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PABUTEJILCTBO
INPUAHECTPOBKOU MOJIZABCKOMH PECITYBJIMKHA

INIOCTAHOBJIEHUE

7 cents0ops 2022 rona Ne 335

006 yrBepxkaennn [lonoxxeHus 0 TUICH3UPOBAHUHT
(hapMalleBTUYECKOM JIeITENBHOCTH B chepe oOpalieHus
JIEKapCTBEHHBIX CPECTB IS BETEPUHAPHOTO TPUMEHEHUS

B coorBercTtBUM co cTatheit 76-6 Kouctutymmm IlpumHecTpoBckoit
Monpasckoii  Pecniyonmuku, KoHcturynunonHeiM —3akoHoM  [IpuaHecTpoBcKoi
Momnnasckoii Pecriyomuku ot 30 HOs10pst 2011 roma Ne 224-K3-V «O IlpaBurtensctae
[MpumaecTpoBckoit MonnaBckoit Pecryonmukun» (CA3 11-48), moamyHKTOM «a»
nyHkTa 1 crateu 5 3akona [IpunaectpoBckoit Monmasckoit Pecybnuku ot 10 urosns
2002 roma Ne 151-3-111 «O nuneH3MpOBaHUH OTIACIBHBIX BHAOB JCATCIBHOCTH
(CA3 02-28), Ilocranomnenuem IlpaButenbctBa I[lpmaHecTpoBckoit MosgaBckoi
Peciyomuku ot 12 ¢epams 2018 roma Ne 42 «O06 OCHOBHBIX NPHHIIMITAX
rOCYJapCTBEHHOTO PETYIHPOBAHUS OTACITBHBIX BHIIOB JCITEILHOCTH Ha TEPPUTOPUA
[MpumHecTpoBckoit MonaBckoii Pecriyonmuku» (CA3 18-7) ¢ W3MEHEHUSAMH U
JIOTIOTHEHUSIMHU, BHECEHHBIMU TIocTaHoBIeHUssMH [IpaButenscTBa [IpumaaecTpoBCKon
MonnaBckoii Pecriyonuku ot 11 utonst 2018 roma Ne 192 (CA3 18-24), ot 25 urons
2019 roma Ne 270 (CA3 19-28), ot 6 centssops 2019 roma Ne 327 (CA3 19-34), ot 13
staBapst 2020 roma Ne 1 (CA3 20-3), ot 25 mapra 2020 roga Ne 76 (CA3 20-13), ot 9
anpens 2020 roma Ne 106 (CA3 20-15), ot 24 deppans 2021 roga Ne 52 (CA3 21-8),
ot 28 utons 2021 roga Ne 212 (CA3 21-26), ot 16 mapta 2022 roma Ne 88 (CA3 22-
10), IMpaBurenscTBo [IpumHecTpoBckoii MomraBckoit PecrryOmuku
MOCTAaHOBISACT:

1. VrBepautrs IlonoxxeHue o0 JHIIEH3UPOBAHUM  (PapManeBTUUECKOMN
JeATeNIbHOCTU B cepe oOpalleHus JIEKapCTBEHHBIX CPEACTB [JIsi BETEPUHAPHOTO
npuMeHeHus corsacHo [lpunoxennto k HacTosimeMy [locTaHoBiIEHUTO.

2. Hacrosmee IlocraHoBneHne BCTymaeT B CHITy CO JHS, CJICAYIOIIECTO 3a JTHEM
OopUIIMATBEHOTO OMYOJIMKOBAHMUS.

ITPEACEHATEJIb ITPABUTEJIbCTBA A.PO3EHBEPT



[MPUJIOXXEHUE
K Ilocranosnenuro [IpaBurenscrBa
[TpunaecTpoBckoit MonagaBckou

PecnyOnuku
ot 7 centsiops 2022 romga Ne 335

[TOJIOXKEHUE
0 JIMLIEH3UPOBAHUU (PapMalleBTUUECKON JESITEIHHOCTH B chepe oOpalieHus
JICKapCTBEHHBIX CPEACTB IS BETEPUHAPHOTO TPUMECHEHUS

1. OO01ure noIoKEHU

1. Hacrosimee  [lonokenwe — ompenensieT  MOPSAOK — JIMIICH3UPOBAHMS
(hapMalleBTUYECKOM AeSTEILHOCTH B chepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB IS
BETEPUHAPHOTO TMPUMEHEHHUS MO BBO3Yy, PO3HUYHOHM, OMNTOBOM peanu3aluu |
M3TOTOBJICHUIO TIPEeNapaToB BETEPUHAPHOTIO HA3HAYEHHUSI B COOTBETCTBUU C 3aKOHOM
[TpunaectpoBckoit MonnaBckoit Pecriyonuku ot 25 saBapst 2005 roga Ne 526-3-111
«O  ¢dapmaneBTuueckoit  gestenbHoctd B IlpunHectpoBckoit  MonaaBckoit
PecriyOnmnke» (CA3 05-5) (manee — 3akoH 0 (apMareBTHUECKOW IEITEIbHOCTH) H
COJICPKUT MCUYEPHIBIBAIOIINI MEepeueHb NTOKYMEHTOB, JIMIICH3UOHHBIX TPEOOBAHUI U
YCJIOBUH, TPEABSIBISEMbIX K COUCKATEISAM JIUIICH3UM.

2. JluneH3us SBISCTCS CIENHUATBHBIM pa3pelieHueM Ha OCYIIECTBIICHHE
MpEeANPUHUMATENBCKOMN AESITEILHOCTH B 001acTH (hapMalleBTUYECKON JIEATeIbHOCTH
B c(epe oOpaleHus JEKapCTBEHHBIX CPEACTB JJisi BETEPUHAPHOIO MPUMEHEHHUS B
TEUEHHUE YCTAHOBJICHHOTO CpOKa MpPH 00s3aT€bHOM COOJIIOJICHUM JIUIIEH3UOHHBIX
TpeOOBAHUN U YCIOBUH.

3. Cpok JcWcTBHS JIUIICH3UM HE MOXET ObITh MeHee 5 (matu) JieT u
OTIPEICIISAETCS TI0 3asBJICHUIO COMCKATEIIS JIMIICH3MH (JIMIICH3MATa).

