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MockBa

06 yrBepxnenun Ilopsiaka ocymecTB/ICHHS Jep:KaTeJIMH HJIM BJjajelbIaMH
perncTpauMOHHBIX YIOCTOBEPEeHHIl JJeKapCTBEHHbIX NPenapaToB
AJISl BeTEPHHAPHOIr0 NPHMEHEHH, IOPHAHYECKHMH JIHIAMH,

HA HM# KOTOPBIX BbIAAHBI pa3pelleHus HA NPOoBeJAeHHe KIHHHYECKHX
nccjaenosanuii B Poccniickoii ®eaepanun, 1160 ynoaiHoOMOYEHHBIMH HMH
APYTHMH IOPHAHYECKHMH JIHIAMH B paMKax obecnieueHHns 0e30aCHOCTH

JIEKapCTBEHHBIX MpenapaToB NpHeMa, yuyeTa, 00paboTKH, aHAIH3a
H XpaHEHHsl MOCTYNAIINX B HX aJpec OT cy0beKTOB 00palleHHst
JIEKAPCTBEHHBIX CPEACTB AJisl BETEPHHAPHOI0 IPHMEHEHHS
H OPraHoB rocyAapcTBeHHOI BJIacTH cOO01IEeHHH 0 N000YHBIX JeHCTBHAX,
HEKeJATEJIbHbIX peaKkliX, cepbe3HbIX HEKeJIATEIAbHBIX H HeNpPeABHICHHbIX
HesKeJIATeJbHbIX peaKUHAX NPH NPUMEHEHHH JIeKaPCTBEHHDbIX NPeNnapaToB
/15l BETEPHHAPHOI0 NpUMeHeHHsl, 06 0cO0eHHOCTAX HX B3aHMO/ICHCTBHS
¢ APYrHMMH JIeKApPCTBEHHBIMH NpenapaTaMH Uil BeTEPHHAPHOrO NPHMEHEeHH s,
HHAHMBHIYAJIbHOH HenepeHOCHMOCTH, a TaKxke 00 HHbIX (haKkTax
H 00CTOSATENbLCTBAX, MPEACTABJSIIONHX YIPO3Y *KH3HH HJIH 310POBLIO
’KMBOTHOI0 MJIH BJIMSIOIHX HA H3MEHeHHE OTHOLIEHHUS 0KHAaeMOoil MOb3bI
K BO3MO’>KHOMY PHCKY NPpHMeHEHHS JIEKapCTBEHHBIX MpenapaToB
AJIsi BETEPHHAPHOrO NpHUMEHEeHH S

B  wmemax  peamusammm @ crathbu 64  DenmepanpHOro - 3aKoHa
or 12 ampenss 2010 r. Ne 61-®3 «O6 oOpalieHHH JIEKAPCTBEHHBIX CPENCTBY
(Cobpanue 3akonomatensctBa Poccmiickoit ®eneparmu, 2010, Ne 16, cr. 1815;

Ne 31, ct1. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26,




cT. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477, Ne 48, ct. 6165; 2014, Ne 11,
cT. 1098; Ne 43, c1. 5797; Ne 52, c1. 7540; 2015, Ne 10, cT. 1404; Ne 27, ct. 3951;
29, ct. 4359, cr. 4367, ct. 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9; Ne 23,
cT. 3287; Ne 27, ct. 4194, c1. 4238, ct1. 4283; 2017, Ne 31, c1. 4791, cT1. 4827, 2018,
Ne 1, c1. 9; Ne 24, ct. 3407; Ne 49, ct. 7521; Ne 53, ct. 8437; 2019, Ne 23, cT. 2917;
Ne 30, cr. 4142; Ne 31, cT. 4456) 1 B COOTBETCTBHH C MOAMYHKTOM 5.2.25(106)

