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IIPUKA3

ot 14 mapra 2025 1. Ne 153

MockBa

06 YTBEPKACHHHA Hpamm NMPOBECACHUA TOKJIHHHYECKOIo HCCJIEAOBAHUS
JIEKAPCTBCHHOI'0O CPEACTBA AJifl BETEPHHAPHOIO NpHMEHEHHM,
KAHHHY€CKOro HCCJI€A0BaHHA JIEKAPCTBCHHOI0 Nipenapara AJs
BETCPHHAPHOI'O NIPUMEHEHHUSA, HCCJIEAOBaAaHUSA OMO’KBHBAJIEHTHOCTH
JICKAPCTBEHHOI' 0 nNpenaparta AJIf BeTepHHAPHOI0 NPHMEHEHH A

B coorBercTBMM ¢ dYacTho 2 cratbu 12 @efepaibHOro 3akoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamieHH: JieKapCTBEHHBIX CpPEICTB»
U moArmyHKToM 5.2.25(29) nynkTa 5 Tlomoxxenns o MHUHHCTEPCTBE CENBCKOrO
xossicTtBa Poccuiickoii  ®enepauvu, yTBEPXKIEHHOIO IIOCTAHOBIIEHHEM
IlpaButenscrBa Poccuiickoii ®epepamuu ot 12 wmoms 2008 r. Ne 450,
IPHUKa3bIBalo:

1. Vreepaure mnpunaraemsie IlpaBuia npoBedeHUs JOKIMHUYECKOTO
UCCIICIOBAaHUS JIEKAPCTBEHHOI'O CPEJACTBA Ui BETCPHUHAPHOTO INPHMEHEHHMS,
KIMHUYECKOTro MCCIENOBaHMs JIEKApCTBEHHOIO IIpenapara AJs BEeTEPHHAPHOIO
IIPIMEHEHUs], UCCIieJOBaHusl OHOSKBUBAJIEHTHOCTH JIEKapCTBEHHOTO Ipemnapara
1Tl BETEPMHAPHOT0 IpUMeHeHus (nanee — [IpaBuna).

2. VcraHoButh, 4ro IlpaBmia NPUMEHSIOTCS K HCCIEIOBAHHUSM,
IIPOBOAUMBIM B paMKax HOKIMHHYECKHX HCCIIEI0BaHUH JIEKapCTBEHHBIX CPEICTB
AJIs BETePUHAPHOI'O IPUMEHEHHMS M KIIMHAYECKHX HCCIIEIOBaHUM JIEKAPCTBEHHBIX
NIpenaparoB I BETEPUHAPHOTO INPUMEHEHMS, IIaHBl IPOBEICHUS KOTOPHIX
YTBEPXKZACHbI pa3pabOTUYMKaMH JIEKapPCTBEHHBIX CPEJCTB Ui BETEPHHAPHOTO
IPUMEHEHHS 110CJIE BCTYIICHUS B CHITy HACTOSIIETO MPHUKa3a.

3. Ilpu3Hath yTPaTUBIIAMH CHILY:
npukas MuHHCcTepcTBa cenbckoro xossiictBa Poccuiickoit  Depmeparuu

oT 6 wmapra 2018 r. Ne 101 «O6 yTBepx)ueHUH IIpaBUJl POBEACHUS
AOKTMHUYECKOr0 UCCIIeIOBAHHS JIEKAPCTBEHHOIO CPEACTBA ISl BETEPHHAPHOIO
NPUMEHCHUs, KIMHUYECKOTO HCCIIENOBAHUA JIEKAPCTBEHHOrO IIpernapara s
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BETEPUHAPHOTO [IPUMEHEHUSI, HCCIIeIOBaHUs OMO’KBHUBATICHTHOCTH
JIEKapCTBEHHOI'O npemnapara TUIS BETEPUHAPHOTO IIPUMEHEHHUS»
(3apeructpupoBaH MuHucTepcTBOM roctunud  Poccuiickoit  ®enepauuu
5 nrons 2018 r., peructpauuoHHblii Ne 51296);

IOYHKT 4 WU3MEHEHHUH, KOTOpble BHOCATCS B HEKOTOPHIE HOPMATHBHBIE
1paBOBble aKThl MUHHMCTEpCTBA CelbCKOro Xo3siicTBa Poccuiickoii ®enepariuu
0 BOIpocaM OOpallleHHs JIEKapCTBEHHBIX MpENnapaTtoB s BETEPHHAPHOIO
[IPUMEHEHHS, YTBEPKIECHHBIX NMPHUKAa30M MUHUCTEPCTBA CEJIbCKOTO XO034iCTBa
Poccuiickori ®@enepanun ot 5 wuoHa 2020T1. Ne 309 (3apeructpupoBad
MunucrepctBoM roctuumu  Poccwiickoit ®enepanuu 14 wmrons 2020,
peructpauroHHbIA Ne 58934).

4. Hacrosummii nprkas BCTynaet B cuity ¢ 1 ceHTssOps 2025 1. u AelcTByeT
1o 1 cenrsiOps 2031 r.

Munuctp O.H. JIyt




YTBEPX/EHBI
npukasoM MuHcenbxo3a Poccuu
ot 14 mapra 2025 r. Ne 153

IHIPABUIA
NPOBE€ACHHUA JOKIHHHYECKOr0o HCCJIC€AOBAHUA JJEKAPCTBEHHOI'O CpeACTBa
AJIS BETEPHHAPHOIO NPpUMEHEHHS, KITHHUYECKOro HCCJIE¢A0BaHN A
JCKAPCTBCHHOIO nmpenaparta AJifi BeTePHHAPHOIo NIpHMeHeHHs,
HCCJICAOBaAHUA OHOIKBHBAJICHTHOCTH JEKapCTBEHHOIo mpenapara aJis
BETCPHHAPHOI'0 NIpUMEHEHUA

I. O0mue moJo:xeHns

1. JloxnuHuYeckoe WCCleOBaHHE JIEKAPCTBEHHOIO CPEACTBA IS
BETEPMHAPHOTO MpUMeHeHMs' (Oajlee — JOKIMHUYECKOE HCCIIE0BaHNe),
KIMHUYECKOEe HCCIIEI0OBaHUE JIEKAPCTBEHHOI'O IIperiapara IS BETEPUHAPHOIO
IpUMEHeHIs® (Jajlee — KIMHHYECKOE MCCIeNOBaHHe), HCCIIE[OBAHUE
OMOJPKBHBAJIEHTHOCTH  JIGKAPCTBEHHOTO — Ipeniapata s  BeTePHHAPHOIO
NPUMEHEHUs® (Hajlee — WCCIENOBaHHE OWOPKBHBANEHTHOCTH) IIPOBOISTCS
IO YTBEPXKIEHHOMY pa3paboT4YMKOM JIEKapCTBEHHOTO cpeacTBa (Ipenapara) L
BETEpPHHAPHOrO NpHMeHeHHs' (Jaiee — pa3spaboTUMK) IUIAHY C BeICHHUEM
IPOTOKOJIOB O3THX MCCJIE€NOBAaHMHA M COCTaBICHHEM OTYETOB, B KOTOPHIX
COZep>KaTCs pe3yJIbTaThl TAKHX HUCCIIENOBAHMUIL.

2. Jlnd opraHu3alii U MPOBEIEHUS JOKIMHMYECKOTO MCCIIeIOBaHMS,
KIMHUYECKOTO HCCIIEAOBaHHUA pa3paboTyuK MOJXKeT IPUBJIEKATH
OpPraHM3aliM, MMEIIHe HEeOOXOIUMYI0 MaTepHalbHO-TEXHMYECKYIo 0a3y,
M  KBaIMOWIMPOBAaHHBIX CIICLIMATHCTOB B COOTBETICTBYIONIEH 006IacTH
HCCIIeJOBaHus (Jjanee — CTOPOHHSIsSL opraHu3anms)’.

3. JIuna, OTBETCTBEHHEBIE 32 NPOBENEHUE JOKIMHMIECKOT0, KIMHHYECKOTO
HICCIIeIOBAaHM, @ TAKXKE JIML|A, OTBETCTBEHHBIE 32 OCYILECTBIIEHHE UCCIIeIOBAHUIA,
NPOBOAMMBIX B paMKax JOKIMHHYECKOTO, KIHHHYECKOrO MCCIIEJOBaHUil,
JO/DKHBI  OBITh  O3HAKOMJIEHBI pa3pabOTYMKOM C pe3y/ibTaTaMH paHee
NPOBEACHHBIX MCCIIENOBAHUM B 4aCTH UCCIIELyEeMOro JIEKapCTBEHHOIO CPECTBA
(mpenapata) JUIsl BETepUHAPHOTO [IPUMEHEHMS.

4. Oryersl O pe3ynbTaTax AOKIMHHYECKOTO U  KJIMHUYECKOrO
MCCIIEIOBaHMIA COCTABJIAIOTCS Pa3pabOTYMKOM C YUETOM 3aKIFOUEHUN CTOPOHHUX
OpraHM3allvi, NPUHUMABIIUX y4YacTHE B OpraHM3allid U IPOBENEHUM 3THX
MCCIIE/IOBaHMM (B Cllydae IIPUBIIEYSHHS TaKMX OpraHu3alyii)’.

! Myskr 40 cratsu 4 QenepanbHoro 3akosa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpalieHun
JIEKapCTBEHHBIX CPEACTB» (nanee — PenepanbHblii 3akoH Ne 61-03).
2 Tlynkr 41 ctateu 4 ®epepansHoro 3akoHa Ne 61-D3.
3 TyHkT 45 crateu 4 PenepansHoro 3akona Ne 61-D3.
4 Iynkr 30 ctathu 4 @enepanbHOro 3akona Ne 61-03.
> YacTs 3 cratbu 12 @enepansHoro 3akoHa Ne 61-D3.
S Yacth 4 crathu 12 DenepansHoro 3akoHa Ne 61-O3.
"Yacts 7 cratby 12 ®enepansHoro 3akona Ne 61-@3.
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5. JlokyMeHTHI, odopMisieMble MpPH MPOBEAECHUH JOKIMHUYECKOTO
U KIMHUYECKOI'0 MCCIENOBAaHUN B COOTBETCTBMM ¢ IyHKTamu 31, 41, 42, 46,
51-55,85,93,94,98, 103, 104, 107 — 109 nacrostmux [Tpasui, moanexar yueTy
B DJIEKTPOHHOM M (Mnu) OyMaXHOM BHIE OpraHu3aiuei, uX opOpMHBIIEH,
B )KypHaJie (O)KypHaJlax) ydJera.

B xypHane (XKypHanax) y4eTa yKa3bIBalOTCSl HAUMEHOBAHHUE, /1aTa, HOMEP
JOKyMeHTa (IIpY HAJIMYHMH), a Takke GamMuius, UMs, OT4eCTBO (P HAJIHUYHH)
M@, OCYILECTBUBIIETO 3aMUCh (3aMUCH) B XXypHalle ()KypHajax) ydera.

Ilpu mnpoBeneHWH MOKIMHUYECKOIO M KIMHMYECKOI'O HUCCIeIOBaHMM
JIOKyMEHTBI, O(opMIIsieMble B XOJ€ TaKHWX MCCIEHOBAHUM, WIM WX KOIHH
XpaHATCA y pa3paboTynka 1ubo B TedeHHe 3 JIeT Yy CTOPOHHMX OpraHM3almil
(B ciydae X IpUBJIEYEHHUs ) IPH OGOPMIIEHHH UMH TaKUX JOKYMEHTOB.

I1. HpOBC}IeHHe AOKIIHHHYCCKOTI0O HCCJIeAOBaAaHUSA

6. Ilpu npoBeJeHNH TOKITHHUIECKOTO UCCIIEJOBAHMS N3YYarOTCH:

(papMakoqMHaMUKa JISHCTBYIOIIErO BellecTBa (IEHCTBYIOMIMX BELIECTB)
JICKApCTBEHHOI'O CPEINCTBA [UIsl BETEPUHAPHOrO TpPUMEHEHHMs (Janee —
JIEKapCTBEHHOE  CPEJCTBO),  BKIIOYAIOIEe  M3y4YeHHEe  crenuprIecKoit
(bapmakosIOruyecKoit) akTHBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA;

OOLIETOKCHYECKAE CBOWCTBA JIEKAPCTBEHHOTO cpeicTBa (B TOM
YHCJI€ OCTpOM, CyOXpoHHYecKoM © (WiIM) XPOHMYECKOM TOKCHYHOCTH,
MECTHO-DPa3Ipakalollero JeHCTBHS JEKapCTBEHHOTO CPEICTBA);

crienu@uIecKas TOKCHYHOCTh JIEKAPCTBEHHOTO CpeacTBa (B TOM 4HCIe
UMMYHOTOKCMYHOCTH,  &JJIEPT€HHOCTH, PpENpOAYKTHBHOM  TOKCHYHOCTH,
TePAaTOreHHOCTH,  3MOPHOTOKCHYHOCTH,  MYTareHHOCTH C  I[IPOTHO30M
KaHILIEpOTeHHOCTH ),

(apMakoKMHETHKA NEHCTBYIONIETO BeLIeCTBA (AeHCTBYIOIMX BEIECTB)
JIeKapCTBEHHOro  cpeacTBa MW (wM) ero Merabomura (MeTabGoJUTOB)
B OpraHM3Me IKMBOTHBIX, KOTOPBIM IIP€AHA3HAYAeTCS  HCCIIELyeMoe
JIEKapCTBEHHOE CPECTBO (Jajiee — IIeJIeBbIe )KHBOTHBIE);

CPOKH BBIBEJIEHUS OCTAaTOYHBIX KOJHMYECTB JEHCTBYIONIETO BEIECTBA
(meHicTByromx  BemiecTB) M (WiM) ero Merabonura  (MeTaGoJIHTOB)
U3 OpraHuM3Ma ILEJEBbIX JKUBOTHBIX, Pa3sBOAUMBIX Ul MONy4YeHHs IIPOLYKLUH
KHBOTHOTO IIPOMCXOXKIEHUSA, B IlemsaX obecrnedyeHHs OE€30IIaCHOCTH TaKoi
NPOAYKUHMH IOC/I€ IPUMEHEHHS] HCCIEAYyeMOro JIEKapCTBEHHOTO CpelCcTBa
B MaKCHMAaJbHOW PEKOMEHIOBAaHHON pa3paboTUMKOM 03¢ (M3y4eHHe CPOKOB
BBIBEJICHHS OCTATOYHBIX KOJHYECTB HCCIEIYyEMOTO JIEKAPCTBEHHOIO CPEICTBA
M3 OpraHusma pelb NPOBOAMTCS Ha ABYX BUAax pelo: kapre (Cyprinus carpio),
¢dopemn pamyxnoit (Oncorchynchus mykiss); cpok BblBeleHMs Ipemapara
W3 opraHusma pel6 omnpejensercss B IPamyco-AHSAX, PacCUYHTHIBAEMBIX
IIOCPEZICTBOM YMHOXEHHUS II€pHOJa BBIBEJEHHS JIEKapCTBEHHOIO IIperapara
Ha TeMIIEpaTypy BOJBI, B KOTOPOH coliepiKaTcs prIObl STHX BUIOB).

7. ]l meKapCTBEHHBIX CPECTB, NEHCTBYIOLIME BEIECTBA KOTOPHIX BXOAT
B COCTaB JpYrMX 3aperucTpHpoBaHHbIX B Poccwuiickoit ®Denepanuu
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JIeKapCTBEHHBIX IIPENapaToB /Ji1 BETEPHHAPHOrO MpUMEHEHUs® (mamee —
JIEKapCTBEHHBIN IIpernapar), BMECTO OTYETOB 110 U3YYeHHIO (PapMaKOJUHAMHUKH
M CHeUU(PUYECKOH TOKCHYHOCTH HONMYCKAETCs TPH HAIMYMH HAYYHOTO
000CHOBaHMs NIPEACTaBIeHHe 0030pa HAyYHBIX PaboT.

8. Jlnia, OTBETCTBEHHBIE 3a IPOBENEHUE TOKIMHAIECKOTO HCCIICIOBaHNS,
NHLQa, OTBETCTBEHHBIE 33 IPOBEJCHHE MCCIEJOBaHUM, MPOBOJUMEIX B paMKax
JOKIIMHUYECKOr0 HCCIENOBAaHHMsA, M JIMLA, YYacTBYIOUIME B MPOBEISHUH
JAOKITMHUYECKOI0 HCCIIEHOBAHMS, NO/DKHBI OBITh O3HAKOMIIEHBI IO POCIIHUCH
PYKOBOAMTEJIEM OpraHU3aliy, IPOBOSIIEH HCCIeI0BaHHeE, C:

IJIAHOM JIOKIIMHUYECKOTO UCCIIEOBAHMS;

MOJJHOMOYMSMH, OOS3aHHOCTAMH IIPH IIPOBEACHUU JOKIMHUYECKOrO
UCCJIeIOBaHU;

uHpopManueii 06 HccIeayeMoM JIEKAPCTBEHHOM CpPE/ICTBE;

vH(popMaluedl 0 BO3MOXHBIX ONACHOCTSX, BO3HUKAIOIMX NpH paboTte
C JIEKApCTBEHHBIM CPEACTBOM.

9. Jlumamu, OTBETCTBEHHBIMH 3a IPOBEJEHHE JOKIHHHYECKOTO
UCCIIEJJOBAHUS

HE JTOIyCKAalTCA OTKJIOHEHHs OT IIaHa JOKIMHHYECKOIO MCCIIEOBAaHUS,
BHECEHHE B HEro M3MEHEHMH ©0e3  yTBepXJIeHHs pa3paboTYHKOM,
32 HCKJIIOYEHHEM Clly4YaeB, HEOOXOAUMBIX Ul YCTPaHEHHs YIpO3bl >KH3HU
1 3[JOPOBBIO JIIO/iell ¥ HEOOOCHOBAaHHOM TMOeNH )KUBOTHBIX, HCIIOJIb3yEMBIX IPH
NPOBEICHUM NOKIMHHUYECKOTO HCCIEeNOBaHMs (fajiee — 3KCIIEpUMEHTAIbHbIC
XUBOTHBIE);

obecrniednBaeTcs cOOp MOJYYEHHBIX PE3YIIBTATOB;

obecnieunBaeTcs (UKcALUs BCEX OTKIOHEHMH OT ILIaHA JOKIHHHYECKOTO
HCCIICIOBaHUs, KOTOpble OQOPMIAIOTCS B BHAE IPHIOKEHHS K OTYETY
006 wHcCenoBaHMH, CONEPXKAINEro NPUYMHBI TAKMX OTKIOHEHHMH M OLEHKY
BIIMSHMS BHECEHHBIX M3MEHEHUH Ha ITOJyYeHHBIE pe3ybTaThl;

IPUHAMAIOTCA MEpPhl 10 yCTPAaHEHHWIO BBIABIEHHBIX OTKIOHEHHIA,
32 HCK/IIOYCHHEM CIIy4YaeB, HEOOXOAMMBIX IUI YCTpaHEHHs YIPO3bl >KH3HH
H 3[I0POBBIO JIIOJIel U HEOOOCHOBAaHHOU IMOEIIH 3KCIIEPUMEHTAIBHEIX )KMBOTHBIX

obecreunBaeTCcs aHAIU3 [OJYYaeMBIX pe3yJbTaToB, MOATOTOBKA OTYETa
O pe3yibTaTax JOKIMHHUYECKOIO UCCIIEIOBAaHMS, a TAKXKe KOH(PHICHIUAILHOCTD
MH(OpPMAaLIHH O MONYyHYEeHHBIX Pe3yIbTaTax.

10. PykoBopuTenb  OpraHu3aldd, NPOBOAANIEH  HOKIHHHYECKOE
UCCIeJOBaHUe,  JO/DKeH  oOecreuuBaTh  BBINOJNHEHHE  TpeOOBaHMIA,
YCTaHOBJICHHEIX IUIAHOM JOKJIMHHUYECKOIO0 HCCIIEHOBAaHUs, OOBEKTUBHOCTH
M HE3aBUCHMOCTh TIPOBEICHMSI MCCIEJOBaHMSA, a TaKKe IOCTOBEPHOCTH
II0JIy4aeMBbIX pe3yJbTATOB.

