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NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
oT 2 anpensa 2022 r. N 572

Ob YTBEPXAOEHUU NMPABWUI
BBO3A HA TEPPUTOPUIO POCCUNCKON ®ELOEPALIUN N BbIBO3A 3A NMPEQENDI
TEPPUTOPUU POCCUNCKON ®EQEPALIUN NATOMEHHbLIX
MUKPOOPIrAHU3MOB U BUPYCOB

B cootBetrcTBuM ¢ yacThio 7 ctathu 11 denepanpHoro 3akona "O Ouojgorndeckoi 06€30MacHOCTH B
Poccuiickoit ®eneparun [IpaBurensctBo Poccuiickoit denepaliuu NoCTaHOBIISAECT:

1. Y1Bepauts npunaraemsie [IpaBuna BBo3a Ha Tepputoputo Poccuiickoit denepanniv 1 BbIBO3a 3a
npeaeinsl Teppuropun Poccniickoit denepanuy naTOreHHbBIX MUKPOOPTAHU3MOB U BUPYCOB.

2. Hacrosimee nocraHoBiieHHE BCTymaeT B cuily ¢ 1 urons 2022 r.

IIpencenarens [IpaButenscTBa
Poccniickoit ®enepanuun
MMHUITYCTHUH

YTBepKIACHBI

nocranoBieHueM [IpaButenbcTBa
Poccuiickoit denepanuu

ot 2 anpenst 2022 r. N 572

NMPABUIIA
BBO3A HA TEPPUTOPUIO POCCI/I?ICKO?I ®EAOEPALMN U BbIBO3A 3A NPEOESDbI
TEPPUTOPUUN POCCUNCKOU PEONEPALIUN NMATOIMNEHHbLIX
MUKPOOPIrAHU3MOB U BUPYCOB

1. Hactosamue IIpaBuna ycraHaBIMBaIOT NOPSAJOK BBO3a Ha Tepputopuio Poccuiickoit @enepanyu u
BBIBO34 32 MpeJiensl Tepputopun Poceuiickoit denepanuy NaTOreHHbIX MUKPOOPTaHU3MOB U BUPYCOB, 3a
UCKIIFOYEHUEM IaTOTE€HHBIX MHUKPOOPTraHU3MOB M BHUPYCOB, IOJUICKAIIUX JKCIOPTHOMY KOHTPOJIIO
cormacHo CnucKy MHKPOOPraHM3MOB, TOKCHHOB, OOOpYIOBaHUS U TEXHOJOTUH, MOAJIEKALIUX
AKCIIOPTHOMY KOHTPOJIIO, YTBEpKJIeHHOMY Yka3zoM [Ipesunenta Poccuiickoin @enepannu ot 20 aBrycra
2007 r. N 1083 "O6 yrBepxaennn Crnucka MUKpPOOPTaHU3MOB, TOKCHHOB, 000pY/I0BaHUSI U TEXHOJOTHUH,
MOJUIekKAIUX JKCIIOPTHOMY KOHTPOJIO", a Takke OHOJOIMYECKHMX MAaTepUaoB, IOJYyYEHHBIX INpU
MIPOBEACHUM KIMHUYECKOTO UCCIEA0BaHUs JICKAPCTBEHHOTO MpernapaTa il MEAUIIMHCKOIO TPUMEHEHUS
(anee - BBO3 (BBIBO3) MATOI€HHBIX MUKPOOPTaHU3MOB U BUPYCOB).

2. BBo3 (BbIBO3) MATOT€HHBIX MUKPOOPTaHU3MOB U BUPYCOB OCYILIECTBIISIETCS B LIETISAX:

a) MMPOBCACHU A (byHHaMeHTaJIBHBIX U TNPHUKIAAHBIX HAaYYHBIX HCCIEIOBaHUM B o0iactu
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OMOJIOTUYECKON OE30MacHOCTH, B TOM YHCJIC HW3yYCHHsI CBOWCTB IMATOTCHHBIX MHKPOOPTaHM3MOB H
BHPYCOB, CO3JAIOIINX YIrPO3y BO3HHUKHOBEHHS M PACIPOCTpaHEHHS HH(DEKIMOHHBIX M Iapa3sHTapHBIX
OoJe3Hel;

0) pa3pabOTKK W BHEIPEHUS CPEJICTB M METOJOB HMHAWKAIUA W HUACHTHU(UKAIIMU TMaTOTCHHBIX
MUKPOOPTaHU3MOB U BUPYCOB;