&

nyHkta S5 I[lomoxeHuss o MHHHCTEPCTBE CENBCKOTO Xo3aMcTBa Poccuiickoi
denepanru, yTBepxkAeHHOro nocraHoBieHueM IIpaBurenscTBa Poccuiickoi
denepannu ot 12 utons 2008 r. Ne 450 (Cobpanue 3axkoHonaTenbcTsa Poccuiickoi
denepariu, 2008, Ne 25, ct. 2983; Ne 32, ct. 3791; Ne 42, c1. 4825; Ne 46, c1. 5337
2009, Ne 1, ct. 150; Ne 3, c1. 378; Ne 6, cT. 738; Ne 9, ct. 1119, c1. 1121; No 27,
cT. 3364; Ne 33, ct. 4088; 2010, Ne 4, c1. 394; Ne 5, ct. 538; Ne 16, ct. 1917; Ne 23,
cT. 2833; Ne 26, ct. 3350; Ne 31, cT. 4251, c1. 4262; Ne 32, ct1. 4330; Ne 40, ct. 5068;
2011, Ne 6, cT. 888; Ne 7, cT. 983; Ne 12, ct. 1652; Ne 14, ct. 1935; Ne 18, ct1. 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, cr. 1611; Ne 26, ct. 3900; Ne 35, ct. 4981; Ne 38, c1. 5297; Ne 47,
cT. 6603; 2016, Ne 2, c1. 325; No 28, c1. 4741; Ne 33, cr. 5188; Ne 35, ct. 5349;
Ne 47, ct. 6650; Ne 49, ct. 6909, cT. 6910; 2017, Ne 26, cT. 3852; Ne 51, ct. 7824;
2018, Ne 17, ct. 2481; Ne 35, cr. 5549; 2019, Ne 1, ct. 61; Ne 17, ct. 2096; Ne 19,
cT.2313; Ne 30, ¢1.4337), t pH K a3 Bl B A 1O:

V1Bepauth mpwiaraeMbiii  [Iopanok  OCyIIECTBIEHMs — JepiKaTesAMM
HJIH BIIJICNbIIaMH PerUCTPALMOHHEIX YAOCTOBEPEHUH JIEKapCTBEHHBIX NPEapaToB
IJI1 BETEPUHAPHOIO NPUMEHEHHS, IOPUAMYECKMMM JIMIIAMH, Ha MMs KOTOPBIX
BBIJAHbBl  pa3pellieHWs Ha  INPOBENCHHE  KIMHUYECKHX  HCCIECIOBaHHUM
B Poccuiickoii ®epepany, 60 YNOJIHOMOYEHHBIMH HMH  JIPYTHMH
IOPHANYECKAMH JHOAMH B paMKax oOeclieueHHst 0e30IaCHOCTH JICKApCTBEHHBIX
[perapaToB IpHeMa, ydera, oOpaboTKH, aHaIM3a M XpaHEHHMs IOCTYMAIOMINX

B MX apec OT CyObeKTOB 00palleHNs JEeKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO




IIPUMEHEHHS " OpraHoB roCyZapCTBEHHOI BJIACTH cooO0IIeHNH

0 MOOOYHBIX JEHCTBHSIX, HEXENATENbHBIX PEaKIHIX, CEpPhE3HBIX HEXXeNaTeIbHbIX
U HeNpeBUIEHHBIX HeXeJlaTeJbHbIX peaKUsIX Npd NPUMEHEHUHU JiIeKapCTBEHHBIX
npenapaToB  AJsS  BEeTEPUHApPHOrO  NpHUMEHeHus, 00  ocoOeHHOCTIX
MX B3aUMOJIEHCTBHSI C IPYTHMMHU JIEKapCTBEHHBIMH LIpENapaTaMy AJis BETEpHHAPHOIO
IpUMEHEHHUs, MHIWBUIyalbHOW HENEepPEeHOCHMOCTH, a TaKkxke 00 MHBIX (akrax
U 00CTOATENBCTBAX, MPENCTABISAIONINX YIPO3y JKHU3HH MIH 3[J0OPOBBIO KUBOTHOTO
WM BIMAIOMIMX Ha W3MEHEHHE OTHOLUEHUS O0XKHAAEMOH IOJb3bI K BO3MOXXHOMY

PHCKY IIPHMCHCHHS JICKApCTBCHHBIX IIpCHapaTo TCPUHAPHOI'O IIDUMCHCHH .

