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OO0 yTBepK/I€HUU TTPaBUJI TPOBEACHUS IOKIMHUYECKOTO
HCCIIETOBAHMS JIEKAPCTBEHHOTO CPEACTBA JIsl BETEPUHAPHOIO
MIPUMEHECHUS, KIMHUYECKOTO UCCIEA0BAHUS JIEKAPCTBEHHOTO
npenapara Jj1s BETEpUHAPHOTO IPUMEHEHH S, UCCIIEIOBAHUS
OMO’KBUBAJICHTHOCTH JIEKAPCTBEHHOTIO Mpenapara Jiis
BETEPUHAPHOTO MPUMEHECHUS

3apeructpupoBan Muntoctom Poccuu 5 utons 2018 r.
Peructpaunonnsiii Ne 51296

B nensix peanuzanuu cratbu 12 @enepanbHOro 3aKoHa oT 12 anpens
2010 1. No 61-®3 "OO6 obpamienun nexkapcTBeHHBIX cpeAcTB" (CobOpanue
3akoHo aTenbcTBa Poccuiickoit @eneparnuu, 2010, No 16, cT. 1815; Neo 31,
cT. 4161; Ne 42, ct. 5293; Ne 49, cT1. 6409; 2011, Ne 50, ct. 7351;
2012, Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, No 27, ct. 3477; Ne 48,
cT. 6165; 2014, Ne 11, c1. 1098; Ne 43, ct.5797; Ne 52, cr. 7540;
2015, Ne 10, ct. 1404; Ne 27, c1.3951; No 29, ct.4359, ct.4367,
cT. 4388; Ne 51, c1. 7245; 2016, Ne 1, c1. 9; No 23, ct. 3287; Ne 27,
cT. 4194, c1. 4238, cT. 4283; 2017, Ne 31, c1. 4791, cT. 4827; 2018,
Ne 1, ct. 9) M B COOTBETCTBHM C MOAMYHKTOM 5.2.25(29) myHkra 5
[Tomoxenns 0 MuHuCTEpCTBE CeNbCKOro xo3sucTea Poccuiickonn denepanuu,
YTBEPKIEHHOI0 noctaHosieHueM lIpaBurenscrBa Poccuiickon @enepanuu ot
12 uronst 2008 r. Ne 450 (CobOpanue 3akoHOmaTenbcTBa Poccuiickoit
®eneparyu, 2008, No 25, ct. 2983; No 32, c1.3791; Ne 42, ct. 4825;
Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, ct.378; Ne 6, ct. 738;
Ne 9, cr. 1119, ct. 1121; Ne 27, c1. 3364; Ne 33, cT. 4088; 2010, Ne 4,
cT.394; Ne 5, cr.538; Ne 16, ct. 1917; Ne 23, ct.2833; No 26,
cT. 3350; Ne 31, c1. 4251, c1. 4262; Ne 32, ct. 4330; Ne 40, cT. 5068;
2011, Ne 6, ct. 888; Ne 7, c1. 983; Ne 12, c1. 1652; Ne 14, ct. 1935;
Ne 18, c1.2649; Ne 22, ct1.3179; Ne 36, ct.5154; 2012, Ne 28,




cT. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10, ct. 1038;
Ne 29, ct1. 3969; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014, Ne 4, cT. 382;
Ne 10, ct. 1035; Ne 12, ct. 1297; Ne 28, ct1. 4068; 2015, Ne 2, cT1. 491;
Ne 11, ct. 1611; Ne 26, ct. 3900; Neo 35, ct.4981; Ne 38, cr. 5297,
Ne 47, ct. 6603; 2016, Ne 2, ct. 325; Ne 28, cT. 4741; No 33, cT. 5188;
Ne 35, ct1. 5349; Ne 47, ct. 6650; Ne 49, ct. 6909, c1.6910; 2017,
Ne 26, ct. 3852; Ne 51, c1. 7824), mp M K a3 BI B A IO:

1. YtBepauts npuiaraemeie [IpaBuia mpoBeneHUS AOKIMHUYECKOTO
UCCIIEIOBAHUS JICKAPCTBEHHOTO CPEJICTBA JJIsl BETEPUHAPHOIO TMPHUMEHEHUS,
KJIMHUYECKOTO HCCJICAOBAaHUS JICKApCTBEHHOTO IIpemapara s
BETEPUHAPHOTO TPUMEHEHUS, UCCIEAOBaHUS OMOIKBUBAJICHTHOCTHU
JIEKapCTBEHHOI'0 Tpernapara JJjisi BETEPUHAPHOrO NMpUMEHEeHus (nasee -
[IpaBuna).

2. YcraHoBuTth, uto IIpaBuiia MpUMEHSAIOTCS K HCCIECIOBAHUIM,
MPOBOAMMBIM B paMKaxX TOKJIMHUYECKUX HCCIICIOBAHUMN JIEKaPCTBEHHBIX
CPEACTB ISl BETEPUHAPHOTO MPUMEHEHUS W KIMHUYECKUX HUCCIIEIOBAHUM
JIEKApCTBEHHBIX MpPENapaToB JJii BETEPUHAPHOTO TMPUMEHEHUS, IIJIaHbI
MPOBEICHUS KOTOPBIX YTBEPKACHBI ITOCJIE BCTYIUICHUS B CHUJTy HACTOSIIETO
puKasa.

3. Hacrosmuii mpyuka3 BCTYIAET B CHITY 110 UCTEYEHUH IIECTH MECALICB
CO JTHS €r0 O(UIMAIBHOTO OMYyOIUKOBAHUS.

Munuctp A.H.Txaues

YTBEPXJIEHbBI
npuka3om MuHcenbxo3a Poccun
ot 6 mapta 2018 r. Ne 101

[TPABUJIA
IIPOBEACHMS TOKIMHUYECKOIO NCCIEA0BAHMS JIEKAPCTBEHHOTO
CpelCcTBa JJis BETEPUHAPHOTO MPUMEHEHHUS, KIMHUYECKOIrO
UCCIIEJOBaHMs JIEKAPCTBEHHOIO IIperapara Jyisi BETEpUHAPHOTO
NPUMEHEHUS, UCCIIeI0BAHNS OMOAKBUBATIEHTHOCTH
JIEKapCTBEHHOIO Mpenapara Jjisi BETEpUHApHOTO IPUMEHEHUS



I. O6mue TpeboBanus

1. Hactossmue IlpaBuna ycraHaBiauMBarOT NOPSAOK IPOBEICHUS
JOKIMHUYECKOTO HUCCJIEAOBAHMUS JIEKapCTBEHHOI'O CpEACTBA IS
BETEPUHAPHOr0 MPUMEHEHHUs (Jajiee - JTOKIMHUYECKOE KCCIIeJOBaHuE),
KJIMHUYECKOTO HCCIEIOBaHUsl JIGKAPCTBEHHOrO Tpermapara  JiJist
BETEPUHAPHOrO MPUMEHEHHUs (Janee - KIMHUYECKOE HCCIeI0BaHue),
UCCJIeIOBaHUsI OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHOIO TIpernapara s
BETEPUHAPHOIO MPUMEHEHUS (Jjaee - ucciae0BaHre OMOIKBUBATICHTHOCTH).

2. JIOKIMHUYECKOE HCCIIEOBAaHUE, KIMHUYECKOE CCIIeIOBaHUE (B TOM
YuCIie UccieqoBaHne OMOIKBUBAJIEHTHOCTH) TPOBOJATCA 110 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEeJICTBA (Mpenapara) JiJisi BETEpUHAPHOTO
NpuMeHeHus (fanee - pa3pabOTUUK) IJIaHy C BEICHUEM ITPOTOKOJIOB ATUX
MCCJIEIOBAHUM U COCTABJICHHEM OTYETOB, B KOTOPBIX COJEpKaTCs
pe3yNbTaThl ATUX HCCIEIOBAHUM.

3. 11t opranu3anyu ¥ NpoBEJIeHUsT JOKIMHUYECKOTO HCCIEAOBaHUS,
KIIMHUYECKOT'0 UCCIIEA0BAHMS pa3pabOTUUK MOKET MPUBJIEKATh OpraHu3alii,
UMEIOUIME HEOOXOAMMYI0 MaTepUajbHO-TEXHMYECKYI0 0a3zy U
KBATU(PUITUPOBAHHBIX CIIEIUAUCTOB B COOTBETCTBYIOIIEH 0O01acTu
UCCIIEOBaHUs (J1ajiee - CTOPOHHSISI OpraHu3aIus).

4. IlomHOMOYMSI, OTBETCTBEHHOCTb M OOS3aHHOCTH  JIHII,
OTBETCTBEHHBIX 3a [MPOBEJICHHE JOKIMHUYECKOTO, KIMHUYECKOTO
MCCJIEI0BAHNM, YCTaHABIMBAIOTCS MPUKA30M (paclopsDKEHUEM) PYKOBOIUTENS
pazpaboTyuka.

[TomHOMOYMSI, OTBETCTBEHHOCTh U O0SI3aHHOCTH JIMILI, YYaCTBYIOIIUX B
MPOBEACHUH JTIOKJIMHUYECKOTO, KITMHUYECKOTO UCCIIEIOBAHNM, & TAKXKE JIMII,
OTBETCTBEHHBIX 3a OCYILIECTBICHUE UCCIEAOBaHUM, MPOBOJUMBIX B paMKax
JOKJIMHUYECKOT0, KITMHUYECKOT0 UCCIIEIOBAHNM, YCTAHABIMBAIOTCS TPUKA30M
(pacriopspkeHHEM) PYKOBOJUTENS pa3paboTuuka, JuO0 B  Cciydae
NPUBJICUCHUS] CTOPOHHEW OpraHu3alliy - MPUKA30M (pacropsKEHUEM )
PYKOBOJUTENS CTOPOHHEN OpraHU3alyy, KOIMHS KOTOPOIO HAIMPABISETCSA
pa3paboOTUMKy B TEUCHUE TPEX pabOUMX JHEH C MOMEHTA €ro MOANHCaHUS.

5.JIuna, OTBETCTBEHHBIE 3a MPOBEACHUE JTOKJIMHUYECKOTO,
KJIIMHUYECKOTO0 HCCIICIOBAHUM, a TaKXe JIhIa, OTBETCTBEHHBIC 3a
OCYILIECTBJICHUE UCCIEOBAHUM, MPOBOAUMBIX B paMKax JIOKIMHUYECKOTO,
KJIIMHUYECKOT'O UCCIIEA0BAHMM, TOJKHBI ObITh 03HAKOMJIEHBI pa3padOTUYUKOM C
pe3yJbTaTaMu paHee MPOBEJACHHBIX HCCIEIOBaHUM U ¢ HWHQpOpMaIueH,
KOTOpasi MOXKET OKa3aTh BIUSHUE HA PE3YJIbTATHI UCCIIEIOBAHNUA.

6. OTyeTsl 0 pe3ynbTaTax JOKJIMHUYECKOTO U KIMHUYECKOIO



HCCJICIOBAaHUM COCTaBISAIOTCA Pa3pabOTUYMKOM C YYETOM 3aKITIOUYECHUN
CTOPOHHHUX OpraHu3alui (B cilyuyae MpUBICUCHHS TAKMX OPTaHU3AIIH).

7. lokyMeHThl, odopmiisieMble MPH MPOBEACHUN TOKIMHUYECKOTO U
KIIMHUYECKOTO UCCIIeIOBAaHUI B COOTBETCTBUU C HacTosimuMu [lpaBunamu,
MOJJIeKAT YUETY B AJICKTPOHHOM U (WJIM) OyMa)KHOM BHJI€ OpraHU3alNen, ux
odopmMuBIIIEH, B )XypHaie (KypHaiax) ydeTta. B s)kypHane (kypHanax) ydera
JOJDKHBI OBITh yKa3aHbl HaWMEHOBAaHME, JaTa, HOMEP JTOKyMmMeHTa (Ipu
HaJW4uH), a Takxke (aMuius, UMs, OTUYECTBO (MPU HAJWYUH) JIUIIA,
OCYIIECTBHUBIILIETO 3aITUCh B XKypHaJe ()KypHallax) y4eTa.

8. JlokyMeHTbI, oopmisieMble MPU MPOBEICHUU JOKIMHHUYECKOTO U
KIIMHUYECKOTO MCCIIeIOBAaHUI B COOTBETCTBUU C HacTosimuMu [lpaBunamu,
WJIM WX KOTIMU TOJIJIEKAT TOCTOSTHHOMY XPaHEHHIO Y pa3padOoTUHKa.

9. HokymeHThl, O(OopMIsieMble CTOPOHHEH OpraHu3alueil Ipu
MPOBEICHUHN JOKIMHUYECKOTO M KIMHUYECKOTO0 HCCIEAOBaHUN B
COOTBETCTBHUH C HAacTOSIUMU [IpaBuiamMu, UM UX KOTHH MOAJIEKAT XPaHEHHUIO
B CTOPOHHHX OPTaHM3ANMAX (B Clydae UX MPHUBJICYCHHS) B TEUCHUE TpeX
net. Heo0xomMoCTh JanbHENIIIETO XpaHEHUsI B CTOPOHHUX OpTaHU3aIUsIX
YKa3aHHBIX JIOKYMEHTOB WJIM HX KOIMHM OMNpPENeNsieTCs JIOrOBOPOM,
3aKIIOYEHHBIM Pa3pabOTYNKOM U CTOPOHHEH OpraHU3aIuei.

II. HpaBI/IJIa IMPOBCACHUA TOKINHHUYCCKOI'O UCCIICIOBAHMA

10. K TOKIMHUYECKUM HUCCIIETOBAHUSIM OTHOCSITCS:

u3ydyeHue papMakoJUHAMUKKN JEHCTBYIOIErO BEIIECTBA (AEHCTBYIOLIUX
BELIECTB) JIEKAPCTBEHHOTO CPEACTBA JJIsi BETEPUHAPHOIO NPUMEHEHUS
(manee - 1IeKapCTBEHHOE CPEICTBO), BKIIIOYAOIIEE U3yUEHUE CriennpruiecKoit
(bapMakoJIOrHYECKON) aKTUBHOCTHU JIEKAPCTBEHHOTO CPEJICTBA;

U3y4YeHUe OOLIETOKCUYECKUX CBOMCTB JIEKAPCTBEHHOTO CpeAcTBa (B
TOM YHCJIE OCTPOH, CyOXPOHUYECKON U (UTU) XPOHUYECKOM TOKCUYHOCTH,
MECTHOPA3APAXKAIOLIEr0 JEHCTBUA JIEKAPCTBEHHOTO CPEJICTBA);

U3y4eHHe crnernupuiueckoi TOKCHYHOCTH JIEKAPCTBEHHOIO CPeJICTBA (B
TOM 4YHUCJIE€ HMMYHOTOKCHYHOCTH, AJUIEPIEHHOCTH, PENPOAYKTUBHOMN
TOKCUYHOCTH, TEPaTOT€HHOCTH, SMOPHUOTOKCHYHOCTH, MYTAareHHOCTH C
IIPOTHO30M KaHLIEPOT€HHOCTH);

U3Y4YEHUE EPEHOCUMOCTH 30POBBIMU )KMBOTHBIMU TE€X BUAOB, KOTOPBIM
MPEAHA3HAYAETCS HCCIEAYEMbI JIEKAPCTBEHHBIM Ipenapar i
BETEPUHAPHOIO MPUMEHEHUs1 (Jajee - I1eleBble XUBOTHBIE), MpHU
OJIHOKpDAaTHOM M MHOTOKPaTHOM BBEJIECHMHM B TEpaneBTUYECKOU
(npodunakTHUECKOi) U MOBBIILIEHHBIX 1033X;

u3ydyeHue (apMakOKMHETHKU JIEWCTBYIOIIETO BellecTBa (IEHCTBYIOIIUX



BEIIIECTB) JICKAPCTBEHHOTO CpEACTBA W (WJIM) €ro MeTaboyuTa
(MeTaboIUTOB) B OpraHU3ME IIeJIEBBIX KUBOTHBIX;

M3YUYCHHE CPOKOB BBIBEJICHHUSI OCTATOYHBIX KOJMYECTB JICUCTBYIOIIETO
BelllecTBa (AEHCTBYIOMMX BEIIECTB) U (MJIM) €ro MeTabonauTa (MeTaboJIUTOB)
U3 OpraHu3Ma IeJIeBbIX MPOAYKTUBHBIX KHUBOTHBIX B IIEJISIX OOecreueHus
0€30MacHOCTH MPOAYKIIMKU >KUBOTHOTO MPOUCXOXKIEHUSI TOCIe MPUMEHEHUS
COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O Tpernapara Jjsi BETEPUHAPHOTO
NpUMEHEHUs (Jlajiee - JIeKapCTBEHHBIN Ipenapar) B MaKCUMalbHOMN
PEKOMEHIOBAaHHOM pa3pabOTUYUKOM J103€.

11. B ciayyae, ecnu JEWCTBYIOIIMM BEIIECTBOM HMCCIIEIyEMOTO
JIEKapCTBEHHOI'O CPEICTBA SBISAETCS JEHCTBYIOLIEE BEIIECTBO, BXOJSIIECE B
COCTaB JPYroro 3apeructpupoBaHHoro B Poccuiickoii ®enepanuu
JIEKapCTBEHHOI'O MIpenapara, K OTYETY O Pe3yJibTaTax JIOKIMHUYECKOIrO
MCCJIEIOBAaHMSI B3aMEH OTYETOB O PE3yJbTaTax HMCCIECOBaHUS
(apMakoAMHAMUKH JIEHCTBYIOLIETO BEIIECTBA JIEKAPCTBEHHOI'O CpPENCTBA, a
TaKke crnenuPuieckoi TOKCUMYHOCTH JIEKAPCTBEHHOI'O CPEJICTBA MPU HATMYUU
Hay4YHOr0 0OOCHOBAaHUSA MOXKET Mpuiaratbcsa 0030p HaydyHbIX padoOT 1O
yKa3aHHBIM BHJIaM UCCIICIOBAaHUM.

12. C6op, 0O6paboTka 1 XxpaHeHue HHGOPMAIINH, ITOTYy4aeMON B X0JI€
JOKJIMHUYECKOTO HCCIEOBaHUs, JOJDKHBI OOecreunBaTh IMOJTyYeHUE
JOCTOBEPHOTO U OOOCHOBAHHOTO IPEACTABICHUS O OE30IacCHOCTH U
(dhapMaKoIOrH4eCKOil AKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

13. JIua, OTBETCTBEHHBIE 3a MPOBEICHHE JOKIMHUYECKOTO
UCCJIEI0BAHMS, U JTULA, OTBETCTBEHHBIE 32 OCYIIECTBICHUE HCCIEAOBaHUM,
MPOBOAUMBIX B paMKax JAOKIMHUYECKOrO MCCIICIOBAHUS, JOJAKHBI UMETh
BBICIIIEE BETEPUHAPHOE, MEIUIMHCKOE, (hapMalleBTUYECKOE, XUMUUYECKOE,
OMOTEXHOJIOTMYECKOE UM OMOJIOTHYECKOe 00pa30BaHue U CTaXX padOThI B
00J1aCTH TOKJIIMHUYECKHUX UCCIIEOBAHMM.

14. JIuja, yd4acTByrIIME B TMPOBEACHUU JOKIMHUYECKOTO
UCCJICIOBAHUS, TOJDKHBI UMETh KBAM(UKAITUIO B COOTBETCTBYIOIICH 00sactu
UCCIIEOBAHUS.

15. JIuma, OTBETCTBEHHBIE 3a IPOBEACHUE JOKIMHUYECKOTO
WCCIIEIOBAHMS, JIMIlA, OTBETCTBEHHBIC 3a IMPOBEICHHUE HCCIIEIOBaHUMH,
MPOBOJIMMBIX B paMKax JOKJIMHUYECKOTO WCCIICOBAHUS, W JIHIIA,
YYaCTBYIOIIHE B MPOBEICHUN JOKIMHUYECKOTO UCCIICIOBAHUSA, JOIKHBI OBITH
03HAKOMJIEHBI TOJI POCHHUCH PYKOBOJMTEIEM OpraHU3allud, MHPOBOMASIICH
UCCJIeIOBAHUE, C TUTAHOM HCCJIEI0BAHMS, MOJTHOMOYHUSAMH, OOS3aHHOCTAMHU
IpU MPOBEACHUU JOKIMHUYECKOTO HCClIenoBaHus, WHPopManue o6
UCCJIelyEMOM JIEKapCTBEHHOM CPEACTBE, a Takke ¢ HHpopManuen o
BO3MOJKHBIX OMACHOCTSX, BO3HHUKAIOIIMX IMpPU paboTe ¢ JIEKapCTBEHHBIM



CPEACTBOM.

16. JIuma, OTBETCTBEHHBIE 3a MPOBEICHHUE JOKIMHUYECKOIO
UCCJIEI0BAHMUS, TOJKHBIL:

HE J0IYCKAaTh OTKJIOHEHUH OT IIJIJaHA MUCCJIEI0BAaHNs, BHECEHHS B HETO
U3MEHEeHHH 0e3 coryiacusi pa3pabOTyuKa, 32 UCKIIOUEHHEM W3MEHEHUH,
HEOOXOMUMBIX JIJISl YCTpaHEHUs Yrpo3bl KU3HU W 3J0POBBIO JIOJEH W
HEOOOCHOBAHHON THOENHM YKUBOTHBIX, MCIOJIB3YEMbIX MPHU MPOBEACHUU
JOKJIMHUYECKOTO HCClIeIOBaHus (Aaliee - IKCIIEPUMEHTAIbHbIEC dKUBOTHBIE);

00ecreyuTh CBOEBPEMEHHBI COOp TMOJYYEHHBIX pPe3yJbTaTOB,
PETUCTPaLMIO OTKJIOHEHUH OT IJIaHAa UCCIEA0BAHUS C YKa3aHUEM MPUYUH H
OLICHKOM BJIMSIHUSI BHECEHHBIX U3MEHEHUI Ha IOJYYEHHBIE pe3yibTaThl, a
TaK)Ke MPU HEOOXOJUMOCTH TMPHUHATH MEPhI MO YCTPAHEHHUIO BBISBIEHHBIX
OTKJIOHCHMI;

o0ecreynTh MHTEPNPETALUIO U aHAIU3 TOJy4aeMbIX pe3yJIbTaToB,
MOATOTOBKY OTYETa O pe3yJbTaTax JOKIMHUYECKOTO HCCIEI0BaHUS,
KOH(DHIEHIIMAIBHOCTh TOJYYEHHBIX PE3YJIbTaTOB.