4. Cpok JeWCTBHUSI JIMIIEH3UM [0 €r0 OKOHYAHUM MOXKET OBITh MPOJICH
10 3asiBJICHUIO JnieH3uara. [Ipoasienne cpoka qelCTBUS JIMIIEH3UU OCYIIECTBISETCS
B MOPSIJIKE €€ IepeoPOPMIICHHUS.

IIo oxOHYaHMM CpOKa JEWCTBHS JIMUEH3WH B MPOJJICHUU CPOKa IEHUCTBUSA
JUIEH3UN MOXET OBITh OTKa3aHO B cliydyae, €ClIu 3a BpeMs JCWUCTBUSL JUIIEH3UU
3a()MKCUPOBaHbI HAPYIIECHUS JIMIICH3UOHHBIX TPEOOBAHUMN U YCIOBUH.

5. B kauecTBe couckaTens JMIEH3UU Ha OCYILECTBICHUE JHIICH3UPYEMOU
NEATETbHOCTA MOTYT  BBICTYNaTh IOPUAMYECKHE JiMIa, OOpaTUBIIMECS B
['ocynapcTBeHHYI0 CiyKO0y pEerucTpaid M HoTapuara MHHHUCTEpPCTBA HOCTULIUU
[TpuanectpoBckoit Mongasckoi PecniyOnuku, ynoJIHOMOYEHHYIO Ha 0OpMIIEHUE U
BbIJIa4y JIMLIEH3UH, C 3asIBJICHHEM O BblJIaue JTUIECH3UU.

6. FOpunnyeckue nuia, OCymecTBISIONHE (apMareBTUIECKYIO ACSITEIBHOCTD
B cpepe 0oOpallleHHs JEKAPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO MPUMEHEHUS 0e3
JUIEH3UH, HECyT OTBETCTBEHHOCTbh B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
[IpuanectpoBckoit Monnasckoi PeciyOnuku.



/. B cnydae ecnu nuieH3UpyeMas JEATeIbHOCTh OCYILECTBIsETCS (DUiinaioM
WU UHBIM 000COOJICHHBIM MOAPA3ACICHUEM IOPUIUYECKOTO JIUIA, JJIS KaXJ0Tro U3
HUX BBIJAETCS KOMUS JTUICH3UU.

JIuneH3uss He TMOJUICKUT TMepeadye JpyroMmy JIHIy, €€ JIeUCTBUE He
pacrpoCcTpaHsieTcss Ha JIPYTUX JUIl, OCYIIECTBISIOMIMNX AESITEIbHOCTh COBMECTHO C
JUIEH3UAaTOM, B TOM YHCJIE M0 JOTOBOPY, a TAKXKE Ha IOPUANYECKUX JIUI], OJJHUM U3
yupeuTesie KOTOPBIX SBISETCS JIUIICH3UAT.

8. [IpaBo Ha ocymiecTBieHHE (PapMaeBTUICCKON MEITEILHOCTH B cdepe
oOpalieHuss  JE€KapCTBEHHBIX  CPEACTB  JUIsl  BETEPUHAPHOTO  MPUMEHEHUS
IOpUJIMYECKUM JTUIIOM MTPUOOPETAECTCS C MOMEHTA BbIJIauu JTUIEH3UHU U IPEKpaIiaeTcs
110 UCTEYEHUHU CPOKa €€ IEUCTBUS UM C MOMEHTA €€ aHHYJIUPOBAHMUSI.

9. Pazmep nmIeH3MOHHOTO cOOpa 3a BBIIAYy JHUIEH3WH Ha OCYIIECTBIICHUE
(hapMalleBTUUYECKOM AeSTEILHOCTH B chepe oOpaleHust JIeKapCTBEHHBIX CPEJICTB AJIsI
BETEPUHAPHOIO TMPUMEHEHUS B3UMAETCS B CIEAYIOIIEM pa3Mepe, €ClIM CpOK, Ha
KOTOPBIN BbIJIaHA JIUIIEH3USI, COCTABJISIET:

a) 5 (mate) ser — B pasmepe 400 (YeThIpeXcOT) pacUeTHBIX YpPOBHEH
MHUHUMAJIbHOM 3apabOTHOM TIJIaTHI;

0) or 5 (matu) mo 10 (mecstu) net — B pasmepe 800 (BOCBMHUCOT) pacueTHBIX
YpOBHEN MUHUMAabHOM 3apa00THOI TIaThI;

B) cBhimie 10 (mecstu) nmet, B ToM uucie 6eccpouno, — B pasmepe 1 000 (oxnoit
TBICSIYM) PACUCTHBIX YPOBHEH MUHUMAITBLHOU 3apaOO0THOM IJIaThI.

2. HepequL AJOKYMCHTOB, HCO6XOI[I/IMI>IX AJI IIOJTYYCHUA JIMICH3UU

10. Jlns monydeHWs JMIICH3UW COUCKATENb JIMIICH3UU TMPEACTABISICT B
['ocynapcTBeHHYI0 CiyKOy pEerucTpaiud U HoTapuara MHUHHUCTEpPCTBA IOCTULIUU
ITpuanecTpoBckoit MongaBckoi PecmyOnuky clieayromniyue T0KyMEHTHI U CBEJICHHUS .

a) 3asIBJICHUE O BBIJAUe JIMIICH3UH C YKa3aHUEM:

1) HAaMMEHOBaHUS ¥ OPTaHU3AMMOHHO-TIPABOBON (HOPMBI IOPHINICCKOTO JIUIIA,
MeCTa ero HaxoXkJeHHus (C yKa3aHHUEM TEePPHUTOPHUATHLHO 000COOJIICHHBIX OOBEKTOB),
JAHHBIX O TOCYJIApCTBEHHOM PETUCTPAlMM COUCKATENs JIULEH3UM B KayecTBE
FOPUANYECKOTO JINILIA,;

2) JMIICH3UPYEMOI'0 BHJA JEATSIBHOCTH, KOTOPBIA COHWCKATENb JIUICH3UU
HaMEpEH OCYIIECTBISATh, U CPOKA, B TEUYEHUE KOTOPOro OYyIeT OCYIIECTBISATHCS
YKa3aHHbIN BUJI IEATEIbHOCTH;

