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AHHOTAIIUA

Peructpanuss ~ cyomsekra  obpamenus B WUC  MJJIII
OCYIIECTBIISETCS Ha OCHOBaHUH DIIEKTPOHHOHN 3asIBKH.
DOnekTpoHHasi 3asiBKa, MojaBaemasi pe3uieHToM Poccuiickoit
@denepanii WM MPEACTABUTEIBCTBOM  Jepxkatens PV,
SBIIIONIETOCS WHOCTPAaHHOW OpTraHM3aIMel, TOJMUCHIBACTCS
YKOIL

OOpaboTka W TIpOBEpKa JaHHBIX B JJICKTPOHHOW 3asBKE
Ha PErUCTPAlMI0 MPOU3BOAUTCS MPOrPaMMHBIMU CPEACTBAMU
NC MJUUILL, B ToM uHciie OCPENCTBOM Hcmonb3oBanuss CMOB
C BHEIIHUMHU UH(GOpMaImoHHbIMU pecypcamu OOVB.

IIpy mnomade 3asiBKM OCYIIECTBISICTCS ONpEACIiCHUE BHUA
cyObekTa oOpalieHusi Ha ocHoBaHuu nepenanHoro MHH: NHH
IIPEICTABUTEIILCTB JepKaTeen PY, SIBJIIOIIUX CS
WHOCTPAHHBIMU OpraHu3alusMu, HauuHaercs c uudp 9909,
B OCTAJIBHBIX  ClIy4asiX CYOBEKT  OOpalieHuss  OTHOCHUTCS
K pe3uneHTaM Poccutickon denepanuu.

Peructpanust  yyacTHUKOB  —  pe3ueHTOB  Poccuiickon
denepannu, SIBJISIFOLLIUX CS JepKaTeIAMU PY 1581071
MIPEICTABUTEIILCTBAMU JiepKaTeien PY, SIBJISIFOIIIAX CST

MHOCTPAHHBIMU OpraHU3alMIMH, HE UMEIOIIUX JHUIEH3UI0 KaK
MHUHUMYM Ha OJIMH W3 BHUAOB JAEATEIbHOCTU (MPOU3BOICTBO
JIEKApCTBEHHBIX CPENICTB, (apMaleBTUYECKasT M MEAUIMHCKAs
NEeATENIbHOCTh), OCYIIECTBIsIeTCSl corjacHo paszaeny 1.1.1
HacTtosiuux [TacnmopToB mpoueccos.

ITo pe3ynbpTaTam paccMOTpeHHUs 3asiBKM CyObeKkTa 0OpallleHus

— TpU OTCYTCTBUM OCHOBAHMM JUIsi OTKa3a 3aBepIlaeTcs
peructparus cyonrekra odpamenus B UC MJITI, co3znaercs
JUYHBIA KaOWHET M CYOBEKTy OOpallleHHs MPUCBAUBACTCS
pErucTpauOHHbII HOMEp cyOBeKTa oOpalieHus
B IC MJJIIT,

— TMpU HAIWYUM OCHOBAaHUN i OTKaza (opmupyercs
coobuienne 00 ortkaze B peructpauuu B MC MJIJII wu
IPEI0CTAaBICHUH JINYHOTO KaOWHETA.

HoctynHbie cyOBekTy oOpareHus GyHKIMH JIMYHOTO KaOuHeTa
dopmupyrorcs  mporpammHbiMu  cpeactBamu  MMC MIJITI
B COOTBETCTBUHU C JIUIEH3USIMU C YY€TOM BHJIOB JIEATEIHLHOCTH:
MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, (hapMaleBTUUeCKass u
MEUITMHCKAS TSI TEIIbHOCTD

YyacTHUKHN
B3aMMOJIEUCTBUSI

— pesuneHt Poccuiickorn @Penepanuu, UMEOIUNA JTULEH3UIO
KaK MUHUMYM Ha OJIUH U3 BUJOB JICSITEIbHOCTH,
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— HpEeACTABHUTCIILCTBO ACPpKATCIIA PY, ABJIAOIIECTOCA
HHOCTpaHHOﬁ OpFaHHSaHHCﬁ, HMCIOIICC JIMIOCH3HMIO KakK
MHUHHUMYM Ha OAWH U3 BUAOB ACATCIIBHOCTHU

Onucanue BBITOJTHIEMbBIX I[CﬁCTBI’IfI

1. Omnpenenenue Buaa cyobekTa oOpalieHus

2. — 3. Tlogaya u perucTpainusi >IEKTPOHHOM 3asBKM HAa PETUCTPALUIO CyOBEeKTa

obpamenust B UC MIJITT
[Tepeuenn B 3asBke Ha peructpanuio CyoObeKTOM OOpAIlICHUS YKA3bIBAIOTCS
Mepe1aBaeMbIX CIEYIOIINE CBEACHUS:
CBEJEHUN U

— HWHH cyOnekra obOpamieHust (3amoHAETCs aBTOMAaTUYECKU

BIajcIel 13 KBaJTU(ULIUPOBAHHOTO cepTUPUKATA);
MH(POPMAILIMOHHOTO
pecypca — BUJ cyOwekra oOpamenuss (pesuzeHT  Poccuiickoi

denepalul WM TPEACTABUTEILCTBO  MHOCTPAHHOTO
PE3UJICHTAa, MHOCTPAHHBINA PE3UIICHT);

— IIPU3HAK HaAJIW4UA JIMLCH3HUU, (g@/HGT, KaKk MHHHMYM
Ha OAHH 13 BUJIOB I[GHTGJII)HOCTH);

— (¢amMunus, UM, OTYECTBO (IIPU HAJIMYHMH) PYKOBOAMTEIS
IOPUANYECKOTO M1 17001 WHANBUIYAIBHOTO
MpeapUHIMATENS (3amosHsIeTCS aBTOMATUYECKU
U3 KBATU(UIIMPOBAHHOTO cepTudukara);

— Tesie()OH KOHTAKTHOTO JIMLA,;

—  aJIpec JIEKTPOHHOU MOYTHI

4. Onpexaenenue Bujaa cyObekTa oOpalieHus 1 aBTOMaTHIeCKas IPOBEPKaA CBEIACHUN
0 CyObeKTe OOpallieHusl ¢ HUCIOJIb30BAHUEM HHTETPAIMOHHOTO B3aWMOJICHCTBUS
C BHEIIHUMU WH(POPMAIIMOHHBIMH PECYpPCaMU

[Tepeuennb [TonydeHnue cBeIeHUI O PETUCTPALIMH IOPUIUUECKOTO JIUIA U/UITH
repeaaBaeMbIX unauBuayaneHoro npeanpunumarenss B EIPIOJI / EI'PUIL
CBEIEHUU U ®HC Poccuu (mpu peructpanuu pe3usieHToB Poccuiickoit
BJIaJICJICI] denepanun):

UH(OPMAITMOHHOTO

— HWHH cy0OnekTa obpatienus;
pecypca
— HauMEHOBaHWE CyOBbekTa oOpamieHus uiu daMuausi, UMs,

OTYECTBO  (MpU  HAIMYMM) 1  UHAUBUIYAIHHOTO
MpEANPUHUMATEIS;

— ¢damMunus, UM, OTYECTBO (MPU HAJUYHH) PYKOBOIUTEIIS
(11 FOpUIMYECKUX JIUIT);

— CTaTyC 3alKMCH O PETUCTPALMH IOPUIUYECKOTrO JHIa W/WIn
WHIVUBUYyaJIbHOTO TIPEANPUHUMATEIIS.
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[Tonyyenue cBeaeHU! 00 aKKpeAUTAIMM IOPUIAWYECKOTO JIHIlA
B PA®II ®HC Poccun (mpu perucTpanuu MpeIcTaBUTEIbCTBA
WHOCTpaHHOTO Aepxatels PY):

— HWHH cy06bekTa obpaiieHus;

— HauMeHOBaHUE cyObekTa oOpamieHus uiu daMuaus, UMms,
OT4YECTBO  (OpW  HAIMYMM) I HWHAUBUIYaJIbHOTO
IpeAnpuHUMATENS );

— ¢damMunus, UM, OTYECTBO (NMPU HAJUYHH) PYKOBOIUTEIIS
(71 FOPUAMYECKUX JIUIT);

— CTaryc 3amuch O PErucCTpalydd MPEICTABUTEILCTBA
WHOCTPAHHOTO JAepxarens PY.

[Tonyuenue cBeNEeHUM O HAIWYUU JIUIEH3UW Ha MPOU3BOJCTBO
JEKapCTBEHHBIX CpeACTB B EamHOM peecTpe JMueH3Uii
Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CcpeAcTB MMHIpPOMTOpPra
Poccumn:

— HWHH cy0ObexTa obpaiiieHus;

— HOMEp JUIEH3UH;

— aJpeca MEeCT OCYIIECTBIEHUS IEATEIIbHOCTH;
— TepeuyeHb paboT, yCIyr;

— CcTaryc ACUCTBUS JIUICH3UU.

[Tosrydyenue cBEIEHUHA O HAJIMYMKM COOTBETCTBYIOLIECH JIMIICH3UU
B EnmHom peectpe JuueH3uii Ha ¢apManeBTHYECKYH) U
MEAMIUHCKYI0 IesiTeJIbHOCTh Poc3apaBHaa3opa:

— HHH cyObekra oOpaienus;
— HOMeEp JUIICH3UU;
— aJpeca MECT OCYILECTBICHUS IEATENbHOCTH;

— TepeyeHb padboT, yCIyT;

— CTaTyC ACHUCTBUSA JIULICH3UU.

5. ABTOMaTHYECKOE€ NPUHATHE pEIICHHE O perucTpanuu (Ipu OTCYTCTBUH
OCHOBAHMH JJIs1 OTKa3a)

6. Co3manmne nuyHoro kabwuera B MC MJJIII w mnpemocraBneHue pocrymna
BJIMYHBIA KaOWHET CyOBeKTy oOpamieHuss (Mpd OTCYTCTBUM OCHOBAHMM
TSl OTKa3a)

7. YBenmomienne cyObekta oOpamieHuss o  peructpaumu B MC MJJIII
(pu OTCYTCTBMM OCHOBAaHUU AJIsI OTKa3a)
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8. ABTOMaTMueckoe MpHUHATHE pelieHue 00 orkaze B peructpanuu B MC MJJIIT
(Ipu HaTUYMKM OCHOBAHUM ISl OTKA3a)

[TepeueHb — OTCYTCTBHE CBEJCHHUI O PETrHUCTpAIMK CyObeKTa 0OpaIleHuUs
OCHOBAHMH JJIsI B EI' PIOJI/EI'PUIT/PA®IT ®HC Poccuwu;
OTKa3a B .

—  OTCYTCTBHUE CBEJICHUH o HaJTUYUH JIALICH3UH
perucTpanuu

HA OCYILIECTBJICHHWE KaK MHHUMYM Ha OJWH W3 BHJIOB
NesATeIbHOCTH  (MIPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB,
dapmaneBTUYECKass JACSATENbHOCTb) B COOTBETCTBYIOIIMX
peectpax (Munnpomtopr Poccun, Poc3apaBHanzop)

9. VBenomienne cyObekTa oOpamieHuss 00 oTkaze B peructpauuu B WMC MJJITT
C YKa3aHHUEM MPUYUH 0TKa3a (IIpU HATMYUU OCHOBAHMM JIJISl OTKA3a)
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1.1.1. Perucrpanusa 8 UC MJIII cyObekTOB 00pamieHus, He MMEKIINX JHIEH3HI0, —
pesuaeHToB Poccuiickon PDepepauuu, ABIAKIIMXCH AepxareaamMu  PY  wiam
NPeaCTABUTENbCTB Aep:kaTesied PY, iBI0IMXCSA MHOCTPAHHBIMHU OPIraHU3allUusIMH

1.1.1. Peructpauusa B IC MAJIN cy6bekToB 0b6palleHusi, He UMerLWnX NULEH3UIO, - pe3naeHToB Poccuinckon
depepaumun, apnaoLmnxca gepxarenamu PY, unu npeacraButensCTB MHOCTPaHHbIX gepxatenen PY,
ABNAOLLMXCA UHOCTPAHHBIMW OpraHuM3aLmMamMm

Hepxatens PY/npegcraButenscreo mnc mann YnonHoMo4eHHbIn POUB
h 4
1 Honaue 4. MNpepocrasnexve 5. Monyyexue
Ak OpUrUHanoB ™ OpUrMHanos
3NEKTPOHHON 3asBKU | VIOCTOREDAIGLIAX > AbcroRapRIBIINK
Ha perucTpauuio
LOKYMEHTOB [LOKYMEHTOB
.| 2. Peructpauns @
i 3NeKTPOHHO 3aBKN B
: EFPIONVETPYN
¢ : ®HC Poccusn
/"-—_\
3. Nposepka ! —o
Hanuune s EFPIOMY ceeaeHuit o cybuekte —* ———
g:':”:'mf itz obpauieHus |_go| Focysapreensisin peactp
obsa ‘f:;low # AKKPEAMTOBAHHLIX DUNUanos
Ocywecranaerca & bRl
coorpercremi ¢ UHH unocrpanuu:"npnauwnx
yHacTHUKE ¥_“_—~/ v
®HC Poccwn
6. PaccmoTpenue
:?;e;:(:? > AOKYMEHTOB ¥
R npoeepka ceeaeHni
12. Pewenue 06 Mposepka
oTKa3e B perucTpaumu nponpeHa?
B peructpauyumn B MC\A > 13. YeegomneHue ob 7. Pewexue o
MANN otkasako | SRias oTKa3e B perucTpaumu pervcTpaLmm

s
(e
w

EQnHeit peecTp NUEeHIWA Ha
NPOM3IBOACTHO

v

1
1
|
1
Musnpomtopr Poccua | o
! . MonyueHue
7 - Moare HU
< | ¢—{ cBEAEHMI 0 HanuuMK <« 8. NoaTeepkaeHue
w i NULEH3NA pervucTpauuu
|
= ” ] —
EAuHEIil peecTp nuueranit ka
hapmauesTHIEcKy
ABATENLHOCTL v

10. MpeaocrasneHue
AOCTYNa B NUYHBIA
KabuHer

Pocappasnansop

[
v

11. Yeegomnenwe o
pervcTpauyun

Pervctpauus 8 UC
MAJIN ocywecTenena

© PerucTPaLIH

Pucynox 2
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AHHOTAIIUA

Peructpanuss ~ cyomsekra  obpamenus B WUC  MJJIII
OCYILECTBIISIETCS Ha OCHOBAaHHHU AIEKTPOHHOMN 3asBKH,
IIOAIIMCAHHOMN YKO3II, 51 IIPU JINYHOM IIPUCYTCTBUH
YIOJIHOMOYEHHOIO  JIMIA  C IPEAOCTABICHUEM  OpUTHHAja
aroOCTUIIMPOBAHHOM JOBEPEHHOCTH.

[Ipyu momade 3asBKM OCYIIECTBISICTCS OINpEACICHHE BUIA
cyObekTa oOpaimieHusi Ha ocHoBaHuu nepenannoro MHH: MHH
MPEACTABUTEIBCTB JepxKaTesen PV, SIBJISIFOIIIUX CSI
WHOCTPaHHBIMU ~OpTaHHM3alUsIMH, HauunHaeTcs ¢ udp 9909,
B OCTQJIbHBIX  CIydasX CyOBEKT  oOOpalieHuss  OTHOCHUTCS
K pesunentam Poccuiickon denepannu.

Jnis 00paboTKM W TPOBEPKU JaHHBIX CYOBEKTYy oOpalieHus
HE0OXO0IUMO JIMYHO O0paTUThCA B ynosiHoMoueHHbIH OOUB.

OO0paboTka ¥ TMpOBEpKa JaHHBIX B JJICKTPOHHOW 3asiBKE
Ha PErUCTPAIMI0 MPOU3ZBOAMUTCS, B TOM YHUCIIE, IPOTrPpaMMHBIMU
cpeactamu UIC MIJIIT mocpeactBoM wucnosb3oBanus CMOB
¢ BHEITHUMU uHpopMarmonHsiMu pecypcamu OUB.

IIo pe3yijibTaTaM paCCMOTPCHUA 3aABKH CY6’beKTa 06paHlCHHH3

— TNpH OTCYTCTBHUM OCHOBAHMM JUIsI OTKa3a 3aBEpIIACTCS
peructpanusa cyonrekra odpamenus B UC MIJII, co3znaercs
JUYHBIA KaOMHET M CYOBEKTy OOpallleHUs MPUCBAUBAETCS
pEerucTpalvOHHBIN HOMED cyOBbeKTa oOparieHus
B UC MJJIIT,

— TNpH HAIMYUM OCHOBAaHUK [IJI1 OTKa3a (HopMHUpYeETCs
coobmenne o0 otkaze B peructpanuun B MC MJIJII u
IPEIOCTaBICHUY JIMYHOTO KaOuHeTa

YyacTHUK
B3aMOJIENCTBUSI

—  PpE3UIEHT Poccuiickoit denepanuu, SIBJISTFOIIIIICS
nepxareneM PY, He UMEmMi JMIEH3UI0 KaK MUHHUMYM
Ha OWH U3 BUIOB JIEITEIHHOCTH,

— TIPEACTAaBUTENILCTBO  Jepxkarens  PY,  aBnsromerocs
WHOCTPAHHOM OpraHu3alied, HE UMEIOINIEE JIMICH3UI0 Kak
MUHHMYM Ha OJINH U3 BUJIOB JICSITEILHOCTH,

— ynonHomodeHHbii ®OVB

OmnucaHue BBIITOJTHSIEMBIX JEUCTBUI

1. — 2. Tlomaya u permcrpanus dSJICKTPOHHON 3asBKH HAa PETHUCTPAII0 CyObEeKTa
obpammenust B UC MIJITT

[Iepeuennb
nepeaBaeMbIxX

B 3asBKe Ha peructpamnuio cyObeKTOM 0OpaIieHusl yKa3bIBarOTCs
CJIETyIOIINE CBECHUS:
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CBeIEeHUN

NHH cy0ObekTa oOpaleHus (3amoJIHSIETCS aBTOMATHYECKU
13 KBAUTH(PUIMPOBAHHOTO cepTUdHUKaTa);

BUJ CcyObekTa oOpamieHus (pesugeHT  Poccuiickoi
Denepanu WM OPEACTABUTEIBCTBO  MHOCTPAHHOTO
PE3UICHTAa, MHOCTPAHHBINA PE3UIICHT);

MPU3HAK HAIMYUS JINIECH3UH (1a/HeT, Kak MUHIMYM Ha OJ1H
BU/JT ICATEIIBHOCTH);

dbammmsi, uMs, OTYECTBO (IIPU HAIWYMH) (3aMOJHACTCS
aBTOMATUYECKH U3 KBATU(HUITUPOBAHHOTO CepTUUKATA);

Tene(OH KOHTAKTHOTO JIMIIA;

aJpec AIEKTPOHHOM MOYTHI

3. Ompenenenne BUJAa YYaCTHHKA M aBTOMAaTHYeCKas IMPOBEPKA CBEICHHM
0 CyObeKTe OOpaleHusi ¢ HCIOJIb30BAHUEM HMHTETPAIIMOHHOTO B3aWMOJICHCTBUS
C BHEITHUMHU UH(OPMAITMOHHBIMU PECYypCaMu

[Iepeuenp
nepe1aBacMbIX
CBEJICHUU U
BJIAJIEJIEI]
UH(OPMAIMOHHOTO

pecypca

[TosryueHue cBEEHUI O PETUCTPALIMY FOPUINUECKOTO JIUIA W/ UIN
nHauBuAyansHoro npeanpunuMmarens B EI'PIOJI / EI'PUIL
®HC Poccun (nmpu peructpanuu pe3uacHToB Poccuiickoi
denepanun):

NHH cy0bexTa oOparieHus;

HAaUMEHOBaHUE CyOBeKTa oOparieHus uiu GaMuiusi, UMms,
oTdyecTBO  (MpU  HANMYMM)  JUISI  UHIWBHUIYAJIHHOTO
peAnpuHUMATETIS;

CTaTycC 3alluCu O PCTrucCTpalu HOPHUIUYCCKOIo JIHIa W/ M
WHANBUAYAJIbHOI'O IPCATIPUHHUMATCIIA.

[Tonyyenue cBeaeHU! 00 aKKpeAUTAMM FOPHIWYECKOIrO JIHIA
B PA®II ®HC Poccnu (mmpu perucTpanuu MpeAcTaBUTEIbCTB
WHOCTPaHHBIX Jepxareiei PY):

NHH cy6bexTa oOparieHus;

HAaUMEHOBaHUE CyOBeKTa oOparieHus uiu GaMuiusi, UMms,
oTdyecTBO  (MpM  HAAWMYMHM) Ui WHIWBHIYAJIBHOTO
peANPUHAMATE]IS,

CTaTyC 3allUCM O PErUCTpalluyd  MPEICTABUTEIIHCTBA
MHOCTPAHHOTO Jepxareins PY

4. TlpenocraBieHUE OPUTHHAIOB YJIOCTOBEPSAIOIIMX JOKYMEHTOB, B TOM YHCIIE
JOBEPEHHOCTH, BKIIFOUAIOIINX HOMED 3asBKH, B yITOJTHOMOYeHHbI POUB
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5. — 6. [lonyuenue u paccmotrpeHue ynoaHomoueHHBIM DOUB npenocTaBieHHBIX

JOKYMCHTOB

7. Ilpunstue pemieHus o perucrtpanuu cyobekra ooOpamenus B MC MJUIIT u
NPEAOCTABJICHUN YIOJIHOMOYEHHOMY IMPEACTABUTENIO JOCTYNMa K JUYHOMY
KaOuHETY (IIpH OTCYTCTBUM OCHOBAHUM JJISI OTKa3a)

8. Ionteepxknenue ynomHomodeHHbIM GOOUB s1exkTpoHHONM 3adBKHM CyObeKTa
oopamenust B UC MIJIIT (mpu 0TCYyTCTBUM OCHOBaHUU JIJIsl OTKa3a)

9. Co3manme muuHOTO KabuHeta cyObekTa oopamenus B UC MJUJIIT u momyuenue
JOTOJTHUTENBHBIX CBEEHUHN O CyObeKTe 0OpanieHus (Ipy OTCYTCTBUU OCHOBaHUI

JUISL OTKa3a)

[Iepeuenn
IepeIaBacMbIX
CBEJICHUN U
BJIAJIEJICL]
MH(OPMAIMOHHOTO

pecypca

[TonmydyeHue cBeneHUN O HAJIMYMM JIMIEH3UM Ha IMPOM3BOJICTBO
JICKApCTBEHHBIX CpeAcTB B EaumHom peecrpe JHUeH3UM
Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CpeAcTB MMHIPOMTOpPra
Poccumn:

— HWHH cy0ObexTa obpatieHus;

— HOMED JIMIICH3UHY;

— aapeca MeCT OCYUIECTBIICHUS NEATEIbHOCTH;
— TIepeyeHb paboT, YCIyT;

— CTaTycC ACUCTBUSA JIUIICH3UU.

[Tomy4yeHne cBeAEHU O HAIMYMHU COOTBETCTBYIOLICH JUIICH3UU
B EnmHom peectpe JuueH3uii Ha dQapManeBTHYECKYH) U
MEJULMHCKYIO0 IeATeJIbHOCTh Poc3apaBHaa3opa:

— HWHH cy0OnekTa obpartiienus;

— HOMEp JIHMIICH3UY;

— aJpeca MeCT OCYIIECTBJICHHUS IeATEIbHOCTH;
— TepeyeHb padoT, YCIyT;

— CTaryc I[eI‘/IICTBI/Iﬂ JIUICH3UU.

10.ITpenocraBienre cyOnekTy oOpatieHus: Joctyna B JuuHbid kabunetr UC MJJIIT
(Ipu OTCYTCTBHM OCHOBAHUM ISl OTKAa3a)

11.VBenomiieHue

cyObekta oOpamienuss o  peructpauuu B MC MIJIII

(Ipu OTCYTCTBHM OCHOBAHUM ISl OTKAa3a)

12 ITpunsitue pemeHuss o0 OTKaze B perucTpaluu CcyObeKkTa oOpalleHus
B UC M/JIIT (mpu Halnu4uu OCHOBAHUU JIJIsl OTKA3a)
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ITepeuenn
OCHOBaHHUU IJIA
OTKa3a B
perucTpanuu

OTCYTCTBHE CBEJICHUI O PErMcTpaIiui CyObeKTa OOpalieHus
B EI PIOJI/EI'PUIT/PA®IT ®HC Poccuwu;

OTCYTCTBUE  CBEIIEHHUH O  CcyObekTe  oOpalieHus,
3apEerucCTpUPOBAHHOM B KadecTBe  jepxkarens PV,
B ['ocylapcTBeHHOM peecTpe JIEKapCTBEHHBIX CPENICTB
Munsnpasa Poccuu;

OTCYTCTBUE OPUTMHAJIOB JOKYMEHTOB, MOATBEPKIAIOIINX
IPaBo MPEJCTABICHUSI HHTEPECOB CYObEKTa 0OpaIeHUS

13.YBenomiienne cyobekTa oOpamieHusi o0 otkaze B peructpaiuu B UC MIJITI
C YKa3aHHeM MPUIHHBI OTKa3a (IIPH HaJTUYUK OCHOBAaHUH JIJIsl OTKa3a)
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1.2. Perucrpauus B UC MJJIII nep:xkarteseii PY, aABAsiIIOIIMXCA HHOCTPAHHBIMH
OpPraHM3alusMH, Y KOTOPBIX HeT INPEACTABUTEILCTB Ha Teppuropum Poccuiickoit
Degepauuu

1.2. Peructpauus gepxateneu PY, aBnsoWmMxcs MIHOCTPaHHbIMKU opraHuauusavu, 8 UC MAOJIT

Oepxatens PY

YnonHomMoueHHbIn OB

nc Masn

Pewewnne o
HeobxoaumocTn
peructpauyuu 8 UC
Mann

1. Nogava

2. Peructpauusn

3NEKTPOHHOI
Ha perucrpauuio

v

3. MNpepocrasnexue

B peructpauum 8 MC
MAONMN oTkaszaHo

yBenOMNeHKe 06

0TKA30 B PErucTpauMi |

opuruHanoe OPUrAHEN S opuruHanoe
— — P
YAOCTOBEPSAOLLMX fokyMeHTos YAOCTOBEPAOLLMX
AOKYMEHTOB OOKYMEHTOB

4. MonyyeHue

.

5. PaccmoTpenue

3NEKTPOHHON 3aABKN

AOKYMEHTOB U
npoBepka ceeAeHnin

Herv

Mposepka
npoipexa?

|

6. Pewwenne o
perucTpauuu

10. Pewenwe 06
oTKase B perucrpauyum

. -

7. NoaTeepxaeHue
perucTpaumm

11. YBepomnexue o6
oTKa3se B permcTpauum

PeecTp 38880k H&
PETUCTpaLU
A

8. MNpepocrasnexue

AOCTYNA B NNYHBIA
kabuHer

v

9. Yeegomnenue o

Peructpauwms 8 UC
MANM ocywecTenexa |

y 0 pericTpaum

perucTpauun

Pucynox 3
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AHHOTAIIUA

Perucrpanuss nepxarenss PY, sBisiromerocss HWHOCTPaHHOM
OpraHu3alue, y KOTOpOT'O HET MPEJICTAaBUTEIIHCTBA
Ha tepputopun  Poccuiickori  Depepanuu, OCyUIECTBISIETCS
B IC MJIJIIT Ha ocHOBaHMM NOAAHHOW UM 3JIEKTPOHHOM 3asBKU U
npu JIMYHOM MIPUCYTCTBUU YIIOJTHOMOYEHHOTO 1A
C MIPEIOCTABICHUEM OpUTHHAaja aroCTHJIMPOBAHHOM
JIOBEPEHHOCTH.

Jlis 06pabOTKM W MPOBEPKH JAHHBIX YIMOJIHOMOYEHHOMY JIHILY
nepxkarens PV, sgBmAromerocss MHOCTPAHHOW OpraHU3alued,
HEO00XOUMO JTMYHO 00paTUThCs B ynoinHoMmoueHHb GONB.

1o pe3ynpTaTaM pacCMOTpPEHHUS 3asBJICHU:

— IpH OTCYTCTBHUM OCHOBaHMM ISl OTKas3a 3aBEpIIACTCS
peructpanus B UC MIJITI, co3ngaeTcs TUYHBIN KaOWHET W
CyOBEKTYy OOpalleHus] MPUCBAUBACTCS PETUCTPAIMOHHBIN
HOMep cyObekTa obpamenust B UC MIJIIT,

— TIpM HAIMYMM OCHOBAaHMM JUIi OTKaza (opMUpYyeTCs
coobuienne 00 ortkaze B peructpauuu B MC MJIUJII wu
MPEIOCTaBICHUN JIMYHOTO KaOMHEeTa

YyacTHUKH
B3aMMOJIEUCTBUSA

— Jepxarens PY, SBIMOMnicS HHOCTPAaHHOW OpraHU3alueH;

— ynonHoMmoueHHbld POUB

Omnucanue BBIITOIHSIEMBIX JEUCTBUI

1. — 2. Tllogaua u peructpamusi >ICKTPOHHOW 3asBKU Ha PETHCTPAIMIO CYObEKTa

obpamenust B UC MIJITT

[lepeuenp B 3asBke nHa peructpanmro B HMC MJUIIlI nepxkaremem PV,
nepeaaBacMbIX SABJISIFOIIIUMCSL ~ MHOCTPAHHOW  OpraHM3aliueid,  yKa3bIBaloOTCs
CBEJICHUI U CIEAYIOIINE CBEICHUS:
BIIAZICIIC

ACTICHL — HaWMEHOBaHUe jepxarens PY;
UH(OPMAITMOHHOTO
pecypca — Bua cyObekta oOpameHus (pesuaeHT — Poccwuiickoi

denepanud  WIA  OPEACTABUTEIBCTBO  MHOCTPAHHOTO
PE3UICHTA, HHOCTPAHHBIA PE3UJICHT);

— KOJ HajororJilateJbllinka Aepxkarenss PY B crpaHe
peructpauuu (ananor MTHH);

— KOJI CTpaHbl perucTpanuu aepxareis PY;
—  HMHJEKC;
— (¢amMunus, uMs, OTYECTBO (MPU HATTUUHH);

— TenedOH KOHTAKTHOTO JINIIA;
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— aapec 3JICKTpOHHOI>i IIOYTHI

3. I[IpenocraBneHne OpPUTMHATIOB YAOCTOBEPSIONMIUX JOKYMEHTOB, B TOM YHCIE
JNOBEPEHHOCTH, BKJIIOYAIOIINX HOMED 3asBKH, B yroiiHoMoueHHbId @OVIB

4. — 5. TlonyueHnue u paccMoTpeHue ynoiaHomoueHHbIM @OUB npenocraBieHHbIX
JOKYMEHTOB

6. Ilpunarue pemeHUs O perucTpanuu cyobekta obOpamenus B UC MJUJII u
MPEIOCTABICHUU YIOJIHOMOYEHHOMY TMPEACTABUTENIO JOCTyNa K JIMYHOMY
KaOHWHeTy (MpU OTCYTCTBHHM OCHOBAaHUM I OTKA3a)

7. TloarBepxkaenue ynoaHomoueHHBIM OOVB »3nekTpoHHON 3asBKU CyOBEKTa
obpamenus: B UC M/JIIT (mpu oTCYyTCTBUM OCHOBAaHUMN ISl OTKA3a)

8. Co3manne nuyHOro kabOuHera cyOwbekra oOpamenus B HWC MJJIII
npenocTaBiieHue CyObeKTy oOpaileHus nocTymna B jguuHblil kadbuner MC MJJITT
(Ipu OTCYTCTBHM OCHOBAHUU ISl OTKA3a)

9. VBenomnenne cyOwbekta oOpameHuss o peructpanuun B UC  MJUJIII
(TIpu OTCYTCTBMM OCHOBAaHUU AJISI OTKa3a)

[Iepeuennb — OTCYTCTBHE CBEIAEHHU O nepxkarene PY, sprdromemcs
OCHOBaHUU JIJIS VHOCTPAHHOM  OpraHu3anue, B  PErucTPallMOHHBIX
OTKa3a B ynocroBepenusx JIII B T'ocymapcTBeHHOM — peectpe
perucTpanuu JIEKapCTBEHHBIX cpeAcTB Mun3apasa Poccuu;

— OTCYTCTBHUE OPHUIMHAJIOB JIOKYMEHTOB, MOJATBEPKIAFOLINX
paBO TNPEACTABIEHUS  HWHTEpEecOB  Aepxkarens PV,
SBJISIOIIETOCS HHOCTPAHHOW OPraHU3aluen

10.Ilpunsatne pemeHuss 00 OTKa3e B PETUCTpalMd CyObeKTa OOpalieHus
B UC MJUJIII (mpu Hanu4uu OCHOBAHUM sl OTKa3a)

11.YBenomiienne cyObekTa oOparmieHus o0 orkaze B peructparuu B MC MJJIIT
C YKa3aHHEM MPUYUHBI (ITPU HAIMYUU OCHOBAHMH JIJISl OTKa3a)
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1.3. Bnecenme B HC MJIJIII cBenennii 00 HMHOCTPAHHOM KOHTPAreHTe,
He siBJsIomeMcs noJjb3oBareaem MC MJITI

1.3. BHeceHue cBegeHuint 06 MHOCTPaHHOM KOHTpareHTe, He sisnsaLwemMmcs nons3osatenem VC
MAJ

Oepxatens PY/

nC Manr
npeacTaBuTeNbLCTBO

Pewerme 0 HeoBxoguMocT
BHECEHUA caepeHun ob
WHOCTPEHHOM KOHTpareHTe

1. Hanpasenexue 3anpoca 2. MNposepka Hanu4na
Ha Nouck ceeaeHun ob ceeaeHui 06
WHOCTPaHHOM WHOCTPaHHOM
KOHTpareHTe KOHTparewTe

Bo BHeceHuu ceeaeHwin
06 uHoCTpaHHOM
KOHTpareHTe 0TKa3aHo

8. YBegomnenxue 06
4——ysenomnekne ob otkale———  OTKa3e BO BHECEHWN
CBEAEeHUI

A

7. Pewenue of oTkase B

" Ceene aiaeHbI?
e
perucTpaunu CBeaeHun ASEHA HAWIOHL]

A

i
|
i
|
i
|
i
|
i
|
i
|
i
|
i
|
|
|
i
|
|
|
i
|
|
|
i
|
|
|
i
|
|
|
i
|
|
|
|
|
|
|
|
|
|
|
i
|
|
|
|
|
i
|
|
|

Her
3. Nopava ceeneHun ob
WUHOCTPaHHOM <
KOHTpareHTe
N 4, ONIK Peectp y4acThukos | Peectp
MHOCTPAHHbIX KOHTPareHTos

OcyuiecTanaerca nposepxa,
NTO PEMCTPUPYEMBIA
KOHTPAreHT ABNRETCA

WHOCTPEHHON Oprakusayuein

Mpucaoenwe
WABHTHDHKATOPA, BrECEHNE 5. Peructpauusa ceeaeHuin
SESRO B pReCy 0 KOHTpareHTe

v

HeceHue cBefeHun o

WHOCTPaHHOM W 6. YBegomnenue o
KOHTpareHTe I BHECEHWW CBEAEHWUI
OCYLLEeCTBNEHO

Pucynox 4
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AHHOTAaIMs Buecenne  cBemeHuii 00  MHOCTPAaHHOM  KOHTpPAareHTe,
He sBistomeMcs: nois3oareniem MC MJIUJIII, ocymectBisieTcs
JepKaTeseM Py (unu €ro PEICTaBUTEIILCTBOM )
IUISL PETUCTPALIUU MHOCTPAHHBIX MIPOU3BOIUTEIEH
JIEKapCTBEHHBIX  CPEACTB,  OCYIIECTBIISIOMIMX  3aBEpPLICHUE
MPOU3BOJICTBEHHON  cTamuu  (acoBku  (ymakoBku)  JIIIT
BO BTOPHYHYIO  (MMOTPEOUTENBCKYI0) YMAaKOBKY H  CTaauu
BBIMTYCKAIOIIETO KOHTPOJSA, a TaKXKE CBEICHUN 00 MHOCTpaHHBIX
Opra”Hu3alusix, aBsromuxca npoaasuamu JII1

Y4acTHUKH — Jnepxarens PY wnm nmpeacraBuTenbCTBO nepxkarens PV,

B3aMMOJICHCTBHS ABJIAIOLLETOCA MHOCTPAHHOU OpraHu3anuei

Ornrcanue BBIIOJHAEMBIX JACHCTBHIA
1. — 2. OcymecTBieHre TMPOBEPKU HATUYHUS CBEJICHUN O PETUCTPUPYEMBIX
MHOCTpaHHbIX KoHTpareHTax B MC MIJIIT

[Iepeuennb [Tonck  cBeeHMM  OCYHIECTBISICTCS C  HCHOJIb30BAaHUEM

Mepe1aBaeMbIX CIEAYIOIINX KPUTEPUEB:

OB CICHIHI U — KOJ HAJIOTOIUIATENbIIMKA HWHOCTPAHHOIO KOHTpareHTa

B S B CTPAHE PErUCTPaALINH;

UH(OPMAITMOHHOTO

pecypca — KOJ CTpaHbl PEruCTpalii MHOCTPAHHOTO KOHTPAreHTa

3. Tlomaua cyOBeKkTOM OOpaIeHus CBEASHUM O PETUCTPUPYEMOM HHOCTPAHHOM
koutparenre B IC MJIJIIT (B ciydae OTCYTCTBUS paHee 3aperucTPUPOBAHHBIX

ceenenunit B UC MJIJIIT)
[lepeuenp I[Ipu mnomaye wuHOpManuu 00 MHOCTPAHHOM KOHTPAreHTE
Mepe1aBaeMbIX B UC MIIJIII  nmepxxarenem PY  yka3plBatoTCs  CIIEIYIONIUE
CBEJICHUN U CBEICHUS:
BIIaJIETIEL] .

— HauMMEHOBAaHWE MHOCTPAHHOI'O KOHTPAreHTa;

UH(OPMAIMOHHOTO
pecypca — KOJ HAJIOTOIUIaTENIbIIMKA HWHOCTPAHHOTO KOHTpareHTa

B cTpaHe peructpanuu (anamor UHH);
— KOJ CTpaHbl PErUCTPAIIMA HHOCTPAHHOTO KOHTPAreHTa,

—  HHIEKC

4. OcyiecTBieHUE

NC MIJII  dpopmMaTHO-TOTUYECKOTO  KOHTPOJS |

ABTOMATHYECKOEC TPHHITHE PEHICHUS O BO3MOXKHOCTH BHECCHHM CBEICHHM
00 nnoctpanHoM kontpareare B 1IC MJIJITI
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5. BHecenue cBeneHuit 00 MHOCTpaHHOM KOHTpareHTe B PeecTp HMHOCTpaHHBIX
koutpareaToB MC MJUJIIT (mpu OTCYTCTBMM OCHOBAaHMH Ui OTKasza) |
PUCBOCHHUE UICHTU(PUKATOPA MHOCTPAHHOTO KOHTpareHTa

6. YBemomiieHnne cyObekTa OOpallleHHs O BHECEHUM CBEICHUM 00 WHOCTPAHHOM
koHTparente B 1C MJIJIII

/. Pemenne o0 OTKaze B PErMCTpallMd CBEJIECHHUN 00 MHOCTPAHHOM KOHTPAareHTe
(TIpu HaTMYUHM OCHOBAHMI JUISI OTKA3a)

[Iepeuens
OCHOBAHUM JJIs
OTKa3a B
perucTpanuu

— HQJIMYME  PErUCTpallMM  WHOCTPAHHOTO  KOHTpAareHTa
B KauecTBe cyobekTa odpamienus 8 UC M/JIIT;

— HaJIM4Huc paHee 3apPCTUCTPHUPOBAHHBIX CBGI[CHI/Iﬁ
00 HHOCTPAHHOM KOHTPAIrCcHTC B PGGCTpe HHOCTPAHHBIX
KOHTPArcHTOB

8. YBemomienue cyOwnekTa oOpamieHuss 00 OTKa3e BO BHECCHHH CBEIACHHM
00 nHoctpanHoM koutparenre B UC MJUIIl ¢ yka3zaHueM NpUYMHBI OTKa3a
(TIpu HATMYKMKM OCHOBAHUU JIJIsl OTKa3a)




2. Pazgen «Onucanme JIII B UC M JIJII»
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2. Onucanue 1M 8 UC MAOJIN

CybbekT obpalyeHus

nc Mann

HeobxogumocTte
onucanus JIMN 8 UC

mann

v

1. Nonyyenue GTIN B
rc1PyC

v
2. Nopava
3NEKTPOHHO 3aABKN

2. Peructpaumsa
3NEeKTPOHHOW 3asBKU

A

Ha nony4yexue
onucaxus JIN

B onucanum N1M 8 UC
MO oTkasaxo

5. Beibop

Ha nonyyeHue p
onucaxus N

v

3. PopmupoBaHue
3anpoca Ha
nonyyexue ceeaeHun

:

4. ObpaboTka u
perucrTpauma
nony4eHHbIX

cBefeHun

I
I
I
I
I
I
- — — 4
I
I
I
|

8, Otkasz B

dhopmupoBaHnmn
KapTouku JIN

Ceepenuns
nony4exsl?

.

aa

yeeaomnexue ob otkase OTKase B

B (DOPMHPOBAHHIN KAPTOUKW |

9. YeenomneHue o6

dopmupoBaHnmn
kapToskm JIN

HeobxoauMon 3anucu
onn

OcyuiecTsneHo
onucaxue JifN e UC
mann

YBEAOMNEHHE O
HOPMUPOBAHIN KIPTOMKM

6. PopmmpoBaHne
kapToykm J1M n
3anonHeHWe CBOWNCTB
nn

;

7. YBegomnexue o
dopMMpoBaHun
KapTouku JIM

Musaapas Poccun

WHGBOPMALMOHHBIA pecype
XpaMaMUA CBBAGHNIH O
ToBapax

rc1pPyc

&

Pucynox 5
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AHHOTAIIUA

Omnucanne JIIT B UC MJUJII ocymiecTBisieTcsi Ha OCHOBAaHUU
AJICKTPOHHOM 3asBKU CyObEKTa 00paIeHusl.

OJDKHA  OBITH
PYC ¢ uensro

[IpeaBaputenbHo  CyOBEKTOM  OOpalieHus
ocymectBieHa peructpanus JIII B T'Cl
nosyuenust GTIN.

3asBky Ha omnucanue JIII momaer poccUUCKUN MPOU3BOAUTEID
JIEKapCTBEHHBIX CPeACTB IpHu npousBoacTse JIII Ha Tepputopun
Poccuiickoit ®enepanmu  wiu  aepxarenb PY  (wmm  ero
NPEJCTaBUTENBCTBO) Tpu mpousBojactBe JIII 3a mpenmemamu
teppuropun Poccuiickonn @enepanun

YyacTHUKH
B3aMMOJIEUCTBUSA

—  POCCUMCKHUM IPOU3BOAUTEID JIEKAPCTBEHHBIX CPEJICTB,;

— gaepxarenb PY winm npenctaBUTENbCTBO jepxkarens PY,
SIBJISIFOIIIETOCS MHOCTPAHHOM OpraHu3aluen

Omucanne BBIITOIHSIEMBIX JeHCTBUU

1. Peructpanums JII1 8 I'C1 PYC u nonmyuenue GTIN

2. — 3. [lomaua u peructpaius IEKTPOHHON 3asiBKH Ha TosydeHue onucanus JIIT

B UC MJIIIT
[Iepeuenn B snextponnoit 3asBke B MC MIJIIT yka3bIiBatoTCsl CAeAyIONINE
IIepe1aBaeMbIX KJIFOYEBBIE TAPAMETPBI:
CBEJICHUN U :
— HOMEP PErUCTPAlUOHHOTO yaocrtoepenus JIII;
BIIJIETIEL]
uHdopmaionHoro | — JAara perucrpanun JIIT;
pecypea - GTIN
3. ®opmupoBanue 3anpocoB Ha nonyuenue cBenenuit o JIII 8 ECKJIIL u B I'C1
PYC
[Iepeuenp CocraB cBenenuy, nonydaembix u3 ECKJIII Mwuu3apasa
IepeaaBacMbIX Poccuu:
CBEIICHUU U .
—  MEXJIYHapOJHOE HEMAaTEHTOBAHHOE HAMMEHOBAHUE;
BJIaJIETIEL]
MHPOPMALUOHHOTO — npu3Hak Hamuud B nepeune JKHBJIL;
pecypcea —  JexapcTBeHHas (popma;

— JI03UpOBKa (3HAYEHUE);

— J103UpOBKa (€IMHUIIA UBMEPEHUS );
— TOProBO€ HAUMEHOBAHMUE;
JICKapCTBEHHON  (QOpMBI B

—  KOJIMYECTBO MIEPBUYHOMN
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YIIaKOBKC,

— KOJIH4YCCTBO HCpBH‘IHOﬁ YIIAKOBKH B HOTpe6HT€HBCKOﬁ
YIIAKOBKC,

— KOMIUIEKTHOCTD YIIAaKOBKH;
— HOMEp PETUCTPALMOHHOrO ynocroepenus JIII;
— nara peructpamuu JIIT;

— Jara OKOHYaHUs NENUCTBUS PETUCTPALIMOHHOTO
yaoctoBepenus JIII;

— mnpenenpHas 3apeructpupoBaHHas neHa (mia KHBJIII)
(py6.);

— ajpec (dacoBIMKa/yaKkoBIUKA BO BTOPUYHYIO
(TpeTUYHYI0) YIAKOBKY;

— HauMEHOBaHHME (HacOBIIMKA/YIAKOBIIMKA BO BTOPUYHYIO
(TpETUYHYI0) YIAKOBKY.

Cocras cBenennii, nonydaemsix u3 I'C1 PYC:
— GTIN;
— HauMEHOBAaHUE Ha yIaKOBKE;
—  KOJIMYECTBO (Mepa);
—  KOJIMYECTBO (€MHUIIA U3MEPEHHUS);

— ajapec (dbacoBIMKa/yrakoBIUKA BO BTOPUYHYIO
(TpETUYHYI0) YIIAKOBKY

O6paboTka, perucrpanuss W TPOBEpPKAa  TMOJYYEHHBIX W3  BHEHIHUX
MH(}OPMAIIMOHHBIX PECYPCOB CBEACHUI

. Boibop cyOwekToMm oOpaiieHusi koppekTHoit 3amucu o JIII (mpu orcyrcTBUmM
OCHOBaHHUH JIJIT OTKa3a)

®opmupoBanue kaprouku JIII wm 3anomuenne onumcanmus B HMC MJUJII
(TIp¥ OTCYTCTBUM OCHOBAHUM JJIs1 OTKAa3a)

. YBenmomiienne cyObekTa oOparmienus o co3ganuu kaprouku JIIT 8 UC MJJIIT
(TIpu OTCYTCTBHM OCHOBAaHUMU TSl OTKA3a)

Otka3 B popmupoBanuu kaprouku JIIT 8 UC MIJIIT (mpu Hanuuuu OCHOBAHMIMA
JUIS1 OTKa3a)

Ilepeuenp — orcyrctBue ceenenuii o JIIT B ECJIKII;

OCHOBAaHUU JJIA
OTKa3a B
perucTpanuu

orcyrctBue ceenenuii o JIII B I'C1 PYC;

HECOBIAJCHUE CBEJICHUI (mata u HOMEP
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PErUCTPALIMOHHOTO yI0CTOBEPEHUS, TOPrOBOE
naumenoBanue) B ECKJIIT u I'C1 PYC

9. VBenomnenne o0 orkaze B ¢opmupoBanuu kKaptouku JIII B WUC MJUJIIL
C YKa3aHUEM MPUYMHBI 0TKa3a (IpU HAJTMYMU OCHOBAHUH JUIsl 0TKa3a)




3. Pasgea «Bsoa JIII

B 000poT»
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3.1. Boa B o0opot JIII, npousBeneHHbIX HA TeppuTopuu Poccuiickoit @enepanun

3.1. Bog B o6oport J1IN, nponsBeaeHHbIX Ha Tepputopumn Poccuiickon degepaumm

Poccuiickuin nponssogutens

CepBep amuccum

nc Mmann

HeobxogumocTs

npou3BoACTBa W BBOAA B
obopor NN

Mpu sbibope nopaaka
CAMOCTORTESNLMHOMO

4

HHANBALYANLHOMO

1. leHepuposanue
WHAMBMUAOYanNbHLIX
CEPUIHLIX HOMEPOB

%

2. MonyyeHue KOA0B

CAPHAHOTO HOMepa

MapKUPOBKN

v

3. Ynakoekal/thacoska Bo
BTOPUYHYIO (TPETUYHYIO)
ynakoeky

4, MNepepaya ceepexnin o
»  3aBepwexnu atana
OKOHYaTeNbHON YNakoBKu

Wcnonbayetca P3?

6. Ot6op o6pa3suos

7. Nepeaava ceegexnin 06
otbope o6pasyos

4

9. NoaTeepxaexne
COOTBETCTBUA W BbIMYCK

10. lNepenaya cBegeHni o

311-register_snd_packing.xsd

SGTIN

312-register_control_semples.xsd.

GTIN

10311-skzkm_ragister_end_packing.xsd
SGTIN

v

5. Peructpauus ceegeHuni
#| 0 3aBeplennn 3Tana
OKOHYaTENBLHOW YNAKOBKM

Peectp AokymeHToB/Peectp
TOBAPOR

8. PerucTpauua ceegeHun
06 ot6ope o6pa3syos

11. Peructpauus
»|  cBegeHWu o Bbinycke

BbINYCKE rOTOBOW

rOTOBOW NPOAYKUMK
YNONHOMOYEHHBIM TULIOM

npoAaykunn

OcyuectsneHo

NPOU3BOACTBO U BBOA B
obopor NI

313-register_product_emission, xsd
SGTIN/SSCC

rOTOBOW NPOAYKUMMA

v

12. Nepegaya ceeaeHwn o
BbINYCKE FOTOBOM
npoaykuvu 1 eeoae SN 8
obopot

Moncucrema «BuBopouHblit
S~ owpones_—"

Pocanpasnaniop

Pucynox 6
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AHHOTAIIUA

I'enepupoBaHue  MHOUMBHUAYAJIbHBIX  CEPUMHBIX  HOMEPOB
JUTS KOJUPOBAHUS BTOPUYHON (IOTpeOUTENbCKOM) yrakoBku JIIT
MOXKET  OCYIIECTBISITBCS ~ CAMOCTOSITENIBHO  POCCUHUCKUMH
POU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB WJIM ONEPATOPOM
NC MIJIII o 3ampocy. B pe3ynbrare yHHKadbHasE KOMOWHAITUS
GTIN u HHIMBUOYAIBHOTO CEPUMHOTO HOMEpPA BTOPUYHOMU
(motpedurenbckoit) ynakoBku JIII HaswiBaeTrcs SGTIN wu
ONnpeaeNsieT YHUKAIbHbIA UACHTU(PUKALMOHHBIN KO BTOPUYHON
(moTpebuTensckoi) ymakoBku JIII uisi mpocieXuBacMOCTH
B IC MJIJIIL.