17. PykoBoauTENb OpraHU3aliy, IPOBOASIIEH HCCIENOBAHUE, JOJDKEH
o0OecrieunBaTh BBINOJIHEHWE TPEOOBaHUM, YCTAHOBJIEHHBIX IUIAHOM
UCCIIEJOBaHUsl, 0OObEKTUBHOCTh U HE3aBUCUMOCTh MPOBEACHUS UCCIIEI0OBAaHUS
Y HECTH OTBETCTBEHHOCTH 32 JIOCTOBEPHOCTD MTOJIy4aEMBbIX PE3YJIHTATOB.

18. ITomemenus, mpeHa3HAYEHHBIE U1 IPOBEACHUS JOKIMHUYECKOTO
UCCIIEIOBaHUSI, JOJKHBI COOTBETCTBOBATh TPEOOBAHUSIM 3aKOHOIATEIbCTBA
Poccuiickoit @enepanuu 1 obecriednBaTh HEOOXOJMMBIC IS ITPOBEIACHUS
JOKJIMHUYECKOTO UCCIIEIOBaHUS TEMIIEPATYPHBIE U BIAKHOCTHBIE PEKUMBI.

19. [InaHnpoBKa NMOMENIEHNH, NMPEAHA3HAYEHHBIX JUISI TPOBEICHUS
JOKJIMHUYECKOTO HCCIIEIOBaHUs, JOJKHA 00ECIeYBaTh:

M30JISIIMIO (KQpaHTHH) TMOCTYNAOMIUX 3KCIEPUMEHTAIBHBIX >KUBOTHBIX,
OOJIbHBIX IKCIIEPUMEHTAIIbHBIX )KUBOTHBIX M 3KCHEPUMEHTAIbHBIX >KUBOTHBIX,
M0/103PEBAEMBIX B HOCUTENIbCTBE MH(EKIIHIA;

XpaHEeHHue KOpMOB, 0OOpYJOBaHMS W HMHBEHTaps A yxoja 3a
AKCIIEPUMEHTAJIBHBIMU JKUBOTHBIMU HM30JIMPOBAHHO OT MECT COJAEpKaHUs
AKCIIEPUMEHTAJIbHBIX KUBOTHBIX;

U30JIMPOBAaHHOE XpaHEHHE OOpa3loB HCCIEIYyEeMbIX JEKapCTBEHHBIX
CPEICTB, B TOM YHCJIE apXUBHBIX 00Pa31I0B JIEKAPCTBEHHBIX CPEJICTB;

W30JMPOBAHHOE XPAHEHUE PEAKTUBOB, PEAr€HTOB, TECT-CHCTEM W
CTaHAAPTHBIX BEILECTB;

M30JMPOBAHHOE XPAHEHHE MOTYYAaEMbIX OTXOOB /10 UX YTHJIM3ALUU UIH
YHUUTOXEHUS;

W30JMPOBAHHOE XPAHEHHE IOKYMEHTOB;

BO3MO>KHOCTh BCKPBITHS ABUIUX 3KCIEPUMEHTAIbHbBIX )KUBOTHBIX;



pOBEICHNE MONKH, A€3MHPEKIINN UHBEHTAPs, IOJTOTOBKY KOPMOB U
yAAJIEHHE OTXO/I0B.

20. Bo3MOXXHOCTh HECAHKIIMOHMPOBAHHOTO JOCTYIIAa IOCTOPOHHUX JIUIL B
MOMEIIEHUS, MpeIHa3HauYeHHbIe [UIsI TMPOBEACHUS JOKIMHHYECKOTO
UCCJIeIOBAHUS, TOJKHA OBITh HCKIIIOUEHA.

21. [lomenienus, npeHa3HAYCHHBIE JJI1 TMPOBEACHUS JTOKIMHUYECKOTO
UCCJIeIOBAHUS, JOJIKHBI B COOTBETCTBHUU C TI'pa(pUKOM, YCTAaHOBJICHHBIM
PYKOBOJMUTENIEM OpraHU3AIMH, TPOBOJAIIECH JAOKIMHUYECKOE HUCCIEeI0BAHUE,
MOJIBEpraThCsl BIAKHOU yOOpKE C HCIOJIb30BAaHUEM JE3UH(DUIIMPYIOMIUX
cpencTB, obecreunBaroniel 0e30MmacHOCTh paboThl B HHUX, HO HE
OKa3bIBAIOIICH BIUSHUS HA MOTyYaeMble PEe3yIbTaThl.

22. 1lpu mpoBeneHUM JOKIMHUYECKOTO WCCIEAOBAHUS JOJIKHO
MIPUMEHSATHCS U3MEPUTENIBHOE U HCHBITATEIbHOE 000pYyJI0BaHuE (Hasee -
000pynoBaHuE), KOTOPOE MPOILIO MOBEPKY WIM HHOW HEOOXOIUMBIN
KOHTPOJb.

23. O0opynoBaHuE JOJKHO HKCILUTYyaTUPOBATHCS M OOCTY>KHBAThCS B
COOTBETCTBUHM C JIOKyMEHTalMed Ha 000pyIOoBaHHE, YTBEPIKIECHHOU
IpOU3BOAUTENIEM 000PYI0BaHUS (fasiee - JOKYMEHTAIIHS).

24. CoTpylHUKaM OpraHu3alud, HIPOBOJASILEH HCCIIEeIOBaHMUS,
HKCIUTYaTUPYIOLUIUM 000pYyI0BaHUE UM O0ECIIEUMBAIOIIUM €ro 00CITyKUBaHUE,
JOJKHBI OBITh IOCTYIIHBI CIEIYIOIINE CBEICHUS:

HauMEHOBaHHUE 000pyA0BaHNUs, IPOU3BOAUTEIIS;

MOJIeNIb 000PYI0BaHUS, CEPUITHBIN (3aBOJICKOI) HOMED (ITPU HAJIUYUN),
JaTa MOJIy9eHUs U TIOCTAHOBKHU HA YYeT, JaTa 3almycka B JKCIUTyaTalluio,
MHBEHTAPHBIN HOMED;

MECTO PacCIoIOKEHUsT 000PYI0BaAHNUS;

CBEICHHSI O MECTE XpaHEHUS JOKyMEHTAIlN1 Ha 000py/I0BaHNE;

JaHHBIE O COTPYAHUKE, OTBETCTBEHHOM 3a WCIIOJIb30BaHUE
000pynoBaHUs;

JaHHBIE O COTPYIHHUKE, OTBETCTBEHHOM 32 TEXHUYECKOE 0OCTYKUBAHUE
000pyIOBaHUS;

3aMKCH O TUTAHOBOM OOCITY>KMBaHWUU OOOpYJOBAaHHS M PE3yJIbTaTax
MPOBEICHUS MPODUTAKTUUECKIX OCMOTPOB, C YKa3aHUEM JaThl M TOJITUCH
COTPYJHHUKA, OTBETCTBEHHOTO 3a TEXHUYECKOE OOCITyKHUBaHUE
000pyI0BaHUS;

3aIliCH O MOBPEXKICHUX, 0TKa3ax B paboTe, peMOHTE 000py10BaHMUS,

C yKa3aHWeM JaThl U TIOAMUCH COTPYJIHWKA, OTBETCTBEHHOTO 32
TEXHUYECKOE 00CTYKMBAHUE 000PYIOBAHUS.

25. Vcionp3yemble IpU TPOBEACHUH JOKIMHUYECKOTO HCCIICOBAHMS

PEaKTUBBI U PeareHThl, CTAHJIAPTHHIE BEIIECTBA M TECT-CUCTEMBI JOJKHBI



OTBEYATh 3aJlauaM HCCIIEIOBAHMS, COOTBETCTBOBATH TPEOOBAHUSIM,
YKa3aHHBIM B IUIAHE MCCJIEIOBaHUs, MPUMEHSTHCA O HUCTEUCHHSI CPOKa
WX TOAHOCTH, UMETh MAPKHUPOBKY, MO3BOJISIONIYIO UX UACHTU(UIIUPOBATS.

26. XpaHeHUE peaKTUBOB, PEAr€HTOB, TECT-CUCTEM M CTaHIAPTHBIX
BEILIECTB JOJHKHO OCYIIECTBJISATHCS B YCIOBUAX, OOECHEUMBAIOUIUX HUX
CTaOMIJIBHOCTH B MIPOIIECCE XPAaHEHUS! M YCTAaHOBJIEHHBIX MTPOU3BOAUTENIEM, B
yIMaKkoBKe, 0OecreunBaroieil 3aluTy OT 3arpsi3HEHHUs WM TOpYH, B
OTACJIBHOW 30HE IMIOMEIICHHM, MNpPEIHAa3HAYEHHbIX ISl TPOBEICHUS
JNOKJIMHUYECKOTO UCCIE0BAaHNs, C OrPaHUYEHHBIM AOoCTyrnoM. [lapamerpsl
OKpY’KAIOILIEH Cpeibl 30HbI XPAHEHHS PEAKTUBOB, PEAr€HTOB, TECT-CUCTEM U
CTaHJIAPTHBIX BEIIECTB JOJDKHBI CUCTEMATHYECKU PETUCTPUPOBATHCA B
MOPSIZIKE, YTBEPKIAECHHOM OpTraHU3alldei, MPOBOASIIEH JTOKIMHUYECKOE
HCCJIEOBAHMUE.

27. Bce mpoueaypsl, CB3aHHBIE C YXOJAOM 3a 3KCIEPUMEHTATIbHBIMU
KUBOTHBIMH, MOJUIEKAT Y4eTy Ha OyMaXHOM Hocuteile u (Wih) B
AJIEKTPOHHOM BHJIE.

28. BHOBb TNOCTYNHUBIIAE 3KCIECPUMEHTAIbHBIC XKUBOTHBIE MOJIEKAT
KApPAaHTHHUPOBAHUIO JJI1 OLIEHKU COCTOSIHUS 3J0POBbSI.

29. Ha skcrieprMeHTalbHBIX )KUBOTHBIX, TOCTYNUBIIUX B OpTraHU3alHUIo,
POBOJIAIIYIO JTOKJIMHUYECKOE HCCIIEIOBAaHUE, JOKHBI OBITh O(OPMIICHBI
BETEpUHAPHBIE COMTPOBOAUTENBHBIE JOKYMEHTHI B CIy4YasX, MPEAYyCMOTPEHHBIX
3aKOHOJATENBCTBOM Pocculickon denepanuu.

30. bosbHBIE AKCIEPUMEHTAIIbHBIE XUBOTHBIE U IKCIEPUMEHTAJIbHBIE
KUBOTHBIC, MOJ03PEBAEMbIC€ B HOCUTEILCTBE WH(MEKIMM, TOJKHBI OBIThH
M30JIUPOBAHBl OT 3J0POBBIX OSKCIEPUMEHTAIBHBIX >XUBOTHBIX U, TPHU
HEOOXOJIMMOCTH, MOJBEPTHYTHI JiedeHH0. Bce mpoiieayphl, CBS3aHHBIE C
JMarHOCTUKOW 3a00JIeBaHusl, HA3HAYEHHBIM JICUCHUEM U €T0 pe3yJibTaTaMu,
a TAaK)KE€ OIICHKA BIUSHUS 3a00JI€BaHUSI U TMPOBEICHHOTO JICUCHUS] Ha
MoJIy4yaeMble pe3yJbTaThl MOAJICKAT YUETy Ha OYyMakHOM HOCHUTEINE U (UJK) B
AJIEKTPOHHOM BHJIE.

31. Jlna obecrieueHuss WHIWBUIYAIBHOTO HAOMIOJCHUS B MPOIECCe
POBEAECHUS TOKIMHUYECKOTO UCCIIEIOBAHUS IKCIIEPUMEHTAIbHBIE >KUBOTHBIC
JOJDKHBI OBITh WUIACHTU(UIIMPOBAHBI. B OTHOIIEHWHM MENKUX TPHI3YHOB
JIOITYCKAeTCsl TPYIITOBAasi HACHTUDHUKAIIHS.

32. Bce KJIETKH, BOJIbEPBI, KOHTEUHEPHI, MpPEIHA3HAYCHHbIC MJIs
CoJIepKaHUs IKCIIEPUMEHTATIBHBIX )KUBOTHBIX, IOJKHBI OBITH TPOMAPKUPOBAHBI.

33. DKcnepuMeHTaIbHBIE )KUBOTHBIE, MCIOJIb3yeMbIE MPU MPOBEIACHUU
JTOKJIMHUYECKOTO UCCIIEIOBAHUSI OJTHOTO JIEKAPCTBEHHOT'O CPEJICTBA, JTOKHBI
COJIEP)KAThCS M30JMPOBAHHO OT OSKCIEPUMEHTAIBHBIX >KUBOTHBIX,
UCIIOJIb3YEMbIX TIPU MPOBEACHUU JOKIMHUYECKOTO MCCIIEIOBaHUS APYroro



JICKapCTBEHHOT'O CPEJICTRA.

34. Pa3nmuuHbie BUIBI OKCICPUMEHTATBHBIX JKUBOTHBIX JIOJDKHBI
COJIEP)KaThCS M30JUPOBAHHO B OTACIBHBIX KIETKaxX, BOJbEPaX,
KOHTEHUHEpPAX.

35. DKkcnepuMeHTaNIbHbIE )KUBOTHBIE OJTHOTO BUJIA JOJIKHBI COAECPKATHCS
B OJIMHAKOBBIX YCJIOBUAX, ONITUMAJIBHBIX JIJISl JAHHOTO BHU/IA )KUBOTHBIX, UMETh
CBOOOJIHBIN TOCTYNT K KopMaM U Boje. Kopma M Boja OJKHBI OBITh
0e30MacHBIMU JIJISl 3I0POBbsI AKCIIEPUMEHTAIBHBIX KUBOTHBIX, 00€CIIEUNBAThH
NOTPEOHOCTH KUBOTHBIX B MUTATEIHHBIX BEIIECTBAX U HE JIOJDKHBI BIUATh Ha
pe3ynbTaThl UCCIAEAOBAHUS.

36. DKCepUMEHTANIbHBIE )KUBOTHBIE B T€UEHUE HE MeHee ueM 30 CcyToK
(nTuukl B TeueHue 15 CyTOK) 10 Havalla UCCIEIOBAHUN M B MEPHOJ
WCCJICIOBAaHUM HE JOJDKHBI TOJIy9aTh HUKAKUX JAPYTUX JIEKAPCTBEHHBIX
MpernapaToB, €CIM MHOE HEe TPEIYyCMOTPEHO IJIaHOM HccieaoBanusa. [lpu
MPOBEJICHUHN TOKIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO CPEJCTBA,
00J1a/1at011Iero MPOJIOHTUPOBAHHBIM JICWCTBUEM, YKa3aHHBIA MEPUOJ JOJDKEH
OBITH YBEJIMYECH.

37.llpu paboTe C OKCIEPUMEHTAIBLHBIMU >KUBOTHBIMHU CIIEIyET
PYKOBOJICTBOBATHCS CJIEIYIONUMU TPUHITUIAMHU:

a) UCTIOJB30BaHNE BHJIa (BUIOB) SKCIEPUMEHTAJIBHBIX KUBOTHBIX,
BBIOOP KOTOPOro (KOTOPHIX) HAy4YHO OOOCHOBAaH W COOTBETCTBYET
MIOCTABJICHHBIM 3a/1a4yaM UCCJICI0BaHMUS;

0) UCIIOIB30BAHUE IKCIIEPUMEHTAIBHBIX >XUBOTHBIX B MHUHHUMAIBHOM
KOJIMYECTBE, KOTOPOE TpeOyeTcs A MOMyuyeHUsT HAYYHO JOCTOBEPHBIX U
CTaTHUCTUYECKH OOOCHOBAHHBIX PE3yJIbTaTOB;

B) HCTOJIb30BaHUE, TPU BO3MOXKHOCTH, HAydYHO OOOCHOBAaHHBIX
aNbTEPHATUBHBIX METOJOB M MAaTEpPHAJIOB, BKIFOYAIONIUX OECITO3BOHOYHBIX
KUBOTHBIX, KYJIBTYPhl KJIETOK, MHUKPOOPTAHM3MbI B3aMEH TETUIOKPOBHBIX
AKCIIEPUMEHTAIIbHBIX JKUBOTHBIX;

T') MCTIOJIb30BAHNUE IKCIIEPUMEHTAJIBHBIX >XKUBOTHBIX TaKUM 00pa3oM,
YTOOBI CBECTH K MUHUMYMY NPUYUHSIEMbIE UM HEY100CTBa U 00JIb;

1) MPOBEJICHNE TMPOAOKUTEIbHBIX, OOJIC3HEHHBIX MAHUITYJISIUH,
XUPYPTUUECKUX OIEpanuidi Ha SKCHEPUMEHTAIBHBIX >KHBOTHBIX TOJBKO C
MIPUMEHEHNUEM CEJJaTUBHBIX, aHATTBI€THUECKUX JICKAPCTBEHHBIX MPENapaTos,
JIEKapCTBEHHBIX MPENapaToB JJIsl HAPKO3a;

€) yMepIiBieHue 0€30071e3HeHHBIM CITIOCOOOM B KOHIIE WJIA B TIPOIIECCE
JOKITMHUYECKOTO HCCIICIOBAHUS IKCIIEPUMEHTAIBHBIX JKHBOTHBIX, KOTOPBIC
OyIyT UCTIBITHIBATH CHIIBHBIC WJIU TIOCTOSTHHBIC 00H, (pr3ndecKkre cTpaaanus,
MOCTOSTHHYI0 ~ (DYHKIIMOHATBHYIO  HEJOCTaTOYHOCTh,  HEMOJAIOIIHECS
YCTPAHECHHIO, a TAK)KE SKCIIEPHUMEHTAIBHBIX )KHBOTHBIX IPHU HEBO3MOXXHOCTH MX



JabHENIIEr0 UCIIOJIb30BaHUSL.

DKCIepuMEHTaIbHBIE )KUBOTHBIE HA HAYaJI0 MPOBEJICHUS JOKIMHUYECKOTO
WCCIICIOBAHUS JIOJKHBI OBITH 3I0POBBIMU M HE SIBIISAITHCS. HOCHUTEIISIMU
areHTOB, CITOCOOHBIX MOBIUATH HA PE3YJIbTATHI NCCICIOBAHUSA, €CIIH WHOE
HE MPEAYCMOTPEHO IJIAHOM JOKJIMHUYECKOTO UCCIEIOBAHUS.

38. OT6op mpoO OHOJOTUYECKHX MAaTepUaoB TMPOBOAUTCS B
UHAUBUyalIbHbIE MPOOUPKHU ((p1akOHBI, KOHTEHHEpHI), KOTOPhIE JIOJKHBI
MapKUpOBaThC C  yKa3aHUEM HJCHTU(DUKAIMOHHBIX  JaHHBIX
AKCIIEPUMEHTAJILHOTO JKMBOTHOTO (TPYMIbl KUBOTHBIX), BpEMEHHU OTOOpa
npoObl OMOJIOTMYECKOTO MaTepuaia W HAMMEHOBAHUS MCCIIETyEeMOTo
JIEKAPCTBEHHOT'O CPEACTBA MJIM KOJIUPOBATHCS B COOTBETCTBUM C IIJIAHOM
HCCJICIOBAHUS.

39. Ecnu uHOE HE mpeayCMOTPEHO IUIAHOM MCCIIeIOBaHUs, MPOObI
OMOJIOTHYECKOr0 MaTepuaia JIOJKHBI 3aMOPaXUBAThCS M XPAHUTHCS B
3aMOPOKEHHOM BHJIE JI0 UX UCCIIEIOBAHUS.

40. CoTpyIHUKOM, TPOBOJUBIIUM OTOOp TMPOO OMOJIOTHYECKOTO
Marepualia, JOJDKEH COCTABIATLCS IOKYMEHT C YKa3aHHEM JaThl 0TOOpa,
UACHTU(UKAIIMOHHBIX JAHHBIX IKCIEPUMEHTAIBHOTO IKUBOTHOTO (TPYIIIBI
KUBOTHBIX), X T0JIa, BO3pacTa, Macchl. [IpoObI OHoIOrnYeckoro MmaTepuaia
JOJDKHBI TIepeaBaThCs B JIAOOPATOPHUIO C YKAa3aHHBIM JIOKYMEHTOM JIJisi
UCCIIEOBAHUS.

41. O6bemM mpoObI OMOJOTHUECKOTO Marepuajia, HeOOXOAUMBIN IS
UCCIIEOBAHUS, IOJHKEH ONPENENIATHCS UCXOSl U3 METO/1a UCCIIEIOBAHMS.

42.Ilpn mnpoBEeNCHUU JOKJIMHUYECKOTO HWCCIEAOBAHUS JOJIKHBI
HCIIOJIBL30BaThCS 00pa3iibl JIEKAPCTBEHHOTO CPE/ICTBRA:

B TOW e JIeKapCTBEHHOUW (opme, KoTopass IUIaHUpYyeTcd MJis
MIPUMEHECHUS;

MPOU3BEACHHBIE IO TEXHOJOTHUU, KOTOpas MpeaycMaTpuBaeTcs s
BKJIFOYEHUSI B MPOMBINUICHHBIM perjiaMeHT WM B HMHOW JOKYMEHT,
ONpPENEIIIONIUN TEXHOJIOTUIO POU3BOACTBA;

COOTBETCTBYIOIIHNE TPEOOBAHUSAM KaueCTBa, MPEAYCMOTPEHHBIM MTPOESKTOM
HOPMAaTUBHOTO IOKYMEHTA Ha JIEKAPCTBEHHOE CPEACTBO;

C YMTaeMOW MapKHUPOBKOM, BKJIIOYAIONIEH HAMMEHOBaHUE 00pasia
JIEKapCTBEHHOI'O CPEJICTBA WJIM HPUCBOEHHBIN KOJIOBBI HOMEP, HAMMEHOBAHUE
U KOJMYECTBEHHOE COJIEpKaHUE JEHUCTBYIOIIETO BEIIECTBA (ICHCTBYIOMINX
BelllecTB) (WM AKTUBHOCTH), HOMEP CEpUM, YCIOBUS XpAHEHUS U
CPOK F'OJTHOCTH.