0) HOTapuaJIbHO YIOCTOBEPEHHBIC H JICTAIIM30BAaHHBIC B YCTAHOBJICHHOM
MOPSAJIKE KOMUU YYPEIAUTEIbHBIX JOKYMEHTOB M JIOKYMEHTA O TOCYJapCTBEHHOMU
PETUCTPALIMM COUCKATENS JIMIEH3UN B KAYECTBE FOPUANYECKOrO JIMIA, COBMECTHO C
HOTapUAJIbHO 3aBEPEHHBIM IIEPEBOJOM HA PYCCKUM S3BIK, — JJII WHOCTPAHHBIX
FOPUJANYECKUX JIUL;

B) CHHCOYHBIA COCTaB CICIMAJIMCTOB, WMCIOIIUX COOTBETCTBYIOIICE
npopuiabHOe o0Opa3oBaHue, KBanudukamuio, 1o ¢opme, YCTAHOBIECHHOW B
[Tpunoxxennu Ne 1 k HacTosimemy Ilonoxkenuto;

r) 3aKIrouYeHne MUHHCTEPCTBA CEIIBCKOTO XO3SHCTBA M MPUPOTHBIX PECYpCOB
[IpugnectpoBckoit MonnaBckoid PecnyOiauku 0 COOTBETCTBUM HOPMAaTUBHBIM



TpeboBaHUsIM (hapMalleBTUUECKON OpraHu3aldu, MPeTyCMOTPEHHON MOANYHKTAMHU
OK», «3» TTyHKTa 2 cTaThu 26 3akoHa 0 papMarieBTUIECKOM NeITeITbHOCTH,

a) cBelneHUs 00 OOBEKTE, B KOTOPOM WJIM C IOMOIIBIO KOTOpOro Oyjaer
OCYIIECTBIISITBCS JTUIEH3UPYEMBIM BUJ ACSATEABHOCTH, MO (OpME, YCTAaHOBICHHOU
[Tpunoxernem Ne 2 k Hactosiemy [lonoxkeHuro.

11. TpebGoBaHue OT COHWCKATeNlsd JHIEH3UM MPEJACTABICHUS  HHBIX
JOKYMEHTOB, HE MPEIyCMOTPEHHBIX 3aKOHOJATENbHBIMUA akTaMu [IpuaHecTpoBCcKOM
Momnnasckoii PecriyOinku, He TOMyCKaeTcs.

B cnywae HempencraBieHHs BCEX JOKYMEHTOB, YKa3aHHBIX B HACTOSIIEM
[TonoxxeHnu, COUCKATENIO JIUIIEH3UH T0KHO OBITh OTKA3aHO B MMPUEME IOKYMEHTOB.

12. TocymapcTBeHHas Ciy0a perucTpanud W HoTapuata MUHHCTEpCTBA
toctuiun  [IpunnectpoBckoit MonmaBckoit PecryOnuku TpPOBOJUT  MPOBEPKY
MOJHOTHI CBEACHUM, COAECPKAIIUXCA B MPEACTABICHHBIX COMCKATENIEM JIMUECH3UH B
COOTBETCTBUHM C HacToAMM [lonoxkeHnem TOKyMEeHTaXx.

13. TlonmmuceiBas 3asBJICHWE Ha TOJYYCHHE JIMIICH3UH, COWCKATEIb
JUIEH3UU TOATBEPKAACT TMOJJIMHHOCTh MPEACTABICHHBIX JOKYMEHTOB U (aKT
NpeaynpexxieHus: 00 OTBETCTBEHHOCTHM 3a TMPEJCTABICHUE HEAOCTOBEPHBIX WIH
VCKaKCHHBIX CBEJICHUM.

3a MpenCcTaBIICHUE HEAOCTOBEPHBIX WIIM HMCKaKEHHBIX CBEJACHUM COMCKATEIb
JWILEH3UM HECET OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATEIbCTBOM
[TpugnectpoBckoit Monnasckoit PeciyOnuku.

14. Bce A0OKyMeHTHI, TMpEJCTaBICHHbIE 3asBUTENIeM B [ OCyJapCTBEHHYIO
CIyX0y perucTpanii u HoTapuata MunHuctepcTBa roctuuuu IIpuaHecTpoBCKOM
Monnasckoit PecniyOnuky, OpUHUMAIOTCS 1O OMKCH, KOMUSI KOTOPOW HampaBisieTcs
(BpydJaercsi) COHMCKATENIO JIMIICH3MM C OTMETKOH O JaTe MpueMa JOKyMEHTOB.
3asiBUTENIb MOXET HAINpPaBHTh JOKYMEHTHI 1O TouyTe (C ONHCHIO BIIOKEHUS) C
YBEIIOMJIEHHEM O BpYYEHUUM WIM B DJJIEKTPOHHOU (opMe mocpencTBom
rocyJJapCTBEHHOW HH(OpMAIMOHHON cuctembl «llopTas rocynapCTBEHHBIX YCIyr
[MpumHecTpoBckoi MonnaBckoi Pecrryomuku» (naiee — [Topran).

15. 'ocynapcTBeHHast ciyxk0a peructpauud W HoTapuata MUHHCTEPCTBA
toctuiuu  [IpuanectpoBckoit MonaaBckoit PecnyOnukyu mpuHUMAaeT penieHue o
BbIJIaye WIM 00 OTKa3e B BbIJAye JIMICH3MH B CPOK, HE NpeBblmaromuid 3 (Tpex)
pabounx JHEW CO JHS TOJIyYEHHUs 3asBJICHUS COMCKATENsl JIMIEH3UU CO BCEMU
HEOOXOUMBIMU TOKYMEHTaMHU.

['ocynapcTBenHas cinyx0a peructpaiuuu 1 Hotapuara MUHUCTEPCTBA IOCTULIMU
[TpuanectpoBckoit MonaaBckoil PecnyOnnku o0si3aHa B CPOK, yKa3aHHBIM B 4acTH
MIEPBOM HACTOSIIETO ITyHKTA, YBEAOMHUTH COWCKATENd JULUECH3UH O MPUHATHH
pelieHus o Bbljaye Wik 00 0TKa3e B BblJIayue JTUIECH3UU.

YBegoOMJICHHE O BbIJaue JIMIICH3WH HampaBiisgercs (BpydaeTcs) COMCKATEIIO
JUIEH3UU B MUCHbMEHHON (pOpME WJIM SJIEKTPOHHOM BHUJIE C YKa3aHUEM PEKBU3HUTOB
0aHKOBCKOT'O CUETa U CPOKa OIUIAThI JIMIIEH3UOHHOTO cOopa.