Ha kaxmyro BTropuuHyrO (HOTpeOUTENbCKYyr0) ymakoBky JIIT
HAHOCHUTCSA  JBYMEpHBIM  mmTpuxoBoii  kox  DataMatrix,
COJIEpKAIMN CIEIYIOIIAN COCTAB MOJICH:

— SGTIN (o06s3aTenbHO);

—  KOJI IIPOBEPKHU (mpenocTaBisieMbli OIepaTopoM
NCM/JIIT npu Hanuuuv YCTPOMCTBA PErUCTpalUU
OMUCCHH);

— HOMeEp IMPOU3BOACTBEHHOU cepuu (He 00s3aTeNIbHO);
— JlaTa UCTEUYEHHs CPOKa FOJHOCTH (HE 005A3aTeIbHO).

[TomyyeHne pPOCCUUCKUM IPOU3ZBOAUTEIIEM JIEKAPCTBEHHBIX
cpeacte ot omeparopa HMC MJJII komoB mnpoBepku
OCYILECTBISIETCS. C MCIIOJIB30BAHUEM YCTPOWCTB PETMCTPALIMU
AMHCCHUH, TpenocTtasisieMelx oneparopom MC MJUJIIL nmyrem
nepefay WM OPEAOCTABICHUS  YJAIEHHOTO  JOCTyma
(10 pellIeHUI0 POCCUUCKOTO TMPOU3ZBOAUTENS JIEKAPCTBEHHBIX
CPE/CTB).

Ha xaxnayro TpernuHyro (TpaHCHOpPTHYI0) ynakoBky JIIT
HAaHOCUTCSl CpPEJICTBO HUACHTU(PUKALMK B BHUAEC JMHEHHOIO
mrpuxoBoro koaa Codel28, comeprkaiiero WHIAMBHIYaIbHBIMN
CepUITHBINA HOMED TrpyMnnoBoi ymakoBku — SSCC.

B pamkax BBoga JIII B 0060pOT OCyIIECTBISIETCS pETrUCTpaIs
cooTBeTcTBYtONUX onepauuit B MC MJJIIL, mo pe3ynbTraram
KOTOPBIX pa3pelaercsi OCyLIECTBICHUE NAbHENUIINX TOPTOBBIX
oneparuii ¢ JIII (o6opor JIII) m nanpHeiinee OTpaKCHHE
NeNCTBU ydyacTHUKamu B3aumojericteus B M1IC M/JIIL.

[Ipyn Hammuuu ycTpoiicTBa (MM MOJAKIIOYEHHS K YCTPOMCTBY)
perucTpanMu  3MHUCCUM Y  POCCUHCKOIO  IPOU3BOAUTENSA
JIEKapCTBEHHBIX CpeAcTB Tnepenada ceeaenuii B MC MJJIIT
0 3aBEpIICHUU YIIAKOBKU JIII BO BTOPUYHYIO
(DOTPEOUTENbCKYI0)  YIMAKOBKY  MOXET  OCYHIECTBIISITHCS
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C UCIIOJIB30BAHUCM YCTpOfICTBa perucTpaui SMHUCCHUU.

Onepauuy perucTpalid CBEACHUM O 3aBEpIICHUM 3Tama
OKOHYATEJbHOW yrakoBKHU JIII v BeIITyCka TOTOBOW IMPOIYKIIUHU
COrJJaCHO TEKyIIeMy pa3liely JOCTYyHHbl JJisi CyObekTa
oOpamieHusi, HMMEIOUIEro  JIMIEH3UI0 Ha  MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB.

[Io wrToram perucTpanuyM CBEACHUNW O 3aBEPIICHUM 3Tana
okoHuarensHolt ymakoBku JIII B WMC MJUJIIl mna SGTIN
MPUCBANBACTCS THUI SMHUCCUU: «OMHUTHUPOBAH BJIAACIbIIEM» B
cilyyae COOCTBEHHOTO MPOW3BOJCTBA U 3HAUCHUE « IMUTHPOBAH
B paMKax KOHTPAKTHOTO MPOU3BOJACTBa» MPU KOHTPAKTHOM
MIPOU3BOJICTBE

YyacTHukHn
B3aMOJIEUCTBUA

- pOCCHﬁCKHﬁ IMPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCACTB

Omnucanue BBIIOTHIEMBIX IICﬁCTBHﬁ

1. T'eHepupoBaHWE  WHAWBUAYAIbHBIX  CCPUHHBIX  HOMEPOB  BTOPUYHOM
(moTpebuTenbekoi) ynakosku JITT

[Tonyuenne komoB MapkupoBku y omnepatopa MC MJUIIT (npu Hamuuuu
YCTPOMCTBA WM YAAJICHHOTO TOJAKIIOYEHUSI K YCTPOMCTBY perucrpanuu
AMHUCCHH)

VYnakoBka/acoBka JIII Bo BTOpHuYHYIO (TOTPEOUTEIBCKYIO) W TPETHUHYIO
(TpaHCIIOPTHYI0) YIAKOBKY

. — 5. Peructpamms 8 UC MJIJIII cBeneHuit 0 3aBepiiieHUr 3Tara OKOHYATEIbHOM

YIAKOBKH
[Tepeuennb I[Ipu peructpauuu B HNC MJJII onepauuii 3aBepiieHUs
Mepe1aBaeMbIX OKOHYATEJILHON MapKUPOBKU MPOU3BOJUTENIEM JIEKAPCTBEHHBIX
CBEIAECHUN U CpPEICTB OCYIIECTBIISIETCA Tepeaadya CIEAYIOINUX CBEICHHM
BJIQJIEJIEI] (0 Ka)K0¥1 eAMHUIIE TOBApa):
UH(OPMAIMOHHOTO :

— JlaTa COBEPILICHUS ONEpalnH;
pecypca

- I/II[GHTI/I(l)I/IKaTop MCCTa OCYHICCTBJICHUA JICATCIBHOCTU
pOCCHﬁCKOFO IPOU3BOANTEIIA JICKAPCTBCHHBIX CPEACTB,

— TUI MPOU3BOJCTBEHHOTO 3aKasza (cobcTBEHHOE,
KOHTPaKTHOE);

— perucTtparmoHHbiii HoMep cooctBeHnuka JIIT 8 UC MJJIIT
(B cilyyae KOHTPAKTHOTO MPOU3BOACTBA);

— HOMEp IPOU3BOJICTBEHHOU CEPUH;
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— JlaTa UCTE€YEHMsI CpOKa FOTHOCTH;
— GTIN;
— SGTIN;

— JaHHBIE MCIHOJB3YEMOIO Il PETUCTpPAllMM  CBEIACHUU
yCTpoicTBa (IIpHU Mepenaye CBEJACHUN C MCIOJIb30BAaHUEM
YCTPONCTBA PETUCTPAIIUU IMUCCHUN)

6. OTOOp KOHTPOJIBHBIX, APXMBHBIX 00pPA3llOB U 0OPA3IOB IS MOATBEPKIACHUS
cootBeTcTBUA JIII

7. — 8. Peructpanus 8 UC MJIJIIT ceenenuit 06 ordope odpasmon JIIT

[lepeuenn [Ipu peructpauuu B UC MJUIII onepauuii orbopa oOGpa3uoB
nepeaBaeMbIxX MPOU3BOJIUTENIEM JICKAPCTBEHHBIX CPEACTB  OCYIIECTBIISIETCS
CBEJICHUU U repenayva CIeAylnX CBEICHUM:
BJIAJIEJIEL] .

— J1aTa COBEpPIIIECHHUS OIepalllH,
HH(POPMAITMOHHOTO
pecypca — UISHTU(PHUKATOP MecTa OCYIICCTBICHUS JACATEIbHOCTU

POCCHIICKOTO TPOU3BOAMTENA JIEKAPCTBEHHBIX CPEJICTB,
OCYUIECTBJISIOLIErO PErUCTPALIUIO CBEEHUIN O 3aBEPILICHUU
BBIITYCKAIOIIET0 KOHTPOJISI KA4eCTBa;

—  BUJ 0TOOpa 00pa3lioBs;
— SGTIN

9. IloaTBepkaeHUE  COOTBETCTBHS  TOTOBOM  MPOAYKIIMHM  YCTAHOBJICHHBIM
TpeboBanusiM u BBOJ JIII B 060pOT yNMOJIHOMOYEHHBIM JIUIIOM TPOU3BOIUTENS
JIEKAPCTBEHHBIX CPEJICTB

10. — 11. Peructparus 8 UC MJIJIIT cBenenuii o BRITYCKE TOTOBOM TTPOTYKITUN

[lepeuenp IIpn perucrtpaunn B MC MJJIII onmepanmnii BbITyCKa TOTOBOM
IepeaaBacMbIX MPOAYKLUMU  NPOU3BOAUTEIEM  JIEKAPCTBEHHBIX  CPEACTB
CBEJICHUN U OCYILECTBIISETCS IIepelada CASAYOIUX CBEICHNN:
BJIaJIETIeLL :

— J1aTa COBEpLICHUs OIEepalty;
UH(OPMAITMOHHOTO
pecypca — UJEHTU(PUKATOP MECTa OCYIIECTBICHUS JEATEIbHOCTU

POCCHIICKOTO TPOU3BOAMTENSA JIEKAPCTBEHHBIX CPEJCTB,
OCYUIECTBJISIONIETO PErUCTPALIUIO CBECHUIN O 3aBEPIICHUU
BBIITYCKAIOILIET0 KOHTPOJISI KAaYeCTBa;

—  BHUJ JOKYMEHTA MOJATBEPKACHUSI COOTBETCTBUSI;

— Jlata JOKyMEHTa IOATBEPKACHUS COOTBETCTBUS,;

— HOMCP TOKYMCHTA IIOATBCPXKACHUA COOTBCTCTBU,
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—  SGTIN w/mmu SSCC

12.Beirpy3ka  cBenenuit B Iloacuctemy — «BBIOOpPOUYHBIH ~ KOHTPOJIbY
aBTOMATU3MPOBAHHOMN MH(MOPMAIIMOHHON cucTeMbl Poc3ipaBHan30pa o BhITYCKe
rotoBoi npoaykuuu u BBoje JIIT B 060poT

[Iepeuens B Tloncucremy «BbIOOpOUHBIM KOHTPOJIB» ISl PETUCTPALAU
IepeIaBacMbIX BBoga JIII B oOopor oOecneunBaercs mepegada CIEAYIOIINX
CBEJICHUM U CBEJICHUI:
BIIAJICIICL .

— TOProBO€ HANMEHOBAHHE;
UH(POPMAIIMOHHOTO

pecypca — MEXIYHapOJHOE HEMATEHTOBAHHOE HAMMEHOBAHUE;
— ONMCaHHE YIIaKOBKH;

— TPOU3BOJUTEIH (COOCTBEHHUK);

— HOMEP PErUCTPAlMOHHOTO yaocTtoBepenus JIII;

— nara peructpamuu JIIT;

— npusHak HamuusA B nepeune JKHBIILT,

— HOMep IPOU3BOACTBEHHOU CepuU;

— HOMep JeKJapaluu/cepTuduKara;

— J1aTa perucTpanuu JAeKaapaiun/cepTudukara;

— TMPOM3BOJICTBEHHAS IUIONIA/IKa (MECTO XpPaHEHHUS );
— GTIN;

— konuuectBo JIII, BBeAeHHBIX B 000pOT

Buumanne! OyHKIIMOHAI nepeaayu CBEJICHUU B NcC MJIJITT
C UCIIOJIb30BaHUEM YCTPOWCTB PETUCTpAllMd AMUCCUM paboTaeT
B TECTOBOM PEKHUME
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3.2. IlpousBoactro JIII 3a npenenamu tepputopuu Poccuiickoii @exepauuu

3.2. MNpouseoacTteo JI 3a npegenamu tepputopumn Poccunckon egepauumm

Oepxatenb PY/npeactaBuTenscTBo Cepsep amuccum ncC Mann

Heobxoanmocts

npoussoacTea N sa
npeaenamnu P®

Mp# BbiGope nopaaka

CAMOCTOATENHHOTO
hopMUpoBaHUA
v HHANBNOYANHHOTO
HOoMepa
1. MeHepvpoBaxune
WHAVBUAYANLHBIX
CepUNHBIX HOMEpPOB
2. Mony4eHue Koaos
MapK1pOBKUK
3. Ynakoska/cpacoska B8O
BTOPUYHYIO (TPETUYHYIO)
yNaKosky
i 4
2 4. Nepepgaya ceegeHun o P L e R e 5. PermcTpauws ceegeHuin
Wcnoneayetcs PO? »| 3aBeplueHun atana SGTIN »| 0 3aBepwenuyn 3Tana
OKOHYaTENLHOW YNAKOBKK OKOHYaTENLHOW YNaKOBKU

/”‘R

B Ehinyok IROayI U w
YNONHOMOYEHHbIM NUUOM
TOBAPO;

A

| s 8. PerucTpauus ceegexmnit

™ 21-fore) eMmission. -

/ T »| 0 BbINycKe roToBOM
npoayKuum

7. Nepegaya ceegeHui o
BbINYCKE FOTOBOW
npoayKu11

OcylecrsneHo
npouasoacTeo [N 3a
npegenamu PO

Pucynox 7



34

AHHOTAIIUA

I'enepupoBaHue  WMHOMBUAYAJIbHBIX  CEPUMHBIX  HOMEPOB
JUISL KOJUPOBAHUS BTOPUYHOM (IMOTPeOUTENHCKOM) yriakoBku JITT
MOXKET obecrieunBaThCs aepxareneM PY umu ocymiecTBiasThCs
oneparopom MC MJIII no 3ampocy. B pe3ynbraTe yHUKaIbHAS
koMOuHanuss GTIN u uHAMBUAYaTbHOTO CEPUMHOrO HOMEpa
BTOpUYHOM (moTpeduTenbckoit) ymakoBku JIII HaszbiBaeTcs
SGTIN u ompenensieT YHUKaIbHBIA HUACHTU(PUKAITMOHHBIN KO
BTOPUYHOU (MOTpeOUTENHCKOM) YIIAKOBKHU JIIT
s mpociexkuBaemoctu B UC MJJIILL

Ha xaxmyro BTOpuuHyl (TIOTpeOuTEnbcKyto) ymakoBky JIIT
HAHOCHUTCSA  JBYMEpHBIM  mTpuxoBod kox  DataMatrix,
COAEPKAIIUN CIEAYIOIINAN COCTAB MOJICH:

— SGTIN (o06s3aTenbHO);

—  KOJI IIPOBEPKHU (mpenocTaBsieMBbIi OIIepaToOpoOM
NCM/JIIT npu Hanuuuu YCTPOMCTBA PErUCTpalUU
SMUCCUU WM NOJKIIOUYEHHUS K TAKOMY YCTPOMCTBY);

— HOMeEp IPOU3BOJICTBEHHOU cepuu (He 0053aTeNbHO);
— JlaTa UCTEUYEHHUsI CpOKa TOJHOCTH (HE 00s13aTEIIbHO).

[Tonyuenue nepxkarenem PY (unm mnpencraBUTENIbCTBOM
nepxarenst PY), sBnsronierocs MHOCTpaHHOM OpraHu3alve,
OT OIleparopa CHUCTEMbl MOHUTOPUHIAa KOJOB IIPOBEPKHU
OCYLIECTBIIIETCS C UCIIOJIB30BAHUEM YCTPONCTB PErUCTPALAH
SMUCCHH. Y cTponcTBO perucTpanuu AMUCCHUU
MPEeAOCTaBIISIETCA MyTEM €ro nepenadyu aepxareinto PY (unu
MPEACTABUTEIBCTBY JepKaTens PV, SIBJISTFOLLIETOCS
WHOCTPAHHOM opraHu3aiuei), 1ud0o MmyTeM MpeaoCTaBICHUS
K HEMYy YJaJ€HHOro JO0CTyna HWH(OPMAlMOHHOW CHUCTEME
nepxxarenst PY (unu mpencraButenbcTBa Jepxkarens PV,
SIBJIIONIETOCSI MHOCTPAHHOW  opraHusanueit). Pemenue
0 BbIOOpE criocoba OCHAIIICHHUS MIPUHUMAETCS
nepsxkaresieM PY camocTtosTenbHO.

[Ipn HaNMuUMKM yCTPOKCTBA PETUCTPALIMM SMHUCCUU WIIN JTOCTyNa
K TaKOMY YCTPOMCTBY JepKaTeIIeM Py (unmm
IIPEACTaBUTEIIHLCTBOM JeprKaTess PV, SABJISIOLLETOCS
WHOCTPAaHHOW  OpraHu3alye)  MOXET  OCYIIECTBISATHCS
peructpamusa cBeaenuit B MC MJIJIIT o 3aBepmieHuu stamna
okoHuarenbHOM ynakoBku JIII 3a mpenemamu Tteppuropun
Poccniickonn @epepanu ¢ UCHOJIB30BAHUEM  YCTPOMCTB
perucrpauuyu -SMHUCCHMM. B maHHOM ciydae perucrpanus
CBEJACHUM O BBIIYCKE TIOTOBOM MNPOAYKUMH 32 MpeAcrIaMu
teppuropun Poccuiickoit deneparum He TpedyeTcs.




35

IIpy OTCYTCTBHM YCTpPOMCTBA PETHCTPALMU HOMHUCCHH WU
JOCTyIMa K TaKoMy YCTpPOHCTBY jepkartenem PY  (umm
PEACTABUTEIILCTBOM nepKaTens Py, SIBJISIFOILIETOCS
MHOCTPAHHOM OpraHu3alueil) OCYyIIECTBISIETCS pPErucTpaus
CBEJICHUII O BBIIYCKE TOTOBOM NPOAYKIMH 3a MpeIeiaMu
tepputopun Poccuiickon denepamnuu.

I[lo wroram  perucTtpauuy  BBIIIEYKAa3aHHBIX  CBEIACHUU
BUCMIJIIT nns SGTIN mpucBamBaeTcsi THI OMUCCHH
«OMUTHUPOBAH UHOCTPAHHBIM MPOU3BOIUTEIEM

YyacTHUKH
B3aUMOJIENUCTBUS

— gepxartenb PY (Wim mpeacTaBUTENBCTBO HMHOCTPAHHOU
OpraHu3allui, SIBISIONMICHCS AepkaresieM PY)

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. T'enepupoBanue

HWHAWBUAYAJIBHBIX CGprIHBIX HOMCPOB BTOpH‘lHOP'I

(motpedurenbckoit) ynakoBku JIIT

2. Tlomyuenue komoB MapkupoBku y omeparopa MC MIJIID (mpu Hammgwuu

YCTPOMCTBA WM YJAJIECHHOTO TOAKIIOUECHHUS K YCTPONCTBY pETrUCTpaLU
AMUCCHHN)

VYmakoBka/acopka JIII Bo BTOpHuYHYIO (MOTPEOUTENIBCKYIO) U TPETHUHYIO
(TpaHCTIOPTHYIO) YIAKOBKY

. — 5. Peructpauus 8 UC MJIJIII cBenenuit o 3aBepiiieHUH 3Tarna OKOHYaTEIbHON
ynakoBku JIII 3a npenenmamu  tepputopunm  Poccuiickon  @Penepaunu
(Ipy HANMYKMKM  YCTPOMCTBA WM YAQJICHHOTO TNOAKIIOUEHHUS K YCTPOWCTBY
pETUCTpAIIUX SMUCCHH )

IlepeucHs ITIpu peructparuu B UC MJUJIIT onepanuii 3aBepIieHus 3Tana
Tepe1aBaeMbIX okoHuarenbHOM ynakoBku JIII 3a mpenenmamu Teppuropun
CBEJICHUI 1 Poccuiickoit  @epepanun  nepxkareneM PY  (wim  ero
BIIAIEIIEL IIPEICTAaBUTEIILCTBOM) OCYIIECTBISICTCS Tepeaayda CIeHyIomuxX
MH(pOPMAOHHOro | CBICHUI C  MCIONB30BAHUEM  YCTPOWCTBA  PETHCTPALUH
pecypca SMUCCHUU:

— JlaTa COBEPIICHUS OIEpally;

— perucTpalMoHHbIM Homep gnepxkarenss PY (unm  ero
npeacraBurenscTBa) B UC MJJITI;

—  HUIEHTHPHUKATOP WHOCTPAHHOTO KOHTpareHTa -
WHOCTPAHHOTO TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB,
OCYIIECTBIISIIONIETO  YMAaKOBKY/(hacOBKY BO BTOPUYHYIO
(TpeTUYHYI0) YIIAKOBKY;

—  WACHTHUPUKATOP UHOCTPAHHOT'O KOHTpareHTa —
WHOCTPAHHOTO MPOU3BOJUTEIS JICKAPCTBEHHBIX CPEICTB,
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OCYIICCTBJIAIOMICTO BBIHYCKaIOH_II/Iﬁ KOHTPOJIb Ka4€CTBA,
—  GTIN;
— HOMCp HpOH?)BOI[CTBCHHOﬁ CCpuu,;

— J1aTa UCTEYEHUs CPOKa FOAHOCTH;
—  SGTIN;

— CBEJICHHUS HCIIOJIB3YEMOIO I PETUCTPAIlUM CBEICHUM
ycTpoicTBa (YHUKAJIbHBIN HIACHTU(UKATOP PErucTpaTopa
OMHUCCHM,  yHHKQJIBHBIA  HICHTH(PHUKATOP  CHCTCMBI
chopMHpoOBaBIIIel COOOIICHUE, HIASHTU(UKATOP OTYETa
00 M3MEHEHUH CTaTyCOB KOJIOB MAPKHUPOBKH)

6. IloaTBepkaeHNE  COOTBETCTBUSI TOTOBOM  NPOAYKIMHU  YCTAHOBJICHHBIM
TpeboBanusM U BBOA JII1 B 000pOT yIOJIHOMOYEHHBIM JIUIIOM IPOU3BOAUTEIS

7. — 8. Peructparmus B UC MJJIII cBeaeHuii 0 BBIMTYCKE TOTOBOM MPOIYKIIHMH
3a nipeaenamu teppuropuun Poccuiickon denepanuu

[Iepeuenp
IepeIaBacMbIX
CBEJICHUU U
BJIAJIEJIEI]
MH(OPMAIMOHHOTO

pecypca

ITIpu peructpauuu B MC MJJIII onepauuii BbITyCKa TOTOBOU
IIPOAYKLMH 3a npenesnamu repputopun Poccurickon ®@enepannu
JepKATEIEM Py (wm ero MPEJCTAaBUTEIHCTBOM )
OCYILIECTBIISIETCS Nepelada CIEAYIOIMX CBEICHHN:

— JgaTa COBCPHICHUA OIICpalnm;

— pErucTpalMoHHBI HoMmep aAepxkarens PY (uam  ero
npencrasutensersa) B MC MJIII,

—  WACHTHUPUKATOP MHOCTPAHHOTO KOHTpareHTta —
MHOCTPAHHOTO MPOU3BOAMTENSA JIEKAPCTBEHHBIX CPEICTB,
OCYUIECTBJISIOLIETO0  yHNaKOBKY/(aCOBKYy  BO BTOPUUHYIO
(TpeTUYHYI0) YIIAKOBKY;

—  UACHTHUPUKATOP WHOCTPAHHOT'O KOHTpareHTa —
WHOCTPAHHOI'O IPOU3BOJMTEIS JIEKAPCTBEHHBIX CPEICTB,
OCYILECTBIIAIOLIETO BBITYCKAKOLIMNA KOHTPOJIb KA4eCTBa,;

—  GTIN;
— HOMep MPOU3BOACTBEHHON Cepuu;

— JlaTa UCTEUEHUs CpOKa TOJTHOCTH;
— SGTIN

Buaumanue!

OynkuvoHan — nepepaun  cBeaennit B MC  MJUJIII
C MCTIOJIb30BAaHUEM YCTPOWCTB PETUCTPAIIUU SMUCCUM PAOOTaeT
B TECTOBOM PEXKUME
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3.3.1. Beo3 JIII Ha Tepputopuio Poccuiickoii ®enepaunu u3 CTpaH, He ABJISIONIUXCSA
yieHamMu EAJC (npsimoii mopsiaok)

3.3.1. Beoa J1N Ha Tepputopuio Poccuiickon ®egepauum ns ctpaH, He siBnstoLmxca YneHamm EASC (npsimoit nopsaok NOATBEPXKASHUS)

YHUYTOXEHNe

OcywecrteneH sbisoa’
13 obopota Ha
Tepputopun PO

CywecTeneH BBO3 U

Tepputopun PO

8804 B obopor NN Ha |«

21. Nepepava
cseferuit o seose JN
8 PO

MoacucTema «BoiBopoMHLIA

KOHTPONb»

Pocanpanransop

epxatens PY/ TaMoxeHHble
Aep Mmnoptep nc mann
npeacTaBuUTeNibCTBO opraHb!
HeobxoaumocTts HeobxognmocTs
otrpysku JIN 8 PO BBso3a JIN 8 PO
1. Otrpyaka NN 8 PO
€O cKNnaga roTosom
npoayKUMK
I
v
2. H?penaua " 331-foreign_shipment. xsd 3. Pel:wc'rpauvm
cBeaenui 06 oTrpyake —— P SGTIN/SSCC Yl 06 oTrpy3ke
n s P® nneP®
4
5.Beos /N8 PO n
pasmeuienme 8 3TK
A J
6. Nposepka 613-foreign_shi (_notification. xsd 4. YsepomneHue 06 =
cBeaeHu 06 oTrpyake SGTIN/SSCC otrpyake /M 8 P® e T et
ToBapos.
h 4
7. NMoareepxaeHne 701-accept. xsd 8. Perncrpauua
cBeaieHuii 06 OTrpyaKke SGTIN/SSCC | A ]
cBeaeHni 06 OTrpy3ke
9.Ysegomnexue o
Ocywectenexa A 607-accept_notification.xsd noaT i
otrpyska JIN 8 P® SGTIN/SSCC cBefieHuii 06 OTrpyake
nneP®
y
3.33. »{ 10. Ot6op obpa3uos
v
11. Monyyexwe
[AOKYMEHTOB
NOATBEPKACHUA
COOTBETCTBUA
v :
13. Nepegaya 14. Peructpauus Y
12. Nepemewenue NN CBEEHWA O 334-custom_move.xsd cBeaeHUit 0
mexay 3TK nepemewexmnn SN SGTIN/SsCC nepemeteHum N
mexay 3TK mexay 3TK
Yy
15. Cmena
cobeTaeHnuka JIN 8
v v
16. TamoxeHHoe A+ 1 ngo::g:a o8
ocopmnenue SN n i
19. Mepepaya ceegeHi 20. Peructpaums v
© peaynbTatax 335-ts_data.xsd CBEfIeHMii O pesynsTaTax
"l tamoxenroro SGTIN/5SCC > 18. T
ochopmneHus othopMneHus ocopmnerue JN
22. Peakcnopt/ le Her

Pucynox 8
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AHHOTAIUSA

IIpn BBO3e B Poccuiickyro @Penepannro JIII pasmemarorcs
B MECTax BPEMEHHOTO XpPaHEHHS B 30HE TaMOKEHHOI'O
KOHTPOJIA.

Peructpatus B HMC MJUIIl cBenenuit o BBoze JIII
B Poccuiickyro  @enepanuio  mpeamnosiaraeT - BO3MOXKHOCTb
MPUMEHEHUsI MPAMOrO0 WIA OOpPaTHOro MOpsAAKa Ieperayu
CBEJICHUM.

[Ipu BbIOOpE TpsIMOro MOpAKA MEpeJayd M IOJITBEPKACHUS
cBeleHUl nepxkareneM PY (unu ero mnpeacTaBUTENBCTBOM),
peructpupytoTcsi cenenuss o0 orrpyske JIII B Poccuiickyro
@denepanrio, a UMIIOPTEPOM OCYIIECTBIIAETCS MOATBEPKICHUE
3apEruCTPUPOBAHHBIX JiepKaTesieM Py (mu ero
IPEICTaBUTEILCTBOM) CBEJICHUIA.

B ciyuae, ecnnu uMInoprep He ONpeAesieH Ha MOMEHT OTIPY3KH

JIIT B Poccutickyro denepanuio (mpu BBO3€
110 KOHCUTHAIIMOHHOMY JIOTOBOpY), nepxarenem PY (wnm ero
MPEJCTAaBUTENHCTBOM) BMECTO JedcTBUi 1 — 9 HacTosmiero

paszzenia OCYLIECTBIISIETCS PETHCTPALMS CBEICHUN COTJIACHO
pazzaeny 3.3.3. nHactosiuux IlacrmopToB npoieccos.

[Ipy  HEOOXOOUMOCTM  MOXKET  OBITh  OCYIIECTBJIEHO
nepememienne JIII Mexay 30HaAMH TaMOKEHHOTO KOHTPOJIS,
COOTBETCTBYIOILIUE  CBEJIEHUS JOJDKHBI  OBITh  INEpeJaHbl
ummnoprepom B UC MJIJITL.

B otHomenun JIII, moMemeHHbIX 01 TAMOXKEHHYIO TPOLENYPY
TaMOXEHHOIO  CKJIaJa, MOTLYT  COBEpLIaTbCA  CJHEJIKH,
IpeAyCcMaTpUBAIOIIME IIepeaady Mpas BIIaJACHUs, [I0JIb30BAHNS U
(nnm) pacnopsixenust 3tumu JIIL

ITpu nepenaue npasa coocTBeHHOCTH Ha JIIT cOOTBETCTBYIOMIMM
CyObeKTOM  OOpallleHHs ~ OCYHIIECTBIACTCS  pErucTparus
oneparuii 8 UC MIJIII cornacHo pa3zgemy 3.5. HaAcTOSIIIMX
[TaciopToB mporueccoB. Perucrtpanus cBeAeHH O JaIbHEUIITINX
onepauusax ¢ nepenanueiMu JIII B MC MJIUJIIT  gosmkHBI
OCYIIECTBIISTHCS HOBBIM COOCTBEHHHKOM.

[Tpu nmomemennn JIII mox TaMoKeHHBIE MPOIEAYPHI CYOBEKT
oOpamienusi, ocymecTsistomuii BBo3 JIII Ha TeppuTopuio
Poccuiickonn  @enepauuu, pErMCTPUPYET COOTBETCTBYIOIIUE
ceeaenus B UC MJUJITL.

B  memsx  mpoBepku  BO3MOXKHOCTM  Bbllycka  JIII
it BHyTpenHero mnotpebnenuss ®TC Poccum ocymiecTBiser
Hanpasienue 3anpoca B UC MJUIIT Ha nmonyuyeHune cBeleHHIA
o cratyce BBo3uMbIix JIII cormacHo pazaeny 3.7. HacTosuux
[TactiopToB mpoueccos
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YyacTHukHn
B3aUMOJIENCTBUS

— pgepxarens PY wnm npeacraButensCTBO Aepxkarens PY,
ABJISIFOLETOCS NTHOCTPAHHOM OpraHU3alueH;

—  UMIIOPTEP;
— ®TC Poccun

Omnucanue BBIIOJTHIEMBIX I[GﬁCTBPIﬁ

1. Otrpyska JIII B

Poccniickyro denepanuio co Ckiiaia roTOBOW NPOAYKIIHH

2. — 3. Peructpamus 8 UC MIJIII cBenenunii 06 otrpyske JIII B Poccuiickyto

denepanuro
[Iepeuens [Tpu peructpauuu csenenuit 06 orrpyske JIII B Poccuiickyto
nepe1aBaeMbIX @enepanmto nepxkareneMm PY (unm ero mpencTaBUTENbCTBOM)
CBEJICHUN U COOOILAOTCSA CIETYIOIINE CBEICHUS:
Blianeaen —  J1aTa COBEPILEHUS ONEPaLUH;
UH(POPMAILMOHHOTO .
pecypca — perucTpaluMoHHBIH HOMmep nepxarens PY (wm ero

npeacrasutenbersa) B MC ML,

—  WACHTH(PUKATOP MHOCTPAHHOIO KOHTPAareHTa — NpojaBLa
JIIT;

— perucTpanuoHHsii Homep umnoprepa B UC MJUIIT;

—  WJACHTH(PUKATOP MeECTa HAaXOXKIECHHS ToBapa B 30HE
TaMOXEHHOTO  KOHTpPOJs  (COrimacHO  TaMOXEHHOM
JeKJIapalyy Ha TOBaphbl);

—  THI JIOTOBOPA;

— J1aTa MepBUYHOTO JOKYMCHTA;
— HOMeEp NMEPBUYHOTO TIOKYMEHTA,;
—  SGTIN w/um SSCC

4. YBenomJieHUE U

mmoptepa o0 orrpyske JIIT B Poccutickyro deneparuio

[Iepeuenn
nepe1aBaeMbIX
CBEJICHUN U
BJIAJIEJIeI]
MH(OPMAIMOHHOTO

pecypca

VYBenomnenne ummnoptepa 06 otrpyske JIII B Poccuiickyro
denepanuio dbopmupyertcs Ha OCHOBaHHUH paHee
3apErucTPUPOBAHHOM JepHKATEIIEM Py (mm €ero
NPEICTaBUTENIbCTBOM) OINEpallMd W COJEPKHUT CJEAYIOIINE
CBEJICHMUS:

— JaTa COBCPHICHUA OIICpalnm;

— perucTpalMoHHbIH HoMmep nepxarens PY (wm  ero
npeacraButenbersa) B MC ML,

—  UJEHTU(PUKATOP MHOCTPAHHOT'O KOHTpAareHTa — MpojiaBiia
JILI;

— perucTtpanuoHHbii Homep nmnoprepa B MC M/JIIT;
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—  WACHTHU(PUKATOP MeCTa HAXOXKICHHsS ToBapa B 30HE
TaMOXEHHOTO ~ KOHTpOJs  (COIVIACHO  TaMO>KEHHOMU
JeKJIapalii Ha TOBApPHI);

— THII JOI'0BOpPA,
— JaTa IICPpBUYHOI0 JOKYMCHTA,

— HOMED MEPBUYHOIO JOKYMCHTA,
—  SGTIN w/mumt SSCC

5. Beo3 JIII Ha Tepputoputo Poccuiickoit ®denepaniuun W pa3MelIeHHUE B 30HE
TaAMOXEHHOTO KOHTPOJIA

6. OcymiecTBieHUE

MPOBEPKH  HMIIOPTEPOM  paHee  3aperucTpUPOBAHHBIX

nepxxareneM PY (unmm ero mpejctaBUTEIBCTBOM) cBeneHuit 06 otrpyske JIIT
B Poccuiickyro ®denepannto

7. — 8. IloaTBepxaeHue (aKIENTOBaHUE) UMITOPTEPOM CBeneHui 00 otrpyske JIIT
B Poccuiickyro @eneparnuto

[Iepeuenn
nepe1aBacMbIX
CBEJICHUU U
BJIAJIEJIEI
YH(OPMAIMOHHOTO

pecypca

JUis  OCYLIECTBJIEHHS  TMOATBEPXKACHUA  (AKLEITOBAHUS)
ceegeHuii 00 otrpy3ke JIII B Poccuiickyro ®Deneparuro
umnoprep obecneunBaetr nepenady B MC MJUJII crnenyromux
CBEJICHUU.

— perucTpanuoHHbii Homep umnoprepa B MC M/JIIT;

— PperucTpalMoHHbIH HoMmep gnepxkarens PY (unm  ero
npeactaBurenbeTBa) B UC MJIIT,

— JaTa COBEPIICHUS OIepalliu;
—  SGTIN w/mmm SSCC

— TOATBEPXACHUE TMPUEMKU MPUOCTAHOBIEHHOIO TOBAapa
(yka3blBaeTcsi B ciydae, ecid Poc3apaBHag30p MPUHSII
pelieHue O BpPEeMEHHOM BbIBojae U3 ooOpamenus JIII
coryiacHo 11. 7.1 ITacnopToB npo1eccoB)

9. VBenomienue nepxatens PY (uim ero mpeiacTaBUTENbCTBA) O TOATBEPKICHUH
(akuenitoBaHMK) WMIIOPTEpOM cBeneHuit o6 otrpyske JIII B Poccuiickyro

denepanuro
[lepeuenpb VYBenomiienune paepxkarens PY (uiud ero mpeiacTaBUTENIbCTBA)
nepe1aBaeMbIX O MOATBEPKICHUU (aKIENTOBAaHWN) UMIIOPTEPOM CBEACHHIA
CBEJICHUN U 00 otrpy3ke JIII B Poccuiickyto ®enepanuto dopmupyercs
BJIaiesIell HA OCHOBAaHMM  paHee  3aperucCTPUPOBAHHOM  HMIIOPTEPOM
UH(GOPMAILIMOHHOTO | OTIEpaIK U COEPXKUT CIIETYIOIINE CBECHHUS:
pecypca

— perucTtpanuoHHbiii Homep umnoprepa B MC M/JIII;

— perucCTpalMOHHBIH HOMep nepxarens PY (wim  ero
npezcraButenbersa) B UC MU,
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— J1aTa COBEPIICHUS OIepallnu;
—  SGTIN u/mnmu SSCC

— TOATBEPXKACHUE TMPUEMKU MPUOCTAHOBIECHHOTIO TOBapa
(yka3piBaeTcsi B ciydae, eciu Poc3apaBHam3op MpUHSII
penieHue O BpeMEHHOM BbIBoJie u3 oOpamenus JIII
cornacho 1. 7.1 IlacmopToB mpoiieccoB)

10. OT60p o6pa3zuos JIII a1 moaTBEPKIASHUSI COOTBETCTBUS

11.HOHY‘ICHI/I€ JOKYMCHTOB IIOATBCPIKACHUA COOTBCTCTBUA

12. Ilepemerenue

JIII MEXKIY 30HaMHU TaMOKECHHOI'0 KOHTPOJIA

(pu HEOOXOAMMOCTH)

13. — 14. Peructpamus B UC MIJIII ceenenuit o mepememniennu JIIT Mmexay 30HaMu
TaMO>KEHHOT'0 KOHTPOJIs (IMIPU HEOOXOIUMOCTH )

[Iepeuenn
nepeaaBaeMbIxX
CBEIECHUN U
BJIAJIETIEL
UH(OPMAITMOHHOTO

pecypca

ITIpu peructpanuu B8 UC MJUIIT onepanun nepememenus JIIT
MEXIYy 30HAMH TaMOKECHHOTO KOHTPOJISI COOTBETCTBYFOIIHMI
CyOBeKT oOpalleHuss OCYIICCTBISCT Tepefady CIAeAYHOITUX
CBECHUI:

— JaTa COBCPIICHHUA OIICpAllH,

— PpCTUCTpAaIllMOHHBIH  HOMEp  CyOBeKTa  OoOparmieHus
B IC MJJIIT,

—  WACHTH(PHUKATOP MeCTa HaXO0XJACHUS TOBapa B 30HE
TaMOXKEHHOTO KOHTPOJIA (C KOTOPOTO OCYIIECTBIISCTCS
NepeMeNICHUE);

—  WACHTHU(PUKATOP MeCTa HaXOXKJACHUS TOBapa B 30HE
TaMO>KEHHOTO KOHTpOJiA (Ha KOTOPOE OCYIIECTBISETCS
NepeMEILCHUE);

— JgaTta J0KYMCHTA-OCHOBAaHUSA AJIA IICPEMCIICHUA,

— HOMEp JOKYMEHTa-OCHOBAHMS ISl IEPEMEIICHNS,
—  SGTIN wu/vau SSCC

15. Ilepenaya nmpaB cOOCTBEHHOCTH Ha JIEKAPCTBEHHBIE MTPENapaThl HA TAMOKEHHOM
ckJajie (mpu He0OXOIUMOCTH )

16.TamoxxenHoe odopmienue JIII (momaua TaMOKEHHOW JeKIapaliiyd Ha TOBAapbI
B TAMOKEHHBIE OPTaHbl)

17. IIposepka ®TC Poccuu cBeaenuii o ctatyce BBo3uMbIix JIIT
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18.Peructpanusi TamMOKE€HHON JAeKIapallid Ha TOBapbl W BBIHECEHUE DEILCHUS
TaMOXEHHbIMM OpraHamMu (O0TKa3 B JEKJIAPUPOBAHUU TOBAPOB IMPHU HATUYHUU

OCHOBAHHUM )

19. — 20. Peructrpauus B MUC MIJIII cBenenuii o pe3ynbrarax TaMOKEHHOTO

obopmieHUs
[Iepeuens B ciyyae oTCcyTCTBUS OCHOBaHHMs Ul OTKa3a B PETUCTPALIUU
IepeaaBacMbIX TaMOXXCHHOM  JIeKJIapalid  Ha  TOBapbl  MUMIIOPTEPOM
CBEJECHUN U OCYILIECTBIISIETCA Mepeaya ciaeayronmx ceeaenuii B UC MJUJIIT:
BJIAJIETIEL] :

— J1aTa COBEpUICHUS OICpaLlnH;

UHGOPMAIMOHHOTO
pecypca — perucTtpanuoHHsiii Homep umnoprepa B MC MJJIII;

— B JOKYMCHTA ITOATBCPIKACHUA COOTBCTCTBHA,
— JgaTra J0KYMCHTA INOATBCPIKACHUA COOTBCTCTBHUSA,
— HOMCP JOKYMCHTA INIOATBCPKACHHNA COOTBECTCTBHA,

— KOJ TaMO>KEHHOH Mpolexypbl (BBIMYCK JJii BHYTPEHHETO
NOTpeOJICHHS], YHUUYTOKEHUE, PEIKCIIOPT);

— KOJl TAMOYKEHHOTO OpraHa;
— JaTa ¥ BpeMs NPUHATOTO PELICHUS;
— HOMEp TaMOXXEHHOM JEKJIapallii Ha TOBApBhI;

— TAaMOXKEHHAasl CTOMMOCTb TOBapa COIJIACHO JEKJIapalyu
Ha TOBaphlI,

— SGTIN wu/umu SSCC.

B cinyyae HEoOXOAMMOCTH yKazaHUs Pa3IUYHONM TaMOXKEHHOU
CTOMMOCTUA BHYTPH TPYIIIOBOM YHMAaKOBKH HMIIOPTEP COOOIIaeT
JIOTIOJTHUTENBHO cheaytomue ceeaenus aist SSCC:

—  GTIN;
— HOMEp IPOU3BOJICTBEHHOU CEPUH;

— TtamoxkenHas croumocth JIII (mmst ykasanusix GTIN u
HOMEpa CEpUH).

B cnyyae HeoOXOauMOCTH yKa3aHHUS HECKOJBKUX JTOKYMEHTOB
IIOATBEPKIACHUA  COOTBETCTBUSA B  paMKax TaMOXXEHHOH
JeKJIapaluy Ha TOBapbl UMIOPTEP COOOIIAET JOMOJHUTEIbHBIC
CBEJICHUS:

—  GTIN;
— HOMep MPOU3BOACTBEHHON cepuu;

—  BHUJ JIOKYMEHTA MO TBEPKICHUS COOTBETCTBHUA
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st ykazanHoro GTIN;

— PEKBH3UTHl JIOKyMEHTa TOATBEPKIACHUS COOTBETCTBUS
(mata u HOMep) Ju1s ykazanHoro GTIN

21. Beirpyska

ceeneanii B Ilomcucremy — «BBIOOpOYHBI  KOHTPOJIbY

aBTOMATU3UPOBAHHON HHGpOpMaIMOHHON cucTemMbl Poc3npaBHai3opa 0 BBO3E
JIIT B Poccuiickyto ®enepanuio (B ciaydae OQOPMIICHHS TaMOKCHHOM
MPOLIETyphI BBIMYCKA /JI1 BHYTPEHHETO OTPEOICHMS)

IIepeuenn
nepeaaBacMbIX
CBEJEHUN U
BIIAJIETIEL]
MH(OPMAIMOHHOTO

pecypca

NC MJUII mnocpeactBom CMOB ocymecTBisier nepeaady
ceeneaniit B IloacucteMy — «BBIOOpPOYHBIH  KOHTPOJIbY
aBTOMATH3UPOBAHHOMU UHGOPMAITMOHHON CUCTEMBI
Poc3apaBnanzopa cormacHo ¢Qopmary  uUHPOpPMAIIMOHHOTO
B3aMMOJECHCTBUA.

22. OcylIeCTBICHUE PEIKCIIOPTa WM YHUUTOKEHUS (MPU YKA3aHUM TaMOXXEHHOM

MPOLETYPHI,

OTIMYHOM OT BBIYCKA JJ BHYTPEHHEro MOTPEOJICHUs)

Ipu niepeaade CBEJCHUM 0 pe3ybTaTax TaMOXKEHHOTO 0(hopMIIECHUS
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3.3.2. Bro3 JIII na teppurtopuro Poccuiickoit @enepanuu u3 cTpaH, He SIBJISIIOIIUXCS
wieHaMu EAJC (oOpaTHbIii MOPSIIOK)

3.3.2. Beos [l Ha Tepputoputo Poccuiickon Penepaumm n3 cTpaH, He asnsowmxca yneHamv EASC (o6paTHbIi nopsaok NoATBEPXAEHNS)

epxatenb PY/
npﬂgg‘ra TR Wmnoptep mc mann TaMoxeHHble opraHbl
HeobxogumocTts HeobxoaumocTs
otrpysku /N B PO sBo3a /N B PO
! v
A 4. Monyyerue
1. Otrpyska NN 8 P® 3.Mepeaaya ceeaeHuin - =
a 2.Bs03 M 8 PO 1 332-fareign_import.xsd cBegeHui o ssose JN
€O CKNapa roToson pasmeLyenue B 3TK —>»| oBBoselNePdn seTN/sscc  PlaPou pasmelLeH B
npoaykunmn pasmewernm 8 3TK 37K
5. Mposepka
BO3MOKHOCTH
pervcTpaumm
cBegeHuin
B peructpauum sl' Onezn ]
7 o sBo3e 1N s
RO oriaaie ceepeHui o Beoae JIM
B8 PO
7. Peructpaums
v 0 BBo3e SN
8 P® 1 pasmewerm B
3TK
9. MNpoeepka
# o BBO3e NN 814-foreign_importt_nol 8. Yaenﬁ:ne;;e 0
B P® u paavelieHum B SGTIN/ SSCC BBO3E B " - ——————
3TK pasmewern B 3TK Peactp goxymerToa/Peectp |
b 4 |
10. MoaTteepxaeHue 11. Pervcrpaums '
i 0 BBO3E NI 701-accept.xsd !
8 P® 1 pasmelyenum SGTIN/SSCC caepenHuit 0 ssose JIM B |
3TK P® u pasmeluennn s 3TK |
12. Yeepgomnenve o '
OcyuwecTtenexa 807-accept_notification. xsd NOATBEPKAHN [
otrpyaka /M 8 P& (EACEConabrealice SGTIN/SSCC caepenwit 0 8aose M € .
P® v paamewyenmn 8 3TK
14. Mony4enne H
[I0KyMEHTOB 1
NOATBEPXAEHUA ;
COOTBETCTBUA |
l 1
]
16. Mepepaya 17. PerucTpauvs }
15. Nepemewienve JN »l cBeaeHnn o 334-custom_move. xsd cBeAeHUin O |
mexay 3TK nepemewerun NN SGTIN/SSCC nepemewenun NN 1
mexay 3TK mexay 3TK 1
1
v |
1
18. CmeHa ]
nne !
3TK !
]
v v
20. Nposepka
19. TamoxeHHoe \ oA
eorneta i Aexnapaums »| cseuenu;«] g craryce
22. Nepepava ceepeHUd 23. PervcTpaums
0 pesynsTarax 2:;#;« r‘;;é(c: CBEAEHMIT O pesynbTatax 21. 3aseplenne
TaMOXEHHOM !
othopmneHus ochopMneHuns: npoueayp
25. Peakcnopt/ +
YHUYTOXEHUE
OcywecTeneH BLBOA 24. Nepepava \ ~
w3 obopora Ha cBepeHui o ssose I
Tepputopum PO 8 PO Moncucrema «BubopouHbiik
KOHTPOE»
Pocsapasiaaiop
CyLUECTBAEH BBO3 U
8804 8 0bopor JIM Ha
Tepputopum PO

Pucynox 9
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AHHOTAIUSA

IIpn BBO3e B Poccuiickyro @enepanumro JIII pasmemarorcs
B MECTax BPEMEHHOTO XpPaHEHHS B 30HE TaMOKEHHOI'O
KOHTPOJIA.

Peructpatus B HWC MJUJIID cBenennii o BBoze JIII
B Poccuiickyro  @enepanuio  IpeanosiaraeT  BO3MOYKHOCTH
MPUMEHEHUsI MPAMOrO0 WIA OOpPaTHOro MOpsAAKa Ieperayu
CBEJICHUM.

[Tpu BBIOOpE OOpaTHOTO MOpsiAKa MEpeNayd U MOATBEPKIACHUS
CBEJICHUN UMIIOPTEPOM PETUCTPUPYIOTCA cBefeHus o BBose JIII
B Poccuiickyro @enepannio W pa3MEIIEeHUM B 30HE
TaMOXEHHOTO KOHTpoys, a JepxkareneM PY (wim  ero
MPEACTABUTENBCTBOM),  OCYILIECTBISETCA  IMOATBEPKICHUE
3apErUCTPUPOBAHHBIX UMIIOPTEPOM CBEJICHUM.

Jlns  ocymiecTBIEHUST OOpaTHOrO TIOPSIAKA TMOATBEPXKICHUS
CBEJICHUII B JMYHOM KaOuHeTe pnepxartens PY (unmum ero
MPEJCTABUTENBCTBA) JIOJDKEH OBITh 3apEeTrUCTPUPOBAH CIHCOK
COOTBETCTBYIOIINX JIOBEPEHHBIX KOHTPAr€HTOB - UMIIOPTEPOB.

[Ipy  HEOOXOOUMOCTH  MOXKET  OBITh  OCYIIECTBJICHO
nepemenienne JIII Mexay 30HaAMH TaMOKEHHOTO KOHTPOJIS,
COOTBETCTBYIOIIME  CBEIEHUS  JIOJDKHBI  OBITh  NEpEIaHbl
nmnoprepom B UC MJILL.