43. B ciyyae ecliM colep)KaHu€ JCUCTBYIOIIErO BEIIECTBA B
JeKapCTBEHHOU (popMe Mpu MPOBEICHUH TOKIIMHUYECKUX UCCIEOBAHUM HE HA
I[EJIEBBIX JKMBOTHBIX HE TIO3BOJIAET YCTAHOBUTH 103y, BBI3BIBAIOIIYIO



(yHKIIMOHAJIbHBIC U3MEHEHUSI B OpraHU3MeE >KUBOTHBIX, JOIMYCKAETCs MPHU
HAJIMYUU HAYYHOTO0 00OCHOBAHUS MCIIOJIb30BaHUE JIEKAPCTBEHHOU (HOPMBI ¢
00JbIIIel KOHIICHTPAIUEH IeHCTBYIOIIETO BEIIECTBA, YeM IIIaHUPYETCS Jis
MIPUMEHEHUS Ha LEIEBBIX KUBOTHBIX.

44. O0pa3ipbl JIEKapCTBEHHOTO CPEACTBA JIOJKHBI COMPOBOXKIATHCS
IpeICTaBICHHON pa3pabOTYMKOM JOKYMEHTAIUEH, coiepKaniei ykazanus 00
YCIIOBUSX U CPOKaX XpaHEHHs, MH(POpMaIMi0O 0 Mepax Mo 00ecreyeHHUIo
6e3omacHOCTH pabOThl C HCCIENYEMbIM JIEKAPCTBEHHBIM CPEACTBOM,
PacCTBOPUTEIIIMM W TIPU HeoOXoaumocTu HHGoOpMalel o mnpoueaype
pPacTBOpPEHHUs], YCTPOMCTBAMM MJI1 BBEICHUS JIEKAPCTBEHHOI'O CPEICTBA
AKCIIEPUMEHTAJIbHBIM )KUBOTHBIM.

45. O0pa3Lpl UCCIIETyEMBbIX JIEKAPCTBEHHBIX CPEACTB IMOJJIEKAT YUETy
IIpU IIpUEMeE, PaCXOJ€, BO3BpaTe WJIM YTUJIU3ALHMH B COOTBETCTBUU C
MPOLEAYPOH, YTBEPKICHHON OpraHU3alen, MPOBOASAIIECH UCCIEIOBAHUE.

46. Xpanenue oOpa3loOB HUCCIEAYEMOTO JICKAPCTBEHHOTO CPEACTBa
JIOJIKHO OCYILIECTBIIATHCS B YCIOBUSX, YCTAHOBJIEHHBIX pa3pabOTYUKOM, B
YIAaKOBKE, OOECIEeUMBAIOLIEH 3allUTy OT 3arpsi3HEHHs] WU [OPYH,
o0ecneunBaroIIuX UX CTAOUIBHOCTh B MPOLIECCE XPAHEHUs, B OTIECIbHON
30H€ NOMEIIECHNUM, NMPEIHA3HAYECHHBIX I NPOBEICHUSA JOKIMHHYECKOTO
UCCJIEIOBAHNUS, C OTPAHUYEHHBIM JTOCTYIIOM. [lapameTpbl OKpyXaromen cpesl
30HBI XpaHEHUs1 00Pa3LOB JTOJKHBI PETYISPHO PETUCTPUPOBATHCS B MOPSIIIKE,
YTBEPKICHHOM OpraHU3alUen, IPOBOISAIIEH UCCIICIOBAHUE.

47. O0pasibl JIEKapCTBEHHOTO CPEICTBa, MPEACTABICHHBIE IS
MPOBEICHUS TOKJIMHUYECKOTO UCCIIEI0BAHMS, IOJKHBI UMETh CPOK T'OJIHOCTH,
JNOCTAaTOYHBIA JJI1  3aBEPILICHUS JOKIMHUYECKOTO HCCIEAOBaHUS.
Hcnonb3oBaHne B JOKIMHUYECKOM HCCIIEOBAaHUU 00pa3loB JIEKAPCTBEHHOTO
CpElICTBA C UCTEKIIMM CPOKOM TOJHOCTH WUJIM XPAHUBILUXCS B YCIOBUAX, HE
COOTBETCTBYIOIIMX YCIIOBUSM XPaHEHUS, YCTAHOBJIEHHBIM pa3padOTUNKOM, HE
nommyckaercs. B ciydae JUIMTENBbHOTO AOKIMHUYECKOTO HCCIEIOBaHMS,
IPEBBIIIAOIIETO0 CPOK TOJHOCTH JIEKAPCTBEHHOI'O CPEACTBA, YCIOBUSA 3aMEHBI
00pa31oB JIEKAPCTBEHHOI'O CPEJICTBA M KPUTEPUU MPUEMIIEMOCTU JIOJKHBI
OBITh OINMCAHBI B [IJIAaHE UCCIIEI0BAHUS.

48. [Ipu moarotoBke 0Opa3IOB JIEKAPCTBEHHOTO CPEACTBA IS
BBEJICHUSI SKCIEPUMEHTAIBHBIM JKHBOTHBIM HE JOJDKHA JOIYCKAaThbCS HUX
KOHTaMHUHALMsI JPYTUMH JIEKApPCTBEHHBIMH CPEICTBaMU M WH(EKIMOHHBIMU
areHTaMu, J10JKHA ObITh oOecrieueHa 0e30MacHOCTh JIMII, YYacTBYIOIIUX B
POBEJICHUU UCCIIEAOBAHMS, U OKPY>KAIOIIEH Cpe/Ibl.

49. BreneHue JIeKapCTBEHHBIX CPEJICTB JIOJKHO OCYIIECTBISATHCS TAKUM
00pa3oM, 4TOObl KaKJ0€ SKCHEPUMEHTAILHOE >KUBOTHOE TapaHTUPOBAHHO
MOJIYYHJIO OTIPEAEIICHHYIO J103Y JIEKAPCTBEHHOT'O CPEJICTBA.



50. YHHAUYTOXKEHNE OCTATKOB UCCIEAYEMOT0 JIEKAPCTBEHHOTO CPEACTBA
OCYILIECTBIISIETCSA B COOTBETCTBUHU CO CTaTbel 59 DenepanbHOro 3aKk0Ha OT
12 anpens 2010 . Ne 61-®3 "OO6 obparieHnn JTeKapCTBEHHBIX CPEICTB"
(nanee - ®enepanbHblil 3aK0H Ne 61-D3).

51. Opranusanus, IpoBOAsAIIas UCCIEIOBaHUE, JOJKHA YTBEPAUTH
CTaHJapTHBIE ONEPalMOHHBIE MTPOLIETYPHI, B KOTOPHIX JIOJKEH OBITh MOAPOOHO
U TOCTEA0BaTeNIbHO ONUCAH TMOPSJIOK OCYIIECTBICHUS M ydeTa BCeX
1a00paTOPHBIX U MPOU3BOACTBEHHBIX ONEpallNii, BKIIOYAs:

a) OCTYIUICHHE, MICHTU(UKAIINIO, MapKUPOBKY, 00pabOTKy, 0TOOpP
npo0, HCMONb30BaHUWE, XpPAaHEHUE M YHUUTOKEHUE (yTHIM3AIUIO)
HCCIIETyeMbIX 00pa3lioB JIEKapCTBEHHBIX CPEJCTB, CTAHJAPTHHIX 00pa3oB U
TECT-CHCTEM (B Clydae UX UCIOJIb30BAHNUA);

0) 00ciTy>)KMBaHUE U TIOBEPKY 00OPYIOBAHHS;

B) IPUTOTOBJICHUE PEAKTHBOB, MUTATEIBHBIX CPE/I;

T') BeJICHUE 3aMUCEH, 0OTYETOB, MPOTOKOJIOB U UX XPaHEHHUE;

1) 00CITy’>)KMBaHNE TTOMEIIEHUH, B KOTOPHIX TPOBOJAUTCS JTOKINHUYECKOE
MCCIIEIOBAHHE;

€) IpUeM, TPAaHCTIOPTUPOBKY, Pa3MeEIIeHNE, ONMCAHUE, UIECHTU(PUKALIUIO
HKCIIEPUMEHTAJIbHBIX JKUBOTHBIX, YXOJ 38 HUMHU.

52. Pa3paboTuuK JOJKEH YTBEPAUTh IJIaH Ka)KJIOTO HCCIEIO0BaHMUS,
IPOBOJMMOIO B paMKaX JOKJIMHUYECKOTO UCCIIEI0OBAaHUS, C YKA3aHUEM /ATl
€ro YTBEpKJIeHUs. YKa3aHHBIN IJIaH UCCIIeI0BaHUs JOKEH COJIEPKaTh:

HAaUMEHOBAHUE UCCIIEIOBaHMs, IPOBOJUMOIO B paMKax JTOKIMHUYECKOTO
WCCIICTOBAHMS;

HAaUMEHOBAHME U aJ[pec OpraHU3aIliH, MPOBOSIIICH HCCIEAOBaHNUE,
MECTO MPOBECHUS UCCIIEIOBAHNUS;

(baMunuio, UM, 0TYECTBO (IIPU HATMYMM) JIMLA, OTBETCTBEHHOTO 3a
MPOBEJCHUE WCCICNOBAaHUS, W JIUI[, YYacCTBYIOIIUX B TPOBEACHUU
HCCIICIOBAHMI;

LeJIb UCCIIEeI0BAHUS;

3aJjauy MCCIIe/JOBaHMS;

CpOK (Mecsll, TOJl) Hayaja W IJIAHUPYEMbIH CpOK (Mecsll, TOx)
OKOHYAaHUS HCCIIEAOBAHNUS;

CBEJCHMS 00 UCCIIElyeMOM JIEKApCTBEHHOM CpelcTBe ((pusmueckue,
XUMUYECKre, (hapMaIeBTUIeCKue, OMOJIOTHYEeCKUE CBOMCTRA);

CBEJICHUS O CTaHIapTHOM oOpa3siie (oOpa3iax) (B ciydae ero (ux)
UCIIOJIb30BAHU );

MIPUHIIUATIBI KCTIOJIB30BAHMSI BHUIOB SKCIIEPUMEHTAIBHBIX JKUBOTHBIX, a
TaK)K€ KpPUTEPUH BBHIOOpPA WCIOJIB3YEMBbIX B HCCICIOBAHHHM BUIOB
AKCIIEPUMEHTAIbHBIX JKUBOTHBIX, MX BO3PACTa, M0JIa, MACCHI TeJa, KpUTEPUU




BKJTIOYCHHUS (MCKJIIOUCHHUS) SKCIEPUMEHTAIBHBIX KUBOTHBIX, MOPSIKA HX
3aMEHBI;

METO/IbI UCCJIE0BaHUs ¢ 000OCHOBAHUEM UX BBIOODA;

CXEMy HCCIIEIOBAHUS U €€ 000CHOBAHHE;

KOJIMYECTBO AKCIIEPUMEHTANIbHBIX XUBOTHBIX B TpyIe, crocoda
(cmoco6oB) W myTH (MyTeH) BBEJAEHHUS SKCIEPUMEHTAIBHBIM >KUBOTHBIM
UCCJIEIyEMOTO JIEKapCTBEHHOTO CPEACTBA, KPATHOCTU NPUMEHEHHS U
IPOJOJDKUTEIBHOCTH (Pa3bl HCCIIEIOBAHUS HA IKCIIEPUMEHTATBHBIX KUBOTHBIX U
aHAIUTUYECKOW  (pa3bl, TEPUOJUYHOCTA OLEHKH  COCTOSHUSA
AKCIIEPUMEHTAILHBIX dKUBOTHBIX U 0TOOpa Mpo0, OILICHUBAEMbIE MOKA3aTeIN B
MPOLIECCE UCCNETOBAaHUS U METOANKHU OLIEHKH, UX 000CHOBAHHUE;

onvcaHue OMOJIOrMYECKOTr0 MaTepHalia, OTOMPAeMOro JJisi MPOBEICHHUS
UCCJIEI0BaHMs, CIIOCOOOB €ro 0TOOpa U XpaHEHHUs, UX 0OOCHOBAHMUE;

OMKCAaHUE MPOLEAYPbl CTATUCTUYECKOW O0OpabOTKU pe3yibTaToB
HCCJIEI0BAHMS;

000CHOBaHHE HEOOXOAUMOCTH (OTCYTCTBUSI  HEOOXOJIUMOCTH)
MPOBEJICHUSI BaTUAallMK MEeTo1a (METO0B) UCCIIEA0OBAHNS,

KPUTEpPUH OLIEHKM KOHTPOJHMPYEMBIX B MPOLECCE HCCIEIOBAHUS
IoKa3arTesie;

MOPSAOK BHECEHUSI U3MEHEHUH B IIJIaH UCCIICOBAHUS;

CCBUIKH Ha JIUTEPATYPHbIC UCTOYHUKH (B CIIy4ae UX UCIOIb30BaHUS );

JOTIONTHUTENBHYI0 HHGOpMAIIHIO (B CITydae HATAYUSA).

53. Ilnan uccrnenoBaHusi COCTABISETCS pa3pabOTYMKOM WM CTOPOHHEH
opraHu3anuei (B ciiydae ee MpUBJICUEHUS 1JIs MPOBEICHUS UCCIEIOBAHUSA).

54. Ilnan wmccmenoBaHus MOMANKCHIBAET JIMIO, OTBETCTBEHHOE 34
MPOBEICHUE TOKIMHUYECKOTO MCCIIEIOBAHUSA, C YKAa3aHUEM JOJKHOCTH,
MecTa paboThI.

55. Ilpm npoBeeHNH UCCIIENOBAHUS JIULA, YYaCTBYIOIIME B IPOBEICHUN
WCCIIeIOBAHUS, JIOJDKHBI BECTH MPOTOKOJ HCCIAEIOBAaHUS Ha OymMa)KHOM
HOCHTElEe U (W) B AJIEKTPOHHOM BHUJIE, B KOTOPOM JOJKHBI (DUKCHUPOBATHCS
JNEUCTBUS, TPEAYCMOTPEHHBIE IJIAHOM HCCIIETOBAHMS.

56. IIpoTtokon uccnenoBaHus A0JKEH BKIIFOYATD:

HAaWMEHOBAaHHE HCCIIEIOBAHUS, TPOBOJAUMOTrO B paMKax JOKIMHUYECKOTO
HCCIIEIOBAHMS;

OTMCAaHHE UCTIOIB30BAHHOTO 000PYIOBAHUS, CPEIICTB M3MEPECHUS U
PEaKTUBOB, pEareHTOB, CTAHAPTHBIX 0OPA3II0B U TECT-CUCTEM (B Cliydae
UX UCTIOJIb30BaHUA);

MIepBUYHBIC JJAHHBIE O pe3yJibTaTaXx U3MEpEeHU 1 HabIoAeHUN (B TOM
YHClie XpOMaTorpaMmMbl U (OTOrpaguu Npu UX HAIUYUN);

pe3yJIbTaThl BHIYUCICHUM U MpeoOpa3oBaHusl JaHHBIX (B TOM 4YHCIE



MIPOMEKYTOUHBIE);

OMKCAHUE U OLEHKY MPOLEyp CTATUCTUYECKOIO aHAJIN3a C YKA3aHUEM
HCIIOJIb30BAHHOTO IPOrPAMMHOI0 00ECIICUEHMS;

CBeJIeHUsI 00 HMCIOJIb3yEMbIX 3KCIEPHUMEHTAIBHBIX YKMBOTHBIX (BUI,
BO3pACT, KOJWYECTBO, Macca, MOJ M KOJMYECTBO TPy
AKCIIEPUMEHTAJILHBIX dKUBOTHBIX B KKJIOM BHJI€ HCCIEAOBAHMI), yCIOBUA
COIECPKAHUS M KOPMIICHUSI DKCIEPHUMEHTAIBHBIX JKUBOTHBIX, IMapaMeETpPhbI
OKpYXKAlOLIEH CpeAabl B TOMELICHUAX, B KOTOPBIX COAEpKaTCsA
AKCIIEPUMEHTAJIbHBIC )KUBOTHBIC;

CBEJICHUS, UMEIOIINE HEMTOCPEACTBEHHOE OTHOIIEHUE K UCCIIEIOBAHUIO U
MTO3BOJISFOIIKE BOCITPOU3BECTU X0/ UCCIIEIOBAHHUS.

JI71s1 aBTOMaTUYECKU PETUCTPUPYEMBIX MTAPAMETPOB C OOJBLIIUM YHCIOM
WMHJVBUyaJIbHBIX 3HAUEHUH I0ITyCKAETCS MPEACTABICHUE BMECTO MEPBUYHBIX
JAHHBIX O pe3yJbTaTax U3MEPEHUI U HAOMIOIEHUI pPE3yJIbTaTOB NEPBUYHOU
00pabOTKH 3TUX JAHHBIX.

57. IIpoTokon uccienoBaHus JOJKEH ObITh MOANUCAH BCEMU JIMIIAMU,
Y4aCTBOBABUIMMU B IPOBEJICHUU HCCJENIOBAHMS, C YKa3aHHEM (pamuinu,
UMEHH, 0TYeCTBa (MpU HAJIMYUK), YUEHON CTeneHu (Mpu HAIM4MM), a
TaK)K€ C YKa3aHUEM JAThl NOANKUCAHNS U HOMEPA IPOTOKOJIA HCCIEN0BAHMS,
MO3BOJIAIOIIUX UACHTU(PUIMPOBATH TAaHHBIA TPOTOKOJ.

58. CoxepkaHrue NPOTOKOJIA JOJDKHO —IIO3BOJIATH  OJTHO3HAYHO
UACHTU(OULIMPOBATh  HCCIIEIOBAaHUE, HCIIOJIb30BABILKECS  0Opa3Lbl
JIEKapCTBEHHOI'O CPEICTBA, BUJ MCCIEI0BAHUS, METO/IbI, JIULI, yYACTBYIOLUX
B TOJIYyYEHHM JAHHBIX U B MOJATOTOBKE IMPOBEACHUS HCCIEIOBaHUS,
M3MEPUTENILHOE U UCIBITATEIbHOE 000PYIOBAHUE, PEAreHThl M PEaKTUBBI,
CTaHJapTHBIE 00Pa3Ilbl U TECT-CUCTEMBI (B CIIy4ae UX MCIOJIL30BaHUsA).

59. 3MeHeHus CBEIEHUM, COEPKAIIUXCS B IIPOTOKOJIE UCCIIEN0BAHUA,
oQOpMIISIFOTCS B BUI€ JOMOJHEHUN K YKa3aHHOMY MPOTOKOIY, KOTOpPbIE
JOJIKHBI OBITh MOJNUCAHBI BCEMU JIMIIAMM, YYaCTBOBABIIMMHU B IMPOBEIACHUU
UCCJIEIOBAHNS, C YKa3aHMEM IPUYMH M3MEHEHUW, J1aTbl U HOMEpa
JOTIOJTHEHUS K TPOTOKOJTY UCCIEA0BaHUS.

60. [Tocne 3aBepieHUs] UCCIEAOBAHHUSA, MPOBEICHHOIO B pPaMKax
JOKJIMHUYECKOTO UCCIIEIOBAHUs, JIMIIOM, OTBETCTBEHHBIM 3a MPOBEICHUE
JAHHOTO MCCIIEJOBaHUs, COCTABIACTCS WM TMOIIMKCHIBAETCA OTYET O
pe3ynbTaTax UuCCIeA0BAHMS, KOTOPBIA JOJDKEH COIEPKaTh:

HAaMMEHOBAaHHE BHJIa UCCIIEAOBAHMS;

JaTy U HOMEP, MO3BOJIAIONINE UICHTU(DUIIMPOBATH JaHHBIM OTYET;

HAaMMEHOBAaHUE, aJJpeC OpraHu3aluy, MPOBOAUBIICH HCCIeqOBaHUE, U
MECTO MPOBEJEHUS UCCIIET0BAHMS;

JaThl HaYasa v 3aBEpIICHUS UCCIIeIOBAHUS;



LEb U 33a7a41 UCCIIEAOBaHUS;

dbamunnio, UM, OTYECTBO (MPU HAIMYHMH), YUCHYIO CTENeHb (Tpu
HaJU4MH) JIMIA, OTBETCTBEHHOI'O 3a MPOBEJACHUE JIaHHOTIO BHUZA
WCCJIEIOBAHMS, U JIUL, YYACTBYIOLIUX B IPOBEJICHUU UCCIIEI0BAHNUS;

OMMUCAHUE UCCIIETYEMOTO JIEKAPCTBEHHOTO CPEICTBA, BKIIKOYAsl COCTAB,
bu3NKO-XUMHUYECKHe, Onosiornueckue, papMalieBTHIECKUe CBONCTBA, HOMEpP
CEpUH, CPOK TOJTHOCTH;

OMMCAaHUE XOJA HCCIEIOBAHMS C YKA3aHHEM MCIOJIb30BAHHBIX
MaTepUaliOB U METOJIOB;

OMKMCAHUE HCIOJIb30BAHHBIX 000PY/IOBaHUA, CPEICTB HU3MEPEHUS U
PEaKTUBOB, PEAareHTOB, CTAHJAPTHBIX OOPa3LOB U TECT-CUCTEM (B Cllydae
UX UCIIOJIb30BAHUS);

nH(popMaInio 00 IKCIIEPUMEHTATBHBIX JKUBOTHBIX (BUJI, TOJI, BO3PACT,
Macca Tea, KOJIMYeCTBO JKMBOTHBIX B TPyMIE);

crioco0 BBEJICHUSI, J1I03bl U KPATHOCTh BBEJEHUS JIEKAPCTBEHHOTO
CpEICTBa;

OMKCAaHUE U OLEHKY MPOLIEIyp CTATUCTUYECKOTO aHAJN3a C YKA3aHUEM
UCIIOJIb30BAaHHOTO MPOTPAMMHOI0 00ECTICUeHNUS,

pe3yJIbTaThl MCCIEIOBAHMS CO CCBUIKAMM HAa COOTBETCTBYIOIIUE
NepBUYHBIC JJAHHBIE O pe3yJIbTaTax U3MEPEHUHN U HAOMIOICHUI, a TaKXKEe HX
CTaTUCTUYECKUI aHAIIN3;

BBIBO/IbI U3 MPOBEJICHHOTO UCCIIEI0BAHUS.

