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HAUMWOHANbHBIN CTAHAAPT POCCUUCKOWU SGEAQLEPALMUMN

HEXENATENbHbIE ABNEHNA NPU NPUMEHEHUA
JIEKAPCTBEHHbIX CPEACTB ANA BETEPUHAPHOIO NPUMEHEHUA

MeToAabl OUEeHKU

Adverse events occurred after the veterinary medicinal product administration.
Evaluation methods

Nara BBeaeHus — 2020—07—01

1 O6nacTb NnpumeHeHust

Hacroswuii ctaHaapT yCcTaHaBnNMBAET METOAbI OLIEHKN HEXenaTernbHbIX SBMEHUIN, BO3HMKAOWMX NpU
NPUMEHEHUN NEKAPCTBEHHLIX CPEACTB AN BETEPUHAPHOTO NPUMEHEHUS.

HacroAwui ctaHaapT npegHasHavyeH aAns NnpUMEHEHUs aepxxatensiMu U Brnagenbuamm perucrpaumoH-
HbIX YA OCTOBEPEHUI NTEKAaPCTBEHHbIX NPEnapaTos AN BETEPUHAPHOTO NPUMEHEHUS UNKU YNONIHOMOYEHHbIMM
UMW NMUAMM, a Takke nuuamu, ynorHOMOYEHHbIMU B COOTBETCTBUM C AEWCTBYIOLMM 3aKOHOAATENbLCTBOM
Poccuiickon ®egepaummn Ha ocyLuecTeneHue hapmakoHagsopa B nostHoMm oobeme. UHble cybbekTbl obpallie-
HWS NEeKapCTBEHHbIX CPEACTB MOTYT MPUMEHATb AaHHbIA CTAHAAPT B YacTW, HE Kacalowenca yCTaHOBMNEeHUs
NPUYUHHO-CNEACTBEHHON CBA3U MEXIY NPUMEHEHMEM NEeKapCTBEHHOro Mpenapara U BO3HUKHOBEHUEM He-
KenatenbHoro sAeneHusi. MiHole cyObekTbl 0bpalleHusi NekapCTBEHHbIX CPEACTB MOTYT NMPUMEHSTh [AaHHbIN
CTaHJapT, UCKMIoYas pasaernsl No ONpeaeneHunto Pony NekapcTBEHHOrO Npenaparta B BO3HUKHOBEHWUW HeXxena-
TENbHOro ABMEHUS, OLEHKE OTCYTCTBUA OXXuaaemon 9EKTUBHOCTH, pacHeTy pacnpoCTPaHEeHHOCTU U YacTo-
Thl HEXENATENbLHOrO0 SABMEHUSA, OLLEHKM COOTHOLLEHUSA 3PAEKTUBHOCTM NEKAPCTBEHHOTO Npenaparta U pucka
NPUYUHEHNS Bpeaa 3[0POBbIO.

2 HopmaTuBHbIE CCbISIKN

B HacTosweM ctaHaapTe ucrnonb3oBaHa HOPMAaTUBHAA CCbIMKA HA CneayoLwwuii CTaHaapT:
FOCT P 54955 Ycnyru 4na HENPOAYKTUBHbIX XXUBOTHbIX. TEPMUHBI U onpeaeneHus

MpumMmeyvaHue —pu NONb3OBaHNMN HACTOSALLUM CTAaHAAPTOM LienecoobpasHo NpoBepUTb AeiCTBIUE CChINMOYHBIX
CTaHAapToB B MHGOPMaLMOHHOK cucTeme o6LLero NonbL3oBaHna — Ha oduLManHoM caiite defepanbHOro areHTCTBa No
TEXHUYECKOMY PerynvpoBaHuio U METPONOrn B ceT MHTEPHET MNK Mo eXerogHoMy MHdopmMaLmMoHHoMY YkasaTento «Ha-
LiMoHanbHbIE CTaHAapTLI», KOTOPLIA OMyBnuKoBaH No COCTOSHUIO Ha 1 AHBaps TeKyLLEero roaa, U no BbINMyckaMm exemecsy-
HOro MHOPMaLMOHHOro yKkasaTens «HaluoHarnbHble CTaHgapThl» 3a TeKyLuii rog. Ecnuv 3aMeHeH cebinoYHbIi cTaHAapT,
Ha KOTopbIi faHa HeAaTupoBaHHaA cChinka, TO PEKOMEHAYETCA UCMOoNb30BaTh [EeACTBYIOLLYIO BEPCULO 3TOrO CTaHaapTa
C Y4€ETOM BCEX BHECEHHbIX B AaHHYI0 BEPCUIO M3MEHEHUIA. Ecnu 3aMeHeH ccbinoYHblid cTarAapT, Ha KOTOpbId faHa faTu-
pOBaHHas cchinka, To peKoOMeHAYeTcs UCMoNb3oBaTh BEPCUIO 3TOM0 CTaHfapTa ¢ YKadaHHbIM Bbille rofoM yTBepXAeHus
(NMpuHATMS). Ecnin nocne yTBepXaeHUs HACTOSLLEro cTaHAapTa B CCbINOYHbIA CTaHA&PT, Ha KOTOpLIA faHa faTupoBaHHas
CChlNKa, BHECEHO U3MEeHeHUe, 3aTparuBaroLLiee NonoXeHune, Ha KOTopoe laHa cebifika, TO 3TO MOMoXEeHUe peKoMeHayeTcA
NpUMeHnTb 6e3 yueTa faHHOrO U3MEHEHUS. Ecnu cebINoYHbIA cTaHLapT OTMeHeH 6e3 3aMeHbl, TO NONOXEHWE, B KOTOPOM
[laHa ccblfika Ha Hero, pekoMeHAYEeTCA MPUMEHATL B YacTy, He 3aTparmBaloLLeil 3Ty CChISKY.

M3paHue ocpuumnanoHoe
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3 TepMuHbI M onpeneneHun

B Hacroawem ctaHgaprte npumeHeHbl TepmuHbl No FOCT P 54955, a takke cneaylowme TepMUHBI C CO-
OTBETCTBYIOLLMMM ONpeAeneHnsIMu:

3.1 HexenaTtenbHoe siBneHue: flio6oe HebnaronpuATHOEe U3MEHEHUE B COCTOSIHUM 340POBbA XXUBOT-
HOr0, BO3HUKLLEE B NEPUOA NPUMEHEHUA NEKAPCTBEHHOTO Npenapara Ans BETEPUHAPHOTO NPUMEHEHUS UK
B Pa3yMHbI CPOK NOCMNe NpeKkpaLleHus ero NnpuMeHeHus (NobovHoe AeNCTBUE, HEXenaTenbHas peakuus, ce-
pbe3Has HexenarenbHas peakuus, HenpeaBUASHHAA HeXenaTenbHas peakuus), a Taioke OTCYTCTBUE OXuaa-
emon 9¢hheKTMBHOCTU NEKapCTBEHHOrO nNpenapara Ana BETEPUHAPHOTO NMPUMEHEHUA U UHble pakTbl U 06-
CTOATENbLCTBA, NPEACTaBIIAIOLME YIPO3Y HM3HU UNKU 380POBLIO XXMBOTHOTO NPU NPUMEHEHUN NEKAPCTBEHHBIX
npenaparos.

3.2

no6ouHoe AeiicTBue: Peakuusi opraHu3ma, BO3HMKLIAS B CBSI3W C NPUMEHEHWEM NEKAPCTBEHHOrO
npenapara B 03aX, PEKOMEHAYEMbIX B UHCTPYKLIUK NO €ro NPUMEHEHUIO, AN NPOMUNAKTUKN, ANArHOCTH-
K1, neyeHnsn 3abonesaHusa unu ans peabunurtauum.

[[1], rmaBa 1, cTaTba 4, nyHkT 50]

3.3

HexenaTensHas peakuusi: HenpegHamepeHHas HeGnaronpuaTHas peakuns OpraHusma, Kotopasi Mo-
XeT ObITb CBSA3aHAa C NPUMEHEHMEM NEKApPCTBEHHOTO Npenapara.

[[1]. rmaBa 1, ctatbs 4, nyHkT 50.1]

34

cepbe3Has HexenaTernbHasa peakuus: HexenarenbHas peakuus opraHuamMa, CBA3aHHas C NpUMeHe-
HUeM nekapCTBEHHOro npenapara, npuBeaLuas K CMepTU, BPOXASHHbIM aHOMAanUSAM UM NOPoKaM paseu-
Tnsa nnbo npegcraensaoLwan coboi yrposy xusHu, TpedyioLaa rocnutanMsayum Unu NpMBeaLLIas K CTOMKON
yTparte TpyaocnocobHOCTU 1 (MNKU) NHBANUAHOCTH.

[[1], rmaBa 1, cTatbs 4, NnyHKT 51]

3.5

HenpeaBuAeHHaAA HexenarenbHasa peakuma: HexenartenbHaa peakuymsa opraHusma, Kotopas cesasa-
Ha C NpMMEHEeHMEM NeKapCTBEHHOro rnpenapara B 403ax, PEKOMEHAYEMbIX B MPOTOKONE €ro KIMHUYEeCKo-
ro uccrneaosanusi, GpoLuope nccrneaoBaTens, UM ¢ NpUMeHeHWeM NekapcTBEHHOro npenapara B A03ax,
pPEKOMEHAYEMBIX B UHCTPYKLUUM MO €ro NPUMEHEHUIO ANns NpodunakTUku, AMarHocTuku, neyeHus zabone-
BaHUS UNU MEAULMHCKON peabunutaumn nauneHTa, 1 CyLUHOCTb, TSHKECTb UMM UCXOA KOTOPOW He COOoT-
BETCTBYET WH(OPMAaLMKU O NMEeKapCTBEHHOM Npenaparte, CoAepKallencsi B NPOTOKONe ero KIMHWYEeCKoro
uccneaosaHus, bpoLUIope UCCneaoBaTens UM B UHCTPYKLMM MO NPUMEHEHUIO NIEKapCTBEHHOTO Npenapara.

[[1], rnaBa 1, cTaTbs 4, NyHKT 52]

3.6

nekapcTBeHHble CpeacTBa: Bewiectsa Unu ux KOMGMHALMKM, BCTYNAIOWME B KOHTAKT C OPraHN3MOM
YernoBeKa UMK XXMBOTHOTO, MPOHMKAKOLLME B OPraHbl, TKAHW OPraHM3Ma YenoBeKa UK XUBOTHOTO, NPUMEHS-
emble Ans NPoUIaKTUKN, ANArHOCTMKM (3@ UCKMIOYEHUEM BELLIECTB UMK UX KOMGUHALMIA, HE KOHTaKTUPY-
IOLLIMX C OPraH13MOM YEFIOBEKA AW XKMBOTHOIO), NeveHus sabornesaHus, peabunuraumumn, AN COXpPaHeHus,
NPeaoTBPALLEHUA UK NPEPbLIBAHNUS BEPEMEHHOCTU U NOMYYEHHbIE U3 KPOBM, MflasMbl KPOBU, U3 OPraHoB,
TKaHEeN OpraHM3Ma YefioBEKA UMK XKMBOTHOTO, PaCTEHNI, MUHEPANOB METO1aMN CUHTES3A UMW C NPUMEHEHN-
€M GUonoruyecknx TexHonorui. K nekapcrBeHHbIM CpeacTBam OTHOCATCA (papMaLieBTu4eckue cy6eTanumum
U NeKapCTBEHHbIE Npenaparsl.

[[1], masa 1, cTatba 4, nyHkT 1]
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3.7

rieKapcTBeHHbIe NpenapaThbl: JIeKapCcTBEHHbIE CPEACTBA B BUAE NEKAPCTBEHHLIX (POPM, NPUMEHsie-
Mble ANna NPodUNAKTMKKU, AUArHOCTMKM, NEYeHns 3aGonesanus, peabunuTauum, Ana coxpaHeHus, NpeaoT-
BpAaLLEHNs UK NpepbiBaHUs 6epeMeHHOCTH.

[[1], rnaBa 1, ctatba 4, NyHKT 4]

3.8

riekapcTeBeHHas opma: CoCTosiHME NIeKapCTBEHHOIO npenapara, COOTBETCTBYIOLLEe crnocobam ero
BBEAEHMS N NPUMEHEHMUS 1 oBecnednsatoLlee JOCTKeHe HeoGxoaumoro neveGHoro adhgekra.

[[1], rmaBa 1, cTatba 4, NyHKT 5]

3.9

perucTpauMoHHOe yOooCTOBepeHUe JieKapCTBEeHHOro npenaparta: [OoKyMEHT, NOATBEPXKAAOLMNA
chaKT rocyaapcTBEHHON PETMCTPaLMK NEKAPCTBEHHOTO Npenapara.

[[1], rmaBa 1, cTaTba 4, NyHKT 26]

3.10

gepxaternib UNM Bnagenel perMcTpauMOHHOro yAOCTOBEpPeHUs NeKapcTBEHHOro npenapara:
Pa3paboTunK NekapcTBEHHOTO CPEACTBA, NPOU3BOAMTENb NEKAPCTBEHHBLIX CPEACTB UMM UHOE topuanye-
ckoe nuuo, obnagatoLuee Npasom BrafeHUst PErUCTPALMOHHBIM YAOCTOBEPEHUEM, KOTOPbLIE HECYT OTBET-
CTBEHHOCTb 3a Ka4yecTBO, 9 (EKTMBHOCTb M 6e30NacHOCTb NEKapCTBEHHOIO npenapara.

[[1], masa 1, cTaTbs 4, NyHKT 26.1]

3N

obpalweHune nekapcTBeHHbIX cpeacTB: Pa3paboTka, AOKNMHUYECKUE UCCNEeA0BaHUSA, KITMHUYECKNE
UCCNeaoBaHUst, 9KCNEPTU3a, roCyaapCTBEHHAA perncTpauus, CtaHagapTu3aumsa U KOHTPOnb KayecTsa, npo-
M3BOACTBO, M3rOTOBMIEHNE, XPaHEHUE, NepeBo3ka, BBO3 B Poccuiickyto degepauunto, BbiBO3 U3 Poccuii-
ckoi deaepauuun, peknama, OTNyck, peanusauus, nepegada, NpUMEHEHUE, YHUHMTOXKEHNE NEKAPCTBEHHbIX
CpeacTs.