B otHomenun JIII, moMemeHHpIX 0L TAMOKEHHYIO TPOLENYPY
TAMOXEHHOTO  CKJIaJla,  MOTYT  COBEPIIATHCS  CJHICJIKH,
MpeyCMaTPUBAIOIIKE TIepelady MPaB BIIAICHUSA, OJIb30BAHUS U
(wmm) pacnopspkenust stumu  JIII. Ilpm nepepmade mpasa
cooctBeHHoctd Ha JIII  COOTBETCTBYIOIIMM  CYOBEKTOM
oOpareHus OCYIIECTBISIETCSL ~ PETUCTpalys ornepauuu
B UC MUJIIT cornmacHo paszmeny 3.5. Hactosiuux IlacmopToB
MPOLIECCOB. Perucrpanus CBEICHUN O NAIBHEUIINX OIepalusix
c nepenanubiMu JIIT B UC MJIJIT nomkHBI OCYIIECTBISATHCS
HOBBIM COOCTBEHHUKOM.

[Tpu momernieHnn ToBapa Mmoj; TaMOKEHHbBIE MPOIEAYPHI CYOBEKT
oOpareHus, OCYILECTBIISFOIIUN BBO3 JIEKapCTBEHHBIX
npenaparoB  Ha  teppurtoputo  Poccuiickor = Depepauuu,
peructpupyer cootBercTBytomue ceeaenus B MC MJUJITIL.

B umemax  mposepku  Bo3MOXHOCTM  Bblmycka  JIII
it BHyTpenHero motpebnenuss ®TC Poccum ocymiecTBiser
Hanpasienue 3anpoca B UC MJUIIT na nmonydenue cBeieHUi
O CTaTyCc€ BBO3UMBIX JIEKAPCTBEHHBIX ITPEIAPATOB COTJIACHO
pazaeny 3.7. nacrosamux [lacnmopToB mpoieccoB
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YyacTHUKH — Jnepxarens PY wim mpencraButensCTBO aepxkarens PY,
B3aMMOJICUCTBHS SIBJISIFOIIETOCS MHOCTPAHHOW OpTraHU3aLUEH;

—  HAMIIOPTED;

— @OTC Poccun

Ornucanue BBITOIHAEMEBIX N€HCTBUN

1. Ortrpy3ska JIII B Poccuiickyto @enepannio co CKiaajga TOTOBOM MPOAYKIIUU
2. Beo3 JIII na teppuroputo Poccuiickoit ®enepaniuu W pa3MeEIICHHE B 30HE
TaMO>XEHHOT'O KOHTPOJIS
3. — 4. Ilepenaua ceeaenuii B UC MJIJIIT o BBO3e JIIT B Poccuiickyro denepaimio
Ilepeuenn IIpu peructpauuu ceeaenurd o BBo3e JIII B Pocculickyro
Mepe1aBaeMbIX denepaiyio UMIOPTEPOM COOOIIAIOTCS CIACTYIONINE CBEACHUS:
CBEJICHUU U .
— JlaTa COBEPIICHUS OINEPaALNN;
1:3) 291 (S (1
MH(POPMAIMOHHOTO — peructpanmoHHbld Homep umnoprepa B UC M/JIII;
pecypea —  PErUCTpalMOHHBIA HOMep nepxkareas PY (wma  ero
npencrasutenbersa) B UC MJIII,
—  HUJISHTU(PHUKATOP MHOCTPAHHOTO KOHTpAreHTa — IpoJiaBIia
JIIT;
— UIEGHTU(PUKATOP MeCcTa HaXOXKIECHHUS ToBapa B 30HE
TaMO)XEHHOTO  KOHTpods  (COTJIACHO  TaMO>KCHHOM
JEKJIapallii Ha TOBapbl);
—  THII IOTOBOPA;
— J1aTa NEPBUYHOIO JOKYMEHTA,;
— HOMEP NEPBUYHOTO JOKYMEHTA;
—  SGTIN n/mm SSCC
5. IIpoBepka Bo3MOKHOCTH peructpanuu cBeaeHuit o BBoze JIII B Poccuiickyro

Qenepanyio  (Hanuuusi CyObEKTOB oOOpallleHuss B CIHCKE JOBEPEHHBIX
KOHTPareHToB)

Ortka3 B peructpauuu csegeHuid o BBo3e JIII B Poccuiickyro denepannto npu
OTCYTCTBMH UMIIOPTEPA B CIHCKE AOBEPEHHBIX KOHTPAreHTOB aepxkarens PY
(vM ero MpeACTaBUTENLCTBA)

7.

Peructpauus 8 UC MIJIIT ceenennit o BBo3e JIII B Poccuiickyro denepannto
(TIp¥ OTCYTCTBUM OCHOBAHUU JIJIsl OTKAa3a)
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8. YBenomnenue naepxkarens PY (unu ero mnpeacraButenbcTBa) o BBO3e JIII
B Pocculickyro @enepanuro

IIepeuenn
nepeaaBacMbIX
CBEJEHUU U
BIIAJIETIEL]
UH(GOPMAIITMOHHOTO

pecypca

VYBenomnenue naepxatenss PY (wiu ero npeacTaBUTEILCTBA)
oBBo3e JIII B Poccuiickyro Deneparuio GdopMupyeTcs
HAa OCHOBAaHMHM paHEE 3apErMCTPHUPOBAHHON  HMMIOPTEPOM
OIEPALUU U COAEPKUT CICAYIOIINE CBEACHUSA:

— J1aTa COBEPILICHUS Ollepaluu;
— peructpanonHblii Homep nmmnoprepa B UC MUJIIT;

—  PETHCTpAIlMOHHBIM HOMep Jnepxkarens PY (umm ero
npeactaBurenbcTBa) B UC MJIL;

—  WACHTH(PUKATOP MHOCTPAHHOIO KOHTPAareHTa — IMpojaBLa

JIIT,
— WJACHTHU(PUKATOP MeECTa HAaXOXKIECHHS ToBapa B 30HE
TAMOXCHHOI'O KOHTpOJISI (COFJIaCHO TElMO)KGHHOﬁ

JIEKJIapaliii Ha TOBAPHI);
—  THII JOTOBOPA;
— JaTa MEepBUYHOIO IOKYMEHTA,
— HOMEp NEPBUYHOTO JJOKYMEHTA,

—  SGTIN w/mmm SSCC

9. OcymecTBiieHHEe TPOBEPKH JepxaTteneM PY (umm ero mpencTaBUTEITHCTBOM)
paHee 3aperuCTpUPOBAHHBIX UMITOPTEPOM cBeneHul o BBo3e JIII B Poccuiickyro

denepanuto
10.— 11. TloarBepxnaenue (akuenTtoBaHWe) nepkareirem PY (wmm  ero

MpeACTaBUTENBLCTBOM) cBesieHuid 0 BBo3e JIII B Poccuiickyro denepanuio
[Tepeuenn JIns  OCyIIECTBIIGHMS  TMOJTBEPXKJICHMUS  (AKIENTOBAHUS)
repeaaBaeMbIX 3apPErUCTPUPOBAHHBIX MMIIOPTEPOM cBeaeHnit o BBo3e JIII
CBEIEHUN U B Poccuiickyto  ®enepanmto  gepxarenr PY  (wnm  ero
BJIaJICJICI] IPEACTAaBUTEIILCTBO) obOecreunBaeT mnepenady B MC MIJIIT
UH(POPMAILIMOHHOTO | CJIEIYIOIINUX CBEICHUN:
pecypca

— PErucTpalMoHHBI Homep aAepxkarens PY (uwmm  ero
npencrasutenbersa) B MC MIJIII,

— perucTtpanuoHHsiii Homep umnoprepa B UC MJUIIT;
— JiaTa COBEpLICHUs OllEepallly;

—  SGTIN w/mum SSCC

— HOATBCPIKACHUC IIPHUCMKHU IIPHUOCTAHOBJICHHOI'O TOBApa
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(yka3piBaeTcsi B ciydae, ecid Poc3apaBHam30p MpUHSII
penieHue O BpeMEHHOM BbIBoJie u3 oOpameHust JIII
cornacho 1. 7.1 IlacopToB mpoiieccoB)

12.YBenomiieHrue UMIIOpTEpa O MOATBEPKICHUU (aKIENTOBaHUU) AepxaTeneM PY
(umm  ero mpeAcTaBUTENbCTBOM) cBeaeHuit o BBo3ze JIII B Poccuiickyro

denepanuto

[Iepeuens
nepeaBaeMbIxX
CBEJICHUI U

1:3) €20 (N (1
HH(POPMAITMOHHOTO

pecypca

YBenoMIleHHE UMIIOPTEPA O MOJATBEPKICHUU (AKIEITOBAHUM)
nepxkareneM PY (unm ero mnpeAcTaBUTENILCTBOM) CBEIACHUUN
oBBoze JIII B Poccuiickyio ®enepanuio ¢dopmupyercs Ha
OCHOBaHUM pPaHEE 3aperucCTpUpPOBaHHOU Aepxkarenem PY (umm
€ro MpeACTaBUTEIHCTBOM) OIEpAlMU U COJACPKUT CIEAYIOLIUe
CBEJICHUSA:

— pErucTpalMoHHBI HoMmep aAepxkarens PY (umm  ero
npencrasutenbersa) B UC MIJIII,

— perucTtpanuoHHsii Homep umnoprepa B UC MJUIIT;
— J1aTa COBEPILICHUS OIlepaLuu;

— SGTIN u/uau SSCC

— TIOATBEPXKACHUE TMPUEMKH IPUOCTAHOBIECHHOTO TOBapa
(yka3plBaeTCsi B ciydae, eciu Poc3apaBHaa30p MPUHSI
pelieHue O BpPEMEHHOM BbIBojAE€ U3 oOpamenus JIIIT
cornacHo 11. 7.1 [TacmopToB mpo1ieccoB)

13. Or60p o6pazuos JIII ajis moaTBEpKASHUS COOTBETCTBUS

14. TlomyyeHne TOKyMEHTOB MOJATBEPKACHHUS COOTBETCTBHUS

15. Tlepemenienue JieKapCTBEHHBIX MpENapaTtoB MEXKAY 30HAMH TaMOXXEHHOTO
KOHTPOJIs (TIpU HEOOXOMMOCTH )

16. — 17. Peructparus B UC MIIJIIT cBenenuit o mepememenuu JIIT Mexay 30HaMu
TaMO>KEHHOT'0 KOHTPOJIs (MIPU HEOOXOIUMOCTH )

[Iepeuenp
1epe1aBacMbIX
CBEJICHUN U
BIIAJIEJIeI
UH(OPMAIMOHHOTO

pecypca

ITpu peructparuu 8 UC MJIII onepanuu nepememenns JIIT
MEXIy 30HAaMHU TaMOXEHHOIO KOHTPOJS COOTBETCTBYIOIIHIA
CyOBbeKT oOpallleHusi OCYIIECTBISICT Tepeaady CIlAeayroIux
CBCJICHUU:

— JlaTa COBEpIICHUS OIepallnu;

—  PErucTpanvOHHBIN
B 1C MJJILT;

—  WACHTH(PUKATOP MeCTa HaXOXJACHUS TOBapa B 30HE
TAMOXXCHHOTO KOHTPOJS (C KOTOPOTO OCYIIECTBIISCTCS
nepeMeIleHue);

HOMEDP cyObekTa  oOpaieHus

- I/II[GHTI/I(l)I/IKaTop MCCTa HaAXOXIACHHA TOBApa B 30HC
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TaMOKEHHOTO KOHTpOJIA (Ha KOTOPOE OCYIIECTBISETCS
NepeMeIlCHUE ),

—  J1aTa JIOKyMCHTa-OCHOBAHUS IS ITEPEMEILICHUS;
— HOMEp JOKYMEHTa-OCHOBAHUS JIJIS TICPEMEIIICHHS,
—  SGTIN w/mumt SSCC

18. [lepemaua mpaB coOctBeHHocTH Ha JIII Ha  TaMOXXEHHOM  CKIaje
(pu HEOOXOAMMOCTH)

19.Tamoxennoe odopmienue JIII (momada TaMOKEHHOH NeKJIapallid HAa TOBAphI
B TAMOYKCHHBIC OPTaHbl)

20. ITposepka ®TC Poccun cBeaenuii o ctatyce BBo3uMbIix JIIT

21. Peructpanusi TaMO>XEHHOW JEKJIapallid Ha TOBAaphl U BBIHECEHHE DPEIICHUS
TaMOXCHHBIMM OpraHamMu (O0TKa3 B JICKJIAPUPOBAHUU TOBAPOB MPHU HATUYHU
OCHOBaHMIA)

22.— 23. Peructpamms B8 UC MJIJIIT cBepeHmii o pe3yiabTaTaX TaMOKXEHHOTO

obopmiIeHUS
[Tepeuenn B ciyyae oTCyTCTBUSI OCHOBaHHS [JIsi OTKa3a B PETHCTPAIIUU
nepeaBaeMbIxX TaMOXXCHHOM  JIeKJIapalid  Ha  TOBapbl  UMIIOPTEPOM
CBEJCHUN U OCYIIECTBIISIETCS nepeaaya crenyromux ceeaenud 8 UC MJUJIIT:
BlIaZiesiel —  J1aTa COBEPILEHHS OIEPALIUH;
MH(OPMAIMOHHOTO .
pecypca — perucTpaiuoHHbiii Homep umnoprepa B UC MJUIIT;

—  BHJ JIOKYMEHTA MOJATBEPKIACHUSI COOTBETCTBUS;
— J1aTa JIOKYMEHTA NOATBEPKICHUS COOTBETCTBUS;
— HOMEp JOKYMEHTA MOJATBEPKICHUSI COOTBETCTBUS;

— KOJ TaMO>KEHHOHW Tpolexypbl (BBIMYCK JJii BHYTPEHHETO
nOTpeOJICHHS, YHUUYTOXKEHUE, PEIKCIIOPT);

— KOJ TaMOYXEHHOTO OpraHa;
— J1aTa U BpeMs MPUHATOTO PELICHHUS,
— HOMEp TaMO>KEHHOM JeKJIapallii Ha TOBAPHI;

— TamoxeHHag crtouMocTh JIII cormacHoO TaMOKEHHOU
JIEKJIapaliid Ha TOBAPHI;

— SGTIN u/umu SSCC.

B cinyyae HEoOXOAMMOCTH yKazaHUs Pa3IUYHONM TaMOXKEHHOMU
CTOMMOCTH BHYTPHU TPYNIIOBOM YMaKOBKHW HUMIIOPTEP COOOIIAET
JOTIOJIHUTEIIBHO clieytomue cBeaenus st SSCC:

—  GTIN;

— HOMep MPOU3BOACTBEHHON cepuu;
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— TamoxkeHHas croumocTh JIII (s yxazanueix GTIN u
HOMeEpa Cepun).
B cnydae HEoOXOaUMOCTH yKa3aHUS HECKOJBKUX JTOKYMEHTOB
MOJTBEPKICHUSI  COOTBETCTBUS B  paMKaxX TaMOXKEHHOU
JCKJIapalui Ha TOBapbl UMIIOPTEP COOOIIAECT JTOTIOTHUTEIbHBIC
CBEICHHUS:

— GTIN;
— HOMED MPOU3BOJCTBEHHON CEPUH;

— BHUJ JOKYMEHTa TIOJITBEPXKACHUS COOTBETCTBHUS IS
ykazanHoro GTIN;

— PEKBU3HUTHl JOKYMEHTAa TOATBEPKIACHUS COOTBETCTBHUSI
(mata u HOMep) Auig ykazanHoro GTIN

24. Beirpyska

ceenqenui B Iloacucremy — «BbIOOpOYHBIA ~ KOHTPOIbY

aBTOMATU3MPOBAHHON MH(GOPMAIIMOHHON cucTeMbl Poc3npaBHang3opa O BBO3E
JIIT B Poccuiickyro ®Penepanuio (B ciaydyae OQGOPMIICHUS TaMOKEHHOU
MPOLIEIYpPHI BBITYCKA /JI1 BHYTPEHHETO OTPEOIICHHMS)

[Iepeuenn
nepe1aBacMbIX
CBEJICHUU U
BJIAJIEJIEI]
MH(OPMAIMOHHOTO

pecypca

NC MJUII mnocpeactBom CMOB ocymiecTBisier nepeaady
ceenqenuii B Ilogcuctemy — «BbIOOpOYHBIA ~ KOHTPOJIBY
aBTOMATU3UPOBAHHOU MH(pOpMaMOHHOM CUCTEMBI
Poc3apaBuagzopa cormacHo  ¢opMary  MH()OPMALIMOHHOTO
B3aNMO/JICHCTBUSI.

25. OcyIecTBICHUE PEIKCIIOPTA UM YHUUTOXKEHHS (MIPU yKA3aHUM TaMOXEHHOM

POLEAYPHI,

OTIIMYHOW OT BBIMYCKA I BHYTPEHHETO TOTPEOJICHMUS)

IpH 1epeade CBEACHHN 0 pe3ysibTaTax TaMOKEHHOTO 0(hOPMIICHUS
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3.3.3. OcoOeHHOCTH BBO3a JIEKAPCTBEHHBIX MpenaparoB 0e3 AaKUeNTOBAHUA
(0e3 mmMmopTepa) OAHUM BJIa/IeJIbLIEM

3.3.3. OcobeHHocTn BBO3a J1I1 6e3 akuenToBaHusA

Oepxatenb PY/ npeactaButenscTBo nC MANM

leo6xogumocTs BBO3a JM

B P® Ge3 akuentoBaHus

v

1. Otrpyaka J1M B P® co
cknaga rotoBow
npoaykuun

 J

2.BeoafIMe P®u
pasmeweHue 8 3TK

h 4
3.MNepenaya ceegeHnit o SR R e 4. Peructpauusi cBeaeHuin ‘ )
Bsose JIM e PO n — SGTIN/ SSCC — P oesose /IMNePdwu —
pasmerennm B 3TK pa3ameweHmm B 3TK Peectp gokymertos/Peectp
TOBapOB

5. CmeHa cobcTBeHHUKa 5
N e 3TK

Pucynox 10
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AHHOTAIIUA

Hepxarenem PY (wim ero mnpeacTaBUTEILCTBOM) BMECTO
nectBui 1 — 9 pazgena 3.3.1. Hactosmux IlacmopTtoB
IPOLIECCOB OCYIIECTBIISIETCS PETHCTPALMS CBEICHUN COTJIACHO
HACTOSIIEMY pa3lieNly B CIy4asx, €Clu:

— HWMIIOpPTEp HE OlpeneiaeH Ha MOMEHT oTrpy3ku JIII
B Poccniickyro denepanuro (npu BBO3€
10 KOHCUTHALIMIOHHOMY JIOTOBOPY);

— B POJIM UMIIOPTEPA BBICTYIAET Aepxaresb PY — pe3uaeHt
Poccuiickou denepanuu WA MPEICTABUTEIIHCTBO
VHOCTPAHHOM OpraHu3aluy Ha TeppuTtopuu Poccuiickoun
Oenepanuum.

IIpu perucrpauun cBeneHur nepxkareiaeMm PV, sBisrommmcs
WHOCTPAHHOM OpraHu3alyer, UM JOJDKHA OCYLIECTBIISTHCS
nocjeayrouas perucTpauus CBEJEHUI O CMeHe COOCTBEHHUKA
JIIT B 30HE TaMOXKEHHOTO KOHTPOJS COIVIaCHO pasaeny 3.5.
Hactosimux [lacmopToB mpoueccoB. Perucrtpanust cBeneHui
0 mampHeMmMXx omnepauusax ¢ nepenanssivu JIIT B UC MJIIT
JOJIKHA OCYIIECTBIIATHCS HOBBIM COOCTBEHHUKOM

YyacTHUK
B3aMMOJIEUCTBUSA

— Jepxarens PY wim mpenctaBuUTeNnbCTBO Aepxkarens PY,
SBJISIFOIIETOCS MHOCTPAHHOW OpraHU3aluei

Omnucanue BBIIOJTHIEMBIX HCfICTBHfI

1. Otrpy3ska JIII B Poccuiickyto @enepainio co CKiajga rOTOBOM MPOAYKIIUN

2. Bo3 JIII na teppuroputo Poccuiickoit denepamuu u pasMeleHue B 30HE
TaMO>KEHHOI'0 KOHTPOJIS

3. — 4. Perucrpammms B UC MJJIIT cBemenmit o BBO3e JIII B Poccuiickyro
Ddeneparuto 6€3 UMIIOpTEPa

[lepeuenp
nepe1aBaeMbIX
CBEJICHUN U

ENEN (NS
UH(OPMAIMOHHOTO

pecypca

IIpn peructpamuum cBenennii o BBo3e JIII B Poccumiickyro
Odenepanuio  6e3 uMmnoprepa jAepxkarenem PY  (uam  ero
MPEACTABUTENBCTBOM) OCYILECTBIIACTCS Mepeaaya CleIyrouux
ceeaenuii B UC MJJIIT:

— JaTa COBCPHICHUA OIICpalinn,

—  PErucTpalMoHHBI HOMep Jnepxkarens PY (umm ero
npeacrtaBurenbeTsa) B UC MJIIT,

—  WACHTH(PUKATOP MHOCTPAHHOTO KOHTpAreHTa — MpojaBlia
JIIT,

—  WJACHTHU(PUKATOP MeCTa HAXOXKJIECHHsS ToBapa B 30HE
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TaMOXXEHHOTO  KOHTpOJs  (COTJIACHO  TaMOKEHHOM
JeKJIapaliyi Ha TOBapbI);

— THII JOI'0BOpA,
— Jara ICpBUYHOIO JOKYMCHTA,
— HOMCP IICPBUYHOTI'O NJOKYMCHTA,

—  SGTIN w/mmu SSCC

5. Ilepenaua npaB cobctBeHHocTH Ha JIII, pa3menieHHble HA TaAMOKEHHOM CKJIaJIe
B 30HE TAMO>KEHHOT'O KOHTPOJIS (IIPU HEOOXOJIMMOCTH )
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3.4. llpuemka JIII Ha ckJIag MMIOPTEPOM MOCJ€e BBIMYCKA ¢ TAMOKEHHON 30HBI NPH
BBO3¢ Ha Teppuropuro Poccuiickon Deaepauuu

3.4. Tpuewmka J1 Ha cknag MMNOPTEPOM NOCNE BbiMyCKa C TAMOXEHHOW 30HbI NPU BBO3E Ha
Tepputoputo Poccuiickon ®egepaunm

MmnopTep nc mann
Heo6xoaumocTs
npuemkn JIN Ha cknan
wmnopTepa
v
1. Otrpyska M u3
30HbI TAMOXEHHOTO
KOHTpONA
4
2. Npuemka NN Ha 3 I'Ievpegaua 341-receive_importer xsd i Per?CTpaumn
i »| cBEAGHWI O NPpUEMKe SGTINSSCC »| CBEAEHWIA O NPHeMKe
NN Ha cknag 1N Ha cknag
Peectp pokymexroa/Peacrp
ToBapos
v
5. Mepepaya . | 6, Peructpauwa
cBeaeHuit 06 otbope [ SELIIINSHIPESIE__p caepeHmit 06 oT6ope
obpasuos B 3TK obpasuos B 3TK

Ocyuwectenena

npuemka J1MN Ha cknap
umnopTepa

Pucynox 11
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AHHOTaAIUA

JITII, mpormenmme Mpoueaypy TaMOKEHHOTO OGOpMIICHHUS U
BBIMTYIIICHHBIC JJI1 BHYTPEHHETO MOTPEOJICHNUS, pa3MENIaoTCs Ha
(dapManeBTUYECKUX CKIaax UMIopTepa (WIH JTOTUCTHIECKOTO
oriepaTopa).

JlommyckaeTcsi pa3merieHne Ha (apMaleBTHUYECKOM CKJIaJIe
UMIIOPTEPa YCIOBHO BBIMYIICHHBIX TOBAPOB IO/ TaMOXKEHHBIM
KOHTPOJIEM.

IIpn ocymectBnenun npuemkn JIII Ha cknag umnoprepom
JOJDKHA OBITh TaKXKe 3aperucTpupoBaHa omepanus oToopa
oOpazuoB  JIII  mns  NOATBEpPKAEHHS  COOTBETCTBUA,
OCYLIECTBICHHOIO B 30HE€ TaMOXXCHHOrO KOHTpoys. Jlns
YCJIOBHO BBIITYLIEHHBIX TOBAPOB PErUCTPALIMS ONEPALMA 0TOOpa
0o0pa3loB OCYIIECTBISETCS IIOCJIE BBIIYCKA TOBApPOB JUIA
BHYTPEHHET0 NOTPeOIeHUS

YyacTHUKH
B3aMMOJIEUCTBUSI

—  UMIopTep

Omnucanue BBIIOTHIEMBIX IIGﬁCTBHﬁ

1. Otrpyska JIII u3 30HBI TAMO>KEHHOTO KOHTPOJIS

2. Ilpuemka JIIT Ha ckiag ©IMIOpTEPOM

3. — 4. Peructpanus 8 UC MJIII cBenenwnii o mpuemke JIII Ha cknag ummoprepa

IIepeuens
nepeaaBacMbIX
CBEICHUU U
BIIAJIEJICII
UH()OPMAITMOHHOTO

pecypca

IIpu peructpaunun B UC MIJIII pesynbratoB npuemku JIII
Ha CKJIaJ, MMIIOPTEp oOOecrneunBaeT Mmepeaady CleayoIux
CBEJICHUI:

— JlaTa COBEPIICHUS OIEpally;

- I/I)Z[eHTI/I(i)I/IKaTOp MCCTa OCYHCCTBJICHUA JOCATCIBbHOCTU
UMITIOpPTEpPA, HA KOTOPOC OCYIICCTBIICHA IPUEMKA,

— UJIEGHTU(PUKATOP MeCcTa HaxOXJICHUS ToBapa B 30HE
TaMOKEHHOTO KOHTPOJII (C KOTOPOrO OCYHIIECTBJICHA
OTTpYy3Ka);

— JlaTa NEPBHUYHOTO JOKYMEHTA;
— HOMEpP NEPBUYHOTO JJOKYMEHTA,;

— croumocth JIII, py6. (BKIOYash TaMOXKEHHBIC COOPBHI,
HNOLUIMHEI ¥ HajiorH, Bkimodas HIC);

— cymma HJIC, py0. (ecnmu mpuMeHUMO);
— SGTIN n/umu SSCC.
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B cnydae HeoOXOAMMOCTH yKa3aHUS Pa3UYHBIX IICH BHYTPH
IPYIIIOBOM yIaKOBKM HMIIOPTEP COOOIIACT JOMOIHUTCIBHO
cnenyromue ceeaeHus s SSCC:

GTIN;
HOMED ITPOU3BOACTBEHHOM CEpUU;

croumocthb JIIT (mns ykazanaeix GTIN um HOMepa cepuw,
BKJIFOYAsl TaMOXXEHHBIE COOpBI, TONUIMHBI W HAJOTH,
Bkiouas HJIC);

cymma H/IC (ecmu mpumeHUMO)

5. — 6. Peructpamus 8 UC MJUJIIT cBenenuit o6 or6ope obOpasuos JIII (B 30He
TaMOXEHHOTO KOHTPOJISI B IIEJISIX MTOATBEPKICHUSI COOTBETCTBUS)

IIepeuens
IIepe1aBacMbIX
CBEJICHUU U

181 E01 (S (S0
MH()OPMAITMOHHOTO

pecypca

[Tpu peructpanuu B UC MJIJIII cBenennii 06 ot6ope oOpasiios,
NPOU3BEICHHOM B 30HE TaMOXCHHOTO KOHTPOJS, HUMIIOPTEP
o0ecrieunBaeT nepeaavy CIeyIOnIX CBEICHUI:

AaTta COBCPIICHUS OIICpalu,

I/II[CHTI/I(I)I/IKaTOp MCCTa OCYHCCTBJIICHUA JOCATCIBHOCTH
HMIIOPTEpa, Ha KOTOPOE OCYLICCTBIICHA IIPUEMKA,

BUJT 0TOOpa 00pa3IIoB;
SGTIN
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3.5. Ilepenaua npasa cod6crBenHocTH HA JIII B 30He TAMOKEHHOT0 KOHTPOJIsI

3.5. MNepenayva npaea cobcTBeHHOCTU Ha J1T B 30HE TaMOXXEHHOIO KOHTPOIS

nc Manmn

Cyb6bekT obpalleHus

Cy6bekT obpallyeHust -
HOBBbI I COBCTBEHHUK

HeobxoanmocTs cMeHs!

cobereeHnuka N

v

1. Nepepaya NN HoBomMy
COGCTBEHHUKY

4

2. Nepepava ceegeHun o

3. Peructpauus ceegeHun

0 CMeHe cOBCTBEHHUKA

A 4

-351-change_owner.xs

cmeHe cobeTeeHHuka J1M

OcyujecteneHa nepegaya
1N HoBOMY COBCTBEHHUKY

SGTIN / SSCC

60g-change_owner_nolific

SGTIN / SSCC

5. Npuemka NN HoBLIM
cobCcTBeHHNKOM

.

6. Mposepka ceeaeHuil 0
cMeHe coBCTBEHHUKa

s

7. NoaTteepxaenne

(akyenToBanme) cBeaeHnn

0 CcMeHe cobcTBeHHMKa
nn

Ocyuwectenena npuemka
NN HoBbiM
COBGCTBEHHNKOM

607-accept_notification. xsd

SGTIN /SSCC

catlon xsd

nn

4. YBegomneHue HoBoro
cobeT 0 CMeHe

701-accept xsd
SGTIN/SSCC

cobereerHuka SN

8. Pervctpauus
noaTsepxaeHUs
(akuenTosaHus) ceegeHuin o
cmexe cobeTeerHuka JN

h 4

9. Ysegomnenuwe o
noaTBepXAeHUA

Peacrp noxymentos/Paectp
TOBADOR

(akuenToBaHum) ceeaeHnit |
cmeHe cobeTeeHHmka NN

Pucynox 12
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AHHOTAIIUA

B otHomennu JII1, moMemeHHbIX MO/ TAMOKEHHYIO MPOLIETYPY
TaMOKEHHOTO  CKJIaJa, MOTYT  COBEpIIAThCS  CIENKH,
npeaycMaTpUBAIOIINE TTepeaady MpaB BIaJCHUS, TTOJIb30BaHUS U
(wnm) pacriopsbkenust atumu JIIT.

[Ipu cmene cobctBennuka JIII B 30HE TaMOKEHHOTO KOHTPOJIS
CyOBEKTOM O0OpallleHusl, OCYIIECTBISIOMIUM Tepeaady IpaB

cooctBenHoctu Ha JIII, peructpupyercs COOTBETCTBYIOIIAS
oneparus B UC MJUJIIL.

CyOnBekT oOpalieHus, KOTOpOMY OCYIIIECTBJIEHA Mepeiada npasa
cooctBerHoctu Ha JIII, moaTBepkmaeT cBeIeHUS O Tiepemade
mpaBa COOCTBEHHOCTH.

Peructpanus CBEJICHUN 0 TATBHEUIITNX onepanusax
c nepenanubiMu JIIT B UC MJJIT nomKHBI OCYIIECTBISATHCS
HOBBIM COOCTBEHHHKOM

YyacTtHuk
B3aMMOJIEUCTBUSA

— CcyOBeKT oOpaleHus, OCYIIECCTBIISIONMNN Tepeady IpaB
cooctBennoctu Ha JIII;

— cyOBeKT oOpaieHusi — HoBbIM coOcTBeHHUK JIIT

Omucanne BBIITOIHSIEMBIX JeHCTBUU

3. Hepez[aqa IIpaB COOCTBEHHOCTH Ha HH, Pa3sMCIICHHBIC HA TAMOKCHHOM CKJIAJC
B 30HC TaMOKCHHOI'O KOHTPOJIA

4. — 3. Peructpanus B UC MJIJITI ceenenuii o cMene cooctBennuka JIIT

[lepeuenp
nepe1aBaeMbIX
CBEJICHUN U
BJIAJIETIeN]
UH(OPMAIMOHHOTO

pecypca

I[Ipn perucrpauun B HWC MJUIIl onepaunu  cMeHBI
cooctBeHHuka JIII cyObeKkT oOpaleHus, OCYIIECTBISIIOUINI
nepeaady npaB cobcrBeHHocTH Ha JIII, mepenmaer ciemyromiue
CBEICHHUS:

— JgaTa COBCPHICHUA OIICpalnm;

— PpETUCTpallMOHHBIH  HOMEp  CyOBbekTa  oOparieHus,

OCYIIECTBJISIONIETO Tepeaady npaB cooctBeHHOCTH Ha JIIT
B NC MJIIT;

—  PETHCTPAIlMOHHBIM HOMep HOBOro cooOcrtBeHHuka JIII
B 1C MJJIIT;

— JaTa NEepBHUYHOIO JOKYMCHTA,

— HOMEp MEePBUYHOTO IOKYMEHTA;
—  SGTIN w/mum SSCC
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4. YBenomiieHHE HOBOTO COOCTBEHHUKA 0 cMeHe coOcTBenHuka JII1

[Tepeuennb YBeaoMIIeHHEe HOBOTO COOCTBEHHHKA O PETUCTPALIMM CBEJICHUIA
Mepe1aBaeMbIX o cmeHe cobctBenHuka JIIT dhopmupyeTcs Ha OCHOBaHUU paHee
CBEIECHUN 1 3aperucTpUpOBaHHOMN CyOBEKTOM oOpailieHusl,
BJIaJICJICI] OCYILIECTRIISIONMIUM Tiepefady mnpaB coOcTtBeHHocTH Ha JIII,
WH()OPMAITMOHHOTO | OTIEPAIUU U COMCPKUT CIICTYIOITUE CBEACHUS:
pecypca )
— JlaTa COBEPIICHUS OIEPALNY;
— PpETUCTpAallMOHHBIH  HOMEp  CyObekTa  oOpalieHws,
OCYILIECTRIISIONIETO Tiepeaady npaB coocTBeHHocTH Ha JIII,
B UC MJJIIT;
—  PETHCTPAIlMOHHBI HOMep HOBOro coOctBeHHuka JIII
B UC MJILT;
— JlaTa IEPBUYHOTO JOKYMEHTA;
— HOMEP NEPBUYHOTO JOKYMEHTA,;
—  SGTIN w/umu SSCC
5. ITlpuemka JiekapCTBEHHBIX MPENapaToOB HOBBIM COOCTBEHHUKOM
6. OcymiecTBieHNE MIPOBEPKHU HOBBIM  coOctBeHHukom  JIII  panee

3apEeTUCTPUPOBAHHBIX CBEJICHUI O mepenaye mpaB coocTBeHHocTH Ha JIIT

7. — 8. Peructpauus 8 UC MIUJIII nmoaTBepxaeHus (aKLENTOBAaHUS) CBEICHUIA
HOBBIM COOCTBEHHUKOM O Tiepeiaye mpaB coocTBeHHOCTH Ha JIIT

[Iepeuenn
nepeaaBacMbIX
CBEIEHUU U
BIIAJICIICII
UH(OPMAITMOHHOTO

pecypca

JUist  OCYIIECTBIEHUSI  TMOATBEPKICHUS  (aKIETITOBAHMSA)
CBEJICHWI mepemade TmpaB coOcTtBeHHocTn Ha JIII HOBBIN
COOCTBEHHHK oOecrieuynBaeT rnepengavy B 1C MJUJIIT

CJICIYIOIINX CBEIACHUM:
— J1aTa COBEPIICHUS OICPAIUH;

—  PEruCTpallMOHHBIM HOMep HoOBoro coOctBeHHuka JIII

B UIC MJIJIIT,;

—  pEeruCTpaIMOHHBIN HOMED cyOBekTa oOpareHus,
OCYIIECTBIISIIONIETO  Mepefady MpaB  COOCTBEHHOCTH,
B IC MJIJIIT,;

— TIOATBEPKIACHHE NPUEMKH MPUOCTAHOBIEHHOIO TOBapa
(ykaspiBaeTcsi B ciiydae, eciu Poc3apaBHan3op NpUHSII
pelieHue O BpPEMEHHOM BbIBoje U3 oOpamenus JIII
coryiacHo 11. 7.1 ITacnopToB nponeccoB)

— SGTIN u/uau SSCC
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9. VBenomiueHnue cyObeKkTa OOpallleHus, OCYIIECTBISIONIETO TMepeaavyy IpaB

COOCTBEHHOCTH

Ha

JIII, o moxaTBepkaACHUU (AKIEITOBAaHWU) HOBBIM

COOCTBEHHUKOM CBCI[GHHﬁ O repcaadc 1mpaB cooctBenHnoctH Ha JIIT

IIepeuenn
nepeaaBacMbIX
CBEJICHUMN U
BJIAJIETIEL]
UHGOPMAITMOHHOTO

pecypca

VYBenomienne cyObekTa OOpalleHHs, OCYIIECTBISIONIETO
nepenauy mnpaB cobctBeHHocTH Ha JIII, o moaTBepxaeHUH
(akmenToBaHWM) HOBBIM COOCTBEHHHUKOM CBEIICHUNW O CMEHE
cooctBennuka JIII dopmupyercs Ha OCHOBaHWUHM paHEe
3apETUCTPUPOBAHHON HOBBIM COOCTBEHHHKOM OIEpaIliu |
COJICPKUT CJICIYIONINE CBEACHHUS:

Aarta COBCPIICHUS OIICpaIu,

peruCTpallMOHHbIH  HOMEp HOBOro cobctBeHHuka JIIT
B UC MJIIT;

PErHCTPAllMOHHBIM ~ HOMEp  cyObeKkTa  oOpalleHus,
OCYUIECTBJISIIOIIET0  Mepefadyy MpaB  COOCTBEHHOCTH,
B UC MJJIIT,

MOATBEPKIACHNUE TMPUEMKH MPUOCTAHOBIECHHOIO TOBapa
(ykaspiBaeTcsi B ciiydae, eciu Poc3npaBHan30p HpUHSII
pelieHue O BpeMEHHOM BbIBOJie W3 oOpamenus JIII
coryiacHo 11. 7.1 ITacnopToB mporeccoB)

SGTIN w/mm SSCC
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3.6.1. Beo3 JIII na Tepputopuio Poccuiickoii ®enepauuu M3 rocyaapcrB-4jJeHOB
EAJC (npsimoii mopsaok)

3.6.1. Beos J1N Ha TeppuToputo Poccunckon Pegepanum us rocygapcte-vuneHos EASC (npsimor nopagok)

Hepuersie ) CybbekT obpalleHus - nokynaTenb Mc Mann
NpeacTaBUTENBCTBO

HeobxogumocTe

HeobxoaumMocTs

otrpy3ku JIN 8 PO npuemku JM 8 PO

1. Otrpyaka fiM 8 P®

2. Nepepaya 3. Peructpauus
cBeAeHMIA 06 OTrpyske 4h 361-eou_shigment.xad ceeaeHuit 06 oTrpyske
M & P SeTINfSSCC nnepPo

A 4

5. Beos JIM 8 PO

v

4. Yeepomnexue o6

6. Npoeepka 615-e6u_shil tion
2 le—————
cBefeHun 06 oTrpyake SGTIN/SSCC otrpyake /M 8 PO Postn mTamoalPRse
TOBapOB
7. Npuemxa NN na
cknag
8. MNoaTeepxaexne 701-accepl xsd " I'?O f:’esr:CTpael:‘::
ceeaeHun 06 oTrpyske SGTIN/SSCC A 3 PR
cBegeHni 06 oTrpyske
10. Yeenomnenue o
Ocyuwecranena §07-accept_notification. xsd noATeepKAeHUN
otrpyska MM s PO SGTIN/ SSCC ceefeHnit 06 oTrpyske
v nn s P®
11. Ot6op obpasyos
ANS NOATBEPXAEHNUA
COOTBETCTBUA
12. MonyJenne 13 rlepenaua 14, Pevmmpaum
SBtaSE i hhD ceeneHun o BBode MM | 363-ceu_release xsd | cCBEAGHWIA O BBOAE JIMN
A %I‘I e A B 060poT Ha SGTIN/SSCC 8 060poT Ha
P Tepputopun P® Tepputopuun PO
A 4
16. Mepepaya ceepeHwn 17. Per}cc 5‘ 5 "g':
o6 otGope obpauos anA | ... N CHORAIAH.00. 01RO
|—312-register_control_samples.xsd— | "——p obpa3uos ansa —
NOATBEPKASHNS SGTIN e
COOTBETCTBUA D
COOTBETCTBUR
h 4
OcyuiecTeneHa 15. Nepenava
npuemka N B PO n |« cseaeHwid o seoge JN
ssog JIM 8 obopoT B obopoTt
il e
MNogcucrema «BuiBopouHsin
PocanpasHansop

Pucynox 13



62

AHHOTAIIUA

Peructpaumss B HMC MJIJIII cBenenuii o BBo3ze JIII
B Poccuiickyro @enepaunto u3 rocyaapcTB-uieHoB EADC
OPEANOJIaraeT BO3MOXKHOCTb IPUMEHEHUS TMPSMOro  WIH
oOpaTHOTro MopsiKa Mepeaadn CBEICHUN.

[Ipu BBIOOpE TPSMOro MopsaKa Ieperadd U IMOATBEPHKACHUSA
cBeleHU aepxkareneM PY (uim ero mnpeacTaBUTENIBCTBOM),
peructpupytoTcsi cBenenuss o0 orrpyske JIII B Poccuiickyro
@®enepanuto, nokynarenem JIII Ha Teppuropum Poccuiickon
Denepanyy, OCYILIECTBIISETCS NOATBEPKICHUE
3apEruCTPUPOBAHHBIX CBEJICHHI 00 OTrpy3Ke.

IIpu ocymectBnenun npuemku JIII Ha cknam nokymarenem
TOBapa JOJKEH OBIThb OCYIIECTBICH 0TOop oOpasuoB JIII
B LIENIAX  IOJTBEPKICHUS COOTBETCTBHUSI ~ TEXHUYECKUM
periiaMeHTaM  COTJlacCHO  TpeOOBaHMSIM  JIEHCTBYIOIIETO
3akoHOJarenbCcTBa Poccuiickon denepamnuu.

Peructpanms B8 UC MJJIIT cBenenuit o BBoje JIII B oGopor
Ha teppuropun  Poccuiickon  dexepauuu  OCYLIECTBISIETCS
nokymareyieM mocie odopMileHHus HEO0OXOAUMOro JOKyMEHTa
MOJITBEPIKIACHUSI COOTBETCTBUS (JIeKJIapalus, CepTU(HUKAT)

Y4yacTHUKH
B3aMOJIEUCTBUSA

— Jepxarens PY wim mpenctaBuUTENbCTBO Aepxkarens PY,
SBJISIOIIETOCS HHOCTPAHHOW OPraHU3aluei;

— CcyOBeKT  oOpallleHus,  OCYIIECTBISIOMIMA  MOKYIKY
(IToxymarenp)

Omnucanue BBIITOJIHSIEMBIX JEHCTBUN

1. Otrpy3ka JIII B Poccuiickyro ®@enepanuio u3 rocyaapcra-uieHa EADC.

2. — 3. Peructpanus B8 UC MJJIIT cBemenmii 06 otrpyske JIII B Poccwmiickyro

®enepanuro u3 ctpad EADC
[lepeuenp [Ipu perucrpauuu ceaenuit 06 orrpyske JIII B Poccuiickyro
Iepe1aBaeMbIX ®enepanuto u3 rocynapcrpa-wiena EADSC nepxkarens PY (unm
CBEJICHUN 1 ero TPEJCTABUTEIBCTBO) TMEpeAacT CICAYIOIINE CBEACHUS
BJIaJICJICI] B IC MJIJIIT:
UH(OPMAITMOHHOTO ,

— J1aTa COBEPIICHUS OINepaluu;

pecypca

— pErucTpalMoHHBIM  HOMep  jAepxkarenss PY  (wnum
npeactaBurenbceTBa) B UC MJIIT,

—  WJACHTU(PUKATOP MHOCTPAHHOTO KOHTpAreHTa — IpojiaBlia
JIIT;

- I/II[GHTI/I(l)I/IKaTop MCCTAa OCYHICCTBJICHUA JCATCIIBHOCTU
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MOKYTIATesl, Ha KOTOPOE OCYIIECTBIISICTCS TIPUEMKA;
— THII JOTOBOPA;
— JlaTa epBUYHOTO JOKYMEHTAa,
— HOMEp MEePBUYHOTO JOKYMEHTA,
— 1nena peanmuzauuu JIIT (Bkimrouas HJC), pyO;
— cymma HJIC (ecnu caenka o6naraercs HJC), pyo
—  SGTIN w/umu SSCC

B cayyae HeoOXOIMMOCTH yKa3aHHsS Pa3IMYHBIX II€H BHYTpPHU
IPYIIIOBOM  YIIAKOBKH nepxarenb  PY (wm  ero
MPEACTABUTENBCTBO) COOOMIAET JOMOJHUTENBHO CIEAYIOIINE
cBenenus st SSCC:

—  GTIN;
— HOMep IPOU3BOACTBEHHON Cepuu;

— 1ena peanuzanuu JII (ana ykazanaeix GTIN u HOMepa
cepun, Bkioyas HJ[C), py0.;

— cymma HJIC (ecnu caenka obnaraercs HJC), pyo

4. Ypenominenue mnokymnarenss o0 otrpyske JIII B Poccuiickyro ®eneparuio
u3 rocyaapcrBa-wieHa EADC

[lepeuenp
nepe1aBaeMbIX
CBEJICHUN U
BJIAJIETIEN]
UH(OPMAIMOHHOTO

pecypca

VYBenomnenne mnokymarens o0 orrpyske JIII B Poccuiickyro
Qenepaunto  u3 rocyaapcrBa-uieHa EADC  dopmupyercs
HAa OCHOBAHMM paHEE 3aperucTPpUpPOBAHHON Jepxareiiem PY
(w1 ero TMpeACTaBUTENbCTBOM) OMNEPAllMd U COJAEPKHUT
CJIEIYIOLME CBEJICHUSA:

— JlaTa COBEPIICHUS OIEpallny;

— PErucTpalMoOHHBII  HOMep  gepxarens PY  (wm
npencrasutensersa) B MC MJITI,

—  WJACHTU(PHUKATOP MHOCTPAHHOTO KOHTpAreHTa — MpojiaBlia
JIIT,;

- I/II[GHTI/I(i)I/IKaTOP MCCTa OCYHICCTBJICHUA JCATCIBHOCTU
NOKyHaTeJisl, Ha KOTOPOC OCYIICCTBIIACTCS IIPHUCMKA,

—  THII I0TOBOPA;
— JlaTa IEPBUYHOTO JOKYMEHTA;
— HOMEP NEPBUYHOTO JOKYMEHTA;

— uena peanusanuu JIIT (Bxarouas HIIC), pyo0.;
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— cymmMma HJIC (ecnu caenka obnaraercst HIC), py6
—  SGTIN w/um SSCC

B cnydae ykazaHWS pa3NMUYHBIX II€H BHYTPH T'PYIIIIOBOMH
VOAKOBKM B  YBEIOMJICHHH JOIMOJHHUTEIBHO  COACpPIKATCSA
cnenyromue ceeaenus s SSCC:

—  GTIN;
— HOMeEp IPOU3BOACTBEHHOU CEpUU;

— 1ueHa peamusanuu JIII (mns ykazanaeix GTIN um HOMepa
cepun, Bkitoyas HJ[C), py0.;

— cymma HJIC (ecnu caenka o6naraercs HJC), pyo

5. Bo3 JIII Ha
EADC

tepputopuro Poccuiickonn ®denepaunu W3 rocyaapcrBa-djicHa

6. OcymecTBieHHEe TPOBEPKH  TIOKyMaTelieM paHee 3aperHCTPUPOBAHHBIX
nepxkareneMm PY (wim ero mpenctaBUTENLCTBOM) cBeaeHuid o0 otrpyske JIIT
B Poccuiickyro @enepanuto

7. Ilpuewmka JIIT Ha ckinan [HokynaTesns

8. — 9. Iloareepxknenue (aknentoBanue) nokynatenem B MC MJUJIIT cBenenuit
00 otrpyske JIII B Poccuiickyto denepanuto u3 rocynapcrsa-awiena EADC

[Iepeuenn
1epeIaBacMbIX
CBEJICHUN U
BJIAJIEJIEI
UH(OPMAIMOHHOTO

pecypca

JUis OCylIeCTBIEHUS MOATBEPKIEHUS (aKUENTOBaHUS) paHee
3apEerucTpUPOBAHHBIX JiepKaTesieM Py (i ero
MPEACTABUTEIBCTBOM) cBeleHud 00 orrpy3ske  JIII
B Poccuiickyro ®enepanuro u3 rocyaapctBa-uieHa EADC
nokymnaresb ooecneunBaet nepenauy B UC MJJIII cnenyromux
CBEJICHUU:

— JgaTa COBCPHICHUA OIICpalnm;

—  WACHTU(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH
MIOKyTaTessl, HA KOTOPO€E OCYIECTBIIEHA ITPUEMKA,;

— PErucTpalMoOHHBII ~ HOMep  Jepxkarens PY  (wm
npeactaBuresbcTBa) B UC MJILT;

—  SGTIN n/umu SSCC;

— TOATBEPXKICHUE NPUEMKH MPHUOCTAHOBICHHOIO TOBapa
(Yka3plBaeTcsi B ciydae, eciu Poc3apaBHAA30p MPUHSLII
pelieHne O BpPEMEHHOM BbIBojge u3 oOpamenus JIII
coryacHo 11. 7.1. HacTosimux IlacriopToB nporiieccon
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10. YBenomiienue nepxkatens PY (uinu ero mpeacTaBUTENbCTBA) O MOITBEPKICHUH
(akumenToBaHWHM) TIOKyIareineMm cBefaeHuid o0 otrpy3ke JIII B Poccuiickyto
denepanuio u3 rocyaapctsa-wieHa EADC

IIepeuenp VYBenomnenue aepxarens PY (wnm ero mnpencTaBUTENHCTBA)
nepeaaBacMbIX O MOATBEPXKJICHUU (AKIENTOBAaHWHU) IMOKyMNaTeleM CBEJICHUMN
CBEJECHUN U 00 otrpy3ke JIII B Poccuiickyro denepannio u3 rocynapcraa-
BIIaJIETIeI yiena EADC  ¢opmupyercs Ha  OCHOBAaHMHM  paHee
WH()OPMAITMOHHOTO | 3aPETUCTPUPOBAHHON TIOKYIATEJIeM OIEpalid W COJCPKHUT
pecypca CIEAYIOIINE CBEICHUS:

— JaTra COBCPHICHUA OIICpallnM;

- I/II[CHTI/I(i)HKaTOP MCCTa OCYIICCTBJIICHUA OCATCIBHOCTU
IMOKYIIATCJIA, Ha KOTOPOC OCYIICCTBJICHA ITPUCMKA,

— PErucTpalMoHHBI  HOMep  Aepxkarens PY  (wnum
npencraButenbcta) B UC MJILT;

— SGTIN n/mmu SSCC;

— TOATBEPXKICHUE TMPUEMKH MPUOCTAHOBICHHOIO TOBapa
(Yka3pIBaeTCs B ciaydae, ecinu Poc3apaBHaa30p MPUHSII
pelieHue O BPEMEHHOM BbIBoje U3 oOpamenus JIII
coryacHo 1. 7.1. HacTosimux IlacriopToB nporeccoB

11.0t160p obpa3zuos JIII ais moaTBEp>KaAECHUSI COOTBETCTBUS

12. Tlony4yenne MOKyMEHTOB MOATBEPKACHHsI cOOTBETCTBUS W BBOJ JIII B 00opoT
Ha Tepputopun Poccuiickoit @enepannu

13.— 14. Peructpamms B MC MJUIII cBemenmit o BBome JIII B o006opoT
Ha Tepputropun Poccuiickoit @enepaunu

[Iepeuenn [Tpu peructparuu 8 UC MJIIT cBenenuit o BBoae JII1 B o6opot
repeaaBaeMbIX Ha Ttepputopun  Poccuiickori ~ @Penmepanuu  MOKYIATENb
CBEIEHUN U oOecrieunBaeT nepeaady CJleayonuX CBEACHHI:
BIIAJIETIEL] .