11. JIoxknuHMYEeCKHE HCCIEOBaHHA IIPOBOAATCS B ITOMENICHMSX,
KOHCTPYKTHBHBIMM ~OCOOEHHOCTSIMH KOTOPBIX OGECIEYHBAIOTCS  YCIIOBHS,
HeoOXOIMMBIE UL IPOBEICHUS JOKIMHUIECKOIO HCCIEI0BAHNS, B TOM YHCIE:

8 Yacts 1 craten 13 @epepansHoro 3akoHa Ne 61-03.
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U30JIMPOBaHHOE COJEpPXaHHE HKCIEPHUMEHTAIBHBIX >XHBOTHBIX, BHOBb
IOCTYNUBIIMX B OPraHU3aINio, MPOBOJASIIYI0 MOKIMHHYECKOE HCCIIEJOBAaHME,
SKCHEPUMEHTAIbHBIX JKUBOTHBIX, OOJBHBIX OSKCIIEPHUMEHTAJIBHBIX XHBOTHBIX
Y 3KCIIEPUMEHTANIbHBIX )XMBOTHBIX, ITOJ03PEBAEMBIX B 3a00/I€BAHUH;

U30JIMPOBaHHOE XpaHEHHE KOPMOB, 000py/10BaHUS U HHBEHTAPS IS yX01a
3a 9KCIIEPUMEHTaIbHEIMHU KUBOTHBIMH OT  MecCT colep)KaHus
9KCMEPUMEHTAIBHBIX )KUBOTHBIX;

M30JIMPOBAHHOE XpaHEHHE O00pa3loB HCCIEAYEMBIX JIeKapPCTBEHHBIX
CPEJICTB, B TOM YHCJI€ apXUBHBIX 00pa3liOB TaKUX JIEKAPCTBEHHBIX CPEJICTB,;

U30JIMPOBAHHOE  XpaHEHHE pPEeaKTHBOB, peareHTOB, TECT-CHCTEM
¥ CTaHAapTHBIX BEIIECTB,;

H30JIMPOBAaHHOE XpaHeHHue MOJTy4aeMBbIX pH IPOBEJCHUH
JOKJIMHHYECKOI0 UCCIIEJOBAaHUS OTXO0/I0B JI0 UX YTHJIM3ALMH WIH YHHUTOKEHHS;

M30JIMPOBAHHOE XpaHEHHUE IOKyMEHTOB,;

BO3MOXXHOCTb IIPOBEJEHUS BCKPBITHS HaBIIUX HKCIEPHUMEHTAIBHBIX
YKUBOTHBIX;

IIpOBEJCHME  MOHKH,  JAe3MH(EKUMH  HMHBEHTaps JId  yXoJa
32 JKCIEPUMEHTAJIBHBIMU JKMBOTHBIMH, IIOJTOTOBKH KOPMOB M YJallEeHHE
OTXOJIOB, [10JIy4aeMbIX IIPU POBEICHHH JOKIMHUIECKOTO UCCIIEAOBAHH.

12. B noMemeHusx, npegHa3HaueHHbIX /I IPOBEAEHHS JOKIHMHAYECKOTO
UCCIIeIOBaHMs, JOKHA OBITh HCKIIFOYE€HA BO3MOXXHOCTh HECAHKITHOHHPOBAHHOT'O
J0oCTynia TIIOCTOPOHHUX JIAL, He OCYIIECTBISIOIIMX IIPOBEICHHE TaKOI'o
HCCIIe/IOBAHUA.

13. IloMemieHus, npegHa3sHaYeHHbIE U1 MPOBEACHUS JOKIMHHYECKOIO
HCCIIEIOBaHKs, B COOTBETCTBUH C rpad@UKOM, yCTaHOBJICHHBIM PYKOBOAUTENEM
OpraHu3al¥y, IPOBOAAINEH HOKIMHUYECKOE HCCIIeJOBaHUe, IOJBEPraloTCs
BIQXHOH yOOpke C  HCHONB30BaHHEM JAe3UH(DULMPYIOIIMX  CPEICTB,
obecneunBaoIuX  0e30mMacHOCT,  paboOTEl B TakuX  IIOMELICHHUSAX,
HO HE OKa3bIBaIONIMX BIHUSAHUS HA JOCTOBEPHOCTDH PE3YJILTATOB JOKIMHUYECKOIO
WCCJIE[JOBAHUA.

14. Tlpm npoBefeHMH NOKIMHUYECKOrO HCCIIEAOBAHUS NPHUMEHSIOTCS
CpeACTBa M3MEPEHHH, KOTOpble TIPOUUIM IIOBEPKY B  COOTBETCTBHHU
c TpeboBanusmu DenepansHoro 3akoHa or 26 wmons 2008 r. Ne 102-@3
«O6 obecrieyeHUU eTUHCTBA H3MEPEHHIN».

15. Tlpu mnpoBemeHWH MOKIMHHYECKOTO HCCIENOBAHUS  JIOJDKHEI
HCIIOJIb30BaThCA CPEICTBA M3MEPEHUI U HCIIBITaTeIbHOE 000py T0BaHHe (Hajiee —
obopynoBaHue), 3KCILUTyaTaluss U OOCITY)XHBAaHHE KOTOPBIX OCYIIECTBISIOTCS
B COOTBETCTBMM C JOKyMEHTaluMed Ha Takoe o0opynoBaHue (gajiee —
JIOKyMEHTAIUs Ha 000pyJI0BaHHE).

16. PaboTHukaM  opraHM3aily, [POBOAAINEH  JOKIMHUYECKUE
HCCIIEOBAaHMUs, SKCIUIyaTUPYIOLUM 000pyIOBaHHE WIM 00ECHEYHBAIOIIUM €ro
o6ciyKUBaHUE, TOJDKHBI OBITh AOCTYIIHBI ClIEAYIOLIME CBEICHU:

HauMEHOBaHUE 00OpPYIOBaHMS, €r0 MPOU3BOAUTEIS;

MoJens o60pyOBaHHs, CEpUHHBIA (3aBOACKOi) HOMep (MPU HANUYHK),
JaTa IOJy4eHHs W IIOCTAHOBKM Ha y4YeT, Jara 3allycka B OKCILIyaTaldio,




WUHBEHTApHBIA HOMED;

MECTO PACIIOJIOXKEHUS 000PY/JOBAHHS;

MECTO XpaHeHHUsI JOKyMEHTallH Ha 000pYOBaHHeE;

(amuins, WMs, OTYeCTBO (NIPM HAMYMH), JAOJKHOCTh paGOTHHKA,
OTBETCTBEHHOIO 33 UCIOJIb30BaHUE 000PYIOBAHHS;

(GaMunus, UMs, oT4ecTBO (IIPU HAIMYUM) PAOOTHHKA, OTBETCTBEHHOIO
3a TEXHUYECKOe 00CTyKUBaHHE 000pYIOBaAHMS;

O ILTAHOBOM OOCITy)XHWBaHMM OOOPYHOBaHHs M PEe3ybTAaTaX IPOBEHCHHS
MPOQUIAKTAIECKAX OCMOTPOB C yKa3aHHeM [aThl W IOMINCH COTPYIHHKA,
OTBETCTBEHHOI0 32 TEXHHUYECKOE 00CITy)KMBaHHe 000PYI0BAHUS;

O TIOBpeXAEHMSAX, OTKa3ax B pabore, peMoHTe 00OpYJOBaHUS
C YKasaHMeM JaThl M IMOANMCH COTPYOHHKA, OTBETCTBEHHOIO 32 TEXHHYECKOE
obciyx1uBaHue 000pYHOBaHHUS.

17. Wicnone3yemsle IpH NPOBEJAEHHM MOKIMHMYECKOTO HCCIIEIOBAHMS
PeaKTUBBl M pearcHThl, CTaHAApTHHIE BELIECTBA M TECT-CUCTEMBI OJKHEI
COOTBETCTBOBaTh TPEOOBAHWSM, YKa3aHHBIM B IUIAHE JOKJIMHHYECKOIO
MCCJIeIOBaHHUSA, & TAKXKE IPUMEHATBCS 10 UICTEYEHUS CPOKA UX MOJHOCTU U UMETh
MapKHPOBKY, TO3BOJISIONIYIO HX UACHTU(PUIMPOBATS.

18. XpaHeHue peaKTHBOB, PEareHTOB, TECT-CUCTEM M CTaHIAPTHBIX
BEIIECTB  JIOJDKHO  OCYUIECTBIAITRCS B YCIOBHAX, 00O€CIEeYMBAIOIINX
HX CTAOMIIBHOCTh B NMPOLECCE XPAHEHWs W YCTAHOBIEHHBIX IPOM3BOJUTENEM,
a TaKkKe B yIaKoBKe, 00eCIIeUNBAONIEH 3allUTy OT 3arpsA3HEHHS UM MOPYH.

XpaHeHHe PeaKTHBOB, PEareHTOB, TECT-CUCTEM M CTAHJAPTHBIX BELIECTB
JOJDKHO OCYILECTBISITBCS B OTAEIBHOM 30HE IOMELIEHHs, IpPEeAHAa3HAYeHHOTO
AJis IPOBEJICHHS JOKIMHMIECKOTO UCCIEN0BAHU, C OTPAHMYEHHEIM JOCTYIIOM.
ITapameTpbl OKpyXarolel cpelbl 30HBI MOMEIIEHHMS, IpeIHA3HAYEHHOTO IS
XpaHEHHS] DPEaKTHUBOB, PpEAareHTOB, TECT-CHCTEM M CTaHJapPTHBEIX BEILECTB,
CHCTEMAaTHYeCKH PETUCTPUPYIOTCS B  COOTBETCTBHH C  TpeGOBaHUAMHU
OpraHU3alKH, IPOBOAIIEN JOKITHHHYECKOE HCCIeIOBaHUE.

19. Ilpouemypsl, cBf3aHHBIE C YXOAOM 33 3KCHEPHMEHTAIbHBIMU
)KUBOTHBIMM (B TOM 4YHCIE€ KOpPMJICHWE, [IOEHME, CMEHa IIOJCTHIIKH,
NepecaxMBaHue, MBITHE KIIETOK, YOOpKa IOMEIIeHHi, B KOTOPhIX COAEPXKaTCS
JKMBOTHBIE), IIONIEXKAT y4eTy Ha GyMasKHOM HocuTesie u (WIH) B SNEKTPOHHOM
BU]IE.

20. BHOBB NOCTYNHMBIINE B OPraHU3ALKIO, MPOBOIAIIYIO TOKITHHHIECKOE
UCCJICIOBAHHE, 3KCIIEPUMEHTAIbHBIE >XUBOTHBIE [JI OLEHKH HX COCTOSHHS
3[I0POBBSl  COIEPXKATCS M30JIMPOBAHHO OT JAPYTHX 3KCIIEPUMEHTAIbHBIX
*HUBOTHBIX.

2]. Ha sKcrnepuMeHTaJIbHBIX JKUBOTHBIX, IIOCTYIMBIIMX B OpraHH3aIHIo,
TPOBOAAIIYIO JOKIMHAUYECKOE HCCIIEJOBAHUE, MNOIDKHBI OBITH O(OpMIIEHEI
BETEPHHApPHBIE CONIPOBOAUTENLHBIE JOKYMEHTEL .

22. BonbHblE SKCTIEPUMEHTANBHBIE JKUBOTHBIE M JKCIEPHMEHTATbHEIE
XKHMBOTHBIC, SIBIIOIIMECS MCTOYHUKOM BO3OYIUTENs 3apa3HOM Gose3HH

? Cratbs 4.5 3axona Poccuiickoir ®eaepauuu ot 14 Mas 1993 t. Ne 4979-1 «O BETEpUHAPUMY.
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)KI/IBOTHBIXIO, JOJI’KHBI OBITh HN30JIUPOBAHBbl OT HHBIX 3JSKCIICPUMCHTAJIBHBIX

XKUBOTHBIX.

23. Jlna ofecrneyeHHss WHIMBUAYAJLHOTO HaOMIOJEHUS B IPOIECCEe
IIPOBEICHUS JJOKIMHUYECKOTO0 HCCIIeOBAHMS SKCIIEPUMEHTAIbHBIE XKHUBOTHBIE
JOJDKHBl OBITh HAEHTHU(QHUUHUPOBAaHBI IIOCPEICTBOM YKa3zaHUS HHOOPMAaLMH
O TaKOM >XHBOTHOM, B TOM 4HCJe €ro Buje. B OTHOWIeHMH mpencTaBHTENEH
OTpsJla IPhI3yHOB JIOIYCKAETCs IPyNIoBas HACHTHU(PHKALIKS.

24. DkcnepUMeHTalbHblE >XUBOTHBIC, HCIIONIB3yeMbIe TPH MPOBEICHHH
JOKIMHUYECKOI0 HUCCIIEIOBAaHUS OJHOI'0 JIEKapCTBEHHOT'O CPENCTBA, JOJDKHBI
COZIepXaThCs U30JIMPOBAHHO OT HKCIIEPUMEHTANBHBIX KUBOTHBIX, HCIOIb3YEMBIX
IpU IPOBEJCHUH TOKIMHUYECKOTO HCCIeOBaHUS HMHOIO JIEKapCTBEHHOTrO
CpelcTBa.

25. PaznuyHble BHUABI JKCIEPUMEHTAIBHBIX O KUBOTHBIX  JOJDKHBI
COJZIEPXKATHCS U30JIMPOBAHHO B OTACIBHBIX KJI€TKaX, BOJbepax, KOHTeHHepax.

26. DKcnepMMeHTa/IbHbIE )KUBOTHBIE OJTHOTO BHAA JOJDKHBI COAEPIKATHCS
B O/IMHAKOBBIX YCIIOBUSAX, MMETh CBOOOIHBIIM JJOCTYII K KOpMaM U BOJIE.

Kopma wu Boga domkHbl OBITH 0€30MacHBIMH  IJIS  3/{0POBBS
JKCIIEPUMEHTAJIbHBIX JKHUBOTHBIX, OOECIeYHBaTh IOTPEOHOCTH IKHUBOTHBIX
B [IUTATEIbHBIX BEIIECTBAX U HE JOJKHBI BIUATH Ha PE3YJIHTATHI HCCIIEIOBAHH.

27. KnuHu4ecKHu 370pOBBIE SKCIIEPUMEHTAIbHBIE JKUBOTHBIE B TEUCHHE
He MeHee 4eM 30 cyTok (NTHIBI U TPBI3YHBI — B TedeHHe 15 cyToK) 10 Havaia
MCCIIEJOBAaHUH U B IIEpUOJ] UCCIIEAOBaHUI HE TOJDKHBI TIOJy4aTh JIEKAPCTBEHHEBIE
opemnaparsl, 3a HUCKIIOYEHUEM IPeNyCMOTPEHHBIX IUIAHOM JOKIMHHYECKOro
HCCIIe/IOBaHMUS.

28. [Tpu MIPOBEICHUH JOKITMHHUYECKUX UCCIIeI0BaHUM
Ha 5KCIEPUMEHTAIbHbIX )XHMBOTHBIX CJIEYeT PYKOBOJACTBOBATHCS MPHUHLIHAIIAMH,
IpPeIyCMOTPEHHBIMM B IyHkTe 19 mnpunoxenus Ne 14 k IlpaBunam
perynupoBaHuss  OoOpallleHHs  BETepHHApHBIX  JIEKAPCTBEHHBIX  CPEICTB
Ha TaMOXXEHHOM TeppuUTOpuM EBpa3Wiickoro 3KOHOMHYECKOIO0 COH3a,
yTBepKIeHHbIM pewieHHeM CoBeta EBpasuiickoit 5KOHOMHYECKOH KOMHCCHH
ot 21 suBaps 2022 1. Ne 1'%,

29. Ot60p npob 6MOTOrUIECKUX MAaTePHAIOB IIPOBOJIUTCH B COOTBETCTBHH
C IUIAaHOM JOKJIMHHUYECKOTO HCCIENOBAaHMS B WHIMBHIYaJIbHBIE IPOCHPKH
(pnakoHbl, KOHTEHHEPHI), KOTOphlE MAapPKUPYIOTCI C YKa3aHMEM JaHHBIX
3KCIIEPUMEHTAJIBHOIO )XUBOTHOTO (TPYIIIBI )KMBOTHBIX ), BpEMEHH O0TOOpPA IIPOOHI
OKoIOrH4ecKoro Mareprana U HaUMEHOBaHHS HCCIEIYEMOIo JIEKAPCTBEHHOrO
CPelCTBA WM COIVIACHO CTaHAAPTHOH OIEpPallMOHHON IpOoUEaype JIHIOM,
IIPOBOJIALIMM JOKIMHAYECKOE UCCIIeIOBaHHUE.

30. IIpo6b1 GuonoOrMyecKoro MaTepualla MCCIeOyIOTCs Ha ITOKa3aTelly,
IPEeyCMOTPEHHBIE IUIAHOM JOKJIMHUYECKOrO HCCIIeOBaHUA, JIMOO XpaHATCS

10 Cratps 2.2 3akoH Poccuiickoit ®enepaimu ot 14 mas 1993 r. Ne 4979-1 «O BeTepuHApHm».

11 SIBnsercs obs3atenbubM s Poccuiickol ®enepanun B COOTBETCTBHY ¢ JJOrOBOPOM O Espasniickom
9KOHOMMYECKOM cotose oT 29 mas 2014 r., patuduuupoBaHHpiM eepalbHbIM 3aKOHOM OT 3 okTa6psa 2014 r.
Ne 279-®3 «O paruduxaunu JloroBopa o EBpa3uiickoM 35KOHOMHYECKOM COK03€» M BCTYNHBINMM B CHUTY ISt
Poccniickoit Penepaunu c 1 susaps 2015 r. (manee — Jlorosop).
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(B TOM 4HKClle B 3aMOPOXX€HHOM BHJE) JO MX HCCIIEJOBAHUS B COOTBETCTBHU
C MJIAHOM JOKJIMHUYECKOTO UCCIIETOBAHMS.

31. CorpynHuKOM, NpPOBOAMBHIIMM OTGOp mpo6 GHOIOTHYECKOro
MaTepHaa, J10JDKHO COCTaBIISATHCS U MOANKUCHIBATHCS COMPOBOIUTENLHOE ITMCHMO
K 1pobam, coaepxallee 1aTy oTO0pa Takux Npod, JaHHbBIE SKCIEPUMEHTAIBHOTO
)KUBOTHOTO (TPyYIIIbI )XUBOTHBIX), B TOM HHUCIIE €ro (MX) 10JI, BO3PAcT, Maccy.

IIpo6sl 6GuoNOrMYeckoro Marepuaia C CONPOBOAUTENLHBIM IHCEMOM,
yKa3aHHBIM B ab3alle IEpBOM HACTOAIIETO ITyHKTa, epefatoTcs B 1aG0paToOpHIo
IUISL UCCNIEAOBaHMS.

32. Ilpn mnpoBeAeHHH MOKIMHHUYECKOTO HCCIENOBAHUSA MCIIONB3YIOTCS
00pa3Lbl TeKapCTBEHHOTO CPECTBA:

B TOIi )K€ JIEKapCTBEHHOH (opMe, KOTOpast INTAaHUPYETCS Il IPUMEHEHMS;

MPOU3BEACHHBIE IT0 TEXHOIOTUH, KOTOpas IIpeaycMaTpuBaeTcs s
BKIIIOYEHHSA B INPOMBIIUICHHBIH perjlaMeHT WIM B HWHOH JIOKYMEHT,
OIpeJIENSIOUI TEXHOJIOTHIO HPOU3BO/ICTBA;

COOTBETCTBYIOLIME TPeOOBAaHUSIM Ka4eCTBa, IPEAYCMOTPEHHBIM IIPOEKTOM
HOPMAaTHBHOTO JOKyMEHTa Ha JIeKapCTBEHHBIH IIperaparT’>;

¢ uH(opmanuei, BKIIO4aromell HauMeHoBaHHe o0pasiia JIEKapCTBEHHOTO
CPEICTBA UM IIPUCBOCHHBIN KOJIOBBIN HOMEDP, HAUMEHOBAHUE M KOJIMYECTBEHHOE
COIEpIKAaHWE JEMCTBYIOIIEro BellecTBa (JEHCTBYIOIIMX BellecTB) (MM
aKTUBHOCTH), HOMEp CepHH, YCIOBUS XPAaHEHHUSA ¥ CPOK FOAHOCTH.

