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Cratbs 1

Buectu B 3akoH Poccuiickoit @egepannu ot 14 mast 1993 roma N 4979-1 "O
BetepuHapun' (Bemomoctu Cbe3na HapOOHBIX AeryTaToB Poccuiicko
®denepaunu 1 BepxosHoro Cosera Poccuiickoin ®engepanym, 1993, N 24, cT.
857; Cobpanue 3akoHOmaTenbcTBa Poccuiickoit ®eneparum, 2004, N 35, cT.
3607; 2006, N 1, cT. 10; 2010, N 50, cT. 6614; 2015, N 29, cT. 4369; 2018, N
53, cT. 8450) cienmyromiye M3MeHeHUs

1) ab3air mecTot 4YacTy MepBoi CTaThbyM 3 JOMOJHUTD CJIOBAMMA ",
yTBepXeHMe MopsiiKa Ha3HaueHMs IeKapCTBEHHbBIX ITpenapaToB AJ1sl
BETEPMHAPHOTO IpUMeHeHMsI, POpMBbI pelenTypHbIX 6JJaHKOB Ha
JieKapCTBEHHbIE TIperapaThl A/ BeTepMHAPHOT O IIpUMeHeH s, MopsiaKa
odbopmMmIeHNsT YKa3aHHBIX PeLeNTYPHbIX OJJAaHKOB, X yUeTa U XpaHeHus ",

2) cTaTbhlo 16 AOTMOJHUTD YAaCThIO TPeThel CeyIOIero CoaepXaHus:

"TlopsimoK Ha3HaYeHMsI JIeKapCTBEHHBIX ITperapaToB /i BeTepMHAPHOTO
npuMeHeHus1, opma perienTypHbIX 6JIaHKOB Ha JIeKapCTBEHHbIE
TIpernaparsl JijIsl BeTepUHAPHOTO MPUMEHEHMSI, TTOPSIIOK 0hOPMIIEHNS
yKa3aHHbBIX PEIEeNTYPHBIX OJIAHKOB, X yUeTa ¥ XpaHeHMUs YCTaHABIMBAIOTCS
dbenepasbHbBIM OPTaHOM MCITOTHUTEIbHO BJIACTH B 006J1aCTV HOPMATUBHO-
MIPaBOBOTO PETYIMPOBAHMS B BeTepUHApUML.".



Cratbs 2

Buectu B ®enmepanbHbiit 3akoH oT 12 ampesns 2010 roga N 61-®3 "06
obpaieHu JeKapCcTBeHHbIX cpencTB” (CobpaHMe 3aKOHOIATE/IbCTBA
Poccuiickoit ®emepaunn, 2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT.
5293; N 49, ct. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; 2013, N 27,
cT. 3477; N 48, cT. 6165; 2014, N 43, cT. 5797; N 52, cT. 7540; 2015, N 27, CT.
3951; N 29, cT. 4367, 4388; N 51, cT. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N
27, cT. 4194, 4238; 2017, N 31, cT. 4791, 4827; 2018, N 1, cT. 9; N 24, cT.
3407; N 49, ct. 7521; N 53, cT. 8437; 2019, N 23, cT. 2917) cnemytomiye
M3MEeHEeHMS :

1) B cTaTbe 4:

a) B MyHKTe 53 cjioBa "BeTepMHAPHBIM PabOTHMKOM " 3aMEHUTD CJI0OBAMMU
"CHeuyMagaucTOM B 00JIaCTU BeTepuHapum';

0) B ITyHKTe 54 c10Ba "MeIUIIMHCKMM MM BETepUHAPHBIM PAaOOTHUKOM,
VMEIIMM" 3aMEHUTDb CJIOBAMMU "MEIULIMHCKUM pabOTHUKOM MUJIN
CIeLMaaMCTOM B 00J1aCTY BeTepUHAPUM, MUMEIOIIMMM ", TIOC/Ie CJIOB
"alTeYHOM OpraHm3auun” SOIMOJHUTD CJIOBAMU "WIM BeTe pUHAPHOI
anTevyHo opraHuusanumn’;

2) B cTaThbe 5:
a) MyHKT 10 M3I0KUTH B C/eAyIolIeit peIakiun:

"10) BeIAAYa, yCTAaHOBJIEHME TTOPSAKA BbIIAuM pas3pelieHs Ha BBO3
KOHKPETHOM IapTum JeKapCTBEHHOTO CcpeacTBa B Poccuiickyro
denepalnio;”;