MuHuctp JL.H. IlaTtpymes




YTBEPX/JIEH
nprka3oM MuHcenbxo3a Poccun
o019 cenrabpa 2019r. Neb34

NOPAAOK
OCyIeCTBJICHHS JepaKaTeJsiIMH HIIH BJIaJe/IbIlaMH PErHcTPAallHOHHBIX
yAOCTOBEpeHHil JIeKapCTBeHHBIX NPENapaToB [Jisl BETEPHHAPHOTO
npuMeHeHHs, DPHAHYECKHMH JHIAMH, Ha HMS KOTOPBIX BbIIaHbI pa3penieHHs
Ha npoBeieHHe KIHHHYECKHX HecaenoBannii B Poceniickoii @enxepaunm,
Ju60 ynoJiHOMOYE€HHLIMH HMH APYTHMH IODHIHYE€CKHMH JIMIIAMH B paMKaXx
ofecrieueHusi 0€30MACHOCTH JeKAPCTBEHHBIX NIPeNapaToB NpHeMa, y4eTa,
06paGoTKH, aHAJIH32 H XpPaHEHHs NOCTYNAIOIHX B HX a/ipec OT cy0OLeKToB
o0paieHns JeKapCTBEHHDIX CPeCTB AJIsl BETEPHHAPHOIO NPpHMEeHEeHHs
H OPraHoOB rocyJapcTBeHHOI BJIACTH c0001entii 0 N06OYHBIX NeHCTBUSAX,
HEXeIATeJbHBIX PeaKIHAX, CepPbe3HbIX HEKEJIATEIbHbIX H HePeABHACHHBIX
HeXeJIATEAbHBbIX PeaKIHAX NPH NPHMEHEHHH JIEKAaPCTBEHHBIX NpenapaToB
JJisl BETEPHHAPHOIO PHMeEHEeHHS, 00 0COOEHHOCTAX HX B3aNMOJEHCTBHS
¢ APYTHMH JIeKapCTBEHHBIMH NpenapaTaMiu VIl BeTEPHHAPHOIO IPHMEHeHH ,
HH/IHBH/YaJIbHOM HEelepeHOCHMOCTH, a TaKsKe 00 HHBLIX (pakTax
H 00CTONTEIbLCTBAX, NPEACTABJISIONIHX YIPO3Y 3KH3HH HJIM 310POBLIO
HBOTHOTO HJIH BJHSIONHX HA H3MEHeHHEe OTHOMIEHHS 0’KHIaeMOil MOIb3bI
K BO3MOXXHOMY PHCKY NIPHMEHEHHH JIeKapCTBEHHBIX NpenapaToB
AJIsl BETePHHAPHOIO NPHMEHEHHS

1. Hacrosmmii ITopsimok ompenenseT NpaBuiia OCYIIECTBICHUS AepXKaTesIMH
WK BIaJenblaMid PETHCTPAIlIOHHBIX yJIOCTOBEPEHHH JIEKAPCTBEHHBIX MPENapaToB
1715 BETEPHHAPHOr0 MPUMEHEHU S, IOPHIHNIECKUMH JIMLAMH, Ha UMSI KOTOPBIX BbIAaHbI
paspelIeH s Ha IPOBeIeHHe KIIMHIIECKHX HccnefioBanui B Poccniickoii @eepal,
60 YIONHOMOYEHHBIMH WMMH JAPYTMMH [OpHIMYEGCKMMH IHlamMd (namee —
JepXKaTeld MIM BIAJeNblbl PETHCTPALMOHHBIX YAOCTOBEPEHHI) B paMKax
obecneueHns 6€30IaCHOCTH JIEKAPCTBEHHEIX MPeNaparToB IpHeMa, yieTa, 06paboTky,
aHATH3a M XpaHeHHs MOCTYNAlOUIMX B HMX ajpec OT CyOBeKTOB oOpalieHus
JNIEKapCTBEHHBIX CPEJCTB AN BETepHHAPHOTO IIPUMEHEHHA (Jajiee — JIEKapCTBCHHBIE
CpeACTBa) %4 OpraHoB rocyAapCTBEHHOM BJIAaCTH cooO1eHuH
0 NOGOYHBIX ACHCTBHSAX, HEXENaTeNbHBIX PEaKUHUAX, CEPhE3HBIX HEKENATEIbHbBIX
¥ HeNpeIBUICHHBIX HEXeJATeNbHBIX PEaKUHUAX NPH NPUMEHEHUH JIEKapCTBEHHBIX

TIPENapartoB 1 BETEPMHAPHOTO IIPMMEHEHHs (Jaee — IEKapCTBEHHEIE TIpenaparsl),
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06 0COGEHHOCTAX HX B3aHMOJEHCTBHS C APYTMMH JIEKApCTBEHHBIMU IIpENapaTaMHy,
MHIMBUAYAIbHON HEMEPEHOCHMMOCTH (Hajlee — HeXeJaTelbHble MOCIEeACTBHUA),
a TaKke 00 MHBIX aKTax U 006CTOATENBCTBAX, IPEACTABIAIOIINX YIPO3Y KH3HH HIIH
37I0pPOBBIO JKHBOTHOTO WJIM BIUAIOUIMX HA H3MEHEHHE OTHOUICHHS OXHIaeMOn
HOJIB3ElI K BO3MOXKHOMY PHUCKY IPUMEHEHHS JIEKapCTBEHHBIX MpPENapaToB (Aajee —
HHBIE TIOC/IEICTBHA).

