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MockBa

06 yreep:kaennu Ilopsiaka ocymecTBIeHHS AepaKaTeJAMH HJIM BjiajleJbIaMH
PerncTPanHOHHLIX YIOCTOBEPEHHH JIeKapCTBEHHbLIX NPeNapaTos
AJIsl BeTEPMHAPHOT0 NPUMEHEHHS, IOPHAHYECKHMH JTHIAMH,

HA HM$S KOTOPbLIX BbIAAHbI pa3pelleHusl HA NPOBeleHHe KIIHHHYECKHX
nccjaenosanuii B Poccniickoii @eaepanun, 1160 ynoJiHOMOYEHHBIMH HMH
JAPYTHMH IOpHIHYECKHMH JHIAMH B paMKax obecnedeHns 6€30nacHOCTH

JIeKapCTBeHHBIX MpeNnapaToB NpHeMa, y4eTa, 00paboTKH, aHA/IH3a
M XpaHeHHs MOCTYNAIIINX B HX aJipec OT CyObeKTOB 00palleH st
JIEKAPCTBEHHBIX CPEACTB /Il BeTEPHHAPHOI0 NPHMEHEHHS
H OPraHoOB rocyJIapCTBeHHO# BJIacTH c000LIeHHI 0 NOOOYHBIX JeiCTBHSX,
HeKeJIaTeJILHBIX PeaKIHsiX, cepbe3HbIX HeKeJIaTeNbHbIX H HeNnpeABHACHHbIX
HesKeJIaTeJIbHBIX peaKIHAX NPH NPHUMEHEHHH JeKapPCTBEHHbIX NpenapaToB
JJi5l BEeTePHHAPHOrO NPHMeHeHHs1, 00 0cO0eHHOCTAX HX B3aHMOJAEHCTBHS
¢ APYTrHMH JIEKAPCTBEHHBIMH NpenapaTaMH Uil BETEPHHAPHOr0 NpHMeHeHUs,
HHAUBHAYAIbHOH HEMEePEeHOCHMOCTH, a TaKxe 00 HHBIX daKTax
H 00CTOATEILCTBAX, NMPEACTABIAIOIINX YIPO3y KH3HH HJIH 3J0POBLIO
sKHBOTHOI'0 HJIH BJIMAIOIIAX HA H3MEHEHHE OTHOLIECHHS 0’KHAaeMOH M0JIb3bI
K BO3MO’>KHOMY PHCKY NPHMEHEHHS JIeKaPCTBEHHBIX MpPEnaparoB
1JIsi BETEPHHAPHOIO NPHMEHEHH

B  memsx — peanmu3amumud  crath 64 @enepalbHOTO  3aKOHaA
or 12 ampens 2010 r. Ne 61-®3 «O6 obpaimieHHM JIEKapCTBEHHBIX CPEICTBY
(Cobpanre 3akoHomatenbctBa Poccuiickoit @eneparuu, 2010, Ne 16, cr. 1815;

Ne 31, c1. 4161; Ne 42, c1. 5293; Ne 49, c1. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26,
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cT. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165; 2014, No 11,
ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 10, ct. 1404; Ne 27, ct1. 3951;
Ne 29, ct. 4359, ct. 4367, cT. 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9; No 23,
cT. 3287; Ne 27, ct. 4194, ct. 4238, cT. 4283; 2017, Ne 31, ct1. 4791, ct. 4827; 2018,
Ne 1, ct. 9; Ne 24, ct. 3407; Ne 49, ct. 7521; Ne 53, ct. 8437; 2019, Ne 23, ct. 2917,
Ne 30, ct. 4142; Ne 31, cT. 4456) U B COOTBETCTBHHU C MOAIYHKTOM 5.2.25(106)
nynkra 5 IlonoxeHuss o MuHHCTEpPCTBE CeJIBCKOrO XO03saHcTBA Poccuiickon
denepamnyn, yTBepxkaeHHoro mnocraHoBieHHeM IIpasurennsctBa Poccuiickon
®enepanyn ot 12 urons 2008 r. Ne 450 (Cobpanue 3axoHonaTenscTBa Poccuiickon
denepanun, 2008, Ne 25, ct. 2983; Ne 32, ct. 3791; Ne 42, ct. 4825; Ne 46, c1. 5337,
2009, Ne 1, ct. 150; Ne 3, ct. 378; Ne 6, cT. 738; Ne 9, ct. 1119, c1. 1121; Ne 27,
cT. 3364; Ne 33, ct. 4088; 2010, Ne 4, cT. 394; Ne 5, c1. 538; Ne 16, ct. 1917; Ne 23,
cT. 2833; Ne 26, c1. 3350; Ne 31, cT. 4251, c1. 4262; Ne 32, ct. 4330; Ne 40, ct. 5068;
2011, Ne 6, ct. 888; Ne 7, cT. 983; Ne 12, ct. 1652; Ne 14, ct. 1935; Ne 18, cT. 2649;
Ne 22, ct. 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, ct. 3969; Ne 33, ct. 4386; Ne 45, ct. 5822;
2014, Ne 4, ct. 382; Ne 10, ct. 1035; Ne 12, ct. 1297; Ne 28, ct. 4068; 2015, Ne 2,
cT. 491; Ne 11, ct. 1611; Ne 26, ct. 3900; Ne 35, ct. 4981; Ne 38, ct. 5297; Ne 47,
cT. 6603; 2016, Ne 2, c1. 325; Ne 28, ct. 4741; Ne 33, ct. 5188; Ne 35, ct. 5349;
Ne 47, c1. 6650; Ne 49, ct. 6909, ct. 6910; 2017, Ne 26, ct. 3852; Ne 51, c1. 7824,
2018, Ne 17, ct. 2481; Ne 35, ct. 5549; 2019, Ne 1, ct. 61; Ne 17, ct. 2096; Ne 19,
cT. 2313; Ne 30, ¢c1.4337), i pu K a3 Bl B 2 1O:

VrBepautrs npwiaraembiii  [lopsnok  OCYIIECTBIEHHS  JIepKaTesIMH
WIH BIIAJENBIAMH PETUCTPAIMOHHEBIX YAOCTOBEPEHHI IEKApCTBEHHBIX IIPENapaToOB
IUIE BETEPUHAPHOTO NPUMEHEHUs, IOPUAMYCCKHMMHM JIMLIAMH, Ha HMMsS KOTODBIX
BBIJAHBI  pa3pelleHHs Ha  [POBEACHHWE  KIMHUYECKMX  HCCIICAOBaHHM
B Poccuiickoit ®enepannu, auO0 YNOJIHOMOYEHHBIMH HMH  JPYyTHMH
IOPHANYECKIMH JIMIIAMH B paMKax oOeclieueHus: O€30NacHOCTH JIEKAPCTBEHHBIX
IpenapaToB INpuema, ydera, oOpabOTKH, aHauW3a M XPaHEHHs IOCTYHAROIIMX

B MX aJIpec OT CYOBEKTOB 0OpaIlleHUs JIEKAPCTBEHHBIX CPEACTB AJIs BETEPUHAPHOIO




IIPUMEHEHUS u OpraHoB roCyJapCTBEHHOM BJIaCTH COOOLICHUI

0 TOOOYHBIX AEUCTBUSIX, HEXENAaTeIbHbIX PEaKlUsIX, CEpbe3HbIX HEXKeIaTeNIbHbIX
¥ HelpeIBUICHHBIX HeXeJIaTelIbHBIX peaklUsIX NPy IPUMEHEHUHU JIeKapCTBEHHBIX
npemnapaTtoB OIS~ BeTepUHApHOro  IpUMeHeHHs, 00  0ocoOeHHOCTAX
MX B3aUMOJICHCTBHS C JPYTUMH JIEKapCTBEHHBIMH NIpeNiapaTaMy 11l BETEPHHAPHOTO
NpUMEHEeHHs], WHAWBUAYaJbHON HEeNepeHOCUMOCTH, a Takxke 00 MHBIX (pakTax
M 00CTOSITENBCTBAX, MPEACTABIAIONINX YTPO3y JKU3HH WU 37I0POBBIO )KUBOTHOIO
WU BIUSIOIMX HAa W3MEHEHHE OTHOILLUEHUS OXHMJAaeMOM I0Jb3bl K BO3MOKHOMY

PHCKY IPUMEHEHHUS JIEKaPCTBEHHBIX Ipenaparo TEPUHAPHOTO IPUMEHEHHSI.

