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3aMectntenb MMHUCTpa 34paBoOOXpaHeHNs
Poccuiickoin ®enepaumm

H.A.XOPOBA

oT 23 anpensa 2018 roaa

METOOWYECKUE PEKOMEHOALIMU
anda YYACTHUKOB 3KCMNMEPUMEHTA MO MAPKUPOBKE CPEACTBAMMU
WOEHTU®UKALIUKN U MOHUTOPUHIY 3A OBOPOTOM OTAEJIbHbIX BUOOB
NEKAPCTBEHHbIX NPEMAPATOB AnNA MEAULIMHCKOIO NPUMEHEHUA

[aHHble MeToAMYecKMe pekoMeHaaumu pa3paboTaHbl B3aMeH MeToAMYEeCKMX peKOMeHAauuni
ANa NpoBeAeHMs 3KCMepuMeHTa No MapKMpOBKE KOHTPOJIbHbIMU (MAEHTUMUKALUNOHHBIMK) 3HAKaMK U
MOHUTOPUHIY 3@ 060pOTOM OTAE/NbHbIX BUAOB JIeKApCTBEHHbIX MpenapaTtoB ANA MeAUUMHCKOro
NPUMEHEHUS, HaXoAsLWMUXCS B rpaxAaaHCKOM obopoTe Ha Tepputopum Poccuinckon depepaunu,
yTBEPXAEHHbIX MMHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickon ®enepaunn 28 despansa 2017 roaa.

1. O6LKe nonoxeHus

1.1. HacTosllume metoanyeckme pekomeHaauum paspaboTaHbl B COOTBETCTBMKU C PeaepanbHbIM
3aKOHOM OT 28.12.2017 N 425-03 "O BHeceHUN U3MeHeHun B ®eaepanbHbliii 3akoH "O6 obpaleHnu
JleKapCTBEHHbIX CpeAcTB", MacnopToM MpPUOPUTETHOrO npoekTa "BHeapeHMe aBTOMATU3UMPOBAHHOWM
CUCTEMbl MOHWUTOPWHIA ABWXEHUS JIeKapCTBEHHbIX MpenapaToB OT MpOM3BOAUTENS A0 KOHEYHOro
notpebutena Ansd 3awuTbl HaceneHus oT (GanbCUdOUUNPOBAHHbIX JlIeKapCTBEHHbIX MpenapaTtoB U
onepaTtuBHOro BbiBeAeHUs Ku3 o0bopoTa KOHTpadakTHbIX M HepobpokKadecTBeHHbIX npenapaTtoB”,
yTBeEpXAeHHbIM  npe3uvanymom CoBeta npu  [lpe3maeHte  Poccuiickon  ®epepauum  no
CTpaTernyeckoMy pasBUTUIO U MPUOPUTETHbLIM NPOEKTaM, @ TakXXe NOCTaHOBeHnsaMn NpaBuTenbCcTea
Poccuitckoin ®enepaumnm ot 24 gaHeaps 2017 r. N 62 "O npoBeaeHUM DKCNEpUMEHTa No MapKUpoBKe
KOHTPOJIbHbIMU (MAEHTUDMKALMOHHBIMW) 3HAKAMNU U MOHUTOPUHIY 3@ 060pOTOM OTAENbHbIX BUAOB
JlIeKapCTBEHHbIX NpenapaToB Ans MeaAnUMHCKOro npuMmeHenmsa" mn ot 30 aekabpsa 2017 roga N 1715
"O BHeceHWU M3MeHEeHWI B noctaHoBneHue MpaBuTtenbcrtea Poccuinckon depepauun ot 24 aHBaps
2017 r. N 62" (nanee cooTBeTCTBEHHO - 'L, DKCcnepuMeHT).

1.2. MeToanyeckume pekoMeHaauUuMM NO NOpPsSAAKY npoBeAeHus 3IKcrnepumeHTa (Janee -
MeToAMYeCKUE peKOMeHAAaUnmn) perynupyoT OTHOLWEHUS, CBA3aHHbIe C peanu3aunen JKCnepuMeHTa,
npoBoAMMOro B cooteetctemu c M.

1.3. Mpn npoeeneHnn 3KCI'IepVIMEHTa AOJ/DKHbI YYUTbIBATbCA UENN U 3ada4Un, onpeaeneHHble B
nr.

1.4. nsa uenen HacToswmx Metoam4eckmnx peKOMEH,ClaLlMVI MCMNOJ1b3YOTCA KJ/TIOYEBbIE MOHATUA,
nMewuwmne cneayrume TeEpMMHONIOrM4eCKne onpeneneHns:

1.4.1. JlekapCTBeHHble CpeacTBa - BewecTBa WM MX KOMBMHaumMK, BCTynawwme B KOHTAKT C
OpraHM3MOM 4esfioBeKa WU XUBOTHOro, NMpOHUKAloLWMe B OpraHbl, TKaAHW OpraHM3Ma 4esnioBeka Win
XVWBOTHOrO, MpUMeHseMble Af9 NPOPUNaKTUKN, AWNArHOCTUKK (3@ WUCK/IYEHMEM BELLECTB WU UX
KOMO6MHaUM, He KOHTAKTMPYKLWMX C OpraHMaMOM 4esioBeKa WM XKMBOTHOIO), JedeHus
3aboneBaHunsa, peabunutaummn, Ana CoOXpaHeHus, NpeaoTBpPaALLEHMS UM NpepbiBaHNSA 6epeMeHHOCTH
N NOJSTyYEeHHble U3 KPOBW, NNasMbl KPOBU, N3 OPraHOB, TKaAHENW OpraHnu3Ma 4YesioBeKka Mau XMUBOTHOrO,
pacTeHWli, MMHepPanoB MeToAaMn CMHTE3a UK C MPUMEHEHNEM 6MONOMMYECKNX TEXHONOMMNA.

1.4.2. JlekapcTBeHHble npenapaTbl (Janee JIM) - nekapCTBEHHble cpeacTBa B Buae
neKapcTBeHHbIX ¢opM, npuMeHsemble Ans NpodunakTUKM, ANArHOCTUKMK, NnedeHus 3aboneBaHus,
peabunutauumn, oss COXpaHeHus, NpeaoTBpalleHns uan npepbiBaHns 6epeMeHHOCT!.

1.4.3. JlekapctBeHHasa ¢opmMma - coctosaHue JIM, cooTBeTCTBYOLWEe cnocobaM ero BBeAeHUs U
npuMeHeHus n obecneymsatoulee OCTMXEHNE HeobxoanmMoro neyebHoro adpdekra.

1.4.4. CpeactBo wuageHTudumkaumm JIIM - yHWKanbHas MNoCAeAoBaTe/IbHOCTb CUMBOJIOB B
MalMHOYUTaeMon dopMe MnmM npeacraBneHHas C UCNOSb30BaHMEM MHOro cpeactBa (TEXHOMOrnK)
aBTOMATMYECKOM naeHTMdnKaunum, cCoctaB/ieHHas B COOTBETCTBUM C npunoxeHmeMm N 1 K HacToswmm
MeToAMYEeCKMM peKoMeHaauusaM.



1.4.5. CuctemMa MOHUTOpPUHra JABWXEHWUS NeKapCTBEHHbIX MpenapaTtoB ANns MeauLMUHCKOro
npumeHeHus (panee Or’MC MAJIN) - denepanbHas rocyaapcTBeHHas MHMOpPMaUMOHHaAaA cucTema
MOHUTOPUHIra [ABWXEHWUS JleKapCTBEHHbIX MpenapaTtoB AA8 MeAWUMHCKOro MpUMEHEeHUs OoT
Nnpomn3BOANTENS A0 KOHEYHOro notpebuTens C MCNonb30BaHUMEM B OTHOLWEHWW JIeKapCTBEHHbIX
npenapaToB A8 MeAULMHCKOrO NPpUMEHEHUs CpeacTB naeHTudbmkaumm.

1.4.6. KomnoHeHTbl ®IMC MAJM - dyHKUnoHanbHble noacucremoel ®rMC MAOJM.

1.4.7. CybbekTbl obpalwieHus JIMN - nHaneuayanbHble npeanpuHuMaTeny n lopnamdeckme nnua,
ocyllecTBnsowWmne aeaTenbHOCTb Npu obpauweHun JIM, a Takxke AepxaTtenn perncrpaumoHHbIX
yaocTtoBepeHuii (aanee PY) n (mnn) nx npeacraButenbCTBa Ha Tepputopun Poccuinckoin deagepaunm.

1.4.8. lNMpoussoacteeHHasa cepuga JIM - konudecTtso J11, nponsseaeHHoe B pe3yfnbTaTte O04HOro
TEXHOJIOMMYECKOro UMK/a ero Nnpon3BoanTenem.

1.4.9. MNepBuyHaa ynakoska J1 - cpeaCcTBO MM KOMMNEKC CpeacTs, obecneunBaowmx 3allunTy
JIN oT noBpexaeHWs U MnoTepb, BO3AEUCTBUS OKPYXAlOWEN cpeabl, 3arpsi3HEHMA U UMEIOLWKNX
HenocpeacTBeHHbIN KOHTaKT ¢ J1M.

1.4.10. BrtopuuyHaa (noTpebutenbckas) ynakosBka JI[1 - ynakoBka, MocTynawwas K
notpebutento © cnyxawas Ang pasMeleHns eaAMHUYHON nepBuYHOn ynakosku JIM  wnu
o0b6beamHaLWas HeCKObKO NePBUYHbIX ynakoBok J1M1.

1.4.11. TpetndyHas (3aBoackas, TpaHCNopTHas) ynakoska JIMT - rpynnoBas ynakoBKa,
ncnonb3lyemas A9 XpaHeHusl, nepeBo3ku u nepemeuenus JIM mexay cybbektamm obpalleHus um
obbeauHaOwWwas npou3BosibHble Habopbl BTOPUYHBIX (MOTpebuTenbckux) ynakosBok JIM  wau
TPeTUYHbIX (3aBOACKUX, TPAHCNOPTHbIX) YNnakosok J11.

1.4.12. TnobanbHbIn MAEHTUDMKALMOHHBIN HOMep TOpProBon eauHuubl (aanee - GTIN, Global
Trade Item Number) - yHUKanbHbLIA KOA, MO3BOASKOWUA MAEHTUDUUNPOBATL KaK MUHUMYM
npoun3BOANTENS, TOProBoe HanMeHoBaHue JIIM, nekapCcTBEHHYIO POPMY, AO3MPOBKY SIEKAPCTBEHHOIO
CpeAacTBa M KOMMJIEKTHOCTb ynakosku J1I1.

1.4.13. VHamBuayanbHbIA CEpUNHBIN HOMep BTOpUYHOM (NoTpebuTenbckon) ynakosku (B
cnyyae  OTCYTCTBMST - MNEPBUYHOM  ynakoBku) - uudpoBas winm  6ykBeHHO-UundppoBas
nocnefoBaTeNbHOCTb, COCTaB/€HHAas B COOTBETCTBMM C npunoxeHmem N 1 K HacTosawuMm
MeToAMYECKUM peKoMeHAauMnsM.

1.4.14. CepwuiiHbin rnobanbHbli MAEHTUPUKALUMOHHbBIA HOMEep TOpProBon eauHuubl (panee -
sGTIN, Serialised Global Trade Item Number) - yHWKanbHbIA CEPUNHBIN HOMEpP BTOPUYHOM
(noTpebuTtensbckoit) ynakosku JIM, dopmumpyembin nytem pobasneHma K  rnobasbHoMy
NAeHTUOUKAUMOHHOMY HOMepy TOProBOM eAuHMWUbl  WMHOMBWAYANbHOMO CEPUMHOINO0  HOMepa
BTOPUYHOM (NOTpebnTenbCKoM) yrnakoBKM, a B C/lydae ee OTCYTCTBUS - MEPBUYHON.

1.4.15. 'pynnoBoi KoA - CPeACTBO uAeHTudMKaumm rpynnosoi ynakosku JIM - yHUKanbHas
AN KaXOoW OTAEeNbHOM TpeTUYHOM (3aBOACKOM, TPAHCMOPTHOM) ynakoBku JIIN koMbuHauwms
CUMBOJIOB, MpeAcTaBieHHas B BWAE JIMHEMHOro WTPUXOBOro Koda, (hOpMMPYEMOro 3SMUTEHTOM
rpynnoBbiX KOAOB B COOTBETCTBUM C XapaKTepuCTUKaMK, npasuiiaMm CTPYKTYpoh u ¢dhopmaToM,
npeacTaBneHHbIMM B npuaoxeHun N 1 K HacTOSAWMM MeTOAMYECKUMM peKOMeHAauusM, KOTOopbli
HaAaHOCMTCA Ha TrpynnoByk ynakoeBky JI[ MeTogamMm neyaTM WAM  3STUKETUPOBaHUS  Npu
OCYLLECTB/IEHMN OMnepaLun arpermpoBaHms.

1.4.16. DSMUTEHT TrpynnoBbiXx KOAOB - cybbekT ob6paweHus JIM, ocywecTBasawWmi
¢dopMMpoBaHMeE N HaHeCEeHWEe rPynMnoBOro Koaa.

1.4.17. DMuUTeHT cpeacTts naeHtudukaumm JlM - nponssoantenns J1M, ocywecTBnsoWwmMin CTagmio
"dacoBka/ynakoBka JI[1 BO BTOpUYHYl (NOTpebuTenbCKyl0) YMNaKOBKY", OCYLECTBASIOLWMN
HaHeceHMe CpeacTB MAeHTMdUKauuM Ha BTOpUYUHYO (noTpebuTtenbckyto) ynakoBky J1M (a npu ee
OTCYTCTBUM - HA NEPBUYHYIO YNaKOBKY).

1.4.18. MapkupoBka ynakoBok JI[1 - HaHeceHue cCpeacTB uAeHTUdUKaAUUM Ha BTOPUYHYIO
(noTpebutenbckyto) ynakoeky JIM (a npu ee OTCYTCTBUM - Ha MEPBUUHYIO YMaKOBKY) SMUTEHTOM
CpeacTB naeHTuduUKaumm, a Takxe rpynnoBbiX KOAOB Ha TPeTUYHY (3aBOACKYIO, TPaHCMOPTHYIO)
ynakoBky J1[1 3MUTEHTOM rpynmnoBbiX KOAOB.



1.4.19. MapkupoBaHHble cpeacTBaMn naeHTudukauum JiM - Jil, MapkMpoBaHHbIE NPUrOAHbIMU
cpeacTBaMn maeHTUdUKaUMK, AOCTOBEPHble CBEAEHUS O KOTOpPbIX B YCTAHOBJ/IEHHOM Mopsiake
nepeaaHsl B ®r'’MC MAJIM B COOTBETCTBUM C HACTOSALWMMU METOANYECKUMN PpEKOMEHAAUNAMMN.

1.4.20. Cepnanusaumsi BbIMONHSAEMbIA B paMKax CTaauM MNPOU3BOACTBEHHOINO UMKNA
"thacoska/ynakoBka JI1 BO BTOPUYHYLO ynakoBKy" (a npu ee OTCYTCTBUU - B NEPBUYHYIO YNAKOBKY)
npouecc reHepaunum [AaHHbIX A0S CPeaACTB  MAEHTUdUKAUMM WM MApPKUPOBKM  BTOPUYHbIX
(noTpebutenbckux) ynakosok J1M.

1.4.21. ArpermvpoBaHune - npouecc obveamHeHus JIMN B rpynnoBy YNakoBKY C COXpPaHEHMEM
nHdbopMauum 0 B3aMMOCBA3WN CPeACTB MAeHTMdMKauMM Kaxaoro BrioxeHHoro JIM ¢ rpynnoBbiM
KOAOM CO34aBaeMON rpyrnnoBON YNakOBKOM U HaHEeCEHMEM COOTBETCTBYIOLLEro rpynnoBOro Koaa Ha
rpynnoByo ynakoBKy.

1.4.22. 3aBeplueHMe 3Tana BbiNycka roToBOW NpoAyKUMWU - NOATBEPXAEHUE YMNOJTHOMOUYEHHbIM
NIMLUOM  MPOU3BOANTENS  JIEKAPCTBEHHbIX CPEACTB  COOTBETCTBUSA cepun  JIM  Tpe6oBaHusAM,
YCTaHOBJIEHHbIM MPWU UX FOCYAAPCTBEHHOW permcTpaumu.

1.4.23. CobcTtBeHHMK JIMT - cyb6bekT o6palleHus NeKapCTBEHHbIX CpeAcTB, KOTOPOMY
npuMHaanexar npaBa BlaeHusl, Nosib30BaHMUS U pacrnopsXeHus aaHHbIM J1T1.

1.4.24. Beog J1M B 060poT Ha TeppuTopun Poccuimckon depepaumnn (aanee ssog JIN B 060poT)
- B C/lyyae pOCCUIACKOro MpOM3BOACTBA - ofepauuu, npomssoaumbie c JIIT OT npoxoxaeHus
Npou3BOACTBEHHON CcTaammn dacoskn (ynakosku) JII B nepBUYHYIO ynakoBKy (B OTHoweHun JIMN ans
MEeANLMHCKOro NMpUMEHEHUs, AN KOTOPbIX He MpeAyCMOTpeHa BTOPMYHAS YNakoBKa) U BTOPUYHYIO
(noTpebuTtenbckyto) ynakoBky JIT ans MeAMUMHCKOrO MpUMEHEHUS [0 3aBeplueHus CcTaauu
BbiMyCKaloWero KOHTPOSS WM NOATBEPXAEHUS  YMOJIHOMOYEHHbIM  JIMLOM  MPOU3BOAMUTESNS
NeKapCTBEHHbIX cpeacTB cooTBeTcTBMS JI TpeboBaHMAM, YCTaHOBMIEHHbBIM NPU UX FOCYAAPCTBEHHOWN
permcrtpaumn, B CJlydyae WHOCTPaHHOro MpouM3BOACTBA - onepauumu, npoussoammblie ¢ JIM oT
NMPOXOXAEHMUS CTaAWM BbINYCKalLWEro KOHTPOAS W MNOATBEPXAEHUS YMNOJIHOMOYEHHbLIM JINLLOM
Npou3BoOANTENS JleKapCTBEHHbIX cpeacTB cooTBeTcTBus JIM TpeboBaHMSM, YCTAHOBMEHHbIM MpU UX
rocygapCTBEHHOW perucrpaumu, A0 3aBeplleHMs TaMOXEeHHOW npoueaypbl  BbiNycka AN
BHYTpeHHero notpebnenus npu eeo3se J1M Ha Tepputoputo Poccuiickoinn ®epepaumu.

1.4.25. BeiBoa J1M n3 ob6opoTa - peanusaumns (npogaxa) /1N notpebutento, ncnonbsosaHue JIM
Ana mnarotoeneHus apyrmux JIM, nepefada Ha yYHUYTOXeEHMe, yTpaTa, nop4ya u MHoe cnucaHue JIM,
oT60p 06pa3uoB B pas3nMyHbIX Lensx, BbiBO3 paHee BBE3eHHbIX Ha TeppuToputo Poccuickon
Q®epepaumn JIM, peanusaumsa (npoaaxa) JIM 3a npeaensl Poccuitckor ®epepaumun, paHee
HaxoAMBLUNXCS B 06opoTe Ha Tepputopum Poccuiickonn ®epepaunun, otnyck JIM Ana MeanMUMHCKOrO
NpUMeEHEHUS.

1.4.26. O6paweHune JIM - NpoM3BOACTBO, NOJSIy4YeHMe, XpaHeHne, nepemelieHne, nepegada JiMn
Mexay cybbektamm obpaweHus JIMT mn nepepada Ha YyHWUUTOXeHMe (B paMKax HacCTOSLWMX
MeToANYECKMX peEKOMeHaaunit).

1.4.27. OnuncaHue JII1 - nepeyeHb XapaKTEPUCTUK, YKasaHHbIX B npuioxeHum N 2 K
HacTosLWMM METOAMYECKMM peKoMeHAauMsaM, pa3MelleHHbIX (CPOpMUPOBAHHbBIX) Y4yacTHUKaMMU
obpaweHunsa JIIM B cooTBeTCTBYOWEM WMHMOPMAUMOHHOM pecypce, obecnedmBarolleM Y4YyeT U
XpaHeHne A0CTOBEepHbIX AaHHbIX 0 JIM no cooTBeTcTBYtOWEN JITT HOMEHKNaType.

1.4.28. Otnyck JIIl ansa MeaMUMHCKOrO rMpuMeHeHus - nepegada JII  MeauMUMHCKOM
opraHmsaumen B MeANLNHCKOE OTAE/eHME.

1.5. YyacCcTHMKaMn DKcnepuMeHTa SBASIOTCA:
a) yNo/JHOMOYEeHHble denepasibHble OpraHbl rocyaapCTBEHHON BacTu B COCTaBe:
- MnHucTepcTBO 3apaBooxpaHeHuns Poccuinckon ®epepaunn (ganee - Munusgpas Poccun);

- MMHNCTEPCTBO NPOMBbILIEHHOCTN U Toproenn Poccuiickonn ®epgepaunmn (aanee - MMHNpoOMTOpr
Poccun);

- MuHucTepcTtBo hmHaHcoB Poccuinckonm depepaumn (ganee - MnHdumH Poccun);

- ®epepansHas cnyxba No Haa3opy B cdepe 3apaBooxpaHeHus (Aanee - Poc3gpaBHaA3o0p),
TepputopuanbHble opraHbl Poc3gpasHaa3opa;



- OepepanbHas TaMOXeHHas cnyxba (ganee - ®TC Poccun);

- O®epgepanbHas Hanorosas cnyxb6a (panee - OHC Poccumn) - onepatop ®rmc MANM,
obecneumBalWwMin  MpoekTUpoOBaHMe, pa3paboTKy, pa3BuTME U 3KCyaTauul  CUCTEMBbI,
ocyLlecTBnaoWMIA MHpopMaumMoHHoe obecrnevyeHne NpoBeaeHNs DKCNEPUMEHTA;

- OpraHbl ynpaBneHus 3apaBooxpaHeHnemM cybbekToB Poccuiickon depnepaunm;
6) cybbekTbl obpalieHuns JIM:

- poccuiickme npoussogutenn JIM, ocywecTtenswowme craguu "dacoska/ynakoska J1I Bo
BTOPUYHYIO (@ Npu ee OTCYTCTBMU - B MEPBUYHYIO YNAKOBKY) U/UNN TPETUYHYIO YMaKoBKy";

- poccuinckne npowussogutenn JIM, ocywecTeasowme Ccragum "BbiNyCKAKOWWMA KOHTPOSb
KayectBa";

- POCCUICKME N MHOCTPaHHbIE AepXKaTeNn perncTpaumMoHHbIX yaoctoBepeHuii J1M;

- NpeACTaBUTENbCTBA MHOCTPAHHbIX AepXXaTeneh perncTpaumMoHHbix yaoctosepeHuii JIN (panee
- PY JIM), 3apernuctpuvpoBaHHble B YCTaHOB/EHHOM rMopsAke B OCyAapCTBEHHOM peecTpe
aKKpeanTOoBaHHbIX (uananos, NpeacTaBUTENbCTB WMHOCTPAHHbIX topuandeckmx nny ®HC Poccum
(mnanee - npeacrTaBuTENbCTBa MHOCTPAHHbIX AepxaTtenen PY J1M);

- opraHusaumu onToBon Toprosau JM;
- opraHmsaumu po3Hu4Hom Toprosnu JMl;
- MeANUMHCKMEe opraHusaumm.

1. YyacTHUKM 3DKCnepuMMeHTa CO CTOpPOHbl cybbekToB oObpaweHusa JIM onpenenswTcss Ha
n0o6poBONLHOM OCHOBE.

2. MOHUTOPWHT M OUEHKa XoAa peanmsaumm DKCNeprMMeHTa OCYLLEeCTBSIOTCA B COOTBETCTBUN C
MeponpuaTMsMM  nacrnopta M CBOAHOrMO  MJjiaHa MPUOPUTETHOrO  npoekTa "BHeapeHue
aBTOMaTM3MPOBAHHOW CUCTEMbl MOHUTOPUHra gaBwmxenus JIT oT npousBoAUTENS A0 KOHEYHOro
noTpebutens ans 3awmTbl HaceneHus ot ganbcndrunpoBaHHbix JIM 1 onepaTMBHOIO BbiBEAEHUS U3
o6opoTa KoOHTpadaKTHbIX N HegobpokayecTBEHHbIX NpenapaTos”.

2. XapaKTepucTuku cpeacTB ngeHtudgukaumm, TpeboBaHus
K CTPYKType un dopmarty

2.1. CrpykTypa koga, crnioco6 dopmupoBaHmsa un dopmaTt Koaa AN KOAMPOBaHWS CpeacTts
naeHTudunKaumm BTopuyHon (noTpebutenbckon) (a npu ee OTCYTCTBMU - HA NEPBUYHOWN YNAKOBKE) U
TPETUYHOM (3aBOACKOMN, TPaAHCMOPTHOM) ynakoBku JII ons MapKUMpoOBKM B paMKax DKCNEpPUMEHTa
OOJKHbI COOTBETCTBOBaTb TpeboBaHUAM, onncaHHbIM B npunoxeHun N 1 HacTosAwmx MeToanyeckmx
pekoMeHaaLumni.

3. TpeboBaHus K 060pyAOBaHUIO, UCMIONb3YEeMOMY ANA HaHECEHUS
M CYMTbLIBAHUA CPeAcTB uaeHTUMKaLUN

3.1. B pamkax npoBoAMMOro DKCNepMMeHTa AOMYCKaeTcs HaHECEHWE CPeACTB UAeHTUdUKaumm
MeTodaMu nevaTn UK 3TUKETUPOBaAHUS 63 orpaHMUYEHNA K TUMY UCMOJIb3YEMOro 060pyA0BaHUS.

3.2. TpeboBaHMa K KauyecTBy HaHeCeHUsl CpeacTtB uMAeHTUdUKaAUMM Ha BTOPUYHYIO
(noTpebutenbckyto) ynakosky JIIM (a npu ee OTCYTCTBMM - Ha MNEPBUYHYIO YMNAKOBKY) OnucCaHbl B
npunoxexHun N 1 HacToAWwMXx MeToanyecknx pekoMmeHaaummn.

4. Tpe6oBaHua k ®rvmc Mmasnn

4.1. B uenax >OkcnepuMmeHTa AN oTcnexwmsaHusa AsuxeHua JIIMT oT npoussoauTens Ao
KOHEeYHOoro notpebutens c noaaep>xXkor yHKUUN rocyaapCTBEHHOrO0 KOHTPOAS M Haa3opa B cdepe
obpaweHunsa JIMN n dhapmaueBTUYECKON feATenbHOCTU byaeT ncnonb3osatbca ®rMC MO, nosTanHo
co3gaBaeMas B uenax peanusaumm degepanbHOro 3akoHa oT 28.12.2017 N 425-03 "O BHeceHuu
n3MeHeHun B ®egepanbHbii 3aKoH "O6 obpalleHnmn TeKapCTBEHHbIX CpeacTB”.



4.2. ®yHKUMN MHDOPMaALMOHHOIo obecneyeHnss MOHUTOPUHra ABmxeHus JIM oT nponssoanTens
[0 KOHe4yHoro notpebutens peanusytoTca B coctase OI'MC MAJIMN n onucaHbl B npunoxeHnn N 3
HaCTOSLMX METOANYECKUX peKoMeHaaumn.

4.3. MpuHumnbel dyHKUMoHUpoBaHus Ormc M4Jn:

- naeHtudukauma JiMN 8 OrMC MAJIM npomM3BOANTCS HAa OCHOBAHWU CEPUMHBIX FNo6anbHbIX
NAEHTUHUKALUMOHHBIX HOMEPOB TOProBOM €AMHULbI;

- MNosHas MNpoC/eXnBaeMoCTb ABUMXEHUS ynakoBku JIM OoT npou3BoaAUTENS A0 KOHEYHOro
notpebutens obecneuymBaeTca 3a cyeT BHeceHus B ®ITUC MAJIMN cooTBeTCTBYOWEN MHpOpMaun B
opMe 3/1eKTPOHHbIX AOKYMEHTOB, MOAMNMCAHHbIX NPOCTON 31EeKTPOHHOM noanncblo (MPUMEHNMO ANS
perncTpaumm MHOCTPAHHbIX AepXaTenen) WAn YCUIEHHOW KBanuduumMpoBaHHOM 3/1EKTPOHHOWN
noanuceto, nepegasaemMbix cybbekTamm obpaweHuns JIMN B CBA3U C M3MEHEHUSMU COCTOSHUS WU/nnu
MecTononoxeHuna JIIN Ha NpoTAXKEHUU BCEro XU3HEeHHOro umkna JIMM;

- nHdopmaumns o nepemewieHmn JIIN ot ogHoro cybbekTa obpalweHns K apyroMy Ao/HKHa 6biTb
akuenToBaHa B YCTAHOBJIEHHOM MOpsAKe.