2. VIHBIMH IOCTIECTBUSMH SBIISIFOTCS:

Clydyad TMpPHUMEHEHHsS JIEKapCTBEHHOTO I[Ipernapara MO  IIOKa3aHHsM,
He COIepXalMMC B MHCTPYKLUHH [0 €ro NPHMEHEHMIO (nanee — HMHCTPYKIHA),
ClIyyad BBISBICHHS MHBIX OLIMOOK TNpPUMEHEHHMs JIEKAPCTBEHHOIo TMpernapara
CIeNUAIICTaMH B 00JIaCTH BETEPHHAPUH U (WJIM) BIaJENbLAMH )XUBOTHEIX;

Clly4ay MpHMEHEHHs JIEKapCTBEHHOI'O Mperapara ¢ PEXMMOM [03HPOBaHUS
M IIPOIOJDKHTENIBHOCTBIO JIEYEHHs, HE COOTBETCTBYIOIMMH PEXHMMY HO3HPOBaHUS
H IIPOJODKUTENIEHOCTH JIEYEHH s, IPeLyCMOTPEHHBIM HHCTPYKIIHEH;

ciayyay OOHapy)Xe€HHs OCTAaTOYHBIX KOJHMYECTB JIEKAPCTBEHHOrO Mperapara
U ero MeraGonuToB (NPH HAIWYHH) B NPOAYKIHMH XHBOTHOTO INPOHCXOXKIECHHS
npH COOMIOAEeHUN TPpeOOBaHUH, YCTaHOBICHHBIX HHCTPYKIIHEH;

CIyuyad BBIABJICHUS HeONAronpUsSTHOIO BO3JAEHCTBHSA  JIEKAPCTBEHHOTO
npenapara Ha OKpYXaloIylo Cpely;

Cllyuya¥ BBIABJICHHS YCTOHYMBOCTH MHKDOOPraHH3MOB K JIEKQpCTBEHHBIM
npenaparam, IpUMeHsIeMBIM 1 60pbOBI C STUMHM MUKPOOPraHH3MaMH;

ClIyya¥ OTCYTCTBHS KIMHHYecKoro 3¢dekTa BakIMH, €CIM 3TO HE BBI3BaHO
WHIUBUAYaJbHEIME  OCOOEHHOCTSMM  JKMBOTHOrO M (MIM)  CHEHH(UKOH
ero 3a0oJjIeBaHus;

HHBIE CIyYaW CHIDKEHHS 3QQeKTHBHOCTH U 0€30IIaCHOCTH JIEKAPCTBEHHOTO
npenapara.

3. IlpueM, yder, 00paboTKa, aHaIM3, XpPaHEHHE COOOLICHHH O HEXKEJaTebHbIX
U UHBIX TOCIEACTBHAX, INOCTYMAIOWIUX B ajpec [epiKaTeliedl WK BIaJelibLEB
PErMCTPAIMOHHBIX YAOCTOBEpEHHH OT CyOBEeKTOB OOpallleHHs JieKapCTBEHHBIX

CPeICTB M OpraHOB TOCYHApCTBEHHOH BnacTH (maiee —  COOGuIeHMS),




OCYIIECTBIAIOTCA YIOJHOMOUYCHHBIM pa60THI/IKOM Jepxareiid WIH Bjlaaciabla

PETHCTPAIMOHHOTO YAOCTOBEpeHHs (Jajee — YIONHOMOYEHHBIH pabOTHHK),
C coOMONEHHEM OrpaHdYeHWi, YycTaHOBIEHHbIX (elepanbHBIM  3aKOHOM
or 27 wmona 2006 r. Ne 152-03 «O mepconanbHeix AaHHBIX» (Cobpanue
3aKoHOJaTenbeTBa Poccuiickoit ®enepanun, 2006, Ne 31, ct. 3451; 2009, Ne 438,
cT. 5716; Ne 52, c1. 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,
cT. 1651; Ne 30, ct. 4038; Ne 51, ct. 6683; 2014, Ne 23, ct. 2927; Ne 30, c1. 4217,
ct. 4243; 2016, Ne 27, ct. 4164; 2017, Ne 9, ct. 1276; Ne 27, ct. 3945; Ne 31,
ct. 4772; 2018, Ne 1, ct. 82).