16. Tlocne mpunstus ['ocymapcTBeHHO# Ciy’)kO00W perucTpanuu U HOTapuaTa
MunuctepctBa  toctuiuu  llpunHectpoBckoit ~ MonpaBckoit — PecmyOnuku
MOJIOKUTEIIBHOTO PELICHUS O BbIJIau€ JIMUEH3NUH €€ BblJaya MPOU3BOJINUTCS B TCUCHUE
1 (ogHOro) pabouero JHS CO JHS OILIATHI TUIICH3MOHHOTO cOOpa.



17. Pemienue 06 oTKa3ze B BblJaye JIMIIEH3UH JIOJKHO ObITh MOTUBUPOBAHHBIM
u odopmisercss B NMUCbMEHHOW ¢dopMe B OyMaKHOM WM 3JIEKTPOHHOM BHUJE C
yKa3aHUEM T[PUYUH OTKa3a, TOJIOKEHUW HOPMATUBHOTO TIPABOBOTO akTa, B
COOTBETCTBHUH C KOTOPBIM MPHUHSTO pellIeHre 00 0TKa3e, a TaKKe JOJKHO COAECPKATh
yKa3aHUsI Ha BO3MOXHBIE CIIOCOOBI YCTPAHEHUS MPEMSITCTBYIOMMNX BbIaue JIUIICH3UU
MPUYHH.

B cnydae npunsTus pemieHuss 00 OTKa3e B BbIJAYE JIUIEH3UU COUCKATEIIO
JMIICH3UH B CPOK, He mo3nHee 3 (Tpex) paboumx JHEH CO JTHS MPUHITHS PEIICHUS,
HanpaBisieTcss (Bpydaercs) yBeIOMJICHHE 00 OTKa3e B BblJade JIUICH3UU B
MUCbMEHHON (hopMe B OyMaXHOM WJIM 3JIEKTPOHHOM BHUJIE€ C YKa3aHUEM MPUYUH
OTKa3a.

Otka3z B BblJaue JUIEH3UU wWin Oe3neiicTBue ['ocynapcTBEHHON CIyKObI
peructpanuu U Hotapuata MunucrepcTsa roctunuu [ IpugaectpoBckoit MongaBckon
PecnyOnmukm Moryt OBITh 00ajJoBaHBI COHMCKATeNeM JHMICH3UH B TOPSJIKE,
YCTaHOBJIEHHOM 3akoHoAaTeabcTBOM lIpunnectpoBckoit MonmaBckoit PecriyOnukmu.

18. OcHoBaHMEM JIJIs1 OTKa3a B BIJIAYE JINIICH3UH SIBIISETCS:

a) HaIUYWe B JIOKyMEHTaX, IMPEJCTABICHHBIX COUCKATEJIeM JIUICH3UH,
HEJIOCTOBEPHOM MJIM HUCKAKCHHOW MH(pOPMAIINH;

0) HECOOTBETCTBUE COWCKATENS JIMIICH3WM JIMIICH3HOHHBIM TPEOOBAHHSIM W
YCIIOBUSIM;

B) HEBBINOJIHCHHUE JIUIICH3UATOM IIOJIOKCHHUH TIOJIYHKTOB «a», «0» W «Ia»
gacT nepBoi myHkta 1 cratem 11, mynkra 2 ctateu 13 3akona [IpuaHecTpoBcKoi
Monnasckoii Pecriyomuku ot 10 mrons 2002 roga Ne 151-3-111 «O nunien3upoBanun
OTICNBbHBIX BUIOB aesrenbHOCcTH» (CA3 02-28) (nasiee — 3akOH O JUICH3UPOBAHUHT
OTJICJIHBIX BUJIOB JICATEIIBHOCTH);

) HapylIeHWE JIMIICH3MATOM CpoKa oOpamieHus B ['ocyapcTBEHHYIO CIIyXOy
peructpanuu 1 Hotapuata MunucrepcTsa roctuuuu [IpuaaectpoBckoit MongaBckon
PecnyOmukm.

19. B cuywae mnpeoOpazoBaHUs IOPUAMYECKOTO JIMIA, W3MEHEHUS €ro
HAaUMEHOBAHUSA WJIM MECTa €ro HaxXOXJCHHs, aJpeca MecCTa OCYLIECTBICHUS
(hapMalleBTUYECKOM AesTEILHOCTH B chepe oOpalieHust JIeKapCTBEHHBIX CPEJICTB AJIsI
BETEPUHAPHOTO MNPUMEHEHMs, a Takke yTpaThl JIMIEH3UM, MpEKpallCHUs
NEATEIbHOCTH 10 OJHOMY aJpecy WIM HECKOJbKMM ajJpecaM MecT ee
OCYIIECTBJICHUS, YKA3aHHBIM B JIMIIEH3UHU, 4 TaKXKe B CIydasX, NPeayCMOTPEHHBIX
cratheit 19-2 3akoHa O JHWIIEH3UPOBAHWHM OTACIBHBIX BHJIOB JCSATEIHHOCTH,
JUIEH3UAT — IOPUANYECKOe JIUIO WM €r0 MpaBOMpeeMHHK 00si3aH B TeueHue 30
(Tpuanatv) pabouyux JHEH mMmoaaTh B [OoCydapCTBEHHYIO CIIykOy perucTpanud u
HoTapuata MunHuctepctBa toctuiuu llpuanectpoBckoir Monnasckoir PecryOnuku
3asBJI€HUE O TMepeoGOpPMIECHUNU JUUEH3UU C MPUIOKEHUEM COOTBETCTBYIOUIUX
JOKYMEHTOB, IMOJTBEPKIAIOIINX yKa3aHHbIe CBeAeHUsA. B ciydyae mpormycka cpoka,
YCTAHOBJIEHHOTO [IJIsl MOJA4M 3asBJICHUS O MepeodOpMIICHUU JHUIEH3UU, JTUIEH3US
ABJISICTCS HEJICVUCTBUTEIBHOM.