4.4. KoMmnoHeHTbl OIMMC MAJMN  gonxHbel 6bITb  CO34aHbl € YY4ETOM  MPUMEHEHUS
LEeHTpasIM30BaHHOW apxXMUTEKTYpbl, npeacTtaBnsowen cobon eamHblii MHGPOPMALMOHHbLIA pecypc.
OCHOBHbIe 3Ha4yeHusa Ki4yeBbix knaccudbukatopos B ®rMC MAJIM onucaHbl B npunoxeHmn N 4
HacToSLWMX MeToaMYEeCKNX pekoMeHaaumn. Mpu cozganmm OIrMC MAJIM AomxkHbl 6bITb peanmM3oBaHbl
HeobxoauMble MexaHu3Mbl WHMOPMaUMOHHOIO B3aWMOAENCTBUS, MNO3BONSIOWME OCYLLECTBAATb
AocTyn K unHdopMauum aAns BCeX YYaCTHMKOB DKCMepuMMeHTa C BO3MOXHOCTBbIO MX MOC/eAyoLEero
pacwmpenms. ®rmC MM ponxHa obecneymBaTb MaclwTabnpyeMocTb pa3pabaTbiBaEMbIX peLIeHUN.

4.5. ®r'’MC MONN pomxkHa obecneymBaTb BbINOMHEHME CreAyloWKMX TpeboBaHUI - XpaHeHue
BCEX 3anucer TpaH3akumi B 6ase pJaHHbIX, peructpupyembix B O®IMMC MAMMN B pamkax
JKcnepuMeHTa, B TedeHue 5 (natun) ner.

4.6. ObuwecncteMHble cepBepHble KOMMOOHeHTbl OIMC MAMM  gomXHbl  nNoaAepXuBaTb
BO3MOXHOCTb CTPYKTYPHOrO pe3epBMPOBaHUS, aBTOMaTUYECKOro BbiABeHUS (akTa oTKasa
CEPBEPHOro y3/1a N nepeksovyeHns 3agad (Harpysku) Ha APYron CepBepHbIN y3es, a Takxe UMETb
pe3epBMPOBaHHbIA M AMBEPCUDULMPOBAHHBIA MO MOAKJ/IOYEHUID K MpoBangepaM KOHLEHTpaTop
CeTeBOro AOCTyna KJMEHTOB.

4.7. B coctae ®I'MC MO npn pa3spaboTke ee KOMMNOHEHTOB OCYLLECTBSIETCS aBTOMaTM3auus
HUXKeyKa3aHHbIX PYHKUNNA:

- aBTOMaTusaums dyHKUMI peructpaummn nonb3osatenen 8 ®rmMcC MAJIM, co3gaHus AUYHbIX
kabnHeToB M permcrpaunm ceegenun o J1l;

- aBTOMaTM3aumMa PYHKUUIA NOSYUYEHUS U perncrpaumm cBeAeHUn 0 AeWCTBUAX, BbINOMHSAEMbIX
B paMKax npotecca BBoga B o6opot J1M1;

- aBToMaTM3aumst GYHKUNIA NOMyYEHUS U PErncTpaunm CBeaeHu o AENCTBUSX, BbIMOSTHIEMbIX
B paMKax npouecca obopota J1I Ha Tepputopun Poccuinckon degepaumu;

- aBTOMaTM3aums GyHKUMM perncTpaummn ceegeHunii o soisoge J1N ns o6opoTa;
- aBToMaTm3aumsa GyHKUNIA OCyLeCcTBeHMsa 06LWeCTBEHHOr0 KOHTponsa 3a obopoTtom JIMM;

- aBTOMaTu3aums yHKUWUIA aBTOMaTU4eckoro 610KMpoBaHUS CBedeHMi o peanusaumm JII ¢
NCTEKLIMMWN CPOKaMn rOAHOCTH;

- aBToMaTmyeckoe 6rokuMpoBaHue cBegeHun 06 obopoTe, danbCMPUUNPOBAHHBIX,
KOHTpadaKTHbIX N HegobpokavyecTBeHHbIX J11;

- aBTOMaTm3aums QyHKUMIN KOHTPOJIS M ONepaTUBHOMO BbISIBJIEHUS BO3MOXHbIX HapyLUEHWUA Npu
permctpaunm ceegeHun B ®r’mcC MAJM cybbekTammn obpaweHuns J;

- aBToOMaTm3auumsa GyHKUMn obecnevyeHns MHOOPMALUMOHHO-AHANINTUUYECKON MOAAEPXKKMU
AesTenbHocTn deaepanbHbiX OpraHoB MWCMNOSHUTENbHON BfactTM B cdhepe obpaweHna JIM w
MOHUTOpPUHIra aBwmxeHus JIM  (cornacHo npunoxeHnto N 3 K HacTosSWMM  METOAMYECKUM
pekoMeHAaunsaMm).



5. Nopsipok MHopMaLMOHHOrO O6MeHa

5.1. lOpunanyeckas 3Ha4UMMOCTb BCEX OMepauun, perncTtpupyembix cybbektamm obpaweHus Jirl
B ®Ir'MC MAJNMN, pomkHa obecrneuymBaTbCs MOAMMCAHUEM COOTBETCTBYHOLLMX AOKYMEHTOB YCUIEHHOM
KBaM@PULMPOBAHHON 31EKTPOHHOM NOAMNUCKIO.

5.2. PaspabaTbiBaeMble MHMOPMALMOHHbIE 3/1EKTPOHHbIE CEPBUCHbI AOJIXKHbI 0becneumBaTtbh
BbIMOJSIHEHME C/leayowmx MYHKUNNA:

- ¢dopMupoBaHMe, noAanucaHue YCUNEHHOW KBanUMUUMPOBAHHOW 3MEKTPOHHON NoAMNUCHIO
OOKYMeHTOB, nepeaasaeMblx B ®r'C MAJM;

- nosiyyeHmne OoTBETA Ha HanpaBHEHHbIVI paHee JOKYMEHT,

- COXpaHeHWe COAEPXUMOr0 HanpaB/iieMbliX AOKYMEHTOB WM MOJlydaeMblX OTBETOB Ha HMX, a
Takxe MHdbopMaumMm o dakTax HanpaB/ieHUs OOKYMeHTOB (HOMep [OOKYMeHTa; JaTa U BpeMs
oTnpaBku; MHbOPMauns 06 yrnosHOMOYEHHOM NMLLE, NOANMMCABLUEM W HarnpaBMBLUEM AOKYMEHT; AaTa
M BpeMs MoJlyYeHus oTBeTa).

5.3. B pamMkax DkcnepuMMeHTa CBeAEHUS O COBEPLUEHMN COOTBETCTBYIOLMX Onepaunii OOSKHbI
6bITb 3apeructpupoBaHbl B ®IrMC MAJIM cybvekTamu obpaweHus JII B cOOTBETCTBUM C pa3aenom 8
HaCTOSLLMX METOANYECKUX peKoMeHaaumn.

ABTOpusaumsa cybbekToB obpaleHus JN, asnsatowmnxca pesngeHtamm Poccunckon deaepaumn,
N NpeacTtaBUTENbCTBAMM WMHOCTPAHHbLIX OpraHmM3auuii, sBasloWmnxcs gepxartenamm PY JIM, Ha
Tepputopun Poccuiickoin ®epepaunn, B ®Ir’MC MOJIMN ocywecTBNsaeTCS MNOCPeACTBOM YCUIEHHOM
KBaNM@PULMPOBAHHON 21EKTPOHHOM NOAMNMUCH.

ABTOpu3saumsa cybbekToB obpaweHus JIM, SBAAWNMXCAS WHOCTPaHHbIMKM OpraHusauusMm -
aepxatenamm PY JIM, He saBnsawowmxca pesmaeHTamm Poccuiickon ®depepaumm M HE UMELWMX
npeacraBuMTenbCTBa Ha Tepputopun Poccuiickon @epepaumun, B ®IrMC MAJIM ocywecTBnsieTcs
nocpeAcTBOM UCMNOJIb30BaHMSA SIOrMHa U nNapons.

Mepenava ceepeHnnt B OIr’MC MAJIMN ocywecTBNsaeTca NOCpeAcTBOM HanpasneHus dannos
¢dopmaTa, npeacrtasneHHoro onepatopom ®IrMC MAJIM (coctaB AaHHbIX M dopMmaTbl MOryT
MEHATbLCA).

Jaton npeactaBneHus ceegeHmnt B OIMC MAJINM cuuTaeTca paTta, 3aduKCUMpoBaHHasa B
KBUTAQHUMWM O nNpueme cBefeHuit, dopmupyemonn npu wmx dukcaumm B ®rmMc MAJIN B dopme
3N1EeKTPOHHOr0 JIOKYMEHTA.

Mpn  ocywecTBneHMU nocnepoBaTesnibHbIX — onepauun  cybbektamu  obpawieHusa  JIM
npepocrtasneHne ceegeHun B OIrMC MAJIM ocywecTBnsieTcsa nocnenoBatenbHO (3a UCKIOYEHUEM
c/lydaeB, NpefyCMOTPEHHbIX HacToAWMMN METOAMYECKMMU pekoMeHaaumamm). MNMpu 3ToM cBeseHus
06 ouepenHon onepauum c JI[1 nepepatoTcs nocne nonydeHns cybbekTom obpaweHna JIM1
noaTesepxaeHus o6 ycnewHon obpabotke OrMC MAJIM ceeneHuin o npeabiayLien onepaummn ¢ JiM.

CybbekTbl 06pauwenunsa JIM npepocraBnsatoT ceeaeHmss B ®rMC MAJIIN caMoCTOATENbHO, B TOM
uncrne C MpUBEYEHMEM WHbIX KPUAMYECKUX UL WIN UHAMBUAYANbHbLIX NpeanpuHuMartenen,
YNOMHOMOYEHHbIX cybbekTamMmn obpaweHus JIM n gencreyowmx oT UMeHn cybbekToB obpateHmns JN
B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickon depnepaumn.

6. Mopsapok Bzanmopgenctena ®rmC MAJM c rocyaapcTBeHHbIMU
MH(OPMaALIMOHHBIMW CUCTEMaMHU

6.1. HacTtoswme mMeToanyeckne pekoMeHpauuu yctaHasnamsatoT TpeboBaHmsa k OTMC MAM w
NnopsiAOK ee B3auMOAENCTBUS C UHBIMU FOCYAAPCTBEHHBIMU MHMOPMALMOHHBIMKU CUCTEMaMMN.

6.2. Onepatop ocyuwecTtBnsetr passutne ®rMC MAJIM, npepocTtaBneHne CBeAEHUMN,
cogepxawmnxca B8 ®rnmC MANM, nocpeactsoM obecnedeHnsa goctyna Kk ®rmc MAJMN, B ToM yucne
nocpeacTBOM  pa3sMelleHnss Ha  odwuumanbHOM canTte Onepatopa B MHMOPMALMOHHO-
TeNeKoMMYHMUKaUMOHHON ceTu "MIHTepHeT" cooTBeTCTBYyHOLWEro MHGOPMaUMOHHOIO cepBuca Uan C
ncnonb3oBaHueM EAMHON CMCTEMbl MEXBEAOMCTBEHHOMO 3/1IEKTPOHHOIO B3aMMOAEWNCTBMS, COrlacHo
npaBunam, yCTaHOBJIEHHbIM nNpunoxeHnem N 5 K HacToAWMM METOANYECKMM pEKOMEHAALNAM.



6.3. CepBucbl obecneyeHnss MeXBEAOMCTBEHHOIO 3NEKTPOHHOrO B3anmoaenctemsa OrmC MAOJn
OOMKHbI OTBeyaTb TpeboBaHMSAM nMpukasza MUHUCTEPCTBA CBSA3M W MACCOBbIX KOMMYHWKaLMA
Poccuitckoin ®eanepauunmn ot 27 aekabps 2010 r. N 190 "O6 yTBepXAEHUN TEXHUYECKNX TpeboBaHMi
K B3auUMOAENCTBMIO MH@POPMALMOHHBLIX CUCTEM B e€AVMHOM CUCTEME  MEeXBeAOMCTBEHHOrO
3NEKTPOHHOro B3amMmogencTema". OnNucaHWe CepBUCOB MPenoCTaBAsAEeTCS B COOTBETCTBYIOLLMX
TEXHONOMMYECKNX KapTax MeXBeAOMCTBEHHOIO B3aUMOAENCTBUS.

6.4. XpaHeHue peecTpoB W BeAeHMe HOPMATMBHO-CNpaBo4yHOM wHdopmauun Ormc MAJN
OCYLLEeCTBNSAETCA B COOTBETCTBMM C MpUHUMNAMU  HEMPOTUBOPEUMBOCTU, HEMPEPLIBHOCTU U
LEesIOCTHOCTU MH@opMaumun. B uensax obecrnevyeHus MNpOCAEXMBAaeMOCTM CNpaBOYHbIE AaHHbIE U3
BHELWHMX MH(MOPMALMOHHBLIX CUCTEM W PECYpCcOB, B TOM YMC/Ie€ MOTYT 3arpyxaTbCs U 0O6HOBNATLCS U3
UMeLWMXCcs pecypcoB dheaepasbHbIX OpraHoB UCMOMHUTENbHON BNacTu.

7. Mopsapok yyacTusi B AKCnepuMeHTe U permcTpauum cyobLeKkToB
o6paweHus JM 8 Pruc monn

7.1. 3asBKa Ha y4yacTue B DKCNepuMeHTe Ha Ao06poBosbHOM ocCHOBe odopmnseTcs B OINC
MAOMMN B anekTpoHHOM Buae. CybbekTbl obpaiwieHus JIM, asnswoowmnecs pesmvaeHTamm Poccuickon
depepaunmn, NOAMNUCHIBAKOT 3as8BKY YCWUIEHHON KBanNU@UUMPOBAHHON 3/1EKTPOHHON MNOAMUCHIO,
0OpM/IEHHON Ha pyKOBOAWTENS oOpraHusauumM B OAHOM U3  YAOCTOBEPSAOLWMUX LEHTPOB,
aKKpeaAnTOBaHHbIX MMHKOMCBSA3bIO Poccum <1>. Ha KOMNbKOTEPE, C KOTOPOro OCYLUECTB/ISETCS BXO4
B ®Ir'MC MAJIM, pomkHbl 6bITb YCTaHOBEHbI CepTUdUKATBI K/toUeln MpoBepKU 371eKTPOHHOM NoAnmucu
M NporpaMMHbIN MoAayb, obecrneunBsatowmin paboTy C 3/IEKTPOHHON NOAMNUCHIO.

<1> http://minsvyaz.ru/ru/activity/govservices/2/.

7.2. Peructpaumsa cybbektoB obpauweHus JIIM B ®IrMC MAJIM 1M npenoctaBneHUE UYHOMO
kabuHeTa ocyLlecTBAsSeTCa Ha OCHOBaHMWM OOCTOBEPHbLIX CBEAEHMIN, NPefoCTaBJ/IEHHbIX CybbekTamu
obpaweHusa JIM B Or'MC MAJIM B aNeKTPOHHOM Buage n (MNu) AOKYMEHTOB, NpeAcCTaBAsieMblX B
PocsgpaBHaa3op B cooTBeTCTBMU C NYHKTOM N 30 HacTOSWMX METOANYECKNX peKOMeHAauunn.

Ona ocywecrtenenmna peructpaumm B OTMC MOJIM cybbekTbl obpaweHusa JIM, asnswowmecs
pesngeHTamm Poccuiickon ®depepaunm Mam npeactaBUTENbCTBAMU WMHOCTPAHHbIX OpraHusauuin Ha
Tepputopun Poccuiickoin ®epepaunun, asrswoowmxcsa gepxatensamm PY JIM, HanpasnatiT B OIUC
MAJIMN B 2NeKTpPOHHOM Buae cnepyrouime ceefeHus, NnoanmcaHHble YCUIEHHOW KBannduumupoBaHHOM
SNEeKTPOHHOM  MNOAMUCBbID  PYKOBOAMUTENS  opraHusauuu  (npeactaBuTeNbCTBa  MHOCTPAHHOM
opraHusauumm Ha Tepputopumn Poccuinckon degepaunm) niam MHAMBUAYAJbHOIO NpeanpuHUMaTens:

a) MHH/KMNM;

6) cBeaeHns 0 HannuMM NUUEH3nn XoTsa 6bl HA OAWH U3 BUAOB AEATENbHOCTH;
B) ®NO u TenedoH KOHTaKTHOro anua (Npyv OTCYTCTBUU NLEH3NN);

r) agpec 3N1eKTPOHHOM MOYThI.

Cy6bekTbl obpalieHus JIM, SBnsSOWneCs AepXaTeNsMu perncTpaLmoHHbIX yaocToBepeHuii J1MM
N HEe MUMEILUME JIMLIEH3MIO Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, JIMLIEH3UIO HA MEAUUMHCKYIO
N apMaLeBTUYECKYIO AESTENbHOCTb, He no3aHee 10 kKaneHAapHbIX AHEWN C AaTbl No4ayun CBEAEHUN,
npeacTaBnaoT B Poc3apaBHaA3op 3asBfieHne no gopMe, yTBepxaeHHoW MuH3apaBoM Poccum <2>,

<2> https://www.rosminzdrav.ru/poleznye-resursy/sistema-markirovki-lekarstvennyh-
preparatov/metodicheskie-materialy.

7.3. [Odna ocywectBneHus peructpaumm B OIMMC MO cybbekTbl obpaweHus JIM -
WHOCTpPaHHbIE OpraHmM3aunm, SBNAOLWNECS AepXKaTeNsaMU PerMcTpaunoHHbIX yaoctoBepeHuin 1M n He
nMerLwme npeacraBmTenbCcTBa Ha Tepputopum Poccuiickoin ®egepaunm, HanpasaswT B ®rMC MAMN
B 3/IEKTPOHHOM BUAe cneayroline cBejeHus:

a) HaMMeHoBaHue agepxatens PY JM;

6) peFVICTpaLI,MOHHbIr/’I HOMEpP HanoronnartesblnKa B CTpaHeE perncrpauunm,



B) KOJA, CTpaHbl perncrpauum;
r) ®10 n TenedoH KOHTAKTHOro NMua;
) aapec 3/1eKTPOHHON MoYThI.

7.4. PaccMOTpeHMe 3asBKWM Ha ydyacTme Ha p[o6bpoBOSbHOM OCHOBE B DKCMEpUMEHTE,
0(OPMJIEHHON WHOCTPaAHHbLIMU AepXaTensiMu  PEerncTpauMoHHbIX YAOCTOBEPEHWN, OCYLLeCTBASET
Poc3apasHaasop.

7.5. OpurvHanbl [OKYMEHTOB, NOATBepXjakwlue npaBo NpeaocTtaBleHUs WHTEpecoB
MHOCTpaHHOro pepxatens PY JIM, wn 3asBneHne Ha ydacTMe Ha [0O6pPOBOSbLHOM OCHOBE B
JKcnepuMmeHTe no dopMe cornacHo npuioxeHuto N 4 HacTosAWMX MeToAMYEeCKMX pekoMeHAauuin
(nanee - 3asiBneHMe) A0/MKHbI 6bITb He no3gHee 10 kaneHaapHbIX AHEN C MOMEHTa nojayu
3NEKTPOHHOM 3asBKM NpeactaBneHbl B Poc3apaBHaa3op no aapecy: 109074, MockBa, CnaBsiHCKas
naowaab, 4. 4, ctpoeHue 1.

7.6. OcHOBaHWeM A/ Hadana npoueaypbl pacCMOTPEHUS CBEAEHUI, NMpeacTaB/IEHHbIX B LEAX
perucTpaumMm MHOCTPaHHbIX OpraHM3auuin, ABASOWMXCA AepxaTensmu PY JIM M He uvMelwmx
npeacTaBuMTENbCTBA Ha Tepputopun  Poccuitickoit  ®deaepaumn, ABASETCA  MOCTYMNJeHWe B
PocsapaBHaa30p KOMMeKTa JOKYMEHTOB.

7.7. Poc3pgpaBHaA30p paccMaTpMBaeT KOMIMJIEKT AOKYMEHTOB B CPOK He 6onee 5 pabouunx gHen
n coobwaer (nepepaer) cBeaeHMs O pesyfbTaTax paccmoTpeHus B ®r’MC MOJIM B TeyeHue 1
paboyero AHA CO AHS MPUHATUA COOTBETCTBYHOLLErO peLleHus.

ObpaboTka M npoBepka CBEeAEHMW, MNOAAHHbLIX ANA perncrtpauum, BKJKOYas pe3ynbTaT
paccMoTpeHnsa Poc3gpaBHaA30pOM KOMMAEKTa AOKYMeHToB, npoussoantcs OrMC MAJMN, B ToM
yucne nocpeacTBOM  MCMOJ/b30BaHMSA EAMHOM  CUCTEMBbI  MEXBEAOMCTBEHHOrO 3/1eKTPOHHOTrO
B3aMMOAENCTBUA C  BHEWHMMW  MHPOpPMaUMOHHBIMM  pecypcamm  denepanbHbiX  OpraHoB
WCNOSIHNTENBbHOM BNacTU, B TeveHne 14 paboumx gHen C MOMeHTa nojaym cybbektamm obpalieHus
NN ceeaeHun B8 ®rivcC MOJIM.

7.8. OcHOBaHMA ons oTKasa B perncrtpaunmn B Ka4yectee y4aCTtHMKa 3KCI'IepVIMEHTa!

a) B peructpauumm B OIr’MC MAJNMN Ha ocHoBaHMM OMOPMIEHHOW 3as8BKM Ha y4yacTue B
JKCrnepuMMeHTe pPOCCUUCKUM npoussoguTensam JIl, ocywecTBAsOWMM ctagmu "dacoBka/ynakoBka
JIM BO BTOpPUYHYIO W/MNK TPETUYHYIO YNaKoBKYy" (a nMpu ee OTCYTCTBUM - B MEPBUYHYIO YMaKOBKY),
OTKa3blBaeTCcs Mo CNeAyoWnM NpuyYmMHaMm:

- OTCYTCTBME YCWUJEHHOW KBaAU(PUUMPOBAHHOM 3NEKTPOHHOM MOAMUCUM PYKOBOAUTENS
opraHmsaummn - cybvekTa obpaweHus JIM, asnstowerocs pesngeHToMm Poccuiickon deagepaumn, nnm
HEeCOOTBETCTBME AaHHbIX Bnagesnbla KBaanduUMpOBaHHOIoO ceptudukaTa AaHHbIM pyKOBOAUTENS
opraHusaumm - cybbekTta obpawenHus JIM, oTcyTCTBME CBeAEHMW O [ENCTBYHOLWEM cepTudukaTe
YCWU/IEHHONM KBanudUUMPOBaHHOM MOAMWCKU, BbIAAHHOM Ha pPyKOBOAWTENS opraHusaummn - cybbekTta
obpawenus JM, asnsiowerocs peamaeHTom Poccuiickoin depgepaunm;

- OTCYTCTBME CBeAEeHUA O [ENCTBYHOLWMX 3anmcsax B EAMHOM rocypapCTBEHHOM peecTpe
opunanyeckmx nuu/EAMHOM rocyaapCTBEHHOM peecTpe MHAMBUAYanbHbIX npeanpuHumaTtenen OHC
Poccum wnm  oTcyTCcTBME cCBeAeHWM O AeWCTBYWLWMX 3anucsax B [ocynapCTBEHHOM peecTtpe
aKKpeaUTOBaHHbIX unmManos, NpeacTaBUTENbCTB MHOCTPAHHbIX topuandecknx nuy ®HC Poccuu;

- OTCYTCTBME CBeAEHUA O [ENCTBYHOLWEN nuueHsum B EAMHOM peecTpe /NMUEH3UIA Ha
NpOM3BOACTBO JlIeKApPCTBEHHbIX CpeacTB  MwuHnpoMmTopra Poccmu, oOTCcyTCTBME CBeAeHuMA O
Aencreylowen nmueHsmm B EAMHOM peecTpe SIMUEH3UMA Ha MeAMUMHCKYH M (dapMaueBTUUYECKYHo
aestenbHocTb Poc3gpaBHap3opa, OTCYTCTBME cCBeaeHMM 06 yKasaHHOM B COCTaBe CBeAEeHMM
perncrpaunoHHoMm yaoctosepeHun JIIMT B [ocynapCTBEHHOM peecTpe JIeKapCTBEHHbIX CpPeacTB
MwuH3gpasa Poccun;

- OTCYTCTBME CBEAEHWUI O NPUHATOM MOSMIOXUTENbHOM pelleHnn PocaapaBHaa30poM;

6) B peructpauumm B OIr’MC MAJIM Ha OCHOBaHUWM OMOPMSIEHHOM 3as8BKM Ha Yydyactve B
DKCNepuvMeHTe JAepXaTensM perncTtpauuoHHOro ypoctoBepeHusa JIM, NpouM3BOACTBO KOTOPbIX
oCyllecTBnsieTcss 3a npegenamm Poccuiickon depepaumun, SBNAOWMXCS pe3maeHTamm Poccuiickomn
®epepaummn, oTKasbliBaeTCca Mo CneayrLwmm npuynHam:



- OTCYTCTBME YCWUIEHHOW KBaAU(PUUMPOBAHHOM 3NIEKTPOHHOM MOAMUCUM  PYKOBOAUTENS
opraHusauum - cybbekTta obpaieHus JM, saenstowerocs pesvaeHToM Poccuiickon ®epepaumn, mnm
HECOOTBETCTBME AaHHbIX Bnagenbla KBaaNGUUMPOBAHHOIO cepTuduKkaTa AaHHbIM pyKOBOAUTENS
opraHmsaumm - cybbekta obpaweHusa JI[1, oTCyTCTBME CBEAEHUMN O AEUCTBYIOLWEM cepTudukarte
YCUNEHHOM KBanMuUUMPOBaAHHOW MOAMWUCK, BblAAHHOW Ha pPYKOBOAWTENS OpraHusaumm - cybbekTa
obpawenuns JM, asnswowerocs pesmaeHTom Poccuiickoin depgepaunm;

- OTCYTCTBME CBeAeHWA O [AeWCTBYOLWKUX 3anucax B EAMHOM rocyaapcTBeHHOM peecTpe
topuanyecknx nuu/EAMHOM rocyZfapCTBEHHOM peecTpe WHAMBMAYasbHbIX NpeanpuHuMaTenein ®HC
PoccuM unn  OTCYTCTBME CBEAEHWI O AeWCTBYOWMX 3anucax B [0OCyAapCTBEHHOM peecTpe
aKKpeaAUTOBaHHbIX MUNNaNos, NpeacTaBUTENbCTB MHOCTPAHHbIX opuandeckux nuuy ®HC Poccuu;

- OTCyTCTBME cBeaeHun 06 ykasaHHOM PY JIMT B [ocyaapCTBEHHOM peecTpe sieKapCTBEHHbIX
cpeacrts MuH3gpasa Poccuu;

- OTCyTCTBUME CBEeAEHUN o NMPUHATOM MOJIOXKUTESIbHOM peLlEHNN Poc3,qpaBHa,q3op0M.

B) B peructpaummn B OIrMC MAJMN Ha ocHoBaHMM OMOPMSIEHHOM 3asBKM Ha y4vacTve B
DKCNepMMEHTE MHOCTPaHHbLIM AepXaTessM perncTpaunoHHbIX yaocTtoBepeHuin J1IM oTkasbiBaeTcs no
cneAyowmM npuunHam:

- OTCyTCTBME cBefeHun o6 ykazaHHOM PY JI[1 B MocyaapCTBEHHOM peecTpe JieKapCTBEHHbIX
cpeacts MuH3gpasa Poccuu;

- OTCYTCTBME CBEAEHWNI O NMPUHATOM MOSIOXUTENIbHOM pelleHnn PocaapaBHaa30poM;

KoHcynbTaHTlNOC: npnMmedaHue.
Hymepaumsa noAnyHKTOB AaHa B COOTBETCTBUM C OPULMANIBbHBIM TEKCTOM AOKYMEHTa.