4. B coOOLIEHHH YKa3BIBAIOTCS CIICAYIOIINE CBEICHHS:

a) HaWMEHOBaHWE  JIEKaPCTBEHHOTO  Mpemapara  (MeXIyHapoJHoe
HENAaTEHTOBAaHHOE, MJIH TIPYIIHPOBOYHOE, MIH XHMMHYECKOE U  TOProBoe
HaMMEHOBaHM1 );

6) HaMMeHOBaHHe MPOU3BOAUTEINS JIEKAPCTBEHHOTO MPENapara,;

B) BHJ, Topoja (NpH HAJIMYUK), BO3PACT U IION KMBOTHOro (KHBOTHBIX),
y KoToporo (KOTOPHIX) BO3HHMKJIO HEXENaTeJbHOe TMOCIeCTBUE HIH HHOE
MIOCJIEACTBHE;

r) CHMIITOMEI M JaTa BO3HHKHOBEHHS HEXEIATEIbHOTO MOCIEACTBHS HIH
HHOTO TOCJIEICTBHS;

1) HHGOPMALMA O CPOKE TOXHOCTH, PEeXXUME JI03UPOBaHHs, CIOCO0e BBEACHUS
¥ NIPYMEHEHMs], BpeMEeH! NpHeMa, IPOAOIDKUTENLHOCTH JISYeHHUS;

€) HCXOJ1 HEXENATENBHOTO IIOCIeICTBHS WM HHOTO IOCIEACTBUS (B TOM YHCIIe
nH(bOpMaIEs 06 OCT0KHEHHSAX JTHOO O TOM, UTO MCXO]] HEM3BECTEH);

’) MECTO BBISBJIEHUS HEXeNaTeJIbHOrO MOCIIEACTBUS HIA HHOTO TTOCIEeCTBUA
(rocymapcTBo, agpec);

3) CBejleHHs O CyOBeKTe oOpallleHHs JIEKApCTBEHHBIX CPEICTB MJM OpraHe
roCyIapCTBEHHOM BIIACTH, COOOLIMBIIEM O HEXKEJIATEIHHOM NOCIIEACTBIH HIIH HHOM

HOCIICACTBHH!
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1018 GH3MYECKHX JIMI] — GaMHIIHS, HMSI, OTYECTBO (TIpH HAIMYMHM), aJpeC MeCTa
KUTEILCTBA, a TakXKe HoMep TenedoHa U aJipec HEKTPOHHON MOYTHI (TIPH HAINYHN);

IJIA IOPMAMYECKUX JIMI[ — TIOJIHOE HaHMEHOBaHUe, ajipec, HoMep TenepoHa u
aJipec IEKTPOHHOM NOYTHI (TIPU HATHYHH);

H) corjacde Ha 00OpabOTKy INepCOHAJBHBIX IAHHBIX (€CIM OTIPABHTEIEM
coo0IIeHus ABIgeTCA PU3MIECKOE JTHLIO).

5. Ilpy HaIMYHH COOTBETCTBYIOLIMX CBEJIEHHH B COOOIICHMM yKa3bIBaeTCH
clie Iyrolee:

a) CBEINEHHSI O MecTe MNpHOOpeTeHHs MU IPHMEHEHHS JIEKAPCTBEHHOTO
npenapara;

6) HOMep cepHH JIeKapCTBEHHOIO Nperapara,

B) MH(OpMAIKsS O COMYTCTBYIOIIEM JIEUCHHHM C yKa3aHHEM HaMMEHOBaHHMI
JEKapCTBEHHBIX MpemnapaToB, HOMEPOB  PETWCTPALMOHHBIX  yIOCTOBEpEHHi
JNIeKapCTBEHHBIX MpENapaToB, CpPOKa TOIHOCTH, PeXHMa TO3HPOBAaHHMA, crocoba
BBEJICHUS M TIpUMEHEHHs, BpPEMEHH IpHeMa, MPOAOJDKUTENLHOCTH JICYEHHS
¥ CBEJIEHHH O MeCTe MPUOOpeTeHNs 1 [IPUMEHEHHS JIEKapCTBEHHEIX IPENapaToB;

I') HOMEp PErUCTPAOHHOTO YAOCTOBEPEHHSI JIEKADCTBEHHOIO IIpeMapara;

1) aHaMHE3;

€) CBelleHHs O BIaJeNblle >KUBOTHOTO (IIPEACTABIAIOTCA B Ciydae, €Clid
BIaJIENEL] )KHBOTHOTO HE ABNAETCS CyOBEKTOM OOpallleHHs JIEKapCTBEHHBIX CPENCTB
WIM OpraHoM TOCYJapCTBEHHON BJIAacTH, COOOHMIMBIIMM O HEXeNaTelbHOM
TIOCIIEICTBUH HJIH MHOM IOCTEICTBHH ):

1715 PU3MYECKHUX JTAL — GaMUITKS, UM, OTIECTBO (IIPH HATMIHH), [IpeC MecTa
JHTEJBCTBA, a TaKXKe HoMep TenedoHa | aJipec MEKTPOHHO#H MOYTHI (IIPH HATMIUN),

IS FOPUAMYECKHX IMI] — TIOJIHOe HaWMEHOBaHMe, ajpec, HoOMep TenedoHa
U afipec 3JIeKTPOHHOMN MOYTHI (TIpH HATTHYKH).