B) pa3pabOTKW M BHEIPECHUS METOJNIOB, CPEACTB M TEXHOJIOTHH MPOPWIAKTUKH, JTUATHOCTUKUA H
NiedeHus MH(EKIIMOHHBIX U Mapa3uTapHbIX 00JIe3HEH;

I) JCTIOHUPOBAHHUS IITAMMOB B KOJUICKLHSAX [MAaTOTEHHBIX MUKPOOPIaHU3MOB M BHPYCOB, B TOM
guclie 0053aTelbHOr0 JCTIOHUPOBAHUS B KOJUICKIUAX IATOTCHHBIX MHUKPOOPTaHU3MOB M BHPYCOB
ITAMMOB, HCIOJb3YEMBIX IPH IPOU3BOJCTBE 3aPETMCTPUPOBAHHBIX B YCTAHOBJICHHOM IOpPSAKE H
JOMYIIEHHBIX K oOpamieHuto Ha tepputopuu Poccuiickoit denepanuu 1eKapCTBEHHBIX CPEICTB IS
MEIULHUHCKOrO NPUMEHEHHS U BETEPUHAPHOIO IPUMEHEHHUS, a TAK)KE MEIULUHCKUX U3IEIIUMN.

3. BBo3 (BbIBO3) MATOT€HHBIX MUKPOOPIaHU3MOB U BHPYCOB OCYILIECTBISETCS IOPUAMUECKUMU
JUIAMU ¥ MHAMBUIYalIbHBIMU HPEJIPUHUMATEISIMU, KOTOPbIE 00ECIIEUMBAIOT CO3/IaHUE, MOIMOJIHEHHE,
BEJICHHE W HCIIOJIb30BAaHWE KOJUICKUMH IaTOrCHHBIX MHUKPOOPraHM3MOB W BHPYCOB, Hay4HO-
UCCIIEIOBATEIbCKUMHM ~ OpraHU3alUsIMM,  MEJUIMHCKMMU  OpraHM3alusMd U JJaOOpaTOpHO-
JUarHOCTUYECKUMHU OpraHu3auusMu (YUpeKIEHHUSIMH), KOTOpPbIE OCYILECTBISIOT HCCIEJOBAaHUS B
o0JlacT BETEpPUHAPHUU, a TAKXKE IMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB (najnee - 3asBUTENN), Ha
OCHOBAHUMU:

a) paspelieHHdss Ha BBO3 (BbIBO3) MATOI€HHBIX MHKPOOpPraHM3MoB W BupycoB | - IV rpynn
MATOTEHHOCTH - BO30yIauTeNleld HMH(EKIIMOHHBIX 3a00JCBAaHUI 4YEIIOBEKA M IKUBOTHBIX, BBIJAHHOTO
['maBHBIM rocyapcTBEHHBIM CaHUTApHBIM BpauoM Poccuiickoit @enepanuy;

0) paspemieHusi Ha BBO3 (BbIBO3) NATOI€HHBIX MHUKPOOPraHU3MOB M BHUPYCOB - BO30yauTeneit
MH(EKIMOHHBIX U Mapa3uTapHbIX 3a00JIeBaHUM KUBOTHBIX U PACTEHUH, KOTOpble HE OTHeceHHI K | - IV
rpynnaM MaTOreHHOCTH, BblJaHHOro denepanbHON Ciy:k00i MO BETEPUHAPHOMY U (PUTOCAHUTAPHOMY
Ha/30py.

4. PazpemieHue Ha BBO3 (BbIBO3) MATOTE€HHBIX MHUKpPOOpPraHusmMoB u BupycoB | - IV rpynn
MaTOr€HHOCTH - BO30yauTeneil MH()EKINOHHBIX 3a001€BaHUi YeI0BeKa U KMBOTHBIX U pa3pelleHue Ha
BBO3 (BBIBO3) MHKPOOPraHM3MOB M BHUPYCOB - B030yauTesnell HHQEKIMOHHBIX U Iapa3uTapHbIX
3a00JeBaHU KHUBOTHBIX U pacT€HHUH, KOTopble He oTHeceHb! K | - IV rpynmam matoreHHoctu (majiee -
paspeleHue), BbIAalOTCs MO0 (QopmaM, YTBEpKIAECHHBIM COOTBETCTBEHHO denepanbHON Ciiy:k00# 1Mo
Ha/130py B cepe 3aluThl MpaB noTpeduTeselt u 6aarononyuns yeiaoBeka U dexepanbHON Ciryk00# 10
BETEPUHAPHOMY M (UTOCAHUTAPHOMY Ha/A30py (Aajiee - yHOJHOMOYEHHbIE OPTaHbI).