4) B peructpaumm B ®IrMC MAJM Ha ocHoBaHuMM OGOPMJIEHHOM 3asiBKM Ha y4yacTve B
JKCnepuMeHTe NpeacTaBUTeNbCTBAM WMHOCTPaHHbIX Aep)aTesnen PY oTkasbiBaeTcs Mo cheayowmm
npuynHam:

- OTCYTCTBME YCU/IEHHOW KBa/MMOULMPOBAHHOM 3JIEKTPOHHON NOAMUCUA PYKOBOAUTENS
opraHmMsauum-3asBUTeNss WAM  HECOOTBETCTBME  AAHHbIX  BRagenbla  KBanUM@UMUMPOBaHHOMO
ceptTudmrKaTa AaHHbIM PYKOBOAUTENS OpraHM3aunn-3asiBUTESNS;

- OTCYyTCTBME CBeAeHWNn O AeUCTBYWMX 3anucax B [ocyaapCTBEHHOM  peecTpe
aKKpeanToBaHHbIX hmnmanos, NPeacTaBUTENbCTB MHOCTPAHHbIX topuamndecknx nuy ®HC Poccuu;

- OTCYTCTBUE cBeAeHun o MPUHATOM MOJSIOXUTENIbHOM peweHnn PocaapaBHan30poM.

r) B perucrpaumm B OrMC MAJIM Ha oOCHOBaHMM OQOPMIEHHOM 3asiBKM Ha y4dacTue B
DKCNepuMMeHTe oOpraHusaumsiM onToBor Toprosnau JIM, opraHu3auusiMm PpO3HWUYHOM TOProBaM,
MeAVMLWMHCKMM OpraHmn3auunsaM 0TKa3biBAaEeTCH MO C/eayrwmm npuynHaMm:

- OTCYTCTBME CBEAEHWUI O [EeNCTBYWLWEM cepTudukate YCUIEHHOW KBannduUUUpPOBaHHOMN
NoAMNWCK, BbIAAHHOW Ha PyKOBOAMTESNS OpraHM3aumn 3asaBuTens;

- OTCYTCTBME CBeAEHUMA O [ENCTBYKOLWKMX 3anmcsax B EAMHOM rocydapCTBEHHOM peecTpe
opnanyeckmx nuu/EAMHOM rocynapCTBEHHOM peecTpe MHAMBMAYanbHbIX npeanpuHuMmaTtenen OHC
Poccum;

- OTCYTCTBME CBeAEHUA O [ENCTBYHOLWEN nuueHsum B EAMHOM peecTpe /NMUEH3UIA Ha
MeAVLWHCKYO U (pbapMaLeBTUYECKYO AeAaTesbHOCTb Poc3apaBHaA30pa;

- OTCYTCTBME CBEAEHWUI O NMPUHATOM MOMOXUTENbHOM pelleHnn PocsapaBHaa30poM.

Mo pe3synbTtataM 06paboTKM M NPOBEPKN CBEAEHWI, NMPenoCTaBleHHbIX Cy6beKTOM obpalleHus
NN ana peructpauun B8 ®MC MAJIMN 1 npepoctasfieHUn NMYHOro KabuHeTa, Ha aapec 3N1eKTPOHHOM
nouyTbl, yKa3aHHbI Npu nojaye CBEAEHWI, OTNpPaBfSETCA COOTBETCTBYlOWEe ysegomneHue. lNpu
3TOM MOBTOPHOE MCMNO/Ib30BaHME OAHOr0 W TOroO Xe agpeca 3/IEKTPOHHON MOYTbl AN perucrpauum
NNYHbIX KabnMHeTOB pa3nunuHbix cybbekToB obpaleHuns J1M He gonyckaeTcs.

7.9. CybbekT obpaweHunsa JIM, nonyymelwMin yBeAOMIEHUE O MOJSIOXUTENBbHOM pPacCMOTPEHMUMU
NOAaHHbIX CBeAEeHMN, Npu akTueBauum dyHKUun "JinyHoro kabuHeta" npu Heo6XOAMMOCTU AOJKEH



BBECTM NMepeyeHb afpecoB OCYLLECTBNEHUA AeATENIbHOCTU NyTeM Bblibopa M3 aapecoB, yKasaHHbIX B
NNLEH3MSAX, @ TakKXe BBECTM NnepeyeHb aZpecoB CK/IaZoB OTBETCTBEHHOrO XpaHeHus. B cnydae
WHOCTPaHHOro npou3BoACTBa AepxaTtenu PY u (Mnn) ux npeacraButenbCTBa Ha TeppUTOpUM
Poccuiickorn ®epepaunm AOMXKHbI BBECTUM NepeyeHb HamMeHOBaHMW MPOU3BOACTBEHHbIX MJIOWaA0K,
OCYLLECTBNAKOWNX CTaAMI0 MPOU3BOACTBEHHOrO UMkAa "dacoBka/ynakoBka JII1 BO BTOPUYHYIO
ynakoBky" (a npu ee OTCYTCTBMM - B NEPBUYHYIO YNAKOBKY) U "BbIMyCKaOLWMN KOHTPOSb KadecTea".

7.10. Peructpaums JIM B ®rMC MAJIN ocyLlecTBASETCS CneayrwmnMmm cybbekTaMmn obpalleHmns
Jn:

- B cnyyae npoussoactBa JIM B Poccuinickon ®@epepaumn - npowmssoantensamm JIM,
OCYLLEeCTBAAOWMMM  3aBepLlleHMe Npou3BoACTBEHHOW cTaaum "dacoska (ynakoska) JIM BO
BTOpUYHYto (NoTpebutenbckyto) ynakoBky" (a npu ee OTCYTCTBMU - B MEPBUYHYIO YNAKOBKY);

- B cnyyae npousBoactBa JIM 3a npepenamu Tepputopum Poccuiickoit  depepaunn
(MHOCTpaHHOro Npou3BOACTBa) - Aepxatenamm PY JIM wn (MnmM) wmx nNpeactaBUTENbCTBaMM Ha
TeppuTopum Poccuiickoit degepaum nnm yrnosiHOMOYEHHbIMU NpeACTaBUTENSIMUA.

Peructpauma JiN B OI'MC MAJNI ocywecTBASEeTCS Ha OCHOBaHUW 31EKTPOHHOW 3asiBKW,
coaepxalen:

a) rnobanbHbIi MAEHTUDOUKALUWOHHBIA HOMEpP TOProBoW eauHULbI;

6) HoMep PY wn paty peructpauunm JIM B F'ocyaapCTBEHHOM peecTpe JIeKapCTBEHHbIX CPeacTB
MuvH3apasa Poccuu.

O6paboTka MONYy4YeHHbIX CBeAEHUA OCYLWEeCTBNSeTCa B aBTOMaTU4YECKOM pexmMme nyTeMm
dopMupoBaHus 3anpoca Ha nosydyeHue ceegeHumin o JIIM u3 [ocynapCTBEHHOro peecTtpa
neKapcTBeHHbIX cpeacts MuHsgpasa Poccun, FocynapCTBEHHOro peectpa npenenbHbIX OTMYCKHbIX
ueH npounssoauTenen Ha JIlM, BKAKOYEHHbIE B NepevYeHb XU3HEHHO HeOH6X0AUMbIX U BaXkHenLwmnx JIl,
MuH3gpaBa Poccun M MHPOPMAUMOHHOIO pecypca, obecneymBarwLWero y4vyeT U XpaHeHue
OOCTOBEpHbIX AaHHbiX O JIM1, B COOTBETCTBMM C npunoxeHnmem N 2 K HacTOAWMM METOAUYECKUM
pekoMeHAaunsaM.

Mo pesynbTaTtaM aBTOMaTUMYECKOrO aHanmsa W ycrnewHor o6paboTKM MoayYeHHbIX AAaHHbIX
dyHkumoHanom Ormc MAJN dpopmupyetcs kaptouka JlM, coaepxxawlasa ero onmcaHume.

CeeneHuna o cdopmmpoBaHun (06 oTkase B dhopMupoBaHum) kKaptouku JIIT € ero onucaHuvem
aBTOMATMUYECKN HanpaBnslTCa B NMYHbIN KabuHeT cybbekTa obpaweHunsa J1M, ocywecTBnsiBLIErO
peructpauuto JII.

7.11. CybbekTt obpaweHuns JIIM npyu HeobXxoaMMOCTU MOXeT A[OMNOJMHATb, peAakTUpoBaTh,
yAanaTb nonb3oBatesnien "JinyHoro kabuHeta", ncnonblys dyHkumonan ®rmc Manmn.

8. NMopspok B3anmoaencTBUA yHaCTHUKOB JKCNepuMeHTa 1 npasuna
BHeceHusi Hdopmaumm B Pruc mann

8.1. lMopsaoK B3auMMOAENCTBMS YYACTHMKOB IDKCMEPUMEHTa, BK/IOYas MepeyeHb M nopsaok
BHeceHus uHdopmauum B OIr’MC MAJIMN, npu BBOAE B rpakaaHckui obopoT J, ynakoBaHHbLIX Ha
Tepputopun Poccuiickon degepaunn.

8.1.1. B pamkax BBoga B 06opoT J1I1, nponsBeaeHHbIX Ha Tepputopmnmn Poccuimnckon depepaunm,
NpoOn3BOANTENDb IEKAPCTBEHHbIX CPEACTB, OCYLLEeCTBASWNI dacoBky (ynakosky) JIM BO BTOPUYHYIO
(noTpebuTenbCcKky) ynakoBKy, B Te4eHune 5 paboumx AHEN C AaTbl 3aBepPLUEHUSI MPOU3BOACTBEHHOM
ctaaun dacoeku (ynakosku) JII, HO A0 NpeAoCTaBNEHUS CBEAEHUN O AafibHEMLLIMX ornepauusx C
AaHHbIM J1M, npepoctasnsaet 8 ®rMC MAJM ceBeaeHnsa, npeayCcMoTpeHHble NYHKTOM 1 npunoxeHusa N
7 K HacTosWNM METOAUYECKUM pEeKOMeHAaUnsaM.

8.1.2. Onepauus otbopa ob6pasuos JIM (4ns nNpoBepKM COOTBETCTBMS KadecTBy, A4S
AeKnapupoBaHUa COOTBETCTBUSA, KOHTPOJbHble W apxuBHble o6pasubl M Np, BblINOJAHAEMas
poccuiickuMm npowussogutenem JIM, odopmnsieTcs poccMinckum npomssogutenem JIIN B TedeHue 5
pabounx AHeN C AaTbl 3aBeplleHUs CTaaum oTbopa 06pa3uoB, HO A0 NPeAoCTaBNEHUS CBEAEHUN O
AanbHenWwmnx onepaumnax ¢ gaHHoiM JIN B ®TNC MAJIM B COOTBETCTBUM C NYHKTOM 2 npuaoxeHns N
10 K HacToAWNM METOAMYECKNM pEKOMEHAAUNM.



8.1.3. B pamkax BBoga B 06opoT J1I1, nponsBeneHHbIX Ha Tepputopmnmn Poccuinckon depepaunm,
NpoOM3BOANTENDb JIEKAPCTBEHHbIX CPeACTB B TeueHue 5 paboumx AHel ¢ gaTtbl 3aBeplleHus cTaauu
BbINMyCKaloWero KOHTPOSS, HO A0 npeaocTaBfieHMs CBeAEHWM O JasbHeNnWux onepaumsax c
BBeAeHHbIM B obopoT JIM, npepoctaBnser B ®IrMC MAJIN ceeaeHna o Beoae JII B 060poT,
npeayCMOTpeHHble NYHKTOM 2 npunoXxeHns N 7 K HacTOSLWNMM METOAUYECKUM peKOMeHAALUNsM.

8.2. MNopsaoKk B3aMMOAENCTBUS y4YaCTHMKOB DKCNEpMMEHTa, BK/oYas nepeyvyeHb M Mnopsiaok
BHeceHuss uHdopmaummn B OIrMC MAMMN, npu npoussoactee JI1 3a pybexom u BBO3e MX Ha
TeppuToputo Poccuiickon degepaunn.

8.2.1. B pamkax BBoAa B 060poT J1[1, NnpoM3BeAeHHbIX 3a NpeaenaMn Tepputopum POCCUNCKOM
Q®epepaunmn, cybbvekt obpaweHua JIM, asnswowmincs aepxatenem PY JIM, npeactaBuTenbCTBO
WHOCTPaHHOro aepxatens PY MnmM uMHOCTpaHHbIN Aep)aTenb PY, He MMewownin npeactaBUTeNbCTBA
Ha TeppuTopun Poccuinckon depnepaumn A0 NpenocTaB/ieHns CBEAEHUI O AaNbHENLWNX onepaumsax C
AaHHbIM  JIM, npepoctasnger B ®IMC MAOJIM cBeaeHMss O BbiNyCKe rOTOBOW MPOAYKUUMU,
npeaycMoTpeHHble NYHKTOM 3 npunoxeHns N 7 K HacToAWNM METOAUYECKUM peKOMeHAauUnsaM.

B pamkax BBo3a JI[1 Ha TeppuTtopuio Poccuinckon ®depepauumn, cybbekT obpawenus JM,
ABASOWKMNACA aepxaTtenem PY JIM, npeactaBuTenbCTBO WHOCTPAHHOrO Aepxatens PY wunm
WHOCTPaHHbIN aepxatenb PY, He wuMewWwWWi npeacTtaBuTeNibCTBa Ha Tepputopum POCCUMNCKOMN
Q®epepaunun, nepepaetr B OIrMC MAJIN ceepoeHmna o6 otrpyske JIM B Poccuiickyto ®depepauwmto,
npeaycMOTpeHHble MYHKTOM 4 npunoxeHusa N 7 K HacTOSWKMM MeTOAMYECKUM peKoMeHAauusaMm, A0
npepoctasneHns B OIMC MAJIN cBeaeHunit ydactHukoMm obopota JIM, ocyllecTBASOWWMM BBO3
JIeKapCTBEHHbIX MpernapaToB Ha TeppuToputo Poccuiickon depepaummn, o BBO3E M pasMeweHun JN
Ha TaMOXeHHON TeppuTopun Poccuiickon deagepaunm.

B cnyuae ocyuwecTtBneHumss BBo3a JII Ha Tepputopuio Poccuinckoinn depepaumm B pamKax
Jorosopa KOHCUrHaumu, nepegava cybbektom obpawenus JIM, asngwowmMcsa gepxatenem PY JM,
CBefeHUNn, npenycMOTPEeHHbIX MYHKTOM 4 npunoxeHmsa N 7 K HAcTOSWMM MeTOAUYECKUM
pekoMeHAaumsaMm, He TpebyeTcs.

Cyb6bekT obpaweHusa JIM, ocywectensaowmn Beo3 JIMN Ha Tepputoputo Poccuiickonn depepauum,
B TeyeHMe 5 paboumx pAHeM c paTtbl BBO3a M pasMmeweHus JII Ha TaMOXEHHOW TeppuTopumn
Poccuitckoin ®epepaunm, HoO Ao nNpenocTaBaeHns ceegeHuin o nomelleHmn JIMN nog cooTBETCTBYOLWME
TaMOXeHHble npoueaypbl, npegocrtasnsger 8 ®rMC MAJIM ceeaeHns, npenyCcMOTPEHHbIE MYHKTOM 5
npunoxexHna N 7 K HaCcToALWMM METOANYECKMM PEKOMEHAALMNAM.

B TeuyeHme 5 paboumx gHen c patbl odopmaeHus aeknapaumm Ha JIM, noaTeBepxaatowen
Bbinyck JIM B cBo60oAHbIN 060pPOT, HO A0 MpeaoCTaB/IeHUs CBEAEHWI O AasibHENWMX onepauunsx C
M, cybbekT obpalieHuns JM, ocywectenatowmin seo3 JII Ha Tepputoputo Poccuiickon depepaumu
npenoctasnsaer 8 ®rMC MAJIM cBeaeHusa, npeayCcMOTPeHHble NYHKTOM 6 npunoxeHms N 7 K
HaCTOSALMM MEeTOAMYECKUM PEKOMEHAALMUSM.

Mpn nepemeweHnn JIM Mexay pasnMUHbIMM 30HAMU TaMOXEHHOrO KOHTponsa cybbekT
obpaweHunsa JIlM, ocywectensawowmnii BBo3 JIIT Ha Tepputoputo Poccuinckonn ®deaepauumn,
npepoctasnsger B OI'MC MAJIM cBepeHwns, npenycMOTPEHHbIe MNYHKTOM 7 npunioxeHns N 7 K
HaCTOSALWNM MeToAMYECKMM peKoMeHaaumsaM.

8.2.2. Mpwn coBeplweHMN TaMOXEHHbIX OfnepauuMin MNpuv TaMOXEHHOM JAeKNapupoBaHUM W
nomeweHunmn JIMN nog TaMoOXEHHYH NMpoueaypy BbiNycka ANS BHYTPEHHEro notpebneHns TaMOXKeHHbIM
opraH:

- 3anpawuBaer B ®rMC MAJIMN cBegeHus o cepuinHoM ro6anbHOM MAEHTUDUKALNOHHOM
HOMepe TOProBOW eAMHULblI WM TPYynrnoBOM KoAe ANS OCYLEeCTB/IeHUS CBEePKM C AaHHbIMWU,
yKa3aHHbIMW B Aeknapaunmn Ha JI;

- nepegaet B ®r'MC MAJIN pgaHHble o Bbinycke JIM ans BHyTpeHHero notpebneHus.

Mpu BHECEHUN U3MEHEHU N (MNK) AONOSHEHMA B CBEAEHMUS, YKa3aHHble B Aeknapauunn Ha JIMl
nocne Bbinycka JIM gna BHyTpeHHero noTpebreHunsi, TaMOXEHHbI opraH nepegaet B ®rMC MAMNN
CKOPPEKTMPOBaHHbIE AaHHbIe.

Mpu nepemMeweHnn JIIM M3 30HbI TaAMOXEHHOro0 KOHTponsA CcybbekT obpaweHus JIM,
ocyuwectensowmii Beo3 JIIM Ha Tepputoputo Poccuinckon deaepaummn, nnn cybbekT obpauweHus JM,
KOTOPOMY OCyLlecTB/ieHa nepefada npaB cobcTtBeHHOCTM Ha JIM, nomewleHHble NoA TaMOXXEHHYH
npoueaypy TaMOXEHHOro cknaga, B TedyeHuMe 5 paboumx pagHen ¢ patbl npuemkm JIM Ha



dapmaueBTUUECKU CKIah, HO A0 NpeacTaBneHus CBeAeHUn O AanbHenwux onepaumsax ¢ JiM,
npeacrasnser B ®r’MC MAJIN cBeaeHus, NpeaycMOTpeHHble NyHKTOM 8 npunoxeHus N 7 K
HaCTOSALWNM MeTOAMYECKUM PEKOMEHAALMUSAM.

8.2.3. MNpwn nomewieHnun JII Noa TaMOXEHHYO Npoueaypy TaMOXEHHOro cknaja AonycKaeTcs
nepepava npas Cob6CTBEHHOCTM Ha JIMT B 30HE TaMOXEHHOro KoHTponsa. [pu nepejaye npas
cobcTBeHHOCTM cybbekToM obpalieHus JM, ocywecTeasowmm Beo3 JIIMN Ha Tepputoputo Poccuiickon
degepaumun, B TeyeHue 5 paboumx gHel c gatbl 0pOpMAEHUS COOTBETCTBYHLMX AOKYMEHTOB O
nepepave npasa Cob6CTBEHHOCTU, HO A0 NpefocTaBseHns ceegeHun 8 ®rMC MOJM o ganbHeENWnX
onepauuax, npegocrasndgetr B ®rMC MAJIM ceBeneHns, npeayCcMoOTpeHHble NMyHKTOM 9 npunoxeHuns N
7 K HacToSILUMM METOAUYECKUM peKOMeHAaUnsaM.

Mpu aToM cybbekT obpaweHuns JIM, KOTOpOMY ocyuleCcTBNeHa nepegada npas co6CTBEHHOCTHU
Ha JIM, noMelwleHHble NOo4 TaMOXEHHYI Mpouefypy TaMOXEHHOro cknaga, B TedeHue 5 paboumx
AHen ¢ pgatbl opOpMIEHUS COOTBETCTBYIOLWMX AOKYMEHTOB O Mepefade npaBa co6CTBEHHOCTM U
pernctpaumm B ®r’mcC MAJIMMN ceBeaeHnin o0 nepedaHHbix JIM, HO A0 NpeAoCTaBfieHUs CBeAEeHWI O
AanbHenwunx onepaumsax c JIM, noaTBep)xAaeT AOCTOBEPHOCTb CBeaeHun, coaepxawmxcs B OrncC
MAJIN o npuHuMaembix JIIM, npepoctaBnsas o6 atom ceseaenuss B OrMC MAJIM, npeaycMOTpEHHbIe
NyHKTOM 10 npunoxeHus N 7 K HacToSWMM MeToANYECKMM peKoMeHaaumsMm.

Mpwn nomeweHun JIM noa TaMOXeEHHyK npoueaypy BbiMycka ANs BHYTpPeHHero notpebneHus
cybbekT obpaweHus JIM, KOTOpoOMy ocyulecTBieHa nepegada npas cobcTtBeHHOCTM Ha JIMM, B
TeueHne 5 AHelN C gaTbl NPUHSATUS TaMOXEHHbIM OpraHOM pelleHUs O 3aBeplueHUn odopMNeHUs B
COOTBETCTBMU C 3asAB/IEHHON TaMOXEHHOW npoueanypon npepocrtasnsier B ®rMC MAMM ceBeaeHus o
TaMOXEHHOM O0(dOpMNIEHNN, NPEeAYCMOTPEHHbIE MYHKTOM 6 npunoxeHms N 7 K HacToswuMM
MeToAMYECKMM pEKOMEHAAUMUSM.

8.2.4. B pamkax BBo3a J1[1 Ha TeppuTopuio Poccuinckon degepaumm M3 rocysapcTtB - YJI€HOB
EADC cybbekT obpalienus JM, ABNSOWMNCS aepxXaTeneM perncrpaumoHHoro ygocrtosepeHnus JiM,
00 NpeaocTaBNeHUs CBeAeHWI O AanbHenWwnx onepaumax ¢ AaHHbiMu JIM, npegoctasnsaet B OrncC
MOJIN ceepgeHuss o6 otrpy3ske JIM B Poccuitckyto depepaumio, npenycMOTPeHHbIe MyHKTOM 11
npunoxeHus N 7 K HacTosLWMM MeTOANYECKUM peKoMeHAaumsaM.

CybbekT obpaweHuns M, ocywecTBnsiowWnMA NpueMKy Ha cknag JIM B paMkax BBO3a Ha
Tepputopuio Poccuinckon depepauunm M3 rocyaapcts - uneHoB EADC, B TeueHne 5 pabouunx gHemn c
AaTbl npueMkn JIM, HO A0 OCYLLeCTBAEHMS faNbHENLIMX onepaumin ¢ gaHHbiM J1M, npenocTaBnsieT B
ormc MAMNMN ceegeHnsa, npenycMOTpPeEHHble TMYHKTOM 12 npunoxenHma N 7 K HacToAWMM
MeToAMYECKUM pEKOMEHAAUMSM.

B pamkax BBoga B obpaweHune JIM cybbekT obpaweHusa JII, ocywecTBASKOWMUA NPUEMKY Ha
cknag JiM B pamkax BBO3a Ha Tepputoputo Poccuiickon depgepaunm ms rocyaapcts - vneHos EADC,
npepoctasnser B ®rMC MMM ceeneHus, npenycMOTPeHHble MyHKTOM 13 npunoxeHumsa N 7 K
HacCToSLLUMM METOAUYECKUM peKOMeHAALUsM.

8.3. MNopsaoK B3aMMOAENCTBUS YYAaCTHUKOB DKCMepuMMeHTa, BK/KO4Yas NepedeHb M Nopsiaok
BHeceHus uHdopmaumm B ®rMC MAJIM, npu ocyLwecTBeHMN onepauumi C rpynnoBOM yNaKoBKOM.

8.3.1. MNpwn ocyLwecTBneHnn arpermpoBaHmsa cybbekT obpaueHus JIIN HaHOCUT Ha rpynmnoByO
yrnakoBKy rpynnoBon koa u npepoctasnset 8 ®rMC MAJIMN ceBeneHunsi, npeayCMOTPEeHHbIe MyHKTOM 1
npunoxeHns N 8 K HacToOAWMM METOAMYECKUM peKoMeHZauusaMm, A0 npencTaBfieHuns CBefeHUN O
AanbHeNWnX onepauunsax ¢ gaHHbiM JII1.

Mpn stom ansa JIM, npom3BoaMMbIX Ha TeppuTtopumn Poccuiickoih ®depepaumun, BO3MOXHO
arpermpoBaHme He MeHee OAHOr0 YPOBHS BNIOXXEHHOCTU U cooblleHne ceefeHun 06 arpernpoBaHum
B ®I'’MC MOJIM cybbekTtamn obpalieHus JIM, ocywecTtensowmmm Beog JIIM B 060poT, 40 nepepayn
AaHHbIX JIMN cneayowmM yyacTHukam obopoTa JMl.

Ons JIN, npou3BoAuMbIX 3a npepenaMmm Tepputopum Poccuinckon ®depepauumn, peanusauums
arperMpoBaHus He MeHee OAHOr0 YPOBHS BJIOXXEHHOCTU M nNepegada cBefeHun ob arpermpoBaHun B
Ormc MANN cybvektamm obpaweHna JIM, ABASOWMMUCA AepXaTensMu  perncTpaunoHHbIX
yaoctosepeHun JIM, nnbo ocywectenswowmmm Beo3 JIIM Ha Tepputoputo Poccuiickon ®depepauun,
BO3MOXHbl A0 rnoMmeweHusa JII1 noa TaMOXEeHHYK npoueaypy BbiNycka AN BHYTPEHHEro
notpebneHus.

8.3.2. lMpu pachopMnpoBaHumM rpynnoBon ynakoBKW, M3baATUM JII M3 rpynnoBOW YNaKOBKM,
AOMNOSIHUTENBHOM BnoXeHun JIM B rpynnoByl0 ynakoBKy cybbekTbl obpalieHus JIM B TeyeHue 5



pabounmx pgHen C pgartbl Takux onepauun ¢ JIM, HaxoAsWMUXCs Ha TeppuTopuu Poccuickon
Qegepaunun, nnu B TedeHne 20 paboumx AHen ¢ gaTbl Takoro nepemeweHns ansa JIM, Haxoasawmxcs
3a npegenamm TeppuTopum Poccuiickon depepaumm, HO A0 NpeacTaBNeHUs CBeAEHW O
JanbHeNWmnx onepaumsax ¢ gaHHeiM JIM mnav rpynnoBoit ynakoBKon, npeacrtasnsatoT 8 ®rMC MAMNN
CBefeHUs, NpeayCMOTpPeHHble MNyHKTamMu 2 n 3 npunoxeHumsa N 8 K HacTOSAWMM MeToAUYECKUM
pekoMeHAaunaM.

8.3.3. lMoraweHne rpynnoBoro roga TpeTu4yHon (3aBOACKOM, TpaHCMOPTHOM) ynakosku JIM npwu
N3BbATUMN U3 Hee BTOPUYHBLIX (NOTpebuTenbckMx) ynakoBoK (a Mpu ee OTCYTCTBMW - B NEPBUYHYIO
yNakoBKYy) MpPOW3BOAMTCS TOJSIbKO B TOM Cry4vae, €Cin Mo pesysbTataM COBepLIeHMs onepauun B
TpeTu4yHoli (3aBOACKOM, TPaHCMOPTHOM) YMakoBKe He OCTasoCb ApPYrnx ynakosBok JIM, 4Tto
noareepxaaeTtca AgaHHbiMn OTMC MAJIM. Bo Bcex ocTanbHbIX cnydasx B ®r'MC MANM penaetcs
OTMEeTKa O BHECEHWUUN N3MEHEHUN B COCTaB TPETUYHOM (3aBOACKOWM, TPAHCNOPTHON) ynakoBku JIIM.