6. O6paboTka COOOIIEHHIT BKIIOYaeT B ce0s OLIEHKY IONHOTHI CBEIEHHH,
coiep)KaluXcsi B COOOIICHHUH.

7. B ciydyae eciiM CBeleHWH, YKa3aHHBIX B COOOLIEHHMH, HEIOCTATOYHO IS

NpoOBCACHHA  aHa/IU3a, }’HOJIHOMO"ICHHHﬁ pa60THI/IK HalpaBJEACT Cy6’BeKTy




oOpallleHis JIEKapCTBEHHBIX CPEICTB MJIM OpraHy TOCyJapCTBEHHOW BIacTH,
Tpe/ICTaBHBIIEMY COOOILIEHHE, 3alpoC CBEASHHH, IPedyCMOTPEHHBIX MyHKTOM 4
HacTtosuiero ITopsaka, J00bIM JOCTYITHBIM CIIOCOOOM.

8. B cioydae HempejcTaBieHHs OTBeTa Ha 3alpoC, YKa3aHHBIA B MyHKTe 7
Hactosimero ITopsaka, B Teuenre 30 kajeHAApHBIX IHEH CO QHS MOJyYSHHUS JAHHOTO
3aIpoca, aHaJIu3 COOOIIeH!I YIIOTHOMOYECHHBIM PaOOTHUKOM HE IPOBOAUTCHL.

9. AHanu3 cooOLIEHHI YIIOJTHOMOYEHHBIM PabOTHIKOM BKIIOYAeT B ce01:

YCTaHOBJIEHHE CTENIEHH BEPOATHOCTH HATMYMSA TPHUMHHO-CIIEICTBEHHOM CBA3H
MeXIy NpUMEHeHHeM JIeKapCTBEHHOTo  Ipemapara W BO3HUKHOBEHHEM
HEKeNIaTeIBHEIX TIOCNIeICTBIMA MM UHBIX NOCTIECTBUH;

YyCTAHOBJIEHWE KOJMYECTBA HEXENATeNbHBIX TMOCIENCTBUA HIM HHBIX
MOCJICICTBHI;

OIIEHKY pacCIpOCTPAHEHHOCTH HEXKENATeNbHbIX MOCICICTBMH HIA HHBIX
NOCTIEICTBHM.

10. Tlpm amamuse  CoOOIUEHWH  YNOTHOMOYEHHBIM  PabOTHHKOM
TIPUMEHSIOTCS:

Hay4HbIE 7§ aHATUTHYECKHE JIaHHBIE, OMyOJIMKOBaHHBIE
B CICNUANM3MPOBAHHBIX MEYATHBIX M3JaHHAX B 0ONACTH  BETEPUHAPHH,
o 6e3onacHocTH M (1K) 3 (HEeKTUBHOCTH JIEKaPCTBEHHOIO Ipenapara,

JaHHBIE O HEXEJIATENBHBIX IIOCIEACTBUAX WM HHBIX NOCIEACTBHAX, B TOM
ypcne o (aKTopaX PHCKA HMX pa3BUTHSA, CTENeHH MpOSBICHHs, Crocobax wux
IpeIOTBPAIIeHHS MY YMECHBLICHHS;

JaHHBIE O PHCKe MPUMEHEHHs JEKapCTBEHHOIo Ipenapara B CpaBHEHUH
C JIEKapCTBEHHbIMHM TperapaTaMHd TOH e (apMaKOJOTHYECKOH TIpyNnbl HIH
TOH e O00NacTH NPHMEHEHHS [PH OJMHAKOBBIX IIOKa3aTeNsaX 3(G(eKTHBHOCTH
(Ipy UX HAJIUYHN).

11. B pemsX yCTaHOBJEHUS CTENEHH BEPOSTHOCTH HAIMYHMS NPHINHHO-
CIIEACTBEHHOM CBA3H MEXIY IPUMEHEHHEM JIEKapCTBEHHOIO  Ipemnapara
1 BO3HHKHOBEHHEM HEXENATENBHBIX IOCIEACTBUH WIX HHBIX IIOCIEACTBHM

YIIOJIHOMOYE€HHBIM pa6OTHHKOM OLICHUBACTCA:




IepHoN BpeMEHM MeExXIy IPUMEHEHHEM JIEKapCTBEHHOro Mpemapara
Y BO3HHKHOBEHHEM HE)XKeJIaTeNIbHBIX MOCIEACTBUN UM UHBIX NOCIIEICTBHIH,

bapMakoaHaMHKa U (papMaKOKHMHETHKA AEHCTBYIOIIUX BEIIECTB, BXONAIMX B
COCTaB JIEKapCTBEHHOI'O IIpernapara;