Munuctp JI.H. ITatpyiues



YTBEPXJEH
npuka3zoM MuHcenbxo3a Poccun
o019 ceurabpa 2019r. Nod534

NOPAAOK
OCyIIeCTBJICHHS AeP/KAaTeIAMH HJIH BJIaJeIbIAMH PErHCTPallHOHHbBIX
y/10CTOBEpEHHI JIeKapCcTBeHHBIX NPENapaToB /IJIf BETePHHAPHOIO
NpHMeHeHHsl, OPHAHYECKHMH JHLIAMH, HA HMsl KOTOPbIX BbIIaHbI pa3pelieHHs
HA NpoBeleHHe KIMHHYeCKHX HecleaoBannii B Poccniickoii Mexepannu,
Ju00 yNoJJHOMOYEHHBIMH HMH JIPYTHMH I0PHAHYECKHMH JIMIAMH B paMKax
ofecneyenns 0e30NMACHOCTH JIEKAPCTBEHHbIX NPENaparToB NpHeMa, yueTa,
06paGoTKH, AaHAJIH32 H XpPaHeHHs! OCTYNAIOIHX B HX aJpec OT Cy0ObLeKTOB
o0paleHHs JTeKaPCTBEHHBIX CPEJACTB JJIsl BETEPHHAPHOIO NPpUMeHeHHs
M OPraHoB roCyAapCTBeHHOi BJIACTH cO00IEnHi 0 NOGOYHBIX NeHCTBUSX,
HeXeJATeJbHBIX PeaKIHsAX, Cepbe3HbIX HEeKeJIATEJbHBIX H HellpeABHAeHHbIX
HeXeIATeILHBIX PeaKUaX NPH NPHMEHEHHH JIEeKAPCTBEHHBIX NpenapaToB
JJISl BEeTEPHHAPHOIO pHMeHEeHHs, 00 0COOEHHOCTNX HX B3aMMOAEHCTBHA
¢ APYTrHMH JIEKAPCTBEHHbIMH NpenapaTaMH i BeTePHHAPHOIO NPHMEHEeHHS,
HHIHBH/YAJbHON HENePEeHOCHMOCTH, 2 TaKiKe 00 HHBIX (hakTax
H 00CTOSITEJILCTBAX, IPEACTABJSIOIHX YIPO3Y KH3HH HJIH 3I0POBbIO
JKHBOTHOTO HJIH BJIHSIOIIHX HA H3MEHEHHE OTHOIIEHHSI 0KHAAeMOH MO0JIb3bI
K BO3MOKHOMY PHCKY NPpHMEHEHHH JIeKapPCTBEHHBIX NPeNapaToB
JJIf BeTEPUHAPHOTO NPHMEHEHHS

1. Hacrosmmuii ITopsmok ompenenseT IpaBuila OCYIIECTBICHUS JePKATEIIMU
WK BIaJelbllaMi PETHCTPALIMOHHBIX yIOCTOBEPEHHH JIEKAPCTBEHHBIX Mpernaparos
1715 BETEPHHAPHOTO TIPUMEHEHHNS, FOPUINYECKMMH JIMLAMHM, Ha UMsI KOTOPBIX BbIIaHbl
paspelleHHs Ha MpoBeeHHe KITMHUYECKHX Hccnenopanuii B Poccniickoit @enepanuy,
60 YHNONTHOMOYEHHBIMH WMMH [PYTMMH [OPHIWYECKHMH JHiaMd (Iamee —
JepXKaTeld WM BIAIENbUBl PETHCTPALHOHHBIX YIOCTOBEPEHH#) B paMKax
obecrniedeHns 6€30MacHOCTH JIEKaPCTBEHHBIX NPENapaToB IpHeMa, ydeTa, o6paboTKy,
aHATM3a M XpaHEHHs MOCTYNAINMX B HX aipec OT CyOBeKTOB OOpalleHus
JNIEKapCTBEHHBIX CPEJCTB JJI BETEPHHAPHOTO IIPUMEHEHHS (Hajiee — JIKapCTBEHHbIE
CpeIcTBa) %} OpraHoB roCyJ1apCTBEHHOM BJIACTH cooO1eHui
0 NMOGOYHBIX NEHCTBHAX, HEXENATENbHBIX PEaKIHIX, CEPhE3HBIX HEXeNIaTelbHbIX
¥ HENpeIBHACHHBIX HEeXXeJIATENbHBIX PeaKkUUsAX NpH NPUMEHEHHH JICKapCTBEHHBIX

TIpenapaToB Jil BETEPHHAPHOTO PUMEHEHHU (fajee — IeKapCTBEHHBIE IPENapaTsl),
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06 0COGEHHOCTAX UX B3aMMOJAEHCTBHS C APYTUMH JIeKapCTBEHHBIMH IIpenapaTami,
MHIUBH/YalbHOM HEMEPEHOCHMOCTH (Jajee — HeXXelaTellbHble IOCIEACTBUA),
a TaKke 00 UHBIX (akTax 1 00CTOATENbCTBAX, IPEACTABIIAIOIIMX YIPO3y )KH3HH HIIH
3JI0POBBIO JKMBOTHOTO WJIM BIMSIOUIMX Ha HM3MEHEHHE OTHOLICHHS OXHIaeMOW
HOJIB3bI K BO3MOXKHOMY PHCKY MPUMEHEHHS JIEKapCTBEHHBIX Npenaparos (nanee —
HHBIE TIOCJIEICTBHSA ).