8.3.4. B cnyyae pacdopMmpoBaHUa TpeTUYHOM (3aBOACKOW, TpaHCMOPTHOW) ynakosku JII1,
YKa3blBaeTCs COOTBETCTBYIOLWMI FPYNMNoOBOA KOA TpeTU4YHOM (rpyrnnoBOn, TPaHCMOPTHOM) yNnakoBKMU
M. Mpu atom B ®Ir’MC MAJIM ocywecTBnsieTcsa noraleHme rpynnoBoro Koga pacopMmnpoBbIBAEMON
TpeTU4HOM (3aBOACKOM, TPA@HCMNOPTHOM) YNaKOBKMK, HO cepuiiHble rnobasnbHble naoeHTU@UKaLMoHHble
HOMepa TOpProBbIX eAMHUL, OCTalTCs B obopoTe.

8.3.5. MNpwu npoBeaeHunn onepauwnii ¢ JIM, arpernpoBaHHbIM B rPynMnoByl0 YNaKoOBKYy, B Ciy4asx,
NpeaAyCMOTPEHHbIX HaCTOSIWLMMKM  METOAMYECKMMM peKOoMeHZauusiMM, [OMNycKaeTcs nepegava
CBeoeHMn 0  KoAe  rpynnoBoM  ynakoBKM  6e3  yKasaHus  cepuiHoro  rnobanbHoOro
MAEHTUPUKALMOHHOIO HOMEpPa TOProBon eAuHMULbI.

Mpn >3TOM nepejaya CBeAEHWI O KoAe TrpynnoBOM YMNakKOBKM CYMTAETCS paBHO3HaYHOWM
nepepave CBeAeHUM 0 CEPUNHbBIX rnobanbHbiX NAEHTUHOUKALUNOHHBIX HOMepax TOProebix eamHu JMl,
coAep)alwmxcsa B AaHHOW rpynnoBoOK ynakoBke no gaHHbiMm ®IMC MAJM.

8.4. MopsaaoK B3aMMOAEUCTBUS YYaCTHUKOB DKCMepuvMeHTa, BK/K4Yas nepedeHb M Nopsaok
BHeceHust nHdopmaumm B ®rMC MAJMN, npn o6opoTe U BHYTpeHHEM nepemeleHun J11.

8.4.1. CybbekT obpaweHua JIIM, ocywecTtBnsawowmin nepemeweHue JIIM Mexay aapecamu
OCYLLECTBNEHNSA AeATENbHOCTU COrflacHo CO6CTBEHHOM NuueH3uu (C y4eTOM BUAOB AEATENbHOCTU:
NMpouU3BOACTBO JIEKAPCTBEHHbIX CpeacTB, dapMaueBTMyeckas AesTenbHoCTb) (panee - agpec
OCYLLEeCTBNEHNS AeATENbHOCTU) U (MNK) CKNadaMn OTBETCTBEHHOIO XpaHeHUs, B TedyeHne 5 pabounx
AHeNn C QakTUyYecKkon p[aTbl MepeMelleHus, HO A0 MNpeaoCTaBNeHUs CBeAEHWNM O AaNbHenLWwmnx
onepaumax ¢ gaHHbimun JIM, npegocrtasnset B8 ®rMC MAMNM ceeaeHus, npeayCMOTPEHHbIE NYHKTOM 4
npunoxexHna N 9 K HaCTOALWMM METOANYECKMM PEKOMEHAALNAM.

8.4.2. Mpwn nepegaue JIN mexay cybbektamm obpaweHusa JIIM gonyckaetcs npenocraBneHue
ceegeHun B ®rC MAJIMN B npssMom unm obpaTHOM nopsake npeacTaBieHns CBeAEHUN.

PeweHne o BbIGOpe TuNa Mopsaka MPeAoCTaBfieHUs CBeAEHWU MNpuHUMaeTca cybbekTamu
obpatlueHus JM, npeaocTaBSOWNMN AaHHblE CBEAEHWS, CAMOCTOSITENbHO.

B cnyuyae Bbibopa npsMOro nopsiaka npenocTaBfieHUs cBefeHun cybbekT obpaieHus JM,
ocywectenawowmnii nepegadvy JIM agpyromy cybbekty obpaweHus JIM B paMKax rpaxaaHCKo-
NMpaBOBbIX OTHOLWEHWIM, NpeayCMaTpUBaoWmMX nepexos rnpasa Co6CTBEHHOCTU Ha AaHHble J1M, nan B
paMKax MnoCpefHUYeCKMX OTHOWEHUI (areHTCKU WM KOMUCCUOHHBIM [0roBOp), B Te4yeHue 5
pabounx pgHein ¢ patbl oTrpy3ku JIIM npepoctasnsger o6 3ToM cBegeHua B OrMcC MAJM,
NpeaycMOTPEHHbIE NMYHKTOM 1 npunoxeHus N 9 K HacTOAWMM METOANYECKUM peKoMeHAaumsaM.

Mpn 3TOM cybbekT obpaweHus JIM, ocywecTtenawowmi npuemky JIM ot apyroro cybbekTa
obpaweHus JIMN B paMmkax rpaxaaHCcKo-npaBoBbIX OTHOLWEHWN, NpeayCMaTpuBaloWnX nepexos npasa
COB6CTBEHHOCTM Ha JAaHHble JI[1, uAnM B paMKax MOCpeaHNYECKMX OTHOLWEHUN (areHTCKUin wunm
KOMUCCUMOHHBIA JOroBOp), B TeyeHne 5 paboumnx gHen ¢ pgatbl npuemkun JIM n pernctpaumm B Orc
MAJIN ceeaeHuin 06 oTrpy>XeHHbIX JIM, HO A0 NpeAoCTaBeHUs CBeAEHUI O AaNlbHENLWIUX onepaunsx
C AaHHbiMM JIM, noaTBepXxpaeT AOCTOBEPHOCTb CBeAeHul, cogepxawmxcs B OM’MC MAJIN o
npuHmuMaembix JIM, npegocrasnsis 06 aTtom ceegenns 8 ®rMC MAJIMN, npeayCMOTPEHHbIE MYHKTOM 3
npunoxeHus N 9 K HacToSAWMM MeTOANYECKUM peKoMeHAaumsM.

B cnyyae Bbi6bopa obpaTHOro nopsigka npenocTtaB/ieHMs] cBeaeHu cybbekT obpalieHus JIM,
ocywecTtenawowmnii npueMky JIM ot ppyroro cybbekta obpaweHus JIT B paMKkax rpaxaaHCKo-
NMpaBOBbIX OTHOLUIEHWUI, NpefyCcMaTpMBatoLWKMX nepexos rnpasa cobcTteeHHocTM Ha JIM, unn B pamMkax
nocpeaHNYeCcKUX OTHOLWEHNI (areHTCKUIA UM KOMUCCUOHHBIA AOroBop), B TedeHmne 5 pabouunx gHen



Cc patbl npuemkun JIIN npepoctasnser 8 ®rMC MAJIM ceeaeHmnsa o npuHaTbiX JIM, NnpeaycMoOTpeHHble
NYHKTOM 2 npunoxeHnsa N 9 K HacToAWMM METOAUYECKNUM pEKOMEHAALNAM.

Mpn 3TOM cybbekT ob6pawennsa JIM, ocywecTBuBwu nepegady JIM agpyromy cybbekTy
obpaleHnuns JIM B paMKkax rpaxaaHCKo-npaBOBbIX OTHOLIEHWN, NpeayCcMaTpuBaloWnX nepexos npaea
COH6CTBEHHOCTM Ha JAaHHble JI[1, uAn B paMKax MnocpegHUYeCKMX OTHOLWEHWA (areHTCKUin wunm
KOMWCCUMOHHbBIA AOroBop), B TedeHue 5 pabouunx gHen ¢ gatbl peructpaunm B ®rC MAJIMN ceeaeHni
0 npuHaTbix JIM, HO O NpepocTaBneHUsl CBEAEHMI O AanbHenwux ornepaumsax C gaHHbiMu J1M1,
noATBeEPXAAeT AOCTOBEpHOCTb cBeAeHun, coaepxawmxcs B OTMC MAOJMM o nepepaHHbix JIM,
npepoctasnss 06 atoMm ceegeHms B ®rMC MO, npeaycMoOTpeHHbIe NyHKTOM 3 npuioxeHuns N 9 K
HaCTOSLLMM MEeTOAMYECKMM PEKOMEHAALMUSM.

8.4.3. CybbekT obpaweHunsa JIM, ocywecTBASIOWNIA KOHTpaKTHOe (noapsiaHOE) NMpoOu3BOACTBO
1N Ha Tepputopun Poccuiickon @egepaunn, npu nepegadve JIM cybvekty obpawennsa JIM,
ABASIOWEMYCS 3aKa3yMKOM [AaHHOrMO KOHTpakTHoro (rnoapsgHoro) npousBOACTBa, B TedeHue 5
pabounx gHen ¢ pgatbl nepepaum JIM cobcTBeHHMKY npepoctasnsetr B ®rMC MAJMN ceeaeHusa o
nepenaHHbix JIM, npegycMoTpeHHble MYHKTOM 5 npunoxeHns N 9 K HacToSWMM MEeTOANYECKUM
pekoMeHAaunsaM.

Mpu 3ToM CybbekT ob6paweHna JIIM, aBAAOWMACA 3aKa3uMKOM [AAHHOIMO KOHTPAKTHOro
(noapsaHOro) npowsBoAcTBa, B TeyeHune 5 paboumx gHen ¢ patel npuemku JIM v perncrpaumun B
Ormc MOJIN ceepeHniti o nepegaHHbix JIM, HO A0 NpenocTaBfieHUs CBeAEHUMN O AaNbHENLWMX
onepaumax ¢ gaHHbiMum J1M, noaTBepXXAaeT AOCTOBEPHOCTb CBeAEeHUN, cogepxkalwmxcsa B8 ®rMC MO
0 nepepaHHbix JIM, npegoctasnsasa 06 atom ceegeHmss 8 ®rMC MAJIM, npeayCMOTpEHHbIE MYHKTOM 3
npunoxeHus N 9 K HacToSAWMM MeTOANYECKUM peKoMeHAaumsaM.

8.5. MNopsaoK B3aMMOAENCTBUS YYaCTHUMKOB DKCMepuMMeHTa, BK/K4Yas NepedeHb M Nopsiaok
BHeceHus uHdopmaumm B ®rC MAJIMN, npu BbiBOAE M3 0b6opoTa JIMM.

8.5.1. CybbekTt obpawenusa JIlM, ocywectensowmnin soisog JIIN n3 obopota (3a UCKIKOUEHUNEM
BbiBoga JIM wn3 obopota nytem oTtbopa o6pas3uoB, peskcnopTa WM MNyTeM nepefavyn Ha
YHUUYTOXEHME) B TeyeHne 5 paboumx AHEN C AaTbl COOTBETCTBYIOLWEN Onepaunu npeaocTaB/isieT B
Ormc MAJ1IN ceepneHmna o BbiBeAeHHOM M3 obopoTa JIIM, NpeayCMOTPEHHbIE MYHKTOM 1 NpuUIoXeHus
N 10 K HacToAWMM METOANYECKNM peEKOMEHAALNSAM.

8.5.2. CybbekT obpauwenusa JIM, ocywectenawowmn BbiBog JIM n3 obopota nytem oTbopa
obpasuoB, B TedeHne 5 paboumx AHeEN C AaTbl COOTBETCTBYIOLWEN onepauun, npegoctasnset 8 Prnc
MAJIN ceBeneHust o BbiBEAEHHOM M3 obopoTa J1M, npeayCcMoTpeHHble NYHKTOM 2 npunoxeHus N 10 K
HaCTOSLMM MEeTOAMYECKMM PEKOMEHAALUSM.

Mpu ocywectBneHnmn otbopa obpasyoB An9 NOATBEPXKAEHUS COOTBETCTBMSA Npu BBO3e JI Ha
Tepputoputo Poccuiickon ®depepaummn cBefeHUss O COOTBETCTBYIOLWEN Onepaumu npenoctaBasioTCs
cybbekToM obpalleHuns, ocywecTeasowmm npuemky J1IMN Ha dapMaueBTUYECKNI CKNag, B TedeHune 5
pabounx gHen c gatbl Npuemkn JIIN Ha dpapMaueBTUYECKUA CKAag, HO A0 NpeacTaB/ieHuUs CBeAeHUN
0 ganbHenwmnx onepaumax c Ji.

8.5.3. CybbvekT obpaweHunsa JIN, ocywecrensawowmin Boisog J1IN n3 obopota nyteM nepeaayn JII
Ha YHUYTOXEHWe B TeueHue 5 paboumx gHen ¢ aatbl YHUUTOXeHUS J1, HO He paHee perncrpauum B
OormMc MANN ceepgeHnii o BoiBoge JIM w3 obopoTa nyTeM nepegadn Ha YHUYTOXEHMeE,
OOMOJIHUTENIbHO K CBeAeHMsM O BbiBegeHHOM u3 obopota JIM, npeaycMOTpeHHbIM MYHKTOM 3
npunoxevns N 10, npepoctasnger B OI'MC MAJIN cBeaeHnss o dakte yHUUTOXEHMsa JIM1,
npeaycMoTpeHHble MyYHKTOM 4 npunoxeHua N 10 K HacTosLWUM METOANYECKNUM peKOMeHaaumnsamM.

CybbekT obpalweHusa JIM, ocywectenswowmnin Bbisog JIIM n3 obopoTta nytemM peskcnopra, B
TeyeHne 5 paboumx pHel c paTtbl OPOPMIEHMS COOTBETCTBYIOWEN TaMOXEHHOW npoueaypbl
npepoctasnser B OI'MC MAJIM cBepeHuns, npenycMOTPEHHble MNYHKTOM 6 npunioxeHns N 7 K
HaCTOSLLMM METOAMYECKMM PEKOMEHAALUSM.

8.5.4. B cnydyae BO3HMKHOBEHMS HeobxoaMMocTn cybbekToMm obpaweHus JIIMT MoxeT 6biTb
OCYLLECTB/IEH MOBTOPHLIN BBOA B 060poT JII, paHee BbiBeAEHHbIX M3 060poTa B pe3y/bTaTte
peskcnopTa, otbopa obpa3uos, cnMcaHus.

MoBTOpHbLIN BBOA B 060poT JIMT MOXET OCYLLeCTBASATbCSA TOSIbKO CybbekToMm obpawenusa JIM,
paHee OCYLLeCTBMBLUMM BbIBOA U3 060poTa AaHHbIX JIM nan paHee oCyLeCTBMBLUUM BbIMYyCK AAHHbIX
JIN 3a npepenamn Tepputopumn Poccuinckor ®eaepaumm B cnydae peskcrnopTa.



CybbekT 0bpauieHus J1, ocywecTBnsowmi noBTopHbIiN BBOA JIIM, B TedeHne 5 pabounx aHen ¢
AaTbl COOTBETCTBYIOLWEN onepaunn npepoctasnser B OrMC MAJIIM ceBeneHus, npenycMOTPEHHbIe
NYHKTOM 15 npunoxeHmna N 7 K HacToALWMM MeToAMYECKUM peKoMeHAaumsaM,

8.5.5. lMpu noBpexaeHUn MM BCKPbITUM BTOPUYHOM (NOTpebuTenbCkon) ynakoBku (a npu ee
OTCYTCTBMM - B MNEPBUYHYKD YMNakoBKy) cybbekT obpaweHusa JIIT [o/mKeH pernctpupoBaTbh
COOTBETCTBYIOLWYO onepauuto o BbiBoae JIM n3 obopota. BeiBeaeHHble TakmuMm o6pa3om m3 obopoTa
cpeacrtea naeHTuduUKaunMm NoBTOPHOMY MCNOAb30BaHUIO HE Noanexar.

8.6. MopsgoK B3aMMOAEWNCTBUS YYAaCTHUMKOB DKCMepuMMeHTa, BK/KO4Yas NepedeHb M Nopsiaok
BHeceHus nHdopmaumm B ®rC MAJM, npu nepemMapkuposke JIM.

Onepaumnu nepeMapknpoBKu n odopmMmnsoTCA POCCUMNCKUM Npon3BoOAUTENEM,
ocyuwecrtensowmm crtaguto "dacoska/ynakoBka JIIT Bo BTopuuHyto (a npu ee OTCYTCTBUM - B
NEPBUYHYIO YMaKOBKY) W/WUAN TPETUYHYIO YNaKOBKY", W/WAn NpeacTaBUTENIbCTBOM MHOCTPAHHOIO
aepxatensa PY, n/wnn pgepxaTtenem perncrpaumoHHoro yaocrosepeHus JIlM, NnpousBOACTBO KOTOPbIX
OCYyLLEeCTBNSIEeTCS 3a npegenamu tepputopum Poccuinckon depepaunn, B8 ®rmC MAJMN nocpeacrtsom
HanpasBneHUs CBeAEHWUI, OMUCaHHbIX B NyHKTe 14 npunoxeHma N 7 HacToAWMX METOANYECKMX
peKkoMeHaauumn

9. NMopsaaok B3auMoaencTBUA YHaCTHUKOB JKCNepuMeHTa
nNpy KOPPEKTUPOBKE CBeAEeHUN

9.1. CybbekTbl obpaweHuns JIM npu obHapyxeHun owmnbok B cBefAeHusaX (HeAOCTOBEPHbIX
cBeAeHun), npeaoctaBaeHHbix uMn B ®r'MC MAJIN npwn Beoae JIM B o6opoTt, obopoTte JIIM n BbiIBOAE
J1M n3 obopoTa, BNpaBe NpeaocTaBuUTb HeobxoauMblie ucnpasnenms 8 ®rmc MAMM.

B ®MC MAJIMN MOXHO BHECTU criefyolumne KOppeKTUPOBKU N UBMEHEHUS !

- OTMeHa cybbekToM obpauweHus JII paHee 3aperncTtpupoBaHHOM COBCTBEHHONM onepaumu
(HEBO3MOXHO OTMEHUTb Onepauuio, ecim nocsie Hee 6blIn CcoBepleHbl Apyrue AencTBus C
nepexoaom npaea cobcTBeHHOCTH Ha JIM);

- OT3blB CybbekTOM obpalleHnss neKapCcTBEHHbIX CpPeACTB - OTNpaBuTeneM nepefsaHHoro
nonydatento JIM (g4aHHas onepauus NPUMEHSETCS B TexX Cy4dasax, Korga OThnpaBfieHHble CpeacTBa
MOEHTUMUKAUMN  OXMAAKT aAKUENTOBaHUsT BTOpPOM CTOpPOHOM). B yKasaHHOM CXeMe HeT
obs3aTtenbHoro aTtpmbyTa, onpeaenslowero B3auMMOCBSI3b C KOHKPETHOM paHee HamnpaBfeHHOW B
OrncC MAJIMN onepaumen. DTO O3HAYaeT, 4YTO y4acCTHMK Bnpase ykasaTb nwbor Habop cpeacts
naeHTUdUKaumm M3 pasnmyHbIX NEPBUYHbLIX JOKYMEHTOB;

- oTka3 cybbekta obpaweHuna JIM - nonydatens ot npuemkn JIM (maHHas onepauus
NMPUMEHAETCS B Tex CJ/lydasX, Korga oTnpaBfieHHble CcpeacTBa uAeHTMdUKauum  oxuaaroTt
aKUenToBaHUSA BTOPOM CTOPOHOM).

CybbekTbl obpaweHua JIM, obHapyxuBwne ownbky (HEAOCTOBEPHOCTb CBeAEeHUN) B
NpeacTaBNEHHbIX CBEAEHUAX, BMpaBe BHECTU WCMNpaBfieHMs A0 MOMEHTa, Koraa OHM y3Hanum o6
O6HapyXeHUN KOHTPOJIMPYIOLWMMN OpraHamMm @akTa HeOooCTOBEPHOro OTPaXeHust CBeaeHUM
(owmnbok) B ®r'MC MM, nmbo 0 Ha3HAYEHMN B OTHOLUEHUU HUX MPOBEPKMU.

B cnyyae ecnu, B nopsiake npenoctaBfieHUs CBEAEHWN, B KOTOpbIX OBHapy>XeHbl owunbku
(HepgocTOBepHbIE CBeAEeHUA), ydacTBOBanu Apyrue cybbektbl obpaweHusa JIM, To ucnpaBieHus
cuuMTarTCcA NPUHATBIMU rnocrne  MNOATBEPXAEHUS BCEMW  y4yaCTHMKaMW  OOCTOBEPHOCTU
npeacraBfieHHbIX ncnpasneHun 8 ®rmc MAJmM.

10. MNopsaok B3aumoaencTBUsl y4aCTHUKOB DKCNepuMeHTa
npu 6110KMPOBKe Nnepepavn cBeaeHUmn

10.1. Poc3apaBHaA30p OCyLWECTBASAT 6/10kMpoBKY npuHatna ®rMC MAJIMN ceegeHnin o BBOAE
B 060poT, o6bopoTe u (Mnun) BbiBoAe M3 obopoTa J1I nocpeacteoM dyHkumoHana ®rimcC MAMM, B Tom
ynmcne B aBTOMaTUYECKOM pexume, B CfiydasdX, YKasaHHbIX B npunoxeHumn N 11 K HacToswum
METOAMYECKMM pEKOMEHAAUMSAM, a TaKXe OCYLLEeCTBAST OTMEHY YKa3aHHOM 6J10KMpPOBKMU
nocpeactsoM dyHkumoHana ®rnMcC MAJIMN, B TOM uucne B aBTOMATMYECKOM peXxuMe, B Clly4yae
yCTpaHeHus cybbekToM obpawieHus JIM npuymnH, NOCAYXMBLUMX OCHOBAHMEM AN 6OKUPOBKMU.



BnokunpoBaHue npuHaTMa ceeaeHmnn ®r’MC MAJM o BBoae B 060poT, ob6opoTe u (Mnn) BbiBOAE
n3 obopota JIl, a TakxkKe OTMeHa AAHHOro 6/0KMpPOBaHUSA, MOXET BBOAUTbHCS KaK B OTHOLLUEHMMU
eanHuubl 1N nnn naptumn 1M, Tak 1 B OTHOLIEHMWN MPOM3BOACTBEHHOW CEPUN.

B oTaenbHbIX cnydyasax npu 6/10KMpoBaHUM NpUHATUS ceeaeHnn OTMC MAJIM o BBoae B 060poT,
obopote u (mnm) BbiBOAe u3 obopoTta JI1 gonycKkaeTcs BO3MOXHOCTb Mepegaydn CBeAeHUr O
Bo3BpaTe JIM nocrtaBwuky u/wnm nepegade JII Ha yHWUYTOXeEHME MU/mnm MHOM Buae BbiBoaa JIM u3
oboporTa.

MpunoxeHne N 1
K MeToan4ecKMM pekoMeHaauusam
rno NopsaKy peanusaunm dKCrnepmMeHTa

XAPAKTEPUCTUKWU CPEOACTB UAEHTU®UKALIMWA, TPEBOBAHUA
K CTPYKTYPE U ®OPMATY

1. XapaKTepucTuku cpeacTs naeHTudbmnKaumu.

CeefneHuns, cogepxauwimecss B CpeacTBax MAEHTUdUKAUMKW, HAHOCATCS B BUAE ABYMEPHOro
LUTPMXOBOrO KoAa W MO YCMOTPEHUIO NpomsBoauTens Ayb6nmpyloTcs B BMAE YMTAEMOro MeYaTHOro
TEeKCTa, Npu 3TOM rnobanbHbIN NOAEHTUDUKALMOHHbBIA HOMEpP TOProBOM eAnHULbl U MHAWBUAYANbHbIN
CepuiiHbI HOMep BTOpMYHOM (NOTPebnTenbCKOoM) ynakoBKN AybnupytoTcs B obs3aTenibHOM nopsake.

[onyckaeTca HaHeceHue cpeacTBa uaeHTudUKaUMn B BMAE ABYMEPHOrO LUTPMXOBOro Koaa B
nobom cBob604HOM MecTe BTOPUYHOM YNaKOBKKU (MpU ee OTCYTCTBMWU, HA NepPBUYHOMN).

dyHKUMS pacrno3HaBaHUsa U KoppeKkumn ownbok AokHa 6biTb SKBMBASIEHTHA MW Bblle, YEM Y
Data Matrix ECC200 (panee - DataMatrix). [IByMepHbIli LUITPUXOBON KOO HAHOCUTCS B COOTBETCTBMMU
¢ TpeboBaHunamm NOCT P NCO/MDK 16022-2008 TOYEUHbIMM CMMBOMIAMM C pasMepaMu B npenenax
0.255 MM - 0.615 MmMm.

TpeboBaHMss K  KayecTBy HaHeCeHUss  CpeactB  MAEHTUdUKAUMM  Ha  BTOPUYUHYIO
(noTpebutenbckyto) ynakosky JM:

- HaHeceHWe C ypoBHeM knacca kadectsa C wau Bblle B COOTBETCTBUM co cTaHaaptom NCO
15415 (FOCT P NCO/M2K 15415-2012);

- HaHEeceHWe neyaTblo C UCNOJSIb30BaHMEM MeToAa Koppekuun owmnbok ECC-200;

- ncnonb3oBaHue ASCII koaupoBaHusa Ha OcHoBe cTaHgapta MCO 16022 (FOCT P MCO/M3K
16022-2008).

2. [lpaBuna ¢opmupoBaHus, TpeboBaHMs K CTpPyKType W QopmaTy UMHGopMaumu,
coaepxawencsa B cpeacreax naeHtTudbukaumm:

a) nepsas rpynna AaHHbIX - r106anbHbIA UAEHTUMUKALMOHHBIA HOMEP TOProBOW eAMHULbI,
cocTosiWwmMn M3 14 unmdpoBbIX CMMBOSIOB, KOTOPOMY MpPEeALIecTBYeT WAEeHTUMUKATOpP MNPUMEHEHUS
(01);

6) BTOpas rpynna JAaHHbIX -  UWHAMBMAYANbHbIN  CEPUMHbLIA  HOMEp  BTOPUYHOM
(noTpebutenbCcKomr) ynakoBKW, COCTOAWMMA M3 13 CMMBONOB LMUdPOBON MM 6yKBeHHO-LNGDPOBOWA
nocnenoBaTenbHOCTM  (NT@aTUHCKOro  andasuTta), KOTOPOMY npeawecTByeT  uaeHTudukatop
npuMeHeHnsa (21). 3aBeplialoWinM CUMMBOJIOM A1 AAHHOW Ipynnbl AaHHbIX AO/IKEH UCMNOMb30BaThCS
cneumanbHbll CUMBOA-pasaennTenb, uMewmnin ko 29 B Tabnuue cumeonos ASCII;

B) TpeTba rpynna JAdaHHbiX - ko TH B3/, KOTOpOMYy npeawectByeT uaeHTMdUKaTop
npuMmeHeHus (240). KonnuyecTtso umdpoBbiX cMMBON0B B kofe TH B3/[ cocTtasnseT 4 (yKa3sblBalOTCA
nepsble 4 cumBona 10-3HayvHoro koga TH B3/[). B cnyuasx, ecnn kog TH B3/l He pacnonaraertcsa B
KOHLle KOAWMPYeMOWN mocnenoBaTenbHOCTM B COCTaBe ABYMEpPHOro koga, HeobxoauMO MCMosib30BaTb
3aBepLUarLWnii CMMBON-pasaennTenb, MMELWNA kKo 29 B Tabnuue cumonos ASCII.



[ONONHUTENBHO Ha YCMOTPEHME 3MUTEHTA CPeACTB MAEHTUdUKALUN AOMNYCKAeTCs BKAKOYEHNE B
COCTaB ABYMEPHOIo WTPMXOBOIro Koaa cneayrwmnx AsyX rpynn gaHHbIX:

r) yeTBepTas rpynmna AaHHbIX - HOMEpP NMPOU3BOACTBEHHON cepumn J1I, cocTosAwmin He Bonee yem
n3 20 cumBONOB UUPPOBON UK  OYKBEHHO-UMMPOBOM MNOCNEAOBATENbHOCTM  (N@TUHCKOMO
andasuTa), KOTOPOMY NpeawecTByeT nageHtudmnkatop npumeHeHmns (10). 3asepluialowmMm CMMBOJIOM
ANA AAHHOW rpynnbl AaHHbIX OO/DKEH WMCMNONb30BaTbCs CMMBOJI-pa3genutesb, MMewwmn kog 29 B
Tabnuue cumonos ASCII;

A) nsTas rpynna AaHHbIX - AaTa WCTeYeHust Cpoka roAHOCTM, KOTOpOM npeawecTtByeT
naeHTudunkaTop npumeHenuns (17) n kotopas hopMmpyeTcs SMUTEHTOM CPeACTBOM MaeHTudmKaumn.
dopMaT 3anncu YUCNOBbIX CUMBOSIOB AN AaTbl MCTEeYeHMs cpoka rogHoctu JIM - rrMMAL (6
CUMBONIOB).

