBIX PE3YJIBTATOB.

83. IlomemieHus, mpeaHa3HAYEHHbIC Ui  TPOBEICHUS  KIMHUYECKOIO
HCCIICIOBaHMS, JOJDKHBI ~ COOTBETCTBOBAaThH  TPEeOOBAaHHMSAM  3aKOHOJATEIbCTBA
Poccuiickoii  ®emepaniun  m  o0ecreunBaTh HEOOXOIHUMBIC I IIPOBEIACHUS
KJIMHAYECKOT'0 UCCIIEIOBAHUS TEMIIEPATYPHBIE U BJIAXKHOCTHBIE PEKUMBL.

84. IInannpoBKka NOMENICHUH, TPETHA3HAYECHHBIX ISl POBEACHUS KIIMHUYECKOTO
HCCJIEOBAHMS, JOJDKHA 00€CIIeYnBATh:



U301 IHUEO (KapaHTI/IH) MMOCTyIMaromuX MCJIICBbIX JXNBOTHBIX, OO0JILHBIX OCICBbIX
JKUBOTHBIX U HOCJICBBIX JKUBOTHLIX, ITIOJO3PCBACMBIX B HOCUTCIILCTBC PIH(bGKHHﬁ;

pasaciIbHOC COACPIKAHUC ICIICBBIX KMBOTHBIX, HMCIIOJIB3YCMbIX B PA3HBIX BHAAX
KIIMHUYCCKHUX HCCHGHOB&HHﬁ;

XpPaHCHUC KOPMOB, O60py,HOBaHI/I$I W HWHBCHTApsA i1 yXoda 3a LOCJICBLIMH
JKUBOTHBIMH U30JIMPOBAHHO OT MCCT COACPIKAHHNA ICICBLIX JKUBOTHBIX

U30JIMPOBAaHHOE XpaHEHUE 00pa3lOB UCCIIEyEMbIX JIEKAPCTBEHHBIX MPENapaToB,
B TOM YHCJIE apXUBHBIX 00PA3II0B JIEKAPCTBEHHBIX MIPENAPATOB;

W30JJMPOBAHHOE XPAHCHHE PEAKTHBOB, PEareéHTOB, TECT-CUCTEM U CTaHIAPTHBIX
00pasIoB.;

HN30JIMPOBAHHOC XPAHCHUC II0JYy4YaCMbIX OTXOAOB MO0 HX YTHIMW3alUHW WA
YHUYTOKCHHA,

HN30JIMPOBAHHOC XPAHCHHUEC JOKYMCHTOB,
BO3MOKHOCTB BCKPBITHUS IMABINUX IHECJICBLIX )KUBOTHBIX,

IIPOBCIACHUC MOﬁKH, IIGSI/IH(i)GKLII/II/I HHBCHTApPs, IIOAIOTOBKH KOPMOB U YA4JICHUC
OTXOO0B.

85. Ilpm npoBeNEeHMHM KIMHUYECKOIO HCCIENOBAHMS JIOJDKHO HPHUMEHSTHCS
M3MEPUTEIILHOE M HCHBITATEIbHOE O00OpY/OBAaHHWE, PEAKTUBBI M  PEareHThl,
CTaHAapTHbIE 00pa3Lbl U TECT-CUCTEMbI, COOTBETCTBYIOIINE TPEOOBAHUSAM, YKAa3aHHBIM
B IyHKTax 22 - 26 Hacroawmux [Ipasu.

86. KnmHnueckne wuccnenoBaHus [OKHBI TPOBOJUTHCA HA KaXKIOM BHUIE
LIENIEBBIX JKUBOTHBIX, KaXKJIOW BO3pacTHOM TpyImme (BO3PAaCTHBIX TIpynmax), s
KOTOPOTo (KOTOPBIX) MPEAIOJIaracTcs UCIOIb30BaTh JEKApCTBEHHBIN IIpenapar.

87. B KMMHNYECKOM HCCIeIOBAaHUH JOKHBI UCIIOJIB30BaThHCS IEIEBBIC JKUBOTHEIEC
B KOJMYECTBE, JOCTATOYHOM JUISI OO€ECIEYEeHUS CTAaTUCTHUYECKOH 3HAYMMOCTH
HCCIICIOBAHUSI C YYETOM BO3MOKHOCTH HCKJIIOUYEHHUS IICJIEBBIX KHUBOTHBIX W3
HCCJICIOBAHUS U NX 3aMEHEIL.

88. Ilocine mnpenBapuTenbHOr0 OTOOpAa 1EJIEBBIX >XUBOTHBIX TMPOBOJIUTCS HX
KIIMHUYECKOe OOCeI0BaHe, BKIIOYAIONIEE OCMOTP U, NpPHU HEOOXOAMMOCTH,
nmabopaTOpHBIE UCCIIEIOBAHNUS, C IIEJIbIO JOIMYCKa JIJIsl UCIIOJIH30BAHUS B MCCIICIOBAHUN
LIEJIEBBIX KUBOTHBIX, COOTBETCTBYIOLIUX LEISM U 3a7a4aM UCCIEAOBAHUS.

89. Ha meneBbIX >XHUBOTHBIX, MOCTYNMHUBIIUX B OPraHU3AIMIO, MPOBOASILYIO
KIMHUYECKOS  MCCIICIOBAaHUE, JOJDKHBI  OBITh  O(POpMIICGHBI  BETEpPUHAPHBIC
CONIPOBOJIUTENIbHBIE JOKYMEHTHI B CIydasiX, IPEAYCMOTPEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickon @enepanum.



90. nst OLIEHKH COCTOSIHUSI 30pPOBbS, HEOOXOJMMOTrO JJisi HMCIOJIb30BAHUS
IICJICBBIX JKMBOTHBIX B HCCJICAOBAHHMHM, JIMIIO, OTBETCTBEHHOE 3a OCYIIECTBICHUE
UCCJICIOBAHUS, JOJDKHO TPHHATH pEIICHHEe O HEOOXOJAMMOCTH KapaHTUHHUPOBAHHS
IIEJICBBIX KUBOTHBIX M O CPOKAX MX KapaHTHHHUPOBAHUS.

91. Ins oOecrieueHnss MHIUBUIYaIbHOTO HAOIIOACHUS B MPOIECCE BBIMOJIHEHUS
UCCIIEIOBAHUS LIEJIEBBIE AKUBOTHBIE JTOJKHBI OBITh UACHTU(ULMPOBAHbL. B OTHOLIEHUH
LIEJIEBBIX JKUBOTHBIX, UCIIOJIb3YEMBIX IMPU MPOBEACHUU KIMHUYECKUX HCCIEI0BAaHUM
JIEKapCTBEHHBIX IMPENapaToB, MpPEJHA3HAYEHHBIX JJIs TPYIIOBBIX 00pabOTOK,
JOITyCKAEeTCsl TPYIIOBasi UACHTU(UKALINS.

92. B IIepuog HUCCIICAOBAHUA IICICBBLIC CEJIbCKOXO3SIHMCTBEHHEIC >KMBOTHBIC 0O€3
KpaﬁHeﬁ HGOGXOI{I/IMOCTH HC HOOJDKHBI IICPpEMCIIATHCA H3 OAHOI'O IIOMCHICHHA B

apyroe.

93. lleneBbie >KMBOTHBIE JTOJDKHBI MMETh CBOOOJHBIN nocTyn K Bojae. Kopma u
BOJIa JIOJDKHBI OBITH O€30MAaCHBIMU JIJIs1 3JI0POBbSI IIEJIEBBIX JKUBOTHBIX, 00ECIIeUnBaTh
MOTPEOHOCTH 1IEJIEBBIX KMBOTHBIX B MUTATEIBHBIX BEIIECTBAX U HE JIOJHKHBI BIUATH
Ha Pe3yJIbTAaThl UCCIIEI0BAHUS.

94, HpPI IMPOBCACHUHA KIIMHUYCCKOI'O HCCICOOBaHUA HGO6XOI[I/IMO
nyn "6" n_n n_n
]

PYKOBOJCTBOBATbCA MNPUHIMUIAMHU, YKAa3aHHBIMH B NOANMYHKTax 'a', ', "n
nyHkra 37 Hacrosamux [IpaBuir.

95. CoOCTBEHHUK HCIIOJIB3YEMOTO B HCCJIEIOBAHUM >KUBOTHOTO JOJKEH OBITh
npouH(OPMUPOBaH 00 YKa3aHHOM HMCCJIEAOBAHUU W CBSI3aHHBIX C HUM PUCKaX, B TOM
YuCJe O 1eJeCO00Pa3HOCTH T'YMaHHOIO yYMEPIIBJICHHUS KUBOTHOTO B Cilydyae, €Cu B
MpoIecce KIMHUYECKOTO HCCIENOBaHUS €ro (PU3MYECKOE COCTOSHHE PE3KO
YXYAIWIOCHh U JaJbHENIIEE MPOBEACHUE KIMHAYECKOTO HMCCIEAOBAHUS MPUYUHSIET
KUBOTHOMY CWJIbHBIC WJIM TOCTOSTHHBIE 0O0JIM, (PU3MUYECKHE CTpPaJaHus, TOCTOSHHYIO
(GYHKIIMOHATBHYIO HEIOCTATOYHOCTh, HEMOIIAIONINECS YCTPAHESHHUIO.

96. NndopmupoBaHre cCOOCTBEHHUKA KUBOTHOIO 00 MCCIEAOBAHUU, B KOTOPOM
UCIIOJIb3YETCS )KUBOTHOE, U CBSI3aHHBIX C HUM PUCKaxX OCYIIECTBISETCS B MTUChMEHHOMN
dopMe 10 Hauyajga OCYIIECTBICHMUS WCCICIOBAaHUSA, a O HACTYIUICHUH PHUCKOB,
yKa3aHHBIX B MMyHKTe 95 Hactosmux [IpaBun, - He o3HEE TPEX YaCOB C MOMEHTA MX
HACTYTUICHHUS.

97. Otbop mnpoO OHUONOTHYECKUX MAaTepUasoB JODKEH TMPOBOAMUTHCS B
WHAUBUAyaIbHbIE TNPOOUPKU  ((JIaKOHBI, KOHTEHHEpHI), KOTOpBIE  JOJIKHBI
MapKUpPOBaThCA C yKa3aHWEM HIACHTHU(PHUKAIIMOHHBIX JAHHBIX IIEJIEBOTO JKHUBOTHOTO
(rpynmbl  KMBOTHBIX), BpPEMEHH OTOOpa MpoObl OHOJOTUYECKOTO Marepuaia |
HAaMMEHOBAHUs HCCJIEIyeMOro JIEKapCTBEHHOTO TIperapaTa WU KOAUPOBATHCS B
COOTBETCTBHH C IJIAHOM UCCIICIOBAHMSI.

98. Ecam wHOe He MPeayCMOTPEHO IUTAHOM  HCCIICIOBAaHUS, MPOObI
OMOJIOTHYECKOTO MaTepraja J0HKHBI 3aMOPaKUBATHCSI M XPAHUTHCS B 3aMOPOKEHHOM



BHUAC 10 UX UCCICAOBAHUA.

99. CoTpyIHHUKOM, MPOBOAMBIINM OTOOpP TPOO OHMOJIOTHMYECKOTO0 MaTepHala,
JOJDKCH COCTABIIATHCS JIOKYMEHT C yKa3aHHEM JaThl 0TOOpa, MICHTHU(UKAIIMOHHBIX
JAHHBIX IIEJICBOTO YKMBOTHOTO (TPYIMIBI >KMBOTHBIX), MX I0Jla, BO3pacTa, MAacChl.
[TpoOb1 OHMOJOrMYECKOro MaTepHuaga MepefaroTcs B Ja0OpaTOpPHIO C yKa3aHHBIM
JTOKYMEHTOM [Tl UCCIICIOBAHUS.