Jlo mpuHATHS peumieHust 0 NepeoPOpMIICHUH JIUIEH3UU IOPUANYECKOE JIUIIO0
WU €ro MpaBONPEEMHUK, B cliydae MpeoOpa3oBaHUsl IOPUANYECKOTO JIUIA, BIPABE
OCYLIECTBIISITh JI€SITEIbHOCTh HAa OCHOBAHUU pPAHEE BBIIAHHOW JUIEH3UU, HO HE



oonee 30 (TpuamaTu) JHEH CO JTHSA €ro PErUCTPAIlUH, a B CIydae YTPAThl JIMIEH3UN —
Ha OCHOBAaHMM BBIIAHHOW ['OCynapCTBEHHOH CIIy>KO00# perucTpanvi ¥ HOTapuara
MunuctepcrBa toctuuuu [IpugnectpoBckoit MonaaBckoit PecnyOnuku crpaBku
0 MpUeMe JOKYMEHTOB Ha nepeodopMiIeHUE JTULIEH3UU.

20. IIpu HamMepeHNH TUIIEH3UaTa BHECTH U3MEHEHUS B YKA3aHHBINA B JUICH3UN
MepeyYeHb  BBIMOJHAEMBIX  pabOT,  OKa3bIBa€MbIX  YCIYI,  COCTABJISIOLIUX
JUIEH3UPYEMbIM BUJ JEATEIbHOCTH, B 3asBJICHUU O MepeoOpMIICHUU JUIIECH3UU
YKa3bIBAIOTCS CBeACHUSI O paborax, yciyrax, KOTOpbIE€ JHIIEH3HAT HaMepeH
BBITIOJTHSATh, OKa3blBaTh, WK O pabOTax, yciayrax, BBHIMOJHEHHE, OKa3aHUE KOTOPBIX
JULEH3UAaTOM MpekpamarTcd. llpu HamepeHMM nUIEH3MaTa BBIIOJIHATH HOBBIC
paboThl, OKa3blBaTh HOBBIE YCIYTH, COCTABIAIONIUE JIUIEH3UPYEMBIH  BUJ
NESATEbHOCTH, B 3asBJIICHUU O MNEPeoPOPMIICHUM JTUIEH3UU TAKKE YKa3bIBAIOTCS
CBEICHUSA,  MOATBEPKIAIOIIME  COOTBETCTBHE  JIMIEH3MATa  JMLUEH3HMOHHBIM
TpeOOBaHUSAM MPU BHITOJHEHUU JAHHBIX pa0OT, OKa3aHUU JAHHBIX YCIYT.

21. TocymapcTBeHHast Ciyk0a perucrpanud W HOTapuaTa MUHHCTEPCTBA
toctuiuu  [lpuanectpoBckoit MonaaBckoil PecnyOnukyu npuHUMAaeT penieHue o
nepeoOpMIICHUH JIUIICH3UU B CPOK, HE MpeBbImaronuii 3 (Tpex) padoyux JTHEH co
JHSL TIONYYEHUST UM 3asBJICHUS O MepeoOpMIIECHUU JUUIEH3UU C MPHIOKEHUEM
OpUTMHAJIa paHee BBIJIAHHOW JIMIIEH3UU U JOKYMEHTOB, COJAEpKaIUX HUHPOPMAIUIO
00 MU3MEHEHUSX, MOCIYKUBIIMX OCHOBAHUEM JJI niepeoPOpMIICHHUS JIMIICH3UH.

[Ipu nepeodopmnenuu nuieH3uu l'ocyaapcTBeHHas ciiyk0a peructpanuud U
HoTapuata MunHuctepctBa toctuiuu llpuanectpoBckoir Monnasckoir PecrnyOnuku
BHOCUT  COOTBETCTBYIOIIME HW3MEHEHHS] B  peecTp  JuueH3ui. Bpimaua
nepeoOpMIICHHOHN JIMIICH3WH MPOM3BOAUTCA B TeueHue 1 (omHOro) pabodero mHs
MOCJIe MPUHSTHUSL pEeUIeHUs O nepeodOPMIICHUN JTUIEH3UH.

3a mepeodopMicHHE JTUIICH3UU B3uMaeTcs 1iata B pasmepe 40 (copoka)
pacyYeTHBIX YPOBHENH MUHUMAIbHOM 3apaO0THOM IJIaTHI.

22. JlutieH3ust MOKeT OBITh BBIaHa Kak B (opMe MOKyMEHTa Ha OyMaKHOM
HOCHUTEJIE, TaK U B (JOPME AIEKTPOHHOTO JOKYMEHTA.

3. JlunieH3noHHBIE TPEOOBAHUS U YCIOBUS MIPHU OCYIICCTBICHUH
(hapMalleBTUUYECKOM JIeSITENbHOCTH B c(hepe oOpalieHus JeKapCTBEHHBIX CPEJICTB
JUTsl BETEPUHAPHOTO IPUMEHEHUS

23. JIUIIeH3NOHHBIMU TPEOOBAHUSAMU H YCJIOBUSMU TPU OCYIIECTBICHUN
(hapMalleBTUYECKOM AEeSTEILHOCTH B c(hepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB AJIsI
BeTepuHapHoro mnpumeHeHuss B [lpugHectpoBckoit MongaBckoit PecnyOnuke
SBJISIFOTCS .

a) coOyrolleHue  3aKoHoaatenbcTBa  [lpumHecTpoBckod — MolimaBcKoi
PecniyOnuku B obsactu papmManeBTUUECKON U BETEPUHAPHOU JIESITENHHOCTH,

0) coOmromeHue  3akoHoAatenbcTBa  I[lpumHecTpoBckod — MomaBckoi
PecnyOnuku B 005IacTM  3KOJOTMYECKHUX,  CAHUTAPHBIX, TMTHEHUYECKHUX,
MPOTUBOMNOKAPHBIX HOPM U MPaBUJ, TpeOOBAHUI TEXHUKU 0€30MaCHOCTH;



B) HaJIWYKE y JIMIICH3WATa TPUHAJJICKAIINX €My Ha MpaBe COOCTBEHHOCTH
WIM HA WHOM 3aKOHHOM OCHOBAHMHM TEXHUYECKH OCHAIICHHBIX MOMEIICHHH,
HEOOXOIUMBIX JIJIST OCYIIECTBICHUS JTUIICH3UPYEMOTO BUIA IEITEILHOCTH,

T') HCIIOJIb30BaHUE CPEJICTB M3MEpeHHs (C JOKyMEHTAMH, IMOATBEPIKIAIOIIUMU
X TOCYJApCTBEHHYIO TOBEPKY), HEOOXOJMMBIX JUIsl BEACHHS (apMalleBTHICCKON
TESTENHHOCTH B cdepe oOpaiieHus JIeKapCTBEHHBIX CPENCTB I BETEPUHAPHOTO
MPUMEHEHUS,