— J1aTa COBEpUIEHUs OIEpalny;
UH(OPMAIMOHHOTO
pecypca —  WACHTHU(PUKATOP MECTa OCYIIECTBICHHUS JEATEIbHOCTH

MOKYTIaTelIsl, Ha KOTOPOE OCYIIECTBICHA IPUEMKA,;
—  BUJ IOKYMEHTa MOATBEPKIECHUS COOTBETCTBUS;
— J1aTta JOKyMEHTa MOJITBEPKIACHHUS COOTBETCTBUS,
— HOMeEp JOKYMEHTa MOATBEP)KICHUS COOTBETCTBHS;
— SGTIN n/umu SSCC.

B cnyyae HE0OXOOMMOCTH yKa3aHHs HECKOJBbKHUX JOKYMEHTOB
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IMOATBECPKIACHUA COOTBCTCTBHUA IMOKYIIAaTCJIb COO6H13.€T
JOITIOJIHUTCIIBHBIC CBCACHM .

—  GTIN;

— HOMCp HpOHSBOI[CTBCHHOﬁ CCpuu;

— BHIO JAOKYMCHTA IIOATBCPKIACHHUA COOTBCTCTBUA  JIJIA

ykazanHoro GTIN;

— PEKBU3HUTHI JOKYMEHTAa TOATBEPKIACHUS COOTBETCTBHUS
(mata u HOMEp) muisa ykazanHoro GTIN

15. Beirpyska

CBeeHUN B

[Toncucremy  «BbIOOpOYHBIM ~ KOHTPOJIbY

aBTOMATH3UPOBAHHONW HMHGOPMAIMOHHON cHUcTeMbl Poc3mpaBHam30pa O BBO3E
JIIT B Poccuiickyro deaepariuio u BBOAE B 000pOT

[Iepeuenn
IIepeIaBacMbIX
CBEJICHUU U
BJIAJIEJIEI]
YH(OPMAIMOHHOTO

pecypca

NC MJUII mnocpencteom CMOB ocyuiecTBiasieT nepenady

ceenenut B Ilogcuctemy — «BbIOOpOYHBI ~ KOHTPOJIBY
ABTOMATU3UPOBAHHOU MH(pOpMaMOHHOM CUCTEMBI
Poc3apaBHagzopa corjacHO MEPEYHI0  MH(DOPMAIIMOHHOTO
B3aMMOJECHCTBUA.

16. — 17. Peructpamus 8 UC MJIIT ceeaenuit 06 orbope odpasmos JIII (B memsx
MOATBEPIKICHUS COOTBETCTBHS)

[Iepeuenn
nepeaaBacMbIX
CBEIEHUU U
BIIAJICIICII
UH(OPMAITMOHHOTO

pecypca

[Tpu peructpauuu B UC MIJIIT cBenenuit 06 ordope oOpas3iion
JITT mokymaTens obecriednBaeT nepeaady Ciaeayroniux CBeIeHUN
B 1C MJIJIIT:

— JlaTa COBEPIICHUS OIEpallny;

- I/I)Z[eHTI/I(i)I/IKaTOp MCCTa OCYHCCTBJICHUA JOCATCIBbHOCTU
IMOKYIIAaTCJIsA, HA KOTOPOC OCYHICCTBJICHA IPUCMKA,

—  BHJ 0TOOpa 00pasloB;
— SGTIN
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3.6.2. Beo3 JIII na Teppuropuio Poccuiickoii ®enepauuu M3 rocyaapcrB-4jJeHOB
EAJC (oOpaTHblii IOPAAOK)

3.6.2. Beos J1INM Ha TeppuToputo Poccuiickon Pepepaumm n3 rocygapcte-dneHoB EASC (o6paTHbIi NOpPSAoK)

epxartens PY/
Aep CybbekT obpalleHus - nokynartenbs nc mMann
npeacrasuTenbCTBO
Heobxoaumocts HeobxoaumocTs
otrpyakun JIMN 8 PO 8Bo3a JIN 8 PO
|
v
1. Otrpy3ka /M B PO
€O cKnaja rotosow »{ 2.Bso3 /il P®
npoayKuMK
3.Mepepava ceepenmin| 362-ceu_import xsd 4. Nonyuenve
o BBose /1IN 8 PO SGTIN/ SSCC #{ ceepennit o sose JIM
B P®
5. Mpoeepka
BO3MOXHOCTA
perucTpauumn
cBefeHun
8 penvrpaun o
ceepexui o eeose J1M1 |« o Zum'a opB:oae nn peructpauus
B P® oTkazaHo A Qnepauumn?.
8 P®
7. PerucTtpauus
ceepaenwit o seose JIMN
B P®
9. Mposepka 2
F 616-seu_import_notification.xsd 8. YsegomneHve o
cBefieHwiA 0 Beo3e J11 [«
oo SGTIN/SSCC ssoze M 8 PO Fo6cTD AORyMSHTORPSRCTD
TOBAPOS
|
v
11. Peructpauws
10. MoaTsepxkaeHue oo ¢
4 acceptxsd noaTeepKAeHUS
caenerm: :;w” n SGTIN/SSCC ceepenmil o sose SN
B P®
|
12. YBegomnexue o
OcyuiecTenexa 607-accept_notification.xsd noaTBEPKASHUA
; B —— o B le —
otrpyaka /1M 8 P 13- O1Gop aGpasiionie- SGTIN/SSCC ceegexnit o eeoze 1NN
8 P®
I
\ 4
15. Nepepaya 16. Peructpaums
nor‘ﬁz:cg:i“::og ceegeHuit o ssoae MM | | 363-00u_reloase.xsd cseaenwit o seoge JN
,%n B OGOPOT 8 06opoT Ha SGTIN/SSCC 8 060pOT Ha
B Tepputopun PO Tepputopun PO
- 1
i 9. Peructpauns
18. Mepepaua caepeHui s
06 oT6ope 06pa3uoe Ans 312-1egister_control_samples.xsd e caengnm 06 oTope
NOATBEPKASHUS SGTIN g n‘;ﬂﬁ::m
COOTBETCTBUA COOTBETCTBUA
v
OcyLuecTeneH 8Bo3 17. Nepepaya \,
NN e P® usson NN 8 aexwit o seoge SN
obopor B obopot MoacucTema «BeiBopouHsi
KOHTPONb»
Poc3pasHaniop
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AHHOTaLUS

Peructpaumss B8 UC MJIJII cBenenuit o BBo3e JII B
Poccuiickyro @epepaumio  u3 rocyaapcrB-uieHoB  EADC
npenanojaraeT  BO3MOXHOCTh MPUMEHEHHS MPSAMOro  WJIU
00paTHOrO MOpsIKa Nepeaadun CBEACHUN.

[Ipu BBIOOpE 0OpaTHOrO MOpsiAKa Mepeladyd U MOATBEPKIACHUS
cBeneHuil nokymnarenem JIII peructpupyrorcst CBEAEHUS O BBO3E
JIIT B Poccuiickyto denepanuto, a aepxkareneM PY (wim ero
PEICTaBUTEIILCTBOM), OCYILIECTBIISIETCS MOATBEPKACHUE
3apPEruCTPUPOBAHHBIX CBEICHUN O BBO3E.

Jlns  ocymiecTBieHUs OOpaTHOTO TIOPSIAKA TMOATBEPIKICHUS
CBEJICHMI B JMYHOM KaOuHeTe nepxkartens PY (umm ero
IPEACTAaBUTENILCTBA) JOJDKEH OBITh 3apEruCTPUPOBAH CITHMCOK
COOTBETCTBYIOIINUX JOBEPEHHBIX KOHTPATCHTOB - TOKYIATEJIEH.

IIpn ocymecteinenun npueMku JIII Ha cknax mokymnareneMm
TOBapa JOJKEH ObITh OCYIIEeCTBIEH 0TOOp oOpasuoB JIII
B LENSAX  MOATBEPKACHHS  COOTBETCTBHUS ~ TEXHUYECKHUM
periiaMeHTaM  COrJJacHO  TpPeOOBAaHMSIM  JEHCTBYIOLIETO
3akoHoarenbcTBa Poccuiickon @enepanuu.

Peructpanus 8 UC MJJIII cBenenuii o BBoge JIII B oGopot
Ha Tepputopun  Poccuiickonn  @enepanuu  OCyHIECTBIAETCS
MoKynaTesneM mnocie o(OopMIIEHHS HEOOXOAUMOro TOKyMEHTa
HOJTBEPKAEHUS COOTBETCTBUS (IeKIapanusi, cepTUPUKAT)

YyacTHUKH
B3aUMOJIENCTBUS

— Jepxarens PY wim mpenctaBuTenbCTBO aepxkarens PV,
SIBJISIFOLLETOCS. MHOCTPAHHOW OpraHu3aluen

— CcyOBeKkT  oOpallleHus, OCYIIECTBISIOIMIMA  MOKYIKY
(IToxynarenp)

Omnucanue BBIITOJIHSIEMEBIX JEHCTBUN

1. Otrpy3ka JIII B Poccuiickyro ®@enepanuto u3 rocyaapcrsa-uieHa EADC

2. Beo3z JIII Ha Tepputopuio Poccuiickoit denepanmu w3 rocyaapcTBa-diieHa

EADC

3. — 4. Ilepenaua ceeaenuii B UC MJIJIIT o BBo3e JIIT B Poccuiickyro deneparuio
u3 rocyaapctBa-awieHa EADC

IIepeuens
nepeaBaeMbIX
CBEIECHUU U
BJIaiesIell
UH(OPMAITMOHHOTO

pecypca

IIpu perucrpamuu ceegenuii o BBo3e JIII B Poccuiickyro
Oenepanuio  u3  rocyaapcerBa-wieHa EADC mnokynarenem
COOOIIAIOTCS CIASAYIONINE CBEICHMUS:

— JlaTa COBEpIICHUS OIepallnu;

- I/II[GHTI/I(l)I/IKaTop MCCTa OCYHICCTBJICHUA JCATCIBHOCTU
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IMOKYIIAaTECJIs1, Ha KOTOPOC OCYHICCTBIIACTCS IIPUCMKA,

—  PETrHCTpaIlMOHHBIM HoOMep nepxkarens PY (wm  ero
npeactaBurenbcTBa) B UC MJIIT;

—  WACHTH(PHUKATOP MHOCTPAHHOTO KOHTpAreHTa — IPOJIaBIia
JIIT;

— THI JI0TOBOPA;
— JlaTa TIepBUYHOTO JOKYMEHTA,;

— HOMED MEPBUYHOTO JTOKYMEHTA,

— nena npuoodperenus JIIT (Bxmogas HJC), py0.;

— cymmMma HJIC (ecnu caenka obnaraercst HIIC), py6
—  SGTIN w/umu SSCC

B ciyyae HeoOXOIMMOCTH yKa3aHHUsS Pas3IMYHBIX IIEH BHYTPH
TPYIIIOBOM YMaKOBKHM IMOKYIATENh COOOIIACT JOMOTHUTEIHHO
cnenyromue ceeaerus s SSCC:

— GTIN;
— HOMep IPOU3BOACTBEHHON Cepuu;

— nena npuodbperenus JIII (nns ykazanasix GTIN u HOMepa
cepuu, Btouast H/1C), py6.;

— cymmMma HJIC (ecnu caenka obnaraercst HIIC), py6

. IIpoBepka BO3MOkHOCTH peructpauuu cseneHnid o BBose JIII B Pocculickyro
Qenepaunio  (HamuuMsi CyOBEKTOB OOpalleHUsi B CIHCKE JOBEPEHHBIX
KOHTPareHToB)

Ortka3 B peructpauuu csefenud o BBo3e JIII B Poccuiickyro denepannto npu
OTCYTCTBUHU TOJyYaTeNsl B CIUCKE JIOBEPEHHBIX KOHTPAreHToB aepxkarens PY
(WM ero MpeACTaBUTENHCTBA)

. Perucrpauus 8 UC MJIIT cBenenuii o BBo3e JIII B Poccuiickyro deaeparnnto
u3 rocynapcra-wieHa EADC (mpu oTCYyTCTBUM OCHOBAHUM ISl OTKA3a)

. YBegomuienue pnepxarens PY (unmum ero mpexacrtaBurtenbcTBa) o BBo3e JIII
B Poccuiickyro ®eneparuto u3 rocynapcra-uiena EADC

[Iepeuenpb VYBenomiienne paepxkarens PY (unm ero mpeAacTaBUTENIbCTBA)
NepeaaBacMbIX o BBo3¢e JIII B Poccuiickyro denepanuo u3 rocyaapcrBa-djiceHa
CBEICHUU U EADC dopmupyeTcs Ha OCHOBaHUM pPaHEe 3apEeTUCTPUPOBAHHOMN
BIIaJIETIE1] NOKYIATEJIEM OINEPALAH U COAEPKUT CIEAYIOIINE CBEICHUS:
UH(OPMAITMOHHOTO .

— J1aTa COBEpUIEHUs OIEpallny;
pecypca

— WJEHTU(PUKATOp MECTa OCYIIECTBICHUS JEATEIbHOCTU
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IMOKYIIAaTCJIsA, HA KOTOPOC OCYHICCTBIIACTCS IMPUCMKA,

—  PETrHCTpaIlMOHHBIM HoOMep nepxkarens PY (wm  ero
npeactaBurenbcTBa) B UC MJIIT;

—  WACHTH(PHUKATOP MHOCTPAHHOTO KOHTpAreHTa — IPOJIaBIia
JIIT;

— THI JI0TOBOPA;
— JlaTa TIepBUYHOTO JOKYMEHTA,;

— HOMED MEPBUYHOTO JTOKYMEHTA,

— nena npuoodperenus JIIT (Bxmogas HJC), py0.;

— cymmMma HJIC (ecnu caenka obnaraercst HIIC), py6
—  SGTIN w/umu SSCC

B ciywae ykazaHus pa3auYHBIX I1I€H BHYTPH TPYHIIOBOM
VIAKOBKH B  YBEIOMJICHHUH JOIOJHHUTEIBHO  COACPIKATCS
cnenyromue ceeaerus s SSCC:

— GTIN;
— HOMep IPOU3BOACTBEHHON Cepuu;

— nena npuodbperenus JIII (nns ykazanasix GTIN u HOMepa
cepuu, Btouast H/1C), py6.;

— cymmMma HJIC (ecnu caenka obnaraercst HIIC), py6

9. OcymecTBiieHHEe TPOBEPKH jepxkartenemM PY (unmm ero mpencTaBUTEIHCTBOM)
paHee 3aperuCTPUPOBAHHBIX MOKYyIareneM ceeaeHnit o BBose JIII B Poccuiickytro
®epnepanuto u3 rocyaapcra-uiena EADC

10.— 11. Toareepxnaenue (akuentoBanue) B UC MIJIII cBenenuit o BBo3ze JIII
B Poccuiickyto ®@enepanuro u3 rocynapcrea-wiena EADC nepxatenem PY (unm
€ro MpeJCTaBUTEIHLCTBOM)

[Iepeuenp
nepe1aBaeMbIX
CBEJICHUN U

ENEN (NS
UH(OPMAIMOHHOTO

pecypca

JIns ocylIecTBIACHUS TOATBEPXKACHUS (AKIENTOBAHMS) paHee
3apETUCTPUPOBAHHBIX MOKymHaTenaeM cBeneHuii o BBosze JIII
B Poccuiickyro ®enepanuro wu3 rocyaapctBa-uieHa EADC
nepxarenb PY (unam ero mpencTtaBUTENbCTBO) 0OECIEeYMBAET
nepenauy B MC MJIII crnenyronumx CBeAEHUM:

— JlaTa COBEpIICHUS OIepalluu;

— PErucTpalMoHHBI HoMmep nepxarens PY (wim  ero
npeactaBuresbcTBa) B UC MJILT;

— I/IJICHTI/I(l)I/IKaTop MCCTa OCYHCCTBIICHUA OCATCIIBHOCTHU
IMOKYIIAaTECJIsA, HA KOTOPOC OCYHICCTBIIACTCS IMPUCMKA,
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SGTIN n/umm SSCC;

NOATBEPKIACHUE IPUEMKH IPUOCTAaHOBICHHOIO TOBapa
(ykaspiBaeTcsi B cilydae, eciu Poc3npaBHan30p NpHUHSII
pelieHue O BpPEMEHHOM BbIBojAEe U3 oOpamenus JIIIT
cornacho 1. 7.1. Hactosiux ITacnopToB nmpoueccos

12. YBenomiieHne MOKyMmaTess 0 MOATBEPkKACHUN (aKLIETITOBAaHUM) JiepKaTesieM PY
(W ero mpeAcTaBUTENBbCTBOM) cBeneHuit o BBo3e JIII B Poccuiickyro
Oepnepanuto u3 rocygapcra-uiaeHa EADC

IIepeuenn
nepeaaBacMbIX
CBEJEHUN U
BJIaJIEJIEL]
MH(OPMAITMOHHOTO

pecypca

VYBenomieHre MOKymareis O MOATBEPKICHUU (aKLETOBAHUM)
nepxxareneM PY (unmm ero mnpenctaBUTEIBLCTBOM) CBEIEHUMH
o BBo3e JIII B Poccuiickyro denepanuio u3 rocyaapcrBa-djiceHa
EADC dbopmupyeTcs Ha OCHOBaHUM paHEEe 3apEeTUCTPUPOBAHHOMN
OIEPAIIUU U COACPKUT CIEAYIOIINE CBEACHUSA:

AaTta COBCPIICHUS OIICpalu,

pEeruCTpallMOHHBIM  HOMep aepxarenss PY (unmm  ero
npeactaBurenbcTBa) B UC MJII;

I/II[GHTI/I(i)I/IKaTOp MCCTa OCYIICCTBJIICHUA OCATCIIBHOCTHU
IMOKYIATCJIsI, HAa KOTOPOC OCYIICCTBIIICTCS ITPUCMKA,

SGTIN n/umm SSCC;

MOJATBEPKACHUE NPUEMKH IPUOCTAHOBICHHOTO TOBapa
(yka3zpIBaeTcsi B cllydae, eciau Poc3npaBHan30p TPUHSII
peleHue O BpPEMEHHOM BbIBojge u3 oOpamenus JIII
coryacHo 1. 7.1. HacTosmux [laciopToB nporeccon

13.0t160p obpasnos JIII a1 moaTBepKaAeHUs] COOTBETCTBUS

14. TlomydyeHre JOKYMEHTOB MOATBEpPKAeHUsI cooTBeTcTBUA M BBOX JIII B 00opoT
Ha Tepputopun Poccuiickoit @enepannu

15.— 16. Peructpamus B HMC MIJII cBeaenumit o BBome JIII B o6opoT
Ha Tepputopun Poccuiickoit @enepannu

[Iepeuennb
nepe1aBaeMbIX
CBEIEHUUN U
BIIAJICIICT
UH(OPMAITMOHHOTO

pecypca

[Tpu peructparuu 8 UC MIJIIT cenenuit o BBoae JII1 B o6opot

Ha

teppuropun  Poccuiickont ~ ®denepanuu  MOKyNnaTesb

oOecrieunBaeT nepeaady CIeIyoNuX CBEACHHIM:

JlaTa COBEPIICHUS OTIEpalliH;

I/IJICHTI/I(l)I/IKaTop MCCTa OCYHCCTBIICHUA OCATCIIBHOCTU
NOKynaTeJisl, Ha KOTOPOE€ OCYIICCTBIIICTCS IPUECMKA,

BH/JI IOKyMEHTA OATBEPKICHUS COOTBETCTBUS,
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— JlaTa JIOKyMEHTa MOATBEPIKICHUS COOTBETCTBHS,
— HOMEp JOKYMEHTa IOATBEPKACHHUS COOTBETCTBHS;
—  SGTIN w/mum SSCC

B ciayuae HE0OXOAMMOCTH yKa3aHHSI HECKOJIBKUX JOKYMEHTOB
MOATBEPKIACHUS  COOTBETCTBUSI  MOKyIarTelb  COOOIIaeT
JOTIOJTHUTENIbHBIEC CBEJICHUS:

—  GTIN;
— HOMeEp IIPOU3BOACTBEHHOM CEpUU;

— BUJ JOKyMEHTa
ykazanHoro GTIN;

MNOATBCPKACHNUA  COOTBCTCTBUA  IJIA

— PEKBU3HUTHl JOKYMEHTa TIOATBEPKACHUS COOTBETCTBHUS
(mata u HOMep) auig ykazanHoro GTIN

17. Beirpy3ska

ceenqenui B Iloacucremy — «BbIOOpOYHBI ~ KOHTPOIbY

aBTOMATU3UPOBAHHON HH(POPMALMOHHON cucTemMbl Poc3npaBHan3opa o BBO3€
JIIT B Poccuiickyro deaepariuio u BBOAE B 000pOT

[Iepeuenn NC MJUII mnocpeacteom CMOB ocymiecTBisier nepeaady
repeaaBaeMbIX ceenenut B Ilogcuctemy — «BbIOOpOYHBI ~ KOHTPOJIBY
CBEJICHUI U aBTOMATH3UPOBAHHOMU uHGOPMAITMOHHON CUCTEMBI
BJIaJIEJIE1] Poc3npaBHagzopa corjacHo TmepedyHr0  HUHGOPMAIIMOHHOTO
MH()OPMAIIMOHHOTO | B3aUMO/JICUCTBUS.
pecypca

18.— 19. Peructpamus B HNC MJUIII cBemenmii 00 otTOope o0Opasmos

nekapctBeHHbIX JIIT (B 11e151X MOATBEPKICHUSI COOTBETCTBHS)

[Tepeuenn [Tpu peructpauuu B UC MIJIIT cBenenuit 06 orbope o6pas3iion
repeaaBaeMbIX JIIT mokynaTenb o0ecreynBaeT nepeaady Ciaeayromux CBeIeHUN
CBEJICHUU U B 1C MJIJIIT:
N S — JlaTa COBEPLICHUS OIEpaLnu;
UH(OPMAITMOHHOTO
pecypca — UJEHTU(PUKATOP MeCTa OCYIIECTBICHUS JACATEIbHOCTU

MOKYTIaTeJsl, Ha KOTOPOE OCYIIECTBIISICTCS IPUEMKA;
— BHJ 0TOOpa 00pasloB;
— SGTIN
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3.7. Bzaumopeiicreue UC MJIJIII ¢ ®TC Poccun

3.7.

Baaumopenctene NC MAJTN ¢ ®TC Poccum

®TC Poccumn

nc manr

HeobxogumocTs
NPOBEPKN

BO3MOXHOCTU
soinycka JiM

1. ®opMuposaHue

2. Pervctpauus U
ofpaboTka 3anpoca Ha

3anpoca Ha
& 3anpa
nonyJyeHue ceeaeHuin
o craryce JIN
4. Nonyyexne n

At 1 oTBeT

NONY4EHHBIX
cBeaeHun

®TC Poccun
Y
e
Mposepka w 3aNpoc caeneHHit
% [
npoitgeHa? o sbinycke NN
EAWC TO

%__‘/

A 4 |
6. ®opmupoBanue n
8. Beinyck NN 5. Beinyck 1IN Hanpasnexve
HEBO3MOXEH BO3MOXEH CBEAEHUA O BbINyCKe
nn
A 4

OcyulecTenexue
Boinycka /M
HEeBO3MOXHO

OcyuwectenexHue
soinycka JIMn
BO3MOXHO

"1 nonyvenue caeaenmit o

—cBEneHHA »{ CBEAEGHWIA O BbINYCKE

craryce NN

3. ®opmupoBaHue

HanpaenexHwe oTeeTa

O

7. Peructpauus

n

Paectp nrdopmaumosHora
Baaumogencraud ¢ ®TC

CBEAEHUA W l4—

Poccun

Pucynox 15
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AHHOTanus B  nmemsax  mposepku  Bo3MOkHOCTM  Bblmycka  JIII
st BHyTpeHHero notpednenuss @TC Poccum ocyuiecTisier
Hanpasyienue 3anpoca B UC MJIJIII na monmydeHue cBeaeHUi
o craryce nexnapupyemsix JIIT

YyacTHUKH — O@OTC Poccun

B3aMMOJICUCTBUS

Ornucanue BBITOIHSIEMBIX NEHCTBUN

1. ®opMupoBaHHUE U HAMPABIIEHUE 3aMpOca Ha MOJy4eHue cBesieHnii o craryce JIII

Ilepeuenb
nepeaBacMbIX
CBEJICHUU "

1:3) 0 (I ()1
HH(POPMAITHOHHOTO

pecypca

EAUC  TamoxenHblx opraHoB mnocpencrtsoM CMOB
ocymiectisier nepenady 3amnpoca B MC MJJIII cornacuHo
dbopmaTy HHGOPMALIMOHHOTO B3aUMOICHCTBUSI.

2. Peructparus u o6paboTka 3anpoca Ha nojiydeHue cseenuii o craryce JII1

3. q)OpMI/IpOBaHI/IG N HaAIIpaBJICHHUC OTBCTA Ha 3aIIpOoC Ha IIOJIYUCHHUC CBGILGHI/Iﬁ

o craryce JIII

Ilepeuenb
Nepe1aBacMbIX
CBEJICHUU U
BIIa/IEJIE1]
MH(}OPMAITMOHHOTO

pecypca

NC MIJII nocpenctBom CMOB ocymiecTBisier nepenady
oTBeTa Ha 3amnpoc cBeaennit o craryce JIII B EAHUC
TaMOXEeHHBIX OpraHoB corjlacHo ¢dopmaTy HMHOOPMAIIMOHHOTO
B3aMMOJECHCTBUA.

4. Tlomyuyenue u MpoBepKa CBEJICHUMN, MPUHATHE PEIICHUS O BOBMOXXHOCTH BBITTyCKa
JIIT nnis BHYTpEHHETO MOTpeOIeHUs

5. ®opmuposBanne u nepemada B UC MJJIIT cBenpenuit u3 EANC TamoxeHHBIX
opraHoB o Bbinycke JIII asist BHyTpeHHEro notpedieHus

Ilepeuenb
nepe1aBaeMbIX
CBeIeHUN U
BIIa/IEJIE1]
MH()OPMAITMOHHOTO

pecypca

EANUC  Tamoxennsix opraHoB mnocpeactsom CMDOB
OCYLIECTBISIET  Ilepenayy  cBeaeHu o  Bbimycke  JIII
st BHyTpeHHero  notpebnenuss B WC MJUIII  cormacHo

dbopmaTy HHGOPMALIMOHHOTO B3aMMOICHCTBUSI.
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3.8. Ilepemaua JIII, mpousBeaeHHbIX Ha Teppuropuu Poccuiickoit Pexepanmu,
coocrBeHHuKY JIII

3.8. MNepepnayva J1l1, nponsseneHHbIX Ha Tepputopun Poccunckon deaepanmm, COGCTBEHHUKY
Poccuiickuin CybbekT obpalleHus - VC MO
npoussognuTenb COBCTBEHHUK
HeobxogumocTs HeobxoaumocTts
nepepaauu JN npuemku JN
CcOBCTBEHHUKY COBCTBEHHUKOM
A4
1. Otrpyaka NN
COBCTBEHHUKY
A 4
2. Nepenava 3. Peructpauus
cBeaeHuit 06 oTrpyske r\381-mave_owner.xsd »| cBeaeHuit 06 0Trpyske
TN cobeTeeHHUKY SeTRiiesee JN cobecTBeHHUKY
4. Ysepomnexue 06
orrpyske 1N
CODCTBEHHUKY PeecTp gokymetos/Peectp
TOB&POR
v
5. MNpuemka 1M Ha 603-mave_owner_notification.xsd
cknag cobcTeeHHMKa SGTIN / SSCC
y
6. MNMposepka
ceBegeHun o6 oTrpyske
NN cobetBeHHMKY
v
7. NoaTeepxaeHue 8. Peructpauus
(akyenTosakue) 70+-scooptkad SIBapEn
2 > (akuenTosaHus)
ceeneHun o6 oTrpyske SGTIN/SSCC coeneH 06 OTrpySKe
1N cobcTBeHHMKY 1N coBCTBEHHMKY
OcyuwlecTenena
npuemka NN
cobcTBEHHUKOM
= 9. YBeoMNeHme o
cyuiecreneHa e NOATBEPXASHUN
nepeaaua JN A SEQ‘NT;;’;&M i (akuentosaHuw) <
CcOBCTBEHHUKY ceefernin ob otrpyake
1IN coBeraeHHuky

Pucynox 16
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AHHOTAIIUA

B cnyuae, ecniu coOctBeHHHKOM Mpou3sBeneHHbix JIII siBnsercs
opraHu3zaius, KOTOpas OTIM4YHa OT jAepxkareias PY w/umm
OT NPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEICTB,  YKA3aHHOTO
B CTAQJIUSIX IIPOU3BOJCTBA PETUCTPALMOHHOTO YJIOCTOBEPEHHUS
JIIT, To 8 UC MIJIIT HeoO6xoarMO 3aperucTprupoOBaTh ONEPALHIO
nepenauu JIIT codcrBennuky JIIT

YyacTHUKH
B3aUMOJIENCTBUS

—  POCCUMCKHUMI IPOU3BOAUTEID JEKAPCTBEHHBIX CPEJICTB,;

— cooctrBennuk JIIT

Omnucanue BBIIOJTHIEMBIX I[GﬁCTBPIﬁ

1. Otrpy3ka JIIT co6cTBenHuKky JIIT

2. — 3. Peructpanus 8 UC MJJIII cenenuit o6 orrpyske JIIT coOcTBeHHUKY

[lepeuenp
nepe1aBaeMbIX
CBEJICHUU U

NEN (NS
MH(OPMAIMOHHOTO

pecypca

IIpu peructpaunu B UC MIUJIIL cBenenuit o0 orrpyske JIII
COOCTBEHHUKY pPOCCHUWCKUI NPOU3BOJMUTEND JIEKAPCTBEHHBIX
CPEICTB COOOIIAET CAEAYIOLINE CBEACHHUS:

— JaTa COBCPHICHUA OIICpalnm;

- I/II[GHTI/I(i)I/IKaTOp MCCTa OCYIICCTBJIICHHUA ACATCIBHOCTHU
pOCCHﬁCKOFO IMPpOU3BOAUTCIIA JICKAPCTBCHHLBIX CPCACTB,
C KOTOPOI'0 OCYLIECCTBIIAACTCS OTIPY3Ka,

— UJEGHTU(PUKATOP MeCTa OCYIIECTBICHUS MACATEIbHOCTU
cooctBennuka JII1, Ha KOTOpoe OCyIIECTBIACTCS TPUEMKA,

— JaTa MOATBEPKAAIOIIEro MEPBUYHOTO JOKYMEHTA;

—  HOMEp IMOATBEPKIAIOIIETO MEPBUIHOTO JOKYMEHTA;
—  SGTIN w/mmm SSCC

4. VBenomienue coocTBeHHUKA 00 oTrpy3ke JIIT

[lepeuenp
nepe1aBacMbIX
CBEIAEHUU U
BJIaiesIell
UH(OPMAITMOHHOTO

pecypca

VYBenomnenne coOctBeHHUKa 00 otrpyske JIII dgopmupyercs
Ha OCHOBAHMM  pAaHEE  3aPETMCTPUPOBAHHOM  POCCHMCKHAM
MIPOU3BOAMTENIEM  JIEKAPCTBEHHBIX CPEIACTB  ONEpaluud H
COIIEPKUT CIICAYIOIINE CBEACHUS:

— JlaTa COBEPIICHUS OIepallnu;

— UJIEHTU(PUKATOp MECTa OCYILIECTBICHUSA JEATEIbHOCTU
POCCHUHCKOTO TIPOU3BOIUTENSI JIEKAPCTBEHHBIX CPEJICTB,
C KOTOPOTO OCYIIECTBIISIETCS OTIPY3Ka;

— UJIEGHTU(PUKATOP MecTa OCYIIECTBICHUS MACATEIbHOCTU
cooctBennuka JII1, Ha koTOpoe OCyIEeCTBIsETCS IPUEMKA;
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— aapec OCYHICCTBJICHUA  ACATCIbHOCTH COOCTBEHHHKA
JICKAPCTBCHHBIX IIPEIapaTroB,

— JaTa MOATBEPIKAAIOIIEr0 MEPBUYHOIO JOKYMCHTA,
— HOMED MOATBEPKIAIOIIETO IEPBHYHOTO JIOKYMEHTA;
—  SGTIN w/mumt SSCC

5. Ilpuemka ekapCTBEHHBIX MPENApaTOB COOCTBEHHUKOM

6. OcymectBienue mnpoBepku codctBeHHukoM JIII paHee 3aperucTpupoBaHHBIX
POCCHUNCKUM MPOU3BOAUTEIIEM JIEKAPCTBEHHBIX CPEJICTB CBEACHUN 00 OTrpy3Ke
JIIT coOcTBEHHUKY

7. — 8. [TllonrBepxnaecaue (akmenToBaHue) coOcTBeHHukoM JIII cBeaeHmit
00 otrpyske JIII

[Iepeuenp JIJist ocylIecTBICHUS TOATBEPKIACHUS (aKLENTOBAHUS) paHEe
IIepe1aBaeMbIX 3apEruCTPUPOBAHHBIX POCCHICKUM [IPOU3BOUTEIIEM
CBEICHUU JIEKapCTBEHHBIX  CpPeACTB  cBeneHuit 00  otrpyske  JIII
cooctBennuk JIII obGecneunBaer mnepemauy B MC MJUJII
CJICIYIOIINX CBEIACHUM:

—  WICHTHU(PUKATOP MeCTa OCYIICCTBICHHUS JEATEIbHOCTH
cooctBennuka JII1, Ha KOTOpoe OCYIIECTBIAECTCS TPUEMKA,

— UJCHTU(PUKATOP MeCTa OCYIIECTBICHUS JACATEIbHOCTU
POCCUICKOTO MPOU3BOJMTEINS JIEKAPCTBEHHBIX CPEJICTB,
C KOTOPOTO OCYLIECTBIISIETCS OTTPY3Ka;

— JlaTa COBEPIICHUS OIEpallny;

—  SGTIN w/mmm SSCC

— TOATBEPXKACHUE TPUEMKH MPUOCTAHOBIECHHOTO TOBapa
(yka3pIiBaeTcsi B ciydae, eciad Poc3apaBHAA30p IPHHSII
peleHue O BpPEMEHHOM BbIBojge u3 oOpamenus JIII
cormiacHo 1. 7.1 ITacmopToB mporieccoB)

8. YBemomieHue  POCCHICKOTO  MPOU3BOIUTENS  JIEKAPCTBEHHBIX  CPEACTB
o moATBepxkIeHnu (akuentoBanun) coocrBeHHukoM JIII cBenenuit 06 oTrpyske

JIII
IIepeuens YBEIOMIICHUE POCCUMCKOIO MPOU3BOAUTENS JIEKAPCTBEHHBIX
Nepe1aBaeMbIX CPEACTB O TMOATBEPXKIECHUU (AKIIEITOBAHUU) COOCTBEHHUKOM
CBEJICHUI JIIT cBepennit 06 otrpyske JIII ¢opmupyercss Ha OCHOBaHHH
paHee 3aperucTPUPOBAHHON ONEPALUU U COJAEPKUT CIIETYIOIINE
CBEJICHUSA:

- I/II[GHTI/I(l)I/IKaTop MCCTa OCYHICCTBJICHUA JCATCIBHOCTU
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coOctBenHuka JII1, Ha KOTOpOe OCyIIECTBIsETCA IPUEMKA,

UACHTU(OUKATOP MECTa OCYIIECTBICHUS ACSITCIbHOCTH
POCCHUICKOTO TIPOU3BOIMTENS JIEKAPCTBEHHBIX CpPEICTB,
C KOTOPOTO OCYIIIECTBIISIETCS] OTIPY3Ka,

Aarta COBCPIICHUS OIICpalu,

MOATBEPKIACHNUE TMPUEMKH MPUOCTAHOBIEHHOIO TOBapa
(yka3piBaeTcsi B ciydae, eciu Poc3apaBHam30p MpUHSII
pelieHue O BpeMEHHOM BbIBOJe W3 oOpamenus JIII
cornacHo 1. 7.1 [lacropToB mpoiieccoB);

SGTIN w/unmu SSCC
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3.9. IlosTOpHBKIi BBOA B 00opoT JITI

3.9.1. IloBTOpHBIIA BBOA B 000poT JIII, panee BbIBeIEeHHBIX U3 000pOTa B pe3yJbTare

pedKcnopTa

3.9.1. MNoeTopHbI BBOA [T B 060pOT, paHee BbiBeAEHHbLIX M3 060pOTa B pesynbTaTe peakcrnopTa

CybbekT obpalueHus

8 obopot

nosTopHom Beoae M

6. MOBTOPHbIN BbINYCK
rOTOBOW NPOAYKLMM

B pervctpauvmn
cBefeHu o

060poT 0TKa3aHo

OcyuwecteneH
nosTopHbIi BeoA I B |«

PerucTpaLyum NoBTOPHOro
ssoga JIM B o6opor

Heobxoaumocts
nosTopHoro ssoaa 1
B 0obopoTt
h.
1. NMposepka [Mposepxa:
ocywecTeneHuns - HaNW4YUA CBEAEHWI O BLIBoAE u3 obopoTa
nepeynakosku AaxHoro JIM no npuyuHe peakcnopra
= Hanu4usa CESAEHVIPI 0 Neps1M4YHOM BBOAE B
06opoT NN cybuekTom obpawexus,
‘ PErCTPUPYIOLLUM NOBTOPHLIA BBOA B 060pOT
Y
2. MNepepaya 3. Mposepka
Mepeynakoska cBeeHU 0 91-return to circulation.xsd BO3MOXHOCTN
ocyuwecraneHa?

A 4
5. Otkaz e
perucTpauuu

nosTopHom Baoge NI

nosTopHoro eeoaa N
8 o6opot

Mposepka
nponaeHa?

Peectp noxymeHTos/Peectp
TOBapos

\ 4

o6opot

4. Peructpauusi
cBeAeHun o
noeTopHom Beoge /I

B o6opot
B T1.4. BHECEHME
W3MEHeHWA 8 CTaTyChb

Pucynox 17
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AHHOTaIUs B ciayyae BO3HUKHOBEHHSI HEOOXOJAMMOCTH  CYOBEKTOM
oOpamieHusi MOXET OBbITh OCYIIECTBIEH IOBTOPHBIA BBOJI
B o6opot JIII, paHee BbIBEIEHHBIX HU3 000pPOTa B pe3yJbTaTe
pesKcIopTa.

CBenenust o mOBTOpHOM BBoje B obopor JIII wmoxer
OCYUIECTBJISTHCA TOJNBKO CYOBEKTOM OOpallleHus, paHee
OCYILIECTBUBIINM PETUCTPAILMIO CBEACHUN O BBIMYCKE JaHHBIX
JIIT 3a mpenenamu Ttepputropun Poccuiickont @enepanuu —
nepxarenem PY wim ero npeacTaBUTEIbCTBOM.

B ciywae ocymiecTBieHHs NEPEYNAKOBKM PaHEE BBIBEIECHHBIX
uz obopora JIII u mnanecenus HOBbIX SGTIN cyObexkTom
oOpamenust  peructpupyercs  omepauuss B MC MJJIIT
B COOTBETCTBUM C pasgenoM 3.2 Hacrosamux Ilacmopros

IIPOLIECCOB.
YyacTHUKH — gaepxarenb PY wim 1mpencTaBUTENBCTBO Jepxkarensi PY,
B3aMMOJIECHUCTBUA SABJISIOIIETOCS HHOCTPAHHOW OPraHU3aluen

Omucanne BBIITOIHSIEMBIX JeHCTBUI

1. IIpoBepka OCyIIECTBIICHHS MEPEMAPKUPOBKU PAHEE BBIBEJIEHHBIX M3 000pOTa
JIII

2. Tlepeqaua B MUC MJUIII cBemenuit o moBTopHOM BBOojae JIII B obopor
(mpu oTcyTcTBUM niepeMapkupoBku JIIT)

Ilepeuenn IIpu peructparuu B UC MJIJIIT onepanuu mOBTOPHOTO BBOJA
IIepe1aBaeMbIX B 000poT gepxkarenemM PY (unm ero mpencTaBUTEIbCTBOM)
CBEJECHUN 1 OCYIIECTBIISIETCS Niepeaaya ciaenyrommux ceeaennii B UC MJJIIT:
BJIAJIEJICI] ,

— JlaTa OCYILECTBIICHUS OIEPALNY;
UH(OPMAITMOHHOTO
pecypca — pErucTpalMoHHBI HoOMmep aAepxkarens PY (uam  ero

npeactaBurenbeTBa) B UC MJIIT,
— TpuUYMHA BBIBOJIA U3 obopora JIII;
— SGTIN

3. ABTOMarHMueckas poBepKa BO3MOKHOCTH PETHCTPAIIUN OTEPAIMH MTOBTOPHOTO
BBOJ1a B o0oport JIIT

4. Peructpamus B MC MJJIIT cBemenuit o moBTOpHOM BBOJe B oboport JIII
(TIp¥ OTCYTCTBUM OCHOBAHUM JIJIsl OTKAa3a)

5. OTkaz B perucTpanvu CBEACHUN O TMOBTOPHOM BBoae B obOopor JIII
(TIpy HATMYMKU OCHOBAHUU JIJIsl OTKa3a)
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IIepeuenn — otcyrcTBue cBeneHuit o BeBoge JIII wu3  oGopora
OCHOBaHUU JJIs B pE3yJIbTATE PEIKCIIOPTA;
OTKa3a B

— otrcyTrcTBUE cBelleHud o Bbimycke JIII maHHbIM cyObeKTOM

eTUCTPALIAU
P Thatt oOpaileHus

6. OcymiectBiennu moBTOpHOTO Bhimycka JIII mpu ocymiecTBieHuu nepeynakoBKH
u nnepeMapkupoBku JII1
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3.9.2. IloBropusbiii BBOX B o0Oopotr JIII, paHee BbIBeJeHHbIX U3 000poTa
M0 pPa3JIMYHbIM NPUYUHAM

3.9.2. lNoBTOpHLIV BBOA B 060p0T J1I1, paHee BbiBEAEHHbIX 13 060pOTa NO pasnmnyHbIM
npuynMHam

Cyb6bekT obpalueHus nC Mann

Heo6xoanmocTtb
noetopHoro Beoga J1M B

obopot

v

1. BeisBnexue J1MM1,

MpoBepka HanW4UA CBeAeHWIt O BLIBOAE W3
TpebyioLunx NoBTOPHOTO obopoTa aaHHoro JIMN B 3aBUCMMOCTH OT TUNA
BBOAA B 060p0T BbiIBOAA 13 060poTa AaHHBIM cyGbektom
obpawexun

h 4

2‘ I'lepenaqa £BoasHAN G 391-retun to circulation.xsd 3. ﬂposepKa BOMOXHOCTH
nostopHom Beoge JINe |———— SGTIN |  perucTpauun NoOBTOPHOTO
obopoTt ssoga /M e o6opot

na
MNposepka npoigeHa?

v

B perucrpauuv ceeneHun
o noetopHom Beoge JM B
06opoT 0TKa3aHo

5. OTkas B peructpauum
— nosTopHoro eeoga J1M 8
obopoTt

A

OcyLecTBNeH NOBTOPHbIN

4. Peructpauus ceegeHuin
sBog J1M B o6opot

0 nosTopHom Beoge 1M B
obopot

B T.4. BHECEHME UIMEHEHWI B
cTaTycCbl

Pucynox 18
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AHHOTAIIUA

B ciayyae BO3HUKHOBEHHSI HEOOXOJAMMOCTH  CYOBEKTOM
oOpamieHusi MOXET OBbITh OCYIIECTBIEH IOBTOPHBIA BBOJI
B o6opot JIII, panee BbIBEIEHHBIX M3 000POTA IO PA3ITHUUHBIM
IPUYUHAM.

[ToBTOpHBIH BBOA JIIT B 000POT MOXKET OCYIIECTBIATHCS TOJIBKO
CyOBEKTOM OOpallleHHs, paHee OCYIIECTBUBIIUM BBIBOJ 3THUX
JIIT u3 obopora.

[ToBTOpHEIH BBOJ JIIT B 000pOT COriacHO HACTOSIIEMY pa3ieny
[TacmopToB TpOLIECCOB MOXET OBITh MNPUMEHEH TOJbKO
B otHOIeHuu JIII:

— paHnee OTOOpPAHHBIX B KauecTBe 00pasros
JUTS TIOATBEPXKICHUSI  COOTBETCTBHUSI, KOHTPOJBHBIX U
apxuBHBIX (B ToM uwmciie npu BBo3e JIII Ha Teppuropuro
Poccuiickoit @enepaiun);

— paHee OTOOpaHHBIX B KadyecTBE OOpa3IOB B paMKax
BBIOOPOYHOTO KOHTPOJIA, OCYULIECTBISIEMOTO
PocznpaBsnanzopowm;

— PpaHCC BBIBCACHHBIX M3 060p0Ta I10 IPUYIHHC CITMCAHUA,

— paHee BBIBEJCHHBIX M3 000poTa B pe3yibTaTe OTIyCKa
10 JILTOTHOMY pEIENTy WIM BbIJAYM ISl  OKa3aHUs
MEIUIIMHCKON TOMOIIH,

— paHee BBIBEIIEHHBIX U3 000pOoTa B pe3yjibTaTe OTIPY3KU
HE3apETUCTPUPOBAHHOMY YYaCTHUKY (Bo3Bpar
OT HE3aPETrUCTPUPOBAHHOTO YUACTHHUKA)

YyacTHUKH
B3aUMOJIENCTBUS

— cyObBekT oOpaileHusi, ocylecTBUBIIMK paHee BbiBOJ JIII
u3 obopoTa

Omnucanue BBIITOJIHSIEMBIX JEHCTBUN

1. BeisBnenue JIII, B OTHOIIEHHH KOTOPBIX HEOOXOIUMO OCYUIECTBUTH MOBTOPHBIN

BBOJ1 000pPOT

2. Ilepenaua B UC MJIJIII cBenenuii o moTopHoM BBoze JIIT B 060poT

Ilepeuens
nepe1aBaeMbIX
CBEIEHUUN U
BJIaiesIell
UH(OPMAITMOHHOTO

pecypca

IIpu peructpanuu B UC MJUJIII onepanuy moBTOPHOroO BBOAA
B 000pOoT CcyOBEeKTOM OOpaIeHusi OCYIIEeCTBISICTCS Tepeaada
cnenyromux ceeaenuit B UC M/JIIT:

— JlaTa OCYILIECTBIICHUS OIEPALUY;

—  WACHTH(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH
cyObeKTa OoOpallleHHs, OCYIIECTBUBIIEIO PETHCTPAIUIO
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cBenenuit o BeiBojie JIIT u3 oboporTa,
— IIpUYMHA BBIBOJIA U3 000POTa;

— I[pUYMHA BO3Bpara (HamJIeKaIeTro/HeHa ITIekKAIIEro
KayecTBa, B CIIy4ya€ paHEe OCYIIECTBICHHOTO BBIBOAA
u3 obopota B pamkax ormycka JIII mo nerorHomy peuenty
unu Beiiaum JIIT 115 okazaHuss MEAUITMHCKOM MTOMOIITH);

— SGTIN

3. ABTOMaTHYecKas IpoBepKa BO3MOKHOCTH PETHCTPAIIN ONEPAIMH TTOBTOPHOTO
BBOJ1a B 00opoT JIIT

4. Peructpanusa B MUC MJJII cBenenuii o moBTOpHOM BBOJE B oOopot JIII
(TIp¥ OTCYTCTBUHM OCHOBAHUU JIJIsl OTKa3a)

5. Orka3 B peructpauuu B UC M/IJIIT cBenenuit o moBropHoM BBOAE B 000poT JIIT
(TIpu HATMYMKY OCHOBAHUU JIJIsl OTKa3a)

[Tepeuennb — OTCYTCTBHE CBEICHUW O paHEE 3aperucTpUpPOBAHHOMN
OCHOBaHUU I COOTBETCTBYIOIIEH oneparuu BeiBojia JIIT u3 obopora;
OTKa3a B

— oTcyrcTBUe cBeneHudt o BeiBojge JIII w3 obopora
CyOBEKTOM O0OpallleHusl, PETUCTPUPYIOIIUM CBEICHHUS
o noBTopHoM BBoJie JIIT B 00opoT

perucTpamnmun




4. Paznea «O6opot JIII»

4.1. Orrpy3ka JII co ckiaana ornpasutenss u npuemka JIII Ha ckiag mosaydaresis
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(mpsiMoOM MOPSAAOK MOATBEPKIACHUA)

4.1. Otrpy3ka JIM co cknaga OtnpaButensa v npuemka JIM Ha cknag lMonydatens (npsMmon nopsiaok

NoATBEPXOEHUS)
CybbekT obpalleHuns — VIC MANM CybbekT obpalleHus —
OTnpaeutensb Monyyatenb
HeobxoaumocTs
npuemku MM Ha

HeobxogaumocTs

otrpy3ku JIM co
cknafa OtnpaeuTens,

y
1. MogroToBka K
OTrpy3Kke, ynakoeka
JIMN B TpaHCNOPTHYIO
Tapy

4

cknap Monyyatens

4

6. MNpuemka 1M Ha
cknag Monyvartens

2. OTtrpyska /M co
cknapa OtnpasuTens

4. PerucTtpaums

607-acespt_nofification. xsd
SGTIN/ SSCC

OcyuiecTeneHa
otrpy3ka fIf co
cknaga

v
3. Mepepava
ceefieHuit 06 oTrpyske 415-move_order xsd| .| cBeAeHui 06 oTrpy3ke
1N co cknapa SGTIN/SSCC sl 1N co cknapa
OTnpasutens OTtnpasutens

Peecrp poxymerToa/Peectp
T0BEPOB

10. Yeegomnernue
NOATBEPXAEHUN

(akuentoBaHum)
cBeneHui 06 oTrpyske

(o]

5. YeBegomnexue o6
otrpy3ke 1M co
cknapa OTnpaeutens

9. Peructpauus
NOATBEPXAEHUA
(akyenTtoBaHusa)

601-move_order_notification.xsd
SGTIN [ SSCC
|¢————701-accept.xsd
SGTIN ! SSCC

cBeaeHu o6 oTrpyake

Pucynox 19

A 4

7. Npoeepka
cBefeHui o6 oTrpyske
JIN co cknapa

Otnpasutens

A 4

8. NMoaTeepxaeHue
(akuenTtoBaHue)
ceefieHuit 06 oTrpyske

OcyujecTenexa

npuemka J1M Ha cknag
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AHHOTaLIUS Peructpamuss  cBemenuii o6 o6opore JIII B WC MIJIII
MpeanoiaraeT MOATBEPKIACHUE HH(POPMAIUU O COBEPIICHUN
omepanuu obeuMu cropoHamu. [Ipu BeIOOpE TpsIMOTO TIOpsIKA
nepenay M NOATBEPXKACHUA  CBEICHUM  MPOAABIIOM
peructpupyroTcsi cBeaeHuss o6 otrpyske JIII mokymaremto, a
MOKYyIaTeJIeM OCYILIECTBIISIETCS MOATBEPKACHUE
3aperUCTPUPOBAHHBIX MPOIABIIOM CBeaeHHM 00 oTrpyske JIII.