100. O6bem mnpoObl OWMONIOTUYECKOTO MaTepuana, HeOOXOMUMBIA IS
MCCIIIOBAHMSI, OTIPENIEIISIETCS] UCXOIS M3 METO/1a MCCIIeI0BaHMUS.

101. Ilpn npoBeneHUM KIMHAYECKOTO HCCIIENOBAHUSA JIOJKHBI MCIIOIb30BATHCS
oOpa3s1pl JJIEKapCTBEHHOT'O TIpernapara:

B TOM K€ JIEKapCTBEHHOM (hopMe, KOTOpasi INIAHUPYETCS 1JIs1 IPUMEHEHUS;

MMPOU3BCACHHLIC 110 TCXHOJIOI'MH, KOTOpAad IPCAYyCMATPUBACTC JIsSI BKIIIOYCHUA B
HpOMBIHIJIGHHLIﬁ PCTIIaMCHT HJIM B WHOM HJOKYMCHT, OHpGI[GJ'ISII-OIHI/Iﬁ TCXHOJIOTHIO
ITPpOU3BOACTBA,

COOTBETCTBYIOIIME TPEOOBAHMSIM KA4YECTBA, MPEIYCMOTPEHHBIM MPOEKTOM
HOpPMAaTHUBHOT'O JOKYMEHTA Ha JIEKAPCTBEHHBIN MIpernapar;

C MapKHUpPOBKOW, COOTBETCTBYIOWIEH TpeOoBaHUsIM cratbu 46 DenepabHOro
3akoHa N 61-D3.

102. OOpa3mpl  JEKapCTBEHHOTO  Mpenapara JOJKHBI  COMPOBOXKIATHCS
MPEICTAaBICHHON pa3pabOTYMKOM JOKYMEHTAIMEH, cojaepiKamieil ykazanus o0
YCIIOBUSX U CPOKAX XpaHEHUs, MH(OPMAIUIO 0 Mepax 1Mo 00ecreueHn0 6€30MacHOCTH
paboThl € HCCIEAyeMbIM JIEKAPCTBEHHBIM TPEMapaToOM, PACTBOPUTEISAIMU U
uH(popMaIelt o poleaype pacTBopeHus, UHGOpMaIMEH 0O KOMIUIEKTHOCTH, a TaKKe,
ecnu HeoOXOJIMMO, YCTPOMCTBaMM JJIsi BBEJCHUS JIEKAPCTBEHHOIO Mperapara
1[€JIEBBIM KUBOTHBIM.

103. O6pa3ipl UCCIenyeMOTo JIEKAPCTBEHHOTO TperapaTa MojJiekaT y4eTy Mnpu
mpHeMe, pacxoie, BO3BpaTe WM YTHIW3AUA B COOTBETCTBHU C MPOLETYpPOH,
YTBEPKIAECHHOW OPraHU3alMen, MPOBOIAIIECH HCCIIETOBAHUE.

104. Xpanenne oOpa3IOB HCCIEAYEMOTO JIEKAPCTBEHHOTO Mpemnapara JIO0KHO
OCYIIECTBISATHCSA B  YCJIOBHSAX, YCTAHOBJICHHBIX pPa3pabOTYMKOM, B YITAKOBKE,
oOecIrieuynBarOIIe 3allUTy OT 3arpsA3HCHHUS WJIM TIOpYH, B OTICIBHOM 30HE
MOMEIICHHUA, TPEeIHA3HAYCHHBIX JUIS TPOBEACHUS KIMHHYECKOTO HCCIACAOBAHMS, C
OTpaHUYCHHBIM JOCTYIIOM.

105. OOGpa3upbl JIeKapCTBEHHOTO Tpemnapara, MpeaoCTaBIeHHbIE IS MPOBEICHUS
KJIIMHAYECKOTO MCCIICIOBAHUS, JODKHBI MMETh CPOK TOAHOCTH, JOCTATOYHBIN IS
3aBEPIICHUS KIMHUYECKOTO HCCleoBaHus. Vcrmonp30BaHWEe B KIIMHHUYECKOM
MCCIICIOBAaHUH OOpa3IloB JIEKAPCTBEHHOTO IMpemnapaTa ¢ UCTEKIIMM CPOKOM TOJHOCTH
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WM XPAaHUBHIUXCA B YCIOBUAX, HC COOTBCTCTBYOIIHMX YCIIOBUAM XpPaHCHMUA,
YCTAaHOBJICHHBIM pa3pa60T‘II/IKOM, HC OOITYCKACTCA. B clIydac OJIUTCIBHOI'O
KIIMHUYCCKOI'O HMCCIICAOBAHUA, IIPCBBIIAOMICTO CPOK TOJHOCTH JICKAPCTBCHHOI'O
CpcacCTBa, YCJIOBUA 3aMCHBI 06pa3u03 JICKAPpCTBCHHOI'O IIpcliapata MU KpPUTCPHHU
IMPUCMIICMOCTH OOJIKHBI OBITH OIMMCAHBI B IIAHE HCCICAO0BAHMS.

106. Tlpu moaroroBke o0Opa3lOB JEKAPCTBEHHOIO Ipenaparta [Jis BBEACHUS
[EJEBbIM JKMBOTHBIM HE JIOJDKHA JOIMYCKAaThCsl MX KOHTAMUHALUS —JPYTUMU
JIEKApCTBEHHBIMU CpPEACTBAMU U HMHQPEKIMOHHBIMU areHTamu, JOJKHA OBITh
oOecrieueHa 6€30MacHOCTD IS JIUI, YYaCTBYIOIIMX B OCYIIECTBICHUU HCCIIEOBAHUS,
Y OKPY’KAIOIIEH CPEBI.

107. VYHUUYTOXKEHHE OCTATKOB HCCIIEAYEMOro JIEKAPCTBEHHOI'O IIperapara
OCYILIECTBIISIETCSA B COOTBETCTBUHU CO cTaTheil 59 PenepanpHoro 3akoHa N 61-D3.

108. Opranuzamus, NOpoBoAsIIas  HCCICAOBAHME, JIOJDKHA  YTBEPIUTH
CTaHJIapTHBIE OMEPAIMOHHBIE MPOIEAYPHI, B KOTOPHIX MOJAPOOHO U MOCJIEIOBATEIHHO
JIOJDKEH OBITh OINHUCaH TMOPSJI0K OCYIIECTBICHUS M Yy4yeTa BCEX Ja0OpaTOpPHBIX H
MIPOU3BOJICTBEHHBIX OIEpalnii, BKIIOYAas:

a) mpueM, TPAHCHOPTHUPOBKY, pa3MelIeHUe, HACHTHU(PHUKALNUIO, 00paboTKy u
KOPMJICHHE IICJICBBIX JKUBOTHBIX;

0) oOciy>XKMBaHUE U TIOBEPKY 000PY10BaHNUS,
B) IIPUTOTOBJICHUE PEAKTHBOB, MTUTATCIILHBIX CPE/T;
T') BEJICHHUE 3alKCeii, OTYETOB, IPOTOKOJIOB M UX XPAHCHHUE;

n) oOcimy)XMBaHUE TOMEIICHHM, B KOTOPBIX MPOBOJUTCS KIMHUYECKOE
UCCIICJOBAHHUE;

e) IMPUTOTOBJICHNEC KOPMOB IJIA HEJICBBIX JKUBOTHBIX,

’K) TMOCTYIUIEHUE, UAEHTU(PUKAINIO, MapKUpPOBKY, 00pabOTKy, OTOOp mpoo,
UCIOJIb30BAHUE, XPAHCHUE U YHUUTOXEHHE (YTHIM3AIUIO) HCCIEIyeMBbIX 00pa3IioB
JIEKapCTBEHHBIX MPENapaToB M CTAHIAPTHBIX 00pa3loB (B Cydae UX UCIOIb30BAHMUS).

109. Pa3paboTuvMk JOJDKEH YTBEPAUTh IUIAH KaXKJIOrO0  HMCCJEAOBaHUS,
MPOBOAMMOIO B paMKaxX KIMHUYECKOTO MCCIENOBAHUS, C YKa3aHUEM JaThbl €ro
YTBEPKICHHUS. YKa3aHHBIN IJ1aH UCCIEAOBAHUS JI0JHKEH COJIePKATh:

HAaUMEHOBAHUE HUCCIEJOBaHUs, MPOBOAUMOIO B paMKaxX KIMHHUYECKOTO
HCCJIEJOBAHMS,

HAaMMCHOBAHHC MW aJpCC OpraHu3aluu, HpOBO)]HHlCﬁ ucciacaoBaHue, MCECTO
OCYHICCTBJICHUA UCCIICIOBAHUAA,

dbamunuio, uMs, OTY4ecTBO (IIPM HAJIMYMM) JIMIA, OTBETCTBEHHOIO 3a
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OCYIIECTBJICHUE HCCIEAOBAHUSA, W JIMI, YYaCTBYIOIIMX B  OCYIIECTBICHUU
HCCICIOBAHM;

Oejab UCCIACAOBAaHUA,
3aJa4u UCCJICAOBAaHUA,

000CHOBaHHME TIUTaHA MCCJIEAOBAHUS, IMPOBOJUMOIO B paMKax KIMHUYECKOTO
HCCJICIOBAHUS;

CpOK (Mecsl, TOJ) Havajla U IUIAHUPYEeMbIH CpOK (Mecsdll, Troj) OKOHYAHUS
HCCIICIOBAHUS;

cBeleHusT 00 ucciueAyeMOM JIEKapCTBEHHOM Tpemnapare (HaMMEHOBaHMUE,
Ka4eCTBEHHBI W KOJMYECTBEHHBIA COCTaB, HOMEpP Cepuu, OOBEM CEpuHu, aara
MPOU3BOJICTBA, CPOK TOAHOCTH, (U3WYECKUE, XUMHUUYECKUEe, OHOJIOTUYECKHE,
dapmarneBTHYECKHUE CBONCTBA);

CBEIICHMS O TIIpenapare CcpaBHEHUs (HAaMMEHOBAHHWE, KauyeCTBEHHBIM U
KOJIMYECTBEHHBIM  COCTaB  JICMCTBYIOIIMX  BEIIECTB, KAYECTBEHHBIM  COCTaB
BCIIOMOTATENbHBIX BEIIECTB, HOMEP CEPUU, CPOK TOJHOCTH, (PU3NYECKUE, XUMUUECKUE,
Oouonoruyeckue,  (papManeBTHUECKHE  CBOMCTBA, HOMEpP  PErHUCTPALMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO TMperapara) B ClIydae €ro HCIOJIb30BaHUS TpU
MPOBEAECHUN KIMHUYECKOTO HCCIEI0BaHUS;

oO0ocHOBaHMEe BbIOOpa pedepeHTHOro mpenapata (IpU  UCCIEAOBAHUU
OMOSKBUBAJICHTHOCTH);

onmvcaHWe U OOOCHOBaHUE WCMOJIB3YEMbIX B HCCJICJAOBAHUSX METOJIOB,
000pyI0OBaHUS U CPEIICTB U3MEPEHUS;

KpUTEPUH BLIOOPA UCIIOIB3YEMbIX B UCCJICIOBAHUU 11€JIEBBIX KUBOTHBIX, X BUJA,
BO3pacTa, I10Jla, MAacChl Tela, KPUTEPUU BKIKOUYEHUS (UCKIIOUEHHS) IEJIEBBIX
YKABOTHBIX, OPSIAKA UX 3aMEHBI;