2. HBIMH TIOCTIEACTBUSIMU SIBJLSIFOTCSL:

Clyyad TpPUMEHEHHS JIEKapCTBEHHOrO IIpenapara MO  IOKa3aHWsM,
HE COJepXalMMC B HHCTPYKIHH [0 €ro IPUMEHEHHWIO (Jjanee — MHCTPYKLHMA),
Cllyuyau BBISBJICHHS WHBIX OINHOOK TIPUMEHEHHs JIEKapCTBEHHOIO TMpenapara
CHELUAIMCTAMK B 00JIACTH BETEPUHAPHH U (WIM) BIAAEIbLIAMU )XUBOTHEIX;

CIly4ad MPHMEHEHHs JIEKapCTBEHHOTO Mperapara C PeXHMMOM I03HpOBaHHS
M TPOJO/DKHTENBHOCTBIO JICYEHHS, HE COOTBETCTBYIOLIMMH DPEXHMY TO3UPOBaHUS
1 [IPOJOJDKUTEBHOCTH JIEU€HHS, TPEAYCMOTPEHHBIM HHCTPYKIIHEH;

Cllyyad OOHapyX€HHs OCTAaTOYHBIX KOJIMYECTB JIEKapCTBEHHOIO IMperapara
U ero MeraboiauTOB (IIPHU HATMYUK) B NPOAYKLMH >XMBOTHOIO ITPOMCXOXKICHHUS
TIpH COOJTIOIeHUH TPpeOOBaHHH, yCTAHOBIEHHBIX MHCTPYKIIHEH;

CIy4ad BbIABJICHUS HeONArompUsITHOIO BO3ACHCTBUA  JIEKAPCTBEHHOTO
npernapara Ha OKpYKarollyto cpeny;

CIIy4ad BBIABJICHUS YCTOHYMBOCTH MHKPOOPTaHHM3MOB K JIEKapCTBEHHBIM
npemnaparam, IpAMeHsSeMbIM 111 60pbOBI ¢ STUMHM MUKPOOPTraHH3MaMHU,

CIIy4ad OTCYTCTBHUS KIMHHYEeCKOro 3(¢eKra BaKLHUH, €CJIM 3TO HE BHI3BAHO
MHIMBUIYaIbHBIMH  OCOOEHHOCTSMH  JKMBOTHOTO 4 (MIM)  CEHU(HKOH
ero 3aboJieBaHus;

UHBIE CITy4ad CHIKeHHs 3()(GEeKTHBHOCTH M 0€30IaCHOCTH JIEKapCTBEHHOTO
npernapara.

3. IlpueM, ydet, 00paboTKa, aHANN3, XpPaHEHHE COOOILEHUH O HEXENATETbHBIX
¥ HUHBIX IOCIEACTBHAX, IMOCTYMAIOIMX B ajpec [ep)KaTeled WM BIAACIIBICB
PETMCTPAIMOHHBIX YAOCTOBEPEeHHH OT CyOBEKTOB OOpallleHHs JIeKapCTBEHHBIX

CPeJICTB M OpraHOB TOCYOapCTBeHHOH BiacTH (Jamee —  CoOOLIEHHS),



OCYILIECTBJISIOTCS YIIOTHOMOYEHHBIM PabOTHHMKOM JiepXKareiiss WIM Blajelbla
PETHCTPAlMOHHOTO Y/AOCTOBEpeHHs (Jjallee — YIOJHOMOYEHHBIH pabOTHHK),
C COONMIOfEHHEM OrpaHMuYeHWH, YCTaHOBICHHBIX (PelepalbHBIM  3aKOHOM
or 27 wrons 2006 r. Ne 152-®3 «O mepcoHaibHbBIX AaHHBIX» (CoOpanue
3aKoHOzaTeNscTBa Poccuiickoit @enepanun, 2006, Ne 31, ct. 3451; 2009, Ne 48,
cr. 5716; Ne 52, ct. 6439; 2010, Ne 27, ct. 3407; Ne 31, ct. 4173, c1. 4196; Ne 49,
cT. 6409; Ne 52, ct. 6974; 2011, Ne 23, ct. 3263; Ne 31, ct. 4701; 2013, Ne 14,
cr. 1651; Ne 30, ct. 4038; Ne 51, ct. 6683; 2014, Ne 23, ct. 2927; Ne 30, ct1. 4217,
cT. 4243; 2016, Ne 27, ct. 4164; 2017, Ne 9, cr. 1276; Ne 27, ct. 3945; Ne 31,
ct. 4772; 2018, Ne 1, ct. 82).