61. B ciaydae OTKJIOHEHHS OT IJIJaHA HCCJICAOBAHUS JIMIIOM,
OTBETCTBEHHBIM 3a TMPOBEJICHUE MCCIICIOBAHUS, MPOBOJAUMOrO B pamMKax
JOKJIMHUYECKOTO UCCIIEIOBAHMUSI, TOJKHBI COCTABIATHLCS U3MEHEHUSI B TLJIaH
HCCIICIOBAHUS C YKAa3aHUEM MPUYUH OTKJIOHEHHUS, KOTOPBIE YTBEPKIAIOTCS
pPa3pabOTUYMKOM U MPUIIATAIOTCS K TUIAHY UCCIIEI0BAHMS.

62. B cinydae mpuBiedeHUs [JI1 NPOBEACHUS TOKIMHAYECKOTO
MCCJIEIOBAHMS CTOPOHHEW OpraHU3aluy MOCiIe 3aBEPIIECHUS UCCIEA0BAHMS Ha
OCHOBaHMM yKa3zaHHOro B myHkTe 60 Hactosimmx IIpaBun otdyera o
pe3yabTaTax UCCIEeIOBAHUS JIUIOM, OTBETCTBEHHBIM 32 MPOBEJICHUE TAHHOTO
BU/JIa UCCIIEIOBAHMUS, IOJIKHO COCTABISATHCS U MOJANMKUCHIBATHCA 3aKIIOUCHUE,
COJIeprKalllee BHIBOJIBI U3 MPOBEICHHOTO UCCIEAOBAHUS.

63. [Tocne 3aBepiieHus: BCEX UCCIIEIOBAHUM, MPOBEACHHBIX B pPaMKax
JTOKJIMHUYECKOTO MCCIICIOBAHUsA, Pa3pabOTYMKOM COCTaBISCTCS OTYET O
pe3yibTarax JOKJIMHUYECKOTO UCCIECIOBAHNS HA OCHOBAaHUU YKa3aHHBIX B
nyHkre 60 HacTtosmux IIpaBui 0T4ETOB O pe3ynbTaTax MCCIEAOBAHUU U,
IpU HAJTUYKMH, 3aKTIOYEHUN, YKa3aHHBIX B IMyHKTE 62 HacTosmux [IpaBui.

64. OTyeT 0 pe3ynpTarax MOKIMHUYECKOTO HMCCIEIOBaHUS J1OJIKEH
OBITH MOAMKCAH PYKOBOAUTENIEM pa3padOTUnKa.



65. Otuer 0 pe3ysbTaTax JOKJIMHHUYECKOTO HCCIEIOBAHUS JIOJKEH
CoJlepKaTh:

HAaWMCHOBAHHE OTYECTA,

HAaMMEHOBAHHE JIEKAPCTBEHHOI'O CPE/CTBA;

HAMMEHOBaHUS, ajpeca  pa3paboTyMKa,  MPOU3BOAUTENS
JIEKApCTBEHHOI'O CPEJICTBAa MU CTOPOHHUX oOpraHuzanuii (B ciydae
NPUBJICUCHUS TAaKUX OpraHU3alMi JJis TPOBENCHUS JOKIMHHUYECKOTO
UCCJIeIOBAHNUS );

JIaThl HaYajaa ¥ OKOHYaHUs JOKIMHUYECKOTO UCCIIEIOBAHUS;

JaTy U HOMEp OTYETa, MO3BOJIAIONINE €T0 UIEHTU(DUIINPOBATS;

1eb U 3a7a41 JOKJIMHUYECKOTO UCCIIEI0BAHNUS;

KpaTKOE OMHCAHUE MPOBEIACHHOIO JTOKJIMHUYECKOTO HCCIEIOBaHUS,
nH(pOpMAITUIO O CTaHJAPTHOM 00pasiie (MpY HAIMYUK), TPOJAOTKUTEILHOCTD
JOKJIMHUYECKOTO MCCIEIOBaHUs, HHPOPMALUIO 00 SKCHEPUMEHTAIBHBIX
KUBOTHBIX, PE3yJIbTAThl TOKIMHUYECKOTO UCCIICTOBAHNS,

OTJIaBJICHHUE, BKITIOUYAs MTEPEUYCHD MPUII0KCHHMA, TaOJIHII,

MePEUYCHb COKPAIICHUHN U OIPEACIICHUEe TEPMHUHOB, HCIIONB3YEMBIX B
OTYETE;

OIHMCAaHHUE UCCIIEyEeMOro JIEKAPCTBEHHOTO CPECTBA, BKIIIOYAst COCTaB,
bu3nKo-XxuMHUYecKue, Ouosiornueckue, papMaleBTHIECKUE CBONCTBA;

BUJIBI MCCIICJIOBAaHUM, MPOBEJACHHBIX B paMKaX JOKIMHUYECKOTO
UCCJICIOBAHUS;

BUJI, BO3PACT, KOJUYECTBO, MACCy U TOJI IKCIEPUMEHTATbHBIX
’KUBOTHBIX, MCTIOJIb30BAaHHBIX B KAKIOM BHUJC MCCIICIOBAHUM, IPOBEICHHBIX B
paMKax JOKIMHUYECKOTO MCCIICIOBAHUS, YCIIOBUS UX COJICP KAHMS;

KOJIMYECTBO TPYIIT DKCIIEPUMEHTATBHBIX JKHBOTHBIX B KaKJIOM BHIE
HCCJICIOBAHMM, MPOBEACHHBIX B PaMKax JOKIMHUYECKOTO UCCICIOBAHMS;

PEXKUM JTIO3UPOBAHMS, KPATHOCTb U CIIOCOO BBEJEHUSI HCCIIEAYEMOTO
JIEKapCTBEHHOI'O CPEJ/ICTBA;

OTMCAaHMUE M OIEHKY MPOIIEIyp CTATUCTUYECKOTO aHAN3a C YKa3aHUEM
UCIIOJIb30BAaHHOTO MPOTPAMMHOI0 00ECTICUCHNUS;

0000ITIeHHbIE PE3YIbTAThl UCCICAOBAHUN CO CCBUIKAMH Ha OTYETHI O
pe3ynbTaTax KaKJIOTO BHJA WCCIEIOBAaHUM, MPOBEAECHHBIX B paMKax
JTOKJIMHUYECKOTO MCCIICIOBAHNS, a TAK)KE aHAIN3 YKA3aHHBIX Pe3yIbTaTOB;

BBIBOIBI O 0€30MMaCHOCTH, KauecTBe U 3((HEKTUBHOCTH JICKAPCTBEHHOTO
CpEeICTBa, B TOM YHCJIC O CPOKAX €ro BBIBEJICHUS U3 OPTaHU3Ma >KHBOTHBIX
1 0€30TMaCHOCTH MPOTYKIIUH KUBOTHOTO TIPOUCXOKICHUS TIOCIIe TIPUMCHCHUS
COOTBETCTBYIOIIETO JICKAPCTBEHHOTO Mpernapara. Y Ka3aHHbIC BBIBOJBI JOJKHBI
coziepKaTh CBEACHUS O (papMaKoJIOTHUECKOW aKTHBHOCTH, (DapMaKOKUHETHKE,
dapmMakogMHAMUKE W BO3MOKHOCTH TIOCIICAYIOIIETO MPOBEICHNS KIMHAYECKOTO



HCCIICIOBAHUS], CTEIIEHW OMacHOCTH (0€30MacHOCTH) JIEKAPCTBEHHOTO
CpencTBa Il JKMBOTHBIX, KOTOPHIM TMPEAHA3HAYACTCS HCCICTyEeMOe
JIEKApCTBEHHOE CPEACTBO, OE€30MACHOCTH MNPOAYKIHUU KUBOTHOIO
MIPOUCXOXKICHHUS, TIOTYIYCHHOW OT TaKUX )KHBOTHBIX.

66. K oTuery o pe3ynbTaTax JOKIMHUYECKOTO UCCIEIOBAHUS JOJIKHBI
npujiaraThCs IUTAHBI MCCIIEOBAaHUN (MJIM HMX KOIHWHU, 3aBEpPEHHbIC
pPa3pabOTUYMKOM JIEKAPCTBEHHOTO CPENCTBA), OTYETHI O pe3yJibTaTax
KaXKJI0TO BUJa HMCCIIEOBAHUMN, MPOBEJECHHBIX B paMKax TOKIMHUYECKOTO
UCCJIeIOBAHUS, U NTPU HAIMYUU 3aKIIOYEHUS] CTOPOHHUX OpraHu3aiuil (uiam
KOIMUU 3aKII0YEHUI U OTYETOB O pe3yJibTaTax KaXKJoro BUa UCCIICIOBaHUMH,
MIPOBEICHHBIX B PAMKaX JOKIMHAYECKOTO UCCIICTOBAHMS, 3aBEPEHHBIC ITHUMH
OpraHU3aALMIMHU).

67. Eciin B mpouecce MCCIEIOBAHUSA HCIOJIB30BATUCh METOBI
KOHTPOJIA, TIOJICKAIIHME BATHIAIINN, KOITUH MTPOTOKOJIOB BAJIUIAIIAN JTODKHBI
MpUjIaraThCsa K OTUETY O pe3yJibTaTaxX JOKJIMHUYECKOTO UCCIIECIOBAHMS.

I1I. IIpaBuna npoBeneHUs KIMHUYECKOTO UCCIICTOBAHMS

68. BO3MOXHOCTb IPOBEJICHNSI KIMHUYECKOIO HCCIEAOBAHMS JIOJKHA
OCHOBBIBATHCS HA pe3yJIbTaTax JOKJIMHUYECKOTO UCCIIETOBAHMS.

69. IlepeHOCHMOCTB JIEKAPCTBEHHBIX MIPENAPATOB 340POBBIMH JKUBOTHBIMU
YCTAaHABJIMBAETCS HA OCHOBAHMM JAHHBIX, MOJIYYEHHBIX IPU NPOBEICHUU
JOKJIMHUYECKOTO UCCIIEIOBAHUS HA LIEJEBbIX )KUBOTHBIX.

70. Jlo Hayasa KIMHUYECKOr0 UCCIEAOBaHUS pa3pabOTUMKOM JIOJKHA
OBITH MTPOBE/ICHA OLIEHKA COOTHOLIEHHUSI BOBMOKHOTO PUCKa C IPOTHO3UPYEMOM
MOJIB30M J1J151 ENEBBIX KUBOTHBIX. O1ieHKa 3(()EKTUBHOCTH JIEKAPCTBEHHOTO
npenapara AoJkKHa ObITh HauaTa U MPOAODKEHA TOJBKO B Cilyyae
npeo0IaaaHus IPOrHO3UPYEMOU MOJIb3bI HAJ] PUCKOM.

71. B ciry4yae oCylIeCTBIEHUS UCCIIEIOBAHUS, TPOBOAMMOTrO B paMKax
KIIMHUYECKOTO uccienoBanus B Poccuiickoit denepanuu, pa3paboOTUHK
JIOJDKEH YBEIOMUTH PoccenbX0o3Ham30p B 3JEKTPOHHOU (opme win Ha
OyMaXHOM HOCHUTEJE O IaTe Havaja U MEeCTe OCYUIECTBJIEHUS YKa3aHHOTO
uccienoBanus B TeueHue 10 pabounx nHel ¢ MOMEHTa YTBEPKIIEHUS IJIaHa
VCCIIEIOBAHMS.

72. Poccenbxo3Hanzop B TeueHue 10 paboumx mHEl ¢ MOMEHTa
MOCTYIUICHHS YBEIOMJICHUS pa3padoTyMKa O Jare Hayajla U MecTe
OCYUIECTBJICHUSI MCCIIEIOBAHUS, MPOBOJUMOIO B paMKax KIMHUYECKOIO
UCCJIeI0BAHUS, TOJKEH COOOIIUTH pa3pabOTUUKY B SJIEKTPOHHOU GopMe uiH
Ha OyMa)KHOM HOCHTEJIE O MOJTYYEHUHN YKA3aHHOTO YBEOMIICHHUS.

73. Ilponeaypbl cbopa, oOpabOTKM W XpaHEeHUs HHOOpPMAIUH,



MOJTy4aeMO B X0J1¢ KIIMHUYECKOTO HCCIEAOBaHUsA, JOJDKHBI 00eCreunBaTh
MOJIy4Y€HHE JOCTOBEPHOTO 1 0OOCHOBAHHOTO MPECTABICHUS O 0€30MaCHOCTH
1 3G (HEKTUBHOCTH JICKAPCTBEHHOTO Mperapara.

74. B ciydyae OOHapyXeHHUsI OMACHOCTU U (WJIU) BO3HUKHOBEHHS
YTPO3bI JJIS 3I0POBBS )KUBOTHBIX U (WJIM) JIOJed W (WJIM) 3arps3HCHHS
OKpYXalollled Cpellbl, JHI0, OTBETCTBEHHOE 3a OCYILECTBICHUE
UCCJIeIOBAHUSI, TTPOBOJIMMOTO B PaMKax KIMHHUYECKOTO HCCIEI0BAHMS,
JOJKHO HEMEIJIEHHO MPUOCTAHOBUTH UCCIIEIOBAHUE, TPOBOJMMOE B paMKax
KJIMHUYECKOTO HUCCJEIOBAaHUS, JO MOMEHTa YCTAaHOBJICHHUS] TPUYHHBI
BO3HUKHOBEHUS OMACHOCTU U (MJIM) BOSHUKHOBEHHUS YTPO3bl IS 3/I0POBbS
KUBOTHBIX U (WIN) JTIOA€ U (WIM) 3arpsi3HEHHs] OKPYKAIOIIEH cpeabl U
MPOUH(POPMHUPOBATH Ppa3padOTUMKA O NPHOCTAHOBIEHUU HCCIEHOBaHUS,
MIPOBOJIMMOIO B PaMKax KJIMHMYECKOTO HCCIEAOBaHHS, Ha OyMaKHOM
HOCHTEJIE WU B DIIEKTPOHHOU (opMe.

75. Pemienue o nMpekpaiieHuy UCCIeq0BaHus, IPOBOAUMOIO B paMKax
KJIIMHAYECKOIO0 HMCCJIEIO0BAaHMs, MPUHUMAETCA Pa3pabOTUMKOM B clydae
MOATBEP)KIAEHUSI TOTO, YTO NPHUMEHEHHE JIEKAapCTBEHHOI'O Ipernapara
HPEICTABIISIET YTPO3Y IS 310POBbs ’KUBOTHBIX U (WUJIM) JrOAEH U (WJIH)
3arpsAA3HEHMS OKPYKaIOLIEH Cpebl.

76. Pemienue o BO30OHOBICHUH UCCIIEI0BAHUS, IPOBOJUMOTO B paMKax
KJIMHUYECKOI'0 MCCIEAOBAHUSA, MPUHUMAETCS pa3pabOTUMKOM B Ciydae
NOATBEPKIAECHUS TOTO, YTO NMPUMEHEHUE JIEKaPCTBEHHOI'O IperapaTa He
IPEICTABIISIET YTPO3y I 310POBbs KUBOTHBIX U (W) JroAed U (Win)
3arpsi3HEHMs OKPYKarolel Cpeibl.

77. PazpaboTuuk O0OKEH cooOuuTh B Poccenbxo3Ham3op B
ANEKTPOHHOM (hopMe UM HA OYMa)KHOM HOCHUTENE O NPEKpalleHUH WU O
BO300OHOBJICHUH HCCJEJI0BAHMS, MPOBOJAUMOIO B PaMKax KIMHHUYECKOTO
MCCJIEI0BaHMS, B CPOK, HE IPEBBIILIAIOIMINNA 5 pabounx AHEH CO JHS TPUHITHS
pelieHnsl O MPEKPAIEHWW WIKM O BO30OHOBICHHHM KIMHUYECKOTO
UCCJIEI0BAHHSI.

78. JInna, y4acTBYIOIIME B IPOBEIECHNUN KIIMHUYECKOIO HMCCIEIO0BAHMS,
JOJKHBI UMETh KBATU(PUKAIINIO B COOTBETCTBYIOLIEH 001aCTH UCCIIEIOBAHMS.

79. JIutio, OTBETCTBEHHOE 3a NPOBEACHUE KIMHUYECKOTO
WCCJIEIOBAHMS, U JIMLA, OTBETCTBEHHBIE 3a OCYILIECTBICHUE HCCIEI0BAHMM,
IIPOBOJIMMBIX B paMKaX KIIMHHUYECKOTO MCCIEA0BaHMS, JOKHBI UIMETh BBICIIEE
BETEpUHAPHOE OOpa30BaHME M COOTBETCTBYIOIIME IIEJIAM KIMHHUYECKUX
UCCJIeIOBAHUN MOATOTOBKY M CTaK PabOThl B 00JIACTM BETEPUHAPUU HE
MEHEe TpeX JeT.

80. JIuo, OTBETCTBEHHOE 3a MPOBEACHUE KIMHUYECKOTO
UCCJIeIOBAHUS, JIUIIA, OTBETCTBEHHBIE 34 OCYILECTBICEHUE HUCCIIEIOBAHUM,



MPOBOAUMBIX B paMKaX KIIMHUYECKOIO UCCIICIOBAHMS, U JINIIA, YYACTBYIOIIHE
B MPOBEJICHUM KIIMHUYECKOTO UCCIEIOBAHUS, IOJKHBI ObITh 03HAKOMJIEHBI MO/
pOCIIUCHh PYKOBOJUTEIEM OpraHU3alluM, MPOBOISIIEH HCCIEAOBAaHUE, C
IIJIAHOM HCCIIEIOBAHMSI, TOJITHOMOYHUSIMH, O0SI3aHHOCTSIMU MPU  OCYIIIECTBICHUU
uccieaoBanus, nHGopmalmeid 00 UCciaeayeMoM JICKAPCTBEHHOM Mpenapare, B
TOM 4HCJIe ¢ HHGOpPMAIIUEeH O TMOTEHIIUAIBHBIX PUCKAX, BO3HUKAIOIIUX IPHU
paboTe C JICKAPCTBEHHBIM MPETapaTOM.

81. JIluma, OTBETCTBEHHBIC 3a IIPOBEJACHUE KIMHHUYECKOIO
WCCIIEIOBAHUSI, JOJKHBL:

HE JIONyCKaTh OTKJIOHEHUH OT IJIaHa UCCJICIOBAHUS, BHECECHUS B HETO
M3MEHEHM 0e3 corjacusi pa3paboTuuKa, 3a MCKIIOYEHUEM H3MEHEHH,
HEOOXOJIUMBIX JJIsI YCTPAHEHMs] YIpoO3bl JKM3HU U 3JI0POBBIO JIIOAEH U
HE0OOCHOBAHHOM THOCIIH ISIICBLIX KUBOTHBIX;

o0ecrneunTh CBOEBPEMEHHBIM COOp MOJYyYEHHBIX PE3yJIbTaTOB,
pErUCTpaIrIO OTKJIOHEHUH OT MJIaHa UCCJIE0OBAaHUA C YKa3aHUEM MNPUYUH U
OIICHKOM BJIMSIHUS BHECEHHBIX U3BMEHEHUN Ha TOJYYEHHBIC PE3yJbTaThl, a
TaKXe MPU HEOOXOJAMMOCTH TPUHSATH MEPHI MO YCTPAHEHUIO BBISIBICHHBIX
OTKJIOHCHUH;

o0ecreYnTh MHTEPIPETAIIMI0 U aHAJIM3 T0Jy4aeMbIX pe3yJbTaToB,
MOJATOTOBKY OTYETa O Pe3yJbTaTaXx KIWMHUYECKOTO HCCIIeI0BaHuUs,
KOH(PHUACHIINATBHOCTD MOJYyYCHHBIX PE3YIbTATOB.

82. PykoBouTENb OpraHu3aliiu, MpoBOISIIEH HCCIIeI0BAHUE, JTOJIKEH
00eCTIcYnTh BBIMIOJIHEHUE TPEeOOBaHMM, YCTAaHOBJEHHBIX  IIJITAHOM
HCCIIeIOBaHUs, OOBEKTUBHOCTh W HE3aBUCHUMOCTb OCYILECTBICHUS
HCCIIEIOBAHUS U HECET OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTh IMOJIy4aeMbIX
pe3yJbTaTOB.

83. [lomenienns, mpeaHa3HAYCHHBIE JJIsI MPOBEICHUS KIMHAYECKOTO
HCCIICIOBAHMUS, TI0JKHBI COOTBETCTBOBATh TPEOOBAHMSIM 3aKOHOAATEIHCTBA
Poccuiickoii @eaepaunn 1 olOecrieyuBaTh HEOOXOAMMBIE ISl MPOBEACHUS
KJIMHUYECKOT'0 UCCIIEAOBAHMS TEMIIEPATYPHBIC U BIAKHOCTHBIC PEKUMBI.