6) B myHkTe 10.1 c/ioBa "JieKapCTBEHHOTO MTperapaTa OCyIeCcTBIeHO B
COOTBETCTBUM C TPeOOBaHMSIMM TIPaBWJI HaIJIeskaleii MpPOU3BOICTBEHHO
MPaKTUKU" 3aMEeHUTh CJI0BAMM "JIeKapCTBEHHOTO Mperapara Jjisi
MeOUIIMHCKOTO IPUMEHEeHS OCYIIECTBIEHO B COOTBETCTBUM C
TpeboBaHUSIMM MMPABMUJI HaJjIeXKallei Ipon3BOCTBEHHOM MPAKTUKY WU
YTO JIEKapCTBEHHBII IIperapar [4Jisl BETepMHAPHOr0 IpUMeHeHM S AOIyIeH
K obpatiennio B Poccuiickoii @epepanyn’;

3) BUyacTu 3 cTaThby 8 CJIOBA "MIOTYYUTh HOBYIO" 3aMEHUTD CJI0BOM
"mepeoopMMUTL";



4) B cTaThbe 9:
a) 4acTb 4 OOMOJTHUTb MYHKTOM 2.2 CJIeAYIOLIEero COmep KaHMs:

"2.2) MpoBefeHe KOHTPOJIbHBIX 3aKYIIOK B I€JISIX ITPOBEPKY COOJTIOIEHMS
cyObeKTaMM 0OpalleHsI JIEKAPCTBEHHbBIX CPEJICTB, OCYIIeCTBIISIOIIIMU
PO3HUUYHYIO TOPTOBJIIO JIEKaPCTBEHHBIMU IIperapaTtaMu [Jj11 BeTepUHapHOTO
TIpUMeHeH s, TpaBuUJl HaJJIexkalleil aliTeqHO IPaKTUKM JIeKapCTBEHHBIX
rperapaToB JJisl BEeTepMHAPHOTO NpMMeHeHMs U (MK) 3aripeTa IpoAasku
danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, HeI0OPOKAaUeCTBEHHBIX
JleKapCTBEHHBIX CPeCTB M KOHTpadaKTHBIX JIeKapCTBEHHBIX CPEJICTB;";

0) 4acTh 6 IOIOTHUTDH MIYHKTOM 3.2 CJIEIYIOIIEro COaepsKaHmsI:

"3.2) MPOBOAUTH KOHTPOJIbHBIE 3aKYITKM JIEKAPCTBEHHBIX ITPerapaToB IJisi
BETEPMHAPHOTO IIPMMEHEHMS B IIeJISIX IIPOBEPKM COOJTI0ONeHUs CyObeKTaMM
obpaleHus JeKapCTBEHHbIX CPEACTB, OCYIIECTB/ISIOIMMM PO3HUYHYIO
TOPTOBJIIO JIeKapCTBEHHBIMM TIperiapaTaMu Jijisi BeTepMHaPHOTO
MIpMMeHeHMs, ITPaBWI HaJIeskaleii anTeuyHo MPaKTUKM JIeKapCTBEHHBIX
TperapaToB [JIsl BeTepUMHAPHOTO MpUMeHeHMs U (VJIM) 3arpeTa IPOIasku
dbanbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, HeT0OPOKAaUeCTBEHHBIX
JIeKapCTBEHHBIX CPEJICTB M KOHTPa(daKTHbIX JIEKAPCTBEHHBIX CPELCTB;";

5)B craTbe 17:
a) B 4acTu 3:

B ITYHKTE 4:

non

MOJANYHKT "a" JOTIOJIHUTD CJIOBAMU "(TIpU TOCYAApCTBEHHO perncrpauumn
MIMMYHOOMOJIOTMYeCKMX JIeKapCTBEHHBIX MTperapaToB [J151 BeTepMHAPHOT0
IIpUMeHeHMs IIPeICTaBIISAI0TCS CBeleHus O lITaMMe, BK/IYas ero
HauMeHOBaHMe, MHGOPMAIMIO O TPOUCXOXKIEHUM, eT0 CBOVICTBAX,
XapaKTepUCTUKAX U MeCTe JelIOHMPOBaHusA)";

n_mn

MOANYHKT "T'" IOIIOJHUTH CJIOBAaMU "(He IpefCTaBJIsIeTCs [IpU
TOCYIapCTBEHHOI PErncTpanuy MUMMYyHOOMOIOTMUYECKUX JIeKapCTBEHHBIX
IperiapaTos [JisI BeTepMHAapHOIo IpMMeHeHus)" ;