BEPOATHOCTh BO3HHUKHOBEHHS HAOMIOZaeMBIX KIMHMYECKHX HapyIICHUH
¥ (MIM) YCTAHOBJICHHS NTATOJIOTOAHATOMUYECKHX HapyIIEHHH (€C/I IPUMEHHUMO) TIpH
NMPUMEHEHWH JIeKapCTBEHHOTo Iipemnapara, B TOM  YHCJE€ COOTBETCTBHE
HEXENaTeIbHBIX MOCIEACTBUA WM WHBIX MOCIEACTBUN KIHHHYECKUM M (MIIH)
MaToJIOTHYECKMM  HApYIICHHSM, MOTEHLHMAIbHO BO3MOXHBIM B  pe3yibTare
IpAMEHEHHS JIEKapCTBEHHOTO IIpenapara;

HaJlM4Me JAHHBEIX O BO3HHKHOBEHHH HEXeNaTeNbHBIX IOCIEICTBHMA MM HHBIX
MOCJIEACTBHI MpH INPAMEHEHUHM HHBIX JIEKapCTBEHHBIX IIpenapaToB, B COCTaB
KOTOPBIX BXOMIAT JeWCTBYIOIIMe M (MJIM) BCIIOMOraTelbHBIE BEIIECTBa JAHHOTO
JIEKapCTBEHHOTO IIpenapara;

IpOSIBIEHHE HeXeNaTeNbHbIX NOCIEeNCTBUH WM HHBIX IOCIENCTBHA mocie
OKOHYAaHMS IIPHMEHEHHs JIEKApCTBEHHOro IMpenapara M IIPH BO30OHOBICHUM
NpUMEHEeHH JIEKapCTBEHHOTO Ipernapara;

HAJIMYME MHBIX BEPOATHBIX IIPUYMH JUI TOSABICHHS HEXENATeIbHBIX
HOCJIEACTBMI WIM HHBIX  TOCHeACTBUH  (B3aMMOJEHCTBHE C  JIDYTHMH
NIEKAPCTBEHHBIMH TperapaTaMH WM KOPMOBBIMH J00aBKaMM IS JKHBOTHBIX,
HapylleHHe  TpeOoBaHMH  MHCTPYKI[MH,  HEYJOBIETBOPHUTENbHBIC  YCIOBUA
CONEPXXAaHHA M KOPMIIEHMS, CTPECCOBBIE CHUTyalldH, KIMMaTH4eCKHe YCIOBHA,
HEAOCTaTOK KOoJM4ecTBa M (HIH) KauecTBa NMThEBOW BOJBI, PEAKIUA KHBOTHOTO Ha
MHOI IIpMMEHEHHbIH JIeKapCTBEHHBIH Ipernapar).

12. Ilo pe3synsraTaM aHaTH3a (paKTOPOB, YKa3aHHBIX B IyHKTe 11 HacTosimero
Topsigka, YIOJMHOMOYEHHHIH pAOOTHUK YCTaHABIMBAeT CTENEHb BEPOSTHOCTH
BO3HMKHOBEHHMs HEXEJIATENIbHBIX MOCIEIACTBUN WM MHBIX MOCIEICTBHH B CBA3H C
IPUMEHEHHEM JIEKapCTBEHHOTO Mperapara.

13. B xo/ie OLIEHKH PacHpOCTPaHEHHOCTH He)XeNaTelbHBIX MOCIEACTBUA HIH

HHBIX TOCJIEICTBUI MPOBOAUTCA YCTAHOBJICHHUE MPOLECHTHOI'0 COOTHOIICHUA MEXKAY




KOJIMYE€CTBOM JKHBOTHBIX, Y KOTOPBIX 3a IEPHOM ITOCJIC pETUCTPALlH JICKapCTBEHHOT'O

mperapara BO3HHMKJIM HeXeJaTelbHble INOCIEACTBUS HIM HMHBIE NOCIEACTBUA, U
KOJIMYECTBOM JKMBOTHEIX, B OTHOIICHMHM KOTOPBIX IIPUMEHSUIM JIEKApCTBEHHBIN
npernapar.

Ipu ouEHKe pacIpOCTPaHEHHOCTH HeXKeIaTebHBIX MOCIEACTBHN WM MHBIX
NOCJIEICTBUM BHIABJICHHBIE ONHOTUITHBIE HEXKENaTeNbHbIE MOCIECACTBUSA WM HHBIE
MOCJIEACTBU HEOOXOAHMMO YYMTBHIBaTh OTHENBHO TI0 KaXIAOMY JKUBOTHOMY,
y KOTOPOT'O OHH BBISIBJICHBI (B TOM YHCJIE TIPH TPYTIIIOBOM COJEPXKaHHH XHBOTHBIX).