CXEMY HUCCIICAOBAHUS U €€ 06OCHOBaHI/IC;

KOJIMYCCTBO LCJICBLIX KMBOTHBLIX B I'pyHIIC, IMICPUOANIHOCTE OLCHKHW COCTOSHUSA
OCJICBBIX JKHWUBOTHBIX H 0T6opa Hp06, OOCHHMBACMBIC B IIPOHCCCC HCCICAOBAHUA
IIokKa3aTciii 1 MCTOANKH NX OLCHKH, UX O6OCHOBaHI/Ie;

OMrcaHue OWOJIOTUYECKOTr0 MaTepuana, OTOMPAaeMOro Hjs OCYIIECTBICHUS
MCCJIEI0BAaHMS, CIIOCOO0B €0 0TOOpa M XpaHEHUs, UX 00OCHOBAHHE;

METO/bl pachpe/esIeHUs] UENEBbIX >KMBOTHBIX MO TpynnaMm, HHbopMaius o
IIPEAUIECTBYIOIIEN U COMMYTCTBYIOLIEH TEPAIINH;

KPpUTCPHUH IIOCTAHOBKH JHUArHo3a u CIIOCOOEBI €T0 IMMOATBCPKACHUA,

omucaHue  J1abOpaTOpPHBIX  MCCIEAOBaHUM, MPOBOJMMBIX B  IpoIecce



HCCJICIOBaHMUS;

cocoObl, TyTH BBEIACHHS, J03a U PEKUM JO3UPOBAHHUS HCCIEAYEMOTO
JIEKapCTBEHHOI'O Ipenapara v (Ipy HAJIMYUK) MperapaTa CpaBHEHUs], UX 000CHOBAHUE;

KpuTepun  OoneHKM  dpdexTuBHOCTH U 0€30MaCHOCTH  HCCIEAYEeMOTO
JIEKapCTBEHHOT'O IIpernapaTa;

MMOpsAA0OK BHCCCHUS W3MEHEHUH B IJ1aH Buaa UCCICOOBAHMA,
OIIMCAaHUC IIPOUCAYPLI CTAaTUCTUYECCKOM O6pa6OTKI/I PE3YJILTATOB UCCIICAOBAHUA,

CCBUIKM Ha JIUTEpaTypHblE UCTOYHUKU (B CIydyae HUX UCIOJIb30BaHUA);
JOTIOJIHUTENIbHYI0 HH(OpMALIUIO (B Cllydae HATUYHS).

110. [1nan uccnenoBaHus TOHKEH COCTABISITHCS pa3pabOTUUKOM WJIM CTOPOHHEH
opraHu3aluei (B ciaydyae ee IpUBJICUYECHUS JIJISl OCYIIECTBICHUS UCCIIEI0BAHNSA).

111. Ilnan HCCICAOBAHUA IIOAIIMCBIBACT JIMIIO, OTBCTCTBCHHOC 3a IIPOBCIACHHC
KIIMHUYCCKOI'0 UCCIICAOBAaHNUA, C YKa3aHUEM JOJIKHOCTH, MCCTa pa6OTBI.

112. JIuma, y4acTBYIOIIME B OCYIIECTBIECHHUHU HCCIECIOBAHMS, JOJKHBI BECTU
MPOTOKOJI UCCJIEAOBaHUA Ha OyMaKHOM HOcuTeNe W (WUJM) B DJIEKTPOHHOM BHUJIE, B
KOTOPOM (DPUKCUPYIOTCA IEUCTBUS, IPEAYCMOTPEHHBIC TJIAHOM UCCIICIOBAHUSI.

113. I[IpoTokos ucciaeaoBaHus JOKEH BKIIOYATh:

HAaMMEHOBAaHUE MCCJEOBAHMUS, IPOBOJUMOTO B paMKaxX KJIMHUYECKOIO
HCCIICIOBAHUS;

ONMKMCAaHKNE HMCIOJIb30BAHHOTO 00OPYIOBaHUS, CPEACTB U3MEPEHUS] U PEAKTHUBOB,
peareHToOB, CTaHJIapTHBIX 00Pa3IlOB U TECT-CUCTEM (IIPU UCIIOIL30BaHUN);

NEepBUYHBIC JAHHBIE O peE3yJbTaTax U3MEpeHU U HaOmojeHud (mpu
BO3MOKHOCTH UHAUBUYATbHON UACHTU(DUKALIMY )KUBOTHBIX);

ONMCAHWE M OLEHKY NPOUEAyp CTaTUCTHYECKOIO aHajau3a C YKa3aHUEM
HCIIOJL30BAaHHOIO TIPOTPAMMHOTO OOecrieueHust (AOMOTHUTENBHO MPU UCCIET0OBAHUN
OMO’KBUBAJICHTHOCTH YKa3bIBAIOTCS BCE 3HAUCHMS WHIUBUAYAJIbHBIX KOHIIEHTPAIUNA U
(dbapMaKkOKHMHETUYECKUX IMapaMeTPOB, a TaKkKe JaHHbIC ONUCATEIHHOM CTaTUCTHUKH,
BKJIIOYAsl TFEOMETPUYECKOE  CpefHee, MeAuaHy, apupMeTUYecKoe CpelHee,
CTaHAAPTHOE OTKIOHEHUE, KOA(PPUITMEHT BapHUaIiK, MAKCUMAJIbHBIC 1 MUHUMAJIbHBIC
3HAYEHMS ISl KaXKJIOTO M3 CPAaBHHUBAEMbBIX JIEKAPCTBEHHBIX MPENAapaToB, a TaKKe
WHIUBUyaJIbHbIE  (DApMaKOKWHETHYECKWE  KpWBbie WiM  rpaduKk  CpemHen
(hapMaKOKMHETHUECKOW KPUBOW C JOBEPUTEITHLHBIMU WHTEpPBAJaMU Ha JIMHEHHON WIH
norapu(MUUIECKON MIKaIax);

CBCACHU 00 HCIIOJIB3YCMBIX HCJICBLIX JXHMBOTHBIX (BI/I)I, BO3pacCT, KOJIHNYCCTBO,
MaccCa, IOJI M KOJIHMYCCTBO IPYIIT HCJICBLIX }I(I/IBOTHBIX), yCJIOBUSL COJCPIKAHHUA U



KOPMJICHHSI LIEJIEBBIX KUBOTHBIX, apaAMETPhI OKPYKAIOIIEH CPEAbl B ITIOMEIIEHUSX, B
KOTOPBIX COACPIKATCS LEIEBbIC dKUBOTHBIE;

CBCACHUA O BO3HMKHOBCHHUHU  HCKCIATCIbHBIX pCaKHI/Iﬁ u CCPBC3HBIX
HCKCJIAaTCIbHBIX peaKuHﬁ H MCpax I10 UX YCTPAHCHUIO,

CBCACHHMA, HMCIOINIME HCIOCPCACTBCHHOC OTHOIICHUC K HCCICAOBAHUIO U
IMO3BOJIAIOINEC BOCIIPOU3BCCTHU XOO UCCIICIOBAHUSA,

W3aliH  HCCIIEIOBaHUS, B TOM YHCIE CHOCOO BBEIECHHS JIEKApPCTBEHHBIX
npenapaToB, 103y W PEXUM JIO3UPOBAHUSA, MWHTEPBAJI BPEMEHH MEXIy BBEICHUEM
JIEKQpCTBEHHBIX IIperapaTroB, OWOJOTUYECKUW MaTepuan, cxemMy oTOopa mpold
OMOJIOTMYECKOT0  MaTepuajga, YCIOBHS WX XpaHeHUs (IpU  HCCIEIOBaHUM
OMO’KBHBAJICHTHOCTH);

ONHMCAHKNE AHATUTUYECKOTO METO/1A (ITPH MCCIIEJOBAHUN OMOIKBUBAJIEHTHOCTH );

XpOMAaTOrpaMMBbl (mpu HCCJIEIOBAHUU OMO3KBUBAJICHTHOCTH
XpoMarorpaduuecKuM WM MacCIeKTPOMETPUIECKUM METOIaMH );

OMHMCAHWE METOJI0OB (PApMAKOKMHETUYECKOrO aHaiu3a (MpU HCCIEeIOBAaHUU
OMOSKBUBAJICHTHOCTH);

ONMCAHUE KpPUTEPHUEB OMO’KBUBAJICHTHOCTH (mpu HCCIICIOBAHUN
OMOSKBUBAJIEHTHOCTH).

Jlmst  aBTOMAaTWYeCKH PETHCTPUPYEMBIX IMapaMeTpPOB ¢ OOJBIIMM  YHUCIIOM
WHINBUYaJIbHBIX 3HAYCHUH TOMYyCKAETCs MPEACTABICHHE BMECTO MEPBUYHBIX JAHHBIX
0 pe3yJibTaTax M3MEPEHUM M HAOIIOACHUI PE3yJIbTaTOB MEPBUYHON 0O0pabOTKU ITUX
JTAaHHBIX.

114. TlIpotokosn wucclenoBaHUs JOJKEH OBbITh TOMAMKMCAH BCEMHU JIMIIAMU,
YY9aCTBOBABIIIMMHU B OCYIIECTBICHUU HMCCIICAOBAHUA, C YKa3aHUEeM (haMWINH, UMCHHU,
oTdecTBa (IIPH HAJTUYWH), YYCHON CTETCHH (TIPH HAJIMYKH), a TAK)KE ¢ YKa3aHUEM JaThl
MOATNMCAaHNS U HOMEpa MPOTOKOJIa UCCIICIOBAHMS, TIO3BOJISIONINX UASHTU(PHUITIPOBATH
JNAHHBINA TPOTOKOJL.

115. Conepxxanue MPOTOKOJIA JIOJIKHO MTO3BOJISATh OJTHO3HAYHO
UJIEHTU(PUITMPOBATh HCCIICIOBAHKUE, MCIOJb30BaBIIMECS 00pa3Ibl JIEKAPCTBEHHOTO
npenapara, BUJ UCCJIEAOBaHUs, METObI, JIUIl, YYACTBYIOIIUX B MOJYYCHUU JAHHBIX U
B TOJIFOTOBKE OCYIIECTBIICHHUS HCCIEIOBAaHUs, a TakKe OOOpYyJI0BaHHUE, PEareHThl U
PEaKTUBBI, CTAHJAPTHBIE 00Pa3Ilbl U TECT-CUCTEMBI (B CIIy4ae UX MCIOIb30BaHUs).

116. M3meHeHHs] CBEICHUI, COJAEpKAIIMXCS B MPOTOKOJE MCCIEAOBAHUSA,
obopMIISIIOTCST B BUJIE€ JIOMOJHEHUH K YKa3aHHOMY TMPOTOKONY, KOTOpPBIC
MOJAMUCHIBAIOTCS BCEMU JIUIIAMU, YYaCTBOBABIIMMHU B IMPOBEACHUM JOKIMHUYECKOTO
UCCIIEIOBAHUSI, C yKa3aHWEeM NPUYMH W3MEHEHMM, JaThl U HOMEpa JOMOJHEHUS K
IPOTOKOJTY UCCIIEIOBAHMUS.