TMOATYHKT "II" NOTIOJIHUTD CJI0BaMU "(He TPeLCTaBJSIETCS IPU
roCy/lapCTBEHHOM permcTpainum MMMYHOOMOJIOTMUEeCKMX JIeKapCTBEHHBIX
IpenapaTosB [Jis BeTePMHAPHOTO IIpUMeHeHus)" ;



TOATIYHKT "X" OOIOMHUTH CJIOBAMHU "(He TIpenCTaBIsSIIOTCS IIPU
rOCyIapCTBEHHO permcTpany MMMYHOOMOJIOTMYECKIX JIeKapCTBEHHBIX
IperiapaTosB [Jji1 BeTepMHAapHOIo IpMMeHeHus)" ;

MOAIYHKT "K" JOTIOJIHUTh CJIOBAMMU "(He MPeICTaBIISIIOTCS IIPU
rOCYIapCTBEHHOI PerMcTpanuy UMMYyHOOMOIOTMUYECKUX JIeKapCTBEHHBIX
IperiapaToB [Ji BeTepUHAapHOIo IpMMeHeHus)" ;

ITYHKT 5 JOMOJHUTH CJIOBAMM ", BK/IIOUAIOIINIA OIMCAaHMEe METO/I0B
orpeeeHus OCTATOYHbIX KOJMYECTB AeiICTBYIOIIEro BelllecTBa
(IeCTBYIOMMX BEIeCTB), JOCTUTAKNIET0 (IOCTUTAIOIIMX) CUCTEMHOTO
KPOBOTOKA, B IMIPOAYKLIVN SXMBOTHOTO IIPOUCXOXKIEHMS TTOC/Ie IPUMEHEHN S
TaKOr0 JIEKAPCTBEHHOTO CPeLCTBA, & TAKXKe JOKYMEHTAILHOe
MOATBePXKIAeHV e (Ba/IUIalMsl) YKa3aHHbIX METOIOB";

B MIOANYHKTE "p" MyHKTAa 7 CJIOBA "BETEPUHAPHOTO Bpaya (BeTepUHAPHOTO
denbpaiepa), MHOTO" UCKITIOUNTD;

B ITYHKTe 9:

MOAMYHKT "B" NOMOJHUTD CIOBAMMU ", IOAIIMCAHHOE B IOPSAKE,
YCTAHOBJIEHHOM B COOTBETCTBUM C YaCThIO 1 HACTOSAILEN CTaThbU";

n_mn

TOAMYHKT "T" JOMOJHUTH CJIOBAaMM ", TIOATIMCAHHOE B IOpsAKe,
YCTAaHOBJIEHHOM B COOTBETCTBUM C YaCThIO 1 HACTOSIIEN CTaTh! " ;

MOAITYHKT "II" MOTIOJIHUTD CJI0BAMMU "C YKa3aHueM CTaauit
TEXHOJIOTMYECKOTO IIPOLLecca, OCYLeCTBIIsIEMbIX Ha IIPOU3BOACTBEHHbBIX
IUIOLIAAKaxX MPOU3BOAUTENS JIEeKapCTBEHHOTO Tpernapara JIjist
BeTEPUHAPHOTO NMPpUMEHeHUs";

MOAIYHKT "I" MIPU3HATH YTPATUBIIUM CUJITY;
IOTIOJIHUTB ITYHKTOM 13 C/IeyIoero ComepskaHmsi:

"13) cBeeHMs O rOCYyLapCTBEHHOM perncTpaluy reHHO-MHKeHe pHO-
MOIUGUIMPOBAHHBIX OPTaHM3MOB, ITpeHa3HAUeHHBIX JIJIS BHITYCKA B
OKPY>KaILIYI0 Cpeny (IIpy rOCyLapCTBEHHOM perucTpanyy JieKapCTBeHHbIX
IpernapaToB JJ1s1 BeTePUHAPHOIO IIPUMeHeHMSs, IT0JyYeHHbIX C
MpMYMeHeHNeM FreHHO-VMHKeHepHO-MOAUGUIIMPOBAHHBIX OPTaHM3MOB WU
copepsKalMx Takue OpraHmusmsl).";