5. Jlnst nmomyueHus paspelieHus 3asBUTENb IPEICTABISIET B YIIOJHOMOYEHHBIE OpraHbl 3asBJICHHUE O
BBO3€ (BBIBO3€) MATOTE€HHBIX MHUKPOOPTaHM3MOB M BHUPYCOB (llajee - 3asiBIEHHE O BBO3€ (BBIBO3E),
cojiepaKaliee CIEIYIOUINe CBEACHU:

a) HaMMEHOBaHME NMaTOr€HHbIX MUKPOOPTaHU3MOB U BUPYCOB;
0) 1iens BBO3a (BBIBO3a) MATOTEHHBIX MUKPOOPTaHU3MOB U BUPYCOB;

B) MIOJTHO€ HAaUMEHOBAHME, a/IpeC MECTa HAXOXKACHUS 3asiBUTENIS, €r0 OCHOBHOM roCylapCTBEHHBIN
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PEruCTPallMOHHBINA HOMEP IOPUIUYECKOTO JUla (B OTHOIICHUH IOPUINYECKUX JULI, 3aPETUCTPUPOBAHHBIX
B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM Poccuiickoit ®enepanuv) u HACHTH(PUKALMOHHBIA HOMEp
HaJIOroIuIaTelNbluKa (B OTHOIICHUH IOPUAMYECKUX JIML, OOSI3aHHBIX COCTOSITh HAa Y4€TE€ B HAJIOTOBBIX
opraHax B COOTBETCTBHH C 3aKOHOJATEILCTBOM Poccuiickoit denepaiinn), HAUMEHOBAHKE U aJIpec MecTa
HaxO0JICHUS IPY30I10Iy4aTelisl, a TAkKe roCy/1apcTBa-UMIIOpTepa (B ciydae OCYIIECTBICHUS BbIBO3A);

r) popmMa BBITyCKa (XpaHEHHs) M BUJI YIAKOBKH IATOTCHHBIX MUKPOOPTaHU3MOB HIIH BUPYCOB;
1) KOJIM4ECTBO 00PA31[0B MATOr€HHBIX MUKPOOPTraHU3MOB U BUPYCOB;
€) CpPOKH BBO3a (BBIBO3a) MTATOT€HHBIX MUKPOOPTaHU3MOB U BUPYCOB;

’K) CTpaHa, U3 KOTOpoH (B KOTOPYIO) OCYILIECTBIISIETCS] BBO3 (BBIBO3) MATON€HHBIX MUKPOOPTaHU3MOB
U BUPYCOB;

3) BHJ TPAHCIIOPTA, KOTOPBIA MPEIIOJIaraeTcsi MCIOJIb30BaTh JUIsl BBO3a (BBIBO3a) MATOTCHHBIX
MHUKpPOOPTaHW3MOB U BUPYCOB, UJIH CIIOCOO MX OTIPABKH;

1) TMpeJIoaraéMble MECTO U BpeMs MepeMElIeHusl Yepe3 rocy1apCTBeHHYI0 rpaHuily Poccuiickoit
denepanuy MaTOreHHbIX MUKPOOPTraHU3MOB U BUPYCOB.

6. 3asBUTEIEM OJIHOBPEMEHHO C 3asBJICHHEM O BBO3€ (BBIBO3€) MPEACTABISAIOTCS, B TOM YHCIE B
AIIEKTPOHHOM BHJIE, CIICTYIOIIHE JOKYMEHTHI (X 3aBepEHHBIC KOIIHH):

a) TOKyMEHT, IIOJITBEP K A0 TOJTHOMOYNS JIMLIA, TIOJIIIMCABIIETO 3asiBJICHUE O BBO3€E (BBIBO3E);

0) JHMIeH3usT Ha OCYIIECTBICHHE [EATEIbHOCTH B O0JIAaCTH UCHOJIB30BaHUS BO30yauTeNen
MHQPEKIMOHHBIX 3a00JIEBaHUI 4YeIOBEKa W IKUBOTHBIX (32 HCKIIOYEHHEM CIydas, €CIHM YKa3aHHas
JeSTeNbHOCTh OCYILECTBJIETCS B MEIMLIMHCKUX LENAX) U TE€HHO-WH)XXEHEPHO-MOAU(DUIIMPOBAHHBIX
opranusmoB Il u IV creneneli moTeHIMATBHON OMACHOCTH, OCYIIECTBISIEMON B 3aMKHYTBIX CUCTEMAX,
WIN JIUIEH3Ms Ha OCYLIECTBICHHE MEIUIIMHCKOMN IesTelIbHOCTH B Cilyyae BBO3a (BbIBO3a) IMATOT€HHBIX
MUKpPOOPTraHu3MoB U Bupycos | - IV rpynn naroreHHocTy;