4. B coOOIIIeHHH YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS

a) HaMMEHOBaHWE  JIEKQpCTBEHHOTO  Mpemapara  (MEXIyHapoaHOe
HemaTeHTOBaHHOE, MM TPYNIHPOBOYHOE, WIM XHMMHYECKOE H  TOProBoe
HaMMEHOBAHU);

6) HaMMEeHOBaHHE NIPOU3BOAUTEILS JIEKAPCTBEHHOI'O MpenapaTa;

B) BHA, mopoja (pU HAJIWYKMH), BO3PACT M IIOJN XKHUBOTHOrO (KHUBOTHBIX),
y KOTOporo (KOTOPBIX) BO3HMKIO HEXEJIATellbHOe TOCIeCTBUe WIM HHOE
TIOCTIEACTBHE;

r) CUMITOMBI M JaTa BO3HHKHOBEHHS HEXENATEJbHOTO MOCIEACTBHS WU
MHOTO TTOCIIEACTBYS;

1) THGOPMAIIHS O CPOKE TOJHOCTH, PeXHUMe TO3HPOBAHHUS, CIOCO0e BBEACHHUS
¥ IPUMEHEHHUs, BpeMeHHU TIpHeMa, IPOAOIDKHTEIbHOCTH JICYSHHS;

€) HCXOJ] HEXKENATENBHOTO OCISACTBHS HIIH HHOTO NOCTIEACTBUS (B TOM YHCTIe
nHGOpMaLHs 06 OCI0KHEHHUSX JTHO0 O TOM, 9TO HCXOJ] HEU3BECTEH);

’K) MECTO BBISBIIEHHS HEXXeJaTeIbHOTO MOCIEICTBUS WA HHOTO NOCIIEACTBUS
(rocymapcTBo, afpec);

3) CBelleHHs O CyObekTe oOpallleHHs JE€KapCTBEHHBIX CpPEelICTB HIHM OpraHe
rOCYIapPCTBEHHOM BIIACTH, COOOLIMBIIEM O HEKENIATEILHOM MOCIECICTBAH HIIM HHOM

HNOCJICACTBUH!
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17151 QU3HYECKHX JTHIL — GaMHUITAS, UMs, OTIECTBO (IIpH HAJIMYMH), aAPEC MECTA
KUTENBCTBA, 4 TAKXe HOMep Tele(OHa U apec HMEeKTPOHHOM NOUTHI (TIpU HAJTM4MH);

1718 IOPUIUYECKHX JIMI] — MOJIHOE HAMMEHOBaHHUe, ajpec, Homep TenedoHa u
aJipec 3JeKTPOHHOM MOYTH (TIpH HAJTUYUH);

¥) coriacue Ha 00pabOTKy MEepCOHAJBHBIX AaHHBIX (E€CIM OTIPAaBUTENEM
COOOIIEHHS ABJIIETCA PU3MUECKOE JIULIO).

5. Ilpy HaNMYHKM COOTBETCTBYIOIIMX CBEJIEHUH B COOOLIEHHM YKa3bIBAaeTCS
CIIeIYIOILEE:

a) CBelNeHHs O MecTe MNpHOOpeTeHHUs H IPHMEHEHHUS JIEKAPCTBEHHOTO
npernapara;

6) HOMep CepuH JIeKapCTBEHHOTO Npernapara,

B) MH(OpMAIMA O COMYTCTBYIOLIEM JIEUEHHM C yKa3aHMEM HaMMEHOBAHHi
JIEKapCTBEHHBIX  MpernaparoB, HOMEPOB  PETHCTPALMOHHBIX  YIOCTOBEPEHHH
JIEKapCTBEHHBIX MPENapaToB, CPOKa TFOTHOCTH, PEXXHMMa JO03HPOBAHHMS, CIOCO0a
BBEJIEHHs M MPHMEHEHWsS, BPEMEHH MpHEMa, NPOAODKUTENLHOCTH JICYCHHS
M CBEJICHHI 0 MecTe MproOpeTeHns U PUMEHEHHs JIEKAPCTBEHHBIX NPEaparos,

I') HOMEpP PErMCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Mpenapara,

1) aHaMHe3;

€) cBelleHHMs O BIajeliblle XUBOTHOTO (NIPEACTABIAIOTCA B Cilydyae, €CIH
BIAJEJIEL] XKMBOTHOTO He ABIAETCH CyOBEKTOM 0oOpallleHUs JIEKapCTBEHHBIX CPENCTB
WIM OpPraHoM TOCYJapCTBEHHOM BIacTH, COOOIIMBIIMM O HEXeJIaTeIbHOM
TIOCJIEAICTBUY WUJIH HHOM TIOCIIEICTBHM ):

1718 PUINIECKUX JIKI — GaMIINS, UM, OTYECTBO (IIpU HAJIMYKH), apeC MeCTa
JKUTENIbCTBA, a TAK)XKe HOMED TeleOHA U aJIpeC FIEKTPOHHOM MOYTHI (TIPH HATHUYHK);

IS IOPUIMYECKUX JIMIl — MOJIHOe HaWMeHOBaHHUe, ajipec, HoMep TeledoHa
U aipec DIEKTPOHHOMU MOYTH (IPU HATHYHH).