33. B cmydae ecmum comepkaHMe JAEHCTBYIOIIErO  BELIECTBA
B JIEKapCTBEHHOH QopMe INpH NpPOBENECHHM TOKIHHHYECKHUX MCCIIEIOBaHHUMA
He Ha IENEeBBIX XXMBOTHBIX HE I03BOJSET YCTAaHOBHUTH 03y, BbI3BIBAIOILYIO
(QyHKIMOHANbHbIE H3MEHEHHMS B OpraHH3Me JKMBOTHBIX, IOMYCKAeTcs IpH
HIMYAM HAyYHOro OOOCHOBAaHMS HCIIONB30BAaHHE JIEKAPCTBEHHOM (HOPMBI
¢ Oonbliedl KOHIEHTpalMel AeHCTBYIOIIEro BEUIECTBA, YeM IUIaHMpyeTCs Uit
IIPUMEHEHUS Ha 1IeJIeBBIX )KHBOTHBIX.

34. Jlna mpoBeleHHs IOKIMHHYECKOrO HCCIENOBaHUS  0Opasibl
HCCIIEyeMOr0 JIEKAPCTBEHHOIO CPEJCTBA COMPOBOXKIAIOTCS IPeACTaBIEHHOM
pa3paboTYMKOM OKyMEHTaLHUeH, ComepKalle cleayroHe CBEIeHHS:

00 yCIIOBHSIX U CPOKaxX XpaHEHHS;

0 Mepax Mo obecnedyeHUIO 0e30IacCHOCTH paboTBI C HCCIELYEMBIM
JIEKapCTBEHHBIM CPE/ICTBOM, PACTBOPUTEISAMHU;

0 TIpoLIEAlype PACTBOPEHHMS HCCIIEAyEMOTo JIEKapCTBEHHOI'O CpeacTBa (Ipu
HE00XO0JMMOCTH);

00 ycTpoiicTBax A BBEIECHHS HCCIELYeMOro JIEKapCTBEHHOI'O CPeICTBA
9KCIIEPUMEHTAJILHBIM XUBOTHBIM (TIpH HEOOXOAMMOCTH).

35. O6pasipsl HccaeayeMoro JeKapCTBEHHOIO CPEACTBa MOIEKAT YUETY
IIpM IpHEME, pacxole, BO3BpaTe WIA YTHWIM3AIHA B COOTBETCTBHUU
c TpeOOBaHUAMH, YTBEPKAEHHBIMUA OpPTraHU3alUel, POBOASILEN HCCleI0BaHHE.

36. Xpanenue o6pa3LioB HCCIIETyeMOT0 JIEKAPCTBEHHOIO CPEICTBA JOKHO
OCYILECTBIIATECA B YCIIOBHSX, ONpENENIeHHBIX pa3pabOTYUKOM, U B YIAKOBKE,

"2 Tlynkr 21 cratbu 4, myHKT 3 yacta 3 crathy 17 ®enepansHoro 3akona Ne 61-D3.
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obecreuynBaOMIX CTaOMWIBHOCTh B IIpoliecce XpaHEHHsS, a TakXke 3alluTy
OT 3arps3HeHUs WIH TOPYH.

XpaHeHue 00pa3loB HCCIEAYEMOT0 JIEKapCTBEHHOTO CPEACTBA JOJDKHO
OCYIIECTBIATHCA B OTACNBHONH 30HE IIOMEIIeHW, MpeAHa3HAYeHHBIX IS
poBeAeHUs] JOKIMHAYECKOTO HCCIIeJOBAaHUsA, C OrpaHUYEeHHBIM JOCTYIIOM.
ITapameTpsl oOKpyXaromield cpenbl 30HBI XpaHEHUs OO0pa3LUOB JOJDKHBI
PErUCTPUPOBAaTBECA B COOTBETCTBUH C TpeOOBaHUAMH, OIpeaeSeHHBIMHU
opraHuzalyei, NpoBoAsIIel uccieaoBaHueE.

37. Jlns mpoBeleHUA OOKIMHUYECKOTO HCCIENOBAaHUS NIPECTaBIIOTCS
o0pa3ubl UCCiIeyeMoro JIEKapCTBEHHOTO CPENCTBA, MMEIOIIME CPOK TOOHOCTH
HE MeHee CpOKa, HeoOXOAMMOro [UIsi MPOBEAEHHS TaKOro WCCIIeJOBaHHS
B COOTBETCTBUH C MJIAHOM JOKJIMHUYECKOTO HCCIIEIOBaHUS.

3anpelaercs UCIONb30BaHUE B TOKJIMHAYECKOM HCCIIeI0BaHUM 00pa3loB
UCCIIEYEMOTO JIEKapCTBEHHOTO CPeJICTBA ¢ HUCTEKIIHM CPOKOM TOJTHOCTH HIIH
C HapylleHreM TpeOOBaHMiA, yCTaHOBJIEHHBIX TyHKTOM 36 Hactosmux [Ipasu.

Ecnu cpok npoBefieHUs JOKIMHUYECKOTO UCCIIEIOBAHUS MPEBHIIIAET CPOK
TFOJIHOCTM JIEKapCTBEHHOIO CpEACTBa YCJOBUS 3aMEHBl O0pasloB TakKoTo
JIEeKapCTBEHHOTO CpeJICTBa IPeAyCMATPUBAIOTCA B IUIaHE JOKIMHUYECKOTO
HCCIeJOBaHMS. ‘

38. Ilpu moarotoBke 06pa3LOB HCCIEIyEMOrO JIEKapCTBEHHOTO CPEACTBa
IUTSL BBEJIEHUS SKCIIEPUMEHTAIbHBIM JKUBOTHBIM:

He JIOIyCKAeTCsi KOHTaMHUHAIUA HCCIeAyeMbIX JIEKapCTBEHHBIX CpEJICTB
OPYTUMHU JIEKapCTBEHHBIMU CPEJICTBAMH U UH(EKIIMOHHBIMH areHTaMu;

obGecrieunBaercs 0€30MaCHOCTh JIUI, YYacTBYIOIIUX B MPOBEIECHUH
HCCTIEOBaHM, U OKpY KalolIel cpesbl.

39. Hccnenyemoe JleKapCTBEHHOE CpencTBO BBOJIATCS
SKCHEPUMEHTAIBHBIM JKUBOTHBIM TakKUM 00pa3oM, 4YTOOBI KaXIO€ TaKoe
KUBOTHOE TapaHTHPOBAHHO TOJNYYHIIO J03y BBEAEHHOTO HCCIIEyeMOro
J€KapCTBEHHOT'O CPEACTBA.

40. Ocratku HCCIEAyeMOro JIeKapCTBEHHOrO CpeJICTBAa  IOJIEXKAT
YHHAUYTOXXEHHIO.

4]. [Ilns npoBeneHUs NOKJIMHUYECKOTO HCCIEJOBAaHUS OpPraHU3aIusa
NOJDKHA YTBEPAUTH CTaHAAPTHBIE ONEpPalMOHHBIE NPOIEOYPHl, B KOTOPBIX
OIKCHIBAIOTCSA TPEOOBAaHMUA K OCYIIECTBICHUIO TAKIX HCCIIeI0BaHUH, B TOM YHCIIE
ydeT BceX J1abopaTOPHBIX U MTPOU3BOACTBEHHBIX ONEpalvii, BKIFOYas:

MIOCTYIUIEHHE, MJICHTU(HUKAIIUIO, MapKUPOBKY, 00paboTky, otGop mpoo,
UCIIONBb30BaHWEe, XpaHeHWe U yHUYTOXeHme (YyTHIW3auMio) o0pasioB
HCCIIelyeMOro  JIEKapCTBEHHOTO  CpPEJCTBa,  CTAaHAApTHBHIX  00pa3loB
M TECT-CHCTeM (B cllydyae UX HUCIIOIb30BaHUA);

o0CIly>)KHBaHHE Y TIOBEPKY CPENICTB U3MEPEHHUH B CiIydyae, YCTaHOBICHHOM
yHKTOM 14 HacTtosuqux IIpaBu;

IIPUTOTOBJIEHNE PEAKTUBOB, IIUTATENBHBIX Cpe;

BeJleHUe 3alKceil, OTYETOB, MPOTOKOJIIOB B CIly4asX, NMPedyCMOTPEHHBIX
nyHkTamu 31, 42, 46, 51 — 55 nacTosmux [IpaBui, u Ux XpaHeHue;
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IIpUEM, TPAaHCIOPTUPOBKY, pa3MEILlEHUe, OINUCaHhe, MapKUPOBaHUE
JKCIEPHUMEHTANBHBIX )KUBOTHBIX, X0/ 32 HUMH.

42. Pa3paboT4HK JOJKEH YTBEPAUTH IUIaH KaX 100 BUA JOKIHHHYECKOT'O
HCCJIEIOBaHuUs, IPOBOAMMOIO B paMKaxX JOKIMHMYECKOI'O MCCIIeIOBaHMS,
C YKa3aHUEM JaThl €r0 YTBEPKACHHS.

43. B nnaHe JOKIMHUYECKOTO UCCIIEJ0BAHUS YKa3bIBAIOTCH B TOM YHCIIE:

HaVMEHOBaHHE MCCIIEIOBaHMs, IPOBOAUMOIO B paMKax JOKIHHHYECKOIO
VICCIIEIOBaHUS;

NOJIHOE W (MIM) COKpalleHHoe (IIpY HAJIMYWH) HAaMMEHOBAHUE, aapec
PErMCTPAllMd II0 MECTYy HaXOXXICHHs HOPHIUYECKOrO JIHIA, NPOBOISIIIErO
HCClleIOBaHuE, a/ipec MPOBEACHHS UCCIIEIOBaHMSI;

damunusa, wuMs, oTdecTBO (IPH HAJNMYMK) JIMLA, OTBETCTBEHHOTO
32 INpPOBENEHHE UCCIEIOBAHMA, U JIMI, YYacCTBYIOIIUX B I[IPOBEICHUH
HCCIIEIOBAaHUM;

11eJ1b UCCIIEIOBAaHHUS;

3aJla4M HCCIICIOBaHHS,

CpPOK (Mecsl, roJ) Havasa ¥ IIaHUPYeMBbIii CPOK (MeCsIl, T0Jl) OKOHYAHUS
MCCIIeI0BaHUS;

cBelleHns 00 HcclelyeMOM JIeKapCTBEHHOM CpelcTBe ((H3MYecKHue,
XUMUYeCKUe, papMaLieBTHUECKUE, OHONIOTHYeCKHE CBOICTBA); v

CBEIE€HUs O CTaHAapTHOM of0pasie (oOpasiax), B TOM 4YHCIE
POU3BOAMTENL, AKTMBHOCTH (COAep)KaHHe MEeHCTBYIOLIEr0 BEIIECTBA), CPOK
TOJIHOCTH, HOMEp CepHH (B cily4dae ero (MX) UCIOIb30BaHHUA);

CBelIcHHs O BbIOOpe UCHONB3yeMBIX B  HCCIEIOBAHUU  BHIOB
SKCIIEPMMEHTANIBHBIX )KMBOTHBIX, HX BO3pacTe, I10JIe, Macce Tela;

CBEICHHUS O BKIIIOYEHUH (MCKIIOYEHUH) SKCIIEPUMEHTAIBHEIX )KMBOTHBIX
B MCCIIeZIOBaHUE (U3 UCCIIeIOBaHMS ), TPEOOBaHHUS K HX 3aMEHE;

METO/IbI MCCIIEA0BaHMs ¢ 000CHOBaHHEM UX BBIOOpa;

cXeMa HUccleJoBaHus U ee 000CHOBaHHE;

KOJIMYECTBO 3KCIIEPUMEHTAIBHEIX )KUBOTHBIX B IpyTIe, crocob (Crioco6sr)
M IyTh (IyTH) BBEACHUS SKCIEPHUMEHTATBHBIM J>KHBOTHBEIM HCCIIELYyEMOIO
JIeKapCTBEHHOTO CPEJICTBA, KPATHOCTh NPUMEHEHUS ¥ IPOIOJKHTENBHOCTD (hazbl
UCCIIEZIOBAHUSA HA OKCIIEPUMEHTAJIbHBIX >KMBOTHBIX M aHAIUTHYECKOU (a3bl,
HEPHOJUYHOCTE  OLICHKHM  COCTOSIHMS  OKCIEPHMEHTAIbHBIX  MKHBOTHBIX
1 orbopa mpoO, OlEHHBaeMble IOKa3aTelW B IPOIECCE MCCIEJOBaHU
Y METOAMKHU OLIEHKH, UX 00OOCHOBaHME;

ONHMCaHHe OUOIOTHYECKOTO MaTephaia, OTOMpaeMoro ajis IPOBEICHHS
UCCIIe0BaHuUsA, CIIOCOOOB ero 0Tbopa U XpaHeHHs, UX 000CHOBAHHUE;

ONMKUCAHWE TIPOLEAYPHl CTAaTHCTHYECKOH OOpabOTKH  pe3yIbTaToB
MCCIEI0BaHUs (C YKa3aHHMEM HCIIONB30BaHHOTO IMPOrPaMMHOrO oOecreueHHs,
IIPU HAJIMYUH);

0060CcHOBaHKE HEOOXOAUMOCTH (OTCYTCTBUS HEOOXOAMMOCTH ) IPOBEACHUS
BaJIMAALMY MeTo/ia (METOIOB) HCCIIEJOBAHMS;

[10Ka3aTeId, KOHTPOJIMPYEMBIE B IPOIECCe UCCIIEOBAHMS;
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TpeOOBaHMS K BHECEHMIO W3MEHEHWH B IUIaH JOKIMHHYECKOro
MCCJIeIOBaHUS.

44, TInan MOKIMHMYECKOTO MCCIEeIOBaHUS COCTaBIIAETCA pa3pabOTYUKOM
WM CTOPOHHEHW OpraHusamueil (B ciydae ee INpUBICYCHHS A1 MPOBEACHUS
UCCIIEJOBAHUS ).

45. TlnaH JOKIMHUYECKOTO WCCIIEOBAaHUS IOANUCHIBAETCS JIMIIOM,
OTBETCTBEHHBIM 3a MPOBEICHHE MOKJIMHUYECKOrO HCCIIeOBaHUs, C yKa3aHUEM
ero JOJKHOCTH U MecTa pabOoThlI.

46. Jluua, y4acTByOlUIHe B IIPOBEJICHUH HMCCIEHOBAaHMS, JAODKHBI BECTH
IIPOTOKOJI HCCIIEAOBAHMS Ha OyMa>KHOM HOCHUTEJNE U (MUIJIH) B 3JIEKTPOHHOM BHJIE.

47. B npoToKoJe UccleOBaHUs YKa3bIBAIOTC:

HaUMEHOBaHUE HCCJIEeIOBaHUS, MMPOBOJAMMOrO B paMKaxX JOKIUHAYECKOTO
HCClIeI0BaHuUS;

IiepeYeHb HCIOJIB30BAaHHOrO OOOpYIOBaHHWS, CpEJCTB H3MEpEeHHs
¥ PEaKTUBOB, PEareHTOB, CTAHJIAPTHBIX OOpA3IOB M TECT-CHCTeM (B Ciydae
WX MCTIOJIB30BAHMS );

pe3ynbTaThl U3MEpeHui 1 HaONMroAeHU (B TOM YHCIIE XpPOMAaTOTPaMMEI,
dboTorpadun);

pe3yJIbTaThl BBIYUCIICHWH W TpeoOpa3oBaHWA MaHHBIX (B TOM YHCIE
IIPOMEXKYTOYHEIE);

OMHCaHWe W OLIEHKAa MpOLEeAyp CTATHCTHYECKOro aHaiu3a (C ykasaHueM
Ha3BaHUA [IPOTPAMMHOT0 oOecTiedyeHus IIPU ero UCIIOIb30BaHIH );

CBEICHUS 00 HCIONB3YEMBIX 3KCIEPUMEHTABHBIX JXUBOTHHIX (B TOM
9Yucie BHJ, BO3pacT, KOJIMYECTBO, Macca, MOA M KOJUYECTBO TIPYIIII
SKCIEPUMEHTAIBHBIX JKHBOTHBIX B KaXIOM BHJE€ HCCIEIOBaHHUH), YCIOBHUS
COlepXaHUs U KOPMJICHHS OKCIIEpUMEHTAIbHBIX JKMBOTHBIX, IapaMeTpbl
OKpyXarolleidi cpeasl B  TOMEIIEHUSAX, B  KOTOPBIX  COJAepXKaTcs
SKCIIEpUMEHTAJIbHbIC )KUBOTHEIE,

dbamMunuu, MMeHa, oT4ecTBa (IIPM HAJIMYWH), YYeHBIe CTeleHd (Tpu
HaJIMYMH ) JIUL, Y9aCTBOBABUIMX B MPOBEACHUH HCCIICIOBAHUS;

JaTa NOANKUCAHUS M HOMEp, IMO3BOJISIOMUN HIEHTADUIIMPOBATE MTPOTOKOI
UCCIIeIOBaHHUS.

48. Jlns aBTOMaTHYECKH PETHCTPUPYEMBIX IIapaMeTpoB C OOIBIIHM
YUCJIOM WHAWBUAYAIBHBIX 3HAUYEHHH B IPOTOKOJE MCCICIOBAaHHSA BMECTO
NEPBUYHBIX JaHHBIX O pe3yJbTaTaX M3MEPEeHHH W HAOMIOJEHHH OITycKaeTcs
yKa3bIBaTh pe3yJIbTaThl IEPBUYHON 00pabOTKH STUX TaHHEIX.

49. TlpoToxkon HCCeNOBaHHUA IOJMUCHIBAETCS BCEMM  JIMIIAMH,
y4acTBOBABIINMH B IIPOBEICHUH UCCIICAOBAHHS.

50. ConeprkaHue IpoTOKOJIA JOJKHO MTO3BOJIATH!

OIHO3HAYHO MACHTU(PUIMPOBATh HCCIEIOBAaHNE, HCIOIb30BaBIIHECS
o0pas31bl HCCIEeqyEMOro JIEKapCTBEHHOT'O CPe/ICTBA, BU UCCIEAOBAHHS, METOMPI,
ML, Y4YacTBYIOIIMX B IIOJIy4eHHHM JaHHBIX M B TOATOTOBKE MPOBEACHUS
VICCIIEIOBAaHUSI, U3MEPUTENFHOE M HCIIBITaTeNIbHOE 000pyJOBaHME, pearcHThI
M peakTUBBl, CTaHIapTHble o0Opa3Ubl M TECT-CUCTEMBI (B  CiIyd4ae
UX UCTIOJIb30BaHUs );
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BOCIIPOM3BECTH  XOJ  HMCCIEJOBaHMUS, MPEAYCMOTPEHHOrO0  ILIAHOM
JIOKJIIMHUYECKOI0 UCCcileJOBaHU.

51. VI3MeHeHUs CBeleHHil, COAECPXKAIIMXCH B MPOTOKOJIE HCCIEIO0BAHHS,
oQOpMIAIOTCST B BHUIE JOIONHEHHH K YKa3aHHOMY IIPOTOKOJY, KOTODBIE
IOANUCHIBAIOTCS  BCEMH  JIMUAMM, YYacTBOBABIIMMHU B  IIPOBEIEHHUU
HCCJIE0OBaHUs, C YKa3aHHEM [JaThl M HOMEpa JOMNOJHEHHS K MPOTOKOIY
HUCCJIeIOBaHHS.