0) yacTb 4 U3JIOKUTD B CJIeAYIOIIel pegaKkiInm:

4. Ilpu npoBeeHMM YCKOPEeHHOM MPoLeaypbl SKCIIePTU3bI IeKapCTBEHHOTO
Iperniapara Jjisl BeTepMHapHOIo IIPMMeHeHMs B LieJIsIX ero rocyLapCTBeHHOM
perucTpanyuy BMeCcTo OTyeTa pa3paboTunKa o pe3yabTaTax
JOK/IMHUYECKOI'0 UCCIe0BaHys JIEKAPCTBEHHOI'O CPeCTBa JIs
BETEPUHAPHOTO NMPUMEHEHMSI MOXKET ObITb ITPeICTaBIeH 0030p HAayUYHbIX
paboT 0 pe3ysabTaTax JOKIMHUYECKOTO MCCIeloBaHMs pedepeHTHOTOo
JIeKapCTBEHHOTIO IIperapara JiJis BeTepMHapHOro IIpUMeHeHM s, @ BMeCTO
OTYeTa O pe3y/bTaTaX KIMHNUYECKOIO UCC/Ief0BaHs JIeKapCTBEHHOrO
rperiapara s BeTepMHapHOTIO IIPMMeHeHNs OTYeT O pe3yabTaTax
MCClieq0BaHNi 61109KBUBAIEHTHOCTY BOCIIPOU3BE@HHOTO JIEKAPCTBEHHOTO
Iperniapara Jjis1 BeTepyHapHOro puMeHeHus.";

B) B YaCTM 5 C/JI0Ba "YITaKOBOK Ha KaXKIYIO TO3MPOBKY, KaXKIYIO
KOHIIEHTPAIMI0, KaXKIbIi1 00beM 1 Kask[0e KOJIMUYeCTBO 103 B yITaKOBKe"
3aMeHUTh CJIOBAMM "TIePBUYHON YIIAKOBKU M BTOPUYHO YIIaKOBKU",
JOMOJIHUTD IIpeJjIo’KeHeM Cleayollero cogepxauus: "Ha makeTax
MepPBUYHON YIIAaKOBKM ¥ BTOPMUYHOJ YITAaKOBKM YKa3bIBAIOTCS BCE
MPOM3BOIMMbIe JO3UPOBKY, KOHIIEHTpaIM, 00'beMbl ¥ KOJIMYECTBO /103 B
yIIaKOBKeE JIEKapCTBEHHOTO Tperapara AJjisi BeTepMHAPHOTO NMPUMeHeHNs. " ;

I') IOIIOJTHUTH YaCThIO 8 CJIeIYIOIIEro ComepsKaHmsI:

"8. llepskaTesb UK BAaAeel peTUCTPALMOHHOTO YA0CTOBEPEHUS
JIeKapCTBEHHOTO Iperapara JJisi BeTepMHApPHOTr0 MpMMeHeHMs
MIpeICTaBJISIET B YIIOJTHOMOYEHHBIN (pegepasbHbIi OpraH UCIIOJTHUTEIbHOM
BJIACTM OTYET IO pe3yybTaTaM ¢apMaKoHaa30pa OOMH pa3 B IIECThb
MecCs1eB B TeUeHMe IBYX JIeT MOCjie TOCyAapCTBEHHO! perucTpamnumn
JIeKapCTBEHHOTO Tpernapara B Poccuiickoit Penepaiym, 3aTeM €XXKerogHo B
TedyeHMe MOCIeIYIOIMX Tpex JieT U B IajbHellieM OOUH pa3 B Tpu roga.";

6) cTaTbio 19 TOTIOMHUTE YaCThIO 6 CJIEAYIONIEr0 COMEePKaHUS :

"6. [Ipu oTKase B OpraHM3alyy IKCIIePTU3bI, IpegyCMOTPEHHO ITYHKTOM 4
yacTtu 1 HaCTOsIIEe CTaTby, TOKYMEHTBI, BXOAAIME B COCTAB
perucTpaluoOHHOIO NOChe Ha JIEKAPCTBEHHBIN ITpernapar AJjs
BETEepUHAPHOIO IIPUMEHEHNSI, MOTYT ObITh BO3BpAIeHbI 3asIBUTETIO Ha
OCHOBaHMM €ro MMCbMEHHOTO 3aIlpoca, HallpaBJIeHHOIO B
YIIOJTHOMOYEHHbI dhenepanbHblii OpraH UCIOJIHUTETbHO BACTU B