84. [manupoBKka MOMEIICHUN, MPEeAHA3HAYEHHBIX ISl IPOBEIICHUS
KJIIMHAYECKOT'O UCCIICIOBAHMS, JOJIKHA 00CCIIeUYBATh:

M30JIAIMI0 (KapaHTHUH) TMOCTYNAIONIUX II€JIEBBIX JKUBOTHBIX, OOJBHBIX
1I€JIEBBIX )KUBOTHBIX U I1I€JIEBBIX KUBOTHBIX, I10JI03PEBAEMBIX B HOCHUTEIILCTBE
uH(DeKIunit;

pa3zesibHOE COJIepKaHUE LIETIEBBIX KUBOTHBIX, HCIOJIb3YEMbIX B Pa3HbIX
BHIaX KIMHHYCCKUX UCCIICIOBAHUT;

XpaHEHHE KOPMOB, OOOpYJOBaHUS M HMHBEHTaps IS yxoda 3a
I[EJICBBIMA KUBOTHBIMH HM30JIMPOBAHHO OT MECT COJACP)KAHUS IIEJIEBbIX
KUBOTHBIX;



U30JIMPOBAaHHOE XpaHEHHE OOpa3lOB HCCIEIYyeMbIX JEKapCTBEHHBIX
MpenaparoB, B TOM YHCIIE aPXUBHBIX 00Pa3II0B JIEKAPCTBEHHBIX MPENapaTos;

M30JINPOBAHHOE XPAHEHNUE PEAKTUBOB, PEAreHTOB, TECT-CUCTEM U
CTaHAApTHBIX 00pas3IoB;

M30JIMPOBAHHOE XPAaHEHHUE MOJTYyYaeMbIX OTXOJIOB 10 UX YTUJIU3AlUU WU
YHUYTOKCHUS;

M30JINPOBAHHOE XPAHEHUE IOKYMEHTOB;

BO3MO>KHOCTb BCKPBITHSI IABIIUX LIEJIEBBIX )KUBOTHBIX;

MPOBEICHUE MOMKH, IE3UH(PEKIIMY UHBEHTAps, MOJATOTOBKA KOPMOB H
yIAJIEHUE OTXOOB.

85.[Ipu mnpoBeaEeHHM KIMHUYECKOTO MCCIEIOBAHUS  JIOJKHO
MIPUMEHSTHCS U3MEPUTEILHOE U UCTIBITATEIbHOE 000pYA0BaHUE, PEAKTUBBI U
peareHThl, CTaHAapTHbIE O0Opa3lbl U TECT-CUCTEMBI, COOTBETCTBYIOILIUE
TpeOOBAHMSIM, YKa3aHHBIM B IyHKTax 22 - 26 Hacrosumx [IpaBui.

86. Knuunueckue uccieioBanus JOJKHBI POBOJIUTHCA HA KAXKJIOM BHJIE
LIEJIEBBIX KUBOTHBIX, KAX0W BO3pACTHOM TpyIiie (BO3PACTHBIX TPYIINax),
JUTSL KOTOPOTO (KOTOPBIX) MPEANOJIaraeTcsi MCIOIb30BATh JIEKAPCTBEHHBIN
npenapar.

87. B KIMHUYECKOM HMCCJIEI0BAaHUU JOJKHBI MCIIOIb30BAThCS 1IEJIEBBIC
KUBOTHBIC B KOJIMYECTBE, IOCTATOYHOM ISl O0OECTICUCHUs] CTaTUCTUUYECKOMN
3HAYMMOCTH UCCIEJOBAHUS C YYETOM BO3MOKHOCTH HMCKJIIOUCHHS IIEJIEBBIX
KUBOTHBIX U3 UCCIICIOBAHUS U UX 3aMEHBI.

88. Ilocne mpenBapuTebHOTO 0TOOPA 1IENEBBIX )KUBOTHBIX MPOBOIUTCS
UX KIMHHYECKOE OO0CJe0BaHNe, BKIIOYAIOIIEE OCMOTP WU, IpHU
HE0OXOAMMOCTH, JTA0OPATOPHBIE MCCIEAOBAHMS, C LENbIO JOMYCKa IS
WCIIOJb30BaHUS B HCCIICIOBAHUU IIEJIEBBIX >KUBOTHBIX, COOTBETCTBYIOIIUX
LEJIAM U 3aJ1a4aM HUCCIICTOBAHMS.

89. Ha neneBbIX KUBOTHBIX, IOCTYIHUBIINX B OPraHU3ALUIO, IPOBOISALIYIO
KJIMHUYECKOE HUCCIE0OBaHUE, JTOJDKHBI OBITh O(DOpPMIICHBI BETEPUHAPHBIC
CONIPOBOJIUTENIbHBIE JOKYMEHTBl B  CIy4dasiX, HIPEAyCMOTPEHHBIX
3aKOHOJATENLCTBOM Poccutickon deneparuu.

90. JIni1 OLIEHKH COCTOSIHUSI 37I0POBBSI, HEOOXOJUMOTO  JIJIst
WCIIOJIb30BaHUS 1I€JIEBBIX )KUBOTHBIX B UCCIIEIOBAHNH, JIUIIO, OTBETCTBEHHOE
3a OCYIIECTBJIEHUE WCCIEIOBAHUS, [OJDKHO TMPUHATH PELIEHUE O
HEO0OXOAMMOCTH KApaHTUHUPOBAHUS IIEJEBBIX >XKHBOTHBIX M O CPOKaxX HX
KapaHTUHUPOBAHUS.

91. lnsa oOecrieueHUs: MHAMBUIYaJILHOTO HAOJIOJCHUS B IPOIIECCe
BBITIOJTHEHUSI UCCJIEOBAHUS 1I€JIeBbI€ KUBOTHBIE JIOJDKHBI  OBITh
UIeHTUPUITMPOBAHbI. B OTHOIIIEHUY 11€7IeBBIX JKMBOTHBIX, MCIOJBb3yeMbIX MpHU
MPOBEICHUN KJIMHUYECKUX HCCIEAOBAHMI JIEKAPCTBEHHBIX IMpEnapaToB,



MpeIHa3HaYeHHBIX JUIS TPYMNIOBBIX 00pabOTOK, AOMyCKAaeTCsl TpyMHIoBas
UAeHTU(DUKAITHS.

92. B mnepuoa uCCIENOBaHUS LEIEBBIE CEIbCKOXO35MCTBEHHBIC
’KUBOTHBIE 0€3 KpaliHell HeOOXO0AMMOCTH HE JOJKHBI IEpEeMEIaThCsl U3 OJHOTO
MOMEIICHUS B IPYTOE.

93. IleneBbie )KUBOTHBIE JIOJKHBI UMETh CBOOOIHBIA JOCTYI K BOJE.
Kopma u Boa 10JKHBI ObITh 6€30MacHBIMU 17151 370POBbS LIETIEBBIX )KUBOTHBIX,
o0ecreunBaTh MOTPEOHOCTH 1EIEBBIX KUBOTHBIX B TUTATEIbHBIX BEIIECTBAX U
HE JIOJDKHBI BIIUSATH HA PE3YJIbTAThI UCCIIEI0BAHMUS.

94. Ilpu npoBeAeHUM KIMHUYECKOTO HCCJIEAOBAHUS HEOOXOAMMO
PYKOBOJICTBOBAThCS IPUHIIMIIAMH, YKa3aHHBIMU B moAanyHkrax "a", "0",

"r", "n" mynkra 37 Hactosimx [IpaBun.

95. CoOCTBEHHUK UCIOIB3YEMOIO B UCCIEAOBAHUHU )KUBOTHOTO JIOJKEH
OBITH MPOUHPOPMUPOBAH 00 YKa3aHHOM HMCCIICIOBAHUU U CBA3AHHBIX C HUM
pUCKaX, B TOM YHCIE O LEIeCOOOPa3HOCTH T'yMaHHOTO YMEPIIBICHUS
’KUBOTHOTO B CIIy4ae, €CJI B MPOLIECCE KIMHUYECKOTO HCCIEAOBAaHUS €ro
(pU3HUECKOE COCTOSHHE PE3KO YXYAIIMIOCh M JajlbHEMIIee MPOBEACHUE
KJIMHUYECKOTO MCCIIEIOBAHUS NPHUYMHSAET >KUBOTHOMY CHWJIBHBIE WIIN
HOCTOSTHHBIE 00JIH, (PU3HUECKUE CTpajaHusl, MOCTOSHHYIO (DYHKIIMOHAJIBHYIO
HEJ0CTaTOYHOCTh, HENOJIAIOIINECS YCTPAHCHHUIO.

96. ndopmupoBanue COOCTBEHHHKA )KUBOTHOTO 00 HCCIIEJOBaHUM, B
KOTOPOM MCIHOJIb3YETCs KUBOTHOE, M CBSI3aHHBIX C HHMM PHCKax
OCYILIECTBIISIETCS B NMUCbMEHHOW (opMe [0 Havajga OCYLIECTBIICHUS
HCCIIEIOBAHMS, a4 O HACTYIUIEHMM PHUCKOB, YKa3aHHBIX B ITyHKTE 95
Hactosmx [IpaBu, - He MO3HEE TPEX YaCOB C MOMEHTA UX HACTYIUICHHUS.

97. OT60p POO OUOTOTrUUECKUX MATEPUATIOB JOKEH MPOBOJUTHCS B
WHIUBUyalIbHbIE TIPOOUPKHU ((PJIaKOHBI, KOHTEHHEPHI), KOTOPHIE JIOJKHBI
MapKHUpOBaTbCA C YKa3aHUEM UACHTU(UKAIIMOHHBIX JAHHBIX I[EJIEBOrO
YKUBOTHOTO (TPYIIIBI )KUBOTHBIX ), BPEMEHH OTOOpa MpoObl OMOIOTHYECKOTO
MaTepualla 1 HAMMEHOBaHHU UCCIEAYEMOI0 JIEKAPCTBEHHOTO IIpenapara Uiu
KOJUPOBATHCSI B COOTBETCTBHH C IIJIAHOM HMCCIIEOBAHUS.

98. Eciii nHOE HE TMPEAYyCMOTPEHO IUIAHOM HCCIEAOBAaHMS, MPOObI
OMOJIOTMYECKOr0 Marepuaia JOJDKHBI 3aMOPaKMBATbCA U XPAHUTHCSA B
3aMOPOKEHHOM BHJIE€ 1O UX UCCIIEIOBAHHUS.

99. CoTpyaHUKOM, TPOBOAMBIIMM OTOOp MpPoO OHOJOTUIECKOTO
MaTepuaia, JOJKeH COCTaBIAThCA JOKYMEHT C YKa3aHHEeM JAaTbl 0TOOpa,
UACHTU(UKAIMOHHBIX JAHHBIX LEJIEBOTO )KMBOTHOTO (TPYIIIbI KUBOTHBIX), HX
noJia, Bo3pacta, Macchl. [IpoObl Ononoruueckoro maTepuasna nepeiaroTcss B
71a00paTOPHUIO C YKa3aHHBIM JIOKYMEHTOM JJIsl UCCIEAOBAHMUS.

100. O6BeM npoObl OMOJIOTHYECKOT0 MaTepuaia, HEOOXOAUMBIN s



MCCJIEI0BAHMS, ONIPENEIIAECTCA UCXOI U3 METO/IA UCCIIEI0OBAHMS.

101. IIpy npoBeaeHWM KIMHUYECKOTO MCCIEIOBAHUS  JIOJIKHBI
HCIIOJIb30BaThCS 00pas3Ilbl JEKAPCTBEHHOIO MIpenapara:

B TOH JXK€ JIEKQpCTBEHHOH (hopme, KOTOpas IUTAHUPYETCS s
IPUMEHEHUS;

MIPOU3BEACHHBIE IO TEXHOJOTUU, KOTOpas MpEeAycCMaTpUBACTCS IS
BKJIFOYEHHSI B MPOMBINUICHHBI pErIaMEHT WIM B HMHOW JOKYMEHT,
ONPENEIIAIONIMN TEXHOJIOTUIO POU3BOACTBA;

COOTBETCTBYIOIINE TPEOOBAHUSAM KaueCTBa, PEAYCMOTPEHHBIM MTPOECKTOM
HOPMaTUBHOTO JIOKYMEHTA Ha JIEKAPCTBEHHBIN IIpenapar;

C MAapKHPOBKOW, COOTBETCTBYIOLIEH TpeOOBaHUSAM CTaTbu 46
PenepanbHOro 3axkoHa Ne 61-P3.

102. O6pa3ipl JeKapCTBEHHOTO Tpernapara JOJDKHBI COMPOBOXKIATHCS
MPEACTABICHHON pa3pabOTYMKOM JOKYMEHTALMEH, coepKanleil ykazanusa o0
YCIIOBHSIX U CPOKAX XpaHEHHs, MH(POpMALMIO O Mepax Mo 00eCIeYeHUIo
0e30macHOCTH pabOThl ¢ MCCIEIYEMbIM JIEKaPCTBEHHBIM IPENapaToM,
pPacTBOPUTEISIMUA U MH(OpMaLEN O MPoIeaype pacTBOPEHUs, HTHPOpMALIHEN O
KOMIUIEKTHOCTH, a TaKXe, €CJIM HE0OX0IUMO, YCTPONCTBaMU JIJIsl BBEIECHUS
JIEKapCTBEHHOIO Mpenapara [eJIeBbIM KUBOTHBIM.

103. O0pa3iibl UCCIeyeMOTo JIEKapCTBEHHOTO Ipernapara Mojjiekar
y4eTy IpH IIPUEME, PACXOE, BO3BpATE WM YTHIN3ALUU B COOTBETCTBUHU C
MPOLIEAYPOU, YTBEPKIACHHON OpraHu3alien, MPOBOASIIECH UCCIIEOBAaHHUE.

104. XpaneHnue 00pa3IoB UCCIETyEMOr0 JIEKAPCTBEHHOTO Tpernapara
JOJIKHO OCYILIECTBIIATHCS B YCIOBUSX, YCTAHOBJIEHHBIX pa3pabOTUYUKOM, B
YIaKOBKE, O0ECneuMBaIOIEel 3aluTy OT 3arpsA3HEHUs WIM TMOpYHd, B
OTJIETbHON 30HE TOMEIIECHUH, NpPEeIHAa3HAYCHHbIX [UIsl POBEACHUS
KJIMHWUYECKOr0 UCCIEA0BaHMS, C OTPAHUYEHHBIM JOCTYTIOM.

105. O6pa3upl JIeKapCTBEHHOTO Tpernapara, MpeaoCTaBICHHBIE s
MPOBEICHMS KIIMHUYECKOTO UCCIIEI0BaHUA, JOJKHBI UMETh CPOK FOAHOCTH,
JOCTATOYHBIN JUISI 3aBEPLICHUS KIMHUYECKOTO UccienoBanus. Vcrons3oBanne
B KJIMHUYECKOM HCCIIEIOBAHUN OOpa3lOB JIEKAPCTBEHHOTO Ipernapara c
UCTEKIIUM CpPOKOM T'OJHOCTHM WJIM XPAHUBIIUXCS B YCJIOBHUAX, HE
COOTBETCTBYIOIINUX yCIOBUSM XPaHEHUS, YCTAHOBJICHHBIM Pa3pabOTUNKOM, HE
nommyckaercs. B ciydae JUIMTENBHOTO KIMHUYECKOTO HCCIENOBaHUS,
IIPEBBIIIAIOIIETO CPOK FOJTHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, YCIOBUS 3aMEHBI
00pa3IloB JIEKApCTBEHHOTO MpernapaTa U KPUTEPUH MPUEMIIEMOCTH JOJKHBI
OBITH OMMCaHBI B IJIAHE UCCIIEI0BAHMUS.

106. Ilpu moaroTtoBke 0Opa3lOB JIEKAPCTBEHHOTO Mpenapara s
BBEJICHUS 11€JIEBBIM JKUBOTHBIM HE JIOJKHA JOMYCKAThCS MX KOHTAMHUHAIIUS
JIPYTUMH JICKAPCTBEHHBIMU CPEJICTBAMU U MH(PEKIITMOHHBIMU areHTaMu, JO0JKHA




ObITH OOecTieueHa 6€30MacHOCTb JIs JIUI], YYaCTBYIOUINX B OCYIIECTBICHUH
WCCJIEI0BAHMS, U OKPYKAIOIIEH Cpeibl.

107. YHUYTOKEHNE OCTATKOB HCCIEAYEMOrO JIEKAPCTBEHHOTO
npenapara OCyIecTBISIETCS B COOTBETCTBUH €O cTaThell 59 dDenepanbHOro
3akoHa Ne 61-P3.

108. Opranuzanus, npoBoasiias HUCCICAOBAHUE, JOJKHA YTBEPIAUTH
CTaHJAapTHBIC OINEpaIlMOHHbIE MPOUEAYPhl, B KOTOPBIX MOJAPOOHO U
MOCJIEIOBATENBHO JTOJIKEH OBITh OMUCAH MOPSAJOK OCYIIECTBICHUS M ydeTa
BCEX JIA0OPATOPHBIX U MPOU3BOJICTBEHHBIX OlEepaluii, BKItOUas:

a) MpueM, TPAHCIOPTUPOBKY, pa3MEIleHHe, HICHTUPUKALIUIO,
00paboTKy U KOPMIIEHHUE TIEJIEBBIX )KUBOTHBIX;

0) 00ciTy>)KMBaHUE U TIOBEPKY 000PYI0BaHHS;

B) IPUTOTOBJICHHE PEAKTHBOB, IUTATEIbHBIX CPE;

T') BEICHHUE 3aIIUCEH, OTYETOB, MPOTOKOJIOB U UX XPAHECHHUE;

1) 00CTyKMBAaHHE MOMEUIEHUH, B KOTOPBIX MPOBOJUTCS KIMHUYECKOE
HCCJIEI0BAHMUE;

€) MPUrOTOBJIEHNE KOPMOB JIJIs1 LEJIEBBIX dKUBOTHBIX;

) MIOCTYIUICHUE, UJIEHTU(DUKAIINIO, MAPKUPOBKY, 00pabOTKy, OTOOp
npo0, HCHOJIb30BAaHUE, XPAaHEHHE M YHUUYTOXKEHUE (YTHUIIM3ALUIO)
UCCIIeyeMbIX 00pa3lloB JIEKAPCTBEHHBIX MIPEMapaToB M CTaHJAPTHBIX
00pa3ioB (B ciIyyae UX UCIOIb30BaHUSA).

109. Pa3paboTunK HOMKEH YyTBEPAUTH IJIaH KaXKJIOTO0 HCCIICIOBAHMS,
POBOJMMOTO B paMKaxX KJIMHUYECKOTO UCCIEAOBAHUS, C YKa3aHUEM J1aThbl
€ro yTBEpKICHHUs. YKa3aHHBIM IIJIaH UCCIEAOBAHUS IOJDKEH COIEPKATD:

HAaMMEHOBAHHE UCCIEAOBaHMs, MPOBOAUMOrO B paMKaxX KIMHUYECKOTO
UCCJIEI0BAHMS;

HAaMMEHOBAHME U aJPeC OpraHU3alMH, MPOBOJALIEH HCCIIEIOBAaHUE,
MECTO OCYIIECTBJICHHS UCCIIETOBAHUS;

(baMunuro, UMs, 0T4ECTBO (IIPU HATMYMM) JIMLA, OTBETCTBEHHOTO 3a
OCYLIECTBJIEHUE UCCIIEIOBAHUSA, U JIML, YYaCTBYIOLIMX B OCYILIECTBIICHUU
HCCJICIOBAHUN;

LI€JIb UCCIIEI0BAHNS;

3aJ1a4y UCCIIEI0BAaHNUS;

O00OCHOBaHME IIJlaHa MCCJIEIOBaHMs, MPOBOJMMOIO B paMKax
KJIIMHAYECKOIO UCCIIEA0BaHMS;

CpPOK (Mecsll, T0/I) Hayajga M IUIAHUPYEMbId CpPOK (Mecsll, rox)
OKOHYAHMSI UCCIIEIOBAHUS;

CBeJIeHUs1 00 hccieayeMoM JIEKapCTBEHHOM Mpenapare (HauMEeHOBaHUE,
KauyeCTBEHHbIN U KOJIMYECTBEHHBI COCTaB, HOMEP CEpUHU, O0BEM CEpUH,
JaTa TMPOU3BOJCTBA, CPOK FOJHOCTH, (U3HYECKUE, XUMHUYECKUE,




Oounonornyeckue, (hapMaIreBTHUIECCKUE CBOMCTBA);

CBEJICHUS O Mpenapare CpaBHEHUS (HAMMEHOBAHUE, KAYECTBEHHBIM U
KOJIMYECTBEHHBI COCTAB JCHMCTBYIOIIMX BEIIECTB, KAYECTBEHHBIA COCTAB
BCIIOMOTATENIbHBIX BEIIECTB, HOMEP CEpUU, CPOK FOJHOCTH, (PU3UUECKHE,
XUMUYECKUe, OUOJoruvyeckue, QapmaieBTUYECKUe CBOMCTBA, HOMEP
PErUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO MIpenapara) B ciydae
€ro UCIOJIb30BaHUS MIPU MPOBEJCHUU KIIMHUYECKOTO UCCIIeI0BAHNUS;

o0ocHOBaHuE BbIOOpa pepepeHTHOTO mpemnapaTta (MpU HCCIETOBAHUU
OMO’KBUBAJICHTHOCTH);

OIKCaHue U 0OOCHOBAHUE HCIIOIb3YEMBIX B UCCIIEIOBAHUIX METOJIOB,
000py10BaHUs U CPEACTB U3MEPEHUS;

KpUTEpUH BHIOOPA UCTIOIB3YEMBIX B UCCIICIOBAHUM 1IEJIEBBIX YKUBOTHBIX,
UX BUJA, BO3pacTa, Ioja, MAcChl Teja, KPUTEPUU BKIIOUYCHUS
(MCKITFOUEHUS) LIETIEBBIX )KUBOTHBIX, MOPSIKA UX 3aMEHBI;

CXEMY UCCJIE0BAaHUS U €€ 000CHOBAHUE;

KOJIMYECTBO 1I€JIEBBIX KUBOTHBIX B TPYyIMIE, NEPUOJAUYHOCTh OIECHKHU
COCTOSIHUS 1I€JIEBBIX KUBOTHBIX U 0TOOpa Mpo0, OLICHUBAEMBIE B IMPOIIECCE
UCCJIeIOBAHUS MTOKA3aTEIN U METOJUKH UX OLIEHKHU, NX 00OOCHOBAHUE;

OnucaHue OMOJOTUYECKOro0 MaTepuaia, OTOMpaeMoro s
OCYIIECTBJICHUS UCCIIEIOBAaHMUSI, CIOCOO0B €ro oTdopa W XpaHEHHUs, UX
000CHOBaHHE;

METO/Ibl PacTpeIeTICHUS IEJIEBBIX KUBOTHBIX 110 TpyIaM, HHGopMaIus o
IIPEAIECTBYIOIEN U COITYTCTBYIOIIEU TEPAIINH;

KPUTEPUH MOCTAHOBKH JIMATHO3a U CIIOCOOBI €r0 MOATBEPKICHNUS;

omnmucaHue Ja0OpPaTOPHBIX HCCIEIOBAHUM, MPOBOAUMBIX B MpOLECCe
HCCIICIOBAHMUS;

CIocoOBbl, TyTH BBEACHUS, 1032 U PEKUM JO3UPOBAHUS HCCIIEAYEMOTO
JIEKapCTBEHHOTIO Mpenapara u (Ipy HAJIMYUKM) Tpenapara CpaBHEHUS, UX
000CHOBaHME;

KPUTEPUHU OILEHKH d(PPEKTUBHOCTH W OE30MaCHOCTU HUCCIEAYEMOTO
JIEKapCTBEHHOIO MPETapara;

MOPSAOK BHECEHUSI N3MEHEHU B IJIaH BUJIA UCCIICIOBAHMS;

OMHCAaHUE TMPOIEAYPHl CTATUCTHYECKOW O0OpabOTKU pe3yibTaToOB
HCCIIEIOBAHMS;

CCBUIKM Ha JTUTEpaTypHbIE UCTOYHUKHU (B CIIy4ae UX UCIOIb30BaHUA);

JOTIOTHUTENHHYI0 HHGOpMAIIHIO (B CITydae HATAYUSA).