B) CAaHUTAPHO-2IUACMHUOIOTUICCKOC 3aKIIFOYCHUE O COOTBCTCTBUU YCHOBHP’I BBITIOJTHCHHU A pa60T C
OHOJIOTUYECKUMU BCIIECCTBaAMU, OUOJIOTHYECKUMH U MI/IKp06I/IOJ'IOFI/I‘~IGCKI/IMI/I opranusaMaMuM H HX
TOKCHHAMU CAHUTAPHO-2ITUACMHUOJIOTUICCKUM IIPpaBUJIaM 1 HOPpMaM.

7. B cnydae ecnu mpencTaBiI€HHbIE JOKYMEHTHI (MX 3aBEpPEHHbIE KOIMHM) COCTAaBJIECHBI Ha
MHOCTPAHHOM $I3bIKE, K HUM IIPUJIAraeTCsl HOTapHAJIbHO 3aBEPEHHBIN NIEPEBOJL HA PYCCKUM S3BIK.

8. YIoTHOMOYEHHBIE OpTaHbl B CPOK, HE MPEeBBIMIAOMUN 15 pabounx aHEH cO THS MOCTYIUICHUS
3asBJICHHUS O BBO3€ (BBIBO3€) M JIOKYMEHTOB, yKa3aHHBIX B MyHKTe 6 HacTosmux [IpaBui, mpuHMMaioT
perieHue o Beiave 00 00 0TKa3€e B BhIIAYE Pa3PEIICHHUS.

9. OcHOBaHNEM JJIL OTKa3a B BbLAAYC Pa3pCHICHUS ABJISIFOTCA:

HaJIMYME€ HEMOJIHOM WM HeIOCTOBEpHOW HHQOpMAlMK B 3asiBJICHHUM O BBO3€ (BBIBO3E) WIIH
JNOKYMEHTAaX, IPEACTABICHHBIX 3asIBUTEIIEM;

BCTYIIMBIICEC B 3aKOHHYIO CHUJIY PCHICHUC Cyda 00 AHHYJIUPOBAHWH JIMICH3WHU HA OCYHICCTBJICHUC
ACATCIIBHOCTH B 00JIaCTH UCIIOJIb30BAHUS BO36yI[PITCJ'ICI>i I/IH(I)CKI_II/IOHHBIX 3a00JIeBaHUN YeJIOBEKa U
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KUBOTHBIX (32 UCKJIFOYCHHUEM CIydasi, €CJIM yKa3aHHas JCSITeNbHOCTh OCYIIECTBISIETCS B MEIUITMHCKUX
LesAX) M TEHHO-WHXKEHEepPHO-MoAuuiupoBaHHbIX opranu3MoB Il u IV crenenedt moreHImanbHOM
OITACHOCTH, OCYIIIECTBIISIEMOM B 3aMKHYTBIX CHCTEMaX, WJIH JIMIICH3UH HA OCYIIECTBICHUE MEIUIIMHCKON
JeSITeITIbHOCTH;

aJIMUHUCTPATUBHOE MPUOCTAHOBIICHUE JIEATEILHOCTH 3asBUTEIS 32 HAPYIICHHUE 3aKOHOAATENIbCTBA
Poccutiickoit ®deneparuu B 00sacTH 00€CTICUCHHs] CAHUTAPHO-IMUIEMHUOJIOTMYECKOTO OJIaromnoaydus
HACEJICHUS, BETEPUHAPHOI0 3aKOHO1aTesibcTBa Poccuiickon denepanuu, 3aKkoHoAaTenbcTBa Poccuiickon
®denepanuu B 00J1acTH KapaHTHWHA PACTeHHM, 3aKoHonareiabcTBa Poccuiickoli depepannu B 00JacTh
OXpaHbl OKpY)Kalollel cpeabl B YacTH MPOBEACHUS pPabOT ¢ MATOT€HHBIMH MHUKPOOPraHU3MaMu U
BHpYyCaMH.