TeueHMe TPUALATU paboumx JHeH co AHS MPUHSITHS YTIOJTHOMOUYEHHbIM
benepaabHBIM OpPraHOM MCIIOTHUTENbHOM BJACTU pellieHUsI 00 OTKase B
OpraHM3aluy TaKoi KCIepTu3bl. YIIOTHOMOYEHHbIN (delepabHblii OpraH
VICIIOJTHUTEIbHOM BJIACTU BO3BpalllaeT 3asiBUTENI0 YKa3aHHbIe JOKYMEHTbI B
TeueHMe JecsiTU pabouux JHeii Co AHS MOTyUYeHNs] COOTBETCTBYIOIETO
3arpoca 3asaBuUTes.";

7) BUaCT 2 cTaThy 24 CJI0BO "MSTHAALATU" 3aMEHUTD CJIOBOM "TpUALIATH ",
cyioBa "ob6pasel] hapmaleBTMYECKOi CyOCTaHIMK " 3aMEHUTD CJIOBaMM "B
COOTBETCTBYIOIIMX CJIYYasiX TECT-IITAMMbl MMKPOOPTraHM3MOB, KYJIbTYPbI
KJIETOK, 00pa3ifbl apMalleBTUUECKON CyOCTaHIIM, 06paslibl BEIleCTB,
IIpUMeHseMble 11 KOHTPOJIS KaueCTBa JIeKapCTBEHHOro CpenCTBa,”;

8) B cTaTbe 29:

a) yacTh 2 IocJie CJI0B "J1eKapCTBEHHOTO IpelapaTa’ JOIOJIHUTD CIOBaMM
" 019 Me IULIMHCKOTO MMPpUMeHeHns";

0) IOTOJHUTD YacThio 2.1 clIeAyIoero CoaepskaHms:

"2.1. 3asiBJieHME O MOATBEPXKIEHUM rOCyJapCTBEHHO perncTpanun
JIeKapCTBEHHOTO Iperapara AJjs BeTepUMHAPHOTro IIPUMeHeHUs
TIpe/iCTaBJISIETCSI B COOTBETCTBYIOIINIA YITOJTHOMOUYEHHbIN dhemepanibHbIi
OpraH UCIIOJIHUTEIbHOM BJIACTU HE paHee yeM 3a CTO BOCEMbECST AHe 10
MCTeUeHMsI CpOKa JIeMiCTBUS PerMCTPalMOHHOTO YI0CTOBEePEeHMS
JIeKapCTBEHHOTO IIpernapara AJjisi BeTepMHapHOTro MpMMeHeHUs U He
[031HeEe OKOHYAaHUS CPOKa ero JeicTBu.";

B) UacTh 4.2 TOTOJHUTD NPEeIJIOKeHMSIMU CIeayI0IIero cogep>xkanus: "B
OTHOIIIEHUM UMMYHOOMOJIOTMUYECKIUX JIeKaPCTBEHHBIX ITpernapaToB A1t
BETEPMHAPHOI0 MIPUMEHEHMS He MIPeCTaB/SIOTCS CBeleHUs, yKa3aHHbIe B
MOAIYHKTE "K' IMMyHKTA 4 yacTu 3 cratby 17 HacTosmero @enepaaibHOTO
3aKOHAa. B OTHOIIeHMM IeKapCTBeHHBIX IIperapaToB I BeTepUHAPHOTO
IIPMMeHEeHNSsI, TOJyYeHHBIX C IpUMMeHeHMeM re HHO- MH)KeHepPHO-
MOAMGULIMPOBAHHBIX OPraHM3MOB UJIM COJlep>KallliX TaKie OpraHU3Mbl,
JIOTIOJTHUTEIbHO MPEeICTaB/SIOTCS CBeJleHMs], yKa3aHHbIe B MyHKTe 13 yacTu
3 cratbu 17 HacTosero PemepasibHOTO 3aKOHA.";

r) BuacTu 15 cjoBa "ajiss MeaUIIMHCKOTO IIpUMeHeHUsT" UCK/IIOUNUTD;