110. I1nan uccneaoBaHusl 1OHKEH COCTABISATHCS Pa3pabOTUNKOM HIIH
CTOPOHHEW opraHu3aiuei (B ciaydae ee MpUBJICUCHUS ISl OCYIIECTBICHUS
UCCIICJIOBAHUS ).

111. Ilman ucciaenoBaHUs MOAIMMCHLIBACT JIMIO, OTBETCTBEHHOE 3a



MIPOBEICHUE KIMHUYECKOTO UCCIIEIOBAHMUS, C YKa3aHUEM JIOJDKHOCTH, MECTa
paboTHI.

112. JInma, y4acTBYIOIIME B OCYIIECTBICHUN HCCIIEIOBAHUS, JIOJIKHBI
BECTH MPOTOKOJ HMCCJIEJAOBaHUS Ha OyMa)XHOM HocuTele W (Wiu) B
AJIEKTPOHHOM BHUJIE, B KOTOPOM (DPUKCUPYIOTCS JEHCTBUSA, MPEAyCMOTPEHHbIE
IIJIAHOM UCCIIEOBAHUS.

113. IIpoTokos ucciaea0BaHus JOKEH BKIIOYATh:

HaMEHOBAaHHE MCCIIEIOBAHUS, IPOBOJAMMOrO B paMKaxX KIMHUYECKOTO
UCCIICOBAHNS;

OIKMCaHUE UCTOIb30BAHHOTO 000PYJOBaHUs, CPEJICTB U3MEPEHUS U
PEaKTUBOB, PEareHTOB, CTAaHAAPTHBIX O0Opa3LOB M TECT-CUCTEM (IPHU
HCTIOJIb30BAHUN );

NEPBUYHBIEC JAHHBIE O Pe3yJIbTaTax MU3MEpPEHUH M HaOIoJeHud (mpu
BO3MOKHOCTH UHIUBUIYaIbHON UJIECHTU(PUKAIINU KUBOTHBIX );

OMKCAaHUE U OLEHKY MPOLEyp CTATUCTUYECKOTO aHAJIN3a C YKA3aHUEM
HCIIOJB30BAaHHOTO MPOTPaMMHOr0 oOOecreueHus: (JIOMOJHUTENBHO MpHU
UCCJIEIOBAHUM OMO3KBUBAJICHTHOCTH YKa3bIBAlOTCA BCE 3HAYCHHS
UHIUBUYaJIbHBIX KOHIICHTpAMA U (papMaKOKMHETUYECKHX MapameTpoB, a
TaK)K€ JIAaHHBIE OIKCATEIIbHOW CTATUCTUKH, BKJIIOYas TE€OMETPUUYECKOE
cpenHee, MeuaHy, apu(pMeTUYECKOe CpeIHEE, CTAHJAPTHOE OTKJIOHEHUE,
K03 PUIIMEHT Bapualuyd, MAaKCUMaJbHbIE M MHUHUMAJIbHbIC 3HAYCHUS IS
KQXKJIOTO W3 CPABHUBAEMBIX JIEKAPCTBEHHBIX IMPENApaTOB, a TaKkKe
WHANBUyalIbHbIE (hapMaKOKWMHETUYECKHE KpUBBIC WM Tpaduk cpemHen
(hapMaKOKMHETHYECKOW KPUBOU C JOBEPUTEIbHBIMU MHTEPBAJIaMU HA TUHEHHOM
WJIM JIOTapu(PMUYECKON MIKalax);

cBelieHUs1 00 HMCIOJIb3yeMbIX LIEJIEBBIX >KMBOTHBIX (BUI, BO3pACT,
KOJIMYECTBO, MAacca, MOJ M KOJUYECTBO TPYI LENEBBIX >KMBOTHBIX),
YCIIOBHSI COJEPKaHUS U KOPMJICHHMS] LEJEBBIX KUBOTHBIX, IapaMeTphbl
OKpYXalollleld cpelbl B MOMEIIEHUAX, B KOTOPBIX COJEpKATCs LEJIEBbIe
KUBOTHBIE;

CBEJICHUS] O BOBHUKHOBEHHH HEXKEJIATENIbHBIX PEaKIU U CEepbE3HBIX
HEXEATEIbHbBIX PEAKIUNA U MEpax MO UX YCTPAHECHHUIO;

CBEJICHUS, UMEIOIINE HEMTOCPEICTBEHHOE OTHOLIEHNE K UCCIIEOBAaHUIO U
ITO3BOJISFOLIKE BOCIIPOU3BECTU X0/ UCCIIEI0BAHNS;

JTU3aiH UCCIICIOBAHUS, B TOM YHUCJIE CIIOCO0 BBEJCHUS JIEKAPCTBEHHBIX
MpenapaToB, A03y U PEXKUM JO3UPOBAHMS, UHTEPBAJI BPEMEHHU MEXKIY
BBEJICHUEM JIEKAPCTBEHHBIX MPENapaToB, OMOJIOTHYECKUN MaTepHuall, CXeMy
oTOopa nMpod OGMOJIOrMYEeCKOro MaTepuana, YCJIOBHS MX XpaHeHus (Impu
UCCIIEIOBAaHUN OMOAKBUBAJICHTHOCTH);

ONMKMCAHWE AaHAJIUTHYECKOro Meroaa (MpU  UCCIEAOBAHUU



OMOSKBUBAJICHTHOCTH);

XpoMaTorpaMMbl  (MIPU  HMCCIEAOBAHUU  OMOSKBHBAJICHTHOCTHU
XpoMaTorpaduyecKuM W MacCIEKTPOMETPHUUECKUM METOIaMu );

ONMHCaHWE METOJ0B (apMAKOKMHETHUECKOTO aHanmu3a (mpu
UCCJIeIOBAHUM OMO’KBUBAJICHTHOCTH);

OMKMCAHUE KPUTEPUEB OMOIKBUBAIIEHTHOCTH (IIPU HCCIEAOBAHUU
OMOA’KBHBAJICHTHOCTH).

JI71s1 aBTOMaTUYECKU PETUCTPUPYEMBIX MTapaMETPOB € OOJIBIIUM YHCIOM
WUHIVMBUYaJIbHBIX 3HAYEHHUH JIOMYyCKAETCsl IPEICTABICHUE BMECTO TEPBUYHBIX
JAHHBIX O pe3yjbTaTax U3MEPEHUI U HAOIIOJEHUN pPe3yJbTaTOB MEPBUUHON
00pabOTKM 3THUX JTAHHBIX.

114. IIpoTokoJ ucciieI0BaHus JOJKEH ObITh OAMUCAH BCEMHU JIMIAMU,
Y4aCTBOBABLIMMU B OCYILIECTBIEHUHU UCCIIEIOBAHUS, C YKAa3aHUEM (paMUIINH,
MMEHH, OTYECTBA (MPU HAIMYUK), YYCHOU CTEeNeHU (MpU HAIUYUH), a
TaK)K€ C YKa3aHUEM JaThl NOJANUCAHNS U HOMEpA MPOTOKOJIA UCCIEI0BAHMUS,
MO3BOJISIOIINX UACHTUPHUIMPOBATH TAHHBII IPOTOKOJL.

115. Conepxanne MPOTOKOJIA JOJKHO TIO3BOJISATH OJHO3HAYHO
UACHTU(UIIMPOBATh  MCCJIEIOBAHUE, HCIIOIB30BABIIMECS  OOpa3Ilbl
JIEKapCTBEHHOI'0 TMpernapara, BUJ HUCCIEAOBAaHUS, METOJbI, JIHII,
YYACTBYIOIIUX B IMOJYYEHHH JIAHHBIX U B MOJATOTOBKE OCYIIECTBICHUS
UCCJICIOBaHUSI, & TaKke OOOpYyIOBaHME, pPEAreHThl W PEaKTHUBHI,
CTaHAapTHBIE 00Pa3Ibl U TECT-CUCTEMBI (B CIIy4ae UX UCIOJIb30BAHUS).

116. I3meHeHust cBeACHUM, COIEpKAINIUXCS B  MPOTOKOJE
uccaen0Banusl, 0hOPMIISIFOTCS B BUJI€ JOTIOJHEHUH K YKa3aHHOMY ITPOTOKOJY,
KOTOpbIE TOJINMKUCHIBAIOTCS BCEMU JIMIIAMM, Y4aCTBOBABIIMMHU B IMPOBEACHUU
JOKJIMHUYECKOTO UCCIIEIOBaHUsA, C YKa3aHUEM MPUYUH U3MEHEHUH, JaThl U
HOMEpA JIOTOJHEHHUS K MPOTOKOJTY HUCCIIEIOBAHUS.

117. Ilocne 3aBeplIeHHs] UCCIEAOBAHUSA, MPOBEICHHOIO B pPaMKax
KJIMHWUYECKOI'0 UCCIEA0BaHMS, JIMIIOM, OTBETCTBEHHBIM 3a OCYILECTBIICHUE
JAHHOT'O UCCJIEJOBAHMSI, JOJIKEH ObITh COCTaBJICH U MOJMUCAH OTYET O
pe3yJbTaTax UCCIEI0BAHUS, KOTOPBINA JIOJKEH COJIEPHKATh:

HalMEHOBAaHUE BUA UCCIEIOBAHUS,

JaTy U HOMEP, MO3BOJISIONINE UICHTU(DUIIMPOBATH JaHHBIA OTYET;

HaMEHOBAHUE, aJ[peC OpraHu3aluu, MPOBOJAUBIIECH HCCIECIOBAHUE, U
MECTO OCYIIIECTBJICHHS UCCIIEIOBAHUS;

JIaThI HaYaja v 3aBEPIICHHS UCCIICIOBAHUS;

1eb ¥ 337a41 UCCIeAOBaHUS;

dbaMunuio, UMsl, 0TYECTBO (TIPU HAJMYMM), YYEHYIO CTeNeHb (Mpu
HaJIM4YUK), MECTO PabOThl JUIA, OTBETCTBEHHOIO 3a OCYILIECTBIEHUE
JAHHOTO BUJA MCCIEJOBAaHUS, W JIUL, YYaCTBYIOIIMX B OCYIIECTBIECHUU



HCCJIEI0BAHMS;

OINKMCAaHHUE MCCIIETyEMOro JIEKAPCTBEHHOIO Ipemnapara W Impernapara
cpaBHeHUs (MpU HAJIWYWM), BKJIIOYAs COCTaB, (U3UKO-XHUMHUYECKHE,
ouonoruueckue, (apmaleBTUUECKHE CBOWCTBA, HOMEp CEpHH,

CPOK T'OJTHOCTH;

OMMCAaHUE XOJA HCCIEIOBAHMS C YKA3aHHEM MCIOJIb30BAHHBIX
MaTepUaliOB U METOJIOB;

OIKMCaHUE UCTOIb30BAHHOTO 000PYOBaHUS, CPEJICTB M3MEPEHUS U
PEaKTUBOB, PEAreHTOB, MIPENapaToB CPABHEHUS U TECT-CUCTEM (B cllydae
UX UCTIOJIb30BaHUA);

PEXKUM JIO3UPOBAHMS, KPATHOCTh U NYTh BBEICHUS HCCIETYyEMOTO
JIEKapCTBEHHOIO MIpenapara;

BUJI, BO3PACT, IMOJ, KOJMYECTBO IIEIEBBIX >KUBOTHBIX B KAXKIOU
IpYIIe, YCIOBUS KOPMIICHUS;

pe3ynbTaThl UCCIENOBAHUS CO CCBUIKAMU Ha COOTBETCTBYIOIIME
MEpBUYHbBIC JAHHBIE O pe3yJbTaTaX HU3MEPEHUNW U HAOMIOJCHUN, UX
CTAaTUCTUYCCKUU aHaJIN3;

BBIBO/IbI U3 NPOBEJICHHOT'O HCCIIEI0BaHUS.

118. Ilpu nccnenoBannu OMOAPKBUBAJICHTHOCTUA OTYET O PE3YJIbTaTax
UCCIIEOBAHUS IOJKEH COIEpKaTh CBEACHUS, yKa3aHHbIE B IyHKTe 117
HacTosiux [IpaBui, a Takke cleayroyo HHPOPMAIIHIO:

000CHOBaHuE BbIOOpa METO/Ia OIpeieTIeHHs] JEHCTBYIOIIEro BEIIECTBA,
WM MeTaboJIuTa, WM H30Mepa, oOJamarmux (HapMaKoIOrHIeCcKOu
AKTUBHOCTBIO (J1aJiee - aHAJIUT) B OMOJIOTUUECKOM MaTepuare;

ONKCaHUe UCMOJIB30BAHHOIO criocoba pacuera (HapMaKOKMHETUYECKUX
apameTpoB;

pe3ynbTaThl ONPENEICHUS] COJAEPKAHMS aHAIUTAa B OMOJOTMYECKOM
Marepuaie, MOJyYEeHHbIE [JIi KaXIOro ILEeJIeBOro >KMBOTHOTIO,
COOTBETCTBYIOIINE CPEAHUE 3HAUCHUS U BEJIMUMHBI CTaHIAPTHBIX OTKJIOHECHMUIA;

CTaTUCTUYECKUE KPUTEPUU, MCIOJIB30BAHHBIE JUISI OLIEHKHU
OMOPKBUBAJICHTHOCTH, W PE3YyJbTaThl A3TOM oOleHKH. [ Kaxaoro
CpPaBHUBAEMOTI'O JIEKAPCTBEHHOTO TIperapara JOHKHBI ObITh yKa3aHbl BCE
3HAUYCHUS WHIWUBUIYAIbHBIX KOHIIGHTpAluid #u  (apMaKOKHHETHUYECKUX
MapaMeTpoB, Hapsy C JaHHBIMH OIHUCATEIIbHOW CTATUCTUKH, BKJIIOYast
reOMETPUUYECKOEe CpelHee, MeAuaHy, apudmMeTuyeckoe cpeaHee,
CTaHJAPTHOE OTKIIOHEHUE, KOI(PPUIIMEHT BapHallii, MaKCUMaJIbHBbIC U
MUHHMMaJbHbIE 3HaUCHN. MHAMBHIyanbHbIE KpPUBBIE "KOHLEHTpALMSA-BpEMs "
CleAyeT NMPEe/ICTABIATh Ha TUHEWHON UK Jorapudmudeckoi mkanax. [{ommken
OBITH OMHUCAH METOJ MOJy4YeHHs (apMaKOKHHETHYECKUX MapaMeTpoB U3
MCXOJIHBIX JAHHBIX U KOJIMYECTBO TOUEK B TEPMUHAIBLHON JorapudMuiecKkon



¢aze, NCIIOTB30BAHHBIX ISl OIEHKH KOHCTAHTBI CKOPOCTH TEPMHUHAIBHOU
SJIMMHUHAIIHAH.

119. B caydae OTKIOHEHMS OT IUUIaHA HCCIECAOBAHHS JIMLIOM,
OTBETCTBEHHBIM 3a OCYIIECTBICHUE UCCIIEIOBAHUS, TPOBOJAMMOTO B paMKax
KIMHUYECKOI0 HMCCIICIOBAHMUS, COCTAaBISAIOTCS HM3MCEHEHHS B ILIaH
MCCIICIOBAHUS C YKa3aHUEM MPUYMH OTKJIOHEHMS, KOTOPBIE YTBEPKAAIOTCS
Ppa3pabOTYNKOM M MPUJIAratoTCs K IJIaHY UCCIIeIOBAHMS.

120. B ciaydyae mnpuBiiedeHUs i1 TMPOBEACHUA KIMHUYECKOIO
MCCIICIOBAHUSI CTOPOHHEN OpraHM3aliK MOCJIE 3aBEPIICHUS UCCIICA0OBAHNS Ha
OCHOBaHMHU yKa3zaHHOro B myHkTe 117 Hactosiiux IIpaBunm otdera o
pe3yJbTarax HMCCIEIOBAaHMS JIMIIOM, OTBETCTBEHHBIM 3a OCYIIECTBIICHHE
JTAHHOTO BHJa MCCIIEAOBAHMS, COCTABIISICTCS M MOIIIMCHIBACTCS 3aK/II0UCHHE,
COJIeprKalllee BHIBOJIbI U3 MPOBEICHHOTO UCCIEIOBAHUS.

121. IMocne 3aBepiieHns BCEX UCCIECAOBAHUM, IIPOBEICHHBIX B PaMKax
KJIMHUYECKOTO HCCIIEIOBAHMS, pa3pabOTUYMKOM COCTABIISIETCS OTYET O
pe3yibTarax KIMHUYECKOr0 MCCIICIOBAaHUSI HA OCHOBAaHWM YKAa3aHHBIX B
nyHkre 117 nactosmux IIpaBuir 0T4ETOB O pe3yapTaTax UCCICAOBAHUN W,
MIpY HAUIMYMH, 3aKIIOYEHUM, YKa3aHHbIX B MyHKTE 120 HacTosux [IpaBu.

122. OTtuet 0 pe3yJabTaTax KIMHUYECKOTO UCCICAOBAHUS JIOKEH OBIThH
MOJAMHUCaH PYKOBOAUTEIEM pa3pab0OTUHKA.

123. OTt4eT 0 pe3ynbTaTax KIMHAYECKOTO MCCIEAOBAHMS JOJHKEH
COIEPKaTh:

HalMECHOBaHME OTUYCTA;

HaMEHOBAHUE JIEKAPCTBEHHOTO Mpenapara;

HAaUMEHOBaHUsI, ajpeca  pa3pabOT4yMKa,  MPOU3BOIAUTEINS
JIEKApCTBEHHOI'O TMperapara U CTOPOHHMX oOpraHu3anuii (B ciydae
MPUBJICUCHUS] TAKUX OpraHu3aluil s TPOBEICHUS] KIMHUYECKOTO
HCCIICIOBAHMUS);

JTaThl HayaJla 1 OKOHYaHHUs KIIMHUYECKOTO UCCIICIOBAHUS;

JIaTy ¥ HOMEP OTUYeTa, IMO3BOJISIIOIINE €r0 HACHTU(HUIIUPOBATh;

LIEJIU M 3aJIa9¥ KJIMHAYECKOI'0 UCCJICJOBAHMS,

KpaTKO€ OINKMCAaHHUE TMPOBEAECHHOTO KIWMHUYECKOTO HCCIIeI0BaHMUS,
nH(pOpMaITHIO 0 TIpenapaTe CpaBHCHUS (IIPH HAIMYHH), TTPOJOTKUTEILHOCTD
KJIMHAYECKOT'0 UCCIICIOBaHUs, JIO3UPOBAHKUE JICKAPCTBEHHOTO IIperapara,
BU/IbI LIEJIEBBIX )KUBOTHBIX, PE3YJIbTAaThl KIMHUYECKOTO UCCIICIOBAHUS;

OTJIaBJICHHE, BKIIFOYAS TIEPEUCHDb IIPUIIOKCHHH, TaOJIHIT,

nepeyeHb COKPAILICHUN U OMpe/esieHne TEPMUHOB, UCMOJIb3yeMbIX B
OTYETE;

KpaTKOE OIMKMCAaHUE MPOBEJACHHOIO JOKJIMHUYECKOTO HCCIEI0BaHUS,
uH(OPMAIIUIO O CTAHIAPTHOM 00pa3le (MpyU HAIUYUU), NPOAOKUTEIBHOCTD



JTOKITMHUYECKOTO WCCIEIOBaHUS, HWHPOPMANUI0 00 SKCIEPUMEHTAIBHBIX
KUBOTHBIX, PE3yJIbTAThI TOKIMHUYECKOTO UCCIICTOBAHNS,;

OMHCaHUE MCCIEAYEMOTO JIEKApCTBEHHOTO IIperapaTa, BKIIOYas
cocTtaB, (HU3MKO-XHUMHUYECKHE, Ounojorndeckue, ¢apMarieBTUICCKUE
CBOMCTBA;

BUJIbI HCCIEAOBAHUM, MPOBEICHHBIX B pPaMKax KIMHHUYECKOTO
UCCJIeIOBAHNUS;

CBEJICHUS O 1ICJIEBBIX )KUBOTHBIX W PACHpPENEICHUH HUX MO0 TpyInam
(BUI, BO3pAacT, KOJIMYECTBO, Macca M TIOJ IIEJIEBBIX >KUBOTHBIX,
UCIIOJIb30BAaHHBIX B KAXKJIOM BHUJIE HCCIIEIOBAHUMN, YCIIOBUS UX COJACpPIKaAHUA,
KOPMJICHHS ¥ TIOCHHUSI, KOJTUYECTBO TPYIII 1IEJIEBBIX JKUBOTHBIX B KAKIOM BUJIE
HCCIIEI0BaHMIN);

1103y (103BI), PEKUM JTO3UPOBAHUS, CIOCOOBI BBEACHUS U IPUMEHEHUS,
BpeMs ITpueMa JICKapCTBEHHOTO TperapaTa, MPOJ0DKUTEILHOCTh JICUCHUS
(mamee - cxeMa MpUMEHEHUS JICKAPCTBEHHOTO TIpernapara);