52. Tlocme 3aBeplIeHHUs HCCIICAOBaHUS, TIPOBEJEHHOIO B paMKax
JOKITMHUYECKOr0 HCCJIEJOBAHMS, JHIOM, OTBETCTBEHHBIM 3a IIPOBEICHHE
JOKIIMHUYECKOIO0 MCCJIEIOBAHUS, COCTABISAETCS U IOAIMNUCHIBAETCI OTYET
O pe3yibpTarax UCCIEAOBaHMs, B KOTOPOM YKa3bIBalOTCH:

HaWUMEHOBAaHUE BUA UCCIIEIOBAHMS;

JlaTa ¥ HOMep, NO3BOJIAIOIINE UASHTUGUIIUPOBATH TAaHHBIH OTYET;

NoJIHOe M (MJIH) COKpallleHHoe (IIpM HalMYuM) HauMeHOBaHWE, aapec
pEerucTpalii 110 MECTY HaxXOXACHUs IOPUANYECKOro JIMIA, IMPOBOLSIIETO
HCCIEe0BaHue, aJipec NPOBEICHUS UCCIICIOBaHMS;

JlaThl Hayajla ¥ 3aBepLICHUS UCCIICIOBAHM,

LeJIb ¥ 33Jja4M UCCIIEI0BaHUS;

(damMunuy, MMeHa, ordecTBa (IPH HAJIWYMH), y4YEHBIE CTeleHH (TIpH
HaJIMYMH) JIMIA, OTBETCTBEHHOTO 3a MPOBEACHUE JAHHOIO BH/A HUCCIIEIOBAHUS,
Y JIAL, yYaCTBYIOIIUX B MPOBEIACHUU UCCJIEIOBAHUS;

OIIMCAaHHE HCCJIEAYEMOro JIEKapCTBEHHOIO CpeJCTBa, BKIIOYAas COCTAaB,
puzpKo-xumHudeckre, Guosnormyeckue, (apmaleBTHYECKHE CBOMCTBA, HOMEP
CepHH, CPOK FOJHOCTH;

ONKMCaHKE X0/1a HCCIIEOBAHM C YKa3aHUEM HCIIOIb30BaHHBIX MaTepHAJIOB
1 METOJIOB;

IepeYeHb  HCIOJIb30BAaHHBIX  O0OpYJOBaHUS, CPEINCTB  HM3MEPEHHs
W DEaKTHBOB, PEareHTOB, CTAHAAPTHBIX OOPa3loOB M TecT-cHCTeM (B Ciydvae
UX UCIIOJIB30BaHMUS ),

uHpopManusa 06 SKCIepUMEHTATBHBIX XHBOTHBIX (B TOM YKCJIE€ B, IO,
BO3pacT, Macca TeJa, KOJIMYECTBO XKUBOTHBIX B IPYIIIE);

cnoco® BBEIEHHS, JMOO03I M KPaTHOCTh BBEAEHHMS HMCCIIEAYEMOTO
JIEKapCTBEHHOI'O CPE/ICTBA;

OIIMCaHMEe M OLIEHKA IPOLENYp CTAaTUCTUYECKOro aHayim3a (C yKa3aHHEM
Ha3BaHUs [IPOrpaMMHOI0 00€eCII€YeHUs P €ro UCIIONb30BaHNH);

pe3ylbTaThl HCCICHOBaHUA CO CCBUIKAMHM Ha I[I€pBUYHBIC JaHHEIE,
coAepXxalide  pe3yJbTaThl HM3MEpeHM W HaOmoJeHHH, a  Takxke
WX CTAaTUCTUYECKHM aHaJIN3;

BBIBO/IbI U3 MTPOBEAECHHOI'O UCCJICIOBAHMS.

53. B cnyyae OTKIOHEHHS OT ILIAaHA JOKJIMHHYECKOTO MCCIIeIOBAHHS
JULIOM, OTBETCTBEHHBIM 3a M[POBEACHUE AOKIMHHUYECKOIO HCCIIEIOBaHHUS,
JIOJDKHBI COCTaBJATBCS H3MEHEHHs B IIJIaH JOKJIHMHHYECKOI'O HCCIIEHOBAHUS
C yKa3aHHEM IIpUYMH OTKJOHEHHMs, KOTOpEIE YTBEPXKAAIOTCHA pa3zpaboTUNMKOM
(32 UCKJIIOYEHHEM OTKIOHEHHUi, HEOOXOMUMBIX IS YCTpaHEHUs Yrpo3bl )KU3HU
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1 3I0POBBIO JIIOJIEH 1 HEOOOCHOBAaHHOH I'MOeNH SKCIIepUMEHTaIBHBIX )KUBOTHBIX )
Y IpUJIaraloTces K IUIaHy JOKITMHUYIECKOro UCCilel0OBaHus.

54. B caydae mnpuBiedeHHS AN [OpPOBEACHUS JAOKIMHUYECKOTO
HCCJICIOBaHHUS CTOPOHHEHW OpraHu3alyy IIOociie 3aBepIIeHHs] HCCIIEIOBaHUS
HA OCHOBaHHH YKa3aHHOro B TmyHKTe 52 Hacrosmux IlpaBun otuera
O pe3ynbTaTax HCCJIEIOBaHUS JIMLIOM, OTBETCTBEHHBIM 32 IIPOBEICHHE
JOKITHMHUYECKOTr0 HCCIEIOBAHUSA, JIOJDKHO COCTaBJISATHCA M IOANMHUCHIBATHCA
3aKJII0UEHHE, COJIEpIKalee BEIBOABI U3 IPOBEASHHOTO HCCIEIOBaHMS.

55. Tlocne 3aBeplieHHs BCeX HCCIENOBaHUM, MPOBEACHHBIX B paMKax
OOKIMHUYECKOTO  HCCIIeJOBaHUsA, pa3paboTUMKOM  COCTaBIE€TCS  OTYET
0 pe3yibTaTax JOKIMHUYECKOTO0 MCCIEJOBAHUA Ha OCHOBaHUU OTYETOB
0 pe3yJibTaTax HCCJIeJIOBaHWM, yYKa3aHHBIX B NMyHKTe 52 Hactrosuwmx llpasui,
¥ 3aKJIIoYeHu# (TIpy HaJIM4KH ), YKa3aHHBIX B IyHKTe 54 Hactosmux [Ipasu.

56. Ot4eT 0 pe3yapTaTax JOKIHHUYECKOr0 UCCIeI0BaHUS MTOANKUCHIBACTCS
pyKoBoaHTENEM pa3paboTUHKa. ,

57. B ot4yere o0 pe3ynpTaTax JOKIMHUYECKOTO HCCIEIOBaHUS
YKa3BIBaIOTCA:

HauMEHOBaHUE OTUETa;

JlaTa U HOMEep OTYETAa, MO3BOJIMIOIINE €r0 HICHTH(DHUIIPOBATE;

HaMEHOBaHHUE UCCIIEAYEMOro JIEKapCTBEHHOIO CPE/ICTBA;

noJiHble ¥ (WIM) coKpalleHHble (IpU HAJIMYMK) HAaUMEHOBaHUA, ajpeca
pPETHCTpallMM TI0 MEeCTy HaXOXACHHsS IOpUAMYEeCKHX JHI: pa3zpaboTyuka,
IIPOM3BOJIMTENI HCCIeAyeMOro JIeKapCTBEHHOIO CpeACcTBA M CTOPOHHHX
opraHuzaluii (B ciaydae NpUBICYEHHS TaKUX OpraHH3allfil AN IpPOBEINCHHS
JTOKJTMHUYECKOTO HCCIIe/IOBaHMUsA );

JaThl HAYala 1 OKOHYaHUS JOKIMHUYECKOTO UCCIeJOBaHMS;

11eJIhb U 3aJa4H JOKITHHUIECKOTO UCCIIeI0BAHNS,

ONHMCAaHNE NMPOBEIECHHOTO JAOKIMHUYECKOTO HUCCIEHOBaHMS, HHPOPMAIIHS
0 CTaHAAPTHOM oOpasie (Ipu HAIMYXH), TPOJOJDKUTENBHOCTD JOKIMHUYECKOTO
Hcce0BaHus], HHPOpMALU 00 dKCIEPUMEHTABHBIX JXUBOTHBIX, Pe3yJbTaThI
JTOKITMHUYECKOTO MCCIIeIOBaHUS;

orjiaBlieHHe, BKIIOYas IIepedeHsb MPUII0KeHUH, TabIuLL;

repeueHb COKpallleH!i, UCIIOb3YEMbIX B OTUETE;

OIHCaHUe UCCIIEAYEMOTO JICKapCTBEHHOTO CPEICTBA, BKIIIOYAs €ro COCTaB,
(bU3HKO-XUMHUYECKHE, ONOJIOTHYEeCKHE U (hapMarieBTUICCKHUE CBOHCTBA;

OTIMCaHHE METOJOB OIpe/IeJICHNS] OCTATOYHBIX KOJMYECTB AEHCTBYIOUIETO
BellecTBa  (HEHCTBYIOMIMX  BEIIECTB), JIOCTHUTAIOMIETO  (JOCTHUTAIOIUX)
CHCTEMHOTO KpPOBOTOKAa, B MPOAYKIIMH J>XUBOTHOTO IPOUCXOXKACHUS IIOCIE
IpUMEHEHUS  HCCJIEIyeMOro  JIeKapCTBEHHOTO  CpeJCTBa, a  TakKke
IOKyMEHTAJIbHOE  MOATBepXKAeHHe  (Baduiamus) yKa3aHHBIX  METOOB
(3a HCKITIOYEHHEM HMMYHOOHOJIOTHYECKHX JIEKaApCTBEHHEBIX CPEACTB);

BH/IbI HCCJEJIOBaHWIA, TMPOBEACHHBIX B paMKax JOKIHHUYECKOTO
HCCIIeI0BaHuUS,
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BH/I, BO3PACT, KOJIMYECTBO, Macca U IO0JI SKCIIEPUMEHTAIIBHBIX XUBOTHBIX,
UCIIOJIb30BAaHHBIX B KaXJOM BHJE HCCIEJOBaHWM, NpPOBEIEHHBIX B paMKax
JIOKJIMHUYECKOr0 UCCIEOBaHMs, YCIOBHS UX COAEPIKaAHUS;

KOJIMYECTBO TIPYNI BKCIEPUMEHTAIBHBIX J>XHMBOTHBIX B KaXXJIOM BHJIE
HCCIIEOBAaHUM, IPOBEAEHHBIX B paMKaX JOKIMHAYECKOTO HCCIIeI0BaHuSs;

peXUM OO3UPOBaHUA, KPAaTHOCTh M CHOCOO BBEACHHS HCClIedyeMOro
JIEKapCTBEHHOTO CPEJ/ICTBa;

OIMCaHUE U OLIEHKA MPOLEAYp CTAaTUCTHYECKOTOo aHaau3a (C yKa3aHHEM
Ha3BaHUA [IPOrPaMMHOTr0 0OecredeH s MPH ero UCI0JIb30BaHUH );

0000IIeHHBIE pe3yNIbTaThl HCCIEJOBAHMM CO CCBUIKAMH Ha OTYETHI
O pe3ylbTaTax KaXJIOro BHAA WCCIENOBaHUM, MNpPOBEAEHHBIX B paMKaX
JOKJIMHUYECKOTO UCCIIEAOBaHUs, a TAK)XKe aHAIM3 yKa3aHHbIX pe3yJIbTaToB;

BBIBOJIbI O 0€30I1acHOCTH, KadecTBe W 3(PPEKTUBHOCTH MCCIEAYEMOIO
JIEKapCTBEHHOI'O CPEACTBA, B TOM YHCIIE O CPOKaX €ro BhIBEJACHHS U3 OpraHu3Ma
XKUBOTHBIX M 0€30M1aCHOCTH NPOAYKLIUH >XUBOTHOTO IPOMCXOXKICHHUS IOCTIE
IpUMEHEHMS JIEKapCTBEHHOIO Mpernapara.

58. BrIBOABI, comepXKalidecs B OTYETE O pe3yibTaTaX JAOKIHHHYECKOIO
UCCIENOBAaHMs, JOJDKHBI COAEpXaTh CBeAeHMS O (hapMaKoJIOTHYeCKOM
aKTUBHOCTH, (apMakoKuHeTHKe, (apMakKoJUHAMHKE H  BO3MOXHOCTH
IIOCJIEAYIOLIETO MPOBEACHUS KIMHUYECKOTO UCCIeNOBaHUs, CTENIEHH OMMaCHOCTH
(GezomacHOCTH)  JIGKQPCTBEHHOTO CPEICTBA JUIS  IEJIEBBIX  JKMBOTHBIX,
0e30MacHOCTH  MPONYKIUH  >KMBOTHOI'O  IPOMCXOXIEHMS,  ITOJYYEHHOM
OT LENEBBIX >XMBOTHBIX IIOCIE€ MNPHUMEHEHHS HCCIEAYEMOro JIEKapCTBEHHOTO

CpeacTBa.
59. K otuery o pesynpraTax AOKIMHHYECKOTO HCCIIEHOBAHHUS
MPUIIaraloTcs:

IUIAHBl JOKIMHUYECKHMX HCCIIEOBAaHUNA (MM WX KOIIMH, 3aBEPEHHBIE
pa3paboTUYNKOM JIEKAPCTBEHHOTO CPEICTBA);

OTYETHl O pe3ylbTaTax KaXAOro BHAa HCCIIEeI0BaHHUi, MPOBEICHHBIX
B paMKaxX JOKIMHHYECKOTO UCCIIeOBaHMS;

3aKJIFOYEHUS CTOPOHHUX OpTraHM3alyil (MM KOTHH 3aK/IIOUYE€HHUH H OTYETOB
O pe3ynbTaTax KaXIOro BHJA WCCIIEJOBaHUM, IPOBEIECHHBIX B paMKax
JOKJIIMHUYECKOTO  HCCIIC[JOBAHUS, 3aBEPEHHbIE OTHUMH  OpraHU3ALMSIMHU)
(npu HATMYUK);

KOINHH IIPOTOKOJIOB BaJMAALMH (IIPH UCIIOIB30BAHHH METOOB KOHTPOJIH,
MOJIeXAIUX BATUIALIUHN).

I11. IIpoBeaenne KIHHHYECKOTO HCCJIENOBAHHS, B TOM YHCJIE
HMCCJIe/IOBAHUA OMO3KBHBAJIEHTHOCTH

60. Pe3y.]'IBTaTBI AOKIIMHUYCCKOI'o UCCIICJOBaHUA SIBIAOTCA OCHOBaHHEM
AJIsL ITIPOBEACHU S KIIMHUYCCKOIO HCCIICAOBAaHMAA.

61. HO Hadajla KIIMHHYCCKOIro HMCCJICAO0BaHUA pa3pa6OT‘II/IKOM JOJDKHa
OBIThH IIpoBE€Ha OLCHKAa COOTHOLICHHA BO3MOXHOI'O pHCKa C OXXHUJaeMOH
IOJIb30M JJIs II€JeBbIX >KHBOTHBIX. OI_IGHKa Bq)(l)eKTHBHOCTI/I HCCIIEAyEMOT O
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JIEKapCTBEHHOI0 IMpernapara JOKHAa OBITh HadaTa W NPOJO/DKEHA TOJBKO
B ciydae mpeobiafaHusl OXHMIaeMOH IIONb3bl HAll BO3MOXHBIM PHCKOM
IIPUMEHEHH JIEKapCTBEHHOT0 Iperapara.

62. B cimydae ocymecTBIeHMS! MCCIE[IOBaHHs, MPOBOJMMOIO B paMKax
KIMHUYECKOTO HccenoBanus B Poccuiickoit ®enepanuu, pazpaboTuuK A0MKEeH
yBeZloMUTs DefepaibHylo Ciy)0y IO BETEpUHApDHOMY H (DHTOCAHHTAPHOMY
Hax30py'® B 2JeKTpoHHOM (opMe MM Ha GyMa)KHOM HOCHTENE O [aTe Hadama
¥ MECTe OCYILECTBIIEHUs YKa3aHHOT'O HCCIIeNOoBaHus B Tedenue 10 pabounx nHeii
C IaThl YTBEPIXKAEHHs IJIaHa KITHHUYECKOI0 MCCIIeIOBAHMS.

63. ®enmepanbHas ciyx6a IO BETEPUHAPHOMY H (PUTOCAHUTAPHOMY
Hajg3opy B TedeHwe 10 paboumx OHeH € AaThl MOCTYILIEHHS YBEIOMIIEHHUS
paspaboTumka O JaTe Hayanma W MeECTE€ OCYIIECTBICHHMS HCCIICOBAHMS,
OPOBOJMMOrO0 B paMKaxX KIMHUYECKOro HCCIEIOBAaHHUA, AOJKHA COOOIIUTH
paspaboT4MKy B DSIEKTPOHHOM (¢opMe WIM Ha OyMaXHOM HOCHTENe
O MOJIy4e€HUHU YBEJOMJICHHS, YKa3aHHOIO B MyHKTe 62 HacTosmux [IpaBui.

DenepanbHas Ciyx6a 0 BETEPMHAPHOMY H (UTOCAHUTAPHOMY HAA30Py
nocie yBeIOMIJIEHHSI Pa3pabOTYMKOM O JaTe Hayalla U MECTe OCYILECTBIEHHS
HCCIIeZIOBaHUS, IPOBOJIMMOIO B paMKaxX KIIMHHYECKOrO HCCIIEI0BaHMSI, B TEUEHUE
3 paboumx paHell JHOIDKHAa NPOMH(POPMUPOBATH O JaTe Hadyala U MeCTe
OCYILIECTBICHHSA MCCIIEOBaHHs, IIPOBOAMMOTO B paMKaX KJIMHHAYECKOTO
MCCIIEIOBaHuUs, YIOJIHOMOYEHHBIH B 00JIaCTH BETEPUHAPHM MCIIONHUTEIIBHBIN
oprat cy6wekra Poccuiickoii ®enepaniu, Ha TEppUTOPHHE KOTOPOTO HPOBOIUTCS
MCCJIe/I0BaHNe, IIOCPECTBOM HAIIPaBIIEHHs yBeIOMICHHUS B 3IEKTPOHHOMN (hopMe
WINA Ha OyMa>XHOM HOCHTEJIE.

64. IlocpencTBoM cobMOaeHHs IPOLie Iy pbl cG0pa, 06paGOTKH U XpaHEeHHs
MHpOpMalMK, MOMy4aeMOM B  XOZe  KIMHHYECKOTO  HCCICHOBAHUI,
obecrieunBaeTcsl TONyYeHHe NOCTOBEPHOTO W 0GOCHOBAHHOTO IIPEACTABIIEHHS
0 Oe3omacHOCTH U 3¢ (eKTHBHOCTH JeKapCTBEHHOTO MPenapara.

65. B ciy4ae o6HapyXeHHs OMAacCHOCTH U (WIIM) BO3HMKHOBEHHS YIpO3bI
AJIs 3/10POBbsl KUBOTHBIX M (MJIM) JIIOJeH M (WIM) 3arpsA3HEHHs OKPYyKaroIlei
Cpenbl JHUO, OTBETCTBEHHOE 3a OCYILIECTBICHHE KIMHUYECKOIO MCCIIEIOBAHMS,
IPOBOAMMOrO0 B paMKaX KJIMHUYECKOTO HCCIIE[OBaHUs, INOJDKHO HEMEIIEHHO
NPUOCTaHOBUTh HCCIE€JOBaHME, IPOBOAMMOE B paMKaXx KIMHUYECKOro
HCCIeZIOBaHUs, W B TedeHHe | pabouero AHA CO OHA NPUOCTAHOBIECHUS
NpOUH(POPMHUPOBATh Ppa3pabOTYMKa O [PHOCTAHOBICHHHM HCCIEHOBAHMA,
IIPOBOMMOIO B paMKaX KIMHHYECKOr0 UCCIAEeIOBaHUs, Ha OyMaKHOM HOCHTENe
WU B BJIEKTPOHHOM (opMe.

66. Pemienue o IpeKpalieHHH HCCIIELOBaHMs, MPOBOJAMMOIO B paMKax
KIMHUYECKOr0 HCCIIE[IOBAHUsA, NPHHMMAeTcs pa3paboTYMKOM B  Cllydae
NoJTy4eHus: HHGOPMalKK, HOATBEPXKAAOIIECH, YTO IIPUMEHEHHE HCCIIETyEMOTo
JIEKapCTBEHHOTO IMpelapara HpeACTABISeT Yrpo3y IS 340POBbS KHBOTHEIX
¥ (MIK) Mozeii U (ANK) 3arpsS3HEHHs OKPYKArOIIeH Cpebl.