9) B cTaThe 31:



a) IOTIOJTHUTh YacThio 1.2 aIeayroumero Coaoep>XKaHms:

"1.2. B ciiyyae peopraHm3sanum gepskaTesis UK Biaagenbla
perncTpauMoOHHOrO0 YAOCTOBEPEHMS JIEKaPCTBEHHOIO IIpernapara JIjist
BETEPMHAPHOTO MIPUMeEHEeHMsI, pa3paboTuMKa WIM TPOU3BOIUTEIS
JIeKapCTBEHHOTO Iperapara [ji BeTepMHapHOIo [IpMMeHeHNs B 3asiBJIeHUN
0 BHECEeHUM M3MeHeHU1 B JOKYMEHThI, CoepyKallyecs: B peruCcTpalyiOHHOM
JOChe Ha 3aperCTPUPOBAHHbIN JIeKapCTBEHHBI IIperapar IJist
BETEPMHAPHOI0 NIPUMEHEHMS, YKa3bIBAIOTCS JaHHbIE JOKYMEHTA,
MOATBEPKIAIOIEro BHECeHe COOTBETCTBYIONIMX M3MeHeHui B EquHbIN
rOCylapCTBEHHbIN peecTp PUIANYECKUX ULl (1151 OpraHu3aInii,
3aperucTpMpoOBaHHbBIX HA TeppuTopuu Poccniickoii @epepaiyn), Wit MHOTO
IOKYMEHTA, MOATBEPKAAI0ILEr0 peopraHM3almio PUIANYECKOro auLa (4715
OopraHu3aluii, He 3aperuCTpUPOBAHHBIX HA TEPPUTOPUM POCCUIICKOI
®emepanivin). 3asiBjieHME O BHECEHUM U3MEHEHU B JOKYMEHTHI,
copepskaumecs B perucTpalMOHHOM JJOChe Ha 3aperucTpUpPOBaHHbBIN
JIeKapCTBEHHbIN Ipernapar 4J151 BeTepUMHAPHOr0 NIPUMEHeHUs, U
rpujiaraeMple K HeMy JOKYMEHTbI IPeICTaBISIOTCS B YIIOTHOMOYEHHBI
(dbenepanbHbIl OpraH UCIOJHUTEIBHO BJIaCTU He TI03[IHee 4YeM uepes3
TPUALATH PAOOUMX AHEN CO THSI BHECEHMST COOTBETCTBYIOIIMX M3MEHEeHMIT B
EvHbBI rocynapCTBEHHbBIN peecTp IpUIANYeCcKuX auL, (4151 opraHmsaLuii,
3aperucTpMpOBAHHBIX Ha TeppuUTOpun Poccuiickoit @enepanmm) uan co gHS
TIPUHSITUS COOTBETCTBYIOIIEr0 JOKYMEHTA, MOATBEPXKAA0IEero
peopraHusanuio pPUANYECKOro JInla (IJ1s1 OpraHmsalni, He
3aperncTpMpoBaHHbBIX HA TeppuTopum Poccuiickoii Pepepanyn). B ciydae
peopraHusanum gepskaTesisi Win Biagenbla perucTpauyioOHHOr0o
YA0CTOBEpEeHMS JIEKapCTBEHHOTO Mpernapara JIJisi BETepMHAPHOI0
IIpMMeHeHMs 3asiBJIeHe O BHECeHUY M3MEeHEeHM 1 B JOKYMEeHTh,
copepskauyecs B perucTpalMOHHOM OChe Ha 3aperucTpUPOBAHHBIN
JIeKapCTBEHHbIN Ipernapar 4J1s1 BeTepUMHAPHOTO NPUMEeHeHNs, I0JaeTCs
IOpUANYECKUM JINLIOM, KOTOPOMY B XOJle peopraHm3aluu repegaHo rnpaBo
BJIafieHSI TAKUM PEruCTpPalMOHHBIM YO 0CTOBEpEHMEM. " ;