117. Tlocne 3aBepuIeHUs] UCCIIEIOBAHUSA, IPOBEICHHOIO B PAMKaX KJIMHUYECKOTO
UCCIIEIOBAHUSI, JIUIIOM, OTBETCTBEHHBIM 3a OCYILECTBJICHHE JAHHOIO HCCIEI0BaHUS,
JOJDKEH OBITh COCTAaBJIEH M MOANMCAH OTYET O pe3yibTaTaX HUCCIEIOBAaHUS, KOTOPBIN
JOJDKEH COZIEPKATh:

HAaMMCHOBAaHHUC BH A UCCIICIOBAHUA,
JAaTy 1 HOMCP, ITO3BOJIATOIINUC I/II[eHTI/ICbI/II_II/IpOBaTB I[aHHBIﬁ OTYCT,

HanMMCHOBAHHC, aApcC OpraHu3aluu, HpOBOI[I/IBH_Ieﬁ HCCJICAOBAaHUC, U MCECTO
OCYHMCCTBIICHUA UCCICAOBAHUA,

JAaThbl Ha4YaJia U 3aBCPIICHUA UCCIICAOBAHNA,
OeJab U 3aJa4u UCCIICAOBAHUA,

dbaMunuio, uUMs, OT4eCTBO (MPU HAJIWYMM), YUYCHYIO CTENeHb (IPU HAJUYHH),
MECTO palOThl JUIlAa, OTBETCTBEHHOTO 3a OCYIIECTBJICHHWE JIaHHOTO BHJA
WCCJICIOBAHMS, U JIUII, YYACTBYIONTUX B OCYIIICCTBICHUH MCCIICIOBAHNS;

OIMCAaHUE MCCIEAYEMOro JIEKapCTBEHHOI'O IIpernapara U Ipenapara CpaBHEHUs
(npu  HanMuMM), BKIKOYAs  COCTaB, (PU3MKO-XUMHUYECKHE, OHOJOTHYECKHUE,
(apmaneBTUYECKHUE CBOMCTBA, HOMEDP CEPUH, CPOK TOJTHOCTH;

ONHCaHUE XOJa HWCCIICIOBAaHMS C yKa3aHHWEM HCIIOJIb30BAHHBIX MAaTCpHAIOB MU
METO/IOB;

OMHUCAHWE HMCIOJIb30BAHHOTO O0OpPYAOBAHUS, CPEICTB M3MEPEHUS U PEAKTHUBOB,
peareHToB, MpernapaToB CPAaBHEHUS U TECT-CUCTEM (B CIydae UX UCIOJIb30BAHUS ),

pPSKUM  JO3UPOBaHUSA, KPAaTHOCTh W IYTh  BBEICHUS  HCCICIYEMOTO
JICKaApCTBEHHOTO TIpernapara;

BH/JI, BO3PACT, MOJI, KOJUYECTBO LEJIEBBIX )KUBOTHBIX B KAXKJIOW T'PYIINE, YCIOBHUS
KOPMJICHHS;

pe3yJIbTaThl HMCCIENOBAaHUS CO CCHUIKAMHM HAa COOTBETCTBYIOIIME IEPBUYHBIE
JaHHBIE O pe3yJibTaTax U3MEPEHUN 1 HAOJIIOACHUM, UX CTATUCTUUECKUIN aHaJn3;

BBIBOABI U3 IMTPOBCACHHOT'O UCCICAOBAHMNS.

118. Ilpm wuccnenoBaHMuM OHOAKBUBAJEHTHOCTH OTYET O  pe3ysibTaTax
UCCJIEIOBAHUS JIOJDKEH COJEpXaTh CBEICHUS, yKazaHHble B myHKTe 117 Hacrosmmx
[TpaBu, a Taxoke CIEIyIOILYI0 HH(OPMALIUIO:

o0OoCHOBaHME BBIOOpPA METOJA OIpPECICHUs] JIEUCTBYIONMIETO BEIIECTBA, WIU
MeTa0oIuTa, Wik u3oMepa, o01aaaromux GapMaKkoJIOrHuecKo akTUBHOCTRIO (j1aJiee -
aHaJINUT) B OMOJIOTUYECKOM MaTepHale;

ONHMCAaHUE  HCIOJNB30BAHHOIO  crnocoba  pacueta  (papMaKOKMHETHYECKHX



apaMeTpoB;

pe3yNbTaThl ONPEACIICHUs COJEPKAHUS aHajJuTa B OMOJOTMYECKOM MaTepuale,
MOJIyYEHHbIE JUISI KaXXJOrO II€JIEBOTO JKMBOTHOIO, COOTBETCTBYIOLIME CpEIHUE
3HAYEHUS U BEJIMYMHBI CTAHJIAPTHBIX OTKJIOHEHUH;

CTaTUCTUYECKUE KPUTEPHUH, UCIIOJIb30BAHHBIE ISl OUEHKH OMO’KBUBAJIEHTHOCTH,
U PE3yJNbTaTbl ATOW OLEHKU. JUIg KaXJoro CpaBHMBAEMOIO JIEKAPCTBEHHOTO
npernapara JOJLKHBI ObITh YKa3aHbl BCE 3HAUEHUS WHIUBUAYATIbHBIX KOHLEHTPALUNA U
(papMaKOKMHETUYECKUX MMApaMETPOB, HapsALy C JaHHBIMU OMMCATEIbHOW CTATUCTHKH,
BKJIIOYAsi TE€OMETPUYECKOE  CpelHee, MeauaHy, apudMeTnyeckoe CpenHee,
CTaHJIapTHOE OTKJIOHEHUE, KO3 (HULIMEHT Bapuallii, MaKCUMaJIbHble 1 MUHUMAJIbHbIC
3HaYeHUs. MHIMBUAYyanpHbIE KpUBBIE "KOHIEHTpALMI-BpEMs'" CIIEyeT IPEICTaBIIATh
Ha JMHEHHOW WM jorapupmuyeckod mkanax. JlomkeH OBITh ONUCAaH METOJ
MOJIy4eHUs] (papMaKOKMHETHYECKUX MapaMEeTPOB U3 UCXOIHBIX JAHHBIX U KOJIMYECTBO
TOYEK B TEPMHUHAJIBHON JorapupmMuyeckor ¢asze, HCIOIb30BAHHBIX JMJISI OLEHKH
KOHCTAaHTBI CKOPOCTH TEPMHUHAIBHON JIMMUHALIAH.

119. B ClIy4ac OTKIIOHCHHA OT IlIaHa HCCICAOBAHHA JTHUIIOM, OTBCTCTBCHHBIM 3a
OCYIICCTBJICHHUC HCCJICAOBAaHMAI, IMPpOBOANMOTIO B paMKax KIIMHUYCCKOI'O
HCCIICAOBAHUS, COCTABIIAIOTCS N3MCHCHUS B IIJIaH UCCIICAOBAHUA C YKA3aHUEM ITPUYHUH
OTKJIOHCHHA, KOTOPBLIC YTBCPIKAAIOTCA pa3pa60T‘-II/IKOM U IIpujaararoTCd K IIIaHy
HCCIICOAOBAaHUA.

120. B cnydae npuBiedeHUs JISI TMPOBEICHUS KIMHUYECKOrO HCCIIEIOBAHUS
CTOPOHHEM OpraHM3aldMd IIOCJIE 3aBEPIICHUS MCCIENOBaHUS Ha OCHOBAaHHUHM
ykazaHHoro B nmyHkte 117 Hacrosmux [IpaBun otdera o pe3ynbTaTax MCCIECIOBAHUS
JIMLIOM, OTBETCTBEHHBIM 32 OCYLIECTBJIECHHE JAHHOIO BHJA UCCIIEIOBAHUs,
COCTAaBJISICTCS Y MOAMMUCHIBACTCA 3aKIOUEHUE, COJIEPKAIIEE BBIBOABI U3 TPOBEICHHOTO
UCCIIEIOBAHUS.

121. Tlocnme 3aBepiieHHs BCEX HCCIECNOBAaHWM, NPOBEICHHBIX B paMKax
KIIMHAYECKOTO HCCIEOBaHUs, Pa3pabOTYMKOM COCTABJISIETCS OTYET O Pe3ysbTarax
KJIMHUYECKOTO0 MCCJIEAOBaHUSA HAa OCHOBAHWM YKa3aHHbIX B NyHKTe 117 Hacrosmux
[IpaBunm oT4eTOB O pe3ysbTaTax HWCCIECAOBAaHUM M, IIPU HAIWYMM, 3AKIKOYCHHM,
yKa3aHHbIX B ITyHKTe 120 HacTosumx [IpaBui.

122. Otyer o pe3ynapTaTax KIMHUYECKOTO MCCIEA0BAaHUS JOJKEH ObITh MOAMUCAH
PYKOBOAMTENEM pa3padOTUHKA.

123. Otuer o pe3ynbTaTax KIMHHYECKOTO HUCCIEN0BAaHUS JOJKEH COAEPKATh:
HAaMMEHOBAaHUE OTYETA;
HAaUMEHOBAHUE JIEKAPCTBEHHOT'O Iperapara;

HAaMMEHOBaHHUA, aJpeca pa3paboTyHMKa, MPOU3BOJUTENS  JIEKAPCTBEHHOI'O
npernapara 1 CTOPOHHUX OpraHu3aluil (B ciiyyae MPUBIICUCHHS] TaKUX OpraHU3allHil



AJI1 IPOBEACHUS KIIMHUYCCKOTO I/ICCJ'ICILOBaHI/IH);
JaThl Ha4YaJ1a 1 OKOHYaHHWA KIMHUYCCKOT'O UCCIICAOBAHUA,
AaTy 1 HOMCpP OTUCTA, ITO3BOJIAIOIIUC CTO I/IIIGHTI/I(bI/IHI/IPOBaTL;
OCJIu 1 3aJa4i KIIMHUYCCKOI'O UCCIICJOBAHMA,

KpaTKO€ OMMCAaHUE MPOBEIEHHOI0 KIMHUYECKOI0 HCCIEA0BaHus, HUH()OPMALIHIO O
npenapare CcpaBHeHHs (IpU HAJIMYUHU), OPOJOJDKUTENBHOCTh  KIMHUYECKOTO
HCCIIEIOBAHMUS, TO3UPOBAHUE JIEKAPCTBEHHOTO IIpenapara, BUAbI LIEJIEBbIX KUBOTHBIX,
pe3yabTaThl KIMHUYECKOTO UCCIIETOBAHUS;

OT'JIaBJICHUC, BKJIIOYas IICPCUCHDb HpHHO}KCHHﬁ, Ta6JII/IIl;
IICPCUYCHDb COKpaIHCHI/Iﬁ " OIIPpCACICHUC TCPMHUHOB, UCIIOJIb3YCMBIX B OTUCTC,

KpaTKOe OMUCaHUE MPOBEIEHHOTO JOKIMHUYECKOTO UCCIIEI0OBaHUs, HH(DOpMAIUIO
0 CTaHJgapTHOM oOpa3ue (Ipu HAIWYWHK), MPOAOKUTEIBHOCTh JTOKIMHUYECKOTO
HCCICIOBaHMS, HWHPOPMAIUIO 00 DSKCIEPUMEHTANBHBIX JKHBOTHBIX, PE3YyIbTAThI
JTOKJTMHUYECKOTO MCCIICTIOBAHNS,

OIKCaHUE UCCIEAYEMOTo JIEKapCTBEHHOTO Mpenapara, BKIo4as cocTaB, (pu3uko-
XUMUYECKUE, OMOJornyeckue, (papMaleBTHUECKUE CBOMCTBA;

BHUbBI HCCJIG,Z[OBaHI/Iﬁ, IMIPOBCACHHBIX B PaMKaX KIMHHUYCCKOI'O UCCIICIOBAHMA;