B Mommynkr 52(1).9 mnynkra 5 IlosoxkeHus o DenepanbHoil cmy)kb6e MO BETEPHHAPHOMY M
¢utocanuTapHOMy HaI30py, YTBEPKAECHHOTO ToCcTaHOBNeHueM [IpaBuTenscTBa Poccuiickoit ®enepanun ot 30
moHs 2004 r. Ne 327,
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67. PeireHue o BO30OHOBIEHHM HCCIEIOBaHUS, MPOBOJUMOrO B paMKax
KJIIMHAYECKOTO HKCCIENIOBAaHUS, TPUHUMAETCS pa3paboT4MKkoM B ciydae
IoJTy4eHus] MHpOpMallud, MOATBEP)KAaloMIeid, 4YTO0 PUMEHECHHUE HCCIIeIyeMOro
JIEKapCTBEHHOTO Mpenapara He MPeACTaBIseT Yrpo3y IS 3J0POBbs KUBOTHBIX
1 (un) moaeit u (WIK) 3arps3HeHHs OKpYXKarollei cpebl.

68. Pa3zpaboTurk HomwkeH cooOIUTh B PoccenbX03Haa30p B 2JIEKTPOHHOM
dbopme Wi Ha OyMaKHOM HOCHTENe O IpeKpallleHHH WIM O BO30OHOBJIECHHH
HCCIIeIOBaHUS, TIPOBOAMMOrO B paMKaX KIMHHYECKOT'O HCCIeNOBaHHs, B CPOK,
He MPEeBHIIAIIINN 5 pabouynx AHEH co THA MPUHATHS PEUICHHUS O IpeKpalieHuH
WM O BO30OHOBIIEHUH KIIMHUYECKOTO UCCIIeIOBAHMUS.

69. Jluio, oTBeTCTBEHHOE 3a MpOBEIeHHE KIMHHUYECKOTO0 HCCIIeIOBAHHUS,
JMIla, OTBETCTBEHHBbIE 3a OCYLIECTBIEHHE KIMHUYECKUX HCCIIeI0BaHHUM,
IIPOBOJUMBIX B paMKaX KIMHUYECKOTO WCCIeJOBAaHMS, W JIUIA, YIaCTBYIOIIHE
B IPOBEJCHUH KIIMHUYECKOTO MCCIICOBAHUSA, JOJDKHEI OBITH O3HAKOMIIEHHI IO
POCHIHICH PYKOBOAMTENIEM OpraHU3alliH, MPOBOASAIIEH UCCIEIOBaHME, C TUIAHOM
KIMHAYECKOIO0  HCCIENOBaHUS,  IOJHOMOYHSAMH,  OOS3aHHOCTSAMH  IIpU
OCYIIIECTBIIEHUH UCCJIeI0BaHus, HHGOpMaLHei 00 uccieayeMoM JIeKapCTBEHHOM
mpernapare, B TOM YHCJe O MOTEHIIHAILHBIX PUCKaX, BOSHUKAMOIIMX MpH paboTe
C TaKUM JIEKapCTBEHHBIM MpPerapaToM.

70. Jlunamu, OTBETCTBEHHBIMH 32 TMPOBEACHHE  KIMHHUYECKOTO
UCCIJICIOBaHMS:

HE JIOIyCKAIOTCS OTKIOHEHHSA OT IUIaHA KJIMHUYECKOTO HCCIIeIOBaHHUSA,
BHECEHME B HETO M3MEHEHUI 0e3 yTBepKIeHUs pa3paboTINKOM;

obecneunBaeTcsi cOOp MOMyUYESHHBIX pe3yIbTaToB;

obecnieunBaeTcss (UKCAIUsA BCeX OTKIOHEHMH OT IUIaHA KIMHUYECKOTO
UCCJIEIOBaHUSA, KOTOpble OQOPMIIAIOTCA B BHUIE MNPUIOXKEHHS K OTYETy
00 uCClIeIOBaHHM, COJEpXKallero NPUYMHBI TAaKMX OTKIOHEHHH W OLIEHKY
BJIMSTHUS BHECEHHBIX U3MEHEHHUH Ha IMOJTy4eHHBIE pe3yJIbTaThI,

IMIPUHAMAIOTCS MEPHI IO YCTPAHEHHIO BBISBIIEHHBIX OTKIIOHCHHIA;

obecrieynBaeTCsd aHAIU3 IOJNy4YaeMbIX pe3yJbTaToOB, ITOATOTOBKA OTHETa
0 pe3yibTarax KIMHHYECKOro HCCIEHOBAaHMA, a TaKke KOHPHUACHIHATHLHOCTH
“HGOpPMAIIIH O MOJTyYEHHBIX pe3yyibTaTax.

71.  PykoBoauTenb  OpraHu3aidd, MPOBOIAIIEH  KIMHAYECKOE
WCCIIeIOBaHKe, IOJDKeH 00ecreunTh BBINONHEHHe TpeOOoBaHMid, YCTaHOBIEHHBIX
IUTAHOM KIIMHUYECKOTO MCCJIeIOBaHUs, OOBEKTUBHOCTb M HE3aBUCHUMOCTH
OCYIIECTBJICHHS HCCIICJOBaHMs, a TaKXKe JOCTOBEPHOCTh IOJIy4aeMbIX
pe3yJIbTaTOB.

72. KiuHuyeckue HCCIIEIOBAaHUS TNPOBOAATCS B  IOMEUICHHSX,
KOHCTPYKTHBHBIMH OCOOCHHOCTSIMHM KOTOPBIX 00ECIIEYNBAIOTCS:

HeoOXoauMble TEMIIEPaTyPHbIE U BIAXKHOCTHBIE PE)XXUMBI;

W30JIMPOBAaHHOE COJCpXKaHHe BHOBb IIOCTYNMBIIMX B OpraHu3alyIio,
MIPOBOJAINYI0 KIWHUYECKOE HCCIeIOBaHNe, IIeJIeBBIX JXHUBOTHBIX, OOJIBHBIX
I€JIeBbIX dKUBOTHBIX U 1I€JIEBBIX )XUBOTHBIX, IT0J03PEeBaeMbIX B 3a00JI€BaHUHY;

pasienbHOE COJEpKaHUe IIeTEBBIX KUBOTHBIX, MCHIONB3YEMBIX B Pa3HBIX
BUJIaX KIMHIUYECKUX UCCIIEAOBaHMIA,
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M30JIMPOBAaHHOE XpaHEeHHe KOPMOB, 000pYy/IOBAHUA U HHBEHTAPS A/ yX01a
3a LieJIEBbIMU )KUBOTHBIMHU OT MECT COJIEPKaHHS 1IeJIEBBIX KUBOTHBIX;

U30IIMPOBAaHHOE XpaHeHHe oOpa3loB HCCIeAyeMbIX JIEKapCTBEHHBIX
IpPEerapaToB, B TOM YHCIIE apXUBHBIX 00pa3IIOB JIEKAPCTBEHHBIX MPENapaTos;

U30JIMPOBAHHOE  XpaHEHHE pEaKkTUBOB, pPeareHTOB, TECT-CHCTEM
Y CTaHAAPTHBIX 00pa3IoB;

U30JIMPOBAHHOE XPAaHEHHE I10JIy4aeMBIX OTXOJOB IO HMX YTHIH3aIUH
WM YHUYTOXKEHMS;

U30JIMPOBaHHOE XpaHEeHHUe TIOKyMEHTOB,;

BO3MOXHOCTb [IPOBEACHUS BCKPBITUS MMABIIHX LIEJIEBBIX JKHBOTHBIX;

[pOBEJeHHE MOMKH, Je3MH(EKLUUH WHBEHTaps, MOATOTOBKH KOPMOB
U yJaJIeHHE OTXO/IO0B.

73. Ilpm npoBeAeHMH KIMHHYECKOTO MCCIECIOBAHUSA IPUMEHSIOTCS
obopynoBaHUe, pEaKTHUBBI U PeareHThl, CTaHAapTHLIE 00pa3Ibl U TECT-CUCTEMBI,
COOTBETCTBYIOIME TpeOOBaHMIM, YKa3aHHBIM B IyHKTax 14 — 18 macrosmux
ITpaBui.

74. KnuHudeckue HcCleJOBaHUS MPOBOAATCH HAa Ka)KIOM BHUJE LEIEBBIX
KMBOTHBIX, JJ KOTOPBIX IIpelIojaraercs HCIONb30BaTh JI€KApCTBEHHbIM
npernapar (eclM JIEKapCTBEHHBIH TNpemapar MNpeJHa3’HauyeH >KMBOTHBIM
ONpPENIECICHHOW BO3PAaCTHOM TPYNNBl HIM II0JIa, HCCIEAOBAHHS MPOBOIATCS
Ha COOTBETCTBYIOLIEH BO3PACTHOW TIpYIIE WX XHUBOTHBIX ONpEAEIEHHOrO
nosna); Ha OJHOM BuAe pPbI0 WIK pakooGpasHBIX (B COOTBETCTBUU
C BOCINPHMMYHMBOCTBIO IEPHOJA MH3HEHHOIO LHKIAa BHAAa K BO30YIHUTEIIO
3aboseBanus), Hauboylee MOABEPKEHHOM 3a00JNeBaHMIO, TPOTUB KOTOPOIO
NpeAnoaracTCsa MCIO0Jb30BaTh JIEKAPCTBEHHEIHN Ipenapar Ui BeTEPHHAPHOIO
MIpPUMEHEHHS.

75. B KJIMHMYECKOM HCCIIEIOBAHMH JOJDKHBI HCIIONB30BAThCS IIEJIeBbIE
)KUBOTHBICE B KOJIMUECTBE, HEOOXOAMMOM Il OOECleYeHUS CTaTHCTHYECKOU
3HAYMMOCTH HCCIIEOBAHUS.

76. B COOTBETCTBMH C IIAHOM KIMHUYECKOTO HMCCIIEAOBAHMS IPOBOAUTCS
oTOOp LENEeBBIX MHBOTHBIX, BKJIIOYAIONIMHA HMX KIMHMYECKOE OOCIeJOBaHUE,
OCMOTp U (WIK) JTabopaTOPHBIE UCCIIENOBAHMS, IJIs BKIIIOYEHHUS B UCCIIEOBAHUE
LIE€JIEBBIX )KMBOTHBIX, COOTBETCTBYIOIIMX 1EIAM M 3a/a49aM MCCIIEIOBAHUS.

77. Ha 1ieneBbIX >KHBOTHBIX, IIOCTYIIMBIIHMX B OPTraHU3ALHIO, IIPOBOIALIYIO
KJIMHHYECKOE HCCIEOBAHUE, JOJDKHBI OBITh O(QOPMIIEHBI BETEPHHAPHEIE
COTPOBOAMTENBHEIC TOKYMEHTHI.

78. na obeclieueHHs WHOWBHUAYAIBHOTO HAONIOAEHHS B HpPOLECCE
BBIIIOJIHEHMSI  MCCJIEIOBAHUS  I€JIEBBIE  J)KUBOTHBIE  JOJDKHBI  OBITh
UAEHTUDUIMPOBAHEI IIOCPEICTBOM YKa3aHHs HH(POPMAIMU O TAKHX >KUBOTHBIX
B TOM YMCJI€ X BHJE. B OTHOIIEHMHU LeNeBBIX XUBOTHBIX, HCIIOJIB3YyEMBIX IIPU
IPOBEIECHAM KJIMHUYECKHX HCCIENOBAaHUH JIEKApCTBEHHBIX IMPENaparoB,
IpeHa3HAYEHHBIX JUId TPYIIOBBIX 00pabOTOK, MOMYyCKaeTcs HAECHTH(UKAIMSA
IPYIII LEJIeBBIX )KUBOTHBIX.

79. lleneBble X)XMBOTHBIE TOJDKHBI HIMETh CBOOOHBIM JOCTYII K BOJE.
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KopMa u Bojga HOMKHBI OBITH Ge30mMacHBIMU Ul 3A0POBBSl LIEJEBBHIX
YKUBOTHBIX, 00eCreYnBaTh MOTPEOHOCTH LENEBBIX XUBOTHBIX B IMTATEIBHBIX
BEIlECTBAX U He JJOJDKHBI BIIMATH HA Pe3yJIbTaThl HCCIIEI0BAHMUS.

80. Ilpu mnpoBeAeHHWH KIMHUYECKOTO MCCIIEIOBaHUS JIEKAPCTBEHHOIO
npemnapara ciexyeT pPyKOBOICTBOBaTbCS IIPUHLMIIAMHM, IIPELyCMOTPEHHBIMH
nydkrom 4 mnpuinoxenus Ne 15 k IlpaBunam perynupoBaHHs OOpallleHus
BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEICTB Ha TAMOXEHHOM TEPPUTOPUM
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, yTBep)KIeHHBIM pelieHueM CoBera
EBpasuiickoit 5koHOMUYecKoil KoMmuccuu ot 21 suBaps 2022 . Ne 114,

81. COOCTBEHHHK HCIIOJIb3YEMOT0 B HCCJEI0BAaHHM YXHBOTHOIO JOJDKEH
OBITH TTPOMH(POPMUPOBAH JIUIIOM, MPOBOAALIMM KIMHHYECKOE HCCIe0BaHuUE,
00 yKa3aHHOM HCCIIEIOBAaHMM W CBA3aHHBIX C HHM pPHCKaxX, B TOM 4YHCIE
0 1eNecoo0pa3sHOCTH T'YMaHHOTO YMEPILIBICHHUS >XHUBOTHOTO B Cily4ae eclld
B IpoliecCe KIMHUYECKOTO HCCIEeOBaHUA €ro (U3NYecKoe COCTOSHHUE
YXYAIIMIOCH W JajibHeilllee TpPOBEACHHE KIMHUYECKOrO HCCIIEIOBaHMs
MPUYMHAET O KMBOTHOMY 6OnM, (HM3MYECKHEe CTPaJaHusl, I[OCTOSHHYIO
GbYHKIIMOHATBHYIO HEAOCTATOYHOCTh, HE OAJAIOIINECs YyCTPAaHEHHUIO.

82. HNudopmupoBanue coOCTBEeHHHKa 00 HCCIEOBaHUHM, B KOTOPOM
UCIIOJIB3yeTCs >KUBOTHOE, M CBS3aHHBIX C HUM PHUCKaX OCYILIECTBIAETCS
B IUCBMEHHOM (hopMe IO Havyalla OCYIIeCTBICHHS KIMHUIECKOTO UCCIIEIOBAHMS,
a O HACTYIUICHHHM PHCKOB, YKa3aHHBIX B myHKTe 81 Hactosmmx IlpaBui, —
He MO3[IHee TPeX YacOB C MOMEHTA MX HACTYIUICHUS.

83. Ot6op npob GHoNOrMUecKuX MaTePHAIOB MPOBOAUTCS B COOTBETCTBHH
C IUIAHOM KJIMHMYECKOrO HCCIeNOBaHUs B HMHIMBHIyaJIbHBIE IIPOOUPKU
(pakoHBI,  KOHTEHHEpHI),  KOTOpblE  MapKHUPYIOTCS C  yKa3aHHEM
UAEHTH(GHUKAIMOHHBIX JaHHBIX UEJIEBOr0 JXUBOTHOTO (TpPYIIbl >KUBOTHBIX),
BpeMeHH o0TOOpa MpoObl OHOJIOrMYEeCKOro Marepuajla U HauMEHOBAaHHUS
HCCIIEyEMOr0 JIEKApCTBEHHOTO [MpemapaTa WM COTMJIAaCHO CTaHJapTHOM
OIlepallMOHHOM IIpoLeaype.

84. TlpoObI OHOTOTHYECKOTO MaTepualla 3aMOPaKMBAIOTCA M XPaHATCS
B 3aMOPOXXEHHOM BHJE OO WX HMCCIEAOBaHHUS, €CIM MHOE HE NPEeAyCMOTPEHO
TUTAHOM KJIIMHUYECKOTO UCCIIeIOBaHMS.

85. CoTpygHHMKOM, MpPOBOAMBLIMM OTOOp Ipo® OHOIOrHYECKOro
MaTepHaia, T0JDKHO COCTABIATHCS U MOATMCHIBATHCS CONNPOBOAMTEIBHOE IIUCHMO
K mpobaM, cojepkaiiee nary orbopa Takux MpoO, CBEJCHHS O LENEBOM
’KUBOTHOM (TpYyIIie )XUBOTHBIX), B TOM YHcie ero (MX) 0J1, BO3pacT, Maccy.

IIpo6sl OMONIOTHYECKOTO0 MaTepHala ¢ CONPOBOAUTENBHBIM ITMCEMOM,
yKa3aHHbIM B a03alle IepBOM HAcCTOSIIEro IyHKTa, JOJDKHBI IepelaBaThCs
B J1a0OpaTOPHIO ISl UCCIIEOBAHUS.

86. Ilpm mnpoBeneHHWH KIMHHUYECKOTO HCCIEAOBAaHUS HCIOIB3YIOTCS
00pa3IIsl UCCIIeyeMOro JIEKapCTBEHHOIO IIpenapara:

B TO# e JIEKapCTBEHHO# opMe, KOTopas INIaHUpyeTcs 11 IPUMEHEHHUS;

14 Spnsercsa oba3arenbHEM i Poccuiickoii Oefepalun B cOOTBETCTBAM ¢ JIOrOBOpOM.
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NPOU3BENECHHBIE II0 TEXHOJIOTMH, KOTOpas MpeaycMaTpUBAeTCs Ui
BKIIOYCHHS B IIPOMBIIUICHHBIM perijaMeHT WIM B HWHOM  JIOKyMEHT,
ONpEAEIISIONINI TEXHOIOTHIO IIPOU3BOICTBA,;

COOTBETCTBYIOIIME TPEOOBAHUAIM KadeCTBa, IPEyCMOTPEHHBIM IIPOEKTOM
HOPMAaTHBHOIO JOKYMEHTA Ha JIEKapCTBEHHBIH Mpernapar;

C MAapKHpOBKOH, COOTBETCTBYyIOIIeH TpeGoBaHMsAIM cTatbu 46
®epnepanbHoro 3akona Ne 61-03.

87. O6pa3ubl HCCIIEIYeMOro JIEKapCTBEHHOTO npemnapara
COMPOBOX/IAIOTCA  TPEACTAaBICHHOH  pa3paboOTYMKOM  JOKyMEHTAlHel,
coJieprKallell CIeqyONy0 HHPOPMALIHIO:

00 YCIOBHSIX M CPOKAaX XpaHEHHSI,

0 Mepax mo obecreyeHuIo 0e30macHOCTH pPaboTEl ¢ HCCIeLyeMbIM
JIEKapCTBEHHBIM IIPENIapaTOM, PaCTBOPUTEIISIMHU;

O HIpouenype pacTBOPEHHS HCCIELYeMOro JIeKapCTBEHHOTO MperapaTa
(npu HEOOXOAUMOCTH);

0 KOMILTEKTHOCTH;

00 ycTpoHCTBaXx JIs BBEASHUS MCCIIE/YeMOro JIEKApCTBEHHOTO TIpenapara
LeJIEBBIM )KMBOTHBIM (IIpU HEOOXOUMOCTH).

88. Ilpm nmpoBeneHMM  KIMHUYECKOrO  MCCIENOBAaHUS  OOpa3Ibl
HCCIIelyeMOro JIeKapCTBEHHOIO IIperapara MOIJeXXaT ydeTy MpH IpHeMe,
pacxone, BO3BpaTe WIH YTWIM3alMM B COOTBETCTBHM C MpPOINENyPOH,
YTBEPXKJIECHHOM Opranu3allfei, mpoBOIAIIEd UCCIIEOBaHHE.

89. Xpanenne 00pa3sloB HCCIENYEMOrO JIEKApCTBEHHOTO Mpenapara
JOJDKHO OCYLIECTBIIATECS B COOTBETCTBHH C TpeOOBAHHUSMH, YCTAaHOBJIEHHBIMU
pa3spaboTYHKOM, B YNaKOBKe, 0OECIeYMBAIOLIEH 3alUTy OT 3arpA3HEHUS M
NOpYM, B OTAENBHOM 30HE MOMELICHUM, MpeAHa3Ha4eHHBIX IS IPOBEICHHS
KJIMHAYECKOTr0 HCCIIEIOBAHUS, C OTPAaHUYEHHBIM JOCTYIIOM.