I[Ipuy  HeoOXomumocTu  ocymiecTBiIeHuUs  Bo3Bpara  JIII
NOKyIaTeJleM M MPOJABIOM PETUCTPUPYIOTCA  OINEpalnu
COTJIACHO HACTOSIIEMY pa3fely — B pOJM  OTIPABUTENS
BBICTYNIA€T IOKYIATEllb, B POJIM MOJydaTesdss — MPOJaBeL.
OtnpaButenem peructpupytorcs B UC MJUIIT cBenenust o0
OTIPY3KE C COOTBETCTBYIOIIUM TUIIOM «B03BpaT mocraBuuky»

[Tpu otrpy3ke JIII B pamkax rocyJapCTBEHHOTO JIEKAPCTBEHHOTO
oOecnieuenus uHpopmanus o apkenun JIII Oyaer moctrymHa
B JIMYHOM KaOWMHETe COOTBETCTBYIOIIETO TOCYAapCTBEHHOTO
Opra’a, B MHTEpPecax KOTOPOro ocymiectBiusercs 3akynka JIII
3a CUET CPeJICTB (he/IepaibHOTO WU PETHOHAIBHOTO OIO[KETA.

Peructpanus 8 UIC MJIJIIT cBenenuit 06 orrpyske JIIT B pamkax
roCyJJapCTBEHHOTO JIEKAPCTBEHHOT'O oOecrieueHus
OCYILECTBIISIETCA OTIPABUTEIIEM COTJIACHO HACTOSIIEMY Pa3/eily
[TacmopToB mNpoHECCOB MNpU «IPSAMBIX» IIOCTABKAX B MECTa
ormycka (0e3 HCIONb30BaHUS MPOMEXKYTOUHOTO  CKJIaja
MOCTABIINKA JIOTUCTUYECKUX YyCiayr) win npu otrpyske JIIT
Ha CKJIaJl MOCTAaBIIMKA JOTUCTUYECKUX YCIYT IS JajlbHEUIIeH
nepenaun JII1 B MecTa oTirycka

VYyacTHukH — cyOBbexkT  oOpamieHusi,  OCYIIECTBISIOIMIMK  MpOJaxy
B3aWMOICHCTBHSI (oTmpaBuTEND);

— CcyOBeKkT  oOpallleHus, OCYIIECTBISIOMMA  MOKYIKY
(mosrydaren)

Omnucanue BBIITOJIHSIEMBIX JEHCTBUN

1. TloaroroBka k oTrpy3ke, ynakoka JIII B TpaHCTIOpTHYIO Tapy

2. OcymectBienue oTrpy3ku JIII co ckiana otnpaButens

3. — 4. Peructparus B8 MUC MJIJII cBenmenuii o6 otrpyske JIII co ckmana

OTIIPABUTES

[Iepeuenpb IIpu peructpauuu B NUC MJJIIT onepauun otrpy3ku JIII
MIEPEIABAEMBIX OTMpaBUTEINb coolmaeT cienyromue ceeaenus B UC MJJIIT:
CBEICHIH 1 — JlaTa COBEPLICHUS OIEpalNH;

BJIAJIEJICI]

MH(DOPMALHOHHOTO —  WACHTH(PUKATOP MECTa OCYIICCTBICHHUS JEATETLHOCTH
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pecypca

OTIPABUTENS, C KOTOPOT'O OCYIECTBIEHA OTrpy3Ka JIII;

UISHTU(UKATOP MeCTa OCYIIECTBICHHUS JESITEIIBHOCTH
MoJIyqaTesisi, Ha KOTOpoe ocyuiecTBisieTca npuemka JIII;

THII OTIEPAIlMU OTIPY3KU CO CKJIaja (peaau3alus, BO3Bpar
MOCTABIIHKY);

HCTOYHHK (i)I/IHaHCI/IpOBaHI/I}I;
THII JOT'OBOpa,

peecTpoBbIi HOMEp KOHTpakTa (B ciaydae otrpy3ku JIII
B paMKax rOCyAapCTBEHHOIO JIEKAPCTBEHHOT'O
obecrieyeHus);

JaTa TOKYMEHTa OTTPY3KH;

HOMED IOKYMEHTA OTTPY3KH;

nena peanuzanuu JIII, py0. (Bxmrouas HJ{C);
cymma HJIC (ecnu cnenka obnaraercst HJIC);
SGTIN w/unu SSCC

B ciyyae HeoOXOIMMOCTH yKa3aHHUsS Pas3IMYHBIX IIEH BHYTPH
IPYIIIIOBOM YIMaKOBKH OTIIPABUTEIh COOOIAET JOMOJHUTEILHO
cnenyromue ceeaerus s SSCC:

GTIN;
HOMED MPOU3BOJICTBEHHOU CEpHU;

neHa peanuzauuu JIIT (s yxazanaeix GTIN u HOMEpa
cepuu, Btouast H/IC);

cymma HJIC (ecnu caenka obnaraercst HIIC)

5. YBenomienue nonyudarenst o0 orrpyske JIII co cknana otnpaBuTens

[Iepeuenn
nepeaaBacMbIX
CBEIEHUU U
BIIAJICJICII
UH(OPMAITMOHHOTO

pecypca

VYBenomnenne monydarens o0 otrpyske JIII dopmupyercs
HA OCHOBAHMM paHee 3aperUCTPUPOBAHHON  OTIPABUTEIIEM
OTIepallUU U COIEPKUT CIICTYIOITNE CBEICHUS:

JlaTa COBEPIICHUS OTIepallvH;

UACHTU(PUKATOP MeECTa OCYIIECTBICHUS JEATEIbHOCTH
OTIPABUTEIA, C KOTOPOTO OCYILECTBIEHA OTrpy3Ka JIII;

UJIEHTU(PUKATOP MecTa OCYIIECTBICHUS JACATEIbHOCTU
MOJIy4daTessi, Ha KOTOpoe ocyiecTsisiercs npuemka JIII;

THUII ONlE€palMy OTTPY3KH CO CKiaaa (peanu3anus, BO3BpaT
MOCTABIIUKY);

UCTOYHUK (PMHAHCUPOBAHUS;
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THII 10T0OBOpPA,

peecTpoBBIi HOMEp KOHTpakTa (B ciydae otrpy3ku JIII
B pamMKax rOCyAapCTBEHHOTO JICKapCTBEHHOTO
obOecrieueHus);

PEKBU3UTHI TIOKYMEHTa OTTPY3KH (HOMED U JaTa);
nieHa peanuzaruu JII, py6. (Bxmouas HIC);
cymma HJIC (ecnu cnenka obnaraercst HJ1C);
SGTIN w/umu SSCC

B cnmydae yka3zaHHBIX pAa3aUMYHBIX LEH BHYTPU TPYNIOBON
YIIAKOBKH:

GTIN;
HOMEp IIPOU3BOJICTBEHHOU CEpUH;

nena peanuzauuu JIII (ms ykazanasix GTIN u HOMepa
cepuu, Brouast H/IC);

cymma HJIC (ecnu cnenka obnaraetrcs HIIC)

6. Ilpuemka nekapcTBEHHBIX MpenapaToB Ha ckiaj [lomyyaTens

7. OcylecTBIeHUE TPOBEPKHU TOIydaTesieM cBefeHuid 006 orrpyske JIII co ckimana

OTIIPABUTCILA

8. — 9. llonTBepxkaeHue (aKIeNTOBaHUE) MOTydaTesieM cBeleHuit 006 otrpyske JIIT
CO CKJIaJia OTTIPaBUTENS

[lepeuenp
nepe1aBaeMbIX
CBEJICHUN U
BJIAJIETIeN]
UH(OPMAIMOHHOTO

pecypca

JUist ocyliecTBiI€HUs] MOATBEPKACHUS (aKLENTOBAHUS) paHee
3apEeTrUCTPUPOBAHHBIX OTIIPAaBUTENEM cBeleHul 00 oTrpyske JIIT
nonyuarenb oobecneunBaet nepenauy B UC MJJIII cnemyromux
CBEJICHUU.

UJEHTU(PUKATOP MecTa OCYIIECTBICHUS JACATEIbHOCTU
IIOJIy4aTessi, Ha KOTOpoe ocyluecTsisaeTcs npuemka JIII;

UJACHTU(PUKATOP MECTa OCYIIECTBICHUS JEATeITbHOCTH
TMOJIy4aTesisi, Ha KOTOpoe ocyuiecTBisaeTcs npuemka JIIT;

AaTta COBCPIICHUS OIICpalu,

MOATBEPKACHUE TPUEMKH TPUOCTAHOBJIECHHOIO TOBapa
(Yka3plBaeTcsi B ciydae, eciu Poc3apaBHAg30p MPUHSLII
pelieHne O BpPEMEHHOM BbIBojge U3 oOpamenus JIIT
cormacHo 1. 7.1 ITacmopToB mporeccos);

SGTIN w/mm SSCC
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10.YBenomiieHHEe OTIpABUTENS O TMOATBEPXKIACHUU (aKLENTOBAaHWUHU) TOJIydaTeIeM
ceenenuit 00 orrpyske JIII co ckiana oTrpaBUTes

IIepeuenn
nepeaaBacMbIX
CBEJEHUU U
BIIAJIETIEL]
UH(GOPMAIITMOHHOTO

pecypca

VYBenomieHre OTIPaBUTENS O MOATBEPKIACHUN (aKIENTOBAHUN)
noiyyateneM cBefaeHuid o0 orrpyske JIII  dopmupyercs
HAa OCHOBAaHMHM pAaHEE 3aperHCTPUPOBAHHOM OMEpaluu U
COJIEPKUT CIIEAYIOINE CBEICHUSA:

UIECHTU(UKATOP MeCTa OCYIIECTBICHUS JESITEIBHOCTH
MoJIyqaTessi, Ha KOTOpoe ocyuiecTisieTca npueMka JIII;

I/II[CHTI/ICI)I/IKaTOp MCCTa OCYHCCTBJIICHUA JOCATCIIBHOCTH
I[MOJIYy4aTciisid, Ha KOTOPOC OCYHICCTBILICTCA ITPHUCMKA .HH,

AaTa COBCPHICHUA OIICPpAIH;

MOATBEPKICHNUE TPUEMKH MPUOCTAHOBIECHHOIO TOBapa
(yka3plBaeTCsi B ciydae, eciu Poc3apaBHaa30p MPUHSI
pelieHue O BpPEMEHHOM BbIBojAEe U3 oOpamenus JIIIT
corniacuo 1. 7.1 ITacmopToB mpoIeccoB)

SGTIN w/mmm SSCC
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4.2. Orrpy3ka JIII co ckinaga ornpaButessi 1 npuemka JIII Ha ckiaan mosay4dartens
(oOpaTHBIil MOPAAOK MOATBEPKIACHHUS)

4.2. OTtrpyska I co cknaga OTtnpasutens u npuemka JIM Ha cknag MNMonyyaTtens (o6paTHbI NOPSAOK NOATBEPXKAEHWSA)

Cy6bekT obpalieHus —
OTtnpasuTens

nc mann

Cy6bekT obpalieHust —
Mony4yatens

Heo6xogumocTs
otrpy3km f1M co
cknaga Otnpasurens,

A 4

1. MogroToeka k
OTrpy3Ke, ynakoska
1IN B TpaHcnopTHylO

Tapy

4

HeobxogumocTs

npuvemkm N Ha cknag
Monysatens

v

3. MNpuemka NN Ha
cknag MNonyyatens

2. Otrpyaka NN co
cknapa Otnpasutens

B pervcTpaumm caepeHyi
© npuemke N Ha cknan
Monyyatens oTkasaHo

A 4
12. MoaTeepxaeHue

701-Accept. xsd

v

11. Mpoeepka

no - 02-receive_order_nolificatio
1N wa cknag o SGTIN / SSCC
Monysarens

10. Yeegomnexue o
npuemke JIM Ha cknag
Monysatens

SGTIN/SSCC

13. PerucTpauma
NOATBEPKAEHUA

caefneHun o npuemke SN SGTIN/ SSCC

Ha cxnap Monyyarens

OcyujecTeneHa
oTrpyska /1M co
knaga OTnpasuTens,

ceeneHun o Mpuemke NN

Ha cxnag Monyvarens

Mposepxa wanwa Nonyuarena &
CNACKS NOBOPOHHbIX OPraHM3aLMR y
OmnpasuTens Ha ocywecTanenie
opaToro nopaara

6. MNposepka
BO3MOKHOCTH
pervcTpauun

5. Mony4eHue
CBE/IeHWI O NPUEMKe
1N Ha cknag
Monyyatens

CBEAEHWA
T

7. Otxaa 8 perucTpaLmu

6-recoive_order xsd

h 4
4. Nepepaya
CBE/IEHMI O NPUEMKe
NN Ha cknag
Monyuatens

SGTIN/SSCC

PervcTpaumMy caepeHmi
»{ 0 npuemxe /N Ha cxnag

7 0 npuemke NN
Ha cxnaa Monyyarens

h 4
8. YBepomneHue ob

9. Peructpauus
o

NN Ha cknag
Nonyuatens

14. Yeepomnenue o
NOATBEPKACHUM

caefeHui o npuemke N

Ha cknag Monysarens

Monyvarens oTkasaHo

B
NN Ha cknap
Monyuatens
Hanpannserca TonbKko B Tom cnysae,
@CNK OTNPaBATEND ABNALTCH
BRAAENbUEM TOBAPA N0 AZHHBIM
ccTenst
" » Ocywectenexa
07-accept_natification.xsd
SGTIN / SSCC npuemka /1N Ha cknag
Monyuatensa

Pucynox 20
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AHHOTAIUSA

Peructpamus cBegenunit 06 obGopore JIII B WC MJJIII
mpernoiaraeT MOATBEpKAeHHE HH(OpPMAalUd O COBEPIICHUU
orepaluu 00euMu CTOPOHAMM.

Opranuzaiuu ONTOBOM TOProBAM B paMKax MOJATOTOBKH
K peanuzanuu JIII MOryT OCymecTBIATh KOMIUIEKTALIUIO 3aKa30B
C UCIOJIb30BaHUEM  CIEUUATU3UPOBAHHOTO O0OpPYIAOBaHUS.
[Ipu aBTOMaTHU3UPOBAaHHON CcOOpKe UIACHTU(UKAIMS KaXI0H
BTOPUYHOM (moTpeduTensckoii) ymakoBku JIII pocrarouno
TpyJdOeMKas TpoLeaypa, B CBSI3UM C 4YeM, g oOecredeHus
POCIEKUBAEMOCTH KaXXJO0 BTOPUYHOU (MOTPEOUTETHCKOM)
YIIAKOBKHA ~ MPEIOJIAraeTcsi BO3MOXKHOCTb  OCYILECTBIICHUS
UICHTU(UKAIIMN YIMAKOBKM B MOMEHT TPHUEMKH TOBapa
ITOKYITaTEJIEM.

[Ipu BBIOOpE 0OpaTHOrO MOpPsJKA MEepeladyd U TOATBEPIKICHHS
CBEJICHUI MOJydaTesieM PETUCTPUPYIOTCS CBEACHUS O MPHUEMKE
JIII  wa  ckian, a  OTHpaBUTEIEM OCYIIECTBIISIETCA
MOATBEPKAEHUE cBeneHud o npueMke JIII Ha cximan
MOKYIIATEeJIs.

JUis  OoCylIeCTBIEHUsT OOpaTHOrO TMOpsJKa TOATBEPHKIACHUS
CBEJICHUH B JIMYHOM KaOWHETE OTIPABUTENS JOJIKEH OBITh
3apErUCTPUPOBAH CIUMCOK COOTBETCTBYIOIIMX pa3pelIEHHBIX
KOHTPAreHTOB — ITOJy4YaTeIIEH.

[Tpu npuemke JIII B pamkax rocyaapcTBEHHOTO JIEKAPCTBEHHOTO
oOecnieuenusa uHpopmarms o apwkenun JIII Oyaer moctymHa
B JJUYHOM KaOWHETE€ COOTBETCTBYIOUIETO TIOCYIapCTBEHHOIO
OopraHa, B MHTEpecax KOTOPOro ocymectriusercs 3akynka JIII
3a CUET CPeJICTB (he/IepaibHOTO WU PETUOHAIBHOTO OIOKETA.

Peructpauus 8 UC MJIII cBenennit o npuemke JIII B pamkax
roCyJ1apCTBEHHOTO JIEKAPCTBEHHOTO obecrnieueHust
OCYILECTBIISIETCA COTJIaCHO HacrtosAmeMmy paszgeny I[lacnopros
MPOLIECCOB MOJIy4yaTesieM, SABISIOIMMCT MecToM otmycka JIII
WA TMOCTABIIMKOM JIOTUCTUYECKUX YCIYT I JaJIbHEUIIEH
nepenaun JIIT B mecta ormycka

Y4yacTHUKH
B3aUMOJIEUCTBUS

— CyOBEeKT  OOpallleHusi, OCYHIECTBISIOUIMNA  MPOAAXKY
(oTmpaBuTED);

— cyObeKT  oOpalieHus, OCYHIECTBIISIOIIUNA  TOKYIIKY
(momyuaTenn)

Ornucanue BBIITOJIHIEMEBIX JEHCTBUN

1. TloxaroroBka k oTrpy3ke, ynakoBka JIII B TpaHcriOpTHYIO Tapy
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2. Ocymiectienue orrpy3ku JIII co ckiana ornpaBurens

3. Tlpuemxka JIII Ha ckian moxydyaTess

4, — 5. Ilepenaua 8 UC MIJIIT cBenenwmii o npuemke JII1 Ha ckimaa mojydaress

Ilepeuens ITpu peructpanun B UC MJJIII pesynsratoB npuemku JIII
Iepe1aBaeMbIX Ha CKJaJ MOJydYaTesb OOecHeurBaeT Iepenady CleAyoIuX
CBEICHUM U | CBEJICHUN:
BIIaJIEIIEL] :

— JlaTa COBEpILEHUs ONepauH,
UH(GOPMAIITMOHHOTO
pecypca — HIEHTU(UKATOP MeCTa OCYIIECTBICHUSA JAEATEIbHOCTH

I10JIy4daTeiisi, Ha KOTOPO€ OCYICCTBIICHA IIPUEMKA,

— UJCHTU(PUKATOP MecCTa OCYIIECTBICHUS JACATEIbHOCTU
OTIPABUTEISA, C KOTOPOTO OCYHIECTBIEHA OTIPY3Ka,;

— THI ONEpaIK MPHEMKH Ha CKjaj (MOCTYIUICHHE, BO3BpaT
OT HOKyHaTeJs);

— HCTOYHHK (1)I/IHaHCI/IpOBaHI/ISI;
— THII JOIr0BOpa,

— peecTpoBbIi HOMep KOHTpakTa (B ciyudae npuemku JIII
B paMKax rOCyAapCTBEHHOTO JIEKapCTBEHHOTO
obecrieyeHus);

— J1aTa JOKyMEHTa MPUEMKHU Ha CKJIaJ,

— HOMeEp JOKYyMEHTa MPUEMKH Ha CKJIaJ;

— 1ueHa npuobpetrenus JII1, py0. (Bxirouas HJIC);
— cymmMma HJIC (ecnu caenka obnaraercst HIIC);
— SGTIN w/umun SSCC.

B cinydae HeOOXOAMMOCTH yKa3aHUs Pa3IUYHBIX IICH BHYTPH
IPYNIOBOH YIAKOBKH IOJyYaTeab COOOIIAET JOMOJHUTEIBLHO
cnenyromtue ceaenus s SSCC:

—  GTIN;
— HOMep MPOU3BOACTBEHHON cepuu;

— 1ena npuodbperenus JIII (s yxazanusix GTIN u Homepa
cepun, Biouast H/IC);

— cymmMma HJIC (ecnu caenka ob6naraercst HIIC)

6. [IpoBepka BO3MOXHOCTH perucTpanuu omepanun npuemkn JIII Ha ckimag
noxydarens (Hamu4usi CyOBEKTOB OOpaileHus B CIOHUCKE JOBEPEHHBIX
KOHTPareHToB)
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7. Otkaz B peructpauuu cBeaeHuii o npuemke JIII Ha ckiang mnomyyaresns
(Opu OTCYTCTBMM  MOJy4yaTelass B  CIHUCKE JIOBEPEHHBIX  KOHTPAreHTOB
OTIPABUTEJIA)

8. YBenomienue ormnpaBurens o0 ommubOkax B npueMke JII1 Ha ckiian mony4darens

ITepeyens VYBenomnenue otnpaButenas o0 ommOkax B mpuemke JIIT
nepcaaBacMbIX Ha CKJIaJ MOJIy4aTelisl COACPKUT CICAYIOIME CBEACHUS:
CBEJICHUI u )

— JaTa COBEpIICHHUSA OIICpALiH,
BIagenenn
HH(POPMAITMOHHOTO —  WJACHTU(PUKATOP MeCTa OCYIIECTBICHUS JEATEIbHOCTH
pecypca MoJiyJaTesisi, Ha KOTOPO€ OCYIIECTBIISICTCS IIPHUEMKa,

—  WACHTH(PHUKATOP MECTa OCYIICCTBICHHUS JEATCILHOCTH
OTIPABUTEISA, C KOTOPOTO OCYUIECTBIEHA OTIPY3Ka,;

—  KOJI OIIHNOKH;
— OIMCaHHE OIINOKMU;

— SGTIN w/umu SSCC, npuemMKy KOTOpPBIX HE YJajocCh
3apErucTpUpPOBATH

9. Peructpammus B8 UC MIJIII cBenenmii o npuemke JIII Ha ckiram momydaTtens
(TIp¥ OTCYTCTBUM OCHOBAHUU JIJIsl OTKAa3a)

10.yB€I[0MJ'I€HI/I€ OTIIPABUTCIIA O IIPUCMKC JIII na CKJIad ITOJIy4aTCIIA

ITepeuens VYBenomsienne otnpasutens o npueMmke JIII Ha cknan
nepe1aBaeMbIX MOJTy4aTest (dopmupyercs Ha OCHOBaHUU paHee
CBEJICHHM U | 3apETUCTPUPOBAHHON IIOJy4aTEJIEM ONEpPAlMUd U COLEPKUT
BJIAJIETIEN] CJIEIYIOILME CBEJICHNUS:

UH(OPMAIMOHHOTO

Teey — JlaTa COBEPLICHUS OIEpalnH;
—  WACHTHU(PUKATOP MECTa OCYIICCTBICHUS JEATEIbHOCTH

I0JIy4yaTeisd, Ha KOTOPpO€ OCYHICCTBIICHA IPUEMKA,

—  WJACHTHU(PUKATOP MECTa OCYLIECTBICHUS JEATEIbHOCTH
OTIPABUTES, C KOTOPOT'O OCYIIECTBIIEHA OTTPY3Ka,;

— THI ONepaly MPUEMKH Ha CKjaj (MMOCTYIUICHUE, BO3BpaT
OT TOKYyTaTeIs);

—  HWCTOYHUK (PMHAHCUPOBAHMSI,;
— TWI AOTOBOPA;

— peecTpoBBIi HOMEp KOHTpakTa (B ciydyae npueMku JIIT
B pPaMKax roCyAapCTBEHHOIO JIEKapCTBEHHOIO
obecricueHu);
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— JlaTa TOKyMEHTa MPUEMKH Ha CKJIa],

— HOMEp JOKYMEHTa MPUEMKH Ha CKJIaJ;

— 1ena npuodbperenus JII1, py6. (Bxmouas HIC);
— cymmMma HJIC (ecnu caenka obnaraercst HIIC);
—  SGTIN w/unu SSCC.

B crnywae ykasaHHBIX pa3MYHBIX II€H BHYTPU TPYIIOBOMN
YIaKOBKM B YBEJOMJICHMHM HAMPAaBIAIOTCS JOMOJIHUTEIBHO
CJIEIYIOLLUE CBEJICHNUS

— GTIN;
— HOMeEp IPOU3BOACTBEHHON CepuUU;

— nena npuodperenus JIII (nns ykazanasix GTIN u HOMepa
cepuu, Bouast H/1C);

— cymmMma HJIC (ecnu caenka obnaraercst HIIC)

11.TITpoBepka otnpaButesnem cBeaeHuit o npueMke JIIT Ha ckinan momy4darens

12. — 13. [loaTBepxaeHue (aKIEeNTOBaHNUE) OTIPABUTENIEM CBeIeHU 0 pueMke JIIT
Ha CKJIaJ] OoJy4daTess

[Iepeuenn
nepe1aBaeMbIX
CBEJICHUU u
BJIAJIEJIel]
UH(OPMAIMOHHOTO

pecypca

JIns  OCyIIECTBIIGHHMS  TMOJTBEPXKJIEHHUS  (AKIENTOBAHUS)
3apEruCTPUPOBAHHBIX MOJIyyaresiem cBeneHurd o npuemke JIII
Ha CKJaJ OTIpaBuTenb obecrneunBaeT nepenayy B MC MJIII
CJICIYIOIINX CBEACHUM:

—  WACHTHU(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH
OTIIPABUTEJS, C KOTOPOTO OCYIIECTBIIEHA OTIPY3KA;

—  WACHTHU(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH
NOJIy4yaTess, Ha KOTOPOE OCYLIECTBIICHA IPUEMKA;

— JgaTa COBCPHICHUA OIICpalnm,

— TOJATBEPXKICHUE NPUEMKH MPUOCTAHOBICHHOIO TOBapa
(yka3zpIBaeTcsi B cllydae, eciau Poc3npaBHan30p TPUHSII
peleHue O BpPEMEHHOM BbIBojge u3 oOpamenus JIII
cormacHo 1. 7.1 ITacmopToB mporeccos);

— SGTIN u/uau SSCC

14.YBenomiieHre TojaydaTesis O MOATBEPKACHUU (AKIENTOBAaHUU) OTIPABUTEIEM
cBeneHun o npueMke JIII Ha cknaz nosyyarens

Ilepeuensn
repeaaBacMbIX
CBEICHUMN U

YBenoMIIeHHE MOJIydaTessi O MOATBEPKIACHUU (AKIIENTOBAHUH )
oTmpaBuTeneM cBeneHur o npuemke JIII Ha cknag momydarens
dbopMupyeTcsT Ha OCHOBAaHWU paHEE 3apPErHCTPUPOBAHHOU
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BIIAJIEJIEI]
UH(OPMAITMOHHOTO

pecypca

oTiepaIuy U COACPKUT CIEYIOIINE CBEACHUS:

I/II[GHTI/I(i)HKaTOp MCCTa OCYIICCTBJIICHUA OCATCIBHOCTU
OTHPABUTEIISL, C KOTOPOI'O OCYIIECTBIICHA OTTPY3Ka,

I/II[CHTI/ICI)I/IKaTOp MCCTa OCYHCCTBJIICHUA JCATCIBHOCTU
IOJIy4yaTeJisi, Ha KOTOPOC OCYIICCTBJICHA IIPHUCMKA,

Aarta COBCPIICHUS OIICpalu,

MOJATBEPKICHUE TPUEMKH MPUOCTAHOBICHHOIO TOBapa
(yka3piBaeTcsi B ciydae, eciu Poc3apaBHam3op MpUHSII
penieHue O BpeMEHHOM BbiBoJie u3 oOpameHus JIII
coriacHo 1. 7.1 ITaciopToB mporieccon)

SGTIN w/mmm SSCC
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4.3. Ilepememienne JIIT mexay MecTaMu OCylIeCTBJIEHHS 1eAITEJIbHOCTH

4.3. MNepemeLenune JIM mexagy mMectamm OCyLLECTBEHUS AEATENbHOCTH

CybbekTbl 0OpaLLeHus

nC Manri

HeobxoaumocTe
nepemewesns IN mexay

aapecamu ocyllecTenexsus
AEATENLHOCTH

\ 4

1. Nepemewsexne NN

A 4

2. Nepepava ceefexHnit o T Lo
nepemetexum JiM SGTIN SSCC

OcyuwecTeneHo
nepemewyexve NN mexay

agpecamun ocywecTeneHnus
AATeNbHOCTHU

0 nepemelenuu Jr

_| 3. Peructpauus csegeHuin

Peectp nokymesroa/Peacrp
ToBapos

Pucynox 21
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AHHOTAIIUA NC MIJII obecrneunBaeT BO3MOXKHOCTb  PETHCTpAIUU
IIEPEMEIIEHU N JIIT MEXKITY PA3IMYHBIMU MECTaMU
OCYIIECTBJICHUSI ACATENBHOCTU (COTJACHO JIMLEH3UU) BHYTPHU
cyObeKTa oOpaleHus.

I[Ipu nepememennun JIII B pamMkax rocyaapCTBEHHOTO
JeKapCcTBEHHOro obecnieueHus uHopmanus o nuwxeHun JIIT
OyZneT HOOoCTymHa B JIMYHOM KaOWHETE COOTBETCTBYIOIIETO
rocyJapCTBEHHOI0  opraHa, B  HHTEpecax  KOTOpPOIO
ocymectBisiercs: 3akymnka JIII 3a cuer cpeacTtB (enepambHOTO
WJIM PETMOHAIIBHOTO OIOJIKETA.

Peructpatms 8 UC MJIUJIIT cBemennii o mnepememennun JIII
B PaMKax TOCYAAapCTBEHHOI'O JIEKAPCTBEHHOIO0 00ecredeHus
OCYILECTBIISIETCSA NOCTABIIMKOM JIOTUCTUYECKUX YCIYT COTJIaCHO
HacTosleMy pasneny IlacnoproB mporeccoB B ciydae, €CiH
MectoM otmycka JIII sBigercs mnoppasiaeneHue IOCTaBIIMKA
JIOTUCTUYECKUX YCIIYT

YyacTHUK — CcyOBEeKT oOpalleHusi, OCYIIECTBISIONINI TepeMeIleHNUE
B3aUMOJIEUCTBUS JITT

Omucanne BBIITOIHSIEMBIX JeHCTBUI

1. OcymectBiienne cyObekToM  oOpameHuss nepememienus JIII  mexay
Pa3IMYHBIMU MECTaMU OCYIIECTBIICHUS AEATEIbHOCTH

2. — 3. Peructpamms B8 UIC MJUIIT cBeaenuit o mnepememenun JIII mexmy
Pa3TUYHBIMH aJIpecaMu OCYIICCTBICHUS JACSITCIBHOCTH

[Iepeuenn s peructpanuu B8 UC M pesynsratoB nepemernenust JIIT
nepeaaBacMbIX MEXAY Pa3TMYHBIMH MECTaMH OCYIIECTBICHUS NESITEIIbHOCTU
CBEJICHUI U CyOBeKT oOpaieHuss obOecrneunBaeT Mepeaady ClIeayoIux
BJIAJIEJIEL] CBEICHUI:

UH(OPMAITMOHHOTO

— JaTa COBCPHICHUA OIICpalnm,

pecypca
—  WACHTU(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH

cyObekTa oOpalieHus, C KOTOpPOro OCYIIEeCTBIEHA
OTTpYy3Ka,

—  WACHTH(PHUKATOP MECTa OCYIICCTBICHHUS JEATCIbHOCTH
cyOBekTa oOpaiieHus, Ha KOTOpOE OCYIIECTBICHA
IPUEMKA,;

— Jlara IOKyMEHTa IEPEMELICHUS,;

— HOMeEp JOKYMEHTa MEePEeMEIICHNS;
— SGTIN u/uau SSCC
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4.4. O6opot JIII npu orcyrcTBuu perucrpanum cyobexkra odopamenus 8 MC MIJIIIT
WIM OTCYTCTBMH PerucTpalMyd MeCTa OCYILIeCTBJICHHSI AeSTeJIbHOCTH COIJIACHO
Junen3uu 3apeructpupoanHoro B UC MJJIII cydobexTa oOpaimeHus

4.4.1. Orrpy3ska JIII na HezaperucrpupoBannoe B UC M/JIII mecTo ocymecTBieHusE
aesiTeJJbHOCTH (B TOM u4mcie He3aperucrpupoBanHomy B UC MJUJIIT cyOomekTy
oOpameHus)

4.4.1. Otrpy3ka J1IN Ha He3aperucTpupoaHHoe B UC MIAJIIN mecTo ocywecTBneHus
AEeATEeNbHOCTH

CybbekT obpatleHus -

OTtnpasutenes VIC METIH

€06X0aMMOCTL OTrpy3ku J1
Ha He3aperMcTpMpoBaHHoe
MECTO AesTeNbLHOCTH

h 4

1. MoaroToBka K oTrpy3ke,
ynakoeka JII B TpaHcnopTHyio
Tapy

v

2. Otrpyaka J1MN co cknaga Ha
He3aperMcTpUpoBaHHoe
MECTO AeATeNbLHOCTH

h 4
3. Nepenayva ceegeHnin 06
otrpy3ke J1I co cknapa Ha 441-move_unregistered_order.xsd
He3aperMcTpupoBaHHoe SGTIN/SsCC
MeCTO AeATEeNLHOCTH

4. MNpoeepka
BO3MOXHOCTH
perucTpauyum ceegeHnin

e

Peructpayus
SBEAEeHUA BO3MOXKHA

Peectp nokymenroa/Peectp
TOB2POB

B peructpauum caegenuin 06
otrpyake J1 co cknapa Ha

5. Peructpauus ceegexuin 06
otrpyake J1M co cknaga Ha

4

7. OTkas B perucTpauumn

(532

HE3apEervCTPUPOBAHHOe MECTO | cBefeHui HE3aper1CcTPUPOBaHHOe
[EeATeNsHOCTH OTKa3aHo MECTO ASATENLHOCTU

k.

OTrpy3ka JIMN Ha
HeaapermcTpUupoBaHHoe

o

MeCTO AeATenbHOCTHU
ocywecrTeneHa

R

@

6. Buieog J1MN n3 obopota

No NPUHKUHE OTTPY3KK HA

HEe3aperucTpUpoBaHHoe
MECTO AeATeNbHOCTU

Pucynox 22
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AHHOTAIIUA

CyObekT oOpalieHusi — OTHPABUTENIb MOXET OCYIIECTBUTh
otrpy3ky JIII Ha nezapeructpupoBanHoe B MC MJJIIT mecto
OCYILIECTBJICHUS JEATEIbHOCTH COMIACHO JINLIEH3UU B CIIyYasix:

— otcyrctBus peructpanmu B MC  MJJIIT cyObekra
oOpanieHus — moyyvaresis;

— otcyrctBusg  peructpatmu B MUC  MJUJIIT  mecra
OCYILIECTBJIEHUS  JEATEIIBHOCTH  COTJIACHO  JIMLEH3UU
3apeructpupoBanHoro B UC MJIJIII cyonekta oOparieHus
— TIoJTyJaTes);

Otrpyxennsie JII1 B jaHHOM cilydae BBIBOJSTCS U3 000pOTa.

He nomyckaercst peructpalus CBEICHUN COIJIaCHO HACTOAIIEMY
paszneny IlacmoproB  mpomeccoB B oTHomeHun  JIII,
OTrPYKa€MbIX B paMKax TOCYIapCTBEHHOTO JIEKAPCTBEHHOIO
obecrieueHus

Y4yacTHUKH
B3aMOJIENCTBUSA

— cyobekT oOpamienust JIII, ocymiecTBiasONUNA OTTPYy3KY
(oTmpaBuTEIIH)

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. TloaroToBka k oTrpy3ke, ynakoska JII1 B TpancniopTHyIO Tapy

2. Ocy1iecTBieHHE OTIPY3KH JIIT co cKiazga OTIPaBUTEIS
Ha HE3apErUCTPUPOBAHHOE MECTO OCYIIECTBIICHUS AEATEIbHOCTH

3. Ilepenaua B UC MJIII ceenenuit 06 otrpyske JIII Ha He3aperucTpupoBaHHOE
BUC MJUIII MecTto OCYyIIECTBICHHS JEATEIbHOCTH (B TOM  4YHUCIHE
HeszapeructpupoBannomy B MC MJIII cyObekTy oOpatieHus)

[lepeuenp
nepeaaBacMbIX
CBEIEHUU U
BIIAJICIICII
UH(OPMAITMOHHOTO

pecypca

IIpn peructpauun B MUC MJUIID onepammu otrpysku JIII
Ha HezapeructpupoanHoe B UC MIJIIT mecTo ocymiecTBieHus
NEeATENBbHOCTH  (BTOM  YHCIE€  HE3apErMCTPUPOBAHHOMY
B UC MJIJIIT cyObekTy oOpalieHusi) OTIpPaBUTENb COOOIIaeT
CIIEAYIOLINE CBEICHUS:

— JlaTa COBEPIICHUS OIepallui;

- I/IJICHTI/I(l)I/IKaTop MCCTa OCYWCCTBIICHUA OCATCIIBHOCTU
OTIPaBUTEJIA, C KOTOPOIr0 OCYHICCTBIIAACTCA OTIPY3Ka,

— HWHH nonyyarens (eciau mojydareslb HE 3apeTUCTPUPOBAH
B IC MJUIIT) unu perucTpaiiioHHbI HOMEpP MOJTydyaTens
B MC MJUIII (mpu OTCYTCTBHM pETrUCTpPallMM MeECTa
OCYILIECTBJICHUS JEATEIbHOCTH MOTyYaTeis);

—  THII IOTOBOPA;




100

— JlaTa IOKyMEHTa OTTPY3KH;

— HOMEp JOKYMEHTa OTIPY3KH;

— 1ueHa peanuzanuu JIII, py0. (Bxmrouas H/{C);
— cymmMma HJIC (ecnu caenka obnaraercst HIIC);
—  SGTIN w/unu SSCC.

B ciydae HEOOXOMUMOCTH yKa3aHUs pa3jMyYHBIX LICH BHYTPH
IPYIIIOBON YITAKOBKH OTIPABUTENb COOOIIACT JOMOJHUTEIBHO
cnenytomtue cBenenus st SSCC:

—  GTIN;
— HOMeEp IIPOU3BOACTBEHHOM CEpUU;

— 1ena peanusanuu JII (ana ykxazanaeix GTIN u HOMepa
cepuu, Bitouast HJIC);

— cymma HJIC (ecnu caenka obnaraercsa HJIC)

. IIpoBepka BO3MOXHOCTH peructpauuu cBeaeHuii o0 otrpy3ke JIII
Ha He3zapeructpupoBanHoe B UC MJIJIIT MecTo ocyliecTBICHUS EITEIbHOCTH

. Peructpatuss ceegenuit 8 MUC MJIJII o6 ortrpy3ke JIII co ckiana
Ha HezapeructpupoBanHoe B UC MIJIII mecto ocCyliecTBICHUs AEATEIbHOCTH
(TIp¥ OTCYTCTBUHM OCHOBAHUU JIJIsl OTKa3a)

. BeiBoa u3 o6opora JIIT no npuuune otrpy3ku JIII Ha He3aperucTpupoBaHHOE
B IC MIJIIT MecTo OCyIIeCTBICHUS AESITEILHOCTH

. Otka3 B peructpanuu cBefneHuid 00 orrpyske JIII Ha He3aperucTpupoBaHHOE
B UC MJIJIIT mecTo ocyiiecTBiIeHUS ASATEAbHOCTU (TIPU HAJIUYKMU OCHOBAHUM
JUTSL OTKAa3a)

[Iepeuennb — Hanuuue peructpanuu noiaydarens B8 UC MJUJIIT (B ciyyae

OCHOBaHUM I

orrpy3ku JIII HesapeructpupoBanHomy B HMC MJUIII

OTKa3a B cyOBekTy oOparnienus u ykazanuu MHH nonygarens);
perucrparii — OTCyrcTBHME  perucrtpauud  nonydarens B MC MJJIIT
CBE/ICHNM (B ciyuae  orrpysku  JIII Ha He3aperMCTPHPOBAHHOE

B UC MIJIIT MecTo OCYIIECTBICHUSI [JEATEIbHOCTH U
yKa3aHUM  PETUCTPAIlMOHHOIO  HOMEpa  MOJydaresis
B IC MIJII);

[OJy4aTreiab HE SABJSIETCS  pe3uAeHTOM  Poccuiickont
denepaunun
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4.4.2. Ilpuemka Ha ckiaang JIII, paHee OTrpy:KeHHbIX HA He3aperHCTPUPOBAHHOE
B UC MJIVIII MeCTO OCyLIIEeCTBJICHUSA NeATeJLHOCTH (B

TOM  4ucJe
He3aperucrpuposaniomy B MC M/JIII cy0bekTy oOpamieHust)

4.4.2. MNpuemka Ha cknapg J1N, paHee oTrpy>keHHbIX Ha He3apernctpupoBaHHoe B IC MAJII mecTo
OCYLLECTBNEHUSA OEeATENBHOCTM

CybbekT obpalyeHus - VIC MOSM Cy6bekT obpalyeHus -
OTnpaBuTens Mony4atensb
[e06Xx0AMMOCTE NpUemky J1
4.4.1. paHee OTIPYXEeHHbIX Ha

He3aperucTpupoBaxHoe
MeCTO AeATenLHOCTH

. 4
1. Npuemka MM Ha
He3aperucTpUpoBaHHoe
MECTO AeATEeNnbLHOCTU
v
2. Peructpayus mecta
pesitenbHocTW/cybbekTa
obpawenna M 8 UC
mann
h 4
77777777777 % Bt;%(:ipc'% e 442-raceive_unregistersd_order.xsd _ 3. Nepeaava ceeaeHun o
S SGTIN/ SSCC npuemke JIMN Ha cknag
PervcTpauun CeBegeHnin

Aa BoamoxHa

- pemcTpauus
Peecrp aoxymerTos/Peectp cBegeHun?
T0BAPOS
h
7.Orkas s B perucTpaLim ceeaeHui o
perucTpauumn . [ Npuemke NN, paHee OTrPYXEHHbIX
CBeAeHWA 0 Npuemke "\ Ha HeaaperucTppoBaHHOE MecTo
NN Ha cknag, [EATeNbHOCTH, OTKA3aHo
v
5. Peructpauus Ocywecrsnesa npuemxa MM,
£ paHee OTTPYHeHHbIX He
GO L HE3apPEerMcTPUPOBAHHOE MECTO
N Ha cknaa [eATeNnLHOCTY, Ha cknan
A
6. YBeaomnerue o
percTpauni Mecta
fesrensHocTw/cybbexra
obpawenus u npuemke NN Ha
cKknan
Qcywectenera npuemka JiN 611-receive_unregistered_notification. xsd
PaHee OTrpyXeHHbIX He SGTIN/ SSCC
HE3aPErCTPUPOBaHHOe e

MECTO AeATeNbHOCTH, Ha
cknan

Pucynox 23
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AHHOTAIIUA

Jlns obecneyenuss Bo3MOxkHOCTH peructpanuu B MC MJITT
CBEICHMHA O pJainbHeumux omnepamuax ¢ JIII, B oTHomeHuun
KOTOPBIX paHee 3aperuCTPUPOBAHBI CBEACHUS OO0 OTIrpy3Ke
Ha HezapeructpupoanHoe B UC MJUIIT mMecto ocyuiecTBieHUs
nesitenbHoCTH (cornacHo pazzaeny 4.4.1. nacrosmux [lacnopros
nporeccoB), nosydarento JIIT HeoObxoaumo:

— ocymectButh peructpauuro B MC MJJIIT cornacHo
pazaeny 1.1. nactosimux IlacnoptoB mporeccoB (B ciaydae
oTcyTcTBUS peructpanuu norydarens B UC MJJIIT);

— ocymectBuTh peructpauuro B MC  MJIJII wMecra
OCYILIECTBICHUSI  JIEATEIIBHOCTH  COTJIACHO  JIMLIECH3UU,
Ha KOoTopoe ocyuiectBiena mnpuemka JIII (B ciydae
Hanuuusi peructpauun nonydyarens B HMC MIJII u
OTCYTCTBUSA perucTpanuu B IC M/IJIIIT MecTa
OCYILIECTBJICHUS ACATEIBHOCTH, HA KOTOPOE OCYILIECTBIEHA
npuemka JII),

— ocymectButh peructpauuro B MUC MJUIHI cBenenuit
onpuemke Ha ckunan JII, pasee OTrpyxeHHBIX
Ha He3apeructpupoBanHoe B HMC  MJUJIII  mecto
OCYILIECTBIICHUS AEATEIBHOCTH

YyacTHuKH
B3aMMOJIEUCTBUSA

— CcyOBeKT  oOpallleHHusl, OCYIICCTBISIONINN  OTTPY3KY
(oTmpaBuTENB);

— cyOBbexkT  oOpamieHusi, OCYIIECTBISIIOUIMI  MPUEMKY
(mosrydaresin)

Omnucanue BBIITOJIHSIEMBIX JEHCTBUN

1. Ipuemka JIIT na nezapeructpupoBanHoe B UC MJIUJIIT mecto ocymiecTBieHue
JNEATEIBbHOCTH MOJIyYaTelIs

2. Peructpanus nomyvarens B8 UC MIJII wnu peructparnus 8 UC MIJIIT mecta
OCYILECTBJICHUSI JESATENBHOCTH TIIOJydaTess, Ha KOTOPOE OCYLIECTBIICHA
npuemka JIIT (B cmyyae Hanmmuust peructpanuu nosrydatens B 1C MJIJIIT)

3. Ilepemqaua B MC MJUIII cBemenuit o mnpuemke Ha ckian JIII, panee
OTIPY’KEHHBIX Ha HE3aPETUCTPUPOBAHHOE MECTO OCYIIECTBICHUS I€ATEIbHOCTH

[Iepeuenpb
nepeaBaeMbIX
CBEIEHUN U
BIIAJICIICT]
UH(OPMAITMOHHOTO

ITpu peructpauuu B UC MJIII cBenennii 0 npruemMKe Ha CKIIajl
JIII, paHee OTIrpyXEHHBIX HA HE3APETHUCTPUPOBAHHOE MECTO
OCYIIECTBJICHUSI  JCATENBHOCTH,  MOJyYaTellb  cooOImaer
CIEAYIOLINE CBEICHUS:

— JlaTa COBEpIICHUS OIepallnu;
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pecypca -

I/II[CHTI/I(I)I/IKaTOp MCCTa OCYWICCTBIICHUA OCATCIIBHOCTU
I10JIy4aTeiisi, Ha KOTOPOE OCYLICCTBIICHA ITPHUEMKA,

— HISHTHU(PUKATOP MeCTa OCYIIECTBICHUS JEATEeIbHOCTH
OTIIPABUTEIIS, C KOTOPOTO OCYIIECTBICHA OTIPY3Ka;

— J1aTa JOKyMEHTa OTIPY3KHU;

— HOMeEp JOKYMEHTa OTIPY3KH;
—  SGTIN u/mnmu SSCC

4. TlpoBepka BO3MOXXHOCTH PETUCTPALlMM CBEAEHUM O mnpuemke Ha ckian JIII,

paHec OTIrpy’KCHHBIX Ha HE3APCrUCTPUPOBAHHOEC MCECTO OCYHICCTBJICHUA
ACATCIBHOCTHU

. Peructpaumss csenennit B UC MJUJII o mpuemke na cknan JII, panee
OTTPY>KEHHBIX Ha HE3aPETHUCTPUPOBAHHOE MECTO OCYIIECTBICHUS EATEIIBHOCTH
(Ipu OTCYTCTBHM OCHOBAHUU ISl OTKA3a)

. YBenomuenne otnpasutens o peructpamuu B UC MJUJII nonydarens (mecta
OCYIIECTBJICHUSI JICSATEIBHOCTA TIOJIy4aTelisi) M PETrUCTPAlMK IOJIydaTesieM
ceeaeHni o  npueMke Ha  ckiman  JIII,  paHee  OTrpy>KEHHBIX
Ha HE3aPETUCTPUPOBAHHOE MECTO OCYLIECTBIICHUS AEATEIbHOCTH

[lepeuens YBEeNOMIIEHHE OTIIPABUTENS O PETUCTPALMHU MOJydaTessl H
[Iepe1aBacMbIX npuemke JIII wHa ckmag  mosydarens — GopMHpyeTCs
CBEJICHUN U Ha OCHOBAHMM pAaHEE 3apPETUCTPUPOBAHHON  IIOIy4aTeJIeM
BIIAJICJIC] OIIEPALIU U CONEPKUT CIECIYIOLIUE CBEICHUS:
UH(OPMAIMOHHOTO .