[[1], rmaBa 1, cTaTba 4, NyHKT 28]

3.12

CyObeKkTbl 06palleHus NieKapCTBEHHbIX cpeacTB: dusnyeckue nuua, B TOM YUCe MHAUBUAYATb-
Hbl€ NPEANPUHUMATENU, U OPUANYECKUE NNLA, OCYLLECTBNAIOLME AEATENBLHOCTL NpK 0GpaLleHumn nekap-
CTBEHHbIX CPEACTB.

[[1], rmaBa 1, ctarbs 4, nyHKT 29]

3.13

KayeCTBO JIeKapPCTBEHHOro cpeacTBa: COOTBETCTBUE NEKAPCTBEHHOTO cpeacTea TpeGosaHusam dap-
MakoneiiHol cTtarbu NGO B Criyyae ee OTCYTCTBUSI HOPMATMBHOM AOKYMEHTaLMKU UM HOPMATUBHOTO J10-
KyMeHTa.

[[1], rnaBa 1, ctatba 4, NyHKT 22]

3.14

6e30nNacHOCTL JIEKAPCTBEHHOIO CPeacTBa: XapakTepucTUKa NekapCTBEHHOI0 CPEACTBA, OCHOBAH-
Hasi HA CPABHUTENBLHOM aHanM3se ero 3YPEKTMBHOCTM U PUCKA NPUUNHEHNS BPEAA 340POBbIO.

[[1], aBa 1, ctatba 4, NyHKT 23]
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3.15

3¢peKTUBHOCTbL NIeKapCTBEHHOro npenapara: XapakTepucTuka CTerneHu MNonoXUTENbHOIO BNUs-
HWS NEeKapCTBEHHOro npenapara Ha TeYeHWe, NPoAOIHKUTENBHOCTb 3a60MeBaHns UNu ero npeaoTBpaLle-
HWe, peabunuTtauunio, Ha COXpPaHeHue, NpeaoTBpaLLEHNe UK NpepbiBaHne GEPEMEHHOCTH.

[[1], maga 1, cTatbs 4, NyHKT 24]

3.16 oTcyTcTBME OXMAAemMon IhheKTUBHOCTU NieKapCcTBEHHOrO npenaparta: OTCYTCTBME CTEMNEHN
MOMOXMTENbHOTO BIIUAHUA NEKAPCTBEHHOTO Mpenapara Ha TeYeHne, NPOAOCIPKUTENLHOCTL 3aboneBaHusa unu
ero npejgoTspallexue, peabunuraumio, Ha coxpaHeHue, NpeaoTBpaLLeHne Unn npepbiBaHne GepeMeHHOCTH,
B Cny4ae nNpuMEHeHUs NIeKkapCTBEHHOro npenapara B COOTBETCTBUU C MHCTPYKLMEN MO NPUMEHEHMIO Nekap-
CTBEHHOIO npenapara.

3.17

dapmakoHaasop: Bua eaTenbHOCTU N0 MOHUTOPUHTY 3D (MEKTUBHOCTU U BE30MACHOCTU NEKAPCTBEH-
HbIX NpenapaToB, HanNpPaBreHHbIR Ha BbIABNEHWE, OLEHKY W MPEAOoTBPALLEHUE HEXENATENbHbIX SABMEHUN
NPUMEHEHUA NeKapCTBEHHbIX NpenapaTtos.

[[1], rmaBa 1, cTaTbsa 4, NyHKT 52.1]

3.18 oTBeTCTBEHHOE (YNONTHOMOYEHHOE) NuLo no ¢apmakoHaa3opy: JMuo, ynorHOMOYEHHOE aep-
Karenem unu BnagenbLem percTpaumoHHOro yA0CTOBEPEHUS NEKapCTBEHHOINo npenapara Ha obpaboTtky
NPETEH3UI OT NOTPebMTENs, B TOM YMCNE caM AepxXartenb unu Brnajernel perMcTpaLuuoHHOIO y0CTOBEPEHUSA
nekapCcTBEHHOIO npenapara.

3.19 oTnpaBuTenb COOGIEHUA O HeXenaTeNlbHOM ABneHun: CybbLekT o6palleHust NeKapCTBEHHbIX
cpeacTs, CHOPMUPOBABLLMIA U HAMPABMBLUUIA B YNOSIHOMOYEHHbIN OpPraH U OTBETCTBEHHOMY (YNONMHOMOYEHHO-
MY) ULy COOBLLEHME O HeXenaTenbHOM SBREHUN.

MpumevyaHune — B cnyyae ecnu uHgpopmauyusa 06 ofHOM HexenaTenbHOM ABMNEHUN NOCTYNAET OT HECKOMbKNX
oTnpaBuTenei (B TOM YnCHe OT BETEPUHAPHOrO Bpaya, COTPYAHUKA BETEPUHAPHOW MEAULMHCKO OpraHu3aLmn unu ena-
JenbLia X1BOTHOrO), faHHbIe MO BCEM OTNPaBUTENSAM AOIDKHbI ObITb BKNIOYEHBI B COOBLLEHNE O HEXENATENBHOM ABMEHUN.

4 O6wue nonoxeHus

4.1 HacTosilmin cTaHaapT onpeaensieT MeToabl cOopa, HaKonNeHusi, OLeHKU MHopmauum, ycTaHoBne-
HWA NPUYNMHHO-CNEACTBEHHON CBA3M ANA Lienen dhapmakoHaasopa nekapCTBEHHbLIX NpenapaToB AN BETEpU-
HapHOro NPUMEHEHUs1 U NOPSAOK NPEAO0CTaBNEeHNs UHOPMAaLUM B YNOMHOMOYEHHBIW OpraH.

WHble cakTbl 1 06CTOATENLCTBA, BNUSIIOLLME HA 340POBbE W XMW3Hb XXMBOTHLIX, NPUBEAEHLI B MPUIO-
»eHun A. CrMCOK HeXenaTenbHbIX SBNEHWI, BO3HUKLLMX NOCNEe NPUMEHEHUsT NeKapCTBEHHOro npenapara u
CUMTAIOLLMXCA CEPbE3HBIMU PEaKLUMAMU BHE 3aBUCUMOCTM OT NPUMUHHO-CINECTBEHHON CBA3W MeXAy npume-
HEHHbIM NpenapaTom U KNMHUYECKUMU NPOSBAEHUSMU, NPUBEAEH B NPUNOXKEHUU B.

4.2 HacTosiLumii cTaHaapT onpegenser:

- HeobxoauMoe cogepkaHue nHpopMaummn coobLLEHNI O BOSHMKHOBEHNM HEXENATENbHOTO ABNEHUS;

- Aencreusa cybbekToB obpalleHus nekapcTBeHHbIX CPEACTB B Cly4ae BbISIBNEHUS HEXeNnaTesbHbIX SB-
neHuii Ha TeppuTopumn Poccuinckon degepauumn unu Nony4eHnss MHAPOPMaLMM 0 BO3HUKHOBEHUMN HeXenartenb-
HbIX sIBNEeHui B Poccuiickon deaepauuu unu Ha TeppuTopun MHOCTPAaHHbIX rOCYAapcTB;

- AeicTBUA OTBETCTBEHHOrO (YNOJIHOMOYEHHOr0) nuua no dpapmakoHaasopy B Cry4Yae Nony4YeHus uH-
copmauunm 0 BO3ZHUKHOBEHWMMW HeXenaTenbHOro sIBMeHust Ha Tepputopuun Poccuiickoii degepauun mnm co-
0OLLEHUA O HEXENATENbHOM SIBMEHUM;

- AeNCTBUA NuL, YNONMHOMOYEHHbIX B COOTBETCTBUM C AEWCTBYIOLLMM 3aKOHOAATENbCTBOM Poccuiickoi
denepaunn Ha ocylLlecTBneHue hapMmakoHaasopa, B Criy4ae nony4yeHusi CoobLUEHNUI O HEXenaTenbHOM fB-
rneHuu, BO3HUKLLIEM Ha TeppuTopun Poccuiickon deaepauumn, unu MHopMaumm 0 HeXXenaTenbHOM SIBNEHUN,
BO3HUKLLEM Ha TEPPUTOPUMN MHOCTPAHHbIX rOCYapCTB;

- METOA YCTAHOBMEHWUS NPUYUHHO-CIIEACTBEHHOW CBA3U MEXAY NPMMEHEHMEM NEeKapCTBEHHOrO npena-
paTta 1 BO3HUKHOBEHWEM HEXenaTernbHOro sIBNeHusi U onpeeneHust ponu NekapcTBeHHOro npenapara B BO3-
HUKHOBEHUW HEXENaTernibHOro ABMEHUS;

- MeTo[ onpeneneHus criyyaes OTCYTCTBUS OxuaaemMon adPeKTMBHOCTU NeKapcTBEHHOTO npenapara;

- METof pacyeTa pacrnpoCTPAaHEHHOCTU HEXENATENBHOTO SBMEHUS;
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- METOA pacyeTa YacTOTbl HEXENATENbHOTO SIBIIEHUS;

- o0Lue NPUHLUMMbI OLEHKM COOTHOLLEeHNS 3DPEKTUBHOCTM NeKapCTBEHHOIO nNpenapara u pucka npu-
YMHEHUSA Bpeaa 340POBbI0 N0 pesynbsraram dhapmakoHaasopa.

4.3 OCHOBHbIM Ha3HayeHueM dhapMakoHaa3opa ABMSAETCA OLEHKA U3MEHEHUSA COOTHOLUEHUSA adpdek-
TUBHOCTMW NEKapCTBEHHOIO npenapara Ans BETePMHAPHOro NPMMEHEHUS U pucka NPUYMHEHUA Bpeaa 340po-
BbIO >XKMBOTHOTO HA OCHOBAHWM COBPAHHbIX CTAaTUCTUYECKUX AAHHBIX O HEXENAaTENbHbIX ABMEHUAX, BOSHUKLIMX
npu NPUMEHeHWn NeKapcTBEHHOrO npenaparta ANs BETEPUHAPHOIO MPUMEHEHUs 3a OnpeaeneHHbI nepuos
BPEMEHU.

5 PekomeHaauum K obpaiLeHuto ¢ Hcpopmaumen 0 BO3HUKILIEM HeXeraTernbHOM
AABFIEHNM NOCI1Ie NPUMEHEHUA NEKaPCTBEHHbIX CPEeaCTB ANs BeTepPUHapPHOro
NPUMEHeHus

5.1 CoobLleHNs1 0 BbISIBNEHHbIX Ha TeppuTopumn Poccuiickoi deaepaumm HexenarenbHblX SBNEHUSAX
(nanee — coobLUeHNsa 0 HexenaTenbHbIX ABMEHUAX) HANpaBnATca cybbekTammu obpalleHusa nekapCTBEH-
HbIX CPEACTB B YMONIHOMOYEHHbIN opraH (PegepanbHbiil opraH MCNONHUTENLHON Bnactu Poccuiickon depe-
paumm, ynonHOMOYEHHbIN Ha OCYLLECTBNEHNE hbapmakoHaa30pa 1 Nony4yeHne cCoobLLEHMIN O HEXenaTernbHbIX
SABNEHUAX) U OTBETCTBEHHOMY (YNOMHOMOYEHHOMY) ULy no dhapmakoHaa3opy.

5.2 CoobuweHnsa 0 HexenaTtenbHbIX ABFIEHUSIX HANPaBnATCS B YMNONMHOMOYEHHbIA OpraH B nopsake,
onpeaeneHHom AenNCTBYIOLWMM 3aKoHoAaTenbCcTBOM Poccuickoin deaepayuu.

5.3 CoobuleHna 0 HexenaTtenbHbIX SIBMEHUSIX HaNpPaBnsilOTCA OTBETCTBEHHOMY (YMOJTHOMOYEHHOMY)
nuuy no papmakoHaz3opy B MMCbMEHHOW popmMe, € UCNONb30BaHMEM AMEKTPOHHON MOYThI U 3MEKTPOHHbIX
pecypcoB OTBETCTBEHHOTO (YNOMHOMOYEHHOTO0) nMua no hapmakoHaa30py, a Takke YCTHO C UCMONb30BaHUEM
TenedOHHON CBA3MW.

5.4 CooOLeHna 0 HexenaTenbHbIX ABNEHUsIX AOMMKHbI COAepPXKaTb OTHOCUMYIO, AONYCTUMYIO, AOCTO-
BEPHYIO U JOCTATOYHYIO MHAYOPMAaLUIO O BbISIBIIEHHOM Ha Tepputopun Poccuiickon ®egepaunn Hexenarternb-
HOM SIBNEHUN.

5.5 BknoveHuto B COOBLLEHME NOANEXUT TOMNBLKO Ta MHChOpMAaLUS, KOTOpasi UMEET 3HAYeHne ANsi aHanu-
3a U OLEHKM COOBLLEHUSI O HeXenaTenbHOM SIBNEeHMM (OTHOCMMOCTb MHAOpMaLIMK).

MpuMmedaHune — OTHOCUMOI cHMTaETCs MHOPMaLWs, HENOCPEACTBEHHO CBA3aHHAas ¢ 06CToATeNbCTBaMU BO3-
HWKHOBEHWSA HEXENaTENbHOMo SBNEHUS (HanpUMep, PbIHOMHas CTOMMOCTb NOCTPafaBLUEro XUBOTHOMO He ByfeT cuutaTbes
OTHOCUMOW UHGOpMaLUeR).

5.6 NHcopmauma o HexxenaTenbHOM SABMEHUN CHUTAETCA AONYCTUMON, €CNW OHA Norny4YeHa oT cyObekTa
obpalleHns NeKapCTBEHHbIX CPEACTB B NOPSAKE, HE NMPOTUBOPEeYaLleM AENCTBYIOLLEMY 3aKOHOAATENLCTBY
Poccunckon degepauumu.

5.7 NHhbopmauma cuMTaeTcsl 4OCTOBEPHON, €CMM OHA HE COAEPXUT JOXKHBIX UMM O4EBUAHO NPOTUBO-
pedawmx Apyr Apyry CBeAeHuin.