6) B uacTu 3 cj0Ba "TIpeCTaB/SIOTCS JOKYMEHTbI, TOATBe pXKaaoIye"
3aMEeHUTb CJIOBAMM "3asIBUTENb IPECTABSET KOIIUMM JOKYMEHTOB,
MMOATBEPXKIAIIMX", CJIOBA "[JISI BeTepMHAPHOTO IIPUMEHEeHMS, UJIU
M3MeHeHMi, He TpeOYIoIIyX ITPOoBeIeHMSsT SKCIIe PTU3bI JJeKapCTBEHHOTO
CpenCcTBa /15 BeTepMHAPHOIO ITPMMeHeHNUs" 3aMeHUTDb CJI0BaMU ", WU
M3MeHeHMi, He TPeOYIIINX TPOBeeHM s SKCIIePTU3bI IeKaPCTBEHHOTO



CcpencTBa”, OIMOJHUTD MPeIIOKeHUIMN CJIeAYI0Lero cogepskanus: "B
cJlydyae HeOOXOIMMOCTM U3MEHEeHUS CBeIeHMi, ColepsKalUXCs B
perucTpauMoOHHOM YIOCTOBEepEeHMM JIeKapCTBEHHOTO Ipenapara Jjisi
BETEePUHAPHOTO NMPUMEHEHMUSI, C 3asIBJIeHMEeM, YKa3aHHbIM B 4acTu 1
HACTOS11el CTaTby, 3asIBUTEJIb JOIIOJHUTEIbHO [IPeCTaB/ISeT KOO
IOKYMEHTA, MOATBEPKIA0IIEro YILIaTy rOCyJapCTBEHHO MOLLIMHbI 3
BbIJIauy PErMCTPALMOHHOIO yIOCTOBEPEeHNSI JIeKapCTBEHHOrO Iperapara.
3asiBUTE/b 110 COOCTBEHHOV MHUIIMATMBE BIIpaBe MPeICTaBUTh JOKYMEHTbI
00 yTijIaTe rocylapCTBeHHBIX MONLIMH. B ciyuae HenpeacTaBaeHUS
3asBUTeJIEM JOKYMEHTOB 00 yIuiaTe roCyqapCTBEHHBIX MOIIIMH
YIIOJTHOMOYEHHbIV defepabHbIii OpraH UCIIOJHUTEIbHO BIacTu
npoBepsieT GakT YIJIaThl 3asBUTEEM TOCYyJapCTBEHHBIX MONUUIMH
MOCPeICTBOM MCI0JIb30BaHMSI MHGOPMaIMu 00 yriaTe ToCyAapCTBEHHbIX
MOIIUIMH, copepsKaieiics B [ocymapcTBeHHO MHGOPMALIMOHHO CHCTEME O
roCyfapCTBEHHbIX M MYHUIUITAJbHBIX TJIaTEXaX, HA OCHOBAaHUU
MpeCTaBIeHHbIX 3asAiBUTE/IeM KON JOKYMEHTOB, [IOATBEP KA 0LINX
YILIATy F'OCYLapCTBEHHbIX MOLIINH. "

B) B4acTu 6.1:
B ab3alie 1epBOM CJIOBO "IISITU" 3aMEHUTh CJIOBOM "IecsiTu’;
IOTIOJIHUTD ITYHKTOM 3 CJI€IYIOIIEero COMlep>KaHM S :

"3) BbIAaeT 3asiBUTEJII0 HOBOE PErUCTPAI[MOHHOE YIOCTOBEpEeH e
JIeKapCTBEHHOTO Iperapara [jisi BeTepMHapHOIo [IpUMMeHeHUs B CIyJyae
HEeOoOXOAMMOCTY U3MeHEeHMs CBeIeHMi1, CoepyKaliuxcs B HeM, C
COXpaHeHVeM HOMepa paHee BbIJaHHOTO PErnCTPaLMOHHOTO
YA,0CTOBEpeHNs JIeKapCTBEHHOTO IIpernapara [IJisi BeTepMHapHOro
IIpUMeHeHus.";

10) Buacty 1 cratbu 37 cjioBa "COOTBETCTBYIOLIMM YIIOJIHOMOYEHHBIM
dbenepanbHbIM OPTaHOM UCIIOTHUTEIbHON BIACTU 3aIBI€HUS O
roCyapCTBEHHOI perucTpauuu JeKapCTBeHHOro Ipernapara” 3aMeHUTh
CJIOBaMM "yIIOJTHOMOYEHHbIM (elepaabHbIM OPraHOM UCITOJHUTEIbHOI
BJIACTM COOTBETCTBYIONIEH MHbopmanumn";

11) B craTbe 45:

a) JIOTIOJTHUTD YacCThI0 4.4 CleayIIIero Coaep KaHms:



"4.4. [Tpu IpOM3BOACTBE JIeKAPCTBEHHBIX IIPeNapaToB [/ BeTepMHAPHOTO
TIpUMEeHEeHMs O OMyCKAEeTCS MCIOb30BaHMe TIPOU3BEIE€HHbIX IJIS
peanu3anyuu papMaieBTUUECKUX CYOCTAHIMIA, BKIIOUEHHBIX B
roCcyJapCTBEHHbII peecTp JieKapCTBEHHBIX CPeICTB YIIOJTHOMOYEHHbIM
dbenepasbHbIM OPraHOM MUCIOJHUTETbHONM BJIACTY, OCYIIECTBIISIOMM
BeJleHle TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPEeACTB IJIs
MeIULIMHCKOTO IpUMeHeHMsl. " ;

0) yacTb 7 mocJie cjI0Ba "BeTepMHapus,” OOMOJHUTD CJI0BAMM
"BeTepuHapHO-CaHUTAPHAS SKCIIePTU3a,";

B) ITYHKT 6 4aCTU 8 U3JI0KUTb B CIeAYIOLIEN pegakLn:

"6) OpraHu3anusaM U UHAVBUAYAIbHBIM [IPeAIIPUHUMATEIISM,
OCYILeCTB/ISIOIIMM pa3Be/ieHye, BoIpallliBaHye ¥ CoAepsKaHye KMBOTHBIX
(3a CKJTIOUEeHMEeM MPOoAaKu UM papmalleBTUYeCKUX CYOCTaHIMIT MU UX
rnepemaun).”;

12) myHkT 5 yacTu 1 cratbu 50 mocsie ¢jioBa "300MapKax,” JOMOTHUTH
CJIoBaMu "300cajfiax, IMpKax, OKeaHapuyMax, AeabbuHapusx, JieueHus
IVKUX SKMBOTHBIX, IIOCTOSIHHO UJIM BPEMEHHO HaCeSION X TEPPUTOPUIO
Poccuiickoit ®enepanyiy, HAXOASIIUXCS B COCTOSIHUM €CTeCTBEHHOM
CBOOOJBI ¥ MPUHAAJIEKALMX K BMIaM, 3aHeCeHHbIM B KpacHyi0 KHUTY
Poccuiickoit ®emepauymu u (1) KpacHble KHUTU CyObeKTOB Poccuitckoii
®denepauun,”;

13) myHKT 7 4acT 1 cTaThy 53 U3JOKUTH B CAeYIONIEN pegaKIun:

"7) opraHu3auUsaIM U UHIMBUIAYAJIbHBIM MIpeAIpUHUMATEIISM,
OCYIIECTBIISIIOII MM pa3BefeHne, BIpalllMBaHe U COAepKaHMe KUBOTHBIX
(3a MCKJTIOUEeHMEM TTPOAaKU UM (apMareBTUYeCKUX CYOCTaHLIMIA MU UX
nepegaun).”;

14) Byactu 4 ctaTh 55 BTOpOeE MpeaioKeHKe U3JI0XKUTD B ClleyIole
pemakuyvn: "OTIYCK JIeKapCTBEHHBIX IIperapaToB [IJs BeTepUHAaPHOI0
IIPUMEeHEeHMS OCYILEeCTB/ISIeTCS B COOTBETCTBUM C IIpaBUIaMM Hajlexallen
alTeyHO NPaKTUKY JIeKapCTBEHHbBIX IIPernapaToB [J151 BeTePUHAPHOIO
MIpUMeHeHMs, yTBeP>KIeHHbIMY YIIOJIHOMOYeHHBIM (peiepaibHbIM OPraHOM
VUCIIOTHUTEJIbHOM B/IaCTH.";

15) Buactu 1 craTbey 64 cjioBa "BeTepMHAPHBIX CIIEIMATMUCTOB" 3aMEHUTD



CJIOBaMM "CITEIIMAIUCTOB B 00/1aCTY BeTepuHapun';

16) Buactu 1 cTaThy 67 c/ioBa ", BeTepUMHAPHBIX pAOOTHUKOB" 3aMEHUTh
cI0BaMy "pabOTHMKOB, CIIEIMATMUCTOB B 00/1aCTY BeTepuHapumn'.
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Poccuiickoit @enepatyn
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