B Tex cnyyasix, Korga Ha Npou3BOACTBEHHOW JIMHMM B MOMEHT BblMyCKa MPOAYKLMM 3HaYeHWe
0aTbl WUCTEYEHMS CpoKa roAHocTM B AHax "AL" He ycTaHaBnvMBaeTcss, TO 3MUTEHT CpPeACTB
naeHTUdUKaLUNM MOXET yKasaTb 3HAYeHMe AaTbl MO CBOEMY YCMOTPEHUIO.

TpeboBaHUIA K NoC/efoBaTe/IbHOCTU FPYNM AaHHbIX B CTPYKTYpe CpeAcTB UAEHTUDUKAUUN He
npeabsiBASETCs, 3a UCKAIYEHNEM NEePBOW rPynnbl AaHHbIX.

B cnyyae, ecnu nonsa ‘"cepus" wam  "vHAMBMAYyaNbHbIA CEPUNHBIN  HOMEpP BTOPUYHOWM
(noTpebuTtenbckor) ynakoBkM" pasMewarTca Ha Moc/leAHEeM MecTe, CUMMBON-pa3aenntenb He
TpebyeTcs.

NHaMBMayanbHbIM CEPUNHBIA HOMEpP BTOPUYHOM (NOTPebnTeNnbCKOM) yNaKoBKU reHepupyeTcs C
y4yeToM cneaytouwmx TpeboBaHmii:

- YHWKaNbHOCTb WHAMBWAYASIbHOTO CEPUMAHOro HoMepa BTOpUYHOM (NoTpebuTenbCcKomn)
ynakosku JIM anga kaxgoro koaa npoaykta (GTIN) pgomkHa obecneumBaTbCa B TedeHWe BCEro
dyHKuMoHnposaHus ®rmc Maan;

- BCe HeobxoamMble J[aHHble A8 KOAMPOBaHWS CpPeacTB  MAEHTUdUKaAUMM  BTOPUYHOM
(noTpebuTensbckon) ynakoBKWM reHepupytoTcs ((pOpMUPYIOTCA) SMUTEHTOM CPeACTB uAaeHTUudbukaunm
B rMpouecce OCYLIeCTBNEHNA WM TMPOU3BOACTBEHHbLIX OMepauMii U HAHOCATCA Ha BTOPUYHYIO
(noTpebuTenbCcKyto) YMakOBKY 3MUTEHTOM CpPeACTB MAEHTUdMKALUMKM CaMOCTOSTE/IbHO C Yy4eTOM
cobntoaeHns TpeboBaHuii Mo obecnevyeHmno YHUKaNbHOCTM KOMBUHaUMKN 3HAYEHW, COAEepIXKaLLMUXCS B
nepseol rpynne (rnobanbHbin MAEHTUDUKAULMOHHBLIA HOMep ToproBoi eauHuubl (GTIN)) mn BTOpOWA
rpynne (MHANMBUAYANbHbIA CEPUNHBIA HOMEP BTOPUYHON (NoTpebutenbckoi) ynakosku JIM) AaHHbIX.

Jliobble pgpyrve  [OMOJIHUTENbHbIE MeToAbl M Crnocobbl  3awuTbl  ynakosBok JIM  oT
danbcndurkaumm n KoHTpadakTa He ABASITCS 06593aTeNbHbIMU B paMKaX DKCMepMMeHTa 1 OCTaloTCs
Ha YCMOTpPEHWE SMUTEHTa CPeACTB naeHTudmnKaumu.

3. CocTaB 1 copMaT CBEAEHWN, BKTlOYAEMbIX B FPYMNMnoBOi KOA.

FpynnoBoin koa dopmupyetcsa B cootBeTctBuM ¢ TOCT UCO/MDK 15417-2013 wn copepxuT
cllefyoLwyo CTPYKTYPY AaHHbIX:

a) naeHtndunkatop npumeHeHus (00);
6) cMMBON paclIMpeHUs;

B) pPErncTpaunoOHHbI HOMEp 3MWUTEHTa FPYMMNoOBOro KoAa, MOJNyYEeHHbIM B MHAMOPMAUNMOHHOM
pecypce, obecrneumBamLLEM YUYET U XpaHEHME AOCTOBEPHbIX AaHHbIX 0 JI no cooTBeTcTBYtOWEN JII
HOMeHKNaType;

r) MHOMBWMAYasbHbI CEPWUIAHbBIA HOMEep TPEeTUM4YHOM (3aBOACKOM, TPaHCMOPTHOW) YyMNaKOBKW,
¢dopMMpyeMbIN SMUTEHTOM FPYyMNMOBOro Koga rno Npou3BOJIbHOMY MOPSAKY MPUCBOEHUS;

A) KOHTpoO/sibHas CcyMMa.

CBeﬂ,eHMﬂ, BKJ/TIO4YEHHDbIE B rpynnosoﬁ KoA4d, MOryT AY6HMDOBaTbCﬂ B BUAE YNTAEMOro ne4vyaTHoro
TEKCTa.

Bce HeobxoauMble [AaHHble AN KOAMPOBAHUSA CPEeACTB  WAEHTUOUKAUMU  TPETUYHOW
(3aBOACKOI, TPaHCMOPTHOM) YMNAaKOBKWU FeHepUpYITCS M HAHOCATCA Ha TPeTU4Hylo (3aBOACKYIO,



TpaHCMNOpTHYO) YynakoBky JI[1 3MUTEHTaMWM CPeacTB WAEHTUdUKAUMKM MeTodaMu nedyatm Unu
3TUKETUPOBAHMUS.

MpunoxeHue N 2
K MeToaM4yeckuM pekoMeHAaumsam
rno NopsaKy peanusaunm JDKCnepmMeHTa

NEPEYEHb
CBELEHWN, NEPEOABAEMbIX CYEbEKTAMWU OGPALLEHUA NN
B UHOOPMALIMOHHbINA PECYPC, OBECNEUYMBAIOLLUA YYET U XPAHEHUE
AOCTOBEPHbIX JAHHbIX O JIN NO COOTBETCTBYIOLWEN JIN HOMEHKINATYPE

CybbekTbl obpalenuns JIMN npu onmncavum JIMN B nHdopMaumMoHHOM pecypce, obecneumsaroLem
YUYET U XpaHeHMe [OCTOBEepHbIX AaHHbiX 0 JIM no cooTBeTcTBYlowWwen JIMN HOMeHKNaType, nepenawT
cneaywouwyo nHpopmMaumio:

a) Toprosoe HamMmeHoBaHue JI1;

6) 6peHg (ToproBasi Mapka);

B) HOMep permcTpauuoHHoro ygoctosepenus Jil;

r) pata rocygapcTBeHHOM pernctpaumm JM;

) HanMeHOBaHWe aepXaTens perMcTpaunoHHoro yaoctosepenus Ji;
€) aapec aepxaTensa perncrpaumMoHHoro ygocrosepexus Jil;

) 4-3Ha4HbIM Ko THB2;

KoHcynbTaHTlNOC: NnpuMedaHue.
Hymepauuns nyHKTOB AaHa B COOTBETCTBMU C 0dMLUManbHbIM TEKCTOM AOKYMEHTA.

n) MexayHapoaHoe HenaTeHToBaHHOe HanMeHoBaHne (MHH);

K) nekapcTBeHHas ¢opma;

1) KONMYECTBO eAMHUL, U3MepeHuns aosnposku JIM;

M) TMN BTOPUYHON (NOTPEBbUTENBCKOM) YNAKOBKU;

H) MaTepuan BTOpMYHON (NOTPebUTENbCKOM) YNaKoBKK;

0) konnyectBo (Mepa) J1IN Bo BTOpMUYHOM (NOTPEOUTENBCKON) YNaKOBKeE;

M) Hannume BHYTPU BTOPUYHON (NOTpebuTenbCcKon) ynakoBKM HEMAPKUPOBAHHOW (MepBMYHON)
yNaKoBKM;

p) onnucaHue BNOXEHHOW HEMapKUPOBAHHOW (MepBUYHOWN) YNaKoBKH;

C) HaumMmeHoBaHue dacoBwmKka (ynakoBLMKa) - 3arofIHAETCS B C/ly4Yyae OCyLeCTBJIeHUs
dacoBku (ynakoBku) Ha Tepputopum Poccuimnckomn degepaumu;

T) agpec ¢dacoBuwmka (ynakosuwmka) BO BTOPUYHYI (MOTpebuTeNnbCKyl) YMakoBKy -
3anosiHaeTcs B Cflydyae ocyuwectsneHmsa @dacoBku (ynakoBKM) Ha Tepputopum Poccuiickon
®depepaunu.

Onuncanue JIMN B nHdDOpMaUMOHHOM pecypce, obecneymBarLEM YUYET U XpaHeHNe AOCTOBEPHbIX
AaHHbIX o0 JIM no cooteBetcTBylowel JIM HOMeHKkNaType, ocywecTBnserca cybbekTtamm obpalleHus
M, asnatowmMnca pesngeHtamm Poccuinckonn deaepaunm.



MpunoxeHne N 3

K MeToaMYEeCKUM peKkoMeHAaUMsM
no nopsiaKy peanunsaunm SKCrepuMeHTa

NEPEYEHb ®YHKLIMK MOHUTOPUHIA ABMXXEHUA NN B ®r’1McC MAIn

HanmeHoBaHune MuH3g | Poc3 [ MuHnp | ®TC | ®HC
pas Po | gpaB | omTop | Poc | Pocc
ccun | Hap3 | r Pocc | cuu | um
op 717

MoHuTOpUHI KonuyvecTtsa JIMM, BbiNyLWEHHbIX B + + + _ +

rpa>kaaHckuin o6opoT

MOHUTOPUHI NpeBbIWEHNS NpeaesibHbIX 0Tny

CKHbIX LieH Ha JI, BK/IoYeHHbIe B nepeyeHb + + - - +

XKHBJIMN

MoHUTOpUHI KOoNn4yecTBa U ctommoctu J1M, B

BO3MMbIX Ha Tepputopuio Poccuiickon deaep + + + +

auum

MoHUTOpUHI MecToHaxoxXxaeHus J1I B cooTBe

TCTBUMW C 3a4aHNAMUN Ha BbIBOPOYHbLIN KOHTPO - + - - +

b

MoHuTOopuHr aBmxeHus JIM, npuobpeTaembix

3a CYeT CpeacCTB rocyAapCTBEHHbIX 6t0aXeTo + + - - -

B BCEX YPOBHEMN

MOHWTOPUHI BbISIBAEHHbIX HapYyLIEHWU NpU N

onbITKe perucTpaunm cybbektamm obpalleHu + + ) _ +

s onepauuii no NOBTOPHOMY BbiBOAY M3 06pa

weHua JI

MOHWUTOPUHI BbISIBAEHHbIX HapyLUeHWNn Npu N

OMbITKE perncrpaunm cybbektammn obpaleHu + + ) _ +

s ornepauuin No peanusaumu u otnycky JiM c

NCTEKLWMMU CPOKAMUN FOAHOCTH

MOHWUTOPUHI BbISIBAEHHbIX HApYLUEHUN B YacT

N CBOEBPEMEHHOCTU BHECEHUS CBeAeHU cyb - + - - +

bekTaMu obpaweHus JM

MOHWTOPUHI CBEAEHUI O KONMYecTBe nepeaa " " ) _ "

HHbIX Ha YHU4YTOXeHue JII

MOHUTOpUHI KonuyecTBa obpalieHnii u coob

LWEHM O BbISAB/IEHHbIX HApPYLEHNAX NpY Npo ) " ) _ "

Bepke fieruTMMHoCTK JIINM BHELWHNMHN MOb30B

aTenamm

MpunoxeHue N 4

K MeToAMYecKUM peKoMeHaaUmaM



no rnopaaKy peannsauumn JKCrnepuMeHTa
OMUCAHUE 3HAYEHUM KIMOYEBbIX KITACCU®UKATOPOB B ®IrC Masn

1. KnaccudukaTtop TMNoB ynakosok J1I obecneumnBaeT xpaHeHWe cneayowmx 3Ha4YeHUn:
- NepBMYHas ynakoBKa;

- BTOpnyHas (notpebutenbckas) ynakoska;

- TpeTnyHas (3aBoAckas, TpaHCMopTHas) ynakoBkKa.

2. Knaccudukatop Buaos onepauuni pacdopmupoBaHus (TpaHcdhopmauum) ynakosku JIM
obecneumBaeT xpaHeHWe cneayLwmx 3HaYEHNN:

- n3bsaTMe 06pasLoB N3 TPeTUYHOM (3aBOACKON, TPAHCMOPTHOM) YyNaKoBKH;

- pacopMmpoBaHMe TPETUYHOM YNaKoBKK (3aBOACKOM, TPaHCMOPTHOM) 6osiee HN3KOrO YPOBHS
N3 TpeTUYHOWN (3aBOACKOWN, TPAHCMOPTHOM) yNakoBKM 60siee BbICOKOIO YPOBHS;

- nonHoe pacdopMmpoBaHne wn3 TPeTUYHOM (3aBOACKOM, TPAHCMOPTHOW) YMakoBKKM A0
BTOPUYHOM (NOTpebuTebCKON) yrnakoBKu;

- BJIOXXEHME AOMNOJIHUTENbHbIX YNakoBoK JIM B TPETUUHYO (TPaHCMOPTHYO) YNaKoBKY.

3. Knaccudukatop TunoB npuemkm JIMT Ha cknap obecneumBaeT XpaHeHue Ccreayowmx
3HauYeHunmn:

- noctynneHue JII oT NocTaBLUMKA;
- Bo3spart JII oT nokynaTens;
- onpuxogoBaHue nanuwkos J1M.

4. Knaccudukatop TWUMOB NPOM3BOACTBEHHbIX 3aka3oB JI[1 obecneymBaeT XpaHeHue
cneayrLwmx 3HaYeHnn:

- cobcTBeHHOe npounsBoacTeo J11;

- KOHTpaKkTHoe npoun3ssoacTeo JIM.

5. Knaccndukatop Tvnos BeBoaa J1IM B 060poT ob6ecneumBaeT XxpaHeHUE Cneayowmx 3HaYeHNn:
- JIM, npon3BeaeHHble Ha TeppuTopumn Poccuiickon deaepaumm;

- JIM, npon3BeaeHHble 3a pybexomM.

6. Knaccudukatop Tmnos BbiBoga JIM n3 obopoTa obecneuymBaeT XpaHeHWe crenytowmx
3HAYEHUNN:

otbop 06pa3uoB ANS NPOBEPKN COOTBETCTBUSA KauecTBy;

- oT6bop M Nepepaya Ha XpaHeHMe KOHTPOJIbHbIX U apXMBHbIX 06pa3LoB;

- oT6op 06pasuoB TaMOXEHHbIMK OpraHamu;

- oTtbop 06pa3uoB ANns AeKSlapupoBaHUsS COOTBETCTBUS;

- ot6op ob6pa3uoB B pamMmkax obs3aTesibHON cepTudukaumm;

- ot6bop 06pa3uoB B paMKax BbIBOPOYHOr0 KOHTPOJSIS;

- oT6op obpas3uoB B pamkax denepanbHOro Hagsopa B cdhepe 34paBoOOXpaHeHUs;
- oTbop 06pa3uLoB ANs NMPoOBeAEHUS KIIMHUYECKUX MCCneaoBaHnii <1>;

<1> [1na oueHKn KayecTBa BOCMPOU3BOAUMBLIX JIeKapCTBEHHbIX MpernapaTtoB MO OTHOLUEHWUIO K
OpUrnHanbHbIM.



- otbop obpa3uoB aAns papMaLeBTUUYECKON 3KCNEPTU3bI;

- oTbop o06pasuoB Ans 3KCNepTusbl KadecTBa MNpPM  OCYLECTBAEHUU pPerncTpaunoHHbIX
npoueccos <2>;

<2> B Tex Cnydaax, Koraa Tpe6YETCFI BHECTU WU3MEHEHUA B perncrpaunoHHoe Aocbe WU
HOPpMaTuBHbIE AOKYMEHTbI Ha }'IEKapCTBeHHbIﬁ npenapar.

- nepegaya AEMOHCTPaUVOHHbIX 06pa3uoB.;

- npoAaxa JIM B paMKax poO3HUYHON TOProBau;

- otnyck JI[1 no NbrotHOMy peuenTy;

- ucnonb3osaHue JIlN B paMKax U3roToBNeHUS NeKapCTBEHHbLIX HOpPM;
- ucnonb3osaHme JIMN npun okasaHUn MeaULMHCKOM MOMOLLN;

- pe3akcnopT;

- nepegava Ha yHuyTtoxeHue JI1;

- HegocTtava (nopua, ytpara) Jill;

- Kpaxa, xuweHue JII1;

- cnucanue JIMN 6e3 nepefayn Ha YHUUTOXEHUE;

- BbIBOA4 M3 060poTa CpeaAcTB naeHTndmKaummn, HakomnJeHHbIX B paMKax DKCNEPUMEHTa;

- npouee.

MpunoxeHne N 5
K MeToaM4yeckuMm pekoMeHAaumsam
rno NopsaKy peanusaunm JDKCnepmMeHTa

NMPABUINA
CO30AHUA, PASBUTUA U IKCTIITYATALNU ©I'UC MAOnnmn
¥ B3AUMOOEUCTBUSA C UHBIMU TOCYOAPCTBEHHbIMU
MHO®OPMALMOHHBIMN CUCTEMAMU

1. MNpaBuna co3aaHus, pa3sutus u akcnnyarauumn ®rmvc Mannm.

1.1. CospaHne, passutMe un 3Kkcnayatauma OrMC MAJM  ocywecTBNSOTCA Ha OCHOBe
cneayowmx NpuHUMNOB:

a) obecneyeHme MOMHOTbI, AOCTOBEPHOCTM, COXPAaHHOCTU MPUHMMAEMOM W NepenaBaeMon C
ncnonbzoBaHmem ®rmC MANM nHpopmMaummn, CBOEBPEMEHHOCTM €e NpeaoCTaBeHUS;

6) 6e3B03Me34HOCTb NpefocTaBneHns nHbopmaumm, cogepxawerncs s ®rmc MOMmM;
B) €4MHCTBO OpraHm3aunoHHO-MeToam4deckoro obecnedenmns ®rmMc M4Jan;

r) obecneyeHne pernaMeHTUpoBaHHOro goctyna Kk ®rmc MAnm;

A) 6ecnepebonHocTb pabotel ®rMC MAOJIM.

1.2. ®'C MAJIM obecneunBaeT:

a) naeHtudurkauuio JIN Ha OCHOBaHWU CEPUNHOIO rnobasbHOro naeHTUdOUKaLUMOHHOro HoMepa
TOProBoO eAnHULbI;



6) NOSHYI NMpOCNeXmnBaeMocTb ABMxXeHus JIIT oT npom3BoAUTENS NEKAapCTBEHHbIX CPeACTB A0
KOHEeYHOro noTpebutens NocpeacTBOM BHECEHUS COOTBETCTBYIOLWEN MHQOpMauuu, nepenaBaemMon
nonb3oBatensmm OIrMC MAJIM B CBSA3M C UBMEHEHUAMU COCTOSAHUA U (MNK) MecTononoxeHus JIMN Ha
NMPOTSAXEHUU BCEro XU3HeHHoro unkna JiIt;

B) 6nokmpoBaHume npuHatTna ceegeHun O®rMC MAJIN o sBoae B obopoTt, obopote n (nnn)
BbiBOAE M3 ob6opoTa JIM no nmopyyeHuto yrnosHOMOYEHHbIX deaepanbHbiX OpraHOB MCMOJHUTENbHOM
BJlaCTM B C/ly4yasiX, NpeaAyCMOTPEHHbIX HAaCTOSALWMMM METOANYECKMMIN peKOMEHAaUMSMN.

1.3. ®I'MC MAJIM copepXxuT cnegyrowme cCBeaeHuns:

a) cBeaeHus 06 yyacTtHukax obopota JIM;

6) cBeaeHMsa o NeKapCTBEHHbIX NpenapaTtax u nx obopoTe;

B) cBeaeHus o craTyce JIIM.

1.4. OCHOBHbIMK UCTOYHMKaAMM nHbOpMaunm, cogepxawenca B ®rmcC MAJNM, senawTca:
a) cBefleHuns, nepefasaeMble cybbekTamu obpaweHus JM;

6) cBeaeHusi,, nepenasaemMble ddeaepasbHbIMXM OpraHaMm UCMONHUTENIbHOW BacTU  MpwU
OCYLLECTBNIEHNUM UMW CBOMX GYHKUWUIA, C WCNOMb30BaHMEM TOCYAapCTBEHHbIX WMHMOPMaLNOHHbIX
CUCTEM, yKasaHHbIX B pa3gene II HacToawero NpuaoXeHus.

1.5. Koadduument gocrynHoctm OIMC MAJIMN coctaBnseTr He MeHee 99,5% 6e3 yueta
3anJiaHMpoOBaHHbIX NepnoaoB 06CNyXmBaHuUS.

TexHu4yeckoe obcnyxumBaHne OrmMC MAMNMN npoBoauTCs He dawe 4 pa3 B roa, nepuog
obcnyxuBaHMs COCTaBnsieT He 6onee 24 4yacos.

1.6. B pamkax passutnsa OrMcC MAJIM Onepatopom OIrMC MAJIT MoOXeT OCyWecTBAATbCA
BHECEHNEe U3MeHeHn B popMaTbl MHPOPMAUMOHHOIo B3amMogencremsa ¢ ®rmc MaJnmM.

YBenomneHve cybbvekToB obpaweHus JIIT o BHeCeHUM u3MeHeHun B dopmaTbl
WHdopMaumoHHoro B3aummogencTeus ¢ OMMC MANM ocywecTBNAeTCS NOCPeACTBOM pasMelleHus
aKTyanbHoW Bepcun GoOpMaToB MHAPOPMALMOHHOINO B3auMMOAENCTBUS Ha oduUManbHOM cauTe
OnepaTtopa B MHMOPMAUMOHHO-TENEKOMMYHUKAUNOHHON ceTn "WHTepHeT" He MeHee 4yeM 3a 7
pabouunx aHen Ao Bbixoda HoBon Bepcum GIrMC MAJM.

2. NpaBuna B3anmopencteua ®rMC MOJMN ¢ vHbIMM rocygapCTBEHHbIMU UHGMOPMALUOHHLIMU
cuctemamm

2.1. B npouecce skcnnyataumm OI'MC  MAJIN  ocywectBnsser  MHOOPMALUOHHOE
B3aMMoaencTeme CO  cneaylowmmm rocyaapCTBEHHbIMU MH(OPMaLMOHHbIMU cucTemMamm
denepanbHbIX OpraHoB UCMOSIHUTENbHOM BNacTU, B YaCTU NOJTYYEHUS CBEAEHUN:

a) eAuHbIn peecTp JUMUEH3UA Ha NPOM3BOACTBO JleKapCTBEHHbIX CpeacTB MuHnpoMTopra
Poccuun;

6) eaAnHbIN peecTp JIMLEH3UI, B TOM YnUC/Ie NIMLEH3UIA, BblAAHHbIX OpraHaMu rocygapCTBeHHOM
Bnactm cybwvekToB Poccuiickon ®epepaumm B COOTBETCTBUM C MepenaHHbIM MOSIHOMOYMEM MO
NNLEH3MPOBAHMUIO OTAENbHbIX BUAOB AeSTe/IbHOCTU B cdepe oxpaHbl 340poBbs, Poc3agpaBHaasopa;

B) roCy/lapCTBEHHbII peecTp JIeKapCTBEHHbIX CpeacTs MuHsapasa Poccuu;

r) rocyfapCTBEHHbIA peecTp npeaesibHbIX OTNYCKHbIX LEeH NPoM3BOAUTENEN HA NIEKapCTBEHHbIE
npenapaTbl, BK/JKYEHHbIE B MNEpPeYEeHb >XWU3HEHHO HeobxoaAuMbIX W BaxHenwux JIM, MuH3gpasa
Poccuun;

O) eOVHbIA roCyAapCTBEHHbLIA peecTp puandecknx nuu/EaMHbIR rocyaapCTBEHHbIN peecTp
nHAuBMAYyanbHbIX NpeanpuHnmatenenn ®HC Poccuu;

€) rocyaapCTBEHHbIN peecTp akKpeaAMTOBaHHbIX UIManos, NpeacTaBUTENbCTB WHOCTPaHHbIX
topmamnyeckmnx nuy ®HC Poccuu;

X) noacucteMa "MOHUTOPUHI KayecTBa JIeKapCTBEHHbIX CpeacTs" ABTOMATU3MPOBAHHOM
MH(OpMaLUMOHHON cucTeMbl Poc3apaBHaa30pa;



3) eauMHas aBTOMaTuM3MpoBaHHas MWHMOPMAUMOHHAA CUCTEMA TaMOXEHHbIX opraHos OTC
Poccun.

2.2. EAWHBIN peecTp /MLEH3MN Ha MPOU3BOACTBO JIEKAapCTBEHHbLIX CpeacTB MuHmpomTopra
Poccum ocyuwectBnsieT nepejady Ccreaylowux CBeAEHWI O  JIMLEH3UsIX Ha MNpOM3BOACTBO
NeKapCTBEHHbIX CPeACTB MNPOM3BOAUTENS JIEKApPCTBEHHbIX CPeAcTB, SABASIOLWErocs pe3naeHToM
Poccuiickon ®degepaumn:

a) MHH npoussoautens J1MM;

6) OrPH npounssoautens JiM;

B) HanMeHoBaHue npoussoautens J;

r) HOMEp NIMUEH3UN;

A) faTa BblAaun TNLEH3NN;

€) cTaTyC AeNCTBUS TNLIEH3UN;

X) AaTa N3MeHeHMns cTaTyca AeUCTBUSA JINLEH3UN;

3) aApec MecTa OCYLEeCTB/IEHUS AEATEIbHOCTU COrlacHO NuueH3nun (rnobanbHbll YHUKANbHbIN
naeHTMduKaTop agpecHoro obvekta B deaepanbHOn MHPOPMaALUMOHHON agpecHon cucteme (aanee -
OUNAC) u onucaHue);

n) NepedyeHb paboT, yCnyr CornacHo AnLEH3nu;
K) nepe4yeHb NeKapcTBEHHbIX (OPM COrMacHO NMNLEH3UU;
) AOMONHUTENbHOE oNucaHue no pabotam/ycnyram.

2.3. Nepepayva cBeaeHnn 0 nuueHsnax cybbekToB obpaweHuns JIM, aBnatowWwmnxca pe3ngeHTamm
Poccuiickonn ®epepaunn, B Or’MC MAMN PocspgpaBHag3opa ocyuwlecTBnsieT n3 EauHoOro peecrtpa
NNUEH3MI, B TOM 4UCe JIMLEH3UN, BbIAAHHbLIX OpraHamMu rocyfapCTBEHHOM BnactTm cybbekToB
Poccuiickonn ®egepaunm B COOTBETCTBUM C MepefaHHbIM MOSIHOMOYMEM MO  JIMLUEH3NPOBAHUIO
OTAesIbHbIX BUAOB AeSATeNIbHOCTU B cdepe oxpaHbl 340p0OBbS, B YAaCcTHOCTM cobupatoTca cnegyrowmne
CcBefeHus:

a) MHH/KMNMN cybbekTa obpaweHuns J1M;
6) HOMep NUUEeH3UK;
B) AaTa Ha4yana OenCTBUS NINLEH3UN;

r) agpec MecTa OCyLeCTB/eHUs AEeATENbHOCTM COrlacHo nmueH3sum (rnobanbHbii YHUKANbHbIN
naeHTndukatop agpecHoro obbekta B ®UAC 1 onucaHue);

4) cTaTyC AeNCTBUSA nueH3nn (MaeHTMdmrKaTop 1 onucaHme);
€) AaTa U3MEeHEeHUs cTaTyca AEUCTBUS NIMLEH3UN;
)X) nepeyeHb paboT, ycayr corfacHo AmueH3smn (MAeHTUPUKaAToOpbl U onNucaHue).