14. YnonHOMOY€eHHbIH pabOTHHK OCYIIECTBISET YUET MPHHATHIX COOOLICHHH
IlyTeM BHECEHHs CBeeHUi 0 COOOIEHUH B Iepe4eHb COOOIIEHHH O HEXENATENbHBIX
HIOCNIECTBHAX WM MHBIX IIOCIEACTBHSAX (Hajee — IepedeHb), KOTOPBIH BEIETCH
Jep)KaTelleM WA BIIAJENbLIEM PETHCTPAaLMOHHBIX YAOCTOBEPEHHUH B 3JIEKTPOHHOM
I 6yMaKHOM BHJIE.

15. TTepeueHs qOIKEH COAEPKATH CIIENYIONLYI0 HHPOPMAIHMIO:

00 YHONHOMOYEHHOM pabOTHHMKE, OCYIIECTBHBIIEM IIpHeM H 06paboTKy
coobmenns (haMuIus, UMsi, OTIECTBO (IIPH HATMYMH), OJDKHOCTB);

0 JIEKapCTBEHHOM IperapaTe (HaHMEHOBaHME JIEKApCTBEHHOIO IIpernapara,
Ha¥MeHOBaHHUe TIPOM3BOAUTEJS JIEKApCTBEHHOTO Tpenapara, JiekapcTBeHHas GopMa,
pPEeXHM JO3MPOBaHHsA, CIocoO BBeJeHHd M TNPHMEHEHHH, BpeMs mpHeMa
JIEKapCTBEHHOTO npemnapara, MPOAOIDKUTETTBHOCTh JeYeHNs, HOMep
PETrHCTPAMOHHOTO YAOCTOBEPEHHS, HOMED CepHH (TIpH HATUYHH));

O JHMIE, HAIpaBUBIIEM COOOIICHHE: B OTHOIICHHH (U3MYECKHX JHI —
¢damunus, UMs, OTIeCTBO (IIPH HATMYMH), aJpeC MECTA XKUTENBCTBA, a TaKkKe HOMEp
TenedoHa ¥ aapec IEKTPOHHOM MOYTH! (IPU HANKUYMM), JJI FOPHIMYECKUX JIHL —
TIOJTHOE HaMEHOBaHHUe, afipec, KOHTaKTHas MHpopManus (HoMep TenedoHa H aapec
3IIEKTPOHHOM MOYTHI (TIPH HATUYHH);

o BHze, nopoie (OpM HAIMYHM), TOJE, BO3PACTe XHBOTHOTO (KHUBOTHBIX),
y KOTOpOro (KOTOPBIX) BBIABIEHBI HEXEJNATENbHBIE IOCIECACTBHS WM HHBIC

HOCICACTBHI,
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O CHMIITOMaX OJHOTO WM HECKOJNBKAX HeXeNaTelbHBIX MOCIeACTBUH
WIH HHBIX IOCHEACTBUA MpPUMEHEHHs JIeKapCTBEHHOIo Ipenapara M CTeNeHH
HX TIPOSIBIICHHUS;

O MeCTe BBIABICHMS HeEXeJIaTeNbHBIX MOCHEICTBAN WM MHBIX [IOCIEICTBUA
IPUMEHEHHSI JIEKAPCTBEHHOTO Ipenapara (rocy1apcTBo, anpec);

O pe3yibTaTax aHajiM3a COOOIIEHHs, B TOM YHCJIE C YKa3aHHEM CTelleHH
BEPOATHOCTH BOSHMKHOBEHHS HEXeJIaTeIbHbIX OCTEACTBUM UK MHBIX TOCIEACTBUHA
B CBA3H C IPMMEHEHHEM JIEKAPCTBEHHOTO Mpemnapara, JIM0O O TOM, YTO aHaIu3
cooOleHns He mpoBogwicia (B cllydae HENpeACTaBICHHA OTBETa Ha 3ampoc,
yKa3aHHbIN B myHKTe 7 HacTosmmero [lopsanka).

16. I[epxcé'renn WIH BJafieNblibl PETUCTPALMOHHBIX yAOCTOBEPEHUH JOJKHEI
06eCIIeUdTs XpaHeHHe COOOIIEHHH B TEYEHHE BCETO IEpHOAa OOpalleHHS

JleKapcTBeHHOTo mpemnapara B Poccuiickoit Penepanuu.