— J1aTa COBEPILICHUS OllepaLuu;
pecypca

—  WACHTHU(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH
NOJIy4aTessl, Ha KOTOPOE OCYLIECTBIICHA IPUEMKA;

— HICHTU(PHUKATOP MECTa OCYIIECTBICHHUS JACSITCIbHOCTH
OTIIPABUTEIISI, C KOTOPOTO OCYIIECTBJICHA OTIPY3Ka;

— J1aTa JOKyMEHTa OTTPY3KHU;

— HOMEp JOKyMEHTa OTIPY3KH;
—  SGTIN w/mum SSCC

7. Orka3 B peructpanuu B UC MJIJIIT cBenenuii o npueMke Ha CKJIaj MoydaTens
JIII, paHee OTTPYyXEHHBIX HAa HE3APETUCTPUPOBAHHOE MECTO OCYIIECTBIICHUS
NEeATEeIbHOCTH (IIPU HAJTUYUW OCHOBAHUM JIJIsi OTKa3a)

[Iepeuenpb — OTCYTCTBHE pPaHEE  3apETUCTPUPOBAHHOM  OlEpaluu
OCHOBaHHH IS 00 otrpy3ke JIIT Ha HeszapeructpupoBannoe B MC M/IJITT
OTKa3a B

perucrpanuu

MCCTO OCYHICCTBJICHUSA ACATCIBHOCTH,
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CBeIEeHUN

HECOOTBETCTBUE MOJIy4aTess, YKAa3aHHOTO B  paHee
3apeTUCTpUPOBAHHOM  omepanuu 00  otrpyske  JIII
Ha He3apeructpupoBanHoe B HMC  MJUJIII  mecto
OCYIIECTBIICHUS JIEATEIbHOCTH, WIACHTH(PHUKATOPY MecTa
OCYILECTBJICHUS ACATEIBHOCTU MOJIy4aTens, YKa3aHHOMY
B peructpupyemon onepaunu npuemku JII1 Ha cxman
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4.6. BpiBo3z JIII ¢ Teppuropuu Poccuiickoit PDegepauuu HAa TePPUTOPHIO
rocynapcrea-wiena EA9C

4.6. Boieo3s J1M ¢ Tepputopun PO B EASC

CybbekT obpauieHus nc Manmn

HeobxoguMocTs BbIBO3a

N s EASC

v

1. NoaroToBKa K OTrPy3ke,
ynakoeka J1l1 8
TPAHCNOPTHYIO Tapy

2. Otrpyska J1MN 8 EASC

v

@ T

3. Nepepaya ceegexnin 06 461-move_seu_order xso 4. Peructpauus cBegeHun
SGTIN/ SSCC >
otrpyske JIMN 8 EASC / 06 oTrpyake J1M 8 EASC T
ToBapos
A 4

5. Beieog /1M1 u3 obopoTta
no npuumHe otrpysku 1M e
EA3C

Bbigoz J1M 8 EA3C
oCcyulecTBneH

Pucynox 24
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AHHOTAIIUA

B ciyudae BwiBo3a JIII ¢ Tteppuropun Poccuiickont denepanmnu
Ha TeppuTOpUl0  rocyngapctBa-uwieHa EADC  cyObekTom
oOpamieHusi, OCYIIECTBISAIOMIMM  BBIBO3, JIOJDKHAa  OBITh
3aperucTpupoBaHa cooTBercTBytomas onepauus B8 UC M/JIIL

Otrpyxennsie JIIT B maHHOM ciydae BBIBOJSTCS W3 000pOTa,
nanpHenui 06opoT AanHbIX JIIT He momyckaeTcs

YyacTHUKH
B3aUMOJIENCTBUS

— CcyObeKT  oOpallleHHsl, OCYIIECTBISIIONIMN  OTTPY3KY
(oTmpaBuUTEIH)

Ornucadue BBIITIOJIHAEMEBIX JEHCTBUN

1. TloaroTtoBka k oTrpy3ke, ynakoska JII1 B TpaHcniopTHYIO Tapy

2. OcymectBienne oTrpy3ku JIII Ha Teppuropuio rocymapcrBa-uneHa EADC
CO CKJIaJla OTIPABUTEIIA

3. — 4. Peructpanius B UC MJUIIT cBenenuit o BeiBoze JIII Ha Teppuropuio
rocynapcra-uieHa EADC

[lepeuenpb
Mepe1aBaeMbIX
CBEICHUMN U
BIIAJICTICI]
HH(POPMAITMOHHOTO

pecypca

IIpn perucrpanmu B HWC MJUIII onepanum BeIBO3a JIII
c tepputopun  Poccuiickoi @enepanum  Ha  TEPPUTOPHIO
rocyaapctBa-uieHa EADC oTmpaBuTeab cOO0IIAET ClaeayIolue
CBEJICHMUS:

— JaTa OCYIICCTBJICHUS OIICPpAIINN,

—  WACHTHU(PUKATOP MECTa OCYIICCTBICHHUS JEATEIbHOCTH
OTIPABUTENIS, C KOTOPOTO OCYILECTBIISIETCSA OTIPY3Ka

— KojA Haoromjarenbiuka mnonydarens JIII B crTpane
perucTpaunuy;

— KOJ cTpaHsbl peructpauuu nonyuarens JIII;
— J1aTa JOKyMEHTa OTTPY3KHU;

— HOMeEp JOKYMEHTa OTIPY3KH,

—  THI JIOTOBOPA;

— 1ena peanuzanuu JII1, py6. (Bxmouas HC);
— cymMma HJIC (eciu mpuMeHHMO);

— SGTIN w/umu SSCC.

B cnydae HeoOXOAMMOCTH yKa3aHUs PAa3IUYHBIX IIEH BHYTPHU
TPYIIIOBOM YIMaKOBKUA OTIPABUTETH COOOIIAET JOMOIHUTEIHHO
cnenytomue cenenus st SSCC:

—  GTIN;
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— HOMep MPOU3BOACTBEHHON cepuu;

— 1ueHa peamusanuu JIII (mis ykazanaeix GTIN u HOMeEpa
cepun, Bkitouyas HJ[C), py0.;

— cymma HJIC (ecnu nmpuMeHHMO)

5. BeiBog u3 ob6opora JIII mo mpuymHE OTTpy3KH JEKapCTBEHHBIX IPEIapaToB
Ha TeppUTOpHIO rocynapcta-uwieHa EADC




108

4.7. Cmena «maaaeasnna» JIII npu ocymecrBiennu mnocrapok JIII B pamkax
rocy1apcTBEHHOI 0 JIEKAPCTBEHHOT'0 odecrneuyeHus c HCIO0JIbL30BAHUEM
NMPOMEKYTOUYHBIX CKJIAJI0B MOCTABIIUKOB JIOTUCTHYECKHX YCJIYT

4.7. CmeHa Bnagenbua JIM npu ocyuwecTtBneHun noctaBok JI[1 B pamkax rocygapCTBEHHOro
NEeKapcTBEHHOro obecnevyeHnss C  UCMONb30BaAHMEM MPOMEXYTOYHbIX CKMagoOB  MOCTaBLUMKOB

NOTUCTUYECKUX YCIyr

CybbekT obpalleHus —
OtnpasuTent nc mann CybbekT obpaweHus — MNonyyatens

Heobxogumocts

nepeaayu NN

A

1. MoaroToBka K OTrpy3ke,
ynakoska J1MN 8
TPAHCNOPTHYK Tapy

v
2. Otrpy3ska JIM co cknaga 6. Mpuemka NN Ha cknag
Ortnpasutens Mony4atens
¥ v
3. Nepepaya ceegexun ob =— 4. Peructpauus ceBegeHun 5. Yeepomnenne 06 e . . 7. Npoeepka ceegeHun o6
71-state_dispatch.xsc 612-state_dispatch_notficatio sd
otrpyske NN co cknaga "SoTN sscc {06 oTrpyake JIM co cknapa otrpyske NN co cknapa [ = L Anieiaela @l otrpyske NN co cknapa
Otnpasutens OTtnpasutens Otnpasutens OTtnpasutens
A
v
OB2pOR.
. 4
:o:;r:m::‘; 8. MNoareepxaexve
. 701-accept.xsd (axkuenTosanwe) ceegeHn ob
(an;::;;tu:;) ::::ec.q.(:;:: o5 1 SGTINfSSCC otrpyake N co cknapa
OmpasuTens Ompasutens
¥
10. YBegomnenve o
s07-accent nolificatio nogTEEpXAeHUN
607 IsLG;'l'N/‘s,slc'c( xsd oA Cosris oD Ocyuxecmn;;a nepegava
otrpyake JIM co cknaga
Ompasutens

Ocyuwlectenexa nepeaaya

mn

Pucynox 25



109

AHHOTAIIUA

[Ipu OCYUIECTBIICHUH IIOCTaBOK JIIT B pamMKax
roCyJapCTBEHHOTO  JIGKAPCTBEHHOTO  OOECMEYEHUsi  MOTYT
UCIIONb30BaTbCA  NMPOMEKYTOUHBIE  CKJIaAbl  MOCTABUIUKOB
JOTUCTUYECKUX YCIIYT.

Hna  panenenmen nepemaun JIII B mecto otmycka JIII,
HE SBJISIIOLLEECS MOAPA3NECICHUEM MOCTABIIMKA JOTHUCTHYECKUX
yenyr (T.e. nepenaun JIIT npyroMmy «Biaaenbily»), IMOCTaBIIHK
JOTUCTUYECKUX YCIYT JOJKEH SIBIATHCS 3apETrUCTPUPOBAHHBIM
nmoiae3oBarenieMm KMC  MJJII w wM  jgommkHa  OBITH
3apeructpupoBana B UC MJIJITI cooTBeTCTBYIO1IAsI OnEpariusi.

Peructpauus 8 UC MIJIII cBenenuii o nepenaue JIII HoBoMy
BIIAJCNBIly  TPEIINoJiaraeT  MOATBEpXKIECHWE  HWH(PpOpMAIUU
O COBEpIICHUH orepanuu obenumu cropoHamu. OTIpaBUTETIEM
peructpupyrorca cefeHuss o nepepade JII mosmywaremro, a
IIOJIy4aTeseM OCYILIECTBIISIETCS MTOATBEPKIACHUE
3apEruCTPUPOBAHHBIX OTIPABUTENEM CBeJIeHUM 0 nepenaye JIII.

IIpu nepememienun JIII B pamkax TOCYIapCTBEHHOIO
JIeKapCcTBeHHOTro obecnieuenus uHdopmarus o napwkenun JIIT
OyZer JO0CTylHa B JIMYHOM KaOWMHETE COOTBETCTBYIOILETO
rOCyJJapCTBEHHOTO  OpraHa, B  HMHTEpecax  KOTOpOro
ocymectBisiercs: 3akynka JIII 3a cuer cpenacts ¢enepaabHOTO
WJIM PETMOHAIBHOTO OOJIKETa

YyacTHUK
B3aUMOJENCTBUS

— CcyOBekT  oOpalieHusi, OCYIIECTBISIONUNA  OTIPY3KY
(oTmpaBuTEb);

— cyOBexkT  oOpamieHusi, OCYLIECTBISIIOUIMNA  MPUEMKY
(mosrydaresin)

Omnucanue BBIITOJIHSIEMEBIX JEHCTBUN

1. TloaroTtoBka k oTrpy3ke, ynakoBka JII1 B TpancniopTHyIO Tapy

2. Otrpyska JIII co ckiama oTpaBUTENS

3. — 4. Peructpammst 8 UC MIJIIT cBenenunii o cmene Bmanenbiia JIIT B pamkax
roCyJIapCTBEHHOTO JIEKAPCTBEHHOTO 00eCTIeUeHUs

[Iepeuenpb
nepeaBaeMbIX
CBEIEHUN U
BIIAJICIICT]
UH(OPMAITMOHHOTO

pecypca

Hns peructpanuu B UC MJIIT cBeneHuit o cMeHe Bliajielnblia
JIIT B paMKax TOCyAapCTBEHHOTO JIEKAPCTBEHHOTO O0eCreYeHMs
OTMPABUTEIb 00E€CTICUNBACT MEepeady CICAYIONUX CBEACHUI:

— JlaTa COBEpIICHUS OIepallnu;

- I/IJICHTI/I(l)I/IKaTop MCCTa OCYHCCTBIICHUA OCATCIIBHOCTHU
OTIPABUTCIIA, C KOTOPOI'0 OCYHICCTBIIACTCA OTTPY3KaA,
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- I/II[CHTI/I(I)I/IKaTOp MCECTa OCYWICCTBIICHUA OC€ATCIbHOCTU
[MOJy4aTciiid, Ha KOTOPOC OCYHICCTBILCTCA ITPHUCMKA,

— J1aTa IIEPBHYHOI'O TOKYMCHTA,

— HOMCP IIEPBUYHOT'O NJOKYMCHTA,

—  SGTIN w/mumt SSCC

5. VBenomienue nomy4datens o6 orrpyske JIII co ckimama ormpaBuTens B paMKax
cMeHbl Biaaenbia JIIT

[Iepeuennb VYBenmomnenne momydartens o0 ortrpyske JIII co ckmaga
nepe1aBacMbIX OTIPABUTENS dopmupyercss  Ha  OCHOBAaHMM  paHee
CBEJICHUN U 3apErUCTPUPOBAHHON OTIPABUTEIEM OINEPAUUUA U COJIEPKHUT
BJIAJIEJIEI] CJIEIYIOIUE CBEJICHUSA:

UH(OPMAIMOHHOTO

— JlaTa COBEpILECHUS OTepaIliH;
pecypca
— HISHTU(PUKATOP MECTa OCYIIECTBICHHUS JACSITCIbHOCTH

OTIIPAaBUTCIEA, C KOTOPOI'O OCYHICCTBIIICTCA OTIPY3Ka,

- I/II[GHTI/I(i)I/IKaTOp MCCTa OCYIICCTBJIICHHUA ACATCIBHOCTHU
IIOJIy4daTeisl, Ha KOTOPOC OCYHICCTBIIACTCS IPUCMKA,

— J1aTa MepBUYHOTO JIOKYMEHTA;
— HOMEp NEePBUYHOIO JOKYMCHTA;
— SGTIN u/vau SSCC

6. IIpuemka JII1 Ha ckman momyyaTens

7. OcyliecTBiIeHWE TMPOBEPKU  MOJy4daTeJIeM paHee  3aperuCTPUPOBAHHBIX
oTnpaBuTeneM ceeaeHuit 06 orrpyske JIII co cknana

8. — 9. IlonTBepxkaeHue (akIenToBaHKUE) MoTydaTesneM cBenenuit 06 otrpyske JIIT
CO CKJIaJla OTTIIPABUTEIIS

ITepeuens JUis ~ OCYLIECTBJIEHUS  TOATBEPXKACHUA  (AKLEITOBAHUS)
repeaaBacMbIX 3aperuCTPUPOBAHHBIX OTIIPaBUTENEM CBelleHui 00 oTrpy3ke JIII
CBEJICHUN U CO cKJaaa moayyatenb obecneunBaer nepenauyy B UC MJUJIIT
BIIaJIETIE1] CHEAYIOIINX CBEICHUN

MH(OPMAIMOHHOTO

— I/II[CHTI/I(l)I/IKaTop MCCTa OCYWCCTBIICHUA OCATCIIBHOCTHU

ecypca
pecyp MOJIy4aTesis, Ha KOTOPOE OCYIIECTBISETCS IPUEMKA;

- I/II[GHTI/I(l)I/IKaTop MCCTa OCYHICCTBJICHUA JCATCIBHOCTU
OTIIPABUTCIIA, C KOTOPOI'0 OCYHICCTBIIAACTCA OTTPY3KaA,

— JlaTa COBEPIICHUS OIepallnu;

— TNOATBCPKACHNC TMPHUCMKHU IPHOCTAHOBJICHHOI'O TOBapa
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(ykaspiBaeTcsi B ciiydae, eciu Poc3npaBHan3op NpUHSII
penieHue O BpeMEHHOM BbIBoJie u3 oOpameHust JIII
coryacHo 1. 7.1 TTacrmopToB mpoIeccoB);

—  SGTIN w/mmu SSCC

10.YBenomieHne OTOpaBUTENS O MOATBEPKICHUH (aKIEMTOBAHWHU) MOJIydaTeIeM
cBenenuit 00 orrpyske JIII co ckimama otmpaBuTens

[Iepeuens
Mepe1aBaeMbIX
CBEJEHUU U
BJIaJICTICI]
HH(POPMAITMOHHOTO

pecypca

VYBenomienue OTHpaBUTENS 0 MOATBEPKIACHUU
(akmenToBaHWM) ToOdydaTeaeM cBeAeHuil o0 otrpyske JIII
CO cKJazia dbopmupyeTtcs Ha OCHOBAaHHH paHee

3apEeTUCTPUPOBAHHON TIOJydYaTesieM OIepallud U COACPIKHUT
CJICAYIOIINE CBEICHMUS:

- I/II[GHTI/I(i)I/IKaTOp MCCTa OCYHICCTBJICHUA OCATCIIBHOCTHU
IIOJIy4daTeisd, Ha KOTOPOC OCYHICCTBIIACTCS IPUCMKA,

— UJCHTU(PUKATOP MeCTa OCYIIECTBICHUS JACATEIbHOCTU
OTIPABUTENISA, C KOTOPOTO OCYLIECTBISIETCS OTTPY3Ka;

— JaTa COBCPHICHUA OIICpalnm;

— TOATBEPXKACHUE TMPUEMKU MPUOCTAHOBIEHHOIO TOBAapa
(ykaspiBaeTcsi B ciiydae, eciu Poc3npaBHan30p HpUHSII
pelieHue O BpPEMEHHOM BbIBojAE€ U3 oOpamenus JIIIT
coriacHo 1. 7.1 ITacopToB mporeccoB);

— SGTIN u/uau SSCC
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5.1. IIpoaa:xa JIII B paMkax poO3HUYHOMH TOProBJIH

5.1.1. Iponaxa JIII B pamkax po3HUYHO# TOpros,u ¢ ucnoab3oBanueM KKT (B Tom
yuciae ornyck JIII mo JJbroTHomMy penenty ¢ YaCTUYHOM OIJIATOM)

5.1.1. Npopaxa 1M B pamkax po3HUYHOW TOProBnu ¢ ucrnonb3osaHnem KKT

CybbekT obpalleHus

oo

nc Mann

HeobxogumocTs
npogaxw JN B pamkax

PO3HWYHOM TOProBNK

:

1. PosHnuHasn
npopaxa /M

h

2. NMepepaya AaHHbIX

0 npoaaxe

OcyuwecTeneHa

>
P

b 4

3. Mepenada aAaHHbIX
o npogaxe M

C yHeToM Npoaaxu:
-~ BTOPHYHOA YNAKOBKA
- NePBHYHOA YNAKOBKA

4. Peructpauus
.| AaHHbIX 0 Nnpopaxe

“| NN v onpepenerue
™na

Ornyck
NepPBUYHOIR
NaKkoBKn?

Aaa HeT

-

|

5. MNpoeepka
KOMMNIEKTHOCTH
BTOPU4HOM YNaKOBKK

7. BuiBOg BTOpUHHOW
ynakosku 13 obopota

[y

MocneagksA a8
ynakoeka?

Verawossa
COOTEATCTEYOWEro craryca
ANR STOPHHHOA YNAKDBKA
nn

6. dukcauvs

npogaxa J1MN e p.
03HW4HOW TOProBNu

CBEAEHUA O Npoaaxe
NepBU4HOI YNakoBKK

SGTIN

10511-retail_sell_kidt.xsd

SGTIN

Peectp pokymenroaiPeacrp

ToRapos

1051 1-retail_soll_ikt.xsd {

Pucynox 26
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AHHOTAIIUA

Arnrreunas OpraHu3anuAa IIpu OCYIICCTBJICHUHA pacdyeToB
C I'paXXIaHWMHOM IIpU IIPOIAAXKC JITT BbIJIACT KaCCOBBIM 4YEK H
OCYHMCCTBIIACT nepcaagy COOTBCTCTBYHOIIIHUX CBCI[GHI/Iﬁ
B YIC MJJIIL.

B ciyuae wucnonb3oBaHus anteyHod opranuzanuen KKT

Ipe1ycCMOTpEeHa BO3MOKHOCTh nepenayu CBEJICHUN
o po3anuHoit mnpomaxke JIII uepes ODJ B COOTBETCTBUU
¢ PenepanbHbIM 3aKOHOM OT 22.05.2003
Ne 54-@3.

Ceenenust o mnponaxe JIII B paMkax pO3HHUYHOM TOPrOBIU
nepenatotcss B UIC MJJIII cpencTtBamu myTeM B3auMOJICHCTBUS
¢ uaopmarmonusiMu cuctemamu OD/I.

B cootBeTcTBMM ¢  JACUCTBYIOIIMM  3aKOHOJATEIHCTBOM
Poccutickon ®@enepaunn nomyckaercs ormyck JIII B nepBuuHoOit
(manmee — yacTU4Has MpoJaka) U BTOPUYHOM (MMOTPEOUTENHCKOM )
yIaKoBKax.

B cnydae ocCymecTBIEHMS YAaCTHYHOM INPOAAKH B KACCOBOM
YeKe OTPAXKAeTCAd KOJWYECTBO IPOAABAEMBIX IEPBUYHBIX
YyIaKOBOK M oOmliee KOJMYECTBO IEPBUYHBIX  YIAaKOBOK
BO BTOPUYHOM  (MOTPEOUTENbCKOW)  yHaKOBKE  COTJIACHO
KOMILJIEKTHOCTH.

Oukcanuss ceenaeaud B UC MJUJIII o momydeHHBIX 4Yekax
oT OD/l ocymecTBISIETCA B arpeErMPOBaHHOM BHJIE Pa3 B CYTKH
M0 KaXJIOMy MECTy OCYIIECTBIEHUS JAESITEIIbHOCTU CYOBEeKTa
oOparieHus (Mpy HaJIMYUH B YEKE)

YyacTHUKH
B3aUMOJIENCTBUS

— aIllITCUHas OpraHu3anusi,

— 0D]]

Omnucanne BBIITOJIHSIEMBIX JeHCTBUI

1. OcymectBiienre po3HuyHOM npojaxu JIIT

2. Ilepenaua uekoB OD/]

3. — 4. 3arpy3ka cBeaeHud o po3HuuHod mpoxaxke JIII B UMC MJUJIII
u3 nHpopManmoHHbIX cucteM ODJ]

5. OcymiecTBieHNE MPOBEPKH KOMIUIEKTHOCTH BTOPUYHON (MOTPEOUTETHCKOM)

YIIaKOBKHU

Cly4ya€ OCYUIECTBIICHUS YaCTUYHOM TMpPOAaXH (KOHTPOJIb

LEJIOCTHOCTHU MO COBOKYITHOCTH YacTeN )
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6. dukcauus cBeAeHUHM O Tpoaaxke TmepBuuHOW ymakoBku JIII (B ciydae
OCYUIECTBJICHUSI YACTUYHOMN MPOJAKH HE MOCTIEAHEH MEePBUYHOMN YITaKOBKHU)

7. BeiBog u3 obopota BTOpHUYHOH (moTpeduTenbckoi) ynakoBku JIIT (B ciyuae
POAaKd BTOPUYHOU (TOTPEOUTETHCKOW) YIMTAKOBKU WM MPOJAXXKH IOCIICTHEH
NEPBUYHON YIIaKOBKH)

[Iepeuens
nepeaBaeMbIX
CBEJICHUMN U
BJIaJIeJIeI]
UHGOPMAITMOHHOTO

pecypca

IIpu perucrpaunu B UC MJUJIII pesynpraToB npomaxu JIII
B paMKaxX pO3HHUYHON TOProBiaM obecrneunBaeTcs (uKcanus
CJIEIYIOIIUX CBEIEHUMN, HA OCHOBAHHWH YEKOB, IMOJIYYEHHBIX W3
uHpopManmoHHbIX cucteM OD/I:

TUIN BbIBOJAa U3 00opoTa (popMupyeTcs aBTOMATHUYECKHU
cpeactBamu MUC MJUJIIT);

UACHTU(UKATOP MECTa OCYIIECTBICHUS JESATEIbHOCTH
cyOpekTa oOpanieHusi WM PErUCTPALMOHHBIA HOMEP
cyobekTa oopamenus B UC M I,

NHH nponasua;

HoMep (uckanbHOro ueka (ter 1040);

TUN (PUCKATBHOIO YeKa (YeK MPOAaku, YEK KOPPEKIUH);
Bepcus (popmata PpuckanbHbIX JaHHBIX (Ter 1209);

JlaTa COBEPIIEHUS OTIEPALINH;

¢duckanbHbIN TpU3HaK 1okymenTa (ter 1077);

JaTa JBrOTHOTO perenta (MPU OTIYCKE IO JILITOTHOMY
peLenTy ¢ YaCTUYHOM OIUIaToMn);

HOMEp JIbFOTHOTO perenta (Ipu OTIYCKE MO JBIOTHOMY
peLenTy ¢ YaCTUYHOM OIIaToM);

cepusl JIBrOTHOTO perenta (MPU OTIYCKE IO JIbFTOTHOMY
pelenTy ¢ YaCTUYHOU OTUIATOM, IPU HEOOXOIUMOCTH);

¢uckaidbHBIA  NpPU3HAK  JOKYMEHTa,  IOJJIEXKAIIEro
koppekuuu (ter 1192, B cayyae HampaBlieHUsI ueKa
KOPPEKIIHHN);

UCXO/IHBIN uek B hopmare BASE64;

CTOMMOCTb IIpeAMETa pacuera (pO3HUYHAS LIEHA) C YYETOM
CKHUIIOK 1 HareHoK (ter 1079), py0;

cymma HJIC (tex 1200, ecnu cnenka obmaraercs HI[C);

CymMMa CKUJKH (IpU OTHYCKE MO JIbIOTHOMY peLEnTy
C YaCTHUYHOM OIJIaTOM );
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— KOJIMYECTBO IPOJAaBAEMbIX MMEPBUYHBIX YIIAKOBOK U 0o0IIee
KOJMYECTBO TMEPBUYHBIX YINAKOBOK BO  BTOPUYHOMU
(moTpeOuTeNnbCcKoi)  ymakoBke (NP OCYIIECTBICHUU
YaCTUYHOU MPOJIaXKHU);

— SGTIN

Baumanue!

Hannbiit pynkiuonan MC MJJIIT paboTaeT B TECTOBOM pEXXHUME




5.1.2. llpona:ka JIII B pamkax po3HU4HOii TOprosiu 6e3 ucnob3oBanus KKT (B Tom
yncJie otmyck JIII mo 1broraoMy penenty ¢ 4aCTUYHOM OIIATOM)
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AnTte4yHas

5.1.2. MNMpogaxa J1N B pamkax po3HU4HON Toproenu 6e3 ncnone3osaHus KKT

opraHusaums

“c Mann

HeobxoaumocTs
npoaaxw 1N B pamkax

PO3HUYHOW TOProBNK

h 4

1. PosHuyHan
npoaaxa JIN

v

2. Mepenayva
CBEAEeHWIA 0 Nnpoaaxe
nn

C yyeTom npogamu:
- BTODUYHOM YyNaKoBKH

- NePBUMHON YNaKoBKW

—1—511-retail_sale.xsd——|
SGTIN

3. Peructpaumsa
cBeAeHu 0 npogaxe
1IN v onpepenexve

™na

h 4

nepBuYHON
NMaKoBKU?

OTnyck

4. MNposepka
KOMMAEKTHOCTH
BTOPUYHON YNaKoBKW

6. BbiBO BTOPUYHON
ynakosku u3 obopoTta

Mocneanss
ynakoeka?

5. dukcauus

OcywecreneHa
npoaaxa JN 8 pamkax |«
03HUYHON TOProsnx

CBEAIeHWIA 0 npoaaxe

mn

Ycravoska
COOTBATCTBYIOWEro craryca
ANA BTOPHYHOA YNAKOBKA

HeT
! / all

A

Peectp fokymexTos/Peectp
TOBAPOR

NEPBUYHON YNaKOBKK

Pucynox 27
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AHHOTAIUSA

AmnTeyHas opraHuzaius Ipyd  OCYIIECTBICHUU  PacyeTOB
C TPXJIaHUHOM npu IpOJIaKe JIIT B ciyJasx,
PEAYCMOTPEHHBIX 3aKOHOAATEIBLCTBOM, MOXKET HE MPUMEHATH
KKT, BbigaeT 1g0KyMEHT, NOATBEPKAAIONIANA TPOJAXKy, U
OCYILIECTBIISIET  Mepelayy  COOTBETCTBYIOIIUX  CBEJCHHUI
B 1C MJIJIIL.

B coorBercTBMM ¢  JEHCTBYIOIIMM  3aKOHOJATEIBCTBOM
Poccuniickon @enepanun nonyckaercs ormyck JIII B mepBuynomn
(manee — yacTu4Has Mpoaaxa) U BTOPUYHOM (IOTpEeOUTEIIbCKOM )
yIaKOBKaXx.

B cmywae ocymectBiaeHuss 4yactuuHoM — npogaxu - JIII
npu nepenaye cenenuit B UC MJUJIIT cyOwpexkTom obOparieHus
JOJDKHO OBITh yKa3aHO KOJIMYECTBO IPOJABAEMBIX MEPBUYHBIX
YIIaKOBOK, BBIPAXKEHHOE B BUJAE JOJH OT OOILEro KOJIWYeCcTBa
HNEPBUYHBIX YIMAKOBOK BO BTOPUYHOM (TOTPEOUTENBCKOM)
YIIAKOBKE COIVIACHO KOMILJIEKTHOCTHU

Y4yacTHUKH
B3aMOJIENCTBUSA

— aIllITCUHas opraHu3anu:a

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. OcymectBiienne po3HuyHOM npojaxu JIIT

2. — 3. Peructpanus 8 UC MJIJIII cBenenuii o npoaaxe JIII B paMkax po3HUUHON

TOPrOBJIU
[Iepeuenn Hns peructpaunun B MC MJIJIIT pesynbraToB mponaxu JIII
IIepe1aBaeMbIX B PAMKaX pO3HMYHOW TOPrOBIM amnTe4yHas OpraHu3anus
CBEJEHUU U oOecrieunBaeT nepeaady CJleayonuX CBEACHHI:
BJIaJIEJIE1] :
— JlaTa COBEPLICHUS OIEpalnu;
UH(OPMAITMOHHOTO
pecypca —  WJACHTHU(PUKATOP MECTa OCYIIECTBICHUS JEATEIbHOCTH

anTeYHOM OpraHH3alNy;

—  BHUJ JOKyMEHTa (4eK, OJJaHK CTPOTOil OTYETHOCTH, JIOTOBOP
H 21p.);

— HauMEHOBaHWE JOKyMeHTa (IIpu HEOOXOIUMOCTH );

— J1aTa JOKyMEHTa;

— HOMEp JOKYMEHTA;

— JaTta JbrOTHOrO peunenrta (Mpu OTIYCKE IO JBFOTHOMY
peLenTy ¢ YaCTUYHOM OIIaTOMN );

— HOMeEp JIbFOTHOro penenta (Mpu OTIYCKE MO JbIOTHOMY
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pelenTy ¢ YaCTUYHOM OIUIaToM);

— cepusl JIbFOTHOro penenrta (Ipu OTIYCKE IO JIbIOTHOMY
pelenTy ¢ YaCTUYHOU OIUIATOM, IPU HEOOXOIUMOCTH);

— poO3HUYHAal 1IeHa, pYoO.;
— cymmMma HJIC (ecnu caenka obnaraercst HIIC);

— CyMMa CKUIKHU (IIpU OTIIYCKE IO JBIOTHOMY PELENTy C
YaCTUYHOM OTUIaTOM);

— 071 OT O6HICFO KOJIMYCCTBA IICPBHUYHBIX VYIIAKOBOK

BO BTOPUYHOMN (mOTpEOUTENBCKOI) YIIAKOBKE
(mpr OCYIIECTBIEHUN YaCTUYHOM IPOJAXKH);
— SGTIN

4. OcyliecTBICHUE TMPOBEPKU KOMIUIEKTHOCTU BTOPUYHOM (MOTPEOUTETHCKON)
VIAaKOBKM B CJIy4ya€ OCYUIECTBIEHUS YACTUYHOM NpoJaxu (KOHTPOJIb
LEJIOCTHOCTHU MO COBOKYITHOCTH YacTeM )

5. @ukcaus cBeAeHMM O Tnpojaxe mnepBuyHoM ymakoBku JIII (B ciyuae
OCYLIECTBJICHHUS YACTUYHOMN MPOJAXH HE MOCIIEIHEN IEPBUYHON YIIAKOBKH)

6. BeiBom u3 oboporta BTOpHUHON (TOoTpeOuTenbckoii) ynakoBku JIII (B ciydae
POJaXH BTOPUYHOM (MOTPEOUTENIBCKOM) YIAKOBKM WM MPOAAXKH IOCIEIHEH
MEPBUYHON YITAKOBKH)
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5.2. Ornyck JIII mo IbroTHOMY peuenty

5.2.1. Ornyck JIII nmo abroruomy peuenry 6e3 ucnojb3opanusa KKT

5.2.1. Otnyck J1IN no nerotHomy peuenTty 6e3 ncnonb3oBanus KKT

AnTeyHble opraHusauuw/MeguunHckne

Cepsep amuccum nc Mmann
opraHunsauuu
HeobxoammocTs
otnycka JIM no
NbFOTHOMY peLenTy
v
1. Otnyck J/IN no
NBLFOTHOMY peuenTy
£
2. MNepepava
cBefeHnun 06 oTnycke 10521-skzkm_recipe. xsd
JIN no neroTHoMy SGTIN
peuenty
3. Peructpaums
.| ceeneHnit o6 omycxe NN
21-recipe. xsd *| o nbroTHoMy peuenTy u
SOTIH onpegeneHue Tuna

Ornyck
nNepsu4HON
NakoBKu?

BTOPUYHON YNaxkoekn

v v
4. MNposepka 6. BbiBoa BTOPMYHOM
KOMNEKTHOCTHU

ynakoekw 13 oGopota

Paacrp poxymentos/Peectp

T0eapoe

wet |

v

Mocneaxsas
ynakoska?

A

5. dukcauus
cBefeHwn ob otnycke
NepBNYHON YNaKoBKKU

Yeranoska
COOTBETCTBYIOWEro CTaTyCca
QNA BTOPHYHOR YNAKOBKH
nn

CYLeCTBNEH OTNYCK

1IN no neroTHOMy
peuenty

A

Pucynox 28
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AHHOTAIIUA

IIpu otmycke JIII mo aprotHoMy penenty Bpada paOOTHUK
anTEeYHOro y4ypexaeHus (OpraHu3aluy) JeJaeT OTMETKY
Ha peuente 00 otnycke JIII (HauMeHOBaHHME WM HOMEP
anTEeYHOro y4YpexJAeHUs (OpraHu3alii), HAaWUMEHOBaHUE U
NO3UPOBKA JIEKAPCTBEHHOTO CPEACTBa, OTHYIIEHHOE
KOJMYECTBO, MOANKUCH OTITYCTUBIIETO U 1aTa OTIYCKa).

IIpn ornycke JIII mo mnprotHsIM penentam, ACHUCTBYIOLIMM
B TEYEHUE OJHOrO0 TO0Ja, JIbFOTHBIA pELENT BO3BPALIACTCS
00JBHOMY C yKa3aHHWEM Ha 000pOTe HAUMEHOBAHUS WM HOMEpa
anTEYHOTO YUPEXKJCHHS (OpraHu3aluu), MOJMUCH pabOTHUKA
arTe4YHOTO YUPEKIACHUS (opranuzaun), KOJINYECTBA
OTIYUIEHHOr0 Mpernapata W Jatel otnycka. llpu odepenHom
oOpailieHuu OOJIBHOTO B aNTEUHOE YUpexkaeHue (OpraHu3aluio)
YUUTBIBAIOTCSI OTMETKH O IpeablayeM nonydeHuu JIII.

Otnyck JIII ocymecTBisieTcss TpakJaHaMm, HUMEIOIIUM MPaBO
Ha O6ecruiatHoe monydenue JIII (6e3 omnarel) WM MmojgydyeHue
JIIT co ckuakoit (¢ YaCTUYHOM OTIIATOM ).

[Tpu otmycke JIII ¢ yacTuuHO# oruiaToit cyobeKTOM 0OpaIieHus
OCYILIECTBISIETCS. PETUCTPALMs COOTBETCTBYIOIIEH ONEpalUu
B MC MJUIII cornmacuo pasgeny S.1.1 wmm pasgeny S5.1.2.
HacTtosimux [TacmopToB mpoueccon

B coorBercTBMM ¢  JEHCTBYIOIIMM  3aKOHOJATEIHCTBOM
Poccniickont @enepanun nonyckaercs ormyck JIII B mepBuyHOM
(mamee — 4aCTUYHBIA OTIYCK) U BTOPUYHOU (MOTPEOUTETHCKOM)
YIaKOBKaX.

B cnyuae ocymecrBienus ornycka JIII B mepBUYHON ynakOBKE
npu niepenade cpeaeHudt B UIC MJIJIIT cyGbekTom oOpamieHus
JIOJDKHO OBITh YKa3aHO KOJMYECTBO OTITYCKA€MbBIX MEPBUYHBIX
yIMaKOBOK, BBIPAXKEHHOE B BUJE JIOJIM OT OOIIEr0 KOJIUYECTBA
NEPBUYHBIX YMAKOBOK BO BTOPUYHOM (MOTPEOUTEITHCKON)
yIMaKOBKE COTJIACHO KOMITJIEKTHOCTH.

[Ipy  HamMuuu  yCTPOMCTBA  PETUCTpPALMM  BBIOBITHA,
npenoctasisiemoro omnepatopom MC MJJIII, y cyObekra
obpamenus nepenada ceeaeHuit B UC MJUJIIT 06 ormycke JIIT
0 JIbTOTHOMY peuenty MOXET OCYILIECTBIISATHCS
C UCTIOJIb30BAaHUEM  YCTPOWCTBA  PETUCTPALIMM  BBIOBITUS
B aBTOMAaTU3UPOBAHHOM PEKUME

Y4yacTHUKH
B3aUMOJIEUCTBUS

— anredHas/ MCIHULIMHCKAA OpTraHu3alnsa
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OnuncaHue BBIOJIHIEMEBIX JTEUCTBUN

1. OcymectBienue ornycka JIII nmo nbrotHomy penenty

2. — 3. Perucrpamus 8 UC MJUIIT cBenenuit 06 ormycke JIII mo nbrotHOoMy
peuenty
Ilepeuenn Hns peructpauun B MC MJJIIT pe3ynbratoB otmycka JIIT
nepeaaBacMbIX [0 JILFOTHOMY  peunenty  0e3  omiaTtkl  OpraHuzalus,
CBEJICHUN U ocymiectBisitomas  ormyck JIII, oOecrneunBaer mnepenady
BIIaJIETIEI CHEAYIOIINX CBEICHUA:
UHGOPMAIITMOHHOTO

—  J1aTa COBEpILCHUS ONepaIui;
pecypca
— HJICHTHU(PHUKATOP MeCTa OCYIISCTBICHHUS JEATCIbHOCTH

Opra”u3alyu, OCYIIECTBIIAIOIEH OTITYyCK JIIT
I10 JIbTOTHOMY PELENTY;

— J1aTa JbIOTHOTO PELENTa;
— HOMeEp JbIOTHOTO PELIENTA;
— cepus JIbFOTHOTO penenta (mpu HeoOXOAUMOCTH);

— 7107 OT OOIIEro KOJWYEeCTBA TMEPBUYHBIX YIAKOBOK
BO BTOpUYHON  (IMOTpeOUTENHCKOM)  ymakoBke  (IpH
OCYIIECTBJICHUU YACTUYHOTO OTITYCKA);

— SGTIN;

— JIaHHBIE UCIOJB3YEMOrO ISl PETUCTpPAllUM CBEICHUU
ycTpoicTBa (IIpU Tepeaade CBEICHHM C UCIOJIb30BaHUEM
YCTPOMCTBA PETUCTPALIMK BHIOBITHS)

4. OcyliecTBICHUE TMPOBEPKU KOMIUIEKTHOCTH BTOPUYHOM (TMOTPEOUTETHCKON)
VOAKOBKM B CIly4a€ OCYILIECTBJICHUSI YACTUYHOIO OTIMycKa (KOHTPOJIb
LETTOCTHOCTHU IO COBOKYITHOCTH 4acTe )

5. @ukcamus cBeneHuid 00 otnycke nepBuuHOM ymakoBku JIII (B ciywae
OCYUIECTBJIEHHUS YACTUUHOTO OTITYyCKa HE MOCJIEAHEN MEePBUYHON YITaKOBKHU)

6. BriBon u3 oboporta BTopuuHOU (moTpedurtenbckoii) ynakoBku JIII (B ciyuae
OTIYCKa BTOPUYHOM (ITOTPEOUTENHCKON) YIAKOBKHU WJIM TOCJIEAHEN MEePBUYHON
YIaKOBKH)

Buumanue! OynkuvoHan — nepepaun  cBeaennit B MC  MJUJIII
C MCTIOJIb30BAaHUEM YCTPOMCTB PETUCTPAIIMHN BHIOBITHS paboTaeT
B TECTOBOM PEXKUME
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5.2.2. Ornyck JIII nmo abroruomy penenry ¢ ucnoiab3oBanuem KKT

5.2.2. Otnyck J1NM no nerotHomMy peuenTty ¢ ucnonb3osaHvem KKT

CybbekT obpalleHus oo nc Mann
HeobxogumocTte
ornycka JIfl no
NBFOTHOMY peLenTy
A 4
1. Otnyck /1N no
NbFOTHOMY peuenTy
h 4
2. Nepepava
cBefeHuin 06 oTnycke -
1M no neroTHoMy =
peuenty oen
A 4
3. Nepepaua 4. Pervictpaums
ceeaeHuit 06 oTnycke o # 06 otnycxe NN
1IN no neroTHOMY " no nbrotHoMy peuenty u
peuenty onpepeneHue Tuna

Ornyck
NepPBUYHONR
NaKkoBKU?

h 4

5. Npoeepka 2
7. BuiBOg BTOPU4HOM 10622-recipe_kkt.xsd
KOMMNEKTHOCTN SGTIN
3 ynakosku u3 o6opota
BTOPM4HOM YNaKOBKK

A

Peecrp pokymenroaiPescrp
Tosapos

Mocneaksa na
ynakoeka?

6. QfchaLlMﬂ 10522-recipe_kkt.xsd
cBegeHuu ob oTnycke SGTIN
nepBuYHOI ynakoeBkwu

CYLLECTBIIEH OTMYCK
1N no neroTHoMY
peuenTy

Pucynox 29
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AHHOTAIIUA

IIpu otmycke JIII mo aprotHoMy penenty Bpada paOOTHUK
anTEeYHOro y4ypexaeHus (OpraHu3aluy) JeJaeT OTMETKY
Ha peuente 00 otnycke JIII (HauMeHOBaHHME WM HOMEP
anTEeYHOro y4YpexJAeHUs (OpraHu3alii), HAaWUMEHOBaHUE U
NO3UPOBKA JIEKAPCTBEHHOTO CPEACTBa, OTHYIIEHHOE
KOJMYECTBO, MOANKUCH OTITYCTUBIIETO U 1aTa OTIYCKa).

IIpn ornycke JIII mo mnprotHsIM penentam, ACHUCTBYIOLIMM
B TEYEHUE OJHOrO0 TO0Ja, JIbFOTHBIA pELENT BO3BPALIACTCS
00JBHOMY C yKa3aHHWEM Ha 000pOTe HAUMEHOBAHUS WM HOMEpa
anTEYHOTO YUPEXKJCHHS (OpraHu3aluu), MOJMUCH pabOTHUKA
arTe4YHOTO YUPEKIACHUS (opranuzaun), KOJINYECTBA
OTIYUIEHHOr0 Mpernapata W Jatel otnycka. llpu odepenHom
oOpailieHuu OOJIBHOTO B aNTEUHOE YUpexkaeHue (OpraHu3aluio)
YUUTBIBAIOTCSI OTMETKH O IpeablayeM nonydeHuu JIII.

Otnyck JIII ocymecTBisieTcss TpakJaHaMm, HUMEIOIIUM MPaBO
Ha O6ecruiatHoe monydenue JIII (6e3 omnarel) WM MmojgydyeHue
JIIT co ckuakoit (¢ YaCTUYHOM OTIIATOM ).

[Tpu otmycke JIII ¢ yacTuuHO# oruiaToit cyobeKTOM 0OpaIieHus
OCYILIECTBISIETCS. PETUCTPALMs COOTBETCTBYIOIIEH ONEpalUu
B MC MJUIII cornmacuo pasgeny S.1.1 wmm pasgeny S5.1.2.
HacTtosimux [TacnmopToB mponeccos.

B cnydae wucnone3oBaHus anredyHod opranuzamuen KKT
IIPEeyCMOTPEHA BO3MOYKHOCTD IEPEAAUN CBEAEHUI 00 OTIyCKe
JIII mo nerotueiM peuenrtam JIIT uepes OD/.

Ceenenus o0 ornycke JIII mo aproTHeIM penientaM B JTaHHOM
cayqae mnepenatrorca B HMC MJUJII cpeactBamu  mytem
B3aMMOJICUCTBHS C HHPOpMaIMOHHBIMU cucTemMamu OD/I.

B coorBercTBMM ¢  JEHCTBYIOIIMM  3aKOHOJATEIBCTBOM
Poccutickon ®@enepaunn nomyckaercs ormyck JIII B nepBuuHoOin
(mamee — 4aCTUYHBIA OTIYCK) M BTOPUYHOU (MTOTPEOUTETHCKOM)
yIaKOBKaX.

B caydae ocymectBieHus yactuyHoro —ormycka  JIII
npu nnepenaye ceeaenui B MC MJIJIII B  cBeneHwusx,
nepenaBaeMmbix  yepes  ODJl, oTpaxaercs  KOJIUYECTBO
OTIYCKAaeMbIX TIEPBUYHBIX YIIAKOBOK M OOIIEe KOIMYECTBO
NEPBUYHBIX YIAKOBOK BO BTOPUYHOM (MOTPEOUTETHCKOM)
YIAaKOBKE COTJIAaCHO KOMILJIEKTHOCTH.

Oukcanus ceeaennit B MC MJIIT o momy4eHHBIX CBEICHHSX
oT OD/I ocyliecTBISIETCS B arpErUPOBAaHHOM BHJI€ pa3 B CYTKH
M0 KaXJIOMy MECTy OCYIIECTBIEHUS JAESITEIIbHOCTH CYOBEKTa
oOparteHus (Mpy HAJTUYUH B YEKE)
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YyactHukn
B3aMMOJIEUCTBUSA

— alTcdHas OpraHu3anus;

e

OnuncaHue BBIMOJIHIEMBIX JTEUCTBUN

OcymectBienue otmycka JIII nmo nbroTHomy penenty

[lepenaua cBenenuii 00 ornycke JIII mo aerornomy penenty OD/]

. — 4. 3arpyska ceaenuii 00 ormycke JIII nmo nerotomy penenty B MC M/JIIT
u3 nHpopManmoHHbIx cucteM OD/]

OcyiecTBiieHHEe MPOBEPKU KOMIUIEKTHOCTH BTOPUYHOM (TIOTPEOUTENHCKOM)
YIaKOBKM B CJIy4ae OCYIIECTBICHUS YAaCTUYHOM TPOJaxu (KOHTPOJb
LETTOCTHOCTHU IO COBOKYITHOCTH 4acTel )

Oukcanust cBefeHu 00 ormnycke mnepBuuHoM ymakoBku JIII (B ciydae
OCYILIECTBJICHUSI YACTUYHOI'O OTITYCKA HE TIOCJICTHEN MEPBUYHOMN YITaKOBKH)

BeiBog u3 obopora BropuuHO# (moTpedutenbckoi) ynakoBku JIII (B cimyuae
OTILyCKa BTOPHYHON (NMOTPEOMTEIBCKOM) YMAaKOBKH WM OTHYCKa IOCJIEIHEH

MEPBUYHON YITAKOBKH)

[Iepeuenn IIpu peructpauuu B MC MJJII pesynapratoB otmycka JIII
IIepe1aBaeMbIX 0 JILFOTHOMY pelenTy obecreunBaeTcs: PUKcaius CiIeayomux
CBEICHUMN U CBEICHUIM, Ha OCHOBaHUM CBEJICHUU, MOJIYYEHHBIX
BJIaJIENell u3 nHopmanmoHusix cucrem OD/I;

Egg}%%faHHOHHOFO — TUO BbIBOAA U3 00opoTa ((hopMHUpyETCs aBTOMATUYECKH

cpeacteamu MC MJIIT);

— HIeHTU(PUKATOp MeCTa OCYIIECTBICHHS JAESITeIbHOCTU
cyObeKkTa oOpalieHusi WM PETrUCTPALMOHHBIA  HOMEp
cyowekra oopamenus B UC MJUJIIT;

— HWHH cybbekTa obpaiieHus;

— HoMmep ¢duckanbpHOro yeka (ter 1040);

— TUN PUCKATBHOTO YeKa (4eK MpoAaku, YeK KOPPEKIUN);
— Bepcus popmara QuckadbHbIX JaHHBIX (Ter 1209);

— JlaTa COBEpILEHUS ONepaluy;

— ¢uckanbHBIN TpU3HaK nokymeHTa (ter 1077);

— JaTta JrOTHOTO penenta (Mpu OTIYCKE IO JIOTHOMY
pelenTy ¢ YaCTUYHOM OTUIaToN);

— HOMCP JIbI'OTHOI'O PCUCIITA (HpI/I OTIIYCKC II0 JIbI'OTHOMY
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pelenTy ¢ YaCTUYHOMN OILIaToON);

— cepusl JIbFOTHOro peuenta (Mpu OTIYCKE IO JbIOTHOMY
pelenTy ¢ YaCTUYHOU OIUIATOM, IPU HEOOXOIUMOCTH);

— (QuckanbHBII  NpU3HAK  JOKYMEHTAa,  MOJAJIEKAIIEro
koppekuun (ter 1192, B cimydae HampaBlIeHHsS 4eKa
KOPPEKITUH);

— HUCXOoAHbIA yek B popmare BASE64;

—  KOJIMYECTBO OTITYCKA€MbIX NMEPBUYHBIX YIIAKOBOK M 0O0IIIee
KOJMYECTBO MEPBUYHBIX YINAKOBOK BO  BTOPUYHOMU
(moTpeOuTenbCcKoil)  ymakoBke (IpU  OCYIIECTBICHUU
YaCTUYHOTO OTITYCKA);

— SGTIN

Buaumanue!

Hannsiii pyakimonan MC MJJII paboTtaeT B TECTOBOM pexuMe
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5.3. Ornyck JIII a9 MeAUIIMHCKOT 0 IPUMEHEeHUsl

5.3. OTnyck JIMN ang MeaMumMHCKOro NpUMeHeHust

MeauumHckas opraHusaums

CepBep amuccumn

“c Mann

HeobxogumocTb Bbigaum
NN ans meauUMHCKOro

npUMeHeHus

v

1. Belgaya NN ans
MEAMLMHCKOrO
NpUMEHEeHNs

v
2. MNepepaya cBeaeHumt o
Bbigaye J1MN ans
MEAULIMHCKOTO
npUMeHeHns

WUcnonbayetcsi PB?