1) HaJIMYKE B IITATE IOPUIMYESCKOTO JIMIIA pAOOTHUKOB (BEeTEPHHAPHBIX Bpadeh
1 (enpaIIepoB), UMCIOIINX BBICIIEE WM CpeaHee MpodeccrHoHaabHoe 00pa3oBaHue
U CIICIUATBHYIO TIOJITOTOBKY B 00JIaCTH BETEPUHAPUH, @ HMEHHO:

1) BeIcmiero mnpodeccHoHANbHOTO (BETEpUHAPHOTO) OOpa3oBaHMsI M CTa)a
paboTHI MO CIEeNHUAIHLHOCTH HEe MeHee 3 (Tpex) JIeT y 3aBeIyIOIIero BeTepHHAPHOU
arTeKoH,

2) BBICHIETO WJU  CpPEAHEro  MPOPEeCCHOHAIBHOTO  (BETEPUHAPHOTO)
oOpa3oBaHHS Y 3aBEAYIONMIETO BETCPUHAPHBIM (apMaIEBTUYECKUM ITYHKTOM,
OTKPBITHIM OT () YHKIIMOHUPYIOIICH BETEPUHAPHON alTeKH;

3) BeIcmIerO0 TpodecCHOHANbHOTO  (BETEpMHApPHOTO) oOpa3oBaHHS Y
3aBEAYIONMIETO  BETCPUHAPHBIM  (apMalleBTUYECKUM  ITyHKTOM,  SIBJISTEOIITUMCS
CaMOCTOSATEIHLHBIM IOPUINYECKUM JIUIIOM,;

e) HaJIN4Iue HOPMAaTHBHBIX JIOKYMEHTOB, PETIIaMEHTUPYFOTIIIX
(bapMareBTUYECKYIO JESITEIbHOCTh, MHCTPYKIMA: TI0 OXpaHe TPYyJAa, JOKHOCTHBIX,
0 IPOTHUBOIOKAPHON OE30MACHOCTH;

) COOJIIOZICHHE TTPABIIT XPAHEHUS JICKAPCTBEHHBIX CPE/ICTB,;

3) HajyIeXKalllee BeJICHUE YICTHON H OTUCTHOW JIOKYMEHTAIIUH,

M) COOJIIOJICHUE CAHUTAPHOTO PEKUMa, TPEOOBaHWU K (DYHKIIMOHHPOBAHHUIO
(hapMalleBTUYECKUX OpraHU3alluil U UHBIX TPeOOBaHMM, YCTAHOBJICHHBIX 3aKOHOM O
(bapMareBTHIECKON ACSITENHHOCTH,;

K) CBOCBPEMEHHOE MTPOXOXKIACHHUE CIICITUATHUCTAMU MEIUIIMHCKOTO OCMOTDA.

4. T'ocynapCTBEHHBIN KOHTPOJIL (HaI30p) 32 NeATSIIEHOCTHIO JIUIICH3UATA

24. T'ocymapCTBEHHBI Ham30p 3a COOJIOIEHWEM JUIEH3WATaMH HOPM
3akoHoAaTenbcTBa [IpuanectpoBckoit MonjgaBckoit PecnyOnuku, B TOM uuciie 3a
COOJIIOICHUEM  JIMIIEH3UOHHBIX TpeOOBaHUN M YCJIOBUW, B TIpeienax CBOeH
KOMIMETEeHIMU, ocyliecTBisieT Ciyx0a rocyaapCcTBEHHOr0 Haja3opa MuHuCTEpCTBa
toctuiun  [lpugnectpoBckoit  MongaBckoit PecnyOnuku B COOTBETCTBHM  C
3aKkoHOAaTeNbCcTBOM [lpunnectpoBckoit MomnnaBckoit PecnyOnuku o mopsiake
MIPOBEJICHHUS MEPOTIPUATHUH 110 KOHTPOJIIO (HAI30pYy).

TpeboBanust Crnyx0bl rOCyIapCTBEHHOTO Haj30pa MUHHUCTEpPCTBA FOCTUIUU
[TpugaecTpoBCKOM MonnaBckou PecnyOnuku, MPOBOAUBIIIEH IIPOBEPKY,
00s13aTeNbHbI JJIs1 UCIIOJIHEHUS JTUIEH3UATOM.

25. Hapymienust JUIIEH3WAaTOM JIMIIEH3WOHHBIX YCIOBUHA ¥ TpeOOBaHMIA,
BBISIBJICHHBIX B IPOIIECCE OCYINECTBICHHUS TOCYIapCTBEHHOTO KOHTpOJis (Haa3opa),
ABJSICTCS. OCHOBAHWUEM [JIi TPHUMEHEHHS K HEMY MEP OTBETCTBEHHOCTH,



MPEIyCMOTPEHHBIX 3aKOHOJATelbHbIMUA akTamu [IpuanectpoBckoid MonagaBckoun
PecnyOnuku.

26. KoHTpOITb 32 COOTBETCTBHEM JIMIICH3UATA TPEOOBAHUSAM 3aKOHOIATEITHLCTBA
[IpugnectpoBckoit MomnngaBckoit PecnyOnuku B cdepe NHIIEH3UPYEMOTO BHUAA
NEATETbHOCTA, B TOM YHCJE JIUIEH3UOHHBIM TPEOOBAHUSIM M YCIOBHUSM IS
opOpMIICHHUSI 3aKJIIOUEHMS] JIMIIEH3MATy O COOTBETCTBUU 3aSBICHHOMY BUIY
NEATENBHOCTH, OCYIIECTBIISIET MUHUCTEPCTBO CENBCKOTO XO3SAKMCTBA U MPUPOIHBIX
pecypcoB I[IpuanectpoBckoit Mongasckoit PecryOnuku.