6. O6paboTka cooOIIeHH# BKIOYaeT B ce0s OLIEHKY IMOJHOTHI CBEICHHH,
COJIEPIKAIIUXCS B COOOIICHHUH.

7. B ciy4ae eciu CBelleHHH, YKa3aHHBIX B COOOLIEHHM, HEIOCTATOYHO IS

NpOBENECHUsS aHAIW3a, YMNONHOMOYEHHBI pabOTHMK HAIpaBisieT CyObeKTy




oOpallleHHsl JIEKApCTBEHHBIX CPEJICTB HIHM OpraHy TOCyIapCTBEHHOW BIIacTH,
TpeACTaBUBIIEMY COOOLIEHHE, 3alpOC CBEIEHWH, NpelyCMOTPEHHBIX ITyHKTOM 4
HacTosero ITopsaka, To0GEIM JOCTYITHBIM CIIOCOOOM.

8. B ciyuae HempejacTaBieHHs OTBeTa Ha 3ampOC, YKa3aHHBIA B IyHKTE 7
Hactosero ITopsaka, B TeueHre 30 KaJeHAApPHBIX AHEH CO THS IOTy4YECHUS JTAHHOTO
3ampoca, aHAIN3 COOOIIeHN YITOTHOMOYEHHBIM PaGOTHMKOM HE MPOBOXHUTCS.

9. AHanu3 cooOLIeHH YIIOJHOMOYEHHBIM pabOTHUKOM BKIIIOYAeT B CeO4:

YCTaHOBJICHHE CTETIEHH BEPOSTHOCTH HAJIMYHs IPHIMHHO-CIIECTBEHHOM CBSA3H
MEXIy [NpUMEHEHHeM JIeKapCTBEHHOro IIpemapara ¥ BO3HMKHOBCHUEM
HEKENaTeNIbHbIX TIOCNEACTBUN UM WHBIX NMOCIIEICTBUIM;

yCTaHOBJICHHE KOJMYECTBAa HEXeNATeNbHBIX TOCIEACTBUA WM HHBIX
IOCJICICTBHH;

OIIEHKYy pPAacCIpPOCTPAHEHHOCTH HEXENATeNbHbIX IIOCIAECACTBHA WM HHBIX
TIOCIIEICTBUN.

10. Tlpu aHamuse  COOOINEHHH  YNOJHOMOYEHHBIM  PabOTHHUKOM
TIPUMEHSIOTCA:

Hay4HbIE " aHAJTUTUYECKHE TaHHbIE, oIy 0 TMKOBaHHbIE
B CIEIMANM3UPOBAHHBIX TEYaTHBIX HM3JaHUAX B 00IacTM  BETEpPUHAPUH,
o 6e3omacHocTH U (MiH) 3pPeKTUBHOCTH JIEKapCTBEHHOI'O Mpernapara;

JAHHBIE O HEXeJIATEIbHBIX ITOCIEICTBUAX WM HHBIX IOCIEACTBUAX, B TOM
ypciie o (aKTopax pHCKA WX pPa3BUTHS, CTENEHH IIPOSBIEHHA, CIocobax HX
IpEIOTBpAIeHNs HIH yMEHBILICHHUS,

JaHHBIE O pHCKe IPMMEHEHHS JIEKapCTBEHHOIO Ipemapara B CpaBHEHMU
C JIeKapCTBEHHBIMM TperiapataMy TOH XKe (apMaKoJIOTMYeCKOH TIPpyNImbl HIH
TOHl e 0OJacTH IPHMEHEHWs IpH OJMHAKOBBIX IOKa3aTeNaX 3(QPeKTUBHOCTH
(IpH UX HATUYHUH).

11. B mensx yCTaHOBJEHUS CTellEHH BEPOSTHOCTH HAIW4YHMsS MPUYHHHO-
CIIEACTBEHHOM CBA3M MEXAy IIPUMEHEHHEM JIEKapCTBEHHOro  Mpemapara
U BO3HHUKHOBEHHEM HEXEJATeNbHBIX IOCIENCTBUM WIH HHBIX MOCIEACTBUH

YIOJIHOMOYCHHBIM paGOTHI/IKOM OLICHHUBACTCA:




IIepHOZI BPEMEHM MEXAY TNPUMEHEHUEM JIEKApCTBEHHOIO IIpeliapara

¥ BO3HMKHOBEHHEM HEXXENIaTeTIbHBIX ITOCIIEICTBAHN MM HHBIX [10CIIECTBUH;

dbapmMakogrHAMUKa U (papMaKOKHHETHKA JEHCTBYIONIMX BEIIECTB, BXOAAIIHMX B
COCTaB JIEKApCTBEHHOTO IIpernapara;