90. Jlna mnpoBefeHHs KIMHHYECKOTO MCCIIENOBAHUS MPeCTABISIOTCS
00pasibl HCCIIEMYeMOro JIEKApCTBEHHOTO TIpenapara, HMeroIIie CPOK FOTHOCTH
HE MEHee CPOKa, He0OXOAUMOro JIsl IIPOBEAEHHS KIMHUYECKOTO HCCIIeIOBAHUS
B COOTBETCTBHH C IIAHOM KIMHHUYECKOI'O HCCIICOBAHHUS.

3anpemiaercs UCHONB30BaHAE B KIMHUYECKOM HCCIIEI0BAaHMH 0Opa3IioB
HCCIIelyeMOT0 JIEKapCTBEHHOI'O IIpenapara ¢ UCTEKIIUM CPOKOM I'OQHOCTH WU
C HapylIeHHeM TpeGOBaHMH, YCTAHOBICHHBIX IIyHKTOM 89 HacTosmux IIpasmi.
Ecmu cpok mposeneHMs KIHHHYECKOTO MCCIIENOBAHMS IIPEBHINIAET CPOK
TOJHOCTH JIEKAPCTBEHHOI'O IIpernapaTa, yCJIOBUS 3aMeHbl 00pasl[0B TaKoro
JeKapCTBEHHOI0 Ipernapara IMpeJyCMaTPUBAIOTCS B IUIAHE KIMHUYECKOro
UCCIIeIOBaHUS.

91. Ilpu noaroroske 06pa3LOB HCCEAYEeMOro JIEKAPCTBEHHOTO IIpenapara
IUTs1 BBEJIEHHS 1I€JIEBBIM JKHBOTHBIM:

He  JIONMYCKaeTCs KOHTAaMMHAalMsi  HCCIEQYeMbIX  JIEKaPCTBEHHBIX
IpenapaToB APYIMMH JIEKADCTBEHHBIMH CpPEACTBAMH W  HHQEKLMOHHBIMU
areHTaMu;

obecneunBaeTcs 6€30MacHOCTD IJIsL JHLL, YIACTBYIOIIMX B OCYIIECTBICHHN
MCCIIEIOBAHHUSA, H OKpY>KaroIIei cpebl.




19

92. OcTaTKd HCCIeIyeMoro JIeKapCTBEHHOro Ipernapara IOJJIexaT
YHHYTOXXEHHIO.

93. Jlns mpoBeAeHUsT KIIMHUUECKOro MCCIel0BaHKsl OpraHu3anys JoJDKHA
YTBEPAHUTH CTaHAAPTHBIE ONEPAllMOHHBIE IPOLEAYPHI, B KOTOPBIX OIUCBIBAIOTCS
TpeOOBaHUS K OCYLIECTBICHHIO TaKUX MCCIEJOBaHUHM, B TOM YHUCIIE YY€T BCEX
1ab0opaTOPHBIX ¥ MPOU3BOACTBEHHBIX Olepaliyii, BKIIIOYas:

IpueM, TPAHCIIOPTHPOBKY, pa3MellleHHe, MapKHpoBaHUE, 0O0paboTKy
1 KOpMJIEHHE LIEJIeBBIX JKUBOTHBIX;

o0cy)XMBaHKE M TIOBEPKY CPEJICTB U3MEPEHUM B Cllyyae, yCTaHOBICHHOM
nmyHKTOM 14 Hactosmux IIpasun;

IPUTOTOBJICHUE PEAKTUBOB, IUTATEIILHBIX CPE;

BeJICHHE 3alliceil, OTYETOB, NMPOTOKOJIOB B CIIy4asX, IpPeLyCMOTPEHHBIX
nyHktamu 85, 94, 98, 103, 104, 107 — 109 nacrosimux IIpaBui, u HX XpaHEHHE;

o0Cily)kMBaHMe IIOMEUICHW, B KOTOPBIX IPOBOAMUTCA KIMHHYECKOE
HCCIIeIOBaHMUE;

HPUTOTOBJICHUE KOPMOB IS L[€NEBBIX )KUBOTHBIX;

HOCTYIUIEHHE, MAEHTH(UKALNIO, MapKHPOBKY, 00paboTKy, otOop mpob,
HCIIONE30BaHMe, XpaHEHHe ©M YHUUTOXKeHHe (yTWiu3aluioo) obOpas3nos
HCCIIELYEMOTO JIEKAPCTBEHHOTO Nperapara U CTaHJapTHBIX 00pa3LoB (B ciIydae
UX MCIIOJIb30BaHMS).

94. Pa3paGoT4MK MAODKEH YTBepAUTh IUIaH KaXJOro KIMHHYECKOIO
HCCIIEIOBaHMs, NPOBOAMMOIO B paMKax KIMHMYECKOTO HCCIIEOBaHus,
C YKa3aHHEM JIaThl €ro yTBEP)KACHHUS.

95. B miaHe KIIMHHUYECKOTO MCCIIEOBAaHUS YKa3bIBAlOTCS B TOM YHUCIIE:

HaHMEHOBaHHWE MCCIIEJOBAHUA, MPOBOJUMOIO B PaMKax KIMHHYECKOIO
MCCIIeI0BaHNUS;

nojiHoe U (MIH) COKpalleHHoe (MpU HaJW4YMM) HaMMEHOBaHHE, aJpec
pETHCTpPAllMK 110 MECTy HaXOXIEHHUS IOPUAMYECKOTo JIMIQA, NPOBOIAIIETO
HCCIIeJOBaHKe, aipeC OCYIIECTBICHUS UCCIEeI0OBaHNS;

bamuing, MMeHa, ordecTBa (NMpW HATWMYMM) JIMLA, OTBETCTBEHHOIO
32 OCYIUIECTBJIIEHHE HCCIEeJOBaHUs, M JIHI, yYacTBYIOIIMX B OCYILECTBJICHUH
HUCCIIe]OBaHUH;

1eJIb UCCIICIOBaHMS,

3aJ1avu UCCIIeIOBaHNUS;

0o00CHOBaHHEe IUIaHA KIMHUYECKOTr0 HCCIEAOBaHMs, IPOBOJUMOIO
B paMKaX KIIMHUYECKOT'O UCCIIEIOBaHMS,

Cpok (Mecsill, TO) Havalla U IUIaHUPYEeMBIH CpOK (Mecsll, TO) OKOHYaHHUs
HCCJIeIOBaHNS;

cBeleHMs 00 HCCllelyeMOM JIEKapCTBEHHOM lipenapaTe (HauMEHOBaHME,
KaYeCTBEHHBIH M KOJHYECTBEHHBIH COCTaB, HOMEp Cepuu, 00beM CepHH, Aara
IPOM3BOJICTBA, CPOK TOAHOCTH, (u3MYeckue, XUMUYECKHe, OHONOTHYECcKHE,
¢dapmalieBTUYECKHE CBOWCTBA);
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CBeJICHWsl O TMpenapare CpaBHeHHs'® (B TOM dHcle HaMMEHOBaHHE,
KaYeCTBEHHBI W  KOJNMYECTBEHHBIA COCTaB  JIEHCTBYIOLIMX  BEUIECTB,
Ka4eCTBEHHBI COCTaB BCIIOMOTAaTENbHBIX BeLeCTB, HOMEpP CEPHH, CPOK
TOAHOCTH, (U3MUYECKHe, XUMHUYecKue, Ouooruueckue, (apMaleBTHUECKUE
CBOMCTB4, HOMEp PETHCTPalMOHHOTO  Y/JOCTOBEPEHHS JIEKApCTBEHHOI'O
npenapara) B Cllyyae €ro HCIOJIB30BaHUSA IPH INPOBEAEHUH KIMHUYECKOTO
MCCIIeIOBaHHUS,

obocHOBaHHe BBIOOpa pedepeHTHOro mpemaparal® (mpu mccienoBaHUM
OMO3KBUBAJIEHTHOCTH);

onucaHHe U OOOCHOBAHME HCIOJNB3YEMBIX B HCCIIEJOBAHUAX METOJOB,
000pyIOBaHUs M CPEACTB U3MEPEHUS;

CBEJIEHHUS O BBIOOpE UCIIONB3yEeMBIX B HCCIIEJOBAHUH LIEJEBBIX XXUBOTHBIX,
UX BHJIa, BO3PACTa, TI0JIa, MacChl TEla;

O BKIIOYEHHUH (WCKIIOUYEHMH) IIeJIEBBIX JXUBOTHBIX B HCCIIENOBaHHE,
HOPAIOK WX 3aMEHBI,

cXeMa MCCIIe/IOBaHUs U ee 000CHOBaHHUE,

KOJIMYECTBO ILENEBbIX >XMBOTHBIX B TPYIIE, MNEPHOAMYHOCTH OLIEHKH
COCTOSIHMSI LIENEBBIX JKHMBOTHBIX U OTOOpa mpoO6, OllEHWBaeMble B IIPOIIECCE
UCCIIEIOBAHHUS [TOKA3aTeNIN U METOOUKH MX OLIEHKH, HX 000CHOBAHHE;

onucaHue OMOJOrHUECKOro MaTepuaia, OTOMPaeMOro JJIs OCYIIECTBIECHUS
HCCIIEeIOBaHUS, CIIOCOOOB ero 0T00pa M XpaHeHus, KX 000CHOBaHUE;

METOZBI paclpefeNeH s LeleBbIX )XUBOTHBIX MO IpyImaM, uHbopMarys
O IIpeLIECTBYIOLIEH U COMyTCTBYIOIIEH Tepamnum;

KPUTEPUH IIOCTAHOBKH JUArHO3a M CIIOCOOBI €r0 NOATBEPIKACHHA

olMcaHue NabopaTOPHBIX HCCNEAOBaHUM, MPOBOAUMEIX B IIPOLECCE
HCCIIeIOBaHMS,

CIOCcOOBl, IyTH BBEICHHUS, 1032 U PEXHUM JO3MPOBAHUA HCCIELYEMOIO
JEKapCTBEHHOIro Ipemnapata W (NpH HaIWYMW) Tpenapara CpaBHEHH,
WX 000CHOBaHUE;

KPUTEPUHU OLICHKU 3(P(PEKTHUBHOCTH M 0€30IaCHOCTH HCCIEAYEMOIO
JleKapcTBEHHOro npenapatal’;

TpeGoBaHHs K BHECEHHIO H3MEHEHUH B IUIaH KJIMHAYECKOrO UCCIIEJ0BAHNS;

ONKCAaHHE INPOLEAYPhl CTAaTHUCTUYECKOH 00pabOTKH  pe3ysbTaToB
UCCIICIOBaHHUS.

96. Ilnan KIMHAYECKOTO UCCIIEA0BaHUS COCTABIISAETCS Pa3paboTYMKOM UK

17.
’

15 Moamynkr «3» nmynkra 3 pasgena V npuiosxkenns Ne 15 k Ipasunam peryJiupoBaHus oOpameHus
BETCPHUHAPHBIX JICKAPCTBEHHBIX CPEICTB Ha TaMOXKEHHOH Tepputopuu EBpa3suiicKoro SKOHOMHYECKOIO COK03a,
yTBEpXKAeHHbIM penieHreM Copera EBpasuiickoit sxoHOMMYecKko# koMucchu ot 21 suBaps 2022 1. Ne 1. SIpasgercs
o6s3aTenbHEIM 11 Poccuiickoit denepaluu B COOTBETCTBUH ¢ JlOrOBOpPOM.

16 [Tynkr 11 cratbu 4 ®epepanbHoro 3akona Ne 61-03.

17 TopmyHKT «T» mMyHKTa 3 pasmena V npunoxenus Ne 15 k ITpapmiam perynupoBaHus oOpameHus
BeTePHHAPHEIX JIEKAPCTBEHHBIX CPEICTB HA TAMO)XXEHHOH TeppuTOpHH EBpa3zuiickoro 3KOHOMHYECKOTO COI033,
yTBepxIeHHBIM pelnenreM Cosera Eppasuiickolt 3x0HOMIYecKoM koMuccHu ot 21 staBaps 2022 1. Ne 1. Ssnsercs
oGs3atensHeIM Ans Poccuiickoit denepayu B COOTBETCTBHH ¢ JIOTOBOPOM.

'8 TlomnyHkT «§» myHkTa 3 paspena V npunoxenns Ne 15 k Ilpasunam peryiMpoBaHus oOpalieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB Ha TaMOXXEHHOM Tepputopuu EBpa3suiickoro 3KOHOMHYECKOTO COI03a,
yTBepxaeHHBIM pemeHueM CoseTa EBpasuiickoit skoHOMIUeckoii koMmuccuu ot 21 sasaps 2022 1. Ne 1. Spnsetcs
oba3atenbHbM 1 Poccuiickoli @enepaluu B COOTBETCTBHH ¢ JIOrOBOPOM.
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CTOpOHHEH opraHu3anueil (B ciiyyae ee MPHUBJICYCHHS IS OCYIIECTBICHHS
ycclieIOBaHus ).

97. IlnaH KJIMHUYECKOTO HCCIEAOBAaHUS MOMIHCHIBAETCS JIUIOM,
OTBETCTBEHHBIM 3a IIPOBEJeHNE KIMHUYECKOTO UCCIIeJOBaHMS, C YKa3aHHEM ero
JOJDKHOCTH, MecTa paboThI.

98. Jluna, y4yacTByIOIIKE B OCYUIECTBICHHH UCCIEA0BaHNS, JOKHBI BECTH
IPOTOKOJI UCCIIEAOBaHUs Ha OyMaXXHOM HOCHTEINE U (HJIH) B 2JIEKTPOHHOM BHJIE.

99. B mpoTokoiie MCCleI0OBaHN YKa3blBAIOTCSA:

HalMEHOBaHUE HCCIeOBaHMUA, IPOBOJUMOrO B paMKaxX KIHHHYECKOIO
HCCIIEIOBaHHs; '

nepedeHb HCHOJB30BAaHHOrO OOOpYHOBaHUS, CpPEICTB H3MEPEHHUS
U PpEaKTHBOB, peareHTOB, CTaHAApPTHBIX 0OpasloB W TecT-cUCTeM (TIpH
WCITOJT30BaHUM ),

IepBUYHbIE JAaHHBIE O pe3yjbTaTax W3MEpeHHd W HaOmoaeHuid (mpu
BO3MO>KHOCTH MHIWBHAYaIBHOTO MapKHPOBaHHS )KHBOTHBIX );

ONKCaHUE M OILIEHKa MPOLEAYP CTaTUCTHYECKOTO aHalin3a (C yKa3aHHEM
Ha3BaHMUsS  HCIOJIB30BAaHHOIO  IPOTPAaMMHOr0  OOeCIeYeHHus TpPH  €ro
UCIOJIb30BaHUH) (IOTOJTHUTENFHO IIPU HMCCIEIOBAHHH OHOIKBHUBAJIEHTHOCTH
yKa3bIBalOTCAd HMHQOpMalUs, MpeaycMOTpeHHas B IyHKTe 106 HacTosmmx
[TpaBuin);

CBEACHU 00 HCHONb3yeMbIX IIeJIeBbIX JXHUBOTHBIX (BHI, BO3pacT,
KOJIMYECTBO, Macca, IOJI U KOJNUYECTBO T'PYIII IeNeBbIX KUBOTHBIX), YCIOBHS
COIEP)KaHUSA U KOPMIIEHHUS LENEeBBIX J>KMBOTHBIX, IapaMeTPhl OKpY Karoluei
Cpelbl B IOMELIEHUSX, B KOTOPBIX COAEPIKATCS 1eJIeBbIie )KHBOTHBIE,

CBEJIEHHS O BO3HUKHOBEHHH HeEXeNaTelbHBIX peaknuii'’ M cepbe3HbIX
HEXeJIATEBHBIX peakiuii?’ 1 Mepax 1o MX yCTpaHEHHUIO;

cxeMma HuccieloBaHMA (Hajlee — AW3AHH MCCIENOBAaHHUA), B TOM 4YHCIIE
croco® BBe[eHHsI JIEKAPCTBEHHBIX IpernapaToB, J03a U PEXXHM I03UPOBAaHMS,
MHTEpBaJl BpEeMEHU MEXIy BBEJCHHEM JIEKapCTBEHHBIX IIPENaparos,
Ouonoruueckuil mMarepuai, cxeMa oTOOpa HpoO OHOJOrHYECKOro MaTepHana,
YCIIOBHS MX XpaHeHUs (TIpH Kcclief0BaHUH OMO3KBUBAJIEHTHOCTH ),

OIMcaHue aHAJIMTHYECKOTO Meroaa (pu MICCIIEIOBAaHUH
OMOSKBHUBAJIEHTHOCTH);
XpOMaTOrpaMMEI (pu UCCIIeJOBAaHUH OMOIKBHUBAJIEHTHOCTH

XpoMmatorpaduyecKuM MM MaCCEeKTPOMETPUIECKHUM METOAAMH );

ONMCaHHe METOIOB (papMaKOKHHETHIECKOTO aHaIu3a (IIPH UCCiieI0BaHUH
OMOSKBHBAJICHTHOCTH);

ONUCaHUE KpHUTEpUEB OHMOPKBUBAJIEHTHOCTH (IIPH  HCCIEIOBaHUHU
OMOSKBUBAJIEHTHOCTH);

damMuiIuKM, MMeHa, oTdecTBa (NPM HAIWYHMH), y4YeHble cTeneHu (MpH
HaJIMYWH) JIHL], y4aCTBOBABIIMX B OCYIIECTBICHHH UCCIIEIOBAHUS,;

1 Mynkr 50.1 crateu 4 ®enepanbHoro 3akona Ne 61-@3,
2 Tynkr 51 cratbu 4 ®enepanbHoOro 3akona Ne 61-@3.
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JlaTa IOJNMCaHUs ¥ HOMED, NO3BOJSIOINHN HASHTHDUIIUPOBATH TPOTOKOII
HCCJIeIOBAHHUS.

100. Jlns aBTOMAaTU4eCKH PErMCTPUPYEMBIX MAPaMETPOB C OOJBLIMM
YHCIIOM HHIUWBHIYaNbHBIX 3HAUCHHH B IIPOTOKOJIE MCCIIEJOBAHHMS BMECTO
NEPBUYHBIX JAHHBIX O pe3yJbTaTax H3MEpeHHH U HaONIOJeHUN HOIyCKaeTcs
YKa3bIBaTh PE3yJIbTAThl IEPBUYHON 00paOOTKH 3THUX JaHHEIX.

101. TIIporokonm wccrmenoBaHWS IOANMCHIBAETCS BCEMH JIMI[AMH,
y4acCTBOBABIIIMMH B IPOBEAESHUH HUCCIIEAOBAHUS.

102. ComeprkaHue MPOTOKOJIA JOJDKHO [103BOJIATS:

OJHO3HAYHO HIEHTUQULUPOBATh HCCIENOBaHHE, HCIOIL30BaBIINECS
o0pasnbl JIeKapCTBEHHOI'O TMpenapaTra, BUJ MCCIEJOBaHUS, METOMbI, JIHII,
YYacTBYIOIIMX B IIOJyYECHUMM JaHHbBIX M B MOJATOTOBKE OCYILECTBICHHS
UCCIIEIOBaHMs, a Takxe 00OpyJoBaHHUE, peareHTbl W PEaKTHBbI, CTAHJAPTHEIE
00pasIbl ¥ TECT-CHCTEMEI (B CIIy4ae WX HCIIOJIb30BaHHs);

BOCNPOM3BECTH  XOJA  HUCCIENOBAHUS, IPETYCMOTPEHHOIO  ILIAHOM
KJIMHUYECKOT0 HCCIIEA0BAHMS.

103. M3MeHeHus CBEJEHUI, CONepPKAIMXCS B IPOTOKOJIE UCCIIEAOBAHMS,
0GOpMIISIOTCS B BHAE JONONHEHHH K YKa3aHHOMY IPOTOKONIY, KOTOpHIE
MOJMHUCHIBAIOTCS BCEMH JIML[AMH, Y4aCTBOBABIIMMH B IPOBEAECHUH KIIMHUYECKOTO
HCCIIEIOBaHNs, C YKa3aHWEM JaThl M HOMepa MONOJHEHHS K IPOTOKOIY
UCCIeIOBaHuA.