OTIFICAHHE W OIEHKY MPOIIETYyp CTATUCTUYECKOTO aHAIN3a C YKa3aHHUEM
HCITOJIh30BAHHOTO TIPOTPAMMHOTO 00ECTICUCHMS;

000011IeHHbIE PE3YyJIbTAThI UCCIECIOBAHUN CO CChUIKAMU Ha OTYETHI O
pe3ynbTaTax KaKJIO0TO BHUJA MCCIEJOBAaHUM, MPOBEJECHHBIX B paMKax
KJIIMHUYECKOT'O UCCIIEIOBAHMS, a TAK)KE aHAJIU3 YKa3aHHBIX Pe3yJbTaTOB,
BKJIIOYAsl ONMHUCAHUE HEXKENIATeNbHBIX peakiuil (KpaTKoe OmNucaHue
HEXKeJAaTeNbHBIX PEaKInii, UX aHaJu3, CIUCKH HEXKETATeIbHBIX PEaKIluii,
KOTOpbIE HAOJIIOIaTTUCh Y 1IEeTIEBBIX JKUBOTHBIX), OMHMCAHUE CIy4aeB THOEIH
IIEJICBBIX JKUBOTHBIX U APYTUX CEPHE3HBIX HEXKETATCIBHBIX PEaKINi, OICHKY
KJIMHUKO-1a00paTOPHBIX MOKa3aTeNel )KUBOTHBIX (MIPU HAIMYKUK), TTapaMeTphl
KU3HCHHO BaXHBIX (YHKIMHA OpraHW3Ma IIEJIEBBIX JKUBOTHBIX U JIPYTYIO
MH(}OpMaIHIO 110 BOIpOocaM O€30MaCHOCTH, a TaKKe OLEHKY 3 (PEeKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOIO Mpenapara;

aHaJIN3 JIUTEPATYPHBIX TaHHBIX (IIPU HAIUYHUN);

BBIBOJIBI O TMEPEHOCHUMOCTU JICKAPCTBEHHOTO Mperapara IeJIeBbIMU
KUBOTHBIMH, 00 YCTAaHOBJICHHH ONTHUMAJbHBIX JO3HUPOBOK JIEKAPCTBEHHOTO
nmpernapara U Kypca JICUeHHMs] Ha KOHKPETHOW TpYMIe >KUBOTHBIX C
ompeeeHHbIM 3a00JIeBaHUEM (CXEMBbl TPUMEHEHUS JIEKAPCTBEHHOTO
npenapara), 6e3onacHocTd 1 3G(HEKTUBHOCTH JICKAPCTBEHHOTO Tpernapara,
MIPEIHA3HAYECHHOTO JIJIS JICUCHUSI OTIPEICIICHHBIX 3a00I€BaHN KUBOTHBIX, WA
3¢ (PEeKTUBHOCTH JICKAPCTBEHHOTO Tperapata A NpopuIaKTUKK 3a00JIeBaHUN
KUBOTHBIX, BO3MOYKHOCTSAX PACHIMPCHHS ITOKa3aHUH K MPUMEHEHHUIO
3apETrUCTPUPOBAHHOTO JICKAPCTBEHHOTO TperapaTa W BBISBICHHS paHee
HEN3BECTHBIX NOOOYHBIX JEUCTBUH.

124. K oT4eTy 0 pe3ysnbTarax KJIMHHUYECKOTO HMCCIEIOBAHUS JIOJKHbI



npuiaratbcs IUTaHbl (WM WX KOMHH, 3aBEPEHHBIC pPa3pabOTUYUKOM
JIEKapCTBEHHOI'O Mpernapara), OTYEThl O pe3yibTaTax KaKJIOro BHUAA
UCCJIEI0BAHMM, MPOBEACHHBIX B PAMKax KIMHUYECKOTO MCCIIEIOBaHUsA, H,
MIPY HAJIWYUH, 3aKJIFOYEHHS] CTOPOHHHUX OpraHU3aluid (MM KOHMH 3aKITF0UEHUN
U OTUYETOB O PE3yJIbTaTaX KaKJI0TO BUJA HMCCIIECIOBAHUMN, MPOBEIECHHBIX B
paMKax KIIMHAYECKOTO UCCIIEA0BAHMS, 3aBEPEHHBIC 3TUMU OPTraHU3aAIUsIMU).

125. Tlpu wuccnenoBaHud OHOSKBUBAJIECHTHOCTH K OTYETYy O
pe3ynbTaTax KIMHAYECKOTO HCCJEJAOBAHMS JIOJDKHA MPHIIaraThCs KOMUs
IPOTOKOJIA BAJMJAIMU METOJIa OIpPEACNICHUs aHajIuTa, COJEpKaIIero
CBEJICHUS O JINHEWHOCTU B HEOOXOIMMOM JMaNia30He KOHLICHTpAIUH, BIUSIHUN
OMOJIOTHMYECKOr0 MaTrepuaia Ha IOJIydaeMbIil pe3ylbTaT HCCIeI0BaHus,
npezaesie OOHApYKEHHUsI METOJa, Mpeesie KOJIMYECTBEHHOTO ONpeneseHus
METO/1a, CEJIEKTUBHOCTU METO/Ia, TOYHOCTH METOAA, MPEU3UOHHOCTH
METO0/1a, CTA0OMIBHOCTH aHAUTa B OMOJIOTUYECKOM MaTepHuale, a Takke B
clIyyae OMNpEeIeieHUs aHajauTa  XpomaTorpauyeckuM  WJU
MacCCIEKTPOMETPUUYECKUM METOJIaMU - XPOMATOIPAMMBI, MOJATBEPKIAIOIINE
MIPE/ICTABJICHHBIE PE3YJIbTATHI BAJIUIALIMH.

IV. IlpaBuiia uccienoBanus 0MOAPKBUBAJICHTHOCTH

126. VccnenoBanue OWMOIKBUBAJICHTHOCTU  SIBIIACTCS  BUIOM
KJIIMHUYECKOTO UCCIIEIOBAHMS, IPOBEACHUE KOTOPOTO OCYUIECTBIIACTCS JIS
ONpEICJICHHS] CKOPOCTH BCACHIBAHUS U BBIBEICHUSI OTHOTO MM HECKOJIBKHX
obnanarommx (papmMakoIOTHUECKON aKTUBHOCTBHIO JIEUCTBYIOIIMX BEIECTB U
(mnu) UxX MeTaboJMTOB, KOJMYECTBA JICKAPCTBEHHOTO TMpernapara,
JIOCTUTAIOIIETr0 CUCTEMHOI'0 KPOBOTOKA, U PE3YJIBTAThl KOTOPOTO TO3BOJSIOT
cienaTh BBIBOJ, O OMOAKBUBAJICHTHOCTH BOCITPOU3BEICHHOTO JICKAPCTBEHHOTO
npernapara B ONPEACICHHBIX JEKApCTBEHHON (opMe U JO3UPOBKE,
COOTBETCTBYIOIIUX JIEKapCTBEHHOW (opMe M J03UpOBKE pedhEepeHTHOTO
JIEKapCTBEHHOIO Mpernapara.

127. JIBa nexkapCTBEHHBIX IIpenapara, COJAEpKalUUX OJUHAKOBOE
KOJMYECTBO JEHCTBYIOIIETO BEIIECTBA, CYUTAIOTCS OMOIKBUBAIEHTHBIMU, €CIIU
OHH SIBJISIIOTCA (DapMaIieBTUUECKH YKBUBAIICHTHBIMU U UX OMOJOCTYITHOCTH (T10
CKOPOCTH U CTEIIEHU, C KOTOPOU JEUCTBYIOIIEE BEIIECTBO WJIM AKTHBHAS
4acTb MOJIEKYJbl JEMCTBYIOLIETO BellecTBa abcopOupyroTcs U3
JIEKapCTBEHHOIO Mpenapara U CTAHOBATCSI IOCTYIHBIMU B MECTE CBOETO
NEeNUCTBUS) TIOCJIC MPUMEHEHHUS B OJITMHAKOBOM MOJISIPHOM /103€ YKJIabIBaCTCs
B JIOMYCTUMBIE MpeNebl. YKa3aHHbIE MPEAeNibl YCTaHABIUBAIOTCA JUIS
o0OecrieueHuss  COMOCTaBUMOCTH  OMOQapMalleBTUYECKUX  CBOICTB
JIeKapCTBEHHOU (DOPMBI, B KOTOPOU BBIMYCKAIOTCA JIEKApCTBEHHBIE TIPENapaThl,



in vivo (TO €CThb CONOCTaBUMOCTH HX MO 3(P(HEKTUBHOCTH U
0€30macHOCTH).

128. MccrnenoBanuss OMOSKBUBAJEHTHOCTH HE TMPOBOMASITCS B
OTHOIIICHUH:

a) IYMMYHOOHOJIOTUYECKHX JIEKaPCTBEHHBIX MPENapaTos;

0) JJeKapCTBEHHBIX MPENapaToB PacTUTEILHOIO MPOUCXOXKICHUS, B
OTHOUIEHUU KOTOPBIX HE ObLIT YCTAHOBJIEH COCTAB;

B) JICKAPCTBEHHBIX TNPENapaTroB, HE JOCTUTAIOIIMX CHUCTEMHOIO
KPOBOTOKA;

) JEKapCTBEHHBIX  MPEMapaTroB,  NpeIHAa3HAYCHHBIX IS
WHTPAIUCTEPHAILHOTO WM BHYTPUMATOYHOTO BBEICHMUS;

1) TPOOUOTHUYECKUX JICKAPCTBEHHBIX MPENapaToB.

129. JleiicTByto111€€ BENIECTBO B pePEPEHTHOM U B BOCIPOU3BEACHHOM
JIEKapCTBEHHBIX Tpernaparax JOHKHO WMETh OJMHAKOBYIO MOJCKYJISIPHYIO
bopmy.

130. Ilepen HayanoM ucciiea0BaHusl OMOIKBUBAJIECHTHOCTH JIOJKEH OBITh
MPOBEACH aHajdu3 oO0pa3loB BOCIPOU3BEACHHOIO U pe(epeHTHOTo
JIEKapCTBEHHBIX MPENapaToB Ha COJAEPKAHUE U TOJJIUHHOCTh JIEWCTBYIOIIETO
BelIeCTBa (JEMCTBYIOLIUX BEILIECTB).

131. o3sl pedepeHTHOTO U BOCHPOU3BEACHHOTO JIEKaPCTBEHHBIX
penaparoB JOJKHBI ObITh OJJMHAKOBBIMU. [Ipu BBIOOpE /103bI B epecueTe Ha
JEHCTBYIOIEE BEIIECTBO CJIEAYET PYKOBOJICTBOBATHCS WHCTPYKIHUEH 10
BETEPUHAPHOMY IPUMEHEHUIO pedepeHTHOTO JIEKApCTBEHHOTO Mpernapara.

132. B ciiydae ecinu peepeHTHBIN JICKAPCTBEHHBIN Mpemnapar MOXKET
MIPUMEHATHCS B Pa3HBIX J03aX, CICAYET HMCIOJIb30BaTh MAaKCHMAJIbHYIO
PEKOMCHIIOBAaHHYI0 HMHCTPYKIIMEH TIO BETECPHUHAPHOMY TPUMEHEHUIO
pedepeHTHOro JIeKapCTBEHHOTO Mpernaparta 103y (J1ajee - peKOMEH10BaHHas
7103Q).

B ciuywae ecnaum mpeAcCTaBiIeHO HaydyHOe OOOCHOBaHUE
HEIEIeCO00Pa3HOCTH UCIIONB30BAHUS B UCCIIEIOBAHUU OMOAKBUBAJICHTHOCTH
JIEKapCTBEHHOTO TIperapara MaKCUMAaJIbHOM PEKOMEHJIOBAaHHOM [O3HI,
JIOITYCKAeTCsl UCTIONB30BaTh JIIOOYIO 103y U3 AMarna3oHa /103, YKa3aHHBIX B
WHCTPYKITUU TI0 BETEPUHAPHOMY MTPUMEHEHHUIO pe(hepEeHTHOTO JIEKapCTBEHHOTO
npenapara.

133. B cnydae eciii T1pu BBEACHUU PEKOMEHJIOBAHHOM J103bI
NEUCTBYIONIEE BEIIECTBO (JIEUCTBYIOLIME BEIIECTBA) B KPOBH HE JIOCTUTAET
(HE OCTHTAIOT) MOCTYIHBIX ISl M3MEPEHHS COBPEMEHHBIMH METOJaMU
3HAYEHUH, JOMYCKAETCS UCIOIb30BaHNE 00Jiee BHICOKUX /103, HO HE Ooiee
TPEXKPATHON PEKOMEHIOBAHHOM JJO3bI MPH YCJIOBHH, YTO HCIIOIH30BAHUC
TaKMX J03 HE MPUBOJWT K BO3HUKHOBCHUIO HEKEJATEIBHBIX PpPEaKIIHM



OpraHu3Ma KMUBOTHOTO.

134. [ToaroToBKY BOCIIPOU3BEICHHOTO U pehepeHTHOTO JIeKapCTBEHHBIX
MIPENapaToB K BBEJACHUIO LIEJIEBBIM )KUBOTHBIM CIEAYET IPOBOJUTH OJTMHAKOBBIM
cnoco0oM, Tak, YTOObI 3TO HE OKa3aJo BIMSHUS Ha PE3yJIbTAThl
UCCIeOBaHus. BBeneHHe JEKApCTBEHHBIX IMPENapaToB  JIOJHKHO
OCYIIECTBJIATHCSA TAKUM 00pa3oM, UTOOBI Ka)KJJ0€ )KUBOTHOE TapaHTUPOBAHHO
NOJIYYUJIO ONPEACIEHHYI J03y JEKapCTBEHHOro Ipemnapara. Jis
JIEKapCTBEHHBIX MpenapaToB B popMe TabJIETOK C PUCKOU JOMyCKaeTcs
UCIIOJIb30BAHUE PA3/ICICHHON N0 PUCKE YaCTH TabJIETKH, B TOM cllydae,
€CJIM HOPMAaTUBHBIM JOKYMEHTOM Ha JIEKAPCTBEHHBIN Mpenapar MpeaycCMOTPEH
KOHTPOJIb OTHOPOJHOCTH JI03UPOBAHMSI YACTEH TaOIETOK.

135. Ecnu pedpepeHTHBIN JIEKapCTBEHHBIN Ipenapar BbITyCKaeTCs ¢
pa3sHOM  JTO3UPOBKOM, VCCIIEIOBAHUE OMO’KBUBAJICHTHOCTH
BOCITPOM3BEJIEHHOTO JIEKAPCTBEHHOTO MpernapaTa JI0JKHO MPOBOAUTHCS IO
OJIHOHM U3 JJO3UPOBOK MPHU COOJIIOJIEHUHU CIAEAYIOINX YCIOBUM:

KAUECTBEHHBI COCTAB JIEWCTBYIOIIMUX BEHIECTB M BCIOMOIATEIbHBIX
BEILECTB pehepeHTHOTO JIEKAPCTBEHHOTO MpernapaTa ¢ pa3Hod J103UpPOBKOM
OJIMHAKOB (32 UCKJIFOUEHHUEM KpacHuTeNlel 1 apoMaTu3aTopoB);

COOTHOIIIEHHE MEXAY COJEpPKAHUEM JEHCTBYIOIIMX BEIIECTB U
BCIIOMOTaTEJbHBIX BEIIECTB PEPEPEHTHOr0 JEKAPCTBEHHOI'O IMpernapara c
pa3HOM JTO3UPOBKOU OJIMHAKOBO;

TEXHOJIOTHsI POU3BOICTBA PEPEPEHTHOTO JIEKAPCTBEHHOI'O Mpernapara
C Pa3HOU JO3UPOBKOM OJMHAKOBA.

136. MHoOrokpaTHO€ BBEJICHHE MPU UCCIICT0BAaHUN OMOIKBUBAJIEHTHOCTU
JOJIKHO TIPUMEHSATHCS IS

JIEKapCTBEHHBIX MPENaparoB C 3aMEJICHHBIM BBICBOOOXKIECHHEM
JEHCTBYIOUIETO BEIIECTBA, MPEAHA3HAYEHHBIX AJI1 MHOTOKPATHOT'O BBEACHUS U
MMEIOIINX TEHACHIINIO K HAKOIUIEHUIO B OPTaHU3ME;

JIEKapCTBEHHBIX MPENapaToOB C HACHIIIIAEMbIM BbIBEICHHUEM,;

JIEKapCTBEHHBIX IPENapaToB, KOHLEHTPALUIO KOTOPBIX B KpPOBU
CYILLECTBYIOIMMH aHATUTUYECKUMH METOJAMHU HE TPEICTABISAETCS BO3MOYKHBIM
ONPEIEIUTh PY OJHOKPATHOM BBEJICHUU.

B yka3zaHHBIX ciy4asiX mpu BbIOOpEe KpPaTHOCTH BBEACHHUS CIIETYET
PYKOBOJICTBOBAaTbCSl HMHCTPYKLUMEW IO BETEPUHAPHOMY IPUMEHEHHUIO
pedepeHTHOTrOo JIEKAPCTBEHHOTO TpernapaTa U ONpelneisTh KOHUEHTPALHUIO
JNEUCTBYIOLIETO BELIECTBA B KPOBHU IMEPE] BBEICHUEM CIEAYIOLIEH 03Bl
JIEKapCTBEHHOIO Mpenapara.

137. Ilpu OTCYTCTBUM B IJIaHE HUCCIEAOBAHUSI OOOCHOBAHUS s
MHOTOKpPAaTHOTO BBEJEHUS TMPU MCCIEI0BAaHUU OHOAKBUBAJIEHTHOCTU
IPUMEHSIETCS OTHOKPATHOE BBEJICHUE JIEKAPCTBEHHOTO Mpernapara.



138. B ciydae ecnu MHCTPYKUHEW 0 BETEPUHAPHOMY IIPUMEHEHUIO
pedepeHTHOTO0 JIEKApCTBEHHOTO MpernapaTa MpeayCMOTPEHO HECKOIBKO My Tei
BBEJICHUS, HCCJIENOBaHUE OMOAKBUBAJIEHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOI'O MTpenapara MOXET MPOBOAUTHCS JIFOOBIM W3 YKa3aHHBIX MTyTEH
BBeneHus. [Ipu 3TOM B mlaHe MCCIEIOBAaHMS JIOJDKHO OBITh YKa3aHO
000CHOBaHUE B3aMMO3aMEHAEMOCTH Pa3HbIX MyTell BBEICHUS.

B wuHBIX cioydasx [JOJDKHO TIPOBOJIMUTBCS — HCCIEIOBAHUE
OMOPKBUBAJICHTHOCTH MPHU BCEX CIOCO0aX BBEIEHUSA, MPEIYCMOTPEHHBIX
IPOEKTOM MHCTPYKIIMH MO BETEPUHAPHOMY MPUMEHEHUIO BOCIPOU3BENCHHOTO
JIEKapCTBEHHOIO MpEeTapara.

139. lu3aiiH WCCICAOBAaHUS OWOSKBHBAJICHTHOCTH MOXET OBITh
MEPEKPECTHBIM, MMAPAIUIETbHBIM HIIH MTOCJIEI0BATEIbHBIM.

140. IlepekpecTHblid aU3aliH NPEAYCMATPUBAET BBEACHUE NEPBOMN
rpynne IeNeBbIX >KUBOTHBIX pe(EepeHTHOr0 JIEKAPCTBEHHOIO Mpernapara,
BTOPOU IPyIIIE HENEBIX KUBOTHBIX - BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO
npenapara. Ilocie ompeneneHHOro nepuoaa BPEMEHU NEPBOM Tpymme
YKAUBOTHBIX BBOJIMTCS BOCITPOU3BEICHHBIN JICKAPCTBEHHBIN IPENapar, BTOPOU
rpymIe )KUBOTHBIX - peepeHTHBIN JIeKapCTBEHHBIN Mpenapar.

[Tepuoa mexay BBeleHUSIMU pe(epeHTHOrO JEKapCTBEHHOIO IMpenapara
Y BOCIIPOM3BEACHHOTO JIEKAPCTBEHHOIO IIpenapara rpyIme )XMBOTHBIX JOJDKEH
OBbITh HE MEHEE YEM LIECTUKPATHBIM MEPHUOJ MOJIYBBIBEICHUS JIEHCTBYIOIIETO
(meiicTByromuMXx) BemiecTBa (BemiecTB) u (Win) ero (ux) metabonutos. [Ipu
HAJIMYUHU HAYYHOTO0 00OCHOBAHHUS MPOJOHKUTEILHOCTh YKa3aHHOTO Mepuoaa
MOKET ObITh U3MEHEHA, HO JOJDKHA O0OeCreyMBaTh MAaKCHUMAJIbHO MOJIHOE
BBIBEJICHUE JICHCTBYIOIIETO (JICMCTBYIONINX ) BEllleCTBA (BEIIECTB) U (KUJIN) €ro
(1x) MeTabOIUTOB W3 OpraHuU3Ma >KMBOTHOTO, a TaKXE€ OTCYTCTBHUE
OCTATOYHBIX (PU3HOJIOTUYECKUX 3PPEKTOB OT BBEACHHUS JIEKAPCTBEHHBIX
Mpenaparos.

[Tpu uccnenoBanuy GMO3KBUBAIIEHTHOCTH JIEKAPCTBEHHBIX MPENApaTOB,
JEUCTBYIOLIME BEIIECTBA KOTOPBIX SBISIFOTCS AaHAJIOraMH  BEIIECTB,
oOpa3yromuxcs (MPUCYTCTBYIOIIMX) B OPTaHW3Me )KUBOTHOI'O B IIPOLIECCE €0
KU3HEACSTENLHOCTH (J1aJiee - SHAOT€HHbIE BEIIECTBA), MPOJOIKUTEIbHOCTD
nepuoja MeXAy BBEJCHUSIMU pehepeHTHOrO JIEKapCTBEHHOTO Ipernapara u
BOCIIPOU3BEAEHHOIO JIEKAPCTBEHHOTO Mpernapara rpyrre »XWBOTHBIX JO0JDKHA
ObITh 0OOCHOBaHa. ba3oBble YpOBHM SHIOI€HHOIO BEIIECTBA B KPOBU
’KUBOTHBIX IEPBOM M BTOPOM TPYMNIbI, ONPEIECICHHbIE NEPE] BBEICHHUEM
npenapara, He J10JKHbI OKa3bIBATh BIMUSIHUS Ha PE3YJIbTaThl KCCIEIOBAHUS.