5.8 Hdhopmauusi, ykasaHHasi B COOOLLEHUN O HEXeNaTeNbHOM SIBMIEHWU, CYUTAETCH AOCTaTOUHON (CM.
[2]), ecnu OHa NO3BONSET:

- MAeHTMdUUMPOBaTL NMMYHOCTbL OTNPABUTENSA COODLLEHNUA O HEXemnaTenbHOM SBREHUN (IMYHOCTb OT-
npaBuUTeNs COOBLLEHUS O HEXEmnaTenbHOM ABMEHUU MOXET ObITb MAEHTUMULMPOBAHA NO UMEHM UIMU UHWU-
unanam, agpecy unu ksanuukauum, Hanpumep, BETEPUHAPHLIA Bpad, NoTpeduTtens unm Apyroe nuuo, He
ABNAOLLEECH CNeynanMcTom B chepe BETEPUHAPHOW MENLIMHBI).

MpuMeyaHue — JIMYHOCTL OTNPaBUTENS COOBLUEHUS CHMTAETCA MAEHTUPUUMPOBAHHOI B Criydae Hamuuus
KOHTaKTHbLIX AaHHLIX (TenedoH, aNeKTpoHHan noyta), o6ecneynBaloLLMX BO3MOXHOCT NOATBEPAUTL COOGLUEHUE O He-
XenaTenbHOM SIBREeHUM W/WIK NpU HeoBGXoAUMOCTU BIMOMHWUTL Nocneaytoliee HabnogeHUe 3a COCTOSHUEM XKUBOTHOTO.
JINYHOCTb KaX[oro oTNpaBUTENst COOBLLEHNSI O HEXenaTenbHOM SBMEHNU, NPEeAoCTaBMBLLEro MHAPOPMALMIO O HeXena-
TENbHOM ABMEHUM, AOMKHA BbITb MAEHTUPUUMPOBaHA;

- MAEHTMULMPOBATbL XUBOTHOE (PKMBOTHOE MOXET OblTb WAEHTUMUUMPOBAHO NYTEM yKasaHus ero
MAEHTUPUKALUMOHHOIO HOMEpPA, BMAA XXUBOTHOrO, BO3pacTa, nopoabl U Nona; aHaMHe3 340POBbSA XXMBOTHOTO
SIBNSIETCA YacTbio Heobxoaumoi nHgopmaummn; nidopMmaumusa o6 naeHTudukaumum XMBOTHOTO AOIMKHA ObiTb
MakcuMarsbHO NOSTHON);

- onpeaenuTb N0 MEHbLUENW Mepe OAUH NEKAPCTBEHHbIN Npenapar, KOTOPbINA, MO MHEHWIO OTNPaBUTENS,
SBUIICS NPEANOCHINTIKON BO3HUKHOBEHUS HEXENaTenbHOro siBNEHuUst [TOProBoe U/vnu MexayHapoaHoe Hena-
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TEHTOBAaHHOE HauMEHOBaHWe, HOMEP PErncTpaLMOHHOIO YAOCTOBEPEHUS (M3 MapKUPOBKU BTOPUYHON yna-
KOBKM), HAUMEHOBaHWE NMPOU3BOAUTENS, HOMED CEPUK, CPOK FOAHOCTU, NYTh BBEAEHUS, AaTa Ha4ana u aara
OKOHYaHWA NPUMEHEHUsI Npenapara, hakTuyeckue pa3oBasi U CyTOYHble 403bl Npenapara, npu4nHa npumMe-
HeHusa npenaparayl;

- onpefenuTb MO MeHbLUEN Mepe OAHO MoJ03pEeBAaeMOe HexenaTernbHOe sIBNeHue [aata BO3HUKHOBE-
HWSA 1 ONMUCAHKUE HEXenaTernbHOro sIBEHUA Nnocne NPUMEHEHUs npenapara (CBeeHUs 0 NOCTaBNEHHbIX Aua-
rHO3ax W/UMKN OMUCAHUE KIMUHUYECKUX, U/MN OBNOXMMUYECKUX, W/ UMMYHOMOMMYECKUX, U/MNK naTorioroaHa-
TOMMWYECKUX USMEHEHUI)].

5.9 Bce coobLUeHNst 0 HexenaTeribHbIX SBMEeHUAX A0 WX NPeACTaBnNeHUs B YNONHOMOYEHHbIA OpraH
AOMKHBI ObITb MPOBEPEHLI HA NPEAMET JOCTATOMHOCTU COAEPXKALLENCHA B HUX MHGDOPMALMN.

5.10 Ecnu otnpaBuTenb COOBLLEHNA O HexenaTenbHOM SBNeHUMn B OGO MOMEHT BpEMEHU caenaet
yTBEpXAeHMe 06 OTCYTCTBMM NPUYMHHO-CIIEACTBEHHON CBA3U MeXay NPUMEHEHWEM NEKapCTBEHHOTO npena-
pata Ans BETEPMHaPHOrO NpUMeHeHUs U BO3HUKHOBEHWEM HeXenaTenbHOro SBMeHus, To MHdopmaLus, yka-
3aHHas B COOBLLEHUN O HEXEeNaTeNbHOM SIBNEHUW, CYUTAETCS HEAOCTaTOMHON, NPU YCIIOBUM COrNacusl C Takum
yTBEPXAEHMEM, COOTBETCTBEHHO, YNOTHOMOYEHHOTO OpraHa U/Mnv OTBETCTBEHHOTO (YNONHOMOYEHHOr0) nuua
no dhapmakoHaasopy.

5.11 UHdopmMaums, ykasaHHas B COOOLLEHUU O HEXENaTenbHOM SIBEHUM, TAKKe AO0IMKHA ObiTb Npu-
3HaHa HefoCTaTOYHOW, €Cnu B COOBLLEHUN O HEXernaTenbHOM SIBIEHMM HE NPEACTaBNEeHO ykasaHue Buaa
HeXenaTenbHOro ABNeHUs, NepeHeCeHHOro XUBOTHbIM, UIM €r0 AOCTATOMHOE ONUCaHue.

5.12 Tonbko MakcUManbLHO NoMnHasa MHOpPMaLUMa OT OTNpPaBUTENA COOOLLEHUs1 NO3BONUT NPOBECTU Ka-
YECTBEHHBIN aHanu3 HeXenaresnbHOro SIBMeHUsi 1 06CTOATENLCTB €10 BO3HUKHOBEHMUSI.

6 NencTBusi cy6bekToB obpaleHusi nekapcTBEHHbIX CPeACTB B Criyuae
BbISIBNIEHUA HeXenaTenbHbIX BNeHun Ha Tepputopun Poccuiickon Peaepauvn
Unu nony4veHusi UHchopmaLmm 0 BOSHUKHOBEHUWN HeXenaTernbHbIX ABNEHUN

6.1 Bnagenev XXMBOTHOTO, Y KOTOPOIO ObINO BbIABMEHO HEXEnarenbHoe ABneHne, npeanpMHMMAcET Cre-
aylowme AenCTBUS:

- obpalaeTcs kK BETEPUHAPHOMY Bpady B LIENSAX NPOBEAEHMUS KITMHUYECKOTO 06CneaoBaHUs XXMBOTHOIO
U MPUHATUS PELLEHNS O MPOAOIDKEHUM NPUMEHEHUSI NEKAPCTBEHHOTO Npenapara Unu 3ameHe NeKapcTBEHHOTO
npenapara;

- WHMOPMUPYET BETEPUHAPHYIO anTeKy, B KOTOPOii Obin NpuoBpeETEH NekapcTBEeHHbIN Npenapar, 0 Bo3-
HUKHOBEHWUW HEXENaTenbHOro ABMEHUS;

- CBA3bIBAETCH NIOOLIM AOCTYMHbLIM CNOCOBOM C OTBETCTBEHHBIM (YNOTHOMOYEHHBIM) NULOM No chapma-
KoHaa3opy (MHopmauus ykazaHa B MHCTPYKLMKM NO NPUMEHEHMIO NEKAPCTBEHHOrO Npenapara aAns BeTepu-
HapPHOro NMPUMEHEHUS).

6.2 BeTepuHapHbIii Bpay Npu BbIIBNEHUM HEXeNaTenbHOro SIBIIEHUS Y XKMBOTHOIO U Npu obpalleHnu K
HeMmy BnagenbLa XXMBOTHOTO MO NOBOAY BO3HWMKHOBEHUS HEXENaTerbHOro SABMEHUS OCYLUECTBNSAET creaylo-
Lne AenCTBUS:

- NpoBOAUT obLLee knuHMYeckoe obcneaoBaHne >KUBOTHOTO;

- NPOBOAUT cneuunanbHoe KnuHuyeckoe obcnegosanue (Mpu HEOBX0AUMOCTMW);

- OCyLLEeCTBnAeT coop nHdopmauum cornacHo 5.8 nytem onpoca BriagesnbLa XUBOTHOTO;

- Ha OCHOBaHMKM cOBpaHHOW MHOPMaUMmM cornmacHo 5.8 HanpasnsieT COOBLUEHNE O HexenaTenbHOM
ABMNEHUU B YNONHOMOYEHHbLIN OpraH U/Mnu OTBETCTBEHHOMY (YNONHOMOYEHHOMY) ULy No dhapMakoHaa3opy.

6.3 CybbekT obpaLLeHns nekapcTBEHHbIX CPEACTB, He SBNSIOLLMIICA BNaAenbLem )XMBOTHOTO UNn BeTe-
PUHapHBLIM BPa4YOM, B Cry4ae NonyveHus OT BrajernbLa >XUBOTHOMO MHhopMaLMM O BO3HUKHOBEHUN HeXena-
TENbHOTO ABMEHUA NPEANPUHMMAET CneayoLue 1encTBus:

- ocywiecTensaeT cbop uHdopmauum cornacHo 5.8 nytem onpoca BnafenbLa XUBOTHOTO;

- Ha ocHoBaHuu cobpaHHoN nHpopmaLumn cornacHo 5.8 cocTaBnsieT coobLLEHNE O HeenaTenbHOM SiB-
neHuu;

- HanpasnseT coobLueHne 0 HexenaTenbHOM SIBIEHWU B YNONHOMOYEHHBI OpraH U OTBETCTBEHHOMY
(ynonHomoyeHHOMY) nuuy no dhapmakoHag3opy.

6.4 OTnpasuTEnb COOOLLEHNA O HEXenaTenbHOM SIBMeHUU NPeAOCTaBnsAeT nNo TpeboBaHMIO YNONMHOMO-
YEHHOro opraHa W/unn OTBETCTBEHHOrO (YMOMHOMOYEHHOro) nuua no )apMakoHaa3opy YCTHbIE U NMUCbMEH-
Hbl€ NMOACHEHUS, AONONMHUTENbHYIO MHOopMAaLMIO.

6
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6.5 OtnpasuTenb COOOLLEHUA, ABNAIOLWMIACA (PU3MYECKUM NULIOM, NPEAOCTABMSAET YNONHOMOYEHHOMY
opraHy 1 ynonHOMOYEHHOMY Nnuuy cornacue Ha o6paboTKy nepcoHanbHbIX AaHHbLIX, koTOpoe byaer oGpa-
baTbIBaTbCA M XPaHUTLCA COFMAcHO 3akoHodaTtenbcTBy Poccuiickon deaepauumu o 3alumte NepcoHanbHbIX
[OaHHbIX.

6.6 Bnapeneu X1BOTHOTO, Yy KOTOPOIO ObINIO BLISIBIIEHO HEXenaTtenbHoe siBNeHne, NpeaoCcTaBnser ycr-
Hbl€ U MMCbMEHHbIE NOACHEHUS B 06bEeME, 3anNpPOLLEHHOM YNONHOMOYEHHbLIM OPraHOM W/UIN OTBETCTBEHHbIM
(YNOnHOMOY€EHHBLIM) NMLOM MO hapmakoHaa3opy.

7 [leAcTBUA OTBETCTBEHHOrO (YNOMMHOMOYEHHOIO) nuua no apMakoHan3opy
B crlyvae nonyJveHusi uHcpopmMmaumm 0 BO3HUKHOBEHUUN HEXeNnaTenbHOro
fAABNEeHUA Ha Tepputopumn Poccumnckon depgepauvm nnm coodueHusn

O HexenaresibHOM AABINeHun

7.1 B cniyyae nonyyeHusi ot cy6bektoB oOpalleHust ekapCcTBeHHbIX CPeACcTB UHGOPMALMKN O BO3HUK-
HOBEHUU HEXENATENbHOIO ABNEHUA HA TeppuTopun Poccuiickon deaepauun, OTBETCTBEHHOE (YNONHOMOYEH-
HO€) nuuo no hapmakoHaa3opy:

- ocyuwectsnaer c6op uHdopmauum cornacHo 5.8 nytem onpoca Briafenbua >XUBOTHOTO MW UHOrO
cybbekTa obpalleHun nekapcrBeHHbIX CPEACTB;

- OCYLLECTBAAET 3anpoc AONOMHUTENLHON MHMOPMaLuu aAns Gonee AeTanbHOM OLUEHKN cry4vas (3aknio-
YeHue BETEPUHAPHOrO Bpadva, fAaHHbIe 00cneaoBaHus, AMarHo3, aHHble eveHust, ConyTCTBYIOLIEN Tepanuu,
ucxoaa cobbITuA U T. 4.);

- Ha OCHOBaHWUKM coBpaHHON MHGOPMaLMK CornacHo 5.8 cocTaBnsieT CoOBLIEHNE O HEXXENATENLHOM SB-
neHuu;

- HanpasnseT coobLUeHne O HeXenaTeNnbHOM ABMEHUN B YNONMHOMOYEHHBIN OpraH;

- OCYLLECTBIAET aHanms, OLeHKY W XpaHEeHNe COOBLLEHUS O HEXENATENbHOM ABNEHUN.