2.4. U3 TocynapCTBEHHOrO peecTpa JieKapCTBEHHbIX CpeAcTB M [0CyaapCTBEHHOro peecTpa
npeaesibHbIX OTMYCKHbIX LEeH MpOu3BOAUTENIEN Ha JieKapCTBEHHble rpenapaTtbl, BK/KOYEHHbIX B
nepedeHb XMU3HEHHO Heob6xoAMMbIX N BakHenwwnx JIM, MuH3gpas Poccuun ocyluecTBaseT nepefavy
cneayrowmx CBeeHWn o neKkapcTBeHHbIX npenapaTtax 8 ®rMcC MA4Jin:

a) HOMep perucTpaumoHHOro yaocrosepenus J1M;
6) AaTa rocyaapcTBeHHoW pernctpauunm J1M;
B) CTaTyC AENCTBUS perncTpauuoHHOro yaoctosepenms JiM;

r) MexayHapoAHoe HenaTeHTOBaHHOE HaMMeHOBaHue, UAU rPynnUPoOBOYHOE, MU XMMUYECKOoe
HanMeHoBaHWMeE,

Ll,) HaMMeHOBaHWe aepXxaTensa perncrtpaumoHHoro ygocrosepeHus Jill;

€) CTpaHa perucTpauun gepxatenst permcTpaunmoHHoro yaocrosepexus JM;



X) KOA Hanoronnatenbliuka AepxxaTens perucTpaumoHHOro yaoctoesepenus JIM B cTpaHe
perucTpaumu;

3) npu3Hak Hanuumsa JIIN B [lepeyHe >XM3HEHHO HeobxoAMMbIX W BaxHenwmnx JIM ang
MeANLMNHCKOrO NPUMEHEHUS;

M) ToproBoe HanmmeHoBaHwue JII1;

K) nepBuyHasa ynakoska J1I1;

/1) KOJIMYECTBO /1EKAPCTBEHHON (POPMbI B MEPBUYHON YMAKOBKE;

M) BTOpuYHasa (noTpebutenbckas) ynakoska JIM;

H) KOJIMYECTBO NMEPBUYHON YMaKOBKM BO BTOPUYHON (MOTPEOBUTENBCKOM) YrNaKoBKe;
0) NekapcTBeHHasa dopmMa;

M) KOJNYECTBO €AMHUL, U3MepeHuns A403npoBku J1MM;

p) HanMeHoBaHWe cybbekTa obpaweHunsa JIM, ocywecTensowero dacosky (ynakosky) JIM Bo
BTOPUYHYIO (MOTPEOUTENBbCKYO) YNAKOBKY;

C) Ko4 HanoronnaTtenbuwuka cybbekta obpaweHna JIM, ocywecTeasiowero ¢acoBky
(ynakosky) JIIN Bo BTOpUYHYLO (NOTpebuTenbCcKyto) YyNakoBKY, B CTpaHe perncrpauumm;

T) CTpaHa perucrpauunm cybbvekTa obpaweHus J1MM, ocywecTteasowero dacosky (ynakosky) J1M
BO BTOPUYHYIO (NOTpebuTenbCcky) ynakoBKy;

y) aapec OocCywecTB/ieHUs paesTenibHOCTM cybbekTta obpawenunsa JIl, ocywecTBnsiiowero
dacoBky (ynakoBky) JI[1 BO BTOpUYHYK (NOTPebUTENbCKYIO) YMAKOBKY COMlaCHO JIMLEH3UN
(rnobanbHbI YHUKaNbHbIM naeHTUdUKaTop agpecHoro obvekta B ®UAC n onucanume);

@) HaumeHoBaHue cybbekTa obpaweHus JIM, oCywecTBASAKLWEro CTaguilo BbiMyCKalLWEro
KOHTpOSIS;

X) KoA4 HamoronnaTenblmka CcybbekTa obpaweHus JIM, ocywecTBasowWwero Ccraauto
BbIMYCKaloLWero KOHTPOis B CTpaHe perucrpaunm;

L) CTpaHa peructpaunm cybvekTa obpalweHusa J1M, ocywecTBNsOWEro CTaauio BbiMyCKatowero
KOHTpOSS;

4) aApec ocyllecTBieHUs AeaTenbHOCTM cybbekTa obpalieHus J1MM, ocywecTsasOLWEero CTaamio
BbIMYCKAKOLWEro KOHTPONS, COrnacHo nuueHsum (rnobanbHbil  YHUKaNbHbIA - MAEHTUDUKATOP
agpecHoro obbekta B ®UAC 1 onucaHue);

W) Aata perncrpaunm npeaenbHoi LeHbl Ha 1IeKapCTBEHHbI npenapar;
L) npeaensHas 3aperncTtpMpoBaHHas LeHa, B pybnsx.

2.5. 3 EANHOro rocyaapCTBEHHOro peectpa lopuaundeckux nuvu/EAMHOro rocyaapcTBEHHOMO
peecTpa MHAMBMAYaNbHbIX npeanpuHuMatenen ®HC Poccum ocyllecTBAsSieT nepegadvy crenytowmx
CBeAleHNN 0 rocyAapCTBEHHOM permcrpaumm cybbekToB obpaweHus JM, asnsowmxcs pesmaeHTamm
Poccuiickon ®epgepaumn, 8 ®rmcC MAMNM:

a) WHH/KMNMN cybvekTta obpaweHus JIN (KMNM npeaocraeBnsieTcs TONbKO AJ1S HOPUANYECKUX
nu);

6) Ko4 HanoroBoro opraHa;

KoHcynbTaHTlNoC: npuMmedaHue.
Hymepauusa noAnyHKTOB AaHA B COOTBETCTBUM C OPULMNANBbHBLIM TEKCTOM AOKYMeEHTa.

r) Ko CTaTyCa ropuanyeckoro Jamua man nHamenayasabHOro npeanpuHnMMaTens,

B) HaMMeHOBaHMe yyacTHMKa obopoTa;



r) cTtaTtycC 3anucu (0] perncrpauunm ropnan4yeckoro nnua nnn NMHANBUAYaJIbHOIo
npeanpuHnMaTensd,

L) cBefeHuss o pykoBoguTene cybvekta obpaiwieHus JIM nnm ceBegeHus o6 vHAMBMAYaASIbHOM
npeanpuHuMaTene.

2.6. W3 TocynapCTBEHHOro peecTpa aKKpeauTOBaHHbIX @WInanoB, MNpeacTaBUTENbCTB
MHOCTpaHHbIX topuandyeckmnx nmy ®HC Poccmm ocywiecTBnsieT nepegavy crefylowmx CBeAeHUn o
perucrtpaumm npeactaBuUTeNbCTB WMHOCTPaHHbLIX oOpraHmsaumii - cybbektoB obpaweHus JIM Ha
Tepputopun Poccuiickon ®epgepaunm B OrincC MANM:

a) MHH/KIIM npeacraBuTennCcTBa;

6) Ko4 HanoroBoro opraHa ydeTa npeacraBuTeNbCTBA;
B) HaMMeHOBaHWe NpeaCcTaBUTENbCTBA;

r) HoMep 3anucm 06 akkpeanTaumu;

) cBefeHnsa 06 MHOCTPaAHHOW opraHusauum;

€) KOA4 COCTOSHWUS akkpeauTauum;

)X) CBeAEHUS O pyKOBOAUTESEe NpeacTaBmUTeNbCTBa.

2.7. U3 noacucteMbl "MOHUTOPMHI KayecTBa NIEKAapPCTBEHHbIX cpeacTB" ABTOMaTM3MpOBaHHas
nHpopMaunoHHasa cucrtema Poc3gpaBHaza3opa OCYLWeCTBASET nepefavy Creaylwmx CBeAeHWn O
BPEMEHHOM  BbIBOAE/OTMEHE BpPEMEHHOro BbiBoAa W3 ob6paweHuna JIM no uMHUMUMaTMBE
YNOMHOMOYEHHOro deaepasnbHOro opraHa ucnosHuTenbHomn snactu 8 ®rmcC MAann:

a) AaTa, C KOTopol Heobxoammo obecrneuynTb BPEMEHHbIN BblIBOA/OTMEHY BPEMEHHOIrO BbiBOAA
n3 obpalleHus;

6) HOMep permcTpaumoHHOro yaoctosepenus J1;
B) AaTa rocyaapCTBeHHOW perucTtpauum JI;

r) OCHOBaHME BpPEMEHHOro BbiBOAa W3 06palleHMsi/OTMEHbl BPEMEHHOro BbiBOAA U3
obpaweHuns;

A) PEKBU3UTbI JOKYMEHTa O BPEMEHHOM BblBOAE/OTMEHE BPEMEHHOIO BbiBOAA U3 obpalueHuns;
e) rnobanbHbIM MAEHTUHUKALNOHHBLIA HOMEpP TOProBon eanHULbI;
>K) HOMEp NpOM3BOACTBEHHOW Ccepuu;

3) WMHH/KMMN cybbekta obpaweHuna JIM (ecnn ocyLlecTBASETCA M3bATUE TOMbKO Y OAHOro
cybbvekTa obpaweHus JIM, a He Bcen cepun/naptun);

2.8. N3 eanMHON aBTOMaTU3UPOBAHHON MHMOPMALMOHHON CUCTEMbI TaMOXEHHbIX opraHos OTC
Poccum ocyuwectenseT nepepadyy cneaywowux ceegeHut o JIM, BBe3eHHbIX B POCCUMICKYIO
degepaumio M MOMELLEHHbIX MOA OMpeaesieHHble TaMOXEHHble npoueaypbl, COAEPXaLLMXCH B
aeknapauuu Ha JIM, 8 ®r'1MC MOJIMM:

a) KoA TaMOXEHHOro opraHa;
6) naTta perncrtpauun geknapauum Ha JM;
B) perncTpauuoHHbIi HOMep Aeknapaunu Ha J1;

r) kog JIM no JIN HoMeHKNaType BHELWHEIKOHOMUYECKON JessTenbHOCTU EBpasniickoro
3KOHOMMYECKOro Coto3a;

A) cepuiHbIn rnobanbHbIl MAEHTUMUKALMOHHBIN HOMEp TOProBOWM eAMHULbl UAW TPynnoBOM
Ko4 yMnaKoBKW, B KOTOPOM HaxoauTcs BbiMyLleHHbIM B obopoT JIM (B cnydyae BbiMycka rpynnoBoi
YNaKOBKN LeIMKOM);

E) TaMO>XXeHHad CTOMMOCTb, CTaTUCTU4HeCcKasd CTOMMOCTb U CbaKTypHaﬂ cToumocTb J1MM;

) Koz CTpaHbl npoucxoxaeHus J;



3) UWAEHTUDUKALUMOHHBLIA  HOMEp  HanoronnaTenblinka cybbekTa  obpauweHus 1M,
OCYLLECTBSIOLLErO BBO3 U AeknapupoBaHue JMM;

W) KOA 3asiBSIEHHOM TaMOXEHHOW npoueaypbl B COOTBETCTBMM C KjlaccmdukaTtopoM BUAOB
TaMOXeHHbIX npoueayp.

2.9. OrMC MANN ocywecTBnsaeT nepegavy cnepywwmx ceegeHuii o JIIN, BBE3EHHbIX Ha
Tepputopuio Poccuickoni deanepaunn, B EAMHYI0 aBTOMatM3nMpoBaHHY0 UMHMOPMALIMOHHYIO CUCTEMY
TaMoXeHHbIX opraHos ®TC Poccun no 3anpocy:

a) wMAeHTUPUKAUMOHHBIN  HOMep  HanoronnaTenbwunka cybbekta  obpawenuna 1M,
OCYLLECTB/IAOWEro BBO3 N aeknapuposaHue J1M1;

6) kog JIN no JIM HOMeHKNaType BHELHEIKOHOMUYECKOW AedATenbHOCTU EBpa3sniickoro
5KOHOMMYECKOro COH03a;

B) rnobanbHbIi NOEHTUDUKALUNOHHbBINM HOMEP TOProBOM eAMHULbI;

r) rpynnoBon koA ynakoBku J1M, B KOTOPOW HaxoAWUTCS BbiNyweHHbIM B o6opoT JIM (B cny4yae
BbINMyCKa rpyrnnoBoi YrNakoBKN LLEIMKOM);

Aa) ctatyc JIM 8 ®rncC Mann;

€) nepeyeHb CEpUMNHbLIX FNobanbHbIX WAEHTUDUKALMOHHBIX HOMEPOB TOProBOi eauHWLBbI,
coaepXallMxcs B FpynrnoBoi ynakoBKe.

2.10. JeTanbHbli nepeyeHb cBeaeHun, npenocTaBasieMblX rocyAapCTBEHHbIMU
WHMOPMaLMOHHbIMKN cucteMammn denepasnbHbiX OpraHoB WMCNOMHUTENbHOMW Bnactm B ®IrMC MAJIM,
onpepensertcs COrnacoBaHHbIMMU TEXHOSIOrMYECKMMM KapTamu MeXBeAOMCTBEHHOIO
B3aMMOAENCTBuUS.

2.11. B pamkax uHdOpMaUMOHHOro B3aummogenctema OIrMC  MAJIM  ocywecTBasieT
npeaocTaB/ieHNWe CBeAEHWUI B roCyAapCTBEHHble MHMOPMaUMOHHbIE CUCTEMbl 3aMHTEpPEeCOBaHHbIX
denepanbHbIX OpraHoOB  WUCMOSIHUTENbHOW BNacTM B COOTBETCTBMM C  COr1acOBaHHbIMU
TEXHONIOMMYECKMMN KapTaMu MexXBeJOMCTBEHHOIO B3aMMOAENCTBUS.

MpunoxeHue N 6
K MeToaM4yeckMM pekoMeHaaumsaMm
no NMopsiAKy peanusaumm DKCrnepuMmeHTa

dopma 3aAB/IeHUA
Ha y4acTue Ha [O6pPOBONLHON OCHOBE B JKCMNEpUMEHTe
MHOCTpPaHHLIX AepxaTenen perucTpauuMoOHHbIX yOOCTOBEpEeHUn,
HE UMeHWMX MNpeacTaBUTeNbCTBa Ha TeppuTOopuM
Poccuiickoin depepaunu

Ob6wwe ceeaneHus 06 nMHocTpaHHOM aepxaTtene PY

HanMeHoBaHME MHOCTPaHHOIO opuaAnY
€CKoro mua

CBefeHUst 0 perncrtpaumm MHOCTPaHHO
ro KPMANYECKOro NMua B CTpaHe peru
cTpaumun (HanMeHoBaHWe perncTpmpy
IOLEero opraHa, permcTpaumMoHHbIA HO
Mep, KOA HasoroniaTenblmka uim er
0 aHasor)

ALpec MHOCTpaHH
oro ropmagmyeckor




HanmeHoBaHuWe 1 UMDPOBOI Koa CTpa
Hbl permcTpauunm B cootTBeTcTBum ¢ 06
MM KNnaccndrKaTopoM CTpaH MuUpa

0 NMua B CTpaHe
perumcTpaumm

nsa, e-mail

damMunus, UMsi, OTYECTBO /INLLA, OTBETC
TBEHHOrO 3a yyacTue B DKCNepPUMEHT
€, AOJIKHOCTb, KOHTaKTHas MHdopmau,

CeeneHus o JIM, npeanaraeMbix 4ns y4acTus B DKCNEPUMEHTE No MapKMpoOBKe

Homep perucrtpauno
HHOrO yaoCToBEpEH
ns

MHH

ToproBoe Ha3BaHue

a3BaHune

biNycKa

Toprosoe H

YnakoBka, da
COBKa, A031pOo
Bka, ¢popma B

crnepuMmeHTe

CBeneHuns 0 NpON3BOACTBEHHbIX NAOLWAAKaX, Ha KOTOPbIX OCYLLECTBASETCS BbIMyCK I
OTOBOM MpPOAYKUWM, yHaCTBYOLWEN B IK

Aapec MecTa ocyue
CTBJIEHMS AesTesbH
oCcTH

CBeneHus o npo
n3BoauTene: Ha
MMEHOBaHMe, KO
A NMOCTAHOBKM H
a y4JeT B Hasnoro
Bble OpraHbl

CeeneHuns o NpoM3BOACTBEHHOW ANHUK (TUN
1 Mapka o60pyaoBaHusl, cCnocob HaHeceHus
MapKMpPOBKW)

CeefeHus o BBo3e B Poccuiickyto defepaunto ydacTByOWNX B DkcnepumeHTe J1I1

HaumeHoBaHuWe nNpo
Aasua

HanmeHoBaHue
mMnopTtepa

LLOCTOBEpEHMS

HoMep perncTtpaunoHHOro y

bIMycKa

Ynakoska, ¢a
COBKa, A03MpOo
Bka, popma B

[laTa nojayn 3aAB/ieHUS O rOCyAapCTBEHHOW perucTpauuv NeKapCTBEHHOro
npenapaTta Ana MeAUMLMHCKOro MNpuUMeHeHus

3aABsieHMe O rocyfapCcTBEHHOW perucTpauun NN pgna

mMeagnUnHCKOro npuMmeHeHuA,

npeacTaBun:

201_r.

M. M.

(BONXHOCTDL)

(0.1.0.)

no

(noanucb)

MpunoxeHne N 7

K MeToaAM4YeCKMUM pekoMeHaaunam

NnopsiiKy peanusaumm dKcnepuMeHTa



NEPEYEHb
CBELEHWN, NEPEQABAEMbIX CYEBEKTAMU OBPALLEHUA NN B ®riuc mann
NP BBOAE 1NN B OBOPOT

CBeaeHus, nepeaaBaeMble cy6bekTamu obpaweHus JIM B ®rUC MAJIMN, o JIM, nponsBeAeHHbIX Ha
Tepputopum Poccunckon ®Pepgepauun:

1. CybbekTbl 06pawenHunsa JIIN npu 3aBepleHnn ctagnm dhacoskm (ynakosku) JIM BO BTOPUYHYIO
(noTpebuTenbCcKky) ynakoBKY NpeAoCTaBAAT creaylwy MHOOPMaUUo B OTHOLWIEHUU KaXAoWM
eanHunubl J11:

a) AaTa COBEpLUEHMS onepaunm;

6) umaeHTUdMKAUMOHHBIN  HOMEep  HanoronnaTtenbliunka cybbekTta  obpaweHuna  JIM,
ocyuwectenstowero ¢acosky (ynakosky) JIN Bo BTOpUYHYtO (NMoTpebuTenbCckyo) ynakoBKy;

B) aApec OCYyLLeCTB/IeHMs AesiTeNbHOCTU, rae 3aBeplleHa ctaaua gacosku (ynakosku) JIM BO
BTOPUYHYIO (NOTPEBUTENBbCKYIO) YNAKOBKY;

r) TN Npou3BOACTBEHHOIO 3aka3a (KOHTpaKTHOe uau cobcTBeHHOe NPOM3BOACTBO);

4) naeHTUUKaAUMOHHbIA HOMEpP HasoronnaTesnblmka cybbekTa obpalleHus JMM, senstowerocs
3aKa34MKOM KOHTpaKTHOro (noapsigHoro) npowussoacTeBa (B cnyyae npeacraBieHns MHdopMaumm
cybbekToM 06pauweHus JI, oCcyLlecTBAAOWMM KOHTpakTHoe (noapsiaHoe) Npon3BoACTBO);

€) rnobanbHbIN NAEHTUPUKALMOHHDBIA HOMEP TOProBON eauHNLbI;
)X) HOMep NMpon3BOACTBEHHOM cepun J1I1;
3) pata ucrtedeHms cpoka rogHoctu JM;

n) kog JIM no ToBapHOM HOMEHKNAType BHELIHE3KOHOMUYECKON aeaTesibHoCTM EBpasniickoro
3KOHOMMYecKoro coto3a (kog TH B2);

K) CepunHbIA rnobanbHbin MAEHTUMDUKALUMOHHBIA HOMEp TOProBOW eAWHWLbI, MPUCBOEHHbIN
BTOpUYHOM (noTpebutenbckomn) ynakoske J1.

2. CybbekTtbl obpaweHus JI[1 npu 3aBepweHnM CTagum  BbiMyCKalLWero KOHTpons
NpeaocTaBnsAT ceayowy MHGopMauulo O BbiMYCKE FOTOBOM MPOAYKUMW B OTHOLUEHUWU KaXXAoOWM
eanHuubl J1M, nponsseaeHHON Ha TeppuTopun Poccuinckon depepaumn:

a) AaTa COBEpLUEHMS onepaunm;

6) wumaeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenblunka cybbekta  obpaweHuna  JM,
perncTpupytowero CBeAeHns 0 BbIMyCKe roToBOM NpoayKUNK;

B) aJpec ocyllecTBNeHUsa [OeaTeNbHOCTM cybbekTa ob6pauleHus JIM, perncrpupytoLlero
CBEAEHNS O BbiMyCKe roTOBOM NMpoAyKUUK;

r) BuWA [OOKYMEHTa TMOATBEPXAEHMS COOTBETCTBUSI COrflacHO GopMe MNOoATBEPXAEHUS
COOTBETCTBUSA NMPOAYKLUM TPEBOBAHUAM TEXHUYECKUX perfiaMeHToB (cepTudukaT, Aeknapauus);

O) PEKBU3UTbI AOKYMEHTA MOoATBEPXAEHMS COOTBETCTBUS (AaTa u HoMep);

KoHcynbTaHTlNoC: npumMmedaHue.
Hymepauumsa noAnyHKTOB AaHA B COOTBETCTBUM C OPULMANBbHBIM TEKCTOM AOKYMeEHTa.

X) cepuiHbIn rnobanbHbIl MAEHTUMOUKALMOHHBIA HOMEP TOProBOW €AMHMULbI WUAN TPYMNMnoBOWM
Ko ynakoBKM, B KOTOPOW HaxXoAMUTCS BbINYLWEHHbIM B 0 060poT JIM (B cnydyae BbiMycka rpynnoBoi
YNaKOBKW LIENTUKOM).

CBeaeHus, nepeaaBaeMble cyobektamu obpaueHus JIM B ®rUC MAJM, o JIMN, nponsBeaeHHbIX 3a
npenenamu Tepputopun Poccuiickon depepauum:



3. CybbekTtbl obpaweHnus JIM npu 3aBeplweHUM CTaguMu  BbiMyCKalLWeEro KOHTposs
NpeaoCTaBNAOT CleayloLyo MHDOopPMaLM0 B OTHOWEHUN Kaxaon eanHuubl 1M, nponssBeaeHHON 3a
npeaenamu Tepputopumn Poccuimnckon degepaumn:

a) JaTa coBeplUeHus onepaunm;

6) permMcTpaumoHHbIN HOMep  HanoronnaTenbluMkKa  Aepxxartens PErnMcTpaumoHHOro
yaoctosepeHus JIM B cTpaHe perncrpaumm win MaeHTU@PUKALMOHHbBIM HOMEp HasoronaaTenblinka
(ana cybbekta obpaweHusa JIM, asnswowerocs pesnaeHToMm Poccuiickon @depepaunmn, wau
npeacraBmMTenbCcTBa cybbekTa obpawenmns J1IM Ha Tepputopun Poccuiickon depepaunmn);

B) KOA CTpaHbl perncrpaummn gepxatens perucrtpaunoHHoro ygocrtosepeHus JIM (ana cybbekTa
obpaweHus JM, He aenatowerocsa pesmaeHToM Poccuiickon Gegepauunn);

r) permMcTpaumoHHbIN HoMep HanoronnartenbliMKa cybbekTa obpauieHuns nn,
ocywectenstowero dacosky (ynakosky) JIIM BO BTOpMUHYO (NOTPEOUTENBCKYO) YNAKOBKY, B CTpaHe
perncrtpaumm;

A) KoA4 CTpaHbl peructpaumm cybbekTa obpauweHusa J1M, ocyuwecTeasowero ¢acoBky
(ynakoBky) JIIN BoO BTOpUYHYLO (NOTpebuUTenbCcKyo) ynakoBKy;

€) HamMeHoBaHue cybbekTa obpaweHunsa JIM, ocywecTeasowero dacosky (ynakosky) JIM Bo
BTOPUYHYIO (NOTPEOUTENBCKYIO) YNAKOBKY;

x) pPEermMcTpaumoHHbIN HOMep Hanoronnartenblmka cybbvekTa obpalieHuns nn,
OCYLLECTBSAOLErO BbIMyCKaOLWMN KOHTPOb, B CTPaAHE perncrpaumu;

3) KoA4 CTpaHbl permcrtpaumm cybbekta obpalieHus JIIM, ocylecTBnsiowero BbiNyCKawoWwmi
KOHTpPO/Ib;

n) HaunMeHoBaHMe cybbekTa obpalleHns, OCYLLECTBASIOWErO BbiMyCKalLWMn KOHTPOSb;
K) rnobanbHbIn NAEHTUPUKALUNOHHbBINM HOMEpP TOPrOBOW eANHULbI;

1) HOMep Npoun3BOACTBEHHOM cepumn JIMT;

M) AaTa ucteyeHus cpoka rogHoctu JiIM;

H) kog JIM no JIM HOMeHKkNaType BHELHEe3KOHOMUYECKONn AaesaTenbHoCcTn EBpasuinckoro
3KOHOMMYecKkoro coto3a (kog TH B24);

0) cepuiHbIn rnobanbHbI MAEHTUPUKALMOHHBIN HOMEpP TOProBOM eAMHWULbI, NPUCBOEHHbIN
BTOpMYHOM (NnoTpebutenbckon) ynakoske JIIM.

CBeneHus, nepepaBaemble cybbektamu obGpaweHus JIM B ®rMC MANMN, o JIM, BBo3uMbIX Ha
Tepputopuio Poccuickon ®epgepaumm:

4. CybbekTtbl obpaweHus JIMN npu 3aBepweHun oTrpysku JIM B Poccuickyto depepaunto
NpeAoCTaBAST cneayowyo MHOOPMaLUno B OTHOLWEHUU KaXaon eanHnubl JM:

a) AaTa COBepLUEeHMs onepauuu;

6) permcTpaumMoHHbIN HOMep  HanoronnaTenbliMkKa  AepxaTtens pernMcTpaumoHHOro
yaoctosepeHus JIM B CTpaHe perncrpaumm vian MAEHTUPUKALUMOHHbBIA HOMEp HanoronaaTenblinKa
(ana cybbekta obpaweHus JIM, saensiowerocs pe3naeHToM Poccuiickon Odepepaunm, wWan
npeacrtaBuTenbCcTBa cybbekTa obpawernus J1M Ha Tepputopun Poccuiickon Gepepaunmn);

B) KOZ CTpaHbl perncrpaumm gepxaTtens perMcTpaumMoHHoro yaoctosepenus JIM (ans cybbekTa
obpaleHus JIMN, He aensowerocs pe3maeHToM Poccuinckon degepaunn);

r) perncTpaumMoHHbIM HOMep HanoronnaTeNblunKka, siBAsowerocs npogasuom JiM, B cTpaHe
permcrpaumm;

A) KOA CTpaHbl permcTpauun npoaasua JMl;

€) naeHTMdMKaUMOHHbBIA HOMep Hanoronnartenblmka cybbekta obpawennsa JM, asnsawowerocs
nokynatenem JIIN B Poccuinckonm depepaumu;



XX) PEKBU3UTbI MNEPBUYHONO AOKYMEHTa, SBASAKWErocd OCHOBaHWeM Ans oTrpysku JII B
Poccuinckyto depepauunto;

3) CepunHbIA rnobasnbHbIl NAEHTUPUKALMOHHBIN HOMEpP TOProBOW eAWHUUbI WX TPYMNMOBOWM
Ko4 YMNaKoBKM, B KOTOPOM HaxogauTcs AaHHbin JIM (B ciyyae OTrpy3KuM TrpynrnoBOW YMNaKOBKMU
Le/IMKOM).