BEPOATHOCTh BO3HHUKHOBEHMS HAONIONAEMBIX KIMHHUYECKUX HApYIICHUI
¥ (MJIM) yCTaHOBIIEHHS TIaTOIOr0AHATOMHYIECKUX HapyIIeHUH (eCliM MPIMEHMMO) IIPH
NpUMEHEeHWH JIeKapCTBEHHOIO IIpenapara, B TOM 4YHCJI€  COOTBETCTBHE
HEXEeNaTeNbHBIX MOCIEACTBHI WM WHBIX TMOCIEICTBHH KIHHHYECKUM H (HJIH)
[aTOJOTHYECKUM HapylIeHHsIM, TMOTEHLMAIbHO BO3MOXHBIM B  pe3ylbrare
IpYMEHEHHS JIEKapCTBEHHOI'O IIpeNnapara;

HaJIM4YHe JAHHBIX O BOBHUKHOBEHHWHU HEXENATENIbHbIX MOCIEICTBHM HUIIH HHBIX
HOCIEACTBHI TP INPUMEHEHWH WHBIX JICKapCTBEHHBIX IIpenapaToB, B COCTaB
KOTOPBIX BXOMAT JEWUCTBYIOIIMe U (WIH) BCIIOMOTaTeNbHBIE BEIIECTBA AaHHOTO
JIeKapCTBEHHOTO Mperapara;

IpOsIBIEHHE HEXeNaTeNIbHBIX MOCNEACTBUA WIIM WHBIX IOCIEJICTBHH MOcie
OKOHYAHHMS IPUMEHEHHs JEKApCTBEHHOro THpenapara W MpH BO30OHOBICHHH
NIPpUMEHEHHUS JIEKapCTBEHHOI'O Ipenapara;

HAJIMYHEe HHBIX BEPOATHBIX TIPUYMH JUIsl TMOSBIECHHS HEXeNaTelbHbIX
HOCIEACTBUM WIM HMHBIX  TIOCHEeNCTBMH  (B3amMoJeHcTBHE C  JIPYTHMH
NEKAPCTBEHHBIMH TIperapaTaMd WIH KOPMOBBIMH J00aBKaMd JJi JKHBOTHBIX,
HapylleHne  TpeOOBaHMH  MHCTPYKIMH,  HEYIOBJIECTBOPUTENbHBIE  YCIOBHA
COIep)KaHHWs W KOPMIIEHHs, CTPECCOBBIE CHUTyallMd, KIHMAaTH4eCKHe YCIIOBHI,
HEeJOCTATOK KOJIMYeCTBa U (MIJIM) KaueCTBa NMUTHEBOM BOJBI, pEaKIusl JKHBOTHOTO Ha
MHOM IpYMMEHEHHBIH JIEKAPCTBEHHBIH Ipenapar).

12. Tlo pe3ynbTatam aHanu3a GakTopoB, yKasaHHBIX B IyHKTe 11 HacTosiero
Topsiaka, YHOJMHOMOYEHHBIH paOOTHHK yCTaHABIMBAET CTENEHb BEPOSTHOCTH
BO3HMKHOBEHHs HEXKEJATENbHBIX IMOCIEACTBUI WM MHBIX NOCIEACTBUH B CBA3H C
IpUMEHEeHHEeM JIEKapCTBEHHOTO Mpenapara.

13. B X0/l OLIEHKH PacHpOCTPaHEHHOCTH He)XKeNaTeIbHBIX IOCIEICTBUN HITH

HMHBIX IIOCIEICTBUH MPOBOAUTCS YCTAHOBJICHUC IIPOLEHTHOI'0 COOTHOLICHHUA MCXKIY



KOJINYE€CTBOM >KHBOTHBIX, Y KOTOPBIX 3a MEPUOJ [TOCIE PETUCTPALIUH JIEKAPCTBEHHOIO
npenapara BO3HHKIH HeXeJaTellbHble IOCIENCTBHS MM HHbIE NOCIEACTBUA, H
KOJIMYECTBOM JKMBOTHEIX, B OTHOIICHHHM KOTOPBIX IIPUMEHSUIM JIEKApCTBEHHBIN
npernapar.