7.2 B cny4yae HeBO3MOXXHOCTU cOopa MHpopMaLmm cornacHo 5.8, OTCyTCTBUA OTBETA UMK OTKasa CyGb-
eKTa obpalleHuna NekapCTBEHHbIX CPEACTB Ha 3amnpoc O NpeAoCTaBrEHUN JaHHON W/MAU AONONHUTENLHON
MHPOpMaLMK, a TakKe B Crlydae HEA0CTaTOYHOCTU NONYYEHHbIX CBEAEHMIA AN (DOPMUPOBAHMA COOOLLEHUA
0 HeXxenartenbHOM SABIEHUK, OTBETCTBEHHOE (YNONTHOMOYEHHOE) NnLo no dapmakoHaa30py npekpawaer o6-
paboTky nonyyeHHon nHdopMaumm u obecnednBaeT ee xpaHeHue 6e3 NpeaocTaBneHns COOBLLEHNS O HexXe-
naTenbHOM SIBIEHUM B YNONMHOMOYEHHbIN OpraH.

7.3 B cnyyae nony4veHus ot cybbekToB obpalleHus nekapcTBEHHbIX CPEACTB WU YNONHOMOYEHHOIO Op-
raHa coobLUEHNI O HexenaTenbHbIX ABMEHUSIX, COOTBETCTBYIOLLMX TpeGoBaHusam 5.8, OTBETCTBEHHOE (YMon-
HOMOYEHHOE) N0 Mo hapMakoOHAA30pyY OCYLLECTBASIET UX NPUEM, YYET, 06paGoTKy, OLIEHKY U XpaHEHWE.

7.4 Tpuem, 06paboTKy M OLEHKY COOBLUEHNIT O HeXenaTenbHbIX ABNEHUSIX OTBETCTBEHHOE (YNOMHOMO-
YeHHoe) N0 No hapMakoHaa3opy AOKYMEHTUPYET NyTEM BHECEHUA MHpopMaLmmn o npueme CooBLUEHUS O
HexxenaTtenbHOM AIBMEeHMN U pe3ynbratax aHanu3a B peectp unu 6asy aaHHbIX, KOTOpble BEAYTCA OTBETCTBEH-
HbIM (YNOMTHOMOY€HHbIM) NMULIOM B COOTBETCTBUU C YTBEPXKAEHHBIM UM PernaMeHToM (aanee — peecrtp).

7.5 Mo Tpe6oBaHUIO YyNONIHOMOYEHHOTO OpraHa OTBETCTBEHHOE (YMOMHOMOYEHHOE) NULO MO hapmako-
HaA30py NpefoCTaBMAET 3aBePEHHbIE JaHHbIE peecTpa.

7.6 OTBETCTBEHHOE (YNONHOMOYEHHOE) NWLO No hapMakoHaA30py OCYLUECTBIAET BEAEHUE PEECTPa B
COOTBETCTBUM C BHYTPEHHUMU MNpoLEeAypamMu, YTBEPXAEeHHbIMU OTBETCTBEHHLIM (YNONHOMOYEHHbIM) NULOM
no chapmakoHaasopy.

7.7 OTBETCTBEHHOE (YNOMHOMOYEHHOE) NULO No dhapmakoHaa3opy obpabaTbiBaeT U XpaHWUT coobLLIeHMs
0 HexxenartenbHbIX ABMEHWUAX B COOTBETCTBUU C BHYTPEHHUMU Mpouedypamu, YTBEpPXAEeHHbIMU OTBETCTBEH-
HbIM (YMONMHOMOYEHHbLIM) NULIOM MO hapmMakoHaa30py.

OTBETCTBEHHOE (YNONMHOMOYEHHOE) MWL No hapmakoHaasopy:

- BHOCUT CBEJIeHMs1, coaepxalumecs B COOBLLEHUN O HeXenaTenbLHOM ABNIeHNUU, B PEECTP;

- NpucBanBaET COODLLEHUIO O HEXENATENbHOM ABMEHUU YYETHBIA HOMEp;

- COBEpLUAET AeiCTBUA, HAaNpPaBnNeHHbIE Ha Nosly4YeHne AONONHUTENbHbIX CBE/IEHNI COrnacHo 5.8;

- HanpasnseT COOOLEHNS O HEXeENaTenbHOM ABIEHUM B YNONMHOMOYEHHbI OpraH;

- HanpasIsieT CBEAEHUA O HEXENaTerIbHOM SIBNEHNN NPON3BOAUTESIO NEeKapCTBEHHOTO npenapara.

7.8 OueHka coobLleHnst 0 HexenatenbHOM SIBMEHWU BKNIOYAET NpoBeaeHNe COTPYAHUKOM OTBETCTBEH-
HOro (ynosIHOMOYEHHOro0) nuua no papmakoHag30py NpoeepKy OTHOCUMOCTU, AONYCTUMOCTU, LOCTOBEPHOCTU
1 JOCTaTOMHOCTU MHAOPMAaLMK, COAEPKALLECs B COOOLLEHUN O HEXenaTenbHOM SABNEHUN,
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7.9 XpaHeHne COOBLLEHUN O HeXenaTenbHbIX ABNEHUSIX 3aKIMIOYAETCa B NoAAEP>XaHUM COOBLLEHMIt O
HexenartenbHbIX ABNEHUSAX, NOMyYeHHbIX B MMCbMEHHON hopMe, U peecTpa B COCTOSHMU, 06ecneunBatoLLEM
BO3MOXHOCTb UX NOCNEAYIOLLETO UCNONb30BaHUS.

Cnocob xpaHeHUs1 COODLLIEHUIT O HEXXENATENbHBIX ABMEHUNAX, MONYYEHHBIX B MUCLMEHHOW dhopMe, onpe-
AenneTca OTBETCTBEHHbLIM (YNOMHOMOYEHHbIM) NULOM No hapmMakoHaA30py CaMOCTOATENBHO C ydeToMm dop-
MmaTa CoOOLUEeHUI O HeXenaTenbHbIX SBNEHUSIX, COCTABa BXOAALUMX B HUX CBEAEHWIA, YPOBHA TEXHMYECKON
OCHaLLIEHHOCTN OTBETCTBEHHOrO (YNONMHOMOYEHHOrO0) nuuia no hapmMakoHag3opy.

7.10 OTBETCTBEHHOE (YNONMHOMOYEHHOE) NULI0 Mo chapmakoHaasopy 06s3aHo 06ecneunTb XpaHeHue
COOGLLEHNI O HeXenaTenbHbIX ABMEHUsIX A0 UCTEYEHUS1 AECATUNETHENO CPOKA OT AaThl NPEKPALLEHUSA pEru-
cTpauumn nekapcTBeHHOro npenapara.

8 MeToAa OLIEHKM COOBLWEHNI O HeXenaTenbHbIX ABMEHUSIX, BLIABIIEHHbIX
Ha TeppuTtopumn Poccunckon deaepauum v Ha TEPPUTOPUM MHOCTPAHHBLIX
rocynapcrs

8.1 OueHka coobLLeHNs 0 HeXenaTenbHOM SIBRIEHUU BKMIOYAET NPOBEAEHUE COTPYAHUKOM YNOMHOMO-
YEHHOro opraHa OLIEHKM OTHOCUMOCTU, AOMYCTUMOCTU, AOCTOBEPHOCTU U AOCTATOMHOCTU UHOpPMaUUK, Co-
AepkaLieica B COOOLLEHNM O HeXenaTenbHOM SBIIEHUW.

8.2 OueHka coobLeHNs 0 HexenaTenbHOM SIBNEHUU BKIIOYAET:

- OLIEHKY CEpPbEe3HOCTU (CM. npurnoxeHne B) u/unu onpeaenerHune CyLIHOCTU HEXENaTeNbHOTO ABMEHUSA,
ncxoas u3 nHopmaumm, cogepalleincs B COOOLLEHUN 0 HEXENATENbHOM SIBNEHUMU;

- YCTaHOBIEHWEe NPUYNHHO-CNEACTBEHHOW CBA3N MeXAy NPUMEHeHUeM NEeKapCTBEHHOro npenapara u
BO3HUKHOBEHWEM HEXENaTenbHOro sIBNeHusi, ucxoan U3 nHdopmauuu, cogepxalleincsa B coobLlieHum o He-
xenartensHOM SABfIEHUU, CornacHo pasaeny 11;

- OLEHKY U3MEHEHMNS COOTHOLLEHUS NOMb3bl K PUCKY (PACNPOCTPAHEHHOCTM HEXENATENbLHOTO ABNEHUS)
no 13.1—13.3.

8.3 B cnyyae nony4enuss uHopMaLum O BOZHUKHOBEHUM HEXemnaTenbHbIX ABMAEHUW Ha TEPPUTOPUM
MHOCTPaHHbIX rOCYAapCTB OLeHKA CTEMEHU TSXKECTU M ONpeAeneHne CYLHOCTU HexenaTenbHOro seneHus, a
TaKkke ycTaHOBMNEHUe U OLeHKa NPUYUHHO-CNEACTBEHHON CBA3N MeXAy NPUMEHEHUEM NeKapCTBEHHOTIO npe-
napara 1 BO3HUKHOBEHMEM HEXENaTenbHOro SABNEHUs, He OCYLLIeCTBIAETCS.

9 [leicTBUA OTBETCTBEHHOrO (YNONTHOMOYEHHOI0) Nuua no apmakoHan3opy B
cnyvae nony4eHus uHgopmaumum o BO3HUKHOBEHUUN HeXenaTesibHbIX ABNeHUH
Ha TeppPUTOPUN MHOCTPAaHHbLIX rOCyJapcTB

9.1 B cnyyae nomny4eHuss UHpopMaLmMm 0 BOSHUKHOBEHUMN HEXEnaTenbHbIX SBMEHUA HA TEPPUTOPUU
MHOCTPAaHHbIX rOCyAapCcTB OTBETCTBEHHOE (YNMOMHOMOYEHHOE) NMUUo No hapMakoHaA30py OCYLLECTBNSAET UX
npuem, y4yet, 06paboTKy U XpaHeHue.

9.2 OTBETCTBEHHOE (YMONMHOMOYEHHOE) NMMUO No hapmMakoHaa3opy NpeaocTasnsieT YNnonHOMOYEHHOMY
opraHy UHopMaLMi0 0 BO3HUKHOBEHUW HEXENATENbHbIX ABMEHUIA HA TEPPUTOPUU MHOCTPAHHbIX FOCYAapCTB,
BO3HMKLLMX 33 ONpeAerneHHbIi CPOoK, Ha PyCCKOM UMM aHrmMuiickoM si3bike B hopmate Excel unu Pdf B cocTase
nNepuoANYECKOro oT4eTa UNK OTAENbHLIM anom cornacHo TpeGoBaHMsAM AENCTBYIOLLETO 3aKOHOAATENLCTRA.

9.3 B crnyyae nony4eHnsi OTBETCTBEHHbIM (YNOMHOMOYEHHbIM) SIMLIOM MO hapMakoHaa3opy UHGopMma-
LM O BOSHUKHOBEHUU HEXENaTeNbHbIX SIBIEHUI HA TePPUTOPUN WHOCTPAHHLIX FOCYAAPCTB OTBETCTBEHHOE
(YNonHoMo4YeHHOE) Nuuo no hapMakoHag30py He OCYLLECTBNSAET:

- OLIEHKY CTEMNeHMN TSHXKECTN U ONpeAerneHne CYLIHOCTU HEXeNaTeNbHOro SABNEHUS;

- YCTaHOBIIEHME N OLIEHKY NPUHMHHO-CNEACTBEHHONW CBA3W MEXAY NPUMEHEHEM NEeKapCTBEHHOIo npe-
napara U BO3HUKHOBEHUEM HEXENaTENbHOIO SABINEHUSI.

OTBEeTCTBEHHOE (YNONHOMOYEHHOE) nMuLo No hapMakoHaA30py BrpaBe NMPEACTaBUTb B YNONHOMOYEH-
Hblii OpraH CBeAEHUA O pesynbTaTax OLEHKU HEXenaTenbHOro SABMEeHUS NULOM, YNONHOMOYEHHbIM Ha OCy-
LecTBneHne dapMakoHagsopa B rocynapcrse, Ha TEPPUTOPUM KOTOPOTO BO3HWUKNMW COOTBETCTBYIOLLME He-
xenarternbHble SBMEeHUS.
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10 MeToA oueHKN NPUYNHHO-CIIeACTBEHHOMN CBA3U MeXAYy NPUMeHeHueM
JNleKapCTBEHHOro npenapara u BO3HUKHOBEHMEM HeXerlaTerlbHOro ABNeHns
W onpeaeneHns ponu fiekapcTBEHHOro npenapara B BO3HUKHOBEHUN
HeXxenarenbHOro siBNeHus

10.1 Mexay npumeHeHneM nNekapcTBEHHOTo npenapara Ansl BETEPUHAPHOTO NPUMEHEHMUS U BO3HUKHO-
BEHNEM HeXXenaTerbHOro ABMeHNst MOXET CyLLeCTBOBAaTL UMM OTCYTCTBOBATbL NMPUYMHHO-CINIECTBEHHAs CBS3b,
a TaKKe MOXeT ObITb YCTAHOBMIEHA POnb Npenapara B BO3HUKHOBEHUMW HEXENATENLHOTO ABNEHUS.

B pamkax OueHKM nomy4YeHHOro coobLleHWUs O HexxenaTenbHOM SIBIEHWKU OTBETCTBEHHOE (YNOMHOMO-
YEHHOE) NULo No hapmMakoHaa30py UMK NULO, YNONHOMOYEHHOE B COOTBETCTBUU C AEWCTBYIOLLMM 3aKOHOa-
TenbcTBoM Poccuiickon deaepaumu Ha ocyLlecTBreHne hapMakoHaaaopa, AenatT ouH U3 TPEX BbIBOAOB:

1 BbIBOA: HexenaTtenbHoe SABMEHNE BbI3BAHO NMPUMEHEHUEM MEeKapCTBEHHOMoO npenapaTa (BbiBO4 O Ha-
NNYUKN OKa3aHHOW MPUYNHHO-CIIeACTBEHHON CBA3N);

2 BbIBOA: HEXEMNATENbHOE ABMEHUE HE CBA3aHO C NPMMEHEHMEM NEKAPCTBEHHOrO npenapara (BbiBog 06
OTCYTCTBUU NPUYMHHO-CNEACTBEHHON CBA3MN);

3 BbIBOA: HEXEnarenbHOe ABMNEHWEe MOrno ObiTb CBA3AHO C NPUMEHEHWEM NEKAPCTBEHHOIO npenapara
(nekapcTBEHHbIN Npenapar MOr CTaTb NPUYUHOW BO3HUKHOBEHUS HEXENaTENbHOIo SABNeHus).