CBEJICHHUS O LEJIEBBIX )KUBOTHBIX M pACIPEICIICHUH UX O Tpynmnam (Bui, BO3pacT,
KOJIMYECTBO, MACCa W TOJ UENEBBIX YXUBOTHBIX, UCIOJb30BAHHBIX B KaXXJIOM BHJIE
WCCJICIOBAHNM, YCIIOBUSI UX COJCPKAHUS, KOPMIICHUS U MOCHUS, KOJIUYECTBO TPYMI
LIEJIEBBIX KUBOTHBIX B KaXKJIOM BHJI€ UCCJICIOBAHUN);

703y (1103b1), PEKUM JTO3UPOBAHUS, CHOCOOBI BBEIEHUS U NPUMEHEHHS, BpPEMs
npueMa JIEKapCTBEHHOI'O MpernapaTa, MpOJIOJDKUTEILHOCTh JeUeHHs (Jajee - cxema
MIPUMEHEHUS JIEKapCTBEHHOTO IIpenapara);

ONMHMCAHWE M OLEHKY NpPOLUEAyp CTAaTUCTUYECKOIO aHalu3a C YyKa3aHUEeM
HCTIOJB30BAaHHOIO MPOTPAMMHOTO 00ECTIeUEH NS,

0000IIIeHHBIE PEe3yIbTaThl HCCIETOBAHUIN CO CCHUIKAMH HAa OTUYETHI O pe3yibTaTax
Ka)KJI0TO BHJIa UCCJICIOBAHHM, TPOBEICHHBIX B PaMKax KJIMHHUYECKOTO MCCIICIOBAHUS,
a TaKkKe aHaIW3 YyKa3aHHBIX pPE3YJIbTaTOB, BKIIOYAs OINHUCAHWE HEXKEIaTeTbHBIX
peaknmii (KpaTKO€ ONHMCAaHUE HEXKEJIATeIbHBIX pPEaKluid, WX aHalu3, CIUCKU
HEXeNaTeNbHBIX PeaKIfii, KOTOPhIe HAOIIOJATNCh Y 1EJIEeBBIX KUBOTHBIX), OMMCAHUE
CitydaeB THOEIH IIEJIEBBIX KUBOTHBIX U JPYTUX CEPhE3HBIX HEKEIATEIbHBIX PEaKIInid,
OIICHKY KJIMHUKO-JTA0OPATOPHBIX TOKA3aTelel JKUBOTHBIX (MPY HAIMYWH), TTapaMETPhI
KU3HEHHO BKHBIX (DYHKITMI OpraHnu3Ma 1eJIEBbIX )KUBOTHBIX U APYTYIO HHPOPMAIIHIO
Mo BOMpocaMm O€30MacHOCTH, a Takke OIEHKY d(QekTuBHOCTH W 0€30MacHOCTH
JIEKapCTBEHHOT'O TIpernapaTa;



aHaJIN3 JIUTEPATYPHBIX TaHHBIX (ITPU HAIUYUN);

BBIBOJIbI O MEPEHOCUMOCTH JIEKAPCTBEHHOI'O IMpemnapara NEJICBbIMU KUBOTHBIMH,
00 yCTaHOBJICHUM ONTHUMAJIbHBIX JO3UPOBOK JICKAPCTBEHHOTO Mpemnapara U Kypca
JIeYEHUS Ha KOHKPETHOU T'PYIINE >KUBOTHBIX C OINpeJeICHHBIM 3a00eBaHUEM (CXEMBI
NPUMEHEHHSI JICKAPCTBEHHOTO TMpernapara), Oe3omacHOCTH U 3(P(HEKTUBHOCTH
JICKApCTBEHHOI0 TMpemnapara, IPEJHA3HAYCHHOTO Uil JICUCHHUS OIPEeSICHHBIX
3a00JIeBaHUN JKMBOTHBIX, WU 3(P(EKTUBHOCTH JICKAPCTBEHHOTO TMpenapara s
npoUIaKTUKNA 3a00JICBAHUM >KUBOTHBIX, BO3MOXKHOCTSIX PACIIMPECHMS TMOKa3aHHM K
MPUMEHEHHIO 3aPETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO IpenapaTa U BBISIBICHUS paHEE
HEHU3BECTHBIX TOOOYHBIX JEHUCTBUH.

124, K otdyery o0 pe3yiabraTax KIMHUYECKOTO HCCICAOBAHUS  JOJDKHBI
npuaraThCa IUIaHbl (MM MX KOIMH, 3aBEPEHHBIC Pa3padOTUUKOM JIEKAPCTBEHHOTO
npernapara), OT4eThl O pe3yjbTaTax KaXXJI0TO BHUIA HCCIIECIOBAHUM, MPOBEICHHBIX B
paMKax KIMHUYECKOTO HCCIEIOBaHUS, M, MPU HAJIUYUM, 3aKJIIOYEHUS CTOPOHHUX
opraHu3anuii (WM KOMWHU 3aKJIIOYEHUUW W OTYETOB O pe3ysbTaTax KaxJaoro BHUAA
HCCIICIOBAHUM, MTPOBEJECHHBIX B paMKaxX KIMHUYECKOTO HMCCJIEAOBAHUS, 3aBEPEHHBIC
STUMU OPTaHU3ALMIMHU).

125. Ilpu wuccnenoBaHud OHOIPKBUBAJIEHTHOCTH K OTYETY O pe3ysbTarax
KIIMHUYECKOTO0 HCCIIECIOBAaHMS JIOJDKHA MPUIIAaraThbCsl KOMHUSL MPOTOKOJIA BaJIUIAIMHU
METO/a OINpEACNICHHUs] AaHaJIWTa, COAEP)KAIEro CBEACHHS O JIMHEWHOCTH B
HEOOXOIMMOM JIMANa30HEe KOHIEHTpAIMii, BIUSHUNW OUOJIOTMYECKOTO Marepuaia Ha
MOJIy4aeMblid pe3yJbTaT HCCIEAOBaHUS, Tpeaesiec OOHApyXKEHUsT MeToja, Ipenaese
KOJIMYECTBEHHOTO OMPENICICHUS] METOAA, CEJIEKTUBHOCTH METO/a, TOYHOCTH METOAa,
NPEU3NOHHOCTH METO/a, CTa0WMJILHOCTH aHaluTa B OMOJOTHYECKOM Marepuaie, a
Takke B CIydyae  ONpEACNICHUsS  aHaiuTa  XpomaTorpaduyeckuM WA
MAacCCIEKTPOMETPUYECKHUM  METOJAaMH -  XPOMAaToOrpamMMbl,  MOJATBEPKIAOIINE
MPEICTABIICHHBIC PE3YJIbTAThl BAJIU IAIIUH.

IV. IlpaBuia uccienoBaHus OMOIKBUBAJIEHTHOCTH

126. UccnemoBanne OHOPKBUBAJICHTHOCTU SBIISIETCSI BHIOM KIMHHYECKOIO
HCCIIeIOBaHUS, TIPOBEACHUE KOTOPOTO OCYIIECTBISETCS MJIA ONpPEISTCHUS CKOPOCTH
BCACBIBaHUS 51 BEIBEJICHUS OJHOT'O WIN HECKOJIBKUX 00J1a1ar0IINX
(hapMaKoIOTrHIECKON aKTHBHOCTHIO JIEUCTBYIONIMX BEIIECTB U (MJIM) UX META0OJIUTOB,
KOJIMYECTBA JICKAPCTBEHHOI'O Mpernapara, JOCTUTaIOIIero CUCTEMHOIO KPOBOTOKA, U
pe3ynbTaThl KOTOPOTO TO3BOJITIOT  CHeJaTh BBIBOJ O OHOIKBUBAJICHTHOCTH
BOCIPOU3BEACHHOIO JIEKAPCTBEHHOTO IIpernapaTa B OIPECICHHBIX JIEKapCTBEHHOM
dbopMe u TO3UPOBKE, COOTBETCTBYIOIIMX JIEKAPCTBEHHOW (opMe U JO3UPOBKE
pedepeHTHOro JIeKapCTBEHHOTO IIpenapara.

127. ]JIBa JnexkapCTBEHHBIX Mpenapara, COJAEpKalluX OJWHAKOBOE KOJUYECTBO
JICUCTBYIOIIETO BEIIECTBA, CUUTAIOTCS OWOAKBUBAJICHTHBIMU, €CITH OHH SBISIOTCS
(dbapMaieBTUYECKH SKBUBAJICHTHBIMU M X OMOJOCTYITHOCTD (10 CKOPOCTU U CTEIEHU,



C KOTOPOM ACHCTBYIOIEE BEIIECTBO WJIM aKTUBHAS YaCTh MOJIEKYJBI JCHCTBYIOIIETO
BelecTBa abCOpOMPYIOTCS U3 JIEKAPCTBEHHOTO Tpernapara U CTAHOBATCS JOCTYITHBIMU
B MECTE€ CBOETO JACHCTBHSI) TOCIC TMPUMEHEHHS B OIMHAKOBOW MOJSPHON 03¢
YKJIaJIbIBACTCSI B JAOMyCTUMBIE TIPEeNbl. YKa3aHHBIC MPEACIbl YCTAaHABIMBAIOTCS IS
o0ecreveHrss COTOCTAaBUMOCTH OHO(apMaleBTHISCKUX CBONCTB JIEKapCTBEHHOM
(GopMBI, B KOTOPOW BBIMYCKAIOTCS JEKAPCTBEHHBIE Mpemnaparhl, in vivo (TO €cCTh
CONIOCTAaBUMOCTH HX 110 3(h(PEKTUBHOCTH U OE30ITACHOCTH).

128. UccnenoBanusi OMO3KBUBAJIEHTHOCTH HE IIPOBOASTCS B OTHOLICHUM:
a) IMMYHOOHOJIOTHYECKUX JICKaPCTBEHHBIX MPENapaToB;

0) JIEKapCTBEHHBIX MPENapaToOB PaCTUTEIBLHOIO MPOUCXOXKACHUS, B OTHOUIECHUU
KOTOPBIX HE OBbLI yCTAHOBIIEH COCTAB;

B) JICKAPCTBCHHLIX IIPLCITApaTOB, HC JOCTUTAIOIMIUX CUCTECMHOI'O KPOBOTOKA,

F) JICKAPCTBCHHBLIX IIPCIIapaToB, NPCAHASHAYCHHBLIX JISI WHTPAIHUCTCPHAIBLHOI'O
HJIX BHYTPUMATOYHOI'O BBCACHUAA,

1) TPOOMOTHUYECKUX JIEKAPCTBEHHBIX MIPENapaToB.

129. JleiicTByromee BEHIECTBO B pe(EepeHTHOM U B BOCIPOU3BEICHHOM
JIEKapCTBEHHBIX IpenapaTax JOHKHO UMETh OJMHAKOBYIO MOJIEKYJISIPHYIO (OpMY.

130. Ilepen HauyamoMm wucciaeqOBaHUS OHOIKBUBAJICHTHOCTH JOJDKEH OBITh
MPOBENICH aHalu3 00pPa3I0B BOCHPOU3BEACHHOTO U PEdEPEHTHOTO JIEKAPCTBEHHBIX
npenapaToB Ha  COJAEp)KaHWE W MOJIMHHOCTh  JEHCTBYIOIIETO  BEHIECTBA
(AefCTBYIOMINX BEIIECTB).