27. Cpok yCTpaHEHHUs BBISBICHHBIX HApPYIICHHWH B COOTBETCTBUU C
npeanucaHusaMu, (TPeJCTaBIICHUSAMH), BBIHECEHHBIMH MUHUCTEPCTBOM CEIBCKOTO
X035IUCTBa M MPUPOAHBIX pecypcoB I[lpuanectpoBckoit MonnaBckoii PecnyOnuku,
Cnyx00i1 rocyaapcTBEeHHOro Haa3opa MunucrepcrBa tocturiuu [IpugHecTpoBcKoit
MonnaBckoir PecnyOnvku, MNOBJEKIIUX 3a COOOH NPUOCTAHOBICHHUE JEHCTBUS
JHUICH3HUH, HE MOYKET MPEBLIIIATh 6 (IlIeCTH) MECSIIEB.

B cnydae HeycTpaHeHHs] NUUEH3UATOM B YCTAHOBIICHHBIM CPOK HapyIIEHHH,
MOBJEKIINX 3a COOOW MPUOCTAHOBIICHUE JEHUCTBUS JHUIEH3UH, MUHHCTEPCTBO
CEIIbCKOT0 XO35IMCTBA W MNPUPOJHBIX pecypcoB lIpumanectpoBckoit MonmaBckoi
PecnnyOnuku, Cnyx0a TOCyAapCTBEHHOrO0 Haja3opa MUHHCTEpCTBA HOCTUILIUU
[TpugnectpoBckoit MongaBckoir PecnyOnnku 00si3aHbl 0OpaTUTbCS B CyA AJIS
MHULMUPOBAHYS NIPOLIEAYPbI aHHYJIUPOBAHUS JIMLEH3UMU.

5. Bo3o0OHOBIEHNE, TPHUOCTAHOBICHUE JCUCTBUS JTUIICH3UN

28. Bo300OHOBNIEHNE JCHCTBUS JHUIICH3UU OCYIICCTBISETCS B COOTBETCTBHUH C
MOPSIIKOM, YCTaHOBIICHHBIM cTaThedl 13 3akoHa O JWIIEH3WPOBAHWW OTHEITHHBIX
BUJIOB JICSITEIILHOCTH.

29. OcHOBaHWSMHU JUISI TPUOCTAHOBIICHUS NEWUCTBHS JIUICH3UH SIBIISIOTCS
BBISIBJICHHE HEOJMHOKPATHBIX (Ooyiee 2 (ABYX)) HApYIICHUH WM IpyOOTro HapyIICHUS
JTUIEH3UATOM JIMIICH3MOHHBIX TPEOOBAHUM U YCIOBUH.

[Tox rpyObIM HapylIEHHUEM JIMIIEH3UATOM TPEOOBAHUI U YCIOBUM TOHUMAETCS

a) HEBBINIOJHEHUE JIMIICH3MATOM pEHICHHH MUHHUCTEPCTBA  CEIBCKOTO
X03MCTBa M MPUPOJIHBIX pecypcoB IlpmanectpoBckoid MommaBckoit PecmyOmukw,
Cnyx0Obl TOCYJIapCTBEHHOTO Haj3opa MuHuctepcTBa toctuiiuu [lpugHecTpoBCKoOit
Momnnasckoii PecniyOnuku;

0) ycraHoBJIeHHE (aKTa epeavn JUICH3UU APYyTroMy JIHILY;

B) peaju3aius MeIUKO-(apMaleBTHUSCKON MPOMYKIUU C UCTEKIIIUM CPOKOM
TOJIHOCTH, MPHUILEIIEeH B HETOJHOCTh, 3a0paKkOBaHHOW, HE 3aperMCTPUPOBAHHON Ha
tepputopun llpugnectpoBckoit MonaaBckori PecmyOnuku, ¢anbcruduImpoBaHHOM
MPOYKIINH;

r) OCYIIECTBICHHE (hapMalEeBTUUCCKOW JICITCILHOCTH CIICIUATMCTOM, HE
HMMEIOIIUM COOTBETCTBYIONIETO MPOPUIBHOTO 00pa30oBaHus, KBalU(PUKAIINHY,

1) peanusanus MeAUKo-(hapMaleBTHYSCKON MPOAYKIMK TPH OTCYTCTBUHU
JIOKYMEHTOB, MOJITBEPKJAIOIINX UX KaUueCTBO;

¢) JOMNyIlleHHe TpyOOro HapyIICHUsS CAHUTAPHOTO pexuma (OTCYTCTBHE
MEJIMIIMHCKUX KHIXKEK Yy CIENHAINCTOB, HAPYIICHUE YCIOBHI XpaHEHHUS MEINKO-



(dapMaileBTUYECKOW MPOAYKIMH, OTCYTCTBHE MPUOOPOB MO YUYETy BIAXKHOCTU H
TEMIEPATYPHhI, KYPHAIOB MO MX YYETY, OTCYTCTBHE XOJOJIUIBHOTO O0OpPYIOBAHMUS,
anTeyHOU MeOeIn).

OcHOBaHHMEM [JI1 MPUOCTAHOBJIEHHS JIMICH3UU SIBIAECTCSA TAKXKE YaCTHUUHAs
WJIU BpEMEHHAs yTpaTa JIMIEH3UaTOM 00BhEKTa, B KOTOPOM UJIU C MMOMOIIBI0 KOTOPOTO
OCYILIECTBIISUICS TULEH3UPYEMBIN BUJI 1€ TETbHOCTH.

30. JleiicTBue JUIEH3UH MOXKET OBITh BO30OHOBJICHO B Clydae H3MEHEHUS
00CTOATENbCTB, MOBIEKIINX TPUOCTAHOBIECHUE IEUCTBUS JTUIEH3UU.

JlaToli TIPUOCTAHOBJIEHHS JIMUEH3UMU SBJSETCA JaTa BHECEHUS B PEECTp
CBEJICHUU O MPUOCTAHOBJICHUU JINLICH3UH.

[1naTa 3a BO300HOBIEHUE JECHCTBUS JUIEH3UU HE B3UMAECTCS.

Cpok neicTBUSL JULEH3WMM Ha BpEMs NPUOCTAHOBIIECHUS €€ JCHUCTBUSL HE
MPOJIEBACTCHL.

31. JlaToii TMPUOCTAHOBIICHUS JUIICH3WH SIBIISCTCS JlaTa BHECCHHUS B PEECTp
JIMLIEH3WUI CBEICHUN O MPUOCTAHOBIICHUU JIULICH3UU.

32. Pemenne O TPUOCTAHOBICHWW JIEWCTBUS JIMIICH3UA MOXET OBIThH
00’KalloBaHO B MOPSJIKE, YCTAHOBJIECHHBIM 3aKOHOAATENbCTBOM I[IpuaHecTpoBCKOM
Monnasckoii PecniyOnuku.