104. Tlocne 3aBepleHHs HCCIENOBAaHUSA, IPOBEAECHHOIO B pPaMKax
KJIMHUYECKOTO HCCIIE[OBaHUsA, JIUIIOM, OTBETCTBEHHBIM 3a OCYIIECTBICHHE
JAQHHOIO HCCJIENOBaHHUs, [ODKEH OBITh COCTaBj€eH U MOAIHMCAaH OTYeT
0 pe3ylbTaTax HcCile0BaHus, B KOTOPOM YKa3bIBAIOTCH:

HauMEHOBaHHUE BUA UCCIIEIOBAHMS,

JaTa ¥ HOMep, MO3BOJIIONINE UIEHTH(OUIIUPOBATh JaHHBIM OTYET;

TI0JIHOe W (UIHM) COKpallleHHoe (IIpH HaJIW4uKM) HaWMEHOBaHHE, aipec
peTUCTpallMi IO MECTY HaXOXICHUSA IOPHIUYECKOro JIHIA, IIPOBOIAILETO
HCCIIEI0BaHUE, aiPEC OCYIIECTBIICHUS HCCIIE0BaHMUS;

JlaThl Ha4yalla ¥ 3aBEepLICHHS MCCIIEI0BaHMS,

LeNb U 3a/1a4U UCCIICIOBAHHS;

amunmyu, uMeHa, ordecTBa (NIPH HAIMYMH), yYeHBle CTeleHH (MpH
HaJIMYMK), MecTa paGoThl U@, OTBETCTBEHHOTO 33 OCYILECTBICHHE NAHHOTO
BH/Ia UCCJIEIOBaHMsl, U JIUL, YIaCTBYIOUINX B OCYIIECTBICHUN HUCCIIEIOBAHUS,;

OIIMCaHHWE WCCIElyEMOro JIEKapCTBEHHOIO IIpemapara W Ipenapara
CpaBHeHMsi (IpM  HaIWYMM), BKIIOYas COCTaB, (PU3HKO-XHMMUYECKUE,
Ounonoruyeckue, papMalieBTHIECKHe CBOMCTBA, HOMED CEPUH, CPOK TOJHOCTH;

ONIMCaHUE X0Jla UCCIIENOBAHUS C YKa3aHUEM UCIIONBb30BaHHBIX MATEPHAJIOB
Y METOJIOB;

HepeYeHb  HCIOJIB30BAHHOTO OOOPYNOBaHMSA, CpPEACTB HW3MEPEHHs
M PCaKTHBOB, PEAreHTOB, IIPENapaToB CPaBHEHHS U TeCT-CHCTEM (B CIydae
UX UCTOJIB30BaHUs ),

PEeXHMM J03UPOBAaHUA, KPATHOCTh W IIyThb BBEAEHHUS HCCIENLYEMOrO

JICKapCTBEHHOT'O ITperapara,
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BUJl, BO3PACT, I10JI, KOJIMYECTBO LIEJIEBBIX JKUBOTHBIX B Ka)XIOH rpyIe,
YCJIOBUSL KOPMJIEHHS,;

pe3ysbTaThl HCCIE[OBaHHUS CO CCBUIKAMH Ha COOTBETCTBYIOIIME
IIEpBUYHBIE  JaHHBlE O  pe3yjlbTaTaX M3MEpPeHHHl ©  HaOIIoJeHUM,
UX CTaTUCTHYCCKHU aHaJIu3,

BBIBOJIbI U3 IPOBEIEHHOTO MCCIIeI0BaHU.

105. Ilpu mccnenoBaHnM OGHO’KBHUBAIEHTHOCTH B OTYETE O pe3yJbTaTax
UCCIIEI0BAaHUS YKa3bIBalOTCS CBEACHUS, IPEeAyCMOTPEeHHble myHKTOM 104
Hactosnmx IIpaBui, a Takxe ciemgyromas HHGOopMaIus:

ob6ocHOBaHME BBIOOpa MeTOHa OmpesiejieHHus MeHCTBYIOLIEro BEIECTBA,
wiu  MertabonmuTa, WIM H30Mepa, oOnajgaroIuX  (GapMaKoJIOrHYecKom
aKTUBHOCTBIO (Jajiee — aHaJIMT), B OMOJIOTHYEeCKOM MaTepHalle;

ONMHCaHUE HCIOIB30BAaHHOrO crocoba pacuera (apMaKOKHHETHUECKHX
rapaMeTpoB;

pe3ybTaThl OINpeAeleHUs] COAEpP)XKaHHWS aHaIWTa B OHOJOTHYECKOM
MaTepHuaie, oJy4eHHbIe IS KaXK/J0To 1[eIeBOr0 )KUBOTHOIO, COOTBETCTBYIOIIHE
CpeHUE 3HAYEeHHS U BEJIMYMHBI CTAHIAPTHBIX OTKIOHEHHIA,

CTaTUCTHYECKHUE KpUTEPHH, HCIOJIb30BaHHBIE TSt OLIEHKH
OMOSKBHBAJIEHTHOCTH, M PE3YJIBTAThI ATOM OLEHKH.

106. JIns xaxmoro cpaBHHBaeMOro JIEKApPCTBEHHOTO IIperapaTta HOJDKHA
OBITh yYKa3aHa HHGpOpPMaLKs, IIpeayCMOTpeHHas B ab3aile ABaguaToM pasgena 10
npunoxenus Ne 12 x IlpaBunam perynupoBaHusi oOpaileHHs BeTepHUHAPHBIX
JICKapCTBEHHBIX CpPEICTB Ha TaMOXEHHOW Tepputopuu EBpasuiickoro
5KOHOMHYECKOTO CO03a, YTBEpXACHHbIM pemeHueM CoBera EBpaswuiickoii
3KOHOMHYECKOM KoMuccuu ot 21 suBaps 2022 1. Ne 121,

107. B ciiyyae OTKIIOHEHHs OT IUTaHA KIIMHUYECKOTO MCCIIEIOBAHMUS JIUIIOM,
OTBETCTBEHHBIM 3a OCYIIECTBICHHE KIMHNYECKOTO MUCCIIeI0BaHMUS, IIPOBOAUMOIO
B paMKaxX KIMHHYECKOIO HCCIeIOBaHHUSA, COCTABIISIOTCS H3MEHEHHS B IUIaH
KIMHAYECKOTO HCCIEOBaHUS C yKa3aHHEM IPUYHUH OTKIOHEHHUS, KOTOPHIE
YTBEpXKAAOTCS Pa3pabOTYMKOM W TPWIATalOTCS K IUIaHY KIHHHYECKOrO
UCCJIE/IOBaHMUS.

108. B cmy4yae nmpuBnedeHHS [JIS TNPOBEACHHSA KIMHHYECKOIO
UCCIIE[JOBAHUS CTOPOHHEH OpraHH3alMHl I[0CiIe 3aBepUICHHUs WCCIIeI0BaHUsS
Ha OCHOBaHMM YyKasaHHoro B ImyHkTe 104 wuactosmux IlpaBun ortyeTa
O pe3yibTaTax HCCIEIOBAaHUS JIMLIOM, OTBETCTBEHHBIM 3a OCYIIECTBIIEHHE
KJIMHUYECKOIO HCCIeAOBaHMs, COCTABIAETCS M IIOANKCHIBAECTCSA 3aKIIIOYEHUE,
coJiepxalliee BHIBOJBI U3 MPOBEIEHHOTO MCCIIEIOBAHUA.

109. Ilocne 3aBepiieHHs] BceX HCCIENOBaHUM, MPOBEIECHHBIX B paMKax
KIMHHUYECKOTO  HCCIENOBaHMUS,  pa3pabOTYHKOM  COCTABIAETCA  OTYET
Ha OCHOBAaHMM OTYETOB O pe3yJibTaTaX HCCIENOBAaHUM, YKa3aHHBIX
B nnyHKTe 104 Hacrosmux IlpaBui, u 3axinrodyeHudt (Ipy HATUYIHMH), YKa3aHHBIX
B myHkTe 108 HacTosmux ITpaswmr.

21 sIBnsierca o6A3aTenbHBIM IS Poccuiickoit Penepauy B cOOTBETCTBHH ¢ JIOrOBOPOM.
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110. OtueT 0 pe3yipTaTax KIMHAYECKOrO MCCIIENO0BAHMUS MMOAMUCHIBAETCS
PYKOBOAHXTENEM pa3pabOTUHKA.

111. B or4ete o pe3ynpTaTax KIMHAYECKOTO HCCIIENOBAHMS YKA3BIBAIOTCH:

HaNMEHOBaHHUE OTYETA,;

JlaTa ¥ HOMep OTYETa, IIO3BOJISIOLINE €r0 HASHTH()UIIHPOBATS;

HaMMEHOBAHHUE HCCIIEyEMOTO JIEKAPCTBEHHOT'O MpernapaTa;

NONHBIE M (MJIM) COKpalleHHble (IpU HAIWYUHM) HAMMEHOBAaHHS, ajpeca
pEerUCTpallud 10 MECTYy HaxOXAEHHUs OpUAMYECKHX JIHI[: pa3paboTymka,
HNPOU3BOAUTENS HCCIEAYEMOIO JIEKapCTBEHHOIo IIpemnapara M CTOPOHHHUX
opraHuM3ainuii (B ciydae IpHUBJIEYEHUS TaKUX OpraHM3auuil Ijis NpoBeeHHSA
KJIMHUYECKOTO UCCIIeJOBaHUs );

JaThl HaYaJla U OKOHYaHUS KIIMHUYECKOIO UCCIIEIOBAHU,:

LETIU U 33/1a4l KIIMHHYECKOTO HUCCIIEN0BaHuA;

KpaTKoe OIMCaHHWe IPOBEACHHOI'O0 KIIMHHYECKOTO HCCIIEeNOBaHUA,
HalMEHOBaHHUE, JO3MPOBKA, PEXHUM JO3UPOBAaHUM, MOKA3aHUs I IPUMEHEHUS
npenapara cpaBHEHHMs (IpU HaJMYHH), MPOROJDKHUTEIBHOCTH KIMHUYECKOrO
UCCIIeJOBaHMsl, IO3MPOBAaHKE MCCIIEAYEMOro JeKapCTBEHHOTO Tpernapara, BUIbI
LIE€JIEBBIX )KUBOTHBIX, PEe3yJIbTAThl KIMHUYECKOTO UCCIIEN0OBAHU;

OIJIaBJIEHME, BKJIIOYAs NIepevYeHb MPUIIOKEHHUH, TaOIuII;

IIEPEYEHb COKPAILEHUH, UCTIONIB3YEMBIX B OTUETE;

OMUCaHHe IPOBEACHHOIO NOKIMHUYECKOrO HMCCIeI0BaHUsA, HHPOpMaIys
O cTaHAapTHOM obpaslie (IpHU HATHYHH), IIPOIOKUTENFHOCTD JOKIMHUYECKOTO
HCClle[oBaHus, nH(opManus o6 >KCIepPUMEHTANbHBIX JKMBOTHBIX, PE3yIbTaThI
JOKJIMHUYECKOr0 UCCIIEI0BaHM,

OMKCAaHHE HCCIENYEMOrO JIEKApCTBEHHOTO TIIpenapara, BKJIIOYas €ro
cocTaB, (PU3MKO-XUMHYECKUe, OHoNornyeckue U papMaLeBTHIECKHE CBOMCTBA;

BUJABl  MCCIENOBaHWH, NPOBEACHHBIX B paMKaX KIMHHUYECKOrO
HCCJIE/IOBAHUS;

CBEJICHHS O LIEJICBIX )KMBOTHBIX U PAacHpelelIeHU: UX M0 rpymnaM (BUI,
BO3pacT, KOJIHUYECTBO, Macca M II0J ILENEBbIX >XHBOTHBIX, HMCIOIb30BAHHBIX
B K&XXJIOM BHJIE MCCIIEJOBAHUH, yCIOBUS UX COJIEPXKAHMS, KOPMIIEHHUS H IIOEHHS,
KOJIMYECTBO IPYIIII LEIEBAIX XXMBOTHBIX B KaXKJIOM BHJIE UCCIIEIOBAHHUIA);

no3a (103bl), PEKUM [JO3UPOBaHUS, CIIOCOOBI BBEIEHHMS M IPHMEHEHUS,
BpeMsi IpHeMa HCCIIEAYEMOro JIEKapCTBEHHOI0 IIpenapara, IpoJ0JDKATEIEHOCTh
JieYeHus (aajee — cxeMa IIpUMEHEeHHUs JIEKapCTBEHHOI'O Nperapara);

ONKCAaHWe W OLEHKa MpOoUeayp CTaTHCTUYECKOro aHajiu3a (C yKa3aHHeM
Ha3BaHMsA IPOrPaMMHOIO 00eCTIeYeHHUs TIPU ero UCTIO/Ib30BaHMH );

pe3ybTaThl KCCIIENOBAaHUM CO CCBUIKAMH Ha OTYEThl O pe3yNbTaTrax
KaXIOro BHAA MWCCIECNOBAaHUH, INPOBEJCHHBIX B paMKax KIMHUYECKOTO
HCCIIEJOBAHMs, a TAK)KE€ aHAIM3 yKa3aHHBIX pe3yJbTaToOB, BKIIOYAs OIKCAaHHUE
HEXXeNaTeIbHbIX peaKuuil (ONUCaHue HEeXeNaTeNbHBIX peaKii, MX aHalu3,
CIMCKM HEXeNaTeNbHBIX peaKkUMid, KOTOpble HaOJIONaINCh Yy IUENEBBIX
)KMBOTHBIX), ONKMCaHME CJIy4yaeB TIMOENH 1eNeBBIX >XMBOTHBIX M APYIHX
CCPBE3HBIX  HEXEJATENbHBIX PEaKIHH, OIEeHKa KIMHUKO-JIa0OpaTOPHBIX
NoKaszarejled JKMBOTHBIX (IPU HaNMYUM), MapaMeTpbl >KM3HEHHO Ba)KHBIX
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GYHKIMI opraHu3Ma IelieBbIX XKUBOTHBIX M MHas WHGOpPMaLUs IO BOIpocam
0e30macHOCTH, a TakXXe oleHKa 3P PEKTUBHOCTH U 6€30IIaCHOCTH MCCIIEAYEMOrO
JIeKapCTBEHHOT'O Mpeliapara;

BEIBOABI O TEPEHOCHMMOCTU HCCIIEAyeMOro JIEKapCTBEHHOI'O IIperapara
I[eJeBBIMH JKMBOTHBIMH, MOAOOpE ONTHUMANBHBIX JIO3HPOBOK HCCIIETyEMOTO
JIeKapCTBEHHOI'O Ipernapara 1 Kypca JedeHrst Ha KOHKPETHOM IrpyIIne dKUBOTHBIX
C omnpeaeneHHbIM 3a0oneBaHWeM, Oe3omacHocTH ®W 3¢ GEKTHBHOCTH
HCCIIEyeMOI0 JIEKapCTBEHHOr0 Ipernapara, NpeaHa3HaueHHOro JUIS JICUSHHS
omnpeereHHbIX 3a00neBaHUN >XUBOTHBIX, WX 3PGEKTUBHOCTH HCCIIETyEMOTO
JIEKapCTBEHHOI'0 Tpenapara Uil NPOQMIAKTHKH 3a00JIeBaHM  310POBBIX
XKUBOTHBIX, BO3MOXXHOCTSX PpAacCIOIMpeHHs IOKa3aHWM K TIpUMEHEHHIO
3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpermapata H  BBIABICHHS paHee
HEU3BECTHBIX NOOOYHEIX JAeHCTBHI.

112. K otyerty o pe3ynbTrarax KIMHAYECKOrO UCCIIEOBaHUS IIPHIIATalOTCS

IUIaHBl KIMHUYECKUX HCCIelOBaHMM (WM WX KONMH, 3aBepeHHBIE
pa3paboTUYMKOM JIEKapCTBEHHOTO MIpernapara);

OTYETHl O pe3yJbTaTax KaXAOro BHJA MCCIIeIOBaHUM, NPOBEACHHBIX
B paMKax KIIMHHYECKOTO UCCIIeIOBaHMS,

3aKII0YEHUS CTOPOHHUX OpraHu3auMii (MpH HAIMYHAW) WA KOIHU
3aKJIIOYEHHH M OTYETOB O pe3ysibTaTaX KaXIOro BHJA HCCIIEIOBaHMUM,
IPOBEJCHHBIX B paMKax KJIMHAYECKOrO HCCIEHOBaHUSA, 3aBepEHHBIC STUMH
OpraHu3alMsIMHU.

113. Ilpu uccnenoBaHWU OMO3KBUBAJICHTHOCTH K OTYETY O pe3yJbTaTax
KJIMHUYECKOI0 UCCIIeIOBaHMUS PUIIaraeTcs KOMUs MPOTOKOJIa BaJIMAALUY METOIa
oIpezeNeHNs aHalUTa, COEePKaIlero cieIyrolIe CBeICHH O:

JTUHEHHOCTH B HEOOXOJMMOM JHUara3oHe KOHICHTPalluii;

BIMSHUM OHOJIOTMYECKOTO MaTepHalla Ha IOJydaeMblif pe3ysIbTar
HCCIIeJOBaHHUS,

npenelie oOHapY)XEeHUS METOa,;

npefene KOJIMYeCTBEHHOro ONpeAesieHUs MeTOa;

CEJIEKTUBHOCTH METO/Ia;

TOYHOCTH METOJIa;

MIPELIM3MOHHOCTH METOa,

CTaOUJIBHOCTH aHANUTA B OHOJIOTHIECKOM MaTepHaJie.

114. K nmpoTokony Banugamnuu, yka3aHHOMY B NyHKTe 113 HacTosmmx
IIpaBun, B ciydae oOIpelneleHHs aHAIWTA XPOMATOrpapuYeCKUM MM
MacCIeKTPOMETPUYECKUM  MeTOHaMH  HpHIAraloTcs  XpOMaTOTPaMMEL,
MOATBEPKAAIOLIUE NPeICTaBIEHHbIE Pe3YJIbTaThl BaTUIAIHH.

115. VccnepoBanust GHOSKBHBATIEHTHOCTH HE IIPOBOAATCS B OTHOIIEHUU

MMMYHOOHMOJIOTMYECKUX JIEKAPCTBEHHBIX MIPETNapaToB;

22 Yacte 5 cratbu 12 @enepanbHoro 3akona Ne 61-@3,

23 AG3awp! BTOpOil — m1ecToli moapasaesa 2.1 pasaena 2 npunoxenns Ne 12 k [Tpasunam perynupoBaHas
oOpallleHHsA BeTEpHHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha TaMOXKeHHOW Tepputopud Erpasuiickoro
9KOHOMHYECKOFO CO0103a, YTBepkJAeHHBIM pemeHueM Cosera EBpasuiickoit 5KOHOMHYECKOH KOMHCCHH
or 21 suBaps 2022 r. Ne 1. Ssnserca obsa3arensHeIM s Poccuiickoit @enepayu B cOOTBETCTBUM ¢ [{OTOBOPOM.
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JIeKapCTBEHHBIX IIpernapaTtoB Ha OCHOBE OMOMAcCChl, NPOTEHHOB WU
HENTHUIOB,;

JIEKapCTBEHHBIX TpenaparoB, KOHUEHTPAIUs KOTOPHIX B CHIBOPOTKE WU
IU1a3Me KpOBU He ompeensieT ux 3hGeKTUBHOCTh B MECTe JeHCTBHS;

JIEKapCTBEHHbIX  IpernapaToB Ui  MHTPALMCTEPHAIBHOIO  WIH
BHYTPHUMATOYHOTO BBEJEHUS.

116. [leficTBytoliee BelecTBO B pedepeHTHOM JIEKapCTBEHHOM
npenapare’* ¥ B BOCIIPOH3BEI€HHOM JIEKAPCTBEHHOM TIpenapare’ J0oHKHO HMeTh
OJIMHAKOBYIO MOJIEKYJISIpPHYIO hopmy.