10.2 B uensx yCTAHOBEHUS HANWYUA UMM OTCYTCTBUA [A0KA3aHHON NPUYUHHO-CNEACTBEHHOW CBA3W
MeXay NpUMEHEHMeM NeKkapcTBEHHOro npenapara M BO3HUKHOBEHMEM HEXENaTenbHOro SIBMEHUS, a Takke
BO3MOXXHOI ponu npenapara B BO3HUKHOBEHUM HEXenaTerlbHOro ABNEHUA OTBETCTBEHHOE (YMONTHOMOYEHHOE)
nnuo no papmakoHaa3opy unu AU, ynonHOMOYEHHOE B COOTBETCTBUM C AENCTBYIOLLIMM 3aKOHOAATENLCTBOM
Poccuiickon ®eaepauumn Ha ocyuiecteneHne capmakoHaa3opa, oOCyLUEeCTBAAIOT OLEHKY CUTyaLIMU HA OCHOBE
nHdopMaLmnK, coaepXalLencs B COOOLLEHUN O HEXeNnaTenbHOM SIBIEHUM MO OTHOLLIEHUIO K LLECTU OCHOBHbLIM
dakropam (cM. [2]), BbISBNAIOWMM CBA3b MeXAy NPUMEHEHUEM NEKAPCTBEHHOIO npenapara U BO3HUKHOBE-
HUEM HeXenaTemnbHOro SIBNeHus:

- BO3HUKHOBEHME HexenarenbHbIX CUMNTOMOB BONU3M MeCTa BBEAEHUA UNU NPUMEHEHUS NEKAPCTBEH-
HOro npenapara, u/unu NoABNEHNE HEXENaTesibHOro ABSIEHUS B TEYEHME Pa3yMHOro CpoKa nocne npumeHe-
HWUSA NekapcTBEHHOro npenapara (cm. [3]).

MpuMeyaHune —Moa pasyMHbIM CPOKOM MOSIBIIEHUS HEXeENATENBHLIX CUMMTOMOB NOApasyMeBaeTcs TaKol Bpe-
MEHHOIA Nepuof, B Te4EHWe KOTOpOoro feiCTBIE NekapCTBEHHOTO Npenapara elle oxXugaeTcs. Xapakrep 4elCTBYHOLLEro
BellecTBa 1 hopma JIeKapCTBEHHOrO MpenapaTta onpejernaeT Takol BpeMeHHON Nepuog (HanpsiKeHHOCTs UMMYHUTETa
nocne BakUWHaLUK; AUTENbHOCTb [eACTBUS aHTUGMOTUKA M NPOTUBONapasMTapHoro CpeAcTsa U T. 4.). Hanpumep, npo-
SIBNEHNEe PBOTHI Y XWUBOTHOTO B TedeHue oT 30 MMH A0 1 Y nocrie npuema TabreTUpOBaHHON UAW CycrieHaMpoBaHHoi
¢opMbl NpoTUBONapasUTapHoro cpefcTsa GyAeT CBUAETENBCTBOBATL B MOMb3Y HAMUYNUSA NMPUYUHHO-CIIeACTBEHHON CBA3N,

- COOTBETCTBME HabnioaaemMblX CUMNTOMOB HEXeNaTenbHOro SBMEHUS BOSMOXHBIM KNUHUYECKUM MpPO-
ABNeHUsM (cornacHo obLuen3BeCTHON TepaneBTUHECKO NPaKTUKe) U3-3a papMaKkonorMyeckux, TOKCUKOMO-
TMYeCKUX MMM UMMYHOIIOTUYECKUX CBOMCTB NMPUMEHEHHOTO NEKAPCTBEHHOrO Npenapara, ero eiCTBYIOLLEro
BELLeCTBa UM BCMOMOraTenbHbIX BELLECTB.

MpumMeyvyaHue — OTO COOTBETCTBUE TaKKE MOXKET ObITb NOATBEPKAEHO pe3ynsTaTaMu aHanusa Kposu, onpege-
NeHneM KOHUeHTpaLumn JeicTByIoLLero BeLLecTsa B KPOBU UMK YCUNEHUEM UM YMEHbLUEHUEM CUITbI NPOSIBIIEHUS CUMNMTO-
MOB B 3aBUCUMOCTU OT NPUMEHEHHON [03bl NEKapCTBEHHOro Npenapata (cMm. [3]);

- COOTBETCTBME BbISIBIIEHHOIO HEXENaTenbHOro AAIBNEHUsi W/Unm ero NPU3HaAKOB OXUAaeMbiM KITMHUYE-
CKMM W/MNKN NaTONOrMY4eCKMM NPOSABNEHUAM (COrNacHo pasaeny 0 noGOYHbIX AEUCTBUAX U NEPeno3UPOBKE B
MHCTPYKLMM HA AAHHBIA NEKapCTBEHHbIN Npenapar), NOTeHLUanbHO BO3MOXHbLIM B pe3ynkrare NpUMeHEHUs
nekapcTBEHHOro npenapara Unu ero AenCTBYIOLLEro BeLecTBa (kak NpaBuso, Takoe COOTBETCTBME NOATBEPXK-
fAaetca pesynstratammn NnaboparopHbIX U/MNKU NATONOr0AHATOMUYECKOTO UccneaoBaHus) (cMm. [3]);

- COOTBETCTBUE HAbMIOAAEMBbIX KIIMHUYECKUX NPOSIBIEHUI U ONUCAHHOW CUTYaUUu NPUMEHEHUS NeKap-
CTBEHHOro npenapara paHee MNorny4YeHHbIM COOBLLEHNSIM O HEXenaTenbHbIX ABNEHUSAX NOCNe NPUMEHEHUSA
AAHHOro nNpenapara unu npenaparos TOro Xe TUNA, BbIBMEHHbLIM paHEe NPU CXOXMX 0bcToATENbLCTBAX (NPU-
MeHeHne NekapcTBEeHHOro npenapara unu AeNCTBYIOLLEro BELLECTBA TAKOMY XKe BUAY XUBOTHBIX, C TAKUMU XKe
XapakTepuctukamm u B Tex xe uenax) (cm. [3));

- OTCYTCTBWUE UMW HANUYME UHbIX NPUYUH BOSHUKHOBEHUS HEXENATENbHOIO SIBNEHUS, a TaKkke (hakTopos
1 06CTOATENLCTB, KOTOPbIE MOMMKN 00YCNOBUTL BOSHUKHOBEHWUE HEXENAaTeNbHOro SABfIEHUSI COBMECTHO C Npu-
MEHeHWeM neKkapcTBeHHOoro npenapara (cM. [3]);



rOCT P 58816—2020

- BOCTOBEPHOCTb M NONHOTa MHAOPMaLMKU O NPUMEHEHUN NEKAPCTBEHHOIO Npenapara W BbIABIIEHHOM
HexXenaTenbHOM asneHun (cMm. [3]).

10.3 MpuYnHHO-CrNeaCTBEHHYIO CBA3b MeXAy NPUMEHEHUEM NIEKApPCTBEHHOTO nNpenapara U BOSHUKHOBE-
HUEM HEXEeNnaTenbHOro SIBNEHUS CYMTAIOT AOKA3aHHOW (NekapCTBEHHbIN npenapart cran eAuHCTBEHHOW Npu-
YMHON BO3HWMKHOBEHUS HEXENATENbHOIO ABMNEHUS), €CNKU B pe3ynbTaTe OLEHKU NONyYeHHOW uHdopmauun B
OTHOLLEHMN OCHOBHBIX LLECTU (PaKTOPOB AONYCTUMbI CreaYIOLNe BbIBOAbI:

- HeXenarterbHble NPOSIBNEHNS BO3HUKINU B NepMoa A0 NpeanonaraemMoro BbiBeAeHus nekapcTBeHHOro
npenapara u3 opraHu3ma >XMBOTHOTO UIU C MOBEPXHOCTHU €ro Tena (B COOTBETCTBUM C XapakTepOM AeNCTBYIO-
Lero sewlecTea U popMbl NEKApCTBEHHOIO Npenaparta), BbiiBReHa XapakTepHas ANUTENbHOCTb COXPaHEHUA
CUMMNTOMOB; UIN NOSIBIIEHWUE AaHHbIX CAMITOMOB BO3HUKNO BONU3M MeCTa NPUMEHEHUS NeKapCTBEHHOrO npe-
napara; nNposiBNieHne KIMHUYECKMX CUMNTOMOB YMEHbLLUWNOCH NOCIE OTMEHbI UMM CHUXEHUA A03bl Npenapa-
Ta, UNWU BO3HUKIO NOBTOPHO NPY BO30OHOBNEHUW NPUMEHEHUA NEKApCTBEHHOroO nNpenapara;

- KNIMHUYECKMEe W NaTonorMyeckne NpoABMEHUA COOTBETCTBYIOT MOTEHUMANbHO-0XXMAAEMON peakuuu
OpraHu3Ma >kMBOTHOIO BCNEACTBUE (DapPMaKONOrMYECKUX CBOMCTB, TOKCUKONOrMYECKOTO NPodunsa unu annep-
reHHOro NoTeHumana nekapcTBEHHOIO npenapara, ero 4eiCTBYIOLLEro UM BCNOMOTaTeNnlbHOro BeLUeCTBa;

- OTCYTCTBYIOT UHbI€ NPUYMHBI BOSHMKHOBEHUS HEXENATEenbLHOro IBNeHUsA, a Takke aktopbl 1 06¢ToS-
TenbCTBA, KOTOPbIE MOIMKU 00YCNOBUTL BO3HUKHOBEHWUE HEXENAaTerbHOro ABMEHUA COBMECTHO C NPUMEHEHU-
€M NeKapCTBEHHOro npenapara;

- AOCTOBEPHOCTb MH(hOpMALMK, COAEPXKALLENCA B COOOLLEHMN O HEeXeNnaTenNnbHOM ABNEHUN, HE Bbi3biBa-
€T COMHEHMIA, U NONHOTa MHOPMAaLMK, coaepPXaLLENCa B COOBLLEHUN O HEXENATENbHOM SABNEHUU, YCTAHOB-
neHa u No3BonseT caenarb Ka4eCTBEHHbIN BbIBOA O CBA3N MexXay NPUMEHEHMEM NeKapCTBEHHOTO npenapara
N BO3HUKHOBEHUEM HEXENnaTesribHOro ABNeHuA.

10.4 MNpnunHHO-CNEACTBEHHAs CBA3b MeXAY NPUMEHEHMEM NEKAPCTBEHHOIO Npenapara U BO3HUKHOBE-
HUEM HEeXenarTensHOro siIBNeHUs1 OTCYTCTBYET, €CNu B pedynbsrarte OueHKU MHhopMaLun OTHOCUTENbHO OCHOB-
HbIX LIEeCTU PaKTOPOB BO3MOXHbI Creayiowme BbIBOAbI:

1 BbIBOA: BbISIBNIEHbI MHBIE NPUYUHBI BOSHUKHOBEHUSI HEXENATENbHOTO ABNEHUS;

2 BbIBOA: BO3HUKHOBEHME HEXENaTenNbHOro SABANEHUS He MOXET ObiTb CBA3aHO C NPUMEHEHUEM NeKap-
CTBEHHOrO npenapara (Hanpumep, NeKapcTBEHHbIN Nnpenapart hakTM4ecku He Obin NPUMEHEH);

3 BbIBOA: HEXenaTenbHOe SIBNIEHUE BO3HUKIIO B pe3ynbrate npumMeHeHusa hanbCuuumMpoBaHHOro, He-
J06pOKaYeCTBEHHOIO UMK KOHTpachakTHOTO JIEKapCTBEHHOTO Npenapara.

Mpu 9TOM UCTOYHUK MHGOPMALIMK JOIMKEH ObITb HAAEXHBIM, @ MHGOPMALMSA NONHOW U JOCTOBEPHOMN.

10.5 Ponb nekapcTBeHHOro npenaparta B BO3HUKHOBEHUW HEXENATENbHOrO ABNEHUA Npeanonaraerca
BO3MOXXHON, €Cnu B pesynbsrate aHanu3a uHopMaunMmn B OTHOLLEHUM OCHOBHbIX ¢hakTopos, oGycnasnusato-
LLMX CBA3b MEXAY NPUMEHEHWEeM fNieKapCTBEHHOro npenapara U BO3HUKHOBEHUEM HEXENAaTeNnbHOro ABNEHUs,
HEBO3MOXXHO NPUITK K O4HO3HAYHOMY BbIBOAY O TOM, YTO NMPUYUHHO-CNEACTBEHHANA CBA3b MEXAY NPUMEHEHU-
€M NeKapCTBEHHOro npenapaTa U BO3HMKHOBEHUEM HEXENaTEeNbHOIO ABNEHUS A0Ka3aHa.

10.6 Ponb nekapcTBEHHOro npenapara B BO3HUKHOBEHUW HEXENAaTENbHOro SBMEHUSA MOXET OblTb He-
onpeaeneHHomn, ecnum BO3MOXHO cAenartb crieayloLme BbiBOAbI:

1 BbIBOA: AOCTOBEPHOCTb MH(pOpMaLum, CogepaLleincs B COOOLLEHUN O HEXEenaTenbHOM SiBNEHWUH, Bbl-
3bIBAET COMHEHUS;

2 BbIBOA: MH(bOPMaLUS, COAepKaLLascsa B COOOLLEHUN O HexenaTerbHOM SIBNIEHUU, HE MO3BONSET CAe-
natb OAHO3HaYHLIN BbIBOA4 O CBA3N MExAy NPUMEHEHWeM NEeKapCTBEHHOro npenapara M BO3HUKHOBEHUEM
HEXXenaTenbHOro ABneHus.