6. AHHYIMpOBaHUE JIMIICH3UU

33. JIumen3uss MOXET OBITh aHHYJWPOBAHA PEIICHHEM Cy/la Ha OCHOBAHHH
3asBJICHUI MMUHUCTEPCTBA CEIIBCKOTO  XO3fAMCTBA W  MPUPOJIHBIX PECYPCOB
[IpunnecTpoBckoit MonmaBckoit Pecriyonuku, CiaykObl TOCYIapCTBEHHOTO HaJa30pa
MunuctepcrBa roctutinu [IpuanectpoBckoit Monasckoit PecryOnuku, B TOM yucie
B CIIy4asx:

a) HApYyINICHUS JIMIEH3UATOM YCTAHOBJICHHBIX HAcTOSIMM [lojokeHuemM
JUIEH3UOHHBIX TpeOOBaHUM U YCIOBHUI TMpPHU OCYIIECTBICHUU (papmalieBTUUECKON
NesATeNbHOCTU B cdepe oOpalieHusi JIEKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
npuMenenus B [IpuanectpoBckoid MongaBckoi Pecniy0Oinrke, MOBIEKIINX HAHECEHHE
yiiep0a rocyJnapcTBy, IpaBaM U 3aKOHHBIM HHTEpEcaM TpaxaaH M OpraHu3alui,
KW3HU U 300POBBIO TPAXK/IAH;

0) HeyCTpaHEHHUsS JIUICH3UATOM OOCTOSTENbCTB, TIOBJCKIIMX 3a COOOH
MIPUOCTAHOBJICHUE NEHUCTBUS JINLIEH3UH, B YKa3aHHBIN CPOK.

34. JlaToii aHHYNMHPOBAaHUS JIUIICH3WUU SBIIACTCS JaTa BCTYIUICHUS B CHUITY
penieHus cyaa 00 aHHYJIMPOBAHUU JTUIICH3UH.

35. Pemenne 00 aHHYJIMPOBAHWM JIMIICH3UU MOXET OBITH 00XKajTOBaHO B
MOPSZIKE, YCTAHOBJIECHHOM 3aKoHoAaTenbCcTBOM [IpumHecTpoBckor MonmaBckoun
PecniyOmukm.



[Ipunoxenue Ne 1 k [Tonoxxenuto

0 JIMLIEH3UPOBAaHUH (papMareBTHUECKOM
JEeATENbHOCTH B cepe o0OpalieHus JeKapCTBEHHBIX
CpPEeZCTB AJIsl BETEPUHAPHOT'O IPUMEHEHUS

CHnuco4HbIi cOCTaB CIICIaaIrucCTOB

(HaMMEHOBaHUE OPraHU3alHH, apec, HOMep TeneoH)

Ne Damunms, O6pasoBanue, Wudopmanus o JomxHOCTh Crax paboThI
n/n nms, HalMEHOBaHHUE TIPOXOXKICHUH o B TOM YHCIIE B
OTYECTBO OpraHH3alN KYPCOB ITOBBIIIICHUS CHELNATIbHOCTH JIAaHHOH
(ipm o0pa3oBaHus U KBaJM(UKaIWH, OpraHu3aluu
HaJIMY1H) JlaTa ero HaMMEHOBaHHUE
CHenraIncTa OKOHYaHUS, OpraHM3aliH, HOMEp
CHELUATIBHOCTD, JIOKyMEHTa ¥ J1aTa
HOMeEp JIOKyMEHTa
00 oOpa3oBaHHH,
HaJIM4Ue y4EHOU
CTEIEeHU M Y4EHOTO
3BaHUs (eciu
HUMEETCs)
1 2 3 4 5 6 7

(JOIDKHOCTB PYKOBOZHMTEIIS)

M.IL

Ilpumeuanue:
KBTU(HUKAIMKU TPO(UIBHBIX CIELHAINCTOB,

(moxmucs) (pamuust, umst, otaecTBO (IPU HATMYHHN))

NPUJIAraloTCsl  3aBEpEHHbIC KOMHUU JOKYMEHTOB 00 oOpa3oBaHuwy,

KOIIMM TPYAOBBIX KHUXEK PYKOBOIUTENIS U

NpO(UIBHBIX CHELMATUCTOB, C MOMOIIBIO KOTOPBIX OYZET OCYIIECTBIATHCS JUICH3UPYEMBIA BH]T
NEeSATEIbHOCTH.




[Mpunoxenne Ne 2 x [Tonoxxenuto

0 JIMLIEH3UPOBAaHUH (papMareBTHUECKOM
JEeATENbHOCTH B cepe o0OpalieHus JeKapCTBEHHBIX
CpPEeZCTB AJIsl BETEPUHAPHOT'O IPUMEHEHUS

CBEJIEHUA
0 HAIMYMH NOMEIICHUH, HEOOXOAUMBIX JIJIsl OCYILECTBICHUS
JIMLEH3UPYEMOI0 BUIA AEATEIbHOCTH

(HaNMEHOBaHNE OPTAHN3ALIHH)

Ne HaunmenoBanue o0bexTa Anpec [Ipumeuanue
/i
1 2 3 4
« » 20 rona
3asBUTEIb

(moxmuce) (pacindpoBKa Mo/IHUCH)

M.IL. (Juist 0 pUIHYECKOTO JTHIA)

Illpumeuanue:

[lpu oTcyrcTBMM TNOMEIICHHI Ha MpaBe COOCTBEHHOCTH MPUIIATalOTCS KOMUHM JIOKYMEHTOB (c
NpEeIbsIBICHHEM OpPUTHHANA B CIydae, €ClId KONHs HE yJAOCTOBEpEHa HOTAPHYCOM), O(OPMIICHHBIX
B YCTaHOBJICHHOM 3aKoHozaarenbcTBoM IlpuanectpoBckoii MongaBckoil PecryOnuku mopsizke,
YIOCTOBEPSIONIMX MPAaBO TMOJb30BaHMS, PACIOPsDKEHHS 37aHueM (34aHHSIMHU), TOMELICHUEM
(TMOMeNIeHUsIMI) YISl OCYILECTBIICHUS 3asBIIIEMOT0 BUA ICSTCIBHOCTH.