5. CybbekTbl obpawenums JIMN npu ocywecTtsneHnn Beo3a M pasmeweHunsa JIM Ha Tepputopumn
CK/laja BPEMEHHOr0 XpaHeHUd UM B 30HE TaMOXXEHHOro KOHTPONS MpeaoCTaBnsAlT Cleayrowyro
MHMOPpMaLMIO B OTHOLWEHUN KaXkaon eanHuubl J1M:

a) JaTa coBeplueHus onepaunm;

6) perncTtpaumoHHbIi  HOMEp  HanoronjaTenbluMka B CTpaHe  pernctpaunm  unm
NAeHTUMUKAUMOHHbBIA HOMep Hasoronnartenbwmka (ans cybvekta obpawenus JM, asnsaowerocs
pesnaeHToM Poccuinckon Odepepaunn, wnaM npeacraButenbcrtsa cybbekTa obpaweHusa JIIT Ha
Tepputopun Poccuinckoin depepaumnmn) cybbekta obpaweHus JM, ocywecteastowero Beo3 JIIM Ha
Tepputoputo Poccuirickon depepauunm;

B) KOA4 CTpaHbl peructpaumm cybbekta obpaweHus JIM, ocywecTtenswowero Beo3 JII Ha
Tepputoputo Poccuinckon depnepaunm (ansa cybbekta obpaweHus J1, He ABNSOWErocs pe3maeHToM
Poccuiickon ®egepaumn);

r) Koa TaMOXXEHHOro opraHa M permcTpaunmoHHbIl HOMep cknada (aapec MeCcToHaxoXAeHus
ToBapa corflacHo Aeksapauum Ha ToBapbl)

) pPErncTpaumMoHHbIM HOMEp HanoronnaTenbluMkKa, ABAsoWerocsa npogasuoM JIM, B cTpaHe
permcTpaumm;

KoHcynbTaHTlNoC: npnmedaHue.
Hymepauusa noAnyHKTOB AaHa B COOTBETCTBUM C OPULMANBbHBIM TEKCTOM AOKYMEHTa.

)X) KOA CTpaHbl perucTpaunm npogasua Jill;
3) TUnN AOroBopa;

M) pPEeKBU3UTblI MNEPBUYHOrO [AOKYMEHTA, SBSLWErocs OCHOBaHMeM pnans BBo3a JIM Ha
TeppuTopuio Poccuiickonn deagepaunn (aata n Homep);

K) CepuMHbIN rnobanbHbin NOEHTUDUKAUNOHHbBI HOMEp TOProBOW €AWHUUbI WAN FPYMNMnoBOMn
KOZ4 yNaKoBKM, B KOTOPOW HaxoAUTCst AaHHbIn JIM (B cnyyae BBO3a rpynnoBOM YNaKOBKM LIESIMKOM).

6. CybbekTtbl obpaweHusa JIM npu nomeweHun JIIN noa COOTBETCTBYIOLLYIO TaMOXEHHYH
npouenypy (M3MEeHEeHUM TaMOXEHHOW npoueaypbl) NPeaoCTaBAAT creaywwyto nHdbopmauuio B
OTHOLLUEHUN KaXaon eanHuubl JIT:

a) AaTa CoBepLUEHMS onepaunm;

6) wnoeHTUPUKAUMOHHLIM  HOMep  HanoronaaTenblwunka cybbekTa  obpaweHna  JIM,
ocyllecTeasowero geknapnposatue JIN Ha Tepputopumn Poccuiickon ®eaepaumm;

B) BWA [AOKYMEHTa MOATBEPXAEHUS COOTBETCTBUS COrflacHo ¢opMe MNOoATBEPXAEHUS
COOTBETCTBUSA NMPOAYKLUM TPEGOBAHUAM TEXHUYECKUX pernaMeHToB (cepTudukaT, Aeknapaums);

) PeKBU3NTbI AOKYMEHTa NOATBEPXAEHNS COOTBETCTBUSA (AaTa U HOMep));
) KO4 TaMOXXeHHOM npoueaypbl;

€) KOA TaMOXXEHHOro opraHa;

X) pPeKBU3NTbI TAMOXEHHOW Aeknapauumn Ha JiM;

3) TaMOXeHHas ctouMocTb JII cornacHo aeknapauuun Ha JilM;

n) cepuiiHbIn rnobanbHbIi UAEHTUPUKALUMOHHbLIM HOMEp TOProBOM eAWHMUbI MK FpynnoBOW
KOA YMNaKOBKW, B KOTOPOM HaxoAuTCsA AaHHbld JIM (B cnydae noMeweHWs noa TaMOXEHHYH
npoueaypy rpynnoBoi YNakoBKW LLENIMKOM).



7. CybbekTbl obpaweHunsa JIM npu nepemeweHnn JIM mexay 30HaMM TaMOXEHHOrO KOHTPOJS
NpeaoCcTaBnsaloT cneayowyo nHhopMauunio B OTHOWEHNM KaXA0W eaAnHULbl ToBapa:

a) AaTa COBEpLUEHMS onepaunm;

6) perncTtpauMoHHbIW  HOMep  HanoronnaTenblWMka B  CTpaHe  perucrpauuuM  unu
MAEHTUMUKALUMOHHbIA HOMep Hanoronnartenbuwmka (ons cybvekTa obpaweHunsa JIM, aensawowerocs
pe3naeHToM Poccuiickor ®epepaunn, wnm npeacraBuTenbCcTBa cybbekta obpauweHus JIM Ha
Tepputopun Poccuiickon ®epepaunn) cybbekta obpaweHuns JIM, ocylWwecTBASOWEro nepemelleHme
an;

B) KOA CTpaHbl perncrpaummn cybbvekta obpalwenus J1I, ocywecTenstowero nepemeweHme (ans
cybbvekTa obpaweHus JIM, He aBnswowerocs pesmaeHTom Poccuinckonn ®epgepaunm);

KoHcynbTaHTlNoCc: npumedaHue.
Hymepaums noanyHKTOB AaHa B COOTBETCTBMM C 0OULMANBbHBIM TEKCTOM AOKYMEHTA.

B) KOA TaMOXEHHOro opraHa W perucTtpauMoHHbIN HOMep CcKnaga oTrpy3ku (agpec
MeCTOHaxoXAeHWsl ToBapa COrfacHO Aekniapaumu Ha ToBapbl, C KOTOPOro OCYLUeCTBASETCH
nepemelleHune);

r) KOA TaMOXEHHOro opraHa W perncTpauuMoHHbIN HOMep Cckiaga npuemkn (appec
MeCTOHaX0oXAeHns ToBapa, Ha KOTOPbIA OCYLLECTB/ISIETCS NepeMELLEHNE);

A) CepunHbli rnobanbHbin NAEHTUDUKAUNOHHbBIM HOMEpP TOProBOW eAWHUUbI WUAW FPYnnoBOM
KO4 yMnakoBKW, B KOTOPOM HaxoAWTCS AaHHbii JIM (B cnydae nepeMelleHus rpyrnnoBoi YyNaKOBKU
LEesINKOM).

8. CybbekTtbl obpawenusa JIM npu nepemeweHnn JIMN 13 30HbI TAMOXEHHOro0 KOHTPONSA Ha
dapMaLeBTUYECKNI CKNaa MpefoCTaBnsaloT Cneaywylo MHGOPMaUUKD B  OTHOLUEHMW KaXAoM
eanHunubl JI:

a) AaTa COBepLUEHMs onepaumu;

6) umaeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenblinka cybbekta  obpaweHuna  JIM,
ocywecTtenstowero sao3 J1M Ha Tepputoputo Poccuiickon depepaunm;

B) aApecC OCyLLeCTBNeHnNs AeaTeNnbHOCTM cybbekTa obpalteHus JI, ocywecTtengtowero sso3 JiM
Ha TeppuToputo Poccuiickon deaepaumm;

r) KOA TaMOXEHHOro opraHa W perucTpaumoHHbIA HOMep cknada oTrpysku (aapec
MECTOHaxX0XAEHUS TOBAapOB, C KOTOPOro OCYLLIECTBIEHA OTrpy3Ka);

O) PEKBU3UTbI MEPBUYHOIO0 AOKYMEHTA, SABNAOLWErocss ocHoBaHueM ans npmemkun JIM Ha cknag
(paTta n HoMmep);

€) CTOMMOCTb M3 COMpPOBOAMTENbHOW [AOKYMEHTauMu Ha TOBap, Ha OCHOBaHMK KOTOpPOW
oopMISIeTCA TaMOXeHHas AeKfapauMs C YY4eTOM TaMOXXEHHbIX MOLWJINH U CO60pOB 3a TaMOXEHHoe
ocdopmneHue;

) CepuiHbIi rnobanbHbln MAEHTUMDUKALUNMOHHBIN HOMEpP TOProBOW e€AMHMUbI WN TPynrnoBoK
KO4 YMakKOBKM, B KOTOpOM HaxoauTcs pAaHHoe JIM (B cnydae npuveMKM Ha cknag rpynnoBoi
yNaKoBKWN LESIMKOM).

9. CybbekTbl obpaweHuna JIM, ocywecTBasawowme nepegadvy JIM, noMeweHHOro nog
TaMOXEHHYI0 npoueaypy TaMOXEHHOro cknaga, Apyromy cobCTBeHHUKY (CMeHe cobCTBeHHMKA)
NpeaoCcTaBnsalT cneayowy nHGopMaunto B OTHOWEHNN Kaxaon eanHnubl J1M:

a) AaTa COBEpLUEHMS onepaunm;

6) perncTtpaumoHHbIl  HOMEp  HanoronjaTenbliMka B CTpaHe  pernctpaunm  unm
naeHTUUKAUMOHHbBIA HOMep Hasoronnatenbwmka (and cybbekta obpawenus JM, asnsaowerocs
pe3naeHToM Poccuiickon ®depepauunn, wnm npeacraBuTenbCcTBa cybbekta obpauwenus JIM Ha
Tepputopun Poccuiickon ®epepaunmn) cybbvekTa obpaweHus JIM, ocylwectensiowero nepegady Jll;



B) KOA CTpaHbl peructpauum cybbekTta obpawenusa JIM, ocywectBnswowero nepegavy (ans
cybbvekTa obpaweHus JIM, He aBnswoLwerocs pesmaeHTom Poccuinckonn ®epepaunm);

r) uMAeHTMMdMKAUMOHHBIA  HOMep  HanoronjaaTenbwunka cybbekta  obpawenus  JiM,
ocyulectendawowero nepegavy JMt;

A)  WAEHTUAUKAUMOHHbLIA  HOMEep  HasoromnnaTenblwmka cybbvekta  obpawenus M,
ocyuiectsndowero npuemky JiMM;

€) peKBM3NTbl NEPBMYHOIO AOKYMEHTA, SIBASAOLIErocs OcHOBaHMeM ans nepeaaun J1M (gata w
HOMep);

KoHcynbTaHTl0C: npuMedaHue.
HyMmepauuns noAnyHKTOB AaHa B COOTBETCTBMKU C opuLMasbHbIM TEKCTOM AOKYMEHTa.

3) CepunHbIA rnobanbHbIl NAEHTUPUKALMOHHBIN HOMEP TOProBOW eAMHUUbI WX TPYMNMNOBOWM
KO4 YMNakoBKW, B KOTOPOM HaxoAWTCA AaHHbid JIM (B cnydae nepegadu rpynrnoBoi ynakoOBKU
Le/IMKOM).

10. Cyb6bekTtbl o0b6paweHusa JIM, ocywecteaswowme npuemky JIM, noMeweHHoro noj
TaMOXEHHYI0 npoueaypy TaMOXEHHOro cknaja, npu noATBEPXAEHUM CBEAEHWN, COAEPXALLUXCH B
OrnMcC MAJIN o nepepaHHbix JIM, NpeacTaBnslOT CNeayowylo MHOOPMaUUKD B OTHOLUEHUMN KaXKAOM
eanHuubl JI:

a) AaTa CoBepLUEHMS onepaunm;

6) umaeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenblWunka cybbekTta  obpaweHua  JIM,
ocyuwectensaowero npuemky JMM;

B) MAEHTMMdMKAUMOHHBIA  HOMep  Hajnoronsatenblwmka cybbekta  obpawenus  JiM,
ocywecrengowero npuemky Jl;

r) cepuinHbln rnobanbHbI NAEHTUPUKALMOHHbBIN HOMEP TOProBOM €ANHULbI UM FPYNNOBOM KOA
ynaKkoBKW, B KOTOPOW HaxoauTca aaHHoe J1IM (B cnydae nepegayv rpynnoBOM yNaKOBKU LIESTMKOM).

11. CybbekTbl o6palieHus JIIN npu ocywecTsneHmn otrpysku JIM B Poccuinckyto depgepaunto ns
rocygapcte - uneHoB EADC npeactaBasiioT cieayowyr uHMDOpMauuilo B OTHOWEHUUM KaXAok
eanHunubl JI:

a) AaTa COBEpLUEHMS onepaunm;

6) perucTpaumMoHHbIi  HOMEp  HanoronaaTenblMKa  AepxaTensa  perncTpaunoHHOro
ynoctoBepeHus JIM B cTpaHe perncrpaumm mam MAeHTU@UKaUMOHHbIA HOMep HasoronjiaTenblnka
(ana cybbekta obpaweHus JIM, aenswowerocsa pe3unaeHToM Poccuiickon ®epepauun, wnm
npeacTaBuTenbCcTBa cybbekTa obpaiieHus J1M Ha TeppuTopumn Poccuinickon depepaunmn);

B) KOA CTpaHbl perncrpaunmn aepxaTtens permcrtpaumoHHoro yaoctosepernus J1M (ana cybbvekTa
obpaleHus JIMN, He aensowerocs pe3maeHToM Poccuickon degepaunn);

r) perncTpaumMoHHbIM HOMep HasnoronnaTefblinKka, siBAstowerocs npogasuom JIM, B cTpaHe
permcrpaumm;

A1) KoA CTpaHbl pernctpauumn npoaasua JMl;

e) naeHTMdUKauMOoHHbIA HOMep Hanoromnnartenblwmka cybbekta obpawenna JM, asnsawowerocs
nokynatenem JIMN B Poccuinckon denepaumu;

XK) agpec OCyWeCTBfieHMs AOeAaTenbHOCTM cybbekta obpawenusa JIM, sasastowerocs
nokynatenem JIIN B Poccumnckon degepaumu;

KoHcynbTaHTlNOC: NnpuMedaHue.
HyMepauuns noanyHKTOB AaHa B COOTBETCTBUM C odUUMANIbHBIM TEKCTOM AOKYMEHTA.

M) PpeKkBU3UTbI MNEPBMYHOIO [OKYMEHTa, SABASKOWErocs OCHOBaHMeM Aans oTrpysku JiM B
Poccuinckyto ®epepaumnto (pata n Homep);



3) CepunHbIA rnobanbHbIl NAEHTUPUKALMOHHBIN HOMEP TOProBOW eAMHUUbLI WX TPYMNMNOBOWM
KO4 YMNaKoBKW, B KOTOPOM HaxoauTcs AaHHbin JI (B ciydyae OTrpy3ku rpynrnoBON YMNakKOBKU
Le/IMKOM).

12. CybbekTbl obpaweHua JIIM npu ocywecteneHun Beo3a JII Ha Tepputopuio Poccuinckon
®depepaunmn n3 rocygapcts - yneHos EADC v pasMewleHMM Ha ckiage npeacTaBnsioT cleayrouwyro
nHdOopMaLMIo B OTHOLIEHUM KaXaon eanHuubl JIM:

a) faTa coBeplUeHuns onepaunm;

6) wmaeHTUPUKAUMOHHBIM  HOMep  HanoronaaTenblwunka cybbekta  obpawenuna 1M,
ocywectenstowero sso3 JIM Ha Tepputoputo Poccuickon denepaunm;

B) aApec OCyLLleCTB/eHNs AeaTeNnbHOCTM cybbekTa obpaweHmns J1M, ocywecTtenstowero sso3 JiMl
Ha TeppuToputo Poccuiickon deaepauumm;

r) perncTpaumMoHHbIM HOMep HasnoronnaTefblinKka, siBAstowerocs npogasuom JIM, B cTpaHe
permcrpaumm;

[1) KoA CTpaHbl pernctpauumn npoaasua JMl;

€) peKBM3UTbl MNEPBUUYHOrO [AOKYMEHTA, ABMAAIOLIErocs OCHOBaHWEM ans BBo3a JIM Ha
TeppuTopuio Poccuiickoit deagepauunm (aata u Homep);

) ctoummocTtb JIM (c ydyeToM Hanora Ha p[o06aBfeHHYK CTOMMOCTb) COM/IACHO MEepPBUYHbIM
AOKyMeHTaM;

3) cyMMa Hanora Ha fobaBrieHHyl CTOMMOCTb (B c/lyyae, ecnu caenka obnaraetcs Takum
Ha/ orom);

M) cepuiHbIn rnobanbHbIl MAEHTUPUKALMOHHBIA HOMEp TOProBOW eAUHMULbI WX FPYnnoBOM
KOZ YNakoBKW, B KOTOPOM HaxoauTca aaHHbn J1M (B cnyyae BBO3a rpynnoBOM YMNaKOBKU LESTMKOM).

13. CybbekTbl 0bpaweHuns JIM npun ocywecTeneHMn BBoaa B obpatleHune JII B pamkax BBO3a Ha
Tepputoputo Poccuinckor depepaunm m3 rocyfapcte - udneHoB EADC npeacrtaBnsaioT Criefyrowyro
MH(OPpMaLMIO B OTHOLWIEHUN KaXkaon eanHuubl J1M:

a) JaTa coBeplueHus onepaunm;

6) umAeHTUMMKAUMOHHBIN  HOMEp  HanoronnaTtenblunmka cybbekta  obpaweHunsa  JIM,
ocyuwlecTtenstouwero seo3 JIM Ha TeppuToputo Poccuinckon depepaunm;

B) aApec OCyLLeCTBNeHUNs AeaTenbHOCTM cybbekTa obpaweHmns J1IM, ocywecTtenstowero sso3 Jill
Ha TeppuToputo Poccuiickon deaepaumm;

r) Bwa JOKYMEeHTa TMOATBEPXAEHUS COOTBETCTBUS cornacHo ¢dopMe noATBEPXAEHUS
COOTBETCTBMSA NPOoAYKUMN TpeboBaHUSAM TEXHUYECKNX pernameHToB (cepTudukar, geknapaums);

[1) PEKBU3NTbI AOKYMEHTA NOATBEPXAEHNS COOTBETCTBUSA (AaTa U HOMEp);

€) cepuitHblli rnobanbHbll MAEHTUPUKALMOHHDBIA HOMEP TOProBOW eAMHULbl UKW FPYNMnoOBOWM
KOA yNaKoBKM, B KOTOPOW HaxoaUTCs AaHHbIn JIM (B cnydyae BBO3a rpynnoBOM YNaKOBKM LIESIMKOM).

14. Onepaumn nepemapkuposkn JIIN  ooOpMAAIOTCS  POCCUMCKUM  MNPOU3BOAUTENEM,
ocywecTtensowmm ctaamto "dacoska/ynakoBka JIIT BO BTOPUYHYIO W/MNM TPETUYHYHO YNakoBKy",
n/Wnn NpeacTaBuUTENIbCTBOM MHOCTPAHHOIo Aepxatens PY, n/vwnu gepxartenem PY JiIl, npon3BoACTBO
KOTOpbIX OCYLleCTBMsSeTCs 3a npepenamum Ttepputopumn Poccuiickon ®epepaunmun, B Or'MC MAJN
nocpeaCcTBOM Hamnpas/ieHUS CeAyrLWwmX CBeAEHW:

a) JaTa coBeplueHus onepaunm;

6) pPermMcTpaLmoHHbIN HOMep  HanoronnaTenbluMKa  Aepxxartens pPErnMcTpaumoHHOro
yaoctosepeHus JIM B cTpaHe perncrpaumm vian MAeHTU@PUKALMOHHbBIM HOMEp HanoronaaTenblinKka
(ana cybbekta obpaweHus JIM, asnswowerocs pes3naeHToM Poccuiickon @depepaunmn, wnu
npeacrtaBmMTenbCcTBa cybbekTa obpawernuns J1M Ha Tepputopumn Poccuiickon Gepepaunm);

B) KOA CTpaHbl perncrpaummn gepxartens perucrtpaunoHHoro ygocrosepenus JIM (ana cybbekTa
obpaweHus JM, He aenatowerocsa pesmaeHToM Poccuiickon ®egepauunn);



r) cepuiiHbli rnobanbHbIl MAEHTUMOUKALWMOHHBLIA HOMEP TOProBOM eAWHWULbI HOBOW BTOPWYHOWM
(noTpebutenbckoit) ynakosku J1I;

4) CepunHbIN rnobanbHbIn MAEHTUMOUKALMOHHBIA HOMEpP TOProBoO eAnHULbI CTapOh BTOPUYHOM
(noTpebutenbckon) ynakosku JII.

15. CybbekTtbl obpaweHus JII1 npu noBTopHOM BBOAe B 060poT JI[1 paHee BbiBEAEHHbIX U3
obopoTa B pe3ynbTaTe pesaknopTta, oTbopa 06pa3uoB, cnucaHus npepocTtasnstoTr B ®rC MAMM
cneayowyo nHpopMaumio:

a) AaTa COBepLUEeHMs onepauuu;

6) perncTtpauMoHHbIXN  HOMEp  HasoronnaTenbluka B  CTpaHe  perucrpaunm  mam
MAEHTUMUKALUMOHHBIA HOMep Hanoronnartenbuwmka (ons cybvekTa obpaweHunsa JIM, asnsawowerocs
pe3naeHToM Poccuiickor ®epepauun, wnm npeacraBuTenbCcTBa cybbekta obpawenusa JIM Ha
Tepputopumn Poccuiickon ®epepaummn) cybvekta obpaweHunsa JII, paHee OCYLLUECTBASKOWEro BbiBOA
n3 obopoTa AaHHbIX JIIM;

B) aApec OCyLlecTBNeHUs [AeaTenbHoCTn cybbekta obpawenus JIM (ana  pe3naeHToB
Poccuiickon ®egepaumn);

r) Koa CTpaHbl peructpaumn (ana cybbekTa obpalleHusi, He SBSIWErocss pe3uaeHToOM
Poccuinckon ®epepaunmn);

A) NpuyunHbl BbiBOAa J1IN n3 obopoTa;

e) cepuiHbIM rnobanbHbIl WAEHTUDUKALMOHHBLIA HOMEpP TOProBoM eAuHWULbI, MOBTOPHO
BBoAnMoOro B obopot JI.

MpunoxeHne N 8
K MeToamM4yeckuM pekoMeHaaumsam
no NopsiAKy peanusaunm DKCrnepuMeHTa

NEPEYEHb
CBEQOEHUN, NEPEAABAEMbIX CYEbEKTAMU OBPALLEHUA NN B ®r1C MAnn
MPU OCYLWECTBNEHUU ONEPALIUA C IPYNMNOBOW YNAKOBKOW

1. CybbekTbl obpaiweHus JIM npu ocywecTBieHMM arperMpoBaHns NpeacTaBAsioT CleayoLwyto
nHdbopMauuio:

a) AaTa coBeplleHus onepaumn (B oTHoweHuun JIM, Haxo4sWmMXCs 3a npeaesiamm TeppuTopun
Poccuiickori ®depepaumn, B ciy4dasax, Korga arperaums nNpomM3BOAUTCS A0 3aBeplUeHus CTaauu
BbIMYCKAlOLWeEro KOHTPOJIS, MOXET YyKa3biBaTbCs /tobas gata Mexay AaTol 3aBepLUeHUs cTaauu
BbIMyCKaloLWero KOHTpoasa u gatoi otrpy3ku JIM B Poccuiickyto Gepepaunto);

6) perncTtpauuMoHHbIXW  HOMEp  HasoronnaTesnblMKa B CTpaHe  perucrpauum  mam
NAEHTUMUKAUMOHHbBIA HOMep HanoronnaTtenbwmka (ans cybvekTta obpawenus JM, sasnstowerocs
pe3ngeHToM Poccuiickon ®depepaunm, UM npeacraBuTenibCTBa CybbekTa obpaweHus JIM Ha
Tepputopun  Poccuiickon  ®epepauumn)  cybbekta  obpaweHums  JIM,  OCyecTBASOLWEro
arpervpoBaHue;

B) appec OCywecTBfieHMs pesatenbHoctn (B Ciydae pPOCCMMCKOro npomssoacTtea) nmbo
HavMeHOBaHWe CcTpaHbl (B CyyYae MHOCTPaHHOro NMpPOM3BOACTBA), rAe BbIiMNOSHEHA arperauus, nmbo
30Ha TaMOXEHHOro KOHTposs (B C/lydae BbINOJIHEHUS arperaumMn B 30HE TaMOXEHHOIro KOHTPoNs);

r) rpynnoBble KoAbl CO34AaBAEMbIX FPYMNMoOBbIX YNAaKOBOK;

Ll,) nepeyeHb CepMﬁHbIX rnob6anbHbIX M,Cl,eHTM(bI/IKaLI,I/IOHHbIX HOMEpPOB TOpFOBOVI eanHnubl NN
rpynnoBbiX KOAOB YMaKOBOK 6o5iee HU3KOro YPOBHA BJ/IOXEHHOCTU, BXoAdllME B COCTaB Ka)K,ClOVI
COo34aBaeMoOM rpynrnoBoi YNaKOBKM.



2. Cy6bekTbl obpauieHuss JIIT npu ocyllecTBAeHUM wusbaTusa JIM M3 rpynnoBoii ynakoBKU
NpeAcTaBnsaloT clefyloLwyo MHpopMaumio:

a) AaTa COBEpLUEHMS onepaunm;

6) perncTtpauMoHHbIW  HOMep  HanoronnaTenblWMka B  CTpaHe  perucrpauuuM  unu
MAEHTUMUKALUMOHHbIA HOMep Hanoronnartenbuwmka (ons cybvekTa obpaweHunsa JIM, aensawowerocs
pe3naeHToM Poccuiickor ®epepaunn, wnm npeacraBuTenbCcTBa cybbekta obpauweHus JIM Ha
Tepputopun Poccuiickon ®epepaunmn) cybbvekta obpatwieHus JIM, ocyLecTensoLwero onepauuto;

B) aApec OCYLLECTB/IEHUS AeSTeNbHOCTM (B C/lydae COBEPLUEHUS OMepauuyM Ha TeppuTopuu
Poccuitickoit ®epepaumn) nubo HaMMeHOBaHWEe CTpaHbl (B C/lyvyae COBEpLUEeHMs onepauuu 3a
npeaenamu Tepputopun Poccuiickoit ®epepauun), rae BbINOJHSAETCA onepaunsi, Nnbo 30Ha
TaMOXEHHOro KOHTPO/A (B C/lyyae BbIMOSIHEHMSA Onepaunn B 30HE TaMOXEHHOIO KOHTPOASA);

r) cepunHblr rnobanbHbIM NAEHTUMOMKALUNOHHBIN HOMEP TOProBoM eAuMHULbI UK FPYNMNoOBON KOA
ynakoBkun 6onee HM3KOro YpoBHS BSIOXXEHHOCTM, C KOTOPOW COBEPLUAETCS onepaums n3batus.

3. CybbekTbl obpauleHus JIM nNpu  OCYLIECTBAEHUM [OMOSHUTENbHOrO BroxeHus JIM B
rpynnoBYy0 YNakoBKY NpeacTaBiaoT CeayoLLyo uHdopMauuio:

a) AaTa COBepLUEeHMs onepaumu;

6) perncTtpauuMoHHbIW  HOMep  HanoronnaTenblWuka B  CTpaHe  perucrpauuuM  uau
MAEHTUMUKALUMOHHBIA HOMep Hanoronnartenbuwmka (ons cybvekTa obpaweHunsa JIM, asnsawowerocs
pe3naeHToM Poccuiickon ®epepauunn, wnm npeacraBuTenbcTBa cybbekta obpauwenusa JIM Ha
Tepputopun Poccuiickon ®epepaunmn) cybbvekta obpatwieHuns JIM, ocyLecTBnasowero onepauuto;

B) aApec OCYLLEeCTB/IEHUS AesTeNbHOCTM (B C/lydae COBEPLUEHUS OMepauuyM Ha TeppuTopuu
Poccuiickoit ®epepaumn) nubo HaMMeHOBaHWEe CTpaHbl (B C/lyvyae COBEpLUEeHMs onepauuu 3a
npeaenamu TeppuTopumn Poccuiickoit ®epepauun), rae BbINOJHSAETCA onepauusi, nnbo 30Ha
TaMOXEHHOro KOHTPO/A (B C/lyyae BbINOSIHEHMSA Onepauny B 30HE TaMOXEHHOIO KOHTPOASA);

r) cepunHbIr rnobanbHbIM MAEHTUMOMKALUNOHHBIN HOMEP TOProBoM eAuHULbI UK FPYNMnoBON KOA
yrnakoBkun 6osiee  HWU3KOro YpPOBHSA  BJIOXKEHHOCTM, C KOTOpPOW COBepllaeTcs onepauus
AOMNOSTHUTENBLHOIO BIOXEHUS;

Zl) TPynnoBol koA yNakoBKM, B OTHOLUEHMM KOTOPOI COBepLUAeTCs onepauus.