117. Ilepen HavanoM uccienoBaHUS OMOSKBUBAIEHTHOCTH JOJIKEH OBITH
IpOBeleH  aHalu3  O00pa3l0oB  BOCIPOU3BEACHHOro H  pedepeHTHOro
JIeKapCTBEHHBIX TPENapaTroB Ha cojepXaHWe U MOAJIHUHHOCTH IeHCTBYIOLIETO
BellecTBa (AeMCTBYIOIMIMX BELIECTB).

118. Jo3bl pedepeHTHOTO M BOCHPOM3BENEHHOIO JeKapCTBEHHBIX
IpernapaToB IOJDKHBI OBITh OJWHAKOBHIMU. [Ipu BbIOOpEe 1103bI B mepecyeTe
Ha JeHlCTByollee BelIeCTBO ClielyeT pPyKOBOACTBOBAThCS WHCTPYKIUEH
10 BETEpUHAPHOMY MIPUMEHEHHUIO pedepeHTHOro IeKapCTBEHHOTO Npemnapara.

119. B cay4yae ecnu pedepeHTHBIH JIeKapCTBEHHBIN IpemnapaT MOXET
OpPUMEHSATBCA B pa3sHBIX J03aX, ClIeQyeT MCHOJb30BaTh MaKCUMAaIbHYIO
PEKOMEHJIOBaHHYI0  HMHCTPYKIMEHd 1O  BeTEpUHAPHOMY  HIPUMEHEHUIO
pedepeHTHOro JeKapCTBEeHHOI'o Ipemnapara Ao3y (Jajee — peKOMEHJOBaHHas
7103a).

B cnyuae ecnu mMmeercs HaydyHOe OOOCHOBAaHHME HeELEIECOOOPa3HOCTU
UCIIONB30BAaHUSI B  HUCCIIEJOBAaHMM OMOIKBHUBAICHTHOCTH JIEKAPCTBEHHOI'O
npenapaTa MakKCUMajlbHOW PEeKOMEHJOBAaHHOH /10361, JOITyCKAETCs UCIIOIb30BaTh
mo0yro 103y U3 Avana3oHa /103, YKa3aHHBIX B MHCTPYKIHMH 10 BETEpPUHAPHOMY
NpUMEHEHHUIO pedepeHTHOro JIEKApCTBEHHOI O Mpemnapara.

120. B ciy4ae eciu rpu BBeIEHUM PEKOMEHIOBAaHHOM 0361 JEHCTBYIOIIEE
BelIeCTBO (JEHCTBYIOIIME BEleCTBAa) B KPOBH He JOCTHUraeT (He JOCTHIAKOT)
JOCTYMHBIX JUISI U3MEPEHHUS! COBPEMEHHBIMH METO/IaMH 3HAa4eHHd, JOITyCcKaeTcs
ucroiip3oBaHue Ooyiee  BBICOKMX J03, HO He Oojee TpeXKpaTHOM
PEKOMEHIOBaHHOW [103bI MpPHU YCJIOBHH, YTO MCIOJB30BaHHE TaKUX 03
HE TMPUBOAUT K BO3HHUKHOBEHHIO HEXeENAaTeNbHBIX peaklUuid opraHu3Ma
’KUBOTHOTO.

121. IloaroToBKy BOCIpPOM3BEIEHHOTO M pedhepeHTHOro JIeKapCTBEHHEIX
IpernapaToB K BBEJIECHHUIO IIeJIEBBIM XMBOTHBIM CJIEIyeT MPOBOJUTH CIIOCOOOM,
OpH KOTOPOM HE OKa3bIBAaeTCs BIMSHHUS Ha pe3yibTaThbl HCCIICIOBaHMS.
Hccnenyemplii TeKapCTBEHHBIHN MpenapaTr BBOAUTCS LE€JeBbIM KUBOTHBIM TaKUM
oOpa3oM, YTOOBI KaXAO€ TaKoe >XMBOTHOE TapaHTHPOBAHHO INOIYYUIIO 103y
BBEJICHHOI'O HCCIIElyeMOT0o JIEKapCTBEHHOI'O Ipemnapara. s JexapCTBEHHBIX
npernaparoB B ¢opMe TabJIeTOK ¢ PHUCKOH [OMycCKaeTcsi MCIIOJIb30BaHUE
pa3leNieHHOM 1o pucKe dYacTH TabJeTKH B cCllydae ecld HOPMAaTHBHBIM

24 MMyukt 11 crathu 4 ®enepanbHoro 3akoHa Ne 61-03.
3 Tyukr 12 crathi 4 @enepansHoro 3akona Ne 61-03.
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JOKYMEHTOM Ha JIeKapCTBEHHBIM Iperapar IMpelyCMOTPEH KOHTpOJIb
OHOPOJHOCTH JO3MPOBAHUS YacTei TabJIeTOK.

122. Eciu pedepeHTHBIH IeKapCTBEHHBIN NpenapaT BhIITyCKaeTcs C pa3sHOU
JO3MPOBKOM,  HCCllefioBaHHEe  OHOSKBUBAJIEHTHOCTH  BOCIPOU3BEIECHHOTIO
JIEKapCTBEHHOT'O Mpenapara JJ0JKHO IPOBOAUTECS 110 OJHON U3 JO3UPOBOK IPH
COOJIFOACHUH CJIeIyIOIIUX YCIOBHIA:

KayeCTBEHHBIH COCTaB JIeHCTBYIONIMX BEUIECTB M BCIIOMOraTelbHBIX
BEIIECTB peepeHTHOro JIEKapCTBEHHOrO Ipemnapara ¢ pa3sHOM O3UPOBKOH
OJIMHAKOB (3a HCKJIFOYeHHeM KpacuTeliel ¥ apoMaTH3aTOPOB);

COOTHOIIIEHHE  MEXIy  COAEpXaHWeM  JeHCTBYIOIIMX  BEIIECTB
U BCIIOMOTATE/IbHBIX BEIIECTB pedepeHTHOro JeKapCTBEHHOIo Ipernapara
C pa3HOH JO3UPOBKOU OJIMHAKOBO;

TEXHOJIOTHS IIPOH3BOJICTBA pe(epeHTHOro JEeKapCTBEHHOIo Ipenapara
C pa3HOU JO3UPOBKOM OMHAKOBA.

123. MuorokpatHoe BBeJI€HHE IPH HCCIIeJOBAaHUHU OHOIKBHBAIEHTHOCTHU
NPUMEHSETCS JJIS:

JIeKapCTBEHHEIX MpPENapaToB ¢ MOIUGUIMPOBAHHBIM BBICBOOOXKAECHUEM
IEHCTBYIOILIETO BeIeCTBA, IIpeJHA3HAYEHHBIX JJII MHOTOKPaTHOTO BBEACHHUS
¥ HaKalIMBaeMbIX B OpTaHU3Me >KUBOTHOTO;

JIEKapCTBEHHBIX IpernapaToB, KOHLEHTPAalMIO KOTOPbIX B KpPOBHU
CYIIECTBYIOIIUMH aHATATUICCKHUMH METOJJaMH He MpeACTaBIsAeTCS BO3MOXKHBIM
OTIpeAeIIUTh TIPX OJHOKPATHOM BBEICHHUH.

124. B caygasix, npegycMOTpeHHBIX IMyHKTOM 123 nHacrosmux I[Ipasui,
IpH BBIOOpE KPaTHOCTH BBENIEHUs ClielyeT PyKOBOJCTBOBATHCS HMHCTPYKLHEH
IO BETEPUHAPHOMY IPUMEHEHHIO pPeQEepeHTHOro JEKapCTBEHHOI'O INpelapara
U ONpeleNiATh KOHIEHTPALMIO JAEWCTBYIOUIETO BEIIECTBA B KPOBH Iepen
BBeJIEHUEM CIIeAYIOIIeH H035I IEKapCTBEHHOIO fpenapara.

125. Ilpu oOTCyTCTBMHM B IUIaHe OHOKBHUBAJIIEHTHOCTH MCCIIEIOBaHUS
00OCHOBaHHSA JJII  MHOTOKPAaTHOTO  BBENEHUS  IIpH  HCCIEHOBaHUU
OHMOSKBUBAJICHTHOCTH IIPUMEHSIETCS] OJHOKPATHOE BBENIEHHE JIEKapCTBEHHOI'O
npenapara.

126. B caywyae ecnu HMHCTPYKLHEH [0 BETEPUHAPHOMY IPUMEHEHUIO
pedepeHTHOro JICKapCTBEHHOTO MpenapaTa MpeLyCMOTPEHO HECKOJIBKO ITyTei
€ro BBEJIEHHs, WCCclefoBaHe OHOIKBUBAJICHTHOCTH BOCHPOU3BEIECHHOIO
JIEKapCTBEHHOT'O ITpernapaTa MOXET IIPOBOJUTECS JIIOObIM U3 yKa3aHHBIX ITyTel
BBEJIcHUS INpPH HAIMYAM B IUlaHe OMOSKBHBAICHTHOCTH HCCIIEN0BAaHUA
000CHOBaHUS B3aUMO3aMEHIEMOCTH Pa3HBIX MyTel BBeJACHMUS.

IIpu oTCyTCTBHUU 00OCHOBaHUS, YKa3aHHOTO B ab3alle mepBOM HaCTOSILETO
NYHKTa, UCClleloBaHHEe OMO3KBUBAJIEHTHOCTU AOJDKHO IPOBOJUTHCA IIPH BCEX

crocobax BBEJICHUS, IIpeTyCMOTPEHHBIX MIPOEKTOM WHCTPYKIIUHU
MO0 BETEPUHAPHOMY MPHUMEHEHHIO BOCIPOU3BENEHHOIO JIEKapCTBEHHOI'O
npenapara.

127. Tlpu mnpoBedeHHH HCCeJOBaHUS OHOIKBUBAJICHTHOCTH BBEIOOP
Iu3aifHa HCCIEOBAaHUS OCYIIECTBIISETCS B COOTBETCTBHM C TpeOOBaHUSIMHU,
IpelyCMOTPEHHBIMU TojpaszenoM 2.5 pasgena 2 ppuinoxeHus Ne 12
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k IlpaBunam perynupoBaHus oOpallleHUs BeTEpPUHAPHBIX JIEKApPCTBEHHBIX
CpPelCTB Ha TaMOXKEHHOI TeppuTopuH EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a,
yTBepkIeHHbIM Pemennem Cosera EBpa3smiickoii 35KOHOMHYECKOH KOMHCCHH
ot 21 suBaps 2022 1. Ne 1%,

128. B ciaydae ecnu MHCTpyKUHMEH II0 BETEPUHAPHOMY IIPHMEHEHHIO
pedepeHTHOro JIeKapCTBEHHOIO Impemnapara MpegyCMOTPEHO IpUMEHEHHE
pedepeHTHOro JIeKapCTBEHHOIO Ipernapara K HECKOJbKHM BHIAM J>KHBOTHBIX,
HCCIeIoOBaHHE OHMOIKBUBAJICHTHOCTH BOCIPOH3BEAEHHOIO JIEKAPCTBEHHOIO
Ipernapara BO3MOXHO Ha OJHOM M3 YKa3aHHBIX BHUAOB >KMBOTHEIX, €CIIH OHH
OTHOCATCS K TEIJIOKPOBHBIM XUBOTHBIM.

129. Jlns mnpoBeneHHs HcCleAOBaHUS OHWOIKBHBAJIEHTHOCTH MOIYT
HCIIOJIb30BaThCs JKUBOTHEIE JIF0O0ro moja. Bo3pact XUBOTHBIX, IMOpoAa, Macca,
YPOBEHb IPOLYKTUBHOCTU (VIS XMBOTHBIX, MCIIOJNB3YEMBIX JUISA ITOJIyYEHHS
NPOAYKUUH >KMBOTHOTO IIPOMCXOXKIEHHS) B TIPYIIE IXHBOTHBIX, KOTOPOM
BBOJUTCS pedepeHTHBIN JIeKapCTBEHHBIN MpernapaT, JOJKHE COOTBETCTBOBATH
rpynie >XHBOTHBIX, KOTOPOM BBOAMTCS BOCIPOM3BEIEHHBIN JIeKapCTBEHHBIH
npernapar.

130. B neHp BBelneHHS JIEKAPCTBEHHOIO Ipenapara JOCTYI JXHBOTHBIX
K KOpMY [OOJDKEH OBbITh OrpaHUYeH, €ClId MHOE He MPEAYCMOTPEHO B ILIAHE
OMOPKBUBAJICHTHOCTH HCCJIEIOBAHUS.

131. J)KuBoTHBIE a1 MPOBEACHHS HCCICHOBAHHS OMOIKBHBAJIEHTHOCTH
B TeueHHe He MeHee d4eM 30 cyrok (mTUIBI — B Te4YeHHEe 15 CyTOK)
[0 Hayaja MCCIEIOBaHHUsA OHOSKBHUBAJIEHTHOCTH M B TEPHOJ MCCIIENOBAHHS
OMOIKBUMBAJIIEHTHOCTH HE JOJDKHEI 110Jy4aTh JIEKAPCTBEHHBIX MPENapaToB, €CIId
HUHOE He IIPETYCMOTPEHO IUIaHOM OMO3KBUBATIEHTHOCTH UCCIIEI0OBAHMA.

132. B uccnenoBaHuM OWO3KBHBAJIEHTHOCTH HOJDKHBI HCHOJIB30BAThCS
LeJeBble JKMBOTHBIE B KOJNMYECTBE, HEOOXOoOUMOM I oOecredeHus
CTaTUCTHYECKOM 3HAYUMOCTH HCCJIEIOBaHUSA, HO He MeHee IIECTH B OJHOMI
rpymre.

133. B kauecTBe OHMOJIOrMYeCKOro MaTepHaia i HMCCIIEIOBaHUS
OHMO3KBUBAJIEHTHOCTH HCIIOJIB3YIOTCS CHIBOPOTKA, IIa3Ma KPOBHM HIIM IieJbHas
KpOBb ILIENEBBIX OJKUBOTHBIX. B cioyyae HEBO3MOXHOCTH OIpEeHEICHUS
KOHUEHTpaLH JEUCTBYIOLIEro BellecTBa (JeHCTBYIONINX BellecTB) U (HIIM) €ro
(ux) MeTabOIUTOB B IUTa3Me KPOBH, CHIBOPOTKE, LIEJIBHONW KPOBU JOIYCKAETCS
onpezelieHUe JEHCTBYIOIIEro BellecTBa (IeHCTBYIOMMX BEIIECTB) U (HIIH) €ro
(1x) MeTabOJIMTOB B TKAHX II€JIEBBIX KUBOTHBIX.

134.  Ilpu  nDpoBemeHMH  HUCCIIEJOBaHHA  OHOSKBMBAJIEHTHOCTH
UCIIOJIE3YIOTCS CXeMa M IPOAOJDKUTENBHOCTH 0TOOpa mIpob, IO3BOJIAIOLIHE
OLICHUTh BO3pAaCTaHWE YPOBHA aHaJlMTa B KpPOBH, BpeMsA JIOCTHXKEHHS
MaKCHMMaJIbHOM KOHLIEHTPAlMH, a TaKXe MepHOJ CHWKECHHA KOHICHTPAIIHH.
B ciyyae u3ydeHus OHOSKBUBAIEHTHOCTH NpeNapaToB [jis BHYTPHUBEHHOIO
BBEJICHMsI TMPOBOAUTCSA OTOOp MpoO, MO3BOJSIOMIMN OUEHHTh TOJBLKO IEPHOJ
CHUXKEHUS KOHIICHTPALIHH.

%6 SABnsiercs o6s3atenbHbIM A% Poccuiickoii Meiepalyi B COOTBETCTBHH ¢ JIOroBOpoM.
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IIponoipkurensHOCTh 0TOOpa MpoO ompenensieTcss UCXOOs W3 Neproaa
nojaepxanus 3QQPeKTUBHBIX KOHUEHTpAMd U 0OecredeHus] CTaTHCTHIECKOH
3HAYUMOCTHU MCCIICIOBAHHSI.

135. Ilpu n3yueHun JieKapCTBEHHBIX IIPENapaToB, AeHCTBYIOIIHE BEIIECTBA
KOTOPBIX B HOPME MPHUCYTCTBYIOT B OpraHu3Me KMBOTHBIX, IIPeIyCMaTpUBaETCS
orbop npob GHOJIOrHYecKOoro MaTepualla He MeHee ABYX pa3 JUIsl OTpeileeHHs
(OHOBOIrO YPOBHS TaKUX BEIIECTB.

136. TIlpm wuccinenoBaHuM OHOPKBUBAJIEHTHOCTH JICKAPCTBEHHOTO
npernapara, COAEp)Kallero B COCTaBeé HECKOJBKO JEHCTBYIOUIMX BeLIECTB,
oIpefieNseTcss KOHLEHTpAIMsl KaXIOro NeHCTBYIOIIEro BEIIECTBA, BXOIAIIETO
B COCTaB JIEKapCTBEHHOTO Ipernapara.

137. Ouenka OHOSKBHBAJICHTHOCTH NPOBOJMUTCA HA OCHOBAaHHUH
olpezieNIeHUs] KOHLEHTPalUU B OMOJIOTHYecCKOM MaTepuaie (papMaKoJIOTHIeCKH
aKTUBHOTO BelecTBa. Eciau  AelCTByiolllee  BeINECTBO  IOJIBEPraeTcs
MeTabonM3My B OpraHu3Me IIeJIEBBIX JXMBOTHBIX C OOpa30BaHHUEM AKTHBHBIX
MeTaboJIUTOB, OIpeAeseTcs KOHILEHTpaUs KaXI0ro MeTaboIuTa.

JI1s1 oLleHKH OMO3KBMBAJICHTHOCTH UCHOJNB3YIOTCS IpauKu 3aBUCUMOCTH
KOHI[EHTpAIlUH aHaJIuTa B OHOJIOTHYECKOM MaTepuaje OT BPEMEHH IIOCe
BBeJIeHUs IIpernapaTa, MOCTpOoeHHbIe Ui pe(epeHTHOrO U BOCIPOU3BEIEHHOrO
npenapatos ((papMakOKMHETHIECKas KpuBas®').

138. PedepeHTHBIH U BOCIIPOM3BENCHHBIA JIEKaPCTBEHHBIE MpeNaparhl
CUHTAIOTCS OMO3KBUBAJICHTHBIMHU, €CJIH OTHOIIIEHHEe BepXHEeH U HIKHEH TpaHuI[bl
JIOBEPUTENIEHOIO HHTEpBaa Npu 95% ypoBHE BEpOATHOCTH JUIS MaKCHUMAaJIbHOM
KOHLEHTpaUuy aHaJIuTa B OWOJIOTMYECKOM MaTepuaie M IUIOIAON IIOf
(hapMaKOKMHETHIeCKOM KpHBOi HaX0IATCs B mmpefenax 80 — 125%2.

=

27 AG3au Tpetnit pasaena 4 npunoxkenns Ne 12 k [Tpapunam perynupoBanus o6palieHus BeTepUHAPHBIX
JIEKapCTBEHHEIX CPE/ICTB HA TAMOXEHHON TEPPUTOPUH EBpasuiickoro 3KOHOMHYECKOTO COK03a, YTBEPXKACHHBIM
pemenueM Cobeta EBpa3uiickoii 3koHOMIUecKo# koMuccuu oT 21 suBaps 2022 1. Ne 1. SAenstercs 06s13aTeNbHEIM
Juist Poccuiickoii @enepalinyl B COOTBETCTBHH C JOTOBOPOM.

2 AG3au veThlpHaAUATHA paspena 8 mpuioxkenus Ne 12 k Ilpasunam peryiupoBaHus OGpaIleHHs
BETEPHHAPHEBIX JIEKapCTBEHHBIX CPEACTB HAa TAMOXXEHHOHN TeppHTOPHH EBpa3smiickoro 3KOHOMMYECKOrO COK03a,
YTBEpKAEHHBIM pelieHreM Coseta EBpazniickoil skoHoMuueckoii komuccuu ot 21 suBaps 2022 r. Ne 1. SIsiserca
obs3arenbHBIM 41 Poccuitckoit enepanyn B cooTBeTCTBHH ¢ JloroBOpoM.