[Ipyn KMCHOAB30BAHMM TMEPEKPECTHOTO JM3ailHA Ka)XJAOMYy LIEJIEBOMY
YKUBOTHOMY CJIEyET BBOAUTH JICKAPCTBEHHBIN IIPENapar B OAHOM U TOM XKe
7103€ BO BCE MEPUOIbI UCCIAEAOBAHMS.



[lepekpecTHBIM JW3alH CHEAYET MCIOIb30BaTh B  Cllydae
HEBO3MOKHOCTH INPUMEHEHHs IOCIIEIOBATEIBHOIO WJIM IAPALIETBbHOTO
IU3ailHa Ha MMEIOLIEMCS KOJUYECTBE JKUBOTHBIX JUOO NpHU HU3YUCHUH
OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB, JCHCTBYIOIINE BEIIECTBA
KOTOPBIX SIBJISIFOTCS] SHIOT€HHBIMU BEILIECTBAMH.

[lepekpecTHBIN NU3aliH HE TOJHKEH HMCIOJIb30BATHCS IPU MPOBEICHUU
UCCJIeIOBaHUS OMO’KBUBAJICHTHOCTH Ha TE€X BUJAX LEJEBBIX KUBOTHBIX,
(U3HOTOTUYECKOE COCTOSIHUE OpTraHru3Ma KOTOPBIX 3HAYUTEIBHO WU3MEHUTCS
3a TEepUoJl MPOBEICHUS HCCIENOBaHUs OHOSKBUBAJIECHTHOCTH, 3a
UCKJIIOUEHHEM CITy4aeB, KOrjla €CThb HaydHOe OOOCHOBaHME BO3MOKHOCTH
HCIIOJIb30BaHUs MIEPEKPECTHOTO AU3ANHA.

141. [TapamienbHpll  AUM3aiH  TPEAYCMATPUBAECT OJHOBPEMEHHOE
BBEJICHHE IE€PBOM TIPYIIE KUBOTHBIX pe(EpeHTHOro JIEKapCTBEHHOIO
npenapara u BTOPOU Ipynie )KUBOTHBIX BOCIPOU3BEAECHHOTO JIEKAPCTBEHHOTO
npenapara.

[TapajutennbHBIN AW3alH CIEAyeT HUCIOJIB30BaTh [JIsi MPOBEACHUA
UCCIe10BaHNs OMOAKBUBAJIEHTHOCTH B CIEAYIOIINX CIyYasx:

NEHCTBYIOIIEE BEIIECTBO WJIM €ro METa0OJUThl BbI3BIBAIOT
(uU3MONIOTUYECKUE W3MEHEHHMsI B OpraHu3Me€ JKUBOTHOTO, KOTOpBIE
BIIOCJIEZICTBUM MOTYT IOBJIMATH HAa (JapMaKOKUHETUKY JIaHHOTO BEIIECTBA MIPU
OBTOPHOM BBEJICHUU;

JEHCTBYIOIIEE BEIIECTBO MM €ro MeTabONMUThl MUMEIOT JJIUTENbHBIHN
NEPUOJ MOJYBBIBEACHUS WM TEHACHIMIO K KyMYJSILIMM B OpPraHU3MeE
KUBOTHOTO, B CBSI3M C YEM TOBBIIIAETCS PHUCK MPUCYTCTBUSI OCTATOYHBIX
KOJIMYECTB JICKAPCTBEHHBIX MPENapaToOB MOCIE BBEACHUS JIEKAPCTBEHHBIX
MpenapaToB JUO0 U3MeHseTCsl (PU3UOJIOTUYECKOE COCTOSHHUE )KUBOTHBIX;

001t 00beM KpOBU B OPraHU3Me )KMBOTHOTO UCKIIFOYAET BO3MOYKHOCTh
MOBTOPHOT'O UCIOJIb30BAHUS TAKUX KUBOTHBIX B UCCIEAOBAHUM.

142. IlocnenoBaTenbHBIN AU3AH MPEIyCMaTPUBAET TMOCIEA0BATEIHHOE
BBEJICHHUE I'PYIIIE )KUBOTHBIX pe)epeHTHOr O JIEKapCTBEHHOTO Ipernapara, a
3aTeM BOCIIPOM3BEIEHHOIO JIEKAPCTBEHHOTO IIpenapara.

[Tepuoa Mexay BBeIEeHUSIMU peEepeHTHOIrO JEKapCTBEHHOIO Mpernapara
Y BOCIIPOU3BEAEHHOT0 JIEKAPCTBEHHOTO MperapaTa Ipymie )KUBOTHBIX JTOJKEH
OBITH HE MEHEE YEeM LIECTHUKPATHBIM MEPHUO MOJIYBBIBEICHUS JEHCTBYIOIIETO
(meiicTByromMX) BemiecTBa (BemecTB) u (Win) ero (ux) metabonutos. [Ipu
HAJIMYUHU HAYYHOTO0 00OCHOBAHHUS MPOJOKUTEIFHOCTh YKa3aHHOTO MepHoja
MOXKET OBITh U3MEHEHA, HO JOJDKHA OO0EeCreurnBaTh MaKCUMAaJIbHO TOJIHOE
BBIBEJICHHE JICHCTBYIOIIETO (JICMCTBYIONINX ) BElIeCTBA (BEIIECTB) U (WUJIN) €ro
(ux) MeTaboOJUTOB M3 OpPraHM3Ma >KMBOTHOIO, a TAKXKE OTCYTCTBHE
OCTATOYHBIX (PU3HOJIOTUYECKUX SP(HEKTOB OT BBEIACHUS JIEKAPCTBEHHBIX



IIPEIapaToB.

[locnenoBarenbHbIl AW3aiH HE JOJDKEH HCIIOJIb30BaThC IpU
MIPOBEICHUH MCCIICIOBAaHUS OMOPKBUBAJICHTHOCTH Ha TEX BHJIAX IICJICBBIX
KUBOTHBIX, (PU3HOJOTHIECKOE COCTOSIHAE OpPTaHU3Ma KOTOPHIX 3HAYUTEIIHHO
U3MEHHTCS 3a IEPHUO/] IPOBEICHUS UCCIEA0BaHUS OMOIKBUBAJICHTHOCTH.

143. B ciiydae ecinm MHCTPYKUUEHW IO BETEPUHAPHOMY IPUMEHEHUIO
pedepeHTHOro JIEKapCTBEHHOTO Mpenapara MpeayCMOTPEHO NpUMEHEHHE
pedepeHTHOro JIEKapCTBEHHOTO MpernapaTa HECKOJIbKUM BHUJAM >KHUBOTHBIX,
UCCJIeIOBAaHUE OMOKBUBAJIEHTHOCTH BOCIPOU3BEICHHOIO JIEKAPCTBEHHOTO
npenapaTra BO3MOKHO Ha OJHOM U3 YKa3aHHBIX BHJIOB JKUBOTHBIX, €CIM OHH
OTHOCSITCSI K TETUIOKPOBHBIM KMBOTHBIM.

144. JIns npoBeneHUsT UCCIEAOBaHUS OMOAKBUBAJICHTHOCTHU MOTYT
HCIIOJIb30BAThCS KUBOTHBIE JIO00r0 mnoja. Bo3pacT KMBOTHBIX, MOpOAA,
Macca, YpoBEHb MPOIYKTUBHOCTH (111 CEJIbCKOXO035MCTBEHHBIX JKUBOTHBIX) B
rpynne >KUBOTHBIX, KOTOPOM BBOAMUTCS pe(EPEeHTHBIM JIEKapCTBEHHBIM
npenapar, U Tpynme >KUBOTHBIX, KOTOPOMl BBOJUTCS BOCIPOU3BEICHHBIN
JIeKapCTBEHHBIN TMpenapar, JOJKHBI ObITh AHAJIOTHYHBIMU. Macca He J0JDKHA
BBIXOJUTH 3a Mnpeseiibl = 20% aiist >kuBOTHBIX Maccoi 10 20 kr u £ 10% s
KUBOTHBIX Maccoil 6osiee 20 Kr OT CpeliHel MacChl MO TPYIIE KUBOTHBIX.

145. B neHb BBEJIEHHS JICKAPCTBEHHOTO IIpenapaTa J0CTYIl KUBOTHBIX
K KOPMY JIOJDKEH OBITh OTPaHUYEH, €CJIM UHOE HE OOOCHOBAHO B IJIaHE
UCCIIEOBAHUS.

146. )KuBoTHBIE /U1 POBEJCHUS UCCIIENOBaHNS OMOAKBUBAJICHTHOCTHU B
TeueHue He MeHee yeM 30 cyTok (NITULlb B TeUeHHue 15 cyToK) 10 Hauaja
HCCIIeIOBaHUsT OWOAKBUBAJICHTHOCTH U B TIEPUOJ  HCCIIEIOBAHUS
OMO’KBUBAJICHTHOCTH HE JOJDKHBI TOJIy4aTh JICKAPCTBEHHBIX MPENaparoB,
€CJIM MHOE HE TPEIyCMOTPEHO IUIaHOM HcciienoBanus. llpu mposenenuu
UCCIEIOBaHUsI OMOIKBUBAJIGHTHOCTH JIEKAPCTBEHHOI'O  Ipemnapara,
00J1agaromero NpoJOHTMPOBAHHBIM JIEHCTBUEM, YKA3aHHBIA MEPHUOJ JOJHKEH
OBITH YBEJIMYECH.

147. Uucno KUBOTHBIX B OJTHOM TPYIIE TOJDKHO OBITH HE MEHEE IIECTH.
Bonpiiee ynciao KUBOTHBIX MOXKET TMOTPEOOBATHCS JUIsl CpPaBHEHUS
pedepeHTHOTO U BOCIPOW3BEACHHOTO JICKAPCTBEHHBIX IIPEMapaToB,
o0ONaaronx 3HAYUTEIBLHON BapHaOCIbHOCTHIO (HaPMAKOKMHETHYECKUX
rapamMeTpoB, a TAK)Ke P MPOBEICHNUN UCCIIEIOBaHNUSI OMOIKBUBAJICHTHOCTH
Ha XUBOTHBIX, Y KOTOPBIX HE MPEACTABISACTCS BO3MOKHBIM IMPOBOAUTH
MHOTOKpATHbII 3a00p OMOJIOrMYECKOro Marepuana B HEOOXOJIUMOM
KOJIMYECTBE.

148. B kadyecTBe OMOJIOTMYECKOTO MaTepuana JJjis WCCIeI0BaHUS
OMO’KBUBAJICHTHOCTH MCIIOJIB3YIOTCS CHIBOPOTKA, MJIa3Ma KPOBU WUJIU LI€JIbHAS



KpOBb. B citydae HEBO3MOKHOCTH OINPEAEIICHHS] KOHIIEHTPALUH JEHCTBYIOLIETO
BelllecTBa (AEHCTBYIOMMX BEIIECTB) U (W) ero (Mx) mMeTaboJIUTOB B
IJ1a3Me KpOBHU, CBIBOPOTKE, IEJIbHOW KpPOBH, JIOIYCKAETCS ONPEICICHHUE
JNEUCTBYIONIErO BellecTBa (ACHCTBYIOMMX BEIIECTB) U (W) €ro (UX)
METa0O0JUTOB B TKAHSIX.

149. Cxema ¥ MPOJIOJDKUTENHLHOCTh OTOOpa MpOoO OHUOIOTHYECKOTO
MaTepuaa onpenensercs Gopmoil papMakoOKUHETHYECKON KpUBOMl (rpaduka
3aBUCUMOCTH KOHIICHTPAllUU JCHCTBYIONIETO BEIIECTBA B OTOOpaHHOM
OMOJIOTUYECKOM MaTepuaie OT BpeMEHH, MPOIIEAIIEro C MOMEHTa BBEICHUS
JIeKapCTBEHHOTO Mpemnapara). Beibop BpeMeHn or6opa nmpod OMOJIOrHIecKOoro
MaTepuana JI0JKEH 00ecrieunBaTh MOMyYeHUE HE MEHEEe TpeX TOYeK st
(ha3bl NIEPBOHAYATILHOTO BO3PACTaHUsI KOHLEHTPAMU ACHCTBYIOLIETO BEIIECTBA
Y HE MEHEE MATHU ToueK sl (a3bl ee CHUXKEHHUS, 3a HCKIIOUCHUEM
JIEKapCTBEHHBIX MpenapaToB Jisi BHYyTPUBEHHOTO BBEICHUS.

B oTHoOlIEeHHWH JEKApCTBEHHBIX MpenapaTtoB sl BHYTPUBEHHOIO
BBEJICHMS BBIOOP BPEMEHH 0TOOpa MpoO OMOJIOTrHYECKOT0 MaTepuana JOJKEH
oOecrieunBaTh MOJyYCHUE HE MEHEe MATH TOoYeK s (Da3bl CHIDKCHUS
KOHIICHTPAIMU JACHCTBYIOIIETO BEIIECTBA.

B oTHolIeHHH JEKapCTBEHHBIX MpPEMapaTroB C MPOJIOHTUPOBAHHBIM
JIECTBHUEM BBIOOp BpeMeHU 0TOOpa Mpod OMOJIOrHuecKoro MaTepuana J0HKeH
JIOTIOJTHUTENIBHO 00€CTIeUrBATh MOJTYyYEeHNE HE MEHEee TPEX TOUeK ISl (asbl,
KOrJa MaKCUMaJlbHasi KOHIEHTPALMs IEMCTBYIOIIETO BEIIeCTBa (I€MCTBYIOIINUX
BEIIECTB) OTHOCUTEIHHO MOCTOSHHA.

150. It monydeHus: IOCTOBEPHOIO 3HAYEHUS MAaKCUMAaJIbHOMU
KOHIICHTpAIuH JeHCTBYIONIETo BemecTBa (qainee - Cmakc) ordbop oOpasiios
OMOJIOTHYECKOr0 MaTepHraia B pailoHe BpEMEHU JOCTUKEHUSI MaKCUMalbHOM
KOHLIEHTpalUK JACHCTBYIOIIEro BeulecTBa (nanee - TMakc) mpoBOAMTCS €
YaCTOTOM, JJOCTATOYHOM JUISI OOECII€YEeHHUsS CTAaTHUCTHYCCKOM 3HAYMMOCTH
UCCIIEI0BAHMS.

151. TIpogomxuTenbHOCT 0TOOpa MpPoO OMOJIOTMYECKOr0 Marepuasa
JOJKHA ONPENENATHCS MO CIEAYIOINUM KPUTEPHUSIM:

a) Mepuoj TOJyBbIBeNIeHNs (MPOAOHKUTEIBHOCTE 0TOOpa TpoOd
OMOJIOTUYECKOTO MaTepuaa I0JbKHA OBITh HE MEHEEe YeM B YeThIpe pasa
OoJpITIe IeproIa MOTYBBIBEICHHS ICHCTBYIONIECTO BEIIECTBA);

0) BenmnuuHa TUTONIAAM 1O hapMaKOKMHETUUECKOW KPWUBOHW (BEIMUYMHA
rIomaau noa hapMakokuHeTH4Iecko kpupoi (manee - [IDOK) ¢ momeHTa
BBEJICHUS JIEKAPCTBEHHOTI'O Mperapara JIo0 MOMEHTa 0TOOpa mocaeaHen mpoobl
OMOJIOTUYECKOT0 MaTepuaa Jijisl yCpeJHEHHOU papMaKOKMHETUYECKON KPUBOM
noipkHa coctaBiadaTh He MeHee 80% ot IIDPK ¢ mMomeHTa BBEIECHUA
JIEKapCTBEHHOTO MIpenapara 0 YCJIOBHOM TOYKH IEPECEUYEHUs] C OChIO



BPEMEHN).

152. Jlo Hayana uccnenoBanuss OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX
MpernapaToB, ACHCTBYIOIIME BEHIECTBA KOTOPBIX SBISIOTCS SHIOT€HHBIMU
BEIIIECTBAMH, HEOOXOAMMO 0TOOpaTh MPOOBI OMOJIOTMYECKOTO Marepuajga OT
Ka>KJI0T0 >KUBOTHOT'O HE MEHEE JIByX pa3 B pa3Hble MEpUOAbl BPEMEHU C
1eNbIo onpeeaeHus: GOHOBOTO YPOBHS PHAOTEHHOTO BEIIECTBA B OPraHU3Me
KUBOTHOTO.

153. B ciy4ae ecnu naiisi SHAOTEHHOTO BEIIECTBA XapaKTEPHbI
CYTOYHbBIE KOJIeOaHUSI KOHIIEHTPAIIMU B OPraHU3Me KUBOTHOTO, HEOOXOAUMO
OMpeNeNsaTh KOHIICHTPALMIO HHIOTEHHOTO BEIIeCTBA C YacCTOTOM,
JOCTaTOYHOM ISl 0OECTIEYCHUS CTATUCTUYECKOW 3HAYMMOCTH UCCIICAOBAHMS.

154. Ilpu wuccnenoBaHud OHOSKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npenapara, CoACpKallero B COCTaBe HECKOJIbKO JIEHCTBYIOIMIMX BEIIECTB,
CIeAyeT ONpeAeisaTh KOHILEHTPALMIO KaXKIOro JEWCTBYIOIIEIO BEIIECTBA,
BXOJISILIIETO B COCTAB JIEKAPCTBEHHOTO Tpernapara.

155. B caydae ecnm JAEHCTBYIOIIEE BEIIECTBO JIEKAPCTBEHHOTO
npemnapara He 00y1a1aeT papMaKoJIOTHUYECKON aKTUBHOCTHIO U 3 (PEKTUBHOCTD
JIEKapCTBEHHOT'O TMperapaTa OMNpeNeNsieTcss ero  MeTaboIuToM
(MeTabonuTamu), CileAyeT OMNPEACNATh KOHIEHTPAIMIO YKa3aHHOTO
MeTabonuTa (YKa3aHHbIX METa0O0JIUTOB).

B ciyyae ecnu AeiicTBYIOIIEE BEIIECTBO JIEKAPCTBEHHOIO Mpenapara u
ero MetabosuT (MeTaboauThl) 00JaAa0T (hapMaKOJIOTHYECKON aKTUBHOCTHIO,
CIEAYET ONPENEATh KOHIIEHTPALMIO BCEX aHAJIUTOB.

156. B cinydae ecnum AEHCTBYIOIIEE BEIIECTBO JIEKAPCTBEHHOTO
npernapara COCTOMT U3 JABYX M 0ojiee M30MepOB (WJIM TOJBEpPraeTcs
M30MEPU3AIMU B OpPraHW3MeE >KMBOTHOIO), KOTOpbIE 00JIalal0T pa3HOM
dbapMakoKUHETUKOH ©  (apMaKOIUHAMHUKOM, CIIEIyeT OMNpeaessiTh
KOHIICHTPAIUIO KaXJ0T0 n3oMepa. B ciyuae eciiv TOIbKO OJUH U3 U30MEPOB
obsamaet papmMakoIOrUUECKON aKTUBHOCTBIO, PU 3TOM (DapMaKOJIoTUUecKas
aKTUBHOCTh BTOPOTO M30MEpa HU3Kas WM TOJIHOCTHIO OTCYTCTBYET,
CJIEIyET OMPEILISITh KOHIIEHTPAIMIO TOJIBKO aKTUBHOTO U30MeEpa.

157. Meton ormpeneneHusi aHaauTa B OMOJIOTHYECKOM Marepuaie
JIOJKEH TI03BOJISITH ONPECIISITh KOHIICHTPAIIUA aHAJIUTa, COOTBETCTBYIOITUE
(dhapMaKoIOTHYECKH aKTUBHBIM KOHIICHTPAIUAM pedepeHTHOTO JICKAPCTBEHHOTO
npenapara, u ObITh JUHEHHBIM B YKa3aHHOM JHaNa30He KOHIIEHTPAIIHA.

158. Meton omnpeieneHNs aHAIKUTA JIOJDKEH OBITh BaJTUAUPOBAH.

159. HuxHuii npeaen KOJTM4eCTBEHHOTO ONPEACIICHUsI METONa JTOJIKEH
obecrnieunBaTh OINpe/eeHne KOHIICHTpaIuH, He TipeBbiatonieit 5% ot CMakc.

160. JInsi OLIEHKH CpaBHUTEIbHOM OWOAOCTYIMHOCTH HCCIIEAyEMBIX
BOCIIPOU3BEACHHOTO U PedEepPEeHTHOIr0 JIEKApCTBEHHBIX MPENapaToB IMpHU



ONPENICICHUN CKOPOCTH W CTENEeHH al0CcopOIuMu B HCCIEAOBAHUAX
OMOPKBUBAJIEHTHOCTH UCTIONB3YETCSI KpUBas "KOHILIEHTpalus - Bpems" |
cnenyronye (GapMaKOKMHETHIECKUE TIapaMeTPhl ¢ y4€TOM HX JOIMYCTUMBIX
otkinoHeHui: [IOK, Cmakc B OMOJIOrMYecCKOM MaTepuaiie, oTHoleHue CMakce K
[1OK.

161. PedepeHTHbIN 1 BOCIIPOU3BEACHHBIN JIEKAPCTBEHHBIE IMperapaThl
CUMTAIOTCS. OMOSKBUBAJICHTHBIMH, €CJIM OTHOIICHHE BEpXHEH M HUKHEH
rpanuiibl  1oBeputenbHoro uHtepBaia Cwmakce, [IOK u Cwmakc/IIOK
BOCIIPOU3BEAECHHOTO U peepeHTHOTO JIEKAPCTBEHHBIX MIPEeNapaToB HAXOIUTCS
B nipenenax 80 - 125% s Cmakce u [IOK u 75 - 133% st Cmaxce/ITOK.