131. Jo3bl pedepeHTHOro M BOCHPOU3BEAEHHOIO JIEKAPCTBEHHBIX MpPEnapaTroB
JOJDKHBI OBITh OAMHAKOBBIMU. I[Ipu BeIOOpe 1103bI B IepecueTe Ha JAeiCTBYyMOLIEe
BELIECTBO  CIIEAYET PYKOBOJACTBOBAaTbCSA  MHCTPYKIHEW 10  BETEPUHAPHOMY
IPUMEHEHUIO PePEPEHTHOrO JIEKApCTBEHHOIO MIpernapara.

132. B cayuae ecnu pedepeHTHbIM JICKApCTBEHHBIM Mpemapar MOXKET
OPUMEHATBCA B pa3HbIX 033X, CJIEAYEeT HCIOJb30BaTh  MaKCUMAaJbHYIO
PEKOMEHJIOBAaHHYI0 MHCTPYKIIUEW MO BETEPUHAPHOMY MPUMEHEHHUIO PEePEPEHTHOTrO
JIEKapCTBEHHOT'O Mpenapara 103y (J1ajnee - peKOMEeHJ0BaHHas 7103a).

B cnywyae ecnu mpencTaBieHO HayyHOe OOOCHOBaHHME HeLEeIecoo0pa3HOCTH
UCTIOJIb30BAHUSI B HCCIICIOBAHUU OMOIKBHBAJICHTHOCTH JIEKAPCTBEHHOTO Tpernapara
MaKCHMaJIbHOW PEKOMEHIOBAaHHOM J03bI, TOITyCKAETCS MCIIOIb30BATh JTIO0YI0 103y H3
JMana3oHa Ji03, YyKa3aHHBIX B WHCTPYKIMH [0 BETCPHUHAPHOMY MPUMECHEHUIO
pedepeHTHOTo IeKapCTBEHHOTO TIperapara.

133. B ciywyae ecinu npu BBEICHHHM PEKOMEHJIOBAHHOW J103bl JIEMCTBYIOIIEE
BELIECTBO (JIEUCTBYIOIIME BEIIECTBA) B KPOBU HE JIOCTUTaeT (HE JOCTUTAIOT)
JOCTYIHBIX JJIi W3MEPEHUS COBPEMEHHBIMM METOJAMM 3HAYEHUMN, JIOMyCKAETCS



UCIIOJIb30BaHuE 0oJiee BBICOKUX 03, HO HEe 0oJiee TPEeXKpaTHON pPEKOMEHJIOBAaHHOMN
J03bl NIPU YCIOBUM, YTO UCIOJIb30BAaHUE TAKUX J03 HE NPUBOAUT K BOSHHUKHOBEHMIO
HEXKEJIaTEeJIbHBIX PEAKIUI OpraHu3Ma KUBOTHOTO.

134. TloaroTtoBKy BOCHpPOU3BEIECHHOTO U PEPEPEeHTHOTO JIEKAPCTBEHHBIX
[pernapaToB K BBEICHUIO LEJIEBbIM KUBOTHBIM CIEAYET MPOBOJIUTH OJIMHAKOBBIM
CrocoOOM, Tak, YTOOBl ATO HE OKA3aJ0 BIMSHUSA Ha PE3ylbTaTbl HCCIEIOBAHUS.
BBeneHne neKkapCTBEHHBIX IPENApaToB JOJDKHO OCYIIECTBISTHCS TakKUM 00pa3oM,
4TOOBl KaXJ0€ JKUBOTHOE TapaHTUPOBAHHO IMOJIYYWJIO ONPEACIICHHYIO 03y
JIEKapCTBEHHOI0 Ipemnapara. Jljig JeKapCTBEHHBIX IpenapaToB B (Gopme TalIETOK ¢
PHUCKOM TOIYyCKAETCs HUCIOJIb30BAHNE PA3ACICHHON 110 PUCKE YacTH TAOJIETKH, B TOM
cly4yae, €cClIM HOPMATHBHBIM JIOKYMEHTOM Ha JIGKapCTBEHHBIM Mpernapar
IIPEyCMOTPEH KOHTPOJIb OJHOPOJHOCTH JO3UPOBAHUS YacTEN TaOIETOK.

135. Eciu pedepeHTHbIN JEKapCTBEHHBIN Ipenapar BBIMYCKAeTCs € pa3HoOu
TIO3UPOBKOM, HCCIICIOBAaHHE OMOSKBUBAJIEHTHOCTH BOCIIPOU3BEAECHHOTO
JIEKapCTBEHHOTO TIpernapara JOJLKHO MPOBOJAUTHCSA IO OJHOW M3 JO3UPOBOK IpHU
COOJIIOJIEHNH CIEAYIOIINX YCIOBUM:

Ka4eCTBEHHBIH COCTaB JIEHCTBYIOIIMX BEIIECTB M BCIIOMOTATEIbHBIX BEILECTB
pedepeHTHOTO JIEKApCTBEHHOTO TNpernapara ¢ pa3HOW JO3MPOBKOW OJMHAKOB (3a
UCKJTFOYEHUEM KpPaCHUTEJICH U apOMaTU3aTOPOB);

COOTHOIIIEHUE MEXKIy COJIepPKaHUEM JEHCTBYIOMINX BEIIECTB U BCIIOMOTATEIbHBIX
BEIIECTB pe(EepeHTHOr0 JIEKAPCTBEHHOTO Tperapara ¢ pasHOM  J03MPOBKOM
OJTMHAKOBO;

TEXHOJIOTHS TTPOU3BOJICTBA PeEePEHTHOIO JICKAPCTBEHHOTO Mpernapara ¢ pa3Hou
JTO3UPOBKOW OJIMHAKOBA.

136. MHOroKkpaTHOE€ BBEJICHHE MIPU UCCIICIOBAHUU OMOIKBUBAJICHTHOCTH JOJKHO
MIPUMEHSITHCS JJIS:

JICKAaPCTBCHHLIX IIPCIIapaToB € 3aMCAJICHHBIM BBICBO60)KI[€HI/I€M I[CIZCTBYIOH.[CFO
BCIICCTBA, MPCAHA3HAYCHHBIX JJI1I MHOT'OKPATHOI'O BBCACHUA U MMCIOIINX TCHACHIIUIO
K HAKOIUICHHIO B OPIraHHU3MC;

JICKAaPCTBCHHBIX IIPCIIApaTOB C HACBIITACMBIM BbIBCACHUCM;

JICKaPCTBCHHLIX IIPCIIAPATOB, KOHICHTPAIIHNIO KOTOPBIX B KPOBU CYHICCTBYIOIINUMHA
AHAJIMTHYCCKNMMHU MCTOAAMHW HE IMPCACTABIIACTCA BO3MOXHBIM OIIPCACIUTL IIPpH
OJHOKPAaTHOM BBCACHUMU.

B ykazaHHBIX choydasx mOpd  BbIOOpE KpPAaTHOCTH BBEACHUS  CIEOYyET
PYKOBOJICTBOBAThCSI MHCTPYKLMEW MO BETEPUHAPHOMY NPUMEHEHHUIO0 PePEpeHTHOIrO
JIEKapCTBEHHOI'O Mpenapara u ONpenesaTh KOHIEHTPALMIO JEHCTBYIOIIErO BEUIECTBA B
KPOBH IIEPE] BBEICHUEM CIIEAYIOIIEHN T03bI JIEKAPCTBEHHOIO Mpenapara.



137. Ilpu OTCYTCTBHHM B IUIaHE WCCIIEAOBAHUSI OOOCHOBAHMSI JIJIT MHOTOKPATHOTO
BBEJICHUSI TMPU HCCICTOBAHUM OMOIKBUBAJIIEHTHOCTH MPUMEHSETCS OJHOKPATHOE
BBEJICHUE JIEKAPCTBEHHOTO Iperapara.

138. B cmywae eciMm MHCTPYKUMEHW 10 BETEPUHAPHOMY IPUMEHEHUIO
pedEepeHTHOr0 JIEKapCTBEHHOI'O IIpernapara IpelyCMOTPEHO HECKOJIbKO IyTeH
BBEJICHUS, HCCIIEI0BaHNE OMOAKBUBAJIEHTHOCTH BOCIIPOM3BEIEHHOIO JIEKAPCTBEHHOTO
npernapara MOKET IPOBOAUTHCS JIFOOBIM U3 YKa3aHHBIX IyTed BBeleHus. [Ipu 3Tom B
IUIAHE HUCCIIEIOBaHMs JIOJDKHO OBITh YKa3aHO OOOCHOBAaHHE B3aMMO3aMEHSEMOCTH
pa3HbIX yTEl BBECHUS.

B uHBIX cilydasx JOKHO MPOBOJAUTHCS UCCIIEOBaHUE OMO3KBUBAJIEHTHOCTH IIPU
BCEX CHOCO0AaX BBEACHMS, NPEIYCMOTPEHHBIX MPOEKTOM HHCTPYKLIUHU IO
BETEPUHAPHOMY IPUMEHEHUIO BOCIIPOU3BEIEHHOTO JICKAPCTBEHHOT'O Mperapara.

139. [Muzaiin ucciaenoBaHusi OMO’KBUBAJICHTHOCTH MOKET OBITh MEPEKPECTHHIM,
napajuieIbHbIM WM MOCIEI0BATEIBHBIM.

140. IlepexpecTHblii Au3ailH NOpeIycCMaTpUBAET BBEACHUE TNIEPBOM TpyIIle
LIEJIEBBIX KUBOTHBIX pe(epeHTHOro JIEKApCTBEHHOrO IIpernapaTa, BTOpPOM TIpymme
LIEJIEBBIX JKUBOTHBIX - BOCIPOM3BEICHHOIO JIEKapCTBEHHOro mpenapara. Ilocne
ONPENEIICHHOTO  II€pUoJa BPEMEHW IMEPBOM  TPYyIIE JKUBOTHBIX  BBOJUTCA
BOCIIPOM3BEJACHHBI JIEKADCTBEHHBIM Ipemnapar, BTOPOW TpyHIe KUBOTHBIX -
pedepeHTHBII JIEeKapCTBEHHBIN ITpenapar.

[lepuon mexnay BBeIeHUSIMH pedEepeHTHOTO JIEKApCTBEHHOrO IMpenapara u
BOCIIPOU3BECHHOTO JIEKAPCTBEHHOTO TIpernapara IpyIie >KHBOTHBIX JTIOJDKEH OBITh HE
MEHEE YeM IIIeCTUKPATHBIN MEePHO]I MOTYBBIBEACHUS ACHCTBYIOMIETO (ICHCTBYIONTNX )
BellecTBa (BemiectB) W (wiam) ero (ux) MeradonauToB. [Ipu HamMuuu HAYYHOTO
000CHOBaHUS MPOJOIKUTEIHHOCTh YKA3aHHOTO TIEPHOJa MOXKET ObITh M3MEHEHA, HO
JIoJbKHA ~ oOecreurMBaTh  MaKCUMAJIbHO  TIOJIHOE€  BBIBEJIEHHWE  JICHCTBYIOIIETO
(meiicTByrOImMX) BemiecTBa (BemiecTB) U (Win) ero (ux) mMeTaboJIMTOB U3 OpraHU3Ma
KUBOTHOTO, a TaK)Ke OTCYTCTBHE OCTATOYHBIX (pu3nosiornueckux 3P¢GeKToB OT
BBEJICHUSI JIGKAPCTBEHHBIX MPEMAPaTOB.