Ipu olleHKe paclpOCTPaHEHHOCTH HEXeNaTeJIbHBIX MOCIEACTBUA UIH MHBIX
NOCJIEACTBUN BEHISBICHHBIE ONHOTHMHBIC HEXXeJaTeNbHble MOCIEACTBHS WU HHBIE
HOCNEACTBHS HEOOXOAHUMO YYUTHIBATh OTHAENbHO MO0 KaXIOMY JKHBOTHOMY,
y KOTOPOT'O OHHU BBISIBIIEHEI (B TOM YHCIIE TIPU IPYIIIOBOM COJEPKAHHH XKHUBOTHBIX).

14. YnonHOMoYeHHbIH paGOTHHK OCYIIECTBISET yUIET NMPHUHATHIX COOOICHUMH
IlyTeM BHECEHHS CBeEHHI O COOOIIEHHH B NepedeHb COOOIEHHH O HEXeTIaTeNbHbIX
MOCNEACTBHAX WM HMHBIX TMOCJIEINCTBUAX (fajiee — IepedeHb), KOTOPBIA BEAETCS
JepXKarelleM WIH BialelblieM PeruCTPalMOHHBIX YIAOCTOBEPEHHH B JJIEKTPOHHOM
1M 6yMaKHOM BHUJIE.

15. TlepeueHs D0JKEH COAEPKATH CIEAYIOLLYI0 HHPOPMALIUIO:

00 yIOJHOMOYEHHOM pabOTHHKE, OCYHIECTBHBIIEM IpHEM H 00pabOTKY
cooOieHns (paMHIKs, UMs, OTYECTBO (IIPHU HATMYHHU), TOTKHOCTB);

0 JIEKapCTBEHHOM IIpemapare (HAUMEHOBaHME JIEKAPCTBEHHOIO Mpemnapara,
Ha¥MeHOBaHHe IIPOU3BOIMTENS JIEKAPCTBEHHOTO Nperiapara, JiekapcTBeHHas GopMa,
PEeXUM J03MpOBaHMA, CIOCOO BBeACHHMS M IPUMEHEHHUs, BpeMs TpHeMa
JIEKapCTBEHHOTO npernapara, MPOAOIKUTENBHOCTD JiedeHus, HOMED
PETMCTPALIHOHHOTO YAOCTOBEPEHHUS, HOMEP CepUH (IIpH HATUYHH));

O IHIE, HANpPaBHMBIIEM COOOIIEHHE: B OTHOLICHMH (GH3MYECKMX JIHI[ —
damunus, uMs, 0TIeCTBO (TIPH HATUYUM), aJPeC MECTa JKUTEIbCTBA, @ TAKKe HOMEp
TenedoHa U aapec IEKTPOHHOU MOYTHI (IPY HAIWYHH), JUIA FOPHIAMIECKHUX JHL[ —
TIOJIHOE HaUMEHOBaHHUE, afipec, KOHTaKTHas HHpopMarys (HoMep TeaedoHa U aapec
3IIEKTPOHHOM TTOUTHI (TIPH HATHYHN);

o BHJE, mopoje (IpH HAIW4YMK), [OJie, BO3pAacTe >XKHBOTHOTO (XKHBOTHBIX),
y KOTOpOro (KOTOpBIX) BBIABJIEHBI HEXENATelbHble MOCHCICTBHS WIH UHbIE

MOCJICACTBHA,



O CHMIITOMAaXx OJHOIO WM HECKOJbKUX HEXeNaTeJIbHbIX IOCIEICTBUH
WIM MHBIX IIOCHEACTBHN TpHMEHEHHs JIeKapCTBEHHOIO Mpernapara U CTENeHH
HX TIPOSIBJICHNS;

O MeCTe BBISBIECHHS HeXeNaTebHBIX MOCIEACTBUMA WM MHBIX [1OCIIEACTBUH
IpUMEHEHHS JIEKAPCTBEHHOTO Tpenapata (TocyapcTBo, aapec);

O pesyJbTarax aHajiM3a COOOIIEHHsA, B TOM 4YHCIE C YKa3aHMEM CTEleHH
BEPOATHOCTH BO3HMKHOBEHHS HEXKeTaTeIbHbIX NOCIEACTBUHI HIIM MHBIX TOCTEACTBHIA
B CBf3U C IIPHMEHEHHEM JIEKAPCTBEHHOTO Mpemapara, JH0O O TOM, YTO aHAl3
cooOIeHNsT He MpoBOAWICA (B clydae HeNpeACTaBIeHHs OTBETa Ha 3arpoc,
yKa3aHHbIH B myHKTe 7 Hactosuiero ITopska).

16. IIep)KéTeJH/I WUIH BJIAJENbIBl PETUCTPAIIMOHHBIX Y/JOCTOBEPEHUHN JOJDKHEI
obecriednTh XpaHeHHEe COOOIEHHWI B TeUeHHe BCEro MnepHoja oOpalieHus

JeKapCTBeHHOTO Mpemnapara B Poccuiickoil Peneparu.