10.7 Ha ocHoBaHuK 3anpoca YnorHOMOYEHHOro opraHa OTBETCTBEHHOE (YMONMHOMOYEHHOE) NULIO MO
hapmakoHaa3opy NPeaoCTaBnseT Pe3ynbTaThbl BbIABNEHUSA U aHanuaa uHopMaumy B OTHOLLEHMU OCHOBHbIX
cdhakTopos, 06ycrnaBnUBalOLLMX CBA3b MEXAY NPUMEHEHUEM JIeKapCTBEHHOrO Npenapara U BO3HUKHOBEHUEM
HeXxenarenbHOro ABNEeHUsi, NPUHLNUM YCTAaHOBMEHUS MPUYUHHO-CNEACTBEHHON CBS3U MeXay NpUMEHEHUeM
nekapcTBEHHOro npenapara u BO3HMKHOBEHUEM HEXENaTenbHOro SIBMeHUN, a Takke onpeaeneHus ponu ne-
KapCTBEHHOro npenapara B BO3HUKHOBEHWUMW HEXENATENbLHOTO SBNEHUS.

10.8 Ha ocHoBaHuM 3anpoca OTBETCTBEHHOIO (YNOSIHOMOYEHHOr0) nuua nuuo, ynornHOMOYEHHOE B CO-
OTBETCTBUU C AEUCTBYIOLLMM 3aKoHOAATENnbCTBOM Poccuiickon degepaunnm Ha ocyllecTBneHne dapmako-
Haa30pa, packpbiBaeT pe3ynbrarhl BbIABNEHUS U aHanmsa WHopMmauuu B OTHOLLEHMM OCHOBHLIX (hakTOpPOB,
obycnasnuBaroLLMX CBSA3b MeXay NpUMEHEHWEM NIEKAaPCTBEHHOTO Npenapara u BO3HUKHOBEHWEM HeXernaTerb-
HOro ABNEHUs, MOPAA0K YCTAHOBMNEHWUSA MPUYNHHO-CNEACTBEHHON CBA3U MEXAY NPUMEHEHWUEM NEKAaPCTBEHHO-
ro npenapara n BO3HUKHOBEHMEM HEXENaTenNbHOro SIBMEeHUs, a TakKe OnpeaeneHnst ponu nekapcTBeHHOro
npenapara B BO3HUKHOBEHMMN HEXENATENbHOrO IBNEHUS.

10
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10.9 MonoxeHus 10.1 n 10.8 He NPUMEHAIOTCA K OLEHKE Criy4aeB OTCYTCTBUSA OXuaemMon apdekTus-
HOCTU NeKapCTBEHHLIX MPENapaToB, a Takke UHbIM hakTam n 06CTOATENLCTBAM, NPEACTaBNAOLMUM Yrpo3y
>KW3HM UIN 300POBLIO XXUBOTHOTO MPU NPUMEHEHWUMN NEKAPCTBEHHBIX NPEnapaTos.

11 MeToA OLEHKM Criy4yaeB OTCYTCTBUA oxupaaemon 3¢ppeKTMBHOCTH
neKapCcTBEeHHOro npenapara

11.1 Mpu oueHKe NONy4eHHOro COOBLIEHUsI O HeXenaTenbHOM SBNEHUN, coaepx allero MHopMaLuuto
06 oTCYTCTBUMN OXXMAaemMon ahpeKTUBHOCTU NEKAPCTBEHHOIO NpenapaTa, OTBETCTBEHHOE (YMOSTHOMOYEHHOE)
nMuo No hapMakoHaA30py UM NULO, YNOMHOMOYEHHOE B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHO4aTENbCTBOM
Poccuiickon ®egepauyumn Ha ocyllecTBneHne papmakoHaasopa, NnpuxoasaT K O4HOMY U3 ABYX BbIBOAOB:

1 BbIBOA: HEXENaTenbHOe fABNneHne, MHPOopMaLusi 0 KOTOPOM COAEPXKUTCA B COODLLEHUMN O HEXenaTenb-
HOM SIBNIEHMU, OTHOCUTCA K Cryyarl OTCYTCTBUSI OXuAaeMoin 3apdEKTUBHOCTU NEKApCTBEHHOrO npenapara
(cm. [4]);

2 BbIBOZ: HEXENATENbHOE ABNEHNE, MHPOPMaLUsa 0 KOTOPOM COAEPXKUTCA B COOBLLEHUN O HEXenaTernb-
HOM SIBNEHUU, HE OTHOCUTCA K Cry4asim OTCYTCTBUA OXXuaaemomn apheKTUBHOCTU NeKapCTBEHHOrO npenapara
(cm. [4)).

11.2 HexxenarencHoe sBNeHNEe MOXET ObITb Cry4aem OTCYTCTBUS OXngaemon a(pdekTMBHOCTU nekap-
CTBEHHOrO Npenapara, ecnu B pe3ynbrare OLEHKW Nony4eHHONn MHAopMaLumM OTBETCTBEHHOE (YMONHOMOYEH-
Hoe) Nuuo no hapMakoHaA30py UNu NUUO, YNOMHOMOYEHHOE B COOTBETCTBUU C E€NCTBYIOLLMM 3aKOHOAATENb-
cTBOM Poccuinckon degepaumnm Ha ocyLlecTsneHne papMakoHagsopa, npuxoaaT K crneaylowmm BbIBOAAM:

- YCNoBWs NPUMEHEHNUS NEKAPCTBEHHOTO Npenapara coonoaeHbl (NMEKapCTBEHHbIA NpenapaT NPUMEHEH
no nokasaHuaM, B COOTBETCTBYIOLLEN 403€, LieNeBOMY BMAY XKMBOTHOMO U T. 4.) (cm. [4]);

- KNIMHUYECKWEe UNKU NaTosiornyeckne CUMMMNTOMbI, NPOTUB KOTOPbLIX NEKAPCTBEHHbIN npenapaT AOSKeH
ObITb 9PDEKTUBHLIM, COXPAHWUUCL MNOCIIE NPUMEHEHNS NEKapCTBEHHOIO Npenapara;

- OTCYTCTBYIOT HapyLLEHUA 300POBbS XXMBOTHOTO, NPENATCTBYIOLLME YCBOEHUIO W/UNKU AENCTBUIO Nekap-
CTBEHHOrO npenapara;

- YCMOBMS BbIpaLLUMBaHUSA U/MINN COAEPXKAHUSA XXUBOTHOTO SIBASIIOTCA OnaronpusATHbIMY;

- TMUIMEHUYECKUE YCNOBUS COAEPXKAHUS XKUBOTHOIO SIBNAIOTCA OnaronpusTHbIMUY;

- Y MMKPOOpraHu3ma unu napasura, KOTOpbIM 3apaXkeHO >XMBOTHOE, B OTHOLLEHMU KOTOPOTO NPUMEHSN-
€l NeKapCTBEHHbIN Npenapar, OTCYTCTBYET PE3UCTEHTHOCTb K AeCTBYIOLLEMY BELLECTBY NPUMEHEHHOro npe-
napara;

- OTCYTCTBYIOT UHbIE€ NPUYUHbI, CMOCOOCTBYIOLLIME CHUXKEHUIO SDDEKTUBHOCTU NEKAPCTBEHHOTO Npena-
paTta;

- NEeKapCTBEHHbIN npenapar He aBnseTcs hanbCupnymMpoBaHHbIM, KOHTpadakTHLIM unn Hegobpoka-
YECTBEHHbIM;

- uHdopMaLus, CoaepKaLLasacs B COOBLLEHNN O HEXENATENbHOM ABNEHUN, SABMSAETCS AOCTOBEPHON;

- uHdopMaLuu, coaepxallencsa B COOOLLEHUN O HeXenaTenbHOM SBMEeHWU, AOCTaTOYHO AN OLEHKU
AIBMEHUS KaK cryvas OTCYTCTBUA OxunaaeMon apdeKkTMBHOCTU NeKapCTBEHHOIO Npenapara;

- MpenocTaBneHbl AaHHbIE NaboPaTOPHbIX, KMMHUYECKUX, NATONOr0aHaTOMUYECKUX, NapasuTonormye-
CKMX UCCNeaoBaHWin, U OHU MOATBEPKAAIOT OTCYTCTBUE OXMAAEMON 3PPEKTUBHOCTU NEKAPCTBEHHOIO npe-
napara (cm. [4]).

11.3 AsneHue, nHoOpMaLMa O KOTOPOM COAEPKUTCH B COODOLLEHUN O HEXeNaTeNbHOM ABMIEHUN, HE OT-
HOCUTCH K Criydasm OTCYTCTBUSA Oxuaaemon 39deKTUBHOCTM NEKAPCTBEHHOIO Npenapara, eCnu B pedynesrare
OLEHKM COOBLLEHUS O HeXenaTenbHOM SABNIEHUM OTBETCTBEHHOE (YNOMHOMOYEHHOE) NUUOo No hapmMakoHaa3o-
py unu nuuo, ynoriHOMOYEHHOE B COOTBETCTBUM C AEWCTBYIOLLUMM 3aKkoHodaTenscTBoM Poccurickon depepa-
UuM Ha ocyLuecTeneHue dapmakoHagsopa:

- HE CMOTYT NPUIATK K BbIBOAY O TOM, YTO SBNEHNE, MHDOPMALMSA O KOTOPOM COAEPKUTCA B COOBLLEHNUN
0 HexXenaTernbHOM SIBAIEHUMKU, OTHOCUTCSA K Cyyaro OTCYTCTBUSA OXMAaeMon 3PAMEKTUBHOCTU NEKAPCTBEHHOIO
npenapara;

- YCTaHOBSAT, YTO:

- MPU NPUMEHEHWUM NEeKapCTBEHHOTO npenapara He Obinu cobniogeHbl PEKOMEHAAUUN UHCTPYKLMK
no NPMMEHEHUIO NeKapCTBEHHOro npenapara;

- CyLLECTBYKT 060CHOBAHHbIE COMHEHUS, YTO NEKAPCTBEHHbIN Npenapar ABnsSeTcs Ka4eCTBEHHbIM (Ha-
npumep, cyLecTByer 000CHOBaHHasi MHPOPMaLUS O HAPYLLEHHBIX YCIOBUSAX XPAHEHUS Y TPAHCTIOPTUPOBAHUS);
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- AaHHble nabopaTopHbIX, NATONIOroaHaTOMUYECKMX, NApa3UTONOIMUECKUX U KITMHUYECKUX UCCeao-
BaHWUW OTCYTCTBYIOT;

- NeKkapcTBEeHHbIM npenapat Obin HA3HAYEH HEBEPHO (B Cllyyae HenpaBuIlbHO NOCTABIIEHHOIO Ana-
rHo3a);

- NeKapCTBEHHbIM Npenapar He Obin (hakTU4ECKU NPUMEHEH.

11.4 TlonoXeHnA HACTOSAILLEro CTaHAapTa He NPUMEHSIIOTCA K OLIEHKE OTCYTCTBUSI oxnaaemoii acdek-

TUBHOCTU BaKUWUH B CBA3KN C HANM4MeM HenpeaBuaeHHbIX MHOXECTBEHHbIX (DAaKTOPOB, BAUSIOLLMX HA Pa3BUTHE
UMMYHUTETA XXMBOTHOTO.

12 MeToa pacueta pacnpocTpaHEHHOCTUN HEXeNnaTenbHOro sBeHust

12.1 Ha oCHOBaHMUW HaKOMUBLLMXCHA AAHHBIX O HEXENAaTeNbHbIX ABNEHUAX NPUMEHEHUS KOHKPETHOTO Nne-
KapCTBEHHOrO npenapara B TEYEHUE ANUTENBHOMO cpoka (0T 6 Mec) NPOBOASAT OLIEHKY pacnpoCTPaHEHHOCTH
HeXXenaTenbHOro ABMeHNUs U YaCTOThbl HEXENATENbHOIO ABMEHUS B LENAX BbISBNEHUS U3BMEHEHUSI OTHOLLEHUS
nomnb3bl K pUCKY (MpU CPaBHEHWUM PE3YNbLTAaTOB KaKk MUHUMYM ABYX NOCNEeA0OBaTENbHbIX Nepruoaos). Ans pac-
yera UCNonb3yT COOBLEHUA C AOKa3aHHOW NMPUYUHHO-CNEACTBEHHON CBSA3bIO OTAENbLHO OT COOBLLEHUI C
BO3MOXHOW MM HEOonpeAeneHHON POrbio NIEKAPCTBEHHOrO npenaparta. Takke pekoMeHAYETCS BbIMUCIATb
pacnpocTpaHeHHOCTb OTAENIbHO ANsl CePbE3HbIX U HECEePbE3HbIX HeXenaTenbHbIX ABMeHuii. Mpumepsl pac-
YyeTa pacnpoCTPaHEHHOCTU HEXENATENbHOIO ABMEHNSA NPUBEAEHBI B NPUIOXeEHUN B.

12.2 PacnpocTpaHeHHOCTb HexenartenbHoro asneHus (PHA) Beiuncnsatot no dopmyne (cM. [5]):

PHS = IOKHS - KIKOXK, )

roe KOKHA — KOnM4ecTBO XUBOTHbIX C NPOSIBNIEHUEM HEXENATENBHOTO ABNIEHMA 3@ UCTEKLUMI OTYETHbIN Nne-
puoa;
K — koadpcpuumeHT, paeHbiin 100;

KOX — KOnM4ecTBO XWBOTHbIX, KOTOPbIM B UCTEKLLEM OTYETHOM Nnepuoge Obin NPUMEHEH NEKapCTBEH-
HbI Npenapar.

12.3 Konnm4ecTBO >XMBOTHbIX, KOTOPbIM B MCTEKLLEM OTYETHOM nepuoae Gbin NPUMEHEH NEKAPCTBEHHbIN
npenapat (KOX), Bbiumcnsiot no opMyne:

KOX = KMn/KA, @

rae KM — konnM4ecTBO NeKapCTBEHHOIO npenapara, peanu3oBaHHOIO 3a UCTEKLLMIA OTYETHBIN Nepuos;
K[l — konu4ecTBo 03, COCTaBMAOLLMX NIEYEHUE COFNAacHO NOKA3aHUAM UHCTPYKLMK.