[Ipn wuccnegoBaHMM  OMOAPKBHUBAJIEHTHOCTH  JIEKAPCTBEHHBIX  IPENapaToB,
JEHCTBYIOIME BEIIECTBA KOTOPBIX SBJSIOTCS aHAJIOTaMU BELIECTB, OOpa3yHOIIMXCS
(IpHUCYTCTBYIOIIMX) B OPTraHU3ME YKMBOTHOTO B IPOLECCE €ro KU3HEAEITEIIBHOCTU
(mamee - SHOOTEHHBIE BEILECTBA), MPOJOHKUTEIBHOCTD MIEPUOIA MEXY BBEACHHUSIMU
pedepeHTHOro JIeKapCTBEHHOTO Mpernapara U BOCIPOM3BEICHHOIO JIEKAPCTBEHHOIO
npernapara Tpymnne >KUBOTHBIX JOJDKHA ObITh 00OCHOBaHA. ba3oBble YpOBHU
SHJOTEHHOT'O BEIIECTBA B KPOBU JKMBOTHBIX MEPBOUM M BTOPOM TPYIIIIBI, ONPEACICHHBIE
nepes BBEACHUEM IIperapara, HE JOJDKHBI OKAa3blBaTh BIMSHHS HAa PE3YJIbTAThI
UCCIIEOBAHUS.

[Ipr uCHoONb30BaHUU MEPEKPECTHOTO AU3ANMHA KAXKIOMY LEJIEBOMY KUBOTHOMY
CJIEIYyEeT BBOAUTH JIEKAPCTBEHHBIN IpENapaT B OAHOMW U TOM K€ J03€ BO BCE MEPUOIbI



HCCICOOBAaHUsA.

[lepexkpecTHbIl OHM3aiH CHEAYET HCIIOIb30BaTh B CIIy4a€ HEBO3MOXKHOCTH
IIPUMEHEHUS TOCIEA0BATEIBHOIO WM IApajuIeNIbHOTO JW3aliHa HAa HWMEIOLIEMCS
KOJIMYECTBE >KUBOTHBIX JMOO MPU H3yYCHUH OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHBIX
penapaToB, JCUCTBYIOIIME  BEIIECTBA  KOTOPBIX  SIBISIFOTCA  DHAOTCHHBIMU
BEILIECTBAMU.

[lepekpecTHBI OW3aliH HE JOJDKEH HCHOJIB30BATHCS IPU  IPOBEIACHUU
UCCIIEJIOBaHNUsI ~ OMOSKBUBAJIEHTHOCTM HA TE€X BHUAAX LEJNEBbIX KUBOTHBIX,
(pU3NOJIOTUYECKOE COCTOSIHUE OpraHM3Ma KOTOPBIX 3HAYUTEIBHO HW3MEHHUTCA 3a
HEPUOJ IPOBEACHUS UCCIIEN0BaHUS OMO3KBUBAJIEHTHOCTH, 34 UCKIIOYEHUEM CIIy4aes,
KOTJa €CTh Hay4yHOe OOOCHOBAaHME BO3MOXHOCTH HCIOJIB30BAaHUS MEPEKPECTHOTO
nM3aiiHa.

141. TIlapamnenbHbId AW3aldH OPEAYCMAaTpUBAE€T OJHOBPEMEHHOE BBEJICHUE
MEpPBOIl Tpynme >KUBOTHBIX PEPEPEHTHOrO JIEKAPCTBEHHOIO MpernapaTta W BTOPOU
rpynIe KUBOTHBIX BOCIIPOM3BEAECHHOTO JIEKAPCTBEHHOTO Mpenapara.

[TapajutenpHBI 1W3aiiH CIIEIyEeT MCIOJB30BaTh MU IIPOBENECHHS MCCIIECIOBAHUS
OMOSKBUBAJIEHTHOCTH B CJIEIYIOIINX CIy4asx:

I[CﬁCTBYIOHIGG BCIICCTBO HJIN €TI0 METa0OJINTHI BBI3LIBAIOT (bHBHOJIOFI/I‘IGCKHe
HU3MCHCHUS B OPraHU3MC€ XHMBOTHOI'O, KOTOPBIC BIIOCICACTBHUM MOI'YT IIOBJIMATHL Ha
Q)apMaKOKI/IHeTI/IKy JaHHOI'O BCUICCTBA IIPU ITIOBTOPHOM BBC/ICHHH,

HeﬁCTBYIOIHee BCIICCTBO HJIIM €TI0 METAa0O0JUTHl HUMEIOT I[HHTGHBHBIﬁ 18(570)5(0)1
IMOJYBBIBCACHUS HJIM TCHACHLIHWIO K KYMYJISILIMKM B OPTraHU3MC JXUBOTHOI'O, B CBA3U C
4Y€M IIOBBIIACTCA PHUCK IPUCYTCTBUA OCTATOYHBIX KOJHUYCCTB JICKAPCTBCHHLBIX
nmpernaparoB I10CJIIC BBCACHHUA JICKAPCTBCHHBLIX IIPCIIapaToOB 00 H3MEHSETCS
(131/13I/IOHOFI/I‘I€CKOC COCTOAHUC ) KUBOTHBIX,

06H1HI>1 00BeM KpOBH B OpPraHHU3MC JKHBOTHOI'O HCKIIHOYACT BO3MOXHOCTDH
ITOBTOPHOI'O MCIIOJBb30BaAHUS TAKUX KUBOTHBIX B HCCIICAOBAHHUU.

142. ITocnegoBaTenbHbIN IU3alH MMPEyCMAaTPUBAET MOCIEA0BATEILHOE BBEICHUE
IpYIINe JKUBOTHBIX pe(EpeHTHOro JICKApCTBEHHOTO  Tpemapara, a  3aTreM
BOCIIPOU3BEAEHHOTO JIEKAPCTBEHHOTO Mpenapara.

[lepmon mexnay BBeICHUSIMH pedEpPEHTHOTO JIEKAPCTBEHHOTO TMperapara M
BOCIIPOU3BEACHHOTO JICKAPCTBEHHOTO TIpenapaTa IpyIie *KUBOTHBIX JTOJKEH ObITh HE
MEHEE YeM IIEeCTUKPATHBIN MepUOoJ] MOTYBBIBECHUS ACHCTBYIOMIETO (IEHCTBYIOIINX )
BemiecTBa (BemiecTB) u (wim) ero (ux) merabonutoB. [lpm HamMumu HAYYHOTO
000CHOBaHUS MPOJOIIKUTEIHHOCTh YKA3aHHOTO TIEPHOJIa MOXKET ObITh U3MEHEHa, HO
JIobKHA ~ oOecreurnBaTh  MaKCUMAJbHO  TIOJIHOE€  BBIBEJIEHHWE  JICHCTBYIOIIETO
(meiicTByrOImMMX) BemiecTBa (BEIIeCTB) U (WJIM) €ro (ux) MeTaboIMTOB M3 OpPraHU3Ma
KUBOTHOTO, a TaK)Ke OTCYTCTBHE OCTATOYHBIX (pu3mosnorndyeckux 3¢dEeKToB OT
BBEJICHUS JIEKAPCTBEHHBIX MPEMAPATOB.



[locrenoBaTenpHblii IU3aliH HE JIOJDKEH HCIOJIB30BATHCS IIPU  MPOBEACHUU
HCCIENOBAaHNUsI OWODKBHBAJICHTHOCTH Ha Te€X BHAAX IIEJEBBIX KUBOTHBIX,
(U3UOJIOTHYECKOE COCTOSIHHE OpraHu3Ma KOTOPBIX 3HAYUTEILHO HW3MEHUTCS 3a
MIepUO/I MPOBEICHUS UCCIE0BaHNS OMOIKBUBAJICHTHOCTH.

143. B cnywae ecid MHCTPYKIMEW 1O BETEPUHAPHOMY MPUMEHEHUIO
pedepeHTHOr0  JIEKapCTBEHHOIO  Mpemapara  IOPEeayCMOTPEHO  MPUMEHEHHUE
pedepeHTHOro  JIEKapCTBEHHOI'O MpernapaTa HECKOJbKHMM  BHJIaM  KMBOTHBIX,
UCCIIeI0BaHUE OMOAKBUBAJICHTHOCTH BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOIO Mperapara
BO3MOXXHO Ha OJIHOM W3 YKa3aHHBIX BHUJIOB XUBOTHBIX, €CIM OHHM OTHOCSTCA K
TETUIOKPOBHBIM >KMBOTHBIM.

144. Jlna  mnpoBeneHUss  HUCCIENOBaHUS  OMOPKBUBAJICHTHOCTH  MOTYT
HCIIOJIb30BaThCA KUBOTHBIE JIOOOr0 moja. Bo3pacT XKMBOTHBIX, MOpOAa, Macca,
YPOBEHb TMPOAYKTUBHOCTU (JJIsI CEJIbCKOXO3SMCTBEHHBIX JKMBOTHBIX) B TpyMIe
KUBOTHBIX, KOTOPOW BBOAMUTCS pe(EepEeHTHBIM JEKapCTBEHHBIM Mpenapar, U rpymnme
KABOTHBIX, KOTOPOW BBOJMUTCA BOCHPOU3BEIACHHBIM JIEKAPCTBEHHBIA IIpErnapar,
JTIOJDKHBI OBITh aHAJIOTMYHBIMU. Macca He JOJDKHA BRIXOAUTH 3a mpeaensl + 20% s
®KUBOTHBIX Maccoi 110 20 kr u £ 10% 1151 KUBOTHBIX Maccoi Oosiee 20 Kr OT cpeiHen
MAaCChI 10 TPYIINE KUBOTHBIX.

145. B neHp BBEAEHUS JIEKAPCTBEHHOTO IpEnapara AOCTYI KUBOTHBIX K KOPMY
JOJDKEH OBITh OTPAaHUYEH, €CIIM MHOE HE 0OOCHOBAHO B IUIAHE UCCIIEIOBAHUS.

146. )KuBoTHBIE AJ1s1 TPOBEACHUS UCCIEAOBaHNS OMOIKBUBAJICHTHOCTH B TEUCHUE
He MmeHee 4yeM 30 cyTok (NTHIBI B TedeHUE 15 CYTOK) /10 Hayajga HUCCIEIOBaHUS
OMOAKBHBAJICHTHOCTH M B TEPHOJI MCCIEIOBAaHUS OMOIKBHBAJICHTHOCTH HE JIOJKHBI
MOJIy4aTh JICKAPCTBEHHBIX IIPENapaToB, €CJIM HHOE HE MNPEAYCMOTPEHO IIJIAHOM
HCCJICIOBAHUS. ITpu MPOBEJICHUU HCCJICIOBAHUS OMODKBUBAJICHTHOCTH
JEKapCTBEHHOIO0  Tpemapara, 0O0JIaaloIlero  MPOJOHTHUPOBAHHBIM  JCHCTBHEM,
yKa3aHHBIN MTepHO/ T0HKEH OBbITh YBEIIMUCH.

147. Yucno )KMBOTHBIX B OJHOM TpymIe A0HKHO ObITh HE MeHee mecTu. bonbiiee
YUCJIO JKUBOTHBIX MOXET MOTpeOdOBaTbCA [UIsl CpaBHEHUS pe(pEepeHTHOro U
BOCIPOM3BEJICHHOIO JIEKAPCTBEHHBIX IpEnaparoB, OO0JAJalONIMX 3HAYUTENIbHOM
BapuaOeIbHOCThIO (PAPMAKOKMHETUUYECKUX IapaMeTpoB, a TAKXKE IMpPU MPOBEICHUU
UCCJIeI0BaHUsI OMOAKBUBAJICHTHOCTH Ha >KMBOTHBIX, Y KOTOPBIX HE MPEACTaBISETCS
BO3MOXHBIM TMPOBOAUTH MHOTOKpPATHBIM 3a00p OMOJOTMYECKOro Marepuaia B
HEO0XOIMMOM KOJINYECTBE.