10531-skzkm_health_care.xsd
SGTIN

3. Perucrpauus
cBeaeHni o Bbiaave fN

531-health_care.xsd
SGTIN

> Aana
NPUMEHEHNA 1
onpeaenexue Tuna

Bbigaua
NepBNYHON
NaKkoBKN?.

4

4. Mpoeepka
KOMMNEKTHOCTH
BTOPUYHOW YNAKOBKU

6. BbiBOA BTOPUYHOIA
ynakoBeku 13 oBopoTa

A

) 4

MocnepHss
ynakoska?

HeT

Yetanoska
COOTBETCTBYIOWErO CTaTyca
v ANR BTOPUNHOM YNaKoski
an
5. dukcauusa
« i O BbIA /

Peectp pokymentos/Peectp
ToBapos

OcyuiecTsreHa sbiaava

NEPBUYHON YNaKOBKM

7N ans MeanumHekoro
NPUMEHEeHns

Pucynox 30
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AHHOTaUA Boimaua JIII amsg MeIMIIMHCKOTO MPUMEHEHUS MPOU3BOAUTCS
HA OCHOBAaHMM TPEOOBAaHUM OTACJIICHUH WM COTJACHO WHBIM
JIOKYMEHTaM, MIPUHSATHIM 3aKOHOIATEILHO 1/

YCTaHOBJICHHBIM BHYTPCHHUMH TPaBUIAMH  MEIUITMHCKON
OpraHM3alii, B paMKax OKa3aHWs MEIUIIMHCKONH TOMOIIN
B aMOYJTaTOPHBIX WJIM CTAIMOHAPHBIX YCIOBUSIX B MEIUIIMHCKUX
OpraHu3aNusIX J000W GOpMBI COOCTBEHHOCTH M BEIOMCTBEHHOM
MIPUHAIJICKHOCTH.

Onepauun peructpanuu cBefeHuid o Beiaaue JIII nns okazanus
MEUITMHCKON TIOMOIIM COTJIACHO TEKYIEMY Pa3feiy TOCTYITHBI
s cyObekra  oOpallleHus,  HUMEIOUIEr0  JIMIEH3UIO
Ha (hapMaIeBTHUECKYIO/METUITUHCKYIO IEATCTLHOCTD.

Homyckaercst Bbimaua JIII ayis MenuIMHCKOTO TPUMEHEHUS
B IEPBUYHON (Jajee — YacTH4YHas BbIJladya) W BTOPUYHOMN
(mOTpeObUTENbCKOM) yITaKOBKAaX.

B cnydae ocymectBienusa Boigauu JIII B mepBUYHOM yIHaKOBKE
npu nepenade ceeneHnii B UC MJJIIT cyobexkToM oOparieHus
JOJDKHO OBITh YKa3aHO KOJIMYECTBO BBIAABAEMBIX ITEPBHYHBIX
YIaKOBOK, BBIPAXKCHHOE B BHJIC JOJU OT OOIIEro KOJIMYeCTBa
MEPBUYHBIX YIAKOBOK BO BTOPUYHOU (TIOTPEOUTEIIHCKOM)
YITAKOBKE COTJIACHO KOMIUIEKTHOCTH.

[Ipy  HanmuuuM  yCTpOMCTBA  PETUCTPAIlMUM  BBIOBITHS,
npenoctasisiemoro onepatopom MC MJJIII, y cyObekra
obOpamenus nepenavya ceeaenuit B8 UC MJUIIT 06 ormycke JIIT
JUIS METULIIMHCKOTO ~ MPUMEHEHUSI  MOXET  OCYIIECTBIATHCS
C UCTIOJIb30BAaHUEM  YCTPOWCTBA  PETUCTPAIMU  BBIOBITHS
B aBTOMAaTU3HPOBAHHOM PEKUME

YyacTHUKH —  MEIMIMHCKAas OpraHu3alus
B3aUMOJIENCTBUS

Omnucanue BBIITOJIHSIEMBIX NeHCTBUI

1. OcymectBnenue Boiaaun JII qyist MeAMIIMHCKOTO IPUMEHEHUS

2. — 3. Peructparmus 8 UC MJJIIT cBenenuit o Beimave JIII mist MmeaummHCKOTO

IIPUMEHCHUS

Ilepeuens Hna peructpauun B MC MJIJHI onepaumm Beimaum JIII
Mepe1aBaeMbIX IUI1 MEAUIIUHCKOTO TIPUMEHEHUSI MEIUIIMHCKAs OpraHu3alus
CBCJICHUU U obecrieunBaeT nepeavy CJIeayrommnxX CBEACHUMN:

BlIaje/eH —  J1aTa COBEPILIEHMS OIEePallUH;

uH(OPMAITMOHHOTO

pecypca — UJIEGHTU(PUKATOP MecTa OCYIIECTBICHUS MACATEIbHOCTU
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MEIMIIMHCKON OpTraHu3alllH;

— Jgara JOKYMCHTA4, Ha OCHOBAHWH KOTOPOI0 OCYLICCTBJICHA
BblJa4a,

— HOMCP JOKYMCHTA, HAa OCHOBAHHHU KOTOPOI'0 OCYIICCTBJICHA

BbI/Ia4a;

— oA OT OOIIEro KOJWYEeCTBA TMEPBUYHBIX YIAKOBOK
BO BTOPUYHOM (moTpeOUTENIbCKO) YIaKOBKE
(Ipu OCYIIECTBICHUH YaCTUYHOH BBIAYH );

— SGTIN;

— JaHHBIE MCIHOJB3YEMOIO Il PETUCTpallMM CBEIACHUU
yCTpoicTBa (IIpHU Mepenaye CBEJACHUN C MCIOJIb30BAaHUEM
YCTPOMCTBA PETUCTPAIIMH BBHIOBITHS)

4. OcyliecTBICHUE TMPOBEPKU KOMIUIEKTHOCTU BTOPUYHOM (MOTPEOUTETHCKOM)
YIaKOBKM B CJy4yae OCYIIECTBICHUS YACTUYHOM BbIJAYM  (KOHTPOJb
LETTOCTHOCTHU IO COBOKYITHOCTH 4acTel )

5. dukcanus cBeAeHUM O Bbigade TnepBuuHOM ymakoBku JIII (B ciydae
OCYIIIECTBJICHUS YAaCTUYHOHN BBIJAYM HE TOCJICTHEH IEPBUYHON YITAaKOBKH)

6. BeiBom u3 oboporta BTOpHUHON (TOoTpeOuTenbckoii) ynakoBku JIII (B ciydae
BbIJIaYd BTOPUYHOU (ITOTPEOUTEIBCKOM) YIAKOBKM WJIM MOCIEAHEN MEepBUYHOM
YIaKOBKH)

Baumanue! OynkuuoHan — nepemaun  ceepenun B MC MJUIII
C MCIOJIb30BAaHUEM YCTPOMCTB pErucTpalii BbIOBITUS paboTaeT
B TECTOBOM PEXUME
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5.4. Ilepenaya Ha yHHUYTOKeHHe U YHHUTOkeHuUe JIIT

5.4. lNepepaya Ha YyHUYTOXEHME U yHUYTOXEHue J1IM

OpraHusauus,

Cyb6bekT obpalyeHnst nc mann ocyllecTensaowas
YHUUTOXEHUE

HeobxoaumocTtb

yHuuTOXEHUS T

A 4

4. K
1. Mepepava Ha ﬂg:neal\;arl]'lﬂﬂ ha
yHu4TOXEHue 1M > A
YHUYTOXEHUS
\ 4 4
2. MNepepava 3. Peructpauus
“ 541-move_destruction.xsd ~
CBEAEHWN O Nepefade [  garing SSCe —»| CBeIeHN1 0 Nnepeaaye 5. YHuutoxeHue M
TN Ha yHn4TOXEHNe JIMN Ha yHu4TOXKEHNE

i
Peectp aoxymentos/Peectp

g
A
A

7. Mony4enue akta 06 | AN 6. Nepenava akta 06
YHUYTOXEHUN BRE.OO YHITORCH N YHUUTOXEHNM
4
8. Mepepava 9. Peructpaums
cBEfeHNi 0 thakTe | fedesiuclionssd ol cpenenmi o dakTe
A SGTIN/ SSCC A
yHuuTOXEHNUS [ yHUuTOXEHUs J1M1

10. MNepenava
ceeaeHuii o6
yHUuTOXEHMM JTT

OcyulectBneHo
yHuuToxeHue Jr

MoacucTema «YHUHTOKEHWE
NEKapCTBEHHBIX CPEACTBH

PocsppasHagsop

Pucynox 31
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AHHOTaIusg HenobpokayecTBeHHbIE, KOHTpadaKkTHbIC u
danscudunupoBannsie JIII momnexxar H3BATHIO, BBIBO3Y H
YHUUYTOKEHUIO MO PEIICHUIO WX BIAJCblia, PEIICHUIO
Poc3npaBnanzopa B orHomienuu JII1.

Brnanenenmr  HemoOpoKayecTBEHHBIX,  KOHTpaakTHBIX U
danscudunpoBannpix JIII, mpuHABmME pemeHue 00 uX
W3BbATHHU, BBIBO3E W YHUYTOXEHHH, Iepenact ykazaHHbie JIII
OpraHU3aIyH, OCYILIECTBIISIONIECHT YHUYTOXKECHUE JII,
Ha OCHOBaHUM COOTBETCTBYIOILLIEIO JOTOBOPA.

Opranuzaiius, ocyuiectBisitomas yuuuroxxenue JII1, cocrapusier
akT 00 ynuutoxxenuu JII1.

CyObekThl  oOparmieHusi, sBistomecs Biaaenbiiamu  JII,
NOJJICKAIINX YHUUYTOKEHUIO, HAIMpaBIIOT B Poc3npaBHaa3op
akTbl 00 yHuutoxeHuu JII1

YuyacTHUKH — cyOBeKkT oOpaiieHus, ocymecTBistonuii nepenauy JIII na
B3aUMOJCUCTBUSA YHUAUYTOKECHUE

Omucanne BBIITOIHSIEMBIX JeHCTBUI

1. Tlepenaua JIII Ha yHUYTOXKEHUE CYOBEKTOM OOpaIlleHUs

2. — 3. Peructpamus 8 UC MJIII cBenenuii o nepenaue JII1 Ha yHUUTOXKEHHE

Ilepeuenn IIpu peructpanun B MC MJJIIT omepauuii nepemaun JIIT
nepeaBaeMbIX Ha YHUUYTOXXEHUE CYOBEKTOM O0OpallleHusi OCYIIECTBISETCS
CBEJICHUN U nepenayva ClIeAylnuX CBEICHUM:
BJIAJIEJICI] :

— JlaTa COBEPILICHUS ONEpalNH;
UH(OPMAIMOHHOTO
pecypca —  UISHTU(PHUKATOP MecTa OCYIICCTBICHUS ACATEIbHOCTU

cyOBeKkTa oOpailleHus, C KOTOPOTO OCYIIECTBIISIECTCS
nepenaya JII1 Ha yHuuTOXKEHME;

—  MWHH/KIIII OpraHu3aluu, OCYILECTBIISIIOLLIEH
YHUYTOXCHUE;

— azpec CKJaza OpraHU3aIlNH, OCYIIECTBIISIOIEH
yHuuTtoxeHue (mo ®1AC);

— Jlatra 10roBopa;

— HOMEp A0roBopa;

— nara akra o nepenaue JIII Ha yHnuTOXKEHUE;
— Howmep akra o nepegade JIII Ha yHU4TOXKEHUE;

— npuuuHa (ocHoBaHue) nepenauu JII1 Ha yHuyTOXKEHUE;
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pexBu3UTHl pemieHuss Poc3apaBHan3opa o BeiBoje JIII
u3 o0opoTta (IIpu HAJTUIUH);

SGTIN w/unmu SSCC

4. Tlpuemka JIII Ha

CKJIaJ, OpraHU3ALMH, OCYIIECTBIISIIOLIENH YHUUYTOXKEHUE,

AJI1 OCYIICCTBIICHUA ITOCJICAYIOIICTO YHUYTOXKCHHA

5. YVuanuroxenue JII1

6. I[lepenaua akra 06 ynuutoxkenuu JII1 cyObekTy oOparnieHus, OCyleCTBUBLIEMY
nepenauy JII1 Ha yHU4TONKEHUE

7. Ilonyuenue akta 00 yHU4TOKEeHUH JIIT

8. — 9. Peructpanus 8 UC MIJIII cBenenwmii o ¢pakre ynuuroxerus JII1

[Iepeuenp
nepeaBaeMbIX
CBEJICHUU U

1:3) €20 (SN (&)1
HH(POPMAITMOHHOTO

pecypca

Peructpatus B8 UC MJJIIT cBenennii o (hakTe yHUUTOXKEHUS
JIIT mpou3Boautcsi CyOBEKTOM OOpallleHusi, KOTOpPHIA paHee
ocymectBisin nepenady JIII wa yHuuroxkenuwe. Ilpu 3TOM
B UC MIJIIT coobmiaroTcs cleayronie CBeACHHUS:

AdaTa COBCPHICHUA OIICpAIH;

UACHTU(DUKATOP MECTa OCYIIECTBICHUS JAESITEIbHOCTU
cyObekTa OOpallieHusi, C KOTOPOro OCYIIECTBIISIETCS
nepenaya JII1 Ha yauutoxeHue;

CIOCO0 YHUUTOXKEHUS;

NHH/KIIIT
YHUUYTOXKECHUE;

OpraHu3aluy, OCYIIECTBIISIOLIEH

naTa akTa 00 YHUUYTOXKCHUMU,

HOMED aKTa 00 YHUUYTOKECHHH;

SGTIN u/unmu SSCC

10.ABTomMaTuyecKkas Tmepenada CBEIACHUN U3

«YHUUTOXKEHNE

NnC MJIUIII B Ilopcucremy

JICKApPpCTBCHHBIX CpcaCTB» aBTOMaTHBHpOBaHHOﬁ

uH(popMaImoHHoU cucteMbl Poc3apaBHaa3opa

Ilepeuens
nepe1aBaeMbIX
CBEJIEHUU U

ENEN (NS
UH(OPMAIMOHHOTO

pecypca

B Iloacucremy
ABTOMAaTHU3UPOBAHHOM

«YHUYTOXKEHUE JICKAPCTBEHHBIX CPEICTBY
uH()OpMaIIMOHHOM CHUCTEMBI

Poc3apaBHagzopa 1 perucTpanuu CBeICHUM 00 YHUYTOKEHUH
JIIT obecnieunBaeTcs nepeaayda CJICIyOIUX CBEACHUM:

NHH/KIIIT cyobexTa oOpanieHus;

JaTa YHUYITOXKCHUA
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CHOCO0 YHUUTOXKEHUS;
GTIN;

WHH/KIIII OpraHu3alyy, OCYLIECTBIISIOLIEH
YHUUYTOXKEHUE;

aJ[peC MCCTa YHUUTOKCHUSI,;

PEKBU3UTHI aKTa 00 YHUYTOXKESHUH (J1aTa U HOMEP)
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5.5. Beisoa JIII u3 060poTa nmo pa3jMYHbIM NPUYUHAM (0TOOP B HeasIX BHIOOPOYHOI0
KOHTPOJIS, HEJOCTAYH, TAMOKEHHOI0 KOHTPOJISI M JP.)

5.5. BeiBog J1' 13 o6opoTa no pasnmyHbiM Npu4MHam

CybbekT obpalleHus CepBep amuccum nC Mann

PeweHue o
HeobxoaumocTy BbiBoAA

v3 obopoTa

A 4

1. BoiBog 13 o6opota no
PasnUYHbLIM NPUYUHAM

Toneko npy gnucadum
npou3BoacTEerHoro Gpaka
N

Aa

2. MNepepaya ceegeHnit o
BbiBoge J1M u3 obopoTa no - —»-
PasnnyHbLIM NPUHUHaM

10552-skzkm_withdrawal
SGTIN

h 4

3. Pernctpauus ceeaeHnin
o BbiBoge J1M u3 obopoTa
N0 pasnuyHbIM NpUYUHam

552-withdrawal. xsd
SGTIN/SSCC

h 4

— >

Peectp nokymeHToB/Peectp
TOBapoB

OcyuiecTBneH BbiBoA U3

obopota

Pucynox 32
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AHHOTaIUs BoeiBog JIIT u3 o0opoTa MOXKET OCYLIECTBISTHCA CYObEKTaMu
oOpamieHusi ¢ YYETOM pa3JIMYHbIX THUIIOB COBEPIIAEMBIX
OIepaIni:
— 0100p 00pa3IoB TAMOXEHHBIMHU OpPTaHAMU;
— 0TOOp 00pa3OB B paMKax BEIOOPOYHOTO KOHTPOJIS;
— oT0op 00pa3roB B paMKax (eaepaabHOTO HAA30DPA;
— or0op 00pa3noB  JUIsI  TPOBEICHUS  KIMHUYECKUX
HCCIICIOBAHMM;
— oT00p 00pa3noB s hapMaIeBTUIECKON IKCIICPTU3HI;
— Hexocraya,
— Iepeaaya IeMOHCTPAlMOHHBIX 00pa3LoB;
— cnucaHue 0e3 nepeiayu Ha YHUUYTOKEHHE;
— BeiBoA u3 obopora SSCC/SGTIN, HaKOIJICHHBIX B paMKax
AKCIIEPUMEHTA;
— CIIHCAHMWE Pa3yKOMIUIEKTOBAHHOW BTOPUYHOM yIIaKOBKU;
— CHHUCaHue IPOU3BOJICTBEHHOTO Opaka;
— NPOU3BOJCTBO MEJULMHCKHUX WU3JEIUH;
— TPOU3BOJICTBO JIEKAPCTBEHHBIX MPENapaToB.
I[Ipy  Hanuuum  yCTpOMCTBA  PETUCTPAlMM  OMHCCHH,
npenoctasisiemoro omneparopom MC MJJII, y cyObekra
obOpamenust nepeaada ceaeHuit B8 UC MJIUJIIT o cnucanum
Opaka B paMKax TPOM3BOJICTBEHHOIO  ITMKJIA  MOXET
OCYLIECTBJIATECA C UCIIOJIB30BAHUEM YCTPOWCTBA PETUCTPALUU
SMHUCCHUU B aBTOMATU3UPOBAHHOM PEKUME
YyacTHUKH — cyObekT oOpamenusi, ocymectsistomuil  BbiBoa  JIII
B3aMMOJIECHCTBUSA u3 00opoTa

Onucanue BBITTOIHAEMBIX O€HCTBUN

1. OcymecTtBienne cyobekToMm oOparieHus: BeiBoaa JIII u3 obopoTa 1Mo pa3nuyHbIM

MIPUYUHAM

2. — 3. Peructpamus 8 UC MJUJIII cBenenuii o BeiBoIe U3 06opota JIII 1mo pa3nuaubiM

MIPUYUHAM

[Iepeuenpb
nepeaBaeMbIX

[Tpu peructparuu 8 UC MJIJIIT onepanuii BeiBoga 13 000poTa
JIII 1o pas3iuyHplM MOpPUYMHAM CYOBEKTOM OOpalieHus




135

CBEJEHUU U
BJIaJeIIel]
HH(POPMAITMOHHOTO

pecypca

OCYILIECTBIISIETCS Mepejiava CASAYIONTUX CBEICHUM:

JaTta COBCPHICHMA OIICpaIH,

pEerucTpallMOHHBIM  HOMEp Jnepxkarens PY (wm  ero
IPEICTaBUTEIHCTBA) WIIN UIeHTU(UKATOD MecTa
OCYIIECTBIICHHS IEATEIBHOCTH CyObeKTa 0OpalleHus;

THII BBIBOJIa U3 000POTA;
Jata JOKyMEHTa-OCHOBaHUs (TIpU HEOOXOAUMOCTH);
HOMED JIOKyMEHTa-O0CHOBaHUs (IIp1 HEOOXOAUMOCTH);

SGTIN wwmmu SSCC (o  mepemaym  CBEACHUU
C MCIIOJIb30BAHUEM YCTPOMCTBA PETHCTPALMA 3MHCCHU —
tosibko SGTIN);

JAHHBIE UCIIOJB3YEMOIr0 Il PETUCTPALMM  CBEJACHUU
yCTpoOMcTBa (IIpu Tepejaye CBEICHUIN C UCIOJIb30BaHUEM
YCTPONCTBA PETUCTPALIH SMUCCHN)

Braumanue!

OyukuuoHan — nepemaun  ceaenud B MC MJUJIII
C UCIOJIb30BaHUEM YCTPOMCTB PETUCTpAIlUU SMUCCUHU PAOOTaET
B TECTOBOM PEKUME
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6. Paznen «O01mecTBeHHbIN KOHTPOJIb)

6. OB eCcTBEHHbIV KOHTPOMb

paxaaHuH

nc Mann

Poc3apasHagsop

HeobBxogumocTs
OCYLIecTBNeHnA

061LeCTBeHHOr0 KOHTPOS

A 4
1. MpoBepka noagnuHHOCTH [~ — — — — — — — — AaHkHbie xofa- — — —
NN rpaxnanamm e peaynsrar
npoeepku

HeT

Cratyc 1IN
COOTBETCTBYET?

2. DopmmpoBaHne
coobueHus ob
obHapyxexwnn SN ¢
OTNNYAIOLLMMCS CTaTyCcOM

OB eCcTBEHHbLIN KOHTPONL

|——coobLieHue—p|

MoBunbioe npunoxexne

3. Peructpauus
coobuexns ob
oBHapyxenum J1M, ¢
OTANYAIOWMMCA CTaTyCOM

4. MNowck u BuIGop
cooblexna ans
noaroToBKu oTBETa

h 4

5. PaccmoTpenue
COO0BLLEHNA 1 NOAroTOBKA
oTBeTa

v

ocyulecTeneH

6. Pasameluexue
WHOPMAaLMKU O NPUHATBIX
peLeHuax

Oduumanshsil cant
BHA,

Pucynox 33
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AHHOTAIIUA

B pamMkax ocyiiecTBiaeHHs 00IIECTBEHHOT'O KOHTPOJIS rpaxkaaHe
Poccuitickonn ~ @Penmepanyn  OJDKHBI  MMETh  BO3MOXKHOCTH
MPOBEPUTH MOJIMHHOCTH JIII TipU CUMTHIBAaHUK JABYMEPHOIO
IMTPUXOBOTO KOJa HAa BTOPUYHOM (MOTPEOUTEIHCKOM) YITaKOBKE
C UCIIOJIb30BaHUEM KaMepbl MOOMIIBHOTO YCTPOHCTBA.

B cnywae oOHapyxenus JIII, NOOAJMHHOCTH KOTOPOTO
He yctaHoBiieHa win craryc JIII mo pamueim WMC MJJII
HE COOTBETCTBYET  JICUCTBUTEIBHOCTH, TPAXJAHE  HUMEIOT

BO3MOKHOCTH HaIIpaBUTb COOTBCTCTBYIOIICC COO6H.I€HI/IC
B IC MJUTII

YyacTHUKH
B3aMMOJIEUCTBUSA

— rpaxnaane Poccuiickont @enepanny;

— Poc3agpaBHanzop

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. OCYIHGCTBJIGHI/IG IIPOBCPKHU IIOAJIMHHOCTH CIWMHHIIBI

TOBapa TIpaxiaHaMH

Poccutickoit ®enepanuu cpencreamu MC MJJITT

[lepeuenp
uH(popMaIuu 1
rpakJaHUHA

— TOProBO€ HAUMEHOBAHUE;
—  MEX]YHapOJHOE HEMAaTEHTOBAHHOE HAMMEHOBAHMUE;
— JIeKapcTBeHHas Gopma, T03UPOBKA;

— HauMEHOBAHME MIPOU3BOIUTEIIS;

— HOMEp IPOU3BOJICTBEHHOU CEpuU;

— CPOK I'OJIHOCTH;

— HauMEHOBAHME MPO/IABIIA;

— craryc SGTIN no nanasim UC MJUJIIT,

— para aktyanbHOCcTH craryca SGTIN

2. — 3. Peructpanusa 8 UC MIJIII cooGmienust 06 oOHapy>KeHUH €IUHUIIBI TOBapa,
craryc kotoporo 1o ganubiM UC MJIIT otnuyaeTcs oT 1eCTBUTEIBLHOCTH

[Iepeuennb
NepeIaBacMbIX
CBEJICHUMN U
BJIAJIEJIEI
UH(OPMAIMOHHOTO

pecypca

Ecmn craryc JIII He COOTBETCTBYET JEHCTBUTEIBHOCTH,
IpaXXJIaHUH PETUCTPUPYET COOOIIEHUE, yKa3bIBas CIEIyIOIINe
CBEJICHUS:

— Jarta O6H3py>KeHI/I$I HCCOOTBCTCTBHUI,

— cBemeHust o MectoHaxoxkneHun JIII  Ha
OCYILIECTBIICHUS ITPOBEPKU TTOJIMHHOCTH;

MOMCHT

— wuHbOpMaIMs O HAPYILIUTETE;
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— uH(opMarus o 3asiBUTEIIE;
— ToproBoe HaumeHoBanue JIII;

—  SGTIN (mpu HaAU4HUK)

I[ouck B HMC MIJII 3aperucTpupoBaHHBIX COOOIICHHA OT BHEIIHHX
[I0JIb30BAaTENEN U BBIOOP COOOILIEHUH /1J1s1 IOATOTOBKU OTBETOB

Paccmotpenue Poc3apaBHaazopoM BEIOpaHHBIX COOOIIEHUN

NudopmupoBanue o mpuHATHIX pelieHusX Ha caiite Poc3npaBHanzopa
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/. Pa3nen «BpeMeHHbI BbIBOJ U3 00palieHUS»

7.1. Bpemennsbiii BbiB0J 13 oOpamenus JIII mo ununuaruse PoczapaBHaasopa

7.1. BpemeHHbin BoiBOA 13 obpatteHus JIN no nHuunatmuese Poc3gpaBHagsopa

PosgpaBHaasop

nc Mmann

HeobXx0AMMOCTL BPEMEHHOTO

BbiBOAa U3 obpauweHus NN

111 pUEATIE poLlIGIMA O OCHOBAHUSA 4N$1 BPEMEHHOMO
HeobxogumocTu BPEMEHHOMNo [&¢—— 8biBOAA M3 OBpaLeHys NN

ebiBoAa 13 obpauienus NN

v

2. PervucTpauus cBegeHun o
BPEMEHHOM BbIBOAE U3

—O

AWC Pocanpashapiopa

obpawenwns NN o
NEeXapCTBexHHsIX CPeacTas

obpawy

3. Mepepaya ceeaeHwin o
BpPeMeHHOM BbiBOAE U3

Peacrp npuocranosnextsx NNOKypHan
YHHOTO ACTBHA C

4. Peructpauus cBeaeHun o
> Bp! {HOM BbIBOAE W3

enva [

OcywecTeneH BpemMeHHbIn
BbiBoA M3 obpawenna NN

yBegoMmneHue

obpawenus NN

v

5. BnokuposaHwe
AancHenwewn peanuaauum JIN

v

6. Unbopmuposanune o
pesynbTatax 3aBepleHns
onepayum

Pucynox 34
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AHHOTAIIUA

BpeMennblii BbIBOJ M3 0OpaleHus (MpUOCTaHOBIICHUE
obopora) JIIT MoKeT OCyIIECTBIATHCS:

— 1O  pe3yiabTaTaM  BBISIBJICHHUS  HECOOTBETCTBHUSA
TpeOOBaHMII KadyecTBY B paMKax BBEIOOPOYHOTO
KOHTPOJISI KadecTBa JICKAPCTBEHHBIX CPEACTB U
dbeneparbHOTO  Ham3opa B chepe  oOpamieHHs
JICKapCTBEHHBIX CPEICTB, OCYIIIECTBIISIEMOTO
PocsmpaBHag3opoM W €ro  TEppUTOPUATLHBIMHU
OopraHamu;

— 10 WHHUIMATUBE JIEpKaTelasd PEruCTPAlHMOHHOTO
ynocroBepenus JIII.

Bpemennbiii  BBIBOJL M3 000pOTa BO3MOXKEH  Kak
B OTHOILIEHUU BCEU CEpUM, TAK U B OTHOLIEHUU OTIEIbHBIX
naptuu JII1

YyacTHUK
B3aMOJIENCTBUSA

— PocznpaBnanzop;

Omucanne BBIITOJIHSIEMBIX JeHCTBUU

1. Ilpunstue pemenus Poc3npaBHaA30pOM O BPEMEHHOM BBIBOJIEC U3 OOpalleHUs
JIII, B TOM yucne mo pe3ysibTaTaM BBISBICHUS HECOOTBETCTBUS TpPeOOBaHMIA
Ka4ueCTBY B paMKaxX BBIOOPOYHOTO KOHTPOJISI KaueCTBa JICKAPCTBEHHBIX CPEJICTB
u (denepanbHOro Haja30pa B cdepe oOpalieHus JIeKapCTBEHHBIX CPEACTB JHOO
110 MHUIIMATUBE JIEPKATENS PETUCTPALIMOHHOTO yaoctoBepenus JIII

2. Peructpanus cBenenuii 0 BpeMeHHOM BbiBojie u3 oOparienus JIII B [Togcucreme
«MOHUTOPUHI KadecTBAa JIEKAPCTBEHHBIX CPEJICTB» aBTOMATU3UPOBAHHOU
uH(pOpMaIMOHHOM cucTeMbl Poc3apaBHaa3opa

3. — 4. Amromarmueckas mepemada cenenuii u3 I[loacuctempl «MOHUTOPUHT
KaueCcTBa JICKAPCTBEHHBIX CPEACTB» aBTOMATU3WPOBAHHOW WH(OPMAIIMOHHOM
cuctembl Poc3apasaaazopa B UC M/IJIII

[Iepeuens nepenaBaeMbix
CBCJICHMU U BJIaJICIICL]
UH(pOPMAITMOHHOTO

pecypca

ns [Toncucremsl «MonuTopuHT KayecTBa
JIEKapCTBEHHBIX  cpeacTB»  mocpeactsom  CMDOB
OCYUIECTBJISIETCS TIepe/iaya CBEACHUI coryiacHo ¢popmMary
UH(OPMAITMOHHOTO B3aUMOACHCTBUS

5. brokupoBanue nanpHeimen peanuzamnuu JIIT

6. OrmpaBka yBegomiieHus B Poc3apaBHag3o0p o0 pesynbTaTax —3aBepIICHUS

oneparuu




7.2. Bo3Bpat npuocranoBJjieHHbIX JIIT
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7.2. BosBpart npuocTaHoBneHHbix J1I1
Cy6bekT obpalleHus — oTnpaBuTenb mc mann Cy6bekT obpalleHuns — nonyyatens
HeoBxogumocTs HeobGxogumocTs
Bo3Bpara npUemKu
NPUOCTAHOBEHHbIX NPUOCTAHOBMEHHbIX
nn NN Ha cknag
v
1. NogroToBka K
OTTpy3Ke, ynakoeka
JIN B TpaHcnopTHYO
Tapy
h 4
2. Otrpy3ka J1MN co S Mpnemka
»{ NPUOCTAHOBNEHHBLIX
cknapa OTtnpasutens
NN Ha cknaa
A 4 h 4
3. Nepepava 4. Peructpauus 5. YBepomnenue o 7. Npoeepka
CBEfIeHWi 0 Bo3BpaTe 417-move_return.xsd CBe/IeHWit 0 Bo3BpaTe Bo3Bparte 610-move_retum_noliication. xsd ceefieHuit 0 Bo3BpaTe
> ———>
NPUOCTaHOBNEHHOTo SGTIN/sscC NPUOCTaHOBNEHHbLIX NPUOCTaHOBNEHHbIX SGTIN / SSCC NPUOCTaHOBAEHHBIX
an n on nn
9. P B
. Peructpaums
NIORTBEPKAEHUR 8. I'Ionraepw:lsugle
— ) < 01-accept. 4
CBEAEHWI O BoBpaTe
Peectp aokymenTos/Peectp cBeAeHuA o Boaepare SGTIN/ SSCC
To8apos Np1oCTaKoBNeHHLIX N T R T
OcyuiecTeneH 10. Yaepomnenue o OcyuecTaneHa
B03BpaT 07-aceapt_ x ?:E“"W”"" npuewmka
NPUOCTAHOBNEHHBIX SGTIN/ SSCC caeneHWi 0 B03BpaTe NPUOCTAHOBNEHHBIX
JN Ha cknan

nn

NPUOCTaHOBNEHHLIX NI

Pucynox 35
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AHHOTaIUs [Ipouenypa Bo3Bpara mnpuoctaHoBieHHbix JIII mpomyckaercs
TOJIBKO JIJIsi TipuocTaHOBJIEHHBIX JIII, B OTHOIIEHHH KOTOPBIX
Poc3npaBHan30p ocymiecTBUI BPEMEHHBIX BBIBOJI U3 OOpallleHHUs

YuacTHUK — cCcyOBekT  oOpailleHusi,  OCYIIECTBIISIIOUIMN  BO3BpAT
B3aHMMO/ICHCTBHS nproctaHoBiieHHBIX JIIT (oTrpaBuTeID)

— cyOBbexkr  oOpamieHusi, OCYIIECTBISIIOUIMI  MPUEMKY
npuoctanoBieHHbIX JIIT (momy4arens)

Omnucanue BBIIOJTHIEMBIX I[GﬁCTBPIfI

1. TMoaroroBka k oTrpy3ke, yrnakoBka JIII B TpaHciOpTHYIO Tapy

2. Ocymectienue otrpy3ku JII co ckiama oTpaBuTeNs

3. —4. Peructpanus 8 UC MJJIII cBenenuii o Bo3Bparte npruoctaHoBieHHbIX JIT1

[Iepeuenn IIpu perucrpauun B HMC MJIJII onepauun Bo3BpaTa
IIepe1aBaeMbIX npuoctaHoBieHHbIX JIII oTmpaBuTeNnbh COOOMIACT CIEAYIOIINE
CBEIECHUN U CBEJICHUS:

BrIajcIel — J1aTa COBEpUIEHUs OIEpalNH;

UH(OPMAITMOHHOTO

pecypca —  WIACHTHU(PUKATOP MeECTa OCYIIECTBICHUS JACATEIbHOCTU

OTIIPABUTCIIA, C KOTOPOI'0 OCYHICCTBIIACTCA OTIPY3KaA,

—  WACHTU(PUKATOP MeECTa OCYIIECTBICHUS JACSATEIBHOCTU
IIOJIy4YaTessi, Ha KOTOPOE OCYILECTBISAECTCS IPUEMKA,;

— SGTIN u/uau SSCC

5. YBenomieHue nojrydaressi O BO3BpaTe NpuocTaHoBIeHHBIX JIT1

[Iepeuenp VYBenomnenue mnosydarens o Bos3Bpare JIII  dopmupyercs
nepe1aBaeMbIX HA OCHOBaHMHM paHee 3aperuCTPUPOBAHHONW  OTHpPaBUTEIIEM
CBEICHU U OIlEpaLliU U CONEPKUT CIECTYIOUIUE CBEICHUS:

BlIajeIen —  JaTa COBEPILEHHUS ONEPALUH;

UH(OPMAITMOHHOTO

pecypca — UWISHTH(PHUKATOP MecTa OCYIIECTBICHUS JEATEIbHOCTH

OTIHPABUTCIIA, C KOTOPOI'0 OCYIICCTBIIACTCA OTTPY3KaA,

- I/II[eHTI/I(I)I/IKaTOp MCCTa OCYHICCTBIICHUA  IACATCIIbBHOCTHU
MMOoJy4daTeiisd, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

—  SGTIN w/mm SSCC

6. IIpuemka npuocranoBneHHsix JIIT Ha ckitang momydarens

7. OcyuiecTBieHHME  MPOBEPKA  MOJydyaTelieM  CBEICHMM O  BO3BpaTe
npuoctaHoBieHHbIX JIII, 3apeructpupoBannbix otnpasurenem B UC MJIIT
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8. — 9. TloarBepkaeHue (akIENTOBAaHKWE) IOJydyaTesieM CBEICHHM O BO3BpaTe
MpUOCTaHOBJIICHHBIX JIIT

IIepeuenn
nepeaaBacMbIX
CBEJEHUU U
BIIAJIETIEL]
UHGOPMAIMOHHOTO

pecypca

JUJIs  OCyIIeCTBICHHUS TOATBEPXKACHUS (AKIIETITOBAHUS) paHee
3apETUCTPUPOBAHHBIX OTIPABUTEIIEM CBEICHUH O BO3BpaTe
npuoctaHoBieHHBIX JIII momydarens oOecriednBaeT mepenady
B UC MJIJIII cnenyronux CBEICHUIN:

- I/II[eHTI/I(l)I/IKaTOp MCCTa OCYHICCTBIICHUA  IOCATCIIbBHOCTHU
MOJIy4aTeiisid, Ha KOTOPOC OCYHICCTBIIACTCSA IIPUCMKA,

- I/II[eHTI/I(l)I/IKaTOp MCCTa OCYHICCTBIICHUA  IOCATCIIbBHOCTHU
IMOJIy4aTciida, Ha KOTOPOC OCYIICCTBILACTCS IIPUCMKA,

— HdaTa COBCPHICHHUA OIICpallM,

— TOATBEPXKACHUE TMPUEMKHU MPUOCTAHOBIECHHOIO TOBapa
(yka3piBaeTcs B ciyyae, eciu Poc3apaBHan30p NpUHSII
pelieHre O BpEeMEHHOM BbIBoje U3 oOpamieHus JIII
coryacHo 1. 7.1 IlacriopToB npo1eccoB);

—  SGTIN w/mmm SSCC

10.YBenomiieHHE OTHpaBUTENS O MOATBEPKIACHUU (AKIENITOBAHUH) IOJydaTesIieM
CBEJICHUI O BO3BpaTe MpuocTaHoBIeHHBIX JII1

[Iepeuenp
nepe1aBaeMbIX
CBEJICHUU "
ENEN NS
UH(OPMAIMOHHOTO

pecypca

YBenoMIIeHHE OTIIPABUTEIISI O MOITBEPKIACHUH (AKIIEITOBAHUH )
[OJIy4YaTesIeM CBEACHUM O BO3Bpare MNpUOCTAaHOBIEHHBIX JIII
(dopMupyeTcsT Ha OCHOBAaHUUM paHEEe 3aperucCTPUPOBAHHOU
MoJIy4aTesieM ONepali U COAEPKUT CIEAYIOIINE CBEICHNUS:

— I/II[GHTI/I(l)I/IKaTOp MCECTa OCYHICCTBIICHUA  ACATCIIbBHOCTHU
IIOJIy4aTciida, Ha KOTOPOC OCYIICCTBILACTCA IIPUCMKA,

—  WACHTUPUKATOP MECTa OCYIIECTBICHUS JI€ATEITbHOCTH
MTOJTy4aTess, Ha KOTOPOE OCYILIECTBIISIETCS ITPUEMKA;

— JaTa COBCPHICHH: OIICpallnm;

— TOATBEPXKACHUE TMPUEMKU MPUOCTAHOBJICHHOTO TOBapa
(yka3pIBaeTcs B ciydae, eciu Poc3apaBHam3op NpUHSII
pelieHre O BpPEMEHHOM BbIBojge wu3 oOpameHus JIII
coryacHo 1. 7.1 IlacriopToB npo1eccoB);

—  SGTIN w/mm SSCC
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7.3. OT™MeHa BpeMeHHOT0 BbIBoa u3 oopamenus JIIT PocanpaBuaazopom

7.3. OTmMeHa BpemeHHoro Bbisoga 13 obpawexus J1MN PocagpaBHagsopom

PoagpasHagsop

ncC Masn

HeobxoaumMocTb 0TMEHb!
BPEMEHHOro BbIBOAA W3
obpawenuna NN

h 4
1. MpUHATHE peweHns o
HEOBX0AMMOCTH OTMEHBI ¢ OCHOBaHWS! ANA OTMEHLI BpeMeHHOFOO
BPEMEHHOro BLIBOAA U3 sbiBoAa 13 obpauesna NN

obpawexus NN

AWUC Pocanpaskaniopa

2. PervcTpauus ceepieHuin 0b
OTMEHe BPEMEHHOrO BbIBOAa 13

4, Peructpauma ceegennih ot
OTMEHE BPEMEHHOro BbIBOAA
n3 obpawenns NN

A4

5. MNpegocTtasnexve
BO3MOXHOCTW AanbHEAWen
peanusayum NN

A 4

6. Midopmmposarme o
pesynbTaTtax 3aBeplieHus

obpatenusa N
v
3. Nepepaya ceepennin o6
OTMEHEe BPEMEHHOrO BbIBOAA
w3 obpawenns JN
OcylecTBneHa oTMeHa \
YBEAOMNEeHne

BPEMEHHOrO BLIBOAA U3 <
obpauienus I J

onepaumn

Pucynox 36
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AHHOTAIIUA

B psane ciydaeB BO3MOKHA OTMEHA PAHEE 3aPETrUCTPUPOBAHHOMN
onepauuu «BpemeHHbIN BBIBO/JI u3 oOpalleHus
(mpuoctanoBieHne odopota) JIIT».

Peructpanms  omepaumii  «OTMEHa  BpPEMEHHOTO  BBIBOJA
u3 oopamenns» B WC MJUIII  Bo3MOXHaA  COTpyAHHKaAMU
Poc3npaBHag3opa Kak B Cllyda€ BpPEMEHHOIO  BBIBOJA
u3 oOpameHns 1o wuHunuatue Poc3npaBHag3opa, Tak u
B CJIy4ya€ BPEMEHHOIO BBIBOJA M3 OOpAILEHUS MO HHUIIMATHBE
cyObeKTa oOpalieHus.

OTMeHa BpEMEHHOro BbIBOJA M3 00OpOTa BO3MOXHA Kak
B OTHOLIEHWH BCEH CEpPUM, TaK U B OTHOLICHWM OTIEIBHBIX
naptun JIII

YyacTHUK
B3aMOJIENCTBUSA

— PocznpaBuamazop;

Omucanne BBIITOIHSIEMBIX JeHCTBUU

1. Ilpunstue pewmenus Poc3apaBHam3opomM 00 OTMEHE BPEMEHHOTO BBIBOJAA

u3 oopamenus JII1, B ToM dnciie Mo MHULUATUBE ACPKATENs PETUCTPAIMOHHOTO
ynocroBepenus JII1 unu cyObekTa obOpatieHus

. Peructpauus cBeneHuii 00 OTMEHE BpPEMEHHOTO BBIBOJA W3 OOpaIieHUs
JEeKapCTBEHHbIX ImpenapatoB B llomcucreme «MOHHUTOPHUHI  KadecTBa
JIEKAPCTBEHHBIX CPEACTB» ABTOMATH3UPOBAHHOW HMH(MPOPMALMOHHON CHCTEMBI
PocsnpaBnanzopa

. — 4. ABtomarmueckas mepemada ceneHuii u3 Iloacuctembl «MOHUTOPUHT
KauyeCcTBa JIEKAPCTBEHHBIX CPEJCTB» aBTOMATU3WPOBAHHOW HWH(OPMAILIMOHHOM

cucremsl Poc3apasuanzopa B UC M/JIIT

[Iepeuenp N3 TloncucreMbl «MOHUTOPHMHI KadecTBa JIEKAPCTBEHHBIX
nepeaaBaeMbIX cpexncte» mnocpenctsoM CMOB  ocymectBisieTcss mnepenaya
CBEJICHUI U CBEJICHUI COTJIACHO dbopmary UH(OPMAITMOHHOTO
BJIAJIETIEI B3aUMO/ICHCTBUS

UH(OPMAITMOHHOTO

pecypca

5. Bo3oOHOBNEHHE BO3ZMOKHOCTH PETHCTpAIliU cBenieHui 06 o6opote JIIT

6. OtnpaBka yBeaomieHuss B Poc3apaBHam30p o0 pe3yibraTax 3aBepLICHMS

orepariu
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8. IlepeynakoBka u nepemapkuponka JIII

8. NepeynakoBka 1 nepemapkuposka J1M npoussoguTenem

Poccunckuin npoussogutens/epxarernb
PY/npegcraButenscTso

nc Mmann

HeobxoaumocTe
nepeynakosku u
nepemapkuposku J1M

y
1. Nl'eHepupoBaHue
MHAUBUAYaNbHLIX CEPUINHBIX
HOMEPOB NOTPebUTeNbCKON
YNaKOBKW

A 4

2. MNepeynakoeka 8 HOBYIO
noTpebuTenbekyio YNakosky

4

: u i
3. Tlapanaiia cesacuui o 811-relabeling.xsd
nepeynaxkoske u p— SGTIN 2
nepemapkupoBske

y

OcyulecTeneHa nepeynaxkoeka
W nepemapkuposka I

4, Peructpaumws ceegenui o
nepeynaxkoeke u
nepemapkmpoBke

Pucynox 37
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AHHOTAIIUA

B cnydae, ecnu HapylieHa BTOpU4YHas (MOTpeOHTENbCKAs)
ynakoBka JIII, wo JIII  cooTBercTByeT TpeOOBaHHUAM
110 KaY€CTBY, TO NC MIJITT JIOJI>KHA oOecrieynBaTh
BO3MOXKHOCTh PETHCTPALIMM CBEICHUN O IEPEyNaKOBKE H
epeEMapKUPOBKE.

Poccuiickum TpOM3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB WIIU
JepKaTEIEM Py (nnm ero MPEJCTABUTEITHCTBOM )
OCYILIECTBIISIETC TE€HEPUPOBAHUE HOBBIX HWHIUBHUIYaJbHBIX
CEpUHHBIX HOMEpPOB, HAHECEHHWE Ha MYCTble BTOPUYHBIC
(moTpebuTenbckre) ymakoBKM W mepeknanka JIII B HoOBBIE
BTOpHUYHBIC (TIOTPEOUTENbCKUE) YyIakoBKH. IIpu 3TOM cTapbie
BTOPUYHBIE (MMOTPEOUTENHCKUE) YHAKOBKH JIOJDKHBI  OBITh
YHUYTOXEHBI U BHIBEJICHBI U3 00OpaIeHusl.

I[To wuroram perucrpand CBEISHUM O TIEPEYIMaKOBKE U
nepemapkupoke B UC MIJIIT noBomy SGTIN npucBauBaetcs
THUII SMUCCUU: « DMUTHPOBAH B PE3YJIbTATE IMEPEMAPKUPOBKI

YyacTtHuk
B3aMMOJIEUCTBUSA

- pOCCHﬁCKHﬁ IIPOU3BOAUTECIIb JICKAPCTBCHHBIX CPEICTB,

— Jnepxarens PY wim mpencraBuTenbCTBO aepxkarens PY,
SABJISIOIIETOCS HHOCTPAHHOW OPraHU3alUeEN

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. T'enepupoBaHuEe  WHIWBHUIYAJIbHBIX  CEPUUHBIX  HOMEPOB  BTOPUYHOM
(mOTpeOUTENBLCKOI) YITaKOBKH

2. Tlepeynakoska JII1 B HOBYIO BTOpHUYHYIO (TIOTPEOUTEIBCKYIO) YIIAKOBKY

3. — 4. Peructpauus B UC M/IJIIT cBenenuit 0 mepeynakoBKe U MepeMapKUPOBKE

JIII
[Iepeuenp IIpn peructpanum B MC MJUIII onepauuii mepeMapKUpOBKH
IIepe1aBaeMbIX JIII  cyOpekToM  OOpallleHUs  OCYILECTBISETCS  Iepeaaya
CBEJICHUU U CJICIYIOIINX CBEIACHHM:
BJIaJIETIeLL :
— JlaTa OCYILIECTBIICHUS OIEpPALUY;
UH(OPMAITMOHHOTO
pecypca — PErucTpalMoHHBI HoMmep nepxarens PY (wim  ero

NpEICTaBUTENIbCTBA)  WJIM  HMJACHTUPHUKATOp  MecTa
OCYIIECTBIICHUS JESITEIbHOCTH POCCUICKOTO
IPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPE/CTB;

— SGTIN HOBOU BTOpHYHOU (MTIOTPEOUTEBCKOMN) YITAKOBKH;

— SGTIN crapoit BropuaHO# (MOTPEOUTETBCKOM) YITAaKOBKH
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9. ArperupoBanne u TpaHchopmauusa (U3bATHEe, pachopMHPOBaHHE, JOKJIATKA)
ynaxkoBok JIIT

9.1. ArperupoBanue ynakoBok JIII

9.1. ArperMpOBane YyNakoBOK NNeKapCTBEHHbIX NpenapaTtoB

CybbekT obpalueHus nc Mann

Heobxoaumocte
arpernpoBaHna ynakoBok
mn

v

1. M'enepupoBaHue
rPYNNOBBIX KOAOB
TPETUYHOWN YNaKoBKW

v
2. Onpepenexue
KOMMNEKTHOCTU U
KONWYECTBA TPETUYHBIX
YNAaKoBOK

HeT 3. Ynaxkoska JIMN 8
TPETUYHYIO YNaKOBKY

MuoxecTeo
FRETUHHBIX YNAKOBOK

na 4

4. Nepepava ceegexuii 06 5. Peructpauma ceegeHuin
——| arperMpoBaHumn yNakoBoK (——971-unil_pack.xsd——p 06 arperupoBaHum
nmn ynakosok 1M1

Peecrp nokymerton/Peectp
TOBapPOB

A 4
7. Mepepava ceeaeruit 0d caeneHuil
S-nandexd ] mo arpefu;oaanwu ;lnaxoaox 2};3:;2:%: ynaK::;KMT?I'?
MHOXECTBO TPETHYHBIX |/ | | A e o reas B0 MHONECTEO TDBTHHEX

NakoBOK
Y TPETU4HbLIX YNaKOBOK YNaxKoBOK

——915-muiti_pack.xsd—p

OcyulecTBneHo
arperMpoBaHue ynakoBoK

Pucynox 38
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AHHOTAIINS

ArperupoBanue — mporecc oOwveauHeHHs  ymakoBok  JIIT
B TPETUUHYIO  (TPAaHCHOPTHYIO) YMAKOBKY C  COXpaHEHUEM
UHPOpMAIIMM O B3aUMOCBSI3U YHUKAIBHBIX HJIEHTU(PUKATOPOB
KaKIOM  BioKeHHOM  ymakoBku  JIII ¢ yHUKanbHBIM
UICHTU(PUKATOPOM CO3JaBAEMOM TPETHUYHON (TPaHCIIOPTHOM)
YIaKOBKH.