4. CybbekTbl obpaweHnus JIM npu ocywecTsneHnn pachopMMpOBaHUSA TPYMNMNOBOM YyNaKOBKM
NpeAcTaBAAOT Cleayowyo nMHpopMaumio:

a) AaTa COoBepLUEeHMSs onepaunm;

6) perncTtpauMoHHbIXN  HOMEp  HasoronnaTenbluka B CTpaHe  perucrpauum  mam
MAEHTUMUKALUMOHHBIA HOMep Hanoronnartenbuwmka (ana cybvekTa obpaweHuna JIM, asnsawowerocs
pe3ngeHToM Poccuiickon ®depepaunm, WM MnpeacraBuTenbCTBa CcybbekTa obpaweHus JIM Ha
Tepputopumn Poccuinckoli ®eaepaumn) cybbvekTa obpaweHms JIM, ocylwecTBASOLWero onepauuio;

B) aApec OCYyLleCcTB/IeHMs AesTeNbHOCTM (B Cllydae COBepLlUeHWsI onepaunn Ha TeppuTopumn
Poccuiickornn ®epepaummn) nmbo HauMeHOBaHMe CTpaHbl (B Clly4yae COBEpLUEHUs onepauum 3a
npeaenamu Tepputopumn Poccuiickoih ®egepaumun), rae BbINOJHAETCS onepauusi, mbo 30Ha
TaMOXXEHHOr0 KOHTPONS (B C/ly4Yae BbIMOSIHEHMS ONepaLmn B 30HE TaMOXXEHHOIO KOHTPONs);

r) Tmn onepaummn TpaHcdopmaumm ynakosku (pachopmMmmpoBaHme);

4) rpynnoBoin Koa pacopMMpOBbIBAEMON YNaKOBKMU.

MpunoxeHne N 9
K MeToanM4yeckuM pekoMeHAaumsam
no NopsiAKy peanusaunm DKCrnepuMeHTa

NEPEYEHb



CBEOEHWN, NEPEJABAEMbIX CYBBEKTAMU OBPALLEHUA NN B ®rKuc mann
NPU OBOPOTE U BHYTPEHHEM NEPEMELUEHWW NN

1. CybbekT obpaweHuna JIM npun nepepade JIM gpyromy ydactHuky obopota JIIT B pamkax
rpa>kAaHCKO-MpaBOBbIX OTHOLWEHWI, npeaycMaTpMBalOWNMX nepexon npaBa COBCTBEHHOCTM Ha
AaHHble JIM nnn B paMmkax nocpegHnYeckmnx oTHowWeHn (areHTCKNiM nnm KOMUCCUMOHHbIN AOrOBOp), B
cllydae Bblbopa npsMOro nopsaka nMnpeaocTaB/ieHMs CBeAeHWN, NpefoCTaBAseT CleaylouLyio
MHdopMaumto 06 oTrpy>KeHHbIX JII B OTHOWEHUN KaXaon eanHuubl J1I1:

a) AaTa COBEpLUEHMS onepaunm;

6) umaeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenbliunka cybbekTta  obpaweHuna  JIM,
ocyulecTeasaowero otrpysky JiM;

B) apec OCyLIEeCTBNEeHUS AeATeNbHOCTU, C KOTOPOro Npou3BoAnTCca oTrpy3ka JM

r  WAEHTUPUKALUMOHHBIA  HOMEp  Hanoronnartenblimka cybbekta  obpawenHus M,
ocyuiecrsnsowero npuemky JiMT;

) aapec OCyLWeCTBNEeHUS AesTeNbHOCTM, B KOTOpoe npoussBoauTcs oTrpy3ka JIM (B cnydae
OTrPy3KM He 3aperMcTpupoBaHHOMY Yy4yacTHMUY cybbekTa obpalieHust JIM paHHble CBeAeHUs He
yKa3sblBaKlTCA);

€) NCTOYHUK (PUHAHCUPOBAHUS;
XX) TUN rpaXAaHCKO-NpaBOBbIX OTHOLWEHUI cybbekToB obpaweHus J1M;

3) CepunHbIN rnobanbHbin NAEHTUPUKALMOHHDBIA HOMEp TOProBOW eauMHUUbl MK rpynnoBoi
KO4 YyMNakoOBKW, B KOTOPOM HaxoAuTCS pdaHHbid JIM (B cnydae nepepayv rpynnoBoOi YNaKOBKMU
LennKoMm);

M) PEKBU3NTbI NEPBUYHOINO0 AOKYMEHTa, SABASIOLWErocss oCHoBaHneM ans nepegaydun JiM (pata um
HOMep);

K) ctommocTb JI1 (C yyeToM Hanora Ha A[obaBneHHyl CTOMMOCTb) COr1acHO MNepBUYHbBIM
OOKyMeHTaM (3a UCKYeHneM criydaes nepegaum JIMN B paMmkax NoCpeaHNYECKMX OTHOLLIEHWIR);

n) cymMMma Hanora Ha gobaBneHHylo CTOMMOCTb (B criyvyae, ecnm nepegadva JIM obnaraetcs
TaKMM Hasorom).

2. CybbekT obpaieHus JIN npun npuemke JIM ot gpyroro cybvekTta obpaweHus JIM B pamkax
rpaX4aHCKO-NpaBOBbIX OTHOLWEHWI, npeAgycMaTpuBaloWMX Mnepexon rmnpaBa COBCTBEHHOCTM Ha
AaHHble JIM, nnn B paMKax nocpegHn4Yeckmx OoTHOWEHUN (areHTCKUM UM KOMUCCUOHHBLIN AOroBop),
B cnyyae Bblbopa obpaTHOro nopsiaka npenocTaBfieHUs CBeAEeHUMW, NpefoCTaBASeT C/eayloLwyto
WHdOpMaLMio 0 NPUHATBIX JIT B OTHOLIEHUW KaXkaoh eanHuubl J1I:

a) AaTa COBepLUEeHMs onepaumu;

6) umaeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenblinka cybbekTta  obpaweHuna  JIM,
ocyuwectensowero npuemky JMM;

B) aApec OCYLLECTB/IEHUS AEATENIbHOCTM, B KOTOPOM MpounsBoanTcs npuemka JI;

r WAGHTUPUKALUMOHHBIA  HOMEp  HanoronnaTtenblinka cybbekta obpaweHus M,
ocyuwiecTtsmBLUero oTrpysky JIIM;

A) aApec OCyLLeCTB/eHUs AeATeNbHOCTM, C KOTOPOro npomsseneHa otrpyska JiMl;
€) UCTOYHNK DUHAHCUPOBaHUS;
)K) TMN rpakAaHCKO-MpaBOBbIX OTHOLWEHMM cybbekToB obpaweHus JIM;

3) CepunHbIA rnobasnbHbIl NAEHTUPUKALMOHHBIN HOMEp TOProBOW eAWHUUbI WX TPYMNMNOBOWM
Ko4 YMNaKoOBKW, B KOTOPOM HaxoAuTCS paHHbid JIM (B cnydae nepepayv rpynnoBoi YNakKoBKU
LeNKOM);

M) peKBU3NTbI NEPBUYHOIO AOKYMEHTA, SIBNAKOLLEroCs OCHOBaHueM ans nepegauym JIM (pata wm
HOMep);



K) ctoumocTb JIM (C yyeToM Hanora Ha [A06aB/EHHYI CTOMMOCTb) COrflacHO MepBUYHBLIM
[OKYMeHTaM (3a UCK/IloYEHMEM cydyaeB nepeaaun JIM B paMKax NocpefHUYECKNX OTHOLLEHWI);

n) cymMMma Hanora Ha gobaBneHHyk CcToMMOCTb (B criy4dae, ecnm nepegada JIM obnaraetcs
TaKMM Hasiorom).

3. CybbekT obpawenuns JII npu noaTBEpPXAEHUM AOCTOBEPHOCTU CBEAEHMUN, COAEPXKALUMXCA B
OrnMC MAJIN o nepepaHHbIX WK nNpuHaTbix JIM, NpenocTtaBnsieT creaywly MHDOpMaUuio B
OTHOWWEHMWN Kaxaon egmHuubl JIM:

a) AaTa COBepLUEeHMs onepauuu;

6) perncTtpauMoHHbIXN  HOMEp  HasoronnaTenbluka B  CTpaHe  perucrpaunm  mam
MAEHTUMUKALUMOHHBIA HOMep Hanoronnartenbuwmka (ons cybvekTa obpaweHunsa JIM, asnsawowerocs
pe3naeHToM Poccuiickor ®epepauun, wnm npeacraBuTenbCcTBa cybbekta obpawenusa JIM Ha
Tepputopumn Poccuiickon ®eaepaunm) cybbekTta obpalweHus JIIN ocywectengwowero nepegady JIt;

B) perucTpauvoHHbIA  HOMep  HasjoronjiatenbliyMka B CTpaHe  perncrpaumm  uam
NAEHTUMUKAUMOHHbBIA HOMep Hasoronnartenbwmka (ans cybvekta obpawenus JM, asnsgiowerocs
pe3naeHToM Poccuiickon ®depepaumn, wnan npeacrtaButenbCcTBa cybbekta obpaweHusa JIM Ha
Tepputopun Poccuiickonn ®epepaunmn) cybbvekta obpaweHuns JIM, ocywecTensawwero npmemky Jl;

r) cepuiHbln rnobanbHbIn NAEHTUPUKALMOHHbBIN HOMEP TOProBOM €4NHULbI UN FPYNNOBOM KOZA
YNaKOBKW, B KOTOPOW HaxoauTcs AaHHblr JM (B cny4vae nepegayn rpyrnnoBON YNakoBKU LESTMKOM).

4. CybbekT obpaweHus JIMN npu ocywecTsneHnn nepemeltenms JIIM mexay CBOMMW agpecamwu
OCYLLECTBMEeHUSA JAeaTenbHOCTM M (MNM) CKagaMum OTBETCTBEHHOrO XpaHeHus npepocTasnseT
cneaywwyo nHpopmMaumio o nepemewiaemblx J1IM B OTHOWEHUN Kaxaon egnHuubl J1IM:

a) AaTa coBeplleHus onepaumn (NpMeMKu Ha cknaj, Ha KOTopblii CoBepLleHo nepeMelleHmne);

6) umaeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenblunmka cybbekta  obpaweHunsa  JIM,
ocyuwiectensoLwero nepemewenune JiMl;

B) aApec OCYLeCTB/EHUA AeATEeNbHOCTU WM CKNaja OTBETCTBEHHOrO XPaHeHWs, C KOTOpOro
npomsBoanTCcs nepemelleHuve J1M;

KoHcynbTaHTlNoC: npumedaHue.
Hymepauumsa noAnyHKTOB AaHA B COOTBETCTBUM C OPULMANBbHBIM TEKCTOM AOKYMeEHTa.

A) aapec OCYLLEeCTB/IEHUS AeATENbHOCTU UMW CKlada OTBETCTBEHHOIO XPaHEHWUsl, Ha KOTOPbIN
npom3BoanTcs nepemelleHuve J1M;

e) cepuiHbln rnobanbHbIi NAEHTUHUKAUMOHHDBIA HOMEP TOProBOW eAMHWLbI WA FPYNMnoOBOWM
KO4 yMNaKOBKW, B KOTOPOM HaxoAWTCS paHHbii JIM (B cnydae nepeMelleHus rpyrnnoBoi YNaKoBKU
LenKOoM);

) PEKBM3UTbI MEPBMYHOIO AOKYMEHTa, SBASAOLIErocss OCHOBaHuMeM Aans nepemeweHus JiNM
(naTta u HoMmep).

5. CybbekT obpauweHus JI, ocywecTBASAKWNIA KOHTpaKTHoe (noapsiaHoe) npowmssoactso JIM1
Ha TeppuTopun Poccuickon ®depepauum, npu nepegade JIM (roToBOM NpoAyKUMW) Yy4YaCTHUKY
obopoTta JIMM, gABnslOWEMYCA 3aKa3uyMKOM J[AAHHOIMO KOHTpakTHoro (noApsAHOro) npou3BOACTBA,
npeaocTaBnsieT creayowyto MHGopMaunto o0 nepeaaHHbix JIMN B OTHOWEHUM Ka)kaon eamHuubl J1IM:

a) JaTa coBeplueHus onepaunm;

6) uMAeHTUdMKAUMOHHBIN  HOMEp  HanoronnaTtenblunmka cybbekTta  obpaweHua  JIM,
ocyuwectensaoLwero nepegavy Jt;

B) aApec OCYLLECTBEHMSA AeATENBHOCTM, C KOTOPOro OCyLlecTBaseTcs nepeaava JiM;

r) uMAeHTMMdMKAUMOHHBIA  HOMep  HanoronnaTenbwunka cybbekta  obpawenus  JiM,
ocywecrengowero npuemky Jl,;

A1) aApec OCYLLECTB/IEHMS AEATENBHOCTM, B KOTOPOE NpounsBoanTCs nepedada JiM;



e) cepuiHbln rnobanbHbli NAEHTUPUKALUMOHHDBIA HOMEp TOProBOW eAWHWLbI WA TPYNMOBOWM
KO4 YMNakoBKW, B KOTOPOM HaxoAWTCA AaHHbid JIIT (B cnydae nepegayu rpynrnoBoi YnakKoOBKU
LeNKOM);

) PeKBU3NTbl NEePBUYHOIr0 AOKYMEHTa, ABSIOLWEroca ocHoBaHueM ans nepegaum JIM (pata w
HOMep).

MpunoxeHue N 10
K MeToamM4yeckuM pekoMeHaaumsam
no NopsiAKy peanusaunm DKCrnepuMeHTa

NEPEYEHb
CBELEHWN, NEPEQABAEMbIX CYEbEKTAMU OBPALLEHUA NN B ®riuc mann
NPW BbIBOMAE JIN N3 OBOPOTA

1. CybbekT obpawenus JIMN npu BbiBoge JIM n3 oboporta nytem peanmsaummn (npoaaxu) JiMN
notpebutento, unan Bblgayum JIM no nbroTHOMy peuenTty, wam otnycka JIM ang MeanUMHCKOro
NPUMEHEHWs!, UIN UHbIMK crnocobamMn, He yKasaHHbIMU B HACTOSALWEM MPUNOXEHUN, NpeaocTaBnseT
cneaywuwyo nHpopmMaumio o BbiBeaeHHOM U3 obopoTta J1MM:

a) JaTa coBepLlueHus onepaunm;

6) perucTtpaumoHHbIi  HOMEp  HasoromnjaTenbliMka B CTpaHe  pernctpaunm  unm
NAEHTUMUKAUMOHHDBIA HOMep Hasoronnartenbwmka (ans cybvekta obpawenus JM, asnsiowerocs
pe3naeHToM Poccuiickon ®depepaunmn, UM npeacraBuTenbCTBa cybbekTa obpaweHus JIM Ha
Tepputopun Poccuinckor ®epepauunn) cybbvekta obpawenunsa JIM, ocywecTtenswowero sbiog JIM mn3
obopoTa;

B) aApec OCYLLECTBNEHMSA AeATENBHOCTU, C KOTOPOro npomnssoanTcs BbiBoA JIM 13 obopoTa;
r) Tun BbiBoga J1M n3 obopoTa;

4) BuWA [OKyMeHTa, noareepxaatowero BbiBog JIM un3 obopota (4yek, 6naHK CTporom
OTYETHOCTN, AOrOBOP, JIbFOTHbLIA peuenT 1 ap.);

€) peKkBM3nNTbl JOKYMeHTa, noaTeepxaatowero sbisog J1IN ns obopora;

) CEPUNHbIA rNo6anbHbIN NAEHTUPUKALMOHHDBIA HOMEP TOProBOM €AWHWULbI, BbIBOAMMOIO U3
oboporTa;

3) ctoumocTtb JIM (C y4yeToM Hanora Ha fobaBneHHyk cToMMmMoCTb) (B cny4dae npogaxu JIM
notpeburento);

M) cyMma Hasora Ha pobaBneHHyl cTomMocTb (B cnydae npoaaxwu JII notpebutento, ecnm
npogaxa J1M obnaraetcs HasoroM Ha A06aBNEHHYO CTOMMOCTD).

2. CybbekT obpaweHus JIM npu Boieoae J1IN 13 obopoTta nytem otbopa 06pa3uLoB B pasiMYHbIX
Luensax npenoctaBnseT ceayowyo nHdopMaunio o BelBeaeHHOM 13 obopota J1M:

a) AaTa COBEpLUEHMS onepaunm Unn gata pernctpaumnm ceeaennii B ®rmC MAJIN (B OTHOLIEHMHN
J1M, BblBEAEHHbIX U3 0bopoTa nyTeM otbopa obpasuos npu BBo3e JII Ha TeppuUTOpmo POCCUNCKOMN
depepaunn);

6) WMOEHTUDOUKAUMOHHBIN  HOMEp  HasoronnartenblWiMka cybbekTa  obpauwieHus 1M,
ocyuwecTensowero Boisog /1M 13 o6opoTa;

B) aApec OCyLLeCTBNEeHUs AeATeNbHOCTU, C KOTOpOro npoussoauTtcsa BbiBog JIM u3 obopoTa,
MMbo 30Ha TaMOXEHHOro KOHTpons (B cC/yyae BbIMOJHEHUS OMNepaunM B 30HE TaMOXEHHOro
KOHTpOns);

r) Tun BbiBoda JIM u3 o6opoTa mnm Bua ot6opa 06pasuoB (B Clydyae KOHTPOJIbHbIX, apXMBHbIX
06pa3LoB 1M 06pasLOB 4N9 NOATBEPXKAEHUS COOTBETCTBUS B paMKax TEXHUUECKOro PerynpoBaHus);



1) PEeKBU3MTbl [AOKYMeHTa, noATBepxaatowero BbiBog JIM n3 ob6opoTa (3a WUCKIHOUYEHUEM
KOHTPO/bHbIX, apXMBHbIX 06pa3uoB, U 06pa3uUoB ANS MOATBEPXAEHUS COOTBETCTBUS B paMkax
TEXHMUYECKOrO PErynpoBaHus);

€) cepuinHbIin rnobanbHbln MAEHTUHUKALMOHHBIA HOMEep TOProBOW €AWHUUbI, BbIBOAUMOrO M3
obopoTa J1M.

3. CybbekT obpaweHunsa JIMN npu BeiBoge J1M n3 obopota nytem nepenaudun JIMN Ha yHUUTOXEHME
npeacrasnseT CneayroLwy MHdopMaumio o BbiIBeaeHHOM 13 obopota JIMM:

a) AaTa COBepLUEeHMs onepauuu;

6) wnaeHTUPUKAUMOHHBLIM  HOMep  HanoronnaTenbwuka cybbekTa  obpaweHuna  JIM,
ocywectsnstowero sbisog J1M ns obopora;

B) aApec OCYLLECTBNEHUSA AEATENBHOCTU, C KOTOPOro npounssoanTcs Bbieoa J1M u3 o6opoTa;
r) OCHOBaHWeE nepeaavn Ha YHUUYTOXKEHUE;

4) PEeKBU3UTbI pelleHnsl YNOJIHOMOYEHHOro gefepasibHOr0 OpraHa MCrMOIHUTENIbHOM BAacTu o
BbiBoAe J1M n3 obopota (Npu Hanuuum);

€) PeKBU3UTbl AOKYMEHTa, NoATBepxaatowero nepegady JIM Ha YHUUTOXEHWE;

XK) CepuiHbIi rnobanbHbln MAEHTUMOMKALUNMOHHBIN HOMEpP TOProBOW eAMHMULUbI WUAW TPynnoBoK
KO4 YMakoOBKW, B KOTOpOWM HaxoamTcs AaHHbin JIM (B cnyyae BbiBOAa M3 obopoTa rpynnoBoi
yNaKoBKWU LESTMKOM);

3) MAEHTUdMKALMOHHbIA HOMEp HasloronaaTesblunKa, OCYLLECTBASIIOWEro YHUUTOXEHME JIM;
N) aipec OCyLLECTB/IEHNS AeATENbHOCTU, Ha KoTopbli JIT nepeaaeTcs AN YHUUTOXEHMS.

4. CybbekTt obpaweHua JIMN npu yHu4ytoxeHum JIM, paHee nepenaHHOro Ha YHUYTOXEHME,
NpeaoCTaB/ISIeET C/IeAYLWY MHpOopMaumio 0 dakTe YHUYTOXeHUs gaHHoro JIM:

a) AaTa CoBepLUEeHMs onepaunm;

6) wnaeHTUPUKAUMOHHBIM  HOMep  HanoronfaaTenblwunka cybbekta  obpawenuna 1M,
ocyuwiectemslero Bbieog JIIM n3 obopoTa;

B) cnocob yHuuToXeHus J1M;
r) pEKBU3NTbI AOKYMEHTA, NoATBEPXAatoLWwero yHuuToxeHume JIMN (akT 06 yHu4YTOXEeHUn J1M);

4) cepuiHbIn rnobanbHbll MAEHTUDUKALMOHHBIA HOMEpP TOProBOW eAMHULbl UAW TPynnoBOM
KO4 YMNaKOBKW, B KOTOpOWM HaxoaumTcs pAaHHbin JIM (B cnyyae BbiBoga M3 0bopoTa rpynnoBoi
YyMaKoBKWU LENNKOM);

€) AEHTUMDUKALMOHHLIA HOMEep HanoroniaTesnbliMKa, OCYLEeCcTBUBLLIEro YHUUTOXeHue J1I.

Mpunoxenne N 11
K MeToauM4yecknMm pekoMeHaauunsam
no NopsaKy peanusaunm DKcnepmMmeHTa

NEPEYEHb
NMPUYUH BIIOKUWPOBKU ®ELOEPAIIbHbIMU OPFTAHAMU UCTMONMHUTENIbHONU
BITACTW BO3MOXHOCTU NEPEAAYM CBEAEHUA B ®'C MAJIN O BBOAE
B OBOPOT, OBOPOTE U (W) BbIBOAE U3 OBOPOTA I

1. ®depepanbHas cnyxba no Haasopy B cdepe 3apaBooxpaHeHus (Poc3gpaBHaa3op)
ocyuwlecTBnseT 6/10KMpOBKY NpuHATUA ceegeHmnn ®IrMC MAJIN o BBoae B 060poT, obopoTe u (nam)
BbiBOAE 13 obopoTa JIM B cneayowmx cnydasx:



a) BbIIBIeHWE HECOOTBETCTBUS TpeboBaHMII KauyecTBy B paMKax BbIGOPOUYHOrO KOHTPOSA
KauecTBa JIeKapCTBEHHbIX CPeACTB M deaepanbHOro Haasopa B cdepe obpalleHUss NekapCTBEHHbIX
CpeacTB, OCyLIeCTBSeMOro PocaapaBHaA30poM M ero TeppuTopuanbHbIMU OpraHaMmu;

6) ncrteyeHune cpoka rogHoctu JII B COOTBETCTBMM CO CBEAEHUAMW, 3aperncTpupoBaHHbIMU B
ornc Masan;

B) HecooTBeTCTBMe cBegeHumin o JIM, npenocTaBfieHHbIX CcybbekToM o6pawenusa JIM npwu
onucaHum JIMN B mMHMOpMaAUMOHHOM pecypce, obecneunBalrolweM ydyeT U XpaHeHue [OCTOBEPHbIX
AaHHbIX 0 JIM no cooTtBeTcTBYlOWeEN JIT HOMeHKNaType, cBeaeHuaM, nosydeHHbiMm OTMC MAJIN n3
focynapCTBEHHOIrO peecTpa JiekapCTBeHHbIX cpeacTts MuHsgpasa Poccun;

r) nonbiTka npegoctasneHmnsa B ®rnMC MAOJIM ceeaeHnin 06 oTrpyske (npogaxe) JIM co cknaga
OTBETCTBEHHOI0 XpaHeHus;

A) nonbiTka npepoctaBneHnsa B ®IrMC MAJIM ceepaeHnit o6 oTrpyske (npoaaxe) JIM ao
permcrpaumm B Hen ceeaeHunii o seoae J1N B 060poT;

e) nonbiTka npegocTtasneHna B ®rnMC MAJM ceeaeHuit ¢ HapyweHnem TpeboBaHMM HACTOSIWMNX
Mpasun;

X) otcyTtctBme B ®IMC MOJIMN cBegeHun o Hanuumm y cybbekta obpawenusa JIM nuueHsun,
NpeAoCTaBASOWNX y4acTHUKY obopoTa J1I npaBo Ha OCYLLECTB/IEHME COOTBETCTBYHOLMX OnepaLunii;

3) MpuUHATME peweHuss Po3gpaBHag30poOM MO WUTOraM pacCcMOTpeHus obpalleHns cybbekTa
obpawenuns M, cogepxawero ceeaeHns o6 ob6Hapy>XeHUM HeCOOTBETCTBMSA BbIMYLLEHHbIX B 060pOT
JIMN TpeboBaHMsAM TEXHUUYECKNX pernamMeHTOoB;

n) otcytctene B OIrMC MAJIN cBegeHun o Hanumumm JIM y cybvekta obpawenus JiM,
npenocTtasnsawowero ceeaeHmsa o6 obopore gaHHoro JM.

2. OHC Poccumn ocywectsnsier 6n10KMpoBKY nMpuHaTUa ceegeHmin OTMC MAJIM Ha 3Tane
perncrtpaummn nmyHoro kabuHeta 8 ®r'mC MAJIM B cneayowmnx cnyyasx:

a) OTCYTCTBME CBeAEeHUW O 3asBuTene B EAMHOM rocynapCTBEHHOM peecTpe HpUANYECKUX nuL,
- Kak 0 [JeNCTBYlOLWEM topuandeckoM nuue, uam B EAMHOM  rocyaapcTBEHHOM peecTpe
MHAUBMAYANbHbIX NMpeanpuHuMaTenen - Kak o AEACTBYHOLWEM MHAMBUAYANbHOM MpeanpuHuMarene,
WIN B rOCYyAapCTBEHHOM peecTpe aKKpeAWTOBaHHbIX GuinanoB U NpeacTaBUTENbCTB MHOCTPAHHbIX
lopUaANYECKMX ML - Kak O JAencteywlouweM dunvane wnan npeacraBUTeNbCTBE MHOCTPAHHOMO
lopManMYeckoro nuua Ha Tepputopumn Poccuiickon ®egepaumu;

6) Hanuune B OTHOLWEHUN 3aaBuUTeNS B EAMHOM rocyaapCTBEHHOM peecTpe iopuanvyeckux nuy,
3anmncu o HeAOCTOBEPHOCTM CBEAEHMUI, BHECEHHON B COOTBETCTBMU C MYHKTOM 5 1 (unun) 6 ctatbm 11
degepanbHOro 3akoHa "O rocyaapCTBEHHOW perncrpauum Kpuanydeckux JnL U MHANBUAYaANbHbIX
npeanpuHuMmaTenen”.

3. ®TC Poccum ocyuwecTtsnaer 610KMpoBKY npuHaTMa ceegeHmn OT'MC MAOJIN o BBoze B
obopoT, obopoTe un (nnn) BoiBOoAE M3 obopoTa J1M B cneaytowmx cnydae otcytcremsa B ®r'MC MAJN
CBEAEHUN O MPOXOXAEHUU TaMOXEHHbIX Mpoueayp BbiMycka ANS BHYTPeHHero noTtpebneHusa B
oTHoweHun J1M, BBE3EHHbIX Ha TeppuToputo Poccuinckon depgepaunu.