12.4 PacyeT Konu4ecTea [103, COCTaBNAIOLMUX NEHEHUE, OCYLLECTBNSETCH B COOTBETCTBUM C NMOKA3aHU-
AMM UHCTPYKLIMKM MO NMPUMEHEHMNIO NeKapCTBEHHOro npenapara, UCxoaa U3 camoro HebnaronpusiTHoOro cue-
Hapusa (MakcumarnbHO BO3MOXHasg A03a/HOpMa BBOAA HA OAWH Npuem) o Haubonee AnNMTENLHON NpPoAOnN-
JKUTENbHOCTU MPUMEHEHUA NeKapCTBEHHOro npenapara, NPeAYyCMOTPEHHOW MHCTPYKUMEW ANst KOHKPETHOro
LIENeBoro B1Aa >XMBOTHOTO.

CpeaHue ctaHaapTHbIE MAcChl XXUBOTHbIX Pa3HbIX BUAOB M BO3PACTHLIX rpynin, Heo6xoauMble Ansi Bbl-
YUCNEHUSA KONUYECTBA A03, MpeaCTaBneHbl B NpUnoxeHuu I

12.5 Ha ocHoBaHuUM pacyeta pacnpoCTPaHEHHOCTU HEXenaTenbHOro SIBNeHUs YNONMHOMOYEHHbIN opraH
UM OTBETCTBEHHOE (YMOSIHOMOYEHHOE) NULO No hapMakoHaA30py OCYLLUECTBISIET OLEHKY pacnpoCTpaHeH-
HOCTW HeXenaTenbHOro ABMeHnsa B COOTBETCTBMM CO cneayowlen knaccudukagyuen CIMOS (cm. [6]):

OueHb yacto: 21/10 (unm Gonee 10 %).

Yacro: 21/100 u <1/10 (unm ot 1 % ao 10 %).

Heuacro: 21/1000 n <1/100 (o1 0,1 % a0 1 %).

Peako: 21/10000 n <1/1000 (o1 0,01 % a0 0,1 %).

OueHb peako: <1/10000 (meHee 0,01 %).
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MpumeyvaHnune —Knaccudukayma pacnpocTpaHeHHocTUu npuBegeHa cormacHo CIOMS (Council for International
Organizations of Medical Sciences/ CoBeT MexayHapoAHLIX opraHu3aLnii MEgUUMHCKUX HayK, yupexaeHHblii BOO3 u
IOHECKO).

13 MeToa pacueta 4acTOTbl HEXEenaTenbHOro siBNeHunA

13.1 Ha ocHOBaHMKU HaKONUBLUNXCA AaHHbIX O HEXENaTenbHbIX ABAEHUAX NPUMEHEHUSI NEKAPCTBEHHOTO
npenapara B TE4€HWe ANUTENLHOTO CpoKa (0T 6 MeC), NONYYEHHbIX B Pe3ynbrarte YCTaHOBMNEHUS NPUYUHHO-
CNeACTBEHHON CBA3W MexXAy NPUMEHEHNEM NekapcTBEHHOTO Npenaparta U BO3HUKHOBEHUEM HEXENaTenbLHOro
AABNEHUA, U onpeaeneHusn ponu NekapcTBeHHOro Npenapara B BO3HUKHOBEHUW HEXENATENbHOTO ABMEHUA NoA-
NEXUT BbIMUCIIEHUIO 4aCTOTa HeXeNnaTernbHOro ABNEHUS.

13.2 Yacrory HexxenatenbHoro aenexnusa (YHA) sbiumcnsior no copmyne (cm. [7]):

YHS = KMNC/OKC - K, @)

rae  KrNC — konu4ectBo MOCTYNUBLUMX COOOLWIEHNA 00 OAHOM Tune (KMMHWMYECKOM CMMNTOME) Hexena-
TENbLHOrO ABNEHUA B OTHOLUEHUWU OAHOTO KMMHUYECKOr0 CUMNTOMA OAHOM CUCTEMbl OPraHOB
XXMBOTHOrO (NPYU 3TOM KONUYECTBO NOCTYNMUBLUMX COOOLLUEHWIN O HEXEenaTenbHOM ABRAEHUU B
OTHOLUEHMU OAHOIO LIENeBoro enaa He AOIPKHO ObITh MeHee 200);

OKC — o6uiee kONMYECTBO COOOLLIEHUI O HeXEenaTerbHbIX IBNEHUSAX ANS 0IHOTO Lienesoro euaa, %;
K — koadpdhmumeHT, paBHbiv 100 %.

13.3 Ha ocHOBaHUK pacyeTa 4acToTbl HEXEeNaTenbHOro ABNeHUs OCYLLECTBIAETCS OLEHKa YacTOThl He-
JKEnarenbHOro ABNeHUs B COOTBETCTBUM CO crnieaytoLlen knaccudukauuen:

YacTbln KNMHWYECKWI MPU3HAK: CUMNTOM, NOSBUBLUMICS C YacTOTON He MeHee 5 %;

He4yacTblil KMTMHUYECKMIA NPU3HAK: CUMNTOM, NOABUBLLMIACS C 4acTOTON OT 2 % A0 5 %:;

Peakuii KMTMHUYECKMIA NPU3HAK: CUMMTOM, NOSABUBLUMIACA C 4acTOTON MeHee 2 %.

14 MpuHUMNBI OLEeHKU coOoTHOoW eHUs1 3P PEKTUBHOCTU JNIEKAPCTBEHHOIO
npenapara u pucka NnpuYMHEeHUs Bpeaa 300pPOBbLIO MO pe3ynkrartam
dapmakoHaasopa

14.1 Ha MOMEHT rocyaapCTBEHHON perncTpaumm nekapCcTBEHHOro npenapara CooTHoLLEHME 3 deKTUB-
HOCTM TaKoro fnekapcTBEHHOro npenapara U pucka NMPUYMHEHUA Bpeaa 330POBLIO ABNAETCA GnaronpuaTHbIM
COrNacHo NpPoBeAeHHbIM KMUHUYECKUM M OOKIMHUYECKUM UCCREeAOBaHUSAM AN LENeBbIX BUAOB XXMBOTHbIX
npu ycnoBum NPUMEHEHUSI COrnacHo MnokasaHUAM UHCTPYKUUU NO MPUMEHEHUKO W/UNKN STUKETKWM BTOPWUYHON
ynakoBKWU NeKapCTBEHHOro npenapara.

14.2 PesynsraTthl aHanu3a v OLEHKM COOOLUEHU O HeXenaTenbHbIX SBNEHUAX 32 COOTBETCTBYIOLLMIA
nepuoa U Maremarmyeckue (CTaTMCTUYECKUE) BLIMMCIIEHUS ABAIOTCA OCHOBOW ANA OLIEHKU U3MEHEHUS CO-
OTHOLLEHUA 3P DEKTUBHOCTU NEKAPCTBEHHOIO Npenaparta u pucka NPUYMHEHUS Bpeaa 300pPOBLIO XXMBOTHOIO
(cm. [8]).
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lMpunoxexnue A
(pexomengyemoe)

MHble akTbl u 06CTOATENLCTBA, NPEACTABMAAIOWMNE YIPO3Y KUIHU UIN
340POBbI XXMBOTHOIO NMPU NPUMEHEHUM NeKapCTBeHHbIX NpenapaToB

K uHBIM (hakTaM 1 o6cToATeNsCTBaM, NPEACTaBNALLNM YIPO3Y XNU3HW WU 3[0POBbLI0 XXUBOTHOIO MPWU NPUMEHEHUN
NeKapCTBEHHbIX NpenapaTos, OTHOCAT:

- NMPUMEHEHWE XUBOTHOMY KOHTpadpakTHOro unv HegobpokavecTBEHHOrO NEKapCTBEHHOrO Npenapara;

- OfJHOBPEMEHHOE MPUMEHEHNE IEKapCTBEHHOro npenapara ¢ ApyruMin HECOBMECTUMBIMIN KOMMOHEHTaMU W/unn
neKkapcTBeHHBIM(M) NpenapaToM(aMu) /UMK rpynnoi nekapcTBEHHLIX Npenaparos;

- HapyLleHne cnocoba BBefeHUA NeKapCTBEHHOro npenapara B OpraHn3M XWBOTHOTO;

- NPUMEHeHWe npenapara Mpu Han4un MakTopoB, CHUXaKLMX ero aheKTUBHOCTL (B TOM Yucne, fedekTsl pa-
60Tbl BHYTPEHHUX OPraHoB XUBOTHOrO, XENyAOYHO-KULLEYHOTO TPaKTa; PE3NCTEHTHOCTb K AEACTBYIOLLEMY BellecTBy Y
MaToreHHbIX OPraH3MoB W NapasuToB U T. 4.);

- NPUMEHeHWe neKkapcTBEHHOro Npenapara B 403e, CyLWeCTBEHHO NpeBbILlatoLLlei peKOMEH 0BaHHYIO;

- NMPUMEHeHWe NeKapcTBEHHOro Npenapara He3aperncTpupoBaHHOMY BUAY >KUBOTHBIX KaTeropuu XWBOTHbIX (Bepe-
MEHHBIM >KUBOTHBIM, MOMOAHSAKY KUBOTHBIX);

- cryqaun HeadeKTUBHOCTU B pesyrbTare HernonajaHusa fekapcTBEHHOro npenapara B/Ha OpraHvW3M >KWBOTHOTO
(cMbIBaHWe ¢ KOXW, pBOTa, HEBO3MOXHOCTb MPaBUMbHO BBECTM NpenapaTt U T. 4.);

- NPUMEHeHNe HeKOTOPLIM MOPOAaM, UX METUCAM W BUAAM XWBOTHBLIX (MHAWBUAYaNbHas rMNepyHyBCTBUTENBHOCTb K
feAcTByoLLieMYy BELLEeCTBY UM KOMMNOHEHTaM NekapcTBEHHOro npenapara).
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Mpunoxexue b
(pekomMeHayemoe)

CepbesHble HeXxenaTtenbHble peakuun NPy NPUMEHEHNM NTIeKapCTBEeHHbIX
npenaparoe Ans BeTepUHaAPHOro NPUMEHEHUs

B.1 MNoa NoHATUEM Cepbe3HOoi HeXenaTenbHON peakun NogpasymMmeBaloT peaKLyio OpraH3ma, BO3HUKAIOLLYIO No-
cne NpUMeHeHUs nekapcTBEHHOIo Npenapata, B pesynbraTe pasBUTUSA KOTOpoii 6e3 HeobxogMMOoro NeYeHns XMBOTHOE
MOXET NOrMbHyTb, Normbno, NM60 NPON3OLNU CEPLbE3HBIE U3MEHEHUSA B (DYHKLIMOHUPOBaHUN XU3HEHHO BaXHbLIX OPraHoB,
BO3HUKNU BPOXJEHHBIE aHOMArMN UMW NOPOKW Pa3BUTUS Y NOTOMCTBA.

Hanuune cnepytomx kputepues HabniogaeMoin HexenaTenbHOW peakLun nomMoraeTt caenarb BeIBOA O €€ cepbes-
HocTu (cMm. [9]):

- Hanuyne CUCTEMHbIX OCITOXHEHUI NPU BO3HUKHOBEHUN HeXenaTenbHOW peakuyum;

- BbICOKas ANUTENbHOCTL HabnogaeMon HexenaTenbHON peakuuu;

- BbiCOKad cTeneHb FJ'Iy6I/IHbI, WUPUHBI, NoKanusauua noepexageHud, BO3HUKLIEro B pesynsrare npuMeHeHus ne-
KapCTBEHHOro npenapara,

- BO3HUKHOBEHUWE NMPU3HaAKoOB HeXenaTenbHon peakuun y XXUBoTHOro B ocobom CbMaMOJ'IOFVIHeCKOM COCTOAHUN XKU-
BOTHOro (6epeMeHHOCTb, NakTaLus, AnarHoCTUPOBaHHaA UMMYHHaA ANCHYHKLMS);

- Hanuuue noboii MHo UHOpMaLMKN, NOAYEPKUBAIOLLEN BO3MOXHOCTb Yrpo3bl )KW3HW KUBOTHOTO UKW €ro UHBanu-
Ausauun.

MpuMepamMmn KIMMHUYECKUX NPOSBRNEHWUIA, BO3HWUKLLUMX NOCAE NPUMEHEHMUS NEKapCTBEHHOro Npenapara Afsi BeETepu-
HapPHOro NpPUMEHEeHus1, KoTopble cneayeT CHUTaTb Cepbe3HON HeXenaTensHoN peakyuei, ABNAITCA:

LLIOK (BCE LLIOKOBbIE peakLuu Noboro NPOUCXOXAEHUNA: LIMPKYNSTOPHLINA, aHadunakTuieckuit M T. 4.);
AWCMHO3, anHo3, Konnanc, 06MopoKW, pecnupaTopHbLIi ANCTPECC-CUHAPOM,;
KOHBYNbLCUW/MPOAOIKUTENBHBIE CYAOPOTH,

cnenoTta/HapylleHne 3peHus (B T. 4. BpeMeHHoe),

rnyxoTa/HapyLUeHune criyxa (B T. 4. BpeMeHHoe),

napanuy, napes;

nornHasa yTparta yHKLUN KU3HEHHO-BAXHbLIX OPraHoB,

MaTovHOe KpOoBOTeYeHUe, pa3pbiB Marku Unu NnMOMeTpa;

NEePUTOHUT;

CUMMTOMBI caxapHoro guabera;

TAXensle gedopmauun Tena poib;

3r10Ka4YecTBeHHbIe Heonnasum, obpa3oBaBlUMECs B MECTE BBEAEHUS NEKapCTBEHHOIO Npenapara;
OTCYTCTBUE apheKTUBHOCTU NOCrie BBEJEHUS npenaparta ANa 3BTaHa3nu XXMBOTHOTO;,

OTCYTCTBUE ABMUraTernbHON akTUBHOCTM Y B3POCIIbIX XKUBOTHBIX («NeXKay);

OTCYTCTBUE 3hpeKTUBHOCTU abopTUBHBIX cpeacTs (cMm. [9)).

b.2 MNposBneHue aHachuNakTUUECKON peakLm Y XKUBOTHLIX pa3HbiX BUAOB

KnuHuyeckue nposiereHns aHapunakTuyeckon peakymn y pasHoiX BUAOB XUBOTHBIX MOTYT pasnuyaTtbes Mo rMaBHo-
My opraHy-MuLLIeHu 1 npuBedeHsbl B Tabnuue b.1.