ArperupoBaHue TMpeanojaraeT BO3MOXXHOCTh HAJIWYHUS JH0O0OTO
YPOBHS BJIOKEHHOCTH:

— arperupoBaHHE MEPBOrO YPOBHSA — 00bEIMHEHUE BTOPUUHBIX
(MOTPeOUTETHCKHX ) YITAKOBOK B TPETHUHYIO (TPAHCTIOPTHYIO)
YIaKOBKY;

— arperupoBaHUE BTOPOTO YPOBHSA — OOBEIUHEHUE TPETUUYHBIX
(TpaHCTIOPTHBIX)  YMAKOBOK B  JIPYIyl0  TPETUYHYIO
(TPaHCIIOPTHYIO)  YMAKOBKY  BBIIIECTOSAILUEIO  YPOBHS
BJIO’KEHHOCTH.

I[Ipuy  HeoOXoAMMOCTH  CyOBEKTOM  OOpalieHus  MOXKET
OCYLIECTBJISATBCS ~ Iepenada  CBeJEHUH O  (OpMHUPOBAHUU
MHO>XECTBA TPETUYHBIX (TPAHCIIOPTHHIX) YIAKOBOK.

ArperupoBaHHe€ MOXKET BBIMIOJHATHCS CYOBEKTOM OOpaleHus
Ha Pa3IMYHBIX dTanax MPOU3BOACTBEHHOTO 1KKIa 1 o6opora JIIT

YyacTHUK
B3aUMOJIENUCTBUS

— cyOBbeKT oOpalleHusi, OCYIIECTBIAIONIMNA arperupoBaHuUe

ynakoBok JIIT

Onucanue BBITTOIHSIEMEBIX N€HCTBUH

1. T'enepupoBanue

HHINBHUIYAJIbHBIX CCpHﬁHBIX HOMCPOB TPCTUIHBIX

(TpaHCTIOPTHBIX ) YIIAKOBOK

2. OmnpeneneHue

YIIAKOBOK

KOMIUICKTHOCTH ¥ KOJIMYECTBA TPETUYHBIX (TPAHCHIOPTHBIX)

3. Ymnakoska JIII B TpeTnunyt0 (TpaHCIOPTHYIO) YIIAKOBKY

4. —5. Peructpanus B UC MJIJIII cBenenuit 00 arperupoBannu yrnakoBok JIIT

IIepeuenn
nepe1aBaeMbIX
CBEICHUN U
BJIaiesell
UH(OPMAITMOHHOTO

pecypca

IIpu perucrparun B MC MJUIIl onepaumii arperupoBaHus
CyOBbEKTOM oOOpaleHns OCYIIECTBISETCS Tepeaadya ClIeIyomnX
CBEJICHUU:

— JlaTa COBCPUICHUA OIICpalnm;

— PpETUCTpAIlMOHHBIH HOMEpP CYObEKTa OOpaimieHus WiH
UACHTU(PUKATOP MeCTa OCYIICCTBICHHUS JEATCITbHOCTH
cyObekTa 0OpalleHus,
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SSCC, B KOTOPYIO OCYIIIECTBIIEHA arperarus;

SGTIN mnmu SSCC, Bxoasmine B COCTaB TPETUUHON YITAKOBKU

6. YmnakoBka JII1 Bo MHO€CTBO TPETHUUHBIX (TPAHCIIOPTHBIX) YIIAKOBOK

7. Peructpartus B UC MJUJIIT cBemenuit 00 arperupoBanuu ymaxoBok JIIT
BO MHOKECTBO TPETHUYHBIX (TPAHCIIOPTHBIX) YIIAKOBOK

[Iepeuenn
nepeaaBaeMbIX
CBEICHUU U

NEN (S
UH(OPMAITMOHHOTO

pecypca

IIpu peructpauuu B MUC MJJIII onepaumii arperupoBaHusi BO
MHOKECTBO TPETUYHBIX (TPAHCIOPTHBIX) YMAKOBOK CYOBEKTOM
oOpallleHus OCYILECTBISIETCA Nepeiada CAeayOINX CBEACHUMI:

JaTta COBCPpHICHMUA OIICpaIH,

PETUCTPAllMOHHBI HOMEpP CyObEKTa OOpallleHUs WIH
UJACHTU(PUKATOP MeCTa OCYIICCTBICHUS JEATEIbHOCTH
cyObeKTa 00OpalieHus;

SSCC, B KOTOpBIE OCYIIIECTBIIEHA arperamus;

SGTIN wmm SSCC, Bxoasmme B COCTaB TPETHUYHBIX
(TpaHCTIOPTHBIX ) YIIAKOBOK
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9.2. PacpopmupoBanue (yHUUTOKeHHE) TpeTHUHOH ynmakoBku JIII

9.2. PacopmupoBaHue (YHUYTOXEHUE) TpeTUYHOU ynakosku JI

CybbekT obpalleHus

nc Mann

HeobxoaumocTs
pachopmupoBaHns
(YHUUTOXKEHWA) TPETUYHOMN
ynakosku JIl

y
1. OcywecreneHuwe
pachopmuposaHus

(YHUYTOXKEHUSA) TPETUYHOIN

ynakosku JIMN

y

2. MNepepava ceegerHnin o
pachopmuposarHnm
TPeTUYHON ynakosku Jir

OcywecTenexo
pacgopMupoBaHue
(YHULTONKEHUE ) TPETUYHO
ynakosku 1N

—

Peectp goxymestos/Peectp
TOBAPOB

912-unit_unpack xsd—————————p|

3. Peructpauus ceegeHuin
0 pachopMupoBaHun
TPeTU4HOM ynakosku JTN

Pucynox 39
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AHHOTaLUS

Onepauun  pachopmupoBaHuss (YHUUYTOXKEHHUS) TPETUUHOM
(TpancnioptHoi) ymakoBku JIII odopmisitoTcss mocpeacTBom
peructpaituu B UC MJJIIT camMoCTOATENBHBIX —ONEpalui,
OCYIIECTBIISIEMBIX CYObEeKTaMU OOpallleHHUs .

Omnepanust pachopMUpPOBAHUS MOMXKET TPUMEHSTHCA Kak IpHU
pachopMUpOBaHUM HA OJUH YPOBEHb, TaK U JI0O BTOPUYHBIX
(motpedurenbckux) ynakoBok JIII.

PachopmupoBanmne (YHUUYTOXXKEHHE) TPETUYHBIX ymakoBok JIIT
MOXET BBITIONHATHECA CYOBEKTOM OOpaIeHusT Ha Pa3InIHBIX
stanax obopota JII1T

YyactHuk
B3aMOJIENCTBUSA

— CyOBeKT oOpaleHus, OCyIIeCTBISIIONTNN pachopMupoBaHue
yrnakoBok JIIT

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. OcyuiectBieHue pacopmupoBanus (YHUUTOXEHUS) TPETUYHOU
(TpancniopTHOI) yriakoBku JIIT

2. — 3. Peructpanmst B8 UC MJUIIT cBemenuii o pachopMHpPOBAaHUN TPETHUHOMN
(TpancniopTHOI) yriakoBku JIIT

[Iepeuenp
nepeaaBaeMbIX
CBEIEHUN U
BIIAJICIICI
UH(OPMAITMOHHOTO

pecypca

[Ipu peructpamuu B UC MJUJIII onepanuii pacopMupoBaHus
TPETUUHBIX  (TpaHCmOpTHBIX) ynakoBok JIII  cyOwmekTom
oOpareHus: OCyIIeCTBIISIETCS TIepeiaya CIeIyIONUX CBEACHHI:

— JlaTa COBEPIICHUS OIEpallnu;

—  PEruCTpallMOHHBI HOMEp CyObekTa oOpallleHus WIn
UJEHTU(PUKATOP MecTa OCYIIECTBICHUS JACSATEIbHOCTU
cyOBeKTa oOpalieHus;

— TUI onepauuu pacpopMHUpPOBAHUS YIAKOBKHU;

— SSCC pacdhopmupoBannoit ynakosku JIIT




153

9.3. U3bsaTHe ynakoBok JIII u3 TpeTu4HOil ynakoBKu

9.3. N3bATMEe ynakoBOK fieKapCTBEHHbIX NpenapaToB U3 TPETUYHON YNaKOBKU

\ 4

2. Nepepava ceegeHnit 06
U3LATUM ynakosok 1IN ua
TPETUYHOW YNaKOBKK

OcymecmneHo U3bvATUE

ynakosok J1IM u3
TPETUYHON YNaKOBKK

913-unit_extract xs¢——————p

CybbekT obpalyeHus nc mann
e06X0AUMOCTL M3LATUA
ynakosok /11 n3
TPETUYHOWN YNaKoBKK
v /‘"’ﬁ
1. Ocywecrenexue w
U3LATMA ynakosok JIM ua v
TPETUYHOIA YNaKOBKK Peecrp goxymerTos/Peectp
TOBAPDE

3. Peructpauus ceepgeHun
06 wabatuu ynakosok MM
W3 TPETUYHOW YNaKOBKN

Pucynox 40
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AHHOTAIUSA

Onepanusa  u3bsATHs  ynakoBok  JIII w3 TpetmuHoi
(TpaHCTIOPTHOM)  YHNAKOBKM  O(QOPMIISIOTCS  TOCPEICTBOM
peructpaituu B UC MJJIIT camMoCTOATENBHBIX —ONEpalui,
OCYIIECTBIISIEMBIX CYObEeKTaMU OOpallleHHUs .

M3bsatue ymakoBok JIII w3 TpeTudyHOM (TpaHCHOPTHOM)
YIaKOBKM  MOMKET BBIMOJHATHCS CYOBEKTOM  OOpalieHus
Ha pa3NIUYHbIX dTanax obopota JII1

YyacTtHuk
B3aUMOJIENUCTBUS

— CcyOBeKT 00pallleHHs], OCYIIECTBIISIIONINN U3BATUE YITAKOBOK
JIII

Omnucanue BBIIOTHIEMBIX I[GﬁCTBPIfI

1. OcymectBienue u3biATHs YynakoBok JIII wu3 TperuyHOM (TpaHCHOPTHOM)

YIIAaKOBKHU

2. — 3. Perucrparus B8 UC MJUJIIl cBemenmii 00 wu3bsaTuu ymakoBok JIIT
U3 TPETUYHOU (TPAHCIIOPTHOM) YIIAaKOBKH

[Iepeuenn
nepeaBaeMbIxX
CBEJICHUU U
BJIAJIETIEL]
UH(OPMAITMOHHOTO

pecypca

IIpn perunctpanuu B UC MJUIII onepanuii n3bATHS yIAKOBOK
JIII w3 TpernyHOil (TPaHCHOPTHOI) YHAKOBKH CYOBEKTOM
oOpallleHus! OCYILECTBISETCS Nepeaaya CIeIyIOIMNUX CBEICHUM:

— JaTa COBCPIICHHUA OIICpAIlH,

— PpETUCTpAIlMOHHBIH HOMEp CyObEeKTa OOpaileHus WiIH
UACHTU(UKATOP MeECTa OCYIICCTBICHHUS JEATCILHOCTH
cyOBeKTa oOpalieHus;

— SGTIN mmu SSCC usbimaembix yrnakoBok JIIT
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9.4. [lonmoanutenabHoe BJokKeHHe ynakoBok JIII B TperuuyHyro (TPaHCHOPTHYIO)
YIIAKOBKY

9.4. [lononHuTeneHoe BnoxeHue J1INM B TpeTuyHyo (TpPaHCNOPTHYH) YNakoBKY

CybbekT obpalueHus nc Mmann

HeobxoaumocTk

enoxenua ynakoeok 1M 8
TPETUHHYIO YNaKOBKY

A 4

1. Ocywectenexue
Bnoxennsa ynakoeok SN 8
TPETUHHYIO YNAKOBKY Peecrp goxymerTos/Peectp
TOBAPOB

o
e

Y

2. MNepepava ceegeHuin o 3. Peructpauus ceegeHuin
BnoxeHuu ynakoeok JIMN 8 |—————————————874-unit_append.xsg————————————————p| 0 BNOXeHUN ynakosok I
TPETUYHYIO YNaKOBKY B TPETUMHYIO YNaKOBKY

CYLLECTBNEHO BNOXEHW
ynakosok JI1 B TpeTuyHy0
YNaKoBKy

Pucynox 41
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AHHOTAIUSA

Onepanuu  JOMOJIHUTENBHOIO BiIOXEHUs ynakoBok JII B
TPETUYHYIO  (TPAaHCTIOPTHYIO)  YMAaKOBKY  O(QOpPMIISIOTCS
nocpeactsoM peructpauu B UC MJIJIIT camocToATENbHBIX
oTiepalfii, OCyIIeCTBIIEMbIX CyOBEKTaMU OOpAILICHHS.

Hannas  omepaums OpUMEHSeTCd  Kak B clIy4ae
JOYKOMILUIEKTOBAHHUSI TPETUYHOM (TPAHCIOPTHOM) YIAKOBKHU
BTOPUYHBIMU (MOTpeOUTENHECKUMU) 151 TPETUYHBIMU
(TpancnioptHbIMK) ynakoBkamu JIII, Tak 1 B cirydae nepexiaaku
ynakoBok JIII u3 ogHOM TpeTHYHOM (TPaHCIIOPTHOM) yMaKOBKHU
B IPYTYIO.

JIOTIOJIHUTENBHOE BJIOKEHUE yNaKOBKHU JIII MOKET BBINIOJIHATBCS
CcyOBEeKTOM 00pallleHHs Ha Pa3IuyHbIX Tanax ooopota JIIT

YyacTHHUK
B3aMOJIENCTBUSA

— cyOBeKT oOpalleHus, OCYIICCTBISIOMMUA JOTOJIHUTEIHHOE

BJIO’KEHHUE ynakoBOK JIIT

Omucanne BBIITOIHSIEMBIX JeHCTBUU

1. OcymecTBieHWE MOMOJHUTEIHLHOTO BIIOKeHHS ymakoBku JIII B TpeTnuHyro
(TpaHCTIOPTHYIO) YIAKOBKY

2. — 3. Peructparmus 8 UC MJJIIl cBempeHuit 0 JOMOTHUTEIHLHOM BIIOKCHUU
ynakoBokK JII1 B TpeTHuHyI0 (TpaHCIOPTHYIO) YIIAKOBKY

[Iepeuenp
1epeIaBacMbIX
CBEJICHUN U
BJIAJIEJICL]
UH(OPMAITMOHHOTO

pecypca

ITIpu perucrpauuu B UC MJUJII oneparuii TOMOIHUTENBHOTO
BIIO)KeHUsT ymakoBok JIII B TpeTnunyro (TpaHCIOPTHYIO)
YIAKOBKY CYOBEKTOM OOpalleHusi OCYIIECTBISETCS Mepenaya
CIEIYIOIINX CBEICHUM:

— JlaTa COBEPIICHUS OIEpalu;

— PpETUCTpAIlMOHHBIH HOMEp CyObEeKTa OOpalieHus WiIH
UACHTU(PUKATOP MECTa OCYIICCTBICHUS JIEATCIIBHOCTH
cyObeKTa 00OpalieHus;

— SSCC ymakoBkm JIII, B KOTOpYIO OCYIIECTBIIACTCS
JOTOJTHUTEIHLHOE BIOKEHUE;

— SGTIN mm SSCC noknanpiBaemMbix ynakoBok JIIT
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10.0T™MeHna 3aperucTpMpPOBAHHBIX omepanuii, 0T3bIB cBedeHUil 0 nepegade JIII wu
oTkKa3 or npuemku JIII

10.1. OrmMena cy0ObekTOM OOpalieHHMsi paHee 3apPerMCTPUPOBAHHON COOCTBEHHOM
onepanuu

10.1. OTmeHa paHee 3aperncTpupoBaHHon cob6CTBEHHON onepauum

CybbekT obpalyeHus nc Mann

e0bX0AUMOCTE OTMEHB!
paHee

3aperucTpupoBaHHon

BCTBEHHOM onepauu

A4
1. Nepepaya ceeneHun 06 2. Peructpauua ceeaeHuin
OTMEHEe paHee of oTMeHe paHee
3aperucTPUpPOBaHHON 250-recall.xsd 3aperucTpUpoBaHHON
coBCTBEHHOIM Onepauun cobcTBEHHOM onepauvmn

Mposepka NPU=aANEXRHOCTH
OTMEHAEMON onepauum cybuekry,
v OCYLECTENAWEMY OTMaHY

3. Npoeepka Bnagensua
onepauuun

perucTpayun ceeaeHuin 5. OTkas 8 perucrpayuu Onepauus
0ob oTmeHe onepauuu ceefeHuit 06 oTMeHe
cobcreerHan?
0TKa3aHo onepauuu
4

4. MNposepxa BOIMOXHOCTH

OTMEHb| paHee E
33perCTPUPOBAHHON

coBCTBEHHON ONepaumu

Mpopepka Ha oTcyTCTRvE
33PEMCTPUPOBAHHBIX NOCNEAYIWNX
onepaumui no kaxaomy SGTIN

{Bnexywme B 7.4, cMeHy| Bnaenbua
ToBAPA) |
HeT

BosmoxHa oTmeHa?

CywecTeneHa oTMeHa

6. OTmeHa paHee
paHee .
.| 3aperMcTpUpOBaHHOIA
3aperucTpUpoBaHHOIA
onepayuu
onepauuu

‘{B T.4. BHECEHNE N3MEHEHNA B CTarycsl

Pucynox 42
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AHHOTAIIUA

B ciayyae BO3HUKHOBEHHSI HEOOXOJAMMOCTH  CYOBEKTOM
oOpamieHusi MOXET OBbITh OCYIIECTBICHAa OTMEHa paHee
3apErUCTPUPOBAHHON UM onepanuu B oTHoumeHuu JIIT.

JlanHast omepaiusi MOKET ObITh NMPHUMEHEHa TOJIbKO B Ciydae
OTCYTCTBHUS Tepexojia COOCTBEHHOCTH Ha JiekapcTBeHHbIH JIII,
orepanus 1o KOTopomy MOJIEKUT OTMEHE, K APYTOMY CyOBEKTY
oOpallleHUsI 1 HE MOXXET OBITh NMPUMEHEHA B Clly4ae HAJIUYUA

MOCEAYIONIUX 3apEeTUCTPUPOBAHHBIX OMEpaldii MO JaHHOMY
JIIT.

CyObeKkT oOpallleHuss MOXET OCYLIECTBUTh OTMEHY TOJIbKO
COOCTBEHHOM paHee 3aperuCTPUPOBAHHOM onepauu

YyacTtHuk
B3aMOJIEUCTBUA

— cyOBeKT oOpallleHHs], OCYIIECTBIISIONIMNA OTMEHY OTepaIiuu

Omnucanue BBIIOJIHIEMBIX IICﬁCTBHﬁ

1. - 2

Perucrpauuss B

NC MIJII cBenenmit 00 oOTMEHE paHee

3apeTrUCTPUPOBAHHON COOCTBEHHO onepaluu

[Iepeuenp JIns  OCyHIECTBIICHHMS OTMEHBI pPaHee 3aperucCTPUPOBAHHOM
IepegaBaeMbIX cooctBenHou oneparuu B UC MIJII cyobexkTom oOpamieHus
CBEJICHUN U OCYUIECTBJISIETCS NIEpeiaya CIeAyIOIUX CBEACHUI:
BJIAJIEJIEI .
— J1aTa COBEPIICHUS Olepaluu;
UH(OPMAITMOHHOTO
pecypca — PpETUCTpAIlMOHHBIH HOMEp CyObEeKTa OOpaileHus WiIH
UACHTU(UKATOP MECTa OCYIIECTBICHUS AESITeIbHOCTU
cyObeKTa 00OpalieHus;
— wuaeHtugukarop  3apeructpupoBanHHoi B MC MJIIT
omnepannu, NoAJIeKaen OTMEHE;
—  TUI UCXOAHOW (OTMEHSIEMOI1) onepauy;
— ONUCaHWEe TPUYUHBI OTMEHbl (OT3bIBAa)  OlEpaluu
(Tpu HAJTMYHHN )
3. — 4. ABroMaruyeckas TMpoBepKa BIaJenblla OTMEHSEMON omepaluu u

BO3MOKHOCTH OTMCHEI OIl€palnuu

5. Otkaz B peructpailuu cBeieHUd 00 oTMeHe onepauuu (Ipu HATMYUU

OCHOBAHMIA)
[Tepeuennb — HaJuyue MOCIeayIOUX 3aperuCTPUPOBAHHBIX ONEpPaly B
OCHOBaHUM 171 otHontenuu JIII;
OTKa3a B

perucrpanuu

—  HECOOTBETCTBHE JTAHHBIX cyOBekTa oOpareHus,
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CBeIEeHUN

PETUCTPUPYIONIETO OTMEHY Olepaluu, AaHHBIM CYObEeKTa
oOparteHus, 3aperucTpUPOBABIIETO OTMEHSIEMYIO
oTepaluio

6. OTMeHa paHee 3aperuCTpUpPOBAHHON CyOBbeKTOM oOparieHus onepamuu B UC
MJJITI, B T.4. BHECEHHE HM3MEHEHHWW B CTAaTyChl TOoBapa (IIPU OTCYTCTBUH
OCHOBaHHUM I OTKa3a)

OrpanuueHus
MPUMEHEHUS
omnepanuu

Omnepanyss  OTMEHBI MOXET OBbITh MPUMEHEHAa  TOJBKO
K CIEYIOIIUM PaHee 3apErUCTPUPOBAHHBIM OIIEPALIUSAM:

3arpy3ka CBEACHUM O BBIIYCKE TOTOBOM IPOAYKIHH

pOCCHﬁCKHM IMPOU3BOAUTCIICM JICKAPCTBCHHBIX CPCACTB
(313);

3arpy3ka csBeaeHud o BBo3e JIII B Poccuiickyro
deneparnuro Mo A0roBopy KoHcurHauu (333);

3arpy3ka cBemeHni o nepememenun JIII  mexny
pa3IMYHBIMUA 30HAMHU TaAMOXKEHHOTO KOHTpPOoJIs (334);

3arpy3ka CBEIEHHW O TaMOXXEHHOM JIEKIApUPOBAaHUN
(335);

3arpyska cBegeHuil o npuemke JIIT Ha ckiag UMIIOPTEPOM
OCJAC BBIIYCKA C TaMOXKEHHOW 30HBI IIPH  BBO3E
B Poccumiickyto @enepanuto (341);

3arpy3ka ceaenuil o Beojie JIII B 06opoT Ha TeppuTopuun
Poccutickoit ®enepanuu npu Beo3e JIIT uz EADC (363);

3arpy3ka cBeaeHud o nepememieHun JIII  mexnay
pa3IMYHBIMU azgpecamu MeCT OCYILIECTBIICHUS
nesitenbHOCTH (431);

3arpyska cBejgenuit o nepenade JII1 Ha yauaroxenue (541)
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10.2. OT13pIB Ccy0OBEeKTOM OOpalieHusi — OTHpPaBUTe]eM cBeleHuil o mepegade JIII
MOJIY4ATe 10

10.2. OT3bIB CyObeKkTOM 0bpalleHnsa nekapcTBEHHbIX NnpenapaTtoB — OTnpaBuTenem cCBeLeHum o
nepegade J1IN MonyyaTento

CybbekT obpalleHus - VIC MANM CybbekT obpalieHus -
OTtnpasutenb MonyyaTenb

Onpepgenexve
HeobxoaumocTu

0T3bIBa NepeAaHHbIX
nn

4

Ocy BARTCSA T uTd
OT3bIBABMEE TOBAPH:

1. MNepepava e S 2. Peructpauus Tk NPAMOI CXEME - OTNPABNEHs!
ceefeHui 06 oTsbiBe - .SGT.;N' jsscc —»| ceepeHuit 06 oT3biBe PEFUCTPHPYIOUMM CBEneHUs cyfuexTom u
nepeaaxHbix JIMN nepenanHbix MM ngﬂﬁ;xﬂ"’e‘”‘ﬂe““" 0 LIppo

Mpu obp cxeme — np|

PerUCTPUpYIoWEMY CBeaeHns cyﬁhexry nHe
nOATBEDKAESHH! WM

A4

3. MNMposepka cratyca
nn I

B perucrpauuu 4. OTKkas B
cseneHuin o6 oTsbiee | perucTpaunu Mposepka
nepeaaxHbIx NN > ceBefeHui o6 oTsbise npoiaeHa?
0TKasaHo nn
OcylecTsneH oTsbis 5. OT3bIB NepenaHHbIX
nepeaanHbix JN an

A4

6. Yeepomnerue o6
0T3biBE NepefaHHblX
nn

605-refusal_sender_notification, xsd
SGTIN /SSCC

OcyLiecTBNeH 0T3biB8
nepeaaHHbix NN

Pucynox 43
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AHHOTAIUSA

OtmnpaBuTeieM MOXET OBITh 3aperucTpUpOBaHA  OIEpaIHs
OT3bIBa CBEJICHUI O Tepeaade ToBapa (KaK B CIydae BBISBICHHS
pPAacCXOXJICHUN  TpU  aHAJIW3€  OTIPABUTEIIEM  CBEICHUM
00 oTtrnpaBiieHHBIX co ckiana JIII u ceegenuit o mpuHsaTbix JIIT
nojydaTejeM Ha CKiaJ, TaKk W B CiIydac BbISIBICHHS
OTHpaBUTEJIEM OITMOOK B paHee HAMPABJICHHBIX CBEJICHUSX ).

JlanHast ~ omepanus  MOXET OBITb  NPUMEHEHAa  TOJBKO
IIPY CIEAYIOMUX YCIOBUAX:

IIPU IIPSIMOM CXEME:

- HaJu4Me paHee 3aperuCTPUPOBAHHBIX CBEACHHUI 00 OTIpy3Ke
JIII co ckiama oTnpaBUTENSA, PETUCTPUPYIOLIETO OT3bIB;

- B oTHOomIeHnM JII1, okuaaromuyx moaTBepKACHUS;
pu 0OpaTHOM CXEeMe:
- BinagenbiieM oT3biBaeMbIX JIIT sBisieTcs OTrpaBuTeb;

- ICpcaadua JIII IMOJIYy4aTCIr0 HC IIOATBCPIKACHA OTIIPABUTCIICM

YyacTHUK
B3aMMOJIEUCTBUA

— CcyOBekT  oOpaleHusi, OCYUISCTBISIONMNA  Tepenavy
(oTpaBuTENB);

— cCcyOBbekT  oOpamieHusi, OCYLIECTBISIIOIIMNA  MPHUEMKY
(mosrydaresn)

Omnucanue BBIITOJIHSIEMEBIX JEHCTBUA

1. -2. Peructpamus 8 UC MJIJIIT cBeneHuit 00 OT3bIBE OTMpPABUTEIEM CBEICHHI
0 nepeaHHbIX noiyvaresnto JII

[Iepeuenn
1epeIaBacMbIX
CBEJICHUN U
BJIAJIEJIeI
UH(OPMAIMOHHOTO

pecypca

JUist  oCylmiecTBIEHUSI OT3bIBa CBEIEHUA O MepelaHHbIX
nonyvyaremo JIIT B HMC M cyObexkTom oOpaineHus
OCYILECTBIISIETCS Mepeaayda CIEeIyIOINUX CBEICHUN:

— JgaTa COBCPHICHUA OIICpalnm,

— PpETUCTpAIlMOHHBIH HOMEp CyObEeKTa OOpaiieHus WiIH
UACHTU(PUKATOP MeCTa OCYIIECTBICHUS JEATeIbHOCTH
cyOBekTa oOpatieHus (OTIPaBUTENNA);

— PpETUCTpAIlMOHHBI HOMEp CyObEeKTa OOpallleHus WIH
UACHTU(PUKATOP MECTa OCYIICCTBICHHUS JEATCIbHOCTH
cyObekTa oOpartieHus (rmojrydaresns);

— omnucaHue npuuyuHsl or3biBa JIII;

— TOATBEPXKICHUE OT3bIBA IPUOCTAHOBICHHOIO TOBapa
(yka3pIlBaeTcsi B ciydae, eciu Poc3apaBHag30p MPUHSLI
penieHne O BpPEMEHHOM BbIBojge u3 oOpamenus JIIT




162

coryiacHo pasaeny 7.1 Hacrosiux ITacmopToB mpoIeccoB);
SGTIN u/mu SSCC or3eiBaembix JIIT

3. ABTtomMaruueckas npoBepka cratyca JIII (Hanuuue paHee 3aperucTpUpOBaHHON
OTIpPABUTENIEM oOllepaluu Mo mnepeaade otr3biBaemblx JIII momywartento wumum
IpoBepKa Ha MPaBO BIAJACHUS)

4. Otka3 B peructpauuud cBeaeHuil o0 ot3eiBe JIII, panee mnepemaHHbIX
MOJTy4aTelno (MIpy HATMYUKA OCHOBAHUM JJI OTKa3a)

5. OcymecTBieHue 0T3bIBa cBefieHU 0 nepeaanHbix JII1 1 Bo3BpaT ux Ha OanaHc
oTnpaBuTess (IPU OTCYTCTBUU OCHOBAHMM JIJIsI OTKa3a)

Ol“paHI/I‘leHI/IH Onepaum{ OT3bIBa OTHpaBI/ITeHeM MCPCaIaHHBIX HOHY‘I&TGJ’IIO
IMPUMCHCHUA JICKAPCTBCHHBIX IIPCIIAPATOB MOKCT OBITH IMPUMCHCHA TOJIBKO K
OIICpanu CICAYIOIINM paHCC 3apCTUCTPUPOBAHHBIM OIICPpALIHAM:

3arpy3ka cBeneHuii 00 otrpy3ke JIII B Poccuiickyro
®enepanuto (331);

3arpy3ka cBeneHurd o BBo3e JIII B  Poccuiickyro
®enepanuto (332);

3arpy3ka CBEJCHHH O T1epeaade MpaB COOCTBEHHOCTH
Ha JIII, moMemeHHBIM 1OJ TaMOXKEHHYIO MPOLEAYPY
TaMO>XEHHOT0 ckiaaa (351);

3arpy3ka cBeneHuii 00 otrpy3ke JIII B Poccuiickyro
®denepanuto u3 crpadn EADC (361);

3arpy3ka cBeneHurd o BBo3e JIII B Poccuiickyro
®deneparnuto u3 crpad EADC (362);

3arpy3ka CBEACHMM O  Tmepefadye  JIEKapCTBEHHBIX
npenapaTtoB coOCTBeHHUKY (381);

3arpyska cBeneHuit 06 otrpyske JIII co ckiama cyobekrta
oOparnenus (415);

3arpyska cBejenuit o mpuemke JIIT na cknan (416);

3arpy3ka CBEICHHMH O BO3Bpare NpUOCTaHOBJIEHHbIX JIII
(417);

3arpy3ka cBefeHud o cMeHe Biazenbua JIII B pamkax
rOCyIapCTBEHHOTO JeKapCTBEHHOTo obecnieuenus (471)

6. YBenomiienue noisiydarensi 00 OT3bIBE€ OTIPABUTENEM CBEICHUN O MepeaaHHbIX

nonyyaresnto JIIT

Ilepeuenn VYBenomienue noiydaresnsi 00 OT3bIBE OTIIPABUTETIEM CBEIICHUN
Mepe1aBaeMbIX o mnepemanHeix noaydarento JIIT dhopmupyercs Ha ocHOBaHUU
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CBEJEHUU U
BJIaJeIIel]
HH(POPMAITMOHHOTO

pecypca

paHee 3aperucTPUpPOBAHHON  OTMpABUTENIEM ONEpaluu U
COJIEPKUT CIIEAYIOIINE CBEACHMUS:

AaTa COBCPHICHUA OIICPpAINH,

PETUCTPAllMOHHBI HOMEpP CyOBbEKTa OOpallleHUus WIH
UIECHTU(UKATOP MeCTa OCYIIECTBICHUS JESITCIBHOCTH
cyObekTa oOpaiieHus (OTIpaBUTENS);

PETUCTPAllMOHHBI HOMEpP CYOBbEKTa OOpallleHUs WIH
UACHTU(PUKATOP MeCTa OCYIIECTBICHUS JEATEIbHOCTH
cyObekTa oOparieHus (rmoyrydaTesns);

OIIMCAaHUC ITPUYINHBI OT3bIBA TOBApa,

MOJATBEPKACHUE OT3bIBA IMPHOCTAHOBIICHHOTO TOBapa
(ykaspiBaeTcsi B ciiydae, eciu Poc3npaBHan30p HpHUHSI
pelieHue O BpPEMEHHOM BhIBoje U3 oOpamenus JIII
coriacHo pasneny 7.1 Hacrosiux [TacmopToB mporieccon);

SGTIN u/vunu SSCC or3eiBaembix JIIT
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10.3. OTka3 cy0bexTa oOpameHusi — nmoay4darenas or npuemku JIII

10.3. OTtkas nonyyarens ot npuemku J1M

Monyyarens

CybbekT obpalleHus -

nc Mann

CybbekT obpalleHus -
OTnpasutenb

OnpegenexHue
HeobxoaumMocTn

OTKa3a OT MPUeMKK
nn

h 4

1. Nepepava

ceegexuin 06 oTkase
oT1 npuemkwm SN

B peructpauuu
cBeaeHnit 06 oTkase

A

2. Peructpaums

N npaMoro nopaaxa:

OCYWECTBNSNETCA nposepka, wro fiM, no

252-refusal_recelver.xsd 2 KOTOPBIM PEMMCTPUPYETCS onepagun
"sg;;ly‘lﬂsssgcr " »| cBenenn 06 oTkase OTKE38 B NPUEMKE, OTNPABNEH:!
ot npuemku SN PErUCTRHPYIOWIEMY CREARHNA CyfbekTy
M OXMASIOT NOATEEPKABHUA
Nns oBpaTHOro NoprRgka:
oCyLyEc Ha
paKea 3aparucTpApOBaHHON ONegaumt
A 4 f Mony n
noar Ornpasurenem
3. MNpoeepka cTatyca
1o e e e
nn |
|
|
6. OTtkas s
pervcTpaumm Mpoeepka

oT npuemkm N1
0TKa3aHo

OcyujecTeneH oTka3s

ceeaeHuin 06 oTkase
oT npuemku 11N

npongeHa?

ot npuemkn NN

4. OTKa3 oT NpuemKu

Peectp pokymexroa/Peectp
ToBapOR

nn

Y

5. Yeepomnexue 06
OTKa3e OT NPUEMKU
nn

\Eaneceum W3MEHEHWI & cTaTyChl

606-refusal_receiver_notification. xs

SGTIN/ SSCC

7
-4

OcyulecTBneH oTka3
ot npuemku J1N

Pucynox 44
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AHHOTAIIUA

[TonyyaTenem MOXKET ObITh 3apErUCTPUPOBAHA OMEpalUsl 0TKa3a
B INOJYYEHHHU IMEPEJAHHOIO TOBapa B CIIy4ya€ BbISBICHUS
HECOOTBETCTBUMM  mpu  mnpueMke noayyareaem JIII  wu
HEO0OXOIUMOCTH OTKa3a OT MPUEMKH NIEPEIaHHOT0 TOBapa.

]_IaHHa}I OIIcpanuAa MOJKCT OBITH IMPUMCHCHA TOJIBKO
B CIICAYIOIIUX CJIydasax:

- B CJy4Yae Halu4usl paHee 3apEeruCTPUPOBAHHBIX CBEIACHUI
00 otrpy3ke JIII B agpec momydarens u B orHoumeHuu JIII,
OKHJAIOIIUX  TMOATBEPXKIECHUA  NPHUEMKUA  MOJydaTeseM
(Ipu mpsIMOM cXeMe aKLENTOBaHUA);

- B Cllyuyae BBISBJICHHS TOJy4yaTeleM OIMMOOK B paHee
HalpaBJICHHBIX COOCTBEHHBIX CBefieHUAX o npuemke JIII
Ha ckiag v B oTHomeHuu JIII, oxuaarommx MNOATBEPKICHUS
OTTPY3KU OTHpaBUTENEM (IIPU OOPATHOM CXeMe aKIIEeTTTOBAHMS)

YyacTHUK
B3aMOJIEUCTBUSA

— cyOBbexkT  oOpaumieHusi, OCYIIECTBISIIOUIMI  MPUEMKY
(mosrydarenn);

— CyOBEeKT  oOpalleHusi, OCYIIECTBISIOMMN  mepeaady
(oTmpaBHUTEH)

Omnucanue BBIIOJTHIEMBIX IICﬁCTBHﬁ

1. — 2. Peructpamus B UC MJIJIII cBenennii 00 OTKa3e moyiydaresis OT MPUEMKH

JIIT
[Iepeuenp JIns ocymiecTBieHusT OTKaza B mpuemke mnepemnaHHbix JIII
Mepe1aBaeMbIX B MC MJIJIII  nmomywarenemM  OCYWIECTBISAECTCA  Mepenaya
CBEJICHUN U CJIEIYIOLUX CBEACHUI:
BJIAJIEJIEI :
— J1aTa COBEPIICHUS Olepaluu;
UH(OPMAITMOHHOTO
pecypca — PpETUCTpAIlMOHHBIH HOMEp CyObEeKTa OOpalleHus WiIH

UICHTU(UKATOP MECTa OCYIICCTBICHHUS JACSATCIbHOCTH
cyOBekTa obpaiieHus (moryqarens);

— PpETUCTpAIlMOHHBIH HOMEp CYObEKTa OOpaImieHus WiH
UACHTU(PUKATOP MECTa OCYIICCTBICHHUS JEATCIbHOCTH
cyObekTa oOpatieHus (OTIpaBUTENs);

— OIKCaHWE NPUYMUHBI 0TKa3a oT npueMku JIII;

— TMOATBepXkaeHHE 00 0TKa3e B MPUEMKE MPUOCTAHOBICHHOTO
ToBapa (ykas3bIBaeTcsi B ciiydae, eciau Poc3apaBHan3op
IIPUHSUT pElIeHUe 0 BPEMEHHOM BBIBOJIe U3 oOparienust JIIT
coryiacHo pasneny 7.1 nacrosimux [lacnopToB nporeccos);
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SGTIN wn/unu SSCC, mo KOTOPBIM PErucCTpUpPYyETCsl 0TKa3
B ipueMKe Ha ckiaja [lomydarenem

3. ABTromaruueckas rnpoBepka craryca JIII: Hanuuue paHnee 3aperucTpupOBaAHHON
onepauuu no mnepemade JIII B agpec monyyarens — Npu NPSIMOM TOPSIKE
aKIIETITOBAHMUSI WM HAJIUYUE paHee 3aperuCTPUPOBAHHON MoOJydaTesieM
onepanuu 1o npuemke JIIT Ha ckinang — npu oOpaTHOM MOPSAKE aKIIENTOBAHUS

4. OcylecTBiIeHUE
(TIp¥ OTCYTCTBUM OCHOBAHUU JIJIsl OTKAa3a)

OTKa3a B IPUEMKE IepenaHHbix nomydaremto  JIII

OrpanuueHus
MPUMEHEHUS
omnepanuu

Onepaum{ OTKa3a IMOoJy4dYaTrcjIeM B IIPUCMKC TIICPCAAHHOTO
OTIIPABUTCIICM TOBAapa MOXKCT OBITH IIPUMCHCHA TOJIBKO
K CJICAYIOIIUM PaHCC 3apCruCTpUpPOBAHHBIM OIICpALIUAM:

3arpy3ka cBeneHuit 00 otrpyske JIII B Poccuiickyro
®enepanuro (331);

3arpy3ka cBeaenud o BBo3e JIII B Poccuiickyro
Oenepanuto (332);

3arpy3ka CBEIECHHMI O mepenaye MpaB COOCTBEHHOCTH
Ha JIII, moMemeHHbId TOJ TAMOXXEHHYIO MPOLEAYPY
TaMokeHHoro ckiana (351);

3arpy3ka cBeneHuit 00 otrpyske JIII B Poccuiickyro
®enepanuto u3 ctpan EADC (361);

3arpy3ka cBeaenud o BBo3e JIII B Poccuiickyro
®denepanuto u3 crpad EADC (362);

3arpy3ka CBEJACHMH O  Tepenaye  JIeKapCTBEHHBIX
npenapatoB coocTBeHHUKY (381);

3arpyska cBeqieHuii 00 otrpyske JIII co ckimama cyObekTa
obparenus (415);

3arpy3ka cejaenuii o npuemke JIIT Ha cknan (416);

3arpy3ka CBEIEHHUUA O BO3BpaTe MPUOCTAaHOBIECHHBIX JIII
(417),

3arpy3ka cBeieHuii o cMmeHe Bianenbia JIII B pamkax
roCyIapCTBEHHOTO JIEKAPCTBEHHOT0 oOecreueHust (471)

5. YBegomieHue oTHpaBUTeNs 00 OTKa3e noiydaresns ot npueMmku JIIT

[Iepeuennb
nepe1aBacMbIX
CBEJIEHUU U
BJIaIeJIel
UHOOPMAITMOHHOTO

AaTta COBCPIICHUS OIICpalu;

PETHCTPAllMOHHBIM HOMEp CyOBeKkTa oOparieHus Wiu
UACHTU(PUKATOP MeCTa OCYIIECTBICHUS JEATeITbHOCTH
cyObekTa obpartieHus (rmojrydaTesns);
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pecypca

PETUCTPAIIMOHHBI HOMEp CyOBbeKTa OOpalleHus WIu
UACHTU(OUKATOP MECTa OCYIIECTBICHUS ACSITCIbHOCTH
cyObekTa oOpatneHus (OTIpaBUTENs);

OIIMCAaHUC IIPUINHBI OTKAa3a B IIPUCMKC TOBApaA,

MOATBEPKIEHNUE 00 OTKA3€ B MIPUEMKE MTPUOCTAHOBICHHOTO
ToBapa (yKas3blBaeTcsi B cliiydae, eciau PoczapaBHanzop
IPUHSUT pEelIeHUEe 0 BPeMEHHOM BBIBOJIe U3 oOpatienust JIIT
coryacHo pasneny 7.1 Hacrosmux [TacnopToB nporeccos);

SGTIN w/unu SSCC, mo KOTOPBIM PErUCTPUPYETCS OTKa3
B IIPUEMKE Ha CKJIaJ MOTyJaTeseM

6. OTkaz B perucrpanuu CBeleHUNW 00 oTka3e mnosydarens B mnpuemke JIII
(Tpu HaTUYMKM OCHOBAHUM ISl OTKA3a)
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IlepeyeHs u3MeHeHuU

Bepcus Cnncok, BHeCEHHbIX M3MEHEeHUI

1.29 Pa3znen 4.2:
- peanu3oBaHa Mepenaya YBEIOMJICHHUS OTIPABUTENI0 00 oOImMOKax MpH
peructpauuu npuemku JIII Ha cknan nmomydarenew;
Pa3znen 5.1.1:
- M3MEHEH IIPOLECC PpErucTpaldd CBEICHHW O PO3HUYHOM TOPrOBIIE
¢ ucnoyb3oBanueM KKT;
Pa3nen 5.2:
- paspaboran nmpomecc ornycka JIII mo nbprotHomy — peuenrty
¢ ucnionb3oBanreM KKT (Paznen 5.2.2);
- U3MEHEH HoMep U HanmeHoBaHue Pazgena 5.2.1. Ormyck JIIT no nerorHoMmy
peuenty 0e3 ucnons3oBanust KKT (panee Paznen 5.2);
Paznen 5.5:
- BHECEHBI JIOTIOJHUTENbHBIC JIOMYyCTUMbIE THUIIBI BBIBOJA M3 000pOTa
(TpoM3BOICTBO MEMIIMHCKUX U3IeNUM, Tpon3BoacTBo JIIT);
- HU3MEHEHa 00s3aTeIbHOCTh JaThl JOKYMEHTA-OCHOBAaHUS U HOMEpa
JIOKYMEHTa-OCHOBaHUS

1.28 Pa3nen 3.2:

- peaJM30BaHa BO3MOXKHOCTb II€pPENadd CBEACHUM O 3aBEpUICHUU DTara
ynakoBkH JIII ¢ ncnosp30BaHUEM YCTPOMCTBA PETUCTPALIMM SMUCCHUN;

Pasznea 3.3.3:
- U3MEHEHO Ha3BaHUE MPOIIECCa U CXEMBI;

- U3MEHEH IIepeUeHb lepenaBaembix ceneHurd o BBo3e JIII B Poccuiickyro
deneparuio 0e3 akienTa;

- HCKJTIFOUCHA HEOOXOAMMOCTbD TIepeiauu CBEJICHUH 0 cMeHe coocTBeHHmKa JIIT
B 30HE TaMOXEHHOTro KOHTpoJsi npu BBo3e JIII pesmmenrom Poccuiickon
@enepaumu, SBISIOIKAMCA  Jepxareinem PY wuinm  npencTaBUTENbCTBOM
VHOCTPAHHOM OPTraHU3alllH;

Pa3nen 3.9:

- 00BeArHEeHbI mporiecchl moBTopHoro BBojaa JIII B obopot (panee 3.9, 3.10,
4.5);

- BHECEH nepedeHb TumoB BbiBoa JIIT u3 06opoTa, mociae KOTOPHIX BO3MOKEH
noBTopHbIi BBOA JII1 B 060poOT;

- W3MEHEH IMIEPEYEHb IMEPENABAEMbIX CBEICHUNM O MOBTOpHOM BBOjue JIII
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B 000pOT;
Pa3nen 5.3:

- BHECEHbl H3MEHEHHUA B IPOLECC B YaCTH BO3MOKHOCTU PETUCTpAIUU
cBeaeHui o0 yactTuuHou Beimade JIII aiisa okaszanus MeTUITMHCKON ITOMOIIIH,

- N3MCHCH IICPCUCHDb nepecaaBacMbIX CBe,HGHI/Iﬁ 0 BbIA4cC JIIT
I MCOUOUHCKOI'O ITIPUMCHCHUA

Pa3nen 5.5:

- BHECCHBI JOTOJHUTENBbHBIC JOMYyCTUMBIC THIBI BBIBOJA W3 000pOTa
(cicaHue pa3yKOMILJIEKTOBAHHOW YITAKOBKH, CIIMCAHKE MPOU3BOJACTBEHHOTO
Opaka);

- peaJn30BaHa  BO3MOXXHOCTb  II€peJaud  CBEIEHUHM O  CIIHCAHUU
IPOU3BOJCTBEHHOr0 Opaka C MCHOJb30BAaHUEM YCTPOMCTBA pPEruCTpaluu
AMUCCUN

1.27

Pa3znen 3.1:

- pCalin30BaHa BO3MOXHOCTL IICPCAAYN CBGI[CHPIIZ O 3aBCPIICHHH JTalla
YIIAaKOBKHU JIII ¢ ucnonp3o0BaHuEM YCTpOﬁCTBa perucTpanu SMUCCHH,

- I3MEHEH NepeUYeHb NepeIaBaeMbIX CBEACHUM O 3aBEPIICHUHU 3Tala YIIaKOBKHU
JIIT;

Pa3nen 3.2:

- H3MCHEH IIEPEUYCHb IIEPE/IaBa€MbIX CBEICHHUM O BBIMYCKE TOTOBOM
MPOAYKILMU 3a peaenaMu tepputopun Poccuiickoit @enepanuu;

Pa3nen 3.3:

- pa3pabotan mnpouecc BBo3a JIII B Poccuiickyro denepanuio ¢ npsiMbiM
MOpSAKOM MoATBepxkAeHus cBenaenuit (Paznen 3.3.1);

- U3MEHEH IepedyeHb TMepeaaBaeMbiX cBeneHuid o0 otrpyske JIII
B Poccuiickyro ®@enepanuio;

- pa3pabotan mpouecc BBo3a JIII B Poccuiickyto ®deneparuio ¢ oOpaTHbIM
MOPSAAKOM MOATBepKaeHus cBeaenuit (Paznen 3.3.2.);

- U3MEHEH IIepeUeHb IepeaaBaemMbix ceeaeHud o BBo3e JIII B Poccuiickyro
denepanuio;

- pazpaboran nporecc BBo3a JIII mo qoroopy koncurnaruu (Pa3nen 3.3.3);
Pa3nen 3.6:

- pa3pabotan mpouecc BBo3a JIII B Poccuiickyro denepaiuio ¢ TeppuTopun
rocynapcta-usieHa EADC ¢ npsMbIM MOPSAIKOM TMOATBEPKACHUS CBEICHUMN
(Paznmen 3.6.1);

- U3MEHEH IepedyeHb IepeaaBaeMblx cBeneHuit 00 orrpyske JIII
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B Poccuiickyto @enepanuto u3 rocygapcrsa-wieHa EADC;

- pa3paboTtan mporecc BBo3a JIII B Poccuiickyro denepaiyio ¢ TeppuTOpun

rocyaapcta-uieHa EADC ¢ oOpaTHBIM MOPSIKOM MOJITBEPAKACHUS CBEICHUN
(Paznmen 3.6.2);

- U3MCEHEH IepeYeHb IepeaaBacMbix cBeleHurd o BBo3e JIII B Poccuiickyro
denepanuto ¢ TeppuTopun rocyaapcrsa-uieHa EADC;

Pasgesa S.1: BHeceHBI HM3MEHEHUS B IPOLECC B YacTH BO3MOKHOCTH
perucrpauuu cBeeHni o yactuaHou npoaaxe JIII m npomaxke nerorusix JIII
C YaCTUYHOM OILJIaTOM;

Pa3nen 5.2:

- BHECEHbl HM3MEHEHHs B INPOLECC B YACTH BO3MOYKHOCTU PETUCTPALUU
CBEJICHMM 0 yacTnuHOM oTiycke JIII mo merorHomy penenry;

- pcfalin3oBaHa BO3MOXKHOCTL IICpCAaun CBCIIGHI/Iﬁ 00 OTITYCKC JIII
I10 JIBI'OTHBIM PCUCIITaM C MCIIOJIb30BAHHUCM PCTUCTPATOPA BBI6BITI/IH;

Pa3nen 5.3:

- HN3MCHCH IICPCUCHDb nepcaaBacMbIX CBGI[GHI/Iﬁ 0 BbIA4cC JIII
I MCOUOUHCKOI'O ITPUMCHCHUA

- pfalin30BaHa BO3MOXHOCTb IICpCAadHn CBGI[CHI/Iﬁ O BbLIAQYC JIIT
I MCOAUIOUHCKOI'O ITPUMCHCHU:A C MUCITIOJIb30BAHUCM PCTUCTPATOPA BBI6BITHH;

Pasgesn 10.1: BHeceHbl M3MEHEHUS B NEPEUYEHb OIEpAlUN, IMOJIEKAIINX
OTMEHE

Pasgesn 10.2: BHeceHbl M3MEHEHUS B NEPEUYEHb OINEpAlUd, IMOJIEKAIINX
OT3BIBY

Pasgesn 10.3: BHeceHbl M3MEHEHUS B NEPEUYEHb ONEpaAlUd, IMOIJIEKAIINX
OTKa3y