BpiBO3 maTOreHHBIX MUKPOOPTaHW3MOB M BUPYCOB B MHOCTPAHHBIE TOCYyAapCTBa U TEPPUTOPHUH,
COBepIIaKIIue B oTHOIEHUH Poccuiickoit denepanun, pOCCUUCKUX FOPUAMYCCKUX JIMI U (PU3NIECKUX
JUIl HEJIPYKXECTBEHHbIC JIEHCTBUS, TMEpPEeUeHb KOTOPBIX YTBEpPXKIEH pacnopsbkenueMm IIpaButenbcTBa
Poccuiickoit ®enepauuun ot 5 mapra 2022 1. N 430-p, ocymiecTBisieTcs MO COTJIACOBAHUIO C
3amectutensimu  IIpencenarens IlpaButenbctBa Poccuiickoir ®enepauuu, B 00S13aHHOCTU KOTOPBIX
BXOJIUT  KOOPJAWHAIMS  BONPOCOB  JACSITENBHOCTH  COOTBETCTBYIOIIUX  (eiepadbHBIX  OpraHoOB
HCIIOJIHUTEILHOM BIACTH.

10. B ciyuae n3MeHEHHs] OpraHHU3aLMOHHO-TIPABOBOM (hOpMBI, HAMMEHOBAHUS WJIM aJipeca MecTa
HAXOXKJCHHUS 3asBUTENS pa3pelieHue rnepeoopMIIseTcs 1mociie BHECEHUS! COOTBETCTBYIOUICH 3alliCH B
Enunblii rocyapcTBEHHBIN peecTp IOpUANYECKHUX JIUL] IIPU MPEACTABICHUU B YIIOJHOMOUYEHHbIE OpPraHbl
3asBICHUS O Mepeo(GOpMIICHUN pa3pelieHus, K KOTOPOMY 3asBHTEIb BIIPaBE NMPEACTABUTH JTOKYMEHTHI
(ux 3aBepeHHble KOMNMHM), NOATBEpPXKJAIOIIME YyKazaHHble u3MeHeHus. Ilepeodopmiennoe paspereHue
BbIA€TCS B CpOK, He mpeBblmaoomuid 10 pabouux 1HEH cO JAHA MOCTYIUIEHHS 3asiBICHUS O
nepeoGOpMICHUN pa3peLieHusl.

11. B cydae yTpaThl pa3perieHus 3asBUTEIIO 110 €ro 3asBICHHUIO BhIIACTCS AyOIMKAT pa3peiieHus
B CPOK, HE MPEBHIMAMNN 5 pabounx AHEW cO THS MOCTYIIICHUS 3asBICHUS.

12. OcHoBaHueM [UIsi aHHYJIHUPOBAHMS pa3pelleHus SBISETCS MpPEeACTaBIECHUE 3asBUTEIEM
3asBJICHUs 00 aHHYJIMPOBAHUM Pa3peIICHUs.

13. AIMUHHCTPAaTHBHOE TMPUOCTAHOBJIICHHE  JCATEIBHOCTH  3asBUTENISI 3a  HApYIICHHE
3akoHoAarenscTBa Poccuiickoit @enepanyu B 0051acTH 00eCIIeUeHUsT CAHUTAPHO-DHIEMUOIOTHIECKOTO
Onmaromoyiyuusi ~ HacelieHWs,  BETEpUHApPHOrO  3akoHojaTenbcTBa  Poccuiickoir — dDenepauuu,
3akoHoAarenbcTBa Poccuiickoit @enepanuu B 00JacTH KapaHTWHA pPAaCcTEHUHM, 3aKOHOJATENIbCTBA
Poccuiickoit ®enepaniui B 00JaCTH OXpaHbl OKPYXKAIOIICH Cpenbl B YacTH MPOBeACHHUs paboT ¢
MaTOrT€HHbIMM MHUKpPOOpPraHM3MaMH W BUPYCaMHM BJI€YET NPUOCTAHOBIEHUE pa3pelICHUs Ha CpOK
AAMHUHUCTPATUBHOI'O IPHUOCTAHOBJICHUA ACATCIbHOCTH 3aABUTCIIA.

14. 3asButens He mo3aHee 10 paGoumx nHEH cO JHS OKOHYAHHUS CPOKa NEHCTBUS pa3pellieHus
HaIpaBlIIeT B COOTBETCTBYIOIIMN YIIOJHOMOYEHHBIH OpraH CBEACHHUS O BBE3EHHBIX (BHIBE3E€HHBIX)
[IATOTEHHBIX MHUKPOOpPraHM3Max M BHUPYCAX, BHJE TPAHCIIOPTA, KOTOPHIN HCIIOJIB30BAICS I MX BBO3a
(BBIBO3a), a TaK’K€ O MECTE€ W BPEMEHM IEepEeMEIlEeHUs] Yepe3 rocyAapCTBEHHYI0 rpaHuily Poccuiickoit
denepanuu.

15. YnonHOMOYEHHBIE OpraHbl BEAYT Y4€T BBIJAHHBIX pa3pelICHUN.
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