148. B kadectBe OHOJOTrMYECKOro  MaTepualia g  HMCCICAOBaHUS
OMO’KBHBAJICHTHOCTH UCTOJB3YIOTCS CHIBOPOTKA, TJIa3Ma KPOBU WJIW 1I€JIbHAS KPOBB.
B ciyuae HEBO3MOXXHOCTH OMNpeNeSieHUs] KOHIICHTpAIlMU JEHUCTBYIOIIEro BEIIEeCTBa
(mercTBYIOMMX BEIIECTB) U (WJIH) €ro (MX) METa0OIUTOB B TJIa3Me KPOBHU, CHIBOPOTKE,
IEJTLHON KPOBH, JOMYCKAETCs ONpPeAeICHUE JEeHCTBYIOIIEro BelecTBa (AeHCTBYIOMMX
BEIECTB) U (WJK) ero (MX) MeTabOJIUTOB B TKAHSIX.



149. Cxema ¥ TPOAOIKHUTEIHHOCTh OTOOpa MPoO OMOJOTHYECKOTO MaTepualia
ompenensiercss (popmoii  papmakokuHEeTHUECKOW KpuBOW (Tpaduka 3aBHCHUMOCTH
KOHIICHTPAIIUH JCHCTBYIOIIETO BEIIECTBA B OTOOPAaHHOM OHMOJIOTHYECKOM MaTepuae
OT BPEMEHH, MPOIIEIIIECT0 C MOMEHTA BBEICHUS JICKAPCTBEHHOTO Tpemnapara). Beioop
BpEeMEHH 0TOOpa MpoO OMOJIOTUIECKOro MaTeprala J0KEeH 00ecednBaTh MOTyICHHE
HE MEHee TpeX TOo4eK i (a3pl MepBOHAYATIHHOTO BO3pPACTAHHS KOHIICHTPAIUH
JCHCTBYIOIIETO BEIIECTBA W HE MEHee NATH TOYeK I (a3bl ee CHIDKCHHS, 32
MCKITFOYCHHUEM JIEKAPCTBEHHBIX TMPEMApaTOB JJII BHYTPUBEHHOTO BBEICHHUS.

B oTHOIIIEHNM JIeKapCTBEHHBIX MPETapaToB JJisi BHYTPUBEHHOTO BBEIICHUS BEIOOD
BpEMEHHU 0TOOpa IPoO OMOJIOTHYECKOT0 MaTeprala JoJKEH 00eCIIeYnBaTh MOIyUYeHNE
HE MEHee TISATH TOYeK NS (Da3bl CHMIKEHUS KOHIICHTPAIIUU ACHCTBYIOIIETO BEIIECTRA.

B oTHOmIEHMH JEeKapCTBEHHBIX IPENApaToB C MPOJIOHTMPOBAHHBIM JAEHCTBUEM
BBIOOp BpeMeHU 0TOOpa MpoO OMOJOTHMYECKOro Marepuaia JOJKEH JOMOIHUTEIbHO
o0OecrieunBaTh MOJYyYCHHE HE MEHee TpeX ToueK Uil (a3bl, KOrja MakKCUMaibHas
KOHIIEHTpAlMsl JCUCTBYIOIIETO BEIIECTBA (ICHCTBYIOIINUX BEIIECTB) OTHOCHUTEIHHO
MOCTOSIHHA.

150. Jlnga monydeHus AOCTOBEPHOTO 3HAUCHUS MAKCHUMAJIbHOW KOHIICHTpALUU
nerctByromniero BemectBa (mainee - (Cmakc) oTOOp 00pasloB  OHOJOTHYECKOTO
Marepuasa B palioHE BPEMEHH JOCTIDKEHUS MAaKCUMaIbHON KOHIICHTPAIMH
JEHCTBYIOIIETO BemecTBa (anee - TMakc) MPOBOAUTCS C YaCTOTOU, JOCTATOUYHOM /ISt
oOecrieueHuns CTaTUCTUYECKON 3HAYUMOCTH HCCIICIOBAHUS.

151. TlpogomkuTenbHOCTh OTOOpa MpPoO OMOJOTMYECKOro Marepualia J0KHA
OTIPENEIATHCS MO CIETYIOIINM KPUTEPUSIM:

a) Mepuoj MOJyBBIBEACHUS (MPOAOKUTENIBHOCTh OTOOpa Mpod OMOIOTUYECKOTO
maTepuana JOJDKHAa OBITh HE MEHee uYeM B 4eTblpe pasza Oosblle mepuoja
MOJTyBBIBEJICHUS IEUCTBYIOIIETO BEILIECTBA);

0) BeTMUMHA TJIOLAAN 1O (PapMaKOKMHETUYECKON KPUBOU (BETUYMHA IJIOIATN
non dapmakokuHeTuuecko kKpuBod (manee - I[IDK) ¢ momeHnta BBemeHus
JIEKapCTBEHHOTO TpernapaTa 0 MOMEHTa 0TOOopa MocieHel mpoObl OMOIOTUYECKOTO
MaTepuaa sl YCpeIHeHHON (apMaKOKMHETHUECKOW KPUBOW JOJIKHA COCTaBIISATh HE
Mernee 80% ot [IDK ¢ MoMmeHTa BBeJEHUS JIEKAPCTBEHHOTO Mpemnapara 0 yCJIOBHOM
TOYKH TIEPECEUEHUS C OCbIO BPEMEHN).

152. Hdo Hayama UCCIEIOBaHHS OHMOIKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX
MpenaparoB, JICUCTBYIONIME  BEIIECTBA  KOTOPBIX  SBISIFOTCS  DHJIOTCHHBIMU
BEIECTBAMU, HEOOXOIUMO OTOOPATh MPOOBI OMOJIOTHYECKOTO MaTepHalia OT KaKI0TO
’KUBOTHOTO HE MEHEE JIBYX pa3 B pas3HbIC MEPHUOABI BPEMEHH C IICNIBIO ONPEIeICHUs
(OHOBOTO YPOBHS 3HJIOTCHHOTO BEIIECTBA B OPTraHU3ME KUBOTHOTO.

153. B cnyuae ecid s 3HAOTEHHOTO BEHIECTBA XapaKTEPHbI CYTOYHbBIC
KOoJieOaHUs KOHIIGHTPAIlMM B OpraHu3Me >KUBOTHOTO, HEOOXOJIHUMO OIpeaesiTh



KOHOCHTPAIUIO SHAOI'CHHOI'O BCUICCTBA C qaCTOTOﬁ, I[OCT&TO‘-IHOﬁ JJI oOecrieueHus
CTaTUCTUYECKON 3HAUMMOCTH HCCICOOBAaHU:.

154. Tlpu wuccnemoBaHnM OWOSKBUBAJICHTHOCTH JICKAPCTBEHHOTO IIpemapara,
COJIEPIKAILETO B COCTABE HECKOJBKO IEHCTBYIOIIMX BELIECTB, CIEAYET OMPEAEIIATH
KOHILICHTPAIIMIO  KAXKJIOr0 JACHCTBYIOIIETO BEHIECTBA, BXOMISIIETO B  COCTaB
JIEKapCTBEHHOIO MpEenapara.

155. B ciyyae ecnm OEeMCTBYIONIEE BEIIECTBO JIEKAPCTBEHHOrO IIperapara He
obnamaer ¢apMaKoJIOTHIECKOW AaKTUBHOCTHIO M A(()EKTHBHOCTH JIEKAPCTBEHHOTO
nperapara OmpeAesIeTcsl ero MeTaboIUTOM (METa0oIUTaMH), CIEAYeT OIMPEAeIsATh
KOHIICHTPAIIMIO YKa3aHHOTO0 MeTaboJuTa (YKa3aHHBIX METa00JIUTOB).

B cnywyae ecnu geiicTByrolee BEIIECTBO JIEKAPCTBEHHOTO IIpemapaTa W €ro
MeTaboIuT (MeTaboauThl) 00J1a7al0T (PApMaKOIOTUUECKOW aKTUBHOCTBIO, CIEAyeT
OTpEeEATh KOHIICHTPAIIMIO BCEX aHAIUTOB.

156. B ciuywyae eciaum JeHCTBYIOIEE BEIIECTBO JIEKAPCTBEHHOTO IIpernapara
COCTOUT U3 JIByX M Oojiee U30MepoB (MJIM MOJBEpPraeTcss M30MEPU3alMd B OPTaHU3ME
’KUBOTHOT0), KOTOpPbIE 001a/1at0T pa3HON (apMaKOKMHETHKON U (hapMaKoIUHAMUKOM,
CIIeIyeT OMpeAeATh KOHIICHTPAIIMIO KaXA0ro u3omMepa. B ciydae ecnu TOIbKO OJUH
M3  u30MepoB  oOnagaeT  (HapMakoOIOTUYECKOM  aKTMBHOCTBIO, TPU  ITOM
dapmMakoorudyeckass AaKTUBHOCTh BTOPOTO H30Mepa HHU3Kas WIH IOJHOCTHIO
OTCYTCTBYET, CIEAYET ONPENEATh KOHIIEHTPAINIO TOJIBKO aKTUBHOTO N30MEPA.

157. Meton ompeneileHWs aHAIWTA B OHOJIOTHYSCKOM MaTrepualie JIOJKEH
MMO3BOJISTH ONPEACHATh KOHIECHTPAIUU aHaJINTa, COOTBETCTBYIOIIUE
(dbapMaKkoJIOTUYECKH aKTHUBHBIM KOHIIEHTpalUsIM pPedEpeHTHOro JEKAPCTBEHHOTO
npenapara, u ObITh JIMHEHHBIM B YKa3aHHOM JIMana30He KOHIICHTpAIUi.

158. Metop onpenenenus aHaIMTa JOJIKEH ObITh BaJTUAUPOBAH.

159. HwxHuil npenen KOJIUMYECTBEHHOIO OMNPEACIICHUS METOoJa JOJIKEH
obecrnieunBaTh ONpe/eieHne KOHIICHTpAIuH, He TipeBbiatonieit 5% ot CMakc.

160. Jlns  OIEHKHM  CPAaBHHUTEIBbHONW  OWMOJOCTYMHOCTH  HMCCIEIYyEMBIX
BOCIIPOU3BEAEHHOr0 U pe(hepeHTHOTO JIEKaPCTBEHHBIX MPENapaToB MpH OMpeneeHun
CKOPOCTH M CTemeHW abcopOuuMu B  HUCCICIOBAHHUSAX  OHMOAKBUBAIICHTHOCTH
UCIIOJIb3Y€eTCs KpUBas "KOHLEHTpalus - BpeMd'" U cieayromue papMaKoOKMHETUYECKUE
napaMeTpsl ¢ y4eToM HX AOMycTUMbIX oTKJIoHeHui: [IOK, Cmakc B 6HOI0rHUecKOM
Marepuaiie, oTHouenne Cmakc k [TOK.

161. PedepenTHBIN 1 BOCIPOU3BEACHHBIN JIEKAPCTBEHHBIE MTPENapaTbl CYUTAIOTCS
OMOPKBUBAJICHTHBIMHU, €CJIM OTHOIICHHUE BEPXHEN U HIKHEN TPaHUIIbl JOBEPUTEIHLHOTO
nareppana Cwmakc, IIOK m Cwmakc/[IOK BocnpomsBeneHHOro u pedepeHTHOrO

JIEKapCTBEHHBIX MpenapaTtoB HaxoauTcs B npenenax 80 - 125% nns Cmake u [IOK u
75 - 133% nns Cmaxc/TIDK.