Tabnwuya B.A1
Bua xuBoTHOro [MaBHbI opraH-MULLEHb KnuHuyeckoe nposiBrieHune Lwoka
Cobaku MeyeHb CHavana BonHeHWe, ypTUKapus, aHrmosgema u 3yg, 3ateM pBo-
Ta u pedekauus.
B 3aBeplieHue konnanc, AUCNHO3 U KOHBYNbCUKU
Kowuku [bixaTenbHble nyTu CHavana aHrnoagema v 3ya B obnactu nuya, 3ateM NOBbILWEH-
YKenyaouHO-KULLEeYHbIA TpakT | HO€ CNIOHOOTAeneHne, AUCMHO3, PBOTa, HECKOOPAWUHUPOBAH-
HOCTb ABWXEHUIA U Konnanc
Jlowagu [ObixaTtensHele nytu CHavana Apoxb, MOTANBOCTL U HapyLUeHWe KoopAUHaLMK.
>KenynouHo-KuLLeYHbliA TpakT | Bo3moXHbI Kaluenb, AUCNHOS U Anapes.
B utore konnanc.
Konuku
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OkoHy4aHue mabnuuyp! 6.1

Bua xuBoTHoro [MaBHbIl OpraH-MULLEHD KnuHuyeckoe nposiBneHue Loka
KpynHblii poraTeiil | [bixaTenbHble nyTu CHavana ypTukapus, aHrmosgema, 3yaq u Hecnokonctso. Ka-
CKOT U OBLibI Wwenb, cUNbHas oAbillKa W LMaHo3, a Takke Aedekauus, ycu-

NeHHoe MoveoThaeneHune, B3gyTtue, Konnanc

CBHHBU ObixaTenbHole nyTun OucnHod, yaHos, 3ya u konnanc
YKenyao4YHO-KULIEYHBIA TpaKT

MpuMevyaHune — MNpuBegeHHbIE CUMMTOMbI aHAaUNAKTUYECKOTO LUOKa HE SIBMSIKOTCA MCHepbiBaoLLMMMU.
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MpunoxeHue B
(pexkomeHayemoe)

MpumMepbl pacyeTa pacnpocTPaHEHHOCTN HeXenaTeNbHOro SIBNEeHUs

B.1 MNMpumep Ne 1

JlekapcTBeHHbI Npenapat «X» Ha3HavatoT cobakam.

CornacHo MHCTPYKLMK MO NPUMEHEHUIO NPUMEHSIIOT 0AHY TabneTky B Heaento KypcoM 2 Hep.

MpenapaT «X» BbiNycKatloT B KAPTOHHLIX KOpoBKax, coaepxalynx oauH unu Tpu Bnnuctepa Ha ABe TabneTku.

3a nHTepecylowmii nepuog 6biro npogaHo 1000 ynakoBok ¢ ogHUM 6nuctepom n 100 ynakoBOK ¢ TpEMS.

Co0TBETCTBEHHO, [103a Ha KypC NIe4eHUs 04HOrO XUBOTHOrO COCTaBNSAET ABe TabneTky, a konuvectso obpaboTan-
HbIX XKMBOTHBIX PacCYUTLIBAIOT, KakK:

KO = 1000 ynakoBok no gse Tabnetkn B Kaxgoii/ ase Ao3bl (TabneTtkn) Ha Kypc nedeHus = 200 Tabnetok/aee Ta-
6netkun = 1000 06paboTaHHbLIX XUBOTHBIX.

KOXX = 100 ynakoBOK Mo LwecTb TabneTok B kaxgow/ ase Ao3bl (Tabnetkun) Ha Kypc nedeHus = 300 o6paboTaHHbIX
XUBOTHBIX.

WUToro:1300 o6paboTaHHbIX KNUBOTHbLIX.

MpumeyaHne — Cpok/nepnos ycTaHaBNMBAETCA 3KCNEPTOM, aHaNMU3UPYIOLLUM COOTHOLLIEHUE «MONb3a/PUCK»
nekapcTBeHHOro npenapara.

KOXX = 1300 cobak.

3a aHanusupyemblit nepuog y 45 cobak 6binu BLIABAEHE! peakLuu.

CootBetcTBeHHO: PHA = 45 - 100/1300 = 3,46 % (4acTasn).

B.2 Npumep Ne 2a

JlekapcTBeHHbI Npenapar «Y» Ha3Ha4aloT TeNATaM.

[o3a Ha xuBoTHOe 5 Mn Ha 10 kr xusoh Macchl (Y KM) exxeiHEBHO B TeHYEHUE NATU AHEN.

Mpenapat «Y» BbiNycKaloT B NnacTukoBbix dpnakoHax no 500 mn.

Macca xuBoTHoro 50 Kr.

3a nHTepecytowuin nepuog 6bino npogaHo 100 dnakoHoOB.

CooTBETCTBEHHO, OfHOKPaTHasA A03a Ha XuBoTHoe = 50 mn, fo3a Ha Kypc = 250 mn (50 Mn - NATL AHEN).

KOX = 100 chnakoHos no 500 Mn ke blii/250 mn fosa Ha Becb Kypc nedeHnst = 200 o6paboTaHHbIX XUBOTHBIX.

KOX = 200 TensT.

3a aHanuanpyemeblii Nepuoa y AByX TeNAT OblNv BbISBIEHE! peakLyum.

CooTBeTcTBEeHHO: PHA =2 - 100/200 = 1 % (HevyacTas).

B.3 Mpumep Ne 3a

JlekapcTBeHHbIN Npenapat «Z» HasHa4aroT NOPOCATaM-0TbEMbILLAM.

CornacHo MHCTPYKLUUM [03a: 2 K Ha TOHHY KopMma B TeveHue 10 gHeid.

Macca nopoceHKka-oTbeMblILLa cocTaBnsaeT 25 Kr.

MpenapaT BbINyCcKatoT B MeLLUKax no 25 kr.

3a uHTepecyoLWwmii nepuog 6bino npogaHo 100 MeLLKOB.

Nexoas us uHgopmMaumm, 4To notpebneHne kopma NOpoOCeHKOM cocTaBnsAeT 4 % oT ero xuBoi Maccel (XKM) B AieHb,
nony4aemM 1 Kr B &Hb CyTOMHOro noTpebneHns kopma (25 kr KM - 0,04), cnepoBatenkbHo, 3a 10 AHel oAHOMY NOPOCEHKY
notpebyetcs 10 Kr kopma.

Mpu 3TOM Mony4aeTcs, YTO Ha BeCb KypC Ie4eHUss OAMH NOPOCEHOK AOMKeH nonyynTb 20 r npenapata «Z» (2 Kr
npenapara Ha TOHHY kKoMBukopma unu 0,02 kr npenapata Ha 10 kr kopma).

KOX = 100 meLukos no 25 kr/0,02 kr npenapara Ha Kypc nedveHust = 125 000 o6paboTaHHbIX MOPOCAT.

KOX = 125 000 nopocsT.

3a aHanusupyemblil nepuog y 250 nopocAT Gbinn BhISBNEHBI peakLuiu.

CooteeTcTBeHHO: PHA = 250 - 100/125 000 = 0,2 % (HevacTas).

B.4 Npumep Ne 4a

BakuuHa npotus aHUedanoMmenuta nTud.

Hopma BBoga 0,5 Mn Ha ronoBy NTULEI ABYKPATHO.

BeinyckaeTcs Bo dpnakoHax no 500 mn = 1000 pos.

3a nHTepecylowmi nepuog 6uino npogaHo 25 460 hnakoHOB BaKLMHbI.

KOX = 25 460 dnakoHos no 500 Mn kaxablit/1 Mn Ao3a Ha Becb Kypc NedeHns = 12 730 000 o6paboTaHHbIX Xu-
BOTHBbIX.

B.5 Mpumep Ne 4a

KOXX = 12 730 000.

3a aHanusupyemblit nepuoa y 870 nruy, Gbinn BuISBNEHb! peakuuu.

PH#A =870 - 100/12 730 000 = 0,0068 % (oveHb peakas).
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MpumevyaHue — lNokasatenu cpefjHeil CTaHAapTHON XUBOW Macchl pasHbIX BUAOB XUBOTHLIX NpUBESEHbI B

npunoxeHum I
PacnpocTpaHeHHOCTb HeXenaTenbHOro ABMeHUs BoIMUCASIOT HA OCHOBAHUM JaHHLIX O KONUYECTBE XUBOTHLIX, KO-
TOpbIM 3@ onpefiefieHHbIA Nnepuoy NPUMEHUINN NieKapCTBEHHbINA Npenapar, U 0 KONMYECTBE XUBOTHBIX, Y KOTOPbLIX NPpW Npu-

MEHEHUMN nekapCTBEeHHOro npenapara 6bINo BLISIBNEHO HeXernaTtenbHoe ABeHne.
PaCI'IpOCTpaHeHHOCTb HeXenaTtesibHOro ABreHnA AoNyCcKkaeTcA cHUTaTh B UeNToOM no 06bemy BbIABJTEHHbIX HEXena-

TeNbHLIX ABNEHUA Unu no KOHKPETHOMY KITMHUYECKOMY NPOABIIEHUIO HEXeNnaTeNnbHOro ABNEHUA.

Mpunoxexnune I'
(pekomeHayemoe)

Mokasarenu cpeaHelr CTaHAAPTHOM XXMBOW MAaCChl XKMBOTHbLIX pa3HbIX BUAOB (cMm. [10])

Tabnuya 1
Buas! v cyGnonynsLm CraHpapTHan ;214;2: ;v:eacca (PKM), kr,
Jlowagb, kopoBa 550
Cobaka 20
KoLuka 5
MscHot TerneHok (Nepeg yboem) 150
HoBopoxXaeHHbI TeneHoK 50
CBuHOMaTKa/Xpsk 100/130
MopoceHoK Ha huHULWHOM oTkopMe (156—160 aHelt) 60
[MopoceHOK-0TbeMbILW (21—24 AHSA) 8
OBuUa 60
FArHeHok 9
Mtuya, Gpoiinep 1
MTuua, HecyLKa 2
MTuua, ngerika 10
MTuua, MHAoK 20
Kponuk 1,4
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Bbubnuorpadua

®epepanbHelii 3akoH oT 12 anpens 2010 . Ne 61-®3 «O6 obpalleHnu NekapcTBEHHbIX CPEACTB» B peAakLum
®efieparnbHoro aakoHa oT 22 fekabpsa 2014 . Ne 429-03 «O BHeceHUM nusaMeHeHuii B GegepanbHblil 3akoH « O6
obpalleHun NeKkapCTBEHHbIX CPEACTBY

®apmakoHagsop/nog obLuein pegakuveit KonbuHa A. C., 3eipaHoBa C. K, Benoycosa . 0., 2019. C. 43

EBponeiickoe areHTCTBO MO NekapCTBEHHLIM CpeAcTBaM, KOMUTET no BeTepUHapHbIM MegULMHCKUM npenapa-
TaM, Pabovas rpynna no dapmakoHag3opy/552/2003. Bepeusi 1. PekoMeHgaUuy No rapMOHU30BaHHOMY MOA-
XoAy K onpefeneHno NPUHNHHO-CNEACTBEHHOW CBA3N MEXIY HeXenaTernbHbIM SBMIEHWEM U NEKapCTBEHHLIM
npenaparom

EBponeiickoe areHTCTBO MO NekapcTBeHHbIM cpeAcTBaM, KOMUTET no BeTepuHapHeIM MegULMHCKUM npena-
patam, Paboyas rpynna no cdapmakoHagsopy/552/2003. Mpunoxernue 3. OLeHKa HexXenaTensHoro sBneHus,
npefcTaenstoLlero coboit oTcyTcTBME oxupaemoin addekTuBHocTn (OOJ) aeicTBUS BETEpUHAPHBIX Nekap-
CTBEHHbIX NpenapaTos

EBponeiickoe areHTCTBO No NnekapcTBEHHbIM cpefcTBaM, KOMUTET No BETEpUHAPHBIM MeJULMHCKUM npenapa-
Tam/183/96. Bepensa 1-KoHcunmym. PykoBofacTBo no dhapmakoHaA3opy 3a BETEPUHaPHbLIMU fleKapCTBEHHBIMU
npenapatamu. PyKoBOACTBO No npoLefypamM ANs fepxaTens perncTpaumoHHOro yaocToBepeHus

Hagnexallan npakTuka hapmakoHaz3opa 3a BETEpUMHapHBIMU NeKapCTBEHHBIMU NpenapaTamMu: MexayHapoga-
Has defepalus 340pOBbA XUBOTHBIX, 2-0€ U3faHue, anpens 2011 r.

BeTepuHapHbIii hapmakoHaasop. HexenaTenbHble peakumn Ha BETepUHapHbIE NEKApCTBEHHbIE Npenaparbi»/
nog pepakuueit K. H. Byasapg, 2009 . C. 292

EBponeiickoe areHTCTBO No NnekapcTBeHHbIM cpeAcTBaM, KoMuTeT no BeTepUHapHLIM MeAULIMHCKUM MNpenapa-
Tam/248499/2007. PekoMeH[aLmMK MO OLieHKE COOTHOLLEHUS MONb3a/PUCK AN BETEPUHAPHBIX NeKapCTBEHHbIX
npenapaTos

EBponeiickoe areHTCTBO MO flekapCTBEHHLIM cpefcTBam, KoMUTET No BeTEpUHAPHBEIM MEAWLMHCKUM Npenapa-
TaM, Paboyas rpynna no dapmarkoHansopy/303762/2012. Cepbe3sHble, He NpuBogsLLMeE K rTnbenm XUBOTHOIO He-
XenaTtenbHble ABMEeHWS U Npasuna npefocTaBNeHna UHgpopmMaLMmM 0 HUX B YNONTHOMOYEHHLIN opraH. Bonpocel
1 OTBETHI

Hagnexallaa npakTuka papmMakoHassopa 3a BeTepMHapHBIMK NlekapcTBEHHBIMU Npenapatamu: MexayHapoa-
Hasa dedepaunsn 30opoBbs KUBOTHLIX, 2-€ u3gaHue, anpens 2011 .